HEPEJIIK

Jonarok 3

A0 Haka3y MiHicTepcTBa 0X0poHH

3a0poB’s Ykpainu «IIpo aep:xxaBHy

peecTpauiio (mepepeectpaniio) JikapcbKux
3ac00iB (MeJUYHHX IMYHOO0i0JIOrTYHMX
npenapariB) Ta BHeceHHs 3MiH /10

peecTpauiiHuX MaTepiaaiB»

Bix 23 0epe3nst 2026 poky Ne 386

JIKAPCBKHUX 3ACOBIB (MEAUYHUX IMYHOBIOJIOTTYHUX ITPEITAPATIB), IIO10 AKUX BYJIU BHECEHI
3MIHU 10 PEECTPALIIHMHUX MATEPIAJIIB, SIKI BHOCSIThCS 10 JEPAKABHOI'O PEECTPY JIKAPCBKUX

3ACOBIB

Ne Hazea MixxHapod Hazea Koo ®dopma eunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpauitina npouyedypa Ymoeu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eidnycky nam | peecmpauyiliHo
3acoby HernameH | pe4YyoeuHU ynakoeka) uka yea 20
moeaHa HHST* noceio4yeHHs1
Hasea* *
1. | ADBATPA®® | Tacrolimu Takponimy LO4ADO | kancynu Actennac HioepnaH Acrtennac Ipnangis BHECEHHS 3MiH 4O 3a UA/9687/01/03
S c 2 NPOMOHIroBaHoI Aii dPapma an Ipnang Ko. Ilta peecTpauinHUX JOKYMEHTIB: peuenmom
no 5 wmr, no 10 HOpon B.B. 3MiHn | TMny - 3MiHK 3 SIKOCTI.
kancyn y 6nictepi; [oToBMI Nnikapcbkuii 3acib.
no 5 Gnictepis y Cucrema
antoMiHieBomy KOHTEeWHep/3aKynoptoBanbHUm
nakerti; no 1 3acib. 3miHa napameTpis
antoMiHieBomy cneuudikauin Ta/abo
nakeTy B KAPTOHHIN A0NYCTUMMUX MEX NEPBUHHOT
navui yNaKoBKM FOTOBOrO
nikapcbkoro 3acoby (iHLwi
3MiHW) — 3MiHa TOBLUMHMN
nniskv MBX/MBAOX y
cneuudikaLii Ha NepBrUHHE
nakyBaHHsa 3 0,273 + 0,014 Mm
(TobTO0 273 MKM * 5%) Ha
«275 MKM * 5%»; pepakuivHi
3MiHM [0 po3ainiB
3.2.P.1.0nuc Ta cknapg
nikapcbkoro 3acoby Ta
3.2.P.7. Cuctema
KOHTEeWHep/3aKkynoptoBanbHuUim
3aci6
2. | AOBATPA®® | Tacrolimu | Takponimy | LO4ADO | kancynwu Actennac HinepnaH Actennac IpnaHpis BHECEHHS 3MiH [0 3a UA/9687/01/02
S c 2 NPOSIOHroBaHoiI Aii dapma an Ipnang Ko. Ntg peecTpaLiiHNX AOKYMEHTIB: peuenmom
no 1 mr, no 10 HOpon B.B. 3MiHu | TMNy - 3MiHK 3 SIKOCTI.

kancyn y 6nictepi;
no 5 Gnictepis y
antoMiHieBoMy
naketi; no 1

[oToBWI Nikapcbkni 3acib.
Cucrema
KOHTEMHep/3aKynoproBanbHUii
3aci6. 3miHa napameTpis




2 [TponoBkeHHs noaaTka 3
Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
antomiHieBomy cneumdikauin Ta/abo
nakeTy B KAPTOHHIN OONYCTUMMUX MEX NEPBUHHOT
navui yMaKoBKM FOTOBOIO
nikapcbkoro 3acoby (iHwi
3MiHM) — 3MiHa TOBLLMHMN
nnisku MBX/MBAOX y
cneumdikaLii Ha NnepBuUHHe
nakyBaHHs 3 0,273 £ 0,014 mm
(To6TO0 273 MKM + 5%) Ha
«275 MKM * 5%»; pepakuinHi
3MiHW o po3ginis
3.2.P.1.0nuc Ta cknag
nikapcbkoro 3acoby Ta
3.2.P.7. Cucrema
KOHTeWHep/3aKynoptoBanbHUm
3aci6
3. | AOBATPA®® | Tacrolimu Takponimy LO4ADO | kancynu Actennac HioepnaH Acrtennac Ipnangis BHECEHHS 3MiH 4O 3a UA/9687/01/04
S c 2 NPOMOHIroBaHoI Aji dPapma an Ipnang Ko. Ilta peecTpauinHUX JOKYMEHTIB: peuenmom
no 3 mr, no 10 lOpon B.B. 3MiHn | TMNY - 3MiHM 3 SIKOCTI.
kancyn y 6nictepi; [oToBMI Nnikapcbknii 3acib.
no 5 6nictepis y Cucrema
anoMiHieBOMy KOHTeWHep/3aKkynopoBanbHUit
nakeTi; no 1 3aci6. 3miHa napameTpis
antoMiHieBomy cneuudikauin Ta/abo
nakeTy B KApTOHHIN OOMYyCTUMUX MEX NEPBUHHOI
navui yNaKoBKM FOTOBOrO
nikapcbkoro 3acoby (iHwwi
3MiHW) — 3MiHa TOBLLWHMN
nniskv MBX/MBAOX y
cneuudikaLii Ha NepBrUHHE
nakyBaHHs 3 0,273 £ 0,014 mm
(TobTO0 273 MKM * 5%) Ha
«275 MKM * 5%»; pepakuivHi
3MiHM o po3ainis
3.2.P.1.0nuc Ta cknapg
nikapcbkoro 3acoby Ta
3.2.P.7. Cucrema
KOHTeWHep/3aKkynoptoBanbHuUim
3aci6
4. | AODBATPA®® | Tacrolimu Takponimy LO4ADO | kancynu Actennac Hinepnax Actennac Ipnanpis BHECEHHS 3MiH 40 3a UA/9687/01/01
S c 2 NPOSIOHroBaHoi Aii dapma an Ipnang Ko. Ntg peecTpaLiiHNX AOKYMEHTIB: peuenmom
no 0,5 mr, no 10 HOpon B.B. 3MiHu | TMNy - 3MiHK 3 SKOCTI.

kancyn y 6nictepi;
no 5 Gnictepis y
antoMiHieBoMy
nakerti; o 1
antomiHieBomy
nakeTy B KAPTOHHIN
navuj

[oToBWI Nikapcbkui 3acib.
Cucrema
KOHTEMHep/3aKynoproBanbHUii
3aci6. 3miHa napameTpis
cneuudikauin Ta/abo
O0NYCTUMUX MEX NEPBUHHOT
yNaKoBK1 rOTOBOro




3 [TponoBkeHHs qoaaTka 3
Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
nikapcbkoro 3acoby (iHwi
3MiHM) — 3MiHa TOBLLMHMN
nnisku MBX/MBAOX y
cneumdikaLii Ha NnepBuUHHe
nakyBaHHs 3 0,273 £ 0,014 mm
(To6TO0 273 MKM + 5%) Ha
«275 MKM * 5%»; pepakuinHi
3MiHW o po3ginis
3.2.P.1.0nuc Ta cknag
nikapcbkoro 3acoby Ta
3.2.P.7. Cuctema
KOHTeWHep/3aKynoptoBanbHUm
3aci6
5. | AIDKOBI™ Fremanez | cdpemaHe3 | NO2CDO | po3uumH Ans iH'eKuin, TOB "TeBa YkpaiHa BUPOBHMLTBO Himeyun BHECEHHS 3MiH A0 3a UA/18633/01/01
umab ymab 3 225 mr/1,5 mn, no YkpaiHa" nikapcbKkoro Ha/ peecTpauinHUX JOKYMEHTIB: peuyenmom
1,5 M po3ymnHy y 3acoby, Yropm 3MiHn | TMNY - 3MiHM 3 SIKOCTI.
nonepegHLo nepBuHHe Ha/ A®I. CtabinbHicTb. 3miHa
HanoBHeHOMY nakyBaHHs, CLUA/ nepiofy NOBTOPHMX
wnpwui; no 1 abo 3 BTOPUHHE JlnteBa BunpobyBaHb/nepiogy
LUNPULN B KAPTOHHIN nakyBaHHs, 36epiraHHs abo ymoB

Kopobui

KOHTPOMb SKOCTI
nikapcbKoro
3acoby:
BeTttep ®apma-
®epTiryHr Mm6X
Ta Ko. KT,
Himeyuunha;
KOHTPOMb AKOCTI
nikapcbKkoro
3acoby: BetTep
dapma-
®epTiryHr Mm6X
Ta Ko. KT,
Hime4umnHa;
KOHTPOSb AKOCTI
nikapcbKkoro
3acoby: Bettep
dapma-
®epTiryHr F'M6X
Ta Ko. KT,
Hime4umnHa;
KOHTPOMb SIKOCTI
nikapcbKkoro
3acoby (nuwe
cvna 3cyBy Ta
cuna KoB3aHHS
nicns
BTOPUHHOIO
nakyBaHHs):

36epiraHHa Al (3a
BiAICYTHOCTI y 3aTBEepaKEHOMY
nocbe cepTudpikata
BiZNOBIgHOCTI €BpONEenchKii
dapmakonei, Lo BKoYae
nepiof NOBTOPHOIO
BUNpobyBaHHs) (nepioa
NMOBTOPHOrO
BuNpobyBaHHs/nepion
36epiraHHs) - 36inbLueHHss abo
BBeEHHS nepiody NOBTOPHOrO
BUNpobyBaHHsa/nepiogy
30epiraHHsi Ha OCHOBI
pe3ynbTaTiB AOCHIAXEHb Y
peanbHoMy yaci - 36inbLIeHHs
TepMiHy npupgatHocTi ADI oo
60 micauiB npu TemnepaTypi
"<-35°C " sik pekoMeHO0BaHMX
YMOB 306epiraHHs.
3anponoHoBaHe 36inblUEHHSI
TEPMiHy NpuaaTHOCTI
0Or'pyHTOBaAHO AaHUMK 3i
ctabinbHocTi ansa Adl,
oTpuvMaHoro 3a npouecom 3P
(Process 3P) Ta gaHumum woao
nepBUHHOI CTabinbHOCTI cepil.
Takox BHOCATbCA pegaKLuinHi
3MiHM go posginy 3.2.S.7.
CrabinbHicTb.




[TponoBkeHHs noaaTka 3

4
Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
BeTttep ®apma-
®epTiryHr MTM6X
Ta Ko. KT,
HimewumnHa;

KOHTPOMb SIKOCTI
nikapcbkoro
3acoby
(BUNpobyBaHHsA
KNITUHHOT
aKTUBHOCTI
nikapcbKkoro
3acoby): AT
dapmaueBTUYHU
1 3aBog TeBa,
YropLuHa;
KOHTPOMb SIKOCTI
nikapcbKkoro
3acoby
(uinicHicTb
cucTemm
KOHTeWHep/3aKy
noproBarnbHUi
3acib nicns
BTOPUHHOIO
naKyBaHHs):
Kypia Hbto
Ibxepci, JNC,

nakyBaHHs:
Mepkne M'moX
HimeuuunHa;
BTOPUHHE
nakyBaHHS:
TpaHchapm

HimeyvuuHa;
003BiN Ha

Himeyunna

3acoby

CLUA; BTOpUHHE

TNoricTik TM6X,

BUNYCK cepii:
Mepkne 'm6X,

KOHTPOb SIKOCTI
nikapcbKoro

(BunpobyBaHHs
KNiTUHHOT
aKTUBHOCTI
nikapcbKkoro
3acoby) 3AT

i

TeBa bant

iKC,
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

Jlutea

A3AIOH

Cinnarizin
e,
combinatio
ns

LUuHapusmn
H,
OuMeHrigp
nHaTt

NO7CA5
2

TabneTku no 20
mr/40 mr no 10
TabneTtok y 6nicrepi,
no 3, 5 a6bo 10
6nictepis B
KapTOHHiI kopoOLi

Mepokemi
nTa

Kinp

BMPOBOHMLTBO 3a
MOBHUM LIMKIOM:
Mepgokemi
TlimiTea, Kinp;

BUPOGHMLTBO
Hepo3dacoBaHO
ro NpoAaykKTy,
KOHTPOMb SIKOCTI,
BUNYCK Cepii:
Megokemi
Timitea, Kinp

Kinp

BHECEHHSI 3MiH 0
peecTpauifHnx MaTtepianis:
3MiHn | TNy -
AMmiHiCTpaT1BHI 3MiHW. 3MiHa
HalMeHyBaHHs Ta/abo agpecu
MicLiA NpoBaXXeHHS
LiAnNbHOCTI
BMPOGHMKa/imnopTepa
roTOBOrO fMikapcbKoro 3acoby,
BKIMOYaK4M AinbHULI BUNYCKY
cepii abo micue npoBeaeHHs
KOHTPOJIO SIKOCTI. (QiSANbHICTb,
3a Ky Bignosigae
BMPOGHMK/iMnopTep,
BKITHOYa04M BUMYCK Cepiit)
YTOYHEHHS agpecu
BMPOBHMYOT AiNbHULI Y
BiANOBIQHOCTI 40 cepTudikaTy
GMP. 3MmiHM BHeceHO B
IHCTPYKUIil0 ANS MEANYHOro
3aCTOCYBaHHsI NiKapCbKoro
3acoby y po3gin
"Micue3HaxomKeHHs
BMpOGHMKa Ta agpeca Micus
nNpoBafXXeHHs Noro
nisnbHOCTI" 3 BiAnoBigHUMMN
3MiHaMu B TEKCTi MapKyBaHHs
ynakoBoK. TepMiH BBEAEHHs
3MiH - NpoTsArom 6 micsuiB
nicnsi 3aTBepaKeHHs. 3MiHu |
TMny - 3MiHM Woao
©e3nekn/edeKkTuBHOCTI Ta
dapmakoHarnsagy (iHwi 3miHu)
3MiHM BHECEHO Yy TEKCT
MapKyBaHHsi BTOPUHHOI
ynakosku (n. 1, 2, 8, 12) Ta
NepBUHHOI yNakoBku (M. 2).
TepMmiH BBEOEHHSA 3MiH -
npoTsarom 6 micsauis nicns
3aTBEPKEHHS.

3a
peuenmom

He
nion
seae

UA/20914/01/01

A3APIrA®

Timolol,
combinatio
ns

OpwvH3ona
mig,
TUMornony
marnear

S01ED5
1

Kpanni o4Hi; no 5 mn
y chrnakoHi-
KpanensHuui; no 1
nakoHy-
KpanenbHuui y
KOpoO6Li 3 KapTOHY

Hosapric
dapma Al

LLisenuapi
o

HoBapric
MaHydakTypiHr
HB

Benbris

BHECEHHS 3MiH [0
peecTpaLiiHNX AOKYMEHTIB:
3miHu | TUny - 3MiHKM 3 sIKOCTI.
A®I|. BupobHuuTBO. 3MiHN B
npoueci BupobHuuTBa AdI
(He3HayHa 3MiHa y npoueci
BUpo6HMLTBa AdI)
HesHauyHi 3MiHn y

3a
peuenmom

UA/10400/01/01




6 [TponoBkeHHs qoaaTka 3
Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *

BUPOGHMYOMY NpoLeci Aitoyoi
peyoBMHY BpuH3oNamig —
OHOBJEHHS onucy cragii 1

BMPOGHMLTBA, a came: 3amiHa

nianasoHy po3mipy cepii
BuxigHoro matepiany (PS -
4998) Ha giana3oH po3mipy
cepii BxigHoro matepiany (AM-
1001), sixmn
BMKOPWCTOBYETbLCS AN
peakuii; yTOYHEHHst onucy
obnagHaHHs Ta eTanis
OUCTUnNALIT; BUNpaBreHHs
NMOMWIKN Y 3a3HaYEHHI
KOHUEHTpaLii po3ynHy
komnnekcy borane-
tetrahydrofuran complex in
tetrahydrofuran 3 1,0 monb/mn
Ha 1,0 monb/n. 3minu | Tuny -
3miHu 3 akocTi. API.
BupobHuuTeo. 3miHn B
npoueci BupobHuuTea AdI
(He3Ha4Ha 3MiHa y npoueci
BMpobHMUTBa ADI). HesHauHi
3MiHW Y BUPOBHMYOMY NpoLieci
LitoY0i pevyoBUHN
OpuH30Namig — OHOBMNEHHSA
npowecy AoAaBaHHs
eTunaueTaTy Ta rentaHy
(cTagist 2 BUpo6HMLTBA), @
came: OHOBIIEHHS Aliana3oHy
Temnepatypu 4oAaBaHHs
eTunaueTaTty Ta rentaHy o

3anuwky 3 10-50 °C Ha 25-50

°C; YTOUHEHHS onucy npotecy
[oOaBaHHs renTaHy; 3aMiHa

3a3HayeHHs dianasoHy
po3Mipy cepii BUXigHOrO
matepiany (PS-4999) Ha
fianasoH po3mipy cepii
BxigHoro matepiany (PS-
4998), skmn
BUKOPWUCTOBYETLCS AMNs
peakuii. 3miHu | Tuny - 3miHK 3
akocTi. A®l. BupobHmuTtso.
3MiHM B npovueci BUpobHMuTBa
AQI| (HeaHayHa 3MiHa Yy
npoteci BupobHuuTea AdI).
HesHayHi 3miHW y




7 [TponoBkeHHs noaaTka 3
Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *

BUPOGHMYOMY NpoLeci Aitoyoi
peyoBMHY BpuH3oNamig —
OHOBIEHHSs onucy ctagii 3

BMPOGHMLTBA, a came: 3MiHa

yacy guctunsauii nicna
AofaBaHHA
TpumeTunopToaueTaTy Ha
cTagii 3 3 «2—4 roanHu» Ha
«He MeHLwe 3,5 roguHny;
3aMiHa 3a3HadYeHHs gianasoHy
pOo3Mipy cepii BuXigHoro
MaTepiany (AL-4862, cupun)
Ha fianasoH po3mipy cepii
BXigHoro matepiany (PS-
4999), sikmn
BMKOPWCTOBYETbLCS AN

peakuii. 3miHn | TMNy - 3MiHK 3
akocTi. A®l. BupobHuuTtso.

3MiHM B npoueci BUpobHMuTBa

A®I (HeaHayHa 3MiHa y
npoueci BupobHuuTea AdI).
HesHauHi 3MiHn y
BUPOGHMYOMY npoLeci gitoyoi
peyoBuHM BpunH3oNamia, Ha
cTagii 3 BupobHuuTBa, Lo
nepen6ayatoTb BUMYYEHHS
BVIKOPVCTAHHS OMOMIKHOIO

GinbTpyBansHOro marepiany

(Kieselgur Hyflo Supercel PH)
(Ha npakTuui ua cmpoBuHa

HiKONM He 3acTocoByBanacs y

BMPOGHMYOMY npoueci). 3MiHu

| Tuny - 3miHn 3 akocti. ADI.
BupobHuuTBo. 3miHn B
npoueci BupobHuuTBa AdI
(He3Ha4Ha 3miHa y npoueci
BUpobHuLUTBa AdI).
BunpasneHHs KinbKicTi
TeTparigpodypaHy, LWwo
BMKOPVCTOBYETbLCS Ha
nopatkoBoMy eTani

nNpoMmMBaHHs Ha cTagii 3, 3 «20

Kr» Ha «30 Kry», a Takox
YTOYHEHHS1 onucy npouecy
[ofaBaHHA
TeTparigpodypaHy. 3MiHu |
TMny - 3MiHK 3 sikocTi. ADI.
BupobHuuTBo. 3miHn B
npoueci BupobHmuTea AdI
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

(He3Ha4Ha 3MiHa y npoueci
BUpobHMLTBa ADI). HesHauyHi
3MiHW Y BUPOBHMYOMY MPOLIECi

Lit0Y0i pevyoBmHM

BpvH30NaMig — OHOBMEHHS
onucy cragii 4 BMpobHMUTBAa,

a came: NiaBULLEHHS PiBHS

aetanisauii onucy
BMPOGHMYOro npoLecy; 3aMiHa
3a3HayeHHs! diana3oHy
pOo3Mipy cepii BuXigHoro
matepiany (AL-4862) Ha
fAianasoH po3mipy cepii
BXigHoro matepiany (AL-4862,
CcVpYn), SKUR
BMKOPWCTOBYETbLCS AN
peakuii. 3miHu | TNy -
AamiHicTpaTuBHi 3miHW. 3MiHa
HaiMeHyBaHHsi Ta/abo agpecu
MicLl NpoBaXXeHHS
isiNbHOCTI BUPOGHKMKa
(BKrtovatoum, 3a HeobXigHoCTI,
MicLie NpoBeAeHHS KOHTPOro
sikocTi), abo BnacHuka
macTep-danna Ha Adl, abo
noctadanbHuka A®l/BuxigHoro
mMartepiany/peareHTy/npoMiKHO
ro NpoaykKTy, Lo
3aCTOCOBYIOTbCS Y
BMPOGHMLTBI API (SKLLO
3a3Ha4yeHo y JOCbE Ha
nikapcbkuii 3acib) 3a
BiJCYTHOCTI cepTudikaTa
BiZNOBIgHOCTI €BpONEenchKii
dapmakonei y
3aTBEpAKEHOMY A0CbE, ab0
BMPOBHVKa HOBOI AOMOMIDKHOT
PEYOBUHY (SIKLLO 3a3HAYEHO Y
Aocbe). 3MiHa HaliMeHyBaHHS
BMPOBHVKa BMXiAHOIO
MaTepiany XrnopokeToTiodeHy

cynbdoHamigy (AM-1001) 3

«Dishman Pharmaceuticals
and Chemicals» Ha «Dishman
Carbogen Amcis» Survey No.

47 & 48, Paiki Sub Plot. 1,

Village Lodariyal, Taluka
Sanand Dist.: Ahmedabad —
382 220 India».
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[TponoBkeHHs noaaTka 3
Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *

MicuesHaxomkeHHs
BMPOGHMYOro MargaH4uka He
3MmiHtoBanocs. 3Minu | Tuny -

AOMiHICTpaTMBHI 3MiHW.
Buny4yeHHs BUpOGHMYOT
OinbHUUi (BKMNOYao4n
OinbHuui gna Al npomikHoro
npoaykTy abo rotoBoro
nikapcbkoro 3acoby, AinbHuLI
ONsi NPOBEAEHHS NaKyBaHHS,
BUPOGHMKA, BignosigansHoro
3a BMNYyCK Cepin, micue
NpOoBeAEeHHs KOHTPOo cepii)
abo nocTavanbHVKa BUXIQHOTO
mMaTepiany, peareHTy abo
[OMOMIDKHOI PEYOBUHU (SIKLLO
3a3Ha4yeHo y OCbE).
BupaneHHst Sigma Aldrich
Fine Chemicals (SAF) USA 3i
CNMCKyY NocTavanbHUKIB
BMXigHOro marepiany
rigpokcunamin O-
CyNbGOHOBOI KNCNOTK. 3MiHM |
TMny - 3MiHn 3 gxocTi. ADI.
BupobHuuteo. 3MiHa
BMPOGHMKa
BVXifHOro/npomi>kHoro
npoaykTy/peareHTy, Lo
BUKOPWCTOBYIOTbCS Y
BMPOGHMYOMY npoueci AdI,
abo 3miHa BUpobHuka
(Bkntovatoun, ge HeobxigHo,
MicLie NpoBeAeHHS! KOHTPOIHO
skocTi) AdI (3a BigcyTHOCTI
cepTuddikaTta BiANoOBIAHOCTI
€Bponeicbkin bapmakonei y
3aTBepAKEHOMY A0ChE)(iHLUi
3MiHN)

HonaBaHHsa BASF SE, Carl-
Bosch-Strasse 38, 67056
Ludwigshafen, Germany, sik

BMPOBHVKa BMXiAHOIO
MaTepiany etunamiyy 70%,
LLIO BUKOPUCTOBYELCS Y
BUPOGHMYOMY NpoLeCi AitoyoT
peyoBVHM GpUH3ONamig,.
3miHu | TUny - 3MiHKM 3 sIKOCTI.
A®I|. BupobHuuTBO. 3MiHN B

npoueci BupobHmuTea AdI
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[TponoBkeHHs noaaTka 3

Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *

(He3Ha4Ha 3MiHa y npoueci
BUpobHMuTBa AdI).
OHOBMEHHS cxemu peakuii
BUXiAHOro maTtepiany
XIOpKeTOTIOhEeHY
cynboHamigy (AM-1001).
3MiHu | TMNY - 3MiHM 3 SIKOCTI.
A®I. KoHTponb A®I. 3miHa y
napameTpax cneuudikadin
Ta/abo gonyCTUMUX MeX,
BU3HAYeHUX y cneumdikauisax
Ha A®l, abo
BUXiOHWUIA/MPOMIDKHUI
npoayKT/peareHT, LWo
BVKOPVCTOBYIOTBCS Y MPOLIECI
BUpobHMLTBa ADI (3BY)KEHHS
OONYCTUMMUX MEX, BU3HAYEHNX
y cneundikadii). 3ByXeHHs
OOMNyCTUMUX MEX Anst
nokasHuka «Purity (HPLC)»,
BMU3HA4YeHMX y cneuudikauii
BUXiAHOro maTtepiany
XIOPOKETOTIOEHY
cynbdoHamigy (AM-1001),
ANt HACTYNMHUX AOMILLIOK:
Impurity 1, Impurity 2, Impurity
3, PS-4997 Ta Chloride
analogue of PS-4997. 3miHu |
TMny - 3MiHK 3 sikocTi. ADI.
KoHTponb A®I. 3miHa y
mMeTofax BunpobyBaHHs ADI
abo BuxigHoro
MaTepiany/npomiKHOro
npoaykTy/pearenTy, Lo
BUKOPWUCTOBYETLCS Y MPOLECI
BMPOGHMUTBa AD| (HE3HaYHI
3MiHW Y 3aTBEPKEHNX
MeToAax BUNPoOyBaHHS).
Hes3HayHi 3miHK 0o MeToanku
GC-Headspace gns
BU3HAYEHHS 3aNULLKOBUX
posumnHHukiB (Residual
Solvents by GC) y BuxigHomy
MaTepiani xnopoketoTiodeH
cynbdoHamig (AM1001).
3miHu | TMny - 3MiHKM 3 AKOCTI.
ADI. KoHtponb A®I. 3miHa y
napameTpax cneuudikadin
Ta/abo 4oNyCTUMUX MEX,
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *

BU3HAYeHUX y cneumdikauisx
Ha A®l, abo
BVXiAHWN/MPOMDKHMI
npoayKT/peareHT, LWo
BMKOPWCTOBYIOTBCS Y NMPOLIECI
BMpobHMLTBa ADI (BUNYYEHHS
He3Ha4yHOro nokasHuKa sIKoCTi
(Hanpvknag BUMyYeHHs
3acTapinoro NokasHuka)).
BunyyeHHss He3Ha4HOro
napametpa «Odor/3anax» 3i
cneundikauii BUXigHoro
marepiany rekcaH, Lo
BUKOPWCTOBYETLCS Y
BMPOBHMYOMY MpoLeci Ailoy4oi
peyoBUHM BpUH3ONamig.
3MiHn | TMNY - 3MiHM 3 SIKOCTI.
A®I|. KoHtponb A®I. 3miHa y
napameTtpax cneumaikadin
Ta/abo gonyCTUMUX MEX,
BM3HaYeHMX y cneumdikaisx
Ha A®l, abo
BUXiOHWUIA/MPOMIDKHUI
npoayKT/peareHT, LWo
BUKOPWCTOBYIOTBCS Y NMPOLIECI
BUpOGHMLTBa ADI (BUNYyYeHHS
He3Ha4yHOro NokasHuka sKocCTi
(Hanpuknag BUMYYEHHS
3acTapinoro nokasHuka)).
BunyyeHHs He3Hay4HOro
napametpa «Odor/3anax» 3i
cneumdikauii BUXigHoro
KMCroTa XnopucToBoaHeBa
32% peareHTy, WO
BUKOPUCTOBYETLCS Y
BMPOBHMYOMY MpoLeci Aitoyoi
peyoBUHM BpMH3oNaMia.
3miHu | TUny - 3MiHK 3 sIKOCTI.
A®I. KoHtponb A®I. 3miHa y
napameTpax cneuudikadin
Ta/abo fonyCTUMUX MEX,
BU3HAYEHMX y cneuudikavisx
Ha A®l, abo
BVXiAHWUIA/MPOMIXXHUI
npoaykT/peareHT, LWo
BMKOPUCTOBYHOTLCS Y NPOLIEC
BUpOGHMLTBa ADI (iHLWi 3MiHWM)
3miHa y napameTpi
«Appearance/30BHilLHI
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
BUMMAO» creumdikaLii
kaTanisatopa (S)-Me-CBS, wo

BMKOPUCTOBYETLCS Y
BUPOGHMYOMY NpoLeci Aitoyoi
peyoBUHM GpUH3ONamig,
OCKifNbK1 (PaKTU4YHO BOHa
3aBXau Bignosigana
“colorless-brownish liquid”,
ane us iHpopmadis 6yna
NOMUIIKOBO BigobpaxeHa y
peecTpauiiHoMy A0ChE SK
“colorless-yellowish liquid”.
3MiHn | TMNY - 3MiHM 3 SIKOCTI.
A®l. BUpobHMLTBO. 3MiHK
BunNpobyBaHb abo AonycTUMmx
MeX y npoueci BUpobHuLTBa
A®I, wo BcTaHoOBMEHI Y
cneumdikauiax (iHLi 3MiHW)
HeaHauHi 3aMiHK 00 MeToaunkn
BunpobyeaHHsA TLC ansa
KOHTPOSIO B MPOLECi
BMpoBbHMUTBA (in-process
control), Lo 3acCTOCOBYETLCS
Ha cTagii 1 BUpobHuLTBa
LitoY0i pevyoBUHN
6pvH30namia, 3 OHOBMEHHSAM
onucy NiAroToBKM 3paska Ta
eTanoHHoro ctaHaapTy. 3MiHu
| Tuny - 3miHn 3 sikocTi. ADI.
BupobHuuteo. 3MiHn
BunpobyBaHb abo AonycTUMmX
MeX y npoueci BUpobHuLTBa
AQI, Wo BCTAHOBNEHI Yy
cneumdikauisx (BUMydYeHHS
HEeCYTTEBOro BUNPOBYBaHHS).
BunyyeHHs HecyTTEBOI
mMeToanKM BunpobysaHHsA 1H-
NMR ans KOHTponto B Npoueci
BMpoBHMUTBA (in-process
control), Lo 3aCTOCOBYETLCS
Ha cTagii 1 BupobHMUTBa
LitY0i pevyoBrHU
6pvH3onamig. 3minu | Tuny -
3MmiHu 3 sikocTi. ADI.
BupobHuuteo. 3MiHK
BunNpobyBaHb abo AonyCcTUMMX
MeX y npoueci BUpobHuLTBa
AQI, Wo BCTAHOBNEHI Yy

cneuudikauigx (iHLwi 3mMiHW).
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
HeaHauHi 3aMiHK 00 MeToaunkm
KOHTPOJIO Ta AONYCTUMUX MEX

ansa TLC BunpobyBaHHs B
npoveci BupobHuuTea (in-
process control), Wwo
3aCTOCOBYETbCA Ha cTagii 2
BMPOBHMUTBA Aitoyoi
peYoBUHM GpUH3ONamig,.
Honyctuma mexa 3miHeHa 3 «
- 3MiHu | TUny - 3MiHK 3 AKOCTiI.
A®I. BUpobHMLTBO. 3MiHK
BunpobyBaHb abo AonycTUMmx
MeX y npoueci BUpobHuLTBa
A®I, wo BcTaHoOBMEHI Y
cneumdikauisx (aoaaBaHHA
HOBOro BMNpobyBaHHS Ta
ponyctummx mex). [lonaBaHHs
Opyroi MeToauku
BunpobyeaHHsA TLC ansa
KOHTPOSIO0 B MPOLECi
BMpobHMUTBA (in-process
control), Lo 3acTOCOBYETLCS
Ha cTagii 3 AN MOHITOPUHrY
3HWKeHHs PS-4999 nig vac
3axXUCTy CynbdoHaMmigHoI
rpynu, a TakoX BUMpPaBIIEHHS
iHbopMaUii Woao po3YnHHUKA,
SIKUIA BUKOPUCTOBYETLCS AN
NPUroTyBaHHs1 CTaHAAPTHOrO
posuuHy. Kpim Toro,
BWMNpPaBIIEHO iCTOPUYHY
HETOYHICTb: PO3YMHHMKOM Ansi
NpUroTyBaHHS! €TanoHHOro
po34mnHy 3aBxamn bys
eTunauetarT, TOAi SK y A0Cbe
nomMmusnkoso Bkasysascs THF.
3miHu | TMny - 3MiHKM 3 AKOCTI.
ADI. BupobHULTBO. 3MiHK

MeX y npoueci BUpobHuLTBa
A®I, Wwo BcTaHoBREHI Y
cneuudikauigx (iHwi 3miHu).
Hes3HayHi 3miHK 0o MeToanku
BunpobyBaHHa TLC ans
KOHTPOIO B NPOLECI

BMpoBHMUTBA (in-process
control), Lo 3acToCOBYETLCS
Ha cTagii 3 (HykneodinbHe

BunNpobyBaHb abo AonycTUMmX

3aMileHHs1), 3 METOK
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
BAOCKOHANEHHS MiaroToBKu

€TaroHHOro Po34unHy Ta
YTOYHEHHS cKnagy Cymilli
NPOMIKHUX NPOAYKTIB Y LIbOMY
eTanoHHOMY po34mnHi. Mexy
NPUAHATHOCTI 3MIHEHO 3 «<
5% 3anuLikoBoro
Hei30MbOBaHOro NPOMIXHOrO
npoaykTy-tosylate» Ha «nnsama
0119 HEei30NbOoBaHOI CyMilli
tosylate npomMi>kHUX NPOAYKTIB
BiACYTHsI». 3MiHu | TNy -
3MiHn 3 skocTi. A®l. KoHTponb
A®l. 3miHa y meTogax
BunpobysaHHs APl abo
BUXiAHOIO
MaTepiany/npomixHoro
npoaykTy/pearenTy, Lo
BUKOPUCTOBYETLCS Y MPOLECI
BUpobHMuTBa AD| (HE3HAYHI
3MiHW Y 3aTBEPAKEHNX
MeTo4ax BUNpoGyBaHHS).
HeaHauHi 3aMiHK 00 MeToaunkn
«Assay by HPLC», wo
3aCTOCOBYETLCS AN
NpoMixXHOro npoaykty PS-
4998, a came: OHOBIEHHS
onucy NpUroTyBaHHs
CTaH4apTHOrO PO34MHY,
PO3Mipy KOMOHKM Ta
popasaHHsi popmMynu
po3paxyHky. 3miHu | Tuny -
3miHu 3 akocTi. A®Il. KoHTponb
A®I. 3miHa y meTogax
BunpobyBaHHst Ad| abo
BUXIiQHOTO
MaTepiany/npomiKHOro
npoaykTy/peareHTy, Lo
BMKOPWCTOBYETLCSH Y MPOLECI
BMPOGHMLUTBa AD| (HE3HaYHI
3MiHW Y 3aTBEPOXKEHUX
mMeToAax BUNpobyBaHHS).
Hes3HayHi 3miHK 0o MeToanku
BunpobysaHHs «Optical purity
by HPLC», wo
3aCTOCOBYETLCS ANS
NpOMiXXHOro npoaykty PS-
4998, a came: BUNpaBrieHHs!

Onucy NpUroTyBaHHs
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

CTaHAAPTHOrO Po34nHy. 3MiHK
| Tuny - 3miHu 3 akocTi. ADI.
KoHTponb A®I. 3miHa y
meTogax BunpobyBaHHst ADI
abo BuxigHoro
MaTepiany/npoMiKHOro
npoaykTy/peareHTy, Lo
BMKOPWCTOBYETLCSH Y MPOLECI
BUPOOHMUTBa AD| (He3HauHI
3MiHW Y 3aTBEPOXKEHNX
MeTo4ax BUNpoGyBaHHS).
Hes3HauHi 3miHK go MeToanku
BunpobyBaHHs «Optical purity
by HPLC», wo
3aCTOCOBYETLCS AN
nNpoMiXHOro npoaykty PS-
4999, a came: OHOBIEHHS
onucy NpUroTyBaHHs
CTaHOapTHOrO PO34MHyY Ta
PO3Mipy KOMOHKW. 3MiHK | Tuny
- 3MiHu 3 gkocTi. API. (iHwi
3minn) (B.1. (x) IB)
PepakuinHi 3miHm Ta
OHOBMEHHSA CynpoBiAHOT
iHdopMaLii B po3ginax
3.2.8.2.2,3.28231a
3.2.S.2.4. 3MiHN He
BMMNBaOTb Ha SKiCTb,
TexHornorito abo KOHTPOrb
[it0401 pevoBUHMU.

A3ALUTNON
H WK1nnA

Azacitidine

asaumTug
WH

LO1BCO
7

niocpinizat Ans
PO34MHY Ans

iH ekuin no 100 wmr;
no 1 pnakoHy y
KapTOHHiI kopobui

Wnnna
Megikea
JlimiTen

IHAis

NOBHUIN LMKI
BUPOGHMYOro
npouecy: lWunna
Megikea
Nimiten, IHAis;
KOHTPOMb SIKOCTI
i BUNpobyBaHHs
cTabinbHocTi
(pi3nyHi i XiMivHi
TecTu):
LUvnna Megikea
Nimiten, IHAOis

IHAis

BHECEHHS 3MiH A0
peecTpaLiiHNX AOKYMEHTIB:
3minm | TNy -
AaMiHicTpaTuBHI 3MiHU. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu
MiCList MPOBaKEHHS
LisNbHOCTiI BUPOGHMKa
(Bknrtovatouu, 3a HeobxiaHoOCTI,
MicLie NPOBEAEHHS! KOHTPOSHO
sikocTi), abo BnacHuka
macTtep-ganna Ha AdI, abo
noctayvanbHuka A®l/BuxigHoro
matepiany/peareHTy/npomixxHO
ro NpoaykTy, Wo
3aCTOCOBYHOTHLCSH Y
BMPOGHMLTBI ADI (Ko
3a3HayYeHo y [OCbE Ha
nikapcbkuii 3acib) 3a
BiCYTHOCTIi cepTudikaTa

3a
peuenmom

UA/18595/01/01
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

BiZNOBIQHOCTI €Bponenchkin
dapmakonei y
3aTBEpOKEHOMY Aockbe, abo
BUPOGHMKA HOBOT AOMOMIKHOT
PEYOBMHM (SIKLLO 3a3HAYEHO Y
AOCbE) - 3MiHa HaMEHyBaHHSA
BUpoGHMKa APl - [itoua
pepnakuis: Shilpa Medicare
Limited, India
[NponoHoBaHa peaakuisi:
SHILPA PHARMA
LIFESCIENCES LIMITED,
IHgisa

A3ALUTNON
H-BICTA

Azacitidine

asaunTng
WH

LO1BCO
7

nioginizat gns

PO34MHYy AN iH'eKuin
no 100 mr, 1 donakoH
(20 mn) 3 nopoLukom
Y KapTOHHIi KOpoobUi

Mictpan
Kenitan
MeHnepoxmeH
T NimiTen

AHrnia

HaHr KyaHr
dapmachbtoTikan
Ko., Ilta.

TanBaHb

BHECEHHS 3MiH A0
peecTpauiiHnX MaTepianis:
3MiHn | TMNY - 3MiHM 3 SIKOCTI.
[oToBMI Nnikapcbknii 3acib.
CrabinbHicTb. 3miHa y
TepMiHax npuaaTHocTi abo
ymoBax 36epiraHHs FOTOBOro
nikapcbkoro 3acoby
(36inbLUEHHS TepMiHY
NpUAAaTHOCTI rOTOBOrO
nikapcbkoro 3acoby) - Ans
TOProBOi YNakoBKu
(nigTBEpPAXYETHCS AAHUMU
peanbHOro yacy) 36inbLueHHs
TepMiHy NpnMaaTHOCTi FOTOBOrO
nikapcbkoro 3acoby Ha OCHOBI
NO3NTUBHWX pe3ynbTaTiB
[OBrOCTPOKOBUX AOCHIAKEHD
cTabinbHoCTi y peanbHOMy
yaci: 3aTBepaxeHo: TepMmiH
npuaaTHoOCTI
2 poku. 3anponoHOBaHo:
TepmiH npuaaTHOCTI 3 poKK.
3MiHM BHECEHO B iHCTPYKLItO
AN MEeAUYHOro 3acTOCYBaHHS
nikapcbkoro 3acoby y po3ain
"TepmiH npugaTHoCTi".
BBegeHHs 3MiH npoTArom 6-tu
MiCsILiB Micnsi 3aTBEPAXKEHHS.

3a
peuenmom

He
nion
seae

UA/18117/01/01

10.

AKHETPEKC
10

Isotretinoi
n

i3oTpeTunH
OfH

D10BAO
1

kancynu m'ski no 10
mr, no 10 kancyny
6nictepi, no 3
Gnictepu B
KapTOHHiIl kopobui

Mera
INandpcaneH
ci3 Mabnik
KomnaHi
TNimiten

TainaHg

Mera
ITandpcaneHcis
Mabnik KomnaHi
Nimiten

TainaHg

BHECEHHS! 3MiH A0
peecTpaLiiHNX JOKYMEHTIB:
TexHiyHa nomurnka (3rigHo
Haka3y MOS Big 23.07.2015
Ne 460).
BunpaBrneHHst TexHIYHOI
NOMWINKW, 3rigHo n.2.4. nn. 4

3a
peuernmom

UA/16557/01/01
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

po3giny VI Hakazy MO3
Ykpainm Ne 426 Big 26.08.05 i3
3MiHaMu B 3aTBEPOXKEHNX
MKA 13 B MeTogax KOHTPOIo
3a NOKa3HUKOM
«4.1. |lgeHTndikauis. Metog B
(YP-cnektpodoTomeTp)», a
came B KifbKOCTi Kancyn, wo
BUKOPUCTOBYETHCS.
3aTBepoKeHo:
BukopucTtoBytoTb
10 kancyn.
3anponoHoBaHo:
BukopucTtoBytoTb
20 kancyn.
3asHayeHe BUNpaBreHHs
BiAnNoBigae matepianam
peecTpaLiiHOro Aocke, AKi
npencTasneHi B apxisi (po3ain
3.2.P.5.2. AHaniTnyHi
METOAMKM)

11.

AKCE®®

Cefuroxim
e

uedypoke
nv

JO1DCO
2

TabneTkn, BKpUTI
obornoHkoto no 500
mr, no 10 TabneTok
y 6nicTtepi; no 1 abo
2 6nictepu y
KapTOHHIN ynakoBLi

HOBEJ1
INMAY CAHAT
BE
TIIKAPET
A.LL.

TypeyumH
a

HOBEN INAY
CAHAI BE
TIIKAPET

A.LL.

Typeyun
Ha

BHECEHHS 3MiH A0
peecTpauiiHiX AOKYMEHTIB:
3miHu | TMny - 3MiHKM 3 AKOCTI.
CeprtudikaT BignosigHocTi/l'E-
cepTudikat BiANOBIAHOCTI
€Bponewncbkin
dapmakonei/MmoHorpadii.
MopaHHsa HoBoro abo
OHOBJIEHOro cepTudikara
BigNoBigHOCTI abo BUMyYeHHs
cepTuddikaTta BiANOBIAHOCTI
€Bponeicbkin hapmakonei:
ona A®l; ona smxigHoro
marepiany/peareHTy/npomixHO
ro NpoaykKTy, Lo
BMKOPUCTOBYIOTBECH Y
BUPOGHMUTBI ADI; Ans
[OOMOMIXXHOT pe4oBUHU
(cepTudpikat BignosigHoCTI
€Bponeiicbkinn dhapmakonei) -
HoBuii ceptudikar Big Bxe
3aTBEpPOKEHOro BUPOOHMKa -
noJaHHsi HOBOro cepTudikaTa
BiZNOBIQHOCTI €BpONenchKin
dpapmakonei Ne CEP 2011-
172 - Rev 03 (3aTBEpAXEHO:
OM®) ana APl uedypokcmy
aKceTuny Big 3aTBEPAXXEHOro

3a
peuenmom

UA/3767/01/02




18 [TponoBkeHHs qoaaTka 3
Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
Bupo6Hmka APl Covalent
Laboratories Private Limited,
India.
12. | ANNIEPrOAuUN | Azelastine | asenactuH | ROLACO | cnpeli HasanbHWU BiaTpic HimeyumH Bupo6Humk Himeyun BHECEHHS 3MiH 4O be3 nion UA/4072/02/01
® y 3 po3oBaHui, 1 mr/mn, Xenckea a BiANoBiAanbHUi Ha peecTpauinHux maTepianis: peuenma fA2ae
rigpoxmnop no 10 mn y dpnakoHi m6X 3a BMPOOHMLTBO 3miHa 3asBHuka J13 (MIBIT)
na 3 HarBUH4YEHUM Hepo3dacoBaHo (BnacHuka peecTpauinHoro
po3nusoBayeM; no i npoaykuii, NnocBigYeHHs ) (3rigHo Hakasy
1 dnakoHy B nepBuHHe Ta MO3 Big 23.07.2015 Ne 460):
KapTOHHIN ynakoBLji BTOPUHHE 3MiHV BHECEHO [0 iHCTPYKUii
nakyBaHHs, Ansi MEOUYHOTO 3aCTOCYBaHHS

KOHTPOMb SKOCTI
Ta BUMYCK cepii:
MALAYC M'm6X

nikapcbKkoro 3acoby Ao
po3ginie "3asBHUK" Ta
"Micue3HaxooKeHHs!
3asBHMKA". BBegeHHS 3MiH
npoTsrom 12-tu micauis nicns
3aTBEpPAKEHHS. 3MiHK | TUny -
3MiHn woao
6e3nekn/edeKkTMBHOCTI Ta
tbapmakoHarnagy. BeegeHHs
abo 3MiHM [0 y3aranbHeHux
[AaHuX Npo cucTemy
dapmakoHarnsgy (BBeAeHHs
y3aranbHEeHUX AaHux npo
cuctemy cdapmakoHarnsay,
3MiHa YNOBHOBaXeHOi ocobu,
BiANOBiAanNbHOI 3a 3AiNCHEHHS
bapmakoHarnagy; KOHTakTHol
ocobu 3 chapmakoHarnsgy
3asiBHMKA ANs 34iINCHEHHS
chapmakoHarnsgy B YkpaiHi,
SKLO BOHAa BigMiHHa Big
YNOBHOBAXEHOI ocobu,
BiANOBiAanNbHOI 3a 34INCHEHHS
dapmakoHarnsgy (Bknoyarum
KOHTaKTHi AaHi) Ta/abo 3miHn y
po3MiLLeHHi MacTep-caina
cucTeMu chapmakoHarnsiay)
3MiHa KOHTaKTHMX AaHuX
yrNoBHOBaXeHOI ocobum
3asBHMKa, BiANoBiaanbHoOI 3a
capmakoHarnsg. 3MiHa
MicLie3HaxoXeHHs1 MacTep-
hanna cuctemu
cbapmakoHarnagy. 3miHa
Micus 30iNCHEHHSA OCHOBHOT
nianNbHOCTI 3
capmakoHarnagy. 3minum Il
TMny - 3MiHK Wwoao
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

6e3nekn/edeKTMBHOCTI Ta
capmakoHarnagy (iHwi 3miHu)
3MiHVM BHECEHO A0 iHCTPYKUii
Ansi MEQUYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao
po3ginis "3acTocyBaHHs y
nepiog BariTHocTi abo
rogyBaHHs rpygat”, "Cnocib
3acTocyBaHHs Ta 4o3un",
"Mo6ivHi peakuii" Ta 4o TEKCTY
MapKyBaHHs1 yNaKoBKM1
nikapcbKkoro 3acoby, a came
po n. 11. HAMMEHYBAHHSA |
MICUE3HAXOKEHHA
BUPOBHUKA TA 3AABHUKA,
n. 16. IHGOPMALLIA, AKA
HAHOCUTBLCA WPUDTOM
BPAWNA, n. 17. IHLLE
BTOPVHHOI YNakoBKK; 4o n. 5
5. HAMMEHYBAHHSA
BUPOBHUKA | 3A
HEOBXIOHOCTI —
3AABHWKA nepBuHHOI
ynakoBku. BBeaeHHs 3MiH
npoTsarom 12-Tu micsauis nicns
3aTBEPKEHHS.

13.

ANOMNyYPUHO
J1 CAHAO3®

Allopurinol

anonypwvH
on

MO4AAO

Tabnetku no 300 wr,
no 10 Tabnetok y
6nictepi; no 5
6nictepis y
KapTOHHiI kopobui

Canpos
dapmachboTi
Kans a.a.

CnoBeHis

BMPOGHMLTBO 3a
NOBHUM LIMKIOM:
CantoTac
dapma 'M6X,
Hime4vuuHa;
BMPOGHMLTBO in
bulk
(anbTepHaTBHA
OinbHULSA):
CaHpos
MpanseTt
Nimiten, IHAis;
KOHTpOnb cepii
(anbTepHaTUBHA
OinbHULSA):
C.K. CaHpo3
C.P.J1, PymyHisi;
nepBUHHE i
BTOPWHHE
nakyBaHHs,
[03Bin Ha
BUNYCK cepil
(anbTepHaTBHA

PymyHis/
CnoBeHi
al
Typeuun
Ha

BHECEHHS 3MiH 10
peecTpaLiiHNX AOKYMEHTIB:
3minu | Tvny - 3miHK WwWoao

©e3nekn/eeKkTuBHOCTI Ta
tapmakoHarnagy. BeegeHHs
abo 3MiHM [0 y3aranbHeHUxX
AaHVX Npo cuctemy
dapmakoHarnsay (BBeAeHHs
y3aranbHeHVX JaHux Npo
cuctemy chapmakoHarnsagy,
3MiHa YNOBHOBaXeHOi ocobu,
BiAMNOBiAanNbHOI 3a 34INCHEHHS
dapmakoHarnsaay; KOHTaKTHOI
ocobu 3 chapmakoHarnsgy
3asBHMKaA AN 30iNCHEHHS
dapmakoHarnsaay B YkpaiHi,
SKLO BOHAa BigMiHHa Bia
yMNOBHOBaXeHOI 0cobu,
BiANoOBiAanbHOI 3a 3AiNCHEHHS
dapmakoHarnsgy (Bknoyarym
KOHTaKTHi AaHi) Ta/abo 3miHu y
po3MiLLeHHi MacTep-caina

cucTemn dpapmakoHarnsgy) -

3a
peuenmom

UA/9524/01/02




20

[TponoBkeHHs noaaTka 3

Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka 20
moeaHa noceio4yeHHs1
Hasea*
OinbHMUS): 3MiHa ynoBHOBaXeHoi ocobu
ek 3as1BHMKA, BianoBiganbHoI 3a
dapmaueBTUYHa dapmakoHarnsg.
KoMnaHia g.4a., [Litova pepakuis: Juergen
CnoBeHis; Maares / FOpreH Maapec.
BMPOBHMLTBO in lMponoHoBaHa pepakuis: Kotal
bulk Mohamed Ali / Kotan
(anbTepHaTuBHa Moxameg Ani.
OinbHUUS): 3MiHa KOHTaKTHMX AaHuX
CaHpgos Mpyn YNOBHOBaXeHOi ocobu
Carnuk 3asBHMKa, BiANoBiganbHoI 3a
YpyHnepi dapmakoHarnsg
Inaknapi CaHan
Be Tikapet A.C.,
TypeydnHa
14. | ANONYPUHO | Allopurinol | anonypuH MO4AAOQ | Ttabnetku no 100 wmr, CaHpos CnoBeHis BMpPOGHMUTBO 3a | Himeyun BHECEHHS 3MiH A0 3a UA/9524/01/01
1 CAHOO3® on 1 no 10 Tabnetok y dapmachbtoTi NMOBHUM LIMKITOM: Ha/ peecTpaLiiHNX JOKYMEHTIB: peuenmom
6nictepi; no 5 Kans g.n. Cantotac IHgis/ 3MiHn | TMny - 3MiHK Woao
GnictepiB y dapma M6X, PymyHis/ 6e3nekn/edeKkTMBHOCTI Ta
KapTOHHiI kopoOLi Hime4vuuHa; CnoBeHi tbapmakoHarnagy. BeegeHHs
BUPOBHMUTBO in s/ abo 3miHM 0O y3aranbHeHUx
bulk Typeyumn OaHuX Npo cuctemy
(anbTepHaTUBHA Ha dapmakoHarnsgy (BBeAeHHs
AinbHULA): y3aranbHEeHUX AaHux npo
CaHpos cuctemy cdapmakoHarnsay,
MpanseTt 3MiHa YNOBHOBaXeHOi ocobu,

Nimiten, IHais;
KOHTPOMb cepii
(anbTepHaTBHA
OinbHUUS):
C.K. CaHpos
C.P.J1.,, PymyHis;
nepBuUHHE i
BTOPUHHE
nakyBaHHs,
[03Bin Ha
BUMYCK cepii
(anbTepHaTUBHA
OinbHUUS):
Jlek
dapmaueBTU4Ha
KoMnaHisa a.4.,
CnoBeHis;
BMPOGHMLTBO in
bulk
(anbTepHaTBHA
OinbHULSA):
CaHpgos Mpyn
Carnuk

BiANOBiAanNbHOI 3a 3AiNCHEHHS
bapmakoHarnagy; KOHTakTHol
ocobu 3 chapmakoHarnsgy
3asiBHMKA ANs 34iINCHEHHS
chapmakoHarnsgy B YkpaiHi,
SKLO BOHAa BigMiHHa Big
YNOBHOBAXEHOI ocobu,
BiANOBiAanNbHOI 3a 34INCHEHHS
dapmakoHarnsgy (Bknoyarum
KOHTaKTHi AaHi) Ta/abo 3miHn y
po3MiLLeHHi MacTep-caina
cucTemMu chapmakoHarnsay) -
3miHa ynoBHOBaxeHoi ocobu
3asBHMKa, BiANoBiaanbHoOI 3a
dapmakoHarnsag,.
[itoua pegakuis: Juergen
Maares / FOpreH Maapec.
lMponoHoBaHa pepakuis: Kotal
Mohamed Ali / Kotan
Moxamea Ani.
3MiHa KOHTaKTHMX JaHMX
yrNoBHOBaXeHoi ocobun
3asBHMKA, BiANOBiAanbHoOI 3a
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
YpyHnepi chapmakoHarnag
Inaknapi CaHan
Be Tikapet A.C.,
TypeyuyumHa
15. | ANTEUKA Althea root | anTei - cupon, in bulk: no MAT Ykpaina MAT Ykpaina BHECEHHS 3MiH OO0 bes UA/12481/01/01
FANIMYOAPM KOpeHsi 100 mn y 6aHui "Mannydap "Tannidapm” peecTpauinHUX AOKYMEHTIB: peuenma
eKCTpakT CKIsiHiN, abo y m" 3MiHu | TMNY - 3MiHM 3 SIKOCTi.
cyxum nakoHi CKNAHOMY, [oToBMI Nnikapcbkuii 3acib.
(Althaeae abo cnakoHi KoHTponb rotosoro
radix) nonimepHomy; no 48 nikapcbkoro 3acoby. 3miHa
6aHoK cKnsHMX, abo napameTpis cneuudikadin
PNakoHIB CKIAHUX, Ta/abo [oMyCTUMUX MexX
abo dnakoHiB roTOBOrO fnikapcbKkoro 3acoby
noniMmepHux y kopooi (iHWi 3MiHK) - CynyTHS 3MiHa -
KapToHHOMY; in bulk: 3MiHn 3 akocTi. [oToBMN
no 200 mny nikapcbkuii 3aci6. 3miHn y
bnakoHi CKnsiHoMy BUPOBHMLTBI. 3MiHM
abo dnakoHi BunNpobyBaHb abo AonyCcTUMmX
nonimepHomy; no 30 MEX, BCTAHOBIEHUX Y
hnakoHIB CKNAHUX cneumdikauiax, nig yac
abo drakoHis BMPOGHMLTBA roTOBOIO
noniMmepHunx y kopooi nikapcbkoro 3acoby (iHwi
KapTOHHOMY 3MiHKM) - 3MiHa y cneuudikauii
Ta meTogax koHTponto 113 Ta
CynyTHS 3MiHa y cneumdikauii
nig yac Bupo6HuuTea M3, wo
NoB'si3aHi 3 NpUBEAEHHAM
nokasHuka "lNyctuHa" oo sBumor
OdY, a came: BUNYyYEHHS
NOCUNaHHS Ha MeToa 2,
OCKiNIbKN BU3HAYEHHS NyCTUHM
npoBoanTbCH 3
BUKOPUCTaHHSAM
JeHcuToMeTpa.
16. | ANTEMKA Althea root | anTei RO5CAOQ | cupon no 100 mny MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 bes UA/12480/01/01
FANIMYOAPM KOpeHsi 5 6aHLi cknsaHin abo y "Mannudap "Tannydapm” peecTpauinHUX JOKYMEHTIB: peuenma
(Althaeae hnakoHi CKNsHoMy; M" 3miHu | TMny - 3MiHKM 3 sKOCTI.
radix) no 1 6aHui abo [oToBWI Nikapcbkui 3acib.
hnakoHy 3 NOXKO KoHTponb rotoBoro
MipHOIO B nauui; no nikapcbkoro 3acoby. 3miHa
100 mn y cpnakoHi napameTpiB cneuudikadin
nonimepHomy; no 1 Ta/abo [oMyCTUMUX MexX
(hnakoHy 3 NOXKO roTOBOrO NikapcbKoro 3acoby
MipHOIO B nayi; no (iHWi 3MiHK) - CynyTHS 3MiHa -
200 mMn y donakoHi 3MiHu 3 gkocTi. [oToBMN
cknsiHomy abo nikapcbkuii 3aci6. 3miHn y
nonimepHomy; no 1 BUPOGHMLTBI. 3MiHM
hnakoHy 3 NOXKO BunNpobyBaHb abo AonycTUMmX
MipHO B nayui MEX, BCTAHOBMNEHUX Y
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
cneumdikauiax, nig yac
BMPOGHMLTBA roTOBOrO
nikapcbkoro 3acoby (iHLwi
3MiHKM) - 3MiHa y cneuudikauii
Ta MeTogax koHTponto 113 Ta
CynyTHs 3MiHa y cneumdikauii
nig Yac BupobHuuTea M3, wo
noB'A3aHi 3 NpMBEAEHHAM
nokasHuka "l'yctuHa" o sumor
OV, a came: BUNyYEHHS
nocunaHHsa Ha meTog 2,
OCKiJTbKN BU3HAYEHHS IYCTUHM
npoBoanTbCH 3
BVKOPUCTaHHAM
JeHcuTomeTpa.
17. | ANbOYPA3U Laronidas napoHigas | A16ABO | koHUeHTpaT ans CaHodbi b.B. HioepnaH KiHueBe Himeyun BHECEHHS 3MiH A0 3a UA/8093/01/01
M® e a 5 pO34uHy ans an HanoBHEHHSI Ha/ peecTpauifiHUX JOKYMEHTIB: peuenmom
iHcpysin, 100 Of/mn, dnakoHiB Ipnangis | 3wminu Il Tvny - 3MiHKW 3 AKOCTi.
Ne 1:no5mny (nepBuHHE A®|. BupobHuuTteo. 3miHa
conakoHi, no 1 nakyBaHHs), BUpPOGHMKa
hnakoHy y npoBefeHHs BVXifHOro/npomiXHOro
KapTOHHiIN kopooLi TEeCcTy Ha npoaykTy/pearexTy, Lo

CTEPUNbBHICTb:
BeTttep ®apma-
®epTiryHr Mm6X

eHp Ko.KT,
Himeyuunha;
MapkyBaHHs Ta
BTOPWHHE
nakyBaHHsi,
KOHTPOSb AKOCTI
M3 (3a
BUKITIOYEHHAM
TecTy Ha
CTEPUIBHICTD),
BUWMNYCK Cepil:
[>xeH3anm
Ipnang Nimitea,
IpnaHais

BMKOPUCTOBYIOTBECH Y
BMPOGHMYOMY npoueci AdI,
abo 3miHa BUpobHuka
(Bkntoyatoun, ge HeobxigHo,
MicLie NPOBEAEHHS! KOHTPOSHO
sikocTi) ADI (3a BigcyTHOCTI
cepTudikata BiANOBIAHOCTI
€Bponeicbkin bapmakonei y
3aTBEpPOKEHOMY A0CHE)(3MiHU
[0 3axopaiB, NOB’sI3aHMX 3
KOHTPOMEM aKTUBHOI
peYoBUHYM GionoriYHoro
NMOXOAXKEHHS: 3aMiHa abo
[oaaBaHHA ainbHUUL, ae
NpoBOANTLCA
KOHTpOnb/BUNPobYyBaHHS
cepii, BKItovaum
3acToCyBaHHS
GionorivyHoro/imyHonoriyHoro/i
MYHOXiMi4YHOrO MeTOAY)
[opaaBaHHA anbTepHaTUBHOI
BMPOGHMYOI AinbHuui APl oe
NPOBOANTLCS KOHTPOSb SKOCTI
B npoueci BUpobHMLTBA
napoHiaasw, Wo BKoyae
GionorivHi/imyHomoriyHi
[OCNIAXeHHS in-vitro Ha
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka 20
moeaHa noceio4yeHHs1
Hasea*
HasABHICTb CTOPOHHIX BipycCiB
Ta mikonnasmu: BioReliance
Corporation (9820 Darnestown
Road, Rockville, MD 20850,
USA).
18. | AMBPOKCOIT | Ambroxol ambpokco RO5CBO | cupon, 15 mr/5 mm; My6niyHe Ykpaina My6niyHe Ykpaina BHECEHHS 3MiH OO0 bes UA/0595/01/01
15 ny 6 no 50 mn y conakoHi aKuioHepHe akuioHepHe peecTpauiiHuX AOKYMEHTIB: peuenma
riapoxnop nonimepHomy, no 1 TOBapUCTBO TOBapUCTBO 3MiHn | TNy -
01} hbnakoHy pasom 3 "HaykoBo- "HaykoBo- AOMiHICTPaTVBHI 3MiHW.
TOXKOH BUPOBHMYMI BUPOGHMYMIA BunyyeHHs1 BUpOGHMNYOT
[03yBarnbHO B LEeHTp LUeHTp OinbHWLI (BKNoYaoym
nayyi; no 100 mn'y "Bopuyariscb "BopLuariscbkuii AinbHULi ans A®I, npomikHOro
dnakoHi KU XiMiko- XiMiKo- nNpoAyKTy abo roToBoro
nonimepHomy abo thapmaueBT thapmMaLeBTUYHN nikapcbkoro 3acoby, OinbHULi
OaHLUi noniMepHii; NYHUI 1 3aBoa” 08 NpOBeAeHHs NakyBaHHS,
no 1 donakoHy abo 3aBoa” BUPOGHMKa, BignosigansHoro

no 1 6aHuji pasom 3
TIOXKOH
[03yBarbHO B
nauyui; no 100 mny
hnakoHi CKNsHOMY;
no 1 conakoHy
pas3oMm 3 FIOKKOH
[03yBarnbHO B
nadui, no 120 mny
dnaKkoHi
nonimepHomy abo
6aHLji nonimepHin;
no 1 donakoHy abo
no 1 6aHuji pasom 3
TOXKOH
[03yBarnbHO B
nayui

3a BUMYCK cepin, micue
NpoBeAEHHSA KOHTPOMIO Cepii)
abo nocTavanbHVKa BMXIQHOMO
marepiany, peareHTy abo
[OOMOMDKHOI PEYOBUHM (SIKLLO
3a3HayeHo y J0CbE)
CynyTHs 3MiHa
- 3MiHu 3 sikocTi. ADI.
KoHTponb A®I. 3miHa y
napametpax cneuudikadin
Ta/abo onyCTMMUX MeX,
BU3HAYeHWX y cneumdikaLisx
Ha A®l, abo
BVIXiAHUIA/MPOMIKHUI
npoayKT/peareHT, Lo
BUKOPWCTOBYIOTBCS Y NMPOLIECI
BMpobHMLUTBa ADI (BUMyYeHHS
He3Ha4HOro NnokasHuKa siIKoCTi
(Hanpuknag BUMYYEHHS
3acTapinoro nokasHvka)) -
BunyuyeHHsi Bupo6Huka AdI
ambpokcony rigpoxnopua
dipmu «Erregierre S.p.A.»,
ITanis
3aTBepOXeHo:
«Shilpa Pharma Lifesciences
Limined», IHais
«Erregierre S.p.A.», ITanis
3anponoHoBaHo:
«Shilpa Pharma Lifesciences
Limined», IHais
| 9k Hacnigok NOCcniAoBHI 3MiHK
B Cneuudikauii Ta MmeTogukax
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
KoHTponto A®| BunyyeHo
po3ain «3anuLKoBi
PO3YUHHMKM(eTURaueTaT)»
AaHoro BUpo6HuKa. A Takox
Ha3By MoKasHMWKa sIKOCTi
«BtpaTta B maci npn
BUCYLLYBaHHi» 3MiHEHO 3rigHO
oY Ha «BtpaTta B mMaci nig
yac BUCYLLYBaHHSI», HAa3BY
rokasHuKa sIKoCTi «3arnuLUKoBi
KiNbKOCTi OpraHivyHnx
PO3YMHHUKIB» 3MIHEHO 3riAHO
O®Y Ha «3anuwkosi
PO3YUHHUKMY.
19. | AMBPOKCOI | Ambroxol ambpokco RO5CBO | cupon, 30 mr/5 mm; My6niyne YkpaiHa My6niyHe Ykpaina BHECEHHS 3MiH J0 bes UA/0596/01/01
30 ny 6 no 50 mn y cpnakoHi aKuioHepHe aKuioHepHe peecTpauiiHiX AOKYMEHTIB: peuenma
rigpoxnop nonimepHomy, no 1 TOBapUCTBO TOBapUCTBO 3MiHn | TNy -
/1) hnakoHy pasom 3 "HaykoBo- "HaykoBo- AOMiHICTPaTVBHI 3MiHW.
TOXKOH BUPOBHMYMI BUPOGHMYMIA BunyyeHHs BUpOGHMNYOT
[03yBarnbHO B LEeHTp LeHTp OinbHWLI (BKINOYaoym
nayyi; no 100 mny "Bopuyariscb "BopLuariscbkuii AinbHULi ans A®I, npomikHOro
dnakoHi KA XiMiko- XiMiKo- npoAykTy abo roToBoro
nonimepHomy abo thapmaueBT thapmMaLeBTUYHN nikapcbkoro 3acoby, OinbHULi
OaHLUi noniMepHii; WNYHUI 1 3aBoa", 08 NpOBeAeHHs NaKyBaHHS,
no 1 donakoHy abo 3aBog", YkpaiHa BUPOGHKKa, BiAnoBigansHoOro
no 1 6aHui pa3om 3 YkpaiHa 3a BMNYyCK cepin, micue

TIOXKOH0
[03yBarnbHO B
nayui; no 100 mny
hbnakoHi CKNsHoOMY;
no 1 dpnakony
pa3oM 3 MOXKO
[03yBanbHO B
nayui; no 120 mny
dnaKkoHi
nonimepHomy abo
6aHLji nonimepHin;
no 1 conakoHy abo
no 1 6aHuji pasom 3
TOXKOHO
[03yBarnbHO B
nayui

npoBeAeHHS KOHTPOIO cepii)
abo nocTavanbHvKa BUXiAHOTO
matepiany, peareHty abo
[OMOMDKHOI PEYOBUHY (SIKLLO
3a3HayeHo y AOChE)
CynyTHs 3MiHa
- 3MiHu 3 gkocTi. ADI.
KoHTponb A®I. 3miHa y
napametpax cneuudikadin
Ta/abo onyCTMMUX MeX,
BU3HAYeHWX y cneumdikaLisx
Ha A®I, abo
BVIXiAHUIA/MPOMIXKHUI
npoAayKT/peareHT, LWo
BMKOPUCTOBYIOTBLCS Y NPOLIECI
BUpo6HMLTBa ADI (BUMyYeHHS
He3Ha4yHOro NokasHuka sKocTi
(Hanpuknag BUNyYeHHs
3acTapinoro nNokasHvka)) -
BunyyeHHsi Bupo6Huka AdI
ambpokcony rigpoxnopvg
dipmu «Erregierre S.p.A.»,
ITanis




Ne
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[TponoBkeHHs noaaTka 3

n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky

(nikapcbka ¢ghopma,

ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep

peecmpauiliHo
20

noceio4yeHHs1

20.

3artBepaKeHo:
«Shilpa Pharma Lifesciences
Limined», IHais
«Erregierre S.p.A.», ITanis
3anponoHoBaHo:
«Shilpa Pharma Lifesciences
Limined», IHgia
| Ik HacnigoK NocnigoBHI 3MiHU
B Cneuudpikauii Ta meTogukax
KoHTponto Ad®| BunyyeHo
po3ain «3anuLKoBi
PO3YMHHMKM(eTunaueTaT)»
[AaHoro BUpPoGHMKa. A Takox
Ha3BYy MokasHMWKa sIKOCTi
«BtpaTta B maci npn
BUCYLLYBaHHi» 3MiHEHO 3rigHO
oY Ha «BtpaTa B mMaci nig
yac BUCYLLYBaHHSI», HAa3BY
nokasHuKa SIKoCTi «3anmLLKOBI
KiNbKOCTi OpraHivyHnx
PO3YMHHUKIB» 3MIHEHO 3riAHO
O®Y Ha «3anuwkosi
PO3YUHHUKNY .

AMBPOKCON
y
rOPOXIOPU
i}

Ambroxol

ambpokco
ny
rigpoxnop
A

RO5CBO
6

Tabnetku no 30 mr,
no 10 Tabnetok y
GnicTepi; no 2
Gnictepu y navui 3
KapToHY

My6niyne
akuioHepHe
TOBapUCTBO

"HaykoBo-
BMPOGHWYMIA
LEeHTp
"Bopuyariscb
KM XiMiKo-
capmareBT
NYHUIA
3aBsoa”

YkpaiHa

BMPOGHMLTBO 3a
MOBHVM LIMKIIOM:
My6niyHe
akuioHepHe
TOBapUCTBO
"HaykoBo-
BUPOGHWYMIA
LieHTp
"BopLuariscbkui
XiMiko-
dapMaLeBTUYHU
1 3aBoa",
YkpaiHa;
BMPOGHMUTBO,
nakyBaHHs,
BUWMYCK Cepilt:
ToBapucTBo 3
obmexeHo
BianoBiganbHIiCT
10
"AFPO®APM",
YkpaiHa;
KOHTPOrb Cepin:
ToBapucTBo 3
obmexeHo

BignoBiganbHICT

YkpaiHa

BHECEHHS 3MiH 10
peecTpaLiiHNX AOKYMEHTIB:
3minm | TNy -
AOMiHICTpaTVBHI 3MiHW.
BunyyeHHss BUpoGHUYOT
OinbHULI (BKNOYaoYn
OinbHuui ana APl npomibkHOro
npoaykTty abo rotoBoro
nikapcbkoro 3acoby, AinbHuLI
ONsi NPOBEAEHHS NaKyBaHHS,
BUPOGHKKa, BiAnoBigansHoOro
3a BMNYyCK cepin, micue
npoBeAeHHS KOHTPOIO cepii)
abo nocTavanbHvKa BUXiAHOTO
matepiany, peareHty abo
OOMOMDKHOT PEYOBUHU (SKLLO
3a3HayeHo y AOChE)
CynyTHs 3MiHa
- 3MiHu 3 sikocTi. ADI.
KoHTponb A®I. 3miHa y
napametpax cneuudikadin
Ta/abo [onyCTUMUX MeX,
BU3HAYeHWX Yy cneumndikadisx
Ha A®l, abo
BVIXiAHUIA/MPOMIKHWI
npoAyKT/peareHT, Lo

be3
peuenma

UA/1437/01/01
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

10 "Hartyp+",
YkpaiHa

BMKOPWCTOBYIOTBCS Y NMPOLIECI
BUpoGHMLTBa ADI (BUNYyYEHHS
HEe3Ha4yHOro NoKa3HuKa SIKOCTi
(Hanpvknag BUMyYeHHs
3acTapifnioro nokasHuka))
BunyyeHHsi BupobHuka AdI
ambpokcony rigpoxnopua
dipmu «Erregierre S.p.A.»,
ITania
3artBepaKeHo:
«Shilpa Pharma Lifesciences
Limined», IHgis
«Erregierre S.p.A.», ITanis
3anponoHoBaHo:
«Shilpa Pharma Lifesciences
Limined», IHgis
| Ik HacnigoK NocnigoBHI 3MiHU
B Cneuudpikauii Ta meTogukax
KoHTponto Ad®| BunyyeHo
po3ain «3anuLKoBi
PO3YUHHMKM(eTunaueTaT)»
[AaHoro BUpoGHMKa. A Takox
Ha3BYy MokasHMWKa sIKOCTi
«BTpaTta B maci npn
BUCYLLYBAHHI» 3MiHEHO 3rigHO
O®Y Ha «BtpaTta B mMaci nig
yac BUCYLLYBaHHSI», HAa3BY
nokasHuKa sIKoCTi « 3anmLLKOBI
KifTIbKOCTi OpraHivyHmx
PO34YMHHUKIBY 3MiHEHO 3rigHO
O®Y Ha «3anuwkosi
PO3YUHHUKMY.

21.

AMILUMNTPOH
® nntoc

Paracetam
ol,
combinatio
ns excl.
psycholept
ics

napauerta
mor,
reandeHe
3UH,
deHinedp
NHY
rigpoxrop
ma

NO2BES5
1

MOPOLLIOK AN
OpanbHOro po3yunHy,
no 5ry cawe; no 10
cawle y nayui 3
KapToHY

ToBapucTBo
3
[0AaTKOBOK
BignoBiganb
HiCTtO
"IHTEPXIM"

YkpaiHa

ToBapucTBo 3
[04aTKOBO
BignoBsiganbHicT
to "IHTEPXIM"

Ykpaina

BHECEHHS 3MiH 10
peecTpaLiiHNX AOKYMEHTIB:
YTOYHEHHS peecTpauinHoi
npouenypv B Hakasi MO3
YkpaiHn Ne 50 Big 15.01.2026
- 3miHu | TMny - 3MiHKM 3 siKOCTi.
[oToBWI Nikapcbkni 3acib.
KoHTponb rotoBoro
nikapcbkoro 3acoby (iHwWi
3MiHW) - YTOUYHEHHS
opMynioBaHHS HOPMYBaHHS!
Tecty «OfHopigHICTb
[,030BaHNX OOVHULbY
0ByMOBIIeHO NpUBEAEHHSAM Y
BiANoBigHICTL A0 BuMor Y
LiroYoi pepakuii (BHeceHo
BMMOrK y BigcoTkax). 3miHu |

be3
peuenma

UA/16181/01/01




27 [TponoBkeHHs noaaTka 3
Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *

TNy - AOMIHICTPaTUBHI 3MiHW.
Buny4yeHHs BUpOGHMYOT
OinbHUUi (BKMNOYao4n
OinbHuui gna Al npomibkHoro
npoaykTy abo rotoBoro
nikapcbkoro 3acoby, AinbHuLI
ONsi NpPOBEAEHHS NaKyBaHHS,
BUPOGHMKA, BignosigansHoOro
3a BMNYyCK cepin, micue
NpoBeAEeHHs1 KOHTPOo cepii)
abo nocTavanbHVKa BUXIQHOTO
mMaTepiany, peareHTy abo
[OMOMIDKHOI PEYOBUHU (SIKLLO
3a3HayeHo y Aocbe) - CynyTHsA
3MiHa - 3MiHu 3 skocTi. ADI.
KoHTponb A®I (iHWi 3miHM) -
Buny4yeHHs1 BUpo6HMKa
Unichem Laboratories Limited,
IHAis, [ilyoi peyoBMHN
beHinedpuHy rigpoxnopua,
L0 BXOAWTb A0 CKnagy
roTOBOrO MikapCbKoro 3acoby.
BignosigHO NponoHyeTbCA
BUITyYEHHS HOPMYBaHHS Ta
METOAMKM BU3HAYEHHS
3armMLLKOBUX PO3YMHHUKIB, a
TaKOX 3a3Ha4YeHHs1 BUaYy
yMakoBKM Ta TEPMiHy
npuaaTHOCTI ANs Lboro
BUpobHuka y BAH[ Ha A®I.
3MmiHu Il Tuny - 3MiHM 3 siKOCTi.
A®I|. BupobHuuteo. 3MiHa
BMPOGHMKa
BVXifiHOro/npomi>kHoro
npoaykTy/peareHTy, LWo
BUKOPUCTOBYIOTLCS Y
BMPOGHMYOMY npoueci AdI,
abo 3miHa BUpobHuKa
(Bkrtoyatoun, ae HeobXxigHO,
MicLie NPOBEAEHHS! KOHTPOSHO
sikocTi) ADI (3a BigcyTHOCTI
cepTudikaTta BignoBigHOCTI
€Bponeicbkin bapmakonei y
3aTBEPIKEHOMY
[0Cbe)(BBEAEHHSA HOBOTO
BUpOo6HMKa AD| 3 HagaHHAM
macTtep-darina Ha ADI) -
CynyTHS 3miHa - 3MiHK 3
skocTi. A®I. KoHTponb AdI
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

(iHWi 3miHN) - BBegeHHs
HoBOro BNpobHuka AdI
Shenzhen Oriental
Pharmaceutical Co., Ltd.,
Kutan, gito4oi peqyoBuHM
deHinedpuvHy rigpoxnopua,
LLIO BXOAMWTb [0 cKragy
roTOBOrO JlikapcbKoro 3acoby.
MocnigoBHa 3miHa: BignoBigHO
NPOMOHYETLCS HABEAEHHS
HOPMYBaHHS1 Ta METOAMKMN
TecTy «3anuLkoBi
PO3UYNHHUKNY, @ TaKOX
3a3HadeHHsi BMay ynakoBku Ta
TEepMiHy NEPEeKOHTPOIIo ANS
Lboro BupobHuka y BAH[ Ha
A®I. Oitoua pegakuis:
3aTBepaKeHi BUpOOHUKN
[itoY0l peyoBUHN
heHinedpuHy rigpoxnopua
BMpOGHMKM: Unichem
Laboratories Limited, India;
Malladi Drugs &
Pharmaceuticals Limited Unit-
3, India MNMponoHoBaHa
penakuis: MNponoHoBaHi
BMPOGHWKM Ait04OT pevoBUHN
deHinedpuHy rigpoxnopua
BMpOoGHMKM: Malladi Drugs &
Pharmaceuticals Limited Unit-
3, India; Shenzhen Oriental
Pharmaceutical Co., Ltd.,
China

22.

AMILUTPOH
® NNC BE3
LYKPY

Paracetam
ol,
combinatio
ns excl.
psycholept
ics

apaueTtam
on,
reavideHe
3UH,
deHinedpp
NHY
rigpoxnop
ma

NO2BES5
1

MOPOLLIOK ANst
OpanbHOro Po34uHy,
no 5ry cawe; no 10
cawe y navui 3
KapTOHY

TosapucTBo
3
[0aTKOBOKO
BignoBiganb
HiCTtO
"IHTEPXIM"

YkpaiHa

TosapucTBo 3
[04aTKOBO
BignoBiganbHIicT
o "IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH A0
peecTpaLiiHNX AOKYMEHTIB:
YTOYHEHHS peecTpauinHoi
npouenypv B Hakasi MO3
Ykpainn Ne 50 Big 15.01.2026
- 3miHm | Tvny -
AOMiHICTPaTUBHI 3MiHWN.
BunyyeHHsi BUpoGHUYOT
OinbHUUI (BKMOYa4n
AinbHuui Ana APl npomikHOro
npoaykTty abo rotoBoro
nikapcbkoro 3acoby, AinbHuLi
NS NpoBeAeHHS NaKyBaHHS,
BUPOGHYKa, BiAnoBiAansHOro
3a BMNYCK Cepint, micue
NpoBeAEHHs1 KOHTPOTO cepii)

bes
peuenma

UA/16182/01/01
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
abo nocTavarnbHuKa BUXigGHOMO

marepiany, peareHTy abo
[OOMOMDKHOI PEYOBUHM (SIKLLO
3a3HayeHo y Aocbe) - CynyTHsA
3MiHa - 3MiHn 3 sikocTi. ADI.
KonTponb A®I (iHLwi 3MiHWM) -
BUIYyYeHHS BUPOOHUKa
Unichem Laboratories Limited,
IHais gitodoi peyoBnHU
eHinedpiny rigpoxnopuva.
BignosigHO NponoHyeTbCA
BUITyYEHHS HOPMYBaHHS Ta
METOAMKN BU3HAYEHHS
3arm1LLKOBMX PO3YMHHUKIB, a
TaKOX 3a3Ha4YeHHsl BUaYy
yMakoBKM Ta TEPMiHy
npuaaTHOCTI ANs Lboro
BUpobHuka y BAH[ Ha A®I.
3MiHn | TMNY - 3MiHM 3 SIKOCTI.
[oToBMI Nnikapcbknii 3acib.
KoHTponb rotoBoro
nikapcbkoro 3acoby (iHwi
3MiHW) - YTOYHEHHSI
hOpMyIIOBaHHS HOPMYBaHHS
Tecty «OfHopIgHICTb
[030BaHNX oanHuLb» Y MKA
J13 obymoBrneHo npvBeaeHHAM
y BiAnNoBiAHICTb A0 BuMor dY
aitoyoi pepakuii (BHECEHHs!
BMMOrO Y BifcoTkax). 3minu Il
TMny - 3MiHK 3 sikocTi. AdDI.
BupobHuuteo. 3MiHa
BMPOGHMKa
BVXifiHOro/npomi>kHoro
npoaykTy/peareHTy, LWo
BUKOPUCTOBYIOTLCS Y
BMPOGHMYOMY npoueci AdI,
abo 3miHa BUpobHuKa
(Bkrtoyatoun, ae HeobXxigHO,
MicLie NpoBeAEHHS! KOHTPOITHO
sikocTi) ADI (3a BigcyTHOCTI
cepTudikaTta BignoBigHOCTI
€Bponeicbkin bapmakonei y
3aTBEPIKEHOMY [1OCHE)
(BBEAEHHS HOBOIO BUPOBHKMKA
ADI 3 HagaHHAM MacTep-
anna Ha ADI) - CynyTHs
3MiHa - 3MiHu 3 sikocTi. ADI.

KoHTponb A®I (iHwWi 3MiHW) -
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

BBeneHHs HoBoro BUpo6HMKa
Shenzhen Oriental
Pharmaceutical Co.,
Ltd.,Kutai, gito4oi pevoBmHM
beHinedpuHy rigpoxnopua,
LLI0 BXOAMTb 0 cknagy
rOTOBOrO MikapCbKoro 3acoby.
MNocnigoBHa 3miHa: BignoBiAHO
NPOMOHYETLCS HAaBEAEHHS
HOPMYBaHHsI Ta METOAUKU
TecTy «3anuLKkoBi
PO3YMHHUKMY, @ TaKOX
3a3HaYeHHs BUAY YNaKkoBKW Ta
TepMiHy NepeKoHTPOono Ans
uporo BupobHuka y BAH[ Ha
AO®I. Oitoua pegakuis:
3artBepokeHi BUPOOHMKM
Lit0Y0i pevyoBMHM
beHinedpuHy rigpoxnopua
BNpo6HMKM: Unichem
Laboratories Limited, India;
Malladi Drugs &
Pharmaceuticals Limited Unit-
3, India MponoHoBaHa
penakuis: MNponoHoBaHi
BMPOGHWKM Ait040T pevoBUHU
deHinedpuHy rigpoxnopusg
BMpo6HMKM: Malladi Drugs &
Pharmaceuticals Limited Unit-
3,India;
ShenzhenOrientalPharmaceuti
calCo., Ltd., China.

23.

AmMnoauniH
CAHOO3®

Amlodipin
e

amnoauniH

CO08CA0
1

TabneTtku no 5 wmr,
no 15 trabnetok y
GnicTepi; no 2
6nictepu B
KapTOHHiI kopobui

Canpos
dapmachoTi
Kans a.a.

CnoBeHis

Ilek
dapmaueBTU4Ha
KoMnaHisa a.4a.,
CnoBeHus
(koHTponb cepii
(nuwe
MikpobiornoriyHm
1), BUNycK cepii;
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
BUNYCK cepii);
BMPOGHMLTBO in
bulk, nepBuHHe
Ta BTOpPWHHE
nakyBaHHsi,
KOHTPOIb cepii

CnoBeH
nsi/
Typeyun
Ha/
PymyHis/
MNonbLia

BHECEHHS 3MiH 10
peecTpaLiiHNX AOKYMEHTIB:
3minu | Tuny - 3miHn WwWoao

©e3nekn/edeKkTuBHOCTI Ta
bapmakoHarnagy. BeegeHHs
abo 3MiHM [0 y3aranbHeHUx
AaHuX Npo cuctemy
dapmakoHarnsiay (BBeAeHHs
y3aranbHeHUX gaHUx Npo
cuctemy chapmakoHarnsagy,
3MiHa YNOBHOBaXeHOi ocobu,
BiAMNOBiAanNbHOI 3a 34INCHEHHS
dapmakoHarnsay; KOHTaKTHOI
ocobu 3 chapmakoHarnsgy
3asBHMKA AN 30iNCHEHHS
dapmakoHarnsaay B YkpaiHi,
KO BOHA BigMiHHA Bif

3a
peuenmom

UA/11166/01/01
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[TponoBkeHHs noaaTka 3

Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka 20
moeaHa noceio4yeHHs1
Hasea*
(okpim YNOBHOBaXeHOi ocobu,
MikpoGionoriyHo BiAnNoBiganbHOI 3a 3AiNCHEHHS
ro): Hosapric apmakoHarnsay (Bknoyayn
dapmachbtoTikan KOHTaKTHi AaHi) Ta/abo 3miHn y
MaHydakTypuHr pO3MiLLeHHi macTep-daina
JINC, CnoseHns; cucTemn chapmakoHarnsgy) -
BUPOBHMUTBO in 3MiHa ynoBHOBaXeHoi ocobu
bulk: M'eHBeoH 3asBHMKA, BianoBiganbHoI 3a
Inak CaHan Be dapmakoHarnsg.
TikapeT A. C., [Litova pepakuis: Juergen
TypeuumnHa; Maares / FOpreH Maapec.
CaHpos Npyn lMponoHoBaHa pepakuis: Kotal
Carnuk Mohamed Ali / Kotan
YpyHnepi Moxamepg Ani. 3miHa
Inaknapi CaH. KOHTaKTHUX AaHNX
Be Tik. A.C., YNOBHOBaXeHOi ocobu
TypeyumnHa; 3asBHMKa, BiAnNoBiganbHoOI 3a
KOHTPOMb Cepii: apmakoHarnsg.
C.K. CaHpos
C.P.J1., PymyHisi;
nepBuHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTpOMb Ccepii,
BUNYCK cepii:
Jlek C.A.,
MNonbuwa;
KOHTpOIb
mikpobionoriyHoi
YUCTOTU:
HoBapric
Carnuk llga Be
Tapim YpyHnepi
CaH. Be Tik.
A.C., TypeydnHa
24. | AMIoAuNIH | Amlodipin | amnoguniH | CO8CAO | Tabrnetku no 10 wmr, CaHpos CnoBeHis Ilek CnoseH BHECEHHS 3MiH J0 3a UA/11166/01/02
CAHOO3® e 1 no 15 trabnetok y dPapmachtoTi dapmaueBTUYHa nsi/ peecTpauiiHUX JOKYMEHTIB: peuenmom
6nicTepi; no 2 Kan3 a.a. KoMnaHisa a.4a., Typeyun 3minu | TNy - 3miHn Wwoao
Gnictepu B CnoBeHus Ha/ 6e3nekn/edeKTMBHOCTI Ta
KapTOHHI kopobui (koHTponb cepii | PymyHis/ | dapmakoHarnsay. BeeaeHHs
(nuwe MonbLwa abo 3MiHM [0 y3aranbHeHUx

MikpobiornoriyHm
1), BUNycK cepii;
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
BUNYCK cepii);
BMPOGHMLTBO in
bulk, nepBuHHe

AaHuX Npo cuctemy
dapmakoHarnagy (BBegeHHs
y3aranbHeHUX faHunx npo
cuctemy chapmakoHarnsagy,
3MiHa YNOBHOBaXeHOI ocobu,
BiANOBiAanbHOI 3a 34INCHEHHS
dapmakoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
Ta BTOPWHHE 3asiBHUKA ANSA 34INCHEHHS
nakyBaHHs, chapmakoHarnsigy B YkpaiHi,
KOHTPOMb cepii SIKLLIO BOHA BiAMiHHA Big
(okpim YNOBHOBaXeHOi ocobu,
MikpoGionoriyHo BiAnNoBiganbHOI 3a 3AiNCHEHHS
ro): Hosapric apmakoHarnsay (Bknoyaryn
dapmachbtoTikan KOHTaKTHi AaHi) Ta/abo 3miHn y
MaHydakTypuHr pO3MiLeHHi macTep-daina
JINC, CnoseHns; cucTemn chapmakoHarnsgy) -
BUPOBHMUTBO in 3MiHa ynoBHoBaxeHoi ocobu
bulk: F'eHBeoH 3asBHMKa, BiANoBiganbHoI 3a
Inak CaHan Be apmakoHarnsg.
TikapeT A. C., [Litova pepakuis: Juergen
TypeuumnHa; Maares / FOpreH Maapec.
CaHpos Npyn lMponoHoBaHa pepakuis: Kotal
Carnuk Mohamed Ali / Kotan
YpyHnepi Moxamepg Ani. 3miHa
Inaknapi CaH. KOHTaKTHUX AaHNX
Be Tik. A.C., YNOBHOBaXeHOi ocobu
TypeyumnHa; 3asBHMKa, BiANoBiganbHoOI 3a
KOHTPOMb Cepii: dapmakoHarnsg.
C.K. CaHpos
C.P.J1., PymyHisi;
nepBUHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTpOMb Ccepii,
BUNYCK cepii:
Jlek C.A.,
MNonbuwa;
KOHTpOIb
MikpobionoriyHoi
YUCTOTU:
HoBapric
Carnuk llpa Be
Tapim YpyHnepi
CaH. Be Tik.
A.C., TypeyunHa
25. | ANMIKCABAH Apixaban anikcabaH - MOPOLLIOK AT YkpaiHa Asia Kemikan I3painb BHECEHHS 3MiH [0 - UA/19520/01/01
(cybcTaHuis) y "®papmak” IHpacTpis Jltg peecTpauinHnx MaTepianis:
nakeTax YTOYHEHHA HanucaHHsA
nonieTuneHoBmx BMpPOOHMKa cybcTaHLii B
ansa Hakazi MO3 YkpaiHu Ne 155
dapmaueBTU4HOro BiA 09.02.2026 B npoueci
3acToCyBaHHS BHECEHHS 3MiH (3MiHu | Tuny -
AaMiHicTpaTuBHI 3MiHU. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu
MicLiSl NPOBaXKEHHS
LisiNbHOCTI BUPOGHMKa
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

(BKrovatoum, 3a HeobXigHOCTI,
MicLe npoBedeHHS KOHTPOro
AKOCTi), abo BNacHuka
macTep-danina Ha A®l, abo
noctadanbHuka A®l/BuxigHoro
maTtepiany/peareHTy/NpoMiKHO
ro NpoaykKTy, Lo
3aCTOCOBYIOTbCS Y
BMPOOHMUTBI AP (SKLLO
3a3Ha4yeHo y JOChE Ha
nikapcbkuii 3acib) 3a
BiJCYTHOCTI cepTudikaTa
BiNOBIgHOCTI €Bponenchkin
chapmakonei y
3aTBEpAKEHOMY A0CbE, abo
BUPOBGHMKA HOBOT AOMOMIDKHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y
Aocbe). 3MiHN y 3B’A3KY 3
OHOBIEHHSM po3ainy
3.2.S.2.1. BUpoGHUMK(1)
nitovoro DMF Bepcist 3368-
EU-09.2023, a came:
OHOBIEHO aapecy BUPOOHMKa
A®| (bakTnyHe posTallyBaHHSA
3anuwmnocb 6e3 3miH).
3miHu | TMny - 3MiHK 3 AKOCTI.
ADL. (iHwi 3miHn) (B.1. (x) 1A).
OHoBneHHs po3ainy 3.2.S.3.2.
Howmiwku aivodoro DMF Bepcis
3368-EU-09.2023, a cawme:
OHOBINEHO 3BIT 3 OLiHKK
HITPO3aMiHiB — godanu AaHi no
N-Nitroso-Apixaban impurity
B, pusuik BigcyTHil). Pepakuis
B Hakasi - Asisa Kemikan
InpacTpis Iltp TeBa Teu
Caur, I3painb. BipHa
peanakuisn - Asia Kemikan
InaacTpis Jitg, I3painb

26.

APTETT
CNPEM

Diclofenac

aunknodpeH
ak HaTpito

MO2AA1

cnpew HaLWKipHUiA,
po3ynH 4 % no 12,5
r abo 25 r y cornakoHi
3 J03yo4nM
NpUCTPOEM Ta
3aXVCHUM
KoBMa4kom; no 1

dnakoHy y
KapTOHHiIN kopobuyi

Henbta
Megiken
MpomoyLuH3
Al

LLisewuapi
a

BMPOGHMLTBO 3a
NMOBHUM LIMKITOM:

®apbin

Banbtpon Mv6X,

HimeuumnHa;
BUNpoByBaHHs

KOHTPOJSIO SIKOCTi
(mikpobionorivyHa

yucToTa):
anndameg

Himeyvun
Ha

BHECEHHS 3MiH [0
peecTpauiiHnx MaTepianis:
3miHu | TNy - 3MiHKM 3 AKOCTI.
[oToBWI Nikapcbkui 3acib.
3MiHn y BUpOGHMUTBI. 3MiHa
iMnopTepa/amiHu, Lo
CTOCYIOTbCS BUMYCKY cepil Ta
KOHTPOIMIO SKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa
abo gopaBaHHS OinbHUL, Ha

6e3
peuenma

UA/12446/01/01
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
GAPBIN SAKiN 30iNCHIOETBCSA
ApuHanmitTenb KOHTPOrb/BUNPOOYBaHHS
MBX, cepii) fonaBaHHs BUPOOHWKa -
HimeuuunHa; allphamed PHARBIL
Arzneimittel GmbH, wo
BMNPOOYBaHHS Bianosigae 3a BUNpobyBaHHs
KOHTpOMo KOHTPOIIO SIKOCTI
SIKOCTI: (mikpobionoriyHa uncToTa).
®apbin Papma 3MmiHu | TMny - 3MiHKM 3 AKOCTI.
'M6X, [oToBMI Nikapcbkuii 3acib.
HimeuyunHa 3MiHM y BUpOOHMUTBI. 3MiHa
iMnopTepa/amiHu, Lo
CTOCYHTbCA BUNYCKY cepii Ta
KOHTPOIIO SIKOCTi FOTOBOrO
nikapcbKkoro 3acoby (3amiHa
abo gopgaBaHHS OinbHULI, Ha
AKiN 30INCHI0ETLCS
KOHTpPOb/BUNPOOYBaHHS
cepii) AogaBaHHsA BMPOOHUKA -
Pharbil Pharma GmbH, wo
BignoBigae 3a BUNpobyBaHHs
KOHTPOIIO SIKOCTi.
27. | APTEOQXA® Chondroiti | xoHapoiTM | MO1AX2 | po34uH ONs iH eKuin, HenbTa LLseviLapi BUPOBHMK, YkpaiHa BHECEHHS 3MiH A0 3a He UA/15621/01/01
IH’ EKLLIT n sulfate HY 5 200 mr/2 mn; no 2 Megiken a BignosiganbHWn peecTpaLiiH1X MaTepianis: peuenmom nion
cynbdar MI B amnynax; no MpomoyLuH3 3a 3miHu | TNy - 3MiHKM 3 AKOCTI. seae
10 amnyn B navw; Al BMPOGHMLTBO, [oToBWI Nikapcbkuin 3acib.
no 2 Mn B amnynax; nepBuHHe, 3MiHn y BUpo6HMUTBI. 3MiHa
no 5 amnyn B BTOPUHHE iMnopTepa/amiHu, Lo
6nicTepi, no 2 nakyBaHHS, CTOCYIOTbCS BUMYCKY cepil Ta
Gnictepu y navui 3 KOHTPOIb SKOCTI: KOHTPOIIO SIKOCTi FOTOBOrO
KapTOHY MpAT "Iekxim- nikapcbkoro 3acoby (3amiHa
Xapkis", abo gonaBaHHSA BUPOGHMKa,
YkpaiHa; Lo BigMNOBiAA€E 32 BBE3EHHS
BMPOGHMUK, Ta/abo Bunyck cepii) - He
BignoBsiganbHUN BKITHOMAK04UN

3a BUNycK cepii,
He BKIH0Yao4m
KOHTPOMNbL/BMNPO
ByBaHHS cepii:
MPAT
"OITOPAPM",
YkpaiHa

KOHTpOnb/BUNpobyBaHHs cepil
- 3MiHa agpecy BUPOGHMYOT
OinbHUUI Ans BUNYCKy cepii
MPAT "®ITOPAPM" (npoekT

MKA N3 0000) 3miHWM BHECEHO

B IHCTPYKLUit0 ANS MeANYHOro
3aCTOCYBaHHS NikapCbKoro
3acoby y po3ain
"Micue3HaxooKeHHs!
BMPOGHMKa Ta agpeca Micus
NPOBafXXeHHSs Aoro
aisnbHocTi" 3 BignoBigHUMUK
3MiHaMu B TEKCTi MapKyBaHHs
ynakoBOK. I[HCTpyKLUis Ans
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
MeAMNYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby (eCTD
Bepcia 0000). Tekct
MapKyBaHHS yNaKoBOK
nikapcbkoro 3acoby (eCTD
Bepcis 0000). BeegeHHs 3miH
NpoTSArom 6-Tu MicsLiB nicnsi
3aTBEpPOKEHHS
28. | APTEQXA®- Diclofenac | gunknodeH | MO2AALl | renb 5% no 50 r Henbta LLisevuapi BignosiganbHWMM YkpaiHa BHECEHHSI 3MiH 0 bes nién | UA/19470/01/01
0 FEnb ak HaTpito 5 a6o 100 r B TyGi; no Megiken a 3a peecTpauiiHMx maTtepianis: peuenma deae
1 1y6i B nayui MpomoyLuH3 BUPOBHMLUTBO, 3MiHn | TMNY - 3MiHM 3 SIKOCTI.
Al nepBuHHe, ['oToBMI Nikapcbkni 3acib.
BTOPUHHE 3MiHM y BUpOOHMUTBI. 3MiHa
nakyBaHHs, iMmnopTtepa/amiHu, Wwo
KOHTPOMb SIKOCTI: CTOCYIOTbCS BUMYCKY Cepii Ta
MPAT KOHTPOSIHO SKOCTi FOTOBOrO
«DITOPAPM», nikapcbKkoro 3acoby (3amiHa
YkpaiHa; abo nopaBaHHS BUPOOHMKA,
BignoBsiganbHUN Lo BianoBigae 3a BBE3EHHS
3a BUNycK cepif, Ta/abo Bunyck cepii) - He
He BKIMHYa4m BKIHOYa04M
KOHTPOb/ KOHTPOb/BUNpoBYyBaHHS cepii
BUNpobyBaHHS - 3MiHa agpecu BUPOBHUYOT
cepii: AiNbHWLI ANS BUMYCKy cepii
MPAT MPAT "®ITOPAPM" (npoekT
"®ITOPAPM", MKA N3 0000). 3miHn
Ykpaina BHECEHO B iHCTPYKL0 Ans
MEAMNYHOrO 3aCTOCYBaHHs!
nikapcbkoro 3acoby y po3ain
"Micue3HaxomKeHHs
BMpOGHMKa Ta agpeca Micus
npoBafXXeHHs Noro
nisnbHOCTI" 3 BignoBigHUMMN
3MiHaMu B TEKCTi MapKyBaHHs
ynakoBOK. I[HCTpyKLUis ans
MeANYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby (eCTD
Bepcis 0002). TekcT
MapKyBaHHS! YNakoBOK
nikapcbkoro 3acoby (eCTD
Bepcis 0000). BBeaeHHs 3miH
npoTtsarom 6-Tu MicauiB nicns
3aTBEPKEHHS
29. | ATOPBACTE Atorvastati | atopacta | C10AAO | TabneTku, BKpUTI dapmavneBT MNonblia BUPOGHMLTBO, MNonbLia BHECEHHS 3MiH 0 3a UA/11325/01/01
Pon n TWH 5 NniBKOBOO VNYHUI 3aBO[ nepBuHHe Ta peecTpaLiiHUX JOKYMEHTIB: peuernmom
obornoHkoto, no 10 "MONb®AP BTOPUHHE 3miHu | TUny - 3MiHKM 3 sIKOCTI.
mr; no 10 TabneTok MA" C.A. nakyBaHHs: CeptudikaT BignosigHocTi/l'E-
y 6nicTepi; no 3 dapmMaLeBTUYHN cepTudikaT BigNOBIAHOCTI
Gnictepu y 1 3aBof €BponeWcbkin
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
KapTOHHiI kopooLi “Monbgapma” capmakonei/moHorpadii.
C.A,, MonbLua; MopaHHsA Hosoro abo
BignoBiganbHUM OHOBIEHOro cepTudikata
3a BMNyCK cepil: BiNOBIgHOCTI 260 BUNYYEHHS
dapmaueBTUYHU cepTudikaTa BignoBigHOCTI
1 3aBof €sponewcbkin hapmakonei:
“Monbgapma” ans A®l; onsa BuxigHoro
C.A., Monbwa mMaTtepiany/peareHTy/NpoMiKHO
ro NpoaykTy, Wo
BUKOPWCTOBYIOTbCS Y
BUpobHMUTBI APIl; ona
[OMOMDKHOI PEYOBUHM
(ceptudcbikat BignosigHoCTI
€Bponeickkin hapmakonei) -
OHoBneHnn cepTudikar Big
yXe 3aTBepaKeHoro
BMPOGHMKa - NoAaHHS
OHOBIIEHOro cepTudikarty
BiNOBIgHOCTI €Bponenchkin
capmakonei CEP-2009-077-
Rev 02 Big 3aTBEpAKEHOIO
BnpobHuka ZHEJIANG
JIANGBEI
PHARMACEUTICAL CO.,
LTD., China ans gito4oi
peyYoBUHM aTopBacTaTUHy
KanbLjto y 3B’A3Ky 3i 3MiHamu
yMmoB 36epiraHHs1 Ta nepioay
NMOBTOPHOIO KOHTPOO
(3aTBepokeHo: R1- CEP-
2009-077-Rev 01;
3anponoHoBaHo: CEP-2009-
077-Rev 02).
30. | ATOPBACTE | Atorvastati | atopsacta | C10AAQ | TabneTku, BKpUTI dapmaneBT Monbwa BMPOGHMUTBO, Monbwa BHECEHHS 3MiH 10 3a UA/11325/01/02
Pon n TWH 5 NniBkOBOIO MYHUIA 3aBOf, nepBuHHe Ta peecTpaLiiHNX AOKYMEHTIB: peuenmom
obornoHkoto, no 20 "MONb®AP BTOPUHHE 3miHu | TMny - 3MiHKM 3 AKOCTI.
mr; no 10 TabneTok MA" C.A. nakyBaHHs: CeptudikaT BignosigHocTi/l'E-
y 6nicTepi; no 3 dapmaueBTUYHN cepTudikat BiANOBIAHOCTI
onictepny 1 3aBog €Bponewncbkin
KapTOHHI kopobui “Monbgapma” dapmakonei/MmoHorpadii.
C.A., MonbLua; MopaHHA HoBoro abo
BignoBiganbHWUM OHOBJIEHOro cepTudikara
3a BMNYCK cepil: BiANOBigHOCTI abo BUMyYeHHs
dapmaueBTUYHN cepTudikata BiANoBiAHOCTI
1 3aBof €Bponeicbkinn hapmakonei:
“Monbgapma” aonsa A®l; ona suxigHoro
C.A,, NonbLla matepiany/peareHTy/npomixxHO

ro NPoyKTY, Lo
BUKOPWCTOBYIOTHCS Y
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

BUpobHMUTBI APIl; ona
[OMOMDKHOI PEYOBUHM
(ceptudpikat BignoBigHOCTI
€Bponeickkin hapmakonei) -
OHoBREeHWI cepTudikaT Big,
yXXe 3aTBEpPIKEHOro
BMPOGHMKa - NogaHHs
OHOBIEHOro cepTudikaty
Bi4NOBIgHOCTI €BpONEenchbKii
capmakonei CEP-2009-077-
Rev 02 Big 3aTBEpAXeHOro
BMpo6HuKka ZHEJIANG
JIANGBEI
PHARMACEUTICAL CO.,
LTD., China ans gito4oi
peYoBUHM aTopBacTaTUHy
KanbLito y 3B’A3Ky 3i 3MiHamu
ymoB 36epiraHHs Ta nepioay
NMOBTOPHOIO KOHTPOO
(3aTBepakeHo: R1- CEP-
2009-077-Rev 01,
3anponoHoeaHo: CEP-2009-
077-Rev 02).

31.

ATOPBACTE
Pon

Atorvastati
n

aTopsacTa
TWH

C10AA0

TabneTkun, BKpUTI
NniBkoOBOIO
obornoHkoto, no 40
mr; no 10 TabneTok
y 6nicTepi; no 3
Gnictepun y
KapTOHHIN kopobui

dapmavreBT

VYHUI 3aBo[

"MOJIb®AP
MA" C.A.

Monbwa

BUPOBHMLTBO,
nepBUHHE Ta
BTOPUHHE
nakyBaHHS:

dapmaueBTUYHN

1 3aBoA
“Monbgapma”
C.A., MonbLua;

BignoBsiganbHUN
3a BUMYCK cepii:
dapmaueBTUYHN

1 3aBoA
“Monbgapma”
C.A,, MNMonblua

MNonbwa

BHECEHHS 3MiH 10
peecTpaLiiHNX AOKYMEHTIB:
3miHu | TNy - 3MiHKM 3 sKOCTI.
CepTudikat BignosigHocTi/lE-
cepTudikat BiANOBIAHOCTI
€BponeWcbkin
dapmakonei/moHorpadii.
MopaHHsa HoBoro abo
OHOBJIEeHOro cepTudikara
Bi4NOBIgHOCTI abo BUNYyYeHHS
cepTudikata BiANOBIAHOCTI
€Bponeiicbkiit hapmakonei:
ans A®l; ans BuxigHoro
matepiany/peareHTy/npomixxHO
ro nNpoaykTy, Wo
BVKOPVCTOBYIOTBCS Y
BUPOGHMUTBI ADI; Ans
OOMOMDKHOI PEYOBUHM
(cepTtucbikat BignosigHOCTI
€Bponeiicbkint dapmakonei) -
OHoBneHui cepTudikar Big
yXe 3aTBepOKeHoro
BMPOOHYKa - NoAaHHSA
OHOBJIEHOro cepTudikarty
BiZNOBIQHOCTI €BpONenchKin
dapmakonei CEP-2009-077-

3a
peuenmom

UA/11325/01/03
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

Rev 02 Big 3aTBEpKEHOrO
BnpobHuka ZHEJIANG
JIANGBEI
PHARMACEUTICAL CO.,
LTD., China ans gito4oi
peYoBMHM aTopBacTaTUHy
KanbLito y 3B’A3Ky 3i 3MiHamMu
yMoB 36epiraHHsl Ta nepiogy
NMOBTOPHOIO KOHTPOO
(3aTBepakeHo: R1- CEP-
2009-077-Rev 01;
3anponoHoBaHo: CEP-2009-
077-Rev 02).

UA/11439/01/03

32.

A®IHITOP

Everolimu
s

eBeponimy
c

LO1EGO
2

TabneTku no 2,5 wr;
no 10 Tabnetok y
6nictepi; no 3
Gnictepu B
KapTOHHIN kopobui

HoeapTic
dapma Al

Lsenuapi
a

BMPOBHMUTBO 3a
MOBHUM LIMKITOM:
HoeapTic ®apma
Ltenn AT,
LLseninapis;
KOHTPOb SIKOCTI
(3a BUHSATKOM
Tecty
MikpoGionoriyHa
yucroTa):
dapmaHanitika
CA, WUBenuapis;
BMPOGHMLTBO 3a
MOBHUM LIMKITOM:
Canpos C.P.1.,
PymyHis

Lsenuya
pist/
PymyHis

BHECEHHS 3MiH 10
peecTpaLiiHNX AOKYMEHTIB:
3MiHn | TNy -
AOMiHiCTpaTUBHI 3MiHW. 3MiHa
HanmMeHyBaHHA Ta/abo agpecu
MicL NpoBaXXeHHS
OisiNbHOCTI BUPOGHUMKa
(Bknovatoum, 3a HeobXigHOCTI,
MicLe NpoBeAeHHS! KOHTPOIo
sIKOCTi), abo BnacHuka
macTep-danna Ha AP, abo
noctadanbHuka A®l/BuxigHoro
marepiany/peareHTy/npomixxHO
ro NpoaykKTy, Lo
3aCTOCOBYIOTbCS Y
BMPOGHMUTBI ADI (Ko
3a3Ha4yeHo y AO0CbE Ha
nikapcbkuii 3acib) 3a
BiCYTHOCTI cepTudikaTa
BiZNOBIgHOCTI €BpONEenchKii
dapmakonei y
3aTBepOKeHOMy Aocke, abo
BMPOBHVKa HOBOI AOMOMIDKHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y
[ocbe) 3MiHa HaliMeHyBaHHs
Ta agpecu micusa
NPOBaXeHHSs QisiNbHOCTI
BUpoGHMKa ADI «HosapTic
dapmacbioTukan
ManydaktypiHr JIJIC»,
JTiobnsaHa, CnoseHisi, 6e3
3MiHM MicLa BUPOOHUMLTBA.
3minm | TNy -
AaMiHicTpaTuBHI 3MiHU. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu

MicLsi MPOBaXXEHHS!

3a
peuenmom
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
OisANbHOCTI BUPOGHKMKa

(BKroYatoum, 3a HeobXigHOCTI,
MicLle NpoBeAEeHHS KOHTPOMIO
sIKOCTi), abo BnacHuka
macTep-danina Ha A®l, abo
nocravansHuka A®l/BnxigHoro
maTtepiany/peareHTy/NpoMiKHO
ro NpoaykKTy, Lo
3aCTOCOBYIOTbCS Y
BUpobHMUTBI ADI (sIKLLO
3a3Ha4yeHo y JOChbE Ha
nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudikaTa
BiNOBIgHOCTI €Bponenchkin
apmakonei y
3aTBepakeHoMy Aocke, abo
BUPOBGHMKA HOBOT AOMOMIDKHOT
PEYOBVHM (AKLLIO 3a3HAYEHO Y
nocbe) 3MiHa HallMeHyBaHHs
BupobHuka APl «HoeapTic
dapmacbioTukan
ManydaktypiHr JIIC»,
MeHrec, CnoBeHisi, 63 3miHM
Micusi BAPOOHULITBA.
3minm | TNy -
AaMiHicTpaTuBHI 3MiHU. 3MiHa
HanmMeHyBaHHA Ta/abo agpecu
MicLl NpOBaXXEHHS
nianbHOCTI
BUpobHMKa/imnopTepa
roTOBOrO MikapcbKoro 3acoby,
BKITHOYal0uM AiNbHULL BUMYCKY
cepii abo micue npoBeaeHHs
KOHTPOMIO SIKOCTI. (BISNbHICTb,
3a sKy Bignosigae
BMPOGHMK/iMNopTep, He
BKI0HA04M BUMYCK Cepilt)
3MiHa HaMeHyBaHHs Ta
appecu Micus MPOBafKeHHS
BMPOBHVKa MPOMIXKHOTrO
npoaykty (RAD001 9.09 %
Solid dispersion) «HoBapTic
dapmacbioTukan
MaHydakTypiHr JI1IC»,
JlobnsHa, CrnoseHist, 6e3
3MiHM MicLa BUPOOHUMLTBA.
3minm | TNy -
AamiHicTpaTuBHI 3MiHW. 3MiHa

HallMeHyBaHHS Ta/abo agpecu
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep

peecmpauiliHo

20
noceio4yeHHs1

MicLA NpoBaXXeHHS
OiAnbHOCTI
BMPOGHMKa/imnopTepa
roTOBOrO fMikapCbKoro 3acoby,
BKMOYaK4mM AinbHULI BUNYCKY
cepii abo micue npoBeaeHHs
KOHTPOJHO SIKOCTI. (QisNbHICTb,
3a Ky Bignosigae
BMPOBHMK/iMnopTep, He
BKITHOYaK04M BUMYCK Cepiit)
3MiHa HaliMeHyBaHHs
BMPOBHMKa MPOMIXKHOIroO
npoaykty (RAD001 9.09 %
Solid dispersion) «HoBapTic
dapmacbioTukan
ManydaktypiHr JIIC»,
MeHrec, CnoBeHisi, 63 3miHM
Micusi BUpoOHUUTBA. 3MiHK |
TMny - 3MiHKM 3 aAkocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTpornb
roTOBOro nikapcbKoro 3acoby
(iHWi 3miHn) Mepeknag MKA 3
iHO3€MHOI MOBM Ha YKPaiHCbKY
MOBY AnSl NPUBEAEHHS Y
BiAMNOBIOHICTb i3 BUMOramu
4YnHHOI pepakuii Hakazy MO3
YkpaiHu Ne 426 Big
26.08.2005.

33.

A®IHITOP

Everolimu
s

eBeponimy
c

LO1EGO
2

Tabnetku no 10 mr;
no 10 Tabnetok y
6nictepi; no 3
Gnictepu B
KapTOHHiIN kopobui

Hosapric
dPapma Al

Lsewuapi
a

BMPOGHMLTBO 3a
MOBHUM LIMKITOM:
Hosaprtic ®apma

LTenH AT,
LLiseniapis;
KOHTPOSb AKOCTI
(32 BUHATKOM
Tecty
MikpobionoriyHa
yncrota):
dapmaHanitvka
CA, LWBeinuapis;

BMPOGHMLTBO 3a
MOBHUM LIMKINOM:

Canpos C.P.1.,,
PymyHis

Lsenua
pist/
PymyHis

BHECEHHS 3MiH 10
peecTpaLiiHNX JOKYMEHTIB:
3minm | TNy -
AaMiHicTpaTuBHI 3MiHU. 3MiHa
HanmMeHyBaHHS Ta/abo agpecu
MicLil NpOBaXXEHHS
LisNbHOCTiI BUPOGHMKa
(Bknovatoum, 3a HeobXigHOCTI,
MicLie NpoBeAeHHS! KOHTPOo
sikocTi), abo BnacHuka
macTep-danna Ha AP, abo
noctadanbHuka A®l/BuxigHoro
matepiany/peareHTy/npomixxHO
ro NpoaykKTy, Lo
3aCTOCOBYIOTbCS Y
BMPOGHMLTBI ADI (Ko
3a3HayeHo y JOCbE Ha
nikapcbkuii 3aci6) 3a
BiCYTHOCTI cepTudikaTa
BiZNOBIQHOCTI €BpONenchKin
dapmakonei y

3a
peuenmom

UA/11439/01/02
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *

3aTBEpAKEHOMY AoCbe, abo
BUPOGHMKA HOBOT AOMOMIDKHOT
PEYOBUHM (SKLLO 3a3HAYEHO Y
nocbe) 3miHa HalMeHyBaHHs
Ta agpecu micusa
NPOBaXeHHSs QisiNbHOCTI
BUpobHmka APl «HosapTic
dapmacbtoTukan
MaHydakTypiHr JI1IC»,
To6nsiHa, CnoseHist, 6e3
3MiHM MicLsa BUpOBHMLTBA.
3minm | TNy -
AOMiHiCTpaTUBHI 3MiHW. 3MiHa
HaiMeHyBaHHsi Ta/abo agpecu
MiCLisi MPOBaKEHHS
OisiNbHOCTI BUPOBHUMKA
(BKrtovatoum, 3a HeobXigHOCTI,
MicLle NpOBeAEHHS KOHTPOMO
sIKOCTi), abo BnacHuka
macTep-daiina Ha A®l, abo
nocravansHuka A®l/BnxigHoro
maTtepiany/peareHTy/npoMiKHO
ro NPOAyKTY, WO
3aCTOCOBYHOTbCS Y
BUPOGHMUTBI ADI (Ko
3a3Ha4yeHo y JOCbE Ha
nikapcbkuii 3acib) 3a
BiCYTHOCTI cepTudikaTa
BigMNOBIAHOCTI €BpONENChHKIl
dapmakonei y
3aTBepOKeHOMy Aocke, abo
BUPOGHVKa HOBOT AOMOMIDKHOT
PEYOBVHM (AKLLIO 3a3HaYEHO Y
[oCbe) 3MiHa HaMeHyBaHHS
BUpoGHMKa ADI «HoBapTic
dapmacbioTukan
MaHydakTypiHr JI1IC»,
Metrec, CrioBeHis, 6e3 3amiHn
Micusi BUPOOHULTBA.
3minn | TNy -
AaMiHicTpaTMBHI 3MiHU. 3MiHa
HalimMeHyBaHHS Ta/abo apgpecu
MicLiSl NPOBaXKEHHS
aisnbHOCTI
BUpobHMKa/imnopTepa
roTOBOrO flikapcbKoro 3acoby,
BKITHOYaI04M AiNbHULL BUMYCKY
cepii abo micue npoBefeHHS
KOHTPOIIO SIKOCTI. (AISNBHICTb,
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

3a Ky Bignosigae
BUPOGHMK/iMnopTep, He
BKIOHAI04N BUMNYCK Cepilt)
3MiHa HaiMeHyBaHHsI Ta
agpecu Micus npoBaKeHHS
BMPOBHYMKa NPOMIXXHOIO
npoaykty (RAD001 9.09 %
Solid dispersion) «HoBapTic
dapmacbioTukan
ManydaktypiHr JIIC»,
IobnsHa, CnoseHisi, 6e3
3MiHM MicLa BUPOGHMLTBA.
3MiHn | TNy -
AOMiHiCTpaTUBHI 3MiHW. 3MiHa
HanmMeHyBaHHA Ta/abo agpecu
MicLl NpoBaXXeHHS
LiAnbHOCTI
BUpobHMKa/imnopTepa
roTOBOrO fMikapcbKoro 3acoby,
BKIOYaK4M AinbHULI BUNYCKY
cepii abo micue npoBeaeHHs
KOHTPOJIO SIKOCTI. (QiSANbHICTb,
3a Ky Bignosigae
BMPOGHMK/iMNopTep, He
BKIH0HAKOUM BUMNYCK CEPilt)
3MiHa HaliMeHyBaHHS
BMPOBHVKa MPOMIXKHOIrO
npoaykty (RAD001 9.09 %
Solid dispersion) «HosapTic
dapmacbioTukan
MaHydakTypiHr JI1IC»,
MeHrec, CnoBeHisi, 63 3miHM
Micusi BUpoOHUUTBA. 3MiHu |
Tuny - 3MiHM 3 sKkocTi. [oToBMI
nikapcbkuii 3aci6. KoHTpornb
roTOBOro nikapcbKkoro 3acoby
(iHwWi 3miHn) MNepeknag MKA 3
iHO3eMHOT MOBW Ha yKpaiHCbKY
MOBY ANSl MPVBEAEHHS Y
BiANOBIAHICTb i3 BUMOramm
4YnHHOT pepakuii Hakazy MO3
Ykpainu Ne 426 Big
26.08.2005.

34.

A®IHITOP

Everolimu
s

eBeponimy
c

LO1EGO
2

TabneTku no 5 wmr;
no 10 Tabnetok y
6nicTepi; no 3
Gnictepu B
KapTOHHiIN kopobuyi

Hosapric
Papma Al

LLisewuapi
a

BMPOGHMLTBO 3a
MOBHUM LIMKITOM:
Hosaptic ®apma

Ltenn AT,
LLIseninapis;

KOHTpPOJ1b SAKOCTI

Lsenua
pisi/
PymyHis

BHECEHHS 3MiH 10
peecTpaLiiHNX JOKYMEHTIB:
3minm | TNy -
AaMiHicTpaTuBHI 3MiHU. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu
MicLisl NpPOBaXXEHHS

3a
peuernmom

UA/11439/01/01
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
(3a BUHATKOM LisinbHOCTI BUPOGHMKa

Tecry
mikpobionoriyHa
yucToTa):
dapmaHanituka
CA, Weenuapis;
BUPOBHMUTBO 3a
NMOBHUM LIMKITOM:
Canpos C.P.J11.,,
PymyHis

(BKroYatoum, 3a HeobXigHOCTI,
MicLle NpoBeAEeHHS KOHTPOMIO
sIKOCTi), abo BnacHuka
macTep-danina Ha A®l, abo
nocravansHuka A®l/BnxigHoro
maTtepiany/peareHTy/NpoMiKHO
ro NpoaykKTy, Lo
3aCTOCOBYIOTbCS Y
BUpobHMUTBI ADI (sIKLLO
3a3Ha4yeHo y JOChbE Ha
nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudikaTa
BiNOBIgHOCTI €Bponenchkin
apmakonei y
3aTBepakeHoMy Aocke, abo
BUPOBGHMKA HOBOT AOMOMIDKHOT
PEYOBVHM (AKLLIO 3a3HAYEHO Y
nocbe) 3MiHa HallMeHyBaHHs
Ta agpecu micusa
NPOBaXXEHHSs QiSiNbHOCTI
BupobHuka APl «HoeapTic
dapmacbioTukan
MaHydakTypiHr JI1IC»,
TMo6nsiHa, CrnoseHist, 6e3
3MiHM MicLs BUPOGHMLTBA.
3minm | TNy -
AaMiHicTpaTuBHI 3MiHU. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu
MiCList MPOBaKEHHS
LisNbHOCTI BUPOGHMKa
(Bkntovatoun, 3a HeobxigHOCTI,
MicLie NpoBeAeHHS! KOHTPOIHO
skocTi), abo BnacHuka
macTep-danna Ha AdI, abo
nocravansHuka A®l/BnxigHoro
mMaTtepiany/peareHTy/NpoMiKHO
ro NpoaykTy, Lo
3aCTOCOBYHOTbCS Y
BMPOGHMLTBI API (aKLo
3a3Ha4yeHo y JOCbE Ha
nikapcbkuii 3acib) 3a
BiJCYTHOCTI cepTudikaTa
BiANOBIAHOCTI €EBpONENChHKIl
dapmakonei y
3aTBEpAKEHOMY A0CbE, ab0
BUPOGHMKa HOBOT AOMOMIDKHOT
PEYOBMHM (SKLLO 3a3HAYEHO Y

[ocbe) 3MiHa HalMeHyBaHHS
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MeHrec, CnoBeHisi, 63 3MiHM
Micus BUPOGHMLTBA.
3minn | TNy -
AOMiHicTpaTUBHI 3MiHW. 3MiHa
HaiMeHyBaHHsi Ta/abo agpecu
MiCLisi MPOBaIKEHHS
LiAnbHOCTI
BMpobHMKa/imnopTepa
roTOBOrO fikapcbKoro 3acoby,
BKIMOYaK4M AinbHULI BUNYCKY
cepii abo micLe npoBeaeHHs
KOHTPONMIO AKOCTI. (QiSANbHICTD,
3a Ky Bignosigae
BUPOGHMK/iMnopTep, He
BKII0HAK04M BUMNYCK Cepilt)
3MiHa HaiMeHyBaHHs Ta
appecu Micusi IPOBafKeHHS
BMPOBHVKa MPOMIXKHOIrO
npoaykty (RAD001 9.09 %
Solid dispersion) «HoBapTic
dapmacbioTukan
MaHydakTypiHr JI1IC»,
IobnsHa, CnoseHisi, 6e3
3MiHM MicLa BUPOOHMLTBA.
3minm | TNy -
AaMiHicTpaTuBHI 3MiHU. 3MiHa
HanmMeHyBaHHS Ta/abo agpecu
MicLil NpOBaXXEHHS
nisnbHOCTI
BUpobHMKa/imnopTepa
roTOBOrO fikapcbKoro 3acoby,
BKITHOYal0uM AiNbHULL BUMYCKY
cepii abo micue npoBeaAeHHs
KOHTPOMIO SIKOCTI. (BISNbHICTb,
3a sKy Bignosigae
BMPOGHMK/iMNopTep, He
BKITH0HAKO4M BUMYCK CePilt)
3MiHa HaliMeHyBaHHS
BMPOBHVKa MPOMIXKHOTrO
npoaykty (RAD001 9.09 %
Solid dispersion) «HosapTic
dapmacbioTukan
MaHnydakTypiHr JI1IC»,
MeHrec, CrnoBeHisi, 63 3miHM
Micusi BUpobHUUTBA. 3MiHK |

Tuny - 3MiHM 3 sikocTi. [oToBMI

44
Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
BUpobHmka APl «HosapTic
dapmacbtoTukan
MaHydakTypiHr JI1IC»,
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
nikapcbkuii 3aci6. KoHTpornb
roTOBOro MikapcbKoro 3acoby
(iHwWi 3miHn) MNepeknag MKA 3
iHO3EeMHOT MOBW Ha yKpaiHCbKy
MOBY NS NPUBEAEHHS Y
BiANOBIQHICTb i3 BUMOramm
UMHHOI pepakuii Hakasy MO3
YkpaiHn Ne 426 Big,
26.08.2005.
35. | ADJlY Aconitum Aconitum - pO34MH ans [Op. Taiicc HimevuuH [Op. Taiicc Himeyun BHECEHHS 3MiH A0 be3 UA/6805/01/01
TAUCC napellus, napellus oparnbHOro HaTypBapeH a HatypBapeH Ha peecTpaLiiHNX JOKYMEHTIB: peuenma
Baptisia ti D6, 3acTocyBaHHs o 30 mbX mbX 3MiHn | TMny - 3MiHK 3 SIKOCTI.
nctoria, Eu | Baptisia mn abo no 50 mny [oToBMI Nnikapcbkuii 3acib.
patorium p | tinctoria hnakoHi- Cuctema
erfoliatum, | D4, KpanenbHuui; no 1 KOHTeWHep/3aKynoptoBanbHUm
Ferrum p Eupatoriu nakoHy- 3aci6. 3miHa y nepBUHHIN
hosphoric | m KpanenbHuui B ynakoBLi FOTOBOro NikapCbKoro
um, Gelse | perfoliatu KapTOHHIN kopobui 3acoBy (iHwi 3miHn) -Ans
mium sem | m D4, 3abesneyeHHs1 6eanepepBHOI
pervirens Ferrum HasiBHOCTi MBUHTOBOI KPULLIKK,
phosphori BKITIOYEHHS romonoriMepy
cum D8, noninponineHy ExxonMobil PP
Gelsemiu 1013H1 go gockbe sk
m [04aTKOBOro MaTtepiany ans
sempervir rBUHTOBOI KpULLKW. 3MiHM |
ens D6 Tuny - 3MiHM 3 sikocTi. [oToBUMIA
nikapcbkui 3aci6. Cuctema
KOHTeWHep/3aKynoptoBanbHuUimn
3aci6. 3MiHa y NepBuHHiIl
yMaKkoBLii FOTOBOro NikapCbKoro
3acoby (iHLi 3MiHK) -
[oAaBaHHsA 4oAaTKOBOI
rBUHTOBOI KPULLKW Bif,
BMpo6GHUMKa Sensoplast, ska
TaKoX BUroTOBIEHA 3
MOTOYHOrO MaTepiany
romononimepy noninponineHy
Repsol Healthcare HPP08G,
abo 3 3asBNeHoro marepiany
romononimepy noninponineHy
ExxonMobil PP 1013 H1
36. | AUETUNCAII | Acetylsalic | kucnota NO2BAO | Ttabnetkmno 0,5, MNAT YkpaiHa MNAT YkpaiHa BHECEHHS 3MiH 10 be3 UA/6272/01/01
LUNOBA ylic acid auetunca 1 no 10 TabneTok y "MoHdapm" "MoHdapm" peecTpaLiiHNX AOKYMEHTIB: peuenma
KUCIOTA niyunosa cTpuni; no 1 ctpuny 3minu | TUny - 3miHn Wwoao

B nanepoBomMy
KoHBepTi; no 10
TabneTok y cTpuni;
no 2 abo no 10
CcTpuniB y nayui 3

6e3nekn/edeKkTUBHOCTI Ta
capmakoHarnsgy. BHeceHHs
abo 3miHa(1) oo 3060B'A3aHb
Ta yMOB Bugaui
peecTpaLiiHoro NocBig4eHHs,
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *

KapToHy; no 10
TabneTtok y 6nicrepi;
no 1, 2, 5a6o 10
GnicTepiB y nayui 3
KapToHy; no 10
TabneTok y
6nictepax abo y
cTpunax

BKnNtoyatoum NnaH ynpasniHHS
puamkamm (iHLwi 3miHu).
3asiBHMKOM HagaHo
OHOBNEeHWN NnaH ynpasniHHA
pusmkamm Bepcis 2.1 3MiHn
BHECEHO [0 YacTuH: |
«3aranbHa iHpopmauis» - I
«Cneumdikauis 3 6eanekm»
mMoayni
Cl «Enigemionorisi nokasaHb
[0 3acTocyBaHHS Ta uinsosal(i)
nonynauisa(i)», Cll «JokniHivyHa
YacTuHa cneumdikadii 3
6eanekny,

Clll «Ekcno3uuis nauienTis,
3any4yeHunx 4o KniHiYHMX
BunpobysaHby, CIV
«Monynsuii, ski He BUBYaNUCb
nig Yac KniHiyHmx
BMNpobyBaHb», CV
«[MicnapeecTpavinHuii
pocsigy», CVI «opaTkosi
BuMorn Ykpainu, €C no
cneundikauii 3 6esnekn», CVII
«laeHTndikoBaHi Ta
noTeHLUiHi puankmy», CVIII
«Pestome npobnem 6e3neku» -
Il «MnaH 3
bapmakoHarnagy», [V»lnaHu
LLoAo nicnapeecTpauinHnx
pocnigpxkeHb ePekTUBHOCTI», V
«3axoam 3 MiHimisauii
pusukie», VI «Pestome nnany
ynpaeniHHg puankamn» - VIl
«[Jonatku» y 3B’'A3Ky 3
OHOBIEHHAM cneundikadii 3
6esneku fjtyoi pe4oBMHN
aueTuncaniuunosa K1cnoTa,
BiZ4NOBIOHO [0 aKTyarnbHOI
pedepeHTHOI iHbopmalii, a
TaKoX Y 3B'A3KY i3 3MiHOIO
dopmarty BignoBiaHO 4O BUMOT
Evaluation Guidance on the
format of the risk management
plan (RMP) in the EU — in
integrated format. 31 October
2018 EMA/164014/2018
Rev.2.0.1 accompanying GVP
Module V Rev.2 Human
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

Medicines). Peatome lNMnaHy
ynpasniHHA pu3nKamu BepcCisi
2.1 gopgaeTbcs.

37.

AUUK®

Aciclovir

aumKnoBip

D06BB0O
3

kKpem 5 %; no2ry
Ty6i; no 1 Ty6i B
KapTOHHiN kopobui

CaHpos
dapmacbioTi
Kans a.n.

CnogBeHisi

CantoTtac
dapma M6X

Himevun
Ha

BHECEHHS! 3MiH 10
peecTpaLiiHNX AOKYMEHTIB:
3MiHn | Trny - 3MiHK Woao

6e3nekn/edeKTMBHOCTI Ta
tbapmakoHarnagy. BeegeHHs
abo 3MiHM [0 y3aranbHeHUx
[AaHuX npo cucTemy
dapmakoHarnsgy (BBeAeHHs
y3aranbHEeHUX AaHux npo
cuctemy cdhapmakoHarnsgy,
3MiHa yNnoBHOBaXXeHOT ocobu,
BiANOBigANbHOI 3a 3AiINCHEHHS
bapmakoHarnagy; KOHTaKTHOI
ocobu 3 chapmakoHarnsgy
3asiBHMKA ANS 34iINCHEHHS
tbapmakoHarnagy B YkpaiHi,
SKLO BOHa BigMiHHa Big
YNOBHOBAXEHOI 0cobu,
BiANOBiganNbHOI 3a 34INCHEHHS
dapmakoHarnsgy (Bknoyarum
KOHTaKTHi AaHi) Ta/abo 3miHn y
po3MiLLeHHi MacTep-caina
cucTeMu hapmakoHarnsigy)
3MiHa ynoBHOBaxeHoi ocobu
3asBHMKa, BiAnNoBiaanbHoI 3a
dapmakoHarnag,.
[itoua pepakuisi: Juergen
Maares / FOpreH Maapec.
[MponoHoBaHa pepakuis: Kotal
Mohamed Ali / Kotan
Moxamen Ani. 3miHa
KOHTaKTHUX AaHuX
yrNoBHOBaXeHoi ocobun
3asBHMKa, BiAnNoBiaanbHoI 3a
dapmakoHarnsg.

be3
peuenma

UA/9433/02/01

38.

ALILI® 100

Acetylcyst
eine

aueTunum
CcTeiH

RO5CBO
1

MOPOLLIOK AN
oparnbHOro Po3ynHy
no 100 mr; no 3 r
MOPOLLIKY Y
nakeTtuky, no 20
nakeTuKiB y
KapTOHHiIN kopobuyi

CaHpos
dapmachboTi
Kans a.a.

CnoBeHis

TecTyBaHH4,
nakyBaHHs,
BUMYCK cepii
Caniotac
dapma 'M6X,
HimeuumnHa;
BupobHuuTBO in
bulk,
TeCTyBaHHS,
nakyBaHHs
Jlingodapm

Himeyun
Ha/
Lsenua
pist

BHECEHHS 3MiH [0
peecTpaLiiHNX AOKYMEHTIB:
3minu | TMny - 3miHn WwWoao

6e3nekn/edeKkTuBHOCTI Ta
bapmakoHarnagy. BeegeHHs
abo 3MiHM [0 y3aranbHeHUxX
AaHnX Npo cuctemy
dapmakoHarnagy (BBegeHHs
y3aranbHeHUX faHunx npo
cuctemy chapmakoHarnsagy,
3MiHa YNoBHOBaXeHOi ocobu,

be3
peuenma

UA/2030/02/01




48 [TponoBkeHHs qoaaTka 3
Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
M6X, BiAnNoBiganbHOI 3a 3AiNCHEHHS
HimeyuuHa; chapmakoHarnagy; KOHTakTHol
3am6oH ocobu 3 hapmakoHarnsgy
CsitsenaHp Jlta, 3asiBHMKa 4N 34iNCHEHHS
LLiseviapis chapmakoHarnsigy B YkpaiHi,
SIKLLIO BOHA BiAMiHHA Big
YNOBHOBaXeHOi ocobu,
BiAnNoBiganbHOI 3a 3AiNCHEHHS
apmakoHarnsay (Bknoyayn
KOHTaKTHi AaHi) Ta/abo 3miHn y
pPO3MiLLeHHi macTep-daina
cucTeMun hapmakoHarnsay)
3MmiHa ynoBHoBaxeHoi ocobu
3asBHMKa, BiAnNoBiganbHoOI 3a
dapmakoHarnag,.
[Litova pepakuis: Juergen
Maares / FOpreH Maapec.
lMponoHoBaHa pepakuis: Kotal
Mohamed Ali / Kotan
Moxamea Ani.
3MiHa KOHTaKTHMX AaHux
YNOBHOBaXeHOi ocobu
3asBHMKa, BiAnoBiganbHoI 3a
dapmakoHarnag.
39. | AUU® 200 Acetylcyst | auetunum RO5CBO | nopoLuok ans CaHpos CnoBeHis TecTyBaHHS, Himeyun BHECEHHS 3MiH 10 be3 UA/2031/02/01
eine CTeiH 1 opanbHOro Po34nHy dapmachboTi nakyBaHHs, Ha/ peecTpaLiiHNX AOKYMEHTIB: peuenma
no200 mr; no3r kans a.a. BUMYCK cepil LLiBenua 3MiHn | TMny - 3MiHK Woao
MOPOLLIKY Y Cantotac pis 6e3nekn/edekTMBHOCTI Ta
nakeTtuky, no 20 dapma 'M6X, apmakoHarnagy. BeegeHHs
NakeTuKiB y HimeyuuHa; abo 3MiHM [O y3aranbHeHUx
KapTOHHiI kopobui Bupo6HuuTBO in AaHuX nNpo cuctemy
bulk, apmakoHarnsgy (BBeAeHHs
TECTYBaHHS, y3arasibHeHUX JaHux npo
nakyBaHHsi cucTtemy cdhapmakoHarnsgy,
TiHpodapm 3MiHa YNOBHOBaXeHOi ocobu,
'm6X, BiANOBiAanNbHOI 3a 3AiNCHEHHS
HimeuuunHa; bapmakoHarnagy; KOHTakTHol
3amboH ocobu 3 chapmakoHarnsgy
Ceitsenang Jlta, 3asiBHMKA ANs 34iINCHEHHS
LLisenuapis capmakoHarnsgy B YkpaiHi,

SKLO BOHAa BigMiHHa Bia
YNOBHOBAXEHOI ocobu,
BiANOBiAanbHOI 3a 34INCHEHHS
apmakoHarnsgy (Bknoyar4m
KOHTaKTHi faHi) Ta/abo 3miHn y
po3MilLeHHi MacTep-danna
cucTeMu chapmakoHarnsigy)
3MiHa ynoBHOBaXeHoi ocobu
3asBHMKA, BiANOBiAanbHoOI 3a
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

capmakoHarnsag,.
[Litova pepakuis: Juergen
Maares / FOpren Maapec.
[MponoHoBaHa pepakuis: Kotal
Mohamed Ali / Kotan
Moxameg Ani.
3MiHa KOHTaKTHMX JaHMX
YNOBHOBa)eHOI 0cobu
3asBHuMKa, BignosiganbHoi 3a
chapmakoHarnsag.

40.

AUL® NOHIr

Acetylcyst
eine

aueTmnum
cTeiH

RO5CBO
1

TabneTk Wunyyi no
600 wmr; no 10 abo
20 Tabnetok y Ty6i;
no 1 1y6i B
KapTOHHiIN kopobui

CaHpos
dapmachioTi
Kans a.n.

CnogeeHisi

CantoTac
dapma 'M6X,
HimeyumHa;
Xepmec ®apma
MBX,
Himeyumna

Himevun
Ha

BHECEHHS 3MiH 10
peecTpaLiiHNX AOKYMEHTIB:
3MiHu | TMNY - 3MiHK Wopao
6e3nekn/edeKkTUBHOCTI Ta
capmakoHarnagy. BeegeHHs
abo 3MiHM [0 y3aranbHeHUx
[AaHuX Npo cuctemy
capmakoHarnsgy (BBeoeHHs
y3aranbHeHVX JaHux Npo
cucTtemy cdhapmakoHarnsgy,
3MiHa YNOBHOBaXeEHOI 0cobu,
BiANOBiganNbHOI 3a 34INCHEHHS
bapmakoHarnagy; KOHTaKTHOI
ocobu 3 chapmakoHarnsgy
3asiBHMKa AN 34iNCHEHHS
chapmakoHarnsgy B YkpaiHi,
SIKLLIO BOHA BiAMiIHHA Big
yMNOBHOBaXeHOI 0cobw,
BiANOBiAanNbHOI 3a 34INCHEHHS
dapmakoHarnsagy (Bknoyarym
KOHTaKTHi faHi) Ta/abo 3miHu y
po3MiLLeHHi MacTep-caina
cvucTeMun dbapmakoHarnsay).
3miHa ynoBHoBaxeHoi ocobu
3asBHMKa, BiANoBiaanbHoI 3a
dapmakoHarnsag,.
[itova pepakuis: Juergen
Maares / FOpreH Maapec.
MponoHoBaHa pepakuis: Kotal
Mohamed Ali / Kotan
Moxamen Ani. 3miHa
KOHTaKTHMX AaHuX
yrNoBHOBaXeHOI ocobum
3asBHMKa, BiAnNoBiaanbHoOI 3a
dapmakoHarnag.

be3
peuenma

UA/6568/01/01

41.

BAHEOLIUH

HaumuTpal
VHY LIMHK,
HEOMILMHY
cynbdar

DOBAX

ma3sb, no 5 r abo 20
ry Ty6i; no 1 Ty6i B
KapTOHHiIN kopobuyi

CaHpos
dapmachboTi
Kans a.a.

CnoseHis

BignosiganbHui

3a BMNyCK cepil:

CaHpo3s 'mbX -
BupobHuya

ABcTpis/
Himeyvun
Ha

BHECEHHS 3MiH [0
peecTpaLiiHNX AOKYMEHTIB:
3MiHn | TMny - 3MiHK Woao

6e3nekn/edPekTMBHOCTI Ta

6e3
peuenma

UA/3951/01/01




50 [TponoBkeHHs qoaaTka 3
Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
OinbHUUA tbapmakoHarnagy. BeegeHHs
AHTUIHEKLNHI abo 3MiHM [0 y3aranbHeHNx
M3 ta XimiyHi AaHuX npo cuctemy
Onepauii capmakoHarnsgy (BBefgeHHs
KyHgne (AIXO y3aranibHeHUX AaHux npo
M3 KyHnane), cuctemy cbapmakoHarnsgy,
ABCTpist; 3MiHa yNoBHOBaXXeHOT 0cobu,
ek BiAnNoBiganbHOI 3a 3AiNCHEHHS
dapmaueBTUYHa dapmakoHarnsay; KOHTaKTHOI
KOMMaHis g.4., ocobu 3 chapmakoHarnsgy
CnoBeHis; 3asiBHMKa 4N 34iNCHEHHS
BupobHnuTBO 3a apmakoHarnsay B YKpaiHi,
MOBHUM LIMKIOM: SKLO BOHa BigMiHHa Big
CantoTac YNOBHOBaXeHOi ocobu,
dapma 'M6X, BigNoBiganbHoI 3a 34iNCHEHHSA
Hime4vuuHa; capmakoHarnsgy (Bknoyaum
KoHTpornb cepii: KOHTaKTHi AaHi) Ta/abo 3miHn y
Ilabop JNIC CE & pO3MilLieHHi macTep-anna
Ko.KT, cucTemMn hapMakoHarnsay)
Hime4vuuHa; 3MiHa ynoBHoBaxeHoi ocobu
Cantotac 3as1BHMKa, BignosiganbHoi 3a
dapma M6X, dapmakoHarnag,.
HimeuyuuHa. [Litova pepakuis: Juergen
Maares / FOpren Maapec.
[MponoHoBaHa pepakuis: Kotal
Mohamed Ali / Kotan
Moxamea Ani. 3miHa
KOHTaKTHUX AaHuX
yrNoBHOBaXeHOI ocobum
3asiBHMKA, BignosiganbHoi 3a
dapmakoHarnag.
42. | BAPBOBAN® | Barbiturat | eTunosuii NO5CBO | kpanni oparsbHi, no AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 10 bes UA/1196/01/01
esin edip a- 2 25 mn 'y donakoHi 3 "®apmak” peecTpauinHUX JOKYMEHTIB: peuenma
combinatio | 6pomizoBa npobkoto- 3miHu | TMny - 3MiHKM 3 sKOCTI.
n with nepiaHoBo KpanenbHuueto; no 1 CeptudikaT BignosigHocTi/l'E-
other T kucnotn, dnakoHy B nayi 3 cepTudikat BiANOBIAHOCTI
drugs MEeHTOn B KapTOHYy €BponeWcbkin
MEHTUIOB dapmakonei/MmoHorpadii.
omy edipi 3MiHK, NoB'sA3aHi 3
KWUCNOTU HeobXiaHICTIO NpUBEAEHHS Y
izoBanepia BiANOBIQHICTb 40 MOHorpadii
HOBOI, LY abo €Bponerncbkoi
peHobapb dapmakonei, abo iHLwoi
iTan HauioHanbHoi hapmakonei

nepxasu €C (3miHa y
cneundikalisx, nos's3aHa 3i
3MiHamu B [1®Y, abo
€Bponeicbkinn hapmakonesi,
ab0 iHLWIM HaLioHanbHIN




51 [TponoBkeHHs noaaTka 3
Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
capmakonei gepxasu €C).
MpuBeaeHHs cneundikaii

[onoMmixHOI peyoBuHM "Boga

oyuLeHa" y BignoBigHICTb 40

BUMOT OHOBJIEHOI MOHOrpadii

€9.
43. | BENICA - acudnopu NO5CM | kpanni oparnbHi, no ToBapucTBo YkpaiHa TOB "[OKI YkpaiHa BHECEHHS 3MiH 4O be3 nion UA/9714/01/01

TpaBa 25 mn abo 40 mny 3 "®apmaueBTUYH peecTpauiiHux maTtepianis: peuenma deae
(Passiflora cbnakoHi 3 npobkoto- | obmexeHoto a cabpuka" 3miHa 3asBHuka J13 (MIBIT)
e herba); KpanenbHuueto; no 1 | Bianosiganb (BnacHuka peecTpaLiiHoro
nnm dnakoHy y nayui HiCTIO nocBiaYeHHs ) (3rigHo Hakasy
KBITKM "MpepcTtaBH MO3 Big 23.07.2015 Ne 460).
(Tiliae MuTBO TepMmiH BBeOEHHS 3MiH
flores); BAYM npoTsarom 6 micsauis nicns
MaTepUHK PAPM 3aTBepMKEHHA. 3MiHu | Tuny -
n TpaBa rMBX" 3MiHu wono
(Origani 6e3nekn/edeKkTUBHOCTI Ta
herba); dapmakoHarnsaay. BeegeHHs
wasnii abo 3MiHM 40 y3aranbHeHux
nucta [AaHuX Npo cucTemy
(Salviae apmakoHarnsagy (BeaeHHs
officinalis y3aranbHeHUxX AaHux npo
folia); cuctemy chapmakoHarnsgy,
mericu 3MiHa YNOBHOBaXXEHOI ocobu,
TpaBa BiANOBiAanNbHOI 3a 34INCHEHHS
(Melissae dapmakoHarnsify; KOHTaKTHOI
herba) ocobu 3 chapmakoHarnsgy

3asBHMKa AN 34iNCHEHHS
chapmakoHarnsgy B YkpaiHi,
SIKLLIO BOHA BiAMiIHHA Big
yMNOBHOBaXeHOI 0cobw,
BiANOBiAanNbHOI 3a 34INCHEHHS
apmakoHarnsagy (Bknoyarum
KOHTaKTHi faHi) Ta/abo 3miHu y
po3MilLeHHi MacTep-caina
cucTemn chapmakoHarnsgy) -
3miHa ynoBHoBaxeHoi ocobu
3asBHMKa, BiANoBiaanbHoOI 3a
dapmakoHarnsg. Hitoua
pefakuis: BuliHeBcbka
MapuHa CtaHicnasiBHa.
MponoHoBaHa pepakuis:
Bucoubka Onbra "puropisHa.
3MiHa KOHTaKTHUX AaHWX
yrMoBHOBaXeHoi ocobun
3asBHMKA, BiANoBiaanbHoOI 3a
dapmakoHarnsig. 3miHa
MiCLie3Haxo)KeHHs macTep-
hanna cuctemu




52

[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

(bapmakoHarnagy Ta noro
HoMepa.
3MiHa Micus 3AiNCHEHHSs
OCHOBHOI AisiNbHOCTI 3
dapmakoHarnagy. 3minum |
TMny - 3MiHK Woao
6e3nekn/edeKkTUBHOCTI Ta
capmakoHarnagy (iHwi 3miHu)
- 3MiHN BHECEHO 0 TEKCTY
MapKyBaHHs1 yNaKkoBKMW
nikapcbkoro 3acoby B n. 6
"IHLWE" (nepBMHHOI ynakoBKu)
TaBn. 17 "IHWE" (BTOpMHHOI
ynakoBku). TepMiH BBeAEHHS
3MiH NpOTSArom 6 MicsLiB micnsi
3aTBEPAKEHHS

44,

BETAOVH®

Povidone-
iodine

MNoBIAOH-
noa

G01AX1
1

cynosuTopii
BariHanbHi no 200
Mmr, no 7
Cyno3unTopiiB y
6nictepi; no 1 abo
no 2 Gnictepny
KapTOHHIN navui

3AT
dapmavneBT
VYHUI 3aBo[

ETIC

YropwuHa

3AT
dapmMaueBTUYHN
1 3aBopa ElIC

Yropwm
Ha

BHECEHHS 3MiH 10
peecTpaLiiHNX AOKYMEHTIB:
3MiHn | TMNY - 3MiHM 3 SIKOCTI.
[oToBMI Nnikapcbknii 3acib.
KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa
napameTpis cneuudikadin
Ta/abo [onMyCTUMUX Mex
roTOBOrO NikapcbKoro 3acoby
(BUMNYYEHHS HE3HAYHOIO
nokasHuka (Hanpuknag
3acTapinoro nokasHuka,
TaKoro sik 3anax Ta cMak, abo
ineHTudiKauia 6apBHUKIB Yn
CMakoBUX 106aBoK))
BUITYYEHHS NMOKa3HUKa
"Po3mipun" 3i cneumdikauii
rns.

BBeneHHs 3MiH npoTArom 6-tu
MiCSILIiB MiCNsi 3aTBEPOXKEHHS.
3miHu | TNy - 3MiHKM 3 AKOCTI.
[oToBWI Nikapcbkui 3aci6.
KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y
MeToAax BUNPoOyBaHHS
roTOBOro nikapcbKoro 3acoby
(iHwWi 3miHK y MeTopax
BUNpobyBaHb (BKoYaoun
3amiHy abo JOMOBHEHHS))
BHECEHHS HE3HAYHUX 3MiH 3a
nokasHukom " KinbkicHe
BU3Ha4YeHHs" BBegeHHs 3MiH
npoTsrom 6-Tv MicsiliB nicns

6e3
peuenma

UA/6807/02/01




53 [TponoBkeHHs qoaaTka 3
Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
3aTBEPAKEHHS.
45. | BICENTON Sulfameth cynbpame | JO1EEO | koHueHTpaT ans dapmavneBT MNonbwa BMPOGHMUTBO 3a | Monblia BHECEHHSI 3MiH 0 3a He UA/3795/01/01
480 oxazole TOKCcason, 1 NPUroTyBaHHA WNYHWI 3aBOA NOBHWUM LIMKIOM: peecTpauinHux maTepianis: peuenmom nion
and TpumeTon PO34MHy ans «MONb®AP dapmaueBTUYHU 3minu | Tvny - 3miHn wWoao seae
trimethopri | pum iHdpy3in (80 mr + 16 MA» C.A. 1 3aBof 6e3nekn/edeKTUBHOCTI Ta
m mr)/mn; no 5 mn B «MNONb®APMA apmakoHarnsgy. 3miHa y
amnyni; no 5 amnyn » C.A. KOPOTKIN XapaKkTepucTuui

Y KOHTYPHIW
YapyHKOBIN
ynakosLii; no 2
KOHTYPHI YapyHKOBI
YyNaKkoBKM B
KapTOHHiI kopooLi

nikapcbkoro 3acoby, TeKcTi
MapKyBaHHs Ta iHCTPYKUii Ans
MEeAMNYHOro 3aCTOCYBaHHS Ha
niacraei perynsapHo
OHOBITIOBAHOrO 3BiTY 3
6e3neku nikapcbkoro 3acoby,
abo pocnimkeHb 3 6e3nekun
3aCTOCYBaHHS NikapcbKoro
3acoby B nicnsipeecTpaLinHni
nepiogd, abo sik pesynbTaT
OL}iHKM 3BITY 3 JOCNiOXKEHD,
npoBeAeHnx BignoBigHo Ao
nnaHy negiaTpuyHmX
pocnimkens (PIP) (3miny
Y3rO[KEHO 3 KOMMETEHTHUM
YMNOBHOBaXXEHVM OpraHom)
3MiHK BHECEHO A0 IHCTPYKLUii
Onsi MEOUYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao
po3giny "Mo6ivHi peakuii”
BiAgnoBigHo Ao iHpopmalii 3
6e3neku QitUnX peYOBUH.
3miHu | TMny - 3MiHKM 3 AKOCTI.
CeptudikaT BignosigHocTi/l'E-
cepTudikat BiANOBIAHOCTI
€Bponewncbkin
dapmakonei/MoHorpadii.
3MiHK, NoB'si3aHi 3
HeobXiaHICTIO NpuBeaeHHs Y
BiANOBIAHICTb A0 MOHorpadii
OdY abo €sponericbkoi
dapmakonei, abo iHLwoi
HauioHanbHoi hapmakonei
aepxasu €C (iHLWi 3miHW)
BHeceHHst 3MiH o
cneundikauii Ha AONOMKHY
peyoBuHy ETaHonamiH, a came
3aMiHa MOCUNaHHs 3
BputaHcbkoi ®apmakonei Ha
€Bponericbky apmakoneto.
3minm | TNy -
AOMiHICTPaTUBHI 3MiHW.
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[TponoBkeHHs noaaTka 3

Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *

Buny4yeHHs BUpOGHMYOT
OinbHUUI (BKOYa4n
AinbHuui ana APl npomibkHoro
nNpoAyKTy abo roToBoro
nikapcbkoro 3acoby, OinbHULi
ONs NPOBEAEHHS NaKyBaHHS,
BUPOGHMKa, BignosigansHoOro
3a BUMYCK cepin, micue
NpoBeAeHHS KOHTPOMIO cepii)
abo nocTavarnbHuKa BUXigHOrO
maTepiany, peareHTy abo
[OOMOMDKHOI PEYOBUHM (SIKLLO
3a3Ha4yeHo Y JOCbE)
Buny4yeHHs BUpoGHWMKa
BiANOBIganNbLHOroO 3a
BUPOGHMUTBO 3a NOBHUM
uuknom: Bapluascbkuii
bapmaLeBTUYHNIA 3aBOS
MNonbda AT, MonbLa.
3anuwaeTtbes
anbTepHaTUBHUIA BUPOOHMK
BigNoBiganbHWIM 3a
BUPOGHMUTBO 3a NOBHUM
umknom: dapmaveBTUYHUIA
3aBog "MONbPAPMA" C.A.,
Monbuwa. 3MiHM BHeceHo A0
IHCTPYKUIT ANs Mean4Horo
3aCTOCYBaHHsI NiKapCbKoro
3acoby go po3sginis
"BrnpobHuK",
"Micue3HaxookeHHs!
BUpOGHVKa Ta agpeca
NpoBaAXXeHHS Noro
aianbHocTi". 3MiHn | TUny -
3MiHu Wwono
©e3nekn/eeKkTuBHOCTI Ta
apmakoHarnsagy (iHLwi 3miHm)
3MiHM BHECEHO [10 TEKCTY
MapKyBaHHS YMakoBK/
nikapcbkoro 3acoby, a came
non. 1. HASBA
JIIKAPCBKOI'O 3ACOBY, n.
3. NEPENIK JOMOMIPKHUX
PEYOBWH, n. 4. JIKAPCbKA
OOPMA TA KINbKICTb
OANHWLUb B YMAKOBLI, n.
17. IHWE BTOpPUHHOI
ynakoBku; go n. 1. HA3BA
JIIKAPCBKOI'O 3ACOBY, n.
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

2. KINBbKICTb OIK4O0i
PEYOBWHW, n. 6. IHWE
NepBUHHOI yNakoBKW. 3MiHu |
TMny - 3MiHM Woao
6e3nekn/edeKTMBHOCTI Ta
apmakoHarnsgy (iHLWi 3miHm)
3MiHV BHECEHO [0 iHCTPYKLUiT
Ansi MEQUYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao
po3ainis "Cknaa" (BHeceHo
penakuinHi npaeku),
"dapmakonoriyHi BnactmBocTi"
(BHECEHO pepakKLiiHi NnpaBku),
"B3aemogist 3 iHWnummn
nikapcbkumm 3acobamu Ta iHLWi
BMAM B3aemogin" (BHeceHo
peaakuinHi npaeku), "MoGiyHi
peakuii” (BHeCEHO peaaKuinHi
npaBku).

46.

BICENTON®

Sulfameth
oxazole
and
trimethopri
m

cynbtame
TOKCa3on,
TpymMeTon
pum

Tabnetku no 100
Mr/20 wr, in bulk: no
5 kr TabneTok y
nonieTuneHoBomMy
MILLIKY, BMiLLLEHOMY Y
nonieTuneHoBun
KOHTenHep

AT "Apamvep
dapma”

MNonbla

AT "Apnamvep
dapma”

MNonbLa

BHECEHHS 3MiH 10
peecTpaLiiHNX AOKYMEHTIB:
3MiHn | TMny - 3MiHK Wopao
6e3nekn/edeKkTMBHOCTI Ta
cbapmakoHarnagy. BeegeHHs
abo 3miHM [0 y3aranbHeHUX
[AaHuX npo cucTemy
capmakoHarnsgy (BBeoeHHs
y3aranbHeHVX JaHux Npo
cucTtemy cdhapmakoHarnsgy,
3MiHa YNOBHOBaXeHOI ocobu,
BiANOBiAanNbHOI 3a 34INCHEHHS
bapmakoHarnagy; KOHTakTHol
ocobu 3 chapmakoHarnsgy
3asiBHMKa AN 34iNCHEHHS
chapmakoHarnsgy B YkpaiHi,
SIKLLIO BOHA BiAMiIHHA Big
yMNOBHOBaXeHOI 0cobw,
BiAMNOBiAanNbHOI 3a 34INCHEHHS
dapmakoHarnsagy (Bknoyaun
KOHTaKTHi faHi) Ta/abo 3miHu y
po3MilLeHHi MacTep-caina
cucTemu chapmakoHarnsgy) -
3MiHa KOHTaKTHUX JaHUX
yrnoBHOBaXeHOI ocobum
3as1BHMKA, BianoBiganbHoI 3a
dapmakoHarnsig. 3miHa
KOHTaKTHUX AaHWUX KOHTaKTHOI
ocobu 3asBHMKKa,
BiANoBiganbHOI 3a

UA/3028/01/01




56 [TponoBkeHHs qoaaTka 3
Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
dapmakoHarnag B YkpaiHi.
47. | BICENTON® Sulfameth cynbcpame | JO1EEO | Ttabnetku no 400 AT "Apamven MNonbwa AT "Apameq MNonbwa BHECEHHSI 3MiH 0 3a UA/3027/01/02
oxazole TOKCcason, 1 mr/80 mr; no 20 Papma” dapma" peecTpauinHUX AOKYMEHTIB: peuenmom
and TpumeTon TabneTtok y 6nicrepi; 3MiHu | TMNy - 3MiHK Wopo
trimethopri | pum no 1 Gnictepy B 6e3nekn/edeKTUBHOCTI Ta
m KapTOHHiN kopobuyj; dapmakoHarnsay. BeegerHs
no 14 tabnetok y abo 3MiHM [0 y3aranbHeHNxX
6nictepi, no 1 [aHuX Npo cuctemy
6nictepy B apmakoHarnsgy (BBeaeHHs
KapTOHHiIN kopooLyj; y3aranbHeHWX gaHux npo
no 1000 TabneTok y cuctemy chapmakoHarnagy,
meTanesomy 3MiHa YNOBHOBaXeHOI 0ocobu,
KOHTENHepI BiAMNOBigaNbHOI 3a 34INCHEHHS
bapmakoHarnagy; KOHTaKTHOI
ocobu 3 chapmakoHarnsgy
3asiBHMKa AN 34iNCHEHHS
tbapmakoHarnagy B YkpaiHi,
SIKLLIO BOHA BiAMiHHA Big
YNOBHOBaXeHOi ocobu,
BiANOBigaNbHOI 3a 34INCHEHHS
apmakoHarnsaay (Bkoyarun
KOHTaKTHi AaHi) Ta/abo 3miHn y
pPO3MiLLEeHHi MmacTep-daina
cucTemn chapmakoHarnsgy) -
3MiHa KOHTaKTHUX JaHUX
yrNoBHOBaXeHOi ocobum
3asiBHMKA, BignosiganbHoi 3a
dapmakoHarnsg. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI
ocobu 3asBHMKa,
BiANoBiganbHOI 3a
dapMakoHarnag B YKpaiHi.
48. | BICENTON® Sulfameth | cynbdamve | JO1EEO | tabnetku no 100 AT "Apaven Monbwa AT "Apamven Monbwa BHECEHHS 3MiH J0 3a UA/3027/01/01
oxazole TOKCcason, 1 mr/20 mr, no 20 dapma” dapma” peecTpaLiiHNX AOKYMEHTIB: peuenmom
and TpyMeTon TabneTok y 6nictepi; 3minu | Tuny - 3miHn WwWoao
trimethopri | pum no 1 6nictepy B 6e3nekn/edeKTMBHOCTI Ta
m KapTOHHiIl kopobuyj, apmakoHarnagy. BeegeHHs

no 1000 Tabnetok y
MeTaneBomy
KOHTelHepi

abo 3MiHM [0 y3aranbHeHUx
[aHuX Npo cuctemy
dapmakoHarnsigy (BBeAeHHS
y3aranbHeHWUX JaHUx Npo
cuctemy chapmakoHarnsagy,
3MiHa YNOBHOBaXeHOi ocobu,
BiANOBiAanNbHOI 3a 34INCHEHHS
dapmakoHarnsay; KOHTaKTHOI
ocobu 3 chapmakoHarnsgy
3asBHMKA AN 30iNCHEHHS
dapmakoHarnsagy B YkpaiHi,
KO BOHA BigMiHHA Bif
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

YNOBHOBaXeHOi ocobu,
BiAnNoBiganbHOI 3a 3AiNCHEHHS
apmakoHarnsay (Bknoyayn
KOHTaKTHi AaHi) Ta/abo 3miHn y

pO3MiLLeHHi macTep-daina
cucTemn chapmakoHarnsgy) -
3MiHa KOHTaKTHUX AaHUX

YNOBHOBa)eHOI 0cobu

3asBHuMKa, BignosiganbHoi 3a
capmakoHarnsg. 3MiHa
KOHTaKTHUX AaHWUX KOHTaKTHOT
ocobu 3asBHMKa,
BiANoBiganbHOI 3a
chapmakoHarnag B YKpaiHi.

49.

BICENTON®

Sulfameth
oxazole
and
trimethopri
m

cynbamve
TOKCason,
TpUmeTon
pum

Tabnetku no 400
mr/80 wmr, in bulk: no
5 kr TabneTok y
nonieTuneHoBomMy
MiLLIKY, BMiLLEHOMY Y
nonieTuneHoBsnn
KOHTEnHep

AT "Apamven
dapma”

MNonbwa

AT "Agamen
dapma”

MNonbwa

BHECEHHS 3MiH 0
peecTpauiiHiX AOKYMEHTIB:
3MiHu | TMNY - 3MiHK Wopao

6e3nekn/edeKkTuBHOCTI Ta
tbapmakoHarnagy. BeegeHHs
abo 3MiHM [0 y3aranbHeHUx
[aHuX Npo cuctemy
dapmakoHarnsgy (BBeAeHHs
y3aranbHeHVX JaHux Npo
cuctemy chapmakoHarnsagy,
3MiHa YNOBHOBaXeHOi ocobu,
BiANOBiAanNbHOI 3a 34INCHEHHS
dapmakoHarnsay; KOHTaKTHOI
ocobu 3 chapmakoHarnsgy
3asiBHMKa AN 34iNCHEHHS
dapmakoHarnsaay B YkpaiHi,
SKLO BOHAa BigMiHHa Big
yMNOBHOBaXeHOI 0cobw,
BiANOBiAANbHOI 3a 3AiINCHEHHS
dapmakoHarnsgy (Bknoyarum
KOHTaKTHi faHi) Ta/abo 3miHu y
pO3MilLieHHi macTep-danna
cucTemMu chapmakoHarnsgy) -
3MiHa KOHTaKTHUX JaHUX
yrMoBHOBaXeHoi ocobun
3asBHMKa, BiANoBiaanbHoOI 3a
dapmakoHarnsig. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI
ocobu 3aaBHKKa,

BiANoBiganbHOI 3a

dapmakoHarnsa B YkpaiHi.

UA/3028/01/02

50.

BI®POK® IC

Ibuprofen,
combinatio
ns

ibynpodpe
H, KogeiHy
doccar

remirigpat

MO1AES5
1

Tabnetku, no 10
TabneTok y 6nictepi;
no 1 6nictepy B
navui 3 KApToOHY

ToBapucTBo
3
[0aTKOBOKO
BignoBiganb

YkpaiHa

ToBapucTBo 3
[04aTKOBO
BianoBiganbHicT
10 "IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH [0
peecTpaLiiHNX AOKYMEHTIB:
YTOYHEHHS peecTpaLinHoi
npouenypv B Hakasi MO3

3a
peuenmom

He
nion
seae

UA/14315/01/01
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58
Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
HicTIo Ykpainn Ne 33 Big 12.01.2026
"IHTEPXIM" - 3MiHu | TNy - 3MiHK Wogao

6e3nekn/edeKTUBHOCTI Ta
capmakoHarnsgy. 3MiHa y
KOPOTKIN XapaKkTepucTuui
nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUii aAns
MeAMNYHOro 3aCTOCYBaHHS Ha
nigcTasi perynspHo
OHOBIOBAHOrO 3BITY 3
6e3neku nikapcbkoro 3acoby,
abo gocnigkeHb 3 6e3nekn
3aCTOCYBaHHsI NiKapCbKoro
3acoby B nicnsipeecTpaLinHni
nepiog, abo sk pesynbtaT
OUiHKM 3BITY 3 AOCNIAXEHb,
npoBefeHnx BignoBigHo Ao
nnaHy negiaTpuyuHMX
pocnigpkeHb (PIP) (3miny
Y3rO[KEHO 3 KOMMETEHTHUM
YMOBHOBaXXEHNM OpraHoMm) -
3MiHV BHECEHO [0 iHCTPYKLUii
Ansi MEOUYHOTO 3aCTOCYBaHHS
nikapcbKkoro 3acoby y po3ginu
"B3aemogist 3 iHWummu
nikapcbkummn 3acobamu Ta iHLWi
BMAN B3aeMogain",
"OcobnuBocTi 3acTocyBaHHs",
"Cnocib 3acTocyBaHHs Ta
nosun", "Mo6iyHi peakyii™
BiAMNOBIAHO A0 OHOBIEHOI
iHpopmaLii 3 6e3neku aioumx
peyoBUH KoaeiH/ibynpodeH.
TepmiH BBEOEHHA 3MiH
npoTsarom 6 micauis nicns
3aTBepAkeHHsA. CynyTHs 3MiHa
- 3MiHu Wwopo
6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsagy. BHeceHHs
abo 3miHa(n) po 3060B'sI3aHbL
Ta yMOB Buaaui
peecTpaLiiHOro NOCBIgYEHHS,
BKItoyatoun MNnaH ynpaeniHHA
pusukamm (iHLLi 3MiHW) -
3asABHUKOM HaJaHO
OHOBMeHu [MnaH ynpasniHHA
pusukamu Bepcist 3.2. 3MiHn
BHECEHO [0 YacTuH: |

«3aranbHa iHdopmadis», |l
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

"Cneumdikauis 3 6esnekun”, V
«3axoau 3 MiHimisauii
pusukie», VI «Pestome nnany
ynpaeniHHA pusmkamny, VIl
«[opatkn» y 3B'A3KY 3
OHOBIEHHSIM PYTUHHUX
3axopfiB 3 MiHiMi3auji pusukis
BiAMNOBIAHO OHOBMNEHOIO
NPOEKTY iHCTPYKLUIii AN
MeONYHOro 3aCToCyBaHHs Ha
nigctaei pekomeHgauii PRAC.
TakoX BHECEHO He3HaYHi
KOPEKTOPCbKi 3MiHW B YacCTUWHi
Il «MnaH 3
hapmakoHarnagy».

51.

BYAIKCOH
HEB

Budesonid
e

6yaecoHig

RO3BAO
2

cycneHsia ans
po3nuneHHsa no 0,25
Mr/Mi; Mo 2 MmNy
KOHTENHepi; no 5
KOHTENHEpIB Y
KOHBepTi; Mo 4
KOHBEPTY B
KapTOHHiI kopooLi

AT "Apamvep
dapma”

MNonbla

BMPOBHMUTBO Ta
nakyBaHHs,
KOHTPOMb SKOCTI:
"TeHeTuk"
C.N.A., ltanis;
BUPOBHMK
BignosiganbHUN
3a BUMYCK cepii:
AT «Apamvep
dapmay,
MNonbLa

ITanis
/MonbLy,

BHECEHHS 3MiH 10
peecTpauiiHiX AOKYMEHTIB:
3MiHn | TMny - 3MiHK Woao

6e3nekn/edeKkTMBHOCTI Ta
tbapmakoHarnagy. BeegeHHs
abo 3MiHM [0 y3aranbHeHux
[AaHuX Npo cucTemy
dapmakoHarnsgy (BBeAeHHs
y3aranbHEeHUX AaHux npo
cuctemy cdapmakoHarnsay,
3MiHa YNOBHOBaXeHOi ocobu,
BiANOBiAanNbHOI 3a 3AiNCHEHHS
bapmakoHarnagy; KOHTakTHol
ocobu 3 chapmakoHarnsgy
3asiBHMKA ANs 34iINCHEHHS
chapmakoHarnsgy B YkpaiHi,
SKLO BOHAa BigMiHHa Big
YNOBHOBAXEHOI ocobu,
BiANOBiAanNbHOI 3a 34INCHEHHS
dapmakoHarnsgy (Bknoyarum
KOHTaKTHi AaHi) Ta/abo 3miHn y
po3MiLLeHHi MacTep-caina
cucTemMu chapmakoHarnsay) -
3MiHa KOHTaKTHMX AaHuX
yrNoBHOBaXeHOI ocobum
3asBHMKa, BiANoBiaanbHoOI 3a
capmakoHarnsg. 3MiHa
KOHTaKTHUX AaHUX KOHTaKTHOI
ocobu 3asiBHUKa,

BignoBiganeHoi 3a

dapmakoHarnag B YkpaiHi.

3a
peuenmom

UA/17949/01/02

52.

BYOIKCOH
HEB

Budesonid
e

ByaecoHig

RO3BAO
2

cycneHsis ans
po3nuneHHsi no 0,5
Mr/mMn; o 2 mny

AT "Apawvep
dPapma”

MNonblia

BMPOGHMLTBO Ta
nakyBaHHS,
KOHTPOJIb SIKOCTi:

ITanis/
MNonbwa

BHECEHHS 3MiH 40
peecTpaLiiHNX JOKYMEHTIB:
3minm | TMny - 3miHK WwWoao

3a
peuernmom

UA/17949/01/03




60 [TponoBkeHHs qoaaTka 3
Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
KOHTENHepi; no 5 "TeHeTunk" 6e3nekn/edeKTMBHOCTI Ta
KOHTENHepIB y C.N.A., Itanis; tbapmakoHarnagy. BeegeHHs
KOHBepTi; no 4 BMPOBHMK abo 3MiHM [0 y3aranbHeHUxX
KOHBEPTU B BignoBiganbHUN OaHuX Npo cuctemy
KapTOHHiI kopooLi 3a BUNyCK cepil: capmakoHarnsgy (BBefgeHHs
AT «Apaveq y3aranbHeHUX AaHux npo
Papmay, cuctemy chapmakoHarnsgy,
Monbwa 3MiHa yNoBHOBaXXeHOT 0cobu,
BiANOBiganNbHOI 3a 3AiINCHEHHS
bapmakoHarnagy; KOHTaKTHOI
ocobu 3 chapmakoHarnsgy
3asABHMKA ANS 34iINCHEHHS
tbapmakoHarnagy B YkpaiHi,
SKLO BOHa BigMiHHa Big
YNOBHOBAXEHOI 0cobu,
BiANOBiganNbHOI 3a 34INCHEHHS
apmakoHarnsgy (Bknoyarum
KOHTaKTHi AaHi) Ta/abo 3miHn y
PO3MiLLeHHi macTep-daina
cucTemMu chapmakoHarnsgy) -
3MiHa KOHTaKTHMX AaHux
YNOBHOBaXeHOi ocobu
3asBHMKa, BiAnoBiganbHoI 3a
capmakoHarnsg. 3MiHa
KOHTaKTHUX AaHWUX KOHTaKTHOI
ocobu 3asiBHUKa,
BiAnoBiganbHoI 3a
dapMakoHarnag B YKpaiHi.
53. | BASAMNPOKC- | Alprostadil | annpocta CO1EAOQ | nopoLuok ans «CAD Bonrapis K.T. POM®APM | PymyHis BHECEHHS 3MiH 10 3a UA/19643/01/01
AlNb®A avn 1 po34nHy Ans IHBECT» KOMTIAHI peecTpauinHx maTepianis: peuenmom
iHpy3in, 20 MmKr; oon C.P.J1., PymyHis 3miHu | TMny - 3MiHK 3 sKOCTI.
dNakoH CKNSAHUIA, No BMPOGHMUTBO, [oToBWMI Nikapcbkuin 3acib.
5 chnakoHiB y nepBuHHe 3MiHM y BUpoBHMUTBI. 3amiHa
nonimMepHin nakyBaHHS; abo BBeAeHHSA [0AaTKOBOI
ynakosi, o 2 BTOPUHHE AinbHWUi BUpobHuLTBa Ans
noniMepHi yrnakoBKu nakyBaHHs, YacTuHM abo BCbOro
B KApTOHHIN nayui KOHTPOrb BUPOGHMYOro npouecy
roToBoOI roTOBOrO fikapcbKoro 3acoby
npoaykuii (BiNbHWUS ANS BTOPUHHOTO

(mikpobionorivyHu
1 Ta BionoriyHuia

nakyBaHHs1) 3amiHa
BUPOGHMYOT AiNbHUL

KOHTpO~b); BTOPUWHHOIO nakyBaHHs 13
KOHTpOIb BMpoGHuka K. T. POM®APM
CVPOBUHU Ta KOMMMAHI C.P.J1. 3miHun | Tuny
marepianis, - 3MiHu 3 gkocTi. FoToBMIA
KOHTpOInb nikapcbkuii 3aci6. 3miHu y
HaniBnpoaykTy, BMPOGHMUTBI. 3MiHa
KOHTPOSb iMmnopTtepa/amiHu, o
roToBoi CTOCYIOTbCS BUMYCKY cepii Ta
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep

peecmpauiliHo

20
noceio4yeHHs1

npoaykuii
(XiMiyHMIA Ta
Di3ndHn),
BUNYCK cepii

KOHTPOIIO SIKOCTi FOTOBOrO
nikapcbKkoro 3acoby (3amiHa
abo gogaBaHHs OinbHULI, Ha

AKi 30INCHI0ETLCS
KOHTPOrb/BUNPOOYBaHHS
cepii) 3amiHa AginbHUUI Ha AKin
3AINCHIOETLCA KOHTPOMb AKOCTI
(mikpobionoriyHni Ta
GionoriyHnin koHTponb) M3
BUpo6Huka K.T. POM®APM
KOMMAHI C.P.J1. 3miHu | Tuny
- AgMiHICTpaTUBHI 3MiHW.
3MiHa HaiMeHyBaHHs1 Ta/abo
agpecu Micusi IPOBafKEeHHS
DisinNbHOCTI
BMpobHMKa/imnopTepa
roTOBOrO fMikapcbKoro 3acoby,
BKITHOYAK0UN AiNbHUL BUMYCKY
cepii abo micLe npoBeneHHs
KOHTPOJIO SIKOCTI. (QiSANbHICTb,
3a SKy BignoBsigae
BUPOGHMK/iMnopTep, He

BKITHOYaK04M BUMYCK Cepiit)

3miHa agpecu BUPOGHMYOIT

ninbHuui K.T. POMOAPM
KOMMMAHI C.P.11.
BiAnoBiganbHoI 3a

BUPOGHULTBO, NEPBUHHE

nakyBaHHsi. BupobHuua

AiNbHWUS Ta yci BUpOBHWUYi

onepadii 3anuLiaTbcs
HE3MiHHMMU

54.

BA30MNPO®

Meldoniu
m

MernbaoHiln
(meToHarT)

CO1EB2
2

PO34MH ANt iH eKLN,
100 mr/mn; no 5 mn
B amnyni; no 5
amnyn y 6nictepi; no
2 6nictepu B nayui 3
KapToHy; Mo 5 mn B
amnyni; no 10 amnyn
y nayui 3 KapToHy 3
rogpoBaHo0
BKITa[KOHO

AT
"®papmak”

YkpaiHa

AT "®apmak”

Ykpaina

BHECEHHS 3MiH 10
peecTpaLiiHNX AOKYMEHTIB:
3miHu | TMny - 3MiHK 3 sKOCTI.
CepTudikat BignosigHocTi/lE-
cepTudikat BiANOBIAHOCTI
€BponeWcbkin
cbapmakonei/moHorpadii.
3MiHK, noB'aA3aHi 3
HeobXiaHICTIO NpUBEAEHHs Y
Bi4NOBIHICTb 4O MOHorpadii
OdY abo €sponericbkoi
dapmakonei, abo iHLwoi
HaujioHanbHoi dhapmakonei
aepxasu €C (iHLWi 3miHK) -
MpuBeaeHHs cneundikauii
[OMoMiXHOI peyoBuHY "Boaa

ans iH'ekuin” y BignoBigHiCTb

3a
peuenmom

UA/11505/01/01
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[TponoBkeHHs noaaTka 3

Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
[0 BUMOI OHOBIEHOI
MOHorpagii €
55. | BAJICAPTAH | Valsartan BancaptaH | CO9DAO | TabneTku, BKpUTI TOB «TeBa Ykpaina AxTtasic J1TA, ManbTa/ BHECEHHS 3MiH OO0 3a UA/5744/01/01
H-TEBA and ! 3 NNiBKOBOO YkpaiHa» ManebTa; Bonrapi peecTpauiiHuX AOKYMEHTIB: peuenmom
diuretics rigpoxnop obonoHkoto, no 160 BankaHdapma- a 3MmiHn | TMny - 3MiHKM 3 AKOCTI.
oTiasung mr/12,5 mr; no 10 AynHuusa AT, ['oToBWIN Nikapcbkuit 3aci6.
Tabnetok y 6nicrepi; Bonrapis 3MiHM Yy BUPOBHMUTBI. 3MiHN Y
no 3 abo 9 6nictepis npoueci BupobHMUTBa
Y KapTOHHIN kopobui roTOBOIO fiKapCbKoro 3acoby,
BKIOYAK4YM NPOMIDKHUI
NpOoAYKT, L0 3aCTOCOBYETbCS
npu BUPOBHMLTBI FOTOBOIO
nikapcbkoro 3acoby (HesHa4Ha
3MiHa y npoueci BUpobHULTBA)
- HE3HAYHI BUMpPaBIeHHSs
HETOYHOCTEN B CXEMi Ta ONUCI
BMPOGHMYOro npouecy
56. | BAIIbCAPIA Valsartan BancaptaH | CO9DAO | TabneTku, BKpUTI CaHpos CnoseHis BWMNYCK cepil, ITanis/ BHECEHHS 3MiH J0 3a UA/15620/01/02
H and i 3 NNiBKOBOO dapmachbtoTi KOHTPOMb siKocTi, | CnoBeHi peecTpauiiHuX AOKYMEHTIB: peuenmom
diuretics rigpoxnop obornoHkoto, no 160 Kans g.n. BUPOBHMUTBO "in s/ 3MiHn | TMny - 3MiHK Woao
oTiasung mr/25 mr, no 14 bulk", PymyHis 6esnekn/edeKTMBHOCTI Ta
TabneTtok y 6nicrepi; nakyBaHHs: tbapmakoHarnagy. BeegeHHs
no 1 abo 2 6nictepn Hosaptic ®apma abo 3MiHM [0 y3aranbHeHux
Y KapTOHHIl KopobuUi C.n.A, Itanis; AaHuX Npo cuctemy
Bunyck cepi, dapmakoHarnsgy (BBeAeHHs
TECTYBaHHS: y3aranbHeHUX faHux npo
Ilek cuctemy cdbapmakoHarnsagy,
dapmaueBTU4Ha 3MiHa YNOBHOBaXeHOi ocobu,
KoMnaHisa a.4a., BiANoOBiAanbHOI 3a 3iINCHEHHS
CnoBeHis; bapmakoHarnsgy; KOHTakTHOT
BUNYCK cepii, ocobu 3 chapmakoHarnsgy
TECTYBaHHs: 3asiBHUKA AN 34iCHEHHS
Canpos C.P.J11.,, cbapmakoHarnsigy B YKpaiHi,
PymyHis SKLO BOHAa BigMiHHa Big

yMNOBHOBaXeHOI 0cobw,
BiANOBiAANbHOI 3a 3AiINCHEHHS
dapmakoHarnsgy (Bknoyarum
KOHTaKTHi AaHi) Ta/abo 3miHu y
po3MiLLeHHi MacTep-caiina
cucTemMu chapmakoHarnsay) -
3miHa ynoBHoBaxeHoi ocobu
3asBHMKA, BianoBiganbHoI 3a
dapmakoHarnsag.
Lirova pepakuis: Oasig OxoH
Jlesic / David John Lewis,
B.Sc (Hons), Ph.D.
lMponoHoBaHa pepakuis: Kotal
Mohamed Ali / Kotan
Moxamen Ani. 3miHa




63

[TponoBkeHHs noaaTka 3

Ne
n/n

JliKapcbKo20

Haszea

3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

KOHTaKTHUX SaHUX
YNOBHOBaXeHOi ocobu,
BiANOBiganNbHOI 3a 3AiINCHEHHS
capmakoHarnagy. 3miHa
KOHTaKTHOI 0COOM 3asiBHYMKA,
BiANOBiganNbHOI 3a 34iINCHEHHS
chapmakoHarnsigy B YkpaiHi.
[itoua pegakuis: Opnos
B’avecnas Biktoposuy /
Viacheslav Orlov, M.D.
[NponoHoBaHa peaakuisi:
TaHacoBa 3opsiHa
MukonaieHa / Tanasova
Zoriana. 3MiHa KOHTaKTHUX
[AaHNX KOHTaKTHOI ocobun
3asBHMKa, BiANoBiganbHoOI 3a
34INCHEHHA hapMakoHarnsgy
B YKpaiHi. 3miHa Micus
3[iNCHEHHSI OCHOBHOI
OiAnNbHOCTI 3
dapmakoHarnsgy.
3MiHa Micue3HaxoakeHHs
macrtep-carnna cuctemm
dapmakoHarnsay Ta noro
HoMmepa.

57.

BAJIbCAPIA

H

Valsartan
and
diuretics

BancapTaH
i
rigpoxnop
oTiasua

CO09DAO
3

TabneTku, BKpUTI
NniBKOBOO
obonoHkoto, no 80
mr/ 12,5 mr abo no
160 mr/ 25 mr no 14
TabneTok y 6nictepi;
no 1 abo 2 Gnictepu
Y KapTOHHIl Kopobui

CaHpos
dapmacbioTi
Kans a.a.

CnogBeHisi

BUNYCK cepii,
KOHTPOMb SKOCTI,
BMPOGHMUTBO "in

bulk",
nakyBaHHsi:
Hosaprtic ®apma

C.n.A,, Itanis;

Bunyck cepil,

TECTYyBaHHS:

Iek
dapmaieBTMiHa
KoMnaHisa a.4a.,
CroBeHisi;

BUWMNYCK cepil,

TECTyBaHHS:
Canpos C.P.1.,

PymyHis

ITanis/
CnoBeHi
a/
PymyHis

BHECEHHS 3MiH A0
peecTpaLiiHNX AOKYMEHTIB:
3minu | Tuny - 3miHn WwWoao

6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsaay. BeegeHHs
abo 3MiHM [0 y3aranbHeHUX
AaHUX Npo cuctemy
dapmakoHarnsagy (BBeaeHHs
y3aranbHeHUX faHunx npo
cuctemy dbapmakoHarnagy,
3MiHa YNOBHOBaXeHOI ocobu,
BiANOBiAanNbHOI 3a 34INCHEHHS
bapmakoHarnagy; KOHTakTHol
ocobu 3 chapmakoHarnsgy
3asBHMKA AN 30iNCHEHHS
capmakoHarnsgy B YkpaiHi,
SIKLLIO BOHA BiAMiHHA Bif
yNOBHOBaXeHOI 0cobu,
BiAMNOBiAanNbHOI 3a 34INCHEHHS
dapmakoHarnsagy (Bkoyarum
KOHTaKTHi faHi) Ta/abo 3miHu y
po3MilLeHHi MacTep-danna
cucTemun chapmakoHarnsgy) -
3miHa ynoBHOBaXeHoi ocobu

3a
peuenmom

UA/15620/01/01
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

3as1BHMKA, BianoBiganbHoI 3a
capmakoHarnsag,.
Litova pepakuis: Oasig OxoH
Iesic / David John Lewis,
B.Sc (Hons), Ph.D.
lMponoHoBaHa pepakuis: Kotal
Mohamed Ali / Kotan
Moxamea Ani. 3miHa
KOHTAKTHUX AaHUX
YNOBHOBaXeHOi ocobu,
BiAMNOBiganNbHOI 3a 34INCHEHHS
apmakoHarnsagy. 3miHa
KOHTaKTHOI 0CO0M 3asiBHWMKA,
BiANOBiganNbHOI 3a 34INCHEHHS
dapmakoHarnsaay B YKpaiHi.
[itoua pegakuis: Opnos
B’auvecnas Biktoposuy /
Viacheslav Orlov, M.D.
[NponoHoBaHa peaakuisi:
TaHacoBa 3opsiHa
MukonaieHa / Tanasova
Zoriana. 3MiHa KOHTaKTHUX
[aHUX KOHTaKTHOI ocobun
3asBHMKA, BianoBiganbHoI 3a
34iicHeHHs dhapmakoHarnsgy
B YkpaiHi. 3MiHa micus
3[iiCHEHHS OCHOBHOI
OianNbHOCTI 3
dapmakoHarnsigy.
3MiHa MicLIe3Hax0omKEHHS
mMacTep-caina cuctemu
hapmakoHarnsgy Ta noro
HoMepa.

58.

BAJIbCAPIA
H

Valsartan
and
diuretics

BancapTaH
i
rigpoxrnop
oTiasua

CO09DAO
3

TabneTku, BKpUTI
NniBkOBOIO
obornoHkoto, no 160
mr /12,5 mr; no 14
TabneTok y 6nictepi;
no 1 abo 2 6nictepu
Y KapTOHHIlA kopobui

CaHpos
dapmachboTi
Kans a.A.

CnogBeHisi

BUNYCK cepii,
KOHTPOMb AKOCTI,
BMPOGHMUTBO "in

bulk",
naKyBaHHs:
Hosaprtic ®apma
C.n.A., ltanis;

ITanis
/CnoBeH
ia/
PymyHis

BHECEHHS 3MiH A0
peecTpaLiiHNX AOKYMEHTIB:
3MiHn | TMny - 3MiHK Woao

6e3nekn/edekTMBHOCTI Ta
bapmakoHarnagy. BeegeHHs
abo 3MiHM [0 y3aranbHeHux
AaHuX Npo cuctemy

Bunyck cepi, dapmakoHarnsiay (BBeAeHHs
TEeCTyBaHHs: y3aranbHeHUX AaHux npo
Jlek cuctemy bapmakoHarnsgy,
dapmaueBTU4Ha 3MiHa YNOBHOBaXeHOi ocobu,
KoMnaHisa a.4a., BiAMNOBiganbHOT 3a 3iNCHEHHS
CroBeHisi; bapmakoHarnagy; KOHTakTHol
BUNYCK cepii, ocobu 3 chapmakoHarnsgy
TEeCTyBaHHs: 3asiBHUKA ANSA 34ICHEHHS
CaHnpgos C.P.J1., dapmakoHarnsgy B YkpaiHi,

3a
peuenmom

UA/15619/01/01
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

PymyHis

KO BOHa BigMiHHa Big
YNOBHOBaXeHOi ocobu,
BiANOBiganNbHOI 3a 3AiINCHEHHS
capmakoHarnsgy (Bknoyaum
KOHTaKTHi AaHi) Ta/abo 3miHn y
pO3MiLLieHHI macTep-anna
cucTemn hapMakoHarnagy) -
3MiHa ynoBHOBaXeHoi ocobu
3asBHuMKa, BignosiganbHoi 3a
chapmakoHarnsag,.
[Litova pepakuis: Oasig [koH
Jlesic / David John Lewis,
B.Sc (Hons), Ph.D.
MponoHoBaHa pepakuis: Kotal
Mohamed Ali / Kotan
Moxamen Ani. 3miHa
KOHTaKTHUX JaHUX
YNOBHOBAXEHOI 0cobu,
BiAMNOBIgaNbHOI 3a 34INCHEHHS
capmakoHarnsgy. 3MiHa
KOHTaKTHOI 0cObU 3asiBHMKA,
BiANOBigaNbHOI 3a 34INCHEHHS
tbapmakoHarnagy B YkpaiHi.
Hitoua pepakuis: Opros
B’sauecnas BiktopoBuy /
Viacheslav Orlov, M.D.
[MponoHoBaHa pepakuis:
TaHacoBa 3opsiHa
MukonaiBHa / Tanasova
Zoriana. 3MiHa KOHTaKTHUX
[aHUX KOHTaKTHOI ocobun
3asBHMKa, BiANoBiaanbHoI 3a
3[iNCHeHHs dhapmakoHarnagy
B YKpaiHi. 3miHa Micus
3[iNCHEHHSI OCHOBHOI
DisiNbHOCTI 3
dapmakoHarnsagy. 3miHa
MicLLe3HaxoXeHHsI MacTep-
chanina cuctemm
cbapmakoHarnsgy Ta noro
Homepa.

59.

BEKTUBIKC

Panitumu
mab

naHiTymym
ab

LO1FEO
2

KOHLEHTpaT Ans
PO34MHy Ans
iHcpy3in, 20 mr/mm;
no 5 mn y cnakoHi;
no 1 pnakoHy B
KapTOHHI kopobui

AmMOKeH
€spona b.B.

HinepnaH
an

MapkyBaHHs,
BTOPUHHE
nakyBaHHsi Ta
BUWMNYCK Cepil:
AmvpxeH €spona
B.B.,
Hinepnanau;
Bupo6HuuTBO,

Higepna
Howu/
CLUA

BHECEHHS 3MiH [0
peecTpaLiiHNX AOKYMEHTIB:
3miHu Il Tuny - 3MiHn Wwopo

6e3nekn/edeKkTUBHOCTI Ta
dapmakoHarnsgy. 3miHu y
KOPOTKIiN XapaKkTepucTuui
nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTpyKUii Ans

3a
peuernmom

He
nion
seae

UA/10806/01/01
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep

peecmpauiliHo

20
noceio4yeHHs1

nepBUHHE
nakyBaHHS:
AmpoxeH
MaHydakTypiHr
Nimiten NNC,
CWA

MeONYHOro 3aCTOCyBaHHS y
3B’A3KY i3 HOBMMM JaHUMU 3
SAKOCTI, AOKNIHIMHUMN],
KMiHIYHUMK gaHuMK Ta
OaHumu 3 chapmakoHarnsgy -
3MiHN BHECEHO B iHCTPYKLItO
O MeQUYHOro 3acToCyBaHHS
nikapcbkoro 3acoby no
po3ainy "Mob6iyHi peakuii”
BiANOBIQHO OO MaTepianis
peecTpauiniHoro 4ocbe LWoao
4acTOTU peakLii, NOB’A3aHKX 3
iHdy3i€tl0, a TaKoXX BHECEHO
penakuinHi npaekv 4o po3ginis
"®apmakonoriyHi BnacTmBocTi"
(nigpo3gain
"®dapmakokiHeTuka"),
"Ocob6nuBocTi 3acTocyBaHHS",
"MepenosyBaHHsa" Ta gogaHo
iHcbopMmavuito 4o posainy
"Mo6iuHi peakuii” wono
noBigoOMIEHb NPO Mig03poBaHi
nobiyHi peakuii. BBeaeHHs
3MiH NpOTSArom 6-Tn MicsiiB
nicns 3aTBEpAXKEHHS!

60.

BEPTUHEKC
®

Prochlorpe
razine

npoxrnopn
epasuHy
maneat

TabneTku no 5 mr; in
bulk: Ne 12600
(10x1260) no 10
TabneTok y 6nictepi;
no 1260 6nictepis y
KapTOHHiI kopobui

TOB
"MEOPAP
MnaTa"

YkpaiHa

KYCYM
XEJTTXKEP MNMBT
nTa

IHAis

BHECEHHS 3MiH A0
peecTpaLiiHNX AOKYMEHTIB:
3miHu | TNy - 3MiHKM 3 AKOCTI.
[oToBWMI Nikapcbkui 3acib.
Cucrema
KOHTeWHep/3aKynoptoBanbHuUimn
3aci6. 3MiHa po3mipy ynakoBku
roTOBOro nikapcbKoro 3acoby
(iHwWi 3miHN) - PeecTpauis
[0AaTKOBOI YNaKoBKK Y hopMmi
in bulk y 3B'A3ky 3
BMPOGHMYOK HEOBXIAHICTHO

UA/21210/01/01

61.

BEPTUHEKC
®

Prochlorpe
razine

npoxmnopn
epasuHy
manear

NO5ABO
4

TabneTku no 5 wr;
no 10 Tabnetok y
6nicTepi; no 1
6nictepy B
KapTOHHIN ynakoBLi;
no 10 TabneTok y
6nicTepi; no 1
6nictepy B
KapTOHHIN ynakoBLi;
no 10 kKapTOHHUX
yNaKkoBOK Y
KapTOHHI kopobui

TOB
"rMEOPAP
M naTo"

YkpaiHa

KYCYM
XENTXKEP NBT
nTo

IHAisA

BHECEHHS! 3MiH A0
peecTpaLiiHNX AOKYMEHTIB:
3miHu | TMny - 3MiHK 3 sIKOCTi.
[oToBWI Nikapcbkui 3acib.
Cucrtema
KOHTEeWHep/3aKkynoptoBanbHuUim
3aci6. 3MiHa po3mipy ynakoBku
roTOBOrO nikapcbKoro 3acoby
(iHwWi 3miHK) - PeecTpauis
[04aTKOBOI YNakoBKW Y hopmi
in bulk y 3B'A3ky 3
BUPOGHMYOK HEOBXIAHICTHO.

3a
peuernmom

UA/13352/01/01
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

pedoeuHu

Haszea
diroyoi

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

3MiHn | TMNy - 3MiHM 3 SIKOCTI.
[oToBMI Nnikapcbkuii 3acib.
KoHTponb rotosoro
nikapcbkoro 3acoby (iHwi
3MiHK) - MNepeknag MKA 3
POCINCBbKOI MOBM Ha
yKpaiHCbKy MOBY Ans
npuBeAEHHS Y BiANOBIAHICTb i3
BMMOramMv YMHHOI peaakuii
Hakasy MOS3 YkpaiHu Ne 426
Bifg 26.08.2005. 3miHu | Tuny -
3MmiHn 3 akocTi. [oToBMN
nikapcbkuii 3aci6. KoHTpornb
roTOBOrO fMikapCbKoro 3acoby.
3miHa y meTogax
BUNpPoByBaHHsi FOTOBOrO
nikapcbkoro 3acofby (HesHa4Ha
3MiHa Y 3aTBEPAKEHNX
MeTo4ax BUNpoOyBaHHS) -
3MiHa BHOCUTbLCA 40 MeToAiB
KOHTpOI0, po3ainy
"lgeHTudpikauis”. A came:
BiJKOPUroBaHO MeTOANKY
BM3HAYEHHS NMOKa3HMKa 3a
gonomoroto |4 cnektpomeTpil

62.

BIHMOLIETU
H-®APMAK

Vinpocetin
e

BiHMOLETH
H

NO6BX1
8

KOHLieHTpaT Ans
PO34MHy Ans
iHdysin 0,5 %, no 2
mn B amnyni; no 10
amnyn B nayui 3
KapTOHy; Mo 2 Mn B
amnyni; no 5 amnyn
y bnictepi; no 2
6nictepu B nayui 3
KapToHY

AT
"®apmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH 40
peecTpaLiiHNX AOKYMEHTIB:
3miHu | TNy - 3MiHKM 3 AKOCTI.
CeptudikaT BignosigHocTi/l'E-
cepTudikaT BiANOBIAHOCTI
€BponeWcbkin
dapmakonei/MmoHorpadii.
3MiHK, NoB'A3aHi 3
HeobXiaHICTIO NpuBEAEHHSs Y
BiANOBIAHICTb A0 MOHorpadii
oY abo €Bponencbkoi
dapmakonei, abo iHLwoi
HauioHanbHoi hapmakonei
nepxasu €C (iHLWi 3MiHK).
MpuBeaeHHs cneundikaii
OornomikHOI peyoBuHM "Boga
ons iH'ekuin” y BignosigHicTb
[10 BUMOT OHOBIEHOI
MoHorpadii €.

3a
peuenmom

UA/0507/01/01

63.

BITAKCOH®

Vitamin B1
in
combinatio
n with

vitamin B6

TiamiHy
rigpoxnop
na,
nipmupokecn

HY

A11DB

PO34MH Onst iH'ekuin;
no 2 mn B amnyni;
no 5 amnyny
6nictepi; no 1 abo 2

Gnictepu B nayui; no

AT
"®papmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH [0
peecTpaLiiHNX JOKYMEHTIB:
3miHu | TUny - 3MiHKM 3 sIKOCTI.
CepTudikat BignosigHocTi/lE-

cepTudikat BigNOBIAHOCTI

3a
peuernmom

UA/10507/01/01




68

[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

and/or
vitamin
B12

riapoxnop
ma,
LiaHokoba
namiH

2 mn B amnyni; no 5
abo no 10 amnyny
navui 3 KapToHy 3
rocppoBaHoto
BKI1aAKOO

€Bponewnchkin
capmakonei/moHorpadii.
MopaHHsA HoBoro abo
OHOBJEHOro cepTudpikata
BiNOBIgHOCTI 260 BUNYYEHHS
cepTudikaTta BignoBiAHOCTI
€Bponeickki hapmakonei:
ans A®l; onsa BuxigHoro
maTtepiany/peareHTy/NpoMiKHO
ro NpoaykKTy, Lo
BUKOPWCTOBYIOTbCS Y
BUpobHMUTBI A®Il; ona
[OMNOMIDKHOT pe40BMHN
(ceptudcbikat BignosigHoCTI
€sponewicbkin dapmakonei) -
OHoBReHuI cepTudikaT Big,
yXe 3aTBepaKeHOro
BUPOOHMKaA - MOgaHHSA
OHOBIEHOro cepTudpikata
BiNOBIgHOCTI €Bponenchkin
dapmakonei Ne CEP 2013-
165-Rev 01 (3aTBEpAXKEHO:
R1-CEP 2013-165-Rev 00)
0N Oilo4oi peyoBUHU
Pyridoxine hydrochloride Big
BXE 3aTBEpOXEHOrO
BMpOGHMKa Jiangxi Tianxin
Pharmaceutical Co., LTD.

64.

BITAMPOCT

eKCTpakT
nepegmixy
poBoi
3anosn
6ukis

G04BX

cynosuTopii
pekTanbHi; no 5
CynosnTopiiB y
KOHTYPHI
YapyHKOBIN
ynakosui; o 2
KOHTYPHi YapyHKOBI
yMakoBKMW y nayui

TOB "®3
"CTALA"

YkpaiHa

TOB "$3
"CTAA"

YkpaiHa

BHECEHHS 3MiH A0
peecTpaLiiHNX JOKYMEHTIB:
3miHu | TMny - 3MiHK 3 sKOCTI.
[oToBWMI Nikapcbkuin 3acib.
3MiHn y BUPOGHMLTBI. 3MiHU Y
npoueci BMpobHuLUTBa
roTOBOrO fiKapCbKoro 3acoby,
BKITHO4AKOUN NPOMIKHUI
NPOAYKT, L0 3aCTOCOBYETHCS
npv BUPOGHMLITBI FOTOBOIO
nikapcbkoro 3acoby (HesHavHa
3MiHa y npoueci
BUPOGHMLUTBA). 3MiHa
TemnepaTtypu 36epiraHHs
NPOMDKHOI NPOAYKLi 3
MOMEHTY 3aKiHYEeHHSI
NPUroTYBaHHS CYMO3UTOPHOI
Macu i 4o 3aBepLUEHHS
po3nuBy, 3 TeMnepaTypu Macu
B NpunomMHomy Haky 3 36 +1
°CHa37+1°C

be3
peuenma

UA/14209/01/01




69 [TponoBkeHHs qoaaTka 3
Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
65. | BOKCUO® Voglibose BOrni6o3 A10BFO | tabnetku no 0,2 wr; TOB YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH A0 3a He UA/13543/01/01
3 no 10 Tabnetok y "TNEQPAP DAPM", YkpaiHa peecTpaLiiHNX 4OKYMEHTIB: peuenmom nion
6nictepi; no 3 abo M naTo" abo TOB 3MiHu | TUny - 3miHu 3 sikocCTi. seae
10 GnictepiB y «MEO®APM [oToBMI Nnikapcbknii 3acib.

KapTOHHIN ynakoBLi

NTO», YkpaiHa

3MiHN y BUpOOHMUTBI. 3amiHa
abo BBeEHHs 4OAaTKOBOI
finbHUUi BUpoBHUUTBa Anst
YacTuHKM abo BCbOro
BMPOBHMYOro npouecy
roTOBOrO fnikapcbKkoro 3acoby
(BinbHUUS, Ha AKiK
npoBOASATbLCHA OyAb-Ki
BUPOGHWMUI cTagii, 3a BUHATKOM
BUMYCKY CEepiln, KOHTPONO
SIKOCTi, NEPBUHHOIO Ta
BTOPWHHOIO NakyBaHHS, Ans
HECTEPUIbHUX MiKapCbKMX
3acobiB) - CynyTHs 3MiHa -
3MiHu 3 skocTi. [oToBMNI
nikapcbkuii 3aci6. 3miHn y
BMPOGHMUTBI. 3amiHa abo
BBeAEeHHs1 4OAAaTKOBOI
finbHUUi BUpobHUUTBa Anst
YacTuHu abo BCbOro
BUPOGHMYOro npouecy
roTOBOrO NikapcbKoro 3acoby
(BinbHUUS 4Ns BTOPUHHOTO
nakyBaHHs1) - 3MiHW 3 SIKOCTi.
[oToBWI Nikapcbkui 3acib.
3MiHM y BUpoBHMUTBI. 3amiHa
abo BBeAeHHSA [0AaTKOBOI
AinbHWUi BUpobHuLTBa Ans
YacTuHu abo BCbOro
BUPOBHMYOro npoLiecy
roTOBOrO NikapcbKoro 3acoby
(BinbHUUS 4Ns NepBUHHOMO
naKkyBaHHs1) - BBEAEHHSA
anbTepHaTUBHOrO BUPOBHUKa
TOB «[MEO®APM», YkpaiHa,
BiANoOBiganbHOro 3a
BMPOGHMUTBO, NEPBUHHE Ta
BTOPWUHHE MaKyBaHHSA
nikapcbkoro 3acoby 3
nosyBaHHsaM 0,3 Mr. 3miHn
BHECEHO B iHCTPYKLito Ans
MEeOUYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby y po3ain
"BupobHuK" y 3B'A3Ky 3
BBEAEHHSIM anbTepHATUBHOIO
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

BMpobHuka TOB
«MEQ®APM», YkpaiHa 3
no3syBaHHAM 0,3 mr. BBegeHHs
3MiH NpOTSArom 6-Tn MicsiLiB
nicnsa 3aTBepAXeHHs. 3MiHu |
Tnny - 3MiHK 3 aKocTi. [oToBMI
nikapcbkuii 3aci6. 3miHn y
BUPOBHMUTBI. 3MiHa
iMnopTepa/aminu, Lo
CTOCYHTbCA BUNYCKY cepii Ta
KOHTPOIIO SIKOCTi FOTOBOIro
nikapcbKkoro 3acoby (3amiHa
abo goaaBaHHS BUPOBHMKa,
Lo BiaNoBigae 3a BBE3EHHS
Ta/abo Bunyck cepii) -
Bkntovatoum
KOHTPOMb/BUNpoBYyBaHHSA cepii
- BBEAEHHS anbTepHaTUBHOIO
BMpobHmka TOB
«MMEOPAPM», YkpaiHa,
BiZNOBIgANbHOro 3a KOHTPOIb
Ta Bunyck cepii M3 3
nosyeaHHAM 0,3 Mr. 3MiHK
BHECEHO B iHCTPYKL0 Ans
MEAMNYHOrO 3aCTOCYBaHHs!
nikapcbkoro 3acoby y po3ain
"BupobHuK" y 3B'A3Ky 3
BBEJEHHSIM anbTePHATUBHOIO
BMpoGHMKa TOB
«MEQGAPM», YkpaiHa 3
nosysaHHAM 0,3 mr. BBegeHHs
3MiH NpOTSArom 6-Tu MicsLiB
nicnsa 3aTBEPAXXEHHS.

66.

BOKCMO®

Voglibose

Borni6os

A10BFO
3

Tabnetku no 0,3 wmr;
no 10 TabneTok y
6nictepi, no 3 abo
10 GnictepiB y
KapTOHHIN ynakoBLi

TOB
"TNEODAP
M NTO"

YkpaiHa

TOB "KYCYM

DPAPM", YkpaiHa

abo

TOB
«TMEO®APM
NTO», YkpaiHa

YkpaiHa

BHECEHHS 3MiH A0
peecTpauinHnx MaTepianis:
3miHu | TMny - 3MiHKM 3 AKOCTI.
[oToBWMI Nikapcbkuin 3acib.
3MiHM y BUpoBHMLUTBI. 3aMiHa
abo BBefeHHS [OAaTKOBOI
AinbHWUi BUpobHULTBa Ans
4YacTWHM abo BCbOro
BUPOBHMYOro npoLiecy
roTOBOro nikapcbKoro 3acoby
(minbHUUSA, Ha KN
npoBoAsTbCHA OyAb-AKi
BUPOGHWYI cTagii, 338 BUHATKOM
BUNYCKY Cepii, KOHTPOIO
SIKOCTi, MEPBMHHOIO Ta
BTOPVHHOIO NakyBaHHs, Ans

3a
peuenmom

He
nion
seae

UA/13543/01/02




71 [TponoBkeHHs noaaTka 3
Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
HeCTepUrbHUX NikapCbKnx

3acobiB) - CynyTHsi 3miHa -
3MiHn 3 gkocTi. [oToBMN
nikapcbkuii 3aci6. 3miHn y
BUPOBHMUTBI. 3amiHa abo
BBEAEHHS JOOATKOBOI
finbHUUi BUpoBHUUTBa Anst
YacTuHM abo BCbOro
BMPOBHMYOro npouecy
roTOBOro fikapcbKoro 3acoby
(BiNbHWUS ANst BTOPUHHOTO
nakyBaHHs1) - 3MiHW 3 SKOCTi.
[oToBMI Nnikapcbknii 3acib.
3MiHN y BUpOOHMUTBI. 3amiHa
abo BBeeHHSA [oAaTKOBOI
finbHUUi BUpobHUUTBa Anst
YacTuHM abo BCbOro
BUPOBHMYOro npoLiecy
roTOBOro NMikapcbKoro 3acoby
(BiNbHMUS ANs NePBUHHOMO
nakyBaHHs1) - BBEAEHHS
anbTepHaTUBHOrO BUpobHUKa
TOB «IMEOPAPM», YkpaiHa,
BiANOBIganNbLHOrO 3a
BMPOGHMLUTBO, NEPBUHHE Ta
BTOPUHHE NaKyBaHHS
nikapcbkoro 3acoby 3
posyBaHHaM 0,3 Mr. 3miHn
BHECEHO B iHCTPYKLUIilo Ans
MEeOUYHOro 3aCTOCYBaHHSs
nikapcbkoro 3acoby y po3ain
"BupobHuK" y 3B'sI3Ky 3
BBEJEHHSIM anbTePHaTUBHOIO
BMpo6HMKa TOB
«MMEO®APM», YkpaiHa 3
no3syBaHHAM 0,3 Mr, sk
HacnigokK - 3aTBEpKEHHS
TEKCTY MapKyBaHHS YNakoBOK
nikapcbKkoro 3acoby.
BBeneHHs 3MiH npoTsirom 6-Tn
MiCsILiB MiCnsi 3aTBEPOXKEHHS.
3miHu | TNy - 3MiHKM 3 AKOCTI.
[oToBWI Nikapcbkui 3acib.
3MiHn y BUpOGHMUTBI. 3MiHa
iMnopTepa/amiHu, Lo
CTOCYIOTbCS BUMYCKY Cepii Ta
KOHTPOTIO SIKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa
abo fogaBaHHS BUpO6BHMKa,
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep

peecmpauiliHo

20
noceio4yeHHs1

LLO BiaNoOBigae 3a BBE3EHHS
Ta/abo Bunyck cepii) -
Bxkntovatoum
KOHTPONb/BUNPOBYyBaHHSA cepii
- BBEEHHS anbTepHaTMBHOIO
BMpobHuKa TOB
«MMEOPAPM», YkpaiHa,
BiANOBIgaNbHOIo 3a KOHTPOIb
Ta Bunyck cepii M3 3
nosyeaHHAM 0,3 Mr. 3MiHK
BHECEHO B iHCTPYKLitO Ans
MEeONYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby y po3ain
"BUPOGHUK" y 3B'A3KY 3
BBEOEHHSIM anbTepHaTUBHOIO
BMpobHmka TOB
«MMEO®APMy», YkpaiHa 3
no3syBaHHAM 0,3 Mr, sk
HacnifgoK - 3aTBEepAXEHHS
TEKCTY MapKyBaHHS1 yNakoBOK
nikapcbKkoro 3acoby.
BBegeHHst 3MiH NpoTSrom 6-tn
MicsaLiB Micnsa 3aTBEpPAXEHHS.

67.

FABAHA®

Pregabalin

nperabani
H

NO2BFO
2

Kancynu no 75 wmr;
10 kancyny
GnicTepi; no 2
onictepu B navui

MAT
"Kuismegnp
enapat"

YkpaiHa

NAT
"KuiBmegnpenap
at", YkpaiHa;
TOB
«MAPIDAPM»,
CrnoBeHis

Ykpaina/
CnoBeHi
a

BHECEHHS 3MiH 10
peecTpaLiiHNX AOKYMEHTIB:
3miHu | TNy - 3MiHKM 3 sKOCTI.
[oToBWI Nikapcbkni 3acib.
CrabinbHicTb. 3MiHa y
TepMiHax npuaaTtHocTi abo
ymoBax 30epiraHHsi roTOBOro
nikapcbkoro 3acoby
(36inbLUEHHS TEPMIHY
nNpYAaTHOCTI FOTOBOTO
nikapcbkoro 3acoby) - Ans
TOProBOi YNakoBKu
(nigTBEPAXYETLCA AaHUMM
peanbHoro Yacy) 36inbLeHHs
TEPMiHy NpuaaTHOCTI
nikapcbkoro 3acoby
no3syBaHHA 50 mr:
3aTtBepokeHo: TepMiH
npugaTHocTi 1 pik
3anponoHoBaHo: TepMiH
npuaaTHOCTI 2 pokW.3MiHn
BHECEHO B iHCTPYKLito Ans
MeANYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain
"TepMiH npuaaTHocTi".
BBegeHHs 3MiH NpoTsArom 6-1u

3a
peuenmom

He
nion
seae

UA/14764/01/01
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

MicsUiB MicNsa 3aTBepAXEHHS.

68.

FABAHA®

Pregabalin

nperabani
H

NO2BFO
2

kancynum no 150 wmr;
10 kancyn'y
6nictepi; no 2
Gnictepu B nayui

MAT
"Kvismegnp
enapar"

Ykpaina

MAT
"KuiBmegnpenap
at",
Ykpaina
TOB
«MAPI®APM»,
CnoBeHis

Ykpaina/
CnoseHi
A

BHECEHHSI 3MiH 0
peecTpaLiiHNX AOKYMEHTIB:
3MiHu | TMNY - 3MiHM 3 SIKOCTI.
[oToBWIN Nikapcbkuit 3aci6.
CrabinbHicTb. 3MiHa y
TepMiHax npuaaTHocTi abo
ymoBax 36epiraHHsi roTOBOro
nikapcbkoro 3acoby
(36inbLUEHHS TepMiHY
npuaaTHOCTi FOTOBOro
nikapcekoro 3acoby) - Ans
TOProBOi YNaKoBKM
(nigTBEPOXYETLCA AaHUMU
peanbHoro 4acy) 36inbLeHHs
TEPMiHy NpUAaTHOCTI
nikapcbkoro 3acoby
no3syBaHHs 50 mr:
3artBepokeHo: TepMiH
npuaatHocTi 1 pik
3anponoHoBaHo: TepMiH
npuaaTHOCTI 2 POKWU.3MiHK
BHECEHO B iHCTPYKLitO Ans
MeAMNYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain
"TepmiH npugaTHocTi".
BBeaeHHs 3MiH npoTsirom 6-T1
MicsiLiB Micnsi 3aTBEPAXKEHHS.

3a
peuenmom

He
nion
seae

UA/14764/01/02

69.

FABAHA®

Pregabalin

nperabani
H

NO2BFO
2

kancynu no 300 wmr;
no 10 kancyn y
GnicTepi; no 2
6nictepu B nayui

NAT
"KviBmegnp
enapat"

YkpaiHa

NAT
"KuiBmegnpenap
ar",
YkpaiHa;
TOB
«MAPIDAPM»,
CnoeeHis

Ykpaina/
CnoBeHi
a

BHECEHHS 3MiH 10
peecTpaLiiHNX AOKYMEHTIB:
3miHu | TNy - 3MiHKM 3 AKOCTI.
[oToBWMI Nikapcbkui 3acib.
CrabinbHicTb. 3miHa y
TepMiHax npugaTtHocTi abo
ymoBax 36epiraHHsi FOTOBOro
nikapcbkoro 3acoby
(36inbLUEHHS TEPMIHY
npuaaTHOCTi roTOBOro
nikapcbkoro 3acoby) - [Ans
TOProBOi YNakoBKu
(nigTBEpPAXYETHCS AaHUMU
peanbHOro yacy) 36inbLeHHs
TEPMiHy NpuaaTHOCTI
nikapcbkoro 3acoby
no3yBaHHsA 50 mr:
3aTtBepakeHo: TepMiH
npuaaTHocTi 1 pik
3anponoHoBaHo: TepMiH
npuaaTHOCTi 2 poku.3MiHK

3a
peuenmom

He
nion
seae

UA/14764/01/03




74

[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

BHECEHO B iHCTPYKLitO Ans
MeONYHOro 3acToCyBaHHs
nikapcbkoro 3acoby y po3ain
"TepMmiH npugaTHoCTi".
BBeneHHs 3miH NpoTsarom 6-tn
MiCSILiB MiCNsi 3aTBEPAXKEHHS.

70.

FABAHA®

Pregabalin

nperabani
H

NO2BFO
2

kancynu no 25 wmr;
no 10 kancyny
GnicTepi, no 2
6nictepu B navui

MAT
"Kuismegnp
enapat”

YkpaiHa

MAT
"Kuismegnpenap
at"

YkpaiHa

BHECEHHS 3MiH 10
peecTpauiiHuX AOKYMEHTIB:
3MmiHn | TMny - 3MiHKM 3 AKOCTI.
[oToBMI Nnikapcbknii 3acib.
CT1abinbHicTb. 3MiHa y
TepMiHax npuaaTHocTi abo
ymMoBax 36epiraHHsi roTOBOro
nikapcbkoro 3acoby
(36inbLUEHHS TEPMiHY
npuaaTHOCTi FOTOBOro
nikapcbkoro 3acoby) - [ns
TOProBOi yNakoBKu
(nigTBEPOXYETLCA AaHUMU
peanbHoro Yacy) 36inbLeHHs
TEepMiHy NpUAATHOCTI
nikapcbkoro 3acoby
noaysaHHsa 50 mr:
3aTtBepakeHo: TepMiH
npuaaTHocTi 1 pik
3anponoHoBaHo: TepMiH
npuaaTHOCTI 2 pokW.3MiHn
BHECEHO B iHCTPYKLUilo Ans
MEAMNYHOrO 3aCTOCYBaHHs!
nikapcbkoro 3acoby y po3ain
"TepmiH npugaTHocTi".
BBeneHHs 3MiH npoTArom 6-tu
MiCSILiB Micnsi 3aTBEPAXKEHHS.

3a
peuenmom

He
nion
seae

UA/14764/01/05

71.

FABAHA®

Pregabalin

nperabani
H

NO2BFO
2

kancynu no 50 wmr,
no 10 kancyny
6nictepi; no 2
6nictepu B nayui

MAT
"Kuismegnp
enapat”

YkpaiHa

NAT
"KuiBmegnpenap
at"

YkpaiHa

BHECEHHS 3MiH A0
peecTpauinHnx MaTtepianis:
3miHu | TMny - 3MiHKM 3 AKOCTI.
[oToBWMI Nikapcbkui 3acib.
CrabinbHicTb. 3MiHa y
TepMiHax npuaaTtHocTi abo
ymoBax 36epiraHHsi FOTOBOro
nikapcbkoro 3acoby
(36inbLUEHHS TEPMiHY
npuaaTHOCTi roTOBOro
nikapcbkoro 3acoby) - Ons
TOProBOi yNaKkoBKu
(nigTBEpPAXYETHCS AaHUMU
peanbHoro Yacy) 36inbLIeHHs
TepMiHy NpUAATHOCTI
nikapcbkoro 3acoby

3a
peuenmom

He
nion
seae

UA/14764/01/04




Ne

Haszea

75

[TponoBkeHHs noaaTka 3

n/n

JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky

(nikapcbka ¢ghopma,

ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep

peecmpauiliHo
20

noceio4yeHHs1

72.

FAHATOH®

no3syBaHHs 50 mr:
3artBepokeHo: TepMiH
npuaaTHocTi 1 pik
3anponoHoBaHo: TepMiH
nNpUaaTHOCTI 2 POKW.3MiHK
BHECEHO B iHCTPYKLUIit0 Ans
MeAMNYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain
"TepMiH npuaaTtHocTi".
BBegeHHs 3MiH NpoTsrom 6-tn
MicsLiB Micnsa 3aTBEPAXEHHS.

Itopride

iTonpuay
riapoxnop
na

AO3FAO0
7

TabneTkn, BKpUTI
NniBKkOBOIO
obornoHkoto, no 50
mr; no 10 TabneTok
y GnicTepi; no 4
Gnictepu B
KapTOHHIN kopobui

AB6OTT
JlabopaTopis
MM6X

HimeyuuH
a

Katsusima
dapmachbtoTikan
3 K.K., Katanama

MnanTt

AnoHis

BHECEHHS 3MiH 0
peecTpauiiHiX AOKYMEHTIB:
3MiHu | TMNY - 3MiHM 3 SKOCTI.
[oToBWI Nikapcbkni 3acib.
3MiHM y BUpOOHMUTBI. 3MiHa
iMmnopTtepa/amiHu, Wwo
CTOCYIOTbCS BUMYCKY Cepii Ta
KOHTPOIIO SIKOCTi FOTOBOrO
nikapcbkoro 3acoby (3amiHa
abo fopaBaHHS BUPOOHMKA,
Lo BiaNoBigae 3a BBE3EHHS
Ta/abo Bunyck cepii) - He
BKITHOYaK04M
KOHTpOnb/BUNpobyBaHHst cepil
- opaBaHHs iMnopTepa
Jlikapcbkoro 3acoby:
ToBapuCTBO 3 OOMEXEHOI0
BignosiganbHicTio "BaM"
(49040, AnTeunni cknag Ne1
"PL-Manikaxn" m. Hinpo, Byn.
MaHikaxu, 2, YkpaiHa). 3MiHu |
Tuny - 3MiHM 3 sKkocTi. [oToBMI
nikapcbkuii 3aci6. 3miHn y
BMPOGHMUTBI. 3MiHa
iMnopTepa/3amiHu, Lo
CTOCYIOTbCS BUMYCKY cepil Ta
KOHTPOTIO SIKOCTi FOTOBOrO
nikapcbKkoro 3acoby (3amiHa
abo foaaBaHHs BUPOGHMKa,
Lo BiaNoOBigae 3a BBE3EHHS
Ta/abo Bunyck cepii) - He
BKI04AK0O4N
KOHTpOnb/BUNPoByBaHHst cepil
- opaBaHHs imMnopTepa
Jlikapcbkoro 3acoby:
ToBapuCTBO 3 OOMEXEHOI0
BianosiganbHicTo "BeHTa.

NTA" (AnTevnni cknag Ne1i

3a
peuenmom

UA/12614/01/01




76 [TponoBkeHHs qoaaTka 3
Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
52000, HinponeTpoBCcbka
06n., [JHiNponeTpoBCLKMI p-H,
c/papga Yymakiscbka,
KoMnnekc byaisens Ta
cnopya, YkpaiHa). 3miHu |
Tnny - 3MiHK 3 aKocTi. [oToBMI
nikapcbkuii 3aci6. 3miHn y
BUPOBHMUTBI. 3MiHa
iMnopTepa/aminu, Lo
CTOCYHTbCA BUNYCKY cepii Ta
KOHTPOIIO SIKOCTi FOTOBOrO
nikapcbKkoro 3acoby (3amiHa
abo goaaBaHHS BUPOBHMKa,
Lo BiaNoBigae 3a BBE3EHHS
Ta/abo Bunyck cepii) - He
BKIO4AOUN
KOHTPOMb/BUNpoBYyBaHHSA cepii
- DopaBaHHs imnopTepa
Jlikapcbkoro 3acoby: CninbHe
YKpaiHCbKe-eCTOHCbKe
nignpuemMcTBo y hopmi
TOBapuCTBa 3 0bMexeHo
BignosigansHicTo "OnTima-
®apm, NNTA" (AnTeuHuin cknag
Ne 10 Bposapcbkun 07437,
KuiBcbka obnactb, M.
Bposapwu, Byn. Onera
OnikieHka, 129A, YkpaiHa).
73. | TEMATE® N Von dakTop B02BDO | nopoluok Ta LICIN BepiHr | HimevynH BTOPUHHE Himeuun BHECEHHS 3MiH 10 3a UA/20401/01/03
Willebrand | koarynsuii 6 PO3YMHHUK ANS mbX a nakyBaHHs, Ha peecTpaLiiHNX JOKYMEHTIB: peuenmom
factor and KpOBi NpUroTyBaHHS BUNYCK cepii; A®I. KoHtponb A®I. 3miHa y
coagulatio | noguHu pO34uHy ans BUPOGHMLUTBO napametpax cneuudikawin
n factor VI (FVII, iH ekuin abo iHdysin PO3YMHHUKA: Ta/abo onyCTMMUX MeX,
VIl in dakTop no 1000 MO/2400 LICI BepinHr BMU3HaYeHMX y cneuudikauisx
combinatio | ¢oH MO y cpnakoHi, B mbéX, Ha A®l, abo
n BinnebpaH KOMMMEKTi 3 Himeyuunha; BVIXiAHUIA/MPOMIKHUI
na PO34YMHHMKOM (BOAA BUPOGHMLUTBO npoayKT/peareHT, Lo
TNI0ANHN Ans iH ekuin) no 15 roToBoOI BUKOPUCTOBYIOTbCS Y NpoLeci
(VWF) MmNy donakoHi Ta 1 nikapcbkoi BUpOo6HMLTBa ADI (iHLLi 3MiHW)
NPUCTPOEM Ansi dopmu, - 3MiHM go cneuudpikadii Ha
AofaBaHHst nepBUHHE [OOMOMiXXHY PEYOBUHY-
PO3YMHHYKKA 3 nakyBaHHS, ligpokeuna antominito (Al(OH)3)
BOynoBaHUM KOHTPOb SIKOCTI: 15 r/n, Wo BUKOPUCTOBYETLCSI
dpinbTpom 15 MKM LICI BepiHr sk afcopbeHT B npoLeci
("Mix-2Vial™ 20/20") 'm6X, OYMLLEHHS NNasmu, a came:
Ta 1 KapTOHHO HimeuunHa BUINYYEHHSI TECTYBaHHS Ha

KOpoGkoto 3
KOMMNIIEKTOM Ansi
BHYTPILUHEOBEHHOTO

HasiBHICTb KOHCEPBaHTY-
HaTpito TimepdoHaTy,
BUIYYeHO iHpopmalito Lwogo
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[TponoBkeHHs noaaTka 3

Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
BBEAEHHSA eTaniB OYNLLEHHS, @ TaKoX
npenaparty (1 iHdbopmalito Wwono
0[HOPAa30BuN nocTavanbHUKIB PEYOBUHMW.
wnpwy, 1 ronka-
MeTenvk, 2
AesiHdiKytoui
CepBeTKM B
iHaMBIAyanbHUX
repMeTUYHNX
ynakoBkax Ta 1
HecTepunbHUn
nenkonnactup) B
KapTOHHiIN kopobui
74. | TEMATE® N Von dakTop B02BDO | nopoLuok Ta LICI Bepinr HimeuumH BTOPUHHE Himeuun BHECEHHS 3MiH 4O 3a UA/20401/01/01
Willebrand | koarynsuii 6 PO3YMHHUK ANS mbX a nakyBaHHs, Ha peecTpaLiiHNX AOKYMEHTIB: peuenmom
factor and KpOBi NPUroTyBaHHs BUNYCK cepii; 3MiHn | TMNY - 3MiHM 3 SIKOCTI.
coagulatio | nroguHK PO34MHy ans BUPOBHMLTBO A®I. KoHTpornb AdI. 3miHa y
n factor VI (FVIN), iH ekuin abo iHdy3in PO3YNHHMKA: napameTpax cneuudikauin
VIl in dakTop no 250 MO/600 MO LICIN BepiHr Ta/abo gonyCTUMUX MeX,
combinatio | ¢oH y cbnakoHi, B 'M6X, BU3HAYeHMX y cneuundikawisix
n BinnebpaH KOMMMEKTi 3 Hime4yumha; Ha A®l, abo
na PO34MHHMKOM (BOAA BUPOBHMLTBO BUXiOHWUIA/MPOMIDKHUI
NOANHN ONs iH ekuin) no 5 roToBOI npoaykT/peareHT, LWo
(VWF) MmN y donakoHi Ta 1 nikapcbkoil BMKOPWCTOBYIOTBCS Y NMPOLIECI
NpUCTPOEM Ans hopmu, BUpoGHMLTBa ADI (iHLWi 3MiHWK)
[oaaBaHHsA nepBuHHe - 3miHu go cneumdikauii Ha
PO34MHHYMKa 3 nakyBaHHsi, [OMOMiXXHY PEYOBUWHY-
BOynoBaHUM KOHTPOMb SIKOCTi: ligpokcug antominito (Al(OH)3)
dinbTpom 15 MKM LICI BepinHr 15 r/n, Wo BMKOPUCTOBYETLCS
("Mix-2Vial™ 20/20") mbX, Ak aacopbeHT B npoueci
Ta 1 KapTOHHO HimeuumHa OYMLLEHHS NNa3Mu, a came:
KOpoGkoto 3 BUINYYEHHSI TECTYBaHHS Ha
KOMMNIIEKTOM Ansi HasIBHICTb KOHCEPBaHTY-
BHYTPILLUHbOBEHHOIO HaTpito TimepdoHaTy,
BBEOEHHS BUyYeHo iHpopmaLito LWoao
npenapary (1 eTaniB OYNLLEHHS, @ TaKoX
ofHopasoBui iHdbopmaLito Wwoao
wnpwud, 1 ronka- noctavanbHUKIB PEYOBUHW.
MeTenuk, 2
AesiHdiKyoYi
CepBETKM B
iHOVBIOyanbHMX
repMeTUYHUX
ynakoBkax Ta 1
HeCcTepunbHUA
nenkonnacTup) B
KapTOHHI kopobui
75. | TEMATE® N Von dakTop B02BDO | nopoLuok Ta LICIT BepiHr HimeuumH BTOPUHHE Himeuun BHECEHHS 3MiH [0 3a UA/20401/01/02
Willebrand | koarynsauii 6 PO3YMHHWK ANst m6X a nakyBaHHS, Ha peecTpaLiiHNX JOKYMEHTIB: peuenmom




78 [TponoBkeHHs qoaaTka 3
Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
factor and KpOBi NPUroTyBaHHS BUNYCK cepii; 3MiHn | TMNy - 3MiHM 3 SIKOCTI.
coagulatio | nroguHu PO34MHy ans BUPOBHMLTBO A®I. KoHTponb A®I. 3miHa y
n factor VI (FVIN), iH ek abo iHdy3in PO34YNHHMKA: napameTpax cneuudikauin
VIl in cakTop no 500 MO/1200 LICIN BepiHr Ta/abo gonyCTUMUX MeX,
combinatio | ¢oH MO y cnakoHi, B 'M6X, BU3HAYEHMX Yy cneuundikawisix
n Binne6paH KOMMMEKTi 3 Himeuumnha; Ha A®I, abo
na PO34YMHHMKOM (BOAA BUPOBHMLTBO BUXiOHWUIA/MPOMIDKHWI
NHOAVHN ans iH’ekuin) no 10 roToBOI npoaykT/peareHT, LWo
(VWF) MmNy donakoHi Ta 1 nikapcbkoil BVKOPVCTOBYOTBCS Y MPOLIECI
NPUCTPOEM Ansi copmu, BUpobHMLTBa ADI (iHWi 3MiHK)
[opaBaHHsA nepBuUHHE - 3MiHM go cneuudikauii Ha
PO34MHHYMKa 3 nakyBaHHsi, [OMOMiXHY PEYOBUWHY-
BOygoBaHUM KOHTPOJb SIKOCTI: Figpokeuna antomiito (Al(OH)3)
dinbTPoM 15 MKM LICIN BepiHr 15 r/n, WO BUKOPUCTOBYETLCSH
("Mix-2Vial™ 20/20") mbéX, Ak aacopbeHT B npoueci
Ta 1 KapTOHHO HimeuumHa OYMLLEHHS NNa3mu, a came:
KOpoGkoto 3 BUIYYEHHSI TECTYBaHHS Ha
KOMMNIIeKTOM Ansi HasIBHICTb KOHCEPBaHTY-
BHYTPILLUHLOBEHHOIO HaTpito TimepdoHaTy,
BBEOEHHS BUNYYEHO iHopMaUito Wwoao
npenapary (1 eTaniB OYNLLEHHS, a TaKoX
OAHOpPa30BUN iHdopmauito wono
wnpwud, 1 ronka- nocTayanbHUKIB PEYOBUHMW.
MeTenuk, 2
AesiHdiKyoYi
CepBETKM B
iHOVBIOyanbHMX
repmMeTUYHNX
ynakoBkax Ta 1
HeCTepunbHUiA
nenkonnacTup) B
KapTOHHIN kopobui
76. | TEMATE® N Von dakTop B02BDO | nopoLuok Ta LICIT BepiHr HimeuumnH BTOPUHHE Himeuun BHECEHHS 3MiH J0 3a UA/20401/01/01
Willebrand | koarynsuii 6 PO3YMHHKK AN MM6X a nakyBaHHs, Ha peecTpauiiHUX JOKYMEHTIB: peuenmom
factor and KpOBi NpUroTyBaHHS BUNYCK cepii; 3miHu | TMny - 3MiHK 3 sKOCTI.
coagulatio | nogunHn po34nHy Ans BMPOGHMLTBO CeprtudikaT BignosigHocTi/l'E-
n factor VI (FVIN), iH ekuin abo iHdy3in PO3YMHHUKA: cepTudikat BiANOBIAHOCTI
VIl in dakTop no 250 MO/600 MO; LICI BepiHr €BponeWcbkin
combinatio | doH no 1 dnakoHy y mbX, dapmakonei/moHorpadii.
n Binne6paH KoMnnekTi 3 1 HimeuuunHa; 3MiHK, noB'aA3aHi 3
na (hnakoHoM 3 BUPOGHMLTBO HeobXiaHICTIO NpUBEAEHHs Y
TOANHN PO34YMHHMKOM (BOAA roToBOI Bi4NOBIHICTb 4O MOHorpadii
(VWF) Ans iH’ekuin) no 5 nikapcbkoi OdY abo €sponericbkoi
My donakoHi Ta 1 dopmu, dapmakonei, abo iHLwoi
NPUCTPOEM Ansi nepBuHHe HaujioHanbHoi dhapmakonei
AofaBaHHst nakyBaHHs, aepxasu €C (iHWi 3miHK). Y
PO34YMHHIKKA 3 KOHTPOMb SIKOCTi: 3B'sI3Ky 3 OHOBIIEHHSAM
BOyaOBaHUM LICIN BepiHr MoHorpadgii EP 0169 - Boga
dinbTpom 15 MKM 'mb6X, Ans iH'ekuin, 6ynu BunyyeHi




79 [TponoBkeHHs qoaaTka 3
Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
(«Mix-2Vialtm HimeuyunHa HaCTYMHi NOKa3HWKN:
20/20») Ta 1 «KuncnoTHicTb abo nyxHicTb»,
KapTOHHO «Xnopuan», «Hitpatuy,
yNakoBKOHO 3 «CynbcaTtn», «AMOHINY,
Habopom ans «Kanbuin Ta marHiny
BHYTPILLHbOBEHHOIO
BBeaeHHs (1
OAHOpa3oBUN
wnpw, 1 ronka-
MeTenuk, 2
OesiHdikytovi
cepBeTku B
iHaMBIgyanbHNX
repmMeTUYHNX
ynakoskax Ta 1
HecTepunbHUn
nevikonnactump) y
KapTOHHIN kopobui
77. | TEMATE® N Von dakTop B02BDO | nopoLuok Ta LICI Bepinr HimeuumH BTOPUHHE Himevun BHECEHHS 3MiH 4O 3a UA/20401/01/02
Willebrand | koarynsuii 6 PO3YMHHUK ANs m6X a nakyBaHHs, Ha peecTpaLiiHNX JOKYMEHTIB: peuenmom
factor and KpOBi NPUroTyBaHHSA BWMNYCK Cepil; 3miHu | TNy - 3MiHKM 3 AKOCTI.
coagulatio | nroguHn PO34MHy ans BUPOBHMLTBO CepTudikat BignosigHocTi/l'E-
n factor VI (FVI), iH ekLin abo iHdysin PO34YMHHMKA: cepTudikat BignoBigHOCTI
VIl in dakTop no 500 MO/1200 LICIT BepiHr €Bponewncbkin
combinatio | ¢oH MO; no 1 cpnakoHy y mb6X, dapmakonei/MmoHorpadii.
n BinnebpaH KomMnnekTi 3 1 Himeuumnna; 3MiHK, NoB'si3aHi 3
na hbnakoHoMm 3 BMPOGHMLTBO HeobXiaHICTIO NpuBeaeHHs Y
NOANHN PO34YMHHMKOM (BOAA roToBoOI BiANOBIAHICTb A0 MOHorpadii
(VWF) Aans iH’ekuin) no 10 nikapcbkoi OdY abo €sponericbkoi
MmN y donakoHi Ta 1 dopmu, dapmakonei, abo iHLwoi
NPUCTPOEM Ansi nepBuHHe HauioHanbHoi hapmakonei
AofaBaHHst nakyBaHHs, aepxasu €C (iHwWi 3miHK). Y
PO34MHHYMKa 3 KOHTPOSb SIKOCTi: 3B'A3KYy 3 OHOBMEHHAM
BOynoBaHUM LICI BepinHr MoHorpadii EP 0169 - Boga
dinbTpom 15 MKM mbéX, Ans iH'ekuin, 6ynu BunyyeHi
(«Mix-2Vialtm HimeyumHa HaCTYMHI MOKa3HUKMN:

20/20») Ta 1
KapTOHHO
YMNaKoBKOIO 3
Habopom Ans
BHYTPILLHbOBEHHOIO
BBefeHHS (1
ogHopasoBui
wnpw, 1 ronka-
MEeTenuk, 2
AesiHdiKyodi
CepBETKM B
iHOVBIOyanbHMX
repMeTUYHUX

«KuncnoTHicTb abo nyxHicTb»,
«Xnopuam», «Hitpatuy,
«Cynbdatny, «KAMOHIN»,

«Kanbuin Ta marHiny»
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[TponoBkeHHs noaaTka 3

Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
ynakoBkax Ta 1
HecTepunbHUn
nenkonnactup) y
KapTOHHiI kopobLi
78. | TEMATE® N Von dakTop B02BDO | nopoLuok Ta LICIT BepiHr HimeuumnH BTOPUHHE Himeuun BHECEHHS 3MiH OO0 3a UA/20401/01/03
Willebrand | koarynsuii 6 PO3YMHHUK ANS MM6X a nakyBaHHs, Ha peecTpaLiiHNX AOKYMEHTIB: peuernmom
factor and KpOBi NPUroTyBaHHS BUNYCK cepii; 3MiHu | TMNY - 3MiHM 3 SIKOCTi.
coagulatio | nroguHn PO34MHy ans BUPOGHMLTBO CepTudikat BignosigHocTi/lE-
n factor VI (FVIN), iH ek abo iHdy3in PO3YNHHMKA: cepTudikaT BiANOBIAHOCTI
VIl in dakTop no 1000 MO/2400 LICIN BepiHr €Bponewncbkin
combinatio | ¢oH MO; no 1 conakoHy y 'M6X, capmakonei/moHorpadii.
n BinnebpaH KOMMMeKTi 3 1 Hime4yumha; 3MiHK, NoB'sA3aHi 3
na hbnakoHoMm 3 BUPOGHMLTBO HeoOXiaHICTIO NpuBEAeHHS Y
NOANHN PO34YMHHMKOM (BOAA roToBOI BiANOBIOHICTb 4O MOHOrpadii
(VWF) Ans iH’ekuin) no 15 nikapcbkoil [dY abo €sponericbkoi
My cpnakoni Ta 1 copmu, capmakonei, abo iHWoi
NPUCTPOEM ANs nepBuUHHE HauioHanbHoI hapmakonei
Ao[aBaHHsA nakyBaHHs, aepxasu €C (iHwi 3miHn). Y
PO34YMHHKKA 3 KOHTPOMb SIKOCTI: 3B'sI3Ky 3 OHOBIIEHHSAM
BOyOoBaHUM LICIN BepiHr MoHorpadii EP 0169 - Boga
dinbTpoM 15 MKM mbéX, Ans iH'ekuin, 6ynu BunyyeHi
(«Mix-2Vialtm Himeyumna HACTYMHi NOKa3HWUKM:
20/20») Ta 1 «KncnoTHicTe abo nyXHiCTb»,
KapTOHHO «Xnopuawny», «Hitpatuy,
yrnakoBKoI 3 «Cynbdatn», «KAMOHIN»,
Habopom ans «Kanbuin Ta marHiny
BHYTPILLHEOBEHHOIO
BBeAeHHs (1
ofHopasoBui
wnpw, 1 ronka-
MeTenuk, 2
AesiHdiKyoYi
CepBeTKM B
iHAVBIAyanbHWX
repmMeTUYHNX
ynakoBkax Ta 1
HecTepunbHUN
nenkonnacTup) y
KapTOHHIN kopobui
79. | TENABEHE - TpaBa AO5AX | kancynu TBepai; no TOB "TeBa YkpaiHa Mepkne M'mbX, Himeuun BHECEHHS 3MiH 40 bes UA/2381/01/01
pyTKM 10 kancyny YkpaiHa" HimeuunHa Ha peecTpaLiiHNX AOKYMEHTIB: peuenma
nikapcbkoi 6nictepi; no 3 (BMpPOBHMLTBO 3minu | Tvny - 3miHn wWopao
(Fumaria Gnictepu y kopobui Hepo3dacoBaHo 6e3nekn/edekTMBHOCTI Ta
officinalis); ro NPoaykKTy, hapmakoHarnsgy (iHwi amiHu).
nnogmu [03Bin Ha OHOBEHHSA TEKCTY
po3aTopon BUNYCK cepii); MapKyBaHHS NEPBUHHOI Ta
i Mepkne M'mbX, BTOPUHHOI YNakoBOK
nnsmMmncTol HimeyumHa nikapcbkoro 3acoby. TepmiH

(Silybum

(nepBuHHa Ta

BBEAEHHS 3MiH NpoTsirom 6
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[TponoBkeHHs noaaTka 3

Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
marianum) BTOPWHHA MicAaUiB Nicnsa 3aTBepAXeHHsA
ynakoBka,
KOHTpPOIb
SIKOCTI)
80. | FTENA-MEPL - L-OpHIiTWH- AO5BA rpaHynat, 3 r/5r; no Mepy, Hime4uuH Mpoaykuisi in Hime4vun BHECEHHSI 3MiH 0 bes UA/0039/02/01
L- 5 ry nakerti; no 30 dapmacbioTi a bulk: Knoke Ha/ peecTpauinHUX AOKYMEHTIB: peuenma
acnapTaTt abo 50 abo 100 kanc M6X dapma-Cepsic LLisenina 3MiHu | TMNY - 3MiHM 3 SIKOCTi.
nakeTiB y KapTOHHIl 'M6X, pisi/ [oToBMI Nnikapcbkuii 3acib.
Kopooui HimeuuuHa; JatBia Cucrtema

AciHo ®apma
Al', Weenuapis;
[MepBuHHE Ta
BTOPUHHE
nakyBaHHS,
KOHTPOMb SIKOCTI:
Knoke ®apma-
Cepsic 'mb6X,
HimeuuunHa;
BTopuHHe
nakyBaHHs:
X.EJLIM. I'MBX,
HimeuumnHa;
MNpecTix
MpomoyLH
Bepkaydcdoep
aepyHr &
Bepbecepsic
mb6X,
Himeuumnna;
BUNpobyBaHHS
KOHTpOo
skocTi: BAB
IHCTUTYT orop
lirieHe yHa
KBaniteTcsixepy
Hr Tm6X,
Himeuumnna;
AciHo ®apma
AT, LBsenuapis;
JlabopaTopi o
AHanisic o
Bionomxumkanni
ExTiB
KomnoyHac
JlaTBiaH
IHCTITBIOT O
OpraHik
CiHTesic, llaTBis;
Jla6op JIC CE &

KOHTeWHep/3aKkynopoBanbHUit
3aci6. 3miHa y nepBUHHIN
yMaKkoBLii FOTOBOrO NiKapCbKoro
3acoby (SIKiCHWI Ta KinbKicHWI
cknag) - Teepai nikapcbki
dopmu - 3miHa maTepiany
NepBMHHOI YNakoBKK, a came
donbru ans cawe, 3
Paper/PE/Alu/PE: 50/12/9/30
Um Ha HoBWI maTtepian
PET/ALU/PE 12/12/75 um,
6e3 3miHn po3mipy calue.
BBegeHHst 3MiH NpoTsrom 6-tn
MicaLiB Micnsa 3aTBEPAXEHHS.
3miHu | TMny - 3MiHKM 3 AKOCTI.
[oToBWI Nikapcbkuin 3acib.
CrabinbHicTb. (iHLWi 3MiHK) -
3miHa wopo crabinbHocTi
N3, y 3B'A3Ky 3amiHK
maTtepiany nepBuUHHOI
ynakoBKu. Y 3B'A3Ky 3
nepexonomM Ha HOBUI
matepian cawe, 6yno
BiANOBIQHO OHOBMNEHO AaHi
ctabinbHocTi 13, ski
nigTBEPAKYIOTb NPUNHATHICTD
3anponoOHOBAHOI 3MiHW.
3anponoHoBaHa 3MiHa He
BMMMBaE Ha BCTAHOBIEHUIA
TEepMiH NPUAATHOCTI Ta yMOBU
36epiraHHs J13. BeeaeHHs
3MiH NpOTSArom 6-Tu MicsiLiB
nicns 3aTBepAXKEHHS.
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoe8UHU ynakoeka) uKa yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
Ko. KT,
HimeuumnHa; XBI
dapma cepsicec
mbX,
HimewuunHa; NBA
dapma 'M6X,
HimewumnHa;
EBOHik
OnepenwHc
'M6X — JTabop
MpopakT JlanH
AHaniTikc,
HimeuumnHa;
EBOHik
OnepenwHc
mbX,
HimeuumnHa;
BunpobysaHHs
KOHTPOIO AKOCTi
Ta BUMYCK cepii:
Mepu Papma
'm6X i Ko.
KraA,
HimeyvymHa
81. | FTENA-MEPL L- AO5BA KOHUeHTpaT ans Mepy, HimeuuunH Mpoaykuisi in Himeuyun BHECEHHS 3MiH A0 3a UA/0039/01/01
OpPHITUHY- po34nHy Ans dapmachboTi a bulk, nepBuHHe Ha peecTpauinHnx MaTepianis: peuenmom
L- iHdpysin, 5 r/10 mn; kanc M6X Ta BTOPVHHE 3minm | TNy -
acnapTaTt no 10 mn B amnyni; nakyBaHHS, AJMiHICTpaTUBHI 3MiHW.
no 10 amnyny KOHTPOMb SIKOCTI: BunyyeHHss BUpoGHUYOT
KapTOHHIN kopobui B. BpayH AiNbHULI (BKNOYaoun
MencyHreH AT, AinbHuui Ana A®l, npomikHOro
HimeuunHa; npoaykTty abo rotoBoro
MpecTix nikapcbkoro 3acoby, AinbHuULI
MpomoyLuH ANs NpoBeAeHHs NaKyBaHHS,
Bepkaydcdoep BUPOGHKKa, BiAnoBigansHoOro
aepyHr & 3a BUMYyCK cepili, mMicue
Bepbecepgic NpoBeAEHHS! KOHTPOTO cepii)
M6X, abo nocTavanbHUKa BUXiQHOrO
HimeuuunHa; MaTepiany, peareHTy abo
BunpobyBaHHsi [OOMOMDKHOT PeYOBUHU (SIKLLO
KOHTpOMto 3a3HayeHo y AOChE).

akocTi: b. bpayH
MencyHreH AT,
Hime4uunHa;
Bioxem Jlabop
drop bionorive
YHA Xewmiwe
AHanituk M6X,
HimeuuunHa; idon

BunyyeHHs BUpoGHMYOT
AinbHudi X.E.J.M. TM6X,
HimeyunHa (H.E.L.P. GmbH,
Germany), sika Bignosigae 3a
BTOPWHHE NaKyBaHHS.
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

— lMpisaTec
IHCTUTYT brop
MpogakTkBanite
T 'MBX,
HimeuuunHa;
JlabopaTopi o
AHanisic o
Bionompxukanni
ExTiB
KomnoyHac
JlatBiaH
IHCTITBIOT O
OpraHik
CinTesic, laTBisi;
Jlabop J1C CE &
Ko. KT,
Himeyvuunna; XBI
capma cepsicec
'M6X,
Himeyuunna; NBA
dapma 'M6X,
HimeyumHa;
EBOHiK
OnepenHe
Mm6X — JlTabop
MpogakT JlanH
AHaniTikc,
HimeuuunHa;
EBOHik
OnepenHe
'M6X,
HimeuuunHa;
BunpobyBaHHs
KOHTPOMIO SKOCTi
Ta BUNYyCK cepil:
Mepu Papma
m6X i Ko.
KlraA,
HimeyuymHa

82.

FENA-MEPL

L-OpHITWH-
L-
acnaprtat

AO5BA

rpanynat, 3 r/5r; no
5 ry nakerti; no 30
abo 50 abo 100
nakeTiB y KapTOHHIW
kopooui

Mepui
dapmachboTi
kanc M6X

HimeuvuunH
a

Mpoaykuisi in
bulk, nepBuHHe
Ta BTOPUHHE
nakyBaHHs,

KOHTPOIb SIKOCTI:

Krnoke ®apma-
Cepgic 'M6X,
HimeuuunHa;
BTopuHHe
nakyBaHHs:

Himeyvun
Ha/
Nartsisa

BHECEHHS 3MiH [0
peecTpauiiHnx MaTepianis:
3minu | TNy -
AOMiHICTPaTUBHI 3MiHW.
BunyyeHHsi BUpOGHUYOT
OinbHUUI (BKNOYa4n
AinbHuui ana A®I, npomikHOro
npoaykTty abo rotoBoro
nikapcbkoro 3acoby, AinbHuLi
ANs NpoBeAeHHs NaKyBaHHs,

6e3
peuenma

UA/0039/02/01
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84
Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
MpecTix BUPOGHMKA, BignoBigansHoOro
MpomoyLwH 3a BUMYCK cepin, micue
Bepkaydcdoep NpoBeAEHHS KOHTPOMIO cepii)
aepyHr & abo nocTayanbHVKa BUXIQHOTO
BepGecepsic MaTepiany, peareHTy abo
MBX, [OOMOMDKHOI PEYOBUHM (SIKLLO
HimeyuuHa; 3a3Ha4yeHo Yy JOCLE) -
BunpobyBaHHs Buny4yeHHs BUpOGHMYOT
KOHTPOrto ainbHuui X.EJLIM. TmBX,
SIKOCTI: Himewyumna (H.E.L.P. GmbH,

BAB IHCTUTYT
drop lirieHe yHA
Keanitetcasixepy

Hr F'mM6X,
HimeuunHa
JTabopaTopi o
AHanisic o
Bionomxukanni
ExTiB
KomnoyHac
NatsiaH
IHCTiTEIOT OCh
OpraHik CiHTesic
, Natsis
Ja6op J1C CE &
Ko. KT,
HimeuunHa
XBI chapma
cepsicec M6X,
HimeuunHa
'BA dapma
mbX,
HimeuunHa
EBOHik
OnepenHe
'm6X — J1labop
MpopakT JlanH
AHaniTikc,

HimeuyunHa
EBOHik
OnepenHe
'm6X,
HimeuyunHa

BunpobyBaHHsi

KOHTPOSHO SKOCTI

Ta BUMYCK cepii:

Mepy ®apma
'm6X i Ko.

Germany), sika Bignosigae 3a
BTOPUHHE MaKyBaHHSA.
Y3rogxeHHs iHpbopmalii woao
BigobpaXkeHHs1 BUPOBHMYMX
yHKLi BUpoGHMKa Knoke
dapma-Cepsic M6X,
HimeuunHa. 3aTBepaxeHo:
Mpogaykuis in bulk: Knoke
dapma-Cepsic M6X,
HimeyvuuHa. MNepBrHHE Ta
BTOPUHHE MaKyBaHHS,
KOHTPOIb AKOCTi: Knoke
dapma-Cepsic M6X,
HimewyumHa. 3anponoHoBaHo:
Mpogaykuis in bulk, nepsuHHe
Ta BTOPWHHE NakKyBaHHS,
KOHTpOnb sikocTi: Knoke
dapma-Cepsic MM6X,
HimeyumHa. 3minm | Tuny -
AZMiHICTpaTUBHI 3MiHW.
BunyyeHHss BUpoGHUYOT
OinbHULI (BKNOYaoun
OinbHuui ana A®I, npomibkHOro
npoaykTy abo roToBoro
nikapcbkoro 3acoby, AinbHuLi
ONs NPOBEAEHHS NaKyBaHHS,
BMPOGHVKa, BiANOBiAansHOro
3a BMNYyCK cepin, micue
npoBeAeHHS KOHTPOTIO cepii)
abo nocTayanbHVKa BUXIQHOTO
marepiany, peareHTy abo
OOMOMDKHOT PEYOBUHM (SKLLO
3a3HayeHo y A0CbE) -
BunyyeHHs1 BUpoGHUYOT
OinbHuui AciHo ®apma AT,
LLisenuapis (Acino Pharma
AG, Switzerland), sika
BignoBigae 3a NpoAykLito in

KraA,

bulk. 3MiHu | TUny -
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

HimeyumHa

AOMiHICTpaTMBHI 3MiHW.
Buny4yeHHs BUpOGHMYOT
OinbHUUi (BKMNOYao4n
OinbHuui gna Al npomibkHoro
NpoAyKTy abo roToBoro
nikapcbkoro 3acoby, AinbHuLI
ONs NPOBEAEHHS NaKyBaHHS,
BUPOGHMKA, BignosigansHoOro
3a BMNYyCK cepin, micue
NpoBeAEeHHs1 KOHTPOo cepii)
abo nocTavarnbHMKa BUXigHOrO
mMaTepiany, peareHTy abo
[OMOMIDKHOI PEYOBUHU (SIKLLO
3a3Ha4yeHo Yy JOCbLE) -
BunyyeHHs BMpoGHMYoi
OinbHuui AciHo ®apma AT,
LLeeviuapis (Acino Pharma
AG, Switzerland), sika
BignoBiganbHa 3a
BUNPOBYBaHHS KOHTPOJO
SAKOCTI.

83.

FAOA3ENAM
IC®

1-
(rigpasvHo
KapboHin)-
meTun-7-
H6pom-5-
deHin-1,2-
aurigpo-
3H-1,4-
beHspiase
niH-2-0H

NO5BA

TabneTku
cybniHreanbHi no
0,02r; no 10
TabneTok y 6nictepi;
no 2 6nictepu y
navui 3 KapToHy

ToBapucTeo
3
[0aTKOBOKO
BignoBiganb
HiCTtO
"IHTEPXIM"

YkpaiHa

ToBapucTBo 3
[04aTKOBOK
BignoBiganbHicT
o "IHTEPXIM"

Ykpaina

BHECEHHS 3MiH A0
peecTpauiiHiX AOKYMEHTIB:
YTOUYHEHHS1 HanucaHHA
peecTpauiiHoi npoueaypu B
Hakasi MO3 YkpaiHu Ne 50
BiA 15.01.2026 - 3miHn | TUNy
- 3MiHn woao
6e3nekn/edekTMBHOCTI Ta
apmakoHarnsagy (iHwi 3miHm)
- 3MiHM BHECEHO Y TeKCT
MapKyBaHHS NEPBUHHOI Ta
BTOPWHHOI YNaKoBKM
nikapcbkoro 3acoby, a came
BUINYyYeHO AyOntoBaHHSA
iHdpopmalii pocivicbkoto
MOBOIO Ta BHECEHO pefaKLinHi
npaBku B TEKCT MapKyBaHHS1.
BBeneHHs 3MiH npoTsirom 6-Tn
MiCsILiB MiCnsi 3aTBEPOXKEHHS.
3MiHn | TNy -
AamiHicTpaTuBHI 3MiHW. 3MiHa
Ha3Bw nikapcbkoro 3acoby -
BHECEHHS1 3MiH B peecTpaLifiHi
maTepianu Loao 3asHavyeHHs
Ha3Bw Nikapcbkoro 3acoby
[0AAaTKOBO aHriNCbKO
MOBOIO i3 NonepeaKyBasbHO
nosHaykot ®. 3 meTo

3a
peuenmom

UA/8579/02/01
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *

YHicikauii HanMcaHHA Ha3BKn
nikapcbkoro 3acoby
aHrMiNCbKOI MOBOK B
peecTpauiiHux MaTtepianax.
3arteepoxeHo: GIDAZEPAM
IC MOASENAM IC®.
3anponoHoBaHo:
GIDAZEPAM® IC
MAOA3EMNAM IC®. BHeceHo
3HaK OXOPOHHOTO MapKyBaHHSI
[0 Ha3BW aHrMiNCbKOK MOBOHO.
BBeneHHs 3miH NpoTArom 6-tn
MicALiB Micnsa 3aTBEPAXEHHS.
3MiHn | TNy -
AamiHicTpaTuBHi 3mMiHW. 3MiHa
Ha3Bu AD| abo gonoMixKHOI
PEYOBUHM - 3MiHa Ha3BU
Aitoyoi pevoBuHU Ha [1-
(rinpasnHokap6oHin)-meTun-7-
6pom-5-heHin-1,2-aurigpo-
3H-1,4- 6eH3piaseniH-2-
OH],ANns yHiBepcanbHoI
iaeHTudiKkauii giroyoi
PEYOBMHY, LLIO BXOAUTb OO0
cknapy M3, 3a BigcyTHoCTI
MHH gns gaHoi gitoyoi
PEYOBUHM, Ta SK HACNIQOK
3MiHM 0O MeTOofiB KOHTPOI0
SKOCTIi Ta iHWKX MaTepianis
peecTpaLiiHOro Aocbe. 3MiHU
BHeCeHO B [HCTpyKLito Ans
MEAMNYHOrO 3aCTOCYBaHHs!
nikapcbKkoro 3acoby Ao
po3giny "Cknag" woao 3miHu
Ha3BW Jit040i PEYOBUHU Ta SK
HacnigokK — y BiANOBiAHi
po3ainu iHCTPYKLUii Ta TekcT
MapKyBaHHSA BTOPUHHOI
YNaKoBKM NikapCbKoro 3acoby.
BBeneHHs 3MiH npoTsirom 6-Tn
MiCsILiB MiCnsi 3aTBEPOXKEHHS.
3MiHu | TMny - 3MiHK Woao
6e3nekn/edeKkTuBHOCTI Ta
dapmakoHarnsgy (iHwi 3miHu)
- 3MiHN BHeCEHO B IHCTpyKLi0
01 MeQUYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao
po3giny "Mobiyni peakuii”
L1040 3BiTYBaHHsI NPO NOBiYHi
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
peakLii Ta BHeCEeHO pefakuiiHi
npaeku 4o po3ainis
"®apMaKkonoriyHi
BrnactusocTi", "B3aemogaisa 3
IHLWWMK niKapCbKUMKn
3acobamu Ta iHwWi Buan
B3aemogin", "OcobnmBocCTi
3acTocyBaHHS",
"MepenosyBanHs" Ta "MoGiyHi
peakuii”. BBegeHHs 3mMiH
npoTsarom 6-Tu Micsauis nicns
3aTBEPYKEHHS.
84. | MIQA3ENAM - 1- NO5BA | TabneTkn ToBapucTBo YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 4O 3a UA/8579/02/02
IC® (rigpasvHo cybniHreanbHi No 3 [00aTKOBOO peecTpauiiHiX AOKYMEHTIB: peuenmom
Kkap6oHin)- 0,05r; mo 10 [0AaTKOBOKO BignoBiganbHicT YTOUYHEHHS HanuCcaHHsA
MeTun-7- Tabnetok y 6nictepi; | Bignosiganb o "IHTEPXIM" peecTpauiHoi npoueaypu B
H6pom-5- no 1 6nictepy B HicTIo Haka3i MO3 YkpaiHu Ne 50
deHrin-1,2- navui 3 KapToHy "IHTEPXIM" BiA 15.01.2026 - 3miHn | TUNy
ourigpo- - 3MiHn wono
3H-1,4- 6e3nekn/edeKkTMBHOCTI Ta
6eH3giase apmakoHarnsagy (iHLwi 3miHm)
niH-2-0H - 3MiHWN BHECEHO Y TEKCT

MapKyBaHHSA NEPBUHHOI Ta
BTOPWHHOI YNaKoBKM
nikapcbkoro 3acoby, a came
BUIyYeHO AyOntoBaHHSA
iHdpopmalii pocivicbkoto
MOBOIO Ta BHECEHO pefaKLinHi
npaBku B TEKCT MapKyBaHHS.
BBeaeHHs 3MiH npoTsirom 6-T1
MiCsILiB MicNsi 3aTBEPOXKEHHS.
3minm | TNy -
AamiHicTpaTuBHI 3MiHU. 3MiHa
Ha3Bw nikapcbkoro 3acoby -
BHECEHHS 3MiH B peecTpaLifiHi
mMaTtepianu Wwoao 3a3HayeHHs
Ha3Bw NikapcbKoro 3acoby
[0AAaTKOBO aHriNCbKO
MOBOIO i3 NonepeaKyBasbHO
nosHaukoto ®. 3 meTot0
yHicpikauii HanMcaHHA Ha3Bu
nikapcbkoro 3acoby
aHrNiNCcbKOK MOBOIO B
peecTpauinHnx MaTepianax.
3artBepoxeHo: GIDAZEPAM
IC MJASENAM IC®.
3anponoHoBaHo:
GIDAZEPAM® IC
MOA3ENAM IC®. BHeceHo
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *

3HaK OXOPOHHOTO MapKyBaHHSI
[0 Ha3BU aHrMiNCbKOK MOBOHO.
BBeneHHs 3miH NpoTArom 6-tn
MicsaUiB Micnsa 3aTBepAXeHHS.
3MiHn | TNy -
AMiHiCTpaT1BHI 3MiHW. 3MiHa
Ha3Bu AD| abo JonoMixkHOIT
PEYOBUHM - 3MiHA Ha3BU
Aitoyoi pevoBuHU Ha [1-
(rinpasnHokap6oHin)-meTun-7-
6pom-5-cheHin-1,2-aurigpo-
3H-1,4- 6eH3piaseniH-2-
OH],ANns yHiBepcanbHoI
iaeHTudikauii giroyoi
PEYOBMHY, LLIO BXOAUTb OO0
cknagy M3, 3a BigcyTHOCTI
MHH gns gaHoi gitoyoi
PEYOBUHM, Ta SK HACNiQOK
3MiHW 4O METOAIB KOHTPOSO
SKOCTi Ta iHLWMX MaTepianis
peecTpaLiiHOro Aocbe. 3MiHu
BHECEHO B IHCTpyKLUito Ang
MeON4YHOro 3acToCyBaHHs
nikapcbKkoro 3acoby Ao
po3giny "Cknag" Wwoao 3miHn
Ha3BW Jit040i PEYOBUHU Ta SK
Hacnigok — y BiANOBiaHi
po3A4inu IHCTPYKLUIii Ta TekcT
MapKyBaHHS BTOPUHHOI
YMaKoBKU MikapcbKoro 3acoby.
BBeneHHs 3MiH npoTArom 6-tu
MiCsILiB MicNsi 3aTBEPOXKEHHS.
3MiHn | TUny - 3MiHK Woao
6e3nekn/eeKkTuBHOCTI Ta
dapmakoHarnsagy (iHwi 3miHu)
- 3MiHU BHECEHO B IHCTPYKLjt0
O MeQUYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby Ao
po3giny "Mobiyni peakuii”
LLIOA0 3BiTYBaHHSI NPO NOBIYHI
peakuii Ta BHeCeHO pefakuiviHi
npaBku Ao po3ainis
"®dapMakonoriyHi
BnacTtusocTi", "B3aemogais 3
HLLIMMW niKapCbKUMK
3acobamu Ta iHWi Buan
B3aemogin", "OcobnmBocTi
3acTocyBaHHA",
"MepenosyBaHHs" 1a "MNobiyHi
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep

peecmpauiliHo

20
noceio4yeHHs1

peakuii”. BBegeHHs 3MiH
nNpoTSArom 6-Tn MicsiLiB nicns
3aTBEPYKEHHS.

85.

riAPOKOPTH
30H - NOC®

Hydrocorti
sone

riApoKopTH
30HY
auetar

S01BAO
2

Mas3sb o4Ha, 10 mr/r;
no 2,5y Ty6i; no 1
Ty6i y KapTOHHIN
Kopobui

YPCADAPM
ApuHanmiTT
enb MM6X

HimeyvuuH
a

YPCADAPM
ApuHanmiTTens
meX

Himevun
Ha

BHECEHHS! 3MiH 10
peecTpaLiiHNX AOKYMEHTIB:
3MiHn | Trny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta
tbapmakoHarnagy. BeegeHHs
abo 3MiHM [0 y3aranbHeHUx
[AaHuX npo cucTemy
dapmakoHarnsgy (BBeAeHHs
y3aranbHEeHUX AaHux npo
cuctemy cdhapmakoHarnsgy,
3MiHa yNnoBHOBaXXeHOT ocobu,
BiANOBigANbHOI 3a 3AiINCHEHHS
bapmakoHarnagy; KOHTaKTHOI
ocobu 3 chapmakoHarnsgy
3asiBHMKA ANS 34iINCHEHHS
tbapmakoHarnagy B YkpaiHi,
SKLO BOHa BigMiHHa Big
YNOBHOBAXEHOI 0cobu,
BiANOBiganNbHOI 3a 34INCHEHHS
dapmakoHarnsgy (Bknoyarum
KOHTaKTHi AaHi) Ta/abo 3miHn y
po3MiLLeHHi MacTep-caina
cucTeMu hapmakoHarnsigy)
3MiHa ynoBHOBaxeHoi ocobu
3asBHMKa, BiAnNoBiaanbHoI 3a
dapmakoHarnag,.
[Hitoya pepakuis: Dorothea
Grof. NMponoHoBaHa pefakuis:
Charlotte Steinmetz. 3miHa
KOHTAKTHUX JaHNX
yrNoBHOBaXeHOi ocobum
3asBHMKa, BiANoBiaanbHoI 3a
dapmakoHarnag.

3a
peuenmom

UA/6522/01/01

86.

FINHOC®

Doxylamin
e

[okcunami

Hy
cyKumHaT

NO5CM,
RO6AAOQ

Kpanni opanbHi,
po3uuH, 15 mr/0,6
MA; 1o S Mny
dnakoHi-
KpanensHuui; no 1
nakoHy-
KpanenbHULUi B nayui

MpAT
"®apmaueBT
nyHa cipma

"OapHuus"

YkpaiHa

MpAT

"®apmaueBTUYH

a cipma
"OapHuus"

YkpaiHa

BHECEHHS 3MiH A0
peecTpaLiiHNX AOKYMEHTIB:
YTOYHEHHS! HaNMCcaHHs
ynakoBok B Haka3si MO3
YkpaiHn Ne 50 Big 15.01.2026
B MPpOLEeCi BHECEHHS 3MiH
(3miHu | TMNY - 3MiHKM 3 sIKOCTI.
ADI. KoHtponb A®I. 3miHa y
mMeTofax BunpobyBaHHs ADI
abo BuxigHoro
mMarepiany/npoMixxHoro
npopykTy/pearenTy, Lo
BMKOPUCTOBYETLCS Y NpoLeci

bes
peuenma

UA/17957/02/01
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

BUpobHMuTBa AP (iHLWi 3MiHK
y MeTogax BunpobyBaHHs
(Bkntoyatoun 3amiHy abo
ponoBHeHHs1) AD| abo
BUXigHOro/MPOMiXKHOIO
npoaykTy) 3miHn y metogi
BEPX ansi KOHTponto
nokasHuka "CynpoBigHi
JoMmiwkn" ons gitoyoi
PEYOBMHM JOKCUMaMiHY
cyKumHaT. HapiBHi i3 po6ounm
CTaHZapTHUM 3pa3Kkom
doxylamine impurity C
BupobHuuTBa Uquifa S.A.,
Spain, 104aHO MOXNUBICTb
BUKOPWCTaHHSI CTaHAapTHOro
3pasky JoKCUNamiHy goMillka
C ®C3 [1®Y. BHeceHHs
TEPMIiHiB NpMAaaTHOCTI
PO34MHIB, NOMNPaBKOBKX
KoediLiEHTIB Ta peaakuiiHnX
npaBok). Pepakuisi B Hakasi -
no 5 mn a6o 20 mn, a6o 50 mn
y bnakoHi-kpanenbHui; no 1
dnakoHy-KpanenbHuLi B
nadui. BipHa pegakuisi - no 5
Mn y donakoHi-KpanenbHuLi; no
1 donakoHy-KpanenbHu1Li B
naJuj

87.

FMMIOKO®AX
XR

Metformin

MeTdopmi
Hy
rigpoxnop
A

A10BAO
2

TabneTtku
NPOSIOHroBaHoi Aii
no 1000 mr; no 10
TabneTtok y bnicrepi;
no 3 abo no 6
GnicTtepiB y
KapTOHHiIN kopobui

Mepk CaHTe
c.a.c.

PpaHuis

Mepk CaHre,
dpaHLis;

Mepk Xenckea
KlraA,
Himeyumna

DdpaHLuis
/
Himeyvun
Ha

BHECEHHS 3MiH 10
peecTpauinHnx MaTepianis:
3minu | Tuny - 3miHn WwWoao
©e3nekn/edeKkTuBHOCTI Ta
apmakoHarnsgy. 3miHa y

KOPOTKIiN XapaKkTepucTuui
nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUii Ans
MeANYHOro 3aCTOCYBaHHS Ha
nigcrasi perynspHo
OHOBIIOBAHOIO 3BiTY 3
6e3neku nikapcbkoro 3acoby,
abo gocnigkeHb 3 6e3nekn
3aCTOCyBaHHS Nikapcbkoro
3acoby B nicnsipeecTpauiiiii
nepiog, abo sk pesynbTaT
OLjiHKM 3BITY 3 gOCigXeHb,
npoBeAeHuX BiANoBIAHO A0
nnaHy negiaTpuyHMX
pocnimxeHb (PIP) (3miHy

3a
peuenmom

He
nion
seae

UA/3994/02/02
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PeecmpauyitiHa npoyedypa

Ymoeu

Pek

Homep

Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

pedoeuHu

Haszea
diroyoi

Koo
ATX

(nikapcbka ¢ghopma,

Popma eunycky

ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

8UPO6H
uKa

Y3rogaXxeHo 3 KOMNeTeHTHUM

eionycky

nam
yea

HHST*
*

peecmpauiliHo
20
noceio4yeHHs1

ana Megu4yHoro 3actocyBaHHA

YNOBHOBaXEHUM OpPraHoMm) -
3MiHn BHECEHO A0 IHCTPYKUIi

nikapcbkoro 3acoby Ao
po3ainy "OcobnuBocTi
3acTocyBaHHSA" BiAMoBigHO A0
OHOBIEHOI iHchopmalii 3
6e3neku Aito4oi pevoBUHM
(MeTdhopMmiHy rigpoxnopuay)
3rigHO 3 pekomeHaauiamm
PRAC. 3minu Il Tuny - 3miHn
wogo 6esnekun/edekTUBHOCTI
Ta hapmakoHarnsgy. 3MiHn y
TepaneBTUYHMX MOKa3aHHSX
(mogaBaHHs HOBOro
TepaneBTUYHOrO MoKa3aHHs!
abo 3miHa y 3aTBepaXeHOMy
nokasaHHi) - 3mMiH1 BHeceHo
0O iHCTPYKUiT 4na meguyHoro
3aCTOCYBaHHS NikapcbKoro
3acoby Ao posginy
"MokasaHHsA" (aogaBaHHs
HOBOrO TEPaneBTUYHOIO
noKasaHHs: CUHAPOM
NOMiKICTO3HWX SIEYHUKIB
(CNKA). Ctumynsauis oynsuii
Onst NiATPYUMKKM 3a4aTtTs y
xiHok 3 CMKA. Miokodpax XR
MOXHa 3aCTOCOBYBaTM SK
MOHoTepanito abo B NOeAHaHHI
3 iHWKYMK MeTogamm
NiKyBaHHS), Ta K HacmnigoK
OHOBMeHa iHdopmaLis B
posainax "®apmakonorivHi
BnacTMBoCTi", "3acTocyBaHHs
y nepioa BariTHocTi abo
rogyBaHHs rpyaak”, "Cnocib
3acTocyBaHHsA Ta gosun". B
Mexax 3MiHW HaaHo
OHOBJEHWI NNaH ynpasriHHS
pu3nkamm, Bepcis 8.2.
Pestome nnaHy ynpaBniHHs
pv3nkaMun 10OaETbCS.
BHECEHHS 3MiH O

be3

UA/2048/01/01

88. | FTOPOCTEH®

Decameth
oxine

AeKaMeToK
CUH

DO8AJ1
0

pO34MH ons
30BHILUHBOIO
3acTtocyBaHHs, 0,25
mr/mn no 100 mn,

400 mn y nnsiwkax

TOB "tOpis-
®apm"

YkpaiHa

TOB "lOpis-
dapm”

YkpaiHa

peecTpaLiiHNX JOKYMEHTIB:
3minm | TNy -
ALMIHICTPaTMBHI 3MiHN.

BunyyeHHsi BUpoGHUYoi

peuernma
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
noniMepHnx OinbHUUI (BKMOYao4n

OinbHuui gna Al npomibkHoro
npoaykTy abo rotoBoro
nikapcbkoro 3acoby, OinbHULi
ONsi NpPOBEAEHHS NaKyBaHHS,
BMpObHWKa, BiANoBifanbLHOro
3a BUMYCK cepin, micue
NPOBEAEHHSA KOHTPOO cepii)
abo nocTtavanbHvKa BUXIQHOMO
marepiany, peareHTy abo
[OMOMIDKHOI PEYOBUHY (SIKLLO
3a3Ha4YeHo Y JOCLE)
BUIyYeHHs BUpOGHMKa AdI
[ekameTokcnH «Shandong
Lekangxin Pharmaceutical Co.
Ltd.», Kutan. 3atBepaxeHo:
[Litova peyoBuHa:
HekameTtokcnH TOB
«dapmxim», YkpaiHa
«Shandong Lekangxin
Pharmaceutical Co. Ltd.»,
Kutaii. 3anponoHoBaHo:
[Litoya peyoBuHa:
HekameTtokcnH TOB
«Papmxim», YkpaiHa. 3miHu |
TMny - 3MiHK 3 sikocTi. AdDI.
KoHTponb A®I (iHwwi 3miHK)
npuBeaeHHs cneuundikauii
BXigHOro KoHTposnto AdI
[EeKaMeTOKCHH [0 3ararnbHuX
sumor [®Y / Ph. Eur. 5.1.4, a
came BUIy4eHHS! KOHTPOIH
oKpemMux BUAIB
MiKpOOpraHi3amiB Ta BBEEHHS
nepioAnMYHOCTI KOHTPOSIO 3a
nokasHukom «MikpobionorivyHa
unctoTa» (MPoBOAsiTH
KOHTpOMb koxHoi 10-i cepii,
arne He MeHLLe ofHiei cepii Ha
pik). 3aTBEpaXeHo:
MikpobionoriyHa ynctota
TAMC: He 6inbwe 102 KYO/r
TYMC: He 6inbwe 101 KYO/r
BigcyTHictb Pseudomonas
aerugonosa B 1 r BigcyTHicTb
Staphylococcus aureus B 11
BigcyTHicTe Candida albicans
B 1 r BigcyTHICTb TONepaHTHNX
[0 )KOBYi rpaMHEraTMBHUX
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
GakTepin B 11 Ph. Eur. 2.6.12
Ph. Eur. 2.6.13.
3anponoHoBaHo:
Mikpo6ionoriyHa ynctoTa*
TAMC: He Ginblie 102 KYO/r
TYMC: He Ginble 101 KYO/r
Ph. Eur. 2.6.12 * - npoBoasiTb
KOHTPOIb koxHOi 10-i cepii,
ane He MeHLLe oAHiel cepii Ha
piK.
89. | FPONIBIPIH® | Inosine iHO3MHY JO5AX0 | Ttabnetku no 500 wmr; AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 4O 3a UA/15404/01/01
pranobex npaHobekc 5 no 10 TabneTtoky "®apmak” peecTpauinHUX JOKYMEHTIB: peuyenmom

6nictepino 2 abo 5
GnicTepiB y navui

3MiHn | TMNY - 3MiHM 3 SIKOCTI.
A®l. BUpobHMLTBO. 3MiHK
BunNpobyBaHb abo AonyCcTUMmX
MeX y npoueci BUpobHuLTBa
A®I, wo BcTaHoBMEHI Y
cneumdikauisx (3BYXeHHS
OONYyCTUMMUX MEX) - BHECEHHSI
3MiH go po3aginy 3.2.5.4.1.
Creuundikauisi 3a NOKa3HMKOM
«CynpoBigHi gomilkny», a
came 3MiHa KpuTepiis
NPUAHATHOCTI FMNOKCAHTUHY Ta
4-aMiHOGEH30MHOT KUCMOTK 3
«He binbwe 0,2%» Ha «He
6inbwe 0,15 %». 3miHu | TUNY
- 3miHu 3 skocTi. ADI.
BupobHuuTBo. 3MiHK
BunNpobyBaHb abo AonycTUMmX
MeX y npoueci BUpobHuLTBa
AQI, Wo BCTaHOBNEHI Y
cneumdikauiax (iHLWi 3MiHW) -
BHECEHHS 3MiH A0 po3ainy
3.2.5.4.1. Cneundikauisi 3a
NoKasHUKOM «PO34MHHICTbY, a
came 3anpornoHoBaHO
BUMYYUTU XapakTepUCTUKy
PO34YMHHOCTI cybCTaHLji B
edipi. 3MiHM | TUNY - 3MiHK 3
sKkocTi. A®Il. KoHTponb AdIL.
3miHa y meToaax
BunNpobyBaHHst Ad| abo
BUXiAHOMO
MaTepiany/npomiKHOro
npoaykTy/peareHTy, Lo
BUKOPUCTOBYETLCS Y MPOLECI
BMpOGHMLUTBa AD| (HE3HaYHI
3MiHW Y 3aTBEPPKEHUX
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
MeTo4ax BUNpobyBaHHS) -
BHECEHHS 3MiH 4O po3ainy
3.2.S.4.2. AHaniTn4Hi
METOAMKM 32 NOKa3HUKOM

«Po34umHHiCTbY, a came
3anpornoHOBaHO BUIMYyYUTH
XapaKTepuUCTUKY PO34YUHHOCTI

cybcTaHuii B edipi. 3miHum |
Tmny - 3MiHK 3 axocTi. ADI.
KoHTponb ADL. 3miHa y
mMeTogax BunpobysaHHst ADI
abo BuxigHoro
MaTepiany/npomixHoro
npoaykTy/peareHTy, LWo
BVKOPWCTOBYETLCSH Y MPOLECI
BUpobHMuTBa AD| (HE3HAYHI
3MiHW Y 3aTBEPOXKEHNX
mMeTogdax BMnpobyBaHHS) -
BHECEHHS 3MiH 4O po3ainy
3.2.5.4.2. AHaniTu4Hi MeToaunk
3a nokasHunkoMm «KinbkicHe
BM3HAYEHHSI», a came
aHaniTMYHy MeToamnKy
KiNTbKICHOTO BU3HAYEHHs!
npuBeAeHo 40 EANHUX YMOB
XpomaTorpadyBaHHsi, Lo
BVKOPUCTOBYOTLCS ANsA
BMU3HAYEHHS CYyMnpoBigHMX
aomiwok. 3MiHu | Tuny - 3MiHn
3 AkocTi. A®PI. KoHTponb ADI.
3miHa y meTogax
BunpobyBaHHst Ad| abo
BUXIiQHOTO
MaTepiany/npomiKHOro
npoaykTy/peareHTy, LWo
BMKOPWCTOBYETLCSH Y MPOLECI
BMPOGHMUTBa AD| (HE3HaYHI
3MiHW Y 3aTBEPOXKEHUX
mMeToAax BUNpobyBaHHS) -
BHECEHHS 3MiH 10 po3ainy
3.2.8.4.2. AHaniTnuHi
METOAVKM 33 NMOKa3HUKOM
«CynpoBigHi AoMmilKkny, a
came 3anponoHOBaHO 3MiHUTU
KpUTEPIV NPUAHATHOCTI
TiNOKCaHTUHy Ta 4-
aMiHOGEH30MHOT KUCMOTK 3
«He BinbLe 0,2 %» Ha BinbLu

YKOPCTKE HOPMYBaHHS1, Ha «He
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
Ginbwe 0,15 %». BignosigHo
OHOBJIEHO aHani TU4HUA
meTtod. 3MiHn | Tuny - 3miHu 3
skocTi. A®I. KoHTponb AdI.
3miHa y napameTpax
cneuudikauin Ta/abo
OONYCTUMMUX MEX, BU3HAYEHNX
y cneundikauisix Ha A®I, abo
BVXiAHWN/MPOMDKHMI
npoayKT/peareHT, LWo
BUKOPWCTOBYOTBCS Y NMPOLIECI
BMpobHuUTBa ADI (BUMyYeHHS
HEe3Ha4HOro NnokasHuKa sIKoCTi
(Hanpuknag BUMYyYeHHS
3acTapinoro nNokasHvka)) -
BUIyYEHHS NapameTpy
cneumdikauii «Baxki metanun»
3i cneundikauii Ha API
iHO3UHY NpaHobekc.
90. | DAKAPBA3MU Dacarbazi | [dakap6a3 LO1AX0 | nopoLuok gns Mepak Hime4uuH BTopuHHe Himeyun BHECEHHS 3MiH A0 3a UA/6987/01/01
H MEOAK ne VH 4 NPUroTyBaHHSA [esenbwad a nakyBaHHs, Ha/ peecTpauinHUX JOKYMEHTIB: peuenmom
PO34MHY Ans iH eKuin T chrop MapKyBaHHS, Yecbka TexHiyHa nomwurika (3rigHo
abo iHdysin no 100 KniHiwe KOHTPOSb Ta Pecny6n Haka3zy MO3 Big 23.07.2015
mr 10 donakoHiB 3 LWneuiansnp BUWMNYCK Cepil: ika Ne 460) - BunpaBneHHs
NMOPOLLIKOM Y Kopobui enaparte Mepax TEXHIYHMX MOMMUIOK, 3rigHO
3 KapTOHY MBX [esenbwadt n.2.4. posginy VI Hakazy MO3
drop KniHiwe Ykpainu Big 26.08.2005p. Ne
LLineuiansnpena 426 (y pepakuii Hakazy MO3
pate M6X, Ykpainu Big 23.07.2015 p Ne
Hime4yuunHa; 460) - BunpaBneHHs TEXHIYHOI
BupobHuutBo NOMUIKN, NOB’A3aHO 3
"in bulk", HEBIPHUM 3a3Ha4YeHHSIM
nepBuHHE Ta HOPMYBaHHS 3@ NOKa3HWUKOM
BTOPUHHE «KinbkicHe BU3Ha4YeHHs» y
nakyBaHHS, cneuudikaLii (Ha BUNycK Ta

MapKyBaHHs Ta
KOHTPOSb cepii:
OHkomen
MeHblodbekvepiH
ra.c., Yecbka
Pecny6nika;
Bupo6HuLTBO
"in bulk",
nepBuHHE
nakyBaHHsi Ta
KOHTPO-b cepii:
OHkoTtek ®apma
MpopakwH
m6X,

TepMiH NpuaaTHOCTI) Ta
aHaniTM4HMx metoamkax MKA.
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
HimeyunHa
91. | BAKAPBA3MU Dacarbazi nakapbasu | LOLAXO | nopoLluok Ans Mepak Hime4uuH BTopuHHe Hime4vun BHECEHHSI 3MiH 0 3a UA/6987/01/02
H MEOAK ne H 4 NPUroTyBaHHA [esenbwad a nakyBaHHs, Ha/ peecTpauinHUX AOKYMEHTIB: peuenmom
PO34MHY AN iH eKLin T chrop MapKyBaHHS, Yecbka TexHiyHa nomwunka (3rigHo
abo iHdysini no 200 KniHiwe KOHTpOMb Ta Pecny6bn Hakasy MOS Big 23.07.2015
mr 10 donakoHiB 3 LWneuiansnp BWMNYCK cepil: ika Ne 460), BunpasneHHs
NMOPOLLKOM Y KopobLi enapare Mepak TEXHIYHMX NOMWIIOK, 3rigHO
3 KapTOHY M6X [esenbwadpT n.2.4. posginy VI Hakasy MO3
drop KniHiwe Ykpainu Big 26.08.2005p. Ne
LLineuiansnpena 426 (y pepakuii Hakasy MO3
pate M6X, Ykpainu Big 23.07.2015 p Ne
Hime4yumha; 460) - BunpaBneHHs TEXHIYHOI
Bupo6HMLTBO NOMWIKK, NOB’A3aHO 3
"in bulk", HEBIPHUM 3a3Ha4YeHHAM
nepBuHHe Ta HOPMYBaHHSI 3@ MOKa3HNKOM
BTOPUHHE «KinbKicHe BU3HA4YEeHHA» Y
nakyBaHHs, cneumdikauii (Ha BUNycK Ta
MapKyBaHHSA Ta TepMiH NpuaaTHoCTI) Ta
KOHTPOb cepii: aHaniTMYHNX metoankax MKA.
OHkomen
MeHblobekvepiH
ra.c., Yecoka
Pecny6nika;
BupobHuuteo
"in bulk",
nepBUHHE
nakyBaHHsi Ta
KOHTPOSb cepii:
OnkoTtek Papma
MpopakwH
mbéX,
HimeyunHa
92. | BAKAPBA3WU | Dacarbazi | pakapb6asn | LO1AXO0 | nopoLuok ans Mepak HimeuumnH BTopuHHe Himeuun BHECEHHS 3MiH J0 3a UA/6987/01/03
H MEOAK ne H 4 NpUroTyBaHHS [esenbwad a nakyBaHHS, Ha/ peecTpaLiiHNX AOKYMEHTIB: peuenmom
po34MHy Ans T dorop MapKyBaHHS, Yecbka TexHiyHa nomurnka (3rigHo
iHdpysin no 500 mr 1 KniHiwe KOHTpOIb Ta Pecny6n Haka3y MOS Big 23.07.2015
dnakoH 3 nopowkom | LUneuiansnp BUNYCK cepii: ika Ne 460), BunpaBneHHsi
y kopobLi 3 kKapToHy enaparte Mepaxk TEXHIYHUX NMOMUIOK, 3rigHO
M6X [esenbwadpT n.2.4. poaginy VI Hakasy MO3

drop KniHiwe
Lneuiansnpena
pate M6X,
HimeuuunHa;
BupobHuuTBO
"in bulk",
nepBuHHE Ta
BTOPUHHE
nakyBaHHS,
MapKyBaHHsI Ta

Ykpainu Big 26.08.2005p. Ne
426 (y pepakuii Hakazy MO3
Ykpainum Big 23.07.2015 p Ne
460) - BunpaBneHHs1 TEXHIYHOT
MOMMIKW, MOB’A3aHO 3
HEBIPHUM 3a3Ha4YeHHAM
HOPMYBaHHS! 3@ NMOKa3HWMKOM
«KinbkicHe BU3Ha4YeHHs» y
cneuudikaLii (Ha BUMycK Ta
TEepMiH NpuagaTHocTi) Ta
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
KOHTPOSb cepii: aHaniTMyHmx metoamkax MKA.
OHkomen
MeHblobekvepiH
ra.c., Yecoka
Pecny6bnika;
BrpobHuuTBO
"in bulk",
nepBUHHE
nakyBaHHS Ta
KOHTPOb cepii:
OHkoTek Papma
MpopakwH
mbX,
HimeyunHa
93. | BAKAPBA3U Dacarbazi | pakap6asn | LO1AX0 | nopoLuok ans Mepak HimeuumnH BTopuHHe Himeuun BHECEHHS 3MiH J0 3a UA/6987/01/04
H MEOAK ne H 4 NPUroTYBaHHS lesenbwad a nakyBaHHs, Ha/ peecTpauiiHiX AOKYMEHTIB: peuenmom
pPO34MHYy Ans T chrop MapKyBaHHS, Yecbka TexHiyHa nomwurika (3rigHo
iHcpysin no 1000 mr KniHiwe KOHTpOIb Ta Pecny6n Haka3y MOS Big 23.07.2015
1 cbnakoH 3 Lneuianenp BUMNYCK Cepii: ika Ne 460), BunpaBneHHsi
NMOPOLLKOM Y KopobLi enapare Mepak TEXHIYHMX NOMWIIOK, 3rigHO
3 KapTOHYy MEX [esenbwadt n.2.4. posginy VI nakasy MO3
rop KniHiwe Ykpainu Big 26.08.2005p. Ne
LLneuianbnpena 426 (y pepakuii Hakasy MO3
pate mM6X, Ykpainu Big 23.07.2015 p Ne
Himeuumnna; 460) - BunpaBneHHs! TEXHIYHOT
BupobHuutBo NOMUIKN, NOB’A3aHO 3
"in bulk", HEBIPHUM 3a3HaYEHHAM
nepBUHHE Ta HOPMYBaHHSI 32 MOKa3HUKOM
BTOPUHHE «KinbkicHe BU3Ha4YeHHs» y
nakyBaHHs, cneuudikauii (Ha BUMycK Ta
MapKyBaHHsi Ta TepMiH NpuagaTHoCTi) Ta
KOHTPOSb cepii: aHaniTm4Hux metoamkax MKA.
OHkomep,
MeHblohekyepiH
ra.c., Yecbka
Pecnybnika;
BupobHuutBo
"in bulk",
nepBuHHE
nakyBaHHsi Ta
KOHTPO~b cepii:
OnkoTtek Papma
MpogakwH
mbX,
HimeyunHa
94. | OE3NOPATA Desloratad | gesnopat RO6AX2 | Tabnetku, BKPUTI TOB «TeBa YkpaiHa BUPOGHMLUTBO ManbTa/ BHECEHHS 3MiH [10 be3 UA/18739/01/01
OWH-TEBA ine agvH @ NniBKOBOIO YkpaiHa» HepoadpacoBaHo | Yroplum peecTpaLiiHNX AOKYMEHTIB: peuenma
060moHKoH0, Mo 5 wMr, ro NPoAyKTY, Ha TexHiyHa nomwunka (3rigHo

no 10 TabneTok y

NnepBuHHa Ta

Haka3y MOS Big 23.07.2015
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
6nictepi; no 1 abo 3 BTOPUHHA Ne 460) BunpaBneHHsi
Gnictepny ynakoBka, TexHi4uHoi nomunku B MKA 13,
KapTOHHiN Kopobui KOHTpOnb cepii sika nos’A3aHa i3
(kpim nepeHeceHHaM iHcpopmalii i3
BU3HAYEHHSA MaTepianis peecTpauinHoro
HITPO3aMiHOBUX [OCbE [0 NoKanbHoi
OOMILLIOK), [OKyMeHTaLii, a came y
003BiN Ha pPO3paxyHKoBI hopmyri y
BWMNYCK cepil: po3gini «OgHopigHicTL
AxTasic 1T, [030BaHNX OAMHULb(METOS,
ManbTa; NPSIMOro BU3HAYEHHS)».
KOHTPOMb cepii 3asHayeHe BUMNpaBrieHHs
(BM3HaAYEHHsI BiAnNoBigae matepianam
HITPO3aMiHOBUX peecTpauiiHoro 4ocke, ski
Aomiwok: TOB npeacTasneHi B apxisi (po3ain
"Kpomar - 3.2.P.5.2. AHaniTnyHi
OEMTecT METOAMKM)
J1a6Cepgicec”,
YropwuHa;
KOHTPOIb cepil
(BU3HAYeEHHS
HITPO3aMiHOBUX
nomiwok: AT
dapmMaLeBTUYHN
1 3aBog TeBa,
YropwuHa
95. | BEKCMEQOET Dexmedet | pekcmeme | NOSCM1 | KOHUeHTpaT Ans Bakctep HinepnaH BAKCTEP IHAais BHECEHHS 3MiH J0 3a UA/20749/01/01
OMIOWNH- omidine TOMIOWH 8 pO34uHy ans XongaiHr an OAPMACBIOTIK peecTpauiiHUX JOKYMEHTIB: peuenmom
BAKCTEP iHcpy3in, 100 mkr/mn; Bi.Bi. AN3 1IHOIA 3minu | Tvny - 3miHK WwWoao
no 2 Mn y onakoHi; MPAMBIT 6es3nekn/edeKTMBHOCTI Ta
no 5, 10 abo 25 NIMITEL tapmakoHarnagy. BeegeHHs

dnakoHiB y
KapTOHHiIN kopobui

abo 3MiHM [0 y3aranbHeHUxX
AaHVX Npo cuctemy
dapmakoHarnsay (BBeAeHHs
y3aranbHeHVX JaHux Npo
cuctemy chapmakoHarnsagy,
3MiHa YNOBHOBaXeHOi ocobu,
BiAMNOBiAanNbHOI 3a 34INCHEHHS
dapmakoHarnsaay; KOHTaKTHOI
ocobu 3 chapmakoHarnsgy
3asBHMKaA AN 30iNCHEHHS
dapmakoHarnsaay B YkpaiHi,
SKLO BOHAa BigMiHHa Bia
yMNOBHOBaXeHOI 0cobu,
BiANoOBiAanbHOI 3a 3AiNCHEHHS
dapmakoHarnsgy (Bknoyarym
KOHTaKTHi AaHi) Ta/abo 3miHu y
po3MiLLeHHi MacTep-caina
cucTeMU papmakoHarnsiay)
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
3MiHa KOHTaKTHOI ocobu
3as1BHMKA, BianoBiganbHoI 3a
dapmakoHarnsg B YKpaiHi.
[Litova pepakuis: bpacnascbka
Hagpis IBaHiBHa. NponoHoBaHa
pepakuisa: banayaH NaHHa
IropiBHa. 3MiHa KOHTAKTHUX
[aHUX KOHTaKTHOI ocobun
3asBHuMKa, BignosiganbHoi 3a
hbapmakoHarnag B YkpaiHi
96. | OENPATAN Duloxetine | gynokcetn | NOBAX2 | TabneTtku AT "Apamven Monbwa BUPOBHMLTBO Monbwa BHECEHHS 3MiH A0 3a UA/17428/01/01
H 1 KVLLKOBOPO34MHHI MO dapma” "rpaHynaty": AT peecTpauinHUX JOKYMEHTIB: peuenmom
30wmr;no 7 «Apamepn 3MiHu | TMNY - 3MiHK Wopao
TabneTtok y 6nicrepi; dapmay, 6e3nekn/edeKkTUBHOCTI Ta
no 1 abo 4 6nictepn MonbLa; dapmakoHarnsaay. BeegeHHs
Y KapTOHHIlA kopobui BUPOBHMLTBO abo 3MiHM 40 y3aranbHeHux
"rpaHynaty": AT OaHuX Npo cuctemy
«Apamep capmakoHarnsgy (BBeoeHHs
dapmay, y3aranbHeHVX JaHux Npo
MonbLa; cucTtemy cdhapmakoHarnsgy,
BMPOGHMLTBO, 3MiHa YNOBHOBaXeEHOI 0cobu,
nepBuHHE Ta BiANOBiganNbHOI 3a 34INCHEHHS
BTOPUHHE bapmakoHarnagy; KOHTaKTHOI
nakyBaHHs, ocobu 3 hapmakoHarnsgy
Bunyck cepii: AT 3asiBHMKa AN 34iNCHEHHS
«Agamepq chapmakoHarnsgy B YkpaiHi,
dapmav, SIKLLIO BOHA BiAMiIHHA Big
MNonbLa yMNOBHOBaXeHOI 0cobw,
BiANOBiAanNbHOI 3a 34INCHEHHS
dapmakoHarnsagy (Bknoyarym
KOHTaKTHi faHi) Ta/abo 3miHu y
po3MiLLeHHi MacTep-caina
cucteMun hapmakoHarnsay)
3MiHa KOHTaKTHUX JaHUX
yrNoBHOBaXeHOI ocobum
3asiBHMKA, BignosiganbHoi 3a
dapmakoHarnsg. 3miHa
KOHTaKTHUX AAaHWUX KOHTaKTHOI
ocobu 3asBHMKa,
BiANoBiganbHOI 3a
dapmakoHarnag B YkpaiHi.
97. | DENPATAN Duloxetine | gynokcetn | NO6AX2 | TabneTtku AT "Apamven Monbwa BUPOOHMLTBO MNonbwa BHECEHHS 3MiH 10 3a UA/17428/01/02
H 1 KMLLKOBOPO34MHHI N0 dapma” "rpaHynaty": AT peecTpaLiiHNX AOKYMEHTIB: peuenmom
60 mr; no 7 «Apamepq 3minu | TUny - 3miHn Wwoao
TabneTok y 6nictepi; dapmay, 6e3nekn/edeKTMBHOCTI Ta
no 1 abo 4 6nictepu MonbLwa; tapmakoHarnagy. BeegeHHs
Y KapTOHHIlA kopobuUi BUPOGHMLUTBO abo 3MiHM [0 y3aranbHeHUx
"rpaHynaty": AT AaHuX Npo cuctemy
«Apaveq dapmakoHarnsigy (BBeAeHHs
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
Papmay, y3aranbHeHVX JaHUX Npo
MonbLa; cuctemy chapmakoHarnsgy,
BMPOOHMLTBO, 3MiHa ynoBHOBaXeHoi ocobu,
nepBuHHe Ta BiAnNoBiganbHOI 3a 3AiNCHEHHS
BTOPUHHE dapmakoHarnsay; KOHTaKTHOI
nakyBaHHs, ocobu 3 chapmakoHarnsgy
Bunyck cepii: AT 3asiBHMKa 4N 34iNCHEHHS
«Apamep, chapmakoHarnsgy B YkpaiHi,
dapmay, SIKLLIO BOHA BiAMiHHA Big
MNonbLa YNOBHOBaXeHOi ocobu,
BiAMNOBiganNbHOI 3a 34INCHEHHS
apmakoHarnsaay (Bkoyarun
KOHTaKTHi AaHi) Ta/abo 3miHn y
PO3MiLLEeHHI MmacTep-daina
cucTemun hapmakoHarnsay)
3MiHa KOHTaKTHUX JaHUX
YNOBHOBaXeHOi 0cobu
3as1BHWKa, BignosiganbHoi 3a
capmakoHarnsg. 3MiHa
KOHTaKTHUX AaHWUX KOHTaKTHOT
ocobu 3asBHMKa,
BiANoBiganbHOI 3a
chapmakoHarnag B YkpaiHi.
98. | AUTOKCUH- Digoxin OWrOKCUH CO1AAO | Tabnetku no 0,25 TOBAPUCT YkpaiHa TOBAPUCTBO | Ykpaina BHECEHHS 3MiH J0 3a He UA/4231/01/01
300POB'A 5 mr; no 10 TabneTok BO 3 3 peecTpaLiiHUX JOKYMEHTIB: peuenmom nion
y 6nictepi; no 5 OBMEXEH OBME>XEHOIO 3minu | TNy - 3miHn wWoao seae
Gnictepis y (0],0) BIAMNOBIOABH 6esnekn/edeKTMBHOCTI Ta
KapTOHHiIl kopobuyj; BIANOBIOA ICTIHO apmakoHarnsgy. 3miHa y
no 50 TabneTok y JIbHICTIO «KOPIMOPALIA KOPOTKili XapakTepucTuLi
6nicTepi; no 1 «KOPIMOPA «3[00POB’A» nikapcbkoro 3acoby, TEKCTi
6nictepy B LA MapKyBaHHS Ta iHCTPYKUii Ans
KapTOHHiIl kopobuyj; «30POB’A MeAMNYHOrO 3aCTOCYBaHHS Ha

no 50 Tabnetok y
6nictepax

»

nigcTaBsi perynspHo
OHOBIOBAHOrO 3BITY 3
6e3neku nikapcbkoro 3acoby,
abo gocnigkeHb 3 6e3nekn
3aCTOCYBaHHsI NiKapCbKoro
3acoby B nicnsipeecTpauiiini
nepiog, abo sk pesynbtaT
OLjiHKM 3BITY 3 JOCHigXeHb,
npoBeAeHuX BiANoBIAHO A0
nnaHy negiaTpuYHMX
pocnimxkens (PIP) (3miHy
Y3rO[KEHO 3 KOMMNETEHTHUM
YNOBHOBaXKEHNM OpPraHoM)
3MiHU BHeCeHO A0 iHCTpyKLUii
Ansi MEOUYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ainu
"B3aemogis 3 iHWnumMu
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
nikapcbkumm 3acobamu Ta iHLi
BUAM B3aemoain”,
"OcobnuBocTi 3acTocyBaHHs"
BiANOBIAHO O OHOBMNEHOI
iHdbopmalii 3 6e3neku aitoyoi
PEYOBUHN.
99. | AUKNODPEHA | Diclofenac | guknodeH | MO1ABO | Tabnetku, BKpUTI "HOHiK IHAis HOHik IHAis BHECEHHS 3MiH A0 3a He UA/3939/03/01
K €BPO ak HaTpito 5 060m0oHKo10, dapmackoT dapmackioTrkan peecTpaLiiHNX OOKYMEHTIB: peuenmom nion

KMLLKOBOPO34MHHI MO vKan Na6opaTopia 3minu | Tvny - 3miHn woao fA2ae
50 mr; no 10 JlaGopaTtopis (BigaineHHs 6e3nekn/edeKkTUBHOCTI Ta
Tabnetok y 6nicrepi; " dipmm "Ox. B. cdapmakoHarnsgy. 3MiHa y
no 1, abo no 2, abo (BipAineHHs Kemikans eHg KOPOTKil XapakTepucTuui
no 10 6nictepiB y chipmn "x. dapmackioTrkan nikapcbkoro 3acoby, TeKCTi
KopobLi 3 KapTOHY; B. Kemikan3a 3Jltg.") MapKyBaHHS Ta IHCTPYKLUii Ang
no 10 TabneTtoky eHg MEeANYHOro 3aCTOCYBaHHS Ha
KOXXHOMY 3 2-X dapmackoT niacraei perynsapHo
Gnictepi., Wo vkans Jitg.") OHOBJOBAHOIO 3BITY 3

3'eAHaHi pa3om; no 5
KoMb6o GnicTtepiB y
kopo6Li 3 KapTOHY

6e3neku nikapcbkoro 3acody,
abo pocnimxkeHb 3 6e3nekun
3acToCyBaHHS nikapcbkoro
3acoby B micnspeecTpauiiiin
nepiog, abo sik pesynbtaT
OUiHKM 3BITY 3 AOCNIAXEHb,
NpoBeAEHNX Bi4NOBIAHO A0
nnaHy negiaTpuyHmX
pocnimxeHb (PIP) (3miHy
Y3ro4KEHO 3 KOMMETEHTHUM
YMNOBHOBaXXEHVM OpraHom)
3MiHM BHeceHoO B |HCTpyKL;jt0
O MeQUYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby Ao
po3ginis "OcobnueocTi
3acTtocyBaHHs" Ta "MMo6iYHI
peakuii” wopao 6e3nekn
3acTocyBaHHSA Aitoyol
peyoBMHYM BiONOBIOHO OO
pekomeHpgauin PRAC. TepmiH
BBEOEHHS 3MiH - NpOTArom 6
MiCSILIiB Micnsi 3aTBEPOXKEHHS.
3minu | TMny - 3miHn WwWoao
6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsagy (iHwi 3miHm)
3MiHW BHeceHo B |HCTpyKUito
Ansi MEOUYHOTO 3aCTOCYBaHHS
nikapcbKkoro 3acoby oo
po3giny "Mobivni peakuii”
oo 3BiTyBaHHS NPO NOGiYHi
peakuii.
TepmiH BBEOEHHS 3MiH -
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
npoTsarom 6 micsauis nicns
3aTBEPAKEHHS.
100. | OUKINO®EHA | Diclofenac | auknodeH - NOpOLLOK MpuBaTHe YkpaiHa AAPTI OPAIC IHAis BHECEHHSI 3MiH O - UA/21166/01/01
K HATPIIO ak HaTpito KpucTaniyHmm aKuioHepHe NIMITEL peecTpauiiHuX AOKYMEHTIB:
(cybcTaHuis) y TOBapUCTBO YTOUYHEHHS HanucaHHsA
noABiINHMX dapmaueBT ynakoBku B Haka3i MO3
nonieTuneHoBmx M4yHa Ykpainn Ne 217 Big
naketax, Wo cabpuka 19.02.2026 B npoueci
BKNaparTbes y "Biona" peecTtpauii. Pegakuis B Hakasi
¢ibpoBi 6apabaHu - Yy NOABINHMX NOMieTUNEHOBUX
ansa naketax. BipHa pegakuis - y
c¢hapmaneBTUYHOTO NOABINHMX NOMNIETUNEHOBMX
3acTocyBaHHA nakeTax, Lo BKNagawTbCs Y
ibposi 6apabaHu.
101. | AUKNO®EHA | Diclofenac | guknodeH | MO2AALl | renb 1%, no40ry MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH OO0 bes UA/7167/01/01
K-BIOJIA aky 5 Ty6ax; no40ry dapmaneBT dapmaueBTnyHa peecTpauiiHix maTtepianis: peuenma
HaTpito Ty6i; no 1 1y6i B n4Ha abpvka 3minu | Tvny - 3miHn woao
nadui 3 KapToHy; No cabpuka "Biona" 6e3nekn/eeKkTuBHOCTI Ta
40rabono 100ry "Biona" capmakoHarnagy (iHwi 3miHu)
Ty6ax namiHaTHux; 3MiHV BHECEHO B TEKCT
no 40 r abo no 100 r MapKyBaHHsi BTOPUHHOI
y Ty6i namiHaTHii; yNaKoBKM NiKapcbkoro 3acoby
no 1 Ty6i B mayui 3 y nyHktn 3, 17 Ta B TekCT
KapToHYy MapKyBaHHS MEPBUHHOI
ynakoBKUW y MyHKTK 17. Takox
BUITy4YeHo Ayono4y
iHcpopmaLito pocinceKoro
moBoto (eCTD Bepcisi 0002).
BBeaeHHs 3MiH npoTsirom 6-T1
MiCSILiB Micnsi 3aTBEPAXKEHHS.
102. | QAUMEKCUAO® | Dimethyl anmetunc | MO2AX0 | po34uH HaLLKipHWIA; MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 bes UA/4522/01/01
APTEPIYM sulfoxide ynbdoKecK 3 no 50 mn y dpriakoHi; "Mannydap "Tannydapm” peecTpauinHUX JOKYMEHTIB: peuenma
a no 1 dnakoHy B Mm" 3miHu | TMny - 3MiHKM 3 AKOCTI.

navuj

A®I. BupobHuuto. 3MiHa
BMPOGHMKa
BVXifiHOro/npomi>kHoro
NpoAyKTy/peareHTy, Wo
BMKOPUCTOBYHOTBLCSH Y
BMPOGHMYOMy npoueci AdI,
abo 3miHa BUpobHUKa
(Bkrtoyatoun, ae HeobXxigHO,
MicLie NpoBeAeHHS KOHTPOro
sikocTi) ADI (3a BigcyTHOCTI
cepTudikaTta BignoBigHOCTI
€Bponeicbkin hapmakonei y
3aTBEpOKEHOMY A0Cke )(iHLLi
3MiHn) [JonyyeHHst dpyHKuii
“BuUMycKy cepii” 8o
3aTBEpAKEHOro BUPoBOHMKa
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka 20
moeaHa noceio4yeHHs1
Hasea*
"Hubei Xingfa Chemicals
Group Co., Ltd", Kutan.
BupobHuya ainbHuug, yci
BUPOGHMYI onepaui,
cneumaikauia skocTi, MeTogun
KoHTponto APl 3anuwianTbes
HE3MIHHUMW.
103. | gvn punio - ibynpocbe MO2AX1 | renb, no 15 abo no MeHTonaty Benvka MeHTOnatym Benwka BHECEHHS 3MiH 4O be3 UA/0377/01/01
H, 0 50r,a6ono 100 ry M Komnani Bputanis Komnari Iiviteq | BpuTtani peecTpauinHUX AOKYMEHTIB: peuenma
NEBOMEHT Ty6i, no 1 Ty6i B Timiten a 3MiHu | TMNY - 3MiHM 3 SKOCTI.
on KapTOHHiIN kopooLi [oToBMI Nnikapcbknii 3acib.

Cucrema
KOHTeWHep/3aKynopoBanbHUit
3aci6. 3miHa y nepBUHHIN
yMaKoBLii FOTOBOrO NiKapCbKoro
3acoby (SIKiCHWI Ta KinbKicHWI
cknag) - M’siki Ta HecTepunbHi
pigki nikapceki dopmu - 3miHa
6e3nocepeHBOro
(NepBUHHOrO) NakyBarbHOro
maTtepiany nikapcbkoro
3acoby, NOTOYHUNA
BMICOKOMOINEKYNAPHUIA
€enoKCMaHO-(PEeHONbHUIA Nnak,
LLIO BUKOPUCTOBYBABCH AN
BHYTPILUHBOrO NMOKPUTTS
antoMiHieBoi Tybun 3MiHIOETBCA
Ha nopibHun. MaTepianu
IHLIMX KOMMOHEHTIB
nakyBanbHOi cuctemu, To6To
Tybu (antoMmiHilt) Ta KpULLKK
(HDPE), 3anuwatotbcst
He3MiHHUMK. [itoya pegakuis -
name of lacquer: IT 405-017
or BR19/13 or 7077 Type of
lacquer: Internal high
molecular weight epoxy
phenolic resin. NMponoHoBaHa
pepakuisa - name of lacquer:
TU 25/N 48567 Type of
lacquer: Internal high
molecular weight Epoxy
phenolic Resin. 3minu | TUny -
3MmiHu 3 skocTi. FoToBUIA
nikapcbkui 3aci6. Cuctema
KOHTeWHep/3aKynoptoBanbHuUim
3aci6. 3miHa chopmun abo
pO3Mipy KOHTelHepa 4n
3aKynoptoBasibHOro 3acoby
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

(NepBUHHOT yNakoBKK)
(HecTepunbHi nikapcbki
3acobu) - He3Ha4Ha 3MiHa
niameTtpa Tybu (nepBUHHOI
ynakoBKMW) OQHOrO i3
3apeecTpoBaHuNX BUais
ynakoBku - no 100 r.

104.

AOUCIMNOPT®

Botulinum
toxin

KOMMIeKC
H0TyniHIYH
WU TOKCUH
Tmny A-
remarmniot
WHiH

MO3AXO0
1

NMOPOLLOK Anst
PO34MHY Ans iH'eKuin
no 300 Of; 1

hnakoH 3 NOPOLLKOM
Y KapTOHHI KOpoobUi

INCEH
SAPMA

PdpaHuis

INCEH
BIO®APM
JIMITEQ

Benuka
BpuTaHi
a

BHECEHHS! 3MiH 10
peecTpauiiHnx MaTepianis:
3MiHn | TNy -
AOMiHiCTpaTUBHI 3MiHW. 3MiHa
HanmeHyBaHHA Ta/abo agpecu
3asiBHUKA (BnacHuka
peecTpaLinHOro NocBigYeHHs)
3miHa agpecu 3asiBHUKA -
3MiHN BHECEHO B IHCTPYKLUit0
Ansi MEOUYHOTO 3aCTOCYBaHHS
nikapcbKkoro 3acoby y po3ainu
«3asBHUKY Ta
«Micue3HaxooKeHHs
3asiBHMKa». BBegeHHs 3MiH
npotsrom 6 micauis nicna
3aTBEPKEHHS.

3a
peuenmom

He
nion
seae

UA/13719/01/02

105.

ANCNOPT®

Botulinum
toxin

KOMMIEKC
BOTYniHIYH
WA TOKCUH
Tmny A-
remarniot
WHIH

MO3AXO0
1

MOPOLLIOK AN
PO34MHY AN iH'eKUin
no 500 Of; 1

(hNakoH 3 MOPOLLKOM
Y KapTOHHIlA kopobui

INCEH
OAPMA

PpaHuis

INCEH
BIO®GAPM
NIMITEL

Benuka
BputaHi
P

BHECEHHS 3MiH 10
peecTpauinHnx MaTepianis:
3minm | TNy -
AamiHicTpaTuBHI 3MiHU. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu
3asiBHUKA (BNacHuka
peecTpaLinHOro NoCBiAYEHHS)
3MiHa apgpecy 3asBHWKa -
3MiHM BHECEHO B iHCTPYKLItO
ANst MEAUYHOTO 3aCTOCYBaHHSA
nikapcbkoro 3acoby y po3ainu
«3anBHUK» Ta
«MicuesHaxomKeHHs
3asBHMKa». BBegeHHst 3aMiH
npoTsarom 6 micsauis nicns
3aTBEPKEHHS.

3a
peuenmom

He
nion
seae

UA/13719/01/01

106.

AOUDITIIOKAH
®

Fluconazol
e

driykoHas
on

JO2ACO
1

kancynu no 50 wmr;
no 7 kancyny
6nictepi; no 1
6nictepy B
KapTOHHIl ynakoBLi

Mdpansep
IHK.

CLUA

dapeBa Ambya3s

DdpaHuis

BHECEHHS 3MiH 10
peecTpaLiiHNX JOKYMEHTIB:
3miHu | TNy - 3MiHKM 3 AKOCTI.
CeptudikaT BignosigHocTi/l'E-
cepTudikat BiaNOBIAHOCTI
€Bponewnchkin
apmakonei/MmoHorpadii.
3MiHK, NoB'sA3aHi 3
HeobXiAHICTIO NpuBEAeHHS Y
Bi4NOBIgHICTb A0 MOHorpadii

3a
peuernmom

UA/5970/02/01
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *

[oY abo €Bponencbkoi
capmakonei, abo iHwoi
HaujioHanbHoi hapmakonei
nepxasu €C (3miHa y
cneumndikauisx, nos'asaHa 3i
3MiHamu B [1®Y, abo
€Bponeickkin thapmakoneri,
abo iHWin HauioHanbHin
dapmakonei aepxasu €C)
3MiHa cbopmaTy nogaHHA
pesynbTaTiB aHanisy
TUTPYBaHHS, y cneumdikauii
AdI conykoHaszony ans
nokasHuka «KinbkicHe
BU3HAYEHHSI», 3 METOH
npuvBELEHHS Y BiANOBIAHICTb
00 BUMOTr €BpOonencbkoi
dapmakonei. 3miHu | Tuny -
3MiHun 3 skocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT
BiZNOBIgHOCTI €BpONENChKii
capmakonei/moHorpadii.
MopgaHHsa HoBoro abo
OHOBJIEHOro cepTudikara
BigNoBigHOCTI abo BUMy4eHHs
cepTuddikaTta BiANoOBIAHOCTI
€Bponeicbkin hapmakonei:
ona A®l; ona smxigHoro
matepiany/peareHTy/npomixxHO
ro NPOAYKTY, WO
BUKOPWCTOBYIOTBCS Y
BUPOGHMUTBI ADI; Ans
[OMOMIXKHOI pe4OBUHU
(cepTtudcpikat BignosigHOCTI
€Bponeicbkin dapmakonei) -
HoBwuii ceptudikat Big HoBoro
BMpOBHKKa (3amiHa abo
[OMNOBHEHHS1) BBEAEHHS
anbTepPHaTUBHOIO BUPOOHMKA
A®I chnykoHasony Quimica
Sintetica S.A. (nocunatouuce
Ha Chemo lIberica, S.A.,
cepTudikaT BiANOBIAHOCTI
CEP Ne R1-CEP 2015-233-
Rev 00, BuaaHuii kKomnaHiewo
Chemo Iberica, S.A.). 3miHu |
TMny - 3MiHK 3 sikocTi. ADI.
KoHTponb A®I. 3miHa y
mMeTofax BunpobyBaHHs ADI
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *

abo BuxigHoro
mMaTepiany/npomixHoro
npoaykTy/peareHTy, Lo
BMKOPWCTOBYETLCSH Y MPOLECI
BUpobHMuTBa AP (iHLWi 3MiHK
y MeToaax BuUnpobyBaHHs
(BKnoyatoum 3amiHy abo
ponoBHeHHs1) AD| abo
BUXigHOro/MPOMiXKHOIO
NpoAyKTy) OONOBHEHHSI TECTY
«3anuLUKoBi PO3YMHHMKMY
cneundikadii APl
cnykoHazony
anbTepHaTUBHUM METOAOM
BunpobysaHHs MA-3011 gna
BW3HAYeHHS i30NponinoBoro
cnupTy (rasoBa
xpomarorpadisi). 3minu | Tuny
- 3miHu 3 akocTi. ADI.
KoHTponb A®L. 3miHa y
meTogax BunpobyBaHHsA ADI
abo BuxigHoro
MaTepiany/npomixHoro
npoaykTy/pearexTy, Lo
BUKOPWUCTOBYETLCS Y MPOLECI
BMpOGHMUTBa ADI (iHLLI 3MiHK
y MeToAax BUNpobyBaHHsI
(Bkntovatoum 3amiHy abo
ponoBHeHHs ) A®Il abo
BVXifiHOro/npomi>kHoro
npoayKTy) AOAAaBaHHS
anbTepHaTMBHOIO MeToay
BNpobyBaHHs A0
cneundikaii APl
dnykoHasony Ans Tecty
«Bopay, BignosiaHo oo
€Bp.dapm. 3aTtBepoKeHUn
metog W1.0. 3miHu | Tuny -
3miHn 3 akocTi. A®l. KoHTponb
A®I. 3miHa y meTogax
BunNpobyBaHHst Ad| abo
BUXigHOro
MaTepiany/npomiKHOro
npoaykTy/peareHTy, Lo
BMKOPUCTOBYETLCS Y NpoLeci
BMpOGHMUTBa ADI (iHLLI 3MiHK
y MeToaax BuUnpobyBaHHs
(Bkrtoyatoum 3amiHy abo
ponosHeHHs) APl abo
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *

BUXigHOro/MPOMiXKHOIO
NpoAYKTY) OHOBINEHHS TECTY
"Po3mip yacTok" cneuudikauii
A®I donykoHasony. 3MiHu |
TMny - 3MiHm 3 akocTi. ADI.
KoHTponb A®I. 3miHa y
mMeTogax BunpobyBaHHst ADI
abo BuxigHoro
MaTepiany/npoMiKHOro
npoaykTy/peareHTy, LWo
BUKOPUCTOBYETLCS Y MPOLECI
BMpOGHMUTBa ADI (iHLLI 3MiHK
y MeTogax BunpobyBaHHs
(BKrtovatoum 3amiHy abo
ponoBHeHHA) AD| abo
BUXigHOro/MPOMiXKHOro
NPOAYKTY) AONOBHEHHS
cneundikadii gna Al
cnykoHasony
anbTepHaTnBHUM USP
MeToAOM BUNPoGYBaHHS Anst
Tecty «CynbgaTHa 3onay».
3aTBepaXeHui meToq
€sp.Papm. 3minm | TNy -
3miHu 3 akocTi. A®Il. KoHTponb
A®I. 3miHa y meTogax
BunpobyBaHHs APl abo
BUXiAHOrO
maTepiany/npoMixxHoro
npoaykTy/pearenTy, Lo
BUKOPWUCTOBYETLCS Y MPOLECI
BUpOGHMUTBA ADI (iHLLI 3MiHK
y MeToAax BUMNpobyBaHHsi
(Bkrtovatoum 3amiHy abo
ponoBHeHHs1) A®l abo
BVXifHOro/npomi>kHoro
NPOAYKTY) AoAaBaHHS
anbTepHaTUBHOIO MeToay
BunpobyBaHHs R2.0 ans Tecty
"CynbcaTHa 3ona"
cneundikadii API
dnykoHasony.
3miHu | TNy - 3MiHKM 3 AKOCTI.
ADI. KoHtponb A®I. 3miHa y
mMeTofax BunpobyBaHHs ADI
abo BuxigHoro
mMarepiany/npoMixxHoro
npopykTy/pearenTy, Lo

BMKOPUCTOBYETLCS Y Npoueci
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *

BUpobHMuTBa AP (iHLWi 3MiHK
y MeTogax BunpobyBaHHs
(Bkntoyatoun 3amiHy abo
ponoBHeHHs1) AD| abo
BUXigHOro/MPOMiXKHOIO
NpoAYKTY) OONOBHEHHSI TECTY
H 2.95 "Baxki metann"
cneundikauii AdI
dnykoHasony
anbTepHaTUBHUM METOAOM
BUNpobyBaHHsA. 3MiHu | TNy -
3MmiHu 3 gxocTi. A®Il. KoHTponb
Ad®l. 3miHa y meTogax
BunpobyeaHHa APl abo
BUXIiQHOTO
MaTepiany/npomixHoro
npoaykTy/peareHTy, LWo
BVKOPVCTOBYETLCSH Y MPOLECI
BUpobHMuTBa AP (iHLWi 3MiHK
y MeTogax BunpobyBaHHs
(Bkrtovatoum 3amivy abo
ponoBHeHHs1) AD| abo
BUXigHOro/MPOMiXKHOIo
npoayKTy) AOAABaHHS
BHYTPILLHBOrO MeToAY
BUNpobyBaHHsA Ans Tecty
"3aranbHuii BMIiCT AOMiLLIOK"
crneundikauii A®I
cnykoHasony. [laHa 3miHa
CTOCY€ETLCS NULLE BUPOOHNYOT
ainsiHkM Quimica Sintetica S.A.
Kputepii npunHATHOCTI
METOAVK € aHasOorYHNM [0
pinsHkn Pfizer Ringaskiddy Ta
BignoBigaTb €Bp.Papm. aAns
dnykoHaszony. 3MiHn | Tuny -
3miHu 3 akocTi. A®Il. KoHTponb
A®I. 3miHa y meTogax
BunpobyBaHHs APl abo
BUXigHOro
mMarepiany/npoMixxHoro
npoaykTy/pearenTy, Lo
BUKOPWCTOBYETLCS Y MPOLECI
BUPOGHMUTBa ADI (iHLLI 3MiHK
y MeToaax BuUnpobyBaHHS
(Bkrtoyatoum 3amiHy abo
ponoBHeHHs1) A®Il abo
BVXi{HOro/npomi>kHoro
npoayKTy) AoAaBaHHS
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *

BHYTPILLHBOrO MeToAyY
BUNPoOyBaHHsA Ans TecTy
"HeigeHTundikoBaHi JOMiLLKN"
cneundikauii AdI
¢nykoHasony. [laHa 3miHa
CTOCYETbCA nuLLe BUPOBHUYOT
AinsHkM Quimica Sintetica S.A.
KpuTtepii npunHATHOCTI
METOAVK € aHANOr4YH1M [0
ninsHkn Pfizer Ringaskiddy Ta
BignosigatoTb €Bp. Papm. gnsa
dnykoHazony. 3MiHu | Tuny -
3MiHn 3 skocTi. A®l. KoHTponb
A®l. 3miHa y meTogax
BunpobysaHHs APl abo
BUXiAHOIO
MaTepiany/npomixHoro
npoaykTy/pearenTy, Lo
BUKOPUCTOBYETLCS Y MPOLECI
BUpobHMuTBa AP (iHLWi 3MiHM
y MeToaax BuUnpobyBaHHs
(BKnovatoum 3amiHy abo
ponoBHeHHs1) AD| abo
BVXiHHOro/npomi>kHoro
NpoayKTy) OONOBHEHHSI TECTY
«3aranbHuit BMICT AOMILLIOK»
cneundikaii APl
crykoHasony
anbTepHaTMBHUM USP
MeTOAOM BUNPOBYBaHHS.
[aHa 3miHa cTocyeTbes nuie
BMPOGHMYOI ainsHku Pfizer
Ringaskiddy. 3minn | Tuny -
3MmiHu 3 akocTi. A®Il. KoHTponb
A®I. 3miHa y meTogax
BunpobyBaHHs APl abo
BUXIiQHOTO
mMarepiany/npoMixxHoro
npopykTy/pearenTy, Lo
BUKOPWCTOBYETLCS Y NMPOLECI
BUPOGHMUTBa ADI (iHLLI 3MiHK
y MeToaax BUNpobyBaHHS
(Bkrtoyatoum 3amiHy abo
ponoBHeHHs1) A®Il abo
BVXi{HOro/npomi>kHoro
NpoAYKTY) AOMOBHEHHS TECTY
«HeigeHTndikOBaHI OMILLIKN»
cneundikadii API

cnykoHasony
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

anbTepHaTnBHUM USP
MeTOAOM BUNPOBYBaHHS.
HaHa 3miHa cTocyeTbes nuie
BUpoGHMYOT ainsHkn Pfizer
Ringaskiddy. 3miHu | Tuny -
3MmiHu 3 axocTi. A®Il. KoHTponb
A®I. 3miHa y meTogax
BunpobyeaHHa APl abo
BUXigHOro
MaTepiany/npomixHoro
npoaykTy/peareHTy, LWo
BVKOPVCTOBYETLCSH Y MPOLECI
BMpobHMuTBa AP (iHLWi 3MiHM
y MeTogax BunpobyBaHHs
(Bkrtovatoum 3amiHy abo
ponoBHeHHs1) AD| abo
BUXigHOro/MPoMiXKHOro
NpoAYyKTY) AONOBHEHHS TECTY
"Oomiwkn C" cneumdikawji
A®I conykoHaszony
anbTepHaTvBHUM USP
MeTOAOM BUNPOBYBaHHS.
[aHa 3miHa cTocyeTbecs nuie
BMPOGHWYOI AinsHku Pfizer
Ringaskiddy.
3miHu | TMny - 3MiHK 3 AKOCTI.
A®I. KoHtponb A®I. 3miHa y
mMeTofax BunpobyBaHHs ADI
abo BuxigHoro
MaTepiany/npomiKHOro
npoaykTy/peareHTy, LWo
BUKOPUCTOBYETLCS Y MPOLECI
BMPOGHMUTBa ADI (iHLLI 3MiHK
y MeToaax BuUNpobyBaHHs
(Bkntovatoum 3amiHy abo
ponoBHeHHs) AD| abo
BVXifHOro/npomi>kHoro
NpoayKTy) OONOBHEHHSI TECTY
"Oomiwkun B" cneuudpikauii ADI
crnykoHasony
anbTepHaTMBHUM USP
METOLOM BUNPOOYBaHHS.
[aHa 3miHa cTocyeTbCs nuLle
BUPOGHMYOI AinsHku Pfizer
Ringaskiddy. 3minn | Tuny -
3miHn 3 akocTi. A®l. KoHTponb
AQ®Il. 3miHa y meToaax
BunpobyBaHHs APl abo
BUXiOHOro
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *

MaTepiany/npomixHoro
npoaykTy/peareHTy, Lo
BUKOPUCTOBYETLCS Y MPOLECI
BMpobHMuTBa AP (iHLWi 3MiHK
y MeTogax BuUnpobyBaHHs
(Bkntoyatoum 3amiHy abo
ponoBHeHHs1) AD| abo
BUXigHOro/MPOMiXKHOIO
NpoAYKTY) OONOBHEHHSI TECTY
"Nomiwkn A" cneuundikauii AdI
cnykoHasony
anbTepHaTvBHUM USP
MeTOAOM BUNPOBYBaHHS.
[aHa 3miHa cTocyeTbecs nuwe
BMPOGHWYOI AinsHku Pfizer
Ringaskiddy. 3miHu | Tuny -
3MiHn 3 skocTi. A®l. KoHTponb
A®Il. 3miHa y meToaax
BunpobyeaHHa APl abo
BUXiAHOIO
MaTepiany/npomMiKHOro
npoaykTy/peareHTy, LWo
BUKOPUCTOBYETLCS Y MPOLECI
BMPOGHMUTBA ADI (iHLLI 3MiHK
y MeTogax BunpobyBaHHs
(Bkntovatoum 3amiHy abo
ponoBHeHHs) AD| abo
BVXiftHOro/npomi>kHoro
NpoayKTy) OONOBHEHHSI TECTY
«30BHiLLHIN BUrNSo»
crneundikauii A®I
crykoHasony
anbTepHaTUBHUM METOAO0M
BuNpobyBaHHs A 28.0.
3miHu | TMny - 3MiHK 3 AKOCTI.
A®I. KoHtponb A®I. 3miHa y
meTogax BunpobyBaHHA ADI
abo BuxigHoro
MaTepiany/npomiKHOro
npoaykTy/pearenTy, Lo
BUKOPWUCTOBYETLCS Y MPOLECI
BUpo6HMLTBa ADI (BUMyYeHHS
mMeToay BUNpobyBaHHS Ans
Adl/peareHTy/NpoMixXHOro
NpOAYKTY, SKLO
anbTepHaTUBHUI METO, BXe
3aTBEPKEHWIN) OHOBEHHS
TecTy «Boga» cneundikauii
AQI| conykoHaszony, a came
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
BUJTyYEHHS anbTepHaTUBHOMO

Ans TecTy «30BHILWHIN BUrNsg

meTogy BunpobyeaHHsA W1.96.
3MmiHn | TMny - 3MiHKM 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y
meTogax BunpobyBaHHst ADI
abo BuxigHoro
mMaTepiany/npomixkHoro
npoaykTy/peareHTy, Lo
BMKOPUCTOBYETLCS y NpoLeci
BUpobHMLTBa AD| (BUNYYEHHS
meToay BunpobyBaHHsA Ans
Adl/peareHTy/NPOMiIXXHOIO
NpoAyKTy, SKLLO
anbTepHaTUBHUIA METOS BXe
3aTBEPIKEHWI)
OHOBIEHHS TecTy «3aniso»
cneundikauii APl
dnykoHasony, a came
BUITYYEHHS anbTepHaTUBHOIO
meToay BunpobyeaHHsA R2.0.
3miHu | TMny - 3MiHKM 3 AKOCTI.
A®I. KoHTponb AdI. 3miHa y
mMeTogax BunpobyBaHHst ADI
abo BuxigHoro
maTepiany/npoMixxHoro
npoaykTy/peareHTy, LWo
BMKOPWCTOBYETLCSH Y MPOLECI
BUpOGHMLTBa ADI (BUNYyYeHHS
mMeToay BunpobyBaHHsA Ans
A®l/peareHTy/npoMiKHOrO
NpoAayKTy, SKLLO
anbTepHaTUBHUIA METO BXE
3aTBEPPKEHWNIN) OHOBMEHHSA
cneundikauii gna AdI
nykoHasony, a came
BUITyYEHHS anbTepHaTUBHOIO
meToay BunpobysaHHs F6.0

PO34MHy». 3MiHu | TUNY -
ALMiHICTPaTMBHI 3MiHN.
BunyyeHHsi BUpoGHUYOT
OinbHUUI (BKMOYa4n

OinbHuui ana A®I, npomikHOro
npoaykTty abo rotoBoro
nikapcbkoro 3acoby, AinbHuLi
ONsi NPOBEAEHHS NaKyBaHHS,
BUPOGHWKa, BiAnoBiAansHOro
3a BUMYyCK cepili, mMicue
npoBeAeHHS KOHTPOTO cepii)
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
abo nocTavyanbHVKa BUXIQHOTO
marepiany, peareHTy abo
[OOMOMDKHOI PEYOBUHM (SIKLLO
3a3HayeHo y A0ChE)
BUIYYEHHS anbTepHaTUBHOI
ninbHULi BUpobHuuTtea Pfizer
Pharmaceuticals LLC, USA,
BianosiganbHOI 3a
BMPOGHMLTBO ADI
c¢nykoHasony.
107. | QUBNIOKAH Fluconazol | dnykoHas JO2ACO | kancynu no 100 mr; Mdparizep CLWA PapeBa AMbya3 | DpaHuis BHECEHHS 3MiH 4O 3a UA/5970/02/02
® e on 1 no 10 kancyn y IHK. peecTpauinHUX JOKYMEHTIB: peuenmom

6nictepi; no 1
Gnictepy B
KapTOHHIN ynakoBLi

3MiHn | TMNY - 3MiHM 3 SIKOCTI.
CepTudikat BignosigHocTi/l'E-
cepTudikat BiANOBIAHOCTI
€Bponewncbkin
capmakonei/moHorpadii.
3MiHK, NoB'A3aHi 3
HeoOXiaHICTIO NpuBeaeHHs y
BiANOBIOHICTb 4O MOHOrpadii
oY abo €Bponencbkoi
capmakonei, abo iHWoi
HauioHanbHoI hapmakonei
nepxasu €C (3miHa y
crneundikauisx, nos's3aHa 3i
3miHamu B [1®Y, abo
€Bponeicbkin hapmakonesi,
abo iHLWIM HauioHanbHIN
apmakonei aepxasu €C)
3MiHa chopmaty nogaHHs
pesynbTartiB aHanisy
TUTPYBaHHS, y cneundikauii
A®I| dnykoHasony Ans
nokasHuka «KinbkicHe
BU3HAYEHHSI», 3 METOK
NPVBELEHHS Y BiANOBIAHICTb
[0 BMMOTr €BponencbKoi
dapmakonei. 3miHu | Tuny -
3miHu 3 akocTi. CepTudikart
BignoBigHocTi/lE-cepTudikat
BiQNOBIAHOCTI €EBpONENChHKIl
cbapmakonei/moHorpadii.
MopaHHs HoBoro abo
OHOBIEHOro cepTudikata
BiNOBIgHOCTI 260 BUNYYeHHS
cepTudikaTta BiANoBiAHOCTI
€Bponevicbkiit hapmakonei:
ans A®l; ansa BuxigHoro
matepiany/peareHTy/npomixxHo
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *

ro NpoaykKTy, Lo
BMKOPVCTOBYIOTbCS Y
BUPOGHMUTBI ADI; Ans
[OMOMDKHOI PEYOBUHM
(ceptucbikat BignosigHOCTI
€sponewicbkin apmakonei) -
Hosun cepTucpikat Big HOBOrO
BUpOGHMKa (3amiHa abo
[OOMOBHEHHS) BBEAEHHS
anbTepHaTUBHOrO BUpobHMKa
A®I cbnykoHazony Quimica
Sintetica S.A. (nocunatouunce
Ha Chemo lberica, S.A.,
cepTudikaT BigNoBIgHOCTI
CEP Ne R1-CEP 2015-233-
Rev 00, BMaaHuin kOMNaHieto
Chemo Iberica, S.A.). 3miHu |
Tmny - 3MiHn 3 gxocTi. ADI.
KoHTponb A®L. 3miHa y
mMeTogax BunpobysaHHst ADI
abo BuxigHoro
MaTepiany/npomixHoro
npoaykTy/peareHTy, LWo
BMKOPWCTOBYETLCH Y MPOLECI
BMpOGHMUTBA ADI (iHLWI 3MiHK
y MeTogax BunpobyBaHHs
(Bkntovatoum 3amiHy abo
ponoBHeHHs1) A®Il abo
BVXiftHOro/npomi>kHoro
NpoAYKTY) AONOBHEHHS TECTY
«3anuLUIKOBi PO3YNHHUKMY
crneundikauii A®I
dnykoHasony
anbTepHaTUBHUM METOAO0M
BunpobyBaHHst MA-3011 gns
BU3HAYEHHS i30NponinoBoro
cnumpTy (ra3oBa
xpomarorpadisi). 3miHu | Tuny
- 3MiHu 3 sikocTi. ADI.
KoHTponb A®I. 3miHa y
mMeTofax BunpobyBaHHs ADI
abo BuxigHoro
MaTepiany/npomiKHOro
npoaykTy/peareHTy, Lo
BMKOPUCTOBYETLCS Y NpoLeci
BMpOGHMUTBa ADI (iHLLI 3MiHK
y MeToaax BuUnpobyBaHHs
(Bkrtoyatoum 3amiHy abo
ponosHeHHs) APl abo
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
BUXigHOro/MPOMiXKHOIO

npoayKTy) AOAAaBaHHS
anbTepHaTUBHOrO METOAY
BUNpobyBaHHs A0
cneundikauii AdI
dnykoHasony Ans Tecty
«Bopgay, BignoBigHo oo
€Bp.dapm. 3aTBepaKeHun
metod W1.0. 3minn | Tuny -
3MiHun 3 skocTi. A®l. KoHTponb
Ao®l. 3miHa y meTogax
BunpobysaHHs APl abo
BUXiAHOIO
MaTepiany/npomixHoro
npoaykTy/pearenTy, Lo
BUKOPUCTOBYETLCS Y MPOLECI
BMpobHMuTBa AP (iHLWi 3MiHM
y MeToAax BUNpobyBaHHsi
(BKntovatoum 3amiHy abo
ponoBHeHHs1) AD| abo
BVXifHOro/npomiXHoro
NpoAYKTY) OHOBIEHHS TECTY
"Po3Mip yacTok" cneumdikauii
A®I| cnykoHazony. 3MiHn |
TMny - 3MiHK 3 sikocTi. ADI.
KoHTponb A®I. 3miHa y
meTofax BunpobyBaHHA ADI
abo BuxigHoro
maTepiany/npoMixxHoro
npoaykTy/pearenTy, Lo
BUKOPWUCTOBYETLCS Y MPOLECI
BUpOGHMUTBA ADI (iHLLI 3MiHK
y MeToAax BUMNpobyBaHHsi
(Bkrtovatoum 3amiHy abo
ponoBHeHHs1) A®l abo
BVXifHOro/npomi>kHoro
NpOAYKTY) AONOBHEHHS
cneundikadii ana APl
crnykoHasony
anbTepHaTvBHUM USP
MEeTOA0M BUNPOOYBaHHS Ans
Tecty «CynbdaTHa 3ona».
3aTBepoKeHUn MeToq
€p.Papm. 3miHu | TNy -
3miHn 3 akocTi. A®l. KoHTponb
A®I. 3miHa y meTogax
BunNpobyBaHHst Ad| abo
BUXigHOro

MaTepiany/npomiKHOro
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *

npoaykTy/peareHTy, LWo
BMKOPWCTOBYETLCSH Y MPOLECI
BUPOOHMUTBa ADI (iHLWi 3MiHK
y MeTogax BunpobyBaHHs
(BKnovatoum 3amiHy abo
ponoBHeHHs1) A®Il abo
BUXigHOTro/MPOMiXKHOIO
npoayKTy) AOAAaBaHHS
anbTepHaTUBHOrO METOAY
BunpobyBaHHsA R2.0 ans tecty
"CynbcaTHa 3ona"
cneundikadii APl
cnykoHasony.
3MiHn | TMNY - 3MiHM 3 SIKOCTI.
A®I. KoHtponb A®I. 3miHa y
mMeTogax BunpobysaHHst ADI
abo BuxigHoro
MaTepiany/npomMiKHOro
npoaykTy/peareHTy, LWo
BUKOPUCTOBYETLCS Y MPOLECI
BMpOGHMUTBa ADI (iHLLI 3MiHK
y MeTogax BunpobyBaHHs
(BKntovatoum 3amiHy abo
ponoBHeHHs) A®Il abo
BVXiftHOro/npomi>kHoro
NpoayKTy) OONOBHEHHSI TECTY
H 2.95 "Baxki meTanu"
crneundikauii A®I
crykoHasony
anbTepHaTMBHUM METOAOM
BUNpobyBaHHs. 3MiHu | TNy -
3miHu 3 akocTi. A®Il. KoHTponb
A®I. 3miHa y meTogax
BunpobyBaHHs APl abo
BUXiAHOrO
MaTepiany/npomiKHOro
npoaykTy/pearenTy, Lo
BUKOPWUCTOBYETLCS Y MPOLECI
BMPOGHMUTBa ADI (iHLLi 3MiHK
y MeToaax BUNpobyBaHHsi
(Bkntovatoum 3amiHy abo
ponoBHeHHs) A®Il abo
BVXiHHOro/npomi>kHoro
npoayKTy) AoAaBaHHS
BHYTPILLHBOrO METOAY
BUNPOBYBaHHS Ans TecTy
"3aranbHuin BMIiCT AOMiLLIOK"
cneundikadii API
cnykoHasony. [JaHa 3miHa
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *

CTOCYETbCS NULLE BUPOBHNYOT
AinsHkM Quimica Sintetica S.A.
KpuTepii npunHATHOCTI
MeTOAMK € aHarnoriYHnM o
ninsHkm Pfizer Ringaskiddy Ta
BignosigatoTb €Bp.®apm. Ans
dnykoHaszony. 3MiHu | Tuny -
3MiHn 3 akocTi. A®l. KoHTponb
A®Il. 3miHa y meToaax
BunpobyeaHHa APl abo
BUXiAHOIO
MaTepiany/npomMiKHOro
npoaykTy/peareHTy, LWo
BUKOPUCTOBYETLCS Y MPOLECI
BMPOGHMUTBa ADI (iHLLI 3MiHK
y MeTogax BunpobyBaHHs
(BKrtovatoum 3amiHy abo
ponoBHeHHA) AD| abo
BUXigHOro/MPOMiXKHOIo
npoayKTy) AoAaBaHHS
BHYTPILLHBOTO MEeToAy
BUNpoOyBaHHsA Ans Tecty
"HeigeHTndikoBaHi AoMiLLKkun"
cneundikaii APl
cnykoHasony. [laHa 3miHa
CTOCYETbCS NULLE BUPOBHNYOT
ninsHkM Quimica Sintetica S.A.
Kputepii npunHATHOCTI
MEeTOAMK € aHanoriYHnM Ao
pinsHkn Pfizer Ringaskiddy Ta
BignosigatoTe €Bp. ®apm. ans
dnykoHaszony. 3MiHu | Tuny -
3miHu 3 akocTi. A®Il. KoHTponb
A®I. 3miHa y meTogax
BunpobyBaHHst Ad| abo
BUXIiQHOTO
MaTepiany/npomiKHOro
npoaykTy/peareHTy, Lo
BMKOPWCTOBYETLCSH Y MPOLECI
BMPOGHMUTBa ADI (iHLLi 3MiHK
y MeToaax BuUNpobyBaHHs
(Bkrtoyatoum 3amiHy abo
ponoBHeHHs) A®Il abo
BVXiHOro/npoMmi>kHOro
NPOAYKTY) LOMOBHEHHS TECTY
«3aranbHui BMICT AOMILLIOK»
cneundikadii A®I
cnykoHasony
anbTepHaTvBHuMm USP
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

MeTOAOM BUNPOBYBaHHS.
[aHa 3miHa cTocyeTbes nuie
BMPOBHWYOI ainsiHkn Pfizer
Ringaskiddy. 3miHn | Tuny -
3MiHn 3 akocTi. A®l. KoHTponb
A®I. 3miHa y meTodax
BunpobyeaHHa APl abo
BUXiAHOIO
MaTepiany/npoMiKHOro
npoaykTy/peareHTy, LWo
BUKOPUCTOBYETLCS Y MPOLECI
BMpOGHMUTBa ADI (iHLLI 3MiHK
y MeTogax BunpobyBaHHs
(BKrtovatoum 3amiHy abo
ponoBHeHHA) AD| abo
BUXigHOro/MPOMiXKHOro
NpoAyKTy) OONOBHEHHSI TECTY
«HeigeHTndikoBaHI OMILLIKN»
cneundikauii APl
cnykoHasony
anbTepHaTvBHUM USP
MeTOAOM BUNPOBYBaHHS.
[aHa 3miHa cTocyeTbecs nuie
BMPOGHWYOI AinsHku Pfizer
Ringaskiddy. 3Minu | Tuny -
3miHu 3 akocTi. A®Il. KoHTponb
A®I. 3miHa y meTogax
BunpobyBaHHst Ad| abo
BUXiAHOrO
MaTepiany/npomiKHOro
npoaykTy/peareHTy, LWo
BUKOPUCTOBYETLCS Y MPOLECI
BMPOGHMUTBa ADI (iHLLI 3MiHK
y MeToAax BUMNpobyBaHHsI
(Bkntovatoum 3amiHy abo
ponoBHeHHs) AD| abo
BVXifHOro/npomi>kHoro
NpoayKTy) OONOBHEHHSI TECTY
"Oomiwkn C" cneumdikavji
A®I| dnykoHasony
anbTepHaTMBHUM USP
MeToaOoM BUMNPOGYBaHHS.
[aHa 3miHa cTocyeTbCs nuLle
BUPOGHMYOI AinsHku Pfizer
Ringaskiddy.
3miHu | TMny - 3MiHKM 3 AKOCTI.
ADI. KoHtponb A®I. 3miHa y
mMeTofax BunpobyBaHHs ADI
abo BuxigHoro
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *

MaTepiany/npomixHoro
npoaykTy/peareHTy, Lo
BMKOPUCTOBYETLCS y NpoLeci
BMpobHMuTBa AP (iHLWi 3MiHK
y MeTogax BuUnpobyBaHHs
(Bkntoyatoum 3amiHy abo
ponoBHeHHs1) AD| abo
BUXigHOro/MPOMiXKHOIO
NpoAYKTY) OONOBHEHHSI TECTY
"Nomiwkn B" cneuundikauii AdI
cnykoHasony
anbTepHaTvBHUM USP
MeTOAOM BUNPOBYBaHHS.
[aHa 3miHa cTocyeTbecs nuwe
BMPOGHWYOI AinsHku Pfizer
Ringaskiddy. 3miHu | Tuny -
3MiHn 3 skocTi. A®l. KoHTponb
A®Il. 3miHa y meToaax
BunpobyeaHHa APl abo
BUXiAHOIO
MaTepiany/npomMiKHOro
npoaykTy/peareHTy, LWo
BUKOPUCTOBYETLCS Y MPOLECI
BMPOGHMUTBA ADI (iHLLI 3MiHK
y MeTogax BunpobyBaHHs
(Bkntovatoum 3amiHy abo
ponoBHeHHs) AD| abo
BVXiftHOro/npomi>kHoro
NpoayKTy) OONOBHEHHSI TECTY
"Oomiwkun A" cneuudikauii ADI
crykoHasony
anbTepHaTMBHUM USP
MeTOAO0M BUNPOBYBaHHS.
[aHa 3miHa cTocy€eTbCs nuLle
BMPOGHMYOI ainsHku Pfizer
Ringaskiddy. 3minn | Tuny -
3miHu 3 akocTi. A®Il. KoHTponb
A®I. 3miHa y meTogax
BunpobyBaHHs APl abo
BUXigHOro
mMarepiany/npoMixxHoro
npoaykTy/pearenTy, Lo
BMKOPUCTOBYETLCS Y NpoLeci
BUPOGHMUTBa ADI (iHLLI 3MiHK
y MeToaax BUMNpobyBaHHsi
(Bkrtoyatoum 3amiHy abo
ponoBHeHHs1) A®Il abo
BVXi{HOro/npomi>kHoro
NPOAYKTY) JOMNOBHEHHS TECTY
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *

«30BHiLLHIA BUrNsSa»
cneundikauii APl
dnykoHasony
anbTepHaTUBHUM METOAOM
BunpobyBaHHs A 28.0.
3MmiHn | TMny - 3MiHKM 3 AKOCTI.
A®I. KoHTponb AdI. 3miHa y
meTogax BunpobyBaHHst ADI
abo BuxigHoro
MaTepiany/npomixHoro
npoaykTy/peareHTy, LWo
BVKOPVCTOBYETLCSH Y MPOLECI
BUpobHMLTBa ADI (BUNYYEHHS
meToay BunpobyBaHHsA Ans
Adl/peareHTy/NPOMiIXXHOIO
NpoAyKTy, SKLLO
anbTepHaTUBHUIA METO BXe
3aTBEPKEHWNIN) OHOBMEHHSA
Tecty «Bopa» cneuudikauii
A®I conykoHasony, a came
BUITyYEHHS anbTepHaTUBHOIO
meToay BunpobyeaHHsA W1.96.
3MiHn | TMNY - 3MiHM 3 SIKOCTI.
A®I. KoHtponb A®I. 3miHa y
mMeTofax BunpobyBaHHs ADI
abo BuxigHoro
MaTepiany/npomMiKHOro
npoaykTy/peareHTy, Lo
BUKOPWUCTOBYETLCS Y MPOLECI
BMpobHMLUTBa ADI (BUMyYeHHS
mMeToay BunpobyBaHHsA Ans
Adl/peareHTy/npomixxHoro
NpOAYKTY, SKLO
anbTepHaTUBHUI METOL, BXe
3aTBEPOKEHWIA)
OHOBIEHHSA TecTy «3ani3o»
cneundikaii APl
nykoHasony, a came
BUITyYEHHs anbTepHaTUBHOIO
meTogy BunpobyeaHHA R2.0.
3miHu | TMny - 3MiHKM 3 sIKOCTI.
A®I|. KoHtponb A®I. 3miHa y
mMeTofax BunpobyBaHHsA ADI
abo BuxigHoro
MaTepiany/npomiKHOro
npopykTy/pearenTy, Lo
BUKOPUCTOBYETLCS Y MPOLECI
BUpo6HMLUTBa ADI (BUMyYeHHS
MeToay BUNpobyBaHHs Ans
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

Adl/peareHTy/npomixxHOro
NPOAYKTY, SKLLO
anbTepHaTUBHUIA METO BXeE
3aTBEPAKEHNIN) OHOBINEHHS
cneundikauii gna Al
dnykoHasony, a came
BUYYEHHS anbTepHaTUBHOIO
meToay BunpobysaHHs F6.0
ONns TecTy «30BHiLWHI BUMSA
PO34MHY». 3MiHu | TURY -
ALMiHICTpaTUBHI 3MiHW.
BunyyeHHs BMpoGHuYoi
OinbHUUI (BKMOYao4n
OinbHuui gns Al npomipkHoro
npoaykTy abo rotoBoro
nikapcbkoro 3acoby, OinbHULi
ONs1 NPOBEAEHHS NaKyBaHHS,
BMPOBHVKa, BiANOBiAanbHOro
3a BUMYCK cepin, micue
NpoBeAEeHHs KOHTPOo cepii)
abo nocTtavanbHMKa BUXiOQHOTO
maTepiany, peareHTy abo
[OMOMIDKHOI PEYOBUHU (SIKLLO
3a3HaYeHOo Y OCLE)
BUMYYEHHS anbTepHaTUBHOI
AinbHULi BUpobHuuTea Pfizer
Pharmaceuticals LLC, USA,
BiANoBiganbHOI 3a
BMPOGHMLTBO ADI
dnykoHasony.

108.

OUDJTIIOKAH
®

Fluconazol
e

driykoHas
on

JO2ACO
1

kancynu no 150 mr;
no 1 kancyni B
onictepi; no 1
6nictepy B
KapTOHHIN ynakoBLi

Mdpanzep
IHK.

CLIA

®dapesa Ambyas

dpaHuis

BHECEHHS 3MiH A0
peecTpaLiiHNX AOKYMEHTIB:
3miHu | TMny - 3MiHKM 3 AKOCTI.
CeptudikaT BignosigHocTi/l'E-
cepTudikat BiANOBIAHOCTI
€Bponewncbkin
dapmakonei/MmoHorpadii.
3MiHK, noB'aA3aHi 3
HeobXiaHICTIO NpuBeAeHHS Y
BiANOBIQHICTb 40 MOHorpadii
OdY abo €sponericbkoi
dapmakonei, abo iHLwoi
HauioHanbHoi hapmakonei
nepxasu €C (3miHa y
crneundikaLisx, Nno's3aHa 3i
3MiHamu B [1®Y, abo
€Bponevicbkiit hapmakonei,
abo iHWi HauioHanbHIN
apmakonei aepxasu €C)

be3
peuenma

UA/5970/02/03
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Ne Haszea MixxHapod Haszea Koo Popma eunycky Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka 20
moeaHa noceio4yeHHs1
Hasea*

3MiHa cbopmaTy nogaHHsA
pe3ynbTariB aHanisy
TUTPYBaHHS, y cneumdikaii
ADI chnykoHasony ans
nokasHuka «KinbkicHe
BU3HAYEHHSI», 3 METOHO
npvBeLEeHHS Y BiANOBIAHICTb
[0 BUMOTr €BpONencbKoi
dapmakonei. 3miHu | Tuny -
3MiHu 3 skocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT
BiZNOBIgHOCTI €BpONENChKii
capmakonei/moHorpadii.
MopgaHHsa HoBoro abo
OHOBIIEHOro cepTudikara
BiNOBIgHOCTI 260 BUNYYEHHS
cepTudikaTa BignoBigHOCTI
€sponewcbkin hapmakonei:
ana A®l; ansa BuxigHoro
mMaTtepiany/peareHTy/NpoMiKHO
ro NpoaykKTy, Lo
BUKOPWCTOBYIOTbCS Y
BUpobHMUTBI API; ona
[OMOMIXKHOI pe4OBUHU
(cepTudpikat BignosigHOCTI
€Bponeicbkin dapmakonei) -
HoBwuii ceptudikat Big HoBoro
BMPOGHKKa (3amiHa abo
[OMNOBHEHHS1) BBEAEHHS
anbTepHaTMBHOIO BUPOOHMKa
A®I cpnykoHasony Quimica
Sintetica S.A. (nocunatouuch
Ha Chemo lIberica, S.A.,
cepTudikat BiANOBIAHOCTI
CEP Ne R1-CEP 2015-233-
Rev 00, BugaHuii kKomnaHiewo
Chemo Iberica, S.A.). 3miHu |
TMny - 3MiHK 3 sikocTi. ADI.
KoHTponb A®I. 3miHa y
mMeTofax BunpobyBaHHsA ADI
abo BuxigHoro
MaTepiany/npomiKHOro
npopykTy/pearenTy, Lo
BUKOPUCTOBYETLCS Y MPOLECI
BMpOGHMUTBa ADI (iHLLI 3MiHK
y MeToaax BUMNpobyBaHHsi
(Bkntovatoumn 3amiHy abo
ponoBHeHHs) A®Il abo
BVXifHOro/npomi>kHoro
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
NPOAYKTY) AOMOBHEHHS TECTY
«3anuLuKoBi PO34YMHHUKNY
cneundikadii A®I
cnykoHasony

anbTepHaTUBHUM METOAOM
BunpobysaHHs MA-3011 ans
BW3HAYeHHS i30NponinoBoro
cnumpTy (ra3oBa
xpomarorpadist). 3minu | Tuny
- 3miHu 3 akocTi. ADI.
KoHTponb ADL. 3miHa y
meTogax BunpobyBaHHsA ADI
abo BuxigHoro
MaTepiany/npomixHoro
npoaykTy/pearenTy, Lo
BUKOPUCTOBYETLCS Y MPOLECI
BMpobHMuTBa AP (iHLWi 3MiHM
y MeToAax BUNpobyBaHHsi
(BKntovatoum 3amiHy abo
ponoBHeHHs1) AD| abo
BVXifHOro/npomiXHoro
npoayKTy) AoAaBaHHS
anbTepHaTVBHOIO MeToay
BUNpobyBaHHs A0
crneundikauii A®I
dnykoHasony Ans Tecty
«Bopay, BignosiaHo oo
€sp.Papm. 3aTBEpOKEHUI
metog W1.0. 3miHu | Tuny -
3MmiHu 3 akocTi. A®Il. KoHTponb
A®I. 3miHa y meTogax
BunpobyBaHHst Ad| abo
BUXIiQHOTO
MaTepiany/npomiKHOro
npoaykTy/peareHTy, LWo
BMKOPWCTOBYETLCSH Y MPOLECI
BMPOGHMUTBa ADI (iHLLI 3MiHK
y MeToaax BuUNpobyBaHHs
(Bkrtoyatoum 3amiHy abo
ponoBHeHHs) A®Il abo
BWXiHOro/npomi>kHoro
NPOAYKTY) OHOBMEHHS TECTY
"Po3mip yacTok" cneuudikauii
ADI nykoHazony. 3MiHu |
TMny - 3MiHn 3 gxocTi. ADI.
KoHTponb A®I. 3miHa y
mMeTofax BUnpobyBaHHs ADI
abo BuxigHoro

MaTepiany/npomiKHOro
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *

npoaykTy/peareHTy, LWo
BMKOPWCTOBYETLCSH Y MPOLECI
BUPOOHMUTBa ADI (iHLWi 3MiHK
y MeTogax BunpobyBaHHs
(BKnovatoum 3amiHy abo
ponoBHeHHs1) A®Il abo
BUXigHOTro/MPOMiXKHOIO
NPOAYKTY) AONOBHEHHS
cneundikauii gna APl
cnykoHasony
anbTepHaTuBHUM USP
MeTOAOM BUNPOGYBaHHS Anst
Tecty «CynbgaTHa 3ona».
3aTBepakeHuii meToq
€p.®Papm. 3minm | TNy -
3MiHn 3 skocTi. A®Il. KoHTponb
Ad®l. 3miHa y meTogax
BunpobysaHHs APl abo
BUXiAHOIO
MaTepiany/npomixHoro
npoaykTy/pearexTy, Lo
BUKOPWCTOBYETLCS Y MPOLECI
BUpobHMuTBa AP (iHLWi 3MiHM
y MeToaax BUNpobyBaHHsi
(Bkntovatoum 3amiHy abo
ponoBHeHHs1) A®l abo
BVXifHOro/npomi>kHoro
npoayKTy) AOAAaBaHHS
anbTepHaTMBHOIO MeToay
BunpobysaHHs R2.0 ansa Tecty
"CynbcaTHa 3ona"
crneundikauii A®I
dnykoHasony.
3miHu | TMny - 3MiHKM 3 AKOCTI.
A®I. KoHtponb A®I. 3miHa y
meTogax BunpobyBaHHA ADI
abo BuxigHoro
mMarepiany/npoMixxHoro
npopykTy/pearenTy, Lo
BMKOPUCTOBYETLCS Y NpoLeci
BUPOGHMUTBa ADI (iHLLI 3MiHK
y MeToaax BUNpobyBaHHsi
(Bkrtoyatoum 3amiHy abo
ponoBHeHHs1) A®Il abo
BVXi{HOro/npomi>kHoro
NPOAYKTY) [OMOBHEHHS TECTY
H 2.95 "Baxki meTanun"
cneundikadii API
cnykoHasony
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
anbTepHaTUBHUM METOLOM

BUNpobyBaHHsA. 3MiHu | TNy -
3MmiHu 3 axocTi. A®Il. KoHTponb
A®I. 3miHa y meTogax
BunpobyeaHHa APl abo
BUXigHOro
mMaTepiany/npomixkHoro
npoaykTy/peareHTy, Lo
BUKOPUCTOBYETLCS Y MPOLECI
BUpobHMuTBa AP (iHLWi 3MiHK
y MeTogax BunpobyBaHHs
(Bkrtovatoum 3amivy abo
ponoBHeHHs1) AD| abo
BUXigHOro/MPoMiXKHOro
npoayKTy) AOAABaHHS
BHYTPILLHBOrO MeToAy
BUNpoOyBaHHsA Ans Tecty
"3aranbHuii BMiCT 4OMILLIOK"
cneundikauii APl
cnykoHasony. [laHa 3miHa
CTOCYETbCS NULLE BUPOBHNYOI
ninsHkM Quimica Sintetica S.A.
KpuTepii npuiHATHOCTI
METOAVK € aHAsOrYHNM [0
pinsHku Pfizer Ringaskiddy Ta
BignoBigaTb €Bp.Papm. aAns
dnykoHazony. 3MiHu | Tuny -
3miHu 3 akocTi. A®Il. KoHTponb
A®I. 3miHa y meTogax
BunpobyBaHHs APl abo
BUXiAHOrO
mMaTepiany/npoMixxHoro
npoaykTy/pearenTy, Lo
BMKOPWCTOBYETLCSH Y MPOLECI
BMpOGHMUTBa ADI (iHLLI 3MiHK
y MeToaax BUNpobyBaHHs
(Bkrtovatoum 3amiHy abo
ponoBHeHHs1) A®Il abo
BVXiHHOro/npomi>kHoro
npoayKTy) AOAABaHHS
BHYTpILLHBOrO MeToAY
BUNPOOYBaHHSA Ans TECTY
"HeigeHTndikoBaHi goMmilLkn"
cneundikadii A®I
cnykoHaszony. [laHa 3miHa
CTOCYETbCS NULLE BUPOBHNYOT
ainsiHkM Quimica Sintetica S.A.
KpuTepii npunHATHOCTI

METOAMK € aHanoriyHum oo
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *

ninsHkm Pfizer Ringaskiddy Ta
BignosigatoTb €Bp. Papm. gnsa
dnykoHaszony. 3MiHn | Tuny -
3MiHn 3 akocTi. A®l. KoHTponb
A®I. 3miHa y meTogax
BMNpobyBaHHsA APl abo
BUXiAHOIO
mMaTepiany/npomixHoro
npoaykTy/peareHTy, Lo
BUKOPUCTOBYETLCS Y MPOLECI
BUpobHMuTBa AP (iHLWi 3MiHM
y MeToaax BUNpobyBaHHs
(BKrtovatoum 3amiHy abo
ponoBHeHHs1) AD| abo
BVIXifHOro/npomiXXHOro
NpoAyKTy) OONOBHEHHSI TECTY
«3aranbHui BMICT AOMILLIOK»
cneundikadii API
cnykoHasony
anbTepHaTnBHUM USP
MeToAOM BUNPOByBaHHS.
[aHa 3miHa cTocyeTbCs nuie
BUpOGHMYOT ainsHkn Pfizer
Ringaskiddy. 3minn | Tuny -
3miHu 3 akocTi. A®Il. KoHTponb
A®I. 3miHa y meTogax
BunpobyBaHHs APl abo
BUXiAHOrO
maTepiany/npoMixxHoro
npoaykTy/pearenTy, Lo
BUKOPWUCTOBYETLCS Y MPOLECI
BUpOGHMUTBA ADI (iHLLI 3MiHK
y MeToaax BUNpobyBaHHs
(Bkrtovatoum 3amiHy abo
ponoBHeHHs1) A®l abo
BVXifHOro/npomi>kHoro
NpoAYKTY) AONOBHEHHS TECTY
«HeigeHTndikOBaHI OMILLIKN»
cneundikadii API
crnykoHasony
anbTepHaTMBHUM USP
METOLOM BUNPOOYBaHHS.
[aHa 3miHa cTocyeTbCs nuLle
BUPOGHMYOI AinsHku Pfizer
Ringaskiddy. 3minn | Tuny -
3miHn 3 akocTi. A®l. KoHTponb
AQ®Il. 3miHa y meToaax
BunpobyBaHHs APl abo
BUXiOHOro
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *

MaTepiany/npomixHoro
npoaykTy/peareHTy, Lo
BMKOPUCTOBYETLCS y NpoLeci
BMpobHMuTBa AP (iHLWi 3MiHK
y MeTogax BuUnpobyBaHHs
(Bkntoyatoum 3amiHy abo
ponoBHeHHs1) AD| abo
BUXigHOro/MPOMiXKHOIO
NpoAYKTY) OONOBHEHHSI TECTY
"Oomiwkn C" cneundikawji
A®I conykoHaszony
anbTepHaTvBHUM USP
MeTOAOM BUNPOBYBaHHS.
[aHa 3miHa cTocyeTbecs nuwe
BMPOGHWYOI AinsHku Pfizer
Ringaskiddy.
3MiHn | TMNY - 3MiHM 3 SIKOCTI.
A®I|. KoHtponb A®I. 3miHa y
mMeTogax BunpobyBaHHst ADI
abo BuxigHoro
MaTepiany/npomMiKHOro
npoaykTy/peareHTy, LWo
BUKOPUCTOBYETLCS Y MPOLECI
BMPOGHMUTBA ADI (iHLLI 3MiHK
y MeTogax BunpobyBaHHs
(Bkntovatoum 3amiHy abo
ponoBHeHHs) AD| abo
BVXiftHOro/npomi>kHoro
NpoayKTy) OONOBHEHHSI TECTY
"Oomiwkn B" cneuudikauii ADI
crykoHasony
anbTepHaTMBHUM USP
MeTOAO0M BUNPOBYBaHHS.
[aHa 3miHa cTocy€eTbCs nuLle
BMPOGHMYOI ainsHku Pfizer
Ringaskiddy. 3minn | Tuny -
3miHu 3 akocTi. A®Il. KoHTponb
A®I. 3miHa y meTogax
BunpobyBaHHs APl abo
BUXigHOro
mMarepiany/npoMixxHoro
npoaykTy/pearenTy, Lo
BMKOPUCTOBYETLCS Y NpoLeci
BUPOGHMUTBa ADI (iHLLI 3MiHK
y MeToaax BUMNpobyBaHHsi
(Bkrtoyatoum 3amiHy abo
ponoBHeHHs1) A®Il abo
BVXi{HOro/npomi>kHoro
NPOAYKTY) JOMNOBHEHHS TECTY
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *

"Oomiwkn A" cneumdikauii ADI
cnykoHasony
anbTepHaTMBHUM USP
MeTOAOM BUNPOBYBaHHS.
[aHa 3miHa cTocyeTbes nuie
BMPOBHWYOI ainsiHkn Pfizer
Ringaskiddy. 3miHu | Tuny -
3MiHn 3 akocTi. A®l. KoHTponb
A®Il. 3miHa y meToaax
BunpobyeaHHa APl abo
BUXiAHOIO
MaTepiany/npomMiKHOro
npoaykTy/peareHTy, LWo
BUKOPUCTOBYETLCS Y MPOLECI
BMPOGHMUTBa ADI (iHLLI 3MiHK
y MeTogax BunpobyBaHHs
(BKrtovatoum 3amiHy abo
ponoBHeHHA) AD| abo
BUXigHOro/MPOMiXKHOIo
NpoAyKTy) OONOBHEHHSI TECTY
«30BHILLHIN BUrNSio»
cneundikauii APl
cnykoHasony
anbTepHaTUBHUM METOAOM
BuNpobyBaHHs A 28.0.
3miHu | TMny - 3MiHK 3 AKOCTI.
A®I. KoHtponb A®I. 3miHa y
mMeTofax BunpobyBaHHs ADI
abo BuxigHoro
MaTepiany/npomiKHOro
npoaykTy/peareHTy, LWo
BUKOPUCTOBYETLCS Y MPOLECI
BMpobHMLUTBa ADI (BUMyYeHHS
MeToay BUNpobyBaHHSA Ans
Adl/peareHTy/npomixxHoro
NpOAYKTY, SKLO
anbTepHaTUBHUIA METO BXe
3aTBEPKEHWIN) OHOBMEHHS
TecTy «Boga» cneundikauii
A®I| cnykoHasony, a came
BUINYYEHHS anbTepHaTUBHOIO

meToay BunpobysaHHa W1.96.

3miHu | TNy - 3MiHKM 3 AKOCTI.
ADI. KoHtponb A®I. 3miHa y
mMeTofax BunpobyBaHHs ADI
abo BuXxigHOro
mMarepiany/npoMixxHoro
npopykTy/pearenTy, Lo
BMKOPUCTOBYETLCS Y Npoueci
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[TponoBkeHHs noaaTka 3

Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea*

*

BUpoGHMLTBa ADI (BUNYyYEHHS
meToay BunpobyBaHHs Ans
Adl/peareHTy/npomMixkHOro

NpPoOAyKTY, SKLIO
anbTepHaTUBHWUIA METO BXe
3aTBEPIKEHNI)
OHOBIEHHS TecTy «3aniso»
cneundikauii AdI
dnykoHasony, a came

BUITYYEHHS anbTepHaTUBHOIO

mMeToay BunpobyeaHHs R2.0.

3miHu | TMny - 3MiHKM 3 AKOCTI.
A®I. KoHTpornb AdI. 3miHa y
mMeTogax BunpobysaHHst ADI
abo BuxigHoro
MaTepiany/npomixHoro
npoaykTy/peareHTy, LWo

BVKOPVCTOBYETLCSH Y MPOLECI

BUpoGHMLTBa ADI (BUNYYEHHS
meToay BunpobyBaHHsA Ans
Adl/peareHTy/NPOMiIXKXHOIO

NpoAyKTy, SKLLO
anbTepHaTUBHUIA METO BXe
3aTBEPPKEHWNIN) OHOBMEHHSA

cneundikadii ona Adl
nykoHasony, a came

BUITyYEHHS arnbTepHaTUBHOIO

meToay BunpobysaHHs F6.0

Ans Tecty «30BHILWHIN BUrNsA
pPO34nHy». 3MiHu | TUNy -

AJMiHICTpaTUBHI 3MiHW.
BunyyeHHss BUpOGHUYOT
OinbHUUi (BKNOYa4n
OinbHuui ana APl npomibkHOro
npoaykTy abo rotoBoro
nikapcbKkoro 3acoby, AinbHULi

OISt NPOBEAEHHS NaKyBaHHS,

BMPOGHKKa, BiANOBiAanbHOro

3a BMNYCK Cepint, micue
npoBefeHHS KOHTPOTIO cepii)
abo nocTavanbHvKa BUXiQHOTO
MaTepiany, peareHTy abo

[OOMOMDKHOI PEYOBUHM (SKLLO

3a3HayeHo y 0CbE)

BUITYyYEHHS anbTepHaTUBHOI

OinbHUUi BUpobHuuTBa Pfizer

Pharmaceuticals LLC, USA,

BignoBiganeHoi 3a
BMPOGHMLTBO ADI
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
c¢rykoHasony.
109. | OIABAKT BC-urea Bc- V04CX0 | Ttabnetku no 50 mr, NaGopaTopii dpaHuis lneHTUikauis Lseuis/ BHECEHHS 3MiH 10 3a UA/20166/01/01
cevyoBuHa 5 no 1 Tabnetui B Marwoni 13C: €spodiHC Icnanis/ peecTpauinHUX AOKYMEHTIB: peuenmom
6nictepi; no 1 CniHgnep Bio®apma PdpaHLuis 3MiHu | TMNy - 3MiHK Wopo
Gnictepy pa3om 3 2 MpogakT TecTiHr 6e3nekn/ePekTMBHOCTI Ta
CKNSAHUMM CsegeH Ab, capmakoHarnagy. BeegeHHs
npobipkamu 3 LBewis; abo 3MiHM [0 y3aranbHeHNxX
KpuLkamm Bupo6HuuTtBo, [AaHuX Npo cucTemy
6GnaknTHOroO Konbopy nepBUHHE Ta hapmakoHarnsigy (BBeAeHHs
Aans 00-XBUNUHHOTO BTOPUHHE y3aranbHeHVX JaHux Npo
3paska ans nakyBaHHs, cuctemy cdhapmakoHarnsgy,
ONXaHHS, 2 KOHTPOMb SIKOCTI, 3MiHa YNOBHOBaXXEHOI ocobu,
CKNAHUMM BKITHOMAK04UN BiAMNOBigaNbHOI 3a 34INCHEHHS
npobGipkamu 3 BUNpobyBaHHS bapmakoHarnagy; KOHTaKTHOI
KpuLkamm roTOBOroO ocobu 3 hapmakoHarnsgy

YEPBOHOTO KOMbopy
ans 10-xBuUnnHHOro
3paska ans
avxadHs, 1

0 HOPAa30BOI0
COJTOMMHKOO B
nonieTuneHosomy
nakeTuky, 4
eTUKEeTKaMMU 3i
LWITpUXKOAOM Ans 4
npobipok ans
3paskiB Ta
[oaaTtkoBuMmn 2
eTUKEeTKaMMU 3i
LUTPUXKOAOM B
KapTOHHiI kopobuyi.
no 1 Tabnetui B
6nictepi, no 10
GnicTtepis B
KapTOHHiI kopobuyi.

nikapcbKkoro
3acoby: ApaeHa
Mamnnoxa C.J1.,
Icnanis;
biHanbHU
BUNYCK cepil
roTOBOroO
nikapcbKoro
3acoby:
TNabopaTopii
Marnoni
CniHgnep,
dpaHLis;
BTOPUHHE
nakyBaHHS:
Kpeadapm
IHpacTpi,
DdpaHLuis

3asiBHMKa AN 34iNCHEHHS
tbapmakoHarnagy B YkpaiHi,
SIKLLIO BOHA BiAMiHHA Big
YNOBHOBaXeHOi ocobu,
BiANOBigaNbHOI 3a 34INCHEHHS
apmakoHarnsaay (Bkoyarun
KOHTaKTHi AaHi) Ta/abo 3miHn y
pPO3MiLLEeHHi MmacTep-daina
cvucTeMun dbapmakoHarnsay).
3miHa ynoBHoBaxeHoi ocobu
3asBHMKa, BiANoOBiaanbHoOI 3a
dapmakoHarnsag,.
[itoya pepakuisi: Sylvie
Cismondo. MponoHoBaHa
pepakuis: Hikonac ®eppapi /
Nicolas Ferrari. 3miHa
KOHTaKTHUX AaHuX
yrNoBHOBaXeHOoi ocobun
3asBHMKa, BiANoBiaanbHoOI 3a
dapmakoHarnsg. 3miHa
KOHTaKTHOI 0COOU 3asiBHUKA,
BiANoBiganbHOI 3a
dapmakoHarnag B YkpaiHi.
[itova pegakuis: Wanka
OneHa BonogumupisHa.
[MponoHoBaHa peaakuis:
MpaconeHko tOnisa
BanepiiBHa. 3MiHa KOHTaKTHMX
[aHUX KOHTaKTHOI ocobun
3as1BHMKA, BianoBiganbHoI 3a
dapmakoHarnag B YkpaiHi.
3MiHa Micue3HaxoaxeHHs
mMacTep-canna cuctemm
¢hapmakoHarnsgy Ta noro
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
Homepa. 3MiHa Micus
30iNCHEHHSI OCHOBHOI
DisiNbHOCTI 3
dapmakoHarnsgy.
110. | AOKCOPYBIL | Doxorubici | gokcopy6i LO1DBO | KoHueHTpat aAng EBEBE ABcTpis NOBHWI LUKN AscTpisi/ BHECEHHSI 3MiH 0 3a UA/1379/01/01
WH "EBEBE" n LIMHY 1 po34nHy ans dapma BMPOOHMLTBA: Himeuun peecTpauinHUX AOKYMEHTIB: peuenmom
rigpoxsop iHdby3in, 2 mr/mn; no [ec.m.6.X. OAPEBA Ha 3MiHu | TMNy - 3MiHK Wopo
[0} 5 mn (10 wmr), no 25 Hdr. KI YHTepax 'mM6X, 6e3nekn/edeKTUBHOCTI Ta

mn (50 wmr), no 50 mn
(100 wmr), a6o no 100
mn (200 mr) y
dnakoHi; no 1
c¢nakoHy B
KapTOHHiIN kopooLi

ABCTpis; BUNYCK
cepii: EBEBE
dapma
[ec.m.6.X. Hor.
KI', ABCTpisi;
TECTyBaHHs:
Jlabop JIC CE &
Ko.KT,
Himeuumnna;
TECTYBaHHS:
Mnn
Mikpobionoriwe
¢ MNprogpnabop
'M6X, ABCTpisi;
TECTyBaHHs:
3enbepcoopd
Jlabop Mm6X,
ABCTpIs

apmakoHarnsay. BeegeHHs
abo 3MiHM 40 y3aranbHeHux
OaHuX Npo cuctemy
capmakoHarnsgy (BBeAeHHs
y3aranbHeHUX gaHux npo
cuctemy chapmakoHarnsgy,
3MiHa YNOBHOBaXeHOI 0cobu,
BiANOBigaNbHOI 3a 34INCHEHHS
bapmakoHarnagy; KOHTaKTHOI
ocobu 3 chapmakoHarnagy
3asiBHMKa AN 34iNCHEHHS
tbapmakoHarnagy B YkpaiHi,
SIKLLIO BOHA BiAMiHHA Big
YNOBHOBaXeHOi ocobu,
BiANOBiganNbHOI 3a 34INCHEHHS
apmakoHarnsagy (Bknoyarum
KOHTaKTHi AaHi) Ta/abo 3miHu y
po3MilLeHHi MacTep-caina
cvucTeMun dbapmakoHarnsay).
3miHa ynoBHoBaxeHoi ocobu
3asBHMKa, BiANoBiaanbHoOI 3a
dapmakoHarnag,.
[itova pepakuis: Oasig OxoH
Iesic / David John Lewis.
lMponoHoBaHa pepakuis: Kotal
Mohamed Ali / Kotan
Moxamea Ani.
3MiHa KOHTaKTHMX AaHuX
yMNOBHOBaXeHOI 0cobw,
BiAMNOBiAanNbHOI 3a 34INCHEHHS
cbapmakoHarnagy. 3miHa
KOHTaKTHOT 0cO0U 3asiBHYMKA,
BiAMNOBiAanNbHOI 3a 34INCHEHHS
dapmakoHarnsaay B YkpaiHi.
Litoya pepakuisi: Opnos
B’auecnas BiktopoBuu.
[MponoHoBaHa peaakuis:
TaHacoBa 3opsiHa
MukonaieHa / Tanasova
Zoriana. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI ocobun
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHST* noceio4yeHHs1
Hasea* *
3as1BHMKA, BianoBiganbHoI 3a
34INCHEHHA hapMakoHarnsgy
B YKpaiHi. 3miHa Micus
3[iNCHEHHS1 OCHOBHOI
OiAnNbHOCTI 3
dapmakoHarnsagy. 3miHa
MicLie3Haxod)XeHHs macTep-
pbanna cuctemun
dapmakoHarnsay Ta noro
HoMmepa.
111. | AQOTABICT Gadoteric ragotepoB | VO8CAOQ | po3uuH gnsi iH'eKuin, AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH A0 3a UA/16798/01/01
acid a kucnorta 2 279,32 mr/mn (0,5 "®apmak” peecTpauinHUX JOKYMEHTIB: peuyenmom

MMonb/MA); no 5 mn
abo 10 mn, abo 15
mn, abo 20 mn, abo
60 mn, a6o 100 mny
dnakoHi; no 1
dnakoHy B nayi; no
10 mn a6o 15 mn,
abo 20 mny
nonepeaHLo
HanoBHEHOMY
wnpuui; no 1
nonepeaHLo
HamnoBHEHOMY
winpuuy y 6nictepi,
no 1 abo 5 6nictepis
y nauui 3 KapTOHy;
no 10 mn a6o 15 mn,
abo 20 mny
nonepegHLo
HamnoBHEHOMY
winpwui; no 1
nonepegHLo
HamnoBHEHOMY
LUNpULY, 3 OKPEMO
BKITA[€HOIO ONKOH0
y KOHTelHepi Ta/abo
YNoOpoM Ansi nanbLiB
y 6nictepi; no 1 abo
5 6nicTepiB y nayui 3
kapToHy; no 10 mn
abo 15 mn, abo 20
My nonepeaHbo
HanoBHEHOMY
wnpwui; no 1
nonepeaHLo
HanoBHEHOMY
wnpuuy y 6nictepi 3

3MiHn | TMNY - 3MiHM 3 SIKOCTI.
[oToBMI Nnikapcbknii 3acib.
KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa
napameTpis cneuudikauin
Ta/abo [oMyCTUMUX MexX
roTOBOro NMikapCbKoro 3acoby
(iHWi 3MiHK) 3MiHK ¥
crneundikauii 3a NOKa3HMKOM
«OcmonsnbHiCTb», a came
3MiHM TeMnepaTypu
npoBefeHHst BUNpobyBaHb,
6e3 3MiHu kpuTepiiB
NPUAHSTHOCTI. 3MiHK | TUny -
3MiHn 3 gkocTi. [oToBMN
nikapcbkuii 3aci6. KoHTpornb
roTOBOrO fiKapCbKoro 3acoby.
3miHa y meToaax
BMNPOBOYBaHHSA roTOBOrO
nikapcbkoro 3acoby (He3HayHa
3MiHa y 3aTBEPAKEHNX
MeTofax BUNpobyBaHHS)
He3HayHa 3MiHa y
3aTBEpAKEHUX MeToaax
BUNPOBYBaHHSA ANs NoKkasHWKa
OCMONSIPHICTb, BUMYYEHHS
nocunaHHs Ha TemnepaTtypy
npoBeAeHHs BUNpobyBaHHs
37°C napoBuM MeTOOOM,
OCKifNTbKV BUMIpIOBaHHS
BMKOHYIOTb Npy 25°C naposum
meToaomM
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
OKpPeMO BKrageHo
rOnKot y
KOHTeWHepi Ta/abo
yrnopom Ans nanbLiB
y nayui; no 1 abo 5
6nicTepi y nayui
112. | EBIHONOH Diclofenac | guknodeH | MOL1ABO | po3uumH ans iH'ekuin, BPOC NTA [peuis BPOC NTA Ipeuis BHECEHHS 3MiH A0 3a He UA/0898/01/01
aky 5 no 25 mr/mn; no 3 peecTpaLiiHNX OOKYMEHTIB: peuenmom nion
HaTpito mn (75 mr) B amnyni; 3minu | Tvny - 3miHn woao fA2ae
no 5 amnyny 6e3nekn/edeKkTUBHOCTI Ta
nnacTuKoBOMy dapmakoHarnsgy. 3miHa y
KOHTeViHepi; no 1 KOPOTKil XapakTepucTuui
KOHTENHEpPY B nikapcbkoro 3acoby, TeKCTi
KapTOHHiIN kopooLi MapKyBaHHS Ta IHCTPYKLUii Ang
MeANYHOrO 3aCTOCYBaHHS Ha
niacraei perynsapHo
OHOBIOBAHOrO 3BITY 3
6e3neku nikapcbkoro 3acody,
abo pocnimxkeHb 3 6e3nekun
3aCTOCYBaHHsI NiKapCbKoro
3acoby B micnspeecTpauiiiin
nepiog, abo sik pesynbtaT
OUiHKM 3BITY 3 AOCNIAXEHb,
NpoBeAEHNX Bi4NOBIAHO A0
nnaHy negiaTpuyHmX
pocnimxeHb (PIP) (3miHy
Y3rofKeHO 3 KOMMETEHTHUM
YMNOBHOBaXXEHVM OpraHom)
3MiHN BHeceHo Ao iHCTpyKLUii
ANt MEAUYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ainu
"OcobnuBocTi 3acTocyBaHHs",
"Mo6ivHi peakuii" BignoBigHO
[0 OHoBneHoI iHdopmaLii 3
6e3neku fitoyoi pevyoBUHU.
3MiHn | TMny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsgy (iHwWi 3miHu)
3MiHN BHeCeHO [0 IHCTPYKLUii
Ansi MEOUYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain
"MoGiyHi peakuii" wono
BaXXMMBOCTI 3BITYBaHHA Npo
no6iyvHi peakuji.
113. | EKCTPAHIN - ikopekcTp BO5SDA | po3unH Ans BeHTiB IpnaHais BeHTiB IpnaHpis BHECEHHS 3MiH 0 3a UA/3426/01/01
WH; HaTpitlo nepuToHearnbHOro MeHnydekuy MeHydekvypuHr peecTpaLiiHNX JOKYMEHTIB: peuenmom
xnopug; aianiay; puHr Jlimiteq Nimiten 3minu | Tuny - 3miHn Wwoao
KanbLjto no 2,5 n posymHy y 6e3nekn/edeKTMBHOCTI Ta
xnopug, nnacTMKOBOMY dapmakoHarnsgy (iHwi 3miHW)
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
ourigpar; MiLLKY, 3MiHn BHeceHo y n. 17. IHLWE
MarHito obnagHaHomy TEKCTYy MapKyBaHHS BTOPUHHOI
xnopwg, iH'€KLiNHM NOPTOM i yMaKoBKM NiKapCbKoro 3acoby
rekcarigpa 3’eHyBayeM, oo HaHeceHHs 2D wTpux-
T; HaTpItO BKNageHoMy y koay. BBeaeHHs 3MiH
nakrary npo3opumn npoTHArom 6-Tv MicsLiB nicnsi
PO34MH NnacTVKOBWI NakeT; 3aTBEPKEHHS.

no 4 KOMNNEKTN y
KapTOHHiIl kopobuyj;
no 2,5 N po3ymHy y
nnacTuKoBOMy
MiLLKY,
obnagHaHoMy

iH €KLiHMM NopTOM,
3 iHTerpoBaHum 3a
[0MOMOror OBOX
marictpaneniY-
3'egHyBava
NOPOXHIM
nnacTUKoBUM
MiLLIKOM Anis
ApeHaxy,
BKNageHux y
npo3opuii
NnacTVKOBMWI NakeT;
no 4 KOMNNeKTn y
KapTOHHIN kopobLyj;
no 2,0 n po3ynHy y
nnacTuKoBOMy
MiLLKY,
obnagHaHomy
iH’€KLiNHM NOPTOM i
3'eQHyBayemM,
BKITa/EHOMY Y
npo3opum
NNacTUKOBUIA NakKeT;
no 5 KomMnnekTiB y
KapTOHHiII kopobuyj;
no 2,0 n po3ynHy y
nnacTMKoOBOMY
MiLLKY,
obnapgHaHomy
iH'€KLiIMHMM NopTOM,
3 iHTerpoBaHuM 3a
O0MOMOrot ABOX
marictpanew i Y-
3’egHyBava
MOPOXHIM
NNacTMKOBUM
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
MilLKOM ons
ApeHaxy,
BKINafeHux y
npo3opui
NnacTVKOBWI NakeT;
no 5 KomMnnekTiB y
KapTOHHIN kopobui
114. | EKCTPATEP - TpaBa RO5X TabneTtku; no 12 MPAT YkpaiHa BianosiganbHUn YkpaiHa BHECEHHS 3MiH A0 be3 UA/3602/01/01
M® Tepmorcu TabneTok y "®ITOPAPM 3a peecTpauinHUX AOKYMEHTIB: peuenma
cy 6nictepax; no 12 " BUPOBHMLUTBO, 3MiHu | TMNY - 3MiHM 3 SKOCTI.
naHueTHor Tabnetok y 6nicrepi; nepBUHHE/BTOPK [oToBMI Nnikapcbknii 3acib.
0, HaTpito no 2 6nicrepu y HHE NaKyBaHHs, Cucrema
rigpokap6 naJui 3 KApTOHY KOHTPOSb AKOCTI KOHTeWHep/3aKynopoBanbHUit
oHat Ta BUNYyCK cepil: 3aci6 (iHWi 3miHWM) OHoBNEHO

MPAT
"®ITOPAPM",
YkpaiHa;
BignosiganbHWn
3a
BUPOBHMLUTBO,
nepBUHHE/BTOPU
HHE naKyBaHHS
Ta KOHTPOIb
sKocTi: AT
"INy6Hucpapm",
YkpaiHa;
BignosiganbHWn
3a BMNyCK cepif,
He BKIH0Yao4m
KOHTPOMb/BMNPO
ByBaHHs cepii:
MPAT
"OITODAPM",
YkpaiHa

po3gin 3.2.P.7 Cuctema
KOHTelHep/ 3aKynoproBanbHui
3acib Ta akTyanisoBaHo
cneuudikaLii Ha NepBUHHE
nakyBaHHs NiiBKy
NoniBiHINXNopuaHy Ta onbry
antoMiHieBy, a came: - 4O
cneumdikauin Ha nnisky
NONIBIHINXNOPWAHY - 4O4AHO
KOHTpOnb 3a n. «MBY»,
«YnakoBkay, «YMOBU
36epiraHHst i 3acTepexHi
3aX04M»; BUIYYEHO NMOKa3HUK
«3cigaHHs nig Yac nporpisy»;
3amiHa n. «ToBWMHa Ta
LLvpuHay Ha n. «Po3mip, MMm»;
BHECeHi pefakLiviHi npaBku
(YTOYHEHHS1 Ha3B NOKa3HWUKIB
Ta JonyCTUMUX MEX). - 40
crneundikauin Ha onbry
anoMiHieBy - 4ogaHo
KOHTpOnb 3a n. «MBY»,
«YnakoBkay, «YMOBU
36epiraHHst i 3acTepexHi
3axo4u»; BUNYYEHO MOKa3HMK
«KoHTponb agresii»; 3amiHa n.
ToBwwuHa Ta WupuHa Ha n.
«Po3mip, MM»; BHeceHi
pefakuiiHi npaBku (YTOYHEHHS
Ha3B MOKa3HWKIB Ta
[OMyCTUMUX MeX). 3MiH
SIKICHOrO Ta KinbKiCHOro cknagy
He Biabynocbk. 3MiHK
BHOCSITbCH 3 METOH YHidpikaLii
OOKyMeHTaUji ANs KOHTPOro
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
NEepPBUHHOIO NakyBaHHS.
115. | ENEBIT® Multivitami | BiTamiH A, A11AAQ | TabneTku, BKpUTI Banep LLisenuapi HpaxeHodapm Himeuun BHECEHHS 3MiH OO0 bes UA/9996/01/01
MPOHATAIIb | ns and BiTaMiH 3 NniBKOBOO KoHcblomep A AnoTekep Ha peecTpauinHUX AOKYMEHTIB: peuenma
other B1, o6onoHkoto; no 10 Kep Al Mownb M6X 3MiHu | TMNY - 3MiHM 3 SIKOCTI.
minerals, BiTaMiH TabneTok y 6nicTepi; [oToBWIN Nikapcbkuit 3aci6.
incl. B2, no 3 abo 10 KoHTponb rotoBoro
combinatio | BiTamiH GnictepiB y nikapcbkoro 3acoby. 3miHa y
ns B6, KapTOHHiIN kopobLyj; MeTofax BUNpobyBaHHs
BiTaMiH no 20 TabneTok y roTOBOIO NikapcbKoro 3acoby
B12, 6nictepi; no 5 (iHWi 3miHM y MeTogax
BiTamiH C GnictepiB y BUNpoOyBaHb (BKNtoYaum
(y Burnsagi KapTOHHIN kopobui 3amiHy abo AOMOBHEHHS))
KanbLito 3miHn y meTogi BEPX (meTog
ackopbarty A) ons KOHTPOO
ovrigpaty) iaeHTuiKaLii Ta KinbKicHOro
, BiTamiH BMICTy BiTamiHiB A Ta E, a
D3, cawme:
BiTamiH E, - OopaHo Hosiwy Bepcito Y-
KanbLjto cnekTpy;
naHToTeHa - 3miHa Woao AOBXMHM Ta
T, BiOTUH, TUMY KOSNOHKM;
HiKOTUHaMI - 3miHa ymoB
a, XpomarorpadyBaHHs;
donieBa - 3MiHa WoA0 AeTeKTyBaHHA
Kucnorta, Ta yacy yTpMMyBaHHS;
Kanbuin (y - 3miHn y npoGonigroTosLy;
BUrNAgi - 3MiHU WOA0 pPO3pPaxyHKOBUX
KanbLito dopmyn.
ackopbaTty 3miHu | TMny - 3MiHKM 3 sKOCTI.
ourigparty, [oToBuMN nikapcbkui 3acib.
KanbLito KoHTponb rotoBoro
naHToTeHa nikapcbkoro 3acoby. 3miHa y
Ty, mMeToaax BUNpobyBaHHS
KanbLjto roTOBOrO NikapcbKoro 3acoby
rigpodoc (iHwWi 3miHM y MeTopax
dary BMNpobyBaHb (BKIOYayn
6e3BoaHoOr 3aMiHy abo JOMOBHEHHS))
0), MarHin 3miHn y metoai BEPX (meTog
(y Burnapi A) Ans KoHTponto
MarHito iAeHTuiIKaLii Ta KinbkicHoro
okenay BMICTy BiTamiHy D3, a came:
nerkoro, - YTOYHI0ETBCS TEMMEpaTypa
MarHito npo6oBiaGipHMKa Ta KOMOHKYU;
rigpodoc - 3MiHK Wopao vacy
daty YTPUMYBaHHS! Ta Yacy
TpurigpaTy XpomarorpadyBaHHs;
, MarHito - 3miHn y npoGoniaroTosLy;
cTeapary), 3MiHM y pO3paxyHKOBil

doccop

copmyni.
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

(y Burnsgi
KanbLito
rigpodpoc
¢aty
6e3BoaHor
0, MarHito
rigpodoc
¢aty
TpurigpaTy
), 3ani3o (y
BUrnaai
3anisa
ymapary
), LMHK (y
BUMMSgi
LIMHKY
cynbary
MOHorigpa
Ty),
MapraHeL|
by
BUrNAgi
MapraHuto
cynbdary
MoOHorigpa
Ty), Migb
(y Burnsgi
migi
cynbgary
6e3soaHoOr
0)

116.

EHTEPON
250

Saccharo
myces
boulardii

caxapomiy,
etn
6ynapgi
CNCM I-
745
(niodbinizo
BaHi
KMITUHW)

AO7FAO0
2

NOPOLLOK Ans
opanbHoro
3acTocyBaHHS Mo
250 wmr; no 10
nakeTukiB y
KapTOHHiI kopobui

BIOKOOEKC

DpaHuis

BIOKOOEKC

dpaHuis

BHECEHHS 3MiH 40
peecTpaLiiHNX JOKYMEHTIB:
3minu | Tvny - 3miHK WwWoao

6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsagy. 3miHa
YacToTu Ta/abo TepmiHiB
NoAaHHs PerynsipHo
OHOBINIOBAHUX 3BITiB 3 Oe3nekun
nikapcbkux 3acobis. 3miHa
4acTOTU Ta TEPMIHIB NOAAHHS
PErynsipHO OHOBIIOBAHOIO
3BiTYy 3 6e3neku:

[itova pegakuis: Yactota
NOAAHHS PEryNsipHO
OHOBIOBaHOrO 3BITY 3
6e3nekn 3 poku. KiHuesa aata
ONs BKIOYEHHS! AaHnX go
POS3E - 07.02.2026 p.JaTta

be3
peuenma

UA/6295/01/01
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

nogaxHs - 08.05.2026 p.
[NponoHoBaHa peaakuis:
YactoTa nogaHHsA perynspHo
OHOBJIOBAHOIO 3BiTY 3
6e3nekun 5 pokis
KiHueBa garta anst BKMOYEHHS
nanHnx oo PO36 - 07.02.2028
p. JaTta nogaHHa — 07.05.2028
p. PekomengosaHo Ao
3aTBepAKEHHSA BIAMNOBIAHO 40
nepiogu4HOCTI NOAAHHA
perynsipHo OHOBIIOBAHMX
3BIiTiB 3 6e3neku nikapcbknx
3acobis y €C.

117.

EHTEPOI
250

Saccharo
myces
boulardii

caxapomiy,
etn
Oynapgi
CNCM I-
745
(niocpinizo
BaHi
KNiTUHW)

AO7FAO
2

kancynu no 250 wmr;
no 10 a6o no 20,
abo no 30, abo no
50 kancyn y nnawui
CKISHIN; no 1
NNSALWLI CKNSHIN Y
KapTOHHIN kopobLyj;
no 5 kancyny
6nictepi; no 2 abo
no 4, abo no 6
GnicTtepiB y
KapTOHHiIl kopobuyj;
no 6 kancyny
6nictepi; no 5
GnicTtepiB y
KapTOHHIN kopobui

BIOKOAEKC

DdpaHuis

BIOKOAEKC

DdpaHLuis

BHECEHHS 3MiH 0
peecTpauiiHiX AOKYMEHTIB:
3MiHu | TMNY - 3MiHK Wopao

6e3nekn/edeKkTuBHOCTI Ta
capmakoHarnsgy. 3MiHa
YyacTtoTu Ta/abo TepMiHiB
NoAaHHs perynsipHo
OHOBJIOBaHWX 3BITIB 3 6e3nekn
nikapcbkux 3acobis - 3miHa
4acTOTU Ta TEPMIiHIB NOAAHHS
perynsipHo OHOBIOBaHOrO
3BiTYy 3 6e3neku:

Hitouwa pepakuisa: YacTtoTa
NoAaHHs PerynsipHo
OHOBIOBAHOrO 3BITY 3
6e3nekun 3 poku. KiHueBa gata
ONs BKIMOYEHHST AaHUX Ao
POSB - 07.02.2026 p. OaTa
nogaxHs - 08.05.2026 p.
[MponoHoBaHa peaakuis:
YactoTa nogaHHs perynsipHo
OHOBIIHOBAHOrO 3BiTY 3
6e3neku 5 pokis. KiHueBa gata
ONsi BKIMOYEHHST AaHUX A0
PO3Bb - 07.02.2028 p. [aTa
nogaHHsa — 07.05.2028 p.
PekomeHgoBaHo A0
3aTBEPOKEHHS BiAMOBIAHO A0
nepioanMYHOCTI NogaHHS
perynsipHo OHOBIOBaHMX
3BiTIB 3 6e3Mnekn NikapcbKknx
3acobiB y €C.

bes3
peuenma

UA/6295/02/01

118.

ETONO31A
"EBEBE"

Etoposide

eTtonosng

LO1CBO
1

KOHLEHTpaT Ansi
PO34MHy Ans
iHdpysin, 20 mr/mn no

EBEBE
Papma
lec.m.6.X.

ABcTpis

MOBHUIN LMKI
BMPOGHMLTBA:
PAPEBA

ABCTpis

BHECEHHS 3MiH 40
peecTpaLiiHNX JOKYMEHTIB:
3minm | TMny - 3miHK WwWoao

3a
peuernmom

UA/2569/01/01




139 [TponoBkeHHs qoaaTka 3
Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
2,5 mn (50 mr), abo Hdr. KI YHTepax 'mM6X, 6e3nekn/edeKTMBHOCTI Ta
no 5 mn (100 wmr), ABCTpist; Bunyck capmakoHarnagy. BeegeHHs
abo no 10 mn (200 cepii: EBEBE abo 3MiHM [0 y3aranbHeHUxX
mr), abo no 20 mn dapma [aHuX Npo cuctemy
(400 mr) y conakoHi; lec.m.6.X. Hoor. capmakoHarnsgy (BBefgeHHs
no 1 dnakoHy B KI", ABcTpis; y3aranbHeHUX AaHux npo
KapTOHHiIN kopooLi TECTyBaHHS: cuctemy hapmakoHarnsgy,
M 3MiHa yNoBHOBaXXeHOT 0cobu,
MikpobGionoriwe BiANOBiganNbHOI 3a 3AiINCHEHHS
¢ MNptoconabop bapmakoHarnagy; KOHTaKTHOI
'M6X, ABCTpisi; ocobu 3 chapMakoHarnsgy
TeCTyBaHHS: 3asABHMKA ANS 34iINCHEHHS
3enbepcaopd tbapmakoHarnagy B YkpaiHi,
JTabop M'M6X, AKLLIO BOHA BiAMiHHA Bia
ABcTpis YMOBHOBaXeHOI 0cobw,
BiANOBiganNbHOI 3a 34INCHEHHS
apmakoHarnsgy (Bknoyarum
KOHTaKTHi AaHi) Ta/abo 3miHn y
PO3MiLLeHHi macTep-daina
cucTemMu chapmakoHarnsgy) -
3miHa ynoBHOBaXxeHoi ocobu
3asBHMKa, BiANoOBiganbHoOI 3a
chapmakoHarnsag,.
[itoua pepakuisi: Juergen
Maares / FOpreH Maapec.
[MponoHoBaHa pepakuis: Kotal
Mohamed Ali / Kotan
Moxamen Ani. 3miHa
KOHTaKTHUX AaHuX
yrNoBHOBaXeHOoi ocobun
3asBHMKa, BiANoBiaanbHoI 3a
dapmakoHarnag.
119. | EBPOMEHEM | Meropene | meponeHe | JO1DHO | nopoluok ans €Bpo Benuka EnCiEc Jo6dap ITanisa BHECEHHS 3MiH J0 3a He UA/9945/01/02
m M 2 PO34MHY AN iH'eKUin Iandkep BpuTaHis C.INA. peecTpaLiiHNX AOKYMEHTIB: peuenmom nion
no1,0r; 1a6o 10 Nto 3minu | Tuny - 3miHn WwWoao s2ae

hbnakoHiB 3
MOPOLLKOM Y
KapTOHHIl kopobui

©e3nekn/edeKkTuBHOCTI Ta
dapmakoHarnsgy. 3miHu y
KOPOTKIiN XapakTepucTuui
nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTpYyKUii Ans
MeANYHOrOo 3aCTOCYBaHHS
reHepuyHuX/riopugHux/Gionoai
GHUMX nikapcbkux 3acobis nicnsi
BHECEHHS Tiei caMoi 3MiHU Ha
pedepeHTHUIN Npenapar
(3MiHa He noTpebye HagaHHs
XOAHWX HOBWX A0AaTKOBUX
naHux) 3MiHM BHECEHO [0
IHCTPYKUIT ANS Mean4Horo




Haszea

Koo

Popma eunycky

3asieHUK

140
Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

[TponoBkeHHs noaaTka 3

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep

peecmpauiliHo
20

noceio4yeHHs1

Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

diroyoi
pPeqyoeuHU

ATX

(nikapcbka ¢ghopma,
ynakoeka)

3acToCyBaHHS nikapcbKoro

BrnactusocTi", "B3aemogaisa 3

3acoby y po3ginu
"®apmakonoriyHi

MeporeHe

JO1DHO

MOPOLLOK A5sk

€Bpo

Benuka

Jlandpkep

BpuTaHis

EnCiEc Jlo6dap

IHLWWMK niKapCbKUMKn
3acobamu Ta iHwWi Buan
B3aemogin", "OcobnmBocCTi
3acTocyBaHHs", "Cnoci6
3acTocyBaHHs Ta 4o3un",
"MoGiyHi peakuii" 3rigHo 3
iHcbopMmauieto Wwoao
MEeONYHOro 3aCTOCyBaHHS
pedepeHTHOro nikapcbKoro
3acoby (MepoHeM, NopoLLOK
ONS PO34nHY Ans iH eKUin, No
500 mr a6o no 1000 mr).
BBegeHHst 3MiH NpoTSrom 6-tn
MiCSILIiB MiCNsi 3aTBEPOXKEHHS.

ITanis

3MiHu | TMny - 3MiHK Wopao
6e3nekn/edeKkTUBHOCTI Ta
apmakoHarnsagy. 3miHa y
KOPOTKI XapaKkTepucTuui
nikapcbkoro 3acoby, TeKCTi
MapKyBaHHsi Ta iHCTPYKUii Ans
MEeAMYHOrO 3aCTOCYBaHHS Ha
nigcTasi perynsapHo
OHOBIIHOBAHOrO 3BiTY 3
6e3nekun nikapcbkoro 3acoby,
abo pocnimxkeHb 3 6e3nekun
3aCTOCYBaHHS NikapcbKoro
3acoby B nicnsipeecTpauiiHni
nepiog, abo sik pesynbtaT
OL}iHKM 3BITY 3 JOCNIOKEHD,
NpoBeAEHNX Bi4NOBIAHO A0
nnaHy negiaTpuyHmX
pocnimpkens (PIP) (3miHy
Y3rofkeHO 3 KOMMETEHTHUM
YMNOBHOBaXXEHVM OpraHoMm)
3MiHN BHeCeHO A0 IHCTPYKLUii
ANst MEAUYHOTO 3aCTOCYBaHHSA
nikapcbkoro 3acoby y po3ainu
"OcobnunBocTi 3acTocyBaHHS",
"MoGiuHi peakwii”, BignosigHO
[0 OHoBReHoOI iHdopmaLli 3
6esneku Ailoyoi pevoBUHMU.

BHECEHHS 3MiH O

BBeneHHs 3MiH npoTsirom 6-T1
MicsLiB nicns 3aTBepAKEHHS

3a

He

nion

peuenmom

C.M.A.

peecTpaLiiHNX JOKYMEHTIB:

UA/9945/01/01

120. | EBPOMEHEM

Meropene
m

M

2

PO34MHY ANs iH'eKuin
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
no 500 mr; 1 a6o 10 Nto 3MiHu | TMNy - 3MiHK Woao seae
6e3nekn/edeKTMBHOCTI Ta

c¢nakoHiB 3
MOPOLLKOM Y
KapTOHHiI kopooLi

HHMX nikapcbkmx 3acobiB nicns

dapmakoHarnsgy. 3miHu y
KOPOTKIN XapaKkTepucTuui
nikapcbkoro 3acoby, TeKcTi
MapKyBaHHs Ta iHCTPYKUii Ans
MeAMNYHOro 3aCTOCYBaHHS
reHepuyHMX/ribpugHmx/Gionogi

BHECEHHS Tiei caMoi 3MiHU Ha
pedepeHTHUIA npenapaT
(3miHa He noTpebye HagaHHSA
XOOHUX HOBUX A0AATKOBUX
naHux) 3MiHM BHeCeHo o
IHCTPYKUIT ANs Mean4HOoro
3aCTOCYBaHHs! NiKapCbKoro
3acoby y po3ginu
"®dapMaKkornoriyHi
BnactueocTi", "B3aemogais 3
IHLIMMK nikKapCbKUMn
3acobamu Ta iHWi Buan
B3aemogin", "OcobnmBocTi
3acTocyBaHHs", "Cnoci6
3acTOCyBaHHS Ta 4o3un",
"Mob6iuHi peakuii" 3rigHo 3
iHdopMauieto Wwoao
MEAMNYHOrO 3aCTOCYBaHHS
pedepeHTHOro nikapcbkoro
3acoby (MepoHeM, nopoLuok
ONS PO34MHY Ans iH €Ki, No
500 mr abo no 1000 wmr).
BBeneHHs 3MiH npoTArom 6-tu
MiCSILIiB MiCNsi 3aTBEPOXKEHHS.
3MiHn | TMny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta
apmakoHarnsagy. 3miHa y
KOPOTKil XapakTepucTui
nikapcbkoro 3acoby, TEKCTi
MapKyBaHHs1 Ta iHCTPyKUii Ans
MeZMYHOrO 3aCTOCYBaHHS Ha
nigcrasi perynspHo
OHOBJIHOBAHOrO 3BiTY 3
©e3neku nikapcbkoro 3acooy,
abo gocnimkeHb 3 6e3nekun
3aCTOCYBaHHS NikapcbKoro
3acoby B nicnspeecTpauiiiin
nepiog, abo sik pesynbtaT
OL}iHKM 3BITY 3 JOCHIOKEHD,

NpOBeAEHMX BigNOBIAHO A0
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

nnaHy negiaTpu4Hmnx
pocnigpkeHb (PIP) (3miHy
Y3rOo[DKEHO 3 KOMMETEHTHUM
YNOBHOBaXXEHUM OpraHoMm)
3MiHV BHECEHO [0 iHCTPYKLUiT
Onsi MEOUYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ginu
"OcobnueocTi 3acTocyBaHHs",
"MobiuHi peakuii”, BignosigHO
[0 OHOBIEHOI iHcbopmaui 3
Ge3neku OitoYvoi pevyoBUHMN.
BBeneHHs 3miH NpoTArom 6-tn
MicaUiB nicnsa 3aTBepAXeHHsA

121.

E€EBPO®ACT
KOMBI

Ibuprofen,
combinatio
ns

ibynpocbe
HTa
napauerta
mon

MO1AES5
1

kancynu m'aki, 200
mr/500 wmr, no 10
kancyn y 6nictepi;
no 1 abo no 2
6nictepu B
KapTOHHiI kopooLi

€Bpo
Jlandpkep
MpamsiT
Timiteq

IHAis

Onis
dapmacaneHc
Nimiten

IHAis

BHECEHHS 3MiH 10
peecTpaLiiHNX AOKYMEHTIB:
3MiHn | TMNY - 3MiHM 3 SIKOCTI.
[oToBMI Nnikapcbknii 3acib.
3MiHn y BUPOBHMLTBI. 3MiHK
BUNpobyBaHb abo AOMyCTUMMNX
MEX, BCTAHOBIIEHUX Y
crneundikauisx, nig yac
BMPOGHMLUTBA roTOBOIO
nikapcbkoro 3acoby
(oonoBHeHHA abo 3amiHa
BUNpobyBaHHs B NpoLeci
BMPOOHMLTBA 3a
pe3ynbTaTamu JOCNIIXEHb 3
6e3neku abo sikocTi), CynyTHs
3MiHa - 3MiHW 3 SIKOCTi.
[oToBWI Nikapcbkni 3acib.
KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikadin
Ta/abo [onyCTUMUX Mex
roTOBOrO NikapcbKoro 3acoby
(oonoBHeHHA abo 3amiHa
nokasHuka cneuudikadii 3a
pesynbTaTaMmu AoChigKeHb 3
6e3nekn abo sKocTi (3a
BUHSITKOM fikapcbkmx 3acobis
GionoriyHoro/iMyHoMNoriYHoro
NOXOMKEHHS)), 3MiHa Y
cneuudikauii M3 3a
nokasHuUkom «Onucy. 3MiHn
BHECEHO B iHCTPYKLito Ans
MEAMNYHOrO 3aCTOCYBaHHs!
nikapcbkoro 3acoby y po3ain
"INikapcbka popma” (OCHOBHi
i3nKo-xiMiYHi BNacTuBOCTi).

be3
peuenma

nion
seae

UA/19195/01/01
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

BBeneHHs 3miH NpoTsarom 6-tn
MicsUiB Micnsa 3aTBepAXEHHS.

122.

E€EBPODACT
KOMBI

Ibuprofen,
combinatio
ns

ibynpodbe
HTa
napaueta
Mon

MO1AES
1

kancynu m’ski, 200
mr/500 wmr; no 10
kancyn y 6nictepi;
no 1 a6o no 2
Gnictepu B
KapTOHHiI kopooLi

€spo
Tandokep
Mpamsit
Tlimiten

IHAis

Onis
dapmacaneHc
JlimiTeq

IHAisA

BHECEHHSI 3MiH O
peecTpauiiHux maTtepianis:
3MiHn | Trny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta

dapmakoHarnagy (iHwi 3miHm)
3MiHn BHeceHo y n. 17. IHLWE
TEKCTYy MapKyBaHHS BTOPUHHOI
yNaKoBKU MikapcbKoro 3acoby.
BBegeHHst 3MiH NpoTArom 6-tn
MiCSILIiB MiCNsi 3aTBEPOXKEHHS.
3MiHn | TNy -
AOMiHiCTpaTUBHI 3MiHW. 3MiHa
HanMeHyBaHHA Ta/abo agpecu
MicLl NpoBaXXeHHS
LiAnbHOCTI
BUpobHMKa/imnopTtepa
roTOBOrO fMikapcbKoro 3acoby,
BKIMOYaK4M AinbHULI BUNYCKY
cepii abo micue npoBeaeHHs
KOHTPOJIO SIKOCTI. (QisANbHICTb,
3a Ky Bignosigae
BMPOGHMK/iMnopTep,
BKITO4AKUM BUMYCK CEPiiA).
3miHa Ha3Bu BUpobHuka 13
BiANOBIgANbLHOIO 3a NOBHUM
LMK BUpOOHMLTBA.
Bupo6Huya ginbHuUs, agpeca
Ta yci BUpobHmyi onepadji
3annLWaTbCs HE3MIHHUMU.
3MiHM BHeCEHO B po3ain
"Bupo6BHMK" B iIHCTPYKLit0 A4S
MEAMNYHOrO 3aCTOCYBaHHs!
o0 3MiHM Ha3BW BUPOBOHUKa
Ta K HacniaokK - y TeKCT
MapKyBaHHs1 yNaKkoBKMW
nikapcbkoro 3acoby.
BBeneHHs 3MiH npoTsirom 6-Tn
MicsiLiB nicns 3aTBepAKEHHS

be3
peuenma

nion
seae

UA/19195/01/01

123.

E€BPO®ACT
CO®TKAINC

Ibuprofen

ibynpodpe
H

MO1AEO
1

Kancynu m'ski, no
400 mr, no 10
kancyn y 6nictepi;
no 1 abo no 2
Gnictepu B
KapTOHHI kopobui

€Bpo
TNandpkep
MpawnsiT
TNimiten

IHAis

Onis
dapmacaneHc
Nimiten

IHAisA

BHECEHHS 3MiH [0
peecTpaLiiH1X MaTepianis:
3minu | TNy - 3miHn Wwoao
6e3nekn/edekTMBHOCTI Ta

dapmakoHarnsaay (iHwi 3amiHu)
3MmiHu BHeceHo y n. 17. IHLWE
TEKCTY MapKyBaHHS BTOPUHHOI
YyMNakKoBKM NikapCbKoro 3acoby.
BBegeHHs 3MiH NpoTsArom 6-1u

6e3
peuenma

nion
seae

UA/19861/01/02
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

MicsaUiB Micnsa 3aTBepAXeHHS.
3MiHn | TNy -
AMiHiCTpaTUBHI 3MiHW. 3MiHa
HaiMeHyBaHHsi Ta/abo agpecu
MicLA NpoBaXXeHHS
DisnNbHOCTI
BUpobHMKa/imnopTepa
roTOBOrO fMikapCbKoro 3acoby,
BKI10YAK0UM AiNbHALL BUNYCKY
cepii abo micLe npoBeaeHHs
KOHTPOJIO SIKOCTI. (QisANbHICTb,
3a SKy Bignosigae
BUPOGHMK/iMnopTep,
BKITHOYaAK04M BUMYCK CEPINA).
3miHa Ha3Bu BUpobHuka 13
BiQNOBiganbHOro 3a NOBHUIN
LMK BUpOOHMLTBA.
BupobHuya ainbHuUS, agpeca
Ta yci BUpoGHMYi onepadji
3annaTbCs HE3MIHHUMU.
3MiHM BHECEHO B po3ain
"BUpoBHKK" B iHCTPYKLUitO 4ns
MEeAMNYHOrO 3aCTOCYBaHHS!
{00 3MiHM Ha3BW BUPOBHUKa
Ta sIK HacMifokK - y TEKCT
MapKyBaHHs1 yNaKkoBKM1
nikapcbKkoro 3acoby.
BBeneHHs 3MiH npoTArom 6-tu
MicsiLiB nicns 3aTBepAKEHHS

124.

E€EBPO®ACT
CO®DTKANC

Ibuprofen

ibynpocbe
H

MO1AEO
1

Kancynu m'ski, no
200 wr, no 10
kancyn y 6nicrepi;
no 1 abo no 2
Gnictepu B
KapTOHHiI kopobui

€Bpo
Iandpkep
MpawnsiT
JlimiTen

IHAis

Onis
dapmacaneHc
Nimiten

IHAinA

BHECEHHS 3MiH 10
peecTpauinHnx MaTepianis:
3minu | Tuny - 3miHn WwWoao
©e3nekn/edeKkTuBHOCTI Ta

hapmakoHarnsgy (iHwi amiHu)
3miHu BHeceHo y n. 17. IHLWWE
TEKCTYy MapKyBaHHS BTOPUHHOI
yNaKoBKU MikapcbKoro 3acoby.
BBegeHHs 3MiH npoTArom 6-tu
MiCSILIiB Micnsi 3aTBEPOXKEHHS.
3MiHn | TNy -
AaMiHicTpaTMBHI 3MiHU. 3MiHa
HalimMeHyBaHHS Ta/abo apgpecu
MicLisl NpOBaXXEHHS
aisnbHOCTI
BUpobHMKa/imnopTepa
roTOBOrO MikapcbKoro 3acoby,
BKITHOYaI04M AiNbHULL BUMYCKY
cepii abo micue npoBefeHHS
KOHTPOMIO SIKOCTI. (QisiNbHICTb,

be3
peuenma

nion
seae

UA/19861/01/01
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

3a Ky Bignosigae
BUPOGHMK/iMnopTep,
BKJ1OYAI04M BUMYCK CEPINA).
3miHa Ha3Bu BUpobGHMKa 113
BiQNOBiganbHOro 3a NOBHUIN
LMK BUPOBHMLTBA.
BupobHuya ginbHuusA, agpeca
Ta yci BUpobHMYi onepadji
3anuLIalTbCS HE3MIHHUMMU.
3MiHW BHECEHO B po3ain
"BUpoBHKMK" B iHCTPYKLUIitO 4ns
MEeONYHOro 3aCTOCyBaHHS
LLOA0 3MiHM Ha3BM BMPOOHMKaA
Ta K HacnigokK - y TeKCT
MapKyBaHHSA YNakoBK/
nikapcbKkoro 3acooy.
BBegeHHst 3MiH NpoTSrom 6-tn
MicsLiB nicnsi 3aTBepAKEHHS

125.

300AK®

Cetirizine

LEeTUPU3NH
y
aurigpoxr
opug

ROGAEOQ
7

TabneTkn, BKpUTI
obornoHkoto, no 10
mr; Ne 30 (10x3): no
10 TabneTok y
6nictepi; no 3
Gnictepny
KapTOHHiI kopobui

TOB
"Onenna
Xerckea
YkpaiHa"

YkpaiHa

TOB "3eHTiBa"

Yecbka
Pecny6n
ika

BHECEHHS 3MiH 10
peecTpauiiHiX AOKYMEHTIB:
3MiHn | TMny - 3MiHK Woao
6e3nekn/edeKkTUBHOCTI Ta
tbapmakoHarnagy. BeegeHHs
abo 3MiHM [0 y3aranbHeHux
[AaHuX npo cucTemy
dapmakoHarnsay (BBeAeHHs
y3aranbHEeHUX AaHux npo
cucTtemy cdhapmakoHarnsgy,
3MiHa YNOBHOBaXeHOi ocobu,
BiANOBiAanNbHOI 3a 3AiINCHEHHS
bapmakoHarnsgy; KOHTakTHol
ocobu 3 chapmakoHarnsgy
3asiBHMKA ANs 3A4iINCHEHHS
chapmakoHarnsgy B YkpaiHi,
SKLO BOHAa BigMiHHa Big
YNOBHOBAXEHOI ocobu,
BiANOBiAanNbHOI 3a 34INCHEHHS
apmakoHarnsgy (Bknoyarum
KOHTaKTHi faHi) Ta/abo 3miHn y
po3MilLeHHi MacTep-caina
cucTeMu chapmakoHarnsiay)
3MiHa MicLe3HaxopKeHHs
MacTep-cainna cuctemu
chapmakoHarnsgy Ta noro
Homepa. 3MiHa Micus
3[iNCHEHHS] OCHOBHOI
nianNbHOCTI 3
dapmakoHarmsay.

be3
peuenma

UA/4070/03/01

126.

30JIA®PEH

Olanzapin

onaHsaniH

NO5AHO

TabneTku, BKPUTI

AT "Apamvep

MNonblua

BMPOGHMK "in

MNonblua

BHECEHHS 3MiH 4O

3a

UA/2604/01/01
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146
Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
e 3 06010oHKot0, Mo 5 Mr; dapma” bulk", peecTpaLiiHNX OOKYMEHTIB: peuenmom
no 30 Tabnetok y NepPBUHHOIO Ta 3MiHu | TMNy - 3MiHK Wopo
6nictepi; no 1 BTOPUHHOIO 6e3nekn/edeKTUBHOCTI Ta
Gnictepy y nakysaHHsa: AT tbapmakoHarnagy. BeegeHHs
KapTOHHiI kopooLi "Apnamen abo 3MiHM [0 y3aranbHeHNx
dapwma”, AaHuX npo cuctemy
MonbLa; dapmakoHarnsagy (BBeaeHHs
KOHTPOMb SIKOCTI, y3aranbHeHVX JaHUX Npo
[03BiN Ha cuctemy chapmakoHarnsgy,
BUMNYCK Cepii: 3MiHa yNnoBHOBaXXeHOT ocobu,
AT "Apnamep BiAMNOBiganNbHOI 3a 34INCHEHHS
dapma”, dapmakoHarnsay; KOHTaKTHOI
MNonbwa ocobu 3 chapMakoHarnsgy
3asiBHMKa AN 34iNCHEHHS
dapmakoHarnsaay B YKpaiHi,
SKLO BOHa BigMiHHa Big
YNOBHOBaXeHOi ocobu,
BiANOBigANbHOI 3a 3AiINCHEHHS
dapmakoHarnsgy (Bknoyarym
KOHTaKTHi AaHi) Ta/abo 3miHn y
pO3MiLLieHHI macTep-anna
cucTemMu chapmakoHarnsgy) -
3MiHa KOHTaKTHUX JaHUX
yrNoBHOBaXeHoi ocobun
3asBHMKa, BiANoOBiaanbHoOI 3a
dapmakoHarnsg. 3miHa
KOHTAKTHUX JAHWUX KOHTAKTHOT
ocobu 3asiBHUKa,
BiANoBiganbHoOI 3a
dapmakoHarnsag B YkpaiHi
127. | 30JIA®PEH Olanzapin | onaH3saniH NO5AHO | TabneTku, BKpUTI AT "Apamven Monbwa BMPOGHMK "in Monbwa BHECEHHS 3MiH 10 3a UA/2604/01/02
e 3 obornoHkoto, no 10 dapma” bulk", peecTpauiiHUX JOKYMEHTIB: peuenmom
mr; no 30 TabneTok NepBUHHOIO Ta 3MiHn | TMny - 3MiHK Woao
y 6nicTtepi; no 1 BTOPUHHOIO 6e3nekn/edekTMBHOCTI Ta
Gnictepy y nakyBaHHs: AT tapmakoHarnagy. BeegeHHs
KapTOHHiIN kopooLi "Anaven abo 3MiHM [O y3aranbHeHUx
dapma”, AaHuX nNpo cuctemy
Monbuya; dapmakoHarnsigy (BBeAeHHS
KOHTPOSb SIKOCTI, y3aranbHeHUX JaHux npo
003Bin Ha cucTtemy cdapmakoHarnsay,
BUNYCK cepii: 3MiHa YNOBHOBaXeHOi ocobu,
AT "Apamven BiANOBiAanNbHOI 3a 3AiNCHEHHS
dapma”, bapmakoHarnagy; KOHTakTHol
Monbwa ocobu 3 chapmakoHarnsgy
3asBHMKA NS 30iNCHEHHS
thbapmakoHarnsgy B YkpaiHi,
SKLO BOHa BigMiHHa Bia
YNOBHOBAXEHOI 0cobu,
BiANOBiAanbHOI 3a 3AINCHEHHS
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

capmakoHarnsgy (Bknoyaum
KOHTaKTHi AaHi) Ta/abo 3miHn y
PO3MiLLieHHI macTep-anna
cucTemMn hapMakoHarnagy) -
3MiHa KOHTaKTHMX JaHMX
YNOBHOBaXeHOi 0cobu
3as1BHMKA, BianoBiganbHoI 3a
capmakoHarnsg. 3MiHa
KOHTaKTHUX AaHWUX KOHTaKTHOI
ocobu 3asiBHMKA,
BiANoBiganbHOI 3a
dapmakoHarnsag B YkpaiHi

128.

30JIA®PEH
DACT

Olanzapin
e

onaHsaniH

NO5AHO
3

TabneTku, Lo
AVCNepryTbes B
POTOBI NOPOXKHWHI,
no 20 mr; no 7
TabneTtok y 6nicrepi;
no 4 6nictepn y
KapTOHHiI kopooLi

AT "Apamvep
dapma”

MNonbla

BUPOBHMUTBO "in
bulk", nepsuHHe
Ta BTOPVHHE
nakysaHHsa: AT
"Apnamen
dapma”,
MNonbLa;
BUPOBHMK,
BignosiganbHWn
3a BUMyCK Ta
KOHTPOb cepii:
AT "Apamven
dapma”,
MNonbLa

MNonbLa

BHECEHHS 3MiH 10
peecTpauiiHiX AOKYMEHTIB:
3MiHn | TMny - 3MiHK Woao

6e3nekn/edeKkTMBHOCTI Ta
tbapmakoHarnagy. BeegeHHs
abo 3MiHM [0 y3aranbHeHux
[AaHuX Npo cucTemy
dapmakoHarnsgy (BBeAeHHs
y3aranbHEeHUX AaHux npo
cuctemy cdhapmakoHarnsgy,
3MiHa yNoBHOBaXXeHOT ocobu,
BiANOBiAANbHOI 3a 3AiINCHEHHS
hbapmakoHarnsgy; KOHTakTHol
ocobu 3 chapmakoHarnsgy
3asiBHMKA ANs 34iINCHEHHS
thapmakoHarnsgy B YkpaiHi,
SKLO BOHAa BigMiHHa Big
YNOBHOBAXEHOI ocobu,
BiANOBiAanNbHOI 3a 34INCHEHHS
dapmakoHarnsgy (Bknoyarym
KOHTaKTHi AaHi) Ta/abo 3miHn y
po3MilLeHHi MacTep-caina
cucTemMu chapmakoHarnsgy) -
3MiHa KOHTaKTHMX AaHuX
yrNoBHOBaXeHOoi ocobum
3asBHMKa, BiANoBiaanbHoOI 3a
capmakoHarnsg. 3MiHa
KOHTaKTHUX AaHUX KOHTaKTHOI
ocobu 3aaBHKKa,

BignoBigansHoi 3a

dapmakoHarnag B YkpaiHi.

3a
peuenmom

UA/19567/01/02

129.

30JIA®PEH
DACT

Olanzapin
e

onaH3aniH

NO5AHO
3

TabneTku, Lo
AVCNEPryTbes B
POTOBI NOPOXKHWHI,
no 10 mr; no 7
Tabnetok y bnicrepi;
no 4 6nictepu y

AT "Apawvep
dPapma”

MNonblia

BMPOGHMUTBO "in
bulk", nepBuHHe
Ta BTOpPWHHE
nakyBaHHs: AT
"Apnaven
Papma”,

MNonbLia

BHECEHHS 3MiH 10
peecTpaLiiHNX JOKYMEHTIB:
3minu | TMny - 3miHn WwWoao
6e3nekn/edekTMBHOCTI Ta

apmakoHarnagy. BeegeHHs
abo 3MiHM [0 y3aranbHEHUX

3a
peuernmom

UA/19567/01/01
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep

peecmpauiliHo

20
noceio4yeHHs1

KapTOHHiI kopooLi

MNonbLa;
BUPOBHMK,
BignosiganbHWMn
3a BUMyCK Ta
KOHTPOSb cepii:
AT "Apameq
dapma”,
MNonbLa

[aHuX Npo cuctemy
capmakoHarnsgy (BBegeHHs
y3aranbHEeHUX AaHux npo
cuctemy chapmakoHarnsgy,
3MiHa yNoBHOBaXXeHOT 0cobu,
BiANOBiganNbHOI 3a 34iINCHEHHS
chapmakoHarnagy; KOHTakTHol
ocobu 3 chapmMakoHarnsgy
3asBHMKa ANS 30iNCHEHHS
tbapmakoHarnagy B YkpaiHi,
SKLO BOHa BigMiHHa Big
YNOBHOBAXEHOI 0cobu,
BiANOBigaNbHOI 3a 34INCHEHHS
capmakoHarnsgy (Bknoya4um
KOHTaKTHi gaHi) Ta/abo 3miHn y
pPO3MiLLeHHi macTep-daina
cucTemn chapMakoHarnsgy) -
3MiHa KOHTaKTHMX AaHuX
YNOBHOBaXeHOi ocobu
3asBHMKa, BiANoBiganbHoOI 3a
bapmakoHarnsg. 3MiHa
KOHTaKTHUX AaHWUX KOHTaKTHOI
ocobu 3asiBHMKA,
BiAnoBiganbHOI 3a
dapMakoHarnag B YKpaiHi.

130.

IMINEHEM/LU
WNACTATUH

Imipenem
and
cilastatin

imineHem
Ta
uunacraTu
H

NOPOLLOK Ans
PO34MHy Ans
iHdpysin, 500 mr/500
mr; in bulk: no 176
dnakoHiB abo 190
hnakoHiB y kopobui

MpuBaTHe
akuioHepHe
TOBapUCTBO

«Jlekxim-
XapkiB»

YkpaiHa

ENCIEc
L[OBOAP
Ec.Mi.Eii.

ITanis

BHECEHHS 3MiH 10
peecTpaLiiH1X MaTepianis:
3miHu | TNy - 3MiHKM 3 AKOCTI.
[oToBWMI Nikapcbkui 3acib.
3MiHM y BUpoBHMUTBI. 3amiHa
abo BBeAeHHSA [0AaTKOBOI
AinbHWUi BUpobHuLTBa Ans
YacTuHM abo BCbOro
BUPOGHMYOro npouecy
roTOBOrO NikapcbKoro 3acoby
(BinbHUUS, Ha SAKiN
npoBoasiTbCs Byab-AKi
BUPOGHWYI cTagii, 338 BUHATKOM
BWMNYCKY Cepii, KOHTPOIO
SIKOCTi Ta BTOPUHHOTO
nakyBaHHs ANsi CTEPUINbHUX
nikapcbkux 3acobis
(BknHOYaO4M BUpPOGNEHI
acenTUYHUM MeToaoM), KpiM
nikapcbkux 3acobis
GionoriyHoro/iMmyHoMnoriYHoro
NoxoaXeHHs1). 3MiHW y npoLeci
BMpo6HuuTBa M3, a came
[0[aBaHHsA anbTepHaTUBHOI

UA/17716/01/01
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

NiHiT poanuey "Xtrema-P2" Ha
3aTBepOKeHOMY BUPOOHUYOMY
mavipaHinky ACS Dobraf
S.p.A., Nucleo Industriale S.
Atto ( loc. S. Nicolo a Tordino),
64100 Teramo (TE), ITanis.
Hoea niHist posnuey P2
eKBiBaneHTHa NOTOYHIN NiHil
posnusy P. 3miHu | Tuny -
3miHu 3 akocTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKynoptoBanbHUm
3aci6. 3miHa poamipy ynakoBku
roTOBOro fikapcbKoro 3acoby
(iHWi 3MiHW). BHeceHHs
[04aTKOBOro BMAY MakyBaHHS
ansa npoaykuii in bulk, wo
BMpobneHa Ha 3aTBEepAKEHIN
anbTepHaTMBHIN NiHii po3nuey
nig Hasgoto "Xtrema-P2", y
3B'A3Ky 3 BUPOBHMYOIO
HeobxigHicTto ( in bulk: no 176
cnakoHie Ao 190 dnakoHis y
Kopobui).

131.

IMMYHAN®

BucylieHnu
1 CiK,
opepXaHu
n 3i
cBiXo3ibpa
HOI TpaBu
KBITY4Ol
exiHauei
nypnypHoi
(Echinace
a purpurea
L.)

LO3AX

Tabnetku no 80 mr;
no 10 TabneTok y
6nictepi; no 2
Gnictepun y
KapTOHHiI kopobui

CaHpos
dapmachboTi
Kans a.A.

CnoseHisi

KOHTPOMb cepii
(mikpobionorivyHu
N KOHTPOIb),
BUNYCK cepii:
Jlek
dapmaieBTUYHa
KoMnaHisa a.4a.,
CnoBeHis;
BMPOGHMLTBO
bulk, nepBuHHe
Ta BTOpPWHHE
nakyBaHHsi,
KOHTPOMb cepii
(3a
BVIKITIOYEHHAM
MikpobionoriyHo
o KOHTPOI0)):
HoBapric
dapmachbtoTikan
MaHydakTypuHr
JINC, CnoseHis

CnoBeHi
a

BHECEHHS 3MiH A0
peecTpaLiiHNX AOKYMEHTIB:
3MiHn | TMny - 3MiHK Woao

6e3nekn/edekTMBHOCTI Ta
apmakoHarnagy. BeegeHHs
abo 3MiHM [0 y3aranbHeHux
AaHUX Npo cuctemy
dapmakoHarnagy (BBegeHHs
y3aranbHeHVX AaHux Npo
cuctemy chapmakoHarnagy,
3MiHa YNOBHOBaXeHOi ocobu,
BiANOBiAanNbHOI 3a 3AiNCHEHHS
bapmakoHarnagy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHMKA NS 30iNCHEHHS
capmakoHarnsgy B YkpaiHi,
SKLO BOHAa BigMiHHa Bia
YNOBHOBAXEHOI ocobu,
BiANOBiAanbHOI 3a 34INCHEHHS
apmakoHarnagy (Bkroyatym
KOHTaKTHi faHi) Ta/abo 3miHn y
po3MilLeHHi MacTep-danna
cucteMu chapmakoHarnsgy) -
3MiHa ynoBHOBaXeHoi ocobu
3asBHMKA, BiANOBiAanbHoOI 3a

be3
peuenma

UA/2837/02/01
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
capmakoHarnsag,.
[Litova pepakuis: BaweHko
BikTopis CepriisHa.
[MponoHoBaHa pepakuis: Kotal
Mohamed Ali / Kotan
Moxamep Ani. 3miHa
KOHTaKTHUX AaHuX
YNOBHOBaXeHOi ocobu,
BiANOBiganNbHOI 3a 3AiINCHEHHS
tbapmakoHarnagy. BeegeHHs
KOHTaKTHOI 0cobu 3asiBHUKa,
BiANOBigANbHOI 3a 3AiINCHEHHS
tbapmakoHarnagy B YkpaiHi.
[NponoHoBaHa peaakuisi:
TaHacoBa 3opsiHa
MuvkonaiBHa
132. | IHPAHPUKC Diphtheria | andTepin JO7CAQ | cycneHsia (DTPa- nakcoCmit Benvka nakcoCmiTKns | Benbris/ BHECEHHS 3MiH 4O 3a UA/15832/01/01
INB XIb - HUN 6 IPV) ans iv’exuin no KnsanH Bputanis | H Bionopxikans | ®paHuisa peecTpauinHUX JOKYMEHTIB: peuenmom
KOMBIHOBA | haemophil | aHaTokcuH 0,5 mn (1 posa) Ta EkcnopT C.A., benbris 3MiHn | TMNY - 3MiHM 3 SIKOCTI.
HA us (D)%, niocpinizat (Hib); Timiten (Bunyck cepini A®I. BUpo6HMLTBO. 3MiHM B
BAKLIMHA influenzae | npasueswn cycnensis (DTPa- roToBOro npoueci BupobHuuTea AdI
ans B- n IPV) ans iH’ekuin no NPOAYKTY); (He3Ha4Ha 3MiHa y npoueci
MPO®ITAKT pertussis- aHaTOKCWH 0,5 mn (1 posa) y "nakcoCmiTKns BUpobHMuTBa ADI)
UKH poliomyelit | (T)%; nonepegHLo NH 3miHa cknagy
OU®TEPII, is-tetanus Bordetella HanoBHEHOMY Bionogxikans, XpomaTorpadiyHOro CUHLOro
NMPABLA, pertussis oOHOpPa3oBOMY PpaHuis rento (Blue Trisacryl M), wo
KALLITIOKY KaLLJoKOB wnpuui Ne 1y (PopmyBaHHS, BVIKOPVICTOBYETLCS B MPOLIECI
(AUENONAP i KOMMMEKTi 3 ABOMa HanoBHEHHS B OYMLLEHHS ABOX aLUentonsapHUX
HUN aHTUreHu: rornikamu Ta wnpwi, KaLuntokoBux (Pa) aHTureHis,
KOMMOHEHT KaLLIMTOKOB niocpinizat (Hib) y MapKyBaHHS Ta KaLuokoBoro TokcuHy (PT) Ta
), nn dnakoHi Ne 1, wo nakyBaHHS, hinameHTo3Horo
noniomieni aHaTOKCUH 3MiLLyOTbCS Nepes npoBeaeHHs remarnoTuHiHy (FHA).
TY TA (PT)Y; BUKOPUCTAHHSAM: MO KOHTPOMIO SKOCTi
3AXBOPIOB HUTYacTun 1 nonepeaHLO DTPa-IPV
AHb, remarntot HanoBHEHOMY KOMMOHEHT.
36YAHUKOM WHIH ofHopa3oBOMY dopmyBaHHS,
AKUX € (FHA)Y, LUINpULY Y KOMMMEKTI HamnoBHEHHS Ta
HAEMOPHIL nepTakTuH 3 ABOMa rofikamu Ta niodpinizauin B
us (PRN)}; 1 onakoHoMm 3 donakoHu,
INFLUENZAE iHaKTMBOB niogpinizatom (Hib) y MapKyBaHHS Ta
TANY B aHi Bipycu BaKyyMHin nakyBaHHS,
noniomieni CTepUIbHIn npoBefeHHs
Ty: ynakosui; no 1 KOHTPOMIO SKOCTI
vn 1 BaKyyMHin Hib kOMMNOHeHT.
(wtam CTepUIbHI ynakoBLi MapkyBaHHA Ta
Mahoney)? Y KapTOHHIlA kopobuUi nakyBaHHsi
; roTOBOroO
™n 2 npoaykTy);

(wtam

"nakcoCmiTKns
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *

MEF-1)?; "1 Bionooxikan3

™mn 3 C.A., benbris

(wtam (HanoBsHeHHs B

Saukett)?; wnpuj,

nonicaxap MapKyBaHHsi Ta

na nakyBaHHs,

Haemophil NpoBeAEeHHs

us KOHTPOMIO SIKOCTi

influenzae DTPa-IPV

Tuny b KOMMOHEHT.

(nonipnéo HanoBHeHHs1 Ta

3unpubito nioginizauisa B

n dnakoHu,

cocdar, MapKyBaHHS Ta

PRP) nakyBaHHs,

KOH'toroBa npoBeaeHHs

HUN 3 KOHTPOSMIO AKOCTI

npasLeBu Hib koMnoOHeHT.

M MapkyBaHHs Ta

aHaTOKCUH nakyBaHHsi

om (TT) sk roToBOro

Hociem npoaykTy)

npoTeiHy;

1

apcop6oB

aHun Ha

arntoMmiHito

rigpokcuai

rigpaToBa

HWUA

2

PO3MHOXE

Hi Ha

KRiTUHax

Vero
133. | IPHISET Irinotecan ipuHoTEKa LO1CEO | KOHUeHTpaT Ans AypobiHgo IHAis Opxia Papma IHAis BHECEHHS 3MiH 10 3a UA/19792/01/01

H 2 pO34MHy Ans dapma 14 CneuieniTia peecTpaLiiHNX AOKYMEHTIB: peuenmom

iHdpy3in, 20 mr/mn no Timiteq 3miHu | TMny - 3MiHKM 3 AKOCTI.

2 mn/40 mr abo 5
mn/100 mr, abo 15
mn/300 mr, abo 25
mn/500 mry
oNaKoHi;

no 1 dnakoHy B
KapTOHHI kopobui

[oToBWI Nikapcbkui 3acib.
Cucrtema
KOHTEWHep/3aKynoproBanbHUii
3acib. 3miHa Byab-sikoi
YacTWHU maTepiany NepBUHHOT
YMNaKOBKM, LLIO HE KOHTaKTyE 3
rOTOBWM FlikapCbKMM 3aco6om
(Hanpvknag Komip KpULLIEYOK 3
KOHTPONeM MepLUoro
BiKpUTTS, KONip KOOOBUX
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
Kineup Ha amnynax,
KOHTeNHepa ANs rofnok (pisHi
BMAN NnacTmacwm) (3miHa, ska
He BMNN1BaE Ha KOPOTKY
XapaKTepuUCTUKy MikapCbKoro
3acoby). CynyTHsi 3amiHa -
3miHu 3 gkocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTpornb
roTOBOrO fiKapCbKoro 3acoby.
3miHa napameTpis
cneumdikauin Ta/abo
[OMyCTUMUX MEX rOTOBOrO
nikapcbkoro 3acoby (iHwi
3MiHM) 3MiHa KONbOpY
noninponineHoBux ANCKIB, K
€ YaCTVHOIO 3aKyMnopBarnbHMX
3acobiB L0 He KOHTaKTYeE 3
roTOBMM IliKapCbKMM 3acobom
ans ynakosok no 5 mn/100 mr
Ta 15 mn/300 mr. 3miHn
BHOCSITbCS B METOAMN
KOHTPOIMO SAKOCTI NiKapCbKoro
3acoby B po3ain «YnakoBka»
Ta SK HacniAoK 3MiHU B
cneundikaLii roToBoro
nikapcbkoro 3acoby B po3aini
«Onucy.
134. | KANEHOYNA - KBITKWN DO3AX HacTowka, no 40 mn TosapucTBo YkpaiHa BignoBsiganbHUN YkpaiHa BHECEHHS 3MiH A0 be3 He UA/8039/02/01
HACTOUKA KaneHgyn y tbrnakoHax 3 3a peecTpauinHnx MaTepianis: peuenma nion
7] cknsiHMX abo 0BMexeHo BUPOBHMLTBO, 3miHa 3asaBHuka 13 (MIBI) s2ae
(Calendula noniMmepHmnx BignoBiganb nepBUHHE (BnacHuka peecTtpauinHoro
e flores) HicTIO nakyBaHHs, nocBiaYeHHs) (3rigHo Hakasy
"®apmauesT KOHTPOMb SIKOCTI MO3 Big 23.07.2015 Ne 460):
n4Ha Ta BUNYyCK cepil: 3MiHM BHECEHO B iHCTPYKLItO
KoMnaHisa MNPAT AN MeguyHoro 3acTocyBaHHS
"Biona" "®ITOPAPM", nikapcbkoro 3acoby y po3ainu
YkpaiHa; "3asBHUK" Ta
BignoBsiganbHUN "Micue3HaxooKkeHHs!
3a 3asBHMKA". BBeOEHHS 3MiH
BUPOGHMUTBO, NpoTHArom 6-Tv MicsLiB nicns
nepBUHHE 3aTBEPKEHHS 3MiHM | Tuny -
nakyBaHHs, 3MiHu Wwoao
KOHTPOIb SIKOCTi: 6e3nekn/edekTMBHOCTI Ta
AT bapmakoHarnagy. BeegeHHs
"INy6Hndpapm", abo 3MiHM [0 y3aranbHeHux
YkpaiHa AaHuX nNpo cuctemy

thapmakoHarnsgy (BBeaeHHs!
y3aranbHeHUX 4aHux npo
cucTemy dpapmakoHarnagy,
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

3MiHa yNoBHOBaXXeHOT 0cobu,
BiAnNoBiganbHOI 3a 3AiNCHEHHS
dapmakoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3asiBHMKa NS 34iNCHEHHS
dapmakoHarnsay B YKpaiHi,
SKLO BOHa BigMiHHa Big
YNOBHOBaXeHOi ocobu,
BiANOBiganNbHOI 3a 3AiINCHEHHS
dapmakoHarnsgy (Bknoyarum
KOHTaKTHi AaHi) Ta/abo 3miHn y
pO3MilLieHHI macTep-anna
cucTeMu dbapmakoHarnsigy).
3MiHa ynoBHoBaxeHoi ocobu
3as1BHWKa, BignosiganbHoi 3a
tapmakoHarnag. Litoya
pepakuiqa: dimakosa MaHHa
CranicnasisHa. [NponoHoBaHa
pegaakuisi: MNaenosa HOnis
CepriiBHa. 3MiHa KOHTAKTHUX
OaHUX YNOBHOBaXXEHOI 0cobu
3asBHMKa, BiANoOBiganbHoOI 3a
thapmakoHarnag B YKpaiHi.
3MiHa MicLle3Hax0ooKEHHS
mMacTep-caina cuctemu
hapmakoHarnsgy Ta noro
HoMepa.
3MiHa Micus 3aicHeHHs
OCHOBHOI AifANbHOCTI 3
dapmakoHarnagy. 3minum |
TMny - 3MiHM Woao
6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsaagy (iHwi 3amiHu).
OHOBRNEHO TEKCT MapKyBaHHS
yNaKoBKW MikapcbKoro 3acoby.
BBeaeHHs 3MiH npoTsirom 6-Tn
MicsLiB nicnsi 3aTBepAKEHHS

135.

KATIIIO
noova

Potassium
iodide

Kanito
rnoaua

VO3AB2
1

Tabnetkn no 0,25;
no 10 Tabnetok y
ctpunax; no 10
TabneTok y cTpuni;
no 15 ctpunis y
naJui 3 KapToHy

NAT
«MoHdapm»

YkpaiHa

NAT
«MoHdapm»

YkpaiHa

BHECEHHS! 3MiH A0
peecTpaLiiHNX JOKYMEHTIB:
3miHu | TMny - 3MiHKM 3 sIKOCTI.
[oToBWI Nikapcbkui 3acib.
KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikadin
Ta/abo [oMyCTUMUX MexX
roTOBOroO NikapCcbKoro 3acoby
(BNyYEHHSA HE3HAYHOro
nokasHuka (Hanpuknag
3acTapifioro NokasHuka,

3a
peuernmom

UA/6190/01/01
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
TaKoro sk 3anax Ta cMak, abo
ineHTudikauist GapBHUKIB UM
cMakoBux f06aBoK)) -
BUITyYEHHS NOoKa3HMKa
«KpeMHito giokecug KonoigHUiny
3i Cneuudikauii rotoBoro
nikapcbkoro 3acoby, sk
Hacnigok 3 MeTtoaiB KOHTPOrto
SIKOCTi Ta NPUBEAEHHAM OO
MoHorpadii «TabneTtkm»
nitodoro BuaaHHs oY
136. | KANNIbLEOC - KanbLjto A12AX | TabneTku xyBanbHi; INa6opaTopi PpaHuis IHHOTepa Llysi PpaHuis BHECEHHS 3MiH J0 bes nion | UA/13337/01/01
kapboHaT no 15 tabnetok y S [HHOTEK peecTpauiiHiX AOKYMEHTIB: peuenma deae
(calcium noninponineHosin IHTepHacbiio 3MiHu | TMNY - 3MiHM 3 SKOCTI.
carbonate) Ty6i 3 Harnb CeprudikaT BignosigHocTi/l'E-
, nonieTuneHoBow cepTudikaT BigNoBIgHOCTI
KonekarnbLy npo6koto; no 2 Ty6m €Bponewncbkin
ncpepon B KapTOHHIN nayui apmakonei/moHorpadii.
(BiTamiH MopaHHsA Hosoro abo
Ds3) OHOBIEHOro cepTudpikata

Bi4NOBIgHOCTI abo BUNYy4YeHHs
cepTudikaTa BignoBigHOCTI
€Bponeickkin thapmakonei:

ans A®l; ans BuxigHoro
matepiany/peareHTy/npomixxHO
ro NpoaykKTy, Lo
BUKOPUCTOBYHOTBCS Y
BUPOGHMUTBI ADI; Ans
OOMOMDKHOI PEYOBUHU
(cepTtucpikar BignosigHOCTI
€Bponeicbkinn dapmakonei) -
HoBui cepTudikat Bifg Bxe
3aTBEPKEHOr0 BMPOBHUKA -
noJAaHHsi HOBOro cepTudikaTa
BiQMNOBIAHOCTI €EBpONENChHKIl
dapmakonei Ne RO-CEP 2019-
003-Rev 00 ans
Cholecalciferol concentrate
powder form (3aTBepAXeHO:
RO-CEP 2009-050-Rev 01
covering cholecalciferol (raw
material)) Big, Bxe
3aTBEpOKEHOro BUPOGHUKa

DSM Nutritional Products Ltd,

Switzerland. Kpim Toro,
OHOBJIEHO iHghopMmaLito Npo
KOPEKTHWUIA CKNag aKTUBHOI

PEYOBUHM Kornekanbumdgepon
(BiTamiH D3*), sikuiA onncaHun
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

y nopatky CEP. Ak Hacnigok
3MiHn y po3gini «Cknag» MKA
J13. 3miHn BHeceHo B
IHCTPYKLUitO ANA Mean4yHoro
3acTOCyBaHHS nikapcbkoro
3acoby y po3ain «Cknag»
(mitoYi pevoBUHM) 3
BiAMNOBIOHUMMN 3MiHAMM Y
TEKCTi MapKyBaHHS1 yNakoBKu
nikapcbKkoro 3acooy.
BBefneHHs 3miH npoTsrom 6
MiCSILIiB MiCNsi 3aTBEPOXKEHHS.
3MiHu | TMNy - 3MiHK Wopao
6e3nekn/edeKkTUBHOCTI Ta
apmakoHarnsagy (iHLWi 3miHm)
3MiHN BHECEHO B TEKCT
MapKyBaHHS NEPBUHHOI (MyHKT
6) Ta BTOPUHHOI (NyHKTH 2, 3,
5, 15) ynakoBOK nikapcbkoro
3acoby. BeeaeHHst 3amiH
npoTsrom 6 micsauiB nicns
3aTBEPOXKEHHS.

137.

KAHECMNOP®

Bifonazole

BichoHaso
n

DO01AC1
0

kpem 1 %; no15rB
antomMiHiesin Ty6i; no
1 Ty6i B KAPTOHHIN
kopooui

Banep
KoHcblomep
Kep AI'

Lsenuapi
a

[Tl I'peH3ax
MpopykTioHC
MmM6X

Himevun
Ha

BHECEHHS 3MiH A0
peecTpaLiiHNX JOKYMEHTIB:
3miHu | TNy - 3MiHKM 3 AKOCTI.
[oToBWI Nikapcbkuin 3acib.
KoHTponb rotoBoro
nikapcbkoro 3acoby (iHwwi
3MiHN)

Mepeknag MKA 3 pocincekoi
MOBM Ha yKpaiHCbKy MOBY Ansi
NpVBEAEHHS Y BiANOBIAHICTb i3
BMMOraMu YMHHOI peaakuii
Hakasy MO3 Ykpainu Ne 426
Big 26.08.2005.

be3
peuenma

UA/3589/01/01

138.

KAPLIOAPTI
HIH-
300POB'A

apriHiny
acnapariH
ar,
niapriHiHy
CyKUMHaT,
MarHito
acnapariH
aT, Kkanito
acnapariH
aT

cupon in bulk: no 50
ny 6oykax

TOBAPWUCT
BO 3
OBMEXXEH
ol
BIOMNOBIJA
NBHICTIO
«KOPTIOPA
LS
«3[JOPOB'A

»

YkpaiHa

BCi cTagii
BMPOGHMLTBA,

KOHTPOJI1b AKOCTI,

BUWMNYCK Cepil:
TOBAPUCTBO
3
OBME>XEHOIO

BIOMNOBIJAMNBH

ICTIO
«KOPIMOPALIIA
«300POB'A»,
YkpaiHa;

BCi cTaaii
BMPOGHMUTBA,

Ykpaina

BHECEHHS 3MiH 10
peecTpaLiiHNX AOKYMEHTIB:
YTOYHEHHSA peecTpauiiHol
npoueaypwv B Hakasi MO3

Ykpainu Ne 155 Big
09.02.2026 - 3miHu | TUNY -
AamiHicTpaTuBHI 3MiHU. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu
MicLst NPOBaAXeHHs!
nianbHOCTI
BMpOGHMKa/imnopTepa
roTOBOrO fikapCbKoro 3acoby,
BKITHOYAKOYU AiNbHULL BUMYCKY
cepii abo Micue NpoBeaeHHst

UA/14656/01/01
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *

KOHTPOIb SIKOCTi:
ToBapucTBo 3
obMexeHo
BignoBiganbHicT
10 "XapkiBcbke
dapmaueBTU4HE
nianpueMcTBO
"3aopoB'sa
Hapoay",
YkpaiHa

KOHTPOJHO SIKOCTI. (QiSANbHICTb,
3a Ky Bignosigae
BMpOGHMK/iMnopTep,
BKITHOYAK04M BUMYCK CEpIlA) -
3MiHa HaliMeHyBaHHSs
BMPOOHMKa MikapCbKoro
3acoby 3 ToBapucTea 3
obMeXeHo BianoBsiaanbHICTo
«dapmaueBTUYHa KOMMNaHis
«300poB’si» Ha
TOBAPUCTBO 3
OBMEXXEHOIO
BIAMNOBIOANBHICTHO
«KOPTTOPALIIA
«3[00OPOB’A». Agpeca
BUPOBHMYOT OinbHULI Ta BCi
BUPOGHMUI onepauii
3anuLIaTLCS HE3MIHHUMM.
3MiHu | TUNY - 3MiHK Woao
6e3neku/ecpeKTUBHOCTI Ta
cdapmakoHarnagy (iHwi
3MiHM) - OHOBNEHHSA TEKCTY
MapKyBaHHS AN yNakoBOK
in bulk. 3minn | Tuny -
AaMiHicTpaTuBHI 3MiHU. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu
MiCList MPOBaKEHHS
LisNbHOCTiI BUPOGHMKa
(Bkntovatoun, 3a HeobxigHOCTI,
MiCLle NPOBeAEHHS KOHTPOMO
sikocTi), abo BnacHuka
macTep-danna Ha AdI, abo
nocravansHuka A®l/BnxigHoro
mMaTtepiany/peareHTy/npoMiKHO
ro NpoaykKTy, Lo
3aCTOCOBYHOTbCS Y
BMPOGHMLTBI API (SKLLO
3a3Ha4yeHo y JOCbE Ha
nikapcbkuii 3acib) 3a
BiJCYTHOCTI cepTudikaTa
BiQNOBIAHOCTI €EBpONENChHKIl
dapmakonei y
3aTBepOkeHOMy Aocke, abo
BUPOGHMKa HOBOT AOMOMIDKHOT
PEYOBMHM (SKLLO 3a3HAYEHO Y
[0CbE) - 3MiHa HalMeHyBaHHS
BMPOGHMKa aKTUBHOIO
dapmaLeBTUYHOIO
iHrpedieHTy ApriHiHy
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
acnapariHat 3 TOB
«PapmaueBTNYHa KOMNaHis

HaiMeHyBaHHsi Ta/abo agpecu

«3a0poB’s» Ha
TOBAPUCTBO 3
OBMEXXEHOKO
BIOMOBIOAJIBHICTHO
«KOPMOPAULIA
«3[OPOB’A». BupobHnya
AinbHMUS Ta yci BUPOBHMWYI
onepauii 3anuwarTbes
He3MiHHUMW. 3MiHuK | Tuny -
AamiHicTpaTuBHi 3miHW. 3MiHa

MicL NpoBaXXeHHS
LisiNbHOCTI BUPOGHKMKa
(BKrovatoum, 3a HeobXigHOCTI,
MicLe NpoBeAeHHS KOHTPOro

sKkocTi), abo BnacHuka
macTep-daiina Ha A®l, abo
noctadanbHuka A®l/BuxigHoro
maTtepiany/peareHTy/NpoMiKHO
ro NpoaykKTy, Lo
3aCTOCOBYIOTbCS Y
BMPOGHMLTBI API (SKLLO
3a3Ha4yeHo y JOCbE Ha
nikapcbkuii 3acib) 3a
BiJCYTHOCTI cepTudikaTa
BiQMNOBIAHOCTI €EBpONENChHKIl
dapmakonei y
3aTBEpAKEHOMY A0Cbe, abo
BUPOGHMKa HOBOT AOMOMIDKHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y
[0CbE) - 3MiHa HalMeHyBaHHS
BMPOGHMKA aKTUBHOIO
hapmaLeBTUHHOIO
iHrpegieHTy [iapriHiHy
cykumHart 3 TOB
«dapmaueBTUYHa KOMMNaHis
«3p0poB’say Ha
TOBAPUCTBO 3
OBME>XEHOIO
BIAMNOBIOANBHICTIO
«KOPIOPALIIA
«300POB’A». BupobHuya
LinbHUUS Ta yCi BUPOOHWYI
onepadii 3anuLaTbCst
He3MiHHUMUK. 3MiHu | Tuny -
AamiHicTpaTuBHI 3MiHW. 3MiHa

HallMeHyBaHHS Ta/abo agpecu
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
MicLa NpoBaKeHHs!
DisiNbHOCTI BUPOBHKMKA

(BknrOYaouK, 3a HeobxiaHOCTI,
MicLe NpoBedeHHS KOHTPOro
sIKOCTi), abo BnacHuka
macTep-danna Ha APl, abo
noctadanbHuka A®l/BuxigHoro
mMaTtepiany/peareHTy/NpoMiKHO
ro NpoaykTy, LWo
3aCTOCOBYIOTbCS Y
BUpobHMUTBI ADI (sIKLLO
3a3HayeHo y I0CbE Ha
nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudikaTa
BiZNOBIgHOCTI €BpONEnChKiN
chapmakonei y
3aTBepakeHoMy Aocke, abo
BUPOOHMKA HOBOT AOMOMIKHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y
nocbe) - 3MiHa HalMeHyBaHHS
BMPOGHMKA aKTMBHOIO
hapmaLeBTUHHOIO
iHrpepieHTy MarHito
acnapariHat 3 TOB
«®dapmaueBTUYHa KOMMNaHis
«3p0poB’s» Ha
TOBAPUCTBO 3
OBME>XEHOIO
BIAMNOBIOANBHICTHO
«KOPIOPALIIA
«300POB’A». BupobHuya
AiNbHWUS Ta yci BUPOGHUYI
onepadii 3anuLalTbCst
He3MiHHUMK. 3MiHn | Tuny -
AaMiHicTpaTuBHI 3MiHU. 3MiHa
HanmMeHyBaHHS Ta/abo apgpecu
MiCList MPOBaKEHHS
LisiNbHOCTI BUPOGHMKa
(BKnOvatoum, 3a HeobXigHOCTI,
MicLie NpoBeAEHHS! KOHTPOITHO
sikocTi), abo BnacHuka
macTep-danna Ha AP, abo
noctayvanbHuka A®l/BuxigHoro
matepiany/peareHTy/npomixxHO
ro NpoaykKTy, Lo
3aCTOCOBYIOTbCSH Y
BMPOGHMLTBI ADI (Ko
3a3HayeHo y IOCbE Ha

nikapcbkuii 3acib) 3a
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

BiACYTHOCTI cepTudikaTa
BiZNOBIgHOCTI €Bponenchkin
hapmakonei y
3aTBEpAKEHOMY AoCbe, abo
BUPOBGHMKA HOBOT AOMOMIDKHOT
PEYOBMHM (SKLLO 3a3HAYEHO y
[ocbe) - 3MiHa HalMeHyBaHHS
BMPOBHMKA aKTUBHOIO
dapmaLeBTU4HOro
iHrpegieHTy Kanito
acnapariHat 3 TOB
«®dapmaueBTMYHa KOMMNaHis
«300poB’si» Ha
TOBAPUCTBO 3
OBME>XEHOKO
BIOMOBIOAJTBHICTHO
«KOPMOPALIA
«3[00OPOB’A». BupobHnya
LinbHUUS Ta yCi BUPOGHNYI
onepauii 3anuwarTbes
HE3MiIHHUMMW.

139.

KAPLOIOMATH
11 ®OPTE

Acetylsalic
ylic acid

KucnoTa
aueTtunca
niumnoea

BO1ACO
6

TabneTkn, BKpUTI
NniBkOBOIO
obornoHkoto, no 150
mr, no 30 abo 100
TabneTok y dnakoHi;
no 1 dnakoHy y
KapTOHHiI kopobui

TOB
"ACIHO
YKPAIHA"

YkpaiHa

BMPOBHMUTBO 3a
NOBHUM LIMKITOM:
Takega 'MOX,
micue
BUPOGHMLTBA
OpaHieHbypr

Himevun
Ha

BHECEHHS 3MiH A0
peecTpauiiHiX AOKYMEHTIB:
3MiHn | TMny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta
tbapmakoHarnagy. BeegeHHs
abo 3MiHM [0 y3aranbHeHux
AaHUX Npo cuctemy
apmakoHarnagy (BBegeHHs
y3aranbHeHVX AaHux Npo
cuctemy dbapmakoHarnagy,
3MiHa YNOBHOBaXeHOi ocobu,
BiANOBiAANbHOI 3a 3AiINCHEHHS
hbapmakoHarnagy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asiBHUKA ANA 34INCHEHHS
thapmakoHarnsgy B YkpaiHi,
SKLO BOHAa BigMiHHa Bia
YNOBHOBAXEHOI 0cobu,
BiANOBiAanbHOI 3a 34INCHEHHS
apmakoHarnagy (Bkrovatym
KOHTaKTHi faHi) Ta/abo 3miHn y
po3MilLeHHi MacTep-daina
cucteMu dhapmakoHarnsay)
3MiHa KOHTaKTHMX AaHuX
yrnoBHOBaXeHOI ocobum
3asBHMKA, BiANoBiaanbHoOI 3a
dapmakoHarnag

Ne 30 - 6e3
peuenma;
Ne 100 — 3a
peuenmom

UA/10141/01/02

140.

KAPOOHAT

kobamami

A11JC

kancynu; no 20 abo

CninbHe

YkpaiHa

CninbHe

YkpaiHa

BHECEHHS 3MiH 4O

be3

UA/6386/01/01
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka 20
moeaHa noceio4yeHHs1
Hasea*
o 30 kancyny YKpaiHCbKO- YKpaiHCbKO- peecTpaLiiHNX OOKYMEHTIB: peuenma
(anbeHkoc KOHTelHepi; no 1 icnaHcbke icnaHcbke 3MiHn | TNy -
va, KOHTENHepy B nauyuj nignpuemcTs nigNpMeEMCTBO AOMiHICTPaTUBHI 3MiHWN.
KodepMeH 3 KapTOHY o "CIMNEPKO "Cnepko Buny4yeHHs BUpOGHMYOT
TB12), YKPATHA" Ykpaina", AiNbHAL (BKMIOYa0UM
Kokapbokc YkpaiHa (NoBHWI AinbHULi ans APl npomikHOro
unasa LMKI npoaykTy abo rotoBoro
(xnopug) BUPOOHMUTBA, nikapcbkoro 3acoby, OinbHULi
(kodbepme BWMNYCK cepil; 0N NPOBEEHHS NaKyBaHHS,
HT B1), KOHTPOIb BUPOGHMKA, BignoBigansHoro
nipmgokca AKOCTI) 3a BUMYCK cepin, micue
n-5- NpoBeAEHHS KOHTPOMIO Cepi)
cocaTt abo nocTavarnbHMKa BUXigHOrO
(kocbepme maTepiany, peareHTy abo
HT B6); AOMOMDKHOI PEYOBUHM (SKLLO
KapHITUHY 3a3HayeHo y A0ChE) -
xnopua, BunyyeHHs BupoGHuka AdI
ni3nHy Kokap6okcunasmn xnopuay
rigpoxnop «Mercky, HimeuyuunHa, 3B’a3ky
na 3 NPUNUHEHHSIM BUPOBHULITBA.

3Mminu Il Tuny - 3MiHM 3 SKOCTi.
A®I. Bupo6HuuTBO. 3MiHa
BUPOGHMKa
BVXiHHOro/npomi>kHoro
npoAyKTy/peareHTy, Wo
BMKOPUCTOBYIOTBECH Y
BMPOGHMYOMY npoueci AdI,
abo 3miHa BUpobHuka
(Bkntoyatoun, ge HeobxigHo,
MicLie NPOBEAEHHS KOHTPOIHO
sikocTi) ADI (3a BigcyTHOCTI
cepTuddikaTta BiANOBIAHOCTI
€Bponewicbkin bapmakonei y
3aTBEPIKEHOMY
[oCbe)(BBEAEHHS HOBOTO
BUpoGHMKa APl 3 HagaHHAM
macTep-avina Ha AdI) -
BHeceHHs anbTepHaTMBHOIO
BMPOBHKMKa cybCTaHLi
Kokap6okcunasmu xnopuay
"SECOND PHARMA
CO.,LTD.", Kutan
[itova pegakuisi:
MKA N3:
Cknap
OpHa kancyna MicTuTh:
Kokap6okcunasu (xnopugy)* -
50,0 mr
(«Merck», HimeyynHa abo
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

3aBog XiMiYHUX peaKTuBiB
HTK «lHCTUTYT
MOHoKpucTanie» HAH,
YkpaiHa)
[NponoHoBaHa peaakuis:
MKA N3:

Cknag OpHa kancyna MiCTuUTb:
Kokapbokcunasu (xnopuay)* -
50,0 mr
(«3aBop xiMiYHUX peaKTuBIB
HTK «lHCTUTYT
MOHoKpucTanie» HAH,
YkpaiHa, abo «SECOND
PHARMA CO., LTD.»,
Kuran)

141.

KNEKCAH®

Enoxapari
n

eHokcanap
WH HaTpito

BO1ABO
5

PO34MH ONs iH EKLiN,
10 000 aHTM-Xa
MO/1mn

Ne 2: no 0,8 Mny
LNpuy-[o3i i3
3aXMCHOK CUCTEMOID
ronku ERIS; no 2
LNpuL-803n y
onictepi; no 1
6nictepy B
KapTOHHiIl kopobuyj;
Ne 2: no 0,8 mny
Lwnpuy-go3i i3
3aXMCHOI CUCTEMOID
ronkn PREVENTIS;
no 2 Wwnpuvy-ao3n 'y
6nicTepi; no 1
6nictepy B
KapTOHHiIl kopobuyj;
Ne 2: no 0,8 Mny
Lwnpuu-ao3i 6es
3axUCHOI cucTemm
ronku; Mo 2 wnpuu-
nosun y bnictepi; no
1 6nictepy B
KapTOHHI kopobui

TOB
"CaHodi-
ABeHTiC
YkpaiHa"

YkpaiHa

CAHO®I
BIHTPOTI
IHOACTPIA

dpaHLuis

BHECEHHS 3MiH 10
peecTpauiiHiX AOKYMEHTIB:
3minm | TNy -
AOMiHiCTpaTUBHI 3MiHW. 3MiHa
HaiMeHyBaHHsi Ta/abo agpecu
MiCList MPOBaKEHHS
OisiNbHOCTI BUPOGHUMKA
(BKrovatoum, 3a HeobXigHOCTI,
MiCLle NPOBeAEHHS KOHTPOMO
sikocTi), abo BnacHuka
macTep-danna Ha AdI, abo
nocravansHuka A®l/BnxigHoro
matepiany/peareHTy/npomixxHO
ro NpoaykKTy, Lo
3aCTOCOBYHOTbCS Y
BUPOGHMUTBI ADI (Ko
3a3Ha4yeHo y JOCbE Ha
nikapcbkuii 3acib) 3a
BiCYTHOCTI cepTudikaTa
BiQMNOBIAHOCTI €EBpONENChHKIl
dapmakonei y
3aTBepOKeHoOMy Aocke, abo
BUPOGHMKa HOBOT AOMOMIDKHOT
PEYOBMHM (SKLLO 3a3HAYEHO Y
pocbe) 3miHa Ha3Bwu
BUPOGHMKa OUULLLEHOTO
"enapwHy HaTpito (BUXigHWUIA
mMaTepiany, Skui
BUKOPUCTOBYETLCS Y
BUPOOHMUTBI Ai040i peYoBUHM
EHokcanapuHy HaTpito) i3
Sanofi Chimie, ®paHuis Ha
Sanofi Winthrop Industrie,
PpaHLUisi (BUPOBHMYMIA

3a
peuenmom

UA/7181/01/01
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162
Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
mMangaH4yuk Ploermel). Bei
BUPOGHMUI onepauii
3anuwatTbest 6e3 3MiH. 3MiHn

| TUNY - AgMiHiCTpaTUBHI
3MiHW. 3MiHa HaNMeHyBaHHS
Ta/abo agpecu Micus
NpoBafXXeHHS QisNbHOCTI
BUPOGHMKa (BKItoYatouu, 3a
HeobxigHocTi, MicLe
nNpoBeAeHHS KOHTPOM0
sIKOCTi), abo BnacHuka
mactep-danna Ha AdI, abo
noctadanbHuka A®l/BuxigHoro
mMaTtepiany/peareHTy/npoMiKHO
ro NPOAyKTY, WO
3aCTOCOBYIOTbCS Y
BUpobHMUTBI ADI (sIKLLO
3a3HayeHo y 0CbE Ha
nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudikaTa
BiZNOBIgHOCTI €BpONENChKii
chapmakonei y
3aTBepOKeHoMy Jocke, abo
BMPOBHVKa HOBOT AOMOMIDKHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y
pocbe) 3miHa Ha3Bu
BMPOBHYMKa OUNLLLEHOIO
"enapuHy HaTpito (BUXigHWUIA
mMaTepiany, Skui
BUKOPUCTOBYETLCS Y
BMPOGHMUTBI Ait040T pevoBUHM
EHokcanapuHy HaTpilo) i3
Productos Biologicos S.A.U.,
Icnanis Ha Bioiberica S.A.U.,
IcnaHisi (BUpOGHMUMIA
mangaHuuk «Olerdolay). Bei
BUPOGOHMUI onepauii
3anuwatTbes 6e3 3MiH. 3MiHn
| Tuny - AgmiHicTpaTuBHi
3MiHWN. 3MiHa HalMeHyBaHHs
Ta/abo agpecu Micus
NPOBaXXEHHS QiSANbHOCTI
BMPOBHVKa (BKNoYaroun, 3a
HeobXxiaHocTi, micue
NpOBEeAEHHST KOHTPOJTHO
sikocTi), abo BnacHuka
macTtep-darna Ha AdI, abo
noctadanbHuka A®l/BuxigHoro

mMaTtepiany/peareHTy/npoMiKHO
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

ro NpoaykKTy, Lo
3aCTOCOBYIOTbCS Y
BUPOOHMUTBI AP (SKLLO
3a3HayeHo y JOCbE Ha
nikapcbkuii 3acib) 3a
BiJCYTHOCTI cepTudikarta
BiZNOBIgHOCTI €Bponenchkin
dapmakonei y
3aTBEpOKEHOMY AoCke, abo
BUPOBGHMKA HOBOT AOMOMIDKHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y
nocbke) 3miHa Ha3Bwm
BMPOGHMKA OYULLLEHOTO
[enapuHy HaTpito (BUXigHWUIA
marepiany, sKui
BUKOPWCTOBYETLCS Y
BUPOBHMUTBI 4il040i pe4oBUHM
EHokcanapuHy HaTpito) i3
Aspen, CLUA Ha BioChem Oss
B.V., CLLWA. Bci BUpOGHWYi
onepauii 3anuwarTbes 6es
3MiH.

142.

KNEKCAH®

Enoxapari
n

eHokcanap
WH HaTpito

BO1ABO
5

PO34MH Ons iH eKLiN,
10 000 aHTM-Xa
MO/mn; Ne 10 (2x5):
no 0,2 mn y wnpwuu-
[003i i3 3aXMCHO
CUCTEMOIO FOSKU
ERIS; no 2 wnpuu-
nosun y bnictepi; no
5 6bnictepiB y
KapTOHHiIl kopobuyj;
no 0,2 Mmn y wnpwuy-
[003i i3 3axXncHo
CUCTEMOIO FOSKU
PREVENTIS; no 2
LUINPYL-0031 Y
GnicTtepi; no 5
GnictepiB y
KapTOHHiII kopobuyj;
no 0,2 mn y wnpwuu-
po3i 6e3 3axucHoi
CUCTEMMU TonKu; no 2
LUINpYL-003K Y
6nictepi; no 5
GnicTtepiB y
KapTOHHiIl kopobuyj;
no 0,4 mn y wnpwuy-
[03i i3 3aXUCHO

TOB
"CaHodi-
ABeHTiC
YkpaiHa"

YkpaiHa

CAHO®I
BIHTPOIM
IHOACTPIA

dpaHLuis

BHECEHHS 3MiH A0
peecTpaLiiHNX JOKYMEHTIB:
3minm | TNy -
AaMiHicTpaTuBHI 3MiHU. 3MiHa
HanmMeHyBaHHS Ta/abo apgpecu
MicLst NPOBaAXeHHS!
LisNbHOCTiI BUPOGHMKa
(BKnovatoum, 3a HeobXigHOCTI,
MicLie NPOBEAEHHS KOHTPOSO
sikocTi), abo BnacHuka
macTep-danna Ha AP, abo
noctadanbHuka A®l/BuxigHoro
marepiany/peareHTy/npomixHO
ro NpoaykKTy, Lo
3aCTOCOBYHOTLCA Y
BUPOGHMUTBI ADI (Ko
3a3HayeHo y JOChE Ha
nikapcbkuii 3aci6) 3a
BiCYTHOCTI cepTudikaTa
BiZNOBIQHOCTI €BpONenchKii
dapmakonei y
3aTBepAKeHoMy Aocbke, abo
BMPOBHVKa HOBOT JOMOMIDKHOT
PEYOBUHY (SIKLLO 3a3HAYEHO Y
pocbe) 3miHa Ha3Bu
BMPOBHKMKa OYNLLLEHOTO
"enapuvHy HaTpito (BUXigHWUIA

3a
peuenmom

UA/7182/01/01
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

CMCTEMOIO FONKM
ERIS; no 2 wnpuu-
[o3wn y bnictepi; no
5 GnictepiB y
KapTOHHiIN kopobLyj;
no 0,4 Mmn y wnpuy-
[03i i3 3aXMCHO
CMCTEMOIO FONKMN
PREVENTIS; no 2
LINpuL-a03n y
6nictepi; no 5
6nictepis y
KapTOHHiIN kopooLyj;
no 0,4 mn y wnpuu-
A03i 6e3 3axvcHoi
CUCTEMM TOfKY; Mo 2
LINpuL-a03n y
6nictepi; no 5
GnictepiB y
KapTOHHiIN kopooLyj;
no 1 mny wnpuvu-
[003i i3 3aXMCHo
CMCTEMOIO FONKM
ERIS; no 2 wnpuu-
[o3wn y bnictepi; no
5 6bnictepiB y
KapTOHHIN kopobLyj;
no 1 Mny wnpuu-
[003i i3 3axXncHo
CMCTEMOIO FONKN
PREVENTIS; no 2
LINpuL-g03n y
6nictepi; no 5
Gnictepis y
KapTOHHiI kopobuyj;
no 1 mny wnpuvu-
po3i 6e3 3axucHoi
CUCTEMMU TOfKY; Mo 2
LINpUL-a03n y
6nictepi; no 5
GnicTtepiB y
KapTOHHiIl kopobui

marepiany, sKui
BUKOPWCTOBYETLCS Y
BMPOOHWLTBI Ait040T peyYoBUHN
EHokcanapuHy HaTpito) i3
Sanofi Chimie, ®paHuist Ha
Sanofi Winthrop Industrie,
®paHuia (BUpoBHMYMI
mMangaH4yuk Ploermel). Bei
BUPOGHWYi onepauii
3anuwatTbes 6e3 3MiH. 3MiHn
| TUNY - AgMiHiCTpaTUBHI
3MiHWN. 3MiHa HalMeHyBaHHs
Ta/abo agpecu Micusi
NpoBafXXeHHA QisNbHOCTI
BMPOBHVKa (BKNtoYaroun, 3a
HeobXxigHocTi, micue
nNpoBeAeHHS KOHTPOM0
sKkocTi), abo BnacHuka
macTep-daiina Ha A®l, abo
noctadanbHuka A®l/BuxigHoro
maTtepiany/peareHTy/NpoMiKHO
ro NpoaykKTy, Lo
3aCTOCOBYIOTbCS Y
BMPOGHMLTBI API (SKLLO
3a3Ha4yeHo y JOCbE Ha
nikapcbkuii 3acib) 3a
BiJCYTHOCTI cepTudikaTa
BiQMNOBIAHOCTI €EBpONENChHKIl
dapmakonei y
3aTBEpAKEHOMY A0Cbe, abo
BUPOGHMKa HOBOT AOMOMIDKHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y
nocbke) 3miHa Ha3Bwm
BMPOBHVKa OUNLLLEHOTO
"enapuHy HaTpito (BUXigHWUIA
marepiany, sKui
BUKOPUCTOBYETHLCS Y
BMPOGHMUTBI Ait040Tl pevoBUHM
EHokcanapuHy HaTpito) i3
Productos Biologicos S.A.U.,
IcnaHisi Ha Bioiberica S.A.U.,
IcnaHis (BUpOGHMYMIA
margaHyuk «Olerdolay). Bei
BUPOGHUMYi onepadii
3anuwaoTbesl 6e3 3miH. 3MiHn
| Tuny - AgMmiHicTpaTuBHi
3MiHWN. 3MiHa HalMeHyBaHHs!
Ta/abo agpecu Micus
NPOBaXEHHS JiSANbHOCTI
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

BUPOGHMKa (BKItOYatouu, 3a
HeobXxigHocTi, micue
NPOBEAEHHS KOHTPOO
sIKOCTi), abo BnacHuka
macTep-danina Ha A®l, abo
nocravansHuka A®l/BnxigHoro
maTtepiany/peareHTy/NpoMiKHO
ro NpoaykKTy, Lo
3aCTOCOBYIOTbCS Y
BUpobHMUTBI ADI (sIKLLO
3a3Ha4yeHo y JOChbE Ha
nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudikaTa
BiNOBIgHOCTI €Bponenchkin
apmakonei y
3aTBepakeHoMy Aocke, abo
BUPOBGHMKA HOBOT AOMOMIDKHOT
PEYOBVHM (AKLLIO 3a3HAYEHO Y
nocbke) 3miHa Ha3ewu
BMPOGHMKA OYULLLEHOTO
"enapwHy HaTpito (BUXigHUIA
marepiany, sKui
BUKOPUCTOBYETLCS Y
BUPOBHMUTBI Ail040i peYoBUHM
EHokcanapuHy HaTpilo) i3
Aspen, CLUA Ha BioChem Oss
B.V., CWWA. Bci BUpobHUyi
onepaujii 3anuwatTbes 6e3
3MiH.

143.

KNOTPUMA3
on

Clotrimazo
le

KnoTpuma
301

DO1ACO
1

Ma3b 1 %; no25ry
Ty6i; no 1 1y6i y
naJui 3 KapToHy

My6niyne
akuioHepHe
TOBapUCTBO

"HaykoBo-
BMPOGHWYMIA

LEeHTp
"Bopuyariscb
KM XiMiKo-
cdapmareBT
NYHUIA
3asoa”

YkpaiHa

My6niyHe
akuioHepHe
TOBapMCTBO

"HaykoBo-
BUPOGHWYMIA

LeHTp
"BopLuariBcbkni
XiMiko-
dapmaueBTUYHU

1 3aBoa”

Ykpaina

BHECEHHS 3MiH 10
peecTpaLiiHNX AOKYMEHTIB:
3miHu | TNy - 3MiHKM 3 AKOCTI.
[oToBWI Nikapcbkui 3acib.
Cucrema
KOHTeWHep/3aKynoptoBanbHuUimn
3aci6. 3MiHa y NepBuHHI
ynakoBLii FOTOBOro NikapcbKoro
3acoby (Tvn koHTelHepa abo
[0[aBaHHA HOBOro
KOHTeWHepa) - TBepai, M’siki Ta
HecTepunbHi pigki nikapcbki
copmu - BBefeHHs
anbTepHaTUBHOTrO TUNY
NepBYHHOIO NakyBaHHsA —
namiHaTHoi Tybu, sika Moxe
BMKOPUCTOBYBaTMCb Nopsig i3
iCHYO4YMM TUMOM —
antoMiHieBoto Ty6ot0.
3anponoHoBaHui

be3
peuenma

UA/1645/02/01
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Ymoeu

Pek

Homep

Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa

pedoeuHu

Haszea
diroyoi

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

eionycky

nam
yea

HHST*
*

peecmpauiliHo
20
noceio4yeHHs1

Ha3ea*

nakyBanbHW MaTtepian €
iAEHTUYHUM 3aTBEPOKEHOMY
3a BignoBigHUMKN
BNacTUBOCTSIMU.
BHeceHHs 3MiH Jo p.
«YnakoBka» MKA N3:
3artBepaKeHo:
p. «YnakoBka»

Mo 25 r y Ty6u antomiHiesi 3
ByLIoHaMK 3 BHYTPILLHIM
NOKPUTTSIM NaKkoM,
[03BOSIEHVM [0 3aCTOCYBaHHS
y BCTaHOBMEHOMY NMOPSAKY.
KoxHy TyGy pasom 3
iHCTpyKUi€0 Ans MeanyHoro
3aCTOCYBaHHs MOMILLaOTh Y
nayvky 3 KapTOHy.
3anponoHoBaHo:

p. «YnakoBka»

Mo 25 ry Ty6u antomiHiesi 3
OyLUOHaMM 3 BHYTPILLHIM
NOKPUTTSIM NaKkoM,
[03BOJIEHVM [0 3aCTOCYBaHHS
y BCTAHOBMEHOMY MOPSAAKY;
no 25 r y Tybu namiHatHi 3
OyLUOHaMM 3 BHYTPILLHIM
noniMepHUM MOKPUTTAM,
[03BOJIEHVM [0 3aCTOCYBaHHS
y BCT@HOBMEHOMY NMOPSAKY.
KoxHy TyOy pasom 3
iHCTpYKLUi€0 Ans MeanyHoro
3aCTOCYBaHHs MOMILLAOTh Y
NnayKy 3 KapTOHy.

3a

UA/11289/01/01

144.

KOMBIFAH®

Timolol,
combinatio
ns

HGprmoHian
Hy
TapTpart;
TUMonony
Manear

SO01ED5
1

Kpanni o4Hi; no 5 mn
y thrnakoHi-
KpanensHuui; no 1
abo 3 dnakoHu-
KpanenbHuLi B
KapTOHHIN ynakoBLi

EGGBI
Timiten

Ipnangis

AnnepraH
dapmachbtoTikan
3 lpnaHgis

Ipnangis

BHECEHHS 3MiH 10
peecTpaLiiHNX AOKYMEHTIB:
3miHu | TMny - 3MiHKM 3 AKOCTI.
CeptudikaT BignosigHocTi/l'E-

cepTudikat BiANOBIAHOCTI
€Bponewncbkin

dapmakonei/MmoHorpadii.

MopaHHs HoBoro abo
OHOBJIEHOro cepTudikara
BiANOBigHOCTI abo BUMyYeHHs
cepTudikata BiANoBiAHOCTI
€Bponeicbkinn hapmakonei:

aonsa A®l; ona suxigHoro
matepiany/peareHTy/npomixxHO
ro NpoaykKTy, Lo

BUKOPWCTOBYIOTHCS Y

peuenmom
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
BUpobHMUTBI APIl; ona

[OMOMDKHOI PEYOBUHM
(ceptudpikat BignoBigHOCTI
€Bponeickkin hapmakonei) -
OHoBREeHWI cepTudikaT Big,
yXe 3aTBepaXeHoro
BUpOGHKKa - [MogaHHs
OHOBIEHOro cepTudikaty
Bi4NOBIgHOCTI €BpONEenchbKii
c¢apmakonei R1-CEP 2015-
052- Rev 01 Big
3aTBEpPAKEHOro BUPOGHMKa
Piramal Enterprises Limited,
IHAia onsa Qioyoi peyvoBuHn
OpvMOHianHY TapTparty, B
3B’A3Ky 3i 3MiHO HOMepY
CEP. 3minHun | Tuny - 3miHm 3
akocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT
BiNOBIgHOCTI €Bponenchkin
dapmakonei/moHorpadii.
MopaHHsa HoBoro abo
OHOBIEHOro cepTudpikata
Bi4NOBIgHOCTI ab0o BUNyYeHHs
cepTuddikaTta BiANoBiAHOCTI
€Bponeiicbkiit hapmakonei:
ans A®l; ansa BuxigHoro
marepiany/peareHTy/npomixHO
ro NpoaykKTy, Lo
BUKOPUCTOBYHOTBCS Y
BUPOGHMUTBI ADI; Ans
OOMOMDKHOI PEYOBUHMU
(cepTtudcpikat BignosigHOCTI
€Bponevicbkin apmakonei) -
OHoBneHui cepTudikar Big
yXe 3aTBepaXeHoro
BUpO6HMKa - MNogaHHs
OHOBIIEHOro cepTudikaty
BiZNOBIQHOCTI €BpONenchKii
dapmakonei R1-CEP 2015-
052- Rev 01 Big
3aTBepOKeHOro BUPOGHMKa
Piramal Enterprises Limited,
IHAis ansa gitoyoi pevyoBuHU
OpvMOHiaMHY TapTparty, B
3B’53KYy 3i 3MIHOIO B Has3Bi Ta
appeci BUpobHuka AdI
(3aTBepmkeHo: R1-CEP 2015-

052- Rev 00 Piramal
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
Enterprises Limited, IHgis 5 —
9 — 30, Basheerbagh Palace
Colony, Road No., 4,
Basheerbagh Hyderabad 500
063, Telangana, India;
3anponoHoBaHo: R1-CEP
2015-052- Rev 01 Piramal
Pharma Limited, IHgis Sy, No.
7-70,70/1 and 70/2, Digwal
Village, Kohir mandal,
Sangareddy District, 502321,
Telangana, India).
145. | KOMBIUUTP Paracetam | napaueta NO2BE5 | nopoLuok gns AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 4O 6e3 UA/19918/01/01
OH ol, Mmor, 1 OpanbHOro PO34unHy, "dpapmak” peecTpauiiHiX AOKYMEHTIB: peuenma
combinatio | deHinedp no 13,60 r B cawue; 3minHn Il Tuny - 3MiHK 3 AKOCTI.
ns excl. NHY no 10 cawe y nayui AO®I. (iHWi 3miHK) - NogaHHsA
psycholept | rigpoxnop oHosneHoi Bepcii DMF EDMF-
ics va, PEH-202412 (V3) December
deHipamiH 2024 (3aTBepaxeHo: DMF
y Manear, Oct-2020 October 2020) ons
Kucrota A®I| PeHinedppurHy
ackopbGiHO rigpoxnopua BUpobHuka
Ba Shenzhen Oriental
Pharmaceutical Co., Ltd.,
Kutan
146. | KOHTPAKTY - pigkun DO3AX renb; no 10, 20 abo Mepy, HimeyuuH Mpoaykuisi in Himeyun BHECEHHS 3MiH 10 bes nion UA/6090/01/01
BEKC eKCTpaKT 50 ry Ty6i; mo 1 Ty6i | PapmacbioTi a bulk, nepBuHHe Ha peecTpauinHUX JOKYMEHTIB: peuenma seae
unbyni Y KapTOHHIlA kopobui kanc M6X Ta BTOpPUHHE 3minu | Tvny - 3miHK WwWoao
(Ext.Cepa nakyBaHHs, 6es3nekn/edeKTMBHOCTI Ta
e), KOHTPOMb SIKOCTI tapmakoHarnsagy (iHLwi 3miHm)
renapvH Ta BUNYyCK cepil: 3miHu BHeceHo y n. 17. IHLWWE
HaTpito, Mepy ®apma TEKCTY MapKyBaHHS BTOPUHHOI
anaHToiH meX i Ko. YMaKoBKU MikapcbKoro 3acoby.
KraA, BBeneHHs 3MiH npoTArom 6-tu
HimeuumnHa; MicsiLiB nicns 3aTBepOXKEHHS
BTOPWHHE
nakyBaHHs
MpecTix
MpomoyLuH
Bepkaydcdoep
aepyHr &
BepbGecepsic
mb6X,
HimeuumnHa;
X.EJLIM. TmMBX,
HimeuumnHa;
BunpobyBaHHsi
KOHTPOO

SKOCTI:
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHST* noceio4yeHHs1
Hasea* *
JlabopaTopi o
AHanisic o
Bionomxukanni
EkTiB
KomnoyHac
JlaTtBiaH
IHCTiTBIOT Oh
OpraHik
CiHTesic, JlaTBis;
Ja6op JIC CE &
Ko. KT,
HimeuuunHa;
OEN®-i TM6X,
Himeyuunna; NBA
dapma 'M6X,
HimeyymHa
147. | KOHTPAXICT | Levocetiriz | nesoueTn RO6AEQ | Tabnetku, BKpUTI AT "Apamven Monbwa nepBuHHe Ta Monbwa BHECEHHS 3MiH A0 be3 UA/15823/01/01
ANEPOXI® ine pU3NHY 9 NniBKOBOKO dapma” BTOPWHHE peecTpaLiiHNX AOKYMEHTIB: peuenma
aurigpoxn 000MnoHKoI0, Mo 5 Mmr; nakyBaHHs, 3MiHn | TMny - 3MiHK Wopao
opva no 10 Tabnetok y KOHTPOSb AKOCTi 6e3nekn/edeKkTMBHOCTI Ta
6nicTepi; mo 1 Ta BUMYCK cepii: dapmakoHarnsaay. BeegeHHs
Gnictepy B AT "Apnamep abo 3MiHM 4o y3aranbHeHux
KapTOHHiIN kopooLyj; dapma”, OaHuX Npo cuctemy
no 7 TabneTok y MonbLya; dapmakoHarnsagy (BBeaeHHs
6nicTepi; no 1 BMPOGHMUTBO, y3aranbHeHVX JaHux Npo
6nictepy B nepBUHHE Ta cucTtemy cdhapmakoHarnsgy,
KapTOHHiIN kopobui BTOPUHHE 3MiHa YNOBHOBaXeHOI ocobu,
nakyBaHHs: AT BiANOBiAanNbHOI 3a 34INCHEHHS
"Anamen hbapmakoHarnagy; KOHTakTHol
dapma”, ocobu 3 chapmakoHarnsgy
MNonbLa 3asBHMKa AN 34iNCHEHHS
thapmakoHarnsgy B YkpaiHi,
SIKLLIO BOHA BiAMiIHHA Big
yMNOBHOBaXeHOI 0cobw,
BiANOBiAanNbHOI 3a 34INCHEHHS
dapmakoHarnsagy (Bknoyarum
KOHTaKTHi faHi) Ta/abo 3miHu y
po3MilLeHHi MacTep-canna
cucTemu chapmakoHarnsgy) -
3MiHa KOHTaKTHUX JaHUX
yrNoBHOBaXeHOI ocobum
3asiBHMKA, BianoBiganbHoI 3a
dapmakoHarnsig. 3miHa
KOHTaKTHUX AaHWUX KOHTaKTHOI
ocobu 3asBHMKKa,
BiANoBiganbHOI 3a
dapmakoHarnag B YkpaiHi.
148. | KOHTPON®N | Thiocolchi | Tiokonxiko MO3BX0 | po3uuH ans iH'ekuin, TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 10 3a He UA/19023/01/01
EKC coside 3ua 5 2 mr/mn, no 2 mn B "MIKPOXIM" "MIKPOXIM", peecTpauinHMx MaTepianis: peuenmom nion
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
amnynax; no 5 YkpaiHa 3MiHn | TNy - seae
amnyn y 6nictepi; no (ropuanyHa AOMiHICTpaTMBHI 3MiHW.
1 abo 2 6nictepn y agpeca BunyyeHHsi BupobHuyoi
nayui 3 KapToOHy BUPOGHMKA; OinbHUUI (BKMOYao4n
BignoBiganbHUN OinbHuui gna Al npomibkHoro
3a BUPOOHMLTBO npoaykTy abo rotoBoro
Ta nikapcbkoro 3acoby, OinbHULi
KOHTPOMb/BMMNPO ONsi NpPOBEAEHHS NaKyBaHHS,
6yBaHHs cepii, BMpObHWKa, BiANoBiganbLHOro
He BKYaoun 3a BUMYCK cepin, micue
BUNYK cepil; NpOBeAEeHHs KOHTPOo cepii)
BignosiganbHWn abo nocTtavanbHMKa BUXiOQHOTO
3a BUMYyCK cepii, maTepiany, peareHTy abo
HEe BKIT04aum [OMOMIDKHOI PEYOBUHU (SIKLLO
KOHTPOMb/BMNPO 3a3HayeHo y A0CbE)
ByBaHHs cepii); BunyyeHHs doyHKLi
AT "BignosiganbHUN 3a BUNYCK
"Tanuydapm", cepii" gns BUpobHUYoi
YkpaiHa ninbHuui TOB HB®
(BignoBiganbHMn "MIKPOXIM" 3a agpecoto:
3a BMPOOHULTBO Ykpaina, 93400, JlyraHcbka
Ta 06n., M. CeBepoaoHeLbK, ByI.
KOHTPOMb/BUMNPO Mpomucnosa, 6ya. 24-8, y
6yBaHHS cepii, 3B'A3Ky 3 BTPATO YMHHOCTI
HEe BKIT04a4umn BMPOGHMYOI AinbHULI,
BUWMYCK cepii) anbTepHaTUBHOIO AiNbHULIEID
3anuwaetbcs TOB HBO
"MIKPOXIM" 3a agpecoto:
Ykpaina, 01013, m. Kuis, Byn.
BygningycTpii, 6ya. 5. Y 3B'a3ky
3 BUMYYEHHSAM QOYHKLT
"BignoBiganbHWIM 3a BUNYCK
cepii" onsa ogHiei 3
BUPOBHMYMX AiNbHULB
BUIYYEHO iHCTPYKLito ANns
MELMNYHOro 3aCTOCYBaHHSA Ta
TEKCT MapKyBaHHS YMaKOBKM
nikapcbkoro 3acoby Ans aaHoi
BUPOGHMYOI OinbHUL
149. | KOPBANAWH | Barbiturat eTunosumn NO5CBO | kpanni opanbHi, no AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 40 rno 25 mn - UA/2553/01/01
® esin egip a- 2 25 mn y cnakoHi; no "®papmak” peecTpaLiiHNX AOKYMEHTIB: bes
combinatio | 6pomizoBa 1 donakoHy B nayvy; 3miHu | TNy - 3MiHKM 3 AKOCTI. peuenma;
n with nepiaHoBo no 50 mMn y donakoHi; CeptudikaT BignosigHocTi/l'E- rno 50 mn —
other T KMcnoTwy, no 1 pnakoHy B cepTudikat BigNOBIAHOCTI 3a
drugs deHobapb navui €Bponewnchkin peuenmom
iTan, M’ATn apmakonei/MmoHorpadii.
onis, onis 3MiHK, noB'si3aHi 3
XMento HeobXiaHICTIO NpuBEAeHHS Y

Bi4NOBIgHICTb A0 MOHorpadii
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
[oY abo €Bponencbkoi
capmakonei, abo iHwoi
HaujioHanbHoi hapmakonei
nepxasu €C (3miHa y
cneumndikauisx, nos'asaHa 3i
3MiHamu B [1®Y, abo
€Bponeickkin thapmakoneri,
abo iHWin HauioHanbHin
dapmakonei gepxasu €C).
MNpuBeneHHs cneuundikauii
[OMNOMiDKHOT peyoBuHU "Boaa
ouuuleHa" y BignoBigHiCTb 40
BUMOT OHOBIIEHOI MoHOorpadii
€9.
150. | KOPBANON® | - eTnnoBum NO5CX | kpanni oparnbHi, no AT YkpaiHa AT "®apmak” Ykpaina BHECEHHS 3MiH J0 bes UA/3684/01/01
H edip a- 25 Mn y cbnakoHi 3 "dpapmak” peecTpauiiHiX AOKYMEHTIB: peuenma
BpomiszoBa npo6koto- 3MiHn | TMNY - 3MiHM 3 SIKOCTI.
nepiaHoBo KpanenbHuueto; no 1 CeprudikaT BignosigHocTi/l'E-
i Knenotu, cdnakoHy B nayui 3 cepTudikaT BignoBIgHOCTI
PO34MH KapTOHYy €Bponewncbkin
MeHTOrny B dapmakonei/moHorpadii.
MEHTUIOB 3MiHu, NoB'si3aHi 3
oMy edipi HeoOXiaHICTIO NpuBeaeHHs y
KUCNOTU Bi4NOBIHICTb 4O MOHorpadii
isoBanepia OdY abo €sponericbkoi
HOBOI, dapmakonei, abo iHLwoi
M'ATH HaujioHanbHoi dhapmakonei
onis, onis aepxasu €C (3miHa y
XMeno crneundikauisx, Nos's3aHa 3i
3miHamu B [1®Y, abo
€Bponevicbkiit hapmakonei,
abo iHLWIM HauioHanbHIN
dapmakonei gepxasu €C).
MpuBeaeHHs cneundikauii
JornomikHoI peyoBuHu "Boaa
ouuuleHa" y BignoBigHiCTb 0
BUMOT OHOBEHOI MOHOrpadii
€9.
151. | KOPCAP® Valsartan amnopunii | CO9DBO | TtabneTtku, BKpUTI AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH [0 3a UA/16393/01/01
AM and y 6ecunar; 1 NniBKOBOI "®papmak” peecTpaLiiHNX AOKYMEHTIB: peuenmom
amlodipine | BancaptaH obornoHkot, 5 3MmiHu Il TUny - 3MiHM 3 siKOCTi.

mr/160wmr, no 10
TabneTok y 6nictepi;
no 3 abo 5, abo 6
OnicTepiB y nayui 3
KapToOHYy

ADI. (iHWi 3MiHK) - NoaaHHSA
oHosrieHoro DMF Ha Al
AmnoguniHy 6ecunar Big BXxe
3aTBepOKeHOro BUPOGHMKa
Anek Prayog Pvt Ltd, IHgis
(3aTBepmxeHo: NCL/AB/01,
Rev: 03; 3anponoHoBaHo:
NCL/AB/01, Rev: 06).
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[TponoBkeHHs noaaTka 3

Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
152. | KOPCAP® Valsartan amnoguniH | CO9DBO | TabneTtku, BKpUTI AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 4O 3a UA/16392/01/02
AM and y 6ecunar; 1 NNiBKOBOO "dpapmak” peecTpauiiHuX AOKYMEHTIB: peuenmom
amlodipine | BancaptaH obonoHkoto, 10 3Mminu Il Tuny - 3MiHM 3 SKoCTi.
mr/160 wmr, no 10 AO®I. (iHWi 3miHM) nogaHHA
TabneTtok y 6nicrepi; oHoBrneHoro DMF Ha Al
no 3 abo 5, a6o 6 AmnoauniHy 6ecunar Big BXxe
GnicTepiB y navui 3aTBEpPAKEHOr0 BUPOBHMKa
Anek Prayog Pvt Ltd, [Haia
(3aTBepaxeHo: NCL/AB/01,
Rev: 03; 3anponoHoBaHo:
NCL/AB/01, Rev: 06).
153. | KOPCAP® Valsartan amnogunii | CO9DBO | Ttabnetku, BKpUTI AT YkpaiHa AT "®apmak” Ykpaina BHECEHHS 3MiH J0 3a UA/16392/01/01
AM and y 6ecunar; 1 NNiBKOBOO "dpapmak” peecTpauiiHiX AOKYMEHTIB: peuenmom
amlodipine | BancaptaH obonoHkoto, 5 mr/ 80 MiHu Il TRy - 3MiHM 3 SKOCTi.
mr; no 10 TabneTok ADI. (iHWi 3MiHW) nogaHHA
y BnicTepi; no 3 abo oHoBrieHoro DMF Ha AdI
5, abo 6 bnicTepiB y AmnoauniHy 6ecunart Big Bxe
navui 3aTBEpKEHOr0 BUPOOHMKa
Anek Prayog Pvt Ltd, IHgis
(3aTBepmkeHo: NCL/AB/O1,
Rev: 03; 3anponoHoBaHo:
NCL/AB/01, Rev: 06).
154. | KycTopion - HaTpito VO7AB KapaionneriyHmn Op. ®paHy HimeuumnH Op. ®paHy Himeuun BHECEHHS 3MiH J0 3a He UA/6672/01/01
xnopug, po3uuH; no 500 mn Keonep a Kbonep Xewmi Ha peecTpauinHux maTepianis: peuenmom nion
Kanito abo 1000 mn'y Xemi TM6X mM6X 3minm | TNy - seae
xnopwg, NAsiWKax CKNAHUX; AamiHicTpaTuBHi 3miHW. 3MiHa
MarHito no2n,abo5ny koay ATX - 3miHN BHeCeHo 00
xnopug, naketax, abo no 1 n IHCTPYKUIT ANS MeanyHoro
rekcarigpa y MaKkeTi, BMiLLLeHOMY 3aCTOCYBaHHS NiKapCbKoro
T; Yy BaKyyMHy 3acoby no posginy
riCTUONH, ynakoBky, no 1 "PapmakoTepaneBTnyHa
riCTMAUHY nakeTty B kopobui rpyna. Kog ATX." BignosigHo
rigpoxrnop [0 MbXKHapOAHOro
na, knacudikatopa BOO3
MoHorigpa (http://www.whocc.no/atc_ddd
T; _index/): 3aTBepmxeHo —
TpunTtodha "Po34nHHMKM Ta 3acobu ans
H, MaHiT, pO3BEAEHHS, BKIOYAKUN
KanbLjto ipurauivivi pozunHn. Kog ATX
xnopua, VO7A B.", 3anponoHoBaHo —
aurigpar; "Kpos i popmeHi enemeHTH
a- KpoBi. KpoBo3amiHHUKM Ta
KeTornyta nepaysinHi po3ynHu.
poBa [opaTtkoBi po34nHM Ans
Kucrnora BHYTPiLUHBOBEHHOIO

BBEeAEHHs. Po3unHu
enekTponiTie. KapaionneriyHi
po3unHu. Kog ATX BO5X A16."
BBegeHHs 3MiH npoTsirom 6
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *

MicsaUiB Micnsa 3aTBepAXeHHS.
3MiHu | TMNY - 3MiHM 3 SIKOCTI.
[oToBWIN Nikapcbkuit 3aci6.
Onuc Ta cknag (iHwi 3miHn)
MpuBeaeHHs nikapcbkoi
dopmu go MixxHapoaHoi
knacuaikauii ATX Ta go
aKTyarnbHUX JOKYMEHTIB
3asBHuka. [itova pegakuis:
MKA N3: PosunH ans
nepdysin MNMponoHoBaHa
pepakuia: MKA N3:
KapgionneriyHmim po3ymH.
3MiHV BHECEHO [0 iHCTPYKUiT
AN MeQUYHOro 3acToCyBaHHS
nikapcbkoro 3acoby Ao
posgainy "likapcbka chopma” Ta
BiNOBIOHI 3MiHM 0O TEKCTY
MapKyBaHHS NEePBUHHOI
ynakosku n.4, n.5. BeegeHHs
3MiH NpOTSArom 6 MicsiLiB micnsi
3aTBepAKEHHS. 3MiHu Il Tuny -
3MiHu wono
6e3nekn/edeKkTuBHOCTI Ta
dapmakoHarnsgy. 3miHu y
KOPOTKIiN XapaKkTepucTuui
nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKUii Ans
MEAMNYHOrO 3aCTOCYBaHHS Y
3B’A3KY i3 HOBUMMW JaHUMU 3
AKOCTI, AOKMIHIYHUMMU,
KMiHIYHUMK gaHuMK Ta
OaHumu 3 chapmakoHarnsgy -
3MiHK BHECEHO A0 IHCTPYKLUii
Ansi MEOUYHOTO 3aCTOCYBaHHS
nikapcbKkoro 3acoby Ao
po3giny "OcobnusocTi
3acTocyBaHHs". BBeaeHHs
3MiH MpoTsroM 6 MicauiB nicns
3aTBepkeHHS. 3minHu Il Tuny -
3MiHu Wwoao
6e3nekn/edeKkTuBHOCTI Ta
dapmakoHarnsagy (iHwi 3miHm)
3MiHU BHEeCEeHO A0 iHCTpyKLUii
01 MeQUYHOro 3aCTOCYBaHHS
nikapcbKkoro 3acoby Ao
po3ainis "lNMoka3aHHs",
"MpoTunnokasaHHs",
"OcobnunBoCTi 3aCTOCYBaHHSA",
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

"3acTocyBaHHs y nepiog
BariTHoCTi abo rogyBaHHs
rpygaro”, "3gartHictb BnvBaTu
Ha LWBMAKICTb peakLii npu
KepyBaHHi aBTOTPaAHCMOPTOM
abo iHWKUMKN MexaHizmamm",
"Cnoci6 3acTocyBaHHs Ta
nosn", "MNepenosyBaHHsA",
"Mob6iyHi peakuii" peaakuinHi
YTOYHEHHS1 Ta BUMNpPaBrieHHs,
BKITHOYHO 3 YOCKOHarNeHnm
nepeknagom TekcTy
BiANOBIQHO 40 KOPOTKOI
XapaKTepUCTUKM NiKapCbKoro
3acoby, 3aTBepAKeHOI B KpaiHi
BUpoGHMKa. BBegeHHs 3MiH
npotsrom 6 micauis nicna
3aTBEPAKEHHS.

155.

JIAMI®EH®

Terbinafin
e

TepbiHadi
HY
rigpoxrnop
[

DO1AE1l
5

renb 1%, no 151

abo no 30 ry Ty6i;
no 1 Ty6i B mayui 3
KapToHY

MPAT
"OITOPAPM

YkpaiHa

BignoBsiganbHUN
3a
BMPOGHMLTBO,
nepBuHHe,
BTOPWHHE
nakyBaHHS,
KOHTPOMb AKOCTI
Ta BUNYyCK cepil:
MPAT
"®ITOPAPM",
YkpaiHa;
BignosiganbHuii
3a
BMPOGHMUTBO,
nepBuHHe,
BTOPWHHE
nakyBaHHsi Ta
KOHTPO~b AKOCTI:
MpAT
dapmaueBTU4Ha
¢abpuka
"Biona",
YkpaiHa;
BianoBiganbHWM
3a BMNyCK cepil,
He BKIH0Yao4m
KOHTPOb/BMNPO
GyBaHHs cepii:
MPAT
"OITODAPM"
YkpaiHa

YkpaiHa

BHECEHHS 3MiH 10
peecTpauiiHMx maTtepianis:
3miHu | TNy - 3MiHKM 3 AKOCTI.
[oToBMI Nikapcbkuii 3acib.
3MiHM y BUpOOHMUTBI. 3MiHa
iMnopTepa/3amiHu, Lo
CTOCYIOTbCS BUMYCKY cepil Ta
KOHTPOIIO SIKOCTi FOTOBOrO
nikapcbKkoro 3acoby (3amiHa
abo gopgaBaHHS OinbHULI, Ha
AKiN 30INCHI0ETLCS
KOHTPOb/BUNPOOYBaHHS
cepii) BBeOEHHs AoaaTKoBOl
BUPOGHMYOI AinsHku MpAT
dapmaueBTnyHa habpuka
"Biona", wo signosigae 3a
KOHTporb sikocTi N3, 3miHu |
Tuny - 3MiHM 3 sKkocTi. [oToBMI
nikapcbkuii 3aci6. 3miHn y
BMPOGHMUTBI. 3amiHa abo
BBEEHHS JOOATKOBOI
AinbHWUi BUpobHULTBa Ans
YacTuHM abo BCbOro
BUPOBHMYOro npoLiecy
roTOBOrO MikapcbKoro 3acoby
(minbHUUSA, Ha KN
npoBoAsTbCHA OyAb-AKi
BUPOGHWYI cTagii, 338 BUHATKOM
BUNYCKY Cepii, KOHTPOIO
SIKOCTi, NEPBUHHOIO Ta
BTOPWHHOIO NaKyBaHHs, Ansi

be3
peuenma

UA/6136/02/01




175 [TponoBkeHHs noaaTka 3
Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *

HEeCTepPUIbHUX NiKapCbKux
3acobiB). CynyTHs1 3MiHa -
3MiHn 3 gkocTi. [oToBMN
nikapcbkuii 3aci6. 3miHn y
BUPOBHMUTBI. 3amiHa abo
BBEAEHHS JOOATKOBOI
finbHUUi BUpoBHUUTBa Anst
YacTuHM abo BCbOro
BMPOBHMYOro npouecy
roTOBOro fikapcbKoro 3acoby
(BiNbHWUS ANst BTOPUHHOTO
nakyBaHHs1) - 3MiHW 3 SKOCTi.
[oToBMI Nnikapcbknii 3acib.
3MiHN y BUpOOHMUTBI. 3amiHa
abo BBeeHHSA [oAaTKOBOI
finbHUUi BUpobHUUTBa Anst
YacTuHM abo BCbOro
BUPOBHMYOro npoLiecy
roTOBOro NMikapcbKoro 3acoby
(BiNbHMUS ANs NePBUHHOMO
nakyBaHHs1) - BBEAEHHS
[04aTKOBOI BUPOBHMYOT
pinsHkm MpAT
dapmaueBTnyHa habpuka
"Biona", wo Bignosigae 3a
BMPOGHWLTBO, NEPBUHHE,
BTOPWHHE nakyBaHHs [T13.
3miHu | TMny - 3MiHK 3 sKOCTI.
[oToBWI Nikapcbkui 3acib.
KoHTponb rotoBoro
nikapcbkoro 3acoby (iHwWi
3MiHW) BHECEHHS peaakLUiiH1X
3MiH Ta yTouHeHb Ao MeTogis
KoHTponto AkocTi N3, 3miHum |
Tuny - 3MiHK 3 sikocTi. [oTOBUMI
nikapcbkuii 3aci6. 3miHn y
BMPOBHMUTBI. 3MiHM y npoLeci
BMPOGHMLUTBA rOTOBOIO
nikapcbKoro 3acooy,
BKITHOYAKUN NMPOMIKHUI
NpPOAYKT, L0 3aCTOCOBYETLCS
npu BUPOBOHNLTBI rOTOBOTO
nikapcbkoro 3acoby (HesHavHa
3MiHa y npoueci BUpobHULTBa)
BHECEHHS 3MiH 10
TEXHOJOrYHOro npoLiecy,
30KpeMa: YTOUHIOTHCS
0bepTun Miwanok,
TemnepaTtypa npoaykKTy Ta
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[TponoBkeHHs noaaTka 3

Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
OofalTbecs napameTpu
BakyyMmy. 3MiH 3 AKOCTi
NPOMDKHOI NpoAyKLii Ta
roTOBOro MikapcbKoro 3acoby
He Big0yBaeTbCs.
156. | NEBOMILIET Chloramp xnopamdpe | DO6AX0 | po3yMH HaLKIpHWNA, ToBapucTteo Ykpaina MPAT Ykpaina BHECEHHS 3MiH OO0 bes nion UA/8046/02/01
WUHY PO34YUH | henicol Hikon 2 cnuptoBun 0,25 % 3 "®ITOPAPM" peecTpauinHnx MaTtepianis: peuenma seae
CMUPTOBUN 25 mn y conakoHax obmexeHow 3MiHu | TMNy - 3MiHK Wopo
0,25 % BignoBsiganb 6e3nekn/edeKTUBHOCTI Ta
HiCTIO tbapmakoHarnagy. BeegeHHs
"®apmaueBT abo 3MiHM 40 y3aranbHeHux
WN4YHa OaHuX npo cucTemy
KOMMaHis dapmakoHarnsgy (BBeAeHHs
"Biona" y3aranbHeHWX gaHux npo

cuctemy chapmakoHarnsagy,
3MiHa yNnoBHOBaXXeHOT ocobu,
BiAMNOBigaNbHOI 3a 34INCHEHHS
dapmakoHarnsay; KOHTaKTHOI
ocobu 3 chapmakoHarnsgy
3asiBHMKa AN 34iNCHEHHS
dapmakoHarnsay B YKpaiHi,
SKLO BOHa BigMiHHa Big
YNOBHOBaXeHOi ocobu,
BiANOBiAANbHOI 3a 3AiINCHEHHS
dapmakoHarnsgy (Bknoyarym
KOHTaKTHi faHi) Ta/abo 3miHu y
pO3MilLieHHi macTep-danna
cucTeMu chapmakoHarnsigy).
3miHa ynoBHoBaxeHoi ocobu
3asiBHMKA, BignosiganbHoi 3a
dapmakoHarnag. ditova
pepakuis: flimakosa NaHHa
CranicnasisHa. [NponoHoBaHa
pepakuis: Masnosa tOnis
CepriiBHa. 3MiHa KOHTaKTHUX
[aHUX YNOBHOBaXXEHOI 0cobu
3asBHMKa, BiAnNoBiaanbHoI 3a
dapmakoHarnag B YkpaiHi.
3MiHa MicLe3HaxopKeHHs
MacTep-canna cuctemu
chapmakoHarnsgy Ta noro
Homepa. 3MiHa Micus
3[iNCHEHHSI OCHOBHOI
nifanNbHOCTI 3
dapmakoHarnagy. 3minum |
TMny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsgy (iHwi 3amiHu).
OHOBNEHO TEKCT MapKyBaHHS
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

yNaKoBKW nikapcbKkoro 3acoby.
BBeneHHs 3MiH NpoTsArom 6-Tn
MiCSILIiB MiCNsi 3aTBEPAXKEHHS.
3miHa 3asBHuka J13 (MIBI)
(BnacHuka peecTpaLiiHoro
nocBiAYeHHs) (3rigHO Hakasy
MOS Big 23.07.2015 Ne 460):
3MiHW BHECEHO B iIHCTPYKLt0
AN MeguyHOro 3acTocyBaHHS
nikapcbkoro 3acoby y po3ginu
"3anBHuK" Ta
"Micue3HaxomKeHHS
3asBHMKA". BBeaeHHs 3MmiH
npoTsarom 6-Tu Micauis nicns
3aTBEPOKEHHS

157.

JIEBONPO

Levofloxac
in

nesogriok
cauuHy
remirigpat

JO1IMAL
2

PO34MH ANA iHy3in,
500 mr/100 mn, no
100 mn abo no 150
My nasawui; no 1
nNAAWYi y nayui

ToBapucTeo
3
0BMexeHo
BignoBiganb
HicTio «EC
DAPMA»

YkpaiHa

MpuBaTHe
aKuioHepHe
TOBapUCTBO

"IHcpy3ia"

YkpaiHa

BHECEHHS 3MiH 10
peecTpauiiHiX AOKYMEHTIB:
3MiHn | TMny - 3MiHK Woao

6e3nekn/edeKkTMBHOCTI Ta
capmakoHarnsgy. 3MiHu y
KOPOTKil XapakTepucTuui
nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLUii Ang
MEeOUYHOro 3aCTOCyBaHHS
reHepu4HuX/ribpuaHnx/Gionoai
GHUMX nikapcbkux 3acobis nicnsi
BHECEHHS Ti€i caMoi 3MiHM Ha
pedepeHTHUI NpenapaT
(3MiHa He noTpebye HapaHHs
YKOOHUX HOBUX AOAATKOBUX
AaHux). 3MiHM BHECEHO A0
IHCTPYKUIT ANS MeanyHoro
3aCTOCYBaHHS NikapcbKoro
3acoby y po3ain "MobivHi
peakuii” 3rigHo 3 iHpopmalieto
LLOA0 MEANYHOrO
3acTocyBaHHs pedhepeHTHOro
nikapcbkoro 3acoby (TAVANIC
5 mg/ml, solution pour
perfusion). BBeaeHHs1 3MiH
NpoTHArom 6-Tv MicsLiB nicns
3aTBEPYKEHHS.

3a
peuenmom

He
nion
seae

UA/14730/01/01

158.

NEANPOPENI
H CAHOO3®

Leuproreli
n

nevinpope
niH

LO2AEO
2

imnnaHTaT, no 5 mr
no 1 wnpuuy 3
iMnnaHTaToMm y
nakeTi; no 1, a6o 3,
abo 6 nakeTiB B
KapTOHHiIN kopobuyi

CaHpos
dapmachboTi
Kans a.a.

CnoseHis

BMPOGHMUTBO "in
bulk",
nakyBaHHS,
BUNYCK cepii:
EBep ®apma
Mena MvbX,
HimeyumHa;

Himeyvun
Ha/
ABcTpis

BHECEHHS! 3MiH A0
peecTpaLiiHNX JOKYMEHTIB:
3MiHn | TMny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta
tapmakoHarnagy. BeegeHHs
abo 3MiHM [0 y3aranbHeHux
AaHUX Npo cuctemy

3a
peuernmom

UA/13229/01/02




178 [TponoBkeHHs noaaTka 3
Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
BTopuHHe dapmakoHarnsagy (BBeaeHHs
nakyBaHHS, y3aranbHeHVX JaHUX Npo
KOHTPOMb SKOCTI, cuctemy cbapmakoHarnsgy,
BUNYCK cepii: 3MiHa yNoBHOBaXXeHOT 0cobu,
EBEP ®apma BiAnNoBiganbHOI 3a 3AiNCHEHHS
Mena Mv6X, dapmakoHarnsay; KOHTaKTHOI
HimeuuunHa; ocobu 3 chapMakoHarnsgy
Bunyck cepii: 3asiBHMKa 4N 34iNCHEHHS
CaHpo3 'MbX — apmakoHarnagy B YkpaiHi,
BupobHuya SKLO BOHa BigMiHHa Big
OinbHUUSA YNOBHOBaXeHOi ocobu,
AHTUHIHEKUiAHI BiANOBigANbHOI 3a 3AiINCHEHHS
N3 ta XimivHi capmakoHarnsgy (Bknoyaum
onepauii KyHanb KOHTaKTHi AaHi) Ta/abo 3miHn y
(AIXO N3 po3MiLLeHHi MacTep-danna
KyHanb), cuctemun chapmakoHarnagy).
ABcTpisn 3MmiHa ynoBHoBaxeHoi ocobu
3as1BHWKa, BignosiganbHoi 3a
chapmakoHarnsag,.
[itoya pepakuin: Gabriele
Hecker-Barth. MNponoHoBaHa
peaakuisi: Kotal Mohamed Ali /
Kotan Moxamen Ani. 3miHa
KOHTaKTHUX AaHuX
yMNOBHOBaXeHOI 0cobw,
BiANOBiAanNbHOI 3a 34INCHEHHS
dapmakoHarnagy. 3miHa
KOHTaKTHOI 0cobu 3asiBHUKA,
BiANOBiAanNbHOI 3a 34INCHEHHS
dapmakoHarnsaay B YKpaiHi.
[itoya pepakuisi: Opnos
B’avecnas BiktopoBuu.
lMponoHoBaHa pepakuis:
TaHacoBa 3opsiHa
MwukonaiBHa / Tanasova
Zoriana. 3MiHa KOHTaKTHUX
[AaHNX KOHTaKTHOT ocobun
3asBHMKa, BiANoBiaanbHoOI 3a
3[iNCHeHHs hapmakoHarnagy
B YKpaiHi. 3miHa Micus
3[iNCHEHHSI OCHOBHOI
DisiNbHOCTI 3
cbapmakoHarnsgy. 3miHa
MicLie3Haxo)KeHHs1 MacTep-
chavina cuctemm
cbapmakoHarnsgy Ta noro
HoMmepa.
159. | M3UHONPUN | Lisinopril nisauHonpu | CO9AAOQ | Tabnetku o 5 wr; TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [0 3a He UA/4968/01/01
- n 3 no 10 tabnetoky "ACTPADA "ACTPAPAPM" peecTpauinHMx MaTepianis: peuenmom nion




179 [TponoBkeHHs noaaTka 3
Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
ACTPAD®APM 6nictepi; no 3 abo PM" 3MiHu | TMNy - 3MiHK Woao seae

no 6 Gnictepis y
kopobLji 3 KapTOHY

6e3nekn/edeKTMBHOCTI Ta
apmakoHarnsgy (iHLWi 3mMiHm)
- OHOBNEHO TEKCT MapKyBaHHs
NEePBUHHOI Ta BTOPUHHOT
yNakoBKM fikapcbKoro 3acoby,
a came BUMyYeHO
iHdopmauito, 3a3HadeHy
POCIICbKOIO MOBOIO, Ta
BHECEHO 3MiHW Y N. 6 TEKCTY
MapKyBaHHS NepPBUHHOI Ta .
17 BTOPWHHOI yNakoBKM
nikapcbkoro 3acoby.
BBegeHHs 3MiH NpoTsrom 6-tn
MiCSILIiB MiCNsi 3aTBEPOXKEHHS.
3MiHn | TNy -
AOMiHiCTpaTUBHI 3MiHW. 3MiHa
HanmeHyBaHHA Ta/abo agpecu
MicLl NpoBaXXeHHS
LiAnbHOCTI
BUpobHMKa/imnopTepa
roTOBOrO fMikapcbKoro 3acoby,
BKIMOYaK4M AinbHULI BUNYCKY
cepii abo micue npoBeaeHHs
KOHTPOIO SIKOCTI. (isiNbHICTb,
3a sKy Bignosigae
BMPOGHMK/iMnopTep,
BKIH0MAKOUM BUMNYCK CEPIl) -
3miHa agpecu BupobHuka M3
BiANOBIgANbLHOIO 3a NOBHUM
umkn BUpobHuuTBa. [itova
pepakuis: TOB
"ACTPA®APM" YkpaiHa,
08132, Kniscbka 06n., Kueso-
CBSATOLUMHCBKWNA P-H., M.
BuwwHeBe, Byn. KuiBcbka, 6.
MponoHoBaKra pepakuis: TOB
"ACTPA®APM" YkpaiHa,
08132, Kuiecbka 06r.,
ByyaHcbkui p-H., M. BuwiHese,
Byn. Kuicbka, 6. 3MiHK
BHECEHO B po3in
«Micue3HaxomKeHHs
BMPOGHMKa Ta agpeca Micus
NPOBaXEHHs1 NOro
LiSANbHOCTI» B IHCTPYKLUIito Ans
MEAMNYHOrO 3aCTOCYBaHHs!
LLOA0 3MiHM agpecu
BMpPOBGHMKa Ta sK HAcnigokK - y
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

TEKCT MapKyBaHHS! YNakoBKU
nikapcbkoro 3acoby.
BBeneHHs 3miH NpoTArom 6-tn
MicsaUiB Micnsa 3aTBepAXeHHS.
3MiHn | TNy -
AMiHiCTpaT1BHI 3MiHW. 3MiHa
HaiMeHyBaHHsi Ta/abo agpecu
3asiBHUKA (BnacHuka
peecTpauinHOro NocBiAYeHHs)
- 3miHa agpecu 3asiBHUKA
(BnacHuka peecTpaLiiHoro
noceigyeHHs). ditoya
peaakuis: TOB
"ACTPADAPM" YkpaiHa,
08132, KniBcbka 06n., Kueso-
CBSATOLUMHCBKWNA P-H., M.
BuwHese, Byn. KuiBcbka, 6.
MponoHoBaKra pepakuis: TOB
"ACTPADAPM" YkpaiHa,
08132, KviBcbka o6r.,
By4aHcbKkuiA p-H., MiCTO
BuwHese, Byn. Kuiecbka,
6yanHok 6. BBeaeHHs 3MiH
npotsarom 6-Tu micauis nicns
3aTBEPKEHHS.

160.

nisnHonPun

ACTPADAPM

Lisinopril

nisuHonpu
n

CO09AA0

Tabnetku no 10 mr;
no 10 Tabnetoky
6nicTepi; no 3 abo
no 6 Gnictepis y
Kopo6Li 3 KapTOHyY

TOB
"ACTPA®A
PM"

YkpaiHa

TOB
"ACTPA®APM"

YkpaiHa

BHECEHHS 3MiH A0
peecTpaLiiH1X MaTepianis:
3minu | Tuny - 3miHn WwWoao
6e3nekn/edekTMBHOCTI Ta

apmakoHarnsagy (iHwi 3miHm)
- OHOBNEHO TEKCT MapKyBaHHS
NepBUHHOI Ta BTOPUHHOT
YMaKoBKU MikapcbKoro 3acoby,
a came BUIYy4YeHO
iHdbopMmaLito, 3a3HaveHy
POCINCBLKOK MOBOIO, Ta
BHECEHO 3MiHU Yy M. 6 TeKCTy
MapKyBaHHS NepBMHHOI Ta n.
17 BTOPWHHOI yNakoBKM
nikapcbkoro 3acoby.
BBegeHHs 3MiH npoTArom 6-tu
MiCSILIiB Micnsi 3aTBEPOXKEHHS.
3MiHn | TNy -
AaMiHicTpaTuBHI 3MiHU. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu
MicLst NPOBaAXeHHs!
aisnbHOCTI
BUpobHMKa/imnopTepa
roTOBOIO fliKapCbKoro 3acoby,

3a
peuenmom

He
nion
seae

UA/4968/01/02
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

BKMOYaK4mM AinbHULI BUNYCKY
cepii abo micLe npoBeaeHHs
KOHTPOMIO SIKOCTI. (AIANbHICTb,
3a Ky Bignosigae
BUPOGHMK/iMnopTep,
BKII0HAK04MN BUMYCK Cepin) -
3miHa agpecu BupobHuka M3
BigNOBiganbHOro 3a NOBHUIN
LMK BUpobHMLTBA. [itova
peaakuis: TOB
"ACTPADAPM" YkpaiHa,
08132, KviBcbka 06n., Kueso-
CBSATOLUMHCBKWNA P-H., M.
BuwHese, Byn. KuiBcbka, 6.
MponoHoBaKra pepakuis: TOB
"ACTPADAPM" YkpaiHa,
08132, KniBcbka 0611,
ByyaHcbknii p-H., M. BuliHese,
Byn. KviiBcbka, 6. 3MiHM
BHECEHO B po3gin
«Micue3HaxomKeHHs!
BMpOGHWKa Ta agpeca Micus
npoBagXXeHHs Noro
DiSANbHOCTI» B IHCTPYKLUito Ans
MEAMNYHOrO 3aCTOCYBaHHs!
oo 3miHM agpecu
BMPOGHMKa Ta K HacMigokK - y
TEKCT MapKyBaHHS! YNakoBKU
nikapcbkoro 3acoby.
BBefaeHHs 3MiH npoTsirom 6-Tn
MiCsILiB MicNsi 3aTBEPOXKEHHS.
3minm | TNy -
AamiHicTpaTuBHI 3MiHU. 3MiHa
HanmMeHyBaHHS Ta/abo agpecu
3asiBHUKA (BnacHuka
peecTpaLinHOro NoCBiAYEHHS)
- 3miHa agpecu 3asaBHMKa
(BnacHuka peecTtpauinHoro
noceigyeHHs). ditoya
penakuis: TOB
"ACTPA®APM" YkpaiHa,
08132, KniBcbka 06n., Kueso-
CBATOLUMHCBKUN P-H., M.
BuwwHeBe, Byn. KuiBcbka, 6.
MponoHoBaHa pepakuis: TOB
"ACTPADAPM" YkpaiHa,
08132, KniiBcbka 0611,
ByyaHcbkui p-H., MicTO
BuwHeBe, Byn. KuiBcbka,




182 [TponoBkeHHs noaaTka 3
Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
OyanHok 6. BBegeHHs 3MiH
nNpoTSArom 6-Tn MicsiLiB nicns
3aTBEPYKEHHS.
161. | MI3UHONPUN | Lisinopril nisuHonpu | CO9AAQ | Tabnetku no 20 mr; TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 4O 3a UA/4968/01/03
- n 3 no 10 Ttabnetoky "ACTPA®A "ACTPA®APM" peecTpauinHux maTepianis: peuenmom
ACTPA®APM GnicTepi; no 3 abo PM" 3MiHn | Trny - 3MiHK Woao

no 6 Gnictepis y
kopo6Li 3 KapTOHY

6e3nekn/edeKTMBHOCTI Ta
capmakoHarnagy (iHwi 3miHu)
- OHOBNEHO TEKCT MapKyBaHHS
NepBMHHOI Ta BTOPUHHOI
yNaKoBKU fikapcbKoro 3acoby,
a came BUIy4YeHo
iHdopmauito, 3a3HadeHy
POCICbKOK MOBOIO, Ta
BHECEHO 3MiHU Yy M. 6 TeKCTY
MapKyBaHHS NepPBUHHOI Ta .
17 BTOPUHHOI YNaKoOBKM
nikapcbKkoro 3acoby.
BBegeHHst 3MiH NpoTSrom 6-tn
MicALiB Micnsa 3aTBEPAXEHHS.
3minm | TNy -
AOMiHiCTpaTUBHI 3MiHW. 3MiHa
HaiMeHyBaHHsi Ta/abo agpecu
MiCList MPOBaKEHHS
niAnbHOCTI
BMpOGHMKa/imnopTepa
roTOBOrO fikapcbKoro 3acoby,
BKITHOYal0uM AiNbHULL BUMYCKY
cepii abo micue npoBeaeHHs
KOHTPOMIO SIKOCTI. (BISNbHICTb,
3a sKy Bignosigae
BMPOGHMK/iMnopTep,
BKI0HA04M BUMYCK Cepilt) -
3miHa agpecu BupobHuka M3
BiQNOBiganbHOro 3a NOBHUIN
LuKn BupobHuuTea. [itoya
pepakuis: TOB
"ACTPA®APM" YkpaiHa,
08132, KniBcbka 06n., Kueso-
CBSITOLUMHCBKWNA P-H., M.
BuwwHeBe, Byn. KuiBcbka, 6.
MponoHoBaHa pepakuis: TOB
"ACTPA®APM" YkpaiHa,
08132, KniiBcbka 0611,
ByyaHcbkui p-H., M. BuwiHese,
Byn. Kuicbka, 6. 3MiHK
BHECEHO B po3ain
«Micue3HaxomKeHHs
BMPOGHMWKa Ta agpeca Micus




183

[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

NpOBaXeHHs1 NOro
DiSNbHOCTI» B iHCTPYKLUitO ANg
MeON4YHOro 3aCToCyBaHHs
LLOA0 3MiHM agpecu
BMpPOOHMKa Ta sIK HAcnigokK - y
TEKCT MapKyBaHHS YNakoBKM
nikapcbKkoro 3acooy.
BBeneHHs 3MiH NpoTsArom 6-tn
MiCSILIiB MiCNsi 3aTBEPAXKEHHS.
3MiHn | TNy -
AOMiHiCTpaTUBHI 3MiHW. 3MiHa
HanmMeHyBaHHA Ta/abo agpecu
3asiBHMKA (BracHuKa
peecTpaLinHOro NoceigYeHHs)
- 3miHa agpecwu 3asaBHMKa
(BnacHuka peecTpaLiiHoro
noceigyeHHs). Hitoya
penakuis: TOB
"ACTPADAPM" YkpaiHa,
08132, KuiBcbka 06n., Kneso-
CBATOLMHCBKWNA P-H., M.
BuwHese, Byn. KuiBcbka, 6.
MponoHoBaHa peaakuis: TOB
"ACTPA®APM" YkpaiHa,
08132, KviBcbka o6n.,
By4aHcbkuii p-H., MicTo
BuwwHeBe, Byn. KuiBcbka,
6yauHok 6. BBeaeHHs 3miH
nNpoTSArom 6-Tu MicsLiB nicns
3aTBEPIKEHHS.

162.

ni3ounmy
riagPOXIIOPU

i}

Lysozyme

nisoummy
rigpoxnop
A

MOPOLLOK
(cybcTaHuis) B
nakeTax
nonieT1neHoBmx
ansi
hapmaLeBTU4HOro
3acToCyBaHHS

AT
"®papmak”

YkpaiHa

Boyxbonc
EHTX0BeH Bi.Bi.

Higepna
HOM

BHECEHHS 3MiH A0
peecTpauinHnx MaTtepianis:
3miHu |l Tuny - 3MiHM 3 sKOCTi.
ADI. (iHWi 3MiHW1) OHOBNEHHS
Bepcii ASMF Ha Al Jlisoummy
rigpoxnopua BUpobHmKa
Boyxboic EHTxoBeH Bi.Bi.,
Hinepnangu / BOUWHUIS
ENTHOVEN B.V.,
Hinepnanau 3 Bepcii ASMF-
AP&RP Date: 15-7-2016 oo
Bepcii ASMF-AP&RP Date:
08-DEC-2023 for S. 4.2 (JP
monograph) and S.4.3
(microbiological mtthods) 1-
Nov-2024 Ak Hacnigok,
cneuudikauito/meToan
KOHTpOrto cybeTaHuii
npvBeAeHo Y BigNOBIAHICTb A0

UA/16707/01/01
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

Bumor ASMF BupoGHuka
Boyxbownc EHTXoBeH bi.Bi.,
HigepnaHnagun. 3miHmn 3a
pOo34inomM «YnakoBKkay -
3aTBepakeHo: B naketax
noABiNHMX NOMieTUNEHOBUX
(LDPE), BknageHnx B KApPTOHHI
AWMKK, 3abe3neyeHnx
eTUKeTKamu - 3anpornoHOBaHO:
B nakeTtax nonietuneHoBmnx
(LDPE), BknageHux B
anoMiHieBI NakeTu, BKNaaeHux
B KapTOHHI SALLVKM,
3abe3neyeHnx eTmkeTkamm.
3miHeHo po3ain «TepmiH
npuMaaTHOCTI 2 POKK 3
nepekoHTponem yepes 1 piky»
Ha «[epioa peTecTyBaHHA 3
POKU»).

163.

JloKcupon

Meloxicam

MEJIOKCUK
am

MO1ACO
6

PO34MH ONs iH EKLiN,
15 mr/1,5mn; no 1,5
M” B amnyni; no 3
aMnynn y KOHTYPHIn
YapyHKOBIN
ynakosui; no 1
KOHTYPHIl
YapyHKOBIN yrnakoBLi
B KapTOHHII kopobui

TOB
«YorPng
MEOVUNH»

YkpaiHa

yoprng
MEOVLINH
INAY CAH. BE
TIOXK. A.LL.

Type4vun
Ha

BHECEHHS 3MiH 10
peecTpauiiHnX MaTepianis:
3MiHn | TMny - 3MiHK Wopao
6e3nekn/edeKkTMBHOCTI Ta
dapmakoHarnsgy. 3miHu y

KOPOTKIiN XapakTepucTuui
nikapcbkoro 3acoby, TEKCTi
MapKyBaHHsI Ta iHCTPYKUii Ans
MEAMNYHOrO 3aCTOCYBaHHs!
reHepuyHuX/ribpuaHnx/Gionoai
OHUX nikapcbkunx 3acobis nicns
BHECEeHHS Tiei caMoi 3MiHU Ha
pedepeHTHUI NpenapaT
(3miHa He noTpebye HagaHHSA
XOOHUX HOBUX A0AATKOBUX
AaHnx) 3MiHU BHeceHo 4o
IHCTPYKUIT ANs Mean4Horo
3aCTOCYBaHHsI NiKapCbKoro
3acoby y po3ainu

"®dapMakonoriyHi

BnactumeocTi", "lNokasaHHs",
"MpoTunokasaHHs",
"B3aemogais 3 iHwWmnmun
nikapcbkumm 3acobamu Ta iHLWi

BWAM B3aemoain”,

"OcobnunBocTi 3acTocyBaHHA",
"3acTocyBaHHs y nepio
BariTHocTi abo rogyBaHHs
rpypar”, "Cnoci6

3acTocyBaHHs Ta 4osun",

3a
peuenmom

He
nion
seae

UA/20832/01/01
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
"MoGiyHi peakuii" 3rigHo 3
iHcbopMmauieto Wwoao
MeANYHOro 3aCTOCYBaHHS
pedepeHTHOro nikapcbKoro
3acoby (MoBarnic, po3uunH gns
iH'ekuin, 15 mr/1,5 mn).
BBefeHHs 3miH NpoTsArom 6-tn
MicaUiB Nicnsa 3aTBepAXeHHs
164. | NONEQIYM® Loperamid | nonepamig | AO7DAO | kancynu TBepai no 2 CaHpgos CnoBeHisi BMPOGHMLTBO in Hime4vun BHECEHHSI 3MiH 0 bes UA/9738/01/01
e y 3 Mr; no 6 kancyny dapmachktoTi bulk, nakyBaHHs, Ha/ peecTpauiiHiX AOKYMEHTIB: peuenma
riapoxnop 6nictepi; no 1 kans g.a. BUNYCK Cepii: PymyHis 3MiHn | TMNY - 3MiHM 3 SIKOCTI.
01} 6nictepy B Cantotac ['oToBMI Nikapcbkni 3acib.
KapTOHHiIN kopooLyj; dapma M6X, 3MiHV Yy BUPOBHMUTBI. 3MiHM
no 10 kancyny HimeuumHa; BunpobyBaHb abo AOMyCTUMMNX
6nicTepi; no 1 nakyBaHHs, M€, BCTAHOBMEHNX Y
Gnictepy B BUNYCK Cepii: cneumdikauiax, nig yac
KapTOHHiI kopooLi Jlek C.A., BMPOBHMLUTBA FOTOBOrO
MonbLa; nikapcbKkoro 3acoby
BMPOGHMLTBO 33 (BUNYYEHHS HECYTTEBOIO
NMOBHUM LIUKITOM: BUNpobyBaHHs B NpoLeci
Canpgo3 C.P.J1., BMPOGHMLTBA) - pedakuinHa
PymyHis 3MiHa y BUPOOHMYin cbopmyni
po3giny 3.2.P.3.2. Cknag Ha
cepito, a came BUNyYeHHs
iHdopmaii «production yield:
approx. 98 %», ockinbku faHa
iHpopmauis He €
peneBaHTHO ANs 3MiCTy
BUPOGHMYOi dbopmynu.
165. | NOPIrEKC - rekcetnam | RO2AA2 | cnpen gns poToBOi MpuBaTtHe YkpaiHa MpuBaTHe Ykpaina BHECEHHS 3MiH J0 bes nmion | UA/19971/01/01
H; XOniHy 0 NOpPOXHWHYK; no 50 akuioHepHe akuioHepHe peecTpauinHnx MaTtepianis: peuenma seae
caniuvnat My dornakoHi TOBapUCTBO TOBapUCTBO 3miHu | TMny - 3MiHKM 3 sKOCTI.
; cknsiHomy abo cdapmavreBT capmaLeBTUYHa ["oToBMI nikapcbkuii 3acib.
xnopbyTaH noniMmepHomy, N4Ha pabpuka Cucrtema
ony YyKyrnopeHomy dabpuka "Biona" KOHTeWHep/3aKynoptoBanbHuUimn
remirigpar nynbBepn3aTopom, "Biona" 3aci6. 3MiHa y NepBuHHIN

no 1 pnakoHy B
nayui; no 50 mny
hbnakoHi CKNgHOMY
abo nonimepHomy,
YKyrnopeHomy
KpuLLKOHO, MO 1
dnakoHy pa3om 3
nynbBepU3aTopom B
nayui

ynakoBLi FOTOBOro NikapcbKoro

3acoby (Tvn koHTelHepa abo
[0[aBaHHS HOBOro

KOHTeWHepa) - TBepai, M’siki Ta
HecTepunbHi pigki nikapcbki
dopmn. [lonaBaHHS HOBOTO
KOHTelVHepa, a caMme brakoHy

Tuny ®Bl1-55
(nonieTnnentepedTanar), 3
BHECEHHSIM BignoBiaAHNX 3MiH
o p. «Ynakoka» MKA J13.
3artBepoxeHo: OrnakoHu

cknsHi no 50 mn Tuny ®B-50-
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
18; 3anponoHoBaHo: ®rakoHu

cknsHi no 50 mn Tuny ®B-50-
18; donakoHu nonimepHi
(nonieTnneHTepedTanar) no
50 mn Tuny ®BI1-55. 3miHn
BHECEHO Yy po3ain "Ynakoska"
B iHCTPYKLU,itO 4NS Megu4yHoro
3aCTOCyBaHHS Ta SK HacnigoK -
BigMNOBIAHI 3MiHM LLOAO TEKCTY
MapKyBaHHSs yNaKoBOK
nikapcbkoro 3acoby.
BBeneHHs 3miH NpoTArom 6-tn
MicALiB Micnsa 3aTBEPAXEHHS.
3MiHn | TMNY - 3MiHM 3 SIKOCTI.
['oToBWI Nikapcbkni 3acib.
Cucrtema
KOHTeWHep/3aKkynopoBanbHuit
3aci6. 3miHa napameTpis
cneumdikauin Ta/abo
[ONYyCTUMMX MEX NEPBUHHOT
yMNaKOBKU FOTOBOrO
nikapcbkoro 3acoby
(oogaBaHHs abo 3amiHa
nokasHuka 3a pesynbrtaTamu
nocnioxeHb 3 6e3nekn abo
siKoCTi). BHeceHHs 3miH o p.
3.2.P.7. Cuctema
KOHTeWHep/3aKynoptoBanbHuUimn
3acib, a came B cneuudikauii
BXiHOrO KOHTPOJSIO Ha
nynbBepusaTop 3aMiHa
nokasHuka «CepegHs fosa (3
BOZIOH)» MOKa3HMKOM
«OpHopigHicTb Macu npu
po3nuneHHi». 3minu | Tuny -
3MiHn 3 gkocTi. [oToBMN
nikapcbkui 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHuUim
3acib (iHwi 3miHn). MNosiBa
HOBOI KOMMNeKTaujii naKkyBaHHs
roTOBOrO MikapcbKoro 3acoby
3a paxyHOK TOro, Lo
nyrnbBepu3aTop Moxe
BVKOPVCTOBYBATUCS HE TiNbKU
SIK 3aKynoptoBarnbHuii 3acib, a
TaKOX SIK KOMMEKTYOYMIA
3acib, AU BKNagaeTbes y
BTOpPUWHHe nakyBaHHs MM3. Ak

KOMMIEKTYoYMI 3acib byayTb
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *

BMKOPWCTOBYBATUCH HACTYMHi
TUMU NyNbBEpPM3aTopiB:
- nyneBepuaaTop Tuny SR-
608C, 18/410 (conakoHu
cknsHi Tuny ®B-50-18,
YKynopeHi kpuwikamu tuny 1.4
M; conakoHu cknsiHHi Tuny OB-
50-18, ykynopeHi kpukamu 3
npoknagkoto Tuny SC18-
TE12-0022/FL; donakoHu
nonimepHi Tuny ®BIM1-55-18,
YKyMOpEeHi KpuLkamu Tuny
Kd2-1); - nynoBepusaTop Tuny
Hacoc gosatop-po3nuntoBay
(donakoHu cknsHi Tuny ®B-50-
18, YKynopeHi KpuLikamm Tuny
1.4 M; cbnakoHun CKNsHi Tuny
®B-50-18, ykynopeHi
KpULLKaMK1 3 NPOKMaaKo Tumy
SC18-TE12-0022/FL;
dnakoHu nonimepHi Tuny
®BI1-55-18, ykynopeHi
Kpuwkamm Tuny Kd2-1); -
nynesepusatop Tuny Oral
Spray Pumb 18 mm (cpnakoHu
nonimepHi Tuny ®BI1-55-18,
YKyMOpEeHi KpuLkamu Tuny
K®2-1). BHeceHHs
BiANOBIAHNX 3MiH A0 p.
«YnakoBka» MKA J13. 3miHn
BHeCeHOo y po3ain "Ynakoska"
B iHCTPYKLUit0 ANS MeAUYHOro
3aCTOCYBaHHS Ta K HACrigok -
BiNOBIOHI 3MiHW LLOAO TEKCTY
MapKyBaHHSs1 YNaKoBOK
nikapcbKkoro 3acoby.
BBeaeHHs 3MiH npoTsirom 6-Tn
MiCsILiB MiCNsi 3aTBEPOXKEHHS.
3MiHu | TMny - 3MiHK Woao
6e3nekn/edeKkTuBHOCTI Ta
papmakoHarnsgy (iHwi amiHu).
3MiHM BHECEHO Yy TEKCT
MapKyBaHHsi MEPBUHHOI Ta
BTOPUHHOI YNaKOBKU
nikapcbkoro 3acoby y n. 17.
IHLLE.
BBegeHHs 3miH npoTArom 6-tu
MiCSILIiB Micnsi 3aTBEPOXKEHHS.
3miHu | TMny - 3MiHKM 3 AKOCTI.
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

[oToBMI Nnikapcbkuii 3acib.
Cucrtema
KOHTeWHep/3aKynoptoBanbH1n
3aci6. 3miHa hopmum abo
PO3Mipy KOHTENHepa 4un
3aKyrnoptoBasbHOro 3acoby
(NepBUHHOT yNaKkoBKK)
(HecTepunbHi nikapcbki
3acobu). [logaBaHHs fo
3aTBEPOKEHOrO TUMy
3aKynopoBanbHoro 3acoby
(MyneBepusaTop) Ans
cnakoHiB Tuny ®B-50-18
3aKynoptoBanbHoro 3acoby
Kpuwkmn Tuny SC18-TE12-
0022/FL Ta Tuny 1.4M.
3artBepaKeHo:
3akynoptoBanbHoOro 3acoby
ans gnakoHis Tuny ®B-50-18
MynbBepusaTtop;
3anponoHoBaHo:
3akynoptoBanbHoro 3acoby
ans gnakoHis Tuny ®B-50-18
MyneBepusatop, Kpuiwku ( Tun
SC18-TE12-0022/FL Ta Tuny
1.4M). 3minHu | Tuny - 3MiHn 3
AKOCTi. [0TOBMIN NiKapCbKNiA
3acib. Cucrtema
KOHTeWHep/3aKynoptoBanbHuUin
3aci6. 3miHa nocTavanbHyKa
nakyBarnbHUX MaTepianis abo
KOMMMEKTYHUMX (SIKLLO
3a3HayeHo B AOCbLE) (3aMiHa
abo gogaBaHHA
nocravanbHuka). JooaBaHHs
[0AAaTKOBUX BUPOOHMKIB
nynbBepu3aTopis, a came:
Zhejiang Sun-Rain Industryial
Co. LTD, Kutan
(nynbBepumsatop SR-608 C,
18/410) Ta TOB «®apmmaru»,
YkpaiHa (Hacoc gosaTop-
posnuntoBay) 4o
3aTBEpOKEHOro BUPOGHUMKa
nyneBepusatopa SHENZHEN
BONA PHARMA
TECHNOLOGY CO., LTD,
Kutan.

166.

JIIOTEIHA

Progester

nporectep

GO3DA0

TabneTku BariHanbHi

AT "Apamvep

MNonblua

AT "Apamvepn

MNonblua

BHECEHHS 3MiH 4O

3a

UA/5244/01/03
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
one OH 4 no 200 mr; no 10 dapma” dapma” peecTpaLiiHNX OOKYMEHTIB: peuenmom
TabneTtok y 6nicrepi; 3MiHu | TMNy - 3MiHK Wopo
no 2 abo no 3 6e3nekn/ePekTMBHOCTI Ta
6nictepu pasom 3 tbapmakoHarnagy. BeegeHHs
annikaTopom B abo 3miHM [0 y3aranbHeHmX
KapTOHHiN kopobuyj; AaHuX npo cuctemy
no 10 Tabnetok y capmakoHarnsgy (BBegeHHs
6nictepi; no 2 abo y3aranibHeHUX JaHux npo
no 3 6nictepm 6e3 cuctemy chapmakoHarnsgy,
annikatopa B 3MiHa yNnoBHOBaXXeHOT ocobu,
KapTOHHiI kopoOLi BiAMNOBiganNbHOI 3a 34INCHEHHS
dapmakoHarnsay; KOHTaKTHOI
ocobu 3 chapmakoHarnsgy
3asiBHMKa AN 34iNCHEHHS
dapmakoHarnsaay B YKpaiHi,
SKLO BOHa BigMiHHa Big
YNOBHOBaXeHOi ocobu,
BiANOBigANbHOI 3a 3AiINCHEHHS
dapmakoHarnsgy (Bknoyarym
KOHTaKTHi AaHi) Ta/abo 3miHn y
pO3MiLLieHHI macTep-anna
cucTemMu chapmakoHarnsgy) -
3MiHa KOHTaKTHUX JaHUX
yrNoBHOBaXeHoi ocobun
3asBHMKa, BiANoOBiaanbHoOI 3a
dapmakoHarnsg. 3miHa
KOHTAKTHUX JAHWUX KOHTAKTHOT
ocobu 3asiBHUKa,
BiANoBiganbHoOI 3a
dapmakoHarnsa B YKpaiHi.
167. | NKOTEIHA Progester nporectep | GO3DAO | Tabnetku BariHanbHi | AT "Apamen MNonblia AT "Apnamvep MNonbLa BHECEHHS 3MiH A0 3a UA/5244/01/02
one OH 4 no 100 mr; no 15 dapma” dapma” peecTpaLiiHNX AOKYMEHTIB: peuenmom

TabneTtok y bnicrepi;
no 2 6nictepu
pa3om 3
annikatopom B
KapTOHHiIl kopobuyj;
no 15 tabnetok y
6nictepi; no 2
6nictepu 6e3
annikatopa B
KapTOHHiIl kopobui

3MiHn | TMny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta
tapmakoHarnagy. BeegeHHs
abo 3MiHM [0 y3aranbHeHux
AaHUX Npo cuctemy
apmakoHarnagy (BBegeHHs
y3aranbHeHUX AaHux npo
cucteMy cdapmakoHarnagy,
3MiHa YNOBHOBaXeHOi ocobu,
BiANOBiAanNbHOI 3a 3AiNCHEHHS
bapmakoHarnagy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHMKA NS 30iNCHEHHS
thbapmakoHarnsgy B YkpaiHi,
SKLO BOHa BigMiHHa Bia
YNOBHOBAXEHOI 0cobu,
BiANOBiAanbHOI 3a 3AINCHEHHS
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky

(nikapcbka ¢ghopma,

ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

capmakoHarnsgy (Bknoyaum
KOHTaKTHi AaHi) Ta/abo 3miHn y
PO3MiLLieHHI macTep-anna
cucTemMn hapMakoHarnagy) -
3MiHa KOHTaKTHMX JaHMX
YNOBHOBaXeHOi 0cobu
3as1BHMKA, BianoBiganbHoI 3a
capmakoHarnsg. 3MiHa
KOHTaKTHUX AaHWUX KOHTaKTHOI
ocobu 3asiBHMKA,
BiANoBiganbHOI 3a
dapmakoHarns B YKpaiHi.

168.

JIIOTEIHA

Progester
one

nporectep
OH

GO3DA0
4

TabneTku BariHanbHi

no 50 mr, no 15

Tabnetok y bnicrepi;

no 2 6nictepu B
KapTOHHiI kopooLi

AT "Apamvep
dapma”

MNonbla

AT "Apnamep
dapma”

MNonbLa

BHECEHHS 3MiH 10
peecTpauiiHiX AOKYMEHTIB:
3MiHn | TMny - 3MiHK Woao
6e3nekn/edeKkTMBHOCTI Ta

tbapmakoHarnagy. BeegeHHs
abo 3MiHM [0 y3aranbHeHux
[AaHuX Npo cucTemy
dapmakoHarnsgy (BBeAeHHs
y3aranbHEeHUX AaHux npo
cuctemy cdhapmakoHarnsgy,
3MiHa yNoBHOBaXXeHOT ocobu,
BiANOBiAANbHOI 3a 3AiINCHEHHS
hbapmakoHarnsgy; KOHTakTHol
ocobu 3 chapmakoHarnsgy
3asiBHMKA ANs 34iINCHEHHS
thapmakoHarnsgy B YkpaiHi,
SKLO BOHAa BigMiHHa Big
YNOBHOBAXEHOI ocobu,
BiANOBiAanNbHOI 3a 34INCHEHHS
dapmakoHarnsgy (Bknoyarym
KOHTaKTHi AaHi) Ta/abo 3miHn y
po3MilLeHHi MacTep-caina
cucTemMu chapmakoHarnsgy) -
3MiHa KOHTaKTHMX AaHuX
yrNoBHOBaXeHOoi ocobum
3asBHMKa, BiANoBiaanbHoOI 3a
capmakoHarnsg. 3MiHa
KOHTaKTHUX AaHUX KOHTaKTHOI
ocobu 3aaBHKKa,
BignoBigansHoi 3a
dapmakoHarnag B YkpaiHi.

3a
peuenmom

UA/5244/01/01

169.

JIIO®I-500

Levofloxac
in

neBorok
cauuHy
remirigpat

JO1IMAL
2

TabneTku, BKPUTI
NniBKOBOO
obornoHkoto, no 500
mr; no 5 TabneTok y
onictepi; no 1
Gnictepy B

Inka
JlabopaTopis
TNimiten

IHAis

Inka
JlabopaTopis
Nimiten

IHAis

BHECEHHS 3MiH [0
peecTpaLiiH1X MaTepianis:
3minu | TMny - 3miHn WwWoao
6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsagy. 3miHa y

KOPOTKIiN XapaKTepucTuui

3a
peuernmom

He
nion
seae

UA/16367/01/01
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

KapTOHHiI kopooLi

nikapcbkoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKUii aAns
MeOW4YHOro 3aCTOCyBaHHs Ha
niacTasi perynsapHo
OHOBIOBAHOTO 3BITY 3
Ge3neku nikapcbkoro 3acoby,
abo gocnigkeHb 3 6e3nekn
3aCTOCYBaHHSI NiKapCbKoro
3acoby B nicnsipeecTpaLiiHvi
nepiogd, abo sik pesynbtaT
OUiHKM 3BITY 3 AOCNIAXEHb,
NpoBeAEHMX BiANOBIAHO A0
nnaHy negiaTpuyHmX
pocnigkeHb (PIP) (3miny
Y3ro4KEHO 3 KOMMETEHTHUM
YMNOBHOBaXXEHVM OpraHom).
3MiHV BHECEHO [0 iHCTPYKLUiT
AN MeQUYHOro 3acToCyBaHHS
nikapcbkoro 3acoby Ao
po3ainis "OcobnueocTi
3acTocyBaHHA",
"MepenosyBaHHs", "MoGiYHI
peakuii" BianoBigHo oo
OHOBMEHOI iHdopmaLii 3
6e3nekn 3acTocyBaHHS
nikapcbkoro 3acoby.

170.

MAIHE-B6®

MarHito
nakrarty
aurigpart i
MarHito
nigonsar,
nipnaokcu
Hy
rigpoxnop
1)
(BiTamiH
B6)

Al11EC

pO34uH Ans
nepopanbHOro
3acTtocyBaHHs; Ne
10: no 10 mn B
amnyni; no 10 amnyn
3 ABOMa niHiasMun
po3nomy y MigaoHi 3
KapToHy, B
KapTOHHiI kopobui

TOB
"Onenna
Xenckea
Ykpaina"

YkpaiHa

KOIMEPACBLOH
SAPMACBIOTIK
®PAHCE3

DdpaHLuis

BHECEHHS 3MiH 10
peecTpaLiiHNX AOKYMEHTIB:
3minu | Tvny - 3miHK WwWoao
©e3nekn/eeKkTuBHOCTI Ta
tapmakoHarnagy. BeegeHHs
abo 3MiHM [0 y3aranbHeHUxX
AaHVX Npo cuctemy
dapmakoHarnsay (BBeAeHHs
y3aranbHeHVX JaHux Npo
cuctemy chapmakoHarnsagy,
3MiHa YNOBHOBaXeHOi ocobu,
BiAMNOBiAanNbHOI 3a 34INCHEHHS
dapmakoHarnsaay; KOHTaKTHOI
ocobu 3 chapmakoHarnsgy
3asBHMKaA AN 30iNCHEHHS
dapmakoHarnsaay B YkpaiHi,
SKLO BOHAa BigMiHHa Bia
yMNOBHOBaXeHOI 0cobu,
BiANoOBiAanbHOI 3a 3AiNCHEHHS
dapmakoHarnsgy (Bknoyarym
KOHTaKTHi AaHi) Ta/abo 3miHu y
po3MiLLeHHi MacTep-caina
cucTeMU papmakoHarnsiay)

bes3
peuenma

UA/5476/01/01
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[TponoBkeHHs noaaTka 3

Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
3MiHa Micue3HaxoaeHHs
macrtep-carnna cuctemm
dapmakoHarnsay Ta noro
Homepa. 3miHa Micus
30iNCHEHHSI OCHOBHOI
DisiNbHOCTI 3
dapmakoHarnsay.
171. | MATHEMAKC | - MarHito A11EC | po34vH oparnbHuii; TOBAPUCT YkpaiHa KOHTPOSb sIKOCTi, | YKpaiHa BHECEHHS 3MiH 4O be3 nion | UA/16940/01/01
-300POB'A nakrary no 10 mn y cpnakoHi; BO 3 BWMNYCK cepil: peecTpauinHux maTepianis: peuenma fA2ae
aurigpar i no 5 cpnakoHiB y OBMEXEH TOBAPNCTBO 3MiHu | TMNY - 3MiHM 3 SKOCTI.
MarHito KOHTYPHil (e]}6} 3 [oToBMI Nnikapcbknii 3acib.
nigonsr, YapyHKOBIN BIAMOBIOA OBME>XEHOIO 3MiHn y BUpo6HMLTBI. 3MiHa
nipuaokcu ynakoBLi; no 2 JNBHICTIO BIAMNOBIOANBH iMmnopTtepa/amiHu, Wwo
HY KOHTYPHi YapyHKOBI «KOPMOPA ICTIO CTOCYIOTbCS BUMYCKY cepil Ta
rigpoxrnop yMakoBkuM y kopobui LA «KOPIMOPALIIA KOHTPOIIO SIKOCTi FOTOBOrO
mo 3 KapTOHY «300POB’A «300POB'A», nikapcbkoro 3acoby (3amiHa
» YkpaiHa; BCi abo goaaBaHHS BUPOBHMKa,
cragii LLIO BiANoBiAa€ 3a BBE3EeHHS
BUPOGHMUTBA, Ta/abo Bunyck cepii) - He
KOHTPOMb SIKOCTI, BKIO4A0OUN
BWMNYCK Cepil: KOHTpPOb/BUNPOOYBaHHS
ToBapucTBo 3 cepii. loaaBaHHS QyHKLUiT
obmexeHo BUMYCK Cepii 4O BXe
BignoBiganbHicT 3aTBEPKEHOr0 BUPOOHMKA
10 "®APMEKC ToBapnCTBO 3 OOMEXEHOI0
reyn", BianosiganeHicTio "GAPMEKC
YkpaiHa PYM", BignoeiganbHoro 3a
BCi cTagii BUpobHMUTBA,
KOHTPOIb SIKOCTi. 3MiHM
BHECEHO B iHCTPYKL0 Ans
MEAMNYHOrO 3aCTOCYBaHHs!
nikapcbkoro 3acoby y po3ainu
"BrnpobHuK",
"Micue3HaxookeHHs!
BMpOGHMKa Ta agpeca Micus
NpoBaAXXeHHSA Noro
aisnbHocTi" 3 BignoBigHUMUN
3MiHaMu B TEKCTi MapKyBaHHsI
ynakoBoK. BBeeHHs 3MiH
NpoTHArom 6-Tv MicsLiB nicns
3aTBEPKEHHS.
172. | MEHOBAIEH | - Barepianv NO5CM | kancynu, no 10 My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH [0 bes UA/5279/01/01
KOMMIeKC kancyn y 6nictepi; akuioHepHe akuioHepHe peecTpaLiiHNX AOKYMEHTIB: peuenma
ninodinbH no 2 6nictepu B TOBapUCTBO TOBapUCTBO 3miHu | TUny - 3MiHKM 3 sIKOCTI.
1) navuji 3 KapToHy "HaykoBo- "HaykoBo- A®I. Cnctema
(Valeriana BUPOGHWYMIA BUPOGHMYMIA KOHTeWHep/3aKkynoptoBanbHUim
e radices LEHTp LeHTp 3aci6. 3miHa y 6e3nocepeHin
extractum "Bopuyariscb "BopLuariBcbkuii ynakosui A®I (iHwi 3MiHN)
spissum), KW XiMikO- XiMiko- He3HayHa 3MiHa y nakyBaHHi
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoe8UHU ynakoeka) uKa yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
M'SITK capmavreBT apMaLleBTUYHM A®I M'atn nepueBoi KOMMNIEKC
nepueBsoi NYHUIN 1 3asoa" NINOMINbHUIA, NYCTUIN EKCTPaKT
KOMMNEKC 3aBoa" (cybeTaHuist), a came
ninodinbH BBEAEHHS HOBOI YNaKOBKN —
mn nakeTy 3 NoniMepHux
(Menthae marepianis i3 antomiHiEBUM
piperitae NMOKPUTTSAM B SIKOCTi BTOPUHHOI
extractum YNakoBKM (30BHILLUHLOTO
spissum) nakeTy) 6e3 3MiH1 NepPBUHHOTO
nakyBaHHs, sike Mae
6e3nocepefHilt KOHTaKT 3
npoayKkTom
(nepBUHHA/BHYTPILLHS
ynakoBka — nakeT
nonieTuneHosni — 6e3 3miH)
3aTBepaKeHo: YnakoBska -
Cyb6cTaHuio nakyoTb Y naketn
noABiNHi NnonieTnneHoBsi.
3anponoHoBaHo: YnakoBka -
Cy6cTaHujo nakyTb Y
noABiviHi NakeTn. BHYTPILHIA —
nakeT nonieTurneHoBun
npo3opuit. 30BHILLHIN — nakeT
3 noniMepHNX marepianis i3
antoMiHIEBUM MOKPUTTAM.
BHYTPILLHIN | 30BHILLHIA NakeTn
TEpPMO3BapoTh.
173. | MEHOMNYP Human MeHoTponi | GO3GAO | nopoLuok ®eppiHr HimeuumH BUPOGHMK Himeuun BHECEHHS 3MiH 10 3a UA/6705/01/01
menopaus | H 2 niodpinizoBaHun Ans MM6X a MOPOLLIKY, Ha/ peecTpaLiiHNX AOKYMEHTIB: peuenmom
al (noacbkmn NPUroTyBaHHS nepBuUHHE CLWA/ 3MminHn Il Tuny - 3MiHK 3 AKOCTI.
gonadotro | meHonay3 PO34MHY AN iH'eKUin nakyBaHHS, Yecbka [oToBWI Nikapcbkuin 3acib.
phin anbHWin no 75 MO ©CrI Ta KOHTpOnb sikocTi | Pecny6n KoHTponb rotoBoro
roHagoTpo 75 MO I, no 10 (okpim ika nikapcbkoro 3acoby. 3miHa 'y
niH dnakoHiB 3 GionoriyHoro MeToAdax BUNPoOyBaHHS
BUCOKOOYM nopotukom i no 10 aHaniay), roTOBOrO NikapcbKoro 3acoby
LeHun, amnyn i3 MapKyBaHHs, (cyTTeBa 3miHa y
nMr), wo po3ymHHukom (0,9 % BTOPUHHE 6ionoriyHomy/imyHonoriYHomy/
MIiCTUTb PO34MH HaTpito nakyBaHHs Ta iMyHOXiMiYHOMY MeTofi
donikynoc xnopuay, Kkucrnorta BUWMNYCK Cepil: BMNpobyBaHHsa abo meToai, y
TUMYHOOY XNopuCcTOBOAHEBA ®eppiHr MTM6X, SIKOMY BUKOPUCTOBYETLCSH
W FOPMOH po3BedeHa, Boaa HimeuuunHa; GionoriyHuii peareHT, abo ix
(PCr) ta Ans iH'ekuin) no 1 BUPOGHMK 3amiHa, abo 6ionoriyHoro
nioTeiHizy MIT B KAPTOHHIN NOPOLLIKY, npenapaTty NOPiBHAHHSA
ro4nn ynakoBLii nepBuHHE (ctanpapTHOro npenaparty),
rOpMOH naKkyBaHHS: LLIO He 3a3HayeHnn y
;) DeppiHr 3aTBEPIKEHOMY NPOTOKONI) -

MpogakwH IHk.,
CLUA; BTOpUHHE
nakyBaHHs:

BBepaeHHs npoTtokony Ans
CTaHAapTy, SKui
BMKOPUCTOBYETLCS B TECTI




194 [TponoBkeHHs noaaTka 3
Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
deppiHr- "lpeHTudikauis" metogom
Jleunsa, a.c., renb-eKCKIMH3NBHOI
Yecbka xpomarorpadii (SEC) ans
Pecny6bnika; rotoBoro npenapaty. 3miHu |l
KOHTPOIb AKOCTi TMny - 3MiHK 3 AKkocTi. FoToBUIA
(6ionoriyHuin nikapcbkuin 3aci6. KoHTponb
aHanis): rOTOBOrO MikapCbKoro 3acoby.
Ksantek 3miHa y meTogax
Jlabopatopis, BMNPOBYBaHHS rOTOBOrO
IHK., CLUA; nikapcbKkoro 3acoby (cyTteBa
BUPOBHMK 3MiHa y
PO34YMHHUKE, GionoriyHomy/iMmyHonoriyHOMYy/
nepBuUHHE iMyHOXiMiYHOMY MeTOoai
nakyBaHHs, BMNpobyBaHHsa abo meToai, y
MapKyBaHHs Ta SIKOMY BUKOPUCTOBYETLCS
BTOPUHHE GionoriyHui peareHT, abo ix
nakyBaHHs: 3amiHa, abo GionoriyHoro
XaynTt ®apma npenapaTy NopiBHAHHSA
BronbiHr M'M6X, (cTaHgapTHoro npenapary),
HimeuumnHa; LLO He 3a3Ha4YeHnn y
BUPOBHMK 3aTBEPIKEHOMY NPOTOKONI) -
PO34YMHHUKA, OHOBIEHHS 3aTBEPAXEHOTO
nepBuUHHE nNpoToKony Keanidikauii
nakyBaHHsi, pedepeHTHOro cTaHaapTy
KOHTPOMb SIKOCTI: "Menotrophin HP working
3eHTiBa K.C., standard” ans y3romkeHHs Mix
Yecbka peLenTypamm BCix A03yBaHb
Pecny6nika; Ta nikapcbkux popm
MapKyBaHHS, npenapaty MEHOIYP.
KOHTPOMb SKOCTI,
BTOPUHHE
nakyBaHHsi Ta
BUNYCK cepil
PO3UMHHUKA:
®eppiHr MM6X,
HimeyumHa
174. | MEPANIC® xylometaz | inpatponi RO1ABO | cnpeit Ha3anbHWI, ApnpaH- XopBarisi ApnpaH- Xopsari BHECEHHS 3MiH 10 bes UA/17378/01/01
IHTEHCUB oline to 6pomig i 6 po34yuH; no 10 mn y ["aneHcbknn [aneHcbku a peecTpaLiiHNX AOKYMEHTIB: peuenma
KcuromeT dnakoHi 3 INabopaTopi JTabopaTopin 3miHu | TMny - 3MiHKM 3 AKOCTI.
as3oniHy O03Y04M nao.o. n.o. CeptudikaT BignosigHocTi/l'E-
rigpoxnop npucTpoem; no 1 cepTudikat BiANOBIAHOCTI
ma hnakoHy y €Bponewcbkin

KapTOHHI kopobui

dapmakonei/MmoHorpadii.
MopaHHs HoBoro abo
OHOBJIEHOro cepTudikara
BiANOBiAHOCTI abo BUMyYeHHs
cepTudikata BiANoBiAHOCTI
€Bponeicbkinn hapmakonei:
ona A®l; ona suxigHoro
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Popma eunycky

3asieHUK

195

Kpaina

BupobHuk

Kpaina
8UPO6H

[TponoBkeHHs noaaTka 3
Ymoesu Pek
eionycky

PeecmpauyitiHa npoyedypa

nam
yea
HHST*

Homep
peecmpauiliHo
20
noceio4yeHHs1

Ne
n/n

Hasea Mixi
JliKapcbKo20
3acoby

Hapoo
Ha

HenameH
moeaHa
Ha3ea*

Hazea Koo
diroyoi ATX
peyoeuHU

(nikapcbka ¢ghopma,
ynakoeka)

3asieHUKa

UKa

maTtepiany/peareHTy/NpoMiKHO

ro NPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y

*

MpuBaTHe

YkpaiHa

[MpuBaTHe

BUpobHMUTBI APIl; ona
[OMOMDKHOI PEYOBUHM
(cepTtudpikat BignoBigHOCTI
€Bponeickkin hapmakonei) -
OHoBReHuI cepTudikaT Big,
yXKe 3aTBEpPIKEHOro
BUPOGHMKa NodaHHs
OHOBIEHOro cepTudpikata
BiZNOBIgHOCTI €BpONENChKii
dapmakonei Ne R1-CEP 2012-
126-Rev 00 (3aTBEPAXKEHO:
RO-CEP 2012-126-Rev 03) Ha
[itoyy peyvyoBuHy inpaTponito
Opomigy Big 3aTBEPAXEHOrO
BunpobHuka Neuland
Laboratories Limited, IHais.
3MiHu | TMNY - 3MiHM 3 SKOCTI.
CeprudikaT BignosigHocTi/l'E-
cepTudikaT BigNoBIgHOCTI
€Bponewncbkin
dapmakonei/moHorpadii.
MopgaHHsa HoBoro abo
OHOBJIeHoro cepTudikara
Bi4NOBIgHOCTI abo BUNYyYeHHs
cepTuddikaTta BiANOBIAHOCTI
€Bponeicbkiit hapmakonei:
ans A®l; ans BuxigHoro
matepiany/peareHTy/npomixxHO
ro NpoaykKTy, Lo
BUKOPUCTOBYHOTBCS Y
BUpobHMUTBI A®Il; ona
OOMOMDKHOI PEYOBUHMU
(cepTtucpikar BignosigHOCTI
€Bponevicbkin apmakonei) -
OHoBneHui cepTudikar Big
yXXe 3aTBEPLKEHOrO
BUPOOHMKa NOAaHHSA
OHOBIEHOro cepTudikata
BiZNOBIQHOCTI €BpONenchKii
tapmakonei Ne R1-CEP 2012-
126-Rev 02 Ha gitouy
peyoBuWHy inpaTponito Gpomiagy
Bif] 3aTBEPO)KEHOIO
Bupo6Huka Neuland

Laboratories Limited, IHais.

YkpaiHa

BHECEHHS 3MiH 4O

3a

He

UA/11213/01/01

175. | MEPONEHEM

Meropene

MeponeHe

JO1DHO

nopoLwioK ans
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
m My 2 PO34YMHY ANS iH'eKUi | aKuioHepHe akuioHepHe peecTpauiiHMx maTtepianis: peuenmom nion
TpurigpaT no0,5r; 1 abo 50 TOBapUCTBO TOBapUCTBO 3MiHu | TMNy - 3MiHK Wopo seae

hnakoHiB 3 «Jlekxim- «Jlekxim- 6e3nekn/edeKTUBHOCTI Ta
NOPOLLUKOM Yy nayui 3 XapkiB» XapkiB», capmakoHarnsgy. 3MiHa y
KapTOHY YkpaiHa KOPOTKIN XapaKkTepucTuui
(nakyBaHHs i3 nikapcbkoro 3acoby, TeKCTi

¢opmu in bulk MapKyBaHHS Ta iHCTPYKUii aAns

dipmu- MeAMNYHOro 3aCTOCYBaHHS Ha

BUPOGHMKa nigcTasi perynspHo
LleHbYxeHb OHOBJIIOBaHOrO 3BiTY 3

XanbuHb 6e3neku nikapcbkoro 3acoby,
dapmacbkioTuken abo pgocnigxeHb 3 6e3neku
Ko., N14., 3aCTOCYBaHHSA NikapcbKoro

Kurait) 3acoby B nicnsipeecTpaLinHni

nepiog, abo sk pesynbtaT
OUiHKM 3BITY 3 AOCNIAXEHb,
npoBefeHnx BignoBigHo Ao
nnaHy negiaTpuyuHMX
pocnigpkeHb (PIP) (3miny
Y3ro4pKeHO 3 KOMMETEHTHUM
YMOBHOBAXXEHVM OpraHom).
3MiHN BHECEHO B IHCTPYKLUit0
0N MegUYHOro 3acTocyBaHHs
nikapcbKkoro 3acoby Ao
po3ginis "OcobnueocTi
3actocyBaHHs" Ta "MobiyHi
peakuii" BignoBigHo 8o
OHOBJEHOI iHghopmaLii Wwoao
6e3nekn 3acTocyBaHHs Aito4oi
PEYOBMHM 3rigHO 3
pekomeHpadieto PRAC. 3MiHu
| Tuny - 3MiHn Wwopo
©e3nekn/edeKkTuBHOCTI Ta
dapmakoHarnsgy. 3miHu y
KOPOTKIiN XapaKkTepucTuui
nikapcbkoro 3acoby, TEKCTi
MapKyBaHHsI Ta iHCTPYKUii Ans
MEAMNYHOrO 3aCTOCYBaHHs!
reHepuyHuX/riopugHux/Gionoai
OHUX nikapcbkunx 3acobis nicns
BHECEHHS Tiei camoi 3MiHW Ha
pedepeHTHUI NpenapaT
(3miHa He noTpebye HagaHHSA
YKOAHUX HOBUX 40OATKOBUX
AaHux). 3MiHM BHECEHO 0
IHCTPYKUIT ANs MeanYHOro
3aCTOCYBaHHsI NiKapCbKoro
3acoby y po3ginu
"®apMakonoriyHi




197

[TponoBkeHHs noaaTka 3

Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
BnactmsocTi", "lNokasaHHA",
"B3aemogis 3 iHwWumm
nikapcbkuMmn 3acobamm Ta iHLi
BWAM B3aemoain”,
"OcobnueocTi 3acTocyBaHHs",
"3acTocyBaHHs y nepiog
BariTHoCTi abo rogyBaHHs
rpygat”, "Cnoci6
3acTocyBaHHs Ta 4o3un",
"MepenosyBaHHs", "MoGiYHI
peakuii” 3rigHo 3 iHdhopmauieto
LLOA0 MEANYHOIO
3acTtocyBaHHS pedhepeHTHOro
nikapcbkoro 3acoby
(MEPOHEM)
176. | MEPOMNEHEM | Meropene | meponeHe JO1DHO | nopolok ans MNpuBaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 0 3a He UA/11213/01/02
m My 2 PO34YMHY ANS iH'eKUi | aKuioHepHe aKuioHepHe peecTpauiiHix maTepianis: peuenmom nion
Tpurigpat no 1,0 r; 1 abo 50 TOBapuUCTBO TOBapuUCTBO 3MiHn | TMny - 3MiHK Woao f2ae
c¢nakoHiB 3 «J1ekxim- «J1ekxim- 6e3nekn/edeKkTMBHOCTI Ta
NMOPOLLKOM Yy nayui 3 XapkiB» XapkiBy, capmakoHarnsgy. 3MiHa y
KapTOHy Ykpaina KOPOTKil XapakTepucTuui
(nakyBaHHs i3 nikapcbkoro 3acoby, TeKCTi
copmu in bulk MapKyBaHHS Ta IHCTPYKLUii Ang
dipmu- MeANYHOro 3aCToCyBaHHs Ha
BUPOGHMKa nigcTasi perynsapHo
LleHbYxeHb OHOBJIIOBaHOrO 3BiTY 3
XanbuHb ©e3neku nikapcbkoro 3acody,
dapmacbloTuken abo gocnigxeHb 3 6e3neku
Ko., ITa., 3acToCyBaHHS nikapcbkoro
Kuraw) 3acoby B nicnspeecTpauiiiin

nepiog, abo sik pesynbtaT
OLjiHKM 3BITY 3 JOCHiOXeHb,
NpoBeAEHNX Bi4NOBIAHO A0
nnaHy negiaTpuyHmX
pocnimxeHb (PIP) (3miHy
Y3rO[DKEHO 3 KOMMETEHTHUM
YMNOBHOBaXXEHVM OpraHom).
3MiHN BHECEHO B IHCTPYKLUit0
01 MeQUYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao
po3ginis "OcobnueocTi
3acTtocyBaHHs" Ta "MMo6iYHI
peakuii" BignoBigHo Ao
OHOBJEHOI iHhopMmaLii Wwoao
6esnekn 3acToCyBaHHS Aitoyoi
PEYOBUHY 3rigHO 3
pekomeHaadieto PRAC. 3MiHu
| Tuny - 3MiHn Wwopo
6e3nekn/edPekTMBHOCTI Ta
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Ymoeu

Pek

Homep

Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

eionycky

nam
yea

HHST*
*

peecmpauiliHo
20
noceio4yeHHs1

capmakoHarnagy. 3MiHu y
KOPOTKIN XapaKkTepucTuui
nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKUii aAns
MeAMNYHOro 3aCTOCYBaHHS
reHepu4HuX/ribpuaHnx/Gionoai
OHUX nikapcbkunx 3acobis nicns
BHECEeHHS Tiei caMoi 3MiHM Ha
pedepeHTHUI npenapat
(3miHa He noTpebye HagaHHsA
OOHUX HOBUX A0AATKOBUX
AaHux). 3MiHM BHECEHO A0
IHCTPYKUIi Ans mean4Horo
3aCTOCYBaHHsI NiKapCbKoro
3acoby y po3ginu
"®apMakonoriyHi
BnactusocTi", "lNokasaHHsa",
"B3aemogais 3 iHwmnmun
nikapcbkumm 3acobamu Ta iHLi
BWAM B3aemoain”,
"Ocob6nuBocTi 3acTocyBaHHS",
"3acTocyBaHHs y nepiog
BariTHoCTi abo rogyBaHHs!
rpyaak”, "Cnoci6
3acTocyBaHHs Ta 4osun",
"Mepepno3yBanHs", "MobiyHi
peakuii” 3rigHo 3 iHbopmallieto

LLOA0 MEANYHOTO
3acTocyBaHHs pedhepeHTHOro
nikapcbkoro 3acoby
(MEPOHEM)

UA/16112/01/01

177.

MEPOMNEHEM
-BICTA

Meropene
m

mMeponeHe
My
TpurigpaT

JO1DHO
2

NOPOLLOK Ans
NPUroTyBaHHs
PO34MHY Ans

iH ekuin no 500 wmr,
no 1 abo 10
dnakoHiB 3
MOPOLLKOM Yy
KapTOHHiIl kopobui

MicTtpan
Kenitan
MeHepxmeH
T Nimiten

AHrnia

Bupo6HuuTBO,
nepBuHHE Ta
BTOPWHHE
nakyBaHHs,
KOHTPOMb SKOCTI,
BUNYCK cepii:
ALIC NOB®AP
C.M.A., ltanis;

BupobHuuTBO Ta
KOHTPOJIb SIKOCTI
CTepunbHOI
CyMiLLi:
ALIC IOBOAP
C.M.A,, Itanis

ITanis

BHECEHHS 3MiH A0
peecTpaLiiH1X MaTepianis:
3minu | Tvny - 3miHK WwWoao
6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsgy. 3miHu y

KOPOTKIiN XapaKkTepucTuui
nikapcbkoro 3acoby, TEKCTi
MapKyBaHHs1 Ta iHCTPyKUii Ans
MeANYHOrOo 3aCTOCYBaHHS
reHepu4HuX/ribpuaHnx/Gionoai
OHUX nikapcbkunx 3acobis nicns
BHECEeHHS Tiei caMoi 3MiHU Ha
pedepeHTHUI NpenapaT
(3miHa He noTpebye HagaHHSA
XOAHWX HOBWX [0AaTKOBUX
AaHnx) 3MiHU BHeceHo 4o
IHCTPYKUIT ANs MeanYHOro

3aCTOCyBaHHA J'IiKapCbKOFO

3a
peuenmom

He
nion
seae




199

[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

3acoby y po3ginu
"dapmMakonoriyHi
BnactueocTi", "lNokasaHHs",
"OcobnueocTi 3acTocyBaHHs",
"Cnoci6 3acTocyBaHHs Ta
nosn", "Mo6ivni peakuii” 3rigHO
3 iH(bopMmaLieto Wwoao
MeAMYHOro 3aCTOCYBaHHS
pedepeHTHOro nikapcbKkoro
3acoby Meronem BBepgeHHs
3MiH NpOTAroM 6-Tn MicsauiB
nicnsa 3aTBepAXeHHs. 3MiHu |
TMny - 3MiHK Woao
6e3nekn/edeKkTUBHOCTI Ta
apmakoHarnsaay. 3miHa y
KOPOTKIl XapaKTepucTuui
nikapcbkoro 3acoby, TeKCTi
MapKyBaHHsI Ta iHCTPYKUii Ans
MEeAMNYHOro 3aCTOCYBaHHS Ha
niacraei perynsapHo
OHOBIIIOBAHOrO 3BiTY 3
6e3neku nikapcbkoro 3acoby,
abo pocnimkeHb 3 6e3nekun
3aCTOCYBaHHSA NikapcbKoro
3acoby B nicnsipeecTpauiiHvi
nepiog, abo sik pesynbTaT
OL}iHKM 3BITY 3 JOCNIOKEHD,
npoBeAeHuX BiANoBIAHO A0
nnaHy negiaTpuyHmX
pocnimpkens (PIP) (3miHy
Y3rO[KEHO 3 KOMMNETEHTHUM
YMNOBHOBaXXEHVM OpraHoMm)
3MiHN BHECEHO A0 IHCTPYKLUii
O MeQUYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby y po3ain
"OcobnuBocTi 3acTocyBaHHS",
"Mo6ivHi peakuii" BignoBigHO
[0 OHOBReHoOI iHdopmaLlii 3
6esneku Ailoyoi pevyoBUHMU.
BBeneHHs 3MiH npoTsirom 6-Tn
MicsLiB nicns 3aTBepAKEHHS

178.

MEPOMNEHEM
-BICTA

Meropene
m

MeporneHe

My
TpurigpaT

JO1DHO
2

NOPOLLOK Ans
NpUroTyBaHHs
PO34MHy Ans

iH ekuin no 1000 wr,
no 1 abo 10
dnakoHiB 3
MOPOLLKOM Yy
KapTOHHI kopobui

MicTtpan
Kenitan
MeHepoxmeH
T NlimiTen

AHrnis

BupobHmuTBO,
nepBuHHE Ta
BTOPUHHE
nakyBaHHS,

KOHTPOJ1b AKOCTI,

BUNYCK cepii:
ALIC IOB®AP
C.N.A,, Itanis;

ITanis

BHECEHHS 3MiH [0
peecTpauinHnx MaTepianis:
3minu | Tuny - 3miHn Wwoao
6e3nekn/edeKkTUBHOCTI Ta
dapmakoHarnsgy. 3miHu y

KOPOTKIiN XapaKkTepucTuui
nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTpyKUii Ans

3a
peuernmom

He
nion
seae

UA/16112/01/02
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200
Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
MEAUYHOrO 3acTOCYBaHHS

BupobHuuTBO Ta
KOHTPOMb SKOCTI
CTepUrbHOI
CyMiLLi:
ALC OOB®AP
C.MNM.A. Itanis

reHepuyHMX/ribpngHmx/Gionogi
6HMX nikapcbkmx 3acobiB nicns
BHECEHHS Ti€Ei caMoi 3MiHW Ha
pedepeHTHUI npenapaT
(3miHa He noTpebye HapaHHS
YKOOHUX HOBUX A0AATKOBUX
naHux) 3MiHM BHECeHo o
IHCTPYKUIT ANs MeanYHOoro
3aCTOCYBaHHsI NiKapCbKoro
3acoby y po3ginu
"®dapMaKkonoriyHi
BnactumsocTi", "lNokasaHHsA",
"OcobnueocTi 3acTocyBaHHs",
"Cnocib 3acTtocyBaHHs Ta
no3un", "MoGiyHi peakuii" 3rigHO
3 iH(bopMmaLieto Woao
MEeOUYHOro 3aCTOCyBaHHSs
pedepeHTHOro nikapcbKoro
3acoby Meronem BBepgeHHs
3MiH NpOTSArom 6-Tn MicsiLiB
nicnsa 3aTBepAXeHHs. 3MiHu |
TMny - 3MiHK Woao
6e3nekn/edeKkTuBHOCTI Ta
apmakoHarnsgy. 3miHa y
KOPOTKIiN XapaKkTepucTuui
nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKUii Ans
MEeAMYHOrO 3aCTOCYBaHHS Ha
nigcTaBsi perynspHo
OHOBIOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acoby,
abo pgocnigxeHb 3 6e3neku
3aCTOCYBaHHS NikapcbKoro
3acoby B nicnsipeecTpauiiHni
nepioa, abo sk pesynbtaT
OL}iHKM 3BITY 3 JOCNIOKEHD,
npoBeAeHuX BiANOBIAHO A0
nnaHy negiaTpuYHMX
pocnimkens (PIP) (3miHy
Y3rO[KEHO 3 KOMMNETEHTHUM
YNOBHOBaXXEHUM OpraHoM)
3MiHN BHeCeHO A0 IHCTPYKLUii
Ansi MEOUYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain
"OcobnunBocTi 3acTocyBaHHA",
"MobiuHi peakuii" BignosigHO
[0 OHOBIEHOI iHopMaLlii 3

6e3neku filoyoi pevyoBUHMU.
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
BBeneHHs 3miH NpoTsarom 6-tn
MicaUiB Nicnsa 3aTBepAXeHHs
179. | MEPOMNEHEM | Meropene | meponeHe | JO1DHO | nopoluok ans Mictpan AHrnis BrpobHuuTBO, ITanisa BHECEHHS 3MiH OO0 3a UA/16112/01/03
-BICTA m My 2 NPUroTyBaHHSA Kenitan nepBuHHE Ta peecTpauiiHux maTtepianis: peuenmom
Tpurigpat po34nHy ans MeHepxmeH BTOPUHHE 3minu | Tvny - 3miHn woao
iH'ekuinno 2r,no 6 T JlimiTeq nakyBaHHs, 6e3nekn/edPekTMBHOCTI Ta
c¢nakoHiB 3 KOHTPOMb AKOCTI, capmakoHarnagy. 3MiHu y
NOPOLLUKOM Y BUNYCK cepii: KOPOTKIN XapaKkTepucTuui
KapTOHHiN kopobui ALC NOB®AP nikapcbkoro 3acoby, TeKCTi
C.N.A., ltanis; MapKyBaHHS Ta IHCTPYKLUii Ang

BupobHuuTBo Ta
KOHTPOMb SIKOCTI
CTepUIbHOI
CyMiLui:
AUC OOB®AP
C.M.A. Itanis

MEeAMNYHOrO 3aCTOCYBaHHSs!
reHepuyHnX/ribpugHux/Gionoai
OHUX nikapcbkunx 3acobis nicns
BHECEHHS Tiei caMoi 3MiHU Ha
pedepeHTHUI npenapar
(3miHa He noTpebye HagaHHA
YOOHUX HOBUX A0AATKOBUX
AaHux) 3MiHM BHECEHO 0
IHCTPYKUIi Ans meanyHoro
3aCTOCYBaHHsI NiKapCbKoro
3acoby y po3ginu
"dapMakosnoriyHi
BnactmeocTi", "lNokasaHHsA",
"OcobnunBocTi 3acTocyBaHHA",
"Cnocib 3acTocyBaHHs Ta
nosn", "Mob6ivni peakuii” 3rigHO
3 iHcbopMmalieto Woao
MEAMNYHOrO 3aCTOCYBaHHs!
pedepeHTHOro nikapcbkoro
3acoby Meronem BBepgeHHs
3MiH NpOTSArom 6-Tu MicsLiB
nicnsi 3aTBepaKeHHs. 3MiHu |
TMny - 3MiHN Woao
6e3nekn/edekTMBHOCTI Ta
apmakoHarnsgy. 3miHa y
KOPOTKill XapakTepucTui
nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYyKUii Ans
MEeOUYHOro 3aCTOCyBaHHs Ha
nigcrasi perynspHo
OHOBIOBAHOrO 3BITY 3
©e3neku nikapcbkoro 3acooy,
abo gocnimxkeHb 3 6e3nekun
3aCTOCYBaHHsI NiKapCbKOro
3acoby B nicnspeecTpauiiiin
nepiog, abo sik pesynbtaT
OLjiHKM 3BITY 3 gOCHigXeHb,
NpoBeAEHMX Bi4NOBIAHO A0
nnaHy negiaTpuyHmX
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
pocnigpkeHb (PIP) (3miHy
Y3rO[KEHO 3 KOMMETEHTHUM
YNOBHOBaXXEHUM OpPraHoMm)
3MiHV BHECEHO [0 iHCTPYKLUiT
Ansi MEAUYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain
"OcobnueocTi 3acTocyBaHHs",
"Mo6ivHi peakuii" BignoBigHO
A0 OHOBIEHOI iHbopmallii 3
Ge3neku Oito4oi pevyoBUHN.
BBegeHHst 3MiH NpoTsrom 6-tn
MicsLiB nicnsi 3aTBepAKEHHS
180. | METEOCIIA3 | Alverine, anbBepuH AO03AX5 | kancynu no 10 JlabopaTopii dpaHuis BUPOBHMLTBO dpaHLuis BHECEHHS 3MiH 4O 6e3 UA/8767/01/01
Min combinatio | y uuTpart; 8 kancyn y 6nictepi; Mawoni Hepo3dacoBaHO peecTpauiiHix maTtepianis: peuenma
ns CUMETUKO no 2 abo no 3 Cninanep i npoaykuii, 3miHu | TNy - 3MiHKM 3 AKOCTI.
H Gnictepn y nepBuHHa Ta [oToBMI Nnikapcbknii 3acib.
KapTOHHiI kopooLi BTOPUHHA 3MiHM y BUpOOHMUTBI. 3MiHa
yNakoBKa, iMmnopTtepa/amiHu, o
KOHTPOMb AKOCTI, CTOCYHTbCA BUNYCKY cepii Ta
BignosiganbHUN KOHTPOSIHO SKOCTi FOTOBOrO
3a BUMYCK cepii: nikapcbKkoro 3acoby (3amiHa
JlabopaTopii abo gopgaBaHHS OinbHULI, Ha
[aneHik BepHiH, AKiN 30IMCHI0ETLCS
®paHuis; KOHTPOb/BUNPOOYBaHHS
nepBuHHa Ta cepii) fogaBaHHsA yHKLUIT
BTOPWHHA KOHTPOIb SIKOCTi ANns
yNakoBkKa, BUPOOHMYOI AinbHUL
KOHTPOMb SIKOCTI, Jlabopatopii ManeHik BepHiH,
BignoBsiganbHUN ®paHuis (Laboratoires
3a BMNyCK cepil: GALENIQUES VERNIN,
TNabopaTopii France).
Marnoni
CniHgnep,
DdpaHUuis
181. | METOTPEKC Methotrex | metoTpekc | LO1BAO | KOHUeHTpaT Ans EBEBE ABCTpis NMOBHUW LWKN AscTpis/ BHECEHHS 3MiH J0 3a UA/1209/02/01
AT "EBEBE" ate ar 1 po34MHy Ans dapma BMPOGHMUTBA: Himeyun peecTpaLiiHNX AOKYMEHTIB: peuenmom
iHcpy3in, 100 mr/mn; lec.m.6.X. PAPEBA Ha 3minu | TNy - 3miHn Wwoao
no 5 mn (500 wmr), Hdr. KI YHTepax 'm6X, 6e3nekn/ecdeKkTuBHOCTI Ta

abo no 10 mn (1000
mr), abo no 50 mn
(5000 mr) y
donakoHi; no 1
dnakoHy B
KapTOHHiIN kopobuyi

ABCTpist; BUNYCK
cepii: EBEBE
Papma
ec.m.6.X. Hopr.
KI', ABcTpis;
TECTYyBaHHS:
MMn
MikpobGionoriwe
¢ MNprogonabop
'mM6X, ABCTpis;

bapmakoHarnagy. BeegeHHs
abo 3MiHM [0 y3aranbHeHUxX
AaHuX Npo cuctemy
apmakoHarnagy (BBegeHHs
y3aranbHeHUX faHunx npo
cuctemy chapmakoHarnsagy,
3MiHa YNOBHOBaXeHOI ocobu,
BiAMNOBiAanNbHOI 3a 34INCHEHHS
dapmakoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

TECTyBaHHS:
Jlabop JIC CE &
Ko. KT,
Himeyumna

3asiBHMKa NS 34iNCHEHHS
chapmakoHarnsigy B YkpaiHi,
SIKLLIO BOHA BiAMiHHA Big
YNOBHOBaXeHOi ocobu,
BiAnNoBiganbHOI 3a 3AiNCHEHHS
apmakoHarnsay (Bknoyaryn
KOHTaKTHi AaHi) Ta/abo 3miHn y
pO3MiLeHHi macTep-daina
cucTeMun dbapmakoHarnsgy).
3MiHa ynoBHoBaxeHoi ocobu
3asBHMKa, BiANoBiganbHoI 3a
dapmakoHarnag,.
[Litova pepakuis: Juergen
Maares / FOpreH Maapec.
lMponoHoBaHa pepakuis: Kotal
Mohamed Ali / Kotan
Moxamea Ani.
3MiHa KOHTaKTHMX AaHuX
YNOBHOBaXeHOi ocobu
3asBHMKa, BiANoBiganbHoOI 3a
dapmakoHarnag.

182.

METOTPEKC
AT "EBEBE"

Methotrex
ate

MeTOTpeKC
ar

LO1BAO
1

PO34MH AN iH'EKUIN,
10 mr/mn; no 1 mn
(10 mr), mo 5 mn (50
Mr) y donakoHi; no 1
dnakoHy B
KapTOHHIN kopobLyj;
no 0,75 mn (7,5 mr),
no 1 mn (10 mr), no
1,5 mn (15 mr), no 2
mn (20 wmr) y
nonepegHLo
3arnoBHEHOMY
wnpwuui; no 1 abo no
5 nonepeHbO
3aMoBHEHMX
wnpuuis y
KapTOHHIl kopobui
pas3om 3i
CTEPUIIBHO
iH’EKLIINHOI ronkow
Ta cepBeTkamu

EBEBE
dapma
lec.m.6.X.
Hdpr. KI

ABCTpis

MNOBHUIN LMKI
BMpOGHMUTBA:
SAPEBA
YHTepax MM6X,
ABCTpist; BUNYCK
cepii: EBEBE
dapma
[ec.m.6.X. Hor.
KI, ABcTpis;
TECTYyBaHHS:
Mmn
Mikpobionoriwe
¢ Mptocnabop
'mM6X, ABCTpisi;
TECTYBaHHS:
Ja6op J1C CE &
Ko. KT,
HimeuyunHa

ABcTpisi/
Himevun
Ha

BHECEHHS 3MiH A0
peecTpauiiHiX AOKYMEHTIB:
3MiHn | TMny - 3MiHK Woao

6e3nekn/edekTMBHOCTI Ta
tbapmakoHarnagy. BeegeHHs
abo 3MiHM [0 y3aranbHeHux
AaHUX Npo cuctemy
apmakoHarnagy (BBegeHHs
y3aranbHeHVX AaHux Npo
cuctemy dbapmakoHarnagy,
3MiHa YNOBHOBaXeHOi ocobu,
BiANOBiAANbHOI 3a 3AiINCHEHHS
hbapmakoHarnagy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asiBHUKA ANA 34INCHEHHS
thapmakoHarnsgy B YkpaiHi,
SKLO BOHAa BigMiHHa Bia
YNOBHOBAXEHOI 0cobu,
BiANOBiAanbHOI 3a 34INCHEHHS
apmakoHarnagy (Bkrovatym
KOHTaKTHi faHi) Ta/abo 3miHn y
po3MilLeHHi MacTep-daina
cucteMu dhapmakoHarnsay)
3MiHa ynoBHOBaXeHoi ocobu
3asBHMKA, BiANoBiaanbHoOI 3a
dapmakoHarnag.
[itoua pegakuisi: Juergen
Maares / FOpreH Maapec.

3a
peuenmom

UA/0513/02/01
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

[MponoHoBaHa pepakuis: Kotal
Mohamed Ali / Kotan
Moxameg Ani. 3miHa

KOHTaKTHUX JaHUX
YNOBHOBa)eHOI 0cobu
3asBHMKa, BigNoBiganbHoI 3a
thapmakoHarnag

183.

METOTPEKC
AT "EBEBE"

Methotrex
ate

MEeTOTpEKC
ar

LO4AX0
3,
LO1BAO
1

TabneTku no 2,5 wr,
no 10 TabneTok y
6nictepi; no 5 abo
10 GnicTepiB y
KapTOHHIN kopobui

EBEBE
dapma
[ec.m.6.X.
Hdpr. KI

ABCTpis

BUNYCK cepii:
EBEBE ®apma
[ec.m.6.X. Hoor.

KI', ABCTpis;

BUMNYCK Cepil:

Cantotac
dapma M6X,
HimeuuunHa;
BUPOBHMUTBO in
bulk, ynakoBka,

TECTYBaHHS:

[aynT ®apma
Awmaper 'mM6X,

HimeuunHa

ABcTpisi/
Hime4vun
Ha

BHECEHHS! 3MiH 10
peecTpaLiiHNX AOKYMEHTIB:
3MiHu | TMny - 3MiHK Wopao

6e3nekn/edeKkTUBHOCTI Ta
cbapmakoHarnsgy. BeegeHHs
abo 3MiHM [0 y3aranbHeHUx
[AaHuX npo cucTemy
capmakoHarnsgy (BBeaeHHs
y3aranbHeHVX JaHux Npo
cuctemy cdhapmakoHarnsgy,
3MiHa YNOBHOBaXeEHOI 0ocobu,
BiANOBiganNbHOI 3a 34INCHEHHS
bapmakoHarnagy; KOHTaKTHOI
ocobu 3 chapmakoHarnsgy
3asiBHMKa AN 34iNCHEHHS
tbapmakoHarnagy B YkpaiHi,
SIKLLIO BOHA BiAMiIHHA Big
yMNOBHOBaXeHOI 0cobw,
BiANOBiAanNbHOI 3a 34INCHEHHS
dapmakoHarnsagy (Bknoyarum
KOHTaKTHi faHi) Ta/abo 3miHu y
po3MilLeHHi MacTep-caina
cucTemn chapmakoHarnsgy) -
3miHa ynoBHoBaxeHoi ocobu
3asBHMKa, BiAnNoBiaanbHoI 3a
dapmakoHarnag,.
[itova pepakuis: Juergen
Maares / FOpreH Maapec.
lMponoHoBaHa pepakuis: Kotal
Mohamed Ali / Kotan
Moxamen Ani. 3miHa
KOHTaKTHUX AaHuX
yrNoBHOBaXeHOI ocobum
3asBHMKa, BiANoBiaanbHoOI 3a
dapmakoHarnag

3a
peuenmom

UA/0513/01/01

184.

METOTPEKC
AT "EBEBE"

Methotrex
ate

MeTOTpeKC
ar

LO4AX0
3,
LO1BAO
1

Tabnetku no 10 mr,
no 10 Tabnetok y
6nictepi, no 1 abo
no 5 Gnictepis y
KapTOHHiIl kopobui

EBEBE
dapma
lec.m.6.X.
Hdpr. KI

ABcTpis

BUNYCK cepii:
EBEBE ®apma
ec.m.6.X. Hor.

KI', ABcTpis;

BUNYCK cepii:

Caniotac

Papma 'M6X,

ABcTpis/
Himeyvun
Ha

BHECEHHS! 3MiH A0
peecTpaLiiHNX JOKYMEHTIB:
3MiHn | TMny - 3MiHK Woao

6e3nekn/edekTMBHOCTI Ta
tapmakoHarnagy. BeegeHHs
abo 3MiHM [0 y3aranbHeHux
AaHUX Npo cuctemy

3a
peuernmom

UA/0513/01/03




205 [TponoBkeHHs qoaaTka 3
Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
HimeuuunHa; capmakoHarnsgy (BBefgeHHs
BMPOGHMLTBO in y3aranbHeHVX JaHUX Npo
bulk, ynakoska, cuctemy cbapmakoHarnsgy,
TECTyBaHHS: 3MiHa yNoBHOBaXXeHOT 0cobu,
[aynT ®apma BiAnNoBiganbHOI 3a 3AiNCHEHHS
Awmaper M'mbX, dapmakoHarnsay; KOHTaKTHOI
Himeyumna ocobu 3 chapMakoHarnsgy
3asiBHMKa 4N 34iNCHEHHS
dapmakoHarnsay B YKpaiHi,
SKLO BOHa BigMiHHa Big
YNOBHOBaXeHOi ocobu,
BiANOBigANbHOI 3a 3AiINCHEHHS
apmakoHarnsgy (Bknoyarum
KOHTaKTHi AaHi) Ta/abo 3miHn y
pO3MiLLieHHI macTep-anna
cucTemMu chapmakoHarnsgy) -
3MmiHa ynoBHoBaxeHoi ocobu
3as1BHWKa, BignosiganbHoi 3a
chapmakoHarnsag,.
[Litova pepakuis: Juergen
Maares / FOpren Maapec.
[MponoHoBaHa pepakuis: Kotal
Mohamed Ali / Kotan
Moxamea Ani. 3miHa
KOHTaKTHUX AaHuX
yrNoBHOBaXeHOi ocobum
3asiBHMKA, BignosiganbHoi 3a
dapmakoHarnag
185. | METOTPEKC Methotrex | meToTpekc | LO4AX0 | Tabnetku no 5 wr, EBEBE ABCTpis BWMNYCK cepil: AscTpis/ BHECEHHS 3MiH 10 3a UA/0513/01/02
AT "EBEBE" ate ar 3, no 10 TabneTtok y Papma EBEBE ®apma Himeuun peecTpauinHUX JOKYMEHTIB: peuenmom
LO1BAO | 6nicTepi, no 2 abo 5 lec.m.6.X. [ec.m.6.X. Hor. Ha 3minu | TNy - 3miHn WwWoao
1 GnicTtepiB y Hdpr. KI KI', ABcTpisi; 6e3nekn/edekTMBHOCTI Ta
KapTOHHiIN kopobui BUWMNYCK Cepil: dapmakoHarnsaay. BeegeHHs
Cantotac abo 3MiHM [0 y3aranbHeHUx
dapma 'M6X, AaHuX nNpo cuctemy
Himeyuunha; dapmakoHarnsagy (BBeaeHHs

BMPOGHMLTBO in
bulk, ynakoBka,
TEeCTYBaHHS:
[aynT ®apma
Awmaper Mm6X,
Himeyumna

y3aranbHeHUX faHunx npo
cucteMy cdapmakoHarnagy,
3MiHa YNOBHOBaXeHOi ocobu,
BiANOBiAanbHOI 3a 34INCHEHHS
bapmakoHarnagy; KOHTakTHol
ocobu 3 chapmakoHarnsgy
3asBHMKA AN 30iNCHEHHS
thbapmakoHarnsgy B YkpaiHi,
SIKLLIO BOHA BiAMiHHA Big
yMNOBHOBaXeHOI 0cobu,
BiANOBiAanbHOI 3a 34INCHEHHS
dapmakoHarnsagy (Bkoyarum
KOHTaKTHi faHi) Ta/abo 3miHu y
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

pO3MiLLeHHi macTep-daina
cucTemn hapMakoHarnagy) -
3MiHa ynoBHOBaxeHOi 0cobu
3asBHMKA, BianoBiganbHoI 3a
capmakoHarnsag,.
Litova pegakuis: Juergen
Maares / FOpreH Maapec.
[MponoHoBaHa pepakuis: Kotal
Mohamed Ali / Kotan
Moxamea Ani. 3miHa
KOHTaKTHUX JaHUX
yMoBHOBaXeHOoi ocobun
3asBHMKa, BiAnNoBiganbHoOI 3a
¢hapmakoHarnag

186.

Ml HOCIK

Phenyleph
rine,
combinatio
ns

xnopdeHi
pamiHy
Marnear,
deHinedp
NHY
rigpoxnop
ma

RO1BA5
3

Kpanni opanbHi 3
(OPYKTOBUM CMaKOM;
no15mny
CKINsIHOMY chriakoHi;
no 1 conakoHy 3
rpagynoBaHo
nineTko B
KapTOHHIN ynakoBLji

Mini
Xenckepe
Timiteq

Benvka
BputaHia

pakype
dapmachbtoTikan
c T

IHAinA

BHECEHHS 3MiH 0
peecTpauiiHiX AOKYMEHTIB:
3MiHn | TMNY - 3MiHM 3 SIKOCTI.
['oToBWI Nikapcbkni 3acib.
KoHTponb rotoBoro
nikapcbkoro 3acoby (iHwi
3MmiHn). MpuBeaeHHs
nokasHuka "KinekicHe
BU3HaYeHHs" y meTogax
KOHTpOMIo A0 marepianis
BUpOGHYKKa. BunpasneHo
BMMOIM A0 NpUaaTHOCTI
XpomaTtorpagiyHoi cuctemu, a
caMme YMCINo TEOPETUYHUX
Tapinok 3 "4nMcrno TeopeTUdHMX
Tapinok mae 6yTu He Ginblue
2500" Ha "4ncro TeopeTUHHUX
Tapinok mae 6yt He MeHLLe
2500".

bes3
peuenma

UA/0567/01/01

187.

MINYKAHT

Monteluka
st

MOHTENyK
act
HaTpito

R0O3DCO
3

TabneTku, BKpUTI
NniBKOBOO
obonoHkoto, no 10
Mr no 7 Tabnetok y
6nicTepi; no 4 abo
12 6nictepis B
KapTOHHI kopobui

AT "Apamvep
dapma”

MNonblia

BMPOGHMK "in
bulk", nepsuHHa
Ta BTOpWHHA
ynakoBka,
KOHTPOSb AKOCTI
Ta [03Bin Ha
BUNYCK cepii:
AT «Apamepq
Papmar»

MNonbLa

BHECEHHS 3MiH A0
peecTpaLiiHNX AOKYMEHTIB:
3MiHn | TMny - 3MiHK Woao

6e3nekn/edekTMBHOCTI Ta
bapmakoHarnagy. BeegeHHs
abo 3MiHM [0 y3aranbHeHux
AaHuX Npo cuctemy
dapmakoHarnagy (BBegeHHs
y3aranbHeHUX AaHux npo
cucteMy cdapmakoHarnagy,
3MiHa YNOBHOBaXeHOI ocobu,
BiANOBiAanNbHOI 3a 3AiNCHEHHS
bapmakoHarnagy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHMKA NS 30iNCHEHHS
chapmakoHarnsgy B YKpaiHi,

3a
peuenmom

UA/10397/02/01
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

KO BOHa BigMiHHa Big
YNOBHOBaXeHOi ocobu,
BiANOBiganNbHOI 3a 3AiINCHEHHS
capmakoHarnsgy (Bknoyaum
KOHTaKTHi AaHi) Ta/abo 3miHn y
pO3MiLLieHHI macTep-anna
cucTemMn chapMakoHarnaay)
3MiHa KOHTaKTHMX JaHMX
YNOBHOBaXeHOi 0cobu
3asBHMKa, BiAnNoBiganbHoOI 3a
dapmakoHarnsg. 3MiHa
KOHTaKTHUX AaHWUX KOHTaKTHOI
ocobu 3asiBHYMKA,
BiANoBiganbHOI 3a
dapmakoHarnsa B YKpaiHi.

188.

MINTYKAHT

Monteluka
st

MOHTENyK
act
HaTpito

RO3DCO
3

TabneTku xyBarnbHi
no5mwmrno7
Tabnetok y bnicrepi,
no 4 abo 12
GnicTepie B
KapTOHHiIN kopobui

AT "Apamvep
dapma”

MNonbla

BUPOGHMK "in
bulk", nepsnHHa
Ta BTOPVHHA
ynakoBka,
KOHTPOMb SIKOCTI
Ta [403BiN Ha
BuUnNyck cepii: AT
«Apamep
dapma»

MNonbLa

BHECEHHS 3MiH 10
peecTpauiiHiX AOKYMEHTIB:
3MiHn | TMny - 3MiHK Woao

6e3nekn/edeKkTMBHOCTI Ta
tbapmakoHarnagy. BeegeHHs
abo 3MiHM [0 y3aranbHeHux
[AaHuX Npo cucTemy
dapmakoHarnsgy (BBeAeHHs
y3aranbHEeHUX AaHux npo
cuctemy cdapmakoHarnsay,
3MiHa YNOBHOBaXeHOi ocobu,
BiANOBiAanNbHOI 3a 3AiNCHEHHS
bapmakoHarnagy; KOHTakTHol
ocobu 3 chapmakoHarnsgy
3asiBHMKA ANs 34iINCHEHHS
chapmakoHarnsgy B YkpaiHi,
SKLO BOHAa BigMiHHa Big
YNOBHOBAXEHOI ocobu,
BiANOBiAanNbHOI 3a 34INCHEHHS
dapmakoHarnsgy (Bknoyarum
KOHTaKTHi AaHi) Ta/abo 3miHn y
po3MiLLeHHi MacTep-caina
cucTeMu chapmakoHarnsigy).
3MiHa KOHTaKTHMX AaHuX
yrNoBHOBaXeHOI ocobum
3asBHMKa, BiANoBiaanbHoOI 3a
capmakoHarnsg. 3MiHa
KOHTaKTHUX AaHUX KOHTaKTHOI
ocobu 3asiBHUKa,

BignoBiganeHoi 3a

dapmakoHarnag B YkpaiHi.

3a
peuenmom

UA/10397/01/02

189.

MINTYKAHT

Monteluka
st

MOHTENyK
act
HaTpilo

R0O3DCO
3

TabneTku XyBanbHi
no4 mrno7
TabneTok y 6nictepi,

AT "Apawvep
dPapma”

MNonblia

BUPOGHMK "in
bulk", nepBuHHa
Ta BTOPUHHA

MNonbLia

BHECEHHS 3MiH 40
peecTpaLiiHNX JOKYMEHTIB:
3minm | TMny - 3miHK WwWoao

3a
peuernmom

UA/10397/01/01
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

no 4 abo 12
GnicTepie B
KapTOHHiN Kopobui

ynakoBka,
KOHTPOMb SIKOCTI
Ta [003Bin Ha
Bunyck cepii: AT
«Apamepq
dapma»

6e3nekn/edeKTMBHOCTI Ta
tbapmakoHarnagy. BeegeHHs
abo 3MiHM [0 y3aranbHeHUxX
[AaHuX Npo cucTemy
dapmakoHarnsagy (BBeaeHHs
y3aranbHEeHUX AaHux npo
cuctemy chapmakoHarnsgy,
3MiHa yNoBHOBaXXeHOT 0cobu,
BiANOBiganNbHOI 3a 3AiINCHEHHS
bapmakoHarnagy; KOHTaKTHOI
ocobu 3 chapmakoHarnsgy
3asABHMKA ANS 34iINCHEHHS
tbapmakoHarnagy B YkpaiHi,
SKLO BOHa BigMiHHa Big
YNOBHOBAXEHOI 0cobu,
BiANOBiganNbHOI 3a 34INCHEHHS
apmakoHarnsgy (Bknoyarum
KOHTaKTHi AaHi) Ta/abo 3miHn y
PO3MiLLeHHi macTep-daina
cucTeMu dhapmakoHarnsigy).
3MiHa KOHTaKTHMX AaHux
YNOBHOBaXeHOi ocobu
3asBHMKa, BiAnoBiganbHoI 3a
capmakoHarnsg. 3MiHa
KOHTaKTHUX AaHWUX KOHTaKTHOI
ocobu 3asiBHYMKA,
BiAnoBiganbHoI 3a
dapMakoHarnag B YKpaiHi.

190.

MUTbrAMA®

Vitamin B1
in
combinatio
n with
vitamin B6
and/or
vitamin
B12

6eHdorTia
MiH,
nipnaokcu
Hy
rigpoxrnop
1)

A11DB

TabneTku, BKpUTI
obornoHKoto, Mo 15
TabneTok y 6nictepi;
no 2 abo 4 6nictepu
Y KapTOHHIl Kopobui

Bbopsar
dapma
vm6X i Ko.
Kr

HimeuvuuH
a

BUNpPOBYBaHHsI
cepin ans
XiMIYHUX/CPi3NYH
MX TeCTIB:
JTabop drop
aHaniTik Ta
capmachbtoTikan
Xewmi p.Mparep
eHg MNapTtHep
mb6X,
HimeyuunHa;
BUPOGHMK
BignoBigae 3a
BTOPVHHE
nakyBaHHs,
nepBUHHE
nakyBaHHS,
AinbHUUSA, Ha
AKIN
NpOBOASATLCSA
Oyab-ski

Himeyvun
Ha

BHECEHHS 3MiH 40
peecTpaLiiH1X MaTepianis:
3miHu | TMny - 3MiHK 3 sKOCTI.
[oToBWMI Nikapcbkuin 3acib.
3MiHM y BUpoBHMUTBI. 3amiHa
abo BBeAeHHSA [0AaTKOBOI
AinbHWUi BUpobHuLTBa Ans
YacTuHu abo BCbOro
BUPOGHMYOro npouecy
roTOBOrO fikapcbKoro 3acoby
(BinbHUUS 4Ns BTOPUHHOTO
nakyBaHHs1) [OAaBaHHSs
HOBOIO BUPOBHWUYOrO
MaripaH4mka MayepmaHH-
ApuHanmutens KI, leepbiane
1, 82343 lMbokiHr, HiMevy4nHa
0N BTOPUHHOTO NaKyBaHHHSA
'N3. 3miHn BHeceHo B
IHCTPYKUit0 Ans MeanYHOoro
3aCTOCYBaHHS y po3ain
"Micue3HaxomKeHHs

be3
peuenma

He
nion
seae

UA/8049/01/01




209 [TponoBkeHHs qoaaTka 3
Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
BUPOGHWYI BMpOGHMKa Ta agpeca micus
cragaii, NpOBaXeHHs1 Noro
BKITHOMAK04N JisnbHocTi" Ta K HacnigokK - y
BUPOBHMUTBO "in TEKCT MapKyBaHHS yNakoBKM
bulk", nikapcbkoro 3acoby. 3mMiHm |
BKITIOY4AI04M Tnny - 3MiHK 3 aKocTi. [oToBMI

BignoBiganbHicT
b 32 BBE3EHHS
Ta BUNycK cepii,
a Takox
KOHTPOb/BUMNPO
ByBaHHS cepiii:
MayepmaHH-
ApuHanmuntens
KI, HimeuunHa

nikapcbkuii 3aci6. 3miHn y
BMPOBHMUTBI. 3amiHa abo
BBEAEHHS JOOATKOBOI
finbHUUi BUpoBHUUTBa Anst
YacTuHM abo BCbOro
BUPOBHMYOro npoLiecy
roTOBOro fnikapcbKkoro 3acoby
(QinbHUUS 4Ns NepBUHHOMO
naKyBaHHs1) [OAaBaHHS
HOBOrO BUPOBHMYOro
MangaH4mka MayepmaHH-
ApuHavimuTens KI, lNBepbiane
1, 82343 lMbokKiHr, HiMe4y4nHa
ONs1 NEPBUHHOIO MaKyBaHHHS
['113. 3miHn BHeceHO B
IHCTPYKLUit0 ANa MeanyHoro
3acTOCyBaHHS y po3gin
"Micue3HaxomKeHHs
BMpOGHMKa Ta agpeca Micus
nNpoBafXXeHHs Noro
nisnbHocTI" Ta K HAcNigokK - y
TEKCT MapKyBaHHS! YNakoBKU
nikapcbkoro 3acoby. 3miHu |
Tuny - 3MiHM 3 sKkocTi. [oToBMI
nikapcbkuii 3aci6. 3miHn y
BMPOGHMUTBI. 3amiHa abo
BBEAEHHS JOOATKOBOI
[inbHULi BUpOOHUUTBA Anst
YacTnHU abo BCbOro
BUPOBHMYOro npoLiecy
roTOBOro nikapcbKoro 3acoby
(minbHUUSA, Ha AKX
npoBoAsTbCHA ByAb-sKi
BUPOOHWUI CTagii, 3a BUHATKOM
BUNYCKY Cepii, KOHTPOIO
SIKOCTi, MEPBMHHOIO Ta
BTOPWHHOIO NaKyBaHHS, Ans
HEeCTEPUIbHUX MNiKapCbKuX
3acobiB) JoaaBaHHS HOBOrO
BMPOBHMYOro MangaHymka
MayepmaHH-ApuHanmuTens
KT, FiBepGiane 1, 82343

MbokiHr, HimeydnHa gns
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n/n

3acoby

JliKapcbKo20

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,

ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep

peecmpauiliHo
20

noceio4yeHHs1

191.

MIPTA3AMNIH

Mirtazapin

MipTasaniH

NOG6AX1

TabneTkn, BKpUTI

BMPOBHMUTBA NpoaykKLii in
bulk. 3miHu | TUNY - 3MiHK 3
AKOCTi. [0TOBMI NiKapCbKNiA
3aci6. 3MiHM y BUPOGHULITBI.
3MiHa imnopTepa/amiHun, Lo

CTOCYIOTbCS BUMYCKY Cepii Ta

KOHTPOIIO SIKOCTi FOTOBOrO
nikapcbKkoro 3acoby (3amiHa
abo foaaBaHHs BUPOGHMKa,
Lo BiaNoBigae 3a BBE3EHHS

Ta/abo Bunyck cepii) -
Bxkntoyatoum
KOHTPOMb/BUNpoBYyBaHHSA cepii
- 3aMiHa BUPOGHMYOI AinbHWUL,
Lo BigNOBiAae 3a BMNYyCK
cepii, BKNOYa4n KOHTPOsb 3
MayepmaHH-ApuHanmuTenb
KI, leHpix-KnoTe-LWTtpace 2,
82343 lMbokiHr, HimeyynHa Ha
MayepmaHH-ApuHanmuTenb

KrI, FiBepGiane 1, 82343
MbokiHr, HimewunHa. 3MiHn
BHECEHO B iHCTPYKLitO Ans

MEeOUYHOro 3aCTOCYBaHHS y
po3ain "Micue3HaxogKeHHs
BMpOGHMKa Ta agpeca Micus
NpoBaAXXeHHSA Noro
JisnbHocT" Ta AK HacnigokK - y
TEKCT MapKyBaHHS! YNakoBKU
nikapcbKkoro 3acoby.
3miHu | TMny - 3MiHK 3 AKOCTI.
[oToBWI Nikapcbkuin 3acib.
3MiHn y BUpo6HMUTBI. 3MiHa
iMnopTepa/3amiHu, Lo
CTOCYIOTbCS BUMYCKY cepil Ta
KOHTPOIIO SKOCTi FOTOBOro
nikapcbKkoro 3acoby (3amiHa
abo gopgaBaHHA OinbHULI, Ha
SKi 30iNCHIOETBCS
KOHTPOrb/BUNPOOYBaHHS
cepii)

BBEZIEHHSA BUPOOHMYOT
AinbHuui Labor fur analytische
und pharmazeutische Chemie
Dr. Graner & Partner GmbH,
Germany Ans KOHTPOMo cepilt
M3

CAHOO3®

e

1

nNiBKOBOO

CaHpos

PapmachboTi

CnoBeHis

CantTtac
Papma 'M6X

Himeyun
Ha

BHECEHHS 3MiH O

peecTpaLiiHNX JOKYMEHTIB:

3a

UA/4430/01/01

peuenmom
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
obornoHkoto, no 15 Kans o.n. 3MiHu | TMNy - 3MiHK Woao

mr; no 10 TabneTok
y 6nictepi; no 2
Gnictepn y
KapTOHHiI kopooLi

6e3nekn/edeKTMBHOCTI Ta
apmakoHarnsay. BeegeHHs
abo 3MiHM [0 y3aranbHeHUxX
[aHuX Npo cuctemy
apmakoHarnsgy (BeaeHHs
y3aranibHeHUX gaHux npo
cuctemy chapmakoHarnsgy,
3MiHa ynoBHOBaXeHoi ocobu,
BiANOBiganNbHOI 3a 34INCHEHHS
bapmakoHarnagy; KOHTaKTHOI
ocobu 3 chapmakoHarnagy
3asiBHMKa AN 34iNCHEHHS
tbapmakoHarnagy B YkpaiHi,
SIKLLIO BOHA BiAMiIHHA Big
YNOBHOBaXeHOi ocobu,
BiANOBigaNbHOI 3a 34INCHEHHS
apmakoHarnsaay (Bkoyarun
KOHTaKTHi AaHi) Ta/abo 3miHn y
pPO3MiLLeHHi macTep-daina
cuctemun chapmakoHarnsay)
3MiHa ynoBHoBaxeHoi ocobu
3asBHMKa, BiAnoBiganbHoI 3a
dapmakoHarnag,.
[itova pepakuis: Oasig OxoH
Iesic / David John Lewis,
B.Sc (Hons), Ph.D.
[MponoHoBaHa pepakuis: Kotal
Mohamed Ali / Kotan
Moxamea Ani. 3miHa
KOHTaKTHUX JaHUX
yMNOBHOBaXeHOI 0cobw,
BiANOBiAanNbHOI 3a 3AiNCHEHHS
dapmakoHarnsagy. 3miHa
KOHTaKTHOT 0cO0M 3asiBHYMKA,
BiANOBiAaNbHOI 3a 3AiINCHEHHS
dapmakoHarnsaay B YKpaiHi.
Litoya pepakuisi: Opnos
B’auecnas BiktopoBuy /
Viacheslav Orlov, M.D.
[MponoHoBaHa peaakuis:
TaHacoBa 3opsiHa
MukonaiBHa / Tanasova
Zoriana. 3MiHa KOHTaKTHUX
[aHUX KOHTaKTHOT ocobun
3as1BHMKA, BianoBiganbHoI 3a
34iicHeHHs dhapmakoHarnsgy
B YKpaiHi. 3miHa Micus
3[iNCHEHHSA OCHOBHOI
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
OiAnNbHOCTI 3
capmakoHarnsgy. 3miHa
MiCLLe3Hax0oMKEHHS MacTep-
pbanna cuctemun
(bapmakoHarnagy Ta noro
HoMmepa.
192. | MIPTA3ANIH Mirtazapin | mipTtasaniH | NO6AX1 | TabneTtku, BKpUTI CaHpos3 CnogBeHisi CantoTac Himeyun BHECEHHS 3MiH 4O 3a UA/4430/01/02
CAHOO3® e 1 nniBkOBOKO dapmachbtoTi dapma 'M6X Ha peecTpaLiiHNX OOKYMEHTIB: peuenmom
o6GonoHkoto, no 30 Kans g.n. 3MiHn | Trny - 3MiHK Woao

mr; no 10 TabneTok
y GnicTepi; no 2
6nictepny
KapTOHHiI kopooLi

6e3nekn/edeKkTUBHOCTI Ta
tbapmakoHarnagy. BeegeHHs
abo 3MiHM [0 y3aranbHeHux
[AaHuX Npo cuctemy
dapmakoHarnsgy (BBeAeHHs
y3aranbHEeHUX AaHux npo
cucTtemy cdhapmakoHarnsgy,
3MiHa yNnoBHOBaXXeHOT ocobu,
BiANOBiAANbHOI 3a 3AiINCHEHHS
bapmakoHarnagy; KOHTaKTHOI
ocobu 3 chapmakoHarnsgy
3asiBHMKA ANS 34iINCHEHHS
tbapmakoHarnagy B YkpaiHi,
SKLO BOHa BigMiHHa Big
YNOBHOBAXEHOI ocobu,
BiANOBiAanNbHOI 3a 34INCHEHHS
dapmakoHarnsgy (Bknoyarym
KOHTaKTHi AaHi) Ta/abo 3miHn y
po3MiLLeHHi MacTep-caina
cucTeMu hapmakoHarnsigy)
3MiHa ynoBHOBaxeHoi ocobu
3asBHMKa, BiANoBiaanbHoI 3a
dapmakoHarnag,.
Litova pepakuis: Oasig OxoH
Iesic / David John Lewis,
B.Sc (Hons), Ph.D.
lMponoHoBaHa pepakuis: Kotal
Mohamed Ali / Kotan
Moxamen Ani. 3miHa
KOHTAKTHUX JaHUX
yNOBHOBaXeHOI 0cobu,
BiAMNOBiAanNbHOI 3a 34INCHEHHS
cbapmakoHarnsgy. 3miHa
KOHTaKTHOT 0co0M 3asiBHYMKA,
BiAMNOBiAanNbHOI 3a 34INCHEHHS
dapmakoHarnsaay B YkpaiHi.
Litoya pepakuisi: Opnos
B’siuecnas BiktopoBuy /
Viacheslav Orlov, M.D.
[MponoHoBaHa peaakuisi:
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Homep

Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky

(nikapcbka ¢ghopma,

ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

peecmpauiliHo
20
noceio4yeHHs1

TaHacoBa 3opsiHa
MwukonaiBHa / Tanasova
Zoriana. 3MiHa KOHTaKTHMX
[aHUX KOHTaKTHOI ocobun
3as1BHMKA, BianoBiganbHoI 3a
3[iNCHeHHs dhapmakoHarnagy
B YKpaiHi. 3miHa Micus
3[iNCHEHHS1 OCHOBHOI
DisinNbHOCTI 3
capmakoHarnsgy. 3MiHa
MicLle3HaxomKeHHs1 MacTep-
banina cuctemm
bapmakoHarnagy Ta noro
HoMepa.

UA/2683/02/01

193.

MOBANIC®

Meloxicam

MEIOKCUK
am

MO1ACO
6

TabneTtkn no 7,5 wr;
no 10 TabneTok; no
2 Gnictepu B
KapTOHHIN kopobui

Bepinrep
IHrenbxanm
IHTEepHeLwwHN

mbX

HimeyuuH
a

BMPOGHMLTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHsi,
KOHTPOSb AKOCTI
(BKIOYHO 3
NOKa3HVKOM
MikpoGionoriyHa
yucToTa) npu
BUMYCKY Ta
NpoTSrom
TEPMiHY
npuaaTHOCTI,
BUNYCK cepii:
BepiHrep
IHrenbxanm
®apma M'mbX i
Ko. KT,
Himeyuunha;
BMPOGHMUTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPOSb AKOCTI
(3a
BUKIOYEHHAM
rokasHuka
MikpobiornoriyHa
yuctoTa) npu
BUMYCKY Ta
NpoTSrom
TEPMiHy
npuaaTHOCTI,
BUWMNYCK Cepil:
BepiHrep

Himeyun
Ha/
[peuis

BHECEHHS 3MiH 0
peecTpauiiHiX AOKYMEHTIB:
3MiHn | TMNY - 3MiHM 3 SIKOCTI.
A®|. BupobHuuTteo. 3miHa
BUpPOBHMKa
BUXigHOro/MPOMiXKHOIo
npoaykTy/pearexTy, Lo
BUKOPWCTOBYIOTbCS Y
BUpobHM4oMy npoueci AdI,
abo 3miHa BMpobHuKa
(Bkntovatoun, ge HeobxigHo,
MicLie NpoBeAeHHS! KOHTPO0
skocTi) AdI (3a BigcyTHOCTI
cepTuddikaTta BiANOBIAHOCTI
€Bponevicbkint hapmakonei y
3aTBEPAKEHOMY
[0Cbe)(3anpornoHoBaHui
BUPOGHWK HanexwuTb Ao Tiel
camoi BUpOoBHUYOI rpynu
nignpueMcTs, Lo 1
3aTBepOkeHuin) BeegeHHst
anbTepHaTUBHOIrO BMPOOHMKA
BUXIiQHOI pe4OBUHMU
MeTUNBeH30Tia3nH-eTUnN-
ectep NINGBO RENJIAN
CHEMICAL

PHARMACEUTICAL Co., Ltd.,

1568 Beihai Road, Xiepu,
Zhenhai, Ningbo, Zhejiang
315204, Kutan, wo
BVKOPVCTOBYETLCS Y
BMPOBHMYOMY NpoLeci
aKTUBHOI pe40oBUHN
MeroKCHKam

3a
peuenmom
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

IHrenbxamm
Xennac CuHrn
MemGep C.A.,,

[peuis;
BUPOBHMLUTBO,
KOHTPOMb SKOCTI
3a
BUKITHOYEHHAM
nokasHuka
MikpoGionoriyHa
yucToTa) npu

BUMYCKy Ta

npoTsArom
TEPMiHY
npuaaTHOCTI,

BUNYCK Cepii:

PoTtTeHgopd

dapma 'M6X,

HimeuumHa;

nepBuHHE Ta

BTOPUHHE
nakyBaHHSI:

PoTtTeHgopd

dapma 'M6X,

HimeyymHa

194.

MOBAJIC®

Meloxicam

MEJIOKCUK
am

MO1ACO
6

TabneTku no 15 mr;
no 10 TabneTok; no
1 abo 2 Gnictepu B
KapTOHHiI kopobui

BepiHrep
IHrenbxanm
IHTepHeLwHn

mM6X

HimeuvuuH
a

BMPOGHMLTBO,
nepBuHHE Ta
BTOPWHHE
nakyBaHHs,
KOHTPOMb SIKOCTI
(BKIMHOYHO 3
NOKa3HVKOM
MikpobionoriyHa
yuctoTa) npu
BUMYCKY Ta
NpoTSrom
TEPMiHY
npuaaTHOCTI,
BUWMNYCK Cepil:
BepiHrep
IHrenbxanm
®apma M'moX i
Ko. KT,
Hime4uunHa;
BUPOBHMLTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHsi,
KOHTPOSb SKOCTI

Himeyvun
Ha/
Ipeuis

BHECEHHS 3MiH A0
peecTpaLiiHNX AOKYMEHTIB:
3miHu | TNy - 3MiHKM 3 AKOCTI.
A®I. BupobHuuto. 3MiHa
BMPOGHMKa
BVXiftHOro/npomi>kHoro
NpoAyKTy/peareHTy, Wo
BMKOPUCTOBYHOTBCSH Y
BMPOGHMYOMY npoueci AdI,
abo 3miHa BUpobHuka
(Bkrtovatoun, ae HeobxigHo,
MicLie NPOBEAEHHSA KOHTPOSO
sikocTi) ADI (3a BigcyTHOCTI
cepTudikaTta BignoBigHOCTI
€Bponeiicbkint hapmakonei y
3aTBEpPAKEHOMY
[0CbE)(3anponoHOBaHMIA
BUPOGHWK HanexuTb Ao Tiel
camoi BUpOBHUYOI rpynu
nignpuemMcTs, Lo 1
3aTBepOkeHun) BBegeHHst
anbTepHaTUBHOIO BUPOOHMKa
BVXiHOI Pe4OBUHM
MeTUnbeH3oTiasnH-eTun-

3a
peuenmom

UA/2683/02/02
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215
Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
(3a ectep NINGBO RENJIAN
BUKIIOYEHHAM CHEMICAL
nokasHuka PHARMACEUTICAL Co., Ltd.,
MikpoGionoriyHa 1568 Beihai Road, Xiepu,
yucToTa) npu Zhenhai, Ningbo, Zhejiang
BUMYCKY Ta 315204, Kutain, wo
NpoTArom BUKOPWCTOBYETLCS Y
TEPMiHY BUPOBHMYOMY NPOLLECI
npuaaTHoOCTI, aKTUBHOI pEYOBUHM
BUMNYCK Cepii: MeroKcuKam
BepiHrep
IHrenbxanm
Xennac CuHrn
Memb6ep C.A.,
Ipeuis;
BUPOBHMLUTBO,
KOHTPOb SIKOCTI
3a
BVKIMIOYEHHSIM
rnokasHuka
MikpobionoriyHa
yucToTa) npu
BUNYCKY Ta
NpoTArom
TEPMiHY
npuaaTHOCTI,
BUWMNYCK Cepil:
PotteHpopd
dapma 'M6X,
HimeuuunHa;
nepBUHHE Ta
BTOPUHHE
nakyBaHHS:
PotteHpopd
dapma 'M6X,
HimeyumHa
195. | MOBI®JIEKC Dexketopr | gekcketon | MO1AE1l | po3uuH Ans iH'ekuin, TOB "Mosi YkpaiHa [esa XonauHr Typeuun BHECEHHS 3MiH 10 3a UA/19056/01/01
® AEKC ofen podeHy 7 50 mr/2 mn, no 2 mn Xenc" A.C. Ha peecTpaLifiHUX JOKYMEHTIB: peuenmom
TpomeTam B amnyni; 6 amnyn y 3miHu | TMny - 3MiHKM 3 AKOCTI.
on KOHTYPHil A®I. KoHtponb A®I. 3miHa y
YapyHKOBIN napametpax cneuudikadin
ynakoBui; no 1 Ta/abo [onyCTUMUX MEX,
KOHTYPHil BU3HAYeHMX Yy cneumndikadisx
Ha A®l, abo

YapyHKOBIN ynakosLi
B KapTOHHIN kopobui

BVIXiAHUIA/MPOMIKHWI
npoAyKT/peareHT, LWo
BMKOPUCTOBYIOTBLCS Y NPOLIECI
BUpO6HMLTBa ADI (3BY>KEHHS

A0oNyCTUMUX MeX, BUSHAYEHUX




[TponoBkeHHs noaaTka 3

YapyHKOBIl ynakoBLj
B KAPTOHHI Kopobui

po3ainy B peectpauiiHmx
marepianax nikapcbkoro
3acoby.
3aTBepaXeHo: aitoya
peyoBuMHa: AekckeTonpodeH
TpomeTamon: 1 amnyna no 2
MI PO34MHY Ans iH'eKuin
MICTUTb AeKckeTonpodeHy
TpomeTtamony 73,8 mr, LWo
ekBiBaneHTHo
AekcketonpodeHy 50 mr (1
MIT PO34MHY ONS iH'eKUin
MIiCTUTb AeKckeTonpodeHy
TpomeTamony 36, 9 mr, Wwo
ekBiBaneHTHo
nekcketonpodeHy 25 mr);
[OMOMiXKHI PEYOBUHU: eTaHON
96%, HaTpito xropua, HaTpito
rigpokcua, Boda Ans iH'exuin.
3anponoHoBaHo: Aito4a
peyoBMHa: AeKckeTonpodeH;
1 amnyna no 2 mn po3yuHy
Ons iH'ekuin MicTuTb
nekcketonpodeHy 50 mr (y
BUMMAAI AekckeTonpodeHy
TpomMeTamMosny) AONOMiXKHi
peyoBuHU: eTaHon 96%,
HaTpilo Xnopwua, HaTpio
rigpokcua, Boga Anst iH'ekuin
3MiHM BHECEHO B iHCTPYKLIitO
AN MeAUYHOro 3acTOCYBaHHS
nikapcbkoro 3acoby y po3ain

"Cknag" (gitoya peyoBuHa) 3

216
Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
y cneumndikaLii) 3By>KEeHHS
ponyctummnx mex 3 4.0 EU/mg
0o 2.27 EU/mg ans nokasHuka
«bakTepianbHi eHOOTOKCUHN»
B cneundikauii Ha AdI
AeKkckeTonpodeHy
TpomeTamoni, MeToamka
3annLWaeTbCcs HE3MiHHO
196. | MOBI®JIEKC Dexketopr | gekcketon MO1AE1 | po3uuH Ang iH'ekuin, TOB "Mosi YkpaiHa [esa XonguHr Typeyun BHECEHHSI 3MiH 0 3a He UA/19056/01/01
® OEKC ofen podeHy 7 50 mr/2 mn; no 2 mn Xenc" A.C. Ha peecTpaLiiHnx MmaTepianis: peuenmom nion
TpoMeTam B amnyni; 6 amnyny 3MiHn | TMNY - 3MiHM 3 SIKOCTI. deae
on KOHTYPHIl [oToBuMN nikapcbkni 3acib.
YapyHKOBIMN Onwuc Ta cknag (iHwi 3miHn)
ynakosui, no 1 3MiHW peaakuifnHoro
KOHTYPHil xapaktepy B po3aini "Cknaa",
a came 3MiHW y BUKNagaHHi
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

BiANOBIAHMMY 3MiHAMK B
TEKCTi MapKyBaHHS yNakoBOK
nikapcbkoro 3acoby.
BBeneHHs 3MiH NpoTsArom 6-tn
MicsUiB MicNsa 3aTBepAXEHHS.

197.

MOKCU®JIOK
CALUMWMH-
OAPHUUA

Moxifloxac
in

Mokcndno
KcauuHy
riapoxnop
ma

JO1IMAL
4

PO34uH ANs iHAY3in,
400 mr/250 mn no
250 Mn y conakoHi;
no 1 dnakoHy B
navuj

MpAT
"®apmaueBT
n4yHa dipma

"AapHuus"

Ykpaina

MpAT
"®apmaueBTUYH
a ipma
"NapHuus"

Ykpaina

BHECEHHSI 3MiH 0
peecTpauiiHMx maTtepianis:
3MiHu | TMNY - 3MiHM 3 SIKOCTI.
[oToBWIN Nikapcbkuit 3aci6.
CT1abinbHicTb. 3MiHa y
TepMiHax npuaaTHocTi abo
ymoBax 30epiraHHsl roTOBOro
nikapcbkoro 3acoby
(36inbLUEHHS TepMiHY
nNpYAaTHOCTI FOTOBOrO
nikapcbkoro 3acoby) - [ns
TOProBOi YNaKoBKM
(nigTBEPAXYETLCA AaHUMM
pearnbHOoro 4acy) -
306inbLUEeHHS TepMiHY
npugatHocTi 13 3 2x go 3x
POKiB Ha niacTasi NO3UTUBHNUX
pe3ynbTaTiB 4OCHIOKEHHS
cTabinbHOCTI B peanbHOMYy
yaci. 3MiHu BHeceHo B
IHCTPYKUit0 Ans MeanYHoro
3aCTOCYBaHHS NikapcbKoro
3acoby y po3ain "TepmiH
npuaaTHocTi". BBeAeHHs 3MiH
npoTtsarom 6-Tu micauis nicns
3aTBEPAKEHHS

3a
peuenmom

He
nion
seae

UA/20291/01/01

198.

MOJECKIH®

Mometaso
ne

MOoMeTaso
Hy dpypoat

DO7AC1
3

kpem 0,1 % no 15ry
Ty6i; no 1 1y6i y
naJui 3 KapToHy

AT
"®apmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH 10
peecTpaLiiHNX JOKYMEHTIB:
3miHu | TMny - 3MiHK 3 sKOCTI.
CeptudikaT BignosigHocTi/l'E-
cepTudikat BiANOBIAHOCTI
€BponeWcbkin
dapmakonei/MmoHorpadii.
3MiHK, NoB'sA3aHi 3
HeobXiaHICTIO NpUBEAEHHS Y
BiA4NOBIHICTb 40 MOHorpadii
LY abo €Bponerncbkoi
dapmakonei, abo iHLwoi
HauioHanbHoi hapmakonei
nepxasu €C (3miHa y
cneundikalisx, nos's3aHa 3i
3MiHamu B [1®Y, abo
€Bponeicbkinn hapmakonesi,
ab0 iHLWIM HaLjioHanbHIN

3a
peuenmom

UA/7002/01/01




[TponoBkeHHs noaaTka 3

218
Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
dapmakonei gepxasun €C)
MpuBeaeHHs cneundikaii
[onoMmixHOI peyoBuHM "Boga
oyuLeHa" y BignoBigHICTb 40
BUMOT OHOBJIEHOI MOHOrpadii
€9.
199. | MOMEOEPM Mometaso | momeTaso DO7AC1 | masb, 1 Mr/r,no15r | TOB "BAYLWU YkpaiHa dapm3saBog Monbwa BHECEHHS 3MiH A0 3a UA/10968/01/01
® ne Hy cypoat 3 y Ty6i; no 1 Ty6i B XENC E€nbca A.T. peecTpaLiiHNX OOKYMEHTIB: peuenmom
KapTOHHIN KopobLyj YKPAIHA" 3MiHK | TUny - 3MiHKM 3 AKOCTI.

CepTudikat BignosigHocTi/l'E-
cepTudikaT BigNoBIgHOCTI
€Bponewncbkin
capmakonei/moHorpadii.
MopaHHsA HoBoro abo
OHOBIIEHOro cepTudikara
BiNOBIgHOCTI 260 BUNYYEHHS
cepTudikaTa BignoBigHOCTI
€sponewicbkin hapmakonei:
ana A®l; ansa BuxigHoro
maTtepiany/peareHTy/npoMiKHO
ro NPOAyKTY, WO
BUKOPUCTOBYHOTLCS Y
BUpobHMUTBI APIl; Ana
[OMOMIXXHOI pe4OBUHU
(cepTudpikat BignosigHOCTI
€Bponeicbkinn dapmakonei) -
OHoBneHwun cepTudikar Big
yXXe 3aTBEpOKEHOro
BUPOGHMKa - NOAaHHS
oHoeneHoro R1-CEP 2007-
225-Rev 03 ans AdIl
MOMeTa30Hy dypoaty
BupobHuuTBa NEWCHEM
S.P.A. lTanis i Ak Hacnigok-
3MiHa agpecu BrnacHuka CEP.
3miHu | TMny - 3MiHKM 3 AKOCTI.
CeptudikaT BignosigHocTi/l'E-
cepTudikat BiANOBIAHOCTI
€Bponewncbkin
dapmakonei/MmoHorpadii.
MopaHHs HoBoro abo
OHOBJIEHOro cepTudikara
BiANOBigHOCTI abo BUMyYeHHs
cepTudikata BiANoBiAHOCTI
€Bponeicbkinn hapmakonei:
aonsa A®l; ona suxigHoro
matepiany/peareHTy/npomixxHO
ro NPOAYKTY, WO

BUKOPWCTOBYIOTHCS Y
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

BUpobHMUTBI APIl; ona
[OMOMDKHOI PEYOBUHM
(ceptudpikat BignoBigHOCTI
€Bponeickkin hapmakonei) -
OHoBREeHWI cepTudikaT Big,
yXXe 3aTBEpPIKEHOro
BUPOGHMKA - MogaHHS
oHoBrneHoro CEP 2007-225-
Rev 04 ans A®I momeTasoHy
dypoaty BMpobHULTBA
NEWCHEM S.P.A_ Itanis i sik
Hacnigok. Ak Hacnigok
Bigbynuch 3miHn y
BiANOBIOHUX pO34inax 4oCke
3.2.8.2.1,3.254.1,3.2.5.4.2,
3.2.5.4.3, 3.2.R. [lopaTtkoBo
naHi wopno BnpobHukis API
ponoeHeHo SPOR ORG ID Ta
SPOR LOC ID Homepamu.
[opaTtkoBo aaHi 3i
cTabinbHocTi ADI JONOBHEHO
pesynbTatamu Ha 60 micsauis.

200.

HAMMA3NM®

Galsulfase

rancynog
a3

A16AB0O
8

KOHLieHTpaT Ans
PO34MHy Ans
iHcpysin, 1 mr/mn; no
5 mMn 'y drakoHi,
3aKynopeHomy
npobkoto Ta
06TUCHYTOMY
antoMiHieBNM
KOBMaYKoM 3
noninponineHoBnv
avckom Tuny «flip-
off». Mo 1 cdonakoHy
Y KapTOHHIl kopobui

BioMapwuH
IHTEepHeLHN
Timiten

IpnaHgis

Bupo6HMLTBO
6anky,
HanoBHEeHHs B
NepBUHHY
yMakoBKy Ta
KOHTpOnb 6anky:
Bettep ®apma-
®eprTiryHr F'M6X
i Ko. KT,
Hime4umnHa;
KoHTponb sKocTi
roToBOro
nikapcbKkoro
3acoby: BetTep
dapma-
®epTiryHr Mm6X
i Ko. KT,
Hime4umnHa;
Bettep ®apma-
®epTiryHr F'M6X
i Ko. KT,
HimeuumnHa;
BeTttep ®apma-
®epTiryHr MM6X
i Ko. KT,
HimeyuunHa;
MapkyBaHHs Ta

Himevun
Ha/
Benuka
BputaHi
s/
Ipnangis

BHECEHHS 3MiH A0
peecTpaLiiHNX JOKYMEHTIB:
3miHu | TNy - 3MiHKM 3 AKOCTI.
A®I. KoHtponb A®I. 3miHa y
meTogax BunpobyBaHHA ADI
abo BuxigHoro
marepiany/npoMixxHoro
npoaykTy/pearenTy, Lo
BMKOPUCTOBYETLCS Y NpoLeci
BUpOGHMUTBA ADI (iHLLI 3MiHK
y MeToAax BUMNpobyBaHHsI
(Bkntovatoum 3amiHy abo
ponoBHeHHs1) A®Il abo
BVXifHOro/npomi>kHoro
npoaykTy) 3amiHn
aHaniTMyHoro meToay
BunpobyBaHHs CP6 Direct
CHOP ELISA Ha CP6.3
Sandwich CHOP ELISA ans
BMMIPIOBaHHS! 3a5MLLKOBUX
GinKiB AEYHUKIB KUTANCBHKOrO
xoM'sika (CHOP) abo 6inkis
kniTuHu-rocnogapsi (HCP) y
Hepo3dhacoBaHin aitouin
peyosuHi (FBDS) 3
peKoMbiHaHTHO
NaueTtunranakrosamiH-4-

3a
peuenmom

UA/13183/01/01
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
BTOPUHHE cynbdaTasor NoanHN
nakyBaHHsi (rhASB) npu Bunycky cepii.
roToBOro 3MmiHn | TMny - 3MiHKM 3 AKOCTI.
nikapcbKoro A®I. KoHTponb A®I. 3miHa y
3acoby: napameTtpax cneumaikadin
AnpepcoHbpeko Ta/abo JonycTUMUX MeX,
H (FOK) Nimitea, BU3HAYEHMX Yy cneuundikavisix
Benuka Ha A®l, abo
BputaHis; BVXiAHWN/MPOMDKHMI
KoHTponb sikocTi npoayKT/peareHT, LWo
roTOBOro BUKOPWCTOBYOTBCS Y NMPOLIECI
nikapcbKkoro BMpo6HMUTBa ADI (3BY>KEHHS
3aco0y, OONYCTUMMUX MEX, BU3HAYEHNX
MapKyBaHHS, y cneuudikauii) 3By>KeHHs1
BTOPWHHE OONYCTUMUX MEX, BUSHAYEHNX
nakyBaHHs, y cneumdikauii giroyoi
BignosiganbHUMN pPEeYvYoBUHK, a came: KpuTepii
3a BMNyCK cepil: NPUNHSTHOCTI cneumdikawii
BioMapwuH Bunycky 3anuwkosnx CHOP
IHTepHeLUHn FBDS 6yayTb 3ByXeHi 3 <5
Nimiten, Mkr CHOP Ha mr rhASB go <
Ipnangis 100 Hr CHOP Ha mr rhASB, sik
Hacnigok 3amiHu metoay
BunpobysaHHs CP6 Direct
CHOP ELISA Ha CP6.3
Sandwich CHOP ELISA ans
BVMIiPIOBAHHS 3aSIULLIKOBMX
GinkiB SIEYHMKIB KUTACHKOTO
xoM'sika (CHOP) abo 6inkis
kniTnHu-rocnogapsi (HCP) y
Hepo3adhacoBaHiin aitodin
peyosuHi (FBDS) 3
peKkoMbiHaHTHO
NaueTtunranakrosamiH-4-
cynbaTasor NoauHn
(rhASB) ntoguHn npu BUnycky
cepii. B pamkax uiei 3mMiHu
BHOCATbCH peAakLinHi 3MiHn
0o nigpo3ginis 3.2.5.4.1,
3.2.5.4.5, 3.2.S.5.

201. | HAKOM® Levodopa | nesogona NO4BAO | Tabnetku, 250 mr/25 CaHpos CnoseHis KOHTPOMb cepii CnoBeHi BHECEHHS 3MiH 10 3a UA/9134/01/01
and i 2 mr; no 10 TabneTok dPapmachoTi (nvwe A peecTpaLinHUX JOKYMEHTIB: peuernmom
decarboxyl | kapbigona y 6nictepi; no 10 Kkan3 g.g. MikpobionoriyHm 3minu | TMny - 3miHn WwWoao
ase GnicTtepiB y 1), BUNYCK cepili: 6e3nekn/edekTMBHOCTI Ta
inhibitor KapTOHHiIl kopobuyi Ilek dapmakoHarnsay. BeegeHHs

dapmaueBTUYHa abo 3MiHM [0 y3aranbHeHUx
KOMMaHisi 4.4., [AaHuX npo cucTemy
CnoBeHis; dapmakoHarnsagy (BBefeHHs

nepBuHHE Ta

y3arasibHeHuUX gaHux npo
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
BTOPUHHE cuctemy chapmakoHarnsgy,
nakyBaHHs, 3MiHa yNoBHOBaXXeHOT 0cobu,
BUNYCK cepii: BiANOBiganNbHOI 3a 3AiINCHEHHS
Iek dapmakoHarnsay; KOHTaKTHoOI
dPapmaueBTUYHa ocobu 3 hapmakoHarnsgy
KOMnaHia a. Aa., 3asBHMKa ANS 30iNCHEHHS
CnoBeHis; chapmakoHarnsgy B YkpaiHi,
BUPOBHMUTBO in SKLO BOHa BigMiHHa Big
bulk, nepBuHHe YMNOBHOBaXeEHOI 0cobu,
Ta BTOPUHHE BiANOBiganNbHOI 3a 34INCHEHHS
nakyBaHHS, dapmakoHarnsgy (Bknoyarym
KOHTpOMb cepii KOHTaKTHi gaHi) Ta/abo 3miHn y
(okpim PO3MiLLEeHHi MmacTep-daina
MikpoGionoriyHo cucTemMn chapMakoHarnsay)
ro): 3miHa ynoBHOBaXxeHoi ocobu
HosaprTic 3asBHMKa, BiANoBiganbHoOI 3a
dapmachbtoTikan chapmakoHarnsag,.
MaHydakTypuHr Litova pepakuis: Oasig OxoH
JINC, CnogeHis. INeBic / DavidJohnLewis, B.Sc
(Hons), Ph.D. MNMponoHoBaHa
pepakuisi: Kotal Mohamed Ali /
Kotan Moxamen Ani. 3miHa
KOHTaKTHUX AaHuX
YNOBHOBAXEHOI ocobu,
BiANOBiAaNbHOI 3a 34INCHEHHS
dapmakoHarnsgy. 3miHa
KOHTaKTHOI 0COOU 3asiBHUKA,
BiANOBiAanNbHOI 3a 34INCHEHHS
thapmakoHarnsgy B YkpaiHi.
Hitoya pepakuis: Opros
B’sauecnas BiktopoBuy /
Viacheslav Orlov, M.D.
lMponoHoBaHa pepakuis:
TaHacoBa 3opsiHa
MwukonaiBHa / Tanasova
Zoriana. 3MiHa KOHTaKTHUX
[AaHNX KOHTaKTHOT ocobun
3asBHMKa, BiANoBiaanbHoOI 3a
3[iNCHeHHs hapmakoHarnagy
B YKpaiHi. 3miHa Micus
3[iNCHEHHSI OCHOBHOI
DisiNbHOCTI 3
cbapmakoHarnsgy. 3miHa
MicLie3Haxo)KeHHs1 MacTep-
chavina cuctemm
cbapmakoHarnsgy Ta noro
HoMmepa.
202. | HAPOIH® Enoxapari | eHokcanap | BO1ABO | po3uuH Ans iH'ekuin, TOB "tOpis- YkpaiHa TOB "lOpis- YkpaiHa BHECEHHS 3MiH [0 3a UA/20479/01/02
MYNbTUAO3 | n WH HaTpito 5 500 wmr (50 000 Papm" Papm", YkpaiHa peecTpaLiiHNX JOKYMEHTIB: peuenmom
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

aHTu-chakTop Xa
MOQ)/5 mn, no 1
6aratopo3oBomy
c¢nakoHy no 5 mn B
KapTOHHiI kopooLi

(nakyBaHHs i3
¢opmu in bulk
LenaxeH
Tekpoy
dapmackioTrkan
Ko., Jlta, Kutawn)

3MiHn | TMNy - 3MiHM 3 SIKOCTI.
CepTudikat BignosigHocTi/lE-
cepTudikat BiANOBIAHOCTI
€Bponewncokin
capmakonei/moHorpadii.
3MiHW, NoB'sA3aHi 3
HeoOXiaHICTIO NpuBeaeHHs y
Bi4NOBIAHICTb 4O MOHorpadii
OdY abo €sponericbkoi
capmakonei, abo iHWoi
HauioHanbHoI hapmakonei
aepxasu €C (iHLWi 3mMiHK) -
3MiHM JOMYCTMMUX MEX 3a
nokasHukom «O6’em, Wo
BUTAraeTbCs» B cneuudikauii
M3, BignosigHO A0 BUMOT,
3a3HavYeHuX Ans KOHTENHepIB
3 OJHIEI0 03010, OMUCAHNUX Y
€ 2.9.17. BBeaeHHs 3MiH
npoTsarom 6-Tu Micsauis nicns
3aTBEPAKEHHS.

203.

HAPOIH®
MynbTUAO3

Enoxapari
n

eHokcanap
WH HaTpito

BO1ABO
5

PO34MH AN iH'EKUIN,
300 mr (30 000
aHTu-cpakTop Xa
MO)/3 mn; no 1
6aratopgo3oBomy
dnakoHy rno 3 mn B
KapTOHHiI kopobui

TOB "HOpisi-
dapm"

YkpaiHa

TOB "HOpisi-
dapm”, YkpaiHa
(nakyBaHHS i3
copmu in bulk
LLenmoxeH
Teknoy
dapmacbioTmkan
Ko., Jltg, Kutait)

Ykpaina

BHECEHHS 3MiH 4O
peecTpauiiHiX AOKYMEHTIB:
3miHu | TMny - 3MiHKM 3 AKOCTI.
CeprtudikaT BignosigHocTi/l'E-
cepTudikat BiANOBIAHOCTI
€Bponewncbkin
dapmakonei/MmoHorpadii.
3MiHK, noB'A3aHi 3
HeobXiAHICTIO NpuBeAeHHS Y
BiANOBIAHICTb A0 MOHorpadii
OdY abo €sponericbkoi
dapmakonei, abo iHLwoi
HauioHanbHoi hapmakonei
aepxasu €C (iHLWi 3miHK) -
3MiHM JOMYCTMMUX MEX 3a
nokasHukom «O6’em, WO
BUTAraeTbCs» B cneuudikauii
M3, BignosigHO A0 BUMOT,
3a3HayYeHux Anst KOHTenHepis
3 OJHIE 403010, ONUCAHUX Y
€ 2.9.17. BBeaeHHs 3MiH
NpoTHArom 6-Tv MicsLiB nicns
3aTBEPKEHHS.

3a
peuenmom

UA/20479/01/01

204.

HOKCIPEWN
AKTUB

Oxymetaz
oline

okcumeTas
oniHy
rigpoxnop
A

RO1AAOQ

Ha3arnbHuUi crpen
0,05 % no 8 mn abo
10 mn, abo 12 mny
KOHTENHepi 3
Hacocom 3

CIMNEPKO
IHTEPHELL
HIT NIMITEQ

Kinp

CninbHe
YKpaiHCbKO-
icnaHcbke
nignpueMcTeo
"Cnepko

YkpaiHa

BHECEHHS 3MiH [0
peecTpauinHnx MaTepianis:
3miHu | TUny - 3MiHKM 3 sIKOCTI.
[oToBWI Nikapcbkni 3acib.
Cucrema

be3
peuenma

nion
fAeae

UA/12675/01/01
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
po3nunoBayveM; no Ykpaina", KOHTEWHep/3aKynopoBanbHUit
1 KOHTEWHepy B YkpaiHa (NoBHUIA 3aci6. 3miHa po3mipy ynakoBku
KapTOHHIN nayui LMK roTOBOIO NikapcbKoro 3acoby
BUPOOHMUTBA, (3miHa macu/o6'emy BMICTY
BUNYCK cepii; KOHTelHepa 6araTtofo30BoOro
KOHTpPOIb nikapcbkoro 3acoby ans
AKOCTI) HenapeHTepansHoro

3acTocyBaHHs (abo
0[HOA030BOr0, YaCTKOBOIO
BUKOPUCTaHHS))
BBeneHHs goaaTkoBOro
06'emMy BMICTy KOHTeWHepa no
8 mnTa12wmn, 3
BiANOBIAHUMMN 3MiHAMK Y
cneundikauii/meTogax
KOHTPOIMIO SIKOCTi M. «06'eM
BMICTY KOHTENHepa» Ta p.
«YnakoBka». [epBuUHHMUIA
nakyBanbHWA MaTtepian He
3MiHMBCS. 3aTtBepmpkeHo: Mo
10 mMn B KOHTENHepI
noniMepHoMy 3 Hacocom 3
posnunioBayeM. Ha
KOHTEMHEpP HaKMeTb
€TUKETKY 3 CaMOKIIEHHOro
maTtepiany. KoHTeriHep pa3om
3 IHCTPYKLi€ Ans MeaNYHOro
3acTOoCyBaHHS NMOMILLAKTL B
navky 3 KapTOHY.
B3anponoHosaHo: Mo 8 mn abo
10 mn, abo 12 mny
KOHTenHepi noniMmepHomy 3
Hacocom 3 posnuntoBadeM. Ha
KOHTEMHEpP HaKIEeTh
€TUKETKY 3 CaMOKIIEHHOro
matepiany. KoHTeliHep pa3om
3 IHCTPYKLi€ Ans MeaNYHOro
3acToCyBaHHS NMOMILLAKTL B
nauyky 3 KapToHy. 3MiHu
BHECEHO B iHCTPYKLUito Ans
MEANYHOrO 3aCTOCYBaHHS!
nikapcbKkoro 3acoby B po3ain
"YnakoBka" y 3B'A3ky 3
BBEJIEHHSIM JOAATKOBUX
YyNaKoBOK, sIK HACNifoK -
3aTBEPOKEHHSI TEKCTY
MapKyBaHHs1 100aTKOBUX
YNaKoOBOK NiKapCbKOro 3acooby.

BBegeHHs 3MiH npoTsirom 6-Tu
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
MicsUiB MicNsa 3aTBepAXEHHS.
205. | HO-WWNA® Drotaverin | gpoTtaBep AO3ADO | Tabnetku no 80 mr; TOB YkpaiHa Bupo6HuuTBO, Yropwm BHECEHHSI 3MiH 0 bes UA/8879/01/01
®OPTE e NHY 2 Ne 10: no 10 «Onenna KOHTPOMb SKOCTI, Ha/ peecTpauinHUX AOKYMEHTIB: peuenma
riapoxnop TabneTtok y 6nicrepi; Xernckea nakyBaHHs, Monbwa 3MiHu | TMNy - 3MiHK Wopo
na no 1 Gnictepy y Ykpaina» MapKyBaHHs, 6e3nekn/edeKTUBHOCTI Ta
KapTOHHiN kopobuyj; BWMNYCK cepil: dapmakoHarnsay. BeegerHs
Ne 24: no 24 Onenna abo 3MiHM [0 y3aranbHeHNxX
Tabnetkun y 6nicrepi, Xernckea OaHuX Npo cuctemy
no 1 Gnictepy y XaHrepi K., apmakoHarnsgy (BBeaeHHs
KapTOHHiIN kopooLi YropwuHa; y3aranbHeHWX gaHux npo
Bupo6HuuTBO, cuctemy cdhapmakoHarnsgy,
KOHTPOMb SKOCTI, 3MiHa YNOBHOBaXeHOI 0ocobu,
nakyBaHHs, BiAMNOBigaNbHOI 3a 34INCHEHHS
MapKyBaHHS, bapmakoHarnagy; KOHTaKTHOI
BUMNYCK Cepil: ocobu 3 hapmakoHarnsgy
Onenna 3asiBHMKa AN 34iNCHEHHS
Xernckea tbapmakoHarnagy B YkpaiHi,
MonaHa Cn. 3 SIKLLIO BOHA BiAMiHHA Big
0.0., MonbLa; YNOBHOBaXeHOi ocobu,
Mikpobionoriyxu BiANOBigaNbHOI 3a 34INCHEHHS
1 koHTponb M13: apmakoHarnsaay (Bkoyarun
E€YPOAINI KOHTaKTHi AaHi) Ta/abo 3miHn y
XaHrepi Il14., pPO3MiLLEeHHi MmacTep-daina
YropLuHa; cucteMun hapmakoHarnsay)
MikpoGionoriuHu 3MiHa Micue3HaxoakeHHs
1 koHTponb M3: mMacTep-caina cuctemu
XIHOIH 3aBon dhapmakoHarnsay Ta 1oro
dapmaueBTUYHN HoMepa. 3MiHa Micus
X Ta XiMi4yHuX 3[iNCHEHHSI OCHOBHOI
MpoaykTis AisanbHOCTI 3 dhapmakoHarnsaay
Mpamnsit Ko.
nra.,
MigpnpuemcTtBo
Ne3
(MignpuemcTtBO
B YaHikBenbap),
YropwuHa
206. | OKCANINNAT | Oxaliplatin | okcaninna LO1XAO | koHUeHTpaT Ans EBEBE ABcTpis MOBHUIN LKI ABcTpis/ BHECEHHS 3MiH A0 3a UA/6314/02/01
WH "EBEBE" TWH 3 po34nHy Ans Papma BMPOGHMLTBA: Himeuun peecTpaLiHUX JOKYMEHTIB: peuernmom
iHcpy3in, 5 mr/mn; no lec.m.6.X. PAPEBA Ha 3minu | TMny - 3miHn WwWoao
10 mn (50 wmr), abo Hopr. KI YHTepax MM6X , 6e3nekn/edekTMBHOCTI Ta
20 mn (100 wr), abo ABCTpis; dapmakoHarnsay. BeegeHHs
30 mn (150 wr), abo BUMNYCK cepil: abo 3MiHM [0 y3aranbHeHUx
40 mn (200 mr) y EBEBE ®apma [AaHuX npo cucTemy
dnakoHi; no 1 ec.m.6.X. Hor. dapmakoHarnsagy (BBefeHHs
dnakoHy B KI', ABcTpis; y3aranbHEeHUX AaHux npo
KapTOHHiIl kopobui KOHTPOMb/BUMPO cuctemy chapmakoHarnsgy,

ByBaHHS cepii:
Jla6op JIC CE &

3MiHa YNOBHOBaXeHOi ocobu,
BiANOBiAanbHOI 3a 3AINCHEHHS




225 [TponoBkeHHs noaaTka 3
Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
Ko. KT, chapmakoHarnsgy; KOHTakTHol
HimeuuunHa; ocobu 3 chapmakoHarnsgy
KOHTPOrb/BUMPO 3asBHMKa ANS 34INCHEeHHS
OyBaHHs cepil: chapmakoHarnsgy B YkpaiHi,
YmcpopaHa KO BOHa BigMiHHa Big
Jlabop dpbop YNOBHOBaXeHOI 0cobu,
AHaniTik yHa, BiANoBiAanbHOI 3a 3AiNCHEHHS
AydTparcopcLu capmakoHarnsgy (Bknoyaum
yHr F'M6X KOHTaKTHi AaHi) Ta/abo 3miHu y
&Ko.KrI, PO3MiLLEeHHI MmacTep-daina
HimevumHa. cucTemMn chapMakoHarnsay)
3miHa ynoBHOBaXxeHoi ocobu
3asBHMKa, BiAnNoBiganbHoOI 3a
chapmakoHarnsag,.
Litoua pegakuis: Juergen
Maares / FOpreH Maapec.
[MponoHoBaHa pepakuis: Kotal
Mohamed Ali / Kotan
Moxamen Ani. 3miHa
KOHTaKTHUX AaHuX
yMoBHOBaXeHoi ocobun
3asBHMKa, BiANoOBiganbHoOI 3a
capmakoHarnsag.
207. | OME3® Omeprazo | omenpaso | A02BCO | kancynu no 10 wr, O-p Peppi'c IHAis O-p Peppi'c IHAais BHECEHHS 3MiH J0 bes UA/0235/02/02
le n 1 no 10 kancyny INa6opaTopi JlabopaTopic peecTpaLiiHNX AOKYMEHTIB: peuenma
6nicTepi; no 1 abo clltn Ntp, TO -3 3miHu | TNy - 3MiHKM 3 sKOCTI.

no 3 6nictepu B
KapTOHHiI kopobui

A®I|. BupobHuuteo. 3MiHa
BMPOGHMKa
BVXiftHOro/npomi>kHoro
npoaykTy/pearenTy, Lo
BUKOPWCTOBYIOTbCS Y
BMPOGHMYOMY npoueci AdI,
abo 3miHa BMpobHuKa
(Bkntovatoun, ge HeobxigHo,
MicLie NpoBeAeHHS! KOHTPO0
skocTi) AdI (3a BigcyTHOCTI
cepTuddikaTta BiANOBIAHOCTI
€Bponeiicbkint hapmakonei y
3aTBepAKEHOMY [0ChE)(3MiHU
[0 3axofis, NOB'A3aHNX 3
koHTponem A®I, abo
[oaaBaHHA ainbHULL, ae
npoBOANTLCS
KOHTpPOnb/BUNPOBYBaHHS
cepii). BBegeHHs nogaTkoBoi
nabopaTtopii 3 HeobXigHUM
obnagHaHHsAM Dr. Reddy's
Laboratories Limited Chemical
Technical Operations, Unit — I
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *

Ans NpOBeAEeHHs!
BunpobyeaHHsA XRD and
LCMS/MS Testing facility for
Omeprazole [Process-Il] y
3B’A3Ky 3i 3MiHaMK B NpoLeci
BMPOOHMLTBA aKTUBHOT
peyoBuHM (ADI) Bigdynucs
3MiHM cneuudikadii Ta
MeTOAIB KOHTponto skocTi AdDI
(OoaaTKoBi MOKA3HMKN SIKOCTI).
3Minn Il Tuny - 3MiHK 3 AKOCTI.
A®I. BUpobHMLTBO (iHLLi
3MiHuM). CynyTHsI 3MiHa - 3MiHK
3 sikocTi. ADl. KoHTponb AdI
(iHWi 3MiHK). 3MiHM B Npouieci
BMPOGHMLTBA Ha CTagisax
nNpoMiXkHOi pevoBuHK Ta ADI
Owmenpa3sony Ha BupobHuuTsi
Dr. Reddy’s Laboratories
Limited Chemical Technical
Operations-Unit-V 3
OHoBneHHsM Cneumdikauii Ta
MeTogis aHanizy Adl, 3
METOI BKITOYEHHS
HKYe3a3HavYeHUx gaHux: 1)
N-ankinboBaHa gomillka, 2)
3,5-aumeTun-4-HiTponipuauH
N-okeug, 3) 2-xnopmeTun-3,5-
AUMETUN-4-MEeTOKCUNIPUANHY
rigpoxnopug (He €
npogykTamu posknagy,
KOHTpOMOThCA Tinbku B ADI).
3anuLKoBi PO3YMHHUKM
(meTtopom X): Byno
BKITHOYEHO MPUMITKY LLIOAO He
BpaxyBaHHS MiKy, SKUA enooe
3 4acoM yTpuMaHHsa 17,2 xB
BiAHOCHO MeTaHony.
CnopigHeHi pe4yoBuHM
(metogom BEPX):
dopmynioBaHHSA
«IHovBigyanbHa MakcumarbHa
HeBigoMa Jomiwkay byno
3aMiHeHO Ha TepMiH «Bbyab-
sika HEBiAOMa JOMiLLKay.
3.2.S.7.1 (no po3ainy BHeCEHO
3MiHWU 3 METOI BKIHOYEHHS
napameTpiB BUNpobyBaHb Ha
CTabinbHICTb, pa3oMm i3
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

BiAMNOBIGHUMWN rPAHUYHUMU
3HaYeHHAMM, i iHopmaLiito
Npo NOTOYHE AOCHIMKEHHS
cTabinbHOCTI Ta nepiopg,
NPOBEAEHHSI MOBTOPHOIO
BUNPOBYBaHHS 3 METOI0
HaaHHS aKkTyanbHoi
iHpopmauii) 3.2.S.7.3
(Bknto4eHo gaHi npo
cTabinbHiCTb MacTaboBaHmx
cepin npouecy i WOopiYHNX
[0AaTKOBUX CEpirt 3 METOK
Haf@aHHA aKTyanbHOI
iHdopMmauii).

208.

OME3®

Omeprazo
le

omenpaso
n

A02BCO
1

kancynu rno 40 wmr,
no 10 kancyny
6nicTepi; no 1 abo 3
6nictepu B
KapTOHHiIN kopooLyj;
no 7 kancyny
6nictepi; no 4
Gnictepu B
KapTOHHiI kopooLi

O-p Pepgi'c
JlabopaTopi
clita

IHAisA

O-p Peani'c
JlabopaTopic
Ntp, TO -3

IHAinA

BHECEHHS 3MiH 0
peecTpauiiHiX AOKYMEHTIB:
3MiHn | TMNY - 3MiHM 3 SIKOCTI.
A®|. BupobHuuTteo. 3miHa
BUpPOBHMKa
BUXigHOro/MPOMiXKHOIo
npoaykTy/pearexTy, Lo
BUKOPWCTOBYIOTbCS Y
BUpobHM4oMy npoueci AdI,
abo 3miHa BMpobHuKa
(Bkntovatoun, ge HeobxigHo,
MicLie NpoBeAeHHS! KOHTPO0
skocTi) AdI (3a BigcyTHOCTI
cepTuddikaTta BiANOBIAHOCTI
€Bponevicbkint hapmakonei y
3aTBEpPAKEHOMY A0CLE)(3MiHU
[0 3axofis, NoOB'A3aHNX 3
koHTponem A®I, abo
[oaaBaHHA ainbHULL, ae
npoBOANTLCS
KOHTpOb/BUNPobyBaHHS
cepii). BBegeHHs nogaTkoBOi
nabopatopii 3 HeobXigHUM
obnagHaHHsAM Dr. Reddy's
Laboratories Limited Chemical
Technical Operations, Unit — 1|
Ans NPOBeAEHHS
BunpobysaHHa XRD and
LCMS/MS Testing facility for
Omeprazole [Process-Il] y
3B’A3Ky 3i 3MiHaMu B NpoLeci
BMPOGHMWLITBA aKTUBHOI
peyoBuHK (API) Binbynucs
3MiHM cneuudikadii Ta
MeTOAiB KOHTponto skocTi AdDI

3a
peuenmom

UA/0235/02/03




228 [TponoBkeHHs noaaTka 3
Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *

(OoAaTKoBi MOKA3HMKM SIKOCTI).
3MinHn Il TUny - 3MiHK 3 AKOCTI.
A®I. BUpoBbHMUTBO (iHLLi
3MiHuM). CynyTHs 3MiHa - 3MiHK
3 sikocTi. ADI. KoHTponb AdI
(iHWi 3MiHK). 3MiHM B NpoLieci
BMPOGHMLTBA Ha CTagisax
NpoMiXkHOi pevoBuHK Ta ADI
Owmenpa3sony Ha BupobHuuTBi
Dr. Reddy’s Laboratories
Limited Chemical Technical
Operations-Unit-V 3
OHoBneHHsM Cneumdikauii Ta
MeTogie aHanizy Adl, 3
METOI0 BKITOYEHHS
HKYe3a3HavyeHux gaHux: 1)
N-ankinboBaHa goMillka, 2)
3,5-aumeTun-4-HiTponipuanH
N-okcug, 3) 2-xnopmeTtnn-3,5-
AUMETUN-4-MeTOKCUNIPUANHY
rigpoxnopug (He €
npogykTamu poskrnagy,
KOHTpOntoTbCSA Tinbku B ADI).
3anuLKoBi PO34YMHHUKM
(metogom X): Byno
BKITHOYEHO MPUMITKY LLIOAO He
BpaxyBaHHS MiKy, SKUIA enotoe
3 4acoM yTpuMaHHsa 17,2 xB
BiJHOCHO MeTaHony.
CropigHeHi pe4oBuHM
(meTogom BEPX):
dopmynioBaHHSA
«lHomBigyanbHa MakcumarnbHa
HeBigoMa Jomilwkay 6yno
3aMiHeHO Ha TepMiH «Bbyab-
sika HeBigoMa JOMiLLKay.
3.2.S.7.1 (no po3ainy BHECEHO
3MiHWU 3 METOI BKIHOYEHHS
napameTpis BUNpobyBaHb Ha
CTabinbHICTb, pa3oMm i3
BiANOBIQHUMU rPaHNYHUMU
3HaYeHHAMY, | iHdopmaLio
NpO MOTOYHE AOCHIPKEHHS
cTabinbHocTi Ta nepioa
NpoBeAEeHHS MOBTOPHOIO
BMNPOOYBaHHS 3 METOIO
HaJaHHS aKkTyanbHoi
iHdpopmauii) 3.2.S.7.3
(BKITKOYEHO AaHi Nnpo
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[TponoBkeHHs noaaTka 3

Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka 20
moeaHa noceio4yeHHs1
Hasea*
cTabinbHicTb MacwTaboBaHnx
cepin npouecy i WOopiYHNX
[0AaTKOBUX Cepint 3 METO
HaJaHHS aKkTyanbHoi
iHdopMmauii).
209. | NAMIAON lopamidol nonamigon | VOBABO | po3uuH Ans iH'ekuin "HOHiK IHais "HOHiK IHAis BHECEHHSI 3MiH 0 3a UA/15509/01/01
4 no 300 mr/mn, no 50 dapmackoT dapmackioTrkan peecTpaLiiHNX JOKYMEHTIB: peuenmom
mn abo no 100 mn vKan JlabopaTtopis" 3MiHu | TMNY - 3MiHM 3 SIKOCTI.
PO34MHY Yy hnaKoHi; JlabopaTopis (BipaineHHs [oToBWI Nikapcbkuin 3acib.
no 1 cdonakoHy y " cipmn "Ox. B. KoHTponb rotoBoro
KapTOHHiIN kopooLi (BigaineHHs Kemikana eHg nikapcbkoro 3acoby. 3miHa y
cipmm "Ix. dapmacbioTurkan MeToAax BUNpPOOyBaHHsI
B. Kemikan3a 3Jltg.") roTOBOrO fnikapcbKkoro 3acoby
eHg (He3HayHa 3miHa y
dapmacbioT 3aTBEpOKEHVX MeTodax
vkans Jitg.") BUNpoOyBaHHS) HE3HAYHI
3MiHM 0 aHaniTUYHOI
meToavky "lgeHTudikadis”, a
came BHECEHO YTOYHEHHS
OO0 KOHUEHTpaLii aMOoHito
rigpokeva Ta poamipis TLLUX-
nnacTuHk1. BeegeHHs 3amiH
npoTsarom 6-Tu Micauis nicns
3aTBEPAKEHHS.
210. | NAMIAON lopamidol nonamigon | VOBABO | po34uuH Ans iH'eKwuin "HOHiK IHAis "HOHiK IHAis BHECEHHS 3MiH 10 3a UA/15509/01/02
4 no 370 mr/mn, no 50 dapmacbioT dapmacbloTukan peecTpauinHUX JOKYMEHTIB: peuenmom
mn abo no 100 mn mkan JlabopaTopis" 3miHu | TMny - 3MiHKM 3 AKOCTI.
PO34MHY Yy ¢prakoHi; IlabopaTopia (BiogineHHs [oToBWMI Nikapcbkui 3acib.
no 1 dnakoHy y " dipmun "Ox. b. KoHTponb rotoBoro
KapTOHHIN kopobui (BipAineHHs Kemikans eHg nikapcbkoro 3acoby. 3miHa y
cipmm "Ix. dapmacbioTmkan MeToAdax BUNPoOyBaHHS
B. Kemikans 3Jitg.") roTOBOrO NikapcbKoro 3acoby
eHg (He3HayHa 3miHa y
PapmacbioT 3aTBEpOKEHMX MeTodax
vkans ltg.") BUNPOBYBaHHS) HE3HAYHI
3MiHW 4O aHaniTUYHOI
MeToauky "lgeHTudikauis”, a
CcaMe BHECEHO YTOYHEHHS
LLIOAO KOHLIEHTpaLiii aMOHito
rigpokcma Ta posmipis TLUX-
nnacTuHk1. BeegeHHs 3amiH
npoTtsarom 6-Tu MicauiB nicns
3aTBEPKEHHS.
211. | NAHFACTPO | Pantopraz | nanTonpas | A02BCO | Tabnetku CaHpos CnoBeHis Ilek Typeuun BHECEHHS 3MiH [0 3a UA/13512/01/01
® ole on 2 racTpoOpe3nCTEHTHI dapmachoTi dapmaLleBTNyHa Ha/ peecTpaLiHUX JOKYMEHTIB: peuernmom
no 20 mr; no 7 Kan3 a.a. KoMnaHisa a.4a., PymyHis/ | 3minu | Tvny - 3miHm 3 sikocTi.
Tabnetok y bnicrepi; CnoBeHist Monbwa [oToBMI nikapcbkuii 3acib.
no 2 abo 4 6nictepu (BUnyck cepii; Cucrema
B KAPTOHHIN ynakoBKa, KOHTEeWHep/3aKynoptoBanbHuUim
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
kopobui; no 14 BUMYyCK cepii); 3aci6 (iHwWi 3miHn) -
TabneTtok y 6nicrepi; BUPOBHMUTBO "in pefakuinHe yTOYHEHHS B
no 1 abo 2 Gnictepu bulk", ynakoBka, po3aini peecTpauinHoro 4ocbe
B KAPTOHHI Kopobui TECTyBaHHS: 3.2.P.7. Cuctema
[eHBeOH Inak KOHTEWHep/3aKynopoBanbHUit
CaHali Be 3acib, a came: foaaBaHHs
TikapeT A.C., nakyBanbHOro matepiany
TypeyumnHa; «plastic box» (nnactukoBa
TeCTyBaHHA: kopobKka) Ans NPOMiXXHOro
C.K. CaHpo3 nakyBaHHsi MPOAYKTY 3 METOO
C.P.J1., PymyHisi; y3rogXXeHHs iHpopMmalii, aka
KOHTpOnb BXe 3aTBeppKeHa Ta
MikpoGionoriyHoi BKMNtOYEHa J0 po3giny
YNUCTOTU: peecTpauiiHoro 4ocke
HoBapric 3.2.P.8.1. Pestome woao
Carnuk lga Be cTabinbHOCTI Ta BUCHOBKW.
Tapim YpyHnepi
CaHan Be
TikapeT A.C.,
TypeyumnHa;
BUPOBHMUTBO "in
bulk",
TECTYBaHHs:
CaHpgos Mpyn
Carnuk
YpyHnepi
Inaknapi CaH.
Be Tik. A.C.,
TypeuumnHa; Jlek
C.A,, MNMonbuwa
(nepBuHHE i
BTOPUHHE
nakyBaHHS,
KOHTpOMb Ccepii,
BUNYCK cepii;
nepBuUHHE i
BTOPWHHE
nakyBaHHs,
BUMNYCK cepii)
212. | NAHFACTPO | Pantopraz | naHTonpa3 | A02BCO | Tabnetku CaHpos CnoBeHis Jlek Typeuun BHECEHHS 3MiH 10 3a UA/13512/01/02
® ole on 2 racTpope3nCTEHTHI dapmachboTi capmaLeBTUYHa Ha/ peecTpaLiiHNX AOKYMEHTIB: peuenmom
no40 mr;no7 Kans3 a.n. KoMnaHisa a.4a., PymyHis/ 3MiHu | TMNy - 3MiHK 3 SIKOCTI.
TabneTok y 6nictepi; CnoBeHis MonbLwa [oToBWI Nikapcbkui 3acib.
no 2 abo 4 6nictepu (Bunyck cepii; Cucrtema
B KapTOHHIN yrnakoBka, KOHTeWHep/3aKynoptoBanbHUim

kopobui; no 14

TabneTok y 6nictepi;
no 1 abo 2 Gnictepn
B KapTOHHII kopobui

BUNYCK cepii);
BMPOGHMUTBO "in
bulk", ynakoBka,

TECTyBaHHS:

3acib (iHWi 3MiHM) -
pedakuinHe yTOYHEHHSs B
po3Aini peecTpauinHoro 4ocbe
3.2.P.7. Cuctema
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

[eHBeoH Inak
CaHan Be
TikapeT A.C.,
TypeyumnHa;
TeCTyBaHHs:
C.K. CaHpgos
C.P.J1., PymyHisi;
KOHTpOIb
MikpobionorivyHoi
YNCTOTU:
Hosaprtic
Carnuk lliga Be
Tapim YpyHnepi
CaHai Be
TikapeT A.C.,
TypeyumnHa;
BUPOBHMUTBO "in
bulk",
TECTYBaHHs:
CaHpgos Mpyn
Carnuk
YpyHnepi
Inaknapi CaH.
Be Tik. A.C.,
TypeuumnHa; Jlek
C.A,, MNMonbla
(nepBuHHe i
BTOPUHHE
nakyBaHHs,
KOHTpOMb Ccepii,
BUNYCK cepii;
nepBUHHE i
BTOPWHHE
nakyBaHHS,
BUMNYCK cepii)

KOHTEWHep/3aKynopoBanbHUit
3acib, a came: foaaBaHHSA
nakyBarnbHOro maTepiany
«plastic box» (nnactukoBa
Kopobka) Ans NpOMiXKHOro

nakyBaHHS NPoAYyKTy 3 METOI

y3roKeHHs iHdopmallii, sika
BXe 3aTBepaxeHa Ta
BKITIOMEHa 0 po3ainy
peecTpauiiHoro 4ocke
3.2.P.8.1. Pesiome wopo
cTabinbHOCTi Ta BUCHOBKW.

213.

NMAPALIETAM
OJ1-BAKCTEP

Paracetam
ol

napaueta
mon

NO2BEO
1

PO34uH ANS iHdY3in,
10 mr/mn; no 100 mn
y chnakoHi; no 25
nakoHiB y
KapTOHHI kopobui

BakcTep
XongiHr
Bi.Bi.

HinepnaH
an

BIE®OE
MELITAN
C.NMA.

ITanis

BHECEHHS 3MiH 10
peecTpaLiiHNX AOKYMEHTIB:
3minu | TNy - 3miHn Wwoao

6e3nekn/eeKkTuBHOCTI Ta
bapmakoHarnagy. BeegeHHs
abo 3MiHM [0 y3aranbHeHUX
AaHuX Npo cuctemy
dapmakoHarnagy (BBegeHHs
y3aranbHeHUX faHunx npo
cuctemy chapmakoHarnsagy,
3MiHa YNOBHOBaXeHOI ocobu,
BiANOBiAanbHOI 3a 34INCHEHHS
dapmakoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy

3a
peuenmom

UA/20701/01/01
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[TponoBkeHHs noaaTka 3

Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
3asiBHMKa NS 34iNCHEHHS
chapmakoHarnsigy B YkpaiHi,
SIKLLIO BOHA BiAMiHHA Big
YNOBHOBaXeHOi ocobu,
BiAnNoBiganbHOI 3a 3AiNCHEHHS
apmakoHarnsay (Bknoyaryn
KOHTaKTHi AaHi) Ta/abo 3miHn y
pO3MiLeHHi macTep-daina
cucTemMun chapmakoHarnsay)
3MiHa KOHTaKTHOI ocobu
3asBHMKa, BiANoBiganbHoI 3a
dapmakoHarnsa B YKpaiHi.
[Litova pepakuis: bpacnascbka
Hagis IBaniBHa. NponoHoBaHa
pepakuia: banayaH MaHHa
IropiBHa. 3MiHa KOHTaAKTHUX
[aHUX KOHTaKTHOI ocobun
3as1BHWKa, BignosiganbHoi 3a
chapmakoHarnag B YkpaiHi.
214. | NEHTANMH Metamizol | napaueta NO2BB7 | kancynu; no 10 TOB YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH 4O 3a He UA/10881/01/01
®C EKCTPA e sodium, mon, 2 kancyn y 6nicrepi; "ACIHO Crapt" peecTpauinHux maTepianis: peuenmom nion
KAMNCYNnu combinatio | meTamison no 1 abo 2 6nictepu YKPATHA" 3MiHn | TMny - 3MiHK Wopao seae
ns with HaTpito B KAPTOHHIl nayui 6e3nekn/edeKkTMBHOCTI Ta
psycholept | moHorigpa dapmakoHarnsagy. 3miHa y
ics T, KOeiH, KOPOTKIiN XapakTepucTuui
deHobapb nikapcbkoro 3acoby, TEKCTi
iTan, MapKyBaHHsI Ta iHCTPYKUii Ans
Kopeiny MeAMNYHOrO 3aCTOCYBaHHS Ha
docdaty nigcTasi perynsapHo
remirigpar OHOBIOBAHOrO 3BITY 3

6e3neku nikapcbkoro 3acoby,
abo pocnimkeHb 3 6e3nekun
3aCTOCYBaHHS NikapcbKoro
3acoby B nicnsipeecTpauiiHni
nepiog, abo sk pesynbtart
OL}iHKM 3BITY 3 JOCNIOKEHD,
npoBeAeHuX BiANoBIAHO A0
nnaHy negiaTpu4HMX
pocrimpkeHb (PIP) (iHwi 3MiHN)
3MiHU BHeCeHO A0 iHCTpyKLUii
AN MEeAUYHOro 3acTOCYBaHHS
nikapcbkoro 3acoby y po3ainu
"Moka3zaHHs" (iHopmaLlis 3
6e3nekn), "MpoTunokasaHHs",
"B3aemogais 3 iHwWmnmun
nikapcbkummn 3acobamu Ta iHLWi
BWAM B3aemoain”,
"OcobnuBocTi 3acTocyBaHHA",
"3acTocyBaHHs1 y nepiof
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

BariTHoCTi abo rogyBaHHs
rpygat”, "Cnocib
3acTocyBaHHs Ta gosu”, "Oitn"
(iHdbopmaLin 3 6eanekn),
"Mepeno3syBaHHs", "MoBiyHI
peakuii" BignoBigHo Ao
OHOBIEHOI iHchopmalii 3
6e3neku QitUYnx peYoBUH.
TepmiH BBEOEHHS 3MiH -
npotsrom 6 micauis nicna
3aTBEPKEHHS.

215.

noni-MIKC b

Polymyxin
B

nonimikcu
Hy B
cynbdar

JO1XBO
2

niodpinizat ans
PO34MHY Ans iH eKLin
no 500 000 MO 1
hnakoH y KapTOHHIN
Kopobui

Bxapar
Cipamc eHp,
BakuuHc
Jlimiten

IHAisA

Bxapat Cipamc
eHp BakumHc
Nimiten

IHAisA

BHECEHHS 3MiH 0
peecTpauiiHiX AOKYMEHTIB:
3MiHu | TMny - 3MiHK Wopao

6e3nekn/edeKkTuBHOCTI Ta
tbapmakoHarnagy. BeegeHHs
abo 3MiHM [0 y3aranbHeHUx
[aHuX Npo cuctemy
dapmakoHarnsgy (BBeAeHHs
y3aranbHeHVX JaHux Npo
cuctemy chapmakoHarnsagy,
3MiHa yNnoBHOBaXXeHOT ocobu,
BiANOBiganNbHOI 3a 34INCHEHHS
dapmakoHarnsay; KOHTaKTHOI
ocobu 3 chapmakoHarnsgy
3asiBHMKa AN 34iNCHEHHS
dapmakoHarnsaay B YkpaiHi,
SKLO BOHAa BigMiHHa Big
yMNOBHOBaXeHOI 0cobw,
BiANOBiAanNbHOI 3a 3AiINCHEHHS
dapmakoHarnsgy (Bknoyarum
KOHTaKTHi faHi) Ta/abo 3miHu y
pO3MilLieHHi macTep-anna
cucTeMu hapmakoHarnsigy)
3miHa ynoBHOBaxeHOi ocobu,
BiANOBiAanNbHOI 3a 3AiNCHEHHS
dapmakoHarnsigy.
[itova pepakuis: Pravita
Yadav. NponoHoBaHa
penakuisi: Rahul Gawli. 3miHa

KOHTaKTHUX AaHuX

YNOBHOBAXEHOI ocobu,
BiANOBiAanbHOI 3a 34INCHEHHS
dapmakoHarnsgy. 3miHa

KOHTaKTHOI ocobw,

BiANOBiAanNbHOI 3a 34INCHEHHS
capmakoHarnsgy. fitova
pepakuisa: Rehsi Harpreet

Singh. NponoHoBaHa

3a
peuenmom

UA/18622/01/01




234 [TponoBkeHHs noaaTka 3
Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
penakuisa: Nadiia Anatoliivna
Vovk. 3miHa KOHTaKTHUX
[aHUX KOHTaKTHOI ocobu,
BiAnNoBiganbHOI 3a 3AiNCHEHHS
capmakoHarnagy. 3miHa
HomMepa macTep-danna
cucTeMU dhapmakoHarnsgy.
216. | NTOMANIOOM | Pomalido nomaniao LO4AXO0 | kancynu TBepgi no 2 MicTtpan AHrnia BUPOGHMLTBO Icnanis/ BHECEHHS 3MiH A0 3a UA/18299/01/01
1A0-BICTA mide Mia 6 mr, no 21 kancyni y Kenitan (noBHWI LmKn): Yecbka peecTpauinHUX AOKYMEHTIB: peuenmom
conakoHi; no 1 MeHenxmeH CiHToH XicnaHisa, | Pecny6n 3MiHu | TMny - 3MiHK Wopao
hnakoHy B T Jlimiteg C.J1., IcnaHis; ika. 6e3nekn/edeKkTUBHOCTI Ta
KapTOHHIN kopobuyj; KOHTPOMb SKOCTI apmakoHarnsagy (iHLWi 3miHm)
no 7 kancyny (chizmko- 3MiHN BHECEHO B TEKCT
6nictepi; no 3 XiMiYHMR): MapKyBaHHS NEePBUHHOI
onictepu B KBiHTa-AHaniTika yMaKoOBOK NiKapCbKoro 3acoby
KapTOHHiI kopoOLi C.p.0., Yecbka y NyHKTK 3,4. TepmiH
Pecny6nika; BBEAEHHS 3MiH- MPOTAroM 6-Tn
KOHTPOIb SIKOCTi MiCSILIiB MiCNsi 3aTBEPOXKEHHS.
(mikpobionoriyHu
n):
ITECT nntoc,
C.p.0., Yecbka
Pecny6nika.
217. | NOMANIAOM | Pomalido nomanigo LO4AX0 | kancynm TBepgino 3 Mictpan AHrnisg BMPOGHMLTBO Icnanis/ BHECEHHS 3MiH J0 3a UA/18299/01/02
10-BICTA mide Mmig 6 Mmr, no 21 kancyni y Kenitan (noBHWIA LyKn): Yecbka peecTpaLiiHNX AOKYMEHTIB: peuenmom
dnakoHi; no 1 MeHemxmeH CiHToH XicnaHnisa, | Pecnybn 3MiHn | TMny - 3MiHK Woao
hbnakoHy B T Nimiteq C.J1., IcnaHis; ika 6e3nekn/edeKTMBHOCTI Ta
KapTOHHiIl kopobuyj; KOHTPOSb SIKOCTI dapmakoHarnsagy (iHwi 3miHu)
no 7 kancyny (dpisnko- 3MiHN BHECEHO B TEKCT
6nictepi; no 3 XiMiYHUI): MapKyBaHHS MEPBUHHOI
Gnictepu B KBiHTa-AHaniTika ynaKoBOK fikapcbKoro 3acoby
KapTOHHiI kopobui c.p.o., Yecbka y nyHkTn 3,4. TepmiH
Pecny6nika; BBEAEHHS 3MiH- MPOTAroM 6-Tu
KOHTPOSb SIKOCTI MiCsILiB MicNsi 3aTBEPOXKEHHS.
(mikpobionorivyHu
n):
ITECT nnioc,
c.p.o., Yecbka
Pecny6nika.
218. | NTOMANIOOM Pomalido nomanigo LO4AXO0 | kancynu TBepgi no 4 MicTtpan AHrnisa BUPOGHMLTBO Icnanis/ BHECEHHS 3MiH A0 3a UA/18299/01/03
1A-BICTA mide Mig 6 mr, no 21 kancyni y Kenitan (noBHWI LyKnN): Yecbka peecTpaLinHUX JOKYMEHTIB: peuernmom
donakoHi; no 1 MeHemkmeH CiHToH Xicnanisa, | Pecnybn 3MiHu | TMny - 3MiHK Woao
hrnakoHy B T NimiTen C.J1., IcnaHis; ika. 6e3nekn/edekTMBHOCTI Ta
KapTOHHiIN kopobuyj; KOHTPOMb SIKOCTI dapmakoHarnsagy (iHLwi 3miHm)
no 7 kancyny (dpisnko- 3MiHN BHECEHO B TEKCT
6nicTepi; no 3 XiMiYHUI): MapKyBaHHS NepBUHHOI

Gnictepu B
KapTOHHiIN kopobuyi

KBiHTa-AHaniTika
C.p.o., Yecbka
Pecny6bnika;

YMNaKoOBOK NiKapCbKOro 3acody
y nyHkTn 3,4. TepmiH
BBEOEHHS 3MiH - NpOTSArom 6-




235 [TponoBkeHHs qoaaTka 3
Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
KOHTPOIb AKOCTi TV MmicsauiB nicns
(mikpobionoriyHu 3aTBEPAKEHHS.
n):
ITECT nnioc,
C.p.0., Yecbka
Pecny6nika.
219. | NPAMO® Paracetam | napaueta NO2BEO | po3uuH gns iHdysin, AT YkpaiHa NMOBHUI LMKI YkpaiHa BHECEHHS 3MiH 4O 3a UA/19725/01/01
ol Mmorn 1 10 mr/mn; no 50 mn "dapmak” BMpPOGHMUTBA: peecTpaLiiH1X MaTepianis: peuenmom
abo 100 mny AT "®apmak”, 3MmiHn | TMny - 3MiHKM 3 AKOCTI.
dnakoHi; no 1 YkpaiHa; [oToBMI Nnikapcbknii 3acib.
hnakoHy y nauui BidyaribHa 3MiHN y BUpOOHMUTBI. 3amiHa
iHCnekujs abo BBeAEeHHs O0OaTKOBOI
¢bnakoHiB, finbHUUi BUpobHUUTBa Anst
MapKyBaHHs1 YacTuHu abo BCbOro
dnakoHiB Ta BMPOBHMYOro npouecy
BTOPUHHE roTOBOro NikapcbKoro 3acoby
nakyBaHHs: (BiNbHWUS ANst BTOPUHHOTO
MpAT "IHdysia", naKkyBaHHs) BBEAEHHS
YkpaiHa [04aTKOBOI AiNbHULI Ans

BTOPUHHOIO NaKyBaHHsI
roTOBOrO fikapcbKoro 3acoby,
a came lMNpAT "IHdysia"
(Ykpaina, 23219, BiHHWLbKa
06n., BiHHMUbBKMI p-H, C.
BiHHMUbLKI XyTOpMW, BYnI.
Hemupiscbke woce, 6. 84A).
Takox 3a3HayeHo yHKLiT
BUpoGHUMKa AT «dapmak», a
came: [MoBHUI UMKN
BMPOGHMLUTBA. 3MiHK | TNy -
3miHu 3 skocTi. FoToBUIA
nikapcbkuii 3aci6. 3miHn y
BMPOGHMUTBI. 3amiHa abo
BBeAEHHsI 40AATKOBOI
AinbHWUi BUpobHuLTBa Ans
YacTuHM abo BCbOro
BUPOGHMYOro npouecy
roTOBOrO fikapcbKoro 3acoby
(iHLWi 3MiHW) BBEAEHHSA
[0AaTKOBOI AiNbHULI Ans
cTagii «BizyanbHa iHcnekuis
naKkoHiB» rOTOBOro
nikapcbkoro 3acoby, a came
MpAT "IHdpy3ia" (YkpaiHa,
23219, BiHHMUbKa 061,
BiHHWLbKUIA p-H, C. BiHHMUbKI
XyTtopw, Byn. Hemupiscbke
woce, 6. 84A).
3minm | TMny - 3MiHK 3 sIKOCTI.
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

[oToBMI Nnikapcbkuii 3acib.
3MiHN y BUpOOHMUTBI. 3amiHa
abo BBeEHHs 4OAaTKOBOI
finbHUUi BUpoBHUUTBa Anst
YacTuHM abo BCbOro
BMPOBHMYOro npouecy
roTOBOro MikapcbKoro 3acoby
(iHWi 3miHW) BBEAEHHS
[0OaTKOBOI AinbHMLI Ans
cragii «MapkyBaHHs
¢bnakoHiB» roToBOro
nikapcbKkoro 3acoby, a came
MpAT "IHdy3is" (YkpaiHa,
23219, BiHHMUbKa 061,
BiHHWLbKUIA p-H, C. BiHHMUBKI
XyTopu, Byn. Hemupiscbke
woce, 6. 84A).

220.

MPAMINEKC
OJ1 ACIHO

Pramipexo
le

npaminekc
ony
aurigpoxn
opuay
MOHorigpa
T

NO04BCO
5

Tabnetku no 0,25
mr; no 10 TabneTok
y GnicTepi, no 3
6nictepny
KapTOHHIN navui

TOB
"ACIHO
YKPATHA"

YkpaiHa

TOB "dapma
Crapt"

Ykpaina

BHECEHHS 3MiH 0
peecTpauiiHiX AOKYMEHTIB:
3MiHn | TMNY - 3MiHM 3 SIKOCTI.
CeprudikaT BignosigHocTi/l'E-
cepTudikaT BigNoBIgHOCTI
€Bponewncbkin
dapmakonei/moHorpadii.
MopaHHs HoBoro abo
OHOBJIEeHOro cepTudikara
Bi4NOBIgHOCTI abo BUNYyYeHHS
cepTuddikaTta BiANOBIAHOCTI
€Bponeiicbkiit hapmakonei:
ans A®l; ansa BuxigHoro
marepiany/peareHTy/npomixHO
ro NpoaykKTy, Lo
BVKOPVICTOBYIOTBCH Y
BUPOGHMUTBI ADI; Ans
OOMOMDKHOI PEYOBUHMU
(cepTtudcpikat BignosigHOCTI
€Bponeicbkinn dapmakonei) -
OHoBneHui cepTudikar Big
yXe 3aTBepOKeHoro
BUPOGHMKa - NOAaHHS
OHOBIEHOro cepTudikata
BiZNOBIQHOCTI €BpONenchKii
dapmakonei Ne CEP 2010-
328-Rev 04 (3aTBEpOKEHO:
R1-CEP 2010-328-Rev 03)
ansa A®l npaminekcony
aurigpoxnopuay MoHorigpat
Bif] 3aTBEPO)KEHOIO
BMpoGHMKa Hetero Drugs

3a
peuenmom

UA/20568/01/01




237 [TponoBkeHHs noaaTka 3
Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
Limited, IHgis.
221. | NPAMINEKC Pramipexo | npaminekc | NO4BCO | tabnetku no 1,0 mr; TOB Ykpaina TOB "®apma Ykpaina BHECEHHS 3MiH OO0 3a UA/20568/01/02
oI ACIHO le ony 5 no 10 Tabnetok y "ACIHO Crapt" peecTpauinHUX AOKYMEHTIB: peuenmom
aurigpoxn 6nictepi, no 3 YKPATHA" 3MiHu | TMNY - 3MiHM 3 SIKOCTI.
opuagy Gnictepu y CeprtudikaTt BignosigHocTi/l'E-
MOHorigpa KapTOHHIN nayui cepTudikat BiANOBIAHOCTI
T €Bponewncokin
capmakonei/moHorpadii.
MopaHHsA HoBoro abo
OHOBIEHOro cepTudpikata
Bi4NOBIgHOCTI 260 BUNYYEHHS
cepTudikaTta BignoBiAHOCTI
€BponeiickKin thapmakonei:
ana A®l; ansa BuxigHoro
maTtepiany/peareHTy/npoMiKHO
ro NpoaykKTy, Lo
BUKOPWCTOBYIOTbCS Y
BUpobHMUTBI A®Il; ona
[OMNOMIDKHOT pe40BMHUN
(ceptudcbikat BignosigHoCTI
€Bponewcbkin apmakonei) -
OHoBReHWI cepTudikaT Big,
yXe 3aTBepaKeHOro
BMPOBHMKa - NoAaHHS
OHOBJIeHOro cepTudikara
BigMNOBIAHOCTI €BpONENChHKIl
dapmakonei Ne CEP 2010-
328-Rev 04 (3aTBEpOKEHO:
R1-CEP 2010-328-Rev 03)
onsa A®l npaminekcony
aurigpoxnopuay MoHorigpat
Bi 3aTBEPAXXEHOro
BUpobHuka Hetero Drugs
Limited, Ingis.
222. | NPEQHI3ON Prednisolo | npegHison - MOPOLLIOK TOB "®3 YkpaiHa EYPOANI PpaHuis BHECEHHS 3MiH 10 - UA/19866/01/01
OHY ALIETAT | ne OHY (cybcTaHuis) y "CTADA" ®paHue peecTpauinHx maTepianis:
auetaTt noaBivHNX 3minm | TNy -
nonieTMneHoBnx AaMiHicTpaTMBHI 3MiHU. 3MiHa
naketax ons HallmMeHyBaHHS Ta/abo agpecu
hapmaLeBTUYHOIO 3asiBHUKA (BnacHuka
3aCcTOCyBaHHs peecTpaLiiHOro NoCBigYeHHs).
223. | NPOTECTEP Progester nporectep - NMOPOLLIOK TOB «®3 YkpaiHa [xiaHrcy Kurtawn BHECEHHS 3MiH [0 - UA/3617/01/01
OH one OH (cybcTaHuis) y «CTAOA» YKunapke peecTpauinHux maTepianis:
MiLLIKax PapmacbloTukan 3minm | TNy -
nonieTuneHoBmx 3 'pyn Kopn., AamiHicTpaTuBHI 3MiHW. 3MiHa
Ans BUpobHuUTBa Nt HaliMeHyBaHHs Ta/abo agpecu
CTEPUNbHUX 3asBHUKA (BNacHuKa
nikapcbknx opm peECTPaLiHOro NoCBiA4YEHHS)
224. | nPonooon Propofol nponocdonn | NO1AX1 | emynbcia agns EnEnCi pysisi K.T. POM®APM | PymyHis BHECEHHS 3MiH 10 3a He UA/19634/01/01




238 [TponoBkeHHs qoaaTka 3
Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
POM®APM 0 iH'eKUin Ta iHdy3in, Pomdapm KOMIMAHI peecTpauiiHMx maTtepianis: peuenmom nion
10 mr/mn, no 20 mn KomnaHi C.P.J1., PymyHis 3MiHu | TMNY - 3MiHM 3 SIKOCTI. seae
y CKNsHOMY priakoHi Ihxopmxus (BMPOBHMLTBO [oToBWIN Nikapcbkuit 3aci6.
3 r'yMOBOIO NPOOKO Ta NepBuHHE 3MiHN y BUpOOHMUTBI. 3amiHa
Ta KOBMa4koM Tuny nakyBaHHsi abo BBefeHHs1 40AaTKOBOI
dnin-ocpd, no 5 nikapcbKoro AinbHWUI BUpobHULTBa Ans
nakoHiB y 3aco0y; YacTuHM abo BCbOro
KapTOHHIN nayui KOHTPOSb BUPOBHMYOro npoLiecy
Di3NKO-XiMIYHMX roTOBOIO NikapcbKoro 3acoby
NOKa3HWKIB (BiNbHWUS ANst BTOPUHHOTO
nikapcbKkoro nakyBaHHs1) - 3aMiHa
3acoby Ta BUPOBHMYOI AinbHUL
BUNYCK Cepii; BTOPWHHOrO nakyBaHHsA M3
BTOPUHHE BupobHuka K. T. POMPAPM
nakyBaHHs Ta KOMTIAHI C.P.J1. 3miHn | Tuny
KOHTPOIb - 3MiHu 3 sikocTi. FoTOBMIA

GionoriyHux Ta
MikpobionoriyHm
X NOKa3HWKIB
nikapcbKkoro
3acoby)

nikapcbkuii 3aci6. 3miHn y
BMPOGHMLTBI. 3MiHa
iMmnopTtepa/amiHu, Wwo

CTOCYHTbCA BUNYCKY cepii Ta
KOHTPOIIO SKOCTi FOTOBOro
nikapcbkoro 3acoby (3amiHa
abo gopgaBaHHS OinbHULI, Ha
SAKi 30iNCHIOETBCS
KOHTpOMb/BUNPobyBaHHS
cepii) - 3amiHa AinbHUUI Ha
SIKiN 30INCHIOETBCSA KOHTPOSb
AKOCTi (KOHTpOnb BionorivyHmx
Ta MikpobGionoriyHmnx
NMOKa3HWKIiB NikapCbKoro
3acoby) M3 BupobHuka K.T.
POM®APM KOMIMAHI C.P.1.
3minm | TNy -
AamiHicTpaTuBHI 3MiHU. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu
MiCList MPOBaIKEHHS
DisnNbHOCTI
BMpPOGHMKa/imnopTepa
roTOBOrO flikapcbKoro 3acoby,
BKITHOYAKOUU AiNbHULL BUMYCKY
cepii abo micue npoBeaeHHs
KOHTPOMIO SIKOCTI. (BiSNbHICTb,
3a SKy Bignosigae
BMPOGHMK/iMnopTep,
BKITH0HAK04M BUMYCK Cepilt) -
3miHa agpecy BUpOBHMYMX
AinbHWUE BUpobHuka K.T.
POM®APM KOMIMAHI C.P.1.
BiANoBiganbHKX 3a
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

NPUroTyBaHHSA PO34UHY,
pO3NuB y hnakoHw, KiHLeBa
crtepunisauia (QinbHuus
Opymyn) Ta BUpOGHMYOT
OinbHULI BignoBiaansHoi 3a
KOHTPOMb SKOCTi BUXiAHWX
MaTepianis, NPOMDKHOro Ta
KiHLLeBOro NpoayKTiB,
BTOPUHHE MaKyBaHHS,
KOHTPOJb SIKOCTi Ta BUMYCK
cepii (ginbHMUA Epoinop), y
3B'A3KYy 3 NPMBEOEHHSM 40
OHOBIEHOro cepTudpikata
EudraGMP. Takox BHOCUTbCS
pefakuinHa 3miHa y
HanucaHHA PYHKLUIN AaHuX
BUPOBHMYMX AiNbHULb.
Bupo6Huui ginbHULi, Ha3BKu Ta
yci BUpoBbHUYi onepauii
3anuLIaloTbCsl HE3MiHHUMM.
BBeneHHs 3miH NpoTArom 6-tn
MicsLiB Micnsa 3aTBEPAXEHHS.

225.

PAHOCTON®

Povidone-
iodine

MNoBIAOH-
noa

DO8AGO
2

Ma3b 10 %; no 20 r
abo no 40 r, abo no
100 r y Ty6i; no 1
Ty6i B nayui 3
KapTOHY

MPAT
"OITOPAPM

YkpaiHa

BignoBsiganbHUN
3a
BMPOGHMUTBO,
nepBUHHE,
BTOPUHHE
nakyBaHHs,
KOHTPOb SIKOCTI
Ta BUMYCK cepii:
MPAT
"®ITOPAPM",
YkpaiHa;
BignoBsiganbHUN
3a
BUPOBHMLTBO,
nepBUHHE,
BTOPUHHE
nakyBaHHs Ta
KOHTPOIb SIKOCTI:
MpAT
dapmaueBTUYHa
pabpuka
"Biona",
YkpaiHa;
BignoBsiganbHUN
3a BMNyCK cepil,
He BKIYa4im
KOHTPOMb/BUMNPO

YkpaiHa

BHECEHHS 3MiH A0
peecTpaLiiH1X MaTepianis:
3miHu | TNy - 3MiHKM 3 AKOCTI.
[oToBWI Nikapcbkuin 3acib.
3MiHn y BUpo6HMUTBI. 3MiHa
iMnopTepa/amiHu, Lo
CTOCYIOTbCS BUMYCKY cepil Ta
KOHTPOIIO SKOCTi FOTOBOro
nikapcbkoro 3acoby (3amiHa
abo gonaBaHHSA BUPOGHMKa,
LLIO BiANOBiAae 3a BBE3EHHS
Ta/abo Bunyck cepii) - He
BKITIOYa04n
KOHTpOnb/BUNpobyBaHHs cepil
- 3MiHa agpecy BUPOGHMYOT
OinbHUUI Ans BUNYCKy cepii
MPAT "®ITOGAPM". 3MiHn
BHECEHO B po3ain
«Micue3HaxooKeHHs
BMpOGHMKa Ta agpeca micus
NpPoBafXXeHHs Aoro
LiSiNbHOCTI» B IHCTPYKLUit0 Ans
MeAMNYHOro 3aCTOCYBaHHS
(ans BUpoGHMYOT AiNbHUL
MPAT "®ITO®APM",
BiZNoOBIganbHoi 3a BUMYCK
cepii) Ta SiK HacnigokK - y TeKCT

be3
peuenma

nion
seae

UA/8650/01/01
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
OyBaHHs cepil: MapKyBaHHS yNakoBK/
MPAT nikapcbKkoro 3acooy.
"OITOPAPM", BBeneHHs 3miH NpoTArom 6-tn
YkpaiHa MicsaUiB Micnsa 3aTBepAXeHHS.
3MiHu | TMNy - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnagy (iHwi 3miHu).
3MiHN BHECEHO Yy TeKCT
MapKyBaHHs nepBuHHOI (1. 11,
17) Ta BTOpPUWHHOI (N. 3, 17)
yNaKoBKW MikapcbKoro 3acoby.
BBeneHHs 3miH NpoTArom 6-tn
MicaUiB nicnsa 3aTBepAXeHHsA
226. | PE3NOA Dorzolami | gopsonami | SO1ECO | kpanni O4Hi, po3ynH dapmateH Ipeuis BTOPUHHE Ipeuis BHECEHHS 3MiH 4O 3a UA/14430/01/01
de a 3 2%;no5mny C.A. nakyBaHHS, peecTpauinHmx maTepianis: peuyenmom
dnakoHi- KOHTPOMb AKOCTI, 3MiHn | TNy -
KpanenbHuui; no 1 BUMYCK Cepiit: AOMiHiCTpaTUBHI 3MiHW. 3MiHa
hnakoHy- dPapmateH C.A., HanmMeHyBaHHA Ta/abo agpecu
KpanenbHuui y [peuis; Micua NpoBaaXeHHsA
KapTOHHiI kopoOLi LiAnbHOCTI
BUPOOHMLTBO BUpobHMKa/imnopTepa
Hepo3dacoBaHo roTOBOrO fMikapcbKoro 3acoby,
ro npenapary, BKITOYAKUN AiNbHULL BUMYCKY
nepBuHHe Ta cepii abo micue npoBeaAeHHs
BTOPUHHE KOHTPOIO SIKOCTI. (QisiNbHICTb,
nakyBaHHs, 3a sKy Bignosigae
KOHTPOIb SIKOCTi: BUpPOGHMK/iMNopTep, He
damap BKIH0MAKO4M BUMNYCK CEPIN) -
AHOHIMHe nNpvBeAeHHS HaMeHyBaHHS
Mpomucnose Ta agpecu BUpoOHMKa
OpHoociGHe BianoBiganbHOro 3a
MignpuemcTtso BMPOGHMLTBO
dapmMaLeBTUYHO HeposdacoBaHoro npenapary,
iTa nepBvHHE Ta BTOPUHHE
KocmeTunyHoi nakyBaHHS, KOHTPOIb SKOCTi y
Mpomucnosocri, BiAMOBIAHICTb O HOBOI BepCil
peuis cepTudikaty HBI1. dakTuyHoi
3MiHM HaMeHyBaHHSA Ta
agpecu BUPOOHWMKa He
Biabynocs. BupobHuua
OinbHULS Ta BCi BUPOBHWUI
onepadii 3anuLarTbCst
HE3MiHHUM
227. | PEMECYNIA® | Nimesulid Himecynig MO1AX1 | rpaHynu ans AT YkpaiHa AT "®apmak” Ykpaina BHECEHHS 3MiH J0 3a He UA/17626/01/01
PANIA e 7 oparnbHOI CycneHsil, "®apmak” peecTpauinHMx maTepianis: peuernmom nion
100 Mmr/2r;n02rB 3miHu | TUny - 3MiHKM 3 sIKOCTI. seae

cauwe; no 10 a6o 30
cawle y nayui

[oToBWI Nikapcbkui 3acib.
Cucrtema
KOHTEeWHep/3aKynoptoBanbHuUim
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

3aci6. 3miHa po3mipy ynakoBku
roTOBOro MikapcbKoro 3acoby
(3MmiHa KinbKOCTi 0OAUHMLB
(Hanpuknag TabneTok, amnyn
TOLLO) B ynakoBLii:) - 3miHa
nosa gianasoHom
3aTBepaAKEeHMX po3MipiB
yMaKoBKM - BBEOEHHS
[04aTKOBOrO BMAY YMaKOBKN —
30 cawe y nayui.
3artsepaxeHo: Mo 2 r rpaHyn
Ons opanbHOro po3yuHy B
cawe 3 chonbronneHy. Mo 10
calle pasoM 3 iHCTPYKLiE
ANs MEAUYHOTO 3aCTOCYBaHHS
BKIafaloTb B NayKy 3 KApTOHy.
3anponoHoBaHo: Mo 2 1
rpaHyn Ansi opanbHOro
pO34uHy B calle 3
conbronneHy. Mo 10 a6o 30
calle pa3oMm 3 iHCTPYKLi€eto
Ansi MEOUYHOTO 3aCTOCYBaHHS
BKIafaloTb B NayKy 3 KApTOHy.
3MiHM BHECEHO B iHCTPYKLItO
Onsi MEOUYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby B po3ain
"YnakoBka" y 3B's3Ky 3
BBEAEHHAM A404aTKOBOI
yMakoBKM, sIK HAcnigokK -
3aTBEpKEHHSA TEKCTY
MapKyBaHHS1 OOaTKOBOI
yNaKoBKU MikapcbKoro 3acoby.
BBeaeHHs 3MiH npoTsirom 6-Tn
MiCSILIiB MiCNsi 3aTBEPOXKEHHS.
3minu | TNy - 3miHn WwWoao
©e3nekn/eeKkTuBHOCTI Ta
apmakoHarnsagy (iHLwi 3miHm)
- 3MiHM BHECEHO B TEKCT
MapKyBaHHsi BTOPUHHOT
yMakoBKM NikapcbKoro 3acoby
(10 mr) y nyHkt 11, 16, 17 Ta
TEKCT MapKyBaHHS BTOPUHHOI
yMakoBKM NikapcbKoro 3acoby
(30 mr) y nyHkTn 4, 11, 16, 17.
BBeneHHs 3MiH npoTsirom 6-T1
MiCsILiB Micnsi 3aTBEPAXKEHHS.

228.

PEHANITAH®

Pitofenone
and
analgesics

MeTamizon
HaTpito,
niTodeHoH

AO03DAO
2

Tabnetku; no 10
TabneTok y 6nictepi;
no 1 abo 2 6nictepu

MpuBaTHe
akuioHepHe
TOBapWCTBO

YkpaiHa

MpuaTHe
akuioHepHe
TOBapUCTBO

YkpaiHa

BHECEHHS 3MiH 40
peecTpaLiiHNX JOKYMEHTIB:
3minm | TMny - 3miHK WwWoao

3a
peuernmom

He
nion
seae

UA/1530/01/01
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
y y nayui 3 KapToHy "INekxim - "INekxim - 6e3nekn/edeKTMBHOCTI Ta
riapoxnop Xapkis" Xapkis", capmakoHarnagy. 3miHa y
na, Ykpaina; MpAT KOPOTKiN XapakTepucTuui
ceHnisep "TexHonor", nikapcbkoro 3acoby, TeKcTi
WHito YkpaiHa MapKyBaHHS Ta iHCTPYKUii aAns
Hpomig MEAMNYHOrO 3aCTOCYBaHHS Ha

niacTasi perynsapHo
OHOBIOBAHOrO 3BITY 3
Ge3neku nikapcbkoro 3acoby,
abo gocnimxkeHb 3 6e3nekun
3aCTOCYBaHHs! NiKapCbKoro
3acoby B micnspeecTpauiiiin
nepiogd, abo sik pesynbtaT
OUiHKM 3BITY 3 AOCNIAXEHb,
NpoBeAEHMX BiANOBIAHO A0
nnaHy negiaTpuuHmX
pocnigkeHb (PIP) (3miny
Y3ro4KEHO 3 KOMMETEHTHUM
YMNOBHOBaXXEHVM OpraHom)
3MiHV BHeceHo Ao IHCTpyKLii
0N MeQUYHOro 3acToCyBaHHS
nikapcbkoro 3acoby Ao
posginis: "lMpoTunokasaHHa",
"OcobnueocTi 3acTocyBaHHA"
wono 6e3nekn 3acTocyBaHHs
LitoY0i pevyoBMHN MeTami3on
HaTpilo BiANOBIAHO A0
pekomeHpauii PRAC.
CynyTHSs 3MmiHa - 3MiHM Woao
6e3nekn/eeKkTuBHOCTI Ta
tapmakoHarnsgy. BHeceHHs
abo 3miHa(1) oo 3060B'A3aHb
Ta yMOB Buaaui
peecTpaLiiHOro NOCBIgYEHHS,
BKtovatoum MnaH ynpaeniHHsS
pu3nKamMm (3acToCyBaHHS
TEKCTY, SIKUA NOTOXKEHNN 3
KOMMETEHTHUM OpraHom).
3MiHM BHECEHO [0 YacTuH: |
«3aranbHa iHdopmadisy, |l
«Cneumdikauis 3 6e3nekuny, V
«3axoau 3 MiHimisauii
pusukiB», VI «Pestome nnaHy
ynpaBniHHS puankammy, VI
«[dopaTkny y 3B’A3KY 3
BBEAEHHSIM JOL4AaTKOBMX
3axopiB 3 MiHiMi3auji pusukis
ansa npobnemu 3 6e3neku
«[MopyLueHHs 3 oKy cuctemn
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka 20
moeaHa noceio4yeHHs1
Hasea*
KPOBI, arpaHynounTo3» Ta
BiANOBIOHUM KOperyBaHHAM
PYTUHHUX 3aX04iB 3 MiHiMi3aLji
pu3ukiB, Ha nigcTasi
pekomeHgauii PRAC, wo
po3miLLieHi Ha odiLlinHoMy
canti EMA. 3asBHVKOM
HagaHo oHoBneHun Mnaxn
ynpasmiHHA pu3nkamu Bepcis
1.5.
229. | PO3YNIN® Rosuvasta | posyBacta | C1l0AAQO | TabneTtku, BKpUTI 3AT YropwuHa 3AT Yropm BHECEHHS 3MiH 4O 3a UA/11831/01/03
tin TUH LIMHKY 7 NniBKOBOIO dapmavneBT dapmaueBTUYHN Ha peecTpaLiiHNX AOKYMEHTIB: peuenmom
o0bornoHkoto, no 20 WYHUIA 3aBOS 1 3aBopa ElIC 3MiHn | TMNY - 3MiHM 3 SIKOCTI.
Mr; o 7 TabneTok y ETIC A®I. BUpo6HMLTBO. 3MiHM B

6nictepi; no 2, abo
no 4, abo no 8
GnictepiB y
KapTOHHIN kopobui

npoueci BupobHmutea AdI
(iHWi 3MiHK) 3MiHW Woao
BUIYYEHHSI CUHTEe3y B
(Synthetic route B) AdI
po3yBacTaTUHy LMHKY. 3MiHK |
TNy - AOMIHICTPaTMBHI 3MiHW.
3miHa HaviMeHyBaHHS Ta/abo
agpecu MicLs NPOBaMKEHHS
OisiNbHOCTI BUPOGHUMKA
(BKknovatoum, 3a HeobXigHOCTI,
MicLie NPOBEAEHHS KOHTPOIO
sikocTi), abo BnacHuka
mactep-danna Ha AP, abo
noctadanbHuka A®l/BuxigHoro
matepiany/peareHTy/npomixHO
ro NpoaykKTy, Lo
3aCTOCOBYIOTLCA Y
BUPOGHMUTBI ADI (Ko
3a3Ha4yeHo y AOCbE Ha
nikapcbkuii 3acib) 3a
BiCYTHOCTI cepTudikaTa
BiZNOBIgHOCTI €BpONEnchKii
dapmakonei y
3aTBepAkeHoMy Aocbke, abo
BMPOBHVKa HOBOI JOMOMIDKHOT
PEYOBUHY (SIKLLO 3a3HAYEHO Y
[0Cbe) 3MiHU B agpeci
BMPOGHMLITBA MPOMIKHUX
npoaykTis APl posyBacTaTuH
uMHKy (synthetic route C), wo
BMPOGNSIOTLCS KOMNAHIED
Jiangsu Alpha Pharmaceutical
Co., Ltd. 3MmiHun | TUnY - 3MiHK
3 AkocTi. A®I. KoHTponb ADI.
3MiHa y napameTpax
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep

peecmpauiliHo

20
noceio4yeHHs1

cneumdikauin Ta/abo
OONYCTUMMUX MEX, BU3HAYEHNX
y cneumdikauisx Ha A®l, abo
BUXiOHWUIA/MPOMIDKHWI
npoayKT/peareHT, LWo
BUKOPUCTOBYOTHCS Y NMPOLIECI
BUpoGHMLTBa ADI (BUNYyYEHHS
He3Ha4yHOro nokasHuKa sIKoCTi
(Hanpwknag BUMYYeHHS
3acTapinoro nokasHuka))
3MiHU LWoAo BUAANEHHSM
MeToAYy BU3HAYEHHS
ONTUYHOrO OBEepPTaHHS sIK
HecyTTeBOro napameTpa
cneundikadii APl
po3syBacTaTuH LMHKY (synthetic
route C). 3miHu | Tuny - 3MiHn
3 akocTi. A®l. Cuctema
KOHTeWHep/3aKkynopoBanbHUit
3aci6 (iHWi 3amiHW) 3MiHK Woao
BUAANEHHSAM LUNiHAPUYHOIO
BOJIOKHUCTOrO GapabaHy sik
30BHILUHbOIO NaKyBarbHOro
matepiany A®| posyBactaTuH
uMHKy (synthetic route C).
3miHu | TMny - 3MiHK 3 AKOCTI.
A®I. CtabinbHictb. 3miHa
nepiofly NOBTOPHMX
BunpobyBaHb/nepiogy
36epiraHHa abo ymoB
36epiraHHa Al (3a
BiICYTHOCTIi y 3aTBEpKEHOMY
nocbke ceptudikata
BiZNOBIgHOCTI €BpONEenchKii
dapmakonei, Lo BKoYae
nepiof NOBTOPHOIO
BUNPOOyBaHHs) (3miHa y
3aTBEPKEHOMY MPOTOKONi
CTabinbHOCTI) 3MiHU Woao
BMOAnNEHHs meToay
BuNpobyBaHHsa AdI
po3yBacTaTuH LnHKy (synthetic
route C) Ha BMICT JOMILLOK
eHaHTioMepiB i3 cneuudikadin
CTabinbHOCTI.

230.

PO3Yynin®

Rosuvasta
tin

posyBacTa
TUH LMHKY

C10AA0

TabneTku, BKPUTI
NniBKOBOIO
000noHKoH0, Mo 5 Mmr;
no 7 TabneTtok y

3AT
dapmavneBT
VYHWIA 3aBOA,

ElIC

YropwuHa

3AT

dapmaueBTUYHN

1 3aBopa ElIC

Yropwm
Ha

BHECEHHS 3MiH [0
peecTpaLiiHNX JOKYMEHTIB:
3miHu | TMny - 3MiHKM 3 AKOCTI.
API. BupobHuuTtBo. 3MiHM B

3a
peuernmom

UA/11831/01/01
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *

6nictepi; no 2, abo
no 4, abo no 8
6nictepiB y
KapTOHHiI kopooLi

npoueci BupobHuuTea AdI
(iHWi 3MiHK) 3MiHW Wopo
BUIMYYeHHS cuHTe3y B
(Synthetic route B) AdI
po3yBacTaTUHy LIMHKY. 3MiHu |
Tnny - AQMIHICTPaTUBHI 3MiHW.
3MiHa HariMeHyBaHHs1 Ta/abo
agpecu Micus npoBaKeHHS
LisiNbHOCTI BUPOGHMKa
(BKrovatoum, 3a HeobXigHoCTI,
MicLie NpoBeAeHHS! KOHTPOro
sKkocTi), abo BnacHuka
macTep-daiina Ha A®l, abo
noctadanbHuka A®l/BuxigHoro
maTtepiany/peareHTy/npoMiKHO
ro NpoaykKTy, Lo
3aCTOCOBYIOTbCS Y
BMPOGHMLTBI API (KO
3a3Ha4yeHo y JOChE Ha
nikapcbkuii 3acib) 3a
BiJCYTHOCTI cepTudikaTa
BiNOBIgHOCTI €Bponenchkin
cbapmakonei y
3aTBEpAKEHOMY A0Cbe, abo
BUPOGHMKa HOBOT AOMOMIKHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y
[0CbE) 3MiHM B agpeci
BMPOGHMLTBA MPOMIKHUX
npoaykTis A®| posyBacTaTuH
umHKy (synthetic route C), wo
BMPOGNSIIOTLCS KOMNAHIED
Jiangsu Alpha Pharmaceutical
Co., Ltd. 3miHm | TUny - 3MiHK
3 AkocTi. A®I. KoHTponb ADI.
3miHa y napameTpax
cneundikauini Ta/abo
OONYCTUMUX MEX, BUSHAYEHNX
y cneuudikauisix Ha A®I, abo
BVIXiAHUIA/MPOMIXKHWI
npoaykT/peareHT, LWo
BUKOPUCTOBYOTBCS Y NMPOLIECI
BUpo6HMLTBa ADI (BUMyYeHHS
HEe3Ha4yHOro NnokasHvKa sSIKOCTi
(Hanpuknag BUMYYEHHS
3acTapinoro nokasHuka))
3MiHW LOoAo BUAANEHHSIM
MeToay BU3HAYEHHS!
ONTUYHOTO 0BepTaHHS K
HECyTTEBOIO napameTpa
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep

peecmpauiliHo

20
noceio4yeHHs1

cneundikauii AdI
po3yBacTaTuH LMHKY (synthetic
route C). 3MiHn | Tuny - 3MiHn
3 gkocTi. A®l. Cuctema
KOHTEWHep/3aKynopoBanbHUit
3aci6 (iHWi 3MiHK) 3MiHK LWoao
BUAANEeHHAM LUniHAPUYHOIO
BOJIOKHMCTOrO GapabaHy sik
30BHILUHLOIO NakyBanbHOro
maTtepiany APl posyBactatuH
LUMHKy (synthetic route C).
3miHu | TMny - 3MiHKM 3 AKOCTI.
AQ®I. CtabinbHicTb. 3MiHa
nepiofly NOBTOPHMX
BunpobyBaHb/nepiogy
36epiraHHs abo ymoB
36epiraHHs A®I (3a
BiJCYTHOCTi y 3aTBEpPAXEHOMY
nocbe cepTudpikata
BiNOBIgHOCTI €Bponenchkin
dapmakonei, Wwo BKIoyae
nepiog NOBTOPHOIO
BUNPOOYBaHHS) (3MiHa y
3aTBEPPKEHOMY MPOTOKONi
cTabinbHoCTi) 3MiHK Woao
BUAarneHHs metogy
BuNpobyBaHHa AdI
po3yBacTaTuH LMHKY (synthetic
route C) Ha BMIiCT JOMILLIOK
eHaHTioMepiB i3 cneundikauin
cTabinbHoCTi.

231.

PO3YyNnin®

Rosuvasta
tin

po3yBacTa
TUH UUHKY

C10AA0

TabneTku, BKpUTI
NniBKOBOO
obornoHkoto, no 10
Mr; no 7 TabneTok y
onictepi; no 2, abo
no 4, abo no 8
GnicTtepiB y
KapTOHHiIl kopobui

3AT
dapmavreBT
VYHUI 3aBO[

ETIC

YropwuHa

3AT
dapmMaLeBTUYHN
1 3aBopa ElIC

Yropwum
Ha

BHECEHHS 3MiH 10
peecTpaLiiHNX JOKYMEHTIB:
3miHu | TMny - 3MiHKM 3 sKOCTI.
A®I|. BupobHuuTBO. 3MiHN B
npoueci BupobHuuTea AdI
(iHWi 3MiHK) 3MiHK Woao
BUIMYyYeHHS cuHTe3y B
(Synthetic route B) AdI
posyBacTaTuHy LIMHKY. 3MiHu |
MYy - AOMIHICTPaTUBHI 3MiHW.
3miHa HaiMeHyBaHHS Ta/abo
agpecu Micusi IPOBafKEHHS
LisiNbHOCTI BUPOGHMKa
(BKnoYatoum, 3a HeObXigHOCTI,
MicLie NpoBeAEHHS KOHTPOo
sikocTi), abo BnacHuka
macTep-danna Ha AP, abo
nocrtadansHuka A®l/BuxigHoro

3a
peuenmom

UA/11831/01/02
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

maTtepiany/peareHTy/NpoMiKHO
ro NpoaykKTy, Lo
3aCTOCOBYHOTHLCH Y
BUpobHMUTBI API (KO
3a3HayeHo y JOCbE Ha
nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudikaTa
BiZNOBIgHOCTI €Bponenchkin
apmakonei y
3aTBepakeHoMy Aocke, abo
BUPOGHMKA HOBOT AOMOMIDKHOT
PEYOBVHM (AKLLIO 3a3HAYEHO Y
[0Cbe) 3MiHM B agpeci
BMPOGHMLTBA MPOMDKHUX
npoaykTie A®| podyBactaTtuH
umHKy (synthetic route C), wo
BMPOGNSIIOTLCS KOMNAHIED
Jiangsu Alpha Pharmaceutical
Co., Ltd. 3miHm | Tuny - 3MiHK
3 akocTi. A®I. KoHTponb ADI.
3miHa y napameTpax
cneumdikauin Ta/abo
OONYCTUMMUX MEX, BU3HAYEHNX
y cneuudikauisx Ha A®l, abo
BVIXiAHUIA/MPOMIXXHUIA
npoayKT/peareHT, Lo
BMKOPVCTOBYIOTBCS Y NMPOLIECI
BUpOGHMLTBa ADI (BUNYyYeHHS
He3Ha4HOro NnokasHuKa siKoCTi
(Hanpwvknag BUMYYeHHS
3acTapinoro nokasHukay))
3MiHW LWoAo BUAANEHHSIM
MeToAy BU3HAYEHHS!
ONTUYHOrO 0BEepTaHHS K
HecyTTeBOro napameTpa
cneundikaii APl
po3yBacTaTuH LuHKy (synthetic
route C). 3MiHn | TUny - 3MiHu
3 akocTi. A®Il. Cuctema
KOHTEWHep/3aKynoproBanbHUii
3acib (iHWi 3MiHKM) 3MiHK LWoao
BUAANEHHAM LUNiHAPUYHOIO
BOJITOKHMCTOro 6apabaHy sk
30BHILUHLOIO NakyBarnbHOro
matepiany A®l posyBactaTuH
LUuHKy (synthetic route C).
3miHu | TUny - 3MiHKM 3 sIKOCTI.
A®I. CtabinbHictb. 3miHa
nepiofy NOBTOPHMX
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
BuUNpobyBaHb/nepiogy
36epiraHHs abo ymoB
36epiraHHa AdI (3a
BiICYTHOCTIi y 3aTBEepaKEHOMY
[ocbe cepTudikara
BiNOBIQHOCTI €BpONEenchbKii
cdapmakonei, Lo BKrovae
nepiof NOBTOPHOIO
BUNPOBYBaHHS) (3miHa y
3aTBEPAKEHOMY MPOTOKONi
cTabinbHOCTI) 3MiHK WoJo0
BUAAreHHs MeToay
BunNpobyBaHHsA AdI
po3syBacTaTuH LMHKY (synthetic
route C) Ha BMICT JOMILLOK
eHaHTioMepiB i3 cneumdikauin
cTabinbHoCTi.
232. | CArNnA® Rasagiline | pasarinin NO04BDO | tabnetkv no 1 mr, Mepokemi Kinp BMPOGHMLTBO Kinp/ BHECEHHS 3MiH J0 3a UA/18155/01/01
2 no 10 Tabnetok y nTh roToBOro MNopTyra peecTpauiiHiX AOKYMEHTIB: peuenmom
6nictepi; no 3 nikapcbKoro nis 3MiHn | TMNY - 3MiHM 3 SIKOCTI.
6nictepny 3acoby, [oToBWI Nikapcbkni 3acib.
KapTOHHiIN kopooLi nepBuHHE Ta KoHTponb rotoBoro
BTOPUHHE nikapcbkoro 3acoby (iHwi
nakyBaHHs, 3MiHu) - nepeknag MKA 3
KOHTPOMb SIKOCTI, POCINCBLKOI MOBM Ha
BUNYCK cepii: yKpaiHCbKy MOBY Ans
Mepokemi NPVIBEAEHHS Y BiAMOBIAHICTb i3
TimiTeq, Kinp; BUMOramv YHHOI peaakuii
BUPOGHMLUTBO Hakasy MO3 Ykpainu Ne 426
roToBOro Bia 26.08.2005
nikapcbKkoro
3aco0y,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPOMb SIKOCTI:
[Oenopbic
dapmachbtoTikan
c T, Kinp;
BUPOGHMLTBO
roTOBOrO
nikapcbKoro
3aco0y,
nepBuHHE Ta
BTOPWHHE
nakyBaHHs,
KOHTPOMb SIKOCTi:
Ip6edhap -

IHgacTpia
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
dapmachbioTika,
C.A,
MopTyranis
233. | CAHOMEH Mometaso | momeTaso RO1ADO | cnpew HasanbHWUiA, CaHpos CnoBeHis ek CnoBeHi BHECEHHS 3MiH A0 3a UA/15870/01/01
ne Hy cypoat 9 [030BaHuN, dapmacbioTi dapmaueBTUYHa a peecTpauinHUX AOKYMEHTIB: peuenmom
cycneHsia 50 Kans g.n. KOMMaHis a.Aa. 3MiHn | Trny - 3MiHK Woao

MKr/go3y no 60 abo
120, abo 140 pos y
KOHTelHepi; no 1
KOHTENHEpPY Y
Kopobui

6e3nekn/edeKTMBHOCTI Ta
tbapmakoHarnagy. BeegeHHs
abo 3MiHM [0 y3aranbHeHUx
[AaHuX npo cucTemy
dapmakoHarnsgy (BBeAeHHs
y3aranbHEeHUX AaHux npo
cuctemy cdhapmakoHarnsgy,
3MiHa yNnoBHOBaXXeHOT ocobu,
BiANOBigANbHOI 3a 3AiINCHEHHS
bapmakoHarnagy; KOHTaKTHOI
ocobu 3 chapmakoHarnsgy
3asiBHMKA ANS 34iINCHEHHS
tbapmakoHarnagy B YkpaiHi,
SKLO BOHa BigMiHHa Big
YNOBHOBAXEHOI 0cobu,
BiANOBiganNbHOI 3a 34INCHEHHS
dapmakoHarnsgy (Bknoyarum
KOHTaKTHi AaHi) Ta/abo 3miHn y
po3MiLLeHHi MacTep-caina
cucTemMu chapmakoHarnsgy) -
3MiHa ynoBHOBaxeHoi ocobu
3asBHMKa, BiAnNoBiaanbHoI 3a
dapmakoHarnag,.
[itova pegakuisi:

Dasin OxoH Iesic / David
John Lewis, B.Sc (Hons),
Ph.D.
[MponoHoBaHa peaakuis:
Kotal Mohamed Ali / Kotan
Moxamen Ani.
3MiHa KOHTaKTHUX JaHUX
yNOBHOBaXeHOI 0cobu,
BiANOBiAanNbHOI 3a 3AiNCHEHHS
dapmakoHarnsigy.
3MiHa KOoHTaKTHOI ocobun
3asiBHMKA, BianoBiganbHoI 3a
34iicHeHHs dhapmakoHarnagy
B YKpaiHi.

[itova pegakuisi:
Opnos B’siuecnas BiktopoBuy
/ Viacheslav Orlov, M.D.
[MponoHoBaHa peaakuis:
TaHacoBa 3opsiHa
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
MwukonaiBHa / Tanasova
Zoriana.
3MiHa KOHTaKTHMX AaHuX
KOHTaKTHOI 0cobu 3asiBHUKa,
BiAnNoBiganbHOI 3a 3AiNCHEHHS
dapmakoHarnsay B YKpaiHi.
3MiHa Micus 3aiNCHEeHHs
OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsagy. 3miHa
MicLie3Haxod)XeHHs MacTep-
thbanna cuctemun
dapmakoHarnsay Ta noro
HomMepa
234. | CAPTIH Arginine L-apriHiHy | BO5XBO0 | po3uuH gns iHdysin, AT YkpaiHa NMOBHUI LMK YkpaiHa BHECEHHS 3MiH 4O 3a UA/16480/01/01
hydrochlor | rigpoxnop 1 42 mr/mn; no 100 mn "®apmak” BMPOBHMUTBA: peecTpauinHmx maTepianis: peuenmom
ide mo y cbnakoHi; no 1 AT "dapmak”, 3MiHn | TMNY - 3MiHM 3 SIKOCTI.
cdnakoHy B nayui 3 YkpaiHa; [oToBMI Nnikapcbknii 3acib.
KapTOHy BidyanbHa 3MiHM y BUpoBHMUTBI. 3aMiHa
iHCnekuis abo BBeAeHHS [0AaTKOBOI
¢bnakoHiB, finbHUUi BUpobHUUTBa Anst
MapKyBaHHs YacTuHM abo BCbOro
c¢nakoHiB Ta BUPOBHMYOro npoLiecy
BTOPUHHE roTOBOro NikapcbKoro 3acoby
nakyBaHHS: (AinbHWUS ANt BTOPUHHOTO
MpAT "IHdysig", NakyBaHHs1) - BBEAEHHS
YkpaiHa [0AAaTKOBOI AiNbHULI Ans

BTOPUHHOIO NaKyBaHHsI
roTOBOrO MikapcbKoro 3acoby,
a came lNpAT "IHdy3ia"
(Yxpaina, 23219, BiHHWLbka
06n., BiHHUUbKUIA p-H, C.
BiHHWUbKI XyTOpMW, BYnI.
Hemupiscbke woce, 6. 84A).
Takox 3a3HavyeHo dyHKL;T
BUpoGHUMKa AT «dapmak», a
came: MoBHMIA LMKN
BMPOGHMUTBA. 3MiHKM | TNy -
3MmiHu 3 skocTi. FoToBUIA
nikapcbkuii 3aci6. 3miHn y
BMPOGHMUTBI. 3amiHa abo
BBeOEHHSI 0AAaTKOBOI
[inbHULi BUpoOHUUTBA Anst
YacTuHM abo BCbOro
BUPOGHMYOro npouecy
roTOBOrO nikapcbKoro 3acoby
(iHLWi 3MiHK) - BBEAEHHS
[04aTKOBOI AiNbHULI Ans
cTagii «BizyanbHa iHcnekuis
briakoHiB» roToBOro
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
nikapcbkoro 3acoby, a came:
MpAT "IHdysis" (YkpaiHa,
23219, BiHHMubka 0o6n.,
BiHHMUBKWIA p-H, C. BiHHUUBKI
XyTopu, Byn. Hemupiscbke
woce, 6. 84A). 3minu | Tuny -
3miHu 3 gkocTi. FoToBUIA
nikapcbkuii 3aci6. 3miHn y
BMPOOHMUTBI. 3amiHa abo
BBeAEeHHsI 4OAAaTKOBOI
finbHUUi BUpobHUUTBa Anst
YacTuHM abo BCbOro
BUPOGHMYOro npouecy
roTOBOro fikapcbKoro 3acoby
(iHwWi 3miHN) - BBepgeHHs
[04aTKOBOI AiNbHULI Ans
cragii «MapkyBaHHs
briakoHiB» roToBOrO
nikapcbkoro 3acoby, a came
MpAT "IHdy3is" (YkpaiHa,
23219, BiHHMUbKa 061,
BiHHMUBKWIA p-H, C. BiHHUUBKI
XyTopu, Byn. Hemupiscbke
woce, 6. 84A).
235. | CEBIKAP Olmesarta | onmecapt CO09DBO | TabneTtku, BKpUTI 3eHTiBa, K.C. Yecbka [aivi CaHkio Himeyun BHECEHHS 3MiH 10 3a UA/17647/01/02
n aHy 2 NniBkoOBOIO Pecny6bnik Opoyn Mm6X Ha peecTpaLiiHNX AOKYMEHTIB: peuenmom
medoxomil | megokcomi 00ornoHkoto, no 40 a 3MiHn | TMny - 3MiHK Woao
and n mr/5 mr; no 14 6e3nekn/edekTMBHOCTI Ta
amlodipine TabneTok y 6nictepi; hapmakoHarnsgy (iHwi amiHu).
no 2 6nictepa y 3MiHN BHECEHO Yy TeKCT
KapTOHHIN nayui MapKyBaHHS NepBUHHOI
(n. 6) ynakoBku nikapcbkoro
3acoby
236. | CEBIKAP Olmesarta | onmecapt CO09DBO | TabneTtku, BKpUTI 3eHTiBa, K.C. Yecbka [aivi CaHkio Himeyun BHECEHHS 3MiH 10 3a UA/17647/01/03
n aHy 2 NniBkOBOIO Pecny6bnik Opoyn Mm6X Ha peecTpaLiiHNX AOKYMEHTIB: peuenmom
medoxomil | megokcomi 00ornoHkoto, no 40 a 3MiHn | TMny - 3MiHK Woao
and n mr/10 mr; no 14 6e3nekn/edekTMBHOCTI Ta
amlodipine TabneTok y 6nictepi; bapmakoHarnsgy (iHwi amiHu).
no 2 6nictepa y 3MiHM BHECEHO Yy TEKCT
KapTOHHIN nayui MapKyBaHHS NepBUHHOI
(n. 6) ynakoBku nikapcbkoro
3acoby
237. | CEBIKAP Olmesarta | onmecapT CO9DBO | TabneTtku, BKpUTI 3eHTiBa, K.C. Yecbka [Haiui CaHkio Himeuun BHECEHHS 3MiH A0 3a UA/17647/01/01
n aHy 2 NniBKOBOO Pecny6bnik tOpoyn MmM6X Ha peecTpaLiHUX JOKYMEHTIB: peuernmom
medoxomil | megokcomi 00ornoHkoto, no 20 a 3MiHn | TMny - 3MiHK Woao
and n mr/5 mr; no 14 6e3nekn/edekTMBHOCTI Ta
amlodipine TabneTok y 6nictepi; dapmakoHarnsgy (iHwi 3amiHu).

no 2 6nictepay
KapTOHHIN nayui

3MiHM BHECEHO Yy TEKCT
MapKyBaHHS NepBUHHOI
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
(n. 6) ynakoBKu nikapCbkoro
3acoby
238. | CENIO®EH Zaleplon 3anensioH NO5CFO | kancynu no 10 wmr; AT "Apamven MNonbwa BUPOGHMLUTBO MNonbwa BHECEHHSI 3MiH O 3a UA/5258/01/01
3 no 10 kancyny dapma” Hepo3dacoBaHO peecTpauiiHuX AOKYMEHTIB: peuenmom
6nictepi; no 1 abo T npoaykuii, 3minu | Tvny - 3miHn woao
no 2 bnictepun y nepBuHHE i 6e3nekn/edeKTUBHOCTI Ta
KapTOHHiI kopoOLi BTOPUHHE tbapmakoHarnagy. BeegeHHs
nakyBaHHsa: AT abo 3MiHM [0 y3aranbHeHUxX
«Apamepq OaHnX Npo cuctemy
dapmay, capmakoHarnsgy (BBegeHHs
MonbLya; BuNyck y3aranbHeHVX JaHux Npo
cepii: AT cuctemy cdbapmakoHarnsagy,
«Apamepq 3MiHa yNnoBHOBaXXeHOT ocobu,
dapmay, BiAMNOBIgaNbHOI 3a 34INCHEHHSs
Monbwa dapmakoHarnsay; KOHTaKTHOI
ocobu 3 chapmakoHarnsgy
3asiBHMKa AN 34iNCHEHHS
apmakoHarnsay B YkpaiHi,
SKLO BOHa BigMiHHa Big
YNOBHOBaXeHOi ocobu,
BiANOBiAANbHOI 3a 3AiNCHEHHS
dapmakoHarnsgy (Bknoyarum
KOHTaKTHi AaHi) Ta/abo 3miHn y
pO3MilLieHHi macTep-anna
cucTeMu hapmakoHarnsigy)
3MiHa KOHTaKTHUX JaHUX
yrNoBHOBaXeHoi ocobun
3asBHMKa, BiAnNoBiaanbHoI 3a
dapmakoHarnsg. 3miHa
KOHTAKTHUX JAHWUX KOHTAKTHOT
ocobu 3asiBHUKa,
BiANoBiganbHOI 3a
dapmakoHarnsa B YKpaiHi.
239. | CEPTUKAH Everolimu | eBeponimy | LO4AAl | Tabnetku no 0,75 HoBaprTic LLisenuapi Bupo6HuuTBO, LLsenua BHECEHHS 3MiH 10 3a He UA/3913/01/03
S c 8 mr; no 10 TabneTok dapma Al A KOHTPOMb SIKOCTI, pisi/ peecTpaLiiHNX AOKYMEHTIB: peuenmom nion
y bnictepi; no 6 nepBuHHe PymyHis 3minu | Tvny - 3miHn woao seae
GnicTtepiB y kopobui nakyBaHHs, 6e3nekn/edekTMBHOCTI Ta
3 KapTOHY BTOPUHHE papmakoHarnsgy. 3miHa(un) y
nakyBanbHOro nakyBaHHsi, KOPOTKili XapaKkTepucTuLi
BUNYCK cepii: nikapcbkoro 3acoby, TEKCTi
Hogaptic ®apma MapKyBaHHsi abo iHCTpyKLUii
LTenn Al, ONs Megu4yHoro 3acTocyBaHHA
LLsenuapis; Onsi nikapcbkoro 3acoby,
KoHTponb niueHsoBaHoro y €C 3a
AKOCTI: npoLieayporo B3aEMHOIO

dapmaHanituka
CA, WBeinuapis;
BupobHnuTBO 3a
NMOBHVM LIMKIIOM:

BM3HaHHS (Mikapcbkuii 3acio
He BXoauTb Ao cdepu aii
npoueaypy B3aEMHOro
BU3HaHHS, ane 3aMiHa
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

Canpo3s C.P.11.,
PymyHis

BHOCUTLCA SIK pesynbTat
npoueaypv i Big BnacHuka
TOProBoi MileHsii He
BUMAaraeTbCs HagaHHs XOQHUX
HOBMX JOOATKOBUX AaHUX).
3MiHM BHeceHo Ao IHCTpykuii
O MeQUYHOro 3acToCyBaHHS
nikapcbkoro 3acoby no
po3ainis "B3aemopis 3 iHWMMKn
nikapcbkumm 3acobamu Ta iHLi
BWAM B3aemoain”,
"Ocob6nuBocTi 3acTocyBaHHS",
"3acTocyBaHHs y nepiog
BariTHoCTi abo rogyBaHHs!
rpyaar”, "Cnoci6
3acTOoCyBaHHA Ta [o3n",
"MepenosyBaHHa". BBeaeHHsA
3MiH NpOTSArom 6-Tn MicsiLiB
nicnsa 3aTepakeHHs. 3MiHu |l
TMny - 3MiHK Woao
6e3nekn/edeKkTuBHOCTI Ta
dapmakoHarnsgy. 3MiHu y
KOPOTKIl XapaKkTepucTuui
nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKUii Ans
MEAMNYHOrO 3aCTOCYBaHHS Y
3B’A3KY i3 HOBUMMW JaHUMU 3
AKOCTI, AOKMIHIYHUMMU,
KMiHIYHUMM gaHuMK Ta
OaHuMu 3 papMakoHarnagy.
3MiHu BHeceHo A0 IHCTpyKLii
Ansi MEOUYHOTO 3aCTOCYBaHHS
nikapcbKkoro 3acoby Ao
po3ainis "Cnocit
3acTocyBaHHs Ta 4osun",
"Oitn", "MobivnHi peakuii”.
BBeaeHHs 3MiH npoTsirom 6-Tn
MicsILiB Micnsi 3aTBEPAXKEHHS.

240.

CUHOPEKC®

Amnyna
Ne 1:
TiamiHy
rigpoxrop
ma,
pubodnas
iHy HaTpito
docdaty
rigpart,
nipuaokcu
H;

Al11EB

KOHLEHTpaT Ans
PO34MHy Ans
iHdy3ii no 5 mn B
amnyni; no 3
amnynu Ne 1
(Tiaminy
rigpoxnopug +
pubochnasiH +
NipUAOKCUHY
rigpoxnopua) y
Gnictepi; no 3

AT
"®papmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH 1O
peecTpaLiiHNX AOKYMEHTIB:
3miHu | TUny - 3MiHKM 3 sIKOCTI.
CepTudikat BignosigHocTi/lE-
cepTudikat BigNOBIAHOCTI
€BponeWcbkin
capmakonei/moHorpadii.
MopaHHs HoBoro abo
OHOBIEHOro cepTudikata
BiNOBIgHOCTI 260 BUNYYeHHS
cepTudikaTta BignoBigHOCTI

3a
peuenmom

UA/20157/01/01
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[TponoBkeHHs noaaTka 3

Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
Amnyna amnynun Ne 2 €Bponeickki thapmakonei:
Ne 2: (ackopbiHoBa ansa A®l; onst BUxigHoro
ackopbiHo KucnoTta + matepiany/peareHTy/npomikHO
Ba HikOTMHaMiIg + ro NPOAYKTY, WO
KWUCroTa; rmnoko3a) y bnicrepi; BUKOPVCTOBYIOTbCS Y
HIKOTUHaMI no 2 Gnictepu BMPOOHMUTBI ADI; ansi
n; amnyn Ne 1 1a no 2 [OMOMDKHOI PEYOBUHM
IHOKO3U, 6nictepu amnyn Ne (cepTtucbikat BignosigHOCTI
MoHorigpa 2 y nayui; no 6 €sponewicbkin dapmakonei) -
T amnyn Ne 1 (tiamiHy OHoBneHuin cepTudikar Big
rigpoxnopug + yXe 3aTBepaKeHoro
pvnbodnasiH + BUPOOHMKa NogaHHSA
NipUOOKCUHY OHOBIEHOro cepTudpikata
rigpoxnopug) y BiNOBIgHOCTI €Bponenchkin
6nictepi; no 6 dapmakonei Ne CEP 2013-
amnyn Ne 2 165-Rev 01 (3aTBEpAXKEHO:
(ackopbiHoBa R1-CEP 2013-165-Rev 00)
Kucnorta + AN Ailo4oi peyoBUHN
HikOTMHaMmiIg + Pyridoxine hydrochloride Big
rmnoko3a) y 6nicrepi; BXEe 3aTBEpOXEHOro
no 1 6nicrepy BMpOGHMKa Jiangxi Tianxin
amnyn Ne 1 Tano 1 Pharmaceutical Co., LTD.
6nictepy amnyn Ne 2
y nayui; no 6 amnyn
Ne 1 (TiamiHy
rigpoxnopug +
pubodnasiH +
NipUAOKCUHY
rigpoxnopua) Ta no
6 amnyn Ne 2
(ackopbiHoBa
kucrnoTa +
HikOTMHaMiIg +
rNoKO3a) y nauui i3
rodpoBaHMmn
BKI1agKamu
241. | CUHEKO[L Butamirate | 6ytamipat | RO5DB1 | cupon, 1,5 mr/mn; no XaneoH KX LLisenuapi XaneoH KX Lliserua BHECEHHS 3MiH 10 be3 UA/5260/01/01
y umTpart 3 100 mn a6o 200 mn CAPJ A C.a.p.n. pist peecTpaLiiHNX AOKYMEHTIB: peuenma

y chnakoHi 3
KPULLIKOO Ta MipHOO
CKNsiHKOO; no 1

nakoHy y
KapTOHHI kopobui

3miHu Il Tuny - 3MiHM 3 sKOCTiI.
[oToBWI Nikapcbkui 3acib.
KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikadin
Ta/abo [onyCTUMUX Mex
roTOBOrO nikapcbKoro 3acoby
(3miHa 3HaxoauTbCs No3a
3aTBEPAKEHUMU
OONyCTUMUMU MeXaMu
cneuudikauin) - 3MiHa, a came




255 [TponoBkeHHs qoaaTka 3
Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
PO3LUNPEHHST MEX
cneumdikauii M3 nig yac
BMMNYCKY 3a NokasHunkom pH i3
3,9-4,1p003,8-4,2.
BBeneHHs 3miH NpoTsarom 6-tn
MiCSILiB MiCNsi 3aTBEPAXKEHHS.
242. | CIAJNIC® Tadalafil Taganadi GO4BEO | TabneTku, BKpUTI Eni Ninni HioepnaH Bupo6HMLTBO Cnonyuy BHECEHHS 3MiH 4O 3a UA/7881/01/03
n 8 NNiBKOBOO HepepneHg amn Hepo3dacoBaHO eHi peecTpauiiHuX AOKYMEHTIB: peuenmom
obonoHKoto, Mo 5 mr; B.B. ro NPoAyKTy: LWTatn 3MmiHn | TMny - 3MiHKM 3 AKOCTI.
no 14 tTabnetok y Tinni penb (CLLA)Y/ [oToBMI Nnikapcbknii 3acib.
6nicTepi; no 1 abo 2 Kapibe IHkK., IcnaHis KoHTponb rotoBoro
6nictepu B CronyyeHi nikapcbkoro 3acoby (iHwwi
KapTOHHIN nayui LWraTtn (CLLUA); 3MiHm). Mepeknag MKA 3
MepBuHHa Ta POCINCBLKOI MOBU Ha
BTOPUHHA YKpaiHCbKy MOBY ANS
ynakoBKa, npuvBELEHHS Y BiANOBIAHICTb i3
[03Bin Ha BUMOTramMm YMHHOI peaakuii
BWMNYCK Cepil: Hakasy MO3 Ykpainn Ne 426
Ninni C.A,, Big 26.08.2005
Icnanig
243. | CIKANPOTEK | Dexpanthe | gekcnaHte | SO1XAl | kpanni o4Hi, no 10 YPCA®APM | HimeuunH YPCA®APM Himeuun BHECEHHS 3MiH J0 3a UA/5371/01/01
T nol Hon Ta 2 Mn 'y pnakoHi- ApuHanmiTT a ApuHanmiTTens Ha peecTpauiiHiX AOKYMEHTIB: peuenmom
nonieidino KpanensHuui, no 1 enb MmM6X 'm6X 3MiHn | TMny - 3MiHK Woao
BWI CNUpT hbnakoHy- 6esnekn/edeKTMBHOCTI Ta

KpanenbHuui y
KapTOHHiIN kopobui

bapmakoHarnagy. BeegeHHs
abo 3MiHM [0 y3aranbHeHux
AaHVX Npo cuctemy
dapmakoHarnsay (BBeAeHHs
y3aranbHeHUX faHux npo
cuctemy chapmakoHarnsagy,
3MiHa YNOBHOBaXeHOi ocobu,
BiANOBiAanNbHOI 3a 34INCHEHHS
dapmakoHarnsay; KOHTaKTHOI
ocobu 3 chapmakoHarnsgy
3asBHMKa AN 34iNCHEHHS
dapmakoHarnsaay B YkpaiHi,
SKLO BOHAa BigMiHHa Big
yNOBHOBaXeHOI 0cobu,
BiANoBiAanbHOI 3a 3AiNCHEHHS
apmakoHarnsgy (Bknoyar4m
KOHTaKTHi faHi) Ta/abo 3miHu y
po3MiLLeHHi MacTep-caiina
cucTeMu chapmakoHarnsiay)
3miHa ynoBHoBaxeHoi ocobu
3asBHMKA, BianoBiganbHoI 3a
dapmakoHarnag.
[itova pepakuisn: Dorothea
Grof3. lNMponoHoBaHa peaakuisi:
Charlotte Steinmetz. 3miHa
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[TponoBkeHHs noaaTka 3

Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
KOHTaKTHUX AaHuX
YNOBHOBaXeHOi 0cobu
3asBHMKaA, BigNoBiganbHoI 3a
chapmakoHarnsag.
244. | CIMIOOHA Cimicifuga | kopeHeBu G02CX0 | Tabnetku no 13 wmr; Amakca J1T[] Benuka BMpOGHMUTBO 3a | LlBenua BHECEHHSI 3MiH 0 bes nién | UA/14582/01/01
®OPTE erhizoma | wa 4 no 30 TabneTok y Bputanis NOBHWUM LIMKIOM: pis peecTpauinHux maTepianis: peuenma fA2ae
uumiumndy 6nictepi; no 1 abo 3 Makc Liennep 3MiHn | TNy -
™m Gnictepu B 3boHe Arl', AOMiHicTpaTUBHI 3MiHW. 3MiHa
(Cimicifug KapTOHHiN kopobui LLisenuapis; Ha3su APl abo fonoMiXKHOI
ae anbTepHaTUBHU PEYOBUHM -
rhizoma) 1 BUPOOHMUK: 3MiHa Ha3BW Ail40il PeYOBUHMU,
KOHTPOIb SIKOCTi: y 3B’A3Ky 3 HEOOXigHICTIO
Jlabop NpuBEAEHHS Ha3Bu y
Llonnixrep Al, BiQNOBIQHICTb A0 BUMOT
LLisenuapis; KepisHuursa EMA wopgo
[AeKnapyBaHHs1 POCIIMHHUX
anbTepHaTUBHU cybcTaHUin Ta POCIUHHKX
11 BUPOOHWUK: npenaparisB y POCIIMHHUX
KOHTPOSb Cepiit: nikapCbKnx
IHTepnabop 3acobax/Tpagnuiiinx
Benn AT, POCINHHUX FTiKapChKMX
LLiseviapis 3acobax
(EMA/HMPC/CHMP/CVMP/28
7539/2005 Rev), a came B
Ha3Bi Ailo40i peyoBUHU
HeobXiQHO KOPEKTHO
3a3HaunTN BoTaHiYHy HayKoBY
Ha3BY POCMVHHOI CUPOBUHMN
BianoBiaHO Ao GiHoMianbHOT
cvctemu (pig, BMA, pisHoOBUA i
aBToOp), @ TAKOX BKa3aTtu
YaCTUHY POCIINHN —
«Cimicifuga racemosa (L.)
Nutt., rhizoma». 3miHu
BHECeHo y po3gin "Cknag" B
IHCTPYKLUIit0 Ans MeanYHOro
3aCTOCYBaHHs Ta SK HacnigoK -
Y TEKCT MapKyBaHHSs1 YMaKoBKU
nikapcbKkoro 3acoby.
BBegeHHs 3MiH npoTArom 6-tu
MicsiLiB nicns 3aTBepoKEHHS
245. | COPLE®® Cefixime Ledikcum JO1DDO | TabneTku, BKPUTI ANKANOIN, Pecnybnik | koHTponb sikocTi, | Pecny6n BHECEHHS 3MiH [0 3a UA/11157/02/01
8 NniBKOBOI Al Ckor’e a MiBHivyHa BUNYCK cepii: ika peecTpaLiiHNX AOKYMEHTIB: peuenmom
o6ornoHkoto, no 400 MakenoHis AJTKANOIQ AL MiBHiyHa | 3MmiHu | TUNY - 3MiHKM 3 sIKOCTI.
mr, no 5 Tabnetok y Ckor’e, Makeno CepTudikat BignosigHocTi/lE-
6nictepi, no 1 abo 2 Pecny6nika Hist cepTudikaT BigNOBIAHOCTI
Gnictepu y MiBHiYHa €BponeWcbkin
KapTOHHiIN kopobuyj; MakepoHis; dapmakonei/moHorpadii.
no 7 TabneTtok y BMPOGHMUTBO, MopaHHA HoBoro abo
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[TponoBkeHHs noaaTka 3

Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
6nictepi, no 1 nepBuHHE Ta OHOBJEHOro cepTudpikata
Gnictepy B BTOPUHHE BiNOBIgHOCTI 260 BUNYYEHHS
KapTOHHiN Kopobui naKyBaHHs: cepTtucpikata BiaNoOBIAHOCTI
AJTKANOIO AL €Bponenchkin hapmakonei:
Ckor’e, ans A®l; ansa BuxigHoro
Pecny6nika matepiany/peareHTy/npomikHO
MiBHiYHa ro NPOAYKTY, WO
MakepnoHis BUKOPUCTOBYIOTLCS Y
BUPOGHMUTBI ADI; Ans
[OMNOMIDKHOT pe40BMHUN
(ceptudcbikat BignosigHoCTI
€Bponewicbkin apmakonei) -
OHoBReHuI cepTudikaT Big,
yXe 3aTBepaKeHOro
BUPOBOHMKa NogaHHsA
OHOBIEHOro cepTudpikata
BiNOBIgHOCTI €Bponenchkin
dapmakonei Ne CEP 2002-
125 Rev 03 (3aTBEpPAXKEHO:
R1-CEP 2002-125 Rev 02)
ana A®l uedikcnmy Big,
3aTBEpOKEHOro BUPOGHMKa
ORCHID PHARMA LIMITED.
246. | COPLE®® Cefixime Ledikcum JO1DDO | rpaHynu ans ATNKANOIQ Pecnybnik | koHTponb sikocTi, | Pecny6n BHECEHHS 3MiH J0 3a UA/11157/01/01
8 oparnbHOI cycrneHasit, Al Ckon’e a MiBHibyHa BUNYCK cepii: ika peecTpaLiiHNX AOKYMEHTIB: peuenmom
100 mr/5 mn; ans 60 MakepnoHis ANKANOIQ AL, MiBHiyHa | 3MmiHu | TUNY - 3MiHKM 3 AKOCTI.
MI cycneHasii: no 32 Ckor’e, Makeno CepTudikat BignosigHocTi/lE-
I rpaHynaTy y Pecny6bnika His cepTudikat BiANOBIAHOCTI
dnakoHi 3 MiBHiYHa €BponeWcbkin
nnacTMKOBOKO MakepoHis; dapmakonei/moHorpadii.
rpagyoBaHo0 BMPOGHMUTBO, MopaHHsa HoBoro abo
niNeTKol Ta MipHUM nepBuHHe Ta OHOBJIEeHOro cepTudikara
CTaKaH4MKoOM B BTOPUHHE BiAMOBIAHOCTI abo BUMy4YeHHS
KapTOHHiIl kopobuyj; nakyBaHHS: cepTudikata BiANOBIAHOCTI
ans 100 mn ANKANOIO AL, Esponeicbkilt hapmakonei:
cycneHsii: no 53 r Ckor’e, ans A®l; ans BuxigHoro
rpaHynaTy y Pecny6bnika matepiany/peareHTy/npomixxHO
donakoHi 3 MiBHiYHa ro NPoOAyKTy, Wo
nnacTMKOBOIO MakepoHis BUKOPUCTOBYIOTLCS Y
rpagyvoBaHo BUPOGHMUTBI ADI; Ans

NiNeTKol Ta MipHUM
CTakaH4YMKOM B
KapTOHHI kopobui

OOMOMDKHOI PEYOBUHM
(cepTtucbikat BignosigHOCTI
€Bponeiicbkint dapmakonei) -
OHoBneHui cepTudikar Big
yXe 3aTBepOKeHoro
BMPOOHYKa - NoAaHHSA
OHOBIEHOro cepTudikata
BiZNOBIQHOCTI €BpONenchKin
dapmakonei Ne CEP 2002-
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
125 Rev 03 (3aTBEpPAXKEHO:
R1-CEP 2002-125 Rev 02)
ansa A®l uedikcnmy Big
3aTBepOKeHOro BUpo6HMKa
ORCHID PHARMA LIMITED.
247. | CTEPO®YH[ | Electrolyte | natpito BO5BBO | po3uuH ans iHgysin; B. BpayH HimeuumnH B. BpayH LLsenua BHECEHHS 3MiH OO0 3a UA/9618/01/01
WH ISO s xnopug; 1 no 250 mn, 500 mn, Menb3yHreH a Megikan CA, pisi/ peecTpaLiiHNX JOKYMEHTIB: peuenmom
Kanito 1000 mny Al IcnaHis Himeyun | 3miHu | TMny - 3MiHKM 3 AKOCTI.
xnopug; nonieTmneHosomy B. BpayH Ha CeprtudikaTt BignosigHocTi/l'E-
MarHito KOHTeMnHepi; no 10 Mepaukan CA, cepTudikaT BignoBIgHOCTI
xnopuay KOHTENHepIB Y LLisenuapis; €Bponewncbkin
rekcarigpa KapTOHHIN kopobuyj; BupobHuuTtBo, apmakonei/moHorpadii.
T; Kanbuito no 250 mn, 500 mn, nepBuHHa Ta MopaHHsA Hosoro abo
xnopuay 1000 mny BTOPWHHA OHOBIEHOro cepTudpikata
ovrigpar; NnnacTUKOBOMY ynakoBkKa, Bi4NOBIgHOCTI abo BUNYyYeHHs
HaTpito MiLwKy; no 10 miwkis BUNYCK cepii, cepTudikaTa BignoBigHOCTI
auetaTty Y KapTOHHIlA kopobui KOHTPOMb cepii: €BponeiickKin thapmakonei:
Tpurigpar; B. BpayH ans A®l; ans BuxigHoro
kucnota L- Menb3yHreH Al mMaTtepiany/peareHTy/NpoMiKHO
MarioHoBa HimeuumHa ro NpoaykKTy, Lo

BUKOPUCTOBYHOTBCS Y
BUpobHMUTBI APIl; ona
[OMNOMIDKHOT pe40BMHUN

(cepTtudcpikat BignosigHOCTI
€Bponeicbkinn dapmakonei) -
OHoBneHuin cepTudikar Big
yXe 3aTBepAXeHoro

BUpOGHYKa - [MogaHHs

OHOBJIeHoro cepTudikara
BiZNOBIgHOCTI €BpONEenchKii
dapmackonei Ne R1-CEP 2010-
380 - Rev 01 (3aTBEpOXEHO:
R1-CEP 2010-380 - Rev 00)

AN Ailyol peyoBuHU
Potassium chloride Big

3aTBEPKEHOr0 BUPOOHUKA,
AKUIA 3MiHMB Ha3By Ha K+S
Minerals and Agriculture
GmbH, Germany. 3miHu | TUNY
- 3miHu 3 sikocTi. CepTudpikat
BignoBigHocTi/lE-cepTudikat
BiZNOBIQHOCTI €BpONenchKii
dapmakonei/MmoHorpadii.

MopaHHs HoBoro abo

OHOBJIEHOro cepTudikara
BiANOBiAHOCTI abo BUMyYeHHs
cepTudikata BiANoBiAHOCTI
€Bponeicbkinn hapmakonei:
ona A®l; ona suxigHoro
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
maTtepiany/peareHTy/NpoMiKHO

ro NpoaykKTy, Lo
BUKOPUCTOBYIOTLCS Y
BUpobHMUTBI APIl; ona
[OMOMDKHOI PEYOBUHM
(cepTtudpikat BignoBigHOCTI
€Bponeickkin hapmakonei) -
OHoBReHuI cepTudikaT Big,
yXKe 3aTBEpPIKEHOro
BUPOGHKKa - [MogaHHs
OHOBIEHOro cepTudpikata
BiZNOBIgHOCTI €BpONENChKii
dapmakonei Ne R1-CEP 2010-
380 - Rev 03 ans gito4oi
peyoBuHM Potassium chloride
BiJ 3aTBEPAXXEHOro
BUpobHmka K+S Minerals and
Agriculture GmbH, Germany.
3MiHn | TMNY - 3MiHM 3 SIKOCTI.
CepTudikat BignosigHocTi/l'E-
cepTudikat BiANOBIAHOCTI
€Bponewncbkin
capmakonei/moHorpadii.
MopaHHs HoBoro abo
OHOBJIEeHOro cepTudikara
BigNoBigHOCTI abo BUMy4eHHs
cepTudikaTta BignoBiAHOCTI
€Bponeicbkiit hapmakonei:
ona A®l; ona suxigHoro
mMaTtepiany/peareHTy/npoMiKHO
ro NpoaykKTy, Lo
BUKOPWCTOBYIOTbCS Y
BUpobHMUTBI A®Il; ona
[OMOMIXXHOI pe4OBUHU
(cepTudpikat BignosigHoCTI
€Bponevicbkin apmakonei) -
OHoBneHwumn cepTudikar Big
yXe 3aTBepaKEHOro
BUPOGHVKa - [MoaaHHs
OHOBJIEHOro cepTudikara
BiQNOBIAHOCTI €EBpONENChHKIl
tapmakonei Ne R1-CEP 2010-
083-Rev 01 ans gjtovoi
pedvoBumHM Sodium chloride Big
BXe 3aTBEPKEHOro
BMPOBHMKa, SIKUIA 3MIHVB Ha3BY
(3aTBepmkeHo: ESCO France
SAS (European Salt

Company), PpaHuis;
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
3anponoHoBaHo: K+S
FRANCE SAS, ®paHuis).

3MmiHn | TMny - 3MiHKM 3 AKOCTI.
CepTudikat BignosigHocTi/lE-
cepTudikaT BiaNOBIAHOCTI
€Bponewncbkin
capmakonei/moHorpadii.
MopaHHsa HoBoro abo
OHOBIEHOro cepTudikata
Bi4NOBIgHOCTI 260 BUNYYEHHS
cepTudikaTa BignoBigHOCTI
€sponewcbkin hapmakonei:
ana A®l; ansa BuxigHoro
mMaTtepiany/peareHTy/npoMiKHO
ro NPOAyKTY, WO
BUKOPWCTOBYIOTbCS Y
BUpobHMUTBI API; Ana
[OMOMDKHOI PEYOBUHM
(ceptudcbikat BignosigHoCTI
€Bponeiickkin hapmakonei) -
OHoBneHnn cepTudikar Big
yXXe 3aTBepaKeHOro
BUPOGHYKa - [MogaHHs
OHOBJIEHOro cepTudikara
BigMNOBIAHOCTI €BpONENChHKIl
dapmakonei Ne R1-CEP 2013-
058-Rev 00 ans gjtovoi
peyoBumHM Sodium chloride Big
BXE 3aTBEpOXEHOrO
BupobHuka SCHWEIZER
SALINEN AG. 3minu | Tuny -
3miHu 3 skocTi. CepTuddikat
BignosigHocTi/E-cepTudikaT
BiZNOBIgHOCTI €BpONEenchKii
dapmakonei/MoHorpadii.
MopaHHs HoBoro abo
OHOBIIEHOro cepTudikara
BiANOBigHOCTI abo BUMyYeHHs
cepTudikaTta BignoBigHOCTI
€Bponeicbkinn hapmakonei:
aonsa A®l; ona suxigHoro
maTtepiany/peareHTy/NpoMiKHO
ro NPOAYKTY, WO
BUKOPUCTOBYIOTBCS Y
BUpobHMUTBI APIl; ona
[OOMOMIXKHOT pe4oBUHM
(cepTudpikat BignosigHoCTI
€Bponevicbkin dapmakonei) -

OHoBneHun cepTudikar Big
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
y)Xe 3aTBEepKEHOro

BUpOGHKKa - [MogaHHs
OHOBIEHOro cepTudikata
BiZNOBIgHOCTI €Bponenchkin
tapmakonei Ne R1-CEP 2008-
105-Rev 01 (3aTBEpaXeHo:
R1-CEP 2008-105-Rev 00)
ans aitoyoi pevouHM Sodium
chloride Big BXxe
3aTBEpOKEHOro BUPOBHMKa,
SIKUIA 3MiHMB Ha3By 3 AKZO
NOBEL SALT A/S, [aHist Ha
DANSK SALT A/S, OaHis.
3MiHn | TMNY - 3MiHM 3 SIKOCTI.
CeprudikaT BignosigHocTi/l E-
cepTudikaT BigNoBIgHOCTI
€Bponewncbkin
apmakonei/moHorpadii.
MopgaHHsa HoBoro abo
OHOBIEHOro cepTudpikata
Bi4NOBIgHOCTI abo BUNYyYeHHs
cepTudikaTa BignoBigHOCTI
€BponeiickKin thapmakonei:
ans A®l; ans BuxigHoro
matepiany/peareHTy/npomixxHO
ro NpoaykKTy, Lo
BUKOPUCTOBYHOTBCS Y
BUPOGHMUTBI ADI; Ans
OOMOMDKHOI PEYOBUHU
(cepTtudcpikat BignosigHOCTI
€Bponeicbkin dapmakonei) -
OHoBneHuin cepTudikar Big
yXe 3aTBepAXeHoro
BUpO6HMKa - MNogaHHs
OHOBJIeHoro cepTudikara
BiZNOBIOHOCTI €BpONEenchKii
apmakonei Ne R1-CEP 2008-
105-Rev 02 ans gito4oi
peyoBuHM Sodium chloride Big
BXe 3aTBEPKEHOro
BUPOGHMKa, SIKUIA 3MIHWB Ha3By
3 DANSK SALT A/S, [daHist Ha
MARIAGER SALT
SPECIALTIES A/S, OaHis.
3minm | TNy -
ALMIHICTPaTMBHI 3MiHN.
BunyyeHHs1 BUpoGHUYOT
OinbHUUI (BKNOYa4n

AinbHuyi gns AQ|, npomibkHOro
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *

npoaykTy abo rotoBoro
nikapcbkoro 3acoby, OinbHULi
ONs NPOBEAEHHS NaKyBaHHS,
BUPOGHMKA, BignosigansHoOro
3a BUMYCK cepin, micue
NpoBeAeHHS KOHTPOMIO cepii)
abo nocTayanbHVKa BUXIQHOTO
marepiany, peareHTy abo
[OOMOMDKHOI PEYOBUHM (SIKLLO
3a3HayeHo y J0CbE)
BunyyeHHs BupoGHMKa gitoyoi
peyoBuHM L-Malic acid -
KYOWA HAKKO BIO CO.,
LTD. 3MmiHu | Tuny - 3MiHu 3
akocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT
BiNOBIgHOCTI €Bponenchkin
apmakonei/moHorpadii.
MopgaHHsa HoBoro abo
OHOBIEHOro cepTudpikata
Bi4NOBIgHOCTI abo BUNYyYeHHs
cepTudikaTa BignoBigHOCTI
€BponeiickKin thapmakonei:
ans A®l; ans BuxigHoro
matepiany/peareHTy/npomixxHO
ro NpoaykKTy, Lo
BUKOPUCTOBYHOTBCS Y
BUPOGHMUTBI ADI; Ans
OOMOMDKHOI PEYOBUHU
(cepTtudcpikat BignosigHOCTI
€Bponeicbkin dapmakonei) -
OHoBneHuin cepTudikar Big
yXe 3aTBEpPKEHOro
BUpO6HMKa - MNogaHHs
OHOBJIeHoro cepTudikara
BiZNOBIOHOCTI €BpONEenchKii
apmakonei Ne R1-CEP 2006-
264-Rev 02 (3aTBEpAKEHO:
R1-CEP 2006-264-Rev 01)
ONs 4040l peyoBUHU
Magnesium chloride
hexahydrate Big Bxe
3aTBepOKeHOro BUPOGHMKa
MACCO ORGANIQUES,
S.R.O, Yexiq. 3minu | Tvny -
ALMIHICTPaTMBHI 3MiHN.
BunyyeHHs1 BUpoGHUYOT
OinbHUUI (BKNOYa4n
AinbHuyi gns AQ|, npomibkHOro
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *

npoaykTy abo rotoBoro
nikapcbkoro 3acoby, OinbHULi
ONs NPOBEAEHHS NaKyBaHHS,
BUPOGHMKA, BignosigansHoOro
3a BUMYCK cepin, micue
NpoBeAeHHS KOHTPOMIO cepii)
abo nocTayanbHVKa BUXIQHOTO
marepiany, peareHTy abo
[OOMOMDKHOI PEYOBUHM (SIKLLO
3a3HayeHo y J0CbE)
BunyyeHHHsi BUpobHUKa
Aitoyoi pevonHn Magnesium
chloride hexahydrate Merck
KGaA, HimeyvunHa. 3minm |
Tnny - 3MiHM 3 SKOCTi.
CepTudikat BignosigHocTi/l'E-
cepTudikaT BigNoBIgHOCTI
€Bponewncbkin
capmakonei/moHorpadii.
MopgaHHsa HoBoro abo
OHOBIIEHOro cepTudikara
BiNOBIgHOCTI 260 BUNYYEHHS
cepTudikaTa BignoBigHOCTI
€Bponewicbkin hapmakonei:
ona A®l; ona smxigHoro
matepiany/peareHTy/npomixxHO
ro NPOAyKTY, WO
BUKOPWCTOBYIOTbCS Y
BUPOGHMUTBI ADI; Ans
[OMOMIXXHOI pe4OBUHU
(cepTudpikat BignosigHoCTI
€Bponeicbkinn dapmakonei) -
OHoBneHwumn cepTudikar Big
yXXe 3aTBEPIKEHOrO
BUPOGHYKa - [MogaHHs
OHOBJIEHOro cepTudikara
BiZNOBIgHOCTI €BpONEnchKii
dapmakonei Ne R1-CEP 2007-
367-Rev 01 (3aTBEpaKeHO:
R1-CEP 2007-367-Rev 00)
ans gitoyoi pevoBunHU Sodium
chloride Big Bxe
3aTBepOKeHOro BUPOGHMKa
ESCO - EUROPEAN SALT
COMPANY GMBH & CO. KG,
HimeyumHa. 3minm | Tuny -
3miHu 3 sikocTi. CepTuddikat
BignoBigHocTi/l'E-cepTudikat
BiNOBIgHOCTI €BpONenchKin
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *

capmakonei/moHorpadii.
MopaHHsa HoBoro abo
OHOBIEHOro cepTudikata
BiNOBIgHOCTI 260 BUNYYEHHS
cepTudikaTa BignoBigHOCTI
€sponewcbkin hapmakonei:
ans A®l; onsa BuxigHoro
mMaTtepiany/peareHTy/NpoMiKHO
ro NPOAyKTy, WO
BUKOPWCTOBYIOTbCS Y
BUpobHMUTBI APIl; ona
[OMOMDKHOI PEYOBUHM
(ceptudcbikat BignosigHoCTI
€Bponeickkin hapmakonei) -
OHoBneHnn cepTudikar Big
yXe 3aTBepaKeHoro
BUPOGHKKa - [MogaHHs
OHOBIIEHOro cepTudikara
BiNOBIgHOCTI €Bponenchkin
dapmakonei Ne R1-CEP 2007-
367-Rev 02 ans gito4oi
peyoBuHM Sodium chloride Big
BXEe 3aTBEpOXEHOro
BMPOBHWKA, SIKWUIA 3MIHVB Ha3BY
3 ESCO - EUROPEAN SALT
COMPANY GMBH & CO. KG,
HimeuyunHa Ha K+S
MINERALS AND
AGRICULTURE GMBH,
HimeyumHa. 3minm | Tuny -
3miHu 3 skocTi. CepTuddikat
BignoBigHocTi/'E-cepTudikat
BiZNOBIgHOCTI €BpONEnchKii
dapmakonei/moHorpadii.
MopaHHsa HoBoro abo
OHOBJIEHOro cepTudikara
Bi4NOBIgHOCTI abo BUNYyYeHHS
cepTudikaTta BiANoBiAHOCTI
€Bponeicbkinn hapmakonei:
ans A®l; ans BuxigHoro
matepiany/peareHTy/npomixxHO
ro NPOAYKTY, WO
BUKOPUCTOBYIOTBCS Y
BUPOGHMUTBI ADI; Ans
[OOMOMIXKHOT pe4oBUHU
(cepTtucpikat BignosigHOCTI
€Bponeiicbkin apmakonei) -
HoBwuii ceptudikat Big HoBoOro

BMpOBHKKa (3amiHa abo
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

nonoBHeHHs) NoaaHHst HoBOrO
cepTudikaTa BignoBigHOCTI
€sponeicbkin hapmakonei Ne
R1-CEP 2010-083-Rev 00 ans
niroYoi pevoBmHM Sodium
chloride Big HoBoro BMpo6HuWKa
ESCO France SAS (European
Salt Company), ®paHuiisi.
3MmiHu | TMny - 3MiHKM 3 AKOCTI.
CepTudikat BignosigHocTi/l'E-
cepTudikaT BigNoBIgHOCTI
€Bponewncbkin
capmakonei/moHorpadii.
MopgaHHsa HoBoro abo
OHOBIIEHOro cepTudikara
BiNOBIgHOCTI 260 BUNYYEHHS
cepTudikaTa BignoBigHOCTI
€sponewcbkin hapmakonei:
ana A®l; ansa BuxigHoro
mMaTtepiany/peareHTy/NpoMiKHO
ro NPOAyKTY, WO
BUKOPWCTOBYIOTbCS Y
BUpobHMUTBI API; ona
[OMOMIXKHOI pe4OBUHU
(cepTudpikat BignosigHOCTI
€Bponeicbkin dapmakonei) -
HoBwuii ceptudikar Big Bxe
3aTBEPKEHOr0 BUPOBHUKA -
[MopaHHsA HoBOroO cepTudikaTa
BiZNOBIgHOCTI €BpONEenchKii
dapmakonei Ne RO-CEP 2013-
058-Rev 00 ans gitoyoi
peyoBuHM Sodium chloride Big
BXe 3aTBEPXKEHOIro
BMPOBHMKA, SIKUIA 3MIHWB Ha3By
3 "Vereinigte Schweizerische
Rheinsalinen AG" Ha
"SCHWEIZER SALINEN AG".

248.

TAVFELMKNI
H POM®APM

Tigecyclin
e

Tanreynkn
iH

JO1AAL

niocpinizat ans
pO34uHy ans
iHdy3in no 50 mr; no
10 conakoHiB y
KapTOHHIN nayui

EnEnCi
Pomdpapm
KomnaHi
hxopmxus

Ipysis

K.T. POM®APM
KOMMAHI
C.P.J1. PymyHis
(BMPOBHMLTBO
Ta NepBuHHe
nakyBaHHs
nikapcbKoro
3acoby;
KOHTpOmb
i3nKO-XiMIYHMX
NOKa3HWKIB

PymyHis

BHECEHHS 3MiH [0
peecTpauinHnx MaTepianis:
3miHu | TUny - 3MiHKM 3 sIKOCTI.
[oToBWI Nikapcbkui 3acib.
3MiHM y BUpoGHMLTBI. 3aMiHa
abo BBeAeHHA [0AaTKOBOI
[inbHULi BUpoOHUUTBA Anst
4YacTWHM abo BCbOro
BMPOBHMYOro npouecy
roTOBOrO nikapcbKoro 3acoby
(QinbHWUS ANA BTOPUHHOIO

3a
peuernmom

He
nion
seae

UA/19642/01/01
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266
Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
nikapcbKoro nakyBaHHs1) 3amiHa
3acoby Ta BUPOBHMYOI AinbHUL
BWMNYCK cepil; BTOPUHHOrO nakyBaHHs 13
BTOPUHHE BupobHuka K. T. POM®APM
nakyBaHHs Ta KOMMAHI C.P.J1. 3miHun | Tuny
KOHTPOIb - 3MiHK 3 AkocTi. FoToBMIA

GionoriyHux Ta
MikpoGionoriyHm
X MOKa3HWKiB
nikapcbKkoro
3acoby)

nikapcbkuii 3aci6. 3miHn y
BUPOBHMUTBI. 3MiHa
iMnopTepa/aminu, Lo

CTOCYHTbCA BUNYCKY cepii Ta

KOHTPOIIO SIKOCTi FOTOBOrO

nikapcbKkoro 3acoby (3amiHa

abo gopgaBaHHs OinbHULI, Ha
AKi 30IMCHI0ETLCS

KOHTpPOb/BUNPOOYyBaHHS

cepii) 3amiHa ginbHUUI Ha Sk

3AINCHIOETLCA KOHTPOMb AKOCTI

(koHTponb BionoriyHmx Ta

MikpoGionoriYHMx nokKasHuKiB

nikapcbkoro 3acoby) M3

BupobHuka K.T. POM®APM

KOMMAHI C.P.J1. 3miHu | Tuny

- AOMiHICTpaTMBHI 3MiHW.
3miHa HaiMeHyBaHHS Ta/abo
agpecu Micusi IPOBafKeHHS

nisnbHOCTI
BUpobHMKa/imnopTepa
roTOBOrO MikapcbKoro 3acoby,

BKITHOYal0uM AiNbHULL BUMYCKY

cepii abo micue npoBeaAeHHs

KOHTPOIO SIKOCTI. (QisiNbHICTb,

3a sKy Bignosigae
BMPOGHMK/iMnopTep,

BKI0HAK04M BUMNYCK Cepilt)

3miHa agpecu BUpOBOHMNYMX
[inbHUUB BUpobHuka K.T.
POM®APM KOMIMAHI C.P.1.
BigNoBiganbHUX 3a

«BMPOOHULITBO Ta NEPBUHHE

nakyBaHHsI NikapCbKoro
3acoby» Ta «BTopuHHe
nakyBaHHs1, KOHTPOSb
KiHLIEBOrO MPOAYKTY Ta BUMYCK
cepii», y 3B'A3Ky 3

NPVBEAEHHAM 0O OHOBIIEHMX

cepTugikatis EudraGMP.

yCi BUpoBOHUYI onepauii

Bupo6Hu4i AinbHULi, Ha3BKM Ta

3anULIaTLCS HE3MiIHHUMM.
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
3MiHW BHECEHO B iHCTPYKLUit0
Ansi MEAUYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain
"Micue3HaxooKkeHHs!
BMpOGHMKa Ta agpeca micus
NPOBaXXeHHs1 Noro
aignbHocTI" 3 BignoBigHUMUN
3MiHaMK B TEKCTi MapKyBaHHS
ynakoBoK. BBeaeHHs 3MiH
npoTsarom 6-Tu Micauis nicns
3aTBEPAKEHHS
249. | TAMOKCU®E | Tamoxifen | Tamokcud LO2BAO | Tabnetku no 20 mr; EBEBE ABCTpis BUMNYCK cepil, AscTpis/ BHECEHHS 3MiH J0 3a UA/2894/01/02
H "EBEBE" eHy 1 no 30 Tabnetok y dapma TECTyBaHHSA: Himeyvun peecTpauiiHiX AOKYMEHTIB: peuenmom
uuTpat KOHTelHepi; no 1 [ec.m.6.X. EBEBE ®apma Ha 3MiHu | TMny - 3MiHK Wopao
KOHTENHepy B Hdr.KI lec.m.6.X. Hoor. 6e3nekn/edeKkTuBHOCTI Ta
Kopobui KI', ABCTpisi; tbapmakoHarnagy. BeegeHHs
BUNYCK cepii, abo 3MiHM 40 y3aranbHeHux
TECTyBaHHSA: [aHuX Npo cuctemy
Cantotac dapmakoHarnsgy (BBeAeHHs
dapma M6X, y3aranbHeHUX gaHux npo
Hime4yumha; cuctemy cdbapmakoHarnsagy,
BUPOBHMLTBO 3MiHa yNnoBHOBaXXeHOT ocobu,
Hepo3dacoBaHO BiANOBiganNbHOI 3a 34INCHEHHS
i npoaykKuii, dapmakoHarnsay; KOHTaKTHOI
nepBuHHa Ta ocobu 3 chapmakoHarnsgy
BTOPWHHA 3asiBHUKA AN 34iCHEHHS
yrnakoBka, dapmakoHarnsaay B YkpaiHi,
TEeCTyBaHHSA: SKLO BOHAa BigMiHHa Big
[aynT ®apma yMNOBHOBaXeHOI 0cobw,
Awmaper 'mM6X, BiANOBiAanNbHOI 3a 3AiINCHEHHS
HimeuunHa dapmakoHarnsgy (Bknoyarum

KOHTaKTHi faHi) Ta/abo 3miHu y
pO3MilLieHHi macTep-anna
cvucTeMu cbapmakoHarnsgy).
3miHa ynoBHoBaxeHoi ocobu
3asiBHMKA, BignosiganbHoi 3a

dapmakoHarnag,.

[itova pepakuis: Oasig OxoH

Jlesic / David John Lewis.
[MponoHoBaHa pepakuis: Kotal
Mohamed Ali / Kotan
Moxamen Ani.
3MiHa KOHTaKTHUX JaHUX
yMNOBHOBaXeHOI 0cobu,

BiANoOBiAanbHOI 3a 3AiNCHEHHS

dapmakoHarnsgy. 3miHa
KOHTaKTHOT 0co0U 3asiBHYMKA,

BiANOBiAanNbHOI 3a 3AiNCHEHHS

chapmakoHarnsgy B YKpaiHi.
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

[itoua pegakuis: Opnos
B’auecnas BiktopoBuu.
[MponoHoBaHa pepakuis:
TaHacoBa 3opsiHa
MukonaiBHa / Tanasova
Zoriana. 3MiHa KOHTaKTHUX
[aHUX KOHTaKTHOI ocobun
3asBHMKA, BianoBiganbHoI 3a
3[iNCHeHHs dhapmakoHarnagy
B YKpaiHi. 3miHa Micus
3[iNCHEHHSI OCHOBHOI
DisiNbHOCTI 3
capmakoHarnsgy. 3MiHa
MicLle3HaxomKeHHs1 MacTep-
hanina cuctemm
bapmakoHarnagy Ta noro
HoMepa.

250.

TEPOHPE[

Abirateron
e

abipatepo
Hy auetar

LO2BX0
3

TabneTkn, BKpUTI
NNiBKOBOO
o6onoHkoto, no 250
mr; no 120 TabneTtok
y KOHTenHepi 3 NE
BUCOKOI LLiNbHOCTI 3
KPULLIKOHO,
He[OoCTYMNHO ANst
BiOKPUTTA AITbMMN.
Bcepeaunny
KOHTenHepa
NoMmiLLLeHo nakeT 3
aacopbeHTOM KUCHIO
3
nonepeayBansHUM
Hanucom. o 1
KOHTenHepy B
KapTOHHiI kopobui

O-p Pepgi'c
JlabopaTopi
clita

IHAin,
IHAin,
IHAis

O-p Pepai'c
JlabopaTopic
Nta, ®TO-7

IHAinA

BHECEHHS 3MiH 0
peecTpauiiHix maTepianis:
3MiHu | TMNy - 3MiHK Wopao
6e3nekn/edeKkTuBHOCTI Ta
capmakoHarnagy. 3MiHu y

KOPOTKIlN XapaKTepucTuui
nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUii Ans
MEAMNYHOrO 3aCTOCYBaHHs!
reHepuyHuX/ribpugHux/Gionoai
GHMX nikapcbkux 3acobis nicns
BHECEeHHS Tiei caMoi 3MiHU Ha
pedepeHTHUI Npenapar
(3MiHa He noTpebye HapaHHs
OOHUX HOBUX A0AATKOBUX
AaHux). 3MiHM BHECEHO 0
IHCTpyKUii AN MmeanyHoro
3aCTOCYBaHHsI NiKapCbKoro
3acoby go po3sginis

"®apMakornorivHi
BnactumeocTi", "lNokasaHHs",

"MpoTunnokasaHHs",
"B3aemogist 3 iHWnumMu
nikapcbkummn 3acobamu Ta iHLWi

BUAN B3aemMogain",

"OcobnuBocTi 3acTocyBaHHs",
"3acTocyBaHHs1 y nepiog
BariTHocTi abo rogyBaHHA
rpyaak”, "Cnocio
3acTocyBaHHs Ta 4osun",
"Oitn", "MepenosyBaHHA",
"Mo6iyHi peakuii" BignoBigHO

3a
peuenmom

He
nion
seae

UA/18213/01/01




269

[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky

(nikapcbka ¢ghopma,

ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

[0 OHOBIEHOI iHdbopmaLii
pedepeHTHOro nikapcbKoro
3acoby 3utura, TabneTku,
BKPUTI MIiBKOBOIO OGOSOHKOH).
BBeneHHs 3miH NpoTsarom 6-tn
MiCSILIiB MiCNsi 3aTBEPAXKEHHS.
3MiHu | TMNy - 3MiHK Woao
6e3nekn/edeKkTUBHOCTI Ta
apmakoHarnsagy (iHwi 3amiHn).
3MiHV BHeceHo Ao IHCTpyKLii
0N MegUYHOro 3acTocyBaHHs
nikapcbKkoro 3acoby Ao
po3giny "Mob6iyHi peakuii”
OO0 BaXMMBOCTI 3BITYyBaHHSA
npo nobiyHi peakuii. BBegeHHs
3MiH NpOTAroM 6-Tn MicauiB
nicnsa 3aTBepaXKEeHHs

251.

TIBOMAKC-
OAPHUUA

Arginine
hydrochlor
ide

apriHiny
riapoxnop
na

BO5XB0
1

PO34uH ANS iHY3in,
42 mr/mn; no 100 mn
y donakoHi; no 1

dnakoHy B nayi; no
100 mn y cpnakoHax

MpAT
"®apmaueBT
nyHa dipma

"OapHuus"

YkpaiHa

MpAT
"®apmaueBTUYH
a ipma
"NapHuug"

Ykpaina

BHECEHHS 3MiH 0
peecTpauiiHiX AOKYMEHTIB:
3MiHn | TMNY - 3MiHM 3 SIKOCTI.
CeprudikaT BignosigHocTi/l'E-
cepTudikaT BigNoBIgHOCTI
€Bponewncbkin
dapmakonei/moHorpadii.
MopaHHs HoBoro abo
OHOBJIEeHOro cepTudikara
Bi4NOBIgHOCTI abo BUNYyYeHHS
cepTuddikaTta BiANOBIAHOCTI
€Bponeiicbkiit hapmakonei:
ans A®l; ansa BuxigHoro
marepiany/peareHTy/npomixHO
ro NpoaykKTy, Lo
BVKOPVICTOBYIOTBCH Y
BUPOGHMUTBI ADI; Ans
OOMOMDKHOI PEYOBUHMU
(cepTtudcpikat BignosigHOCTI
€Bponeicbkinn dapmakonei) -
OHoBneHui cepTudikar Big
yXe 3aTBepOKeHoro
BUPOGHMKa - NOAaHHS
OHOBIEHOro cepTudikata
BiZNOBIQHOCTI €BpONenchKii
dapmakonei Ne CEP 2010-
048 - Rev 01 (3aTBEpOXEHO:
R1-CEP 2010-048 - Rev 00)
ansa A®| apriHiny
rigpoxnopuvay Big Bxe
3aTBepOKeHOro BUPOGHMKa
Shanghai Kyowa Amino Acid

3a
peuenmom

UA/13827/01/01
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

Co., Ltd., China, sikmin 3miHV1B
Ha3By Ha SHANGHAI
PLUMINO AMINO ACID CO.,
LTD., China (6e3 3miHn
po3TaLlyBaHHsi BUPOOHNYOT
OinbHMLj). Y 3B'A3KYy 3 UM
BHOCUTbCS 3MiHa O po3ainy
"Cknaa" Ha rotoBuit
nikapcbkuii 3aci6. BeegeHHs
3MiH NpOTAroM 6-Tn MicsaLuiB
nicnsa 3aTBepaXKEHHs!

252.

TIOOAPOH®

amiogapoH
y
rigpoxnop
na;
MOpPdOniHi
€BOI coni
TiazoTHa
KucnoTta

CO1EX

Tabnetku, no 10
TabneTtok y 6nicrepi;
no 3 abo no 6
6nictepis y navui

MAT
"Tannudap
"

YkpaiHa

MAT
"Tannudapm”,
YkpaiHa; NAT

"KuiBmegnpenap

ar"

Ykpaina

BHECEHHS 3MiH 0
peecTpauiiHiX AOKYMEHTIB:
3MiHu | TMny - 3MiHK Wopao

6e3nekn/edeKkTuBHOCTI Ta
capmakoHarnsgy (iHwi 3miHM)
- 3MiHKM BHeceHi 0o iHCTpyKUil
AN MeQUYHOro 3acToCyBaHHS
nikapcbKkoro 3acoby oo
po3ainy "Mob6iyHi peakuii”
{00 MOBIAOMIIEHHS NPO
nigo3ptoBaHi NoGivHiI peakuii.
TepmiH BBEAEHHA 3MiH
npoTsarom 6 micsauiB nicns
3aTBepOKEHHS. 3MiHu | Tuny -
3MiHu Wwono
©e3nekn/edeKkTuBHOCTI Ta
dapmakoHarnsagy (iHwi 3miHu)
- 3MiHM BHeceHi Jo iHCTpyKLUii
O MeQUYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby Ao
po3ginis "OcobnueocTi
3acTtocyBaHHs", "Mo6ivHi
peakuii” wopao 6e3nekn
3aCTOCYBaHHsI NiKapCbKoro
3acoby. TepMiH BBEAEHHSA
3MiH NpoTsirom 6 MicsiliB nicns
3aTBEPKEHHS.

3a
peuenmom

He
nion
seae

UA/6326/01/01

253.

TOBPALOEKC
®

Dexameth
asone and
antiinfectiv
es

To6pamium
HTa
nekcamet
asoH

S01CAO0
1

Kpanni o4Hi; no 5 mn
y chnakoHi-
KpanensHuui; no 1
nakoHy-
KpanenbHuui y
KOpoO6Li 3 KapTOHY

Hosapric
dapma Al

LLisenuapi
o

HoBapric
MaHydakTypiHr
HB

Benbris

BHECEHHSA 3MiH O
peecTpaLiiHNX AOKYMEHTIB:
3miHu | TMny - 3MiHK 3 sIKOCTi.
CepTtudikat BignosigHocTi/lE-
cepTudikat BigNOBIAHOCTI
€BponeWcbkin
capmakonei/moHorpadii.
MopaHHs HoBoro abo
OHOBIEHOro cepTudikata
BiNOBIgHOCTI 260 BUNYYEHHS
cepTudikaTta BignoBiAHOCTI

3a
peuerimom

UA/2448/01/01
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
€Bponeickki thapmakonei:
ans A®l; ansa BuxigHoro
maTtepiany/peareHTy/npoMiKHO
ro NpoaykTy, Wo

BMKOPUCTOBYIOTBLCH Y
BUPOGHMUTBI ADI; Ans
[OMOMDKHOI PEYOBUHM
(cepTtucbikat BignosigHOCTI
€sponewicbkin dapmakonei) -
HoBun ceptucpikat Ha
HecTepunbHuii Ad®I, sikuin byae
BMKOPWUCTOBYBaTUCS ANsi
BMPOOHMLTBA CTEPUNBHOTO
nikapcbkoro 3acoby, AKLo
BOJA BUKOPUCTOBYETLCS Ha
OCTaHHiX eTanax cuHTesy Ta
marepian He BinbHUA Big
DakTepianbHNX eHOOTOKCUHIB -
CynyTHs 3MiHa - 3MiHuK 3
sikocTi. A®l. CTabinbHicTb.
3miHa nepiogy NOBTOPHMX
BunpobyBaHb/nepiogy
36epiraHHs abo ymoB
36epiraHHa APl (3a
BiICYTHOCTIi y 3aTBEpKEHOMY
nocbke cepTudikaTa
BiZNOBIgHOCTI €BpONEenchKii
dapmakonei, Lo BKoYae
nepiof NOBTOPHOIO
BUNpobyBaHHs) (nepioa
NMOBTOPHOrO
BuNpobyBaHHs/nepion
36epiraHHs) - 36inbLueHHss abo
BBeEHHS nepiody NOBTOPHOrO
BUNpobyBaHHs/nepioay
30epiraHHsi Ha OCHOBI
pe3ynbTaTiB AOCMiAKEHb Y
peanbHOMY Yaci - [loaaHHs
HOBOro BMPOGHMKa Aitoyoi
peyoBuHM Tobramycin - Livzon
Group Fuzhou Fuxing
Pharmaceutical Co., Ltd,
China y sikoro HasiBHun CEP

(oonoBHeHHS). BBeaeHHst
nepiogy NOBTOPHUX

No. RO-CEP 2020-394-Rev 01

BunpobysaHb 30 micsuis Ans

BMpobHMUTBa Livzon Group

Aitoyoi pevoBuHU Tobramycin
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *

Fuzhou Fuxing
Pharmaceutical Co., Ltd,
China. 3miHwn | Tuny - 3miHn 3
skocTi. A®Il. KoHTponb AdI
(iHWi 3miHW)
BupaneHHs 3 3aTBEpHKEHOrO
[oCbe iHhopMmalii, Wwo €
acnektoMm HanexHoi
Bupo6Huyoi Mpaktuku (GMP)
Ta BHECEHHS B 3apeecTpoBaHy
[OKYMEHTALio peaakuiiHux Ta
dopmaTHMX 3MiH. 3MiHu | TNy
- 3miHu 3 akocTi. ADI.
Bupo6HuLTBO. 3MiHa
BMPOGHMKa
BUXigHOro/MPOMiXKHOro
npoaykTy/peareHTy, LWo
BMKOPUCTOBYHOTBCS Y
BUpobHM4oMy npoueci AdI,
abo 3miHa BUpOGHMKa
(Bktovatoun, ae HeobxigHo,
MicLe NpoBeAeHHS KOHTPOro
skocTi) ADI (3a BigcyTHOCTI
cepTudikaTta BignoBigHOCTI
€Bponevicbkint hapmakonei y
3aTBEpPOKEHOMY A0CHE)(3MiHU
[0 3axofiB, MOB'A3aHNX 3
koHTponem A®I, abo
[oAaBaHHs AinbHULI, e
NpoBOANTLCSA
KOHTpOnb/BUNPoBYyBaHHS
cepii) DogaHHst Alcon-
Couvreur NV, Puurs, Belgium,
SIK 10AaTKOBOro BUPOBHWMKa
BiANOBIganNbHOro 3a KOHTPOrb
akocTi A®l. 3miHn | Tuny -
3MiHu 3 skocTi. ADI.
BupobHuuto. 3MiHa
BMPOGHMKa
BVXiHOro/npomi>kHoro
npoaykTy/peareHTy, Lo
BMKOPUCTOBYHOTBLCSH Y
BMPOGHMYOMy npoueci AdI,
abo 3miHa BUpobHUKa
(Bkrtovatoun, ae HeobXxigHO,
MicLie NPOBEAEHHS! KOHTPOSHO
sikocTi) ADI (3a BigcyTHOCTI
cepTudikaTta BignoBigHOCTI
€Bponewicbkin hapmakonei y
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *

3aTBEPAKEHOMY A0CHE)(3MiHM
[0 3axofis, NoOB'A3aHNX 3
KoHTponem A®I, abo
[opaBaHHs AainbHULUI, ae
npoBOANTLCSH
KOHTPOrb/BUNPOBYyBaHHS
cepii) doganHsa Siegfried El
Masnou S.A, Barcelona,
Spain, ik LOOATKOBOrO
BMpobHMKa BignoBiganbHOro
3a KOHTponb sikocTi A®l. 3MiHn
| Tuny - 3miHn 3 akocTi. ADI.
Bupo6HuLTBO. 3MiHa
BUpPOBHMKa
BVIXifHOro/npomiXXHOro
npoaykTy/peareHTy, Lo
BUKOPWCTOBYIOTbCS Y
BMPOGHMYOMY npoueci AdI,
abo 3miHa BUpOGHMKa
(Bkntoyatoum, ae HeobxigHo,
MicLle NpOBeAEHHS KOHTPOMO
sikocTi) ADI (3a BigcyTHOCTI
cepTudikaTa BignoBigHOCTI
€Bponeicbkin bapmakonei y
3aTBEpPOKEHOMY A0CHE)(3MiHU
[0 3axofis, NoOB'A3aHNX 3
KoHTponem A®I, abo
[oAaBaHHs AinbHULI, e
npoBOANTLCS
KOHTPOb/BUNPOOYBaHHS
cepii) JogaHHa SGS Lab
Simon SA, Wavre, Belgium, sik
[04aTKOBOro BUPOOHUKA
BiZNOBIgANBHOro 3a KOHTPOIb
sikocTi APl. 3miHn | Tuny -
3MiHu 3 skocTi. ADI.
BupobHuuteo. 3miHa
BMPOGHMKa
BVXiHHOro/npomi>kHoro
npoaykTy/pearenTy, Lo
BUKOPUCTOBYIOTbCS Y
BMpOGHMYOMy npoueci AdI,
abo 3miHa BMpobHuka
(Bkntovatoun, ge HeobxigHo,
MicLie NpoBEeAEHHS! KOHTPOIHO
skocTi) AP (3a BigcyTHOCTI
cepTudikaTta BiANoBiAHOCTI
€Bponeicbkin hapmakonei y
3aTBEpPAKEHOMY [OCHE)(3MiHU
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

[0 3axofis, NoOB'A3aHNX 3
koHTponem A®l, abo
[oJaBaHHA ginbHUUi, ae
NPOBOANTLCS
KOHTPOrb/BUNPOOYBaHHS
cepii)

DopnanHs Eurofins BioPharma
Product Testing Spain SLU,
Spain, ik LOOATKOBOrO
BMpobHMKa BignoBiganbHOro
3a KOHTpOSb sikocTi ADI.
3miHu | TMny - 3MiHKM 3 AKOCTI.
A®I. Bupo6HuuTBO. 3MiHa
BUpPOBHMKa
BVIXifHOro/npomiXXHOro
npoaykTy/pearexTy, Lo
BUKOPUCTOBYHOTLCS Y
BMPOGHMYOMY npoueci AdI,
abo 3miHa BUpOGHMKa
(Bkntoyatoum, ae HeobxigHo,
MicLle NpOBeAEHHS KOHTPOMO
sikocTi) ADI (3a BigcyTHOCTI
cepTudikaTa BignoBigHOCTI
€Bponeicbkin bapmakonei y
3aTBEpPOKEHOMY A0CHE)(3MiHU
[0 3axofis, NoOB'A3aHNX 3
KoHTponem A®I, abo
[oAaBaHHs AinbHULI, e
npoBOANTLCS
KOHTPOb/BUNPOOYBaHHS
cepii) JogaHHs Teva
Pharmaceutical Works Private
Limited Company, Hungary sik
[00aTKOBOro BUPOOHUKa
BiANOBIganNbHOro 3a KOHTPOrb
akocTi ADI.

254.

TOMOT'EKCO
ne

lohexol

norekcon

VO8ABO
2

PO34MH ANs iH eKLin,
300 mr rogy/mn, no
20 mn B amnyni; no
5 amnyn y nayui 3
KapToHy; no 20 mn
abo 50 mn, abo 100
mn, abo 200 mn, abo
500 mMn y donakoHi;
no 1 cpnakoHy y
nadui 3 KapToHy

AT
"®papmak”

YkpaiHa

NOBHUIN LMKI
BMPOGHMUTBA:
AT "®apmak”,
YkpaiHa;
BidyanbHa
iHCnekujia
dnakoHis,
MapKyBaHHS
dnakoHiB Ta
BTOPWHHE
nakyBaHHs:
MpAT "IHdysia",
YkpaiHa

YkpaiHa

BHECEHHS 3MiH A0
peecTpauiiHnx MaTepianis:
3miHu | TMny - 3MiHKM 3 AKOCTI.
[oToBWI Nikapcbkui 3acib.
3MiHM y BUpoBGHMLUTBI. 3aMiHa
abo BBefeHHS [OAaTKOBOI
AinbHWUi BUpobHULTBa Ans
YacTWHM abo BCbOro
BUPOBHMYOro npoLiecy
roTOBOroO NikapCcbKoro 3acoby
(AinbHWUS ANA BTOPUHHOTO
nakyBaHHs) BBEAEHHS
[0AAaTKOBOI AiNbHWUL Ans

3a
peuernmom

UA/7853/01/02
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

BTOPUHHOIO NaKyBaHHsI
roTOBOrO fMikapcbKoro 3acoby,
a came lNpAT "lHdysig"
(Ykpaina, 23219, BiHHWLbka
061., BiHHMUbBKMIA p-H, C.
BiHHMUbKI XyTOpW, BY”N.
HemwupiBcbke woce, 6. 84A).
Takox 3a3HavyeHo yHKLi
BUpOGHMKa AT «dapmak», a
came: [MoBHUI UMKN
BUpoGHMUTBA. 3MiHM | TUNYy -
3MmiHn 3 akocTi. [oToBMN
nikapcbkuii 3aci6. 3miHn y
BUPOBHMUTBI. 3amiHa abo
BBEAEHHS JOOATKOBOI
finbHUUi BUpobHUUTBa Anst
YacTuHM abo BCbOro
BUPOBHMYOro npoLiecy
roTOBOro NMikapcbKoro 3acoby
(iHWi 3miHW) BBEAEHHS
[0OaTKoOBOI AinbHULI Ans
cragii «BidyanbHa iHcnekuis
bnakoHiB» roToBOro
nikapcbkoro 3acoby, a came
MpAT "IHdpy3ia" (YkpaiHa,
23219, BiHHMUbKa 061,
BiHHWLbKUIA p-H, C. BiHHMUbKI
XyTtopw, Byn. Hemupiscbke
woce, 6. 84A).
3miHu | TMny - 3MiHKM 3 AKOCTI.
[oToBWMI Nikapcbkui 3acib.
3MiHM y BUpOGHMLTBI. 3aMiHa
abo BBeAEHHS [,OAATKOBOI
[inbHULi BUpOOHUUTBA Anst
YacTuHM abo BCbOro
BUPOBHMYOro npoLiecy
roTOBOro nikapcbKoro 3acoby
(iHLWi 3MiHK) BBEAEHHS
[oaaTkoBOI AinbHULI ANns
ctagii «MapkyBaHHs
briakoHiB» roToBOro
nikapcbkoro 3acoby, a came
MpAT "IHdysia" (YkpaiHa,
23219, BiHHMUbKa 061,
BiHHWLbKWIA p-H, C. BiHHMUbBKI
XyTopu, Byn. HemupiBcbke
woce, 6. 84A)

255.

TPUCENTON

Sulfameth
oxazole

cynbdame
TOKcason,

JO1EEO
1

Tabnetkn no 100
mr/20 mr; no 10

MpuBaTtHe
akuioHepHe

YkpaiHa

MpuBaTHe
akuioHepHe

YkpaiHa

BHECEHHS 3MiH [0
peecTpaLiiHNX JOKYMEHTIB:

3a
peuenmom

UA/5350/01/01
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Homep

Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

peecmpauiliHo
20
noceio4yeHHs1

and
trimethopri
m

TpumeTon
pum

TabneTtok y 6nicrepi;
no 2 6nictepny
navui 3 KapToHy

TOBapUCTBO
"INekxim-
Xapki"

TOBapUCTBO
"INekxim -
Xapkis"

3MiHn | TMNy - 3MiHM 3 SIKOCTI.
CepTudikat BignosigHocTi/lE-
cepTudikat BiANOBIAHOCTI
€Bponewncokin
capmakonei/moHorpadii.
MopaHHsA HoBoro abo
OHOBJIEHOro cepTudpikata
BiNOBIgHOCTI 260 BUNYYEHHS
cepTudikaTta BiAnoBiAHOCTI
€Bponeickkin hapmakonei:
ana A®l; ansa BuxigHoro
maTtepiany/peareHTy/npoMiKHO
ro NpoaykKTy, Lo
BUKOPWCTOBYIOTbCS Y
BUpobHMUTBI A®Il; Ana
[OMNOMIDKHOT pe40BMHUN
(ceptudcbikat BignosigHoCTI
€sponewicbkin apmakonei) -
OHoBReHuI cepTudikaT Big,
yXe 3aTBepaKeHoro
BUPOOHMKA - MogaHHSA
OHOBJEHOro cepTudpikaty
BiNOBIgHOCTI €Bponenchkin
capmaxkonei CEP 2005-115-
Rev 03 Big 3aTBepaxeHOro
Bupo6HMka SHOUGUANG
FUKANG PHARMACEUTICAL
CO., LTD., Kutai gitovoi
PEYOBUHM TPUMETOMNPUM Y
3B’A3KYy 3 OHOBJIEHHAM
MoHorpadii €Bponecbkoi
dapmakonei (3aTBepaAXXEHO:
R1-CEP 2005-115-Rev 01;
3anponoHosaHo: CEP 2005-
115-Rev 03).

UA/0355/01/01

256.

TPUCENTON

Sulfameth
oxazole
and
trimethopri
m

cynbamve
TOKCas0m,
TpUmMeTon
pum

JO1EEO
1

Tabnetkun no 100
mr/20 wmr, in bulk: no
5000 TabneTtok y
KOHTeWHepi

MpuBaTtHe
akuioHepHe
TOBapUCTBO

"Nekxim-
Xapkis"

YkpaiHa

MpuBaTHe
akuioHepHe
TOBapUCTBO

"TNekxim -
Xapki"

Ykpaina

BHECEHHS 3MiH 10
peecTpaLiiHNX AOKYMEHTIB:
3miHu | TUny - 3MiHKM 3 sIKOCTI.
CepTtudikat BignosigHocTi/lE-
cepTudikat BigNOBIAHOCTI
€BponeWcbkin
cbapmakonei/moHorpadii.
MopaHHs HoBoro abo
OHOBIEHOro cepTudikata
BiNOBIgHOCTI 260 BUNYYeHHS
cepTudikaTta BiANoBiAHOCTI
€Bponevicbkiit hapmakonei:
ans A®l; ansa BuxigHoro

matepiany/peareHTy/npomixxHo
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

ro NpoaykKTy, Lo
BMKOPVCTOBYIOTbCS Y
BUPOGHMUTBI ADI; Ans
[OMOMDKHOI PEYOBUHM
(ceptucbikat BignosigHOCTI
€sponewicbkin apmakonei) -
OHoBREeHWI cepTudikaT Big,
yXe 3aTBepaKeHoro
BUPOGHMKA - NOAaHHS
OHOBIEHOro cepTudpikaty
BiNOBIgHOCTI €Bponenchkin
capmaxkonei CEP 2005-115-
Rev 03 Big 3aTBEpAXEHOrO
BnpobHmka SHOUGUANG
FUKANG PHARMACEUTICAL
CO., LTD., Kutai gitovoi
PEYOBUHM TPUMETONPUM Y
3B’A3Ky 3 OHOBJIEHHAM
MoHorpadii €BponencbKoi
capmakonei (3aTBepaKeHo:
R1-CEP 2005-115-Rev 01,
3anpornoHoBaHo: CEP 2005-
115-Rev 03).

257.

TPUCENTON

Sulfameth
oxazole
and
trimethopri
m

cynbamve
TOKCas0m,
TpUmMeTon
pum

JO1EEO
1

Tabnetkn no 400
mr/80 mr; no 10
TabneTok y 6nictepi;
no 2 6nictepu y
naJui 3 KapToHy

MpuBatHe
akuioHepHe
TOBapUCTBO

"TNekxim-
Xapkis"

YkpaiHa

MpuBaTHe
akuioHepHe
TOBapMCTBO

"Tekxim -
Xapki"

YkpaiHa

BHECEHHS 3MiH 10
peecTpaLiiHNX AOKYMEHTIB:
3miHu | TNy - 3MiHKM 3 sKOCTI.
CepTudikat BignosigHocTi/lE-
cepTudikat BiANOBIAHOCTI
€BponeWcbkin
dapmakonei/moHorpadii.
MopaHHsa HoBoro abo
OHOBJIEeHOro cepTudikara
Bi4NOBIgHOCTI abo BUNYyYeHHS
cepTudikata BiANOBIAHOCTI
€Bponeiicbkiit hapmakonei:
ans A®l; ans BuxigHoro
matepiany/peareHTy/npomixxHO
ro nNpoaykTy, Wo
BVKOPVCTOBYIOTBCS Y
BUPOGHMUTBI ADI; Ans
OOMOMDKHOI PEYOBUHM
(cepTtucbikat BignosigHOCTI
€Bponeiicbkint dapmakonei) -
OHoBneHui cepTudikar Big
yXe 3aTBepOKeHoro
BMPOOHYKa - NoAaHHSA
OHOBJIEHOro cepTudikarty
BiZNOBIQHOCTI €BpONenchKin

dapmakonei CEP 2005-115-

3a
peuenmom

UA/5350/01/02
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[TponoBkeHHs noaaTka 3

Ymoeu

Pek

Homep

Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky

(nikapcbka ¢ghopma,

ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

eionycky

nam
yea

HHST*
*

peecmpauiliHo
20
noceio4yeHHs1

Rev 03 Big 3aTBEpKEHOrO
BnpobHmka SHOUGUANG
FUKANG PHARMACEUTICAL
CO., LTD., Kutan gitovoi
PEYOBVHM TPUMETOMNPUM Y
3B’A3Ky 3 OHOBMNEHHAM
MoHorpadii €BponencbKoi
chapmakonei (3aTBepaKeHO:
R1-CEP 2005-115-Rev 01;
3anpornoHoBaHo: CEP 2005-
115-Rev 03).

UA/0356/01/01

258.

TPUCENTON

Sulfameth
oxazole
and
trimethopri
m

cynbamve
TOKCas0m,
TpumeTon
pum

JO1EEO
1

Tabnetkun no 400
mr/80 wmr, in bulk: no
2500 TabneTok y
KOHTeWHepi

MpuBatHe
aKuioHepHe
TOBapUCTBO

"TNekxim-
Xapkis"

YkpaiHa

MpuBaTtHe
aKuioHepHe
TOBapUCTBO

"Tekxim -
Xapkis"

Ykpaina

BHECEHHS 3MiH 0
peecTpauiiHiX AOKYMEHTIB:
3MiHu | TMNY - 3MiHM 3 SKOCTI.
CeprudikaT BignosigHocTi/l'E-
cepTudikaT BigNoBIgHOCTI
€Bponewncbkin
apmakonei/moHorpadii.
MopaHHsa HoBoro abo
OHOBIEHOro cepTudpikata
Bi4NOBIgHOCTI abo BUNYy4YeHHs
cepTudikaTa BignoBigHOCTI
€Bponeickkin thapmakonei:
ans A®l; ans BuxigHoro
matepiany/peareHTy/npomixxHO
ro NpoaykKTy, Lo
BUKOPUCTOBYHOTBCS Y
BUPOGHMUTBI ADI; Ans
OOMOMDKHOI PEYOBUHU
(cepTtucpikar BignosigHOCTI
€Bponeicbkinn dapmakonei) -
OHoBneHuin cepTudikar Big
yXe 3aTBepAXeHoro
BUPOGHMKa - NOAaHHS
OHOBJIEHOro cepTudikarty
BiZNOBIgHOCTI €BpONEnchKii
dapmakonei CEP 2005-115-
Rev 03 Big 3aTBEpaKEHOro
BMpo6Hka SHOUGUANG
FUKANG PHARMACEUTICAL
CO., LTD., Kutai gitovoi
PEYOBMHN TPUMETOMNPUM Y
3B’53KY 3 OHOBMEHHSAM
MoHorpadii €Bponeicbkoi
capmakonei (3aTBepaKEHO:
R1-CEP 2005-115-Rev 01,
3anponoHoBaHo: CEP 2005-
115-Rev 03).

He

259.

TPUTALE

Ramipril

paminpun i

C09BAO

Tabnetku; Ne 28

TOB

YkpaiHa

CAHOQ®I C.P.J1.

ITanis

BHECEHHS 3MiH 4O

3a

UA/10165/01/01
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

nnoce 10
Mr/12,5 Mr

and
diuretics

riapoxnop
oTiasvg

(14x2): no 14
TabneTtok y 6nicrepi;
no 2 6nictepu B
KapTOHHiI kopooLi

"CaHodi-
ABeHTIC
Ykpaina"

peecTpauiiHuX AOKYMEHTIB:
3MiHu | TMNy - 3MiHK Wopo
6e3nekn/edeKTUBHOCTI Ta
capmakoHarnagy (iHwi 3miHu)
3MiHW BHECEHO B iHCTPYKLUit0
AN MeguyHoro 3acTocyBaHHS
nikapcbkoro 3acoby, 3okpema
[oaaHo po3ginu "3asBHuK" Ta
"Micue3HaxomKeHHS
3as8BHMKA" 3 BigNoBiAHUMM
3MiHaMM B TEKCTi MapKyBaHHS
ynakoBok, a came: y n. 11
TEKCTY MapKyBaHHS BTOPUHHOI
yNaKoBKU MikapcbKoro 3acoby.
TepmiH BBEOEHHA 3MiH
npotsrom 6 micauis nicna
3aTBEPKEHHS.

peuenmom

nion
seae

260.

TPUTALE
nnoce 5
Mr/12,5 Mr

Ramipril
and
diuretics

paminpun i
riapoxnop
oTiasug

CO09BAO
5

Tabnetku; Ne 28
(14x2): no 14
TabneTtok y 6nicrepi;
no 2 6nictepu B
KapTOHHiIN kopooLi

TOB
"CaHodi-
ABeHTIC
Ykpaina"

YkpaiHa

CAHO®I C.P.1.

ITanis

BHECEHHS 3MiH 0
peecTpauiiHiX AOKYMEHTIB:
3MiHu | TMNy - 3MiHK Wopao

6e3nekn/edeKkTuBHOCTI Ta
capmakoHarnsgy (iHwi 3miHu)
3MiHN BHECEHO B iIHCTPYKLUit0
ANs MEAUYHOTO 3aCTOCYBaHHSA
nikapcbkoro 3acoby, a came
nopaHo po3ainu "3asBHuUK" Ta
"Micue3HaxomKeHHs
3asaBHMKa". BignosigHi 3miHn
BHeceHo y n. 11
"HavimeHyBaHHS i
MiCLLe3HaxXoaXKeHHS
BMpOGHUWKa Ta/abo 3asBHMKa"
TEKCTYy MapKyBaHHS BTOPUHHOI
yNaKoBKW MikapcbKoro 3acoby.
Takox 3MiHM BHeceHOo y M.16
"lHdopmaLis, gka HaHOCUTbCS
wpudptom Bpanns". BeeaeHHs
3MiH NpOTSArom 6-Tu MicsiLiB
nicns 3aTBepAKEHHS

3a
peuenmom

He
nion
seae

UA/10164/01/01

261.

TPOKCEBEH
on

Troxerutin,
combinatio
ns

TpoKcepyT
WH,
iHoomeTal
WH

CO5CA5
4

renbno40ry

Tyb6ax; no40ry
Ty6i; no 1 1y6i B
nadui 3 KapToHy

MpAT
dapmavneBT
M4Ha
abpuka
"Biona"

YkpaiHa

MpAT
dapmaueBTUyHa
¢abpuka
"Biona"

YkpaiHa

BHECEHHS 3MiH [0
peecTpauinHnx MaTepianis:
3MiHu | TMny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta

dapmakoHarnsgy (iHwi 3miHu)
3MiHN BHECEHO B TEKCT
MapKyBaHHS BTOPUHHOI

ynaKkoBKM nikapcbkoro 3acoby

y nyHkTn 8, 13, 17 Ta B TekcT
MapKyBaHHS NepBUHHOI

6e3
peuenma

UA/7201/01/01
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[TponoBkeHHs noaaTka 3

Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
YyNaKoBKWN y MyHKTKN 8, 17.
Takox BUny4YeHo gyontowody
iHcpopmaLito pocinceKoro
MOBOH0. - TEKCT MapKyBaHHs!
yNaKoBOK MikapcbKoro 3acoby
(eCTD Bepcisi 0001).
BBefeHHs 3miH NpoTsArom 6-tn
MicaUiB Nicnsa 3aTBepAXeHHs
262. | YPOHE®POH | - umbyns GO04BC | TabneTku, BKpUTI AT Ykpaina AT "®apmak” Ykpaina BHECEHHS 3MiH OO0 bes UA/14570/01/01
® pinyacrtoi NNiBKOBOO "dpapmak” peecTpauiiHiX AOKYMEHTIB: peuenma
TNYLUMNUHHSA o6onoHkoto, no 10 3Minn Il Tuny - 3MiHK 3 AKOCTI.
(Allium TabneTok B bricTepi; A®|. BupobHuuteo. 3miHa
cepa), no 3 abo 6 6nicTepis BUPOGHMKa
Gepean y nayui 3 KapToHy BUXigHOro/MPOMiXKHOro
noBucrnoi npoaykTy/peareHTy, Lo
nicts BUKOPWCTOBYIOTbCS Y
(Betula BUpobHM4oMy npoueci AdI,
alba), abo 3miHa BMpobHuKa
nupito (Bkntoyatoum, ae HeobxigHo,
NnoB3y4oro MicLe NpoBeAeHHS KOHTPOro
KOpeHeBu akocTi) AdI (3a BigCcyTHOCTI
wa cepTudikaTa BignoBigHOCTI
(Agropyro €BponeWckkin dapmakonei y
n repens), 3aTBEPIKEHOMY
neTpyLUKn 0oCbe)(BBEAEHHS HOBOTO
Ky4epsiBoi BUpOGHMKa ADI 3 HagaHHSAM
KOPiHHA macTtep-daina Ha ADI) -
(Petroseliu [AaHoto 3MiHoto go cknagy N3
m BBOAMTbCS cybeTaHLuis Cyxui
sativum), eKCTpakT 3 9 pocnuH (umbyni
ryHb6m pinyacToi nywnuHHs (Allium
CiHHOT cepa), 6epesn noBucnoi NUCTs
HaCiHHs1 (Betula alba), nupito
(Trigonella NoB3y40ro KopeHeBuLLa
foenum (Agropyron repens), NeTpyLLIKM
graecum), Ky4epsiBOI KOPiHHS
300TYLUH (Petroselium sativum), ryHb6u1
nKka CiHHOI HaciHHs (Trigonella
3BUYanHoOr foenum graecum),
o TpaBa 30M0TYyLUHMKA 3BU4aNHOMO
(Solidago TpaBa (Solidago virgaurea),
virgaurea), XBoOLLa nonbosoro crebna
XBOLUa (Equisetum arvense),
nonbLoOBOro crnopuLly 3BMYaiiHOro Tpasa
crebna (Polygonum aviculare), kopiHb
(Equisetu NBUCTKY NikapcbKoro
m (Levisticum officinale)),
arvense), BUpOGHMUTBA koMNaHii AT

crnopuiy

«Papmak», YkpaiHa.
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

3BUYanHoOr
0 Tpaea
(Polygonu
m

aviculare),
nobucTtky
nikapcbKor
O KOpEHi
(Levisticu
m
officinale)

3artsepgxeHo: Alban Muller
International, ®paHuis.
3anponoHoBaHo: Alban Muller
International, ®paHuia. AT
«®dapmak», YkpaiHa.

263.

YPO®YPATIH
MAKC

Furazidin

dypariH

JO1XEO
3

Tabnetku, no 100
mr, no 15 Tabnetok
y GnicTepi, no 1
6nictepy B
KapTOHHiI kopoOLi

AT "Agamven
dapma”

MNonbwa

AT "Apamven
dapma”

MNonbwa

BHECEHHS 3MiH 0
peecTpauiiHiX AOKYMEHTIB:
3MiHu | TMny - 3MiHK Wopao

6e3nekn/edeKkTuBHOCTI Ta
tbapmakoHarnagy. BeegeHHs
abo 3MiHM [0 y3aranbHeHUx
[aHuX Npo cuctemy
dapmakoHarnsgy (BBeAeHHs
y3aranbHeHVX JaHux Npo
cuctemy chapmakoHarnsagy,
3MiHa yNnoBHOBaXXeHOT ocobu,
BiANOBiganNbHOI 3a 34INCHEHHS
dapmakoHarnsay; KOHTaKTHOI
ocobu 3 chapmakoHarnsgy
3asiBHMKa AN 34iNCHEHHS
dapmakoHarnsaay B YkpaiHi,
SKLO BOHAa BigMiHHa Big
yMNOBHOBaXeHOI 0cobw,
BiANOBiAanNbHOI 3a 3AiINCHEHHS
dapmakoHarnsgy (Bknoyarum
KOHTaKTHi faHi) Ta/abo 3miHu y
pO3MilLieHHi macTep-anna
cucTemMu chapmakoHarnsgy) -
3MiHa KOHTaKTHUX JaHUX
yrNoBHOBaXeHoi ocobun
3asBHMKa, BiAnNoBiaanbHoI 3a
dapmakoHarnsig. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI
ocobu 3aaBHKKa,

BiANoBiganbHOI 3a

dapmakoHarnsa B YkpaiHi.

3a
peuenmom

UA/20084/01/01

264.

DAPUCIN
CNPEA BIO
BONno Yy
ropni

Benzydam
ine

BbeH3naami
Hy
rigpoxrop
A

AO01ADO
2

cnpew Ans poToBoi
NOPOXHWHW 3i
cMakom m'atu, 1,5
mr/mn; no 30 mny
nonieTuneHoBomy
KOHTENHepi 3
KPWLLIKOIO B

CninbHe
yKpalHCbKO-
icnaHcbke
nignpuemcTs
o «Cnepko
YkpaiHa»

YkpaiHa

CninbHe
YKpaiHCbKO-
icnaHcbke
nigNpUEMCTBO
«Cnepko
YkpaiHay,
YkpaiHa

YkpaiHa

BHECEHHS! 3MiH A0
peecTpauifHnx MaTepianis:
3miHu | TMny - 3MiHKM 3 AKOCTI.
[oToBWI Nikapcbkuii 3acib.
Cucrema
KOHTEMHep/3aKynoproBanbHUii
3aci6. 3MiHa po3mipy ynakoBku

6e3
peuenma

nion
seae

UA/20107/01/01
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

KOMMAEKTi 3
NPUCTPOEM Ansi
PO3NUMOBAHHS Y
nayui abo no 30 mn,
abo 35 mny
nonieTuneHoBomy
KOHTENHepi 3
KPULLIKOIO Ta
KOBMa4koM B
KOMMNAEKTi 3
NPUCTPOEM Ansi
PO3NUIMIOBAHHS Y
navuj

(NOBHUW LMKN
BUPOOHMUTBA,
BWMNYCK cepil;
KOHTPOIb
AKOCTI)

roTOBOrO MikapCbKoro 3acoby
(3miHa macu/o6'emy BMICTY
KOHTenHepa H6araTo4030BOro
nikapcbkoro 3acoby ans
HenapeHTepanbHOro
3acTocyBaHHs (abo
O[HOA030BOr0, YaCTKOBOIO
BUKOPUCTaHHS))
BBegeHHs goaaTkoBoro
06’eMy BMICTYy KOHTelHepa —
no 35 mn. 3aTBEepaXeHo:
Ynaxkoska. Mo 30 mny
NonieTUNEHOBOMY KOHTEMHEPI
3 KPMLLKOIO B KOMMMNEKTi 3
NPUCTPOEM AnSA
po3nuntoBaHHsA a6o no 30 mn
y nonieTuneHoBomy
KOHTEWHEepI 3 KPULLIKOIO Ta
KOBMAYKOM B KOMMNMEKTi 3
npUCTPoEM Ans
PO3MUIOBaHHS 3 iIHCTPYKLIEO
ANA MEeAUYHOro 3acTOCYBaHHS
MOMILLAI0Th Y NaYKy 3 KAPTOHY.
3anponoHoBaHo: YNnakoBka.
Mo 30 mn y nonieTuneHoBoMy
KOHTEMHepI 3 KPULLIKOKO B
KOMMMEKTi 3 NPUCTPOEM ANA
posnuntoBaHHsa abo no 30 mn,
abo 35 mn y nonieTuneHoBoMy
KOHTEWHepi 3 KPULLIKOIO Ta
KOBMaYKOM B KOMMNMEKTi 3
npuCTpoeEM Ans
PO3NUIOBaHHS 3 iIHCTPYKLEO
ANs MEAUYHOTO 3aCTOCYBaHHSA
MOMILLAI0Th Y NaYKy 3 KApTOHY.
3MiHM BHECEHO B iHCTPYKLItO
ANs MEAUYHOTO 3aCTOCYBaHHSA
nikapcbkoro 3acoby y po3ain
"YnakoBka" y 3B'A3ky 3
OO[AHHSIM MEBHOTO PO3Mipy
yNaKkoBKM, Sk HAcnifok -
3aTBEpPOKEHHS TEKCTY
MapKyBaHHs BignoBigHOI
ynakoBku. BBeaeHHs 3MiH
npoTarom 6 micauis nicns
3aTBEpPAKEHHSA

265.

®APUCIN
CMPEW BIf,
BOMIO Y

Benzydam
ine

BbeH3naami
Hy
rigpoxnop

AO01ADO
2

cnpew Ans poToBoi
NMOPOXHWHM 3i
CMakoM fnMMOHy, 1,5

CninbHe
YKPaiHCbKO-
icnaHcbke

YkpaiHa

CninbHe
YKpaiHCbKO-
icnaHcbke

YkpaiHa

BHECEHHS 3MiH [0
peecTpaLiiH1X MaTepianis:
3minm | TMny - 3MiHK 3 sIKOCTI.

6e3
peuenma

nion
seae

UA/20108/01/01
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[TponoBkeHHs noaaTka 3

Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
ropeni [0} mr/mn; no 30 mny nignpuemcTs nignpYeEMCTBO [oToBMI Nnikapcbkuii 3acib.
nonieTuneHoBomy o «Cnepko «Cnepko Cucrtema
KOHTEVHepi 3 Ykpaina» YkpaiHay, KOHTeWHep/3aKynoptoBanbH1n
KPULLIKOIO B YkpaiHa (NoBHUIA 3aci6. 3miHa po3mipy ynakoBku
KOMNIIeKTi 3 umKn roTOBOrO NikapCbKoro 3acoby
NpUCTPOEM ANA BMPOOHMLTBA, (3miHa macu/o6'emy BMmiCTY
PO3NUMNIOBaHHS y BUMYyCK cepii; KOHTelHepa H6araTog4030BOro
nayui aéo no 30 mn, KOHTPOIb nikapcbkoro 3acoby ans
abo 35 mny AKOCTI) HenapeHTepanbHoro

nonieTuneHosomy
KOHTENHEpI 3
KPULLIKOIO Ta
KOBMa4koM B
KOMMNAEKTi 3
NPUCTPOEM Ansi
PO3NUIIOBAHHS Y
navuj

3acTocyBaHHs (abo
OHOA030BOr0, YaCTKOBOIO
BVKOPWCTAHHS))
BBeaeHHsA gogaTkoBoro
06’eMy BMICTYy KOHTelHepa —
no 35 mn. 3aTBepaxeHo:
Ynakoeka. o 30 mny
NonieTUNEHOBOMY KOHTEMHEPI
3 KPULLIKOKO B KOMIMIEKTi 3
npUCTPoEM Ans
po3nuntoBaHHsA a6o no 30 mn
y nornieTuneHoBomy
KOHTEMHEPI 3 KPULLIKOKO Ta
KOBMAYKOM B KOMMNMEKTi 3
NPUCTPOEM AnSA
PO3NUIOBAHHSA 3 IHCTPYKLIELD
ANA MEeAUYHOro 3acTOCYBaHHS
NOMILLIaIOTb Y NayKy 3 KapTOHY.
3anponoHoBaHo: Ynakoska.
Mo 30 mn y nonieTuneHoBoMy
KOHTEWHEePpI 3 KPULLKOIO B
KOMMIEKTi 3 NPUCTPOEM AnA
posnuntoBaHHsa abo no 30 mn,
abo 35 mn y nonieTuneHoBomy
KOHTEWHepi 3 KPULLIKOIO Ta
KOBMaYKOM B KOMMNMEKTi 3
NPUCTPOEM AnSA
PO3NUIOBaHHS 3 iIHCTPYKLEO
AN MEeAUYHOro 3acTOCYBaHHS
NMOMILLIaIOTb Y NayKy 3 KapTOHY.
3MiHM BHECEHO B iHCTPYKLItO
AN MEeAUYHOro 3acTOCYBaHHS
nikapcbkoro 3acoby y po3ain
"YnakoBka" y 3B'A3ky 3
A0AaHHSIM NEBHOTO PO3Mipy
yMakoBKM, SIK HAcnigokK -
3aTBEpPOKEHHS TEKCTY
MapKyBaHHS BiANOBIgHOI
ynakoBku. BBeaeHHs 3MiH
npoTarom 6 micsauiB micns
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[TponoBkeHHs noaaTka 3

Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
3aTBEpAKEHHS
266. | ®API BEPOE | Benzydam | 6eHsupami | AO1ADO | cnpeli Ansi poToBoOi CninbHe Ykpaina CninbHe Ykpaina BHECEHHS 3MiH OO0 bes nmion | UA/16539/01/01
ine HY 2 NOPOXHWHM 1,5 YKPaiHCbKO- YKPaiHCbKO- peecTpauinHux maTepianis: peuenma fA2ae
rigpoxsop mr/mn; no 30 mny icnaHcbke icnaHcbke 3MiHu | TMNY - 3MiHM 3 SIKOCTI.
01} nonieTmneHosomy nianpveMcTB nignpueMcTao [oToBWIN Nikapcbkuit 3aci6.
KOHTEVHepi 3 o "CMNEPKO "Cnepko Cucrema
nonieTnneHoBow YKPATHA" YkpaiHa", KOHTEWHep/3aKynopoBanbHUit
KPULLIKOIO B YkpaiHa (NoBHUiA 3aci6. 3miHa po3mipy ynakoBku
KOMMNNeKTi 3 LMKN roTOBOIO NikapcbKoro 3acoby
NPUCTPOEM Ansi BUPOGHMUTBA, (3miHa macu/o6'emy BMICTY
PO3MNUMIOBAHHS Y BUMNYCK Cepii; KOHTelHepa 6araTtogo30B0Oro
nayui abo no 30 mm, KOHTPOIb nikapcbkoro 3acoby ans
abo 35 mny AKOCTI) HenapeHTepanbHOro

nonieTuneHosomy
KOHTENHepi 3
KPULLIKOIO Ta
KOBMa4koM B
KOMMNNEKTi 3
NPUCTPOEM Ansi
PO3NUIIOBAHHS Y
nayui

3acTocyBaHHs (abo
0[HOJ030BOr0, 4YacTKOBOIO
BUKOPUCTaHHS))
BBeaeHHsA gogaTkoBoro
06’emMy BMICTy KOHTelHepa —
no 35 mn. 3aTBEpaXeHO:
Ynakoska. 1o 30 mny
nonieTMNeHoOBOMY KOHTENHEPI
3 MOMieTUIEHOBOIO KPULLIKOIO B
KOMMIEKTi 3 NPUCTPOEM AnA
po3nuntoBaHHA abo no 30 mn
y nonieTuneHoBomy
KOHTENHepI 3 KPULLIKOIO Ta
KOBMaykoM B KOMMMEKTi 3
npuCTpoeEM Ans
posnuntoBaHHsA. KoHTenHep
pasom 3 iHCTPYKLjeo Ans
MeANYHOro 3aCTOCYBaHHS
MOMILLAITb Y Nauky.
3anponoHoBaHo: YNnakoBKa.
Mo 30 mn y nonieTuneHoBoMy
KOHTeWHepi 3 NonieTuneHoBo
KPULLIKOKO B KOMMMEKTi 3
npuCTpoeEM Ans
poanuntoBaHHsa abo no 30 mn,
abo 35 mn y nonieTuneHoBoMy
KOHTENHepI 3 KpULLIKOIO Ta
KOBMaYKOM B KOMMNMEKTi 3
NPUCTPOEM ANiS
posnuntoBaHHsA. KoHTenHep
pas3oM 3 iHCTpyKUieto ans
MeAMNYHOro 3aCTOCYBaHHS
NoMmiLLaKTb Y nayky. 3MiHu
BHECEHO B IHCTPYKLUito Ans
MeAMNYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
"YnakoBka" y 3B'a3Ky 3
[0[aHHSIM MEeBHOTO PO3Mipy
yMaKoBKK, SIK HAcnigokK -
3aTBEpPOKEHHS TEKCTY
MapKyBaHHS BiaNoBigHOI
ynakoBku. BBeaeHHs 3MiH
NpoTSArom 6-Tu MicsLiB nicnsi
3aTBEpAKEHHS
267. | PEMAPA® Letrozole netposon LO2BGO | TabneTku, BKpUTI Hosapric LLisevuapi Bupo6HuuTBO LLiBenuya BHECEHHSI 3MiH 0 3a UA/2721/01/01
4 NNiBKOBOO dapma Al a Hepo3dacoBaHO pisi/ peecTpauiiHiX AOKYMEHTIB: peuenmom
ob6onoHkoto, no 2,5 i Npoaykuit, ITanis 3MiHn | TMNY - 3MiHM 3 SIKOCTI.
mr; no 10 TabneTok nepBuHHa Ta A®I. BupobHuuTteo. 3miHa
y GnicTepi; no 3 BTOPUHHA BUPOGHMKa
Gnictepn y ynakoBKa, BUXigHOro/MPOMiXKHOro

KapTOHHiIN kopobui

KOHTPOMb SIKOCTI:
HoeapTic ®apma
Ltenn AT,
LLseninapis;
BupobHuLTBO 3a
NMOBHUM LIUKITOM:
Hoeaprtic ®apma
C.n.A., ltanis

npoaykTy/pearexTy, Lo
BUKOPWCTOBYIOTbCS Y
BUpobHM4oMy npoueci AdI,
abo 3miHa BMpobHuKa
(Bkntoyatoum, ae HeobxigHo,
MicLe NpoBeAeHHS KOHTPOro
akocTi) AdI (3a BigCcyTHOCTI
cepTudikaTa BignoBigHOCTI
€BponeWckkin dapmakonei y
3aTBepAKEHOMY A0ChE)(iHLUi
3MiHn) [logaBaHHs BUPOGHMKa
Finorga, route de Givors
Chasse Sur Rhone, 38670,
France, B akocTi
anbTepHaTUBHOI AiNbHULI 3
BUPOBHMUTBA Aitoyoi
peyoBUHW. 3MiHK | Tuny -
3miHu 3 skocTi. API.
BupobHuuteo. 3miHa
BMPOGHMKa
BVXiftHOro/npomi>kHoro
npoaykTy/pearenTy, Lo
BUKOPWCTOBYIOTbCS Y
BMPOGHMYOMY npoueci AdI,
abo 3miHa BMpobHuka
(Bkntovatoun, ge HeobxigHo,
MicLie NpoBeAeHHS! KOHTPO0
skocTi) AP (3a BigcyTHOCTI
cepTudikata BiANoBiAHOCTI
€Bponeiicbkint hapmakonei y
3aTBepAKEHOMY A0ChE)(iHLLi
3MiHu) [loaaBaHHs BUPOGHMKa
Jetpharma SA, via Sottobisio
42A, 6828 Balerna,
Switzerland, B sikocTi
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
anbTepHaTUBHOI AinNbHULI Ans
noapibHeHHs aitoyoi

PEYOBUHN.
3MiHn | TMNY - 3MiHM 3 SIKOCTI.
ADl. BupobHuuTBo. 3miHa
BMPOOHYKa
BUXigHOTro/MPOMiXKHOIO
npoaykTy/peareHTy, Lo
BUKOPUCTOBYIOTLCS Y
BUpobHM4oMy npoueci AdI,
abo 3miHa BUpOBGHMKa
(Bkrtovatoun, ae HeobxigHo,
MicLe NpoBeAeHHS KOHTPOro
sikocTi) ADI (3a BigcyTHOCTI
cepTudikaTta BignoBiAHOCTI
€Bponeickkin dapmakonei y
3aTBEpPAKEHOMY A0CbE)(3MiHM
[0 3axogis, MOB'A3aHNX 3
koHTponem A®l, abo
[oAaBaHHs AinbHULI, e
npoBOANTLCS
KOHTPOrb/BUNPOOYBaHHS
cepii) [logaBaHHA BUPOGHWMKa
Finorga, route de Givors
Chasse Sur Rhone, 38670,
France B akocTi
anbTepHaTUBHOI AiNbHWLi Ans
NPOBEAEHHSI KOHTPOIIO cepil
aitoyoi peqoBuHU. 3MiHu | TUNY
- 3MiHu 3 sikocTi. ADI.
BupobHuuteo. 3MiHa
BMPOGHMKa
BVXifHOro/npomi>kHoro
npoaykTy/pearenTy, Lo
BUKOPWCTOBYIOTbCS Y
BMPOGHMYOMY npoueci AdI,
abo 3miHa BMpobHuKa
(Bkntoyatoun, ge HeobxigHo,
MicLie NpoBeAeHHS! KOHTPOITHO
skocTi) AP (3a BigcyTHOCTI
cepTudikata BiANoBiAHOCTI
€Bponeicbkin bapmakonei y
3aTBepAKEHOMY [0ChE)(3MiHU
[0 3axofis, NOB'A3aHNX 3
KoHTponem A®l, abo
[oaaBaHHA ainbHULI, ae
npoBOANTLCS
KOHTPOrb/BUNPOOYBaHHS

cepii) logaBaHHA BUPOGHMKa




287 [TponoBkeHHs noaaTka 3
Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
Jetpharma SA, via Sottobisio
42A, 6828 Balerna,
Switzerland, B sikocTi
anbTepHaTUBHOI AinNbHULI Ans

NPOBEAEHHSI KOHTPOIO cepii
Aitoyoi peqoBuHn. 3Minu | TUny
- 3MmiHu 3 AkocTi. ADI.
Bupo6HuuTBO. 3MiHa
BMPOOHYKa
BUXigHOro/MPoMiXKHOro
npoaykTy/peareHTy, LWo
BMKOPUCTOBYHOTBCS Y
BUpobHM4oMy npoueci AdI,
abo 3miHa BUpOBOHMKa
(Bktovatoun, ae HeobxigHo,
MicLie NpoBeAeHHS KOHTPOro
sikocTi) ADI (3a BigcyTHOCTI
cepTudikaTta BignoBiAHOCTI
€Bponeickkin dhapmakonei y
3aTBEpPaAKEHOMY A0CbE)(3MiHM
[0 3axogis, MOB'A3aHNX 3

koHTponem A®l, abo
[oAaBaHHs AainbHULI, e
NpoBOANTLCA

KOHTpOMb/BUNPobyBaHHS
cepii) JogaBaHHsa BUpoOHMKa
CONFARMA FRANCE, zone
industrielle, rue du Canal
d’Alsace, Hombourg, 68490,
France, B akocTi
anbTepHaTUBHOI AiNbHULI Ans
NPOBEAEHHSI KOHTPOIIO cepil
nito4oi pevoBuHU. 3MiHn | Tuny
- 3MiHu 3 sikocTi. ADI.
BupobHuuteo. 3MiHa
BMPOGHMKa
BVXifHOro/npomi>kHoro
npoaykTy/peareHTy, Lo

BMKOPUCTOBYHOTBLCSH Y

BMpOGHMYOMy npoueci AdI,

abo 3miHa BUpobHuKa

(Bkrtoyatoun, ae HeobXxigHO,
MicLie NPOBEeAEHHS! KOHTPOSHO

sikocTi) ADI (3a BigcyTHOCTI

cepTudikaTta BignoBigHOCTI

€Bponeicbkin hapmakonei y
3aTBEpPOKEHOMY [OCHE)(3MiHU

[0 3axofiB, MOB'A3aHNX 3
KkoHTponem A®l, abo
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
[opaBaHHs ainbHULI, ae

4303 Kaiseraugst, Switzerland

NpoBOANTLCA
KOHTPOrb/BUNPOBYyBaHHS
cepii) [logaBaHHA BUPOGHWMKa
Solvias AG, Romerpark 2,

ONst JOAATKOBMX 3aX0AiB 3
KOHTPOIMO SKOCTi. 3MiHu | Tuny
- 3MiHu 3 skocTi. ADI.
Bupo6HMLTBO. 3MiHKN B
npoueci BupobHmuTea AdI
(He3Ha4Ha 3miHa y npoueci
BUpobHMuTBa AdPI) HesHauHi
3MiHM B npoLeci BUpobHuUTBa
Ail0Y0i pevoBuHM Ta i
NPOMIXKHOT NpoAyKuii
BHACIIAOK 3MiHM PO3Mipy cepii
Ta pPOo3LUMPEHHS NpoLecy Ha
anbTepHaTMBHIN OinsHUi
BUpOGHMUTBA. 3MiHM | TUNy -
3MiHn 3 skocTi. ADI.
Bupo6HMLTBO. 3MiHa po3mipy
cepii (BKMoYao4m gianasoHu)
A®| abo npomixxHoro
NpOAYyKTY, KN
3aCTOCOBYETbLCS Y MPOLECI
BMpOGHMLTBa ADI
(36inbLueHHs go 10 pasis
NOPIBHSIHO i3 3aTBEPAKEHUM
po3mMipom) 36inbLUeHHs
po3mipy cepii ( B 6-8 pasiB )
Aito4oi pevoBuHK Ta i
NPOMiXKHOrO MPOAYKTY
(nocnipoBHa 3miHa y 3B'A3Ky 3
[oJaBaHHAM anbTepHaTUBHOI
BUPOBHMYOT AiNbHUL).
3miHu | TMny - 3MiHKM 3 AKOCTI.
ADI. KoHtponb A®I. 3miHa y
napameTpax cneuudikadin
Ta/abo [onyCTUMUX MEX,
BU3HAYeHMX Yy cneumndikadisx
Ha ADI, abo
BVIXiAHUIA/MPOMIXKHWI
npoayKT/peareHT, LWo
BUKOPUCTOBYHOTLCS Y NPOLIECI
BUpo6HMLTBa ADI (iHLLi 3MiHW)
[onoBHeHHs cneundikaLii Ha
CUPOBUHY, LLO

BUKOPWUCTOBYETLCA
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

3anpornoHOBaHOK 40AaTKOBOK
BUPOBHMYOLO OinbHULUED
Finorga, France BignosigHnmu
BUNPOOYBaHHSAMU Ha
iAEHTWYHICTb Ta YMCTOTY.
3MmiHn | TMny - 3MiHKM 3 AKOCTI.
ADI. BupobHuuTBo. 3miHa
BUPOGHMKa
BUXigHOro/MPOMiXKHOIO
npoaykTy/pearexTy, Lo
BUKOPUCTOBYHOTLCS Y
BMPOGHMYOMY npoueci AdI,
abo 3miHa BUpOBOHMKa
(Bkntoyatoum, ae HeobxigHo,
MicLle NpoOBeAEHHS KOHTPOMO
sikocTi) ADI (3a BigcyTHOCTI
cepTudikaTa BignoBigHOCTI
€sponewcbkin bapmakonei y
3aTBEpPAKEHOMY A0CbE)(3MiHM
[0 3axofis, NoB'A3aHNX 3
koHTponem A®I, abo
[oAaBaHHs AainbHULI, e
NPOBOANTLCS
KOHTPOb/BUNPOOYBaHHS
cepii) JogaBaHHsa BUpoOHMKa
Cooperation Pharmaceutique
Francaise, Place Lucien
Auvert Melun, 77020, France,
B SIKOCTi anbTepHaTUBHOI
[inbHULU AN NPOBEAEHHSs!
KOHTpOnto cepii Aitoyoi
PEYOBUHW.

268.

®EHTAHINT M
CAHOO3®

Fentanyl

deHTaHIn

NO2ABO
3

TpaHcaepManbHUi
nnactup, 100
MKr/roa; no 1
nnacTupy B
nakeTuky; no 5
nakeTuKiB y kopobui

Canpos
dapmachoTi
Kans a.a.

CnoBeHis

BupobHnuTBO 3a
NOBHUM LIMKIOM:
ekcan Al',
HimeuuunHa;
KoHTponb
sikocTi: CantoTtac
Papma 'M6X,
HimeuuunHa;
KoHTponb
SAKOCTI:
'TAC INa6op Op.
Xowcnep M'mbX,
HimeyumHa

Himeyun
Ha

BHECEHHS 3MiH 10
peecTpaLiiHNX AOKYMEHTIB:
3minu | Tuny - 3miHn WwWoao

©e3nekn/edeKkTuBHOCTI Ta
bapmakoHarnagy. BeegeHHs
abo 3MiHM [0 y3aranbHeHUx
AaHuX Npo cuctemy
dapmakoHarnsiay (BBeAeHHs
y3aranbHeHUX gaHUx Npo
cuctemy chapmakoHarnsagy,
3MiHa YNOBHOBaXeHOi ocobu,
BiAMNOBiAanNbHOI 3a 34INCHEHHS
dapmakoHarnsay; KOHTaKTHOI
ocobu 3 chapmakoHarnsgy
3asBHMKA AN 30iNCHEHHS
dapmakoHarnsaay B YkpaiHi,
KO BOHA BigMiHHA Bif

3a
peuenmom

UA/10842/01/04
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep

peecmpauiliHo

20
noceio4yeHHs1

YNOBHOBaXeHOi ocobu,
BiAnNoBiganbHOI 3a 3AiNCHEHHS
apmakoHarnsay (Bknoyayn
KOHTaKTHi AaHi) Ta/abo 3miHn y

pO3MiLLeHHi macTep-daina
cucTemn chapmakoHarnsgy) -
3MiHa ynoBHOBaXeHoi ocobu
3asBHMKA, BianoBiganbHoI 3a
dapmakoHarnsag.
[Litova pepakuis: Oasig koH
Iesic / David John Lewis,
B.Sc (Hons), Ph.D.
[MponoHoBaHa pepakuis: Kotal
Mohamed Ali / Kotan
Moxamepg Ani. 3miHa
KOHTaKTHUX JaHUX
YNOBHOBaXeHOi ocobu,
BiANOBigANbHOI 3a 3AiINCHEHHS
capmakoHarnsgy. 3MiHa
KOHTaKTHOT 0CO0M 3asiBHWMKA,
BiANOBigANbHOI 3a 3AiINCHEHHS
tbapmakoHarnagy B YkpaiHi.

[itoua pegakuis: Opnos

B’auecnas BikropoBuy /

Viacheslav Orlov, M.D.

[MponoHoBaHa peaakuis:

TaHacoBa 3opsiHa

MukonaiBHa / Tanasova

Zoriana. 3MiHa KOHTaKTHUX
[AaHNX KOHTaKTHOI ocobun
3asBHMKa, BiANoBiaanbHoI 3a
34iicHeHHs dhapmakoHarnsagy
B YKpaiHi. 3miHa Micus
3[iiCHEHHS1 OCHOBHOI
OianNbHOCTI 3
dapmakoHarnsay.
3MiHa MicLIe3Hax0ooKEHHS
MacTep-cainna cuctemu
cbapmakoHarnsgy Ta noro
HoMepa.

269.

®OEHTAHINT M
CAHOO3®

Fentanyl

eHTaHIn

NO2ABO
3

TpaHcaepmanbHuin
nnactump, 75 mMkr/rog;
no 1 nnactupy B
nakeTuKky; no 5
nakeTuKiB y kopobui

CaHpos
dPapmachoTi
Kans a.a.

CnoseHis

BupobHuuTBO 3a
MOBHUM LIMKINOM:
lekcan Al',
HimeuuunHa;
KoHTponb
sikocTi: CantoTtac
dapma 'M6X,
HimeyuunHa;
KoHTponb

Himeyvun
Ha

BHECEHHS 3MiH 10
peecTpaLiiHNX JOKYMEHTIB:
3minu | TMny - 3miHn WwWoao

6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsay. BeegeHHs
abo 3MiHM [0 y3aranbHeHUx
[AaHuX npo cucTemy
dapmakoHarnsagy (BBefeHHs
y3aranbHeHVUX AaHux Npo

3a
peuenmom

UA/10842/01/03
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep

peecmpauiliHo

20
noceio4yeHHs1

AKOCTI:
"TAC Na6op Op.
Xowcnep M'mbX,

Himeyumna

cuctemy chapmakoHarnsgy,
3MiHa yNoBHOBaXXeHOT 0cobu,
BiANOBiganNbHOI 3a 3AiINCHEHHS
chapmakoHarnsgy; KOHTakTHol
ocobu 3 chapmakoHarnsgy
3asBHMKa ANS 30iNCHEHHS
chapmakoHarnsgy B YkpaiHi,
SKLO BOHa BigMiHHa Big
YMNOBHOBaXeEHOI 0cobu,
BiANOBiganNbHOI 3a 34INCHEHHS
capmakoHarnsgy (Bknoyaum
KOHTaKTHi gaHi) Ta/abo 3miHn y
PO3MiLLEeHHi MmacTep-daina
cucTemn chapMakoHarnsgy) -
3miHa ynoBHOBaXxeHoi ocobu
3asBHMKa, BiANoBiganbHoOI 3a
chapmakoHarnsag,.
Litova pepakuis: Oasig OxoH
Iesic / David John Lewis,
B.Sc (Hons), Ph.D.
lMponoHoBaHa pepakuis: Kotal
Mohamed Ali / Kotan
Moxamen Ani. 3miHa
KOHTaKTHUX AaHuX
yMNOBHOBaXeHOI 0cobw,
BiANOBiAanNbHOI 3a 34INCHEHHS
dapmakoHarnagy. 3miHa
KOHTaKTHOT 0cO0U 3asiBHYMKA,
BiANOBiAanNbHOI 3a 34INCHEHHS
dapmakoHarnsaay B YKpaiHi.
[itoya pepakuisi: Opnos
B’sauecnas BiktopoBuy /
Viacheslav Orlov, M.D.
lMponoHoBaHa pepakuis:
TaHacoBa 3opsiHa
MukonaiBHa / Tanasova
Zoriana. 3MiHa KOHTaKTHUX
[aHUX KOHTaKTHOI ocobun
3asiBHMKA, BianoBiganbHoI 3a
3[iNCHeHHs hapmakoHarnagy
B YkpaiHi. 3MiHa Micus
3[iNCHEHHSA OCHOBHOI
DisiNbHOCTI 3
dapmakoHarnsigy.
3MiHa MicLe3HaxoMpKeHHs
mMacTep-canna cuctemm
chapmakoHarnsgy Ta noro
HoMepa.

270.

PEHTAHII M

Fentanyl

deHTaHIn

NO2ABO

TpaHcaepmanbHWi

CaHpos

CnoseHisi

BrpobHuuTBO 3a

Himeyun

BHECEHHS 3MiH 4O

3a

UA/10842/01/01
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
CAHOO3® 3 nnactup, 25 mkr/rog; | ®apmacbtoTi MOBHMM LIVKITOM: Ha peecTpaLiiHNX OOKYMEHTIB: peuenmom
no 1 nnactupy B Kans o.n. [ekcan Al', 3MiHu | TMNy - 3MiHK Wopo
nakeTuky; no 5 Himeuumha; 6e3nekn/edeKTUBHOCTI Ta
nakeTuKiB y kopobui KoHTponke tbapmakoHarnagy. BeegeHHs
sikocTi: Cantotac abo 3miHM [0 y3aranbHeHmX
dapma 'mbX, AaHnX nNpo cuctemy
HimeuuunHa; capmakoHarnsgy (BBegeHHs
KoHTponb y3aranbHeHVX JaHUX Npo
SAKOCTi: cuctemy chapmakoHarnsgy,
"TAC Na6op Op. 3MiHa yNnoBHOBaXXeHOT ocobu,
Xoricnep Mm6X, BiAMNOBiganNbHOI 3a 34INCHEHHS
HimeyunHa dapmakoHarnsay; KOHTaKTHOI

ocobu 3 chapMakoHarnsgy
3asiBHMKa AN 34iNCHEHHS
dapmakoHarnsaay B YKpaiHi,
SKLO BOHa BigMiHHa Big
YNOBHOBaXeHOi ocobu,
BiANOBigANbHOI 3a 3AiINCHEHHS
capmakoHarnsgy (Bknoyaum
KOHTaKTHi AaHi) Ta/abo 3miHn y
pO3MiLLieHHI macTep-anna
cucTemn chapMakoHarnsgy) -
3MiHa ynoBHoBaxeHoi ocobu
3asiBHMKA, BignosiganbHoi 3a
dapmakoHarnag,.
[irova pepakuis: Oasig OxoH
Jlesic / David John Lewis,
B.Sc (Hons), Ph.D.
[MponoHoBaHa pepakuis: Kotal
Mohamed Ali / Kotan
Moxamen Ani. 3miHa
KOHTaKTHUX JaHUX
YNOBHOBAXEHOI ocobu,
BiANOBiAANbHOI 3a 3AiINCHEHHS
dapmakoHarnsgy. 3miHa
KOHTaKTHOI 0COOU 3asiBHMKA,
BiANOBiAaNbHOI 3a 3AiNCHEHHS
capmakoHarnsgy B YKpaiHi.
[itova pegakuis: Opnos
B’auecnas Bikroposuy /
Viacheslav Orlov, M.D.
[MponoHoBaHa peaakuis:
TaHacoBa 3opsiHa
MukonaieHa / Tanasova
Zoriana. 3MiHa KOHTaKTHUX
[aHUX KOHTaKTHOT ocobun
3asBHMKA, BiANoBiaanbHoOI 3a
3[iNCHeHHs dhapmakoHarnagy

B YKpaiHi. 3miHa Micus




293 [TponoBkeHHs qoaaTka 3
Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
30iNCHEHHSI OCHOBHOI
OiAnNbHOCTI 3
dapmakoHarnsgy.
3MiHa Micue3HaxoakeHHs
macTtep-carnna cuctemm
dapmakoHarnsay Ta noro
HoMmepa.
271. | ®EHTAHINTM | Fentanyl deHTaHin NO2ABO | TpaHcaepmarbHuin CaHpos3 CnoeeHiss | BupoGHuyteo 3a | Himeyun BHECEHHS 3MiH 4O 3a UA/10842/01/02
CAHOO3® 3 nnactup, 50 mkr/rog; | ®apmacbioTi NOBHWUM LIMKIOM: Ha peecTpauinHUX AOKYMEHTIB: peuenmom
no 1 nnactupy B kans a.a. lekcan Al , 3MiHu | TMny - 3MiHK Wopao
nakeTuky; no 5 HimeyuumHa; 6e3nekn/edeKkTUBHOCTI Ta
nakeTukiB y kopobui KoHTponb dapmakoHarnsaay. BeegeHHs
sikocTi: Cantotac abo 3MiHM [0 y3aranbHeHUx
dapma M6X, OaHuX Npo cuctemy
Hime4yumha; apmakoHarnsagy (BBeaeHHs
KoHTponb y3aranbHeHVX JaHux Npo
SIKOCTI: cuctemy cdhapmakoHarnsgy,
TAC INa6op Op. 3MiHa YNOBHOBaXeEHOI 0ocobu,
Xoricnep Mm6X, BiANOBiganNbHOI 3a 34INCHEHHS
Himeyumna bapmakoHarnagy; KOHTaKTHOI

ocobu 3 chapmakoHarnsgy
3asiBHMKa AN 34iNCHEHHS
tbapmakoHarnagy B YkpaiHi,
SIKLLIO BOHA BiAMiIHHA Big
yMNOBHOBaXeHOI 0cobw,
BiANOBiAanNbHOI 3a 34INCHEHHS
dapmakoHarnsagy (Bknoyarum
KOHTaKTHi faHi) Ta/abo 3miHu y
po3MilLeHHi MacTep-caina
cucTemn chapmakoHarnsgy) -
3miHa ynoBHoBaxeHoi ocobu
3asBHMKa, BiAnNoBiaanbHoI 3a
dapmakoHarnag,.
[itova pepakuis: Oasig OxoH
Iesic / David John Lewis,
B.Sc (Hons), Ph.D.
[MponoHoBaHa pepakuis: Kotal
Mohamed Ali / Kotan
Moxamea Ani. 3miHa
KOHTAKTHUX AaHUX
yNOBHOBaXeHOI 0cobu,
BiANOBiAanNbHOI 3a 3AiNCHEHHS
dapmakoHarnsgy. 3miHa
KOHTaKTHOT 0cOOU 3asiBHYMKA,
BiANoOBiAanbHOI 3a 3AiNCHEHHS
capmakoHarnsgy B YkpaiHi.
Litoya pepakuisi: Opnos
B’auecnas BiktopoBuy /
Viacheslav Orlov, M.D.
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka 20
moeaHa noceio4yeHHs1
Hasea*
[NponoHoBaHa peaakuis:
TaHacoBa 3opsiHa
MwkonaiBHa / Tanasova
Zoriana. 3MiHa KOHTaKTHUX
[aHUX KOHTaKTHOI ocobun
3asBHMKa, BigNoBiganbHoI 3a
34iINCHEHHA hapMakoHarnsgy
B YKpaiHi. 3miHa Micus
34iNCHEHHS1 OCHOBHOI
OiAnNbHOCTI 3
dapmakoHarnsigy.
3MiHa MicLle3Hax0omKeHHS
macrtep-carnna cuctemm
bapmakoHarnagy Ta noro
HoMepa.
272. | ®PEPOKCUAO Iron, 3anisa (lll) BO3AC PO34MH Anst iH'ekuin, M.BIOTEK Benuka XENM C.A. Ipeuis BHECEHHS 3MiH A0 3a UA/15804/01/01
parenteral rigpokcung no 20 mr/mn; no 5 NIMITEL BputaHia peecTpauiiHiX AOKYMEHTIB: peuenmom
preparatio | caxaposHu M B amnyni; no 5 3MiHn | TMny - 3MiHK Woao
ns n amMnyn B nayui 3 6e3nekn/edeKkTMBHOCTI Ta
KOMMeKc KapTOHYy tapmakoHarnagy (iHwi 3miHu).
3MiHM BHECEHO Yy TeKCT
MapKyBaHHS1 NePBUHHOI (. 3,
4) Ta BTOPUHHOI (n. 17)
YMaKoBKW NMikapcbKoro 3acoby.
273. | ®NYTIKCOH Fluticason | cnyTtnkas RO3BAO | nopoLuok Ans AT "Apamven Monbwa Bupo6Huk in Benebrisi/ BHECEHHS 3MiH 10 3a UA/12304/01/02
e OHY 5 iHransauin, TeepAi Papma” bulk, KoHTponb Monbwa peecTpauinHUX JOKYMEHTIB: peuenmom
nponioHat kancynu, no 250 mkr cepii: AT CMb 3minu | Tvny - 3miHn woao
no 10 kancyny TekHonomxu, 6e3nekn/edekTMBHOCTI Ta
6nictepi; no 6 Benebris; dapmakoHarnsay. BeegeHHs

Gnictepis y
KOMMMeKTi 3
iHransaTopom y
KapTOHHIN kopobLyj;
no 10 kancyny
6nicTepi; no 12
Gnictepis y
KOMMMeKTi 3
iHransTopom y
KapTOHHiIN kopobui

BupobHuik, Lo
BignoBigae 3a
nepBUHHE Ta
BTOPUHHE
nakyBaHHs:
AT «Apamep
dapmay,
MNonbLa;
Bupo6Huk, Lo
BignoBigae 3a
KOHTpOMb Ta
Bunyck cepii: AT
«Apamen
dapmay,
MNonbLua;

abo 3MiHM [0 y3aranbHeHux
AaHUX Npo cuctemy
dapmakoHarnagy (BBegeHHs
y3aranbHeHVX AaHux Npo
cuctemy dbapmakoHarnagy,
3MiHa YNOBHOBaXeHOi ocobu,
BiANOBiAANbHOI 3a 3AiINCHEHHS
hbapmakoHarnagy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHMKA NS 30iNCHEHHS
capmakoHarnsgy B YkpaiHi,
SKLO BOHAa BigMiHHa Bia
YNOBHOBAXEHOI 0cobu,
BiAMNOBiAanNbHOI 3a 34INCHEHHS
apmakoHarnagy (Bkroyatym
KOHTaKTHi faHi) Ta/abo 3miHn y
po3MilLeHHi MacTep-danna
cucteMu chapmakoHarnsgy) -
3MiHa KOHTaKTHMX AaHuX
yNoBHOBaXeHOI ocobum




295 [TponoBkeHHs qoaaTka 3
Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
3as1BHMKA, BianoBiganbHoI 3a
capmakoHarnsg. 3MiHa
KOHTaKTHUX AaHWUX KOHTaKTHOI
ocobu 3asiBHUKa,
BianoBsiganbHOI 3a
dapmakoHarnsg B YKpaiHi.
274. | ®NYTIKCOH Fluticason | conyTtukas RO3BAO | nopoLuok gns AT "Apamven Monbwa Bupo6Huk in Benbrisi/ BHECEHHS 3MiH A0 3a UA/12304/01/01
e OHY 5 iHranauin, Teepai dapma” bulk, kKOHTpONb Monbwa peecTpauiiHuX AOKYMEHTIB: peuenmom
nponioHat Kancynu, no 125 mkr cepii: AT CMBb 3minu | Tvny - 3miHn woao
no 10 kancyny TekHOnoXM, 6e3nekn/edeKkTUBHOCTI Ta
6nictepi; no 6 Benebrisi; tbapmakoHarnagy. BeegeHHs
6nictepis y BupobHuik, Lo abo 3MiHM [0 y3aranbHeHux
KOMMMEeKTi 3 BignoBigae 3a OaHuX Npo cuctemy
iHransTopom y nepBuHHE Ta dapmakoHarnsgy (BBeAeHHs
KapTOHHiIN kopobuyj; BTOPUHHE y3aranbHEeHUX AaHux npo
no 10 kancyn y nakyBaHHs: cucTtemy cdhapmakoHarnsgy,
6nictepi; no 12 AT «Apamvepq 3MiHa yNnoBHOBaXXeHOT ocobu,
onictepiB y dapmay, BigNoBiganbHoI 3a 34iNCHEHHSA
KOMNAEKTi 3 MNonbLa; bapmakoHarnagy; KOHTaKTHOI
iHranaTopom y Bupo6HuK, Wwo ocobu 3 chapMakoHarnsgy
KapTOHHiIN kopobLi BignoBigae 3a 3asiBHMKA ANS 34iINCHEHHS
KOHTPOMb Ta tbapmakoHarnagy B YkpaiHi,
BuUnNyck cepii: AT SKLO BOHa BigMiHHa Big
«Apamep YNOBHOBAXEHOI ocobu,
dapmay, BiANOBiAanNbHOI 3a 34INCHEHHS
MonbLa; dapmakoHarnsgy (Bknoyarym
KOHTaKTHi AaHi) Ta/abo 3miHn y
po3MiLLeHHi MacTep-caina
cucTemMu chapmakoHarnsgy) -
3MiHa KOHTaKTHMX AaHuX
yrNoBHOBaXeHOI ocobum
3asBHMKa, BiAnNoBiaanbHoI 3a
capmakoHarnsg. 3MiHa
KOHTaKTHUX AaHUX KOHTaKTHOI
ocobu 3asiBHUKa,
BiAnoBiganbHoI 3a
dapmakoHarnag B YKpaiHi.
275. | ®NYTICAN® Fluoxetine | dpnyokcet NO6ABO | kancynu TBepgi no TOB YkpaiHa BUPOOHMLTBO, BHECEHHS 3MiH 4O 3a He UA/18392/01/01
NHY 3 20 wmr; no 10 kancyn «MEQPAP nepBuHHE peecTpauinHx MaTepianis: peuernmom nion
rigpoxnop y 6nicTtepi, no 3 abo M NTO» nakyBaHHS, 3minu | TMny - 3miHn WwWoao seae
ma 6 bnictepiB y BTOPUHHE 6e3nekn/edekTMBHOCTI Ta
KapTOHHIN ynakoBLi nakyBaHHS, dapmakoHarnsagy (iHwi 3miHm)
KOHTPOMb SIKOCTI, 3MiHu BHeceHo Ao IHCTpyKuii
BUMYCK cepii AN MeguyHoro 3acTocyBaHHS
abo nikapcbKkoro 3acoby oo
BUPOGHMLUTBO poaginis "Cknag", "MNikapcbka
npoaykuii in copma", "dapmakonorivHi
bulk: BnactusocTi", "lNokasaHHs",
KYCYM "lMpoTunnokasaHHs",
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
XEJNITXKEP MNBT "B3aemogis 3 iHwWummn
NTA, Inais; nikapcbkumm 3acobamu Ta iHLi
BTOPUHHE BUAN B3aemogain",
nakyBaHHA,KOHT "OcobnueocTi 3acTocyBaHHs",
ponb SKOCTI, "3acTocyBaHHs y nepiog
BWMYCK cepii 3 BariTHOCTi abo rogyBaHHs
npoaykuii in rpygar”, "3aaTtHictb BnnvBaTn
bulk: Ha LWBMAKICTb peakLii npu
TOB KepyBaHHi aBTOTPAHCINOPTOM
«MEOPAPM abo iHWKUMK MexaHiamamm",
NTO», YkpaiHa "Cnoci6 3acTtocyBaHHs Ta
nosun", "MepenosyBaHHs",
"MoGiyHi peakuii”, "YmoBu
36epiraHHs", "YnakoBka",
"Kateropis Bignycky",
"BUpOBHUMK",
"Micue3HaxooKeHHs1
BMPOGHMKa Ta agpeca micus
npoBagXXeHHs Noro
nianbHOCTI", a came BHECEHHS
peaaKkTopChbKMX Ta
KOPEKTOPCbKUX NPaBOK A0
TEKCTY Ta Ha3B po3inis
IHCTPYKUIT ANs Mean4Horo
3acTocyBaHHs. BBegeHHs 3MiH
npoTsarom 6 micauis nicns
3aTBEPKEHHS.
276. | ®ONIFPA®® Follitropin donitponi GO03GAO | niodinisat ans Bxapar IHAis [oBHUIA UMKN - IHAis BHECEHHS 3MiH 10 3a UA/20411/01/01
alfa H anbga 5 po3uunHy ansi iH’ekuin | Cipamc eHg BMPOGHMUTBO, peecTpaLiiHNX AOKYMEHTIB: peuenmom
(pekoMbiH y KOMMNIeKTi 3 BakuuHc nakyBaHHA 3MiHn | TMny - 3MiHK Woao
aHTHUI PO3YMHHUKOM 75 NimiTen KOHTPOMb SIKOCTI, 6e3nekn/edekTMBHOCTI Ta
NI0ACHKNN MO, 1 dnakoH 3 BUNYCK cepii: bapmakoHarnagy. BeegeHHs
donikynoc nioginizatom Ans Bxapart Cipamc abo 3MiHM [0 y3aranbHeHux
TUMYTTHOOY PO34MHYy AN iH eKuin eHp BakumHc AaHuX nNpo cuctemy
W FOPMOH y KOMNnekTi 3 1 Nimitea, IHais; dapmakoHarnsgy (BBeAeHHs
(p-n ®CTI") amnyrnoto TecT: y3aranbHEeHUX AaHux npo
po3uunHHuKKa (0,5 mn logeHTudikauis cuctemy bapmakoHarnsgy,
CTepunbHOI BOAU Ta KinbKicHe 3MiHa YNOBHOBaXeHOi ocobu,
Ons iH'ekuin) y BU3HAYEHHS: BiANOBiAanNbHOI 3a 3AiNCHEHHS
KOHTYPHil BarioHias IHaia bapmakoHarnagy; KOHTakTHol
YapyHKOBIN MpanseTt ocobu 3 chapmakoHarnsgy
ynakoBui; no 1 Nimiten, IHAOis 3asBHMKA NS 30iNCHEHHS
KOHTYPHil capmakoHarnsgy B YkpaiHi,

YapyHKOBIN ynakosLi
Y KapTOHHI kopobui

SKLO BOHAa BigMiHHa Bia
YNOBHOBAXEHOI ocobu,
BiANOBiAanNbHOI 3a 34INCHEHHS
apmakoHarnsgy (Bknoyarym
KOHTaKTHi faHi) Ta/abo 3miHn y
po3MilLeHHi MacTep-canna
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

cucTemn hapMakoHarnaay)
3MiHa ynoBHoOBaXeHoi ocobu,
BiANOBiganNbHOI 3a 3AiINCHEHHS
chapmakoHarnsgy.
[itoya pepakuis: Pravita
Yadav. lNponoHoBaHa
pegakuisa: Rahul Gawli. 3miHa
KOHTaKTHUX JaHUX
YMNOBHOBaXeEHOI 0cobu,
BiANOBiganNbHOI 3a 34INCHEHHS
capmakoHarnsgy. 3MiHa
KOHTaKTHOI ocobw,
BiANOBigaNbHOI 3a 34INCHEHHS
tbapmakoHarnagy. ditova
pepakuisa: Rehsi Harpreet
Singh. MNponoHoBaHa
penakuisa: Nadiia Anatoliivna
Vovk. 3miHa KOHTaKTHUX
[aHNX KOHTaKTHOI ocobu,
BiANOBiganNbHOI 3a 34INCHEHHS
apmakoHarnsagy. 3miHa
Homepa macTep-darnna
cuctemu chapmakoHarnsgy

277.

®OPMIOPOH

dopmanb

neria,
eTaHon

D11AA

pO34uH Ans
30BHILUHLOIO
3aCToCyBaHHS,
crnupToBui no 50 mn
abo 100 mny
dpnakoHax CKNSAHUX,
YKYMOPEHNX
npobkamu i
Kpuwkamu; no 100
My OnakoHi
CKNSIHOMY,
YKyrnopeHomy
NPOOKOIO | KPULLIKOIO;
no 1 pnakoHy B
nayui; no 100 mny
nakoHax
noniMepHux 3
MeXaHIYHUM
po3nunoBayem; no
50 mn abo 100 mn,
abo no 200 mn y
nakoHax
noniMepHux B
KOMMNNeKTi 3
Kpuwkamu; no 50 mn
abo 100 mn, abo no

MpAT
dapmavneBT
nyHa
cabpuka
"Biona"

YkpaiHa

MpAT
dapmaueBTU4Ha
pabpuka
"Biona"

YkpaiHa

BHECEHHS 3MiH 10
peecTpauinHnx MaTtepianis:
3miHu | TNy - 3MiHKM 3 sKOCTI.
[oToBWI Nikapcbkni 3acib.
Cucrema
KOHTeWHep/3aKynoptoBanbHuUin
3aci6. 3MiHa y NepBuHHI
ynakoBLii FOTOBOro NikapcbKoro
3acoby (Tvn koHTelHepa abo
[O[AaBaHHS HOBOMO
KOHTeWHepa) - TBepai, M’siki Ta
HecTepunbHi pigki nikapcbki
dopmu - BBEOEHHS
[04aTKOBMX YNaKoBOK, a came
dnakoHiB cKNHUX Tuny BBk-
200 ykynopeHi kpuwkamu 1.44
Ta pnakoHiB NoniMepHux Tuny
$BIM-200
(nonieTnnentepedTanar)
YKyMOpeHux Hacaakamu (Tvny
28) Ta kpuwwkamu Kb-2 ta Or1-
200 (nonieTuneHTepedTanar)
YKynopeHux kpuwikamu d-28.
BBegeHHs 3MiH npoTArom 6-tu
MiCSILIiB Micnsi 3aTBEPOXKEHHS.
3minm | TMny - 3MiHK 3 sIKOCTI.

be3
peuenma

nion
Aeae

UA/0597/01/01
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

200 mMn y conakoHi
nonimepHomy B
KOMMNNeKTi 3
KpULLIKOLO; Mo 1
c¢hnakoHy B naydi; no
200 mn y dnakoHax
CKISIHUX,
YKYNOPEHNX
Kpukamu; no 200
My cpnakoHi
CKIISIHOMY,
yKynopeHomy
KpuWLLKOHO; no 1
c¢nakoHy B naydi; no
200 mn y donakoHax
noniMepHuXx,
YKYNOPEHNX
Hacagkamu Ta
Kpuwkamu; no 200
My pbnakoHbl
nonimMepHomy,
YKynopeHomy
Hacagkoto Ta
KpULLKOHO; MO 1
dnakoHy B navui

[oToBMI Nnikapcbkuii 3acib.
Cucrtema
KOHTeWHep/3aKynoptoBanbH1n
3aci6. 3miHa po3mipy ynakoBku
roTOBOrO MikapCbKoro 3acoby
(3miHa macu/o6'emy BMmiCTY
KOHTenHepa H6arato4030B0ro
nikapcbkoro 3acoby ans
HenapeHTepanbHOro
3acTocyBaHHs (abo
OHOA030BOr0, YaCTKOBOIO
BVIKOPVICTaHHS)) - BBEAEHHS
[0 3aTBEepAXKeHNX opm
BUMYCKY 0OOATKOBUX PO3MIpiB
(ob'emiB) nakyBaHHs, a came:
no 200 mn y pbnakoHax
CKMSAHUX, YKYMOPEHNX
Kpukamu, B nayui abo 6es
navku;
no 200 mn y pbnakoHax
noniMepHnx
(nonieTuneHTepedTanar), B
KOMNIEKTi 3 KpULLKaMu, B
nayui abo 6e3 nayku; no 200
My donakoHax noniMepHmX
(nonieTuneHtepedTanar),
YKYMOPEHWNX HacaaKkow Ta
KPULLKOIO, B nayui. Ak
Hacnijok BHECEHHS
BianoBigHux oo n. «O6’em
BMICTYy yNakoBKu» Ta p.
«YnakoBka» MKA J13.
3aTtBeppxeHo: Mo 50 mny
NakoHu CKNsHi, yKynopeHi
npobkamu i kpukamu, abo y
dnakoHu nonimepHi B
KOMMNeKTi 3 kpuwkamu. Mo
100 mMn 'y cbrakoHW CKNSHi,
YKynopeHi npobkamu i
KpuLkamu; abo y dnakoHm
noniMepHi B KOMMAEKTi 3
KpuLkamu, abo y dnakoHm
nonimMepHi 3 MexaHiuHum
posnunoBayeM. Ha conakoHn
HaKnewTb eTUKETKN 3
nanepy.dPnakoH noniMepHui
no 50 mn a6o no 100 mn B
KOMMIEKTI 3 KpuLLKOto, abo
dnakoH cknsHun no 100 mn
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HenameH | pe4yoeuUHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
pa3om 3 iHCTpyKLUieto aons
MeAUYHOrO 3acTOCYBaHHS
npenapary BKnagawTb B
nauky 3 kapToHy. MNayku abo

hnakoHu 6e3 nayok pa3om 3

ynakoBky. 3anpornoHosaHo: o

BiANOBIQHO KiNbKICTHO
IHCTPYKLI ANa MeanyHoro
3acTocyBaHHs npenapaTy
BKIMagatoTb Y rpynoBy

50 Mn'y hbnakoHn CKNsiHi,
YKynopeHi npobkamum i
KpuLkamu, abo y dnakoHu
noniMepHi B KOMMNEKTI 3
kpuwkamu. Mo 100 mn y
bnakoHn CKNsHi, YKYNopeHi
npobkamu i kpuwikamu; abo y
dnakoHu nonimepHi B
KOMMMEKTI 3 Kpuwkamu, abo y
¢bnakoHu nonimMepHi 3
MEeXaHIYHUM PO3nuIoBaYeMm.
Mo 200 mn y bnakoHn CKNsiHi,
YKyMNopeHi kpuiikamu, abo y
brakoHy nonimMepHi,
YKyrnopeHi Hacagkamu Ta
KpuLKamMuy abo KpuLLKamu.
Ha cdbnakoHu HaknerowTb
eTuUKeTKM 3 nanepy. dnakoH
nonimepHuit no 50 mn abo no
100 mn B KOMNNeEKTi 3
KpuLLKoto, abo noniMmepHuii
dnakoH no 200 mn, abo
dnakoH cknsHun no 100 mn
abo 200 mn pa3om 3
iHCTpYKLUi€0 Ans MeanyHoro
3aCTOCyBaHHSA npenapaTy
BKIMaJalTb B MNAYKy 3 KAPTOHY.
Maukn abo pnakoHn 6e3
nayok pasom 3 BignoBigHOK
KiNbKICTHO IHCTPYKUi Ans
MEANYHOrO 3aCTOCYBaHHS!
npenapaTy BKNagawTb y
rpynoBy ynakoBKy. 3MiHW
BHECEeHO B po3din "YnakoBka
B iHCTPYKLUit0 ANs MEANYHOro
3aCTOCYBaHHS y 3B'A3KY 3
BBEJEHHSIM JOAATKOBUX
YMNaKoBOK Ta SIK HAcNigokK -

3aTBepPKEeHHA TeKCTY
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
MapKyBaHHs1 04aTKOBUX
yNaKoBOK MikapcbKoro 3acoby.
BBeneHHs 3miH NpoTArom 6-tn
MicsaUiB Micnsa 3aTBepAXeHHS.
3MiHu | TMNy - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnagy (iHwi 3miHu).
OHOBNEHO TEKCT MapKyBaHHS
NepBUHHOI Ta BTOPUHHOI
yNaKoBKU fikapcbKoro 3acoby,
30KpeMa BUMy4YeHo
iHcbopmaLito, 3a3HaveHy
pOCifcbko MOBOK. BBeaeHHsA
3MiH NpOTAroM 6-Tn MicsaLuiB
nicns 3aTBepaKEHHs1
278. | XENMNEKC® - MEHTO/, RO7A Ma3sb; no 20 r abo 40 TOB "Mosi YkpaiHa CaBa Xernckea IHAis BHECEHHS 3MiH A0 be3 UA/11390/01/01
E®PEKT kamdopa, ry 1y6i; no 1 1y6i B Xenc" Nto peecTpauiiHiX AOKYMEHTIB: peuenma
TMMmon, navui 3 KapToHy 3miHu | TNy - 3MiHKM 3 AKOCTI.
meTtuncani [oToBMI Nikapcbkuii 3acib.
uunart, KoHTponb rotoBoro
onisi nikapcbkoro 3acoby. 3miHa y
eBkaninTo MeTodax BUNpobyBaHHS
Ba, onis roTOBOro NikapcbKoro 3acoby
TEepPrneHTuH (He3HayHa 3miHa y
oBa 3aTBEpOKEHMX MeTodax

BUNpobyBaHHs). 3miHa y
3aTBEPAKEHOMY METOSi
KoHTponto sikocTi 113 3a
napameTtpom "KinbkicHe
BM3Ha4YeHHs", a came
YTOYHEHHS onucy
NpUroTyBaHHs BUNPobyBaHOro
PO34MHY B MeToauLi
KinibKicHoro BusaHa4yeHHs AdI
"n.5.1. MeHTon, kamdopa,
TMon, meTuncaniumnart".
YTOYHEHO NOCNIAOBHICTb
BUIyYeHHs 3pa3ky, 3a3HayYeHo
TemnepaTtypy Ta TpuBanicTb
HarpiBaHHsi, yTO4HEHO
iHdbopmaLito Wwoao
dinbTpyBaHHA. MeTop
BMNPOOYBaHHSA 3anvaeTbes
6e3 3miH. 3MiHu | Tuny - 3miHK
3 gKocTi. [oToBUIA NiKapCbKuii
3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y
mMeToAax BUNpobyBaHHA
roTOBOrO fikapCbKoro 3acoby
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

(He3HayHa 3MmiHa y
3aTBEpOKEeHNX MeToadax
BMNpobyBaHHs). 3miHa y
3aTBEPAKEHOMY MeTogj
KOHTporto skocTi M3 3a
napameTpom "KinbkicHe

BU3HAYeHHA", a came
YTOYHEHHS onucy
NpUroTyBaHHsi BUNPOGYyBaHOro
pO34MHY B MeToaumLi
KinbKicHOro Bu3HayeHHs AdI
"n.5.2. a-niHex (onis
TeprneHTuHoBa), 1,8-unHeon
(onist eBkaninToBa)". YTO4YHEHO
NOCMiAOBHICTb BUITYy4YEHHSA
3pasky, 3a3HayeHo
TemnepaTtypy Ta TpuBanictb
HarpiBaHHs, yTOYHEHO
iHdopmauito wono
cinbTpyBaHHa. MeTog
BUNPOOYBaHHSA 3anuaeTbCcs
6e3 3MiH.

279.

XUTO-KEA®

Atrtificial
tears and
other
indifferent
preparatio
ns

HaTpito
rianypoHa
TTa
OeKkcnaHTe
Hom

S01XA2
0

Kpanni o4Hi; no 10
MmNy
6aratopgosoBomy
KOHTelnHepi 3
MOBITPOHENPOHWKHN
M HacocoMm Ta
KoBnaykom; no 1
KOHTEViHepy B
KapTOHHiI kopobui

YPCADAPM
ApuHanmiTT
enb M6X

HimeuvuuH
a

YPCADAPM
ApuHanmiTTens
m6X

Himevun
Ha

BHECEHHS 3MiH A0
peecTpaLiiHNX JOKYMEHTIB:
3minu | Tuny - 3miHn WwWoao

6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsay. BeegeHHs
abo 3MiHM [0 y3aranbHeHUX
AaHUX Npo cuctemy
dapmakoHarnsagy (BBeaeHHs
y3aranbHeHUX faHunx npo
cuctemy dapmakoHarnagy,
3MiHa YNOBHOBaXeHOI 0ocobu,
BiANOBiAanNbHOI 3a 34INCHEHHS
bapmakoHarnsgy; KOHTakTHol
ocobu 3 chapmakoHarnsgy
3asBHMKa AN 34iNCHEHHS
capmakoHarnsgy B YkpaiHi,
SIKLLIO BOHA BiAMiHHA Big
yNOBHOBaXeHOI 0cobu,
BiAMNOBiAanNbHOI 3a 34INCHEHHS
dapmakoHarnsaay (Bkoyarun
KOHTaKTHi faHi) Ta/abo 3miHu y
po3MilLeHHi MacTep-danna
cucteMu dhapmakoHarnsay)
3miHa ynoBHoBaxeHoi ocobu
3asBHMKA, BiANoBiaanbHoOI 3a
dapmakoHarnag,.
[itoya pegakuisn: Dorothea

be3
peuenma

UA/9732/01/01
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

Grof3. lNMponoHoBaHa peaakuis:
Charlotte Steinmetz. 3miHa
KOHTaKTHMX AaHuX
YNOBHOBa)eHOI 0cobu
3as1BHMKA, BianoBiganbHoI 3a
dapmakoHarnsag.

280.

XU10-
KoOMOa®

Hyaluronic
acid

HaTpito
rianypoHa
T

S01XA2
0

Kpanni oyHi, 1
mr/mn; no 10 mny
6aratopo3oBomy
KOHTENHepI,
OCHaLLieHoMy
MOBITPOHENPOHWKHN
M Hacocom Ta
3aKpUTOMYy
KOBMa4ykom; no 1
KOHTENHEpPY B
KapTOHHiI kopooLi

YPCADAPM
ApuHanmIiTT
enb MM6X

HimeyvuuH
a

YPCADAPM
ApuHanmiTTenb
meX

Himevun
Ha

BHECEHHS 3MiH 10
peecTpauiiHuX AOKYMEHTIB:
3MiHn | Trny - 3MiHK Woao

6e3nekn/edeKkTUBHOCTI Ta
tbapmakoHarnagy. BeegeHHs
abo 3MiHM [0 y3aranbHeHux
[AaHuX Npo cuctemy
dapmakoHarnsgy (BBeAeHHs
y3aranbHEeHUX AaHux npo
cucTtemy cdhapmakoHarnsgy,
3MiHa yNnoBHOBaXXeHOT ocobu,
BiANOBiAANbHOI 3a 3AiINCHEHHS
bapmakoHarnagy; KOHTaKTHOI
ocobu 3 chapmakoHarnsgy
3asiBHMKA ANS 34iINCHEHHS
tbapmakoHarnagy B YkpaiHi,
SKLO BOHa BigMiHHa Big
YNOBHOBAXEHOI ocobu,
BiANOBiAanNbHOI 3a 34INCHEHHS
dapmakoHarnsgy (Bknoyarym
KOHTaKTHi AaHi) Ta/abo 3miHn y
po3MiLLeHHi MacTep-caina
cucTeMu hapmakoHarnsigy)
3MiHa ynoBHOBaxeHoi ocobu
3asBHMKa, BiANoBiaanbHoI 3a
dapmakoHarnag,.
[Hitoua pepakuis: Dorothea
Grof. MponoHoBaHa pefakuis:
Charlotte Steinmetz. 3miHa
KOHTAKTHUX JaHNX
yrNoBHOBaXeHOoi ocobum
3asBHMKa, BiANoBiaanbHoOI 3a
dapmakoHarnag.

be3
peuenma

UA/7443/01/01

281.

XOJIOCAC

eKcTpakT
LUMMLIHN
pigkni

AO05AX

cupon, no 130 ry
6aHKax noniMepHux;
no 130 r y 6aHui
nonimepHin; no 1
6aHUi y nayui 3
KapToHy; no 130 ry
GaHLji nonimepHi;
no 1 6aHui 3 MipHOtO
TIOXKOH0 Y navLi 3
KapToHy; no 130 ry

AT
"BITAMIHN"

YkpaiHa

AT "BITAMIHN"

YkpaiHa

BHECEHHS 3MiH [0
peecTpaLiiHNX AOKYMEHTIB:
3miHu | TMny - 3MiHKM 3 AKOCTI.
[oToBWI Nikapcbkui 3acib.
CrabinbHicTb. 3MiHa y
TepMiHax npuaaTtHocTi abo
ymoBax 36epiraHHsi FOTOBOrO
nikapcbkoro 3acoby (3MiHa y
3aTBEpKEHOMY MPOTOKOri
cTabinbHocTi) - 3miHa y

6e3
peuenma

UA/0584/01/01




303 [TponoBkeHHs qoaaTka 3
Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
hnakoHax 3aTBEPAKEHOMY MPOTOKONi
nonimepHux; no 250 cTabinbHOCTI, Woao
ry donakoHax nepioaNYHOCTI 34INCHEHHS
nonimepHux; no 130 KOHTPOIMIO Mif Yac BUBYEHHS
r'y donakoHi cTabinbHoCTi:
nonimepHomy; no 1 Litova pegakuisi:
chnakoHy y nadui 3 [MpoTokon BUBYEHHSA
KapToHy; no 250 ry CTabinbHOCTI
dnakoHi YmoBu: (25+2) °C, (60+5%)
nonimepHomy; no 1 RH
chnakoHy y nadui 3 Yacrora:
kapToHy; no 130 ry - 1 pa3 B 3 micsaui B nepLumn
dnakoHi pik 36epiraHHs,
nonimepHomy; no 1 - 1 pas B 6 micsLiB Ha apyromy
hnakoHy 3 MipHOI poui 36epiraHHs,
TOXKOH0 Y nayui 3 - 1 pas B pik Ha TPETbOMY POLli
KapToHy; no 250 ry 36epiraHHs.
hnakoHi Yepes 3 micaui nicns
nonimepHomy; no 1 3aKiHYEHHS TEPMIHY
nakoHy 3 MipHOIo npuaaTHOCTI.
FIOXKOH0 Y MavLi 3 [MponoHoBaHa pepakuis:
KapToHY [MpoTokon BUBYEHHS
cTabinbHocCTi
YwmoBu: (25£2) °C, (60+5%)
RH
YacTora:
MokasHuku: «Onucx», «Cyxui
3anuwoky, «KinbkicHe
BU3HAYeHHS. BMICT Lykpy»,
«OpraHiyHi kncnotn» i3
4acToTOHO:
1 pas B nepLuni pik
36epiraHHs (12 micsuis);
1 pa3 B Apyrun pik 36epiraHHs
(24 wmicsuj);
1 pa3 B TpeTin pik 36epiraHHs
(36 micauis).
MokasHuku: «lgeHTudikadis»
Ta «Baxki meTanu»: nig yac
Bunycky (0 mic.).
Moka3Huk «MikpobionoriyHa
uuctoTta» Ta «Maca BmicTy
ynakoBkW»: nig Yac sunycky (0
Mic.) i No 3akiH4YeHHIo nepioay
36epiraHHs (36 mic.).
282. | XyMOr - 75 Human MeHoTponi | GO3GAO | nioginisat gns Bxapat IHais Bxapart Cipamc IHais BHECEHHS 3MiH 40 3a UA/11753/01/02
B.O. menopaus | H 2 po3uuHy ansi iH’ekuin | Cipamc eng eHp BakumHc peecTpaLiiHNX JOKYMEHTIB: peuenmom
al BMCOKOOYM no 75 MO, 1 dnakoH BakuuHc 3MiHn | TMny - 3MiHK Woao
gonadotro | LieHun, 3 nioginizatom y JliviTeq 6e3nekn/edPekTMBHOCTI Ta




304 [TponoBkeHHs qoaaTka 3
Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
phin ekBiBaneH KOMMekKTi 3 1 Nimiten tbapmakoHarnagy. BeegeHHs
THUI amnynoto abo 3miHM [0 y3aranbHeHmx
AKTUBHOCTI PO34MHHMKA (PO3YMH OaHuX Npo cuctemy
conikynoc HaTpito xnopugy 0,9 capmakoHarnsgy (BBefgeHHs
TUMYITOOY %) no 1 mnB y3aranbHEeHUX AaHux npo
oro KapTOHHiN kopobui cuctemy cbapmakoHarnsgy,
rOPMOHY 3MiHa yNoBHOBaXXeHOT 0cobu,
(®CIN 75 BiAnNoBiganbHOI 3a 3AiNCHEHHS
MO Ta dapmakoHarnsay; KOHTaKTHOI
TNIOTETHIZY ocobu 3 chapMakoHarnsgy
to4oro 3asiBHMKa 4N 34iNCHEHHS
rOPMOHY apmakoHarnsay B YKpaiHi,
iy 75 AKLLIO BOHA BiAMiHHA Bia
MOy YNOBHOBaXeHOi ocobu,
cniBBigHO BiANOBigANbHOI 3a 3AiINCHEHHS
weHHi 1:1 capmakoHarnsgy (Bknoyaum
KOHTaKTHi AaHi) Ta/abo 3miHn y
pO3MilLieHHi macTep-anna
cucTemMu chapmakoHarnsgy) -
3MiHa ynoBHoOBaXeHoi ocobu,
BiANOBigANbHOI 3a 3AiINCHEHHS
dapmakoHarnsigy.
[itoya pepakuis: Pravita
Yadav. NponoHoBaHa
pepakuisa: Rahul Gawli. 3miHa
KOHTaKTHUX AaHuX
YNOBHOBAXEHOI ocobu,
BiANOBiAanNbHOI 3a 34INCHEHHS
dapmakoHarnsgy. 3miHa
KOHTAKTHOI ocobw,
BiANOBiAanNbHOI 3a 34INCHEHHS
bapmakoHarnsgy. fitova
pepakuisa: Rehsi Harpreet
Singh. MNponoHoBaHa
pepakuis: Nadiia Anatoliivna
Vovk. 3miHa KOHTaKTHMX
[aHNX KOHTaKTHOI ocobu,
BiANOBiAanNbHOI 3a 34INCHEHHS
cbapmakoHarnsgy. 3miHa
HOMepa macTep-danna
cUCTEMU (hapmakoHarnsigy.
283. | LEPYKAN® Metoclopr MeTOKIon AO3FAQ | po3uuH gns iH'ekuin, TOB «TeBa YkpaiHa Bupo6HuLTBO Himeuun BHECEHHS 3MiH 10 3a UA/2297/02/01
amide pamigy 1 10 Mr/2 mn; no 2 mn YkpaiHa» Hepo3sdacoBaHo Ha peecTpaLiiHNX AOKYMEHTIB: peuenmom
rigpoxnop B amnyni; no 10 ro NPoaykKTy, 3minu | Tuny - 3miHn Wwoao
ma amnyn y kopobui nepBuHHa Ta 6e3nekn/edeKTMBHOCTI Ta
BTOPUHHA dapmakoHarnsgy (iHwi 3miHu)
ynakoBka, - 3MiHM BHECEHO B TEKCT
[03BiNn Ha MapKyBaHHsi BTOPUHHOT

BUNYCK cepii:

YNaKoBKM Mikapcbkoro 3acoby
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Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
Mepkne 'm6X, y nyHkTn 2, 11, 12, 16, 17 TaB
Hime4yumHa; TEKCT MapKyBaHHS NePBUHHOI
KoHTponb cepii: yMakoBKM y NyHKTn 3, 4, 6.
Mepkne 'm6X, BBeneHHs 3MiH NpoTsArom 6-tn
HimeyyunHa MicaUiB Nicnsa 3aTBepAXeHHsA
284. | UMTPIK® Paracetam | napaueta NO2BE5 | nopoLuok ans AT Ykpaina AT "®apmak” Ykpaina BHECEHHS 3MiH OO0 bes UA/15885/01/01
ol, mor, 1 OoparnbHOro Po3yunHy, "dpapmak” peecTpauiiHuX AOKYMEHTIB: peuenma
combinatio | deHinedp no 13,60 r B cawle; 3MinHn Il TUny - 3MiHK 3 AKOCTI.
ns excl. NHY no 10 cawe B navui ADI. (iHWi 3MiHW) - NoAaHHSA
psycholept | rigpoxnop 3 KapTOHYy oHosneHoi Bepcii DMF EDMF-
ics ma, PEH-202412 (V3) December
deHipamiH 2024 (3atBeppxeHo: DMF
y Manear, Oct-2020 October 2020) ons
KucnoTa AdI| PeHinedppuHy
ackopbiHo rigpoxnopua BUpobHuKa
Ba Shenzhen Oriental
Pharmaceutical Co., Ltd.,
Kutan.
285. | O-TPIN Ulinastatin | yniHacTtarTi B02AB PO34MH Ons iH eKLiNA, Bxapat IHais Bxapat Cipamc IHAis BHECEHHS 3MiH A0 3a UA/15262/01/01
H 100 000 MO, no 4 Cipamc eHg eHp BakuuHe peecTpaLiiHNX AOKYMEHTIB: peuenmom
My donakoHi; no 1 BakuuHc Nimiten 3MiHn | TMny - 3MiHK Woao
dnakoHy y Jlimiten 6e3nekn/edeKkTUBHOCTI Ta

KapTOHHiIN kopobui

capmakoHarnagy. BeegeHHs
abo 3MiHM [0 y3aranbHeHux
[AaHuX npo cucTemy
dapmakoHarnsagy (BBeaeHHs
y3aranbHeHVX AaHux Npo
cucTtemy cdhapmakoHarnsgy,
3MiHa YNOBHOBaXeHOI ocobu,
BiANOBiAanNbHOI 3a 3AiNCHEHHS
bapmakoHarnagy; KOHTakTHol
ocobu 3 chapmakoHarnsgy
3asiBHUKA ANSA 34INCHEHHS
chapmakoHarnsgy B YkpaiHi,
SKLO BOHAa BigMiHHa Big
YNOBHOBAXEHOI ocobu,
BiANOBiAanNbHOI 3a 34INCHEHHS
apmakoHarnsgy (Bknoyar4m
KOHTaKTHi faHi) Ta/abo 3miHn y
po3MilLeHHi MacTep-daina
cucTemMu chapmakoHarnsay) -
3miHa ynoBHOBaxeHOi ocobw,
BiAMNOBiAanNbHOI 3a 34INCHEHHS
dapmakoHarnsigy.
[itoya pepakuis: Pravita
Yadav. NponoHoBaHa
penakuisi: Rahul Gawli. 3miHa
KOHTaKTHUX AaHnX
YNOBHOBaXEHOI 0cobu,
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
peqyoeuHU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uka

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pek
nam
yea

HHST*
*

Homep
peecmpauiliHo
20
noceio4yeHHs1

BiAnNoBiganbHOI 3a 3AiNCHEHHS
capmakoHarnsgy. 3miHa
KOHTaAKTHOI ocobw,
BiAnNoBiganbHOI 3a 3AiNCHEHHS
bapmakoHarnagy. ditova
pepakuisa: Rehsi Harpreet
Singh. MNponoHoBaHa
penakuisa: Nadiia Anatoliivna
Vovk. 3miHa KOHTaKTHUX
[aHNX KOHTaKTHOI ocobu,
BiAMNOBiganNbHOI 3a 34INCHEHHS
apmakoHarnsagy. 3miHa
Homepa macTep-darnna
cucTemMn hapMakoHarnsgy.

286.

1O-TPIN

Ulinastatin

yniHacrari
H

PO34MH ONs iH EKLN,
100 000 MO, in bulk:
no 4 mn y dnakoHi;
no 200 dnakoHiB y
KapTOHHiI kopooLi

Bxapar
Cipamc eHp,
BakuuHc
Jlimiten

IHAisA

Bxapat Cipamc
eHp BakumHc
JlimiTen

IHAinA

BHECEHHS 3MiH 0
peecTpauiiHiX AOKYMEHTIB:
3MiHu | TMNY - 3MiHK Wopao

6e3nekn/edeKkTuBHOCTI Ta
tbapmakoHarnagy. BeegeHHs
abo 3MiHM 40 y3aranbHeHux
[aHuX Npo cuctemy
capmakoHarnsgy (BBegeHHs
y3aranbHeHUxX gaHux npo
cuctemy chapmakoHarnsagy,
3MiHa YNOBHOBaXeHOi ocobu,
BiANOBiAanNbHOI 3a 34INCHEHHS
dapmakoHarnsay; KOHTaKTHOI
ocobu 3 chapmakoHarnsgy
3asiBHMKa AN 34iNCHEHHS
dapmakoHarnsaay B YkpaiHi,
SKLO BOHAa BigMiHHa Big
yMNOBHOBaXeHOI 0cobw,
BiANOBiAANbHOI 3a 3AiINCHEHHS
dapmakoHarnsgy (Bknoyarum
KOHTaKTHi faHi) Ta/abo 3miHu y
pO3MilLieHHi macTep-danna
cucTemMu chapmakoHarnsgy) -
3miHa ynoBHOBaxeHOi ocobu,
BiANOBiAanNbHOI 3a 3AiNCHEHHS
dapmakoHarnsigy.
[itova pepakuis: Pravita
Yadav. NponoHoBaHa
penakuisi: Rahul Gawli. 3miHa

KOHTAKTHUX AaHUX

YNOBHOBAXEHOI ocobu,
BiANOBiAanNbHOI 3a 34INCHEHHS
dapmakoHarnsgy. 3miHa

KOHTaKTHOI ocobw,

BiANOBiAanbHOI 3a 3AINCHEHHS

3a
peuenmom
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[TponoBkeHHs noaaTka 3

307
Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Pek Homep
n/n | nikapcbKo2o Ha ditoyoi ATX (nikapcbka ¢hopma, 3asieHUKa 8UPO6H eionycky nam | peecmpayiliHo
3acoby HernameH | peYyoesuHU ynakoeka) uka yea 20
moeaHa HHS* noceio4yeHHs1
Hasea* *
bapmakoHarnagy. ditova
pepakuia: Rehsi Harpreet
Singh. MNponoHoBaHa

penakuisa: Nadiia Anatoliivna
Vovk. 3MiHa KOHTaKTHMX
[aHUX KOHTaKTHOI ocobu,
BiANoBiAanbHOI 3a 3AiNCHEHHS
capmakoHarnagy. 3miHa
HomMepa macTep-danna
cucTemMn hapMakoHarnsgy.

* gidroeidHo Ao iHghopmayii ocpiyitiHozo caiimy Lienmpy BOO3 o crienpaui e memodonozii cramucmuyrux docrioxers (https://www.whocc.no/atc_ddd_index/)

**y pa3i BHECEHHS 3MiH 00 IHCMPYKUIi Mpo Medu4yHe 3acmocy8aHHs

B.o. HayaaLHUKA

dapmManeBTHYHOI0 YNIPABJIiHHSA

Ounexkcangp I'PINEHKO
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