MEPEJIK
JIKAPCBKHMX 3ACOBIB (MEJUYHUX IMYHOBIOJIOITYHUX IPENAPATIB), IIIOJ0 SIKUX BYJIM BHECEHI
3MIHU JO PEECTPAIIIHHUX MATEPIAJIIB, IKI BHOCATBCS IO JEP2KABHOI'O PEECTPY JIKAPCBKHX
3ACOBIB YKPAIHHA

Jonarox 3
a0 Haka3y MiHicTepcTBa 0X0poHH
3p0poB’s Ykpainu «Ilpo nep:xxaBny
peecTpauiio (mepepeecTpaiiio) JikapcbKHX
3ac00iB (MeAMYHUX iIMyHOOi0JIOrTYHMX
npenapaTiB) Ta BHeCEHHs 3MiH /10
peecTpauiiiHux MatepiajaiB»

Bix 18 TpaBus 2023 poky Ne 925

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpauitina npouyedypa Ymoeu Peknam Homep
n/n JlikapcbKo2o | (nikapcbka ghopma, 3asigHUKa 8uUpOo6HUKa eionycky yeaHHs1* | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
1. | AAEHYPIK® TabneTkn, BKpUTI MeHapiHi ITrokcembypr BrpobHuuTBO PpaHuis/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/13527/01/01
120 MI’ NniBKOBOIO IHTepHeLLoHan «in bulk» Ta Himeuumnna/ 3MiHu | Tuny - AgmiHicTpaTuBHI 3MiHW. 3MiHa peuenmom
obornoHkoto, no 120 OnepenoHc KOHTPOMb Cepiii: Yexis HanmeHyBaHHA Ta/abo agpecu micus
mr, no 14 Tabnetok ITrokcembypr MaTeoH NPOBaXXEHHS AiANbHOCTI BUPOOHMKA
y 6nicTepi, no 2, abo C.A. dpaHuis, (BKNtoYaouun, 3a HeobxigHoOCTI, Micue
no 4, abo no 6 ®paHuis NpoBeAeHHS KOHTPOIO SKOCTi), abo BnacHuka
bnictepiB y Bupo6HuLTBO macTep-canna Ha A®Il, abo nocTadanbHuKa
KapTOHHiI kopobui «in bulky, Adl/BuxigHoro matepiany/peareHTy/npoMixXHOro
nepBuHHE Ta NPOAYKTY, L0 3aCTOCOBYHOTHCS Y BUPOOHULTBI
BTOPUHHE A®| (KO 3a3Ha4YEHO y [OCHE Ha NiKapCbKunii
nakyBaHHs, 3acib) 3a BigcyTHOCTI cepTudikaTa BignoBigHOCTI

KOHTpOrnb Ta
BUWMYCK Cepilt:
MenapiHi-®oH
XewnpeH M'm6X,

HimeyunHa
KoHTponb cepiit
roToBOro
npoaykTy,
BUrOTOBIIEHOTO
Tinekn MeHnapiHi-
®doH XenpeH
"M6X (kinbkicHe

BM3HAYEHHS,
ineHTundikauis,

CynyTHi
PEYOBUHY i

PO3YMHEHHS):

ANC Yecbka

Pecnybnika,

C.p.o., Yexis

€Bponevicbkin hapmakonei y 3aTBepaXeHoMy
nocbke, abo BUpobHMKa HOBOI LOMOMIXKHOT
PEYOBUHM (SKLLO 3a3HaYeHO Y JOCbE) 3MiHa
agpecw ginbHuui Esteve Quimica, S.A.,
BiZNOBIganbHOI 32 BUPOGHULITBO MPOMIDKHOTO
noxigHoro i306yTuny Ta akTUBHOI Pe4OBUHMN
debykcocTart., 3 Poligon Industrial, s/n 17460
Celra (Girona) Spain go C/Ter, 94 Poligon
Industrial 17460 Celra (Girona) Spain. Micue
3HaXOMKEHHS AiNbHULI He 3MiHIOETbCS. 3MiHN |
TMNy - AOMIHICTPaTUBHI 3MiHW. BunyyeHHs
BUPOGHMYOT AinbHULI (BKMOYaumM AinbHULI Ans
AQI, npomixHoro npoaykty abo rotoBoro
nikapcbKoro 3acoby, AinbHUL AN NpoBeaeHHS
nakyBaHHs1, BUpobHWKa, BiAnoBsigansHoro 3a
BUMYCK Cepiri, MicLile NpoBedeHHS KOHTPO0
cepii) abo nocTayanbHWKa BUXiQHOrO marepiany,
peareHTy abo JAOMOMIXXHOT PEYOBUHM (SIKLLO
3a3HadeHo y aocbe) BuganeHHs R&C Scientifica
s.r.l, Sk anbTepHaTUBHOI AinbHuLi ans XRPD
aHanisy akTMBHOI pevoBuHU dhebykcocTaT 3
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[TpooBxkeHHs JoaaTka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi6HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1

ASMF F.I.S. — FABBRICA ITALIANA SINTETICI
S.p.A.
3MinHn | TMny - 3MiHK 3 sKocTi. [oToBUIA
nikapcbkuii 3aci6. 3MiHK y BUPOGHMLTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYIOTLCS BUNYCKY cepii
Ta KOHTPOJSIO AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo gogaBaHHA AinNbHULI, Ha
KN 30IACHIOETBCSA KOHTPOMb/BUNPOBYBaHHS
cepii)
3MiHa nonsrae y gogaeaHHi ALS Czech
Republic, s.r.o., sk anbTepHaTMBHOI AiNbHULI
ONs KOHTpOMto/BMNPobyBaHb cepili roTOBOI
npoaykuii, BupobneHoi Menarini-von Heyden
GmbH (ans KinbKicHOro BU3Ha4eHHs,
ineHTndiKkauii, cnopigHEHNX PEYOBUH Ta
PO34nHEHHs). 3MiHu | Tuny - 3MiHK 3 sikocTi. ADI.
KoHTponb A®I. 3miHa y meTodax BunpobyBaHHs
A®I abo BuxigHoro maTepiany/npomMixHoro
NpoAYyKTYy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoteci BupobHmuTea AP| (He3HauHi 3MiHW Y
3aTBEpAKEHNX MeToAax BUNPobyBaHHS) 3MiHa
noAaeTbcs y 3B8’A3Ky 3i 3MiHOWO Npoueaypu
rasoBoi xpomarorpadii Ans BunpobyBaHHA
BUXiAHOI CUPOBMHMN €TaHOM, WO
BukopucToByeTbes F.1.S. — FABBRICA
ITALIANA SINTETICI S.p.A y npoueci
BMPOGHMLTBA aKTUBHOI peyoBuHK chebykcocTar.
3MiHa CTOCYETbCS NULLE 3aKPUTOT YaCTUHM
ASMF. 3MmiHn | Tuny - 3miHn 3 skocTi. ADI.
KoHTponb A®l. 3miHa y meTodax BUNpobyBaHHst
A®I| abo BuxigHOro Matepiany/npoMixxHoro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCH Y
npoueci BupobHuuTea AP| (He3HaYHi 3MiHK Yy
3aTBEpAKEHUX MeToAax BUNPobyBaHHS) 3MiHa
CTOCYETbCS HE3HAYHOI 3MiHW 3aTBEPAXKEHOI
npoueaypu BUNpobyBaHHs, ska
BMKopucToBYyeTbcst Menarini-von Heyden GmbH
ONsi CNOPIAHEHUX PEYOBWH aKTUBHOI PEYOBUHM
debykcocTat BupobHuLTBa Esteve Quimica,
S.A. Ta F.I.S. — FABBRICA ITALIANA
SINTETICI S.p.A. (3miHa NiaroToBKMN pO34mnHIiB
6e3 3MiHVW KiHLeBOI KoHLUeHTpadii). 3MiHn | Tuny -
3miHu 3 sikocTi. ADIl. KoHTponb A®l. 3miHa y
meTofax BunpobysaHHa A®l abo BuxigHoro
marepiany/npoMiXXHOro NpoayKTy/peareHTy, LWo
BMKOPUCTOBYETbLCS y NpoLeci BupobHuutea Ad|
(He3HayHi 3MiHM y 3aTBEPMKEHUX MeToAax
BunpobyBaHHs) (b.1.6.2. (a) IA)

3MiHa CTOCYETbCS HE3HaYHOI 3MiHU




3
Kpaina

[TpooBxkeHHs JoaaTka 3

PeecmpauyitiHa npoyedypa

Ymoeu Peknam

Homep

Ne
n/n

Hasea
JliKapcbK020

(nikapcbka ¢gpopma,

®Popma sunycky

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

eupobHUKa

sionycky yeaHHs*

peecmpauyiliHo2o
noceid4yeHHs1

3acoby

ynakoeka)

3aTBEepAKEHOI Npoueaypy BUNpobyBaHHs, sika
BMKopucToByeTbcst Menarini-von Heyden GmbH
ONSst KiNbKICHOTO BU3HAYEHHSI aKTUBHOIT PeYOBUHU
debykcocTaT BUpobHuLTBa Esteve Quimica,
S.A. TaF.I.S. — FABBRICA ITALIANA
SINTETICI S.p.A. (3mMiHa npuroTyBaHHs
PO34MHIB 63 3MiHM KiHLLEBOI KOHLEHTpaLii).
3miHu Il TUny - 3miHm 3 akocTi. API.
Bupo6HMLTBO. 3MiHa BUPOBHWMKa
BWXiAHOro/NpoMI>KHOrO NMPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTLCS Y BUPOOHMYOMY npoueci
A®Il, abo 3miHa BUpOGHWMKa (BKNoYarouu, ae
HeobXxiaHO, MicLe NpoBeAEeHHS! KOHTPOIKO SIKOCTi)
AQI (3a BiacyTHOCTI cepTudikaTta BiANOBIAHOCTI
€BponeickKii hapmMakonei y 3aTBepaKeHoMy
nocbe)(BBeaeHHs HoBoro BupobHuka Ad| 3
HagaHHaM macTtep-danna Ha APl) 3miHa
nodaeTbcs y 3B’s13Ky 3 JoAaBaHHsaM Zhejiang
Ausun Pharmaceutical Co., Ltd y sikocTi
[inbHUUI, BIANOBiAanbHOI 3a BUPOOHULITBO
aKTMBHOI pe4oBuHU chebykcocTaT, 3 HagaHHAM
macTep-canna Ha AdI.
BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:

3a -

UA/13527/01/02

AIEHYPIK®
80 MI'

TabneTkn, BKpUTI
NniBKOBOKO
o6onoHkoto, no 80
Mr, no 14 TabneTtok
y 6nicTepi, no 2, abo
no 4, abo no 6

GnictepiB y
KapTOHHiI kopobui

MeHapiHi
IHTEepHeLwoHan
OnepeWnoHc
JTrokcembypr
CA

JTriokcembypr

BrpobHuuTBO
«in bulk» Ta
KOHTPOSb Cepint:
MaTeoH
®paHuis,
®paHuia
BupobHuLTBO
«in bulk»,
nepBUHHE Ta
BTOPUHHE
nakyBaHHs1,
KOHTpOnb Ta
BUWMYCK Cepil:
MenapiHi-PoH
XewpeH Mm6X,
HimeyunHa
KoHTponb cepiit

roToBOro
NpoaykKTy,
BWUIOTOBIIEHOIO
Tinbkn MeHapiHi-
®doH XenpeH
"M6X (kinbkicHe
BU3HAYEHHS,
ineHTundikauis,
CynyTHi

DpaHuis/
Himeuumnna/
Yexiga

3MiHu | Tuny - AgMiHiCTpaTUBHI 3MiHW. 3MiHa
HaviMeHyBaHHs1 Ta/abo agpecu Micus
NPOBaXXEHHS AiANbHOCTI BUPOOHMKA
(Bkntovaroum, 3a HeobxigHOCTI, MicLe
npoBeAeHHs1 KOHTPOIO AKOCTi), abo BNacHuka
macTep-canina Ha A®Il, abo nocTadanbHuKa
Adl/BuxigHoro matepiany/peareHTy/npoMiXXHOro
NPOAYKTY, L0 3aCTOCOBYIOTECS Y BUPOOHULITBI
A (AKLLO 3a3HAYEHO Y AOCHE Ha NiKapCbKnii
3acib) 3a BigcyTHOCTI cepTudikaTa BiaNoBigHOCTI
€Bponeicbkin hapmakonei y 3aTBepaXeHoMy
nocbke, abo BUpobHMKa HOBOI LOMOMIXKHOT
PEYOBMHM (SKLLO 3a3HaYeHO Y AOChE) 3MiHa
appecu ainbHuui Esteve Quimica, S.A.,
BiZNOBIganbHOI 32 BUPOGHULITBO MPOMIDKHOTO
noxigHoro i306yTuny Ta akTUBHOI Pe4OBUHMN
debykcocTart., 3 Poligon Industrial, s/n 17460
Celra (Girona) Spain go C/Ter, 94 Poligon
Industrial 17460 Celra (Girona) Spain. Micue
3HaXOMKEHHSA AiNbHULI He 3MiHIOETbCSA. 3MiHW |
TMNy - AOMIHICTPaTUBHI 3MiHW. BunyyeHHs
BUPOGHMYOT AinbHULI (BKMOYaumM AinbHULI Ans
A, npomixHoro npoaykty abo rotoBoro
nikapcbKoro 3acoby, AinbHUL AN NpoBeaeHHS

nakyBaHHA, BMpO6HI/1Ka, BignosiganbHOro 3a

PEYOBUHM i

BUMYCK Cepiri, MicLie NpoBeAEeHHS KOHTPOM0

peuernmom
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[TpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi6HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
PO3YMHEHHS): cepii) abo nocTayanbHMKa BUXIQHOrO MaTepiany,
AJIC Yecbka peareHTy abo JONOMiXKHOT peYOBUHY (SIKLLO
Pecny6nika, 3a3HaudeHo y gocbe) BuganeHHs R&C Scientifica
C.p.o., Yexia s.r.l, sk anbTepHaTUBHOI AinbHMLi ans XRPD

aHanisy akTuBHoOI peyoBuHU dhebykcocTar 3
ASMF F.I.S. — FABBRICA ITALIANA SINTETICI
S.p.A.
3MmiHu | Tvny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHK y BUpOGHMLTBI. 3MiHa
imnopTepa/aMiHu, Lo CTOCYHOTLCS BUMYCKY cepii
Ta KOHTPOIO AKOCTi FOTOBOrO fiKapCbKOro
3acoby (3amiHa abo gogaBaHHA AinbHULI, Ha
SKI 3QINCHIOETECS KOHTPOL/BUNPOBYBaHHS
cepii)
3MiHa nonsirae y gogaeaHHi ALS Czech
Republic, s.r.0., 5K anbTepHaTUBHOI AiNbHULL
Ans KOHTponto/BMNpobyBaHb Cepivi roTOBOI
npoaykuii, Bupo6neHoi Menarini-von Heyden
GmbH (ans KinbkicHOro BU3Ha4eHHs,
ineHTudiKauii, cnopigHeHX pevyoBuH Ta
PO34nHEHHs). 3MiHu | Tuny - 3MiHK 3 sikocTi. ADI.
KoHTponb A®L. 3miHa y MeToaax BUNpoOyBaHHS
A®I abo BuxigHoro matepiany/npoMiKHOro
NpoAYyKTYy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BupobHuuTea AP| (He3HayHi 3MiHN Y
3aTBepAKeHNX MeTofax BUNpobyBaHHS) 3MiHa
NoAaETbCs Y 3B’AA3KY 3i 3MiHOI nNpoueaypu
rasoBoi xpomatorpadii 4ns BUNpobyBaHHs
BVXiAHOI CMPOBWMHU €TaHor, Lo
BukopucToByeTbes F.I.S. — FABBRICA
ITALIANA SINTETICI S.p.A y npoueci
BMPOBHMLTBA aKTUBHOI peyoBuHK chebykcocTar.
3MiHa CTOCYETbCS NULLE 3aKPUTOT YaCTUHM
ASMF. 3MiHn | Tuny - 3miHn 3 sikocTi. ADI.
KoHTponb A®I. 3miHa y meTodax BUnpobyBaHHs
A®I abo BuxigHoro matepiany/npoMiKHOro
NpoAYyKTYy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoteci BupobHmuTea AP| (He3HayHi 3MiHW Y
3aTBepAKEeHNX MeTofax BUNpobyBaHHS) 3MiHa
CTOCYETbCH HE3HAYHOI 3MiHW 3aTBEPOKEHOT
npouenypu BUNpobyBaHHs, Ska
BMKOpurcTOoBYeTbCst Menarini-von Heyden GmbH
ONns CnopigHEHNX pevyoBUH aKTUBHOI Pe4YOBUHU
debykcocTat BupobHULTBa Esteve Quimica,
S.A. TaF.I.S. — FABBRICA ITALIANA
SINTETICI S.p.A. (3miHa NigroToBKu1 po34mnHiB
6e3 3MiHVW KiHLeBOI KoHLUeHTpaii). 3MiHn | Tuny -
3miHu 3 gkocTi. A®l. KoHTponb A®I. 3miHa y
MeTofax BunpobysaHHs APl abo BuxigHoro
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[TpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

maTepiany/npoMixXHOro NpoaykTy/peareHTy, LWo
BMKOPWUCTOBYETLCS Y Npoueci BUpobHuutea AdI
(He3HayHi 3MiHM y 3aTBEpMXEHUX MeToaax
BunpobyBaHHs) (b.1.6.2. (a) IA)
3MiHa CTOCY€ETbCS HE3HAYHOI 3MiHU
3aTBEepAKEHOI Npoueaypy BUNPobyBaHHs, sika
BUKopucToByeTbCst Menarini-von Heyden GmbH
ONS KiNbKiICHOrO BU3HAYEHHS1 akTUBHOI PeYOBUHMN
debykcocTaT BUpobHuLTBa Esteve Quimica,
S.A. Ta F.I.S. — FABBRICA ITALIANA
SINTETICI S.p.A. (3MiHa NpuroTyBaHHs
PO34nHIB 63 3MiHM KiHLLEBOI KOHLEHTpauii).
3minn Il TMny - 3miHm 3 sikocTi. ADI.
BrpobHuuTBo. 3MiHa BUpobHUKa
BWXiAHOro/NPOMIXKHOrO NPOAYKTY/peareHTy, Lo
BMKOPWCTOBYIOTBCS Y BUPOBGHMYOMY NpoLieci
AQ®I, abo 3miHa BMpobHUKa (BkMtovaoun, e
HeobXxiaHO, MicLe NpoBeAEeHHS! KOHTPOIHO SIKOCTi)
A®I (3a BigcyTHOCTI cepTudpikaTa BignosigHocCTi
€Bponevicbkin bapmakonei y 3aTBepaXeHoOMy
nocbe)(BBeaeHHs HoBoro BupobHuka Ad| 3
HadaHHsaM MacTep-daiina Ha APl) amiHa
NnoAaeTbes y 38’A3Ky 3 foAaBaHHAM Zhejiang
Ausun Pharmaceutical Co., Ltd y sikocTi
OinbHUUI, BiaNoBiaanbHOI 3a BUPOOHULITBO
aKTMBHOI pevoBuHU hebykcocTaT, 3 HagaHHAM
mMacTep-caina Ha AdI.

AlNbAYPA3M
M®

KOHLeHTpaT Ans
PO34MHY And
iHdpysin, 100 O/mn;
Ne 1:no5mny
cdnakoHi; no 1

dnakoHy y
KapTOHHiI kopobui

[>xeH3anm
Opon B.B.

Higepnanam

BetTep dapma-
®eprtiryHr M'M6X
eHa Ko KT,
HimeuunHa
(kiHUeBe
HanoBHEHHs
dnakoHiB
(nepBuHHe
nakyBaHHs1),
npoBeAeHHst
TeCcTy Ha
CTEpUIbHICTL);
[xeH3anm
Ipnang Nimiten,
Ipnangia
(BTOPUHHE
nakyBaHHs1,
KOHTPOIb AKOCTI
N3 Ta Bunyck
cepii);
[xeH3anm
JlimiTen, Benuka

Himeuumnna/
Ipnangais/
Benuka
Bputanis/
CLWA

BHECEHHS1 3MiH 40 peecTpauinHMX maTtepianis:
3MiHn | Tuny - 3MiHn 3 akocTi. A®Il. KoHTponb
A®I. 3miHa y MeToax BunpobyBaHHs ADI abo
BMXigHOro MaTtepiany/npoMixHoro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCH Y
npoueci BUpobHmuTea ADI (iHWi 3MiHK Yy
mMeToAax BUNPobyBaHHA (BKNOYao4n 3amiHy
abo ponoBHeHHSA) ADI abo
BVXiQHOro/NMpoMiXKHOro NpoayKTy) 3aMiHa meToay
BuNpobyBaHHs API npu BUNYCKy 3a NOKa3HUKOM
«|3oenekTpuuHe cdokycysaHHs» (IEF) i3
3actocyBaHHsIM PHAST rento (cpibHWi 6apBHUK)
Ha aHania MeToaoM «l30enekTpUYHOro
OKyCyBaHHS i3 3aCTOCYBaHHSAM KarinspHOro
enektpogopesy» (clEF). 3miHn | Tuny - 3miHn 3
sikocTi. A®I. KoHnTponb A®I. 3miHa y napameTpax
crneundikaui Ta/abo gonycTUMUX MeX,
BM3HaYeHuX y cneuudikauisix Ha AdI, abo
BUXiAHWA/NPOMiXXHWIA NpoayKT/peareHT, Lo
BVIKOPVICTOBYIOTBCS Y npoLieci BupobHuutea API
(iHLWi 3MiHK) 3miHa BUMoOr cneuudikadii npu
Bunycky A®I ansa nokasHuka «lzoenekrpuyHe

3a
peuenmom

UA/8093/01/01
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[TpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep

peecmpauyiliHo2o

noceid4yeHHs1

BputaHia
(MapkyBaHHA Ta
BTOPUHHE
nakyBaHHs,
KOHTPOIb AKOCTI
M3 (3a
BUKIMOYEHHAM
TEcTy Ha
CTEPUIIbHICTb),
BUNYyCK cepii);
Ixy6ineHT
XonnictepCriep
Jinc, CWA
(kiHUeBe
HanoBHEHHS
c¢nakoHiB
(nepBuHHe
nakyBaHHs),
npoBeAeHHs
TEcTy Ha
CTEepUIIbHICTb)

oKycyBaHHs», NOB’sAI3aHa 3i 3MiHO
BMNpobyBaHHs 3 meToay |IEF Ha meTop clEF.
[opaTkoBo, peaakuiviHi 3miHm B n1.3.2.S.4.1.
Cneumdikauisi, N.3.2.S.4.2. AHaniTM4Hi
meTtoauku, n.3.2.S.5.CtaHaapTHI 3pasku Ta
npenapaTw.

AMAPUNI® M
2 Mr/500 Mr

TabneTkn, BKPUTI
obonoHkot; Ne30
(10x3): no 10
Tabnetok y Gnictepi;
no 3 6nictepn B
KapTOHHiI kopobui

TOB "CaHodi-
ABeHTiC
YkpaiHa"

YkpaiHa

XeHOok IHk.

Pecny6nika
Kopes

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MiHn | Tuny - 3MmiHn 3 skocTi. CepTudikaT
BignosigHocTi/lE-cepTudikaT BignoBigHoCTI
€Bponeiickkin hapmakonei/MoHorpadii.
MogaHHA HoBoOro abo oHoBreHoro cepTudikara
BignoBigHoCTi abo BUny4eHHs cepTudikata
BignoBigHocCTi €Bponenchkii hapmakonei: ons
A®I; onsa BuxigHoOro
maTepiany/peareHTy/npoMiKHOro NpPoaykKTy, Lo
BUKOPUCTOBYOTbCS Y BUPOOHMUTBI APl; ans
[OMNOMIXKHOI peqoBuHU (cepTudikar
BignoBigHocTi €Bponenchkii hapmakonei) -
OHoBneHW cepTudikaT Bif ye 3aTBepOKEHOro
BUpo6HMKa. [MogaHHA OHOBEHOrO cepTudikaTy
BignosigHocTi €Bponeicekii hapmakonei R1-
CEP 2005-150-Rev 03 Big Bxe 3aTBEpPOXEHOr0
BupobHrka EUROAPI Germany GmbH gitouoi
peyvoBMHM rMiMenipya B 3B’A3Ky 3i 3MiHOK Ha3BU
BnacHvka CEP/Bnpo6Huka AP Ta 3amiHu agpecu
BnacHuka CEP (3atBepmxeHo: R1-CEP 2005-
150-Rev 02 Name of holder: Sanofi-Aventis
Deutschland GmbH Industriepark Hochst 65926
Frankfurt am Main Germany; Site of production:
Sanofi-Aventis Deutschland GmbH Industriepark
Hochst 65926 Frankfurt am Main Germany;
3anponoHoBaHo: R1-CEP 2005-150-Rev 03
Name of holder: EUROAPI Germany GmbH
Brueningstrasse 501 65926 Frankfurt am Main

3a
peuenmom

UA/9859/01/02




7

[TpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi6HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
Germany; Site of production: EUROAPI
Germany GmbH Brueningstrasse 501 65926
Frankfurt am Main Germany), micue
BMPOGHMUTBA HE 3MIHMIIOCh.
5. | BETAIIOK PO34MH ANs iH'EKLIN, Actpa3eHeka LBeuis CeHekci ®paHuia BHECEHHS1 3MiH O peecTpauiiHMX maTtepianis: 3a - UA/2769/01/01
1 mr/mMn; no5mn B Ab 3MiHu | Tuny - 3mMiHu Wwopo peuenmom
amnyni; no 5 amnyn 6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy
Y KapTOHHil kopobui (iHWi 3MiHK). OHOBMEHHS TEKCTY MapKyBaHHSA
yNaKoBKW nikapcbkoro 3acoby. BeeaeHHst 3amiH
NpoTSArom 6-T1 MicsILiB NicNs 3aTBEPYKEHHS.
6. | BIOCENT po3unH ans TOB "3HAK YkpaiHa MpAT "Bionik", Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a He UA/13166/01/01
30BHILUHLOrO AKOCTI YkpaiHa 3MiHa 3asBHuka J13 (MIBI1) (BnacHuka peuenmom | nidnsieae
3actocyBaHHs 96 % JTIOKC" M "Kinadpd", peecTpaLinHOro NOCBiAYeHHS) (3rigHO Hakasy
no 100 mny YkpaiHa MO3 Big 23.07.2015 Ne 460). 3miHun | Tuny -

cdnakoHax abo
OaHKax CKMNsHUX; no
100 mn y donakoHax
nonimepHux; no 1 n,
5n,10ny
KaHicTpax
noniMepHux

3MiHu 3 sikocTi. FoTOBWMIA Nikapcbkuii 3acit. 3MiHn
y BUPOGHMUTBI. 3MiHa imnopTepa/3amiHu, Lo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOIO SKOCTI
roToBOro nikapcbkoro 3acoby (3amiHa abo
[ofaBaHHA BUpoOHMKa, LLO BiAMOBIiAaE 3a
BBE3€eHHs Ta/abo Bunyck cepii) - Bkrroyaroun
KOHTpOnb/BUNpobyBaHHs cepii. BBeaeHHs
[04aTKoBOI AinbHuLi BUpobHuuTea J13 - MM
"Kinadd", Ykpaina. 3mitu | Tuny - 3miHm 3
siKocTi. [oToBMI Nnikapcbkuii 3aci6. 3MiHK y
BUpPOOHMLTBI. 3aMiHa abo BBeAEHHSI [OAATKOBOI
[inbHULi BUPOOHULITBA ANS YacTUHKU abo BCbOro
BMPOBHMYOro NpoLecy rotToBoro nikapcbkoro
3acoby (AinbHMLA, Ha ki NpoBoAATLCS Byab-
AKi BUPOOHWYI CTagii, 38 BUHATKOM BUMYCKY
cepint, KOHTPOSO AKOCTi, MEPBMHHOIO Ta
BTOPWHHOIO NaKyBaHHS, AN1S1 HECTEPUITbHUX
nikapcbkux 3acobiB) BBeAEHHS JOAATKOBOI
AinbHWUi BupobHuuTea J13 - MM "Kinadhd",
YkpaiHa. CynyTHsi 3MiHa- 3MiHM 3 SIKOCTi.
[oToBWI Nikapcbkui 3aci6. 3MiHN y
BUPOGHMUTBI. 3amiHa abo BBeOEeHHSA 40OaTKOBOI
AiNbHWLI BUPOOHULTBA ANS YacTUHKM abo BCbOro
BUPOBHMYOro NpoLiecy roToBOro fikapcbKoro
3acoby (QinbHWULSA AN BTOPUHHOTO NakyBaHHS) -
3MiHu 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHK
y BUpoOHMLUTBI. 3amiHa abo BBeAEeHHS
[0[aTKoBOT AiNbHULI BUPOBHULTBA ANS YacTUHU
abo BCbOro BUpoGHMYOro npoLecy roToBoro
nikapcbKkoro 3acoby (AinbHWUS ANst NEPBUHHOTO
nakyBaHHs1). 3miHu | Tuny - 3miHK 3 siKoCTi.
[oToBWI Nikapcbkuin 3acib. Cuctema
KOHTEMHep/3akynoproBanbHuii 3aci6. 3miHa y
NEepPBUHHIN yNakoBLji FOTOBOrO NikapCbKoro
3acoby (Tvn koHTelHepa abo foAaBaHHs HOBOTO
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[TpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

KOHTelHepa) - Teepai, M’siki Ta HeCTEepPUIbHi
piaki nikapceki opmu. [logasaHHsa noniMepHoro
cdnakoHy 06'emom 100 mn 3 BignoBigHNMMK
3MiHamu B p. Ynakoka MKA J13. 3miuu | Tuny -
3MiHu Wwopao 6e3nekn/ePekTMBHOCTI Ta
capmakoHarnsgy. BeegeHHs abo 3miHm oo
y3aranbHeHVX AaHnX Npo cucTemy
apmakoHarnsay (BBeAeHHS y3aranbHEeHNX
[AaHuX Npo cuctemy chapmakoHarnsgy, aMiHa
yNOBHOBa)eHOi 0cobu, BignoeigansHoi 3a
30iicHeHHs1 hapmakoHarnsay; KOHTakTHOT ocobu
3 (hapmakoHarnagy 3asBHUKa 4Ns 30iINCHEHHA
chapmakoHarnagy B YkpaiHi, SKLWO BOHa
BiMiHHa Bif, YNOBHOBaXXeHOI 0cobu,
BiANOBigaNbHOI 3a 34iINCHEHHS hapMakoHarnagy
(BKIOYAOYM KOHTAKTHI gaHi) Ta/abo 3MiHu y
pO3MiLLieHHI MacTep-danna cuctemm
capmakoHarnsgy). 3mMiHa ynoBHOBaXeHoi ocobu
3asiBHMKaA, BigNOBIiAanbHOI 3a dhapMakoHarnsag,.
Litova pepakuis: Bputan OkcaHa BaneHTuHiBHa.
[MponoHoBaHa pepakuis: Kanbmbax Bionetta
OnekcaHgpiBHa. 3MiHa KOHTaKTHUX AaHNX
YMOBHOBaXeHOi 0Cobu 3asBHMKa,
BignosiganeHoi 3a chapmakoHarnsg. 3miHa
MicLie3HaxXo4KeHHA MacTep-ganna cuctemm
chapmakoHarnsgy Ta noro Homepa. 3miHa micus
30iICHEeHHS OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsgy. 3miHu | Tuny - 3miHuM 3 sKocTi.
[oToBMI Nikapcbkui 3acib. Cuctema
KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3miHa
pO3Mipy yNnakoBKW rOTOBOIO fikapcbkoro 3acoby
(3miHa macw/o6'emy BMICTy KOHTeNHepa
6araTogo30Boro nikapcbkoro 3acoby ans
HenapeHTepanbHOro 3acTocyBaHHs (abo
O[HOA030BOr0, YaCTKOBOrO BUKOPUCTAHHS))
BBEJEHHSA A0AaTKOBOI ynakoBku - 10 Ny KaHicTpi
noniMepHin Ha BUMOTY NiKyBanbHO-
NPOodINaKTUYHNX 3aX0iB.

BICAKOOUN

NopoLLIOK
(cybeTaHuis) y
noaginHMX nakeTax 3
nonieTuneny ans
apmaLeBTUYHOIO
3acTocyBaHHA

MpuBaTHe
akuioHepHe
TOBapuUCTBO

“Nekxim —

Xapkis”

YkpaiHa

Kamb6pekc
Mpodpapmako
Minano C.p.J1.

ITania

BHECEHHS1 3MiH 4O peecTpauinHuX maTtepianis:
3MiHu | Tuny - 3MiHK 3 sikocTi. CepTuddikaT
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponevicbkint hapmakonei/MmoHorpadii. 3miHu,
NnoB'si3aHi 3 HEOOXiAHICTIO NPUBEAEHHS Y
BignoBigHiCTb 40 MoHorpadii APY abo
€Bponeicbkoi hapmakonei, abo iHwoi
HauioHanbHoi hapmakonei gepxxasu €C (3MiHa
y cneuudikaisix, nos's3aHa 3i amiHamu B OV,
abo €sponeiicbkinn hapmakonei, abo iHLWin
HauioHanbHi dapmakonei gepxxasu €C).

UA/12972/01/01




9

[TpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

MpuBegeHHs cneumdikaLii Ta meToais
KoHTponto skocTi ADI bicakogun 3a n.
«loeHTndikauisy, «Po3unHHiCTbY», «CynpoBigHi
Lomiwkny, «Baxki metanu» oo sumor
moHorpadii EP. CynyTHs 3miHa - 3MiHM 3 AKOCTi.
Ceptudpikat BignosigHocTi/E-cepTudikaT
BiZNOBIgHOCTI €Bponenchkin
dapmakonei/moHorpadii. 3mMiHW, NoB'A3aHi 3
HeoOXiaHICTIO NpMBeaeHHs Yy BigNoBIgHICTL A0
MoHorpagii JdY abo €sponerncbkoi
apmakonei, abo iHLWOoi HaLioHanbHOT
capmakonei gepxasu €C (iHWi 3miHM)

BPAYHOOWH

PO34YMH HaLLKIPHWUNA,
7,5 %, no 100 mny
nonieTMneHoBmnx
cnakoHax, no 250
My
nonieTMneHoBmnx
cbnakoHax 3i cnpen-
Hacocowm, no 20
cbnakoHiB y
KapTOHHil kopobui

b. bpayH
Menb3yHreH
Al

HimevuunHa

b. bpayH
Megikan Al,
LLisenuapis
(BMPOGHMLITBO
"in bulk",
nepBUHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPO~b cepii);
b. bpayH
Menb3yHreH Arl,
HimeyunHa
(Bunyck cepii)

LLseviuapis/
Himevumna

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
TexHivyHa nomunka (3rigHo Hakasy MO3 Big
23.07.2015 Ne 460), BunpaBneHHst TEXHIYHNX
noMunok, 3rigHo n.2.4. posginy VI Hakazy MO3
Ykpainu Big 26.08.2005p. Ne 426 (y pegakuii
Haka3zy MO3 Ykpainu Big 23.07.2015 p Ne 460) -
BUNPAaBMEHHS TEXHIYHNX nomunok B MKA M3,
AONyLLEHNX Npu NepeHeceHHi iHdopmaldii 3
opuriHanbHUX MaTepianis peecTpauifiHoro
[OCbe, Npy NPOBEAEHHI Npoueaypu peectpauii
N3 (Haka3 MOS3 Ykpainu Big 22.12.2020 Ne2970
PN UA/18496/01/01):

- B ocbopmneHHi cneundikadii M3 B
3aTBEpKEHIN pefakLii B MOCNigOBHOCTI
3a3HaYeHHs1 KpUTEPIiB NPUNHATHOCTI:
BaTBepaykeHo: ( OAns Bunycky; Ons TepmiHy
npuaaTHOCTI); 3anpornoHoBaHo: (Ans TepmiHy
npuaaTtHocTi; [ns Bunycky);

- B cneumdikauii Ta MeTogax KOHTPonio B
KpUTEpPISX MPUNHATHOCTI 3@ MOKa3HUKaMMU.
3a3HaueHi BUNpaBneHHs BignoBiganTb
MaTepianam peecTpauiiHoro foCke, K
3HaxoAsTbCHA B apXiBi.

6e3
peuenma

UA/18496/01/01

BPY®EH®
PANIO

Kancymnu m sk no
400 mr; no 10
Kancyn y 6nictepi,
no 1 6nictepy y
KapTOHHiIl kopobui

ABGOTT
IlabopaTopis
mM6X

HimevuunHa

[enTek MpanseTt
Timiten

IHaia

BHECEHHS1 3MiH [0 peecTpauinHuX maTtepianis:
3miHu | TNy - 3miHK 3 sikocTi. MoToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis

cneuudikauin Ta/abo [ONYCTUMUX MEX rOTOBOro
nikapcbkoro 3acoby (iHLwi 3MiHK) 3MiHW B
cneuudikauii M3 3a nokasHukom «Onucy, a
came Buny4eHHsi iHpopmalii Wwoao posmipy
Kancynm «po3mMipom 14 minim», OCKinbku us
iHpopmallisi € 3acTapinoto. 3MiHM BHECEHO B
iHCTPYKUIilO ANsi MeaNYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain « OCHOBHi ¢i3unko-
XiMiYHI BfacTuBOCTI». BBeQeHHS 3MiH NpoTSirom
6 micsuiB nicns 3aTBepaKeHHs. 3MiHu | Tuny -

be3
peuenma

nidnsieae

UA/17980/01/01




10 [TponoBkeHHs goaaTka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi6HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
3MmiHn 3 akocTi. ADI. KoHTponb A®I. 3miHa y
napameTpax cneuudikadin Ta/abo gonyctummnx
MeX, BU3Ha4eHux y cneumdikauisx Ha A®l, abo

BUXIOHWMI/MPOMIDKHWUIA NpOAYKT/peareHT, LWo
BMKOPWUCTOBYIOTBCS Y NpoLeci BupobHuutea Ad|
(ooaaBaHHst abo 3amiHa (3@ BUHSATKOM aKTUBHOI
peyoBMHM GionoriyHoro abo iMyHONOriYHOro
NOXOMXEHHS) NnapameTpa cneuudikadii 3
BigMOBIAHMM MeTOAOM BUNpobyBaHHs 3a
pesynbTaTamu gocnigxeHb 3 6e3nekun abo
SIKOCTi) JoAaBaHHA nokasHuka «Mean Particle
size» go cneuudikauii API I6ynpodeHy
BMpo6Huka 13 3 HopmyBaHHsIM 20-33.0
Microns ans BupobHuka A®I IOL CHEMICALS
AND PHARMACEUTICALS LTD Ta 20-35.0
Microns gns Bupo6Huka APl Solara Active
Pharma Sciences Limited. BeegeHHs 3miH
npoTsrom 6 micsAuiB nicns 3aTBepmKeHHs. 3MiHN
| Tuny - 3MiHu 3 sikocTi. ADL. KoHTponb AdI.
3miHa y napameTpax cneuudikauin Ta/abo
[ONyCTUMMX MEX, BU3HAYEHMX Y cneumndikauiax
Ha A®I, abo BMXigHUA/MPOMIXKHUIA
NPOAYKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y
npoueci BupobHuuTea APl (qogaBaHHsA abo
3aMiHa (3a BUHATKOM aKTMBHOI PeYOBUHM
6ionoriyHoro abo iMyHOMOrYHOrO MOXOAXKEHHS)
napameTpa cneundikadii 3 BignosigHUM
MEeTOA0M BUMPOOYBaHHS 3a pedynbTaTamu
pocrimpkeHb 3 6e3neky abo SKOCTi) AoAaBaHHS
nokasHuka «Residual solvents» o cneumdikauii
A®I |6ynpodeHy BupobHuka T13. BBeaeHHs
3MiH NPOTArom 6 MicsLB NiCNs 3aTBEPKEHHS.
3MiHu | TUny - 3miHu 3 akocTi. CepTudikat
BignosigHocTi/l'E-cepTudikat BignosigHoOCTI
€Bponewickkin dhapmakonei/MoHorpadii.
MogaHHA HoBoOro abo oHoBreHoro cepTudikara
BignoBigHocCTi abo BUny4eHHs cepTudikata
BiQNOBIQHOCTI €Bponewchkin hapmakonei: ons
A®I; onsa BuxigHoOro
marepiany/peareHTy/npoMiXKHOrO NPOAYKTY, Lo
BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; ans
[OMOMIXXHOT peqoBuHU (cepTudikar
BignoBigHocTi €Bponeinchkiii hapmakonei) -
OHoBReHn ceptudikat Big, y>xe 3aTBEpAXEHOro
BUpobHMKa. [NMogaHHA OHOBEHOro cepTudikarta
BignoBigHocTi €Bponeicekiii papmakonei CEP
Ne R1-CEP 2008-316-Rev 05 ans AdI|
I6ynpodbeH Big 3aTBepakeHoro BupobHuka 10L
CHEMICALS AND PHARMACEUTICALS LTD
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[TpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi6HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
(3aTBepmkeHo: CEP R1-CEP 2008-316-Rev 04).
BHacnigok oHoBneHHs CEP, 3miHeHO
HOpPMYBaHHS ANS 3aNULWKOBOIO PO34MHHMKA
Hexane 3 100 ppm Ha 290 ppm. 3miHu | Tuny -
3MmiHu 3 akocTi. A®l. KonTponb A®l. 3miHa y
napameTpax crneuudikauin Ta/abo gonyctummnx
MeX, BU3Ha4eHux y cneumdikauisx Ha A®l, abo
BUXiAHVN/MPOMDKHUIM NpoAyKT/pearexT, Lo
BUKOPMCTOBYHOTLCS Y NpoLeci BUpobHuuTea AdI
(BUNYYEHHS HE3HAYHOIO NMOKa3HMKa SIKOCTi
(Hanpvknag BUNYyYEeHHS 3acTapinoro nokasHuka))
BUNYYEHHS NokasHuka «Heavy metals» 3i
cneundikauii APl BupobGHuka Solara Active
Pharma Sciences Limited).
BBegeHHst 3MiH npoTsirom 6 micauis nicns
3aTBEPAKEHHS
10. | BYAECOHIO cycneHsia ans ACTPA3EHEK LLseuis BUPOBHMLTBO, LLseuis BHECEHHS1 3MiH O peeCTpaLiiHMX maTepianis: 3a - UA/19102/01/02
ACTPA3EHE po3nunenHs, 0,5 A Ab KOHTPOSb SIKOCTi 3MiHuM | TUny - 3MiHK 3 sikocTi. FoToBUIA peuenmom
KA Mr/mMn no 2 mn B Ta BUNYCK cepii: nikapcbkuii 3aci6. KoHTponb rotoBoro
KOHTeNHepi; no 5 AcTtpa3eHeka nikapcbKoro 3acoby (iHLWi 3MiHN) BHECEHHS
KOHTENHepIB y AB, WBeuis; penakuinHmx npasok B MKA J13 6e3 3miH B
KOHBEpTI; no 4 KOHTPOIb SIKOCTi: MeToAax BUNpobyBaHHS.
KOHBEPTU Y Actpa3eHeka
KapTOHHI kopobui AB, LBeuis
11. | BYAECOHIO cycneHsia ans ACTPA3EHEK LLseuis BUPOBHMLTBO, LLseuis BHECEHHS1 3MiH O peeCTpaLiiHMX maTepianis: 3a - UA/19102/01/01
ACTPA3EHE posnunenHs, 0,25 A Ab KOHTPOIb AKOCTI 3MiHn | Tuny - 3MiHK 3 sKocTi. FoToBuIN peuenmom
KA Mr/mMn no 2 mn B Ta BUNYycK cepii: nikapcbkuii 3aci6. KoHTpornb rotoBoro
KOHTeNHepi; no 5 AcTtpa3eHeka nikapcbKoro 3acoby (iHLWi 3MiHN) BHECEHHSI
KOHTEWHepiB y AB, WBeuis; pepakuinHux npasok B MKA 113 6e3 3miH B
KOHBEpTI; no 4 KOHTPOrb SIKOCTi: MeToAax BUNPOOyBaHHS.
KOHBEPTU Y AcTtpa3eHeka
KapTOHHIl kopoOui AB, LlBeuis
12. | BYNIBAKAIH- | posunH ans iH'ekuin, TosapucTBo 3 YkpaiHa TosapucTBo 3 YkpaiHa BHECEHHS1 3MiH [0 peecTpauinHMX maTtepianis: 3a - UA/12559/01/01
3H 5 mr/mMn no 5 mn B obMmexeHo 0BMexeHo 3MiHu | Tuny - 3miHn 3 skocTi. CepTudcpikat peuenmom
amnyni; no 10 amnyn | BignosiganbHi BignoBiganbHicT BignosigHocTi/lE-cepTudikaTt BignoBigHoCTI
y KOopoGLUji 3 KapTOHY; CTIo 10 "XapkiBcbke €Bponevicbkinn apmakonei/MmoHorpadii.
no 5 mn B amnyni; "XapkiBcbke dapmaueBTU4HE [MopaHHa HoBoro abo oHOBMEHOTO cepTudikaTta
no 5 amnyny hapmaueBTuy nianpYeEMCTBO BiAnoBigHOCTi abo BUny4eHHs cepTudikata
GnicTepi; no 2 He "3nopos's BignoBigHocCTi EBponenchkii hapmakonei: ons
Gnictepu B kOpoOLj nignpueMcTBO Hapogay", A®I; onsa BuxiaHoOro
3 KapTOHY "3popos.'s YkpaiHa (Bci matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
Hapogy" cragii BUKOPUCTOBYIOTBLCS Y BUPOGHMLTBI ADIl; ans
BMPOGHMLTBA, [OMOMIXXHOT peqoBuHU (cepTudikar

KOHTPOIb SIKOCTI,

BUMNYCK cepii);
ToBapucTBO 3
obmexeHot

BiANoBiganbHicT

0

BignoBIgHOCTI €Bponevickkin hapmakoner) -
HoBwui cepTudikat Big BXxe 3aTBEpAXeHOro
BUpOOHMKa. [MogaHHA HOBOro cepTudikaTy
BignoBigHOCTI €Bponenceki papmakonei Ne R1-
CEP 2003-173 - Rev 03 ana A®l bynisakaiHy
rigpoxnopuay Big Aitodoro BupobHuka EXCELLA
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[TpooBxkeHHs JoaaTka 3

Ne
n/n

JliKapcbK020

Haszea

3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

"papmaLeBTUYH
a KoMnaHisi
"3popos'sa”,
YkpaiHa (Bci

cTagii
BUPOOHMLTBA,
KOHTPOSb
AKOCTI)

GMBH & CO. KG, Germany, Ta, Ik Hacnigok,
YTOYHEHHS Ha3Bw i agpecy BUpobHuka APl Ta
BUITYYEHHS MOKa3HUKa SIKOCTi «3anuLuKkosi
KiNIbKOCTi OpraHidHmMX po34mHHKKIB» . 3MiHu | Tuny
- 3miHm 3 akocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BianoBiaHOCTI €BpONEnChbKin
dapmakonei/MoHorpadii. NMogaHHsA HoBoro abo
OHOBIEHOroO cepTudikata BignosigHocTi abo
BUNYyYEeHHS cepTudikaTa BignoBIgHOCTI
€Bponencbkin dapmakonei: gna A®l; ans
BMXiAHOro martepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOBHULTBI
A®I; ona oonomixkHOT peyoBUHM (cepTudikaT
BiQMNOBIQHOCTI €Bponewicbkin hapmakoner) -
HoBwuin cepTudikat Big HOBOro BUpoGHMKa
(3amiHa abo JONOBHEHHS) NOA4AHHSA HOBOTO
cepTudikaTa BignoBigHOCTi €BpoNencChbKii
capmakonei Ne R1-CEP 2001-013 - Rev 02 gns
A®I byniBakaiHy rigpoxnopvay Big HOBOro
BnpobHuka S.I.M.S S.R.L., Italy pogatkoso o
3aTBepakeHoro BupobHuka EXCELLA GMBH &
CO. KG, Germany. 3MiHu | Tuny - 3miHn 3
akocTi. A®Il. Kontponb A®I. 3miHa y napameTpax
crneundgikauii Ta/abo gonycTUMUX MeX,
BU3Ha4YeHuX y cneumdikauisix Ha Adl, abo
BUXiAHV/MPOMDKHUIM NpoAyKT/pearexT, Lo
BMKOPWCTOBYIOTbCS Y npoLleci BupobHuutea AdI
(BonoBHeHHs crneumdikaLii HOBUM NOKa3HUKOM
SIKOCTi Ta BiANOBIAHMM METOAOM BUNPODOYBaHHS)
OOMOBHEHHS cneundikaii Ta meTodiB BXigHOro
koHTponto A®I ByniBakaiHy rigpoxnopuay
KOHTpOMeM 3a NokasHuKom «bakTepianbHi
E€HOOTOKCUHUY.

13.

BYNIBAKAIH-

PO34MH ANS iH'EKLN,
5 mr/mMn no 5 mn B
amnyni; no 10 amnyn
B KOpOOLji 3 KapTOHY;
no 5 mn B amnyni;
no 5 amnyny
GnicTepi; no 2
Bnictepn y kopobui 3
KapTOHY

TosapucTBo 3
obMexeHoIo
BiAgnoBiganbHi
cTio
"XapkiBcbke
dapmMaueBTuy
He
nianpMeEMCTBO
"3nopos's
Hapoay"

YkpaiHa

TosapucTBo 3
0oB6MexeHo
BignoBiganbHiCcT
10 "XapkiBcbke
dapmaueBTU4HE
nignprueMcTBO
"3nopos.'s
Hapoay"

YkpaiHa

BHECEHHS1 3MiH [0 peecTpauinHMX maTepianis:
3MiHn | Tuny - 3MiHn 3 skocTi. CepTudikaT
BignosigHocTi/lE-cepTudikat BignosigHoCTi
€Bponevicbkinn apmakonei/MmoHorpadii.
MogaHHA HoBOro abo oHoBreHoro cepTudikara
BignoBigHoCTi abo BUny4eHHs cepTudikata
BignoBigHOCTi EBponenchkit hapmakonei: ans
A®I; onsa BuxiaHoOro
maTepiany/peareHTy/npoMiKHOro NpPoaykTy, Lo
BUKOPUCTOBYOTBLCS Y BUPOOHUMLTBI ADIl; ans
[OMOMIXXHOT pevoBuHU (cepTudikar
BignoBigHocTi €Bponeinchkiii hapmakonei) -
HoBuii cepTudikat Big HOBOro BUPOGHMKa
(3amiHa abo JONOBHEHHS)
noJAaHHsi HOBOro cepTudikata BiANOBIAHOCTI
E€sponerickkin dapmakonei Ne R1-CEP 2001-

3a
peuenmom

UA/7162/01/01
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[TpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

013 - Rev 02 gnsa A®l bynisakainy
rigpoxnopuay Big HoBoro BUpobHuka S.1.M.S
S.R.L., ltaly gopoaTkoBo fo 3aTBepaKeHoro
BupobHmka EXCELLA GMBH & CO. KG,
Germany.
3MiHu | TMny - 3miHun 3 sikocTi. CepTudikaT
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€sponewicbkin dapmakonei/moHorpadii.
MogaHHA HoBoro abo oHoBreHoro cepTudikara
BignoBigHOCTI abo BUNyYeHHs cepTudikata
BiQNOBIQHOCTI €BponeWnchbkin hapmakonei: Ans
A®Il; ansa BuxiaHoro
matepiany/peareHTy/npoMiXXHOTO MPOAYKTY, Lo
BUKOPUCTOBYIOTbCS Yy BUPOOHMLTBI ADI; ans
[OMOMDKHOI peqoBUHM (cepTudikaT
BignoBigHOCTI €Bponeiickkin hapmakoner) -
HoBuii cepTudikat Big BXe 3aTBEpAXEHOro
BUpoGHMKa. [MogaHHA HOBOro cepTudikaTy
BignoBigHocTi €Bponeicokin thapmakonei Ne R1-
CEP 2003-173 - Rev 03 ansa A®I bynisakaiHy
rigpoxnopuay Bia Aitodoro BupobHnka EXCELLA
GMBH & CO. KG, Germany, Ta , ik Hacnigok,
YTOYHEHHS Ha3Bu i agpecun BUpobHuka AP, Ta
BUITYYEHHS NMOKa3HUKa SIKOCTi «3anuLukosi
KiNIbKOCTi OpraHidHMX po34mMHHKKIB» . 3MiHK | Tuny
- 3miHu 3 akocTi. A®I. KoHTponb A®I. 3miHa y
napameTpax cneuudikauin Ta/abo gonyctummnx
MeX, BU3HAYEHWX y crneumndikauisx Ha A®l, abo
BUXiAHV/MPOMDKHUI NpoJyKT/pearexT, Lo
BMKOPVCTOBYIOTbCS Y npoLleci BupobHuutea AdI
(BonoBHeHHs crneumdikaLii HOBUM NOKa3HUKOM
SIKOCTi Ta BiANOBIAHMM METOAOM BUNPODOYBaHHS)
[OMOBHEHHS cneundikaLii Ta meTodiB BXigHOro
koHTponto A®I bByniBakaiHy rigpoxnopuay
KOHTpOMeM 3a NokasHuKom «bakTepianbHi
€HOOTOKCUHWY.

14.

BAJICAPTAH
160/r1APOXnN
OPOTIA3NA
12,5 KPKA

TabneTku, BKpUTI
NniBKOBOO
obonoHkoto, 160
mr/12,5 mr, no 14
TabneTtok y 6nictepi;
no 2 a6o 6 6nictepis
Y KapTOHHIl kopobLi

KPKA, a.4.,
Hoso mecto

CnoBeHis

BUPOGHMLUTBO "in
bulk", nepuHHe
Ta BTOPUHHE
nakyBaHHs1,
KOHTPOrb Ta
BUMYCK cepii:
KPKA, a.4.,
HoBo mecTo,
CrnoBeHis;
KOHTPO-b cepii:
KPKA, o.4.,
HoBo mecTo,
CnoBeHisi

CnogBeHisi

BHECEHHS1 3MiH [0 peecTpauinHuX maTtepianis:
3MiHu | Tuny - 3miHun wopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
3MiHa y KOpOTKili XapakTepu1cTuLi NnikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeaMYHOro 3acToCyBaHHs Ha NiacTaBi
perynsipHO OHOBIIOBAHOTO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
3aCToCyBaHHS fnikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepioa, abo sik pesynbtaT
OLLiHKM 3BITY 3 JOCHIOKEHb, NPOBEAEHUX
Bi4NOBIAHO A0 NnaHy negiaTpuyHMX AocnigXeHb
(PIP) (iHwi 3miHK) - Onsi nikapcbkoro 3acoby

3a
peuenmom

He
nidnsieae

UA/14544/01/01
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[TpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

BancaptaH 160/rigpoxnoprtiasug 12,5 KPKA,
Bancaptan 320/rigpoxnoptiasng 25 KPKA.
3MiHV BHECEHO B iHCTPYKLitO A4Ns MeANYHOro
3aCTOCyBaHHS NikapcbKoro 3acoby 4o po3ainis:
"OcobnuBocTi 3acTocyBaHHs" Ta "MobiyHi
peakuii" BignoBigHO 4O OHOBMEHOI iHhbopmalii 3
6e3nekn 3aCToCyBaHHS 4il040i Pe4oBUHM
(rippoxrnopTiasna) Woao po3BUTKY rocTpoi
pecnipaTopHOi TOKCUYHOCTI. BBEAeHHS 3MiH
NpOTArom 6-Tu MicsLiB NicNs 3aTBEPOYKEHHS;
3MiHun | Tvny - 3MiHmn Wwono
6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3miHn) - Ons nikapcbkoro 3acody
Bancaptan 160/rigpoxnoptiasung 12,5 KPKA,
BancaptaH 320/rigpoxnoprtiasug 25 KPKA.
3MiHV BHECEHO B iHCTPYKLit0 ANs MeANYHOro
3acTocyBaHHS NikapCbKoro 3acoby Ao po3gainis:
"OcobnueocTi 3acTtocyBaHHA" Ta "MoGiYHI
peakuii" BianoBigHO 4O OHOBNEHOI iHGopmauii 3
6esnekn 3aCTOCyBaHHS Ail040i PEYOBUHM
(rigpoxnopTiasna) LWoao po3BUTKY
XopioiganbHOro BUNOTY, rOCTPOi Mionii Ta
BTOPWHHOI 3aKPUTOKYTOBOI rrmaykomu. BeegeHHs
3MiH NpOTArom 6-Tn Micauis nicna
3aTBEPAKEHHS

15.

BAINCAPTAH
160/r1iAPOX
OPOTIA3NA
25 KPKA

TabneTkn, BKpUTI
NniBKOBOO
obonoHkoto, no 160
Mmr/25 mr, no 14
Tabnetok y 6nictepi;
no 2 a6o 6 6nictepis
Y KapTOHHI kopobui

KPKA, a.4.,
Hoso mecto

CrnioBeHis

BUPOOHMLTBO "in
bulk", nepunHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTpOnb Ta
BUMYCK cepii:
KPKA, a.4.,
HoBo mecTo,
CnogeHis;
KOHTPOMb Ccepii:
KPKA, a.4.,
HoBo mecTo,
CrnioBeHis

CnoBeHis

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHu | Tuny - 3miHn Wwopo
6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLi NikapCbKoro
3acoby, TeKCTi MapKyBaHHS! Ta iHCTPYKLUii Ans
MeAMYHOro 3acToCyBaHHS Ha NiacTaBi
perynsipHoO OHOBMIOBAHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHS nikapcbKoro 3acoby B
nicnapeecTpauinHuii nepiofd, abo sk pesynbtat
OLiHKM 3BITY 3 JOCNIAKEHb, NPOBEAESHUX
BiANOBIAHO A0 NnaHy negiaTpuyHUX AocnigXeHb
(PIP) (iHwi 3miHK) - Ains nikapcbkoro 3acoby
BancaptaHn 160/rigpoxnoptiasug 25 KPKA,
BancaptaH 80/rinppoxnopTiasug 12,5 KPKA.
3MiHVM BHECEHO B iHCTPYKLitO ANS MeAUYHOro
3acTocyBaHHs nikapcbkoro 3acoby 4o po3ainis:
"OcobnueocTi 3acTocyBaHHs" Ta "MobiyHi
peakuii" BignoBigHO 4O OHOBMEHOI iHpopmallii 3
6e3nekn 3aCTOCyBaHHS Ail040i PEYOBUHM
(rippoxnopTia3na) Woao po3BUTKY rocTpoi
pecnipaTopHOi TOKCUYHOCTI. BBeAEHHS 3MiH
NPOTArom 6-Tu MicALIB NiCNS 3aTBEPOXKEHHS;
3MiHu | TMny - 3miHn woao

3a
peuernmom

He
nidnsieae

UA/14545/01/01
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[TpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi6HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3miHW) - Ansa nikapcebkoro 3acoby
BancaptaH 160/rigpoxnoprtiasug 25 KPKA,
BancaptaH 80/rigpoxnopTiasug 12,5 KPKA.
3MiHM BHECEHO B IHCTPYKLIiO AN MEAUYHOro
3aCToCyBaHHS Nikapcbkoro 3acoby 4o po3gainis:
"OcobnuBocTi 3acTocyBaHHs" Ta "Mo6iYHi
peakuii" BignoBigHO 4O OHOBMEHOI iHpopmalii 3
6e3nekn 3aCToCyBaHHS 4il040T Pe4oBUHM
(rigpoxnopTiasua) LWoao po3BUTKY
XOpioiganbHOro BUNOTY, rocTpoi Mionii Ta
BTOPMHHOI 3aKPUTOKYTOBOI rnaykomn. BeegeHHs
3MiH NPOTArom 6-Tn Micauis nicns
3aTBEPAKEHHSI
16. | BAJICAPTAH | Tabnetku, BKpUTI KPKA, o.4., CnoBeHis BUPOGHMLTBO "in CnoBeHis BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a He UA/14546/01/01
320/r1APOXnN NNiBKOBOK HoBo mecto bulk", nepBuHHe 3MiHu | Tuny - 3MiHK Wwopo peuenmom nionsieae
OPOTIA3VA obornoHkoto, no 320 Ta BTOPVHHE 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay.
12,5 KPKA mr/12,5 mr, no 14 nakyBaHHS, 3MiHa y KOpOTKili XapaKkTepucTuLi nikapcbkoro
TabneTtok y Gnictepi; KOHTPOSb Ta 3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKUii Ans
no 2 abo 6 bnictepis BMNYCK cepii: MEANYHOro 3aCTOCYBaHHS Ha MiAcTaBi
Y KapTOHHIl kopobui KPKA, a.4., perynsipHoO OHOBIOBAHOIO 3BiTYy 3 Ge3nekn
HoBo mecTo, nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
CnoseHis; 3aCTOCYBaHHS Nikapcbkoro 3acoby B
KOHTPO~b cepil: nicnapeecTpauinHui nepioa, abo sk pesynbTaTt
KPKA, a.4., OLiHKM 3BIiTY 3 JOCTiAXEHb, NPOBEAEHMX
HoBo mecTo, BiZNOBIQHO [0 NNaHy nejiaTpuyHMX AOChioXKeHb
CnoBeHisi (PIP) (iHwi 3miHK) - Onsi nikapcbkoro 3acoby

Bancaptan 320/rigpoxnoptiasug 12,5 KPKA.
3MiHM BHECEHO B iHCTPYKLilO AN MEAUYHOro
3acTocyBaHHS nikapcbkoro 3acoby 4o po3ainis:
"OcobnusocTi 3acTocyBaHHA" Ta "MobiyHi
peakuii" BignoBigHO 4O OHOBMEHOI iHhopmallii 3
6e3nekn 3aCToCyBaHHS Ail040i PeYOBUHMN
(rippoxrnopTia3na) Woao po3BUTKY roCcTpoi
pecnipaTopHOi TOKCUYHOCTI. BBeAEHHS 3MiH
NPOTArom 6-T MicsALIB MiCNS 3aTBEPOXKEHHS;
3MiHu | TUnYy - 3miHun Wwopo
6esnekn/edekTMBHOCTI Ta hbapmakoHarnagy
(iHwWi 3miHK) - Ans nikapcbkoro 3acoby
BancaptaHn 320/rigpoxnoptiasug 12,5 KPKA
3MiHVM BHECEHO B iHCTPYKLitO ANS MeAUYHOro
3acTocyBaHHs nikapcbkoro 3acoby 4o po3ainis:
"OcobnueocTi 3acTocyBaHHs" Ta "MobiyHi
peakuii" BignoBigHO 4O OHOBMEHOI iHpopmallii 3
6e3nekn 3aCTOCyBaHHS Ail040i PEYOBUHM
(rippoxnopTia3va) Woao po3BUTKY
xopioiganbHOro BUMOTY, rocTpoi Mionii Ta
BTOPWHHOI 3aKPUTOKYTOBOI rnaykoMmu. BBegeHHs
3MiH NpoTSArom 6-Tv MicsiiB nicns




16 [TponoBkeHHs goaaTka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi6HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
3aTBEpAKEHHS
17. | BAJICAPTAH TabneTku, BKPUTI KPKA, a.4., CrnoBeHis BUPOGHMUTBO "in CnoBeHisi BHECEHHS1 3MiH O peecTpauiiHMX maTtepianis: 3a He UA/14544/01/02
320/T1IAPOXN | nniBkoBoOlO Hoso mecto bulk", nepBuHHe 3MiHu | Tuny - 3MiHu Wwopo peuenmom nionsieae
OPOTIA3MA obonoHkot, no 320 Ta BTOPUHHE 6e3nekv/edekTMBHOCTI Ta hapmakoHarnagy.
25 KPKA mr/25 mr, no 14 nakyBaHHs, 3MiHa y KOpOTKiln XapaKkTepucTuLi nikapcbkoro
Tabnetok y 6nictepi; KOHTpOrb Ta 3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKUii Ans
no 2 a6o 6 6nictepis BMNYCK cepii: MEANYHOro 3aCTOCYBaHHS Ha NiacTaBi
Y KapTOHHil kopobui KPKA, a.4., perynsipHO OHOBIHOBAHOTO 3BiTY 3 6e3neku
HoBo mecTo, nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
CnoBeHis; 3aCcTOCyBaHHsI NikapcbKoro 3acoby B
KOHTPOMb Cepii: nicnsapeecTpauiiHuii nepiod, abo sk pedynbTaT
KPKA, a.4., OLiHKM 3BIiTY 3 JOCTiAXEHb, NPOBEAEHMX
HoBo mecTo, BiANOBIQHO 0 NNaHy nejiaTpu4HMX OCnioKeHb
CnoBeHis (PIP) (iHwi 3miHn) - Ains nikapcbkoro 3acoby
BancaptaH 160/rigpoxnoprtiasug 12,5 KPKA,
Bancaptax 320/rigpoxnoprtiasug 25 KPKA.
3MiHM BHECEHO B iHCTPYKLitO AN MEAUNYHOrOo
3acToCyBaHHS Nikapcbkoro 3acoby 4o po3ainis:
"OcobnueocTi 3acTocyBaHHs" Ta "MOGIYHI
peakuii" BignoBigHO 4O OHOBMEHOI iHpopmallii 3
6e3nekn 3aCToCyBaHHS 4il040i pe4oBUHM
(rigpoxnopTiasna) Woao po3BUTKY rocTpol
pecnipaTopHOi TOKCUYHOCTI. BBeAEHHS 3MiH
NPOTSAromM 6-Tu MicAUiB MiCNA 3aTBEPAXKEHHS;
3MiHu | Tuny - 3MiHKM Wwopo
6esnekn/edekTMBHOCTI Ta hapmakoHarnagy
(iHwWi 3miHK) - Ans nikapcbkoro 3acoby
BancaptaHn 160/rigpoxnoptiasug 12,5 KPKA,
Bancaptan 320/rigpoxnoprtiasug 25 KPKA.
3MiHM BHECEHO B iHCTPYKLUilO AN MEAUYHOro
3acTocyBaHHS nikapcbkoro 3acoby 4o po3gainis:
"OcobnuBocTi 3acTocyBaHHA" Ta "ToOGIYHI
peakuii" BignoBigHO A0 OHOBMEHOI iHpopmalii 3
6e3nekn 3aCTOCyBaHHS il040i PEYOBUHM
(rippoxrnopTia3na) Woao po3BUTKY
XopioiganeHoOro BMMNOTY, rOCTPOI Mionii Ta
BTOPWHHOI 3aKPUTOKYTOBOI rnaykoMu. BBegeHHs
3MiH NPOTArom 6-Tn MicsiLiB Micnsi
3aTBEPAKEHHS
18. | BAJICAPTAH TabneTku, BKPUTI KPKA, a.4., CrnioBeHis BUPOGHMLUTBO "in CnoBeHis BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis: 3a He UA/14545/01/02
80/T1IAPOXIIO | nniBkoBOKO HoBo mecTo bulk", nepBuHHe 3MiHu | Tuny - 3miHn wopo peuenmom nionsizae
POTIA3MA obonoHkoto, 80 Ta BTOPUHHE 6e3nekn/ehekTMBHOCTI Ta dhapmakoHarnsgy.
12,5 KPKA mr/12,5 mr, no 14 nakyBaHHs, 3MiHa y KOpOTKili XapakTepu1cTuLi NnikapCbKoro
TabneTtok y 6nictepi; KOHTpOrb Ta 3aco0y, TeKCTi MapKyBaHHS Ta iHCTPYKLUii Ans
no 2 a6o 6 6nictepis BUMYCK cepii: MeOMYHOro 3acToCyBaHHS Ha NiacTaBsi
Y KapTOHHIl kopobui KPKA, a.4., perynsipHO OHOBIMOBAHOrO 3BiTYy 3 6e3neku
HoBo mecTo, nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
CnoBeHisi; 3aCTOCYBaHHsI Nikapcbkoro 3acoby B

KOHTPOIb cepii:

nicnsipeecTpauinHuii nepiod, abo sik pesynbTat
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KPKA, 0.4,
HoBo mecTo,
CnoBeHis

OLHKM 3BIiTY 3 JOCTiAXEeHb, NPOBEAEHMX
Bi4NOBIQHO A0 NNaHy negiaTpuyHMX AoChioXeHb
(PIP) (iHwi 3miHK) - Onsa nikapcbkoro 3acoby
BancaptaH 160/rigpoxnoprtiasug 25 KPKA,
Bancaprtan 80/rigpoxnoprTiasug 12,5 KPKA.
3MiHV BHECEHO B iHCTPYKLit0 ANs MeANYHOro
3aCTOCyBaHHS NikapcbKoro 3acoby 4o po3gainis:
"OcobnuBocTi 3acTocyBaHHs" Ta "MobiyHi
peakuii" BignoBigHO 4O OHOBMEHOI iHhbopmalii 3
6e3nekn 3aCToCyBaHHS 4il040i Pe4oBUHM
(rippoxrnopTiasna) Woao po3BUTKY rocTpoi
pecnipaTopHOiI TOKCUYHOCTI. BBEeAEHHSA 3MiH
NPOTSAromM 6-Tu MicALiB MiCNA 3aTBEPAXKEHHS;
3MiHun | Tuny - 3MiHM Wwopo
6e3nekn/ecdeKkTMBHOCTI Ta hapmakoHarnsay
(iHWi 3miHn) - Ons nikapcbkoro 3acody
BancaptaH 160/rigpoxnoprtiasug 25 KPKA,
BancaptaH 80/rigpoxnopTiasug 12,5 KPKA.
3MiHV BHECEHO B iHCTPYKLit0 ANs MeAnYHOro
3acTocyBaHHS NikapCcbKoro 3acoby Ao po3gainis:
"OcobnueocTi 3actocyBaHHs" Ta "MoGivHi
peakuii" BianoBigHO 4O OHOBNEHOI iHopmauii 3
6e3nekn 3aCTOCyBaHHS Ail040i PEYOBUHM
(rigpoxnopTiasna) LWoao po3BUTKY
XopioiganbHOro BMNOTY, rOCTPOi Mionii Ta
BTOPWHHOI 3aKPUTOKYTOBOI rnmaykomu. BBegeHHs
3MiH NPOTHArom 6-Tu MicsLiB nicns
3aTBEPKEHHS

19.

BISUMAK

PO34MH Ans iH eKUIN,
270 mr riogy/mn; no
50 mn a6o no 100
My donakoHi; no 10
drakoHiB y
KapTOHHiI kopobui

Ixunl Xenckea
AC

Hopgerisa

Ixunl Xenckea
Ipnangis
Timiten

Ipnangis

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
3MiHu | Tuny - 3miHn 3 sikocTi. ADL.
BupobHuuTBO. 3MiHM B npoLeci BUpobHuUTBa
A®I| (He3HayHa 3miHa y npoleci BUpobHuLTBa
AdI).

BHeceHHs 3MmiH go p.3.2.S.2.2 Description of
Manufacturing process and Controls, a came-
BUIyYEHHSI TemMnepaTypHOro MimiTy Woao
OXOJIOAXKEHHs cucTemu (peaktopa) Ao
TemnepaTtypu Hwxk4e 60 °C nepep dinbTpadieto
KpUCTanisaoBaHOro MoguKcaHony.

3a
peuernmom

UA/4254/01/01

20.

BISUMAK

PO34MH ANs iH eKUINn,
320 mr nogy/mn; no
20 mn, abo no 50
mn, abo no 100 mn,
abo no 200 mn, abo
no 500 mny
cnakoHi; no 10
dnakoHiB y
KapTOHHiI kopobuyi

Ibxul Xenckea
AC

Hopseris

Ibkul Xenckea
IpnaHpis
TNimiten

Ipnangis

BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis:
3MiHu | Tuny - 3miHn 3 skocTi. ADI.
Bupo6HuuTBO. 3MiHM B NpoLieci BUpobHULTBa
AQ®I| (He3HayHa 3MiHa y npoLeci BUpobHULTBa
Ad).

BHeceHHs 3MiH fo p.3.2.S.2.2 Description of
Manufacturing process and Controls, a came-
BUITy4EHHSA TeMMNepaTypHOro MiMiTy Woao
OXONOAXKEHHS cucTemu (peaktopa) Ao
Temnepatypu Hux4e 60 °C nepeg dinbTpalLieto

3a
peuernmom

UA/4254/01/02
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[TpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi6HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
KpUCTanisaoBaHoOro NogukKcaHony.

21. | BIMI3UM KOHLieHTpart Ans BioMapwH Ipnangis BMPOBOHMLTBO Himeuvumna/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/14547/01/01
pPO34MHy Ang IHTepHeLwwHn HepoadpacoBaHo | Benukobput 3MiHuM | TUny - 3MiHK 3 akocTi. A®I. KoHTporb peuenmom
iHdpysin, 1 mr/mn; no Timiteq i npoaykui, aHis/ A®I. 3miHa y meTogax BunpobyBaHHst APl abo
5 mn y dpnakoHi; no nepBuHHe IpnaHais BMXiAHOro martepiany/npoMixxHoro
1 cbnakoHy B nakyBaHHs Ta npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCH Y
KapTOHHiI kopobui KOHTPOIb npoueci BUpobHuuUTBa AD| (He3HauHi 3MiHW ¥

CTepWnbHOCTI: 3aTBEpPAKEHUX MeToAax BUNPOOyBaHHS) -
Bettep dPapma- HesHauHi 3MiHu o Metogy Banigauii Cellular
®epTiryHr MM6X Uptake Assay (oogaTkoBi AaHi Kputepiis

i Ko. KT, npuaaTHOCTI cuctemu); 3miHn | Tuny - 3MiHn 3
HimeuuunHa; sKkocTi. A®l. BupoGHUUTBO. 3MiHM BUNpobyBaHb
MapKyBaHHsi Ta abo gonycTMMmnX Mex y npoueci BUpobHuLTBa
BTOPUHHE AQI, wo BcTaHoBNEHi y cneumndikauisax
nakyBaHHs: (mogaBaHHsa HOBOro BUNPObyBaHHsA Ta
AHpepcoHbpeko OONyCTUMUKX MeX) - [logaBaHHSA HOBOTO MeToay
H (FOK) Iimiten, BMNpobyBaHHSA Ta AOMYCTUMUX MEX ANs
BenukobputaHis aHaepobHoro GioHaBaHTaXEHHS! K
; KOHTPOIb anbTepHaTUBHOrO BUNPOBYBaHHS Anst 4itoyoi

CTepUNbHOCTI: peyoBuHYM (enocynbdasn anbda) rhGALNS B
Bettep dapma- npoueci poboTtn biopeakTopa nig 4ac
depTiryHr MTM6X BUPOBHMUTBA Aito40i pevyoBUHU; 3MiHK |l Tuny -

i Ko. KT, 3MmiHun 3 akocTi. A®l. BupobHuuTteo. 3miHa
Hime4vuuHa; BUPOGHMKA BUXIOHOTO/MPOMIXKHOIO
MapKyBaHHsi Ta npoaykTy/peareHTy, Lo BUKOPUCTOBYIOTLCS Y
BTOPUHHE BMpo6HM4omy npoueci A®I, abo 3miHa
nakyBaHHs1, BMPOGHMKa (BKIOYakoun, Ae HeobxigHo, micue
BUPOGHMK, npoBefeHHs1 KOHTponto sikocTi) APl (3a
BianoBiganbHWn BiCYTHOCTI cepTudikaTa BignoBigHoCTi
3a BMNYCK cepil: €Bponeicbkin hapmakonei y 3aTBepaXeHoMy
BioMapuH [0Cbe)(3MiHM 00 3axoAiB, MOB’'A3aHUX 3
IHTEepHeLwHN KOHTpOIeM aKTUBHOI pe4oBuHM GionoriYHoro
Nimiten, NOXOXKEeHHS: 3aMiHa abo JoaaBaHHA AiNbHULI,
Ipnangis e NpoBOAUTLCS KOHTPOIb/BUNPOBYBaHHS cepii,
BKIT04AI04M 3aCTOCYBaHHS
6ionoriyHoro/iMmyHonoriYHoro/iMmyHoxiMi4HOro
meToay) - MNepeHeceHHs oNTUMi3oBaHOro
meToay BunpobysaHHs Cellular Uptake Assay
Onst BUNpobyBaHHS Npu BUNYCKY Ta cTabinbHOCTI
ans o6’egHaHoi HepoadacoBaHoi Aito4oil
peyoBuHM (BDS),rotoBoi HeposdacoBaHoi
nitoyoi pevosuHu (FBDS) Ta BunpobyBaHHsi
cTabinbHOCTI nikapcbkoro 3acoby i3 BUpoBHUYOI
ainsHku BioMarin Pharmaceutical Inc. (BPI),
Novato, USA Ha B1pobHu4y ainsHky BioMarin
International Limited (BIL) in Shanbally,
Ringaskiddy, County Cork, Ireland

22. | BIPEAO® TabneTku, BKPUTI lNneapn CLA nepBuHHa Ta Ipnangis/ BHECEHHS 3MiH [0 peecTpauiiHuX maTepianis: 3a - UA/8274/01/01

NNiBKOBOK CaneHcuns IHK. BTOpPWHHA HimeyyunHa 3MiHu | Tuny - 3miHn Wwopo peuyenmom




19 [TponoBkeHHs goaaTka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi6HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
o6onoHkoto, no 300 ynakoBka, 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
mr; no 30 TabneTok KOHTPOMb Cepii, (IHLWi 3MiHW).
y cdonakoHax; no 1 BUMYCK Cepiit: BurnyyeHHs TEKCTY MapKyBaHHSA POCINCBKOO
¢nakoHy B lneag MOBOIO 3 BTOPMHHOI YNaKOBKM JiKapCbKOro
KapTOHHiIl kopobuyi CarmeHcus 3acoby. TepMiH BBEAEHHS 3MiH NpoTsrom 6
AneneHp HOC, MicauiB Micnsa 3aTBepAXEHHSA
Ipnangis
BMPOBOHMLTBO,
nepBuHHA Ta
BTOPUHHA
ynakoBka:
Takena M'M6X,
HimeyunHa
nepBuHHA Ta
BTOPUHHA
ynakoBka:
KaraneHt
[xepmaHi
LopHaopd
MGX,
HimeyunHa
BTOPUHHA
ynakoBka:
MinmayHT
Xenckea Jlta.,
Ipnangis
23. | BITAMPOCT nioginisat ans TOB "®3 YkpaiHa TOB "®3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a - UA/2988/01/01
PO34nHY Ans "BIO®APMA" "BIO®APMA" 3MiHu Il Tuny - 3miHK 3 sikocTi. MoToBMIA peuenmom
iH'ekuin; 5 dnakoHiB nikapcbkuii 3aci6. 3mMiHM y BUpOGHMLTBI. 3MiHa
3 nioghinizatom y po3mipy cepii (Bkntovar4m gianasoH po3Mipy
GnicTepi; no 2 cepii) rotToBoro nikapcbkoro 3acoby (3miHa
6nictepn y nayuj 3 BMMarae OLjiHKN NOPIBHAHHOCTi (MPOBEAEHHS
KapTOHY NOPIBHANBHUX JOCHIAXEHb) NikapcbKoro 3acoby
Gionori4Horo/iMmyHoMNoriYHoro NoxoaxeHHs abo
3MiHa y po3Mipi cepii BUMarae npoBeaeHHs
HOBOroO AocniaXeHHs1 6ioekBiBaneHTHOCTI)
TeopeTu4HUI po3mip cepii 96 000 abo 70 000
hnakoHiB. 3aNpONOHOBAHO: TEOPETUYHWI PO3MIp
cepii 96 000 abo 75 000 chnakoHis.
24. | BITAUEPTUH | po3uyvH Ans iH ekuin MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis: 3a - UA/16965/01/01
no 2 mn B amnyni; akuioHepHe akuioHepHe 3MmiHu | Tuny - 3miHm 3 sikocTi. CepTudikaT peuenmom
no 5 amnyny TOBapuCTBO TOBapuCTBO BignosigHocTi/lE-cepTudikat BignosigHocTi
GnicTepi; no 1 "Nekxim- "Nekxim-Xapkis" €Bponevicbkint dapmakonei/MmoHorpadii.
6nictepy B nayui Xapkis" MopaHHA HoBOro abo oHoBMEHOro cepTudikara

BignoBigHOCTi abo BUny4eHHsi cepTudikata
BignoBigHocTi EBponenchkii hapmakonei: ans
A®I; onsa BuxiaHoOro
maTepiany/peareHTy/npoMiKHOro NpPoaykTy, Lo
BMKOPWCTOBYHOTbCS Y BUPOGHMUTBI ADI; ans
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[TpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

[OMOMDKHOI peYOBUHM (CepTudikaT
BiQMNOBIQHOCTI €Bponewchbkin chapmakoner) -
OHoBReHui cepTudikat Big, y>xe 3aTBepAXeHOro
BMPOGHMKa - NoAaHHS OHOBMEHOro cepTudikara
BiAnoBigHOCTI €Bponencokini papmakonei Ne R1-
CEP 1998-131-Rev 05 (3atBepaxeHo: R1-CEP
1998-131-Rev 04)ans A®I Tiaminy
rigpoxnopuay Bif BXe 3aTBepPOXEHOro
BMpobHmka DSM Nutritional Products GmbH.
3MiHu | TMny - 3miHun 3 sikocTi. CepTudikaT
BignosigHocTi/lE-cepTudikaTt BignoBsigHoCTI
€Bponeickkin hapmakonei/MoHorpadii. 3miHu,
noB'A3aHi 3 HeobXiAHICTIO NpMBEeaEeHHs y
BigNoBIgHICTb 40 MoHorpadii APY abo
€Bponeicbkoi hapmakonei, abo iHWoi
HauioHanbHoi hapmakonei gepxxasu €C (3miHa
y cneuudikauisix, nos's3aHa 3i amiHamu B J®Y,
abo €Bponeicbkin hapmakonei, abo iHLWin
HauioHanbHi hapmakonei gepxxasu €C) 3miHu
y MoHorpadii €sponencekoi dhapmakonei. 3MiHu
y cneumdikauii Ta MmetTogax BusHadeHHs API
TiamiHy rigpoxnopuay noe'a3aHi 3 HEOOXiAHICTIO
NpVBEAEHHS Y BIANOBIAHICTb A0 MOHOrpagii
€Bponeicbkoi hapmakonei. CynyTHs 3MiHa -
3MmiHun 3 skocTi. CepTuddikat BignosigHocTi/lE-
cepTudikar BiANOBIAHOCTI €EBpONENCHKIN
papmakonei/MmoHorpadii. 3miHW, noB'A3aHi 3
HeobXiaHICTI0 NpMBeAeHHs Y BiANOBIAHICTb A0
MoHorpadgii JdY abo €Bponerncbkoi
dapmakonei, abo iHLWoi HaLlioHanbHOT
dapmakonei gepxasu €C (iHLi 3MiHW)

25.

FEMOTPAH®

TabneTkn, BKpUTI
NniBKOBOIO
obonoHkot, no 500
mr no 10 TabneTok y
6nicTepi; no 3
Gnictepu y navui

AT "®apmak”

YkpaiHa

AT "®apmak”

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHiX MaTepianis:
3miHu | TNy - 3miHK 3 sikocTi. MoToBUIA
nikapcbkuii 3aci6. 3mMiHW y BUpOBHULTBI. 3MiHM
BMNpobyBaHb abo AONYCTUMUX MEX,
BCTaHOBIEHMWX Y cneuundikauisx, nig yac
BMPOOHMLITBA rOTOBOTO MikapCbKoro 3acoby
(BUMyYeHHS HecyTTEBOro BUNpobyBaHHS B
npoueci BUpobHWLTBA) BUMYYEHHS PYTUHHOIO
koHTponito 13 3a nokasHukom «KinbkicHe
BM3HaYeHHS TpaHEeKCaMOBOi KMCMOTW» Nif Yac
BMpOOHMLUTBaA Ha eTani TabneTmacu. KoHTponb
BMNpobyBaHHs Byae NnpoBoanTHCS NuLLe B
pamkax BanigauiiH1X 4OCnigKeHb

3a
peuernmom

UA/15498/01/01

26.

FEHCYINIH H

cycneHsisa ans
iH'ekuin, 100 O4/mn;
no10mny
CKIMAHOMY (DNaKOHi;
no 1 dnakoHy B

BIOTOH C.A.

MonbLa

BIOTOH C.A,,
MonbLia
(BMPOBHMK,
BigNoBiganbHUN
3a

MonbLa

BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis:
3MiHu | TUny - 3miHu 3 skocTi. CepTudikat
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponevicbkint apmakonei/MmoHorpadii. 3miHu,
noB'si3aHi 3 HEOBXIAHICTIO NPUBEAEHHS Y

3a
peuernmom

UA/1016/01/01




21 [TpooBxkeHHs JoaaTka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi6HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
KapTOHHII nayui; no BUPOBHMLTBO, BignoBigHiCTb A0 MoHorpadii APY abo
3 M B KapTpuaxi; nepBUHHE i €sponeicbkoi hapmakonei, abo iHwoi
no 5 kapTpuoxie y BTOPUHHE HauioHanbHoi hapmakonei gepxxasu €C (3miHa
Gnictepi; no 1 nakyBaHHS, y cneundikauisix, noe's3aHa 3i amiHamu B [1OY,

6nictepy B
KapTOHHIN nayui

KOHTpOrnb Ta
BUNYyCK cepii);
IHCTUTYT
BioTexHonorii Ta
AHTUGIOTMKIB,
Monbwa
(BMPOBHWK,
BigNoOBiganbHUN
3a KOHTPOSb
cepii)

abo €sponeiickbkin apmakonei, abo iHLWin
HauioHanbHin hapmakonei gepxasu €C)
MpuBeaeHHs MikpobionoriyHMx MeToAiB aHaniay,
SIKi npeacTaeneHi B posginax 3.2.5.4.1. -,
3.2.S.4.1., po Bumoro fjto4oi chapmakonei
(BUKOPUCTaHHSA Taknx TepMiHiB sik « TAMC» Ta
«TYMC») 6e3 3MiH camux meToaiB. 3miHu | Tuny
- 3MiHM 3 sikocTi. FOTOBMIA NikapCbkuii 3aciO.
CT1abinbHicTb. 3MiHa y TepMiHax NpuaaTHOCTI
abo ymoBax 306epiraHHs roTOBOrO MikapCbKoro
3acoby (3miHa y 3aTBepAXXeHOMY NPOTOKONi
cTabinbHocTi) OHoBEHHs MNPOTOKONY BUBYEHHS
cTabinbHOCTI 3a NOKa3HMKaMu «KCTEPUIBHICTb»
Ta «bakTepianbHi eHAOTOKCUHMY» Ha 36 MicsuiB
(BianoBioHO A0 3aTBEPKEHOMY TEPMIHY
npugaTHocTi). 3miHm | Trny - 3MiHM 3 AKoCTi.
[oToBMI Nikapcbkmin 3aci6. (iHWi 3mMiHK)
BBeaeHHs po3paxyHKOBOro Metoay 3a
Aonomoroto dikcoBaHoro koediuieHTa ans
OTPUMaHHS i30daHiHCyiHa 3aMiCTb MeToay
eMnipuyHoro niabopy koedivieHTa
CniBBiAHOLIEHHS NMpPOTaMiHCynbdaTy Ta iHCyniHy
ONs OTPMMaHHA CycneHsii kpuctanis
i3odpaHiHcyniHa. 3miHu | TMny - 3MiHK 3 sKoCTi.
[oToBWI Nikapcbkui 3aci6. 3MiHN Yy BUPOOHMLITBI
(iHLWi 3MiHK)

BnpoBamxeHO BUKOPUCTAHHS CKINSHMX KYbOK
ONS KapTPUIKIB BXXE MOBHICTHO MiArOTOBNEHNX
(MuTKX) go cTepunisadii. MonepegHin
TEXHOIOoriYHWIA Npouec nepeadayas MigroToBKy
(MUTTS) CKNAHNX KyNbOK Ha BUPOOHMLTBI. 3MiHK
| Tuny - 3MmiHn 3 sKocTi. FoTOBWI NikapcbKWi
3aci6. CucteMa KoHTelHep/3akynoptoBanbHUiA
3aci6. 3miHa y meTodax BUNpobyBaHHs
NepBUHHOI YMaKoBKM rOTOBOTO NiKapCbKOro
3acoby (iHWi 3MiHW y MeTodax BUNpobyBaHb
(Bkrtoyaroum 3amiHy abo gopaBaHHs)) 3amiHa
icHyto4oro metoay (ISO 13926-2) koHTponto
dparmeHTaLii rymoBoro gucka (KOMNoHeHTa
KOBMayka) Ha ekBiBaneHTHu metog EP. 3minHn |
Tmny - 3MiHu 3 gKkocTi. CepTudikat
BignosigHocTi/lE-cepTudikat BignoigHoCTI
€Bponenickkin hapmakonei/MoHorpadii. 3miHu,
NoB'si3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANoBigHiCTb o MoHorpadii JPY abo
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[TpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi6HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
€Bponewicbkoi hapmakonei, abo iHwoi
HauioHanbHoi dhapmakonei Aepxasu €C (iHwwi
3MiHK)
Bumoru 3 sikocTi 4ONOMiIXKHUX pevoBuH 3.2.5.4.1.
npvBeAeHoO A0 NOBHOI BiAMOBIAHOCTI BUMOram
BignoBigHMX MoHorpagin €. 3miHa He
nepenbayae 3miH B skocTi. 3MiHM | TNy - 3MiHK
3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTponb
roToBOro nikapcbkoro 3acoby. 3miHa y meTogax
BMNPoOyBaHHS rOTOBOrO NikapCbKoro 3acoby
(iHWi 3MiHW) MprBeaeHHA MiKpoGionoriYHMX
MeTOAIB aHani3y («CTepUIbHICTbY,
«BakTepianbHi eHOOTOKCUMHUY Ta
«MikpobionoriyHa YncToTar), ki npeAcTaBreHi B
po3sginax 3.2.P.3.4., 3.2.P.5.2, oo Bumor gito4oi
capmakonei (BUKOPUCTaHHSA Taknx TePMiHIiB sk
«TAMC» Ta «TYMC») 6€3 3MiH camnx MeTogiB.
27. | TEHCYNIHH cycneHsis gns BIOTOH C.A. Monbla BIOTOH C.A,, Monbla BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: - - UA/9811/01/01
iH'ekuin, 100 O4/mn; Monblwa 3MiHu | TMny - 3miHun 3 sikocTi. CepTudikaT
in bulk: no 10 mny (BUPOBHUK, BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
CKNAHOMY (PraKoHi; BignosiganbHWn €Bponeiickkin hapmakonei/MoHorpadii. 3miHu,
no 150 dnakoHiB y 3a noB'A3aHi 3 HeOOXiAHICTIO NpMBEaEHHS Y
NNacTMKOBIN KaceTi; BUPOBHMLTBO, BigNoBIgHICTb 40 MoHorpadii APY abo
no 1 kacetiy NEpPBUHHE i €Bponeicbkoi hapmakonei, abo iHWoi
Kopobui; BTOPUHHE HauioHanbHoi hapmakonei gepxxasu €C (3miHa
in bulk: no 3 mn B nakyBaHHS, y cneuudikaisix, no's3aHa 3i amiHamu B J®Y,

KapTpuaxi; no 600
KapTpuoXis y
NIacTUKOBIN KaceTi;
no 1 kacerti 'y
KopoobLi

KOHTpOnb Ta
BUMNYCK cepii);
IHCTUTYT
BioTexHonorii Ta
AHTUGIOTHKIB,
Monbuwa
(BUPOBHUK,
BigNoBiganbHUN
3a KOHTPOJS1b
cepii)

abo €sponeicbkin hapmakonei, abo iHLWin
HauioHanbHin hapmakonei aepxasu €C)
MpuBeaeHHs mikpobionoriyHMx MeToaiB aHaniay,
AIKi npeAcTaBneHi B po3ginax 3.2.5.4.1. -,
3.2.S.4.1., po BMMoOro Aito4oi hapmakonei
(BMKOpUCTaHHSA Takmx TepMiHiB sk « TAMC» Ta
«TYMC») 6e3 3miH camux meTogiB. 3miHu | Tuny
- 3MiHK 3 AkocTi. FoTOBWMIA Nikapcbkuii 3acib.
CrabinbHicTb. 3miHa y TepMiHax NnpuaaTHOCTI
abo ymoBax 36epiraHHsi roTOBOrO NikapcbKoro
3acoby (3miHa y 3aTBepAXeHOMY NPOTOKONi
cTabinbHocTi) OHoBNEHHS [poTOKOMNY BMBYEHHS
cTabinbHOCTI 3@ NOKa3HWKaMW «CTEPUIBLHICTb»
Ta «bakTepianbHi eHOOTOKCUHU» Ha 36 Micsuis
(BiAnoBiaHO [0 3aTBEPAXEHOMY TEPMIHY
npuaaTHocTi). 3miHu | TMny - 3MiHK 3 sKoCTi.
[oToBWMI Nikapcbkuii 3aci6. (iHLWi 3MiHW)
BBeaeHHs po3paxyHKOBOro Metoay 3a
Aornomoroto gikcoBaHOro koedilieHTa ans
OTPVMaHHs i3odaHiHCyniHa 3amicTb MeToay
emnipuyHoro niabopy KoediljieHTa
CriBBIAHOLLEHHS NpoTamiHCynbdaty Ta iHCYniHy
AN OTPMMaHHSA CycneHsii kpuctanis
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[TpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep

peecmpauyiliHo2o

noceid4yeHHs1

i3ohaHiHcyniHa. 3miHn | TMny - 3MiHK 3 AKOCTI.
['oToBWIN Nikapcbkuii 3aci6. 3MiHW Y BUPOBHMLTBI
(iHWi 3miHK)
BnpoBamkeHO BUKOPUCTaHHSA CKNSHMX KYNbOK
ONS KapTPUKIB BXXE MOBHICTIO NiAroTOBNEHNX
(MnTUX) fo cTepunisauii. MonepeaHin
TEXHOMOriYHMI Npouec nepeabayas NiaroToBky
(MUTTA) CKNSIHWX KyNbOK Ha BUPOBHULTBI. 3MiHK
| Tuny - 3MiHK 3 aKkocTi. FoTOBUIA NMikapCbKMit
3aci6. Cnctema KoHTeHep/3akynoproBanbHUi
3aci6. 3miHa y meTopax BuNpobyBaHHs
NEePBUHHOT YNaKoBKWN rOTOBOrO NikapCbKOro
3acoby (iHwWi 3MiHM y meTogax BunpobyBaHb
(Bkmtovaroum 3amiHy abo gopasaHHs)) 3amiHa
icHyto4oro metogy (ISO 13926-2) koHTponto
cparmeHTaLii ryMoBoOro gucka (KOMnoHeHTa
KOBMayka) Ha ekBiBaneHTHui metog EP. 3minn |
Tmny - 3MiHu 3 sikocTi. CepTudpikaT
BignosigHocTi/lE-cepTudikaT BignoBigHoCTI
€Bponewcbkin dhapmakonei/MoHorpadii. 3miHu,
noB'A3aHi 3 HeOOXiAHICTIO NpMBEaEHHS Y
BignoBigHicTb 40 MoHorpadii APY abo
€sponewicbkoi hapmakonei, abo iHwoi
HauioHanbHoi hapmakonei gepxasu €C (iHLwi
3MiHK)

Bumoru 3 sakocTi gonomixkHnx peyosuH 3.2.S.4.1.
npvBeaeHo A0 NOBHOI BiAMOBIAHOCTI BUMOram
BiANoBigHMX MoHorpadii €P. 3miHa He
nepeabayae 3miH B AKOCTi. 3MiHM | TUny - 3MiHK
3 gKkocTi. FoToBWIA nikapcbkuii 3aci6. KoHTponb
roToBOro nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOOYBaHHSA rOTOBOTO NiKapCbKoro 3acoby
(iHwi 3miHK) MpuBeaeHHs MikpobionorivyHMx
MeToziB aHani3y («CTepUnbHICTbY,
«bakTepianbHi eHOOTOKCUMHUY Ta
«MikpobionoriyHa YncToTar), siki NnpeAcTaBreHi B
posginax 3.2.P.3.4., 3.2.P.5.2, no Bumor gito4oi
dapmakonei (BUKOPUCTaHHSA TakUX TEPMIHIB AK
«TAMC» Ta «TYMC») 6€3 3MiH camunx MeTogiB.

28.

FENATPOMBI
H

kpem, 30 000
MO/100r,no40ry
Ty6i; no 1 Ty6i B
KapTOHHIN ynakoBLj

"Xemodapm"
Al

Pecnybnika
Cepbis

BMPOGHMLUTBO
Hepo3dacoBaHo
T npoaykKuii,
nepBuHHa Ta
BTOPWHHA
ynakoBka,
KOHTpOnb cepil:
"Xemodpapm"
Al Bpwat,
Bigain

Pecnybnika
Cepbis

BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis:
3MiHn | TUny - 3MiHK 3 sKocTi. FoToBMI
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meToaax

BMNPOOYBaHHS rOTOBOTO NiKapCbKoro 3acoby

(iHwWi 3miHM y MeTogax BunpobyBaHb
(Bkntoyar4mn 3amiHy abo AOMOBHEHHS)) - Y
crneundikaLilo Ta METOAN KOHTPOIO SIKOCTI

[oAaeTbes iHdopmauis LWoao nepiognyHocCTi

BuNpobyBaHb 3a MeTogoM Minimum filling (Test

6e3
peuenma

UA/3054/02/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi6HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
BUPOGHMYa frequency: to be tested once a year); 3minn |
AinbHUUS Tmny - 3MiHn 3 aKkocTi. CepTudikat
LLla6au, BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
Pecny6nika €Bponeickki thapmakonei/MoHorpadii.
Cepbis; MoaaHHs HoBOro abo OHOBMEHOTO cepTudikaTa
KOHTpOrb cepil, BignoBigHOCTI abo BUNyYeHHs cepTudikata
[03BiN Ha BignoBigHOCTI €BponeWichkin hapmakonei: ons
BUMYCK cepii: A®I; onsa BuxigHoro
«Xemodapm» matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
AlLl, Pecnybnika BUKOPUCTOBYIOTLCSA Y BUPOBHULTBI ADI; ans
Cepbis [OMNOMIKHOI peqoBuHU (cepTudikar
BignoBigHOCTI €Bponeiickkin hapmakoner) -
OHoBReHui cepTudikaT Bif, y>xe 3aTBEpAXEHOro
BUpPOGHMKa - NoaaHHs OHOBMNEHOro cepTudikaty
BiNOBIgHOCTI €Bponenchkin thapmakonei Ha
Lil04y peYOBUHY renapuH HaTpito Big BXe
3aTBepakeHoro BupobHuka APl Yantai
Dongcheng Biochjemicals Co.,Ltd., China - R1-
CEP 2003-197-Rev 08 (nonepeaHs Bepcis R1-
CEP 2003-197-Rev 07); 3miHu | Tuny - 3miHm 3
sikocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BianoBigHOCTI €BpONenchbKin
dapmakonei/MoHorpadii. NMogaHHsA HoBoro abo
OHOBJEHOro cepTudikaTta BignoBigHoCTi abo
BUNYyYEHHS cepTudikaTa BigNoBIgHOCTI
€Bponencekin dapmakonei: gna A®l; ans
BMXiQHOro Matepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOBHULTBI
ADI; ans AONOMIKHOT peyoBMHY (CepTudikaTt
BignoBigHocTi €Bponenchkii hapmakonei) -
OHoBneHun cepTudikaT Bif yxe 3aTBepaKeHOro
BUpPOGHMKa - MNogaHHs oHoBneHoro CepTtudikaty
BiQMNOBigHOCTI E€Bponenchkin hapmakonei Ha
Jitovy pevyoBUHY renapuH HaTpito Bif BXe
3aTBepakeHoro BMpobHuka Shenzen Hepalink
Pharmaceutical Co., Ltd., China - R1-CEP 2006-
059-Rev 14 (nonepegHs Bepcis R1-CEP 2006-
059-Rev 13)
29. | TENATPOMBI | kpem, 50 000 "Xemodpapm" Pecnybnika BMPOGHMLUTBO Pecnybnika BHECEHHS 3MiH 10 peecTpaLiliHiX MaTepianis: bes - UA/3054/02/02
H MO/100rno40ry Al Cepbis Hepo3dgacoBaHo Cepbis 3MiHu | TUny - 3MiHK 3 sikocTi. FoToBMIA peuenma
Ty6i; no 1 Ty6i B i npogykuii, nikapcbkuii 3aci6. KoHTpornb rotoBoro
KapTOHHIN ynakoBUj nepBrHHa Ta nikapcbkoro 3acoby. 3miHa y MeTogax
BTOPUHHA BUNpPoBYyBaHHS rOTOBOrO NikapCbKoro 3acoby
yrnakoBka, (iHwWi 3miHM y MeTopax BunpobyBaHb
KOHTpOrb cepii: (Bkntovar4mn 3amiHy abo JOMOBHEHHS)) - Y
"Xemodhapm" crneundikaLilo Ta METOAN KOHTPOSO SIKOCTI
AL, Bpwau, [ofaeTbes iHopmaLis LWoao NepioanyHocCTi
Bigain BuNpobyBaHb 3a meTogom Minimum filling (Test
BUPOGHMYa frequency: to be tested once a year); 3MiHu |
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n/n
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(nikapcbka ¢gpopma,
ynakoeka)
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yeaHHs*

peecmpauyiliHo2o

noceid4yeHHs1

3acoby

AinbHUUA
Labau,
Pecny6nika
Cepbis;
KOHTPOMb cepil,
[03BiN Ha
BUMYCK Cepii:
«Xemodapm»
AlLl, Pecnybnika
Cepbis

Tmny - 3MiHuM 3 sakocTi. CepTudikaT
BignosigHocTi/lE-cepTudikaTt BignosigHoCTI
€Bponenckkii hapmakonei/MoHorpadii.
MogaHHA HoBoro abo oHoBneHoro cepTudikara
BianosigHocTi abo BMNyYeHHsi cepTudikata
BignoBigHOCTI €BponeWchkin hapmakonei: ans
A®I; onsa BuxiaHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCSA Y BUPOBHULTBI ADI; ans
[OMOMDKHOI peqoBUHM (CepTudikaT
BiQNOBIQHOCTI €Bponewchbkin hapmakoner) -
OHoBReHui cepTudikaT Bif, y>xe 3aTBEpAXEHOro
BUPOGHMKA - MNogaHHS OHOBMNEHOro cepTudikaty
BiZANOBIgHOCTI €Bponenchkin dapmakonei Ha
Lil04y peYOBUHY renapuH HaTpito Big BXe
3aTBepaKkeHoro BMpobHuka APl Yantai
Dongcheng Biochjemicals Co.,Ltd., China - R1-
CEP 2003-197-Rev 08 (nonepeaHs Bepcis R1-
CEP 2003-197-Rev 07); 3miHu | Tuny - 3MiHu 3
skocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BiaNnoBigHOCTI €BpONenchbKin
dapmakonei/MoHorpadii. MogaHHsA HoBoro abo
OHOBIEHOoro cepTudikarta BignosigHocTi abo
BUNYyYEHHS cepTudikaTa BigNoBIgHOCTI
€Bponecbkin dapmakonei: gna A®l; ans
BVXiAHOro marepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOBHULTBI
A®I; ons gonomixkHoi pevoBuHM (cepTudikat
BigNOBIQHOCTI €Bponewicbkin hapmakoner) -
OHoBneHnn cepTudikaT Bif yxe 3aTBepaKeHOro
BUpOGHWKa - MogaHHsa oHoBneHoro CepTudikaty
BiZNOBIgHOCTI €Bponenchkin dapmakonei Ha
Jitovy pevyoBUHY renapuH HaTpito Bif BXe
3aTBepgkeHoro BupobHuka Shenzen Hepalink
Pharmaceutical Co., Ltd., China - R1-CEP 2006-
059-Rev 14 (nonepepHs Bepcis R1-CEP 2006-
059-Rev 13)

UA/19540/01/01

30.

MIATOH®

PO34MH OparnbHUiA,
600 mr/7 mn; no 7
MA Y donakoHi no 5
dnakoHiB y bnictepi,
no 2 6nictepu B
nayui abo no 70 mn
y dbnakoHi, no 1
dnakoHy B nayui

AT "®apmak”

YkpaiHa

AT "®apmak”

Ykpaina

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
3miHu | TNy - 3miHK 3 sikocTi. MoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTEMHep/3akynoproBanbHuii 3aci6. 3miHa y
NEepBUHHIN yNakoBLji FOTOBOrO NikapCbKoro
3acoby (Tvn koHTelHepa abo foAaBaHHS HOBOTO
KOHTelHepa) - Teepai, M'ski Ta HECTEPUIbHi
piaki nikapcbki opMu - BBEAEHHS 4OAATKOBOI
ynakoBku, a came no 70 mn npenapaty y
nakoHi CKsAHOMY GpyHaTHOro Konbopy,
emHicTio 100 M, KU YKyNOpeHO MracTUKOBOO

KPULLKO (nomnieTuneH HKU3bKoi LWinbHocTi), 6e3

3a
peuernmom

He
nidnsieae
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3MiHM NEPBUHHOIO NakyBanbHOro MaTepiany, 3
BHECEHHSAM BiAMOBIAHMX 3MiH A0 p. «YNakoBKa»
MKA 3. BBeaeHHsi 3MiH NpoTarom 6-Tun micsuis
nicnsa 3aTeepaXXeHHsi. 3miHu | Tuny - 3miHn 3
sikocTi. FoToBMIA Nikapcbkuid 3acib. KoHTponb
roToBOro nikapcbkoro 3acoby. 3MiHa y meTogax
BMNPoOyBaHHS rOTOBOrO NikapCbKoro 3acoby
(iHWi 3miHM y MeToaax BunpobyBaHb
(BKINtOYa4M 3amiHy abo JONOBHEHHS))
BHECEHHS 3MiH 0 cneuudikadii/meTonis
koHTponto sikocTi 13, a came n. «O6’em BMICTY
yMakoBKM» JOMOBHEHO BiANOBIAHO
iHCbopMaLieto LWoAo [0AaTKOBOrO HOMiHany
NEPBUHHOIO NaKyBaHHS y 3B’A3Ky 3 BBEOEHHSAM
cnakoHiB no 70 mn. 3miHn | Tuny - 3MiHK 3
skocTi. MeamyHi npuctpoi. 3miHa npucTpois 4ns
BVMIipIOBaHHS 4031 abo BBEAEHHS MiKapCbKoro
3acoby (goaaeaHHs abo 3amiHa NPUCTPOLO, SKUIA
He € HEeBIA'EMHOI0 YaCTUHOK NEPBUHHOI
ynakoBkw) - MNpucTpin, skmin mae CE-mapkyBaHHSA
- ANS 3pyYHOCTi A03YBaHHS nikapcbKoro 3acoby
no 70 mn y conakoHax cknsiHux 6pyHaTHoro
KOMbOPY BBOAUTLCSA NOXKA A03yBarnbHa, 3
BiANOBIgHNMY 3MiHAMK [0 p. «YnakoBka». 3MiHU
BHECEHI B iHCTPYKLUit0 4NA MeanyHoro
3acTOoCyBaHHS NikapCcbKoro 3acoby y po3ain
"YnakoBka" sik Hacnigok y posain "Cnoci6
3acTocyBaHHA Ta Jo3un" 3 BiANOBIAHMMU 3MiHaMKU
B TEKCTi MapKyBaHHS1 yakoBOK. BBeeHHS 3MiH
NPOTArom 6-Tu MicALIB NiCNS 3aTBEPOXKEHHS.
3miHu | TNy - 3miHK 3 sikocTi. MoToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo [ONYCTUMUX MEX roTOBOro
nikapcbKkoro 3acoby (AonoBHEHHs crnieumndikaLii
HOBMM MOKa3HMKOM 3 BifMNoOBiAHUM METOA0M
BUNPoByBaHHs) BHECEHHS 3MiH 40 cneuudikawii
N3 3 BiANoBiAHMM MeTOoAOM BUNPOOYyBaHHS 3a
n. «OQHOpPIAHICTb AO30BaHMX OOQNHULBY, @ came
[ofaHo iHgopmaLiio Lo BUNpobyBaHHS
NPOBOAATL AJ19 OOHOA030BOr0 KOHTENHepa (4ns
npenaparty y pnakoHax no 7 mn). 3minu | Tuny -
3MmiHu 3 sikocTi. FoTOBUMIA Nikapcbkuii 3aci6.
KOHTpOmb roToBOro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikadin Ta/abo gonyctummx
MEX roTOBOroO fikapcbkoro 3acoby (4OoMOBHEHHS
crneumdikaLii HOBUM NOKa3HWKOM 3 BiAMOBIOHUM
MEeTOLOM BUMNPODOYBaHHS) LONOBHEHHS
cneuudikauii 113 HoBUM NOKa3HUKOM
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi6HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
«OaHopigHICTb Macu [03K, L0 BUTAraeTbCs 3
6araTofo30BOro KOHTENHepa» 3 BignoBiAHUM
MeTodoM BUNpoByBaHHS ANns npenapary y
cnakoHax no 70 mn
31. | FO3EPENIH- imnnaxTat no 10,8 Mictpan AHrnis cTepunisauis: HimeyvunHa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a He UA/19791/01/02
BICTA Mr no 1 imnnaHrary Kenitan CuHepaxi 3MiHu | Tuny - AgMiHiCTpaTUBHI 3MiHW. 3MiHa peuenmom nidnsieae
y wnpuui-annikaTtopi MeHepKmMeHT Xeanc [anikeH HalMeHyBaHHs Ta/abo agpecu micus
(wnpwvy-annikatop Timiteq Enfxi, NpoBapKEHHN AisnbHOCTI BUpobHWKa/imnopTepa
cKnagaeTbes 3 LLisenuapis roTOBOrO JlikapCbKoro 3acoby, BKo4ar4m
noniMmepHoro cTepunisadiq, OinbHULI BUNYCKy cepii abo Micue npoBeaeHHs
Kopnycy 3 Tpumadyem MikpobionoriyHe KOHTPOMIO SIKOCTI. (AiANbHICTb, 3a Ky Bignosigae
ans imnnadTary, TECTYBaHHs: BMPOGHMK/iMNOpTEp, BKIOYaKYM BUMYCK CEpii).
rofkun Ta NopLUHS); [5]510) MpuBeaeHHs agpecu BupobHuka 13
no 1 wnpwvuy B CrepiniseviwHce BiAMOBIAANbLHOrO 3a BUPOOHULITBO roTOBOI
nakeTuKy pasom 3 pBi3 M6X, nikapcbkoi bopmu, NEPBUHHA Ta BTOPUHHA
BOJSIOronorfnHaneHo HimevuunHa ynakoBKa, KOHTPOSb cepii, BUnyck cepii, y
10 Kancyrnoto; no 1 MikpobionoriyHe BiAMOBIAHICTb A0 aapecu 3asHadeHin y BucHosky
abo 3 nakeTukun y TECTYBaHHs: wopo niaTeepaxeHHs sumor GMP BupgaHoro
KapTOHHIN nayui €BpodiHc Oepxnikcnyx6oto YkpaiHu.
Bio®apma TepmiH BBEAEHHS 3MiH NPOTArom 6 micauis nicns
MpopakT TecTiHr 3aTBepAKEHHS. 3MiHu | TMNy - 3MiHW Woao
MioHxeH TMBX, 6e3nekn/ecdeKkTMBHOCTI Ta hapmakoHarnsay
Himeuunna (iHLWi 3MiHW). 3MiHM BHECEHO B iHCTPYKLItO ANd
MikpobionoriyHe MeOMYHOro 3acToCyBaHHS Nikapcbkoro 3acoby
TECTYBaHHs: Ta y TeKCT MapKyBaHHS yNakoBKMW NikapCbKoro
Ila6op NC 3aco0y LWoA0 AoAaBaHHS po3ainy «3asBHUK».
CE&Ko. KT, TepmiH BBeQEHHS 3MiH NpoTAroM 6 micauis nicns
HimeyuunHa 3aTBEPOKEHHS.
BUPOBHMLTBO
roToBOI
nikapcbKoi
topmu,
nepBuHHA Ta
BTOpPUHHA
yrnakoBka,
KOHTpOrb cepil,
BUMYCK cepii:
AMB I'mbX,
HimeyuunHa
32. | FO3EPENIH- iMmnnaHTart no 3,6 mr Mictpan AHrnis cTepunisauis: LLisenuapis/ BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3a He UA/19791/01/01
BICTA no 1 imnnaHTaty y Kenitan CuHepaxi HimeuunHa 3MiHu | Tuny - AgMiHicTpaTuBHI 3MiHK. 3MiHa peuenmom | nidnsizae
wnpuui-annikatopi MeHemXMeHT Xeanc [aHikeH HaliMeHyBaHHs Ta/abo agpecu micus
(wnpwvy-annikatop Nimiten Enfxi, NpoBaXeHHS AiANbHOCTI BUpOGHWKa/imnopTepa
ckrnagaeTbcs 3 LLseniuapis roTOBOrO fikapcbKkoro 3acoby, BKIoYaoum

nonimepHoro
Kopnycy 3 Tpumayem
ans imnnadTary,
ronku Ta NnopLuHs);

cTepwunisauis,
MikpobionoriyHe
TECTYBaHHs:
BB®

AinbHWL BUNYyCKy cepii abo micLe npoBeaeHHs

KOHTPOJIO AKOCTI. (QiSNbHICTb, 3a SKy Bianosigae

BMPOGHMK/iIMNOpTEp, BKIOYaKUM BUMYCK CEpilt).
MpuBeaeHHs agpecy BupobHuka 13
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi6HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
no 1 wnpuuy B CrepinisenwHce BifNoBigansHoOro 3a BUpobHMLUTBO roTOBOI
nakeTuky pasom 3 pBi3 M'M6X, nikapcbkoi hopmMu, nepBuHHa Ta BTOPUHHA
BOJIOronornuHansHo Himeuunna ynakoBKa, KOHTPOnb cepii, BUNycCK cepii, y
10 Kancynoto; no 1 MikpobionoriyHe BiAMNOBIQHICTb 4O aapecu 3a3HayeHin y BucHoBky
abo 3 nakeTuku y TECTYBaHHA: woao niaTeepmxeHHs Bumor GMP BugaHoro
KapTOHHIN navi €BpodiHC Oepxnikcnyx6oto YkpaiHu.
Bio®apma TepMmiH BBeAEHHS 3MiH NPOTAroM 6 micauis nicns
MpogakT TecTiHr 3aTBepAKEHHS. 3MiHu | Tuny - 3miHn Wwoao
MioHxeH TMBX, 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
HimeyunHa (iHWi 3MiHK). 3MiHM BHECEHO B iHCTPYKLitO Ans
MikpobionoriyHe MELMYHOrO 3aCTOCYBaHHS Nikapcbkoro 3acoby
TECTYBaHHs: Ta y TeKCT MapKyBaHHS yNakoBKMW NikapCbKoro
Ta6op J1C 3aco0by Loao0 AogaBaHHsA po3ainy «3asBHUKY.
CE&Ko. KT, TepmiH BBEAEHHS 3MiH NPOTArom 6 micauis nicns
HimeyuunHa 3aTBEPKEHHS.
BUPOBHMLUTBO
roToBOI
nikapcbKoi
¢hopmu,
nepBUHHA Ta
BTOPUHHA
ynakoBka,
KOHTpOrb cepii,
BUMYCK Cepil:
AMB 'mbX,
HimeyunHa
33. | TPUMNOCTA | kancynu TBepAi no CTAOA HimeyunHa CTAOA HimeuunHa BHECEHHS1 3MiH JO peeCcTpaLiiHUX maTepianis: be3 nidnsieae UA/4648/01/01
0® C 10 kancyn y ApuHanmiTTen ApuHanmiTTenb 3MiHu | Tuny - 3miHn Wwopo peuenma
6nicTepi; no 1 abo 2 b Al Al 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
Gnictepn y 3MiHa y KOpOTKili XapakTepucTuLi NikapCbKoro

KapTOHHiI kopobui

3acoby, TeKCTi MapKyBaHHS! Ta iHCTPYKLUii Ans
ME[IMYHOro 3aCTOCYBaHHS Ha NiacTaBi
perynsipHo OHOBMOBAHOIO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHsI Nikapcbkoro 3acoby B
nicnapeecTpauinHuii nepiofd, abo sk pesynbtat
OLiHKM 3BITY 3 JOCIAKEHb, NPOBEAESHNX
Bi4NOBIQHO A0 NnaHy negiaTpuyHMX AochigXeHb
(PIP) (3miHy y3rogXeHO 3 KOMNETEHTHUM
YMNOBHOBaXXEHNM OpraHoM).
3MiHN BHeceHo A0 IHCTpyKLii Ans MegnyHoro
3acTocyBaHHS NikapcbKoro 3acody 4o po3gainis:
"B3aemogis 3 iHWK1MKM nikapcbkuMu 3acobamu Ta
iHWIi BMAW B3aemogain" Ta "OcobnmBocCTi
3acTocyBaHHA" Woa0 6e3nekn 3acTocyBaHHs
[itoY0i pevyoBVHK NapaleTaMmon BianoBigHO A0
pekoMeHgauin PRAC. BBegeHHst 3MiH NpOTSrom
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[TpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi6HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
3-X MicauiB nicnga 3aTBEpPKEHHA
34. | BAPYHABIP TabneTku, BKPUTI KPKA, a.4., CrnoBeHis KPKA, a.4., CnoBeHis BHECEHHS1 3MiH O peecTpauiiHMX maTtepianis: 3a - UA/17159/01/01
KPKA NniBKOBOIO HoBo mecto HoBo mecTo, 3MminHn | TMny - 3miHn 3 sikocTi. A®Il. KoHTponb peuenmom

o6onoHkoto, no 400 CnoBeHis A®I. 3miHa y meTogax BunpobyBaHHst APl abo
mr; no 30 TabneTok (BpPOGHULTBO BMXiAHOro martepiany/npoMixxHoro
y donakoHi 3 "in bulk", npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
nonieTunexy nepBuHHe Ta npoueci BUpobHuuTea A®I (iHWi 3miHN y
BWCOKOI LLiNIbHOCTI 3 BTOPUHHE mMeToaax BUNpobyBaHHS (BKMOYa4M 3amiHy
noninponineHoBoto nakyBaHHs, abo pgonoBHeHHs) ADI abo
KPULLKOHO, LLO KOHTpOrnb Ta BWXiAHOro/NPOMi>KHOrO NMPOAYKTY) BHECEHHS 3MiH
3aKpyyyeTbCs, i3 BUNYCK cepii; y metoau koHTpomio A®I lapyHasipy, a came

3axXUCTOM Big
BiAKPUBAHHSA OiTbMU;
no 2 nakoHu y
KapTOHHIl kopobui

KOHTpPOIb cepii
(Tinbkn i3nyHi
Ta XiMiYHi
MeToam
KOHTpOrt0))

3MiHW CTOCYHTbCS OHOBJIEHHS BiAKPUTOI
yacTuHu mactep-canny (ASMF (Version No.:
ADVR/AP/01/2020-10-27)) po3ain 3.2.S.4.2
Analytical procedures
3artBepokeHo: Infrared absorption (GTP/007)
PRESENT Version 0.0., Update of October 2017
General test procedure of Infrared absorption
(GTP/007) 3anponoHoBaHo: Infrared absorption
(GTP/007) PROPOSED ADVR/AP/01/2020-10-
27 General test procedure of Infrared absorption
(GTP/007) BBegeHHs1 3MiH NpoTsirom 6-Tu
MicAUiB Micnsa 3aTBepAXeHHSA. 3miHu | Tuny -
3MiHu 3 gkocTi. A®l. Cuctema
KOHTeWHep/3aKynoproBanbHuii 3acit. 3miHn
napameTpiB cneuudikadin Ta/abo gonyctummnx
MeX, 3a3HayveHux y cneumdikauisx, ans
6e3nocepenHbOi ynakoBkn AP (3BykeHHS
OONYyCTUMMUX MEX, 3a3HaveHux y cneumdikaulisx)
BHECEHHS 3MiH y crneumdikaLito BUMOr 4O BMiCTY
BaXKMX MeTariB B ynakoBLi (MiLLkax 3
nonietTuneHy HU3bkoi winbHocTi (LDPE bag), a
came 3BYXXEHHS NIMITIB (MpuBEAEHHS Yy
BiQMOBIAHICTL i3 gitoyoto Bepcieto USP General
Chapter ans BmicTy Baxkux meTanis). 3miHu |
Tuny - 3MiHn 3 sikocTi. A®l. Cucrema
KOHTeWHep/3aKkynoptoBanbHuUiA 3acit. 3MiHu
napameTpiB cneuudikadin Ta/abo gonyctummnx
MeX, 3a3HayveHux y cneumdikauisx, Ans
6e3nocepenHboi ynakoBku AP (3ByKeHHS
OONYCTUMMUX MEX, 3a3HayeHux y cneumdikaulisix)
BHECEHHS 3MiH y cneumdikaLito BUMOr 4O BMiCTY
HEeneTKoro 3anuLuKy B ynakoBLj (MilLkax 3
nonieTuneHy HU3bKoi wWinsHocTi (LDPE bag), a
came 3BYXXEHHS NIMITIB (MpUBEAEHHS Y
BiQNOBIAHICTb i3 gitovoto Bepcieto USP General
Chapter ons BMICTy HENETKOro 3anuLuky). 3MiHu
| Tuny - 3miHn 3 sikocTi. A®I. Cuctema
KOHTelHep/3akynoptoBanbHuii 3aci6. 3miHa B
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[TpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

MeToAax BunpobyBaHHs 6e3nocepeaHbol
ynakoBku A®I (iHwi 3miHM B MmeTogax
BUNpoOyBaHHSA (BKNtoYakoun 3amiHy abo
[OOMNOBHEHHS)) AoAAaBaHHsA anbTepHaTUBHOMO
meToay BUNpobyBaHHS i3 3aCTOCyBaHHAM
meToavkm ATR ans igeHTudikauii metogom 14
BUNPOMIiHIOBaHHs1 6e3nocepeaHboi ynakoBku
(miwkax 3 nonieTuneHy HM3bKOI LWiNbHOCTI
(LDPE bag)) A®I. 3ateepaxeHo: ldentification a)
Thermal Analysis Or b) By IR The sample is
concordant to the USP Standard
3anponoHoBaHo: Identification a) Thermal
Analysis Or b) By IR (using KBr or ART) a) The
temperature of the endotherms and exotherms in
the thermogram should not differ from those of
the standard by more than 8.00 or b) The
sample is concordant to the USP Standard
3MiHu | Tuny - 3MiHm 3 sikocTi. A®Il. Cuctema
KOHTeWHep/3aKynoproBanbHuii 3acit. 3miHu
napameTpiB cneuudikadin Ta/abo gonyctummnx
MeX, 3a3HayeHuX y cneumdikauisx, onsa
6e3nocepenHboi ynakoBkn AD| (BUny4eHHs
HE3Ha4yHOro nokasHuka crneumgikaii
(Hanpuvknag BUMYyYeHHs 3acTapinioro nokasHuka))
BUYYEHHS HE3HAYHOrO NOKa3HMKa cneumaikauii
6e3nocepeHbOT yNnakoBku (MilLika 3
nonieTuneHy Husbkoi WinsbHocti (LDPE bag))
A®I, a came 6ydpepHoi eMHOCTi. 3MiHu | TNy -
3miHun 3 akocTi. A®l. Cuctema
KOHTelHep/3aKkynoptoBanbHuUiA 3aci6 (iHWwi 3MiHK)
3MiHa y BTOPUHHIN ynakosui A®l, a came
[o[aBaHHs po3Mipy ynakoBku 4°x5” Ta 6”x8”
(CneumdpikaLis NOTPiNHO NamiHOBaHOT yNakoBKM
3 6ap'epom Big coHus (Triple Laminated Sunlight
Barrier (PMS/003)) 3miHeHa 3 BKITHOYEHHSAM
[04aTKoBOro po3mipy 4°x5” t1a 6”x8”). 3miHn |
Tuny - 3MiHn 3 sikocTi. A®Il. CtabinbHicTb. 3MiHa
nepiofy NoBTOPHMX BUNpobyBaHb/nepiogy
36epiraHHsi abo ymoB 36epiraHHs ADI (3a
BiJCYTHOCTi y 3aTBEpOKEHOMY [OChE
cepTugikaTa BignoBigHOCTI €BpoNenchkii
chapmakonei, Lo BKIoYae nepion NnoBTOPHOIO
BUNpobyBaHHs) (Nepiog NOBTOPHOrO
BMNpoOyBaHHsA/nepioa 36epiraHHs) -
36inbLueHHst abo BBeAEHHS nepiogy NOBTOPHOIO
BuNpobyBaHHsa/nepioay 36epiraHHs Ha OCHOBI
pe3ynbTaTiB AOCMiAKEHb Y pearnbHOMY Yaci -
30inbLUEHHs nepiogy NOBTOPHOrO TECTYBAHHSA
A®D| no 42 micauis. 3MiHa BHOCUTLCA Ha OCHOBI
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[TpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

OTPUMaHuX pe3yrnbTaTiB BUNPobyBaHHS
cTabinbHOCTI y peanbHOMy Yaci. 3aTBepaKeHo:
A®I nepiogy NOBTOpHOro TectyBaHHs 36 MicsLiB
npw 36epiranHHi npu t 5:30C 3anponoHoBaHo:
A®I| nepiogy NOBTOPHOrO TECTyBaHHA 42 micauiB
npw 36epiranHHi npu t 5:30C BeeaeHHs 3miH
NpOTArom 6-Tu MicsALB NiCNs 3aTBEPYKEHHS.
3miHu | Tvny - 3miHn 3 akocTi. A®l. KoHTponb
A®l. 3miHa y meTogax BunpobysaHHs AP| abo
BUXiZHOrO MaTepiany/npoMixXHoro
NpoayKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHmutea AdI (iHLwi 3MiHK y
MeTofax BUNpobyBaHHS (BKMOYAKUM 3aMiHy
abo ponoBHeHHsA) ADI abo
BUXIQHOIO/NPOMIDKHOIO NPOAYKTY) BHECEHHS 3MiH
y MeToam koHTponto AD| [apyHasipy, a came
3MiHM CTOCYIOTbCSl OHOBMEHHSI BiAKPUTOI
yacTuHu mactep-canny (ASMF (Version No.:
ADVR/AP/01/2020-10-27)) po3gin 3.2.5.4.2
Analytical procedures 3atBepmkeHo: Applicant
part of ASMF (Version No.: ADVR/AP/01/2020-
10-27) Section 3.2.S.4.2 Analytical procedures
General test procedure of Residue on
Ignition/Sulfated Ash (GTP/004)
3anponoHoBaHo: PROPOSED
ADVR/AP/01/2020-10-27 General test procedure
of Residue on Ignition/Sulfated Ash (GTP/004)

35.

OAPYHABIP
KPKA

TabneTkn, BKpUTI
NniBKOBOKO
o6onoHkoto, no 600
mr; no 30 TabneTok
y chnakoHi 3
nonietTuneHy
BUCOKOI LLiNbHOCTI 3
noninponineHoBo
KPULLKOHO, LLO
3aKpyyyeTbCs, i3
3axMCTOM Bif
BiAKPVBaHHS OiTbMU;
no 2 pnakoHn y
KapTOHHiI kopobLyi

KPKA, a.4.,
Hoso mecto

CnoBeHisi

KPKA, a.4.,
HoBo mecrTo,
CroBeHis
(BUpOBHMLTBO
"in bulk",
nepBuHHe Ta
BTOPVHHE
nakyBaHHs1,
KOHTpOmb Ta
BUMYCK cepii;
KOHTpOrb cepii
(Tinbku i3nyHI
Ta XiMiyHi
MeToau
KOHTpOTH0))

CnogBeHisi

BHECEHHS1 3MiH O peecTpauinHMX maTtepianis:
3miHu | Tvny - 3miHm 3 gkocTi. APl KoHTponb
A®I. 3miHa y MeToax BunpobyBaHHs ADI abo
BMXigHOro MaTtepiany/npoMixxHoro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCH Y
npoueci BUpobHmuTea ADI (iHWi 3MiHK Yy
mMeToAax BUNPobyBaHHS (BKNOYaoUn 3amiHy
abo ponoBHeHHSA) ADI abo
BWXiAHOro/NPOMIXKHOrO NMPOAYKTY) BHECEHHS 3MiH
y Mmetoau koHTpornto A®| apyHasipy, a came
3MiHM CTOCYIOTbCSl OHOBIEHHSI BiOKPUTOT
YactuHu mactep-daiiny (ASMF (Version No.:
ADVR/AP/01/2020-10-27)) po3ain 3.2.5.4.2
Analytical procedures
3atBepakeHo: Infrared absorption (GTP/007)
PRESENT Version 0.0., Update of October 2017
General test procedure of Infrared absorption
(GTP/007) 3anponoHoBaHo: Infrared absorption
(GTP/007) PROPOSED ADVR/AP/01/2020-10-
27 General test procedure of Infrared absorption
(GTP/007) BBeaeHHsi 3miH npoTtsirom 6-Tu
MicauiB nicnsa 3aTBepaXeHHs. 3miHu | Tuny -

3a
peuenmom

UA/17159/01/02
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[TpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

3MiHu 3 gkocTi. A®l. Cuctema
KOHTEeWHep/3aKkynoptoBanbHuUiA 3acit. 3miHu
napameTpiB cneuudikadin Ta/abo gonyctummx
MeX, 3a3HayeHunX y cneumdikauisx, onsa
6e3nocepeaHboi ynakoBku A®| (3ByKeHHS
[OMYCTUMMUX MEX, 3a3Ha4YeHuX y cneundikaLlisix)
BHECEHHS 3MiH Y cneumdikauito BUMOr 4O BMICTY
BaXXKMX MeTariB B ynakoBLi (MiLLkax 3
nonieTuneHy Hu3bKoi wWinsHocTi (LDPE bag), a
caMme 3BY)XeHHS NiMiTiB (NpuBeaeHHs y
Bi4NOBIgHICTb i3 gitovoto Bepcieto USP General
Chapter gns BmicTty Baxxkmx meTtanis). 3MiHm |
TMny - 3MiHK 3 akocTi. APl Cuctema
KOHTElHep/3aKkynoproBanbHuii 3acit. 3miHn
napameTpiB cneuudikauin Ta/abo gonyctTummx
MeX, 3a3HayeHunX y cneumdikauisx, ona
6e3nocepenHbOi ynakoBkn AP (3ByKeHHSA
[OMYCTUMUX MeX, 3a3Ha4YeHunX y cneuudikadisx)
BHECEHHS 3MiH Y cneumdikaLito BUMOr 4O BMICTY
HerneTKOro 3anuLuKy B yNakoBLi (Milukax 3
nonieTuneHy Hu3bkoi wWinsHocTi (LDPE bag), a
came 3BY)XeHHS NiMiTiB (MpuBeaeHHs y
BiANOBIgHICTb i3 gitovoto Bepcieto USP General
Chapter anst BMicTy HeneTkoro 3anuLuky). 3mMiHu
| Tuny - 3MiHu 3 sikocTi. ADL. Cuctema
KOHTeWHep/3aKkynoptoBarnbHui 3aci6. 3MiHa B
MeToax BUNpobyBaHHs 6e3nocepeaHboil
ynakoBku A®I (iHwi 3miHM B MeTodax
BMNpobyBaHHs (BKMo4aoum 3amiHy abo
[OMNOBHEHHS)) AoAaBaHHs anbTepHaTUBHOMO
MeToay BUNpobyBaHHs i3 3aCTOCYBaHHSAM
MeToavkn ATR ans igeHTudikauii metogom 14
BUMNpPOMIiHIOBaHHS 6e3nocepeHbOoi ynakoBKu
(miwkax 3 nonieTuneHy HM3bKOT LWiNbHOCTI
(LDPE bag)) A®Il. 3atBepaxeHo: Identification a)
Thermal Analysis Or b) By IR The sample is
concordant to the USP Standard
3anponoHoBaHo: Identification a) Thermal
Analysis Or b) By IR (using KBr or ART) a) The
temperature of the endotherms and exotherms in
the thermogram should not differ from those of
the standard by more than 8.00 or b) The
sample is concordant to the USP Standard
3MiHn | TUny - 3miHm 3 gkocTi. APl. Cuctema
KOHTEMHep/3aKynoproBanbHuii 3acio. 3miHn
napameTpiB cneuudikauin Ta/abo gonycTummnx
MeX, 3a3HavyeHux y cneumdikauisx, ans
6e3nocepenHbOi ynakoBkn APl (BUnyyYeHHs
He3Ha4yHoro nokasHuka cneumgikawii
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

(Hanpuknag BUNYYEeHHSs 3acTapinoro nokasHuka))
BUMYYEHHS HE3HAYHOro MoKa3HuKa cneumgikadii
6e3nocepeHbOi yNakoBku (Milka 3
nonietTuneHy HU3bKoi wWinsHocTi (LDPE bag))
AdI, a came BydepHoi eMHOCTI. 3miHu | TUNYy -
3MiHu 3 gkocTi. A®l. Cuctema
KOHTeWHep/3aKynoptoBanbHWiA 3aci6 (iHLWi 3MiHW)
3MiHa y BTOpUHHIN ynakosui A®l, a came
[ofaBaHHs po3Mipy ynakoBku 4”x5” Ta 6"x8”
(Cnevuudpikauis NOTpiiHO NamMiHOBaHOI ynakoBKM
3 B6ap'epom Big coHus (Triple Laminated Sunlight
Barrier (PMS/003)) amiHeHa 3 BKMHOYEHHSAM
[o4aTtkoBoro po3mipy 4°x5” T1a 6”x8”). 3MiHu |
Tuny - 3MiHn 3 skocTi. A®Il. CtabinbHicTb. 3MiHa
nepiogy NoBTOPHKX BUNpobyBaHb/nepiogy
36epiraHHsi abo ymoB 36epiraHHs AdI (3a
BiJCYTHOCTI y 3aTBEpPAXXEHOMY AOChE
cepTudikaTa BignoBigHOCTI €Bponeiichbkii
tbapmakonei, Wo BKNtoYae nepios NOBTOPHOro
BMNpoOyBaHHS) (Nepiof NOBTOPHOTO
BMNpoOyBaHHs/nepiog 36epiraHHs) -
36inblueHHst abo BBeAEeHHS nepiogy NOBTOPHOIro
BuNpobyBaHHsA/nepiody 36epiraHHs Ha OCHOBI
pesynbTaTiB 4OCNIOKEHb Y peanbHOMYy Yaci -
36inbLUeHHs Nepiofy NOBTOPHOIO TECTYBaHHS!
A®I| 0o 42 micauis. 3MiHa BHOCUTLCS HA OCHOBI
OTPUMaHNX pe3yrbTaTiB BUNPOOyBaHHS
cTabinbHoOCTi y peanbHOMy Yaci. 3aTBepaxeHo:
A®I| nepiogy NOBTOPHOro TecTyBaHHsA 36 micauis
npu 36epiranHi npu t 5£30C 3anponoHoBaHo:
A®I nepiogy NoBTOPHOro TecTyBaHHs 42 Micsuis
npwu 36epiranHi npu t 5:30C BeeaeHHs 3MiH
NPOTArom 6-T MicsALIB NiCNS 3aTBEPOXKEHHS.
3miHu | Tuny - 3miHm 3 sikocTi. ADI. KoHTponb
A®Il. 3viHa y meToaax BunpobyBaHHA A®| abo
BUXiZHOrO MaTepiany/npoMixXHoro
npoaykTy/peareHTy, Lo BUKOPUCTOBYETLCH Y
npoueci BUpobHuuTea AP (iHWwi 3MiHK Y
mMeToAax BUNpobyBaHHSA (BKIMIOYAKUN 3aMiHY
abo gonoBHeHHs1) API abo
BVXiAHOro/MPOMIDKHOrO MPOAYKTY) BHECEHHS 3MiH
y meToau koHTponto A®| [lapyHasipy, a came
3MiHM CTOCYIOTbCSl OHOBMEHHS BiAKPUTOI
yactuHn mactep-caiiny (ASMF (Version No.:
ADVR/AP/01/2020-10-27)) po3ain 3.2.5.4.2
Analytical procedures 3aTBepaxeHo: Applicant
part of ASMF (Version No.: ADVR/AP/01/2020-
10-27) Section 3.2.S.4.2 Analytical procedures
General test procedure of Residue on
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[TpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi6HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
Ignition/Sulfated Ash (GTP/004)
3anponoHoBaHo: PROPOSED
ADVR/AP/01/2020-10-27 General test procedure
of Residue on Ignition/Sulfated Ash (GTP/004)
36. | DAPYHABIP TabneTku, BKPUTI KPKA, a.4., CrnoBeHis KPKA, a.4., CnoBeHisi BHECEHHS1 3MiH O peecTpauiiHMX maTtepianis: 3a - UA/17159/01/03
KPKA NniBKOBOIO HoBo mecto HoBo mecTo, 3MminHn | TMny - 3miHn 3 sikocTi. A®Il. KoHTponb peuenmom
o6onoHkoto, no 800 CnoBeHis A®I. 3miHa y meTogax BunpobyBaHHst APl abo
mr no 30 Tabnetok y (BpPOGHULTBO BMXiAHOro martepiany/npoMixxHoro
cdnakoHi 3 "in bulk", npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
nonieTuneny nepBuHHE Ta npoueci BupobHmutea A®I (iHLwi 3MiHK y
BWCOKOI LLiNIbHOCTI 3 BTOPUHHE mMeToaax BUNpobyBaHHS (BKNOYaUM 3amiHy
noninponineHoBoto nakyBaHHs, abo gonoBHeHHs1) ADI abo
KPULLKOHO, LLO KOHTpOnb Ta BWXi4HOro/NPOMIXKHOrO NMPOAYKTY) BHECEHHS 3MiH
3aKpy4yeTbCs, i3 BMNYCK cepii; y metoam koHTpomtio A®| lapyHasipy, a came

3axXUCTOM Big
BiAKPUBAHHA OiTbMU;
no 1 cnakoHy y
KapTOHHil kopobui

KOHTpPOIb cepii
(Tinbkn i3nyHi
Ta XiMiYHi
MeToam
KOHTpOrt0))

3MiHW CTOCYHTbCS OHOBJIEHHS BiAKPUTOI
yacTuHu mactep-canny (ASMF (Version No.:
ADVR/AP/01/2020-10-27)) po3ain 3.2.5.4.2
Analytical procedures
3artBepokeHo: Infrared absorption (GTP/007)
PRESENT Version 0.0., Update of October 2017
General test procedure of Infrared absorption
(GTP/007) 3anponoHoBaHo: Infrared absorption
(GTP/007) PROPOSED ADVR/AP/01/2020-10-
27 General test procedure of Infrared absorption
(GTP/007) BBegeHHs1 3MiH NpoTsirom 6-Tu
MicauiB Micnsa 3aTBepaAXeHHS. 3miHu | Tuny -
3MiHu 3 skocTi. A®Il. Cuctema
KOHTeWHep/3aKkynoptoBanbHuUiA 3acit. 3MiHu
napameTpiB cneuudikadin Ta/abo gonyctummnx
MeX, 3a3HayveHux y cneumdikauisx, Ans
6e3nocepenHbOi ynakoBku AP (3ByKeHHS
OONYyCTUMMUX MEX, 3a3HaveHux y cneumdikaLlisix)
BHECEHHS 3MiH y cneumdikaLito BUMOr 4O BMiCTY
BaXKMX MeTariB B ynakoBLi (MiLLkax 3
nonieTuneHy HU3bkoi winsbHocTi (LDPE bag), a
came 3BYXXEHHS NIMITIB (MpuBEAEHHS Yy
BiQMNOBIAHICTb i3 gitovoto Bepcieto USP General
Chapter ans BmicTy Baxkux meTanis). 3miHu |
Tuny - 3MiHn 3 sikocTi. A®l. Cucrema
KOHTeWHep/3aKkynoptoBanbHuUiA 3acit. 3MiHu
napameTpiB cneuudikadin Ta/abo gonyctummx
MeX, 3a3HajveHux y cneumdikauisx, ons
6e3nocepenHboi ynakoBku AP (3ByKeHHS
OONYCTUMMUX MEX, 3a3HayeHux y cneumdikaulisix)
BHECEHHS 3MiH y creumdikaLito BUMOr 4O BMiCTY
HEeNeTKOro 3anuLuKy B ynakoBLj (Milukax 3
nonieTuneHy HU3bKoi wWinsHocTi (LDPE bag), a
came 3BYXXEHHS NIMITIB (MpUBEAEHHS Y
BiQNOBIAHICTb i3 gitoyoto Bepcieto USP General
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi6HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1

Chapter onst BMicTy HeneTkoro 3anuiuky). 3mMiHu
| Tuny - 3miHn 3 akocti. A®I. Cuctema
KOHTeHep/3aKynoptoBarnbHuiA 3aci6. 3MiHa B
MeTodax BunpobyBaHHs 6e3nocepeaHbol
ynakoBku A®I (iHwi 3miHM B MmeTogax
BUNpoOyBaHHSA (BKNtoYatoun 3amiHy abo
[OOMNOBHEHHS)) AoAaBaHHsA anbTepHaTUBHOIO
meToay BUNpobyBaHHS i3 3aCTOCyBaHHAM
meToavkn ATR ans igeHTudikauii metogom 14
BUNPOMIiHIOBaHHs1 6e3nocepeaHboi ynakoBku
(miwkax 3 nonieTuneHy HM3bKOI LWiNbHOCTI
(LDPE bag)) A®I. 3ateepaxeHo: ldentification a)
Thermal Analysis Or b) By IR The sample is
concordant to the USP Standard
3anponoHoBaHo: Identification a) Thermal
Analysis Or b) By IR (using KBr or ART) a) The
temperature of the endotherms and exotherms in
the thermogram should not differ from those of
the standard by more than 8.00 or b) The
sample is concordant to the USP Standard
3MiHun | Tuny - 3mim 3 sikocTi. A®Il. Cuctema
KOHTeWHep/3aKynoproBanbHuii 3acit. 3miHu
napameTpiB cneuudikadin Ta/abo gonyctummnx
MeX, 3a3HayeHuX y cneumdikauisx, ona
6e3nocepenHboi ynakoBku AD| (BUny4YeHHs
HE3Ha4yHOro nokasHuka crneungikadii
(Hanpvknag BUMYYEHHS 3acTapinoro NokasHuka))
BUMYYEHHS HE3HAYHOro NoKasHWkKa cneumdikadii
6e3nocepeHbOI yNnakoBku (Millika 3
nonieTuneHy Husbkoi WinsbHocti (LDPE bag))
A®I, a came 6ydpepHoi eMHOCTi. 3MiHu | TNy -
3miHun 3 akocTi. A®l. Cuctema
KOHTelHep/3aKkynoptoBanbHuUiA 3aci6 (iHWwi 3MiHK)
3MiHa y BTOPUHHIN ynakosui A®l, a came
[o[aBaHHs po3Mipy ynakoBku 4°x5” Ta 6”x8”
(Cneumdikauis noTpilHO NamiHOBaHOT yNakoBKM
3 6ap'epom Big coHust (Triple Laminated Sunlight
Barrier (PMS/003)) 3aMiHeHa 3 BKMIOYEHHSM
[oaaTkoBoro po3mipy 4"x5” t1a 6”x8”). 3miHn |
Tuny - 3MiHK 3 sikocTi. A®Il. CtabinbHicTb. 3miHa
nepiofy NOBTOPHMX BUMpobyBaHb/nepiogy
36epiraHHsi abo ymoB 36epiraHHs ADI (3a
BiJCYTHOCTi Y 3aTBEpPOXEHOMY [OChE
cepTugikaTa BignoBigHOCTi €Bponeichbkii
chapmakonei, Lo BKoYae nepion NnoBTOPHOIO
BMNpobyBaHHs) (Nepiof NOBTOPHOrO
BMNpobyBaHHsA/nepioa 36epiraHHs) -
36inbLueHHst abo BBeAEHHS nepiogy NOBTOPHOIO
BuNpobyBaHHsa/nepiogy 36epiraHHs Ha OCHOBI
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pesynbTaTiB 4OCNiOKEHb Y peanbHOMY Yaci -
36inbLUeHHs nepiofgy NOBTOPHOMO TECTYBaHHS
A®I oo 42 micsuis. 3MiHa BHOCUTLCSA Ha OCHOBI
OTPUMaHuX pe3yrnbTaTiB BUNpPobyBaHHS
cTabinbHOCTI y peanbHoMy Yaci. 3aTBepaKeHo:
A®I nepiogy NoBTOpHOro TectyBaHHs 36 MicsLiB
npw 36epiranHi npu t 5:30C 3anponoHoBaHo:
A®I| nepiogy NOBTOPHOrO TECTYBaHHA 42 MicauiB
npw 36epiranHi npu t 5:30C BeeaeHHs 3MiH
NpOTArom 6-Tu MicsALB NiCNs 3aTBEPYKEHHS.
3minu | Tvny - 3miHn 3 akocTi. A®l. KoHTponb
A®l. 3miHa y meTogax BunpobysaHHs AP| abo
BUXiZHOrO MaTepiany/npomMixXHoro
NpoayKTy/peareHTy, L0 BUKOPUCTOBYETLCH Y
npoueci BupobHuutea AdI (iHLwi 3MiHK y
MeTofdax BUNpobyBaHHS (BKMOYAKUM 3aMiHy
abo ponoBHeHHsA) ADI abo
BUXIQHOTO/NPOMIDKHOIO NPOAYKTY) BHECEHHS 3MiH
y MeToau koHTponto Ad| [apyHasipy, a came
3MiHM CTOCYIOTbCSl OHOBMEHHSI BiAKPUTOI
yacTuHu mactep-danny (ASMF (Version No.:
ADVR/AP/01/2020-10-27)) po3gin 3.2.5.4.2
Analytical procedures 3aTtBepmxeHo: Applicant
part of ASMF (Version No.: ADVR/AP/01/2020-
10-27) Section 3.2.S.4.2 Analytical procedures
General test procedure of Residue on
Ignition/Sulfated Ash (GTP/004)
3anponoHosaHo: PROPOSED
ADVR/AP/01/2020-10-27 General test procedure
of Residue on Ignition/Sulfated Ash (GTP/004)

37.

OE3WPETT

TabneTkn, BKpUTI
NniBKOBOO
obonoHkoto, 0,075
Mr; no 28 TabneTok
y 6nicTepi; no 1 abo
3 6nictepu B
KapTOHHiI kopobui

3eHTiBa, K.C.

Yecbka
Pecnybnika

BMPOGHMLUTBO
roToBOro
NPOAYKTY,
nakyBaHHs1,
KOHTPOIb SIKOCTI,
BUMYCK cepii:
TlabopaTopioc
JleoH dapma,
C.A., IcnaHis
MikpobionoriyHm
1 KOHTPOTb:
JIABOPATOPIO
EYABAPHE,
C.A., Icnanisa
anbTepHaTUBHa
ninsiHka ans
BTOPWHHOIO
nakyBaHHs:
TOB

Icnania

BHECEHHS1 3MiH [0 peecTpauiHuX maTtepianis:
3MiHn | TUny - 3MiHK 3 sKocTi. FoToBMN
nikapcbkuii 3aci6. KoHTponb JOMOMiXHMX
peyoBuH. 3miHa y MeToaax BUNpobyBaHHSA
[OMOMIXKHOI pe4OBUHU (HE3HAYHI 3MiHW Y
3aTBEPKEHNX MeToAax BUNpobyBaHb) —
He3Ha4Hi 3MiHV B 3aTBEpAXXeHOMY MeTogi
BUNpobyBaHHs «KinbKicHe BU3Ha4YeHHA» Ans
gonomixHoi pevoBuHu RRR-a-Tokodepon (GC).
3miHu | TNy - 3miHK 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa y meToaax
BUNPOBYBaHHS rOTOBOrO Nikapcbkoro 3acoby
(He3HayHa 3miHa y 3aTBEpAKEHUX MeToAaxX
BUNPOBYBaHHS) HE3HAYHI 3MiHW B
3aTBepakeHoMy MeToai BunpobysaHHs 113 3a
nokasHukom «KinbkicHe BU3Ha4yeHHs Ta
opHopiaHicTb BMicTy» Ae3orectpeny (HPLC).

3a
peuenmom

UA/15002/01/01
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"MaHaHTian
IHTerpa", IcnaHis

38.

OETPANEKC
®

TabneTtkn, BKpUTI
NNiBKOBOIO
o6ornoHkoto, no 500
mr, no 15 Tabnetok
y 6nicTepi; no 2 abo
4 6nictepu B
KopobLji 3 KapTOHY

ne
JIABOPATYA
P CEPB'€

®paHuia

JTabopaTopii
Ceps' € IngacTpi

®paHuia

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MiHn | Tuny - 3MiHK 3 sKocTi. FoToBuN
nikapcbkuit 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MmeTogax

BUMNPOBYBaHHS FOTOBOrO NiKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBepAXeHNX meTodax
BUNpobyBaHHs) - BHeceHHs1 amiH go p.3.2.P.5.2
AHaniTU4Hi MeToauKkn, a came moamdikauis
NPUrOTYBaHHS PO3YMHIB AN KiNbKiICHOro
BMU3HAYEHHS Ail04Oi peYOBUHM (LOCNILKYBAHOMO
PO3YMHY | PO3YMHY MOPIBHAHHS) —
BMPOBaXEHHSI NiOKNCIEHHS
anmeTtuncynbdokeunay 3a gonomoroto 0,1%
(06/06) MypaLUMHOI KNCNOTK 3aMiCTb

BukopucTaHHa IMCO Ta HarpiBaHHs Big 85 oo

95°C Kpim TOro, 3asiBHMK KOPUCTYETHCS
MOXIUBICTIO NMOBIZOMUTH, LLO yNbTpa
BMCOKOEEKTUBHY PiANHHY XpomMaTtorpadito
(YBEPX), sika Bignosigae sumoram Ph. Eur.
2.2.46, «MeToan xpomatorpacpiyHoro
po3aineHHsa», 6yno HanawToBaHo. BignosigHo
[0 NYHKTY «KopuryBaHHs ymoB
XpomartorpadyBaHHA», nepepaxoBaHux y Ph.
Eur. 2.2.46, «mexi, B SKMX MOXYTb KOPUryBaTucs
pi3Hi NnapameTpu xpomaTorpadidyHoi cuctemm
Onsi BiANOBIAHOCTI KpUTepisiM NpuaaTHocTi 6e3
dyHAaMeHTanbHoi nepepobkyn MeTOANKNY
BUKOHYIOTbCS.

be3
peuenma

UA/4329/01/01

39.

OETPAJIEKC
® 1000 MI"

TabneTkn, BKpUTI
NniBKOBOO
obonoHkoto, no 1000
Mr, no 9 TabneTok y
Gnictepi; no 2
Gnictepn B Kopobui
3 KapToHy; no 10
TabneTtok y bnictepi;
no 3 abo 6 6nictepis
B KOpOOLji 3 KapTOHY

ne
JIABOPATYA
P CEPB'E€

®paHuia

ITabopaTopii
Ceps' € IHpacTpi

®paHuia

BHECEHHS 3MiH [0 peecTpauiiHiX MaTepianis:
3MiHn | Tuny - 3MiHK 3 sKocTi. FoToBuM
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa y meToaax

BMNPOOYBaHHSA rOTOBOTO NiKapCbKoro 3acoby
(He3HayHa 3miHa y 3aTBEpAKEHUX MeToAax
BUNpobyBaHHs) - BHeceHHst 3amiH go p.3.2.P.5.2
AHaniTuyHi MeToauku, a came moaudikauis
NPUroTyBaHHA PO34YMHIB AN KiNbKiCHOro
BM3HAYEHHSI [itl040T pevyoBUHU (OCNigXKyBaHOro
PO3YMHY | PO3YNHY MOPIBHAHHSA) —
BMNPOBaAXEHHS NiAKUCNEHHS
anmeTtuncynedokeuay 3a gornomorowo 0,1%
(06/06) MypaLUMHOI KUCNOTK 3aMiCTb

BukopucTaHHa IMCO Ta HarpiBaHHs Big 85 no

95°C Kpim Toro, 3asaBHVK KOPUCTYETLCS
MOXITUBICTIO MOBIAOMUTH, LLIO yNbTpa
BUCOKOEEKTUBHY PiAMHHY XpomaTtorpadito
(YBEPX), sika BignoBigae Bumoram Ph. Eur.

be3
peuenma

UA/4329/01/02
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi6HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
2.2.46, «MeTogu xpomaTtorpadiyHoro
po3gineHHsi», 6yno HanawToBaHo. BignosigHo
[0 NYHKTY «KopuryBaHHs ymoB
XpomarorpadyBaHHaA», nepepaxoBaHux y Ph.
Eur. 2.2.46, «mexi, B IKMX MOXYTb KOpUryBaTucs
pi3Hi NapameTpu xpomatorpadiyHoi cuctemm
ONs BigNOBIQHOCTI KpUTepisM NpuaaTHOCTI 6e3
hbyHAamMeHTanbHOi nepepobkn METOANKNY
BUKOHYIOTbCS.
40. | QUrOKCUH PO34MH AN iH'EKLN, ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a - UA/5751/02/01
0,25 mr/mn, no 1 mn o6GMeXeHo 0B6MEXeEHOI0 3miHn | Trny - 3miHK 3 aKocTi. [oToBUIA peuenmom
B amnyni; no 10 BigNoBiganbHi BigNoOBiganbHiCT nikapcbkuii 3aci6. KoHTponb rotoBoro
amnyn y nadui 3 CTHO to "docnigHni nikapcbkoro 3acoby. 3MmiHa napameTpis
KapToHy; no 1 mn B "®apmaueBTn 3asog "MHUJIC", cneuudikauin Ta/abo 4OMYCTUMUX MEX roTOBOro
amnyni; no 10 amnyn | 4YHa KOMNaHia YkpaiHa nikapcbkoro 3acoby (BUNyYeHHs1 He3HaYHOro
y 6nictepi; no 1 "3popos's" (kOHTpPOIb nokasHuKa (Hanpuknag 3actapinoro nokasHuka,
Gnictepy B nayui 3 SIKOCTI, BUMYCK Takoro Sk 3anax Ta cMak, abo igeHTudikauis
KapToHy; no 1 mn B cepii); GapBHWKIB Y1 CMaKOBUX 406GABOK)) BUMYYEHHS
amnyni; no 5 amnyn ToBapucTBo 3 NokasHuka «AHoMarnbHa TOKCUYHICTbY i3
y 6nicTepi; no 2 obmexxeHoto Creundpikauii Ta meTogis koHTponio M3
Gnictepy B nayui 3 BigNoOBiganbHiCT
KapTOHY 10
"dapmaLeBTUYH
a KoMnaHis
"3popos'sa”,
YkpaiHa (Bci
cTagii
BUPOGHMLTBA,
KOHTPOIb SIKOCTI,
BMNYCK cepii)
41. | AN®EHTIAPA | kpucTaniyHui ToBapucTBo 3 YkpaiHa LiayH OyHioe Kutan BHECEHHS 3MiH [0 peecTpauiiHiX MaTepianis: - - UA/17099/01/01
MIHY NOPOLLIOK obmexeHoto dapmacbioTikan 3MiHn | Tuny - 3MiHu 3 gkocTi. A®l. CTabinbHICTb.
FIAPOXINOPU | (cybcTaHuis) y BignoBiganbHi Ko., ITa. 3miHa nepiogy noBTOpHUX BUNpobyBaHb/nepioay
a nonieTMneHoBoMy cTio 36epiraHHs abo ymoB 36epiraHHs ADI (3a
nakeri, sikum "XapkiBcbke BiZJICYTHOCTi y 3aTBEPAXXEHOMY JOCLE
BKIagaeTbes y dapmaueBTuy cepTudikaTa BignoBigHOCTi EBpoONechbkKin
anoMiHieBUA nakeT He chapmakonel, Lo BKoYae nepiog NnoOBTOPHOMO
onsa nianpueMcTBO BUNpoOyBaHHSA) (Nepiog NOBTOPHOIO
dapmaLeBTUHHOIO "3popos's BUNpobyBaHHs/nepioa 36epiraHHs) -
3acToCyBaHHS Hapoay" 36inbLieHHs abo BBeAeHHsI nepiogy NOBTOPHOIO

BUNpobyBaHHsA/nepiogy 36epiraHHs Ha OCHOBI
pe3ynbTaTiB AoChigKeHb Y peanbHOMY Yaci.
3MiHu TepMiHy npuaatHocTi ADI
IndeHrigpaminy rigpoxnopuay i3 2 pokis Ha
TEPMiH NepPeKoHTPO0 4 POKN Ha OCHOBI
NO3NTMBHMX pe3ynbTaTiB AoCNiMKeHb
cTabinbHOCTI y peanbHOMy Yaci 3aTBepaXeHo:
TepMmiH npuaaTHOCTi 2 poku. 3anponoHOBaHO:
TepMiH NepekoHTponto 4 poku
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi6HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
42. | ENbAENPUN | Tabnetku no 5 mr, OpioH OiHnaHain OpioH diHnaHaina BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a - UA/5566/01/01
no 100 TabneTok y KopnopeniH KopnopeniuH, 3MiHn | TUny - 3MiHK 3 sKocTi. FoToBuN peuenmom
cdnakoHi; no 1 iHnsaHgis; nikapcbkuii 3aci6. KoHTponb rotoBoro
dnakoHy B OpioH nikapcbkoro 3acoby. 3miHa y meTogax
KapTOHHiI kopobui KopnopeniiuH, BMNPOBYBaHHSI rOTOBOTO Nikapcbkoro 3acoby
dinnaHain (He3Ha4Ha 3MiHa y 3aTBepoKEHUX MeToaax
(anbTepHaTMBHU BUNPoBYyBaHHS) BHECEHHS HE3HAYHMX 3MiH Y
1 BUPOBHUK, L0 METOAMKY BUNPOBYBaHHS 32 NOKa3HMKOM
30iACHI0E «P0O34mMHEHHSs».
nepBUHHE Ta
BTOPUHHE
nakyBaHHs,
BUNYCK cepint)
43. | ENNMEPEHOH | nopoluok IHpycTpiane ITanisa IHpycTpiane ITanisa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: - - UA/12189/01/01
MIKPOHI3OB | (cybcTaHuis)y Kimika, c.p.n. Kimika c.p.n. 3minn Il TMny - 3miHm 3 akocTi. ADI. (iHwWi 3miHK)
AHUNA NOABINHNX oHoBrneHHst DMF Ha A®I ennepeHoHy Big
nonieTuneHoBmx 3aTBepaKeHoro BMpobHuka Industriale Chimica,
nakeTax ans S.R.L, ITanis, 3 BignosiaHuMn 3amiHamu B
hapmaLeBTUYHOro cneumdikauii Ta metTogax koHTponto AL B
3acTOCyBaHHA MEeTOAax KOHTPOJIO BUMPABIEHO NOCUIAHHSA 3a
nokasHukom «CynbdaTtHa 3ona» 3 USP <281>
Ha Ph.Eur. 2.4.14. BunyyeHo metopg «Baxki
meTanuy, «MikpobinoriyHa uincToTay, 4oAaHo
meToZa BUNpobyBaHHS « TpuxnopaueToHITpun»,
«TpuxnopaueTtamig», OHOBMEHO METOA
«KinbkicHe BU3HaYeHHs».
B3atBepaxeHo: DMF Bepcis 2015/05/21
3anponoHosaHo: DMF Bepcis 2022/02/14
44. | XAHIH® TabneTkn, BKpUTI Banep Al Himeuunna MOBHUW LKN HimeuunHa BHECEHHS 3MiH O peecTpauiiHiX maTepianis: 3a He UA/5169/01/01
obonoHkoto; no 21 BUPOGHMLTBA: 3MiHu | Tuny - 3miHn Wwopo peuenmom nionsieae
Tabnetui y 6nictepi Banep Banmap 6esnekn/edekTMBHOCTI Ta hbapmakoHarnagy
3 KaneHaapHo v6X i Ko. KT, (iHLWi 3MiHW) - 3MiHK BHECEHO A0 IHCTPYKUii ANns
LuKarnoto; no 1 HimeuuunHa; ME[MYHOrO 3aCTOCYBaHHS NikapcbKoro 3acoby
6nictepy pasom 3 nepBrHHa Ta o po3giny "OcobnueocTi 3acTocyBaHHs"
naneposum BTOPUHHA OHOBIeHHS iHdopmalLii Wwopao besnekn
MilLleYkoM B ynakoBka: bawep OOMOMDKHUX peqoBUH BBeaeHHs 3MiH npoTarom

KapTOHHIN navui

Al', HimevyunHa

3-x MicsiuiB nicns 3aTBEpMHKEHHS; 3MiHU | TUny -
3MmiHu Wwoao 6e3nekn/edeKkTUBHOCTI Ta
apmakoHarnsgy. 3miHa y KopoTkii
XapaKTepuCTULi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHSs! Ta iHCTPYKUii ANa MeAN4HOro
3aCTOCyBaHHS Ha MiACTaBi perynsipHo
OHOBIIOBAHOrO 3BiTY 3 6e3neky NikapcbKoro
3acoby, abo gocnigxeHb 3 6e3neku
3aCToCyBaHHS nikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepioa, abo sik pesynbtaT
OLLiHKM 3BiTY 3 JOCHIOKEHb, NPOBEAEHUX
Bi4NOBIQHO A0 NnaHy negiaTpuyHMX AoChigXeHb
(PIP) (iHwi 3miHK) - 3MiHM BHECEHO A0 iHCTPYKLi
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0N MEQMYHOro 3aCTOCYBaHHSI NikapCbKoro
3acoby go po3aginis "OcobnueocTi
3acTocyBaHHs", "lMobivHi peakuii" BignosigHo Ao
OHOBIEHOI iHchopmalii 3 6esneku aitoyoi
PEYOBUHM CTOCOBHO MOXITMBOCTi €K30reHHNX
eCTeporeHiB iHOyKyBaT CUMMTOMIB CNagKoBOro
Ta HabyTOro aHrioHEBPOTUYHOIO HabpPsIKy
BBegeHHs 3miH npoTsarom 3-x MicauiB nicns
3aTBepAKEHHST; 3MiHu | Tuny - 3MiHM Woao
6e3nekn/ecekTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOPOTKili XapakTepucTuLi NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKUii Ans
MeOM4YHOro 3acToCcyBaHHS Ha niacTasi
perynsipHoO OHOBMOBAHOIO 3BIiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
3acTocyBaHHS nikapcbkoro 3acoby B
nicnapeecTpauinHuii nepiofd, abo sk pesynbtat
OLiHKM 3BIiTY 3 JOCTiAXEHb, NPOBEAEHMX
BiANOBIQHO OO0 NNaHy nejiaTpu4HMX SOCnioKeHb
(PIP) (3miHy y3rogXeHo 3 KOMNEeTEHTHUM
YNOBHOBa)XEHUM OpraHoMm) - 3MiHN BHECEHO [0
IHCTPYKUIT ANA MeAnYHOro 3acTocyBaHHsA
nikapcbkoro 3acoby oo posainise
"MpoTunokasaHHs", "OcobnuneocTi
3acTocyBaHHsa", "B3aemogis 3 iHWwmMmn
nikapcbkumm 3acobamu Ta iHWi Buan B3aemogin"
OHOBIeHo iHdopMmaLito 3 6e3neku LWwoao
0[JHOYaCHOrO 3aCTOCYBaHHS 3 NiKapCbKUMmn
3acobamu, Lo MICTATb
cocpocbysip/BennaTacsip/Bokcinanpesip
BignosigHo Ao pekomenaauin PRAC BeegeHHs
3MiH NpoTsirom 3-X MicsLiB Nicns 3aTBEpAXXEHHS

45.

3IKAOIA®

Kancynv TBepgi, no
150 mr; no 50
kancyn y énicrepi;
no 3 Gnictepu B
KapTOHHiI kopobui

HosapTic
dapma Al

LLisenuapis

BupobHuuTBO 3a
MOBHUM LMKIOM:
HoBaprtic ®apma
LTenH AT,
LLisenuapis;
KoHTponb sikocTi
(3a BUHATKOM
Tecty
MikpobionoriyHa
yucToTa):
dapmaHanitTuka
CA, Weenuapis

LLisenuapis

BHECEHHS1 3MiH [0 peecTpauinHuX maTtepianis:
3minu Il Tuny - 3miln wopo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsaay.
BHeceHHs1 abo 3miHa(1) fo 3060B'A3aHb Ta yMOB
Buaadi peectpauiiHoro NocBig4eHHs,
BKItoyatoun MNnaH ynpaeniHHA pusukamm
(3acTocyBaHHs 3MiH(K), siki(a) BUMaraoTb(€)
noAanbLUoro o6rpyHTyBaHHS HOBUMM
[04aTKOBUM A@HUMM, WO MaloTb HagaBaTucs
KOMMNETEHTHWM OpraHoM, OCKiflbK/ BUMaraeTbCs
CyTTEBA OLLiHKA KOMMETEHTHUM OpraHoMm)
3asiIBHYKOM OHOBJIEHO NIaH ynpaBniHHS
pusukamu ans nikapcbkoro 3acoby 3ikagis®,
kancynu TBepgi, no 150 mr no 50 kancyn y
6nicTtepi, no 3 6nictepn B KApTOHHI KOPOOLi
3rigHo 3 Bumoramu Ao CtaHAapTU30BaHOro
dopmary MNYP (EMA/PRAC/613102/2015 Rev.2

3a
peuernmom

UA/16003/01/01




41 [TpooBxkeHHs JoaaTka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi6HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
accompanying GVP , Module V Rev.2, Human
Medicines Evaluation Guidance on the format of
the risk management plan (RMP) in the EU —in
integrated format). 3MiHM BHeceHo go 4YacTuH: |
«3aranbHa iHdopmauisy, Il «Cneundikauis 3
6e3nekn», V «3axoau 3 MiHiMi3auii pu3ukiB» Ta
VI «PestoMe nnaHy ynpasniHHA pusmkamm»
46. | 3IKINNAPA kpem 3,75 %; no 250 MELA Ab LBeuis BUPOGHMLTBO, Benuka BHECEHHS1 3MiH O peecTpauiiHMX maTtepianis: 3a - UA/15272/01/01
Mr B calue; no 14 nepBuHHE BpwuTaHis/ 3MiHu | TUny - 3MiHK 3 akocTi. A®I. KoHTporb peuenmom
calle B yrnakoBLi nakyBaHHS, Himeyumna A®I. 3miHa y napameTpax cneuudikadin Ta/abo
BTOPUHHE A0NYyCTUMMUX MEX, BU3HAYEHNX Y creumdikauisx
nakyBaHHs, Ha A®I, abo BMXigHUA/MPOMIXKHWIA
BMNPOOYBaHHS npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y
KOHTPOIIO SIKOCTI npoueci BupobHuuTea AP| (BUNyYeHHs
Ta BUMYCK cepilt: HEe3Ha4yHOro NokasHuKa siKocTi (Hanpuknag,
3M Xenc Kea BUIyYEHHS 3acTapinioro nokasHuka)) -
Nimiten, Benuka BunyyeHHsA HE3Ha4YHOro nokasHuka sKoCTi
BpuTtaHis; «Baxki meTanu» 3i cneumdikauii A®I Imiksimoz;
BUPOGHMLTBO, 3MiHuM | TUny - 3MiHK 3 sikocTi. FoToBUIA
BMNPOOYBaHHS nikapcbkui 3aci6. KoHTponb AONOMDKHMX
KOHTPOSHO SKOCTI peyoBMH. 3MiHa napameTpiB cneumdikaLin
(dbisnko-ximiyHi): Ta/abo [onyCTUMUX MEX A51s1 AONOMIKHOT
C.N.M. PeYoBUHM (BUITyHEHHS 3i cneumndikauii
KoHTpakTt®apma He3Ha4HOro nokasHuka (Hanpuknag 3acTapinoro
m6X, nokasHuka)) - BunyyeHHs He3Ha4yHOro nokasHuka
HimeyuuHa; SKOCTi «Baxkki MeTanmy 3i cneumdikavi
BUNpPOOYBaHHs OOMOMDKHOI PEYOBUHU KUCMOTa i30CTeapnHOBa,
KOHTPOSIO SKOCTI Ta Ak Hacnigok, i3 posainis 3.2.P.4.2, 3.2.P.4.3,
(mikpobionoriyHi) 3.2.P44
: Jlabop NNIC CE i
Ko. KT,
HimeuuuHa;
nepBuHHe
nakyBaHHs1,
BTOPUHHE
nakyBaHHs1,
BBE3EHHSI Ta
BUMNYCK Cepin:
Csicc Kenc
m6X,
HimeyunHa
47. | IBYNPO®EH TabneTku, BKPUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis: bes nionsizae UA/7108/01/01
obonoHkoto, no 200 "TexHonor" "TexHonor" 3MiHu | Tuny - 3miHn Wwopo peuenma

mr, no 10 TabneTok
y 6nictepax; no 10
Tabnetok y 6nictepi;
no 5 Gnictepis y
nayui 3 KapToHy; Mo
10 TabneTok y

6e3nekn/edheKTMBHOCTI Ta dbapmakoHarnsay.
3MiHa y KOpOTKili XapakTepu1cTuLi NnikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLUIi Ans
Me[NYHOro 3aCTOCYBaHHS Ha MiacTaBi
perynsipHO OHOBIIOBAHOrO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
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[TpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

Gnictepi; no 90
GnicTtepiB y kKopobui
3 KapTOHY

3acTocyBaHHS nikapcbkoro 3acoby B
nicnsapeecTpauiiHuii nepiod, abo sk pedynbTaT
OLHKM 3BIiTY 3 JOCTiAXEeHb, NPOBEAEHMX
BiAMNOBIQHO A0 NNaHy negiaTpu4HuX JocnigKeHb
(PIP) (3miHYy y3rogXeHo 3 KOMNEeTEHTHUM
YNOBHOBaXXEHUM OpraHom) - 3MiHN BHECEHO [0
IHCTPYKUIT ANS MeANYHOro 3acToCyBaHHS
nikapcbkoro 3acoby y po3ain "3acTocyBaHHs y
nepiog BariTHocTi abo rogyBaHHs rpyaat”
BiZNOBIQHO O OHOBMEHOI iHhopMaUii Wwoao
6e3nekn 3aCToCyBaHHs! Aito40i peYOBWHM 3rigHO
3 pekomeHgauieto PRAC

48.

IMET® Ans
LITEN 2%

cycneHsis opanbHa,
100 wmr/5 mn, no 100
mn a6o no 150 mn,
abo no 200 mn y
cdnakoHi; no 1
cnakoHy B
KOMMNIEKTI 3
[03younM
NPUCTPOEM Y
KapTOHHil kopobui

BEPJIH-XEMI
Al

HimevuunHa

Bunyck cepin:
BEPNIH-XEMI
Al’, HimeyunHa
BupobHuLTBO
"in bulk",
nakyBaHHs,
KOHTpOnb Ta
BUWMYCK Cepil:
JTabopaTopioc
Ankana ®apma,
C.J1., Icnanis

Himeuumnna/
Icnania

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MiHu | Tuny - 3miHun wopo
6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsay
(iHWi 3MiHK) - 3MiHM BHECEHO B iHCTPYKLitO ANns
MeOMYHOro 3aCTOCyBaHHSA NikapcbKoro 3acoby
0o posginie "Cknag", "OcobnmsocTi
3acTocyBaHHs" Ta "Mo6iyHi peakuii” WwWoao
6e3nekn 3aCToCyBaHHSA AOMOMIKHOI PEYOBMHM 3
BiANOBIOHUMW 3MiHAMK Y TEKCTI MapKyBaHHS
YNaKoBKW NiKapcbkoro 3acoby. A Takox 3miHa
BHOCUTBCS 3 METOH YTOUYHEHHS O po3ainy
"Cknag" MKA N3, y 3B'A3Ky 3 aganTtauieto o
pekomeHaauin Excipient Guideline. BeeaeHHs
3MiH NPOTArom 6 MicsLiB NiCNsA 3aTBEPXKEHHS;
3MiHu | TUny - 3miHun Wwopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
3MiHa y KOpOTKili XapakTepucTuLi NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLUii Ans
ME[MYHOro 3aCTOCYBaHHs Ha NiacTaBi
perynsipHo OHOBMOBAHOIO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHsI Nikapcbkoro 3acoby B
nicnapeecTpauinHuii nepiofd, abo sk pesynbtat
OLiHKM 3BITY 3 JOCNIAKEHb, NPOBEAESHUX
BiANOBIAHO A0 NnaHy negiaTpuyHMX AocnigXeHb
(PIP) (iHwwi 3miHW) - 3MiHN BHECEHO B iHCTPYKLiT
ONst MEAMYHOrO 3aCTOCYBaHHS NMikapcbKoro
3acoby Ao po3sainy "3actocyBaHHs y nepios
BariTHOCTi abo rogyBaHHA rpyaa” BianoBigHoO
[0 OHOBIEHOI iHpopMalii Lwoao 6e3nekn
3aCTOCyBaHHS Ailo40i pevyoBUHN 3rigHO 3
pekomeHgauieto PRAC. BeBefeHHs 3MiH
npoTsirom 6 MicsuiB nicns 3aTBepaKeHHS

6e3
peuenma

He
nidnsieae

UA/14969/01/01

49.

IMYPAH

TabneTku, BKPUTI
NniBKOBOKO
o6ornoHkoto, no 50
mr; no 25 TabneTtok

AcneH ®apma
TpengiHr
Nimiten

Ipnangia

BUPOGHMLTBO,
BMNPOOYBaHHS
KOHTpOrto
SIKOCTI,

Himevuunna/
MiBoeHHa
Adppuka

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3MiHn | Tuny - 3MiHK 3 gxocTi. FoToBMi
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meToaax

3a
peuernmom

UA/0116/01/01




43 [TponoBkeHHs goaaTka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi6HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
y 6nicTepi; no 4 nepBUHHE Ta BMNPoOyBaHHS rOTOBOrO NikapCbkoro 3acoby
6nictepu B BTOPUHHE (He3HayHa 3MiHa y 3aTBepAXeHNX MeTodax
KapTOHHiI kopobuyi nakyBaHHs Ta BUNPoBYyBaHHs) - OHOBINEHHS 3aTBEPAXXEHOIO
BWNYCK Cepint: mMeToAy BUNpobyBaHHs 3a MOKa3HWMKOM
Ekcenna M'mbX i «Po3unHeHHs». 3MiHa nonsrae y JoaaBaHHi
Ko. KT, aBTOMaTM30BaHOro MeToAy 3 BUKOPUCTaAHHAM
HimeuumnHa; npunagy Sotax AT70 smart (cuctema
BUPOGHMLTBO, aBTOMaTUYHOro npobosinbopy) Ha goaaTok Ao
BUNPOOYBaHHSA iCHy04Oro, 3 py4HUM BigGopoM nNpob; 3miHu |
KOHTpPOIo TMny - 3MiHK 3 AKOCTIi. FOTOBUIA NikapCbKMit
SKOCTI, 3acib. KoHTpornb roToBoro nikapcbkoro 3acoby.
nepBUHHE Ta 3miHa y MeTogax BUNpobyBaHHS! rOTOBOrO
BTOPUHHE nikapcbKoro 3acoby (BUIy4YeHHst meToay
naKkyBaHHs: BMNPOOYBaHHS, SKLLO BXe 3aTBepaKeHNN
AcneH CA anbTepHaTUBHUIA METOA) - BUNyYeHHs1 meToay
OnepeiiieHs BUNPOOYBaHHS 3a NOKa3HUKOM «PO34MHEHHS»
(Mi) N4, (YP-cnekTpomeTpist), O Takox
MiBoeHHa BUKOPWCTOBYETLCS AJ151 MOKa3HMKa
Adpuika; «loeHTundikauisi», ockinbkn BUNpobyBaHHS
BTOPUHHE NPOBOANTUMETBLCS IHLUMM 3aTBEPIKEHUM
nakyBaHHS, meTogom YP-cnektpomeTpii; 3miHu | Tuny -
BMNPOOYBaHHS 3MiHM 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6.
KOHTPOIIO SKOCTI KoHTponb roToBoro nikapcbkoro 3acoby (iHLwi
Ta BUNYCK Cepin: 3MiHM) - BUKNageHHs Tekcty MKA ykpaiHcbkolo
AcneH bag- MOBOIO
Onbpecno
v6X,
HimeyunHa
50. | IPUHOCUHAO KOHLIeHTpaT Ans TOB «TeBa YkpaiHa CivgaH ®apma PymyHis/ BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3a - UA/6528/01/01
AH NPUroTyBaHHS YkpaiHa» CPN, PymyHis; ITanis 3MiHu | Tuny - 3MiHn 3 sikocTi. CepTudikaT peuernmom
PO34MHY Ans AxTasic Itanis BignosigHocTi/lE-cepTudikat BignosigHoCTi
iHdpysin, 20 mr/mn; C.n.A, Itania €Bponevicbkin dapmakonei/moHorpadii.
no 2 mn, a6o 5 mn, MogaHHs HoBoro abo OHOBMEHOTO cepTudikaTa
abo 15 mn, abo 25 BignoBigHoCTi abo BUny4eHHs cepTudikata
My donakoHi; o 1 BiANoBIiAHOCTI €Bponencoki hapmakonei: Ans
dnakoHy B nayui ADI; ansa BuxigHoro
KapTOHHIN maTepiany/peareHTy/npoMiXXHOrO NPOAYKTY, Lo
BUKOPUCTOBYOTbCS Yy BUPOOHULTBI ADI; ans
[OOMNOMiXHOT peqoBuHU (cepTudikat
BignoBigHocTi €Bponeincbkii hapmakonei) -
OHoBReHnn cepTudikat Big, y>xe 3aTBEpAXEHOro
BMpOGHMWKa. MNogaHHst oHOBNEHoro ceptudikata
BignoBigHocTi €Bponeincokii papmakonei Ne RO-
CEP 2017-163-REV 01 (3atBepaxeHo: RO-CEP
2017-163-REV 00) ans A®I IpuHoTekany
rigpoxnopuay Tpurigpart Big BXe 3aTBepAXeHoro
BMpobHuka ScinoPharm Taiwan LTD., Taiwan.
51. | KETOOEKCA PO34MH ANs iH'EKLIN, TosapucTBo 3 YkpaiHa TosapucTBo 3 YkpaiHa BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis: 3a He UA/18084/01/01
25 mr/mn; no 2 mn B 0OMEXeHo 0OMeXeHo 3MiHu | TMny - 3miHu Wwoao peuenmom nionsieae
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[TpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

amnyni; no 5 amnyn
y 6nicTtepi; no 2
Bnictepn y kopobui 3
KapTOHyY; Mo 2 MmN B
amnyni; no 10 amnyn
y 6nictepi; no 1
Gnictepy y kopobuij 3
KapTOHY

BiAgNoBiganbHi
CTo
"dapmaueBTn
YHa KOMNaHis
"3gopos's"

BigNoOBiganbHiCT
10
"papmaLeBTUYH
a KoMnaHiga
"3gopos's"

6e3nekn/eceKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOPOTKili XapakTepucTuLi NnikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKUii Ans
MeOMYHOro 3acToCyBaHHSA Ha niacTasi
perynsipHO OHOBIOBAHOIO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigkeHb 3 6e3neku
3acTocyBaHHS nikapcbkoro 3acoby B
nicnsipeecTpauiiHuii nepiod, abo sk pesynbtaT
OLHKM 3BIiTY 3 JOCTiAXeHb, NPOBEAEHMX
BiAMNOBIQHO A0 NNaHy negiaTpu4HuX JocnigKeHb
(PIP) (3miHYy y3rogXeHo 3 KOMNeTEHTHUM
YNOBHOBa)KEHUM OpraHoMm)
3MiHV BHeceHo o IHCTpyKLii Ans meguyHoro
3acToCcyBaHHS NikapCcbKoro 3acoby y po3ain
"3acTocyBaHHs y nepiog BariTHocTi abo
rogyBaHHs rpygar” BignosigHo iHopmauii 3
6e3nekn 3aCToCyBaHHS Ail040i PEYOBWHM 3rigHO
pekomeHgauii PRAC.

CynyTHS 3MiHa - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay.
BHeceHHs1 abo 3amiHa(u) go 3060B'A3aHbL Ta yMOB
BMAaYi peecTpauinHoro NoceBig4YeHHS,
BKNtoyatoun MNnaH ynpaeniHHA pusukamm
(3acTocyBaHHsI TEKCTY, SIKUN NOTOMKEHUI 3
KOMMETEHTHMM opraHoM) 3asiBHUKOM HagaHo
OHOBreHun MNnaH ynpasniHHA pusnkamu Bepcis
1.1. 3MiHK BHeceHo A0 YacTuH: | «3aranbHa
iHcpopmauisi», V «3axoau 3 miHimizauii pusukiey,
VI «Pestome nnaHy ynpasniHHA pusukammy, VII
«[Jopatkuy y 3B’s13Ky 3 KOPEryBaHHSAM PYTUHHUX
3axofiB 3 MiHiMi3aLji pu3nkiB Ha nigcTasi
pekomeHaauii PRAC wogo 3miin inpopmallii 3
6e3nekn B NPOEKTi IHCTPYKLT ANs MegnyHoro
3acTOoCyBaHHS.

52.

KO-OIOBAH®

TabneTkn, BKpUTI
NniBKOBOIO
obonoHkoto, no 160
mr/12,5 mr; no 14
Tabnetok y 6nictepi;
no 1 abo 2 6nictepu
y KOpOOLUj 3 KApTOHY

Hoapric
dapma Al

LLIseinapisa

Midapm C.n.A,,
ITanis
(nepBuHHE Ta
BTOPWHHE
nakyBaHHs1);
Hosaprtic ®apma
C.n.A., Itanis;
Hosaprtic ®apma
LWTenH AT,
LLiBenuapis

ITanis/
LLisenuapis

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHu | Tuny - 3MiHK 3 sikocTi. FoToBMIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoproBanbHuii 3aci6. 3miHa
Byab-sKOi YacTUHU MaTepiany NepBUHHOT
YNakoBKM, LLIO HE KOHTaKTy€e 3 rOTOBUM
nikapcbkuM 3acobom (Hanpuknag Konip
KPULLIEYOK 3 KOHTPOSIEM NEPLLOro BiAKpUTTS,
KOMip KOAOBWX Kineub Ha amnynax, KoHTenHepa
Ons ronok (pisHi BuAM nnacTMacw) (3MiHa, sika
He BMMUBAE Ha KOPOTKY XapaKTepuCTuKy
nikapcbkoro 3acoby) 3amiHa ApykapcbKoi
I'PYHTOBKM, LLO MICTWUTb HITPOLIENIONo3y Ha
ApYKapCbKy I'PYHTOBKY, LLO He MICTUTb
HiTpOLIentonosy Ans antoMiHieBoi donbru ans

3a
peuernmom

UA/8688/01/02
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[TpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi6HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
NMOKPUTTS, OCHOBHOIO KoMMoHeHTy MBX/MBAX
(DPX), NBX/NE/MBAX (TPX) Ta 6nictepHoi
ynakoBku PA/AL/PVC (Alu-Alu).
53. | KO-OIOBAH® | TabneTku, BKpUTI Hosaprtic LLisenuapis Midapm C.n.A,, ITanis/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/8688/01/03
NniBKOBOO dapma Al ITanisa LLisenuapis 3MiHn | TUny - 3MiHK 3 sKocTi. FoToBKN peuenmom
o6onoHkoto, no 160 (nepBuHHe Ta nikapcbkuii 3aci6. Cuctema
mr/25 wr; no 14 BTOPUHHE KOHTenHep/3akynoptoBanbHui 3aci6. 3miHa
TabneTok y bnictepi; naKkyBaHHs1); 6yab-5IKOi YacTUHU MaTepiany NepPBUHHOI
no 1 abo 2 6nictepun HoeapTic ®apma YMNaKOBKW, LLO HE KOHTaKTY€E 3 rOTOBUM
y KOpoOLUj 3 KapTOHy C.n.A,, Itanis; nikapcbkum 3acobom (Hanpuknag, konip
HosapTic ®apma KPULLEYOK 3 KOHTPONEM MepLIOro BiAKPUTTS,
LWtenH AT, KOnNip KOAOBUX Kifeub Ha amnynax, KOHTenHepa
LLiseniapis 0N ronok (pisHi BUau nnactmacy) (3miHa, sika
He BMNMBaE Ha KOPOTKY XapaKTepuUCTUKy
nikapcbkoro 3acoby) 3aMiHa ApyKapcbKoi
I'PYHTOBKM, LLO MICTUTb HITPOLENIONO3y Ha
ApYKapCbKy I'PyHTOBKY, LLO HE MICTUTb
HiTpoLEentonoay Ans antomiHieBoi chonern ansa
NMOKPUTTS, OCHOBHOIO KoMnoHeHTy MNBX/MBAX
(DPX), NBX/NE/MNBOX (TPX) Ta 6nictepHoi
ynakoBku PA/AL/PVC (Alu-Alu).
54. | KO-OIOBAH® | Tabnetku, BKpUTI Hosapric LLisenuapis Midapm C.n.A,, ITanis/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/8688/01/04
NniBKOBOIO dapma Al ITanisa LLisenuapis 3MiHn | Tuny - 3MiHK 3 sKocTi. [oToBUN peuenmom
o6onoHkoto, no 320 (nepBuHHE Ta nikapcbkuii 3aci6. Cuctema
mr/12,5 mr; no 14 BTOPUHHE KOHTelHep/3akynoptoBanbHuii 3aci6. 3miHa
TabneTtok y 6nictepi; nakyBaHHs1); OyApb-9KOi YaCTUHU MaTepiany NepBUHHOT
no 1 abo 2 6nictepu HosaprTic ®apma yMNaKoBKWU, LLO HEe KOHTaKTye 3 roTOBUM
y KOpoOLji 3 KapTOHY C.n.A,, Itanis; nikapcbkuM 3acobom (Hanpuknag konip
HoapTic ®apma KPULLEYOK 3 KOHTPONEM MepLIoro BiAKPUTTS,
LWtenH AT, KOMip KOAOBWX Kineub Ha amnynax, KoHTenHepa
LLisenuapis Ans ronok (pi3Hi BuAyM nnacTMmacw) (3MiHa, sika
He BMNMBaE Ha KOPOTKY XapaKTepuCTUKy
nikapcbkoro 3acoby) amiHa ApykapcbKoi
I'DYHTOBKM, LLIO MICTUTb HITPOLIENONO3Y Ha
ApyKapCbKy I'PyHTOBKY, LLO HE MICTUTb
HiTpOLIentono3y Ans antoMiHieBol donbrm ons
MOKPUTTS, OCHOBHOTO KOMMoHeHTY MNBX/MBOX
(DPX), NBX/NE/MNBOX (TPX) Ta 6nictepHoi
ynakoBku PA/AL/PVC (Alu-Alu).
55. | KO-OIOBAH® | Tabnetku, BKpUTI Hosapric LLiBenuapis Midapm C.n.A,, ITanis/ BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3a - UA/8688/01/05
NniBKOBOO dapma Al ITanisa LLisenuapis 3MiHn | TUny - 3MiHK 3 gxocTi. FoToBMI peuernmom
obonoHkoto, no 320 (nepBuWHHE Ta nikapcbkuii 3aci6. Cuctema
mr/25 mr; no 14 BTOPUHHE KOHTENHep/3akynoproBanbHuii 3acio. 3miHa
Tabnetok y 6nictepi; nakyBaHHs1); OyAb-AKOi YaCTUHN MaTepiany NepBUHHOT

no 1 abo 2 6nictepu
y KOpOOLUj 3 KApPTOHY

Hosaprtic ®apma
C.n.A., Itanis;
Hosaptic ®apma
LWtenH AT,

LLiBenuapis

YNakoBKM, LLIO HE KOHTaKTy€e 3 FOTOBUM
nikapcbkuM 3acobom (Hanpuknag Konip
KPULLIEYOK 3 KOHTPOSIEM NEPLLIOro BiAKpUTTS,
KOMip KOAOBWX Kineub Ha amnynax, KoHTenHepa
Ans ronok (pisHi By nnacTMacw) (3MiHa, sika
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[TpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi6HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
He BMNMBaE Ha KOPOTKY XapaKTepuUCTUKY
nikapcbkoro 3acoby) 3amiHa ApykapcbKoi
I'PYHTOBKM, LLO MICTUTb HITPOLENHONOo3y Ha
OpYyKapCbKy I'PyHTOBKY, LLO HE MICTUTb
HITpOLIeNtono3y Ans antoMiHieBoi chonbru ons
NMOKPUTTS, OCHOBHOIO KOMMoHeHTy MNBX/MBAX
(DPX), NBX/NE/NBOX (TPX) Ta 6riictepHoi
ynakoeku PA/AL/PVC (Alu-Alu).
56. | KO-OIOBAH® | Tabnetku, BKpUTI Hosapric LLIseniapis Micbapm C.n.A., ITanis/ BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a - UA/8688/01/01
NniBKOBOK dapma Al ITanis LLsenyapis 3MiHuM | TUNy - 3MiHK 3 akocTi. FoToBUIA peuenmom
obonoHkoto, no 80 (nepBuHHe Ta nikapcbkui 3aci6. Cuctema
mr/12,5 mr; no 14 BTOPUHHE KOHTelHep/3akynoptoBanbHuii 3acit. 3miHa
TabneTtok y 6Gnictepi; nakyBaHHs); B6yab-AKOi YacTUHU MaTepiany nepBUHHOT
no 1 abo 2 6nictepu HoapTic ®apma YMaKOBKU, LLIO HE KOHTAKTY€E 3 FOTOBUM
y KOopobUi 3 KapTOHy C.n.A,, Itanis; nikapcbkum 3acobom (Hanpuknag, konip
HoapTic ®apma KPULLEYOK 3 KOHTPONEM MepLIOro BiAKPUTTS,
LWrenH AT, Konip KOAOBMX KineLb Ha ammnynax, KoHTeHepa
LLiseniLapis 0N ronok (pisHi BUan nnactmacu) (3miHa, sika
He BMN1BaE Ha KOPOTKY XapaKTepuUCTUKy
nikapcbkoro 3acoby) 3MiHa ApykapCbKoi
I'PYHTOBKM, LLO MICTUTb HITPOLENONOo3y Ha
OPYKapCbKy I'PYHTOBKY, LLO HE MICTUTb
HITpPOLIENtoNo3y Ans antoMiHieBoi chonbr ons
NMOKPUTTS, OCHOBHOIO KoMrnoHeHTy MNBX/MBAX
(DPX), NBX/NE/NBOX (TPX) Ta 6nictepHoi
ynakoBku PA/AL/PVC (Alu-Alu).
57. | KONOAPEKC TabneTtkn no 12 CTAOA Himeyuunna BMPOGHMLUTBO 3a IpnaHgis/ BHECEHHS 3MiH 10 peecTpaLiliHiX MaTepianis: be3 nionsieae UA/2675/01/01
Tabnetok y onictepi; | ApuHanmiTTen NOBHUM LIKIOM: Icnania 3MiHu | Tuny - 3miHun wopo peuenma
no 1 6nictepy B b Al "makcoCwmitKna 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsaay.
KapTOHHiI kopobui NH [aHrapsaH 3MiHa y KOpOTKili XapakTepucTuLi NnikapCbKoro
Nimiten, 3acoby, TeKCTi MapKyBaHHS Ta iHCTPyKUii Ans
Ipnangis; MeOMYHOro 3aCTOCyBaHHSA Ha NiacTaBsi
Bignosigae 3a perynsipHoO OHOBIOBAHOrO 3BiTYy 3 6e3neku
NEepPBUHHY, nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
BTOPUHHY 3aCTOCYBaHHS Nikapcbkoro 3acoby B
yMaKoBKY, nicnsipeecTpauinHuii nepiod, abo sik pesynbtaT
KOHTPOrb SAKOCTIi OLiHKM 3BITY 3 JOCIAKEHb, NPOBEAESHNX
(Tinbkn BiZNOBIOHO [0 NNaHy nejiaTpuyHMX AoChioKeHb
MikpobionoriyHa (PIP) (3MiHy y3rogXeHo 3 KOMNETEHTHUM
yncrtota), YMNOBHOBaXXEHNM OpraHoM).
BUMYCK Cepii: 3MiHM BHeceHo o IHCTpyKLii ons meguyHoro
CwmiTKnsiiH 3acTocyBaHHs nikapcbkoro 3acoby 4o po3ainis:
Bivem C.A., "B3aemogis 3 iHWK1MKM nikapcbkuMu 3acobamu Ta
Icnanis iHWi BMAw B3aemogain”, "OcobnueocTi
3acTocyBaHHs" Wwoao 6e3neku 3acToCcyBaHHS
[itoY0i pevyoBVHK NapaleTaMmon BianoBigHO A0
pekomeHgauin PRAC BeefeHHs 3MiH NpOTArom
3-x MicsiUuiB nicns 3aTBEPDKEHHS
58. | KONAPEKC NOpOLLOK Ang CTAOA HimeyunHa CwmiTKnsamH IcnaHis BHECEHHS 3MiH [0 peecTpauiiHMX maTepianis: be3 nidnsieae UA/12334/01/01
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[TpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky

(nikapcbka ¢gpopma,

ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

MAKCIrPUn
31 CMAKOM
NcoBUX
Arig

0parnbHOro pPo34ynHy
no 5 abo 10 naketis
Y KapTOHHIl kopobui

ApuHanmitten
b Al

Biyem C.A.

3MiHu | Tuny - 3mMiHu Wwopo
6e3nekv/edekTMBHOCTI Ta hapmakoHarnagy.
3MiHa y KOpOTKili XapaKTepucTuLi nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKUiT Ans
MeOM4YHOro 3acToCyBaHHS Ha NiacTaBsi
perynsipHo OHOBIIOBAHOTO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigkeHb 3 6e3neku
3aCTOCyBaHHS nikapcbkoro 3acoby B
nicnapeecTpauinHuin nepioa, abo sk pesynbTar
OLHKM 3BIiTY 3 JOCTiAXEeHb, NPOBEAEHMX
Bi4NOBIQHO A0 NNaHy negiaTpuyHMX AoChioXeHb
(PIP) (3MiHy y3romKeHo 3 KOMNeTEHTHUM
YNOBHOBaXXEHNM OpraHoM).
3MiHn BHeceHO A0 [HCTpyKLii Ans MeanyHoro
3acToCyBaHHS NikapcbKoro 3acoby 4o po3ainis:
"B3aemogis 3 iHWnMK nikapcbkumMmn 3acobamu Ta
iHWi BMAwn B3aemogin”, "OcobnmeocTi
3actocyBaHHs" Wwoao 6e3neku 3acTocyBaHHS
[itoyol peyoBUHM NapaueTamorn BignosigHo Ao
pekomeHgauiin PRAC BeefeHHs 3MiH npoTArom
3-X MicsUiB nicnsa 3aTBepAXKEHHS.

peuenma

59.

KONAPEKC
MEHTON
AKTUB

NOPOLLIOK A4S
OopanbHOro po3vnHy
no 10 nakeTukis 3
NOPOLLKOM B
KapTOHHIN kopobLyi

CTAOA
ApuHanmitTen
b Al

HimevuunHa

CwmiTKnsamH
Bivem C.A.

IcnaHia

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MmiHun | Tuny - 3MiHM Wwopo
Ge3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
3MiHa y KOpOTKill XapaKTepucTuLi nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
ME[MYHOro 3aCTOCYBaHHs Ha NiacTaBi
perynsipHo OHOBIOBAHOrO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6esneku
3aCTOCyBaHHsI Nikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepiod, abo sik pesynbtaT
OLLiHKM 3BiTYy 3 JOCTNIOKEHb, NPOBEAEHUX
BiANOBIAHO A0 NnaHy negiaTpuyHUX AocnigXeHb
(PIP) (3MiHy y3rogXeHo 3 KOMNETEHTHUM
YMNOBHOBAXXEHUM OpPraHoMm)
3MiHu BHeceHo A0 [HCTpyKLii Ans megnyHoro
3acTocyBaHHS nikapcbkoro 3acoby 4o po3ainis:
"B3aemogisi 3 iHW1Mun nikapcbkummn 3acobamu Ta
iHWIi BMAW B3aemogain", "OcobnmeocTi
3acTocyBaHHs" Wwoao 6e3neku 3acToCyBaHHS
LitoY0i pevyoBMHM NapaLeTaMon BianoBiaHO A0
pekoMeHpauin PRAC BeefeHHsi 3MiH NpoTsirom
3-x MicsiliB nicns 3aTBEPDKEHHS

6e3
peuenma

nidnsieae

UA/13674/01/01

60.

KOH®YHAYC
® TPIO

TabneTkn, BKpUTI
obonoHkoto, no 150
mr/37,5 mr/200 wr;
no 30 Tabnetok y
cdnakoHi; no 1
¢rakoHy B

OpioH
KopriopeniuH

OiHngaHAain

OpioH
KopnopeiLuH,
QiHnaHais;
AnbTepHaTUBHU
1 BUPOBHUK, Lo
30iACHI0E

OinnaHaia/
Yecbka
Pecny6nika/
YkpaiHa

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3MiHu | TUny - 3miHu 3 skocTi. CepTudikat
BignosigHocTi/lE-cepTudikat BignoigHoCTI
€Bponenickkin hapmakonei/MoHorpadii.
MonaHHs HoBoro abo OHOBMEHOTO cepTudikaTa
BignoBigHOCTi abo BUNyYeHHsi cepTudikata

3a
peuernmom

UA/1919/01/03




48 [TponoBkeHHs goaaTka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi6HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
KapTOHHi KOpoOLyi; nepBuHHE Ta BignoBigHOCTI €BponeWchkin hapmakonei: ons
no 100 TabneTtok y BTOPUHHE A®I; onsa BuxigHoOro
dnakoHi; no 1 nakyBaHHs: maTepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
¢nakoHy B OpioH BUKOPUCTOBYIOTLCSA Y BUPOBHULTBI ADI; ans
KapTOHHiI kopobui KopnopeniiuH, [OMNOMIKHOI peqoBuHU (cepTudikar
iHnsaHgis; BignoBigHOCTI €Bponevickkin hapmakoner) -
AnbTepHaTUBHU HoBwuin cepTudikat Big HOBOro BUpo6HMKa
1 BUPOBHWK, LLO (3amiHa abo AONOBHEHHST)
30iACHI0E nogaHHs HOBOro cepTudikaTa BignoBIgHOCTI
KOHTPOSb SIKOCTi: €Bponecokin dapmakonei Ne R1-CEP 2005-
KBiHTa - 057 - Rev 04 ons gitoyoi peyoBuHK kapbigonu
AHaniTika c.p.o., Bif, HOBOro anbTepHaTUBHOIrO BMPOGHWMKa Divi's
Yecbka Laboratories Limited, IHais. 3miHu | Tuny - 3miHn
Pecny6bnika; 3 gkocTi. A®l. KoHtponb A®I. 3miHa y meTogax
AnbTepHaTMBHU BunpobyeaHHsa APl abo BMXigHOrO
1 BUPOBHUK, Lo maTepiany/npoMixXHOro NpoaykTy/peareHTy, LWo
3[iNCHI0E BMKOPVCTOBYETbLCS y NpoLeci BupobHuutea AdI
BTOPUHHE (iHWi 3mMiHK y MeTodax BUNpoOyBaHHS
nakyBaHHs, (Bkntoyatoum 3amiHy abo gonoBHeHHs) APl abo
KOHTPOIb AKOCTI BVXiAHOro/NPOMIDKHOTO MPOAYKTY)
i BUNyCK cepin [OMOBHEHHS anbTepPHATUBHUM METOAOM aHanisy
(ans nakyBaHHs ONS BU3HAYEHHSA pO3Mipy YacTMHOK AitoYoi
Ne 100): peyoBuHM kapbigonn BupobHuuTea Divi's
ToBapucTBo 3 Laboratories Limited, IHais. 3miHu | Tuny - 3miHn
obmMexeHow 3 akocTi. CepTudikaT BignosigHocTi/l'E-
BignoBiganbHicT cepTudikar BiANOBIAHOCTI €EBpONENCHKIN
10 "KYCYM apmakonei/moHorpadii. NMogaHHsA HoBoro abo
SAPM", YkpaiHa OHOBIeHoro cepTudikaTta BignosigHocTi abo
BUIYYEHHS cepTudikaTta BignoBigHOCTI
€Bponelicbkini hapmakonei: ans A®l; ana
BMXiQHOro Matepiany/peareHTy/npoMixXHOro
NPOAYKTY, LLIO BUKOPUCTOBYHOTLCS Y BUPOBHMLTBI
A®I; ons gonomixkHoi pevoBuHM (cepTudikat
BignoBigHocTi €Bponenchkii hapmakonei) -
OHoBneHun cepTudikaT Bif yxXe 3aTBepaXeHoro
BUPOBHMKa - NOAAHHSI OHOBMNEHOrO cepTudikaTa
BignoBigHocTi €Bponencokini papmakonei Ne R1-
CEP 2005-057 - Rev 05 gns gitoyoi pe4oBuHM
kapb6igonu Bif BupobHuka Divi's Laboratories
Limited, Inais.
61. | KOH®YHAOYC | Tabnetku, BKpUTI OpioH PiHnsaHais OpioH PinnsHais/ BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: - - UA/17293/01/01
® TPIO obonoHkoto, no 150 KopnopeniH KopnopeniuH, Yecbka 3MiHu | TUny - 3miHu 3 skocTi. CepTudikat
mr/37,5 mr/200 mr; in diHnaHais; Pecny6nika BignosigHocTi/lE-cepTudikat BignosigHoCTi
bulk: no 100 AnbTepHaTUBHU €Bponevicbkin dapmakonei/MmoHorpadii.
TabneTok y prakoHi, 1 BUPOBHUK, Lo MonaHHs HoBOro abo OHOBMEHOTO cepTudikaTa
no 60 cpnakoHis B 34incHIoe BignoBigHOCTi abo BUny4eHHs cepTudikata
KapTOHHIN nepBuHHE Ta BiANoBigHOCTI €Bponenceki hapmakonei: Ans
TPaHCMOPTHIN BTOPUHHE A®I; onsa sBuxigHoro
ynakoBLi nakyBaHHs: maTepiany/peareHTy/npoMiXKHOro NPOAYKTY, Lo




49 [TponoBkeHHs goaaTka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi6HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
OpioH BUKOPUCTOBYIOTLCSA Y BUPOBHMLTBI ADI; ans
KopnopeniuH, [OMNOMIKHOI peqoBuHU (cepTudikar
iHnsaHgis; BignoBigHOCTI €Bponevickkin hapmakoner) -
AnbTepHaTUBHU HoBwuin cepTudikat Big HOBOro BUpo6HuMKa
1 BUPOBHWK, LLO (3amiHa abo AONOBHEHHST)
30iACHI0E nogaHHs HOBOro cepTudikaTa BianoBIgHOCTI
KOHTPOSb SIKOCTi: €Bponecokin dapmakonei Ne R1-CEP 2005-
KBiHTa - 057 - Rev 04 ans Aito4voi peyoBrHM KapbGigonu
AHaniTika c.p.o., Bifj HOBOro anbTepHaTUBHOrO BMPOOGHWMKa Divi's
Yecbka Laboratories Limited, IHgis. 3MiHu | Tuny - 3miHn
Pecnybnika 3 akocTi. A®l. Kontponb A®I. 3miHa y meTogax
BunpobyeaHHsa APl abo BMXigHOrO
maTepiany/npoMixXHOro NpoaykTy/peareHTy, Lo
BMKOPWCTOBYETbLCS y npoueci BupobHuutea AdI
(iHWi 3mMiHK y MeTodax BUNPOOyBaHHS
(Bkntoyatoum 3amiHy abo gonoBHeHHs) APl abo
BVXiAHOro/NPOMIDKHOTO MPOAYKTY)
[OOMOBHEHHS anbTEPHATUBHUM METOAO0M aHanisy
ONS BU3HAYEHHSA pO3Mipy YacTMHOK AitoYoTl
peyoBuHM kapbigonu BupobHuuTea Divi's
Laboratories Limited, IHais. 3miHu | Tuny - 3miHn
3 akocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikar BiANOBIAHOCTI €EBPONENChKIN
dapmakonei/MoHorpadii. MogaHHsA HoBoro abo
OHOBJEHOro cepTudikaTta BignoBigHoCTi abo
BUITyYEHHS cepTudikaTta BignoBigHOCTI
€Bponelicbkini hapmakonei: ans A®l; ana
BMXiQHOro Matepiany/peareHTy/npoMixXHOro
NPOAYKTY, LLIO BUKOPUCTOBYHOTLCS Y BUPOBHULTBI
A®I; ons gonomixkHoi pevoBuHM (cepTudikat
BignoBigHocTi €Bponenchkii hapmakonei) -
OHoBneHun ceptudikaT Bif yke 3aTBepaXeHOro
BMPOGHMKa - NoAaHHS OHOBMEHOro cepTudikata
BignoBigHocTi €Bponencokini papmakonei Ne R1-
CEP 2005-057 - Rev 05 gns gitoyoi pe4oBuHM
kap6igonu Bif BupobHuka Divi's Laboratories
Limited, IHgis.
62. | KOH®YHAYC | Tabnetku, BKpUTI OpioH PiHnaHais OpioH PinnanHais/ BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: - - UA/17291/01/01
® TPIO obornoHkoto, no 100 KopnopenwH KopnopeiiH, Yecbka 3MiHu | TUny - 3miHu 3 akocTi. CepTudikat
Mr/25 mr/200 wr; in diHnaHais; Pecny6nika BignosigHocTi/lE-cepTudikat BignosigHoCTi
bulk: no 100 AnbTepHaTUBHU €Bponevicbkin apmakonei/MmoHorpadii.
TabneTok y prakoHi, 1 BUPOBHUK, Lo MonaHHa HoBOro abo OHOBMEHOTO cepTudikaTa
no 60 cpnakoHis B 34incHIoe BignoBigHOCTi abo BUny4eHHsi cepTudikata
KapTOHHIN nepBuHHE Ta BiANoBigHOCTI €Bponenceki hapmakonei: Ans
TPaHCMOPTHIN BTOPUHHE A®I; ansa BuxigHoro
ynakoBLi nakyBaHHs: matepiany/peareHTy/npoMiXKHOrO NPOAYKTY, Lo
OpioH BMKOPWCTOBYIOTBECS Y BUPOOHMLTBI APl; ang
Kopnope#LuH, [OMNOMiXHOT peqoBuHU (cepTudikat

QiHnaHais;

BignoBigHocTi €Bponenchkii hapmakonei) -




50 [TponoBkeHHs goaaTka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi6HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
AnbTepHaTUBHU HoBwuin cepTudikat Big HOBOro BUpo6HMKa
1 BUPOBHWK, LLO (3aMiHa abo AONOBHEHHST)
30iACHI0E nogaHHs HOBOro cepTudikaTa BiaNoBIgHOCTI
KOHTPOSb SIKOCTi: €Bponeicokin dapmakonei Ne R1-CEP 2005-
KBiHTa - 057 - Rev 04 ans gitoyoi peyoBuHK kapbigonu
AHaniTika c.p.o., Bi, HOBOro anbTepHaTUBHOIO BMPOOGHWMKa Divi's
Yecbka Laboratories Limited, IHais. 3MiHu | Tuny - 3miHn
Pecnybnika 3 akocTi. A®l. KoHtponb A®I. 3miHa y meTogax
BunpobyeaHHA APl abo BMXigHOrO
maTepiany/npoMixXHOro NpoaykTy/peareHTy, LWo
BMKOPWUCTOBYETLCS y Npoueci BUpobHuutea AdI
(iHWi 3MiHK y MeTodax BUNPOOYyBaHHS
(Bkntoyatoum 3amiHy abo gonoBHeHHs) APl abo
BVXiAHOro/NPOMIDKHOTO MPOAYKTY)
[OOMOBHEHHS anbTEPHATUBHUM METOAO0M aHanisy
ONS BU3HAYEHHSA pO3Mipy YacTMHOK AitoYoi
peyoBuHM kapbigonu BupobHuuTea Divi's
Laboratories Limited, IHais. 3miHun | Tuny - 3miHn
3 akocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikar BiANOBIAHOCTI EBPONENCHKIN
dapmakonei/MoHorpadii. MogaHHsA HoBoro abo
OHOBJEHOro cepTudikaTta BignoBigHoCTi abo
BUITyYEHHS cepTudikaTta BignoBigHOCTI
€Bponecbkin dapmakonei: gna A®l; ans
BUXiOHOTO MaTepiany/peareHTy/npomixXHOro
NPOAYKTY, LLIO BUKOPUCTOBYHOTLCS Y BUPOBHMLTBI
A®I; ons gonomixkHoi pevoBuHM (cepTudikat
BignoBigHocTi €Bponenchkii hapmakonei) -
OHoBneHun ceptudikaT Bif ke 3aTBepaXeHOro
BMPOGHMKa - NOAaHHS OHOBMEHOro cepTudikara
BignoBigHocTi €Bponenceki papmakonei Ne R1-
CEP 2005-057 - Rev 05 gns gitoyoi pe4oBuHU
kapb6igonu Big Bupo6Huka Divi's Laboratories
Limited, IHgis.
63. | KOH®YHAYC | Tabnetku, BKpUTI OpioH PiHnaHais OpioH PinnanHais/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/1919/01/02
® TPIO obornoHkoto, no 100 Kopnope#nwH KopnopefiiH, Yecbka 3MiHu | TUny - 3miHu 3 akocTi. CepTudikat peuenmom
Mmr/25 mr/200 mr; no diHngaHais; Pecny6nika/ BignosigHocTi/l'E-cepTudikat BignosigHoOCTI
30 abo 100 AnbTepHaTUBHU Ykpaina €Bponevicbkin dapmakonei/moHorpadii.
TabneTok y prakoHi; 1 BUPOBHUK, Lo MogaHHs HoBoro abo OHOBMEHOTO cepTudikaTa
no 1 dnakoHy B 34inicHIoe BignoBigHOCTi abo BUny4eHHsi cepTudikata
KapTOHHiI kopobLyi nepBuHHe Ta BiANoBigHOCTI €Bponenceki hapmakonei: Ans
BTOPUHHE A®I; ansa BuxigHoro
naKyBaHHs: marepiany/peareHTy/npoMiXXKHOrO NPOAYKTY, Lo
OpioH BMKOPWCTOBYIOTBCS Y BUPOOHMLTBI APIl; ang
KopnopeiLuH, [OMNOMiXHOT peqoBuHU (cepTudikat
®PiHnaHais; BignoBigHocTi €Bponeinchkiii hapmakonei) -
AnbTepHaTUBHU HoBwuii cepTudikat Big HOBOro BUpOGHMKa

1 BUPOBHUK, Lo
30iACHI0E

(3amiHa abo LONOBHEHHS)
noJaHHsi HOBOro cepTudpikata BigNoBiAHOCTI




51 [TpooBxkeHHs JoaaTka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi6HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
KOHTPOSb SIKOCTi: €Bponecokin dapmakonei Ne R1-CEP 2005-
KBiHTa - 057 - Rev 04 ans gitoyoi peyoBuHK kapbigonu
AHaniTika c.p.o., Bi, HOBOro anbTepHaTUBHOIrO BMPOOGHWMKa Divi's
Yecbka Laboratories Limited, IHgis. 3miHu | Tuny - 3miHn
Pecnybnika; 3 akocTi. A®l. Kontponb A®Il. 3miHa y meTogax
AnbTepHaTMBHU BunpobyeaHHA APl abo BMXigHOrO
1 BUPOBHUK, Lo maTepiany/npoMixXHOro NpoaykTy/peareHTy, LWo
3[iNCHI0E BMKOPUCTOBYETLCS y Npoueci BUpobHuutea AdI
BTOPUHHE (iHWi 3mMiHK y MeTodax BUNPOOYyBaHHSA
nakyBaHHs, (Bkntovatoum 3amiHy abo gonoBHeHHs ) APl abo
KOHTPOIb AKOCTI BVXiAHOro/NpOMIDKHOTO NMPOAYKTY)
i BUNyCK cepin [OMOBHEHHS anbTepHaATUBHUM METOAO0M aHanisy
(ans nakyBaHHs ONS BU3HAYEHHSA pO3Mipy YacTMHOK AitoYoi
Ne 100): peyoBuHM kapbigonu BupobHuuTea Divi's
ToBapucTBo 3 Laboratories Limited, IHais. 3MiHu | Tuny - 3miHn
obmMexeHow 3 akocTi. CepTudikaT BignosigHocTi/l'E-
BiAnoBiganbHicT cepTudikaT BiANOBIAHOCTI EBPONENCHKIN
10 "KYCYM dapmakonei/MoHorpadii. MNogaHHsA HoBoro abo
SAPM", YkpaiHa OHOBJEHOro cepTudikaTta BignoBigHoCTi abo
BUITyYEHHS cepTudikarta BignoBigHOCTI
€Bponecbkin dapmakonei: gna A®l; ans
BUXiZHOrO MaTepiany/peareHTy/npomMixXHOro
NPOAYKTY, LLIO BUKOPUCTOBYHOTLCS Y BUPOBHMLTBI
A®I; ona gonomixkHOT pevoBuHU (cepTudpikat
BignoBigHOCTI €Bponeiickkin hapmakoner) -
OHoBneHun ceptudikaT Bif e 3aTBepaXeHOro
BMPOGHMKa - NoAaHHS OHOBMEHOro cepTudikata
BignoBigHocTi €Bponencokini papmakonei Ne R1-
CEP 2005-057 - Rev 05 gns gitoyoi pe4oBuHU
kapbinonu Big Bupo6Huka Divi's Laboratories
Limited, IHgis.
64. | KOH®YHAYC | Tabnetku, BKpUTI OpioH PiHnaHais OpioH PinnanHais / BHECEHHS 3MiH [0 peecTpauiiHiX MaTepianis: 3a - UA/1919/01/04
®TPIO obonoHkot, no 200 KopnopenwH KopnopeiiH, Yecbka 3MiHu | TUny - 3miHu 3 akocTi. CepTudikat peuenmom
mr/50 mr/200 mr; no diHngaHais; Pecny6nika/ BignosigHocTi/l'E-cepTudikat BignosigHoCTi
30 Tabnetok y AnbTepHaTUBHU Ykpaina €Bponevicbkin dapmakonei/moHorpadii.
cnakoHi; no 1 1 BUPOBHUK, Lo MopaHHs HoBoro abo OHOBMEHOTO cepTudikaTa
drakoHy B 3[ivicHIoe BignoBigHoCTi abo BUny4eHHs cepTudikata
KapTOHHI kopobuyj; nepBuHHe Ta BiANoBiAHOCTI €Bponencoki hapmakonei: Ans
no 100 TabneTtok y BTOPUHHE ADI; ansa BuxigHoro
cnakoHi; no 1 nakyBaHHs: matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, L0
dnakoHy B OpioH BMKOPUCTOBYIOTBCS Y BUPOOHMLTBI APl; ang
KapTOHHiIl kopobui KopnopeiLuH, [OMNOMiXXHOT peqyoBuHU (cepTudikat
PiHnaHais; BignoBigHocTi €Bponeinchkiii hapmakonei) -
AnbTepHaTUBHU HoBwuii cepTudikat Big HOBOro BUpoGHMKa
1 BUPOBHUK, Lo (3amiHa abo LONOBHEHHS)
30iACHI0E noJAaHHsi HOBOro cepTudikata BiANOBIAHOCTI
KOHTPOIb SKOCTI: €Bponericbkint hapmakonei Ne R1-CEP 2005-
KBiHTa - 057 - Rev 04 ans aitovoi peyoBrHM kapbigonu

AHanitika c.p.o.,

Bi] HOBOro anbTepHaTMBHOrO BUpoGHMKa Divi's
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[TpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi6HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
Yecbka Laboratories Limited, IHgis. 3MiHu | Tuny - 3miHn
Pecnybnika; 3 akocTi. A®l. KoHtponb A®I. 3miHa y meTogax
AnbTepHaTMBHU BunpobyeaHHA APl abo BMXigHOrO
1 BUPOBHUK, Lo maTepiany/npoMixXHOro NpoaykTy/peareHTy, Lo
3[iNCHI0E BMKOPWUCTOBYETLCS y Npoueci BUpobHuutea AdI
BTOPUHHE (iHWi 3mMiHK y MeTodax BUNPOOYyBaHHSA
nakyBaHHs, (Bkntovatoum 3amiHy abo gonoBHeHHs ) APl abo
KOHTPOIb AKOCTI BVXiAHOro/NpOMIDKHOTO NMPOAYKTY)
i BUNyCK cepin [OOMOBHEHHS anbTepHaTUBHUM METOAOM aHanisy
(Ansa nakyBaHHst ONsi BU3HAYEHHS PO3MipY YaCTUHOK Aitoyoi
Ne 100): peyoBuHY kapbigonu BupobHuuTea Divi's
ToBapucTBo 3 Laboratories Limited, IHais. 3miHu | Tuny - 3miHn
obmexeHow 3 akocTi. CepTudikaT BignosigHocTi/l'E-
BiAnoBiganbHicT cepTudikar BiANOBIAHOCTI EBPONENCHKIN
10 "KYCYM dapmakonei/MoHorpadii. MogaHHsA HoBoro abo
SAPM", YkpaiHa OHOBJEHOro cepTudikaTta BignoBigHoCTi abo
BUITyYEHHS cepTudikarta BignoBigHOCTI
€Bponecbkin dapmakonei: gna A®l; ans
BUXiZHOrO MaTepiany/peareHTy/npomMixXHOro
NPOAYKTY, LLIO BUKOPUCTOBYHOTLCS Y BUPOBHULTBI
A®I; ona oonomixkHOT peyYoBUHM (cepTudikaT
BignoBigHOCTI €Bponeiickkin hapmakoner) -
OHoBReHun cepTudikaT Bif yxXe 3aTBepaXeHOro
BMPOGHMKa - NoAaHHsS OHOBMEHOro cepTudikara
BignoBigHocTi €Bponeicokin apmakonei Ne R1-
CEP 2005-057 - Rev 05 gns gitoyoi pe4oBuHU
kapbigonu Big Bupo6Huka Divi's Laboratories
Limited, IHgis.
65. | KOH®YHAYC | Tabnetku, BKpUTI OpioH PiHnaHais OpioH Pinnanais / BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: - - UA/17290/01/01
®TPIO obornoHkoto, no 200 KopnopenwH KopnopeiiH, Yecbka 3MiHu | TUny - 3miHu 3 akocTi. CepTudikat
Mr/50 mr/200 wr; in diHnaHais; Pecnybnika BignosigHocTi/l'E-cepTudikat BignosigHoCTi
bulk: no 100 AnbTepHaTUBHM €Bponevicbkin dapmakonei/moHorpadii.
TabneTok y prakoHi, 1 BUPOBHUK, Lo MogaHHs HoBoro abo OHOBMEHOTO cepTudikaTa
no 60 cpnakoHis B 3[ivicHIoe BignoBigHoCTi abo BUny4eHHs cepTudikata
KapTOHHIN nepBuHHe Ta BiANoBiAHOCTI €Bponencoki hapmakonei: Ans
TPaHCMOPTHIN BTOPUHHE A®I; ansa sBuxigHoro
ynakoBLi nakyBaHHs: matepiany/peareHTy/npoMiXXHOrO NPOAYKTY, Lo
OpioH BVKOPWCTOBYIOTBECS Y BUPOOHMLTBI APIl; ang
Kopnope#LuH, [OOMNOMiXHOT peqoBuHU (cepTudikat
PiHnaHais; BignoBigHocTi €Bponeincbkii hapmakonei) -
AnbTepHaTUBHU HoBwuii cepTudikat Big HOBOro BUpoGHMKa
1 BUPOBHUK, Lo (3amiHa abo LONOBHEHHS)
30iACHI0E noJAaHHsi HOBOro cepTudikata BiANoBiAHOCTI
KOHTPOIb SKOCTI: €sponericbkint hapmakonei Ne R1-CEP 2005-
KsiHTa - 057 - Rev 04 ans aitovoi peyoBrHM kapbigonu
AHanitika c.p.o., Bi] HOBOro anbTepHaTMBHOIO BUpoGHMKa Divi's
Yecbka Laboratories Limited, IHgis. 3miHu | Tuny - 3miHn
Pecnybnika 3 akocTi. A®l. KoHTponb A®Il. 3miHa y meToaax

BunpobyBaHHs APl abo BuxigHOro
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[TpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

maTepiany/npoMixXHOro NpoaykTy/peareHTy, LWo
BMKOPWUCTOBYETLCS Y Npoueci BUpobHuutea AdI
(iHWi 3mMiHK y MeTodax BUNPOOYyBaHHSA
(Bkntovatoum 3amiHy abo gonoBHeHHs ) APl abo
BVXiAHOro/NpOMIPKHOTO NMPOAYKTY)
[OOMOBHEHHS anbTEPHATVBHUM METOAO0M aHanisy
ONsi BU3HAYEHHS PO3Mipy YaCTUHOK Aitoyoi
peyoBuHY kapbigonu BupobHuuTea Divi's
Laboratories Limited, IHgis. 3MiHu | Tuny - 3miHn
3 akocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikar BiaNoBiAHOCTI EBpONENChKIN
dapmakonei/MoHorpadii. MogaHHsA HoBoro abo
OHOBJEHOro cepTudikaTta BignoBigHoCTi abo
BUITyYEHHS cepTudikaTta BignoBigHOCTI
€Bponecbkin dapmakonei: gna A®l; ans
BUXiZHOrO MaTepiany/peareHTy/npomMixXHOro
NPOAYKTY, LLIO BUKOPUCTOBYHOTLCS Y BUPOBHULTBI
A®I; ona oonomixkHOT peyYoBUHM (cepTudikaT
BignoBigHOCTI €Bponeiickkin hapmakoner) -
OHoBneHun ceptudikaT Bif yKe 3aTBepaXeHOro
BMPOGHMKa - NoAaHHS OHOBMEHOro cepTudikara
BignoBigHocTi €Bponeicokin hapmakonei Ne R1-
CEP 2005-057 - Rev 05 gnis gitoyoi pe4oBuHu
kapbigonu Big BMpoOGHuKa Divi's Laboratories
Limited, Ingis.

66.

KPonmny
NAXYY0Oro
nnoau

nnoau no 50 r abo
no 100 r y naykax 3
BHYTPILLHIM NnakeTomM

MpAT
"NikTpasun"

YkpaiHa

MpAT
"NikTpasun"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3miHu | TNy - 3miHK 3 sikocTi. MoToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis

cneuudikauin Ta/abo [ONYCTUMUX MEX roTOBOro
nikapcbkoro 3acoby (iHLi 3MiHW) NpPYBEeAEHHSI
MKA y BignoBigHicTb Ao BUMOr moHorpadii 4PY
«Kpony naxy4oro nnogu N». Ak Hacnigok 3miHu
y cneuudikauii Ta MeTogax koHTponto M3, a
TaKoXX BHECEHHS 3MiH B po3ain «Cknag» MKA
N3 (3aTBepaxeHo: Kpony naxy4oro nnoau
(Anethi graveolentis fructus) micTaTb: He MeHLLe
2 % ecpipHOro macna B nepepaxyHKy Ha Cyxy
CMPOBWHY), 3anporoHOBaHO: KPOMy Naxy4oro
nnoawu (Anethi graveolentis fructus) mictaTb: He
meHLue 20 Mn/Kr edipHOT onii, y nepepaxyHKy Ha

6e3BoaHy cMpoBUHY). CynyTHS 3MiHa - 3MiHN 3

sikocTi. [oToBMIA Nikapcbkuii 3aci6. KoHTponb

roTOBOro nikapcbkoro 3acoby. 3miHa y meTogax

BUNPOBYBaHHSI rOTOBOTrO Nikapcbkoro 3acoby

(iHwWi 3miHM y MeTogax BunpobyBaHb
(BKrTroya4mM 3amiHy abo JONOBHEHHS))

be3
peuenma

UA/5975/01/01

67.

KPony
NAXY4Y0ro

nnoaw (cybcTaHuis)
y MillKkax gns

MpAT
"NikTpasu"

YkpaiHa

MpAT
"NikTpasu"

YkpaiHa

BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis:
3MiHu | Tuny - 3MiHK 3 sikocTi. A®I. KoHTponb

UA/5976/01/01




54

[TpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

nnoau

BUpPOGHMUTBA
HECTEPUITbHUX
nikapcbkux hopm

A®l. 3miHa y napameTpax cneumdikauin Ta/abo
OOMyCTUMUX MEX, BU3HAYEHUX y crneumdikaLlisx
Ha A®I, abo BMXigHUA/MPOMIXKHUIA
npoayKT/peareHT, L0 BUKOPUCTOBYIOTBCS Y
npoueci BUpobHMUTBa AP (iHLLi 3MiHWM).
CynyTHs 3MiHa- 3MiHu 3 sikocTi. ADIl. KoHTponb
A®l. 3miHa y meTogax BunpobysaHHs AP| abo
BUXiZHOrO MaTepiany/npoMixXHOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCH Y
npoueci BupobHmutea API (iHLWwi 3MiHK y
mMeToaax BUNPoOyBaHHS (BKNOYaUM 3amiHy
abo gonoBHeHHs1) ADI abo
BWXiAHOro/NpoMiXKHOrO NPOAYKTY) NPUBEAEHHS
MKA Ha A®I y BignoBigHicTb 40 MoHorpadii
OoY «Kpony naxy4voro nnogu N». Ak Hacnigok
3MiHW Yy cneundpikauito Ta MeTogm KOHTPONo
MKA Ha A®I, a TakoxX BHECEHHS 3MiH B po3ain
«Cknag» MKA Ha A®I (3aTBepaxeHo: Kpony
naxy4oro nnoau (Anethi graveolentis fructus)
MICTSITb: He MeHLe 2 % edipHOro Macrna B
nepepaxyHKy Ha CyXy CUPOBWHY),
3anponoHOBaHO: kpony naxyyoro nnoau (Anethi
graveolentis fructus) mictaTb: He meHwe 20
Mn/kr ecpipHoi onii, y nepepaxyHky Ha 6e3BogHy
CUPOBUHY).

68.

NIETPO30N
ACTPA

TabneTkn, BKpUTI
NniBKOBOIO
obornoHkot, no 2,5
mr; no 10 TabneTok
y 6nicTepi; no 3
Gnictepa B KopobLi
3 KapTOHY

TOB
"ACTPAPAPM

YkpaiHa

TOB
"ACTPAPAPM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHn | Tuny - 3MiHK 3 sikocTi. FoToBMI
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax

BUNPOBYBaHHS rOTOBOrO Nikapcbkoro 3acoby
(He3HayHa 3miHa y 3aTBEpAKEHUX MeToAax
BUNPOOYBaHHS) 3MiHU B 3aTBEPAXXEHOMY METOAj
BUNPOByBaHHs 3a nokasHukoM «CynpoBiaHi
gomiwkuy» (QPY, 2.2.29), a came B NpUroTyBaHHi
PO34MHY MOPIBHAHHS (@), LLIO BUKOPUCTOBYETLCA
AN OUiHKM NpuaaTHOCTI XpomaTtorpadivyHoi
cUCTEMM.

3a
peuernmom

UA/18544/01/01

69.

nokcuaon

Tabnetkun no 15 wr,
no 10 Tabnetok y
GnicTepi; no 1 abo 2
6nictepu B
KapTOHHiIl kopobui

TOB «YOPIA
MEOVLINH»

YkpaiHa

YOPNA
MEAVLIVH
INIAY CAH. BE
TIOK. AL

TypeydnHa

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHa 3asBHuka 13 (MIBI) (BnacHuka
peecTpaLiHOro NocBiAYeHHs) (3rigHO Hakasy
MOZ3 Big 23.07.2015 Ne 460). TepMmiH BBeAEHHS
3MiH - NPOTSArom 6 MicsUiB NiCNs 3aTBEPIKEHHS.
3MiHu | TUnYy - 3miHKn Wwopo
6e3nekn/edheKTMBHOCTI Ta dbapmakoHarnsay.
BBeaeHHsA abo 3MiHM A0 y3aranbHeHWX AaHnx
npo cuctemy dapmakoHarnagy (BBefeHHs
y3aranbHeHVX AaHnX Npo cucTemy
dapmakoHarnsigy, 3MiHa ynoBHOBaXeHoi ocobu,
BiANOBiAanbHOI 3a 3AINCHEHHS

3a
peuernmom

He
nidnsieae

UA/17187/01/01
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[TpooBxkeHHs JoaaTka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi6HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
hapMakoHarnagy; KoHTakTHoi ocobu 3
dapmakoHarnagy 3asiBHUKa ANns 34iNCHEHHS
dapmakoHarnagy B YkpaiHi, AKLo BoHa
BigMiHHa Bif, YyNOBHOBaXeHOi ocobu,
BignoBiganbHoI 3a 34iMCHEHHS hapmakoHarnsgy
(BKIOYAOYM KOHTAKTHI AaHi) Ta/abo 3MiHK y
pPO3MiLLeHHi MmacTep-daina cuctemm
hapmakoHarnsigy) 3miHa yrnoBHOBaXeHoi ocobu
3asiBHMKA, BignoBiganbHoi 3a hapMakoHarnsg.
Litoua pegakuis: PycynaH Ecakis / Rusudan
Esakia. NponoHosaHa pefakuis: MNyano MNaHHa
CraHicnasiBHa. 3MiHa KOHTAKTHUX JaHUX
YNOBHOBa)eHOT 0CO0U 3asiBHYMKA,
BiANoBiAanbHOI 3a dhapmakoHarnag. 3MiHa
Micus 34iMCHEHHSI OCHOBHOI AisiNbHOCTI 3
capmakoHarnsgy. 3MiHa MicLe3HaxoaKeHHst
macTtep-cavina cuctemmn hapmakoHarnagy.
70. | MABTEPA® PO34UH A4S iH EKUN, TOB «Pow YkpaiHa BupobHuLTBO LLiseviLapis BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a - UA/14231/01/01
1400 mr/11,7 mn; no YkpaiHa» Hepo3cacoBaHo 3MiHuM | TUny - 3MiHK 3 sikocTi. FoToBUIA peuenmom
11,7 Mn y donakoHi; T mpoaykuii, nikapcbkuii 3aci6. KoHTponb 4ONOMiIKHUX
no 1 cnakoHy y nepBUHHE Ta peyoBuH. 3MiHa y MeTodax BUNPOOyBaHHS
KapTOHHil kopobui BTOPUHHE [OMOMDKHOI PEYOBUHM (HE3HAYHI 3MiHN Y
nakyBaHHs, 3aTBEpKEHNX MeToaax BUnNpobyBaHb)
BMNpPoOYBaHHs BHECEHHS HE3HAYHUX 3MiH B npoueaypy
KOHTpOIo BMNpobyBaHHs BioHaBaHTaXeHHs Ans
SIKOCTI, BUMYCK [OMOMDKHOT PEYOBUHM PEKOMBIHAHTHA
cepil: rianypoHigasa noguin (rHuPH20) ans
®.XodhdpmaHH- npueeaeHHs go BumMor dapmakonei USP ta Ph.
Na Pow N1A, Eur., 2.6.12. 3MiHu | Tuny - 3miHn 3 AKOCTi.
LLisenuapis; [oToBWMI Nikapcbkuii 3aci6. KoHTponb
BunpobyBaHHs [OOMOMiXHMX peqyoBUH. 3amiHa mxepena
KOHTpOIo OfepP>KaHHS AOMOMDKHOI peqoBuHN abo
SIKOCTi: peakTuBy, LLO CTaHOBUTb PU3WK nepeaadi
®.XodhdpmaHH- 36yaHukiB M'E (MaTepiany, Lo CTaHOBUTb PU3UK
Ia Pow J1A4, nepepavi 36ygHukis 'E, Ha maTepian
LLisenuapis POCMMHHOrO abo CUHTETUYHOTO MOXOAXKEHHS) -
[ins 0ONOMiXXHMX pevoBUH abo peakTuBIB, SKi
BVKOPVCTOBYIOTECS Y BUPOOHMLITBI aKTUBHOI
peyvoBWHYM BionoriyHoro/iMyHomnoriyHoro
noxoaxeHHsi, abo nikapcbkoro 3acoby
6ionoriyHoro/iMyHONOrYHOro NOXOAXKEHHS.
OHoeneHHs1 TSE peknapadii (from animal to
non-animal derived material) ana mxepena
iHCYniHY, LLIO BUKOPUCTOBYETBLCA ANS NiArOTOBKM
po6oyoro 6aHKy KNiTUH Ans BUPOOHMLUTBA
[OMNOMiXKHOI pe4oBUHU pekoMbiHaHTHa
rianypoHigasa noguHu (rHuPH20).
71. | MATHE-B6 ® | TabneTku, BKpUTI TOB "Onenna YkpaiHa BrpobHuuTBO 3a PpaHujs/ BHECEHHS 3MiH [0 peecTpauiiHUX maTepianis: bes nionsizae UA/4130/01/01
AHTUCTPEC NNiBKOBOK Xenckea NOBHUM LINKMOM: YropwwmHa 3MiHu | Tuny - AgMiHicTpaTuBHI 3MiHW. 3MiHa peuenma
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi6HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
o6onoHkoto; Ne 60 YkpaiHa" OMNENNA HaliMeHyBaHHA Ta/abo agpecu micus
(15x4): no 15 XEJICKEA NpoBapKeHHs AisnbHOCTi BUpobHuMKa/iMnopTepa
Tabnetok y 6nictepi; IHTEPHELUHN roTOBOrO JlikapCbKoro 3acoby, BKo4a4m
no 4 Gnictepu B CAC, ®paHuis OinbHULI BUNYCKy cepii abo Micue npoBeaeHHs

KapTOHHiIl kopobuyj;
Ne 60 (20x3): no 20
Tabnetok y 6nictepi;
no 3 6nictepu B
KapTOHHIl kopobui

BrpobHuuTBO 3a
NMOBHUM LMKIOM:
Onenna
Xenckea
XaHrepi K.,
YropwwmHa
Mikpo6ionoriyHu
1 KoHTponb M13:
E€YPOATIMI
XaHrepi I14.,
YropwmHa
Mikpob6ionoriyHu
1 koHTponb M3:
XIHOTH 3aBog
dapmaueBTUYHK
X Ta XiMi4Hnx
MNpoaykris
Mpamsit Ko.
Nra.,
Mignpnemcteo
Ne 3
(MignpuemcTtBo
B YaHikBenbab),
YropwuHa

KOHTPOMIO SIKOCTI. (AiANbHICTb, 3a Ky Bignosigae
BUPOGHMK/iIMNIOPTEP, BKIOYAOUM BUMYCK CEPIlt) -
3MiHa HalMeHyBaHHs B1po6Huka M3 3 XIHOTH
3asog PapmaueBTnyHUX Ta XimidHux MpoaykTis
Mpaneit Ko. NTa. NignpuemcTao 2 (
nignpuemcTeo Bepelueabxas), YropwuHa Ha
Onenna Xenckea XaHrepi KiT., YropwuHa Ta
YTOYHEHHs aapec, 6e3 3amMiHu micus
BUPOBHMLTBA. 3MiHN BHECEHO B iHCTPYKLIitO Ansi
MeOMYHOro 3aCTOCyBaHHSA NikapcbKoro 3acoby y
po3ainu «BupobHuk» Ta «Micue3HaxomkeHHs
BMPOGHMKa Ta agpeca Micusi NpoBagXeHHSs Aoro
LiSANbHOCTI» 3 BiANOBIAHUMW 3MiHAMW Y TEKCTI
MapKyBaHHs! yakoBKM NikapCbKoro 3acoby
(3MiHa Ha3BM Ta MicLle3HaXOoOXKeHHS
BMPOGHWKa). BBeAeHHSA 3MiH NnpoTarom 6-Tu
MicsuiB nicns saatBepakeHHs:; 3MiHum | Tuny -
3MiHu 3 sikocTi. FoTOBMIA Nikapcbkuii 3acit. 3miHn
y BUPOBHMUTBI. 3MiHa imnopTepa/amiHu, Lwo
CTOCYIOTbCS BUMYCKY CEpii Ta KOHTPOSIHO SAKOCTI
roToBOro nikapcbkoro 3acoby (3amiHa abo
[oOaBaHHSA AOiNbHULI, Ha SKiN 30iNCHI0ETLCA
KOHTponb/BUNpobyBaHHs cepii) - foaaBaHHs
OiNbHWLI, Ha K 3AINCHIOETLCSA
mikpoBionoriunnit koHTpons N3 XIHOIH 3ason
dapmaueBTU4HUX Ta XimivHux MpoaykTis
Mpawmsit Ko. NTa., Nignpuemctao Ne3
(NignpuemcTtBo B YaHikBenbap), 3510,
Miwkonbu, YaHiksenbap, YropwuHa/CHINOIN
Pharmaceutical and Chemical Works Private Co.
Ltd. Site 3 (Csanyikvolgy site), 3510, Miskolc,
Csanyikvolgy, Hungary. BeegeHHst 3miH
NPOTArom 6-T1 MicALIB NiCNSA 3aTBEPIXKEHHS;
3miHu | Trny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. 3miHn y BUpoOHMUTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYHTLCS BUNYCKY cepii
Ta KOHTPOIO AKOCTi FOTOBOrO JiKapCbKOro
3acoby (3amiHa abo fogaBaHHA AiNbHULI, Ha
A 3AINCHIOETBCS KOHTPOMb/BUNPOOYBaHHS
cepii) - Ao4aBaHHA OinNbHUL, Ha SAKIN
3MiNCHIOETLCS MiKpobionoriyHuniA koHTponb M3
E€YPOAII Xanrepi 1T4., Byn. To 1-5, Byganewr,
1045, YropwmHa/EUROAPI Hungary Ltd.,To
utca 1-5., Budapest, 1045, Hungary 3
3a3HavYeHHsM (PYHKUIV BXe 3aTBepOKeHUX




[TpooBxkeHHs JoaaTka 3

S57
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi6HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
BUPOGHMKIB. BBEAEHHSA 3MiH NpOTArom 6-Tn
MiCsILiB Micnsi 3aTBEPAKEHHS
72. | MAPOO3IA Kpanni O4Hi, pO34mH, SAPMATEH peuis damap A.B.E. peuis BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a UA/14427/01/01
no 5 mn y cnakoHi- C.A. (3aBog Animoc), YTOYHEHHSA1 YMOB BiAnycKy B Haka3si MO3 peuenmom
KpanenbHuui; no 1 Ipeuis Ykpaium Ne 773 Bipg 25.04.2023 B npoueci
dnakoHy- (BMPOGHULITBO BHECEeHHS 3MiH (3MiHu | Tuny - 3MiHK 3 AKOCTI.
HeposdacoBaHo Ceptudpikat BignosigHocTi/lE-cepTudikat

KpanenbHuui y
KapTOHHiI kopobui

ro npenapary,
nepBUHHE Ta
BTOPUHHE
nakyBaHHs1,
KOHTPO~b
SIKOCTI);
dapmarteH C.A,,
Ipeuia
(BTOPWHHE
nakyBaHHs1,
KOHTPOIb SIKOCTI,
BUNYCK cepii)

BiNOBIgHOCTI €BpONenchbKiin
dapmakonei/MoHorpadii. NMogaHHsA HoBoro abo
OHOBJEHOro cepTudikaTta BignoBigHOCTIi abo
BUIYyYEHHS cepTudikaTta BignoBigHOCTI
€Bponecbkin dapmakonei: gna A®l; ans
BUXiZHOTO MaTepiany/peareHTy/npomMixXHoro
NPOAYKTY, LLIO BUKOPUCTOBYHOTLCS Y BUPOBHULTBI
A®I; ona oonomixkHOT peyoBUHM (cepTudikaT
BignoBigHOCTI €Bponeiickkin hapmakoner) -
OHoBneHun cepTudikaT Bif yxXe 3aTBepaXeHoro
BMPOGHMKa - NoAaHHsS OHOBMEHOro cepTudikara
BignoBigHocTi €Bponeicokin hapmakonei Ne R1-
CEP 2010-115-Rev 03 ana A®| gopsonamigy
rigpoxnopuay Bif BXe 3aTBEpPOXEHOro
Bupo6Huka Crystal Pharma S.A.U., IcnaHis, skvn
3MiHMB Ha3By Ha Curia Spain S.A.U., IcnaHis.
3MiHu | TMny - 3miHun 3 sikocTi. CepTudikaT
BignosigHocTi/lE-cepTudikaT BignoBigHoCTI
€Bponewckkin hapmakonei/MoHorpadii.
MogaHHs HoBoro abo OHOBMEHOrO cepTudikaTa
BignoBigHoCTi abo BUny4eHHs cepTudikata
BiQNOBIQHOCTI €BponeWchkin hapmakonei: Ans
ADI; ansa BuxigHoro
maTepiany/peareHTy/npoMiXXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTBCS Y BUPOOHULTBI ADI; ans
[OOMNOMiXHOT peqoBuHU (cepTudikat
BignoBigHocTi €Bponeinchkii hapmakonei) -
OHoBneHun ceptudikaT Bif yke 3aTBepaXeHOro
BMPOGHMKa - NoAaHHS OHOBMEHOro cepTudikara
BignoBigHocTi €Bponencokini papmakonei Ne R1-
CEP 2010-115-Rev 01 (3atBepmxeHo: R1-CEP
2010-115-Rev 00) anst A®| pop3onamigy
rigpoxnopuay Bif BXe 3aTBEpPOKEHOrO
BMpo6Huka Crystal Pharma S.A.U., IcnaHis.
3MmiHu | TUNy - AOMiHICTpaTMBHI 3MiHW.
Buny4yeHHs1 BUpOGHWYOI AinbHULI (BKMHOYaO4uK
OinbHuui gna A®I, npomixkHoro npogykty abo
roTOBOrO fikapcbkoro 3acoby, AinbHULi Anst
NpoBeAEHHS NakyBaHHs1, BUPOOHWKa,
BiZNOBIgANbLHOro 3a BUNYCK Cepin, Micue
nNpoBeEHHS KOHTPOT cepii) abo

nocTayanbHvka BrUXigHOTro MaTepiany, peareHTy
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi6HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
abo OOMNOMIDKHOI pEHOBUHM (SIKLLLO 3a3HAYeHO Y
[OCbE) - BUINYYEHHS1 BUPOBHMYOT AinbHUUI Ans
A®I gop3onamigy rigpoxnopugy — Teva
Pharmaceutical Industries Ltd.). Pegakuisi B
Hakasi - 6e3 peuenTa. BipHa peaakuis - 3a
peuenTom.
73. | MEQOBIOTHU TabneTtku no 2,5 mr; TOB «MIBE YkpaiHa AHTOH Xi06Hep Himevunna BHECEHHS1 3MiH 0 peecTpauinHMX maTepianis: bes - UA/2432/01/01
H® no 10 TabneTok y YKPAIHA» Mv6X & Ko. KT, 3MiHu | TNy - 3MiHK Woao peuenma
Gnictepi; no 3 abo 6 HimeyunHa 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
GnictepiB y (BUPOBHUK, (iHWi 3MiHK). OHOBMEHHSI TEKCTY MapKyBaHHS
KapTOHHiI kopobuyi BignosiganbHUn ynaKkoBKW nikapcbKoro 3acoby, a came: 3miHa y
3a BUNYycK cepi, n. 6. «IHWE» nepBrHHOT ynakosku, y n. 8.
BKIHO4a04M «OATA 3AKIHYEHHA TEPMIHY
KOHTPOMb/BUNPO MPNOATHOCTI», n. 12. «<HOMEP
6yBaHHs cepii); PEECTPALIIMHOIO NOCBIAYEHHA» Ta n. 13.
Mibe MmM6X «HOMEP CEPI NNIKAPCbKOIO 3ACOBY»
ApuHanmitTens, BTOPWHHOI YNaKOBKW.
Himeyunna TepmiH BBeAEHHA 3MiH NpoTAroM 6 micauis nicns
(BUPOBHUK, 3aTBEePYKEHHSI
BiAnoBiganbHWn
3a BUNYycK cepi,
BKITOYAK0YN
KOHTPOMb/BUNPO
OyBaHHs cepil);
Mibe MmM6X
ApuHanmiTTEnND,
HimeyuunHa
(BUPOBHUK,
BianoBiganbHWn
3a BUpOBHULTBO
Hepo3dpacoBaHo
ro NpoaykTy,
nepBUHHE Ta
BTOPUHHE
nakyBaHHs)
74. | ME®EHAMIH | Tabnetku no 500 wmr; MPAT YkpaiHa MPAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiliHiX MaTepianis: bes nionsizae UA/17139/01/01
OBA no 10 Tabnetok y "OITOPAPM" "OITOPAPM" 3MiHu | Tuny - 3miHn Wwopo peuenma
KUCIIOTA Gnictepi; no 2 be3nekn/edekTUBHOCTI Ta hapmakoHarnsgy.

Gnictepu B nayui 3
KapTOHY

3MiHa y KOpOTKili XapakTepucTuLi NnikapCbKoro
3acoby, TeKCTi MapKyBaHHs! Ta IHCTpYKLUii Ans
MeOMYHOro 3aCTOCyBaHHSA Ha NiacTaBi
perynsipHO OHOBIOBAHOTO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepioa, abo sik pesynbtaT
OLiHKM 3BITY 3 JOCIAKEHb, NPOBEAEHNX
Bi4NOBIQHO [0 NNaHy nejiaTpuyHMX AOCHioKeHb
(PIP) (3MiHy y3rog»eHo 3 KOMNETEHTHUM
YNOBHOBa)X€HUM OpraHoM) - 3MiHW BHECEHO B
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi6HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
IHCTPYyKUil0 4N MEAMYHOrO 3acTOCyBaHHS
nikapcbkoro 3acoby Ao po3ainy "3acTtocyBaHHsi
y nepiog BariTHocTi abo rogyBaHHs rpyaato”
BiZNOBIgHO O OHOBMEHOI iHhopMaUii Wwoao
6e3nekn 3aCToCyBaHHs! Aito40i peYOBWHM 3rigHO
3 pekomeHgauieto PRAC
75. | MIKAPOUCI Tabnetku, 80 BepiHrep Himevuunna Bupo6HuuTBO, Himewumna/ BHECEHHS1 3MiH O peecTpauiiHMX maTtepianis: 3a He UA/0465/01/02
NIOC® mr/12,5 mr IHrenbxanv nepBuHHe Ta Mpeuis 3MiHM | Tuny - 3miHn Wwoao peuenmom | niidnszae
no 7 TabneTok y IHTepHeLwHn BTOPUHHE 6e3nekn/eceKTUBHOCTI Ta hapmakoHarnsgy.
Gnictepi; no 4 mM6X nakyBaHHS, 3MiHa y KOpOTKili XapaKTepucTuLi nikapcbkoro
6nictepu y KOHTPOIb AKOCTI 3acoby, TeKCTi MapkyBaHHS Ta iHCTPYKLii Ansi
KapTOHHIl kopobui Ta BUNYCK cepii: MeLMYHOro 3acToCcyBaHHA Ha niacrasi
BepiHrep perynsipHo OHOBIOBAHOrO 3BiTYy 3 6e3neku
IHrenbxanm nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
dapma 'MEX i 3acTocyBaHHS nikapcbkoro 3acoby B
Ko. KT, nicnapeecTpauinHuin nepioa, abo sk pesynbTaT
Hime4uuuHa; OLLiHKM 3BiTYy 3 JOCNIOKEHb, NPOBEAEHNX
Bupo6HuLTBO, BiANOBIQHO 0 NNaHy negiaTpudHMX OCnioKEHb
nepBuHHE Ta (PIP) (3MiHy y3romKeHo 3 KOMNeTEHTHUM
BTOPUHHE YMOBHOBAXEHNM OpraHoMm).
nakyBaHHs, 3MiHV BHECEHO [0 iHCTPYKUIT AN MeanyHoro
KOHTPOSb SIKOCTi 3acToCcyBaHHs Nikapcbkoro 3acoby Ao po3sainis
Ta BUMYCK cepii: "OcobnusocTi 3actocyBaHHA", "lM0biuHi peakuii”
BepiHrep BiZNOBIgHO [0 OHOBMEHOI iHpopMmaLii 3 6e3neku
IHrenbxamm Lil0Y01 peyoBUHU.
Xennac CuHrn
Membep C.A.,
peduis
76. | MIO3UM NOPOLLIOK ANA [hxeHsarim Hinepnangu HarnoBHEHHs IpnaHais/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/11618/01/01
NPUroTyBaHHS tOpon B.B. cnakoHiB Ta Benbris 3MiHu | Tuny - 3miHn 3 sikocTi. ADL. peuenmom
KOHLieHTpaTy Ans BMPOGHMLTBO BupobHuuTBO. 3MiHa BUpobHUKa
po34nHy Ans KiHLeBOro BVXiAHOro/NpOMIDKHOTO MPOAYKTY/peareHTy, Lo
iHy3in no 50 wr, 1 NPoAyKTY, BMKOPUCTOBYIOTBCS Y BUPOGHMYOMY npoLieci
riakoH 3 NOPOLLKOM MapKyBaHHS Ta A®I, abo 3miHa BUpoOHuMKa (BKNtoYaroun, ae
Y KapTOHHIN nayui nakyBaHHs, HeobXxiaHO, MicLie MPOBEAEHHSI KOHTPOIO AKOCTI)
KOHTPOrb SKOCTi A®I (3a BigcyTHOCTI cepTudikaTa BignoBigHOCTI
N3, sunyck €Bponeicbkin hapmakonei y 3aTBepaXeHoMy

cepii: [xeH3anim
Ipnang Nimiten,
Ipnangis;
BUPOBHMLTBO
AC,
NPpUroTyBaHHs!
po3unHy N3 gns
niodpinizauii:
[xeH3anm
dnangepc 6863,
Benbris

[oCbe)(iHWi 3MiHW) - AoAaBaHHA BUPOBHUKa
BioReliance, Todd Campus, West of Scotland
Science Park, Glasgow, United Kingdom
(BioReliance UK) y sikocTi BUpOBHWYOT AinbHULI
ONs NPOBEAEHHSI KOHTPOINIO SIKOCTi ANs Aitoyoi
PEeYOoBUHM anrmioko3uaasu ansda:
BMNpPoOyBaHHS BipyciB in vitro y BUpobHnyomy
npoueci Ans Aito4oi pevyoBMHN. A Takox
BHECEHHS pefaKUiiH1X 3MiH: Y po3ainu
3.2.S.2.2. Onnc BMpoBHMYOro npoLecy Ta horo
KOHTponto i 3.2.S.2.4. KOHTpOInb KPUTUYHUX
CTafivi i NpoMiKHOT NpoAyKLii; 3MiHKM | Tuny -
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi6HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
AOMiHiCTpaTVBHI 3MiHW. BunyyeHHs BUpOGHMYOT
AinbHUUi (BkMtovatoum ainbHuui ans AdI,
NPOMIDKHOrO MPOAYKTY abo roToBOro MikapcbKoro
3acoby, AinbHULI Ana NpoBeAeHHS NaKyBaHHS,
BMPOGHMKa, BiAMNOBiAaNbHOMO 3a BUNYCK cepin,
MicLie NpoBeAEeHHs KOHTPOJO cepii) abo
nocTayarnbHvKa BMXiQHOTO MaTepiany, peareHTty
abo JOMOMIXXHOT PEYOBMHM (SIKLLO 3a3HAYEHO Y
[OCbLE) - BUNYyYEHHSI BUPOOHNYOT AinbHML
BioReliance, Todd Campus, West of Scotland
Science Park, Glasgow, United Kingdom
(BioReliance UK), Ha sikiii npoBOoanTbLCS
BMNPOOYBaHHS Bipycy in vitro npomidxxHoro
KOHTPOIIO Aito40i pevoBuHY; 3MiHm | Tuny -
3MiHM 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6.
KoHTpOsb roTOBOro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikadin Ta/abo gonyctummnx
MeX FOTOBOIO NiKapcbKoro 3acoby (iHLwi 3miHm) -
BUIYyYeHHs i3 cneumdikauii M3 3BiTy npo
pesynbTaTy BUNnpobyBaHHS BipycCy in vitro
77. | MOP®OIIHIE | kpucTaniyHui ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS1 3MiH JO peecTpaUiiHMX maTepianis: - - UA/18765/01/01
BA Clllb NOPOLLIOK obmexeHot oBMexeHo 3MiHu | Tuny - 3miHK 3 sikocTi. ADI.
TIA3OTHOI (cybeTaHuis) y BiAMNoBiAanbHi BigMNoBiganbHicT BupobHuuTteo. 3MiHM B npoueci BUpobHuuTBa
KUCINOTH nonieTuneHoBoMy CTHo 10 "OAPMXIM" AP (iHWi 3miHK). ONTUMI3aLisi TEXHOMNOrYHOIO
MiLLKy Ang "OAPMXIM" npouecy LWNAXOM AoAaBaHHA cTagii
dapmaLeBTU4HOro KOTPUMAHHS1 PO34YMHY MOHOXITOPOLITOBOT
3acTocyBaHHs KUCNOTHU i rigpokenay HaTpito». BBeaeHHs 3MiH
nNpoTArom 6-T1 MicsUIB NicNs 3aTBEPOXKEHHS.
78. | HEBINET® Tabnetku no 5 wmr, MeHapiHi ITrokcembypr BupobHuk, HimeuunHa BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3a He UA/9136/01/01
no 7 tabnetok y IHTepHelLoHan BigNoBiganbHUN 3MiHu | Tuny - 3miHn Wwopo peuenmom nionsieae
GnicTepi; no 1 OnepenwoHc 3a BUPOBHNLTBO 6esnekn/edekTMBHOCTI Ta hbapmakoHarnagy
6nictepy B ITrokcembypr «in bulk» Ta (iHwWi 3miHK) - PepgaroBaHo TekcT y po3aini
KapTOHHiI kopobuyj; C.A. KOHTPOrb Cepin: "®apmakonorivHi BnacTMBoCTi" iIHCTPYKUii Ans

no 14 Tabnetok y
6nictepi; no 1 abo
no 2 6nictepu B
KapTOHHiI kopobuyj;
no 10 Tabnetok y
GnicTepi; no 9
GnicTepiB y
KapTOHHiI kopobLyi

BEPNIH-XEMI
Al', HimeyuuHa;
Bupob6Huk,
BigNoBiganbHUN
3a BUPOOHULITBO
"in bulk" (Tinbkn
rpaHynsuis),
nepBuHHe Ta
BTOPWHHE
nakyBaHHs1,
KOHTpOrb cepii
Ta BUNycK cepii:
BEPNIH-XEMI
Al', HimeyunHa

MeaMYHOro 3acTOoCyBaHHS NikapCbKoro 3acoby.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepOKeHHS; 3MiHM | Tuny - 3MiHK 3 AKOCTI.
ADI. KoHTponb A®I. 3miHa y meTogax
BunNpobyBaHHa APl abo BMXigHOrO
maTepiany/npoMixxHOro NPoAyKTy/peareHTy, LWo
BMKOPUCTOBYETbLCS y NpoLeci BupobHuutea AdI
(iHWi 3MiHM y MeTofax BUNpobyBaHHs
(Bkntovatoum 3amiHy abo gonoBHeHHs) ADI abo
BUVXiQHOro/NMpOMiXKHOro NPOAYyKTY) - BUPOGHUKOM
'N13 popnaHo anbTepHaTUBHY METOAUKY (MeToq
2) MeTojoM aToMHO-abcopbLiiHOT
cneKTpockonii Ans BU3HAYeHHs nanagito y
crneundikauito A®I; 3minm Il Tuny - 3miHn wopno
6e3nekn/ehekTMBHOCTI Ta dhapmakoHarnsgy.
3MiHU y KOPOTKili XapakTepucTuLi NikapcbKoro
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[TpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKUii Ans
MEeAMNYHOro 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMM
LaHMMW 3 SKOCTI, AOKMIHIMHUMU, KIiHIYHUMK
OaHnMu Ta AaHnMm 3 chapmakoHarnsgy - 3MiHu
BHECEHO B iHCTPYKLUIiO ANs MegnyHoro
3acToCyBaHHs NikapcbKkoro 3acoby Ao po3gainis
"dapmakonorivyHi BnactusBocTi" Ta
"8acTocyBaHHs y nepiof BariTHoCTi abo
rogyBaHHs rpyaar”. BeBeaeHHs 3MiH npoTarom
6-TK MicauiB nicna 3aTeepaKeHHst; 3miHu Il Tuny
- 3MiHu 3 AkocTi. A®I. (iHwWi 3mMiHW) - nogaHo
oHoBrneHuin ASMF (Version 19 CPL/NL/AP/216)
Ha Zitody pedoBuHy HebiBanony rigpoxmnopuay
Bif 3aTBepAXeHoro BupobHuka Cadila
Pharmaceutical Ltd, IHgis

79.

HEWPOPYBIH
™

PO34MH NS iH'EKLiN,
no 3 mn B amnyni;
no 5 amnyny
KopobuUi

TOB «TeBa
YkpaiHa»

YkpaiHa

Mepkne 'm6X,
HimeyunHa
(BMPOGHMLITBO
3a MOBHUM
LIKIIOM,
KOHTPO~b
SIKOCTI)

Himeyunna

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MiHn | TUny - 3miHm 3 akocTi. CepTudikar
BignosigHocTi/E-cepTudikaT BignoBigHoCTI
€Bponeiickkin thapmakonei/MoHorpadii.
MogaHHA HOBOro abo oHoBMeHoro cepTudikara
BignoBigHocTi abo BUNyYeHHs cepTudikata
BignoBigHOCTI €BponeWchbkin hapmakonei: ans
A®I; onsa BMuxigHOro
maTepiany/peareHTy/npoMiKHOro NpPoAykKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMNOMIXKHOI peqoBuHU (cepTudikar
BignoBigHocTi €Bponeinchkii hapmakonei) -
OHoBneHWn cepTudikaT Bif yxe 3aTBepaKeHOro
BUPOBHMKaA - NOAAHHSI OHOBMNEHOrO cepTudikaty
BignosigHocTi €Bponeincokii hapmakonei R1-
CEP 1998-140-Rev 04 Big Bxe 3aTBEpPOXEHOr0
BupobHuka Sanofi Chimie, France gitouoi
peyvoBMHM LiaHOoKkobanamiH B 3B’3Ky 3
OHOBIEHHSAM Y EBponerichkin hapmakonei
MoHorpadii Ha Aitovy pevyoBUHY (3aTBEPIKEHO:
R1-CEP 1998-140-Rev 03; 3anponoHoBaHo: R1-
CEP 1998-140-Rev 04). 3miHu | Tuny - 3miHu 3
skocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI €EBponeinchkii
apmakonei/moHorpadii. NMoaaHHs HoBoro abo
OHOBIeHoro cepTudikarta BignosigHocTi abo
BUMYYEHHS cepTudikaTta BignoBigHOCTI
€Bponelicbkini hapmakonei: ans A®l; ans
BVXiAHOrO Matepiany/peareHTy/npoMiKHOro
NPOAYKTY, LLO BUKOPUCTOBYHOTLCH Y BUPOOHULTBI
AQDI; ans AONOMiXKHOT peyYoBMHY (cepTudikaTt
BigNoBigHOCTI €Bponevickkin hapmakoner) -
OHoBneHun cepTudikaT Bif yke 3aTBepaKeHOro
BMPOOHMKa - NOAaHHS OHOBMEHOrO cepTudikaTty

3a
peuenmom

UA/10051/01/01
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[TpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

BignoBigHOCTI €Bponewickkin hapmakonei R1-
CEP 1998-140-Rev 05 Big Bxe 3aTBEPOKEHOTO
BUpo6HmKka Euroapi France, France gitoyoi
PEYOBUHM LiiaHOKOBanamiH B 3B’A3Ky 3i 3MiHOO
Ha3sw BnacHuka CEP/Bupo6Huka A®I Ta 3miHn
agpecwu BnacHuka CEP
(3aTBepakeHo: R1-CEP 1998-140-Rev 04 Name
of holder: Sanofi Chimie, France 82 Avenue
Raspail France-94250 Gentilly; Site of
production: Sanofi Chimie Rue de Verdun
France-76410 Saint Aubin Les Elbeuf;
3anponoHoBaHo: R1-CEP 1998-140-Rev 05
Name of holder: Euroapi France Rue de Verdun
France-76410 Saint Aubin Les Elbeuf; Site of
production: Euroapi France Rue de Verdun
France-76410 Saint Aubin Les Elbeuf), micue
BMPOGHMLTBA HE 3MiHMIIOCh.

80.

HEPBUIJIEK
C-H

PO34MH NS iH'EKLiN,
no 2 mn B amnyini;
no 5 abo 100 amnyn
y naduj; no 2 mn B
amnyni; no 5 amnyn
B 6nictepi; no 1
6nictepy B nauui

MNpuBaTHe
aKkuioHepHe
TOBapucTBO

"Nekxim-
Xapkis"

YkpaiHa,

MNpuBaTHe
akuioHepHe
TOBapuCTBO

"INekxim-Xapkis"

YkpaiHa

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MiHu | Tuny - 3miHn 3 sikocTi. CepTudpikat
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponeiickkin hapmakonei/MoHorpadii.
MogaHHA HoBoro abo oHoBReHoro cepTudikara
BigNoBIgHOCTI abo BUNy4YeHHs ceptudikara
BignoBigHOCTI €BponeWchkin hapmakonei: ans
A®Il; ansa BuxiaHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BMKOPUCTOBYOTbCS Y BUPOOHMUTBI APl; ans
[OOMNOMiXHOT peqyoBuHU (cepTudikat
BigNOBIQHOCTI €Bponewichkin hapmakoner) -
OHoBneHnn cepTudikaT Bif yxe 3aTBepaKeHOro
BMPOOHMKa - NOAAHHA OHOBMEHOro cepTudikarta
BiAnNoBigHOCTI €Bponeincoki papmakonei Ne R1-
CEP 1998-131-Rev 05 (3atBepmxeHo: R1-CEP
1998-131-Rev 04)ansa APl TiamiHy
rigpoxnopuay Bif BXe 3aTBepaXeHOro
BMpo6HMKa DSM Nutritional Products GmbH;
3MiHu | Tuny - 3MiHn 3 sikocTi. CepTudikaT
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponeicbkinn apmakonei/MmoHorpadii. 3miHu,
NnoB'si3aHi 3 HEOBXiAHICTIO NPUBEAEHHS Y
BignoBigHiCTb 40 MoHorpadii APY abo
€Bponeicbkoi hapmakonei, abo iHwoi
HauioHanbHoi hbapmakonei agepxasu €C (3MiHa
y cneuudikaisix, no's3aHa 3i amiHamu B [J®Y,
abo €sponeiicbkinn hapmakonei, abo iHLin
HauioHanbHin bapmakonei gepxasu
CynyTHS 3MiHa
- 3miHu 3 sikocTi. CepTudikat BignosigHocTi/lE-
cepTtudikaT BignoBigHOCTI €Bponenchkii

3a
peuernmom

UA/10373/01/01
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[TpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi6HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
dapmakonei/MoHorpagii. 3mMiHK, NoB'A3aHi 3
HeobXiaHICTIO NpMBEAEHHs Y BiANOBIAHICTE A0
MoHorpagii Y abo €sponeincbkoi
capmakonei, abo iHWOoi HaLioHanbHOI
dapmakonei gepxasun €C (iHLi 3MiHW) - 3MiHW Y
cneundikaii Ta MmeTogax BusHaveHHs AdP|
TiamiHy rigpoxnopuay noe'aA3aHi 3 HEOOXiAHICTIO
NpvBEAEHHS Y BIANOBIAHICTb A0 MOHOrpadil
€Bponencbkoi hapmakonei
81. | HIBOPAII® kpeM, 20 mr/r; no 15 MakHin AHrnis AHcceH Beneris BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: be3 - UA/9849/01/01
ry Ty6i; no 1 1y6i B MpopakTc dapmaueBTUKa 3MiHn | TUny - 3miHm 3 akocTi. CepTudikar peuenma
KapTOHHIN ynakoBLj TimiTen HB BignosigHocTi/E-cepTudikaT BignoBigHoCTI
€Bponeiickkin thapmakonei/MoHorpadii.
MogaHHA HoBOro abo oHoBMeHoro ceptudikara
BignoBigHocTi abo BUNyYeHHs cepTudikata
BignoBigHOCTI €BponeWichkin hapmakonei: ans
A®I; onsa BMxigHoOro
matepiany/peareHTy/npoMiXXHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMNOMIXKHOI peqoBuHU (cepTudikar
BignoBigHOCTI €Bponewchbkin hapmakoner) -
OHoBReHui cepTudikaT Bif, y)xe 3aTBEpAXEeHOro
BUpPOOHMKa - NoaaHHsA OHOBMNEHOro cepTudikaTa
BiNOBIgHOCTI €BponeWchkin hapmakonei ans
Aol keTokoHazony CEP R1-CEP 1999-049-Rev
10 (nonepepHs Bepcia CEP R1-CEP 1999-049-
Rev 09) Big Bxe 3aTBEpAXeHOro BUpobHUKa
Piramal Pharma Limited, India, y 38’s3ky 3i
3MiHOW agpecu BnacHuka CEP, 6e3 3miHn micus
BMPOGHMLTBA
82. | HI®EQUNIH- TabneTkn, BKpUTI MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX MaTepianis: 3a - UA/4738/02/01
OAPHULUA obonoHkoto, no 10 "®apmaueBTn "dapmaLeBTUYH 3MiHu | Tuny - 3miHun wopo peuenmom
mr; no 10 TabneTok YHa dipma a gipma 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
Y KOHTYPHI# "OapHuus” "OapHuus” (iHLWi 3MiHK) - OHOBNEHHS TEKCTY MapKyBaHHS
YapyHKOBIl ynakoBKu nikapcbKoro 3acoby, a came
ynakosLi; no 5 nopaeaHHst iHopmalii Wwoao HaHeceHHst QR-
KOHTYPHUX Kogy Ha BTOPUHHY YMaKOBKY Ta BUNMYYEHHS
YapyHKOBUX TEKCTY, KU HaHECEHUIA POCICLKOIO MOBOHO.
yMNaKkoBOK B nayi TepmiH BBeQEHHS 3MiH NpOTAroM 6 micauis nicns
3aTBEPKEHHS
83. | HO-WWNA® Tabnetkn no 80 mr TOB «Onenna YkpaiHa Bupo6HuLTBO, YropwuHa/ BHECEHHS 3MiH O peeCcTpaLiiHUX maTepianis: be3 nidnsieae UA/8879/01/01
®OPTE Ne 24: no 24 Xenckea KOHTPOIb SIKOCTI, Monbwa 3MiHu | TUny - AgmiHicTpaTuBHI 3MiHW. 3MiHa peuenma
Tabnetkn y Gnictepi; YkpaiHa» nakyBaHHS, HaiMeHyBaHHs1 Ta/abo agpecu Micus
no 1 6nictepy y MapKyBaHHs, NpoBaXeHHS AiAnbHOCTI BUpoGHWKa/imnopTepa
KapTOHHiI kopobuyj; BUMYCK cepii: rOTOBOrO fikapcbKoro 3acoby, BKIoYaum
Ne 10: no 10 Onenna AOinNbHWL BUMYCKy cepii abo micLe npoBeaeHHS
Tabnetok y 6nictepi; Xenckea KOHTPOMIO SIKOCTI. (AiANbHICTb, 3a AKy Bignosigae
no 1 6nictepy y XaHrepi K., BUPOGHWMK/IMNOPTEP, BKIOYAKUM BUMYCK CEPIl) -
KapTOHHI kopobui YropwuHa 3MiHa HalimeHyBaHHSA BMpo6HuKa 113 Ta
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[TpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi6HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
Bupo6HuLTBO, 3a3HayYeHHs1 pyHKUin. 3MiHM BHECEHI B
KOHTPOIb SKOCTI, IHCTPYKLUIiO ANs MeANYHOro 3acTOCyBaHHSA
nakyBaHHs, nikapcbkoro 3acoby Lwoao Ha3By BUpobHuKa Ta
MapKyBaHHS, A0ro Micue3HaxomXeHHs 3 BignosigHMMn
BMNYCK cepii: 3MiHaMK y TEKCTi MapKyBaHHS YNaKoBKN
Onenna nikapcbkoro 3acoby. BBegeHHst 3MiH MPOTArom
Xenckea 6-TK MicAauiB nicnsa 3aTBepAXeHHs. 3MiHn | Tuny -

Monang Cn. 3
0.0., MNMonblwa
Mikpob6ionoriyxu
1 koHTponb M3:
EYPOATI
Xanrepi ITg.,
YropwwmHa
MikpobionoriyHu
1 KoHTponb M13:
XIHOIH 3aBop
dapmaueBTUYHK
X Ta XiMiYHmX
MpopaykTis
Mpamsit Ko.
nTa.,
MignpremcTeo
Ne3
(NignpuemcTeo
B YaHikBenbap),
YropwuHa

AaMiHicTpaTMBHI 3MiHU. 3MiHa HaMeHyBaHHS
Ta/abo agpecy Micua NpoBamKEHHS OiANbHOCTI
BMPOGHMKa/iMnopTepa roToBOro NikapcbKoro
3acoby, Bknovaoum AinbHULI BUNycky cepii abo
MicLie NpoBeAEeHHS KOHTPOHO SIKOCTI.
(misnbHIiCTb, 3a SKy Bignosinoae
BMPOGHMK/iIMNOpTEP, BKIOYaKYX BUMYCK CEPii) -
3MiHa HaliMeHyBaHHs1 BUpOOHuKa 113 Ta
3a3HaueHHs1 pyHKUiN. 3MiHM BHECEHI B
iHCTPYKLUiO AN MEQMYHOro 3aCTOCYBaHHsI
nikapcbkoro 3acoby Wwoao Ha3By BUpobHUKa
«CaHoi-ABeHTic Cn.3.0.0.» 3 BignoBigHUMu
3MiHaMK y TEKCTi MapKyBaHHS YNaKkoBKN
nikpcbKoro 3acoby.

BBegeHHs 3MiH NpoTArom 6-Tn micauiB nicns
3aTBepMKeHHA. 3MiHM | Tuny - 3MiHM 3 AKOCTI.
[oToBMI Nikapcbkuii 3aci6. 3miHM y
BUPOGHMUTBI. 3MiHa iMnopTepa/3amiHu, Lo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOIHO AKOCTI
roToBOro nikapcbkoro 3acoby (3amiHa abo
[oAaBaHHSA AiNbHULI, Ha AKiA 30iACHI0ETLCS
KOHTpornb/BUNpobyBaHHs cepii) [lonaBaHHs
OiNbHULI , Ha SKIN 30INCHIOETLCS
MikpobionoriyHuii koHTponb 113 EYPOAIMI
XaHrepi ITa., Byn. To 1-5, Byganewr, 1045,
YropwuHa/EUROAPI Hungary Ltd., To utca 1-5.,
Budapest, 1045, Hungary. BeeaeHHs 3MiH
NpOTArom 6-T MicALIB NiCNs 3aTBEPOXKEHHS.
3miHu | Trny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. 3mMiHM y BUpoGHULUTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYIOTLCS BUMYCKY cepii
Ta KOHTPOIHO SIKOCTi TOTOBOTO iKapCbKoro
3acoby (3amiHa abo gofaBaHHs AinbHULI, Ha
AKiIV 3AINCHIOETBCSA KOHTPONbL/BUNPOBOYBaHHS
cepii) [logaBaHHA OiNbHULI , Ha sIKin
3[iNCHI0ETbCST MikpobGionoriyHuiA koHTponb M3
XIHOTH 3aBog ®apmauesTnyHmX Ta XiMidHnx
MpopykTis Mpawnsit Ko. NTAa. Mignpuemctao Ne3
(MNignpuemcTao B YaHikBenbap) 3510,
Miwkonbu, Yarikeenbapb, YropwuHa/ CHINOIN
Pharmaceutical and Chemical Works Private Co.
Ltd. Site 3 (Csanyikvolgy site)3510, Miskolc,
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[TpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi6HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
Csanyikvolgy, Hungary. BeegeHHs1 3miH
NpOTSArom 6-T MicALIB NiCNs 3aTBEPOXKEHHS.
3MiHn | TMNY - AgMiHicTpaTuBHI 3MiHW. 3MiHa
HaviMeHyBaHHs1 Ta/abo agpecu Micus
NpoBaKEHHS AissNbHOCTI BUPOBHMKa
(BKNtoYao4un, 3a HeobXigHOCTI, Micue
NpoBeAeHHs1 KOHTPOIIO AKOCTi), abo BNacHuka
macTep-danna Ha A®l, abo noctayansbHuka
Adl/BuxigHoro matepiany/peareHTy/npomMixxHoro
NPOAYKTY, L0 3aCTOCOBYHOTECS Y BUPOOHULITBI
A (AKLLO 3a3HAYEHO Y AOCLE Ha NiKapCbKnii
3acib) 3a BiacyTHOCTI cepTudbikata BignoBigHOCTI
€BponeickKii hapmMakonei y 3aTBepaKeHoMy
nocbke, abo BUpobHMKa HOBOI LOMOMIXKHOT
PEYOBMHM (SKLLO 3a3HaYeHo y Aocbe) 3MiHa
HanMeHyBaHHs B1po6Huka A®l 3 XIHOTH 3asog
dPapmaueBTUYHMX Ta XiMivHux MNpoaykTis
Mpausit Ko. J1Ta. MignpuemcTao 2
(nignpuemcTBo Bepelwenbxas), YroplimHa Ha
E€YPOATI Xanrepi IlT4., YropwuHa, 6e3 3MiHun
Micusi BUpoOHUUTBA. BBEAEHHS 3MiH NPOTSArom
6-TV MicaLiB Nicns 3aTBEPAKEHHS.
84. | HYTPU®DINEK | emynbcia ans B. BpayH Himeuunna BupobHuuTBo, HimeyunHa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/13231/01/01
C OMETA iHdy3in; no 1250 Menb3yHreH nepBuHHa Ta TexHi4YHa nomwunka (3rigHo Hakaly MOS3 Big peuenmom
CNEUIANIbH mn, 1875 mny Al BTOpPUHHA 23.07.2015 Ne 460), BunpaBneHo TexHi4Hy
un MiLLKY yrnakoBkKa, NMOMUIIKY B iIHCTPYKLi ANS MeAUYHOro
nNnacTUKoBOMy BUnyck cepii: b. 3acTocyBaHHs nikapcbkoro 3acofy, a came: B
Tp1KamepHomy; no 1 BpayH HoMepi Ta AaTi Haka3y. 3a3HayeHe BUNPaBMEHHS
MiLLKY Menb3yHreH AT, BiANoBiAae apxiBHUM maTtepianam
nNnacTuKoBOMy HimeyumnHa; peecTpaLiiHoro oocbe
TpUkamepHomy B KoHTponb cepii:
3aXVICHOMY MILLIKY; B. BpayH
no 5 3axmcHux MenbayHreH Arl,
MILLKIB Y KapTOHHIW HimeyuunHa
KopobLi
85. | OIMECAPTA | kpucTtaniyHuin AT YkpaiHa YKYXAN PYHOY KuTaricbka BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: - UA/19956/01/01
H NOpPOLLOK "KUIBCBKUIN PAPMACBIOTIK HapogHa YTOYHEHHs1 (popMUu BUNYCKY cyb6cTaHLii B
MEOOKCOMI (cybeTaHuis) y BITAMIHHAN AN KO, NTA. Pecnybnika Haka3i MO3 YkpaiHun Ne 539 Big 23.03.2023 B
n nakeTtax noAaBinHUX 3ABO" npoueci peectpauii. Pegakuis B Hakasi -
nonieTuneHoBmx nopoLuok (cybcTaHuist). BipHa peaakuis -
ans KpucTaniyHum nopoLuok (cybcraHuis).
hapmMaLEeBTUHHOIO
3aCTOCYBaHHS
86. | OHIMNI3A TabneTkn, BKpUTI AcTtpa3eHeka Benuka BupobHuuTBO: CLUA/ BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3a - UA/10715/01/02
NNiBKOBOIO HOK Jimiten BpuTaHis AcTtpa3eHeka Benvka 3miHu | TNy - 3MiHKM 3 sikocTi. FoToBUIA peuenmom
060s0HKO, No 5 Mr; dapmacbioTukan BpuTaHis/ nikapcbkuii 3aci6. KoHTpornb rotoBoro
no 10 Tabnetok y c Jif, CWA LLBeuis nikapcbkoro 3acoby (iHLUi 3MiHW) OHOBNEHHS BXe
GnicTepi; no 3 MakyBaHHs, 3aTBEPKEHMX MeToAiB KOHTponto sikocTi [T13, a
6nictepu B BUNYCK cepii: caMe BUKINaAEeHHs TeKCTY [iepXXaBHO MOBOIO
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[TpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi6HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
KapTOHHil kopobui AcTtpa3eHeka 3riAHO Cy4acCHWX BUMOT, a TaKoXX BHECEHHS
IOK Nimiten, peAakuinHMX NpaBoK BignoBigHo 40
Benuka opuriHanbHUX MaTepianis 3asiBHUKa. BBeaeHHs
BpuTtaHia 3MiH NPOTArom 6-Tn MicsiLiB nicns
KoHTponb 3aTBeppKEHHs
AKOCTI:
AcTtpa3eHeka
AB, lBeuis
KoHTponb
AKOCTI:
AcTtpa3eHeka
AB, LBeuis
87. | OHIMI3A TabneTkn, BKPUTI AcTtpa3eHeka Benwka Bupo6HuLTBO: CLIA/ BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a - UA/10715/01/01
NniBKOBOIO HOK Iimiten BputaHis AcTtpa3eHeka Benuka 3miHu | Tvny - 3miHu 3 AkocTi. FoToBUIA peuenmom
obonoHkKoto, no 2,5 dapmacbioTukan BpwuTaHis/ nikapcbkuii 3aci6. KoHTponb rotoBoro
mr; no 10 TabneTtok cJln, CWA LLseuis nikapcbkoro 3acoby (iHLi 3MiHM) OHOBINEHHS BXe
y 6nictepi; no 3 MakyBaHHS, 3aTBEPAKEHNX METOAIB KOHTponto skocTi [T13, a
6nictepu B BUNYCK cepii: came BVKNaJeHHS TEKCTY AeP>KaBHO MOBOH
KapTOHHIl kopobui AcTtpa3eHeka 3riAHO Cy4acCHMX BUMOT, a TakoXX BHECEHHS
IOK Nimiten, peAakuiHMX NpaBoK BignoBigHoO 40
Benuka opuriHanbHMUX MaTepianis 3asBHUKa. BeBegeHHs
BpuTtaHia 3MiH NPOTArom 6-Tn Micauis nicns
KoHTponb 3aTBEepPPKEHHS
AKOCTI:
AcTtpa3eHeka
AB, WBeujsn
KoHTpornb
AKOCTI:
AcTtpa3eHeka
AB, UBeuis
88. | OHKO BLIX NOPOLLIOK ANis «BIOME[- Monbwa Bupo6Huk: Monbwa BHECEHHS 3MiH JO peeCTpaLinHMX maTepianis: 3a - UA/15951/01/01
100 / ONKO NPUroTyBaHHSA JTIOBNIH» «BIOME[- 3MiHn | TUny - 3miHm 3 akocTi. CepTudikar peuenmom
BCG® 100 cycneHsii ans ButBypHS JIIOBJIH» BignosigHocTi/l'E-cepTudikat BignosigHoCTi
NMPENAPAT BBEOEHHSA Yy Ce4oBUi Cyposil, i ButBypHs €Bponeicbkinn dapmakonei/MmoHorpadii. 3miHu,
ana Mixyp no 100 wr; 1 LLlenvioHek Cyposil i NoB'si3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
IMYHOTEPAN | amnyna a6o 1 Cnynka LLleniioHek BignoBigHicTb o MoHorpadii APY abo
Ii XBOPUX PNaKoH 3 NMOPOLLKOM AkumiiHa Cnynka €Bponeicbkoi hapmakonei, abo iHwoi
HA PAK y KOMMAeKTi 3 1 AkuMiHa, HauioHanbHoi hapmakonei gepxasu €C (3miHa
CEYOBOIro amnynoto 3 Monbla y cneuudikauisix, noB's3aHa 3i amiHamu B Y,
MIXYPA PO34YMHHUKOM Bupo6Huk abo €sponeiicbkin hapmakonei, abo iHLWin
(i30TOHIYHMIA PO3YMH PO3YMHHUKA: HauioHanbHin hapmakonei gepxasu €C)
HaTpito xnopuay MONb®APMA OHoBneHHs cneuudikauii po34YmMHHUKa
0,9%) no 1 mny C.A. i30TOHIYHOrO Po34mHy HaTpito xnopuay 0,9%, a

KapTOHHI kopoOLyj;
5 amnyn a6o 5
criakoHiB 3
MOPOLLIKOM Y
KOMMMeKTi 3 5
amnynamu 3

dapmackioTikan
Bopkc, Monbua

came 3amMiHa HoMepiB npoueayp BUNpobyBaHb
nocunaHHsaMU Ha BiANOBiAHI MOHorpadii
NOTOYHOro BUAaHHS €Bponeiicbkoi hapmakonei
Ta metoam In-house.
3MiHu | TUny - 3miHu 3 skocTi. CepTudikat
BignosigHocTi/l E-cepTudikat BignosigHoCTi
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3acoby ynakoeka) noceid4yeHHs1
PO3YNHHUKOM €Bponeickki hapmakonei/MoHorpadii. 3miHu,

(i30TOHIYHMI PO3YMH
HaTpito xnopuay
0,9%) no 1 mny
KapTOHHi kopobui

noB's3aHi 3 HeOOXiAHICTIO NpUBEAEHHS y
BignoBigHiCTb 40 MoHorpadii APY abo
€Bponewickkoi hapmakonei, abo iHWwoi

HauioHanbHoi bapmakonei gepxxasu €C (3miHa
y cneundikauisix, noe's3aHa 3i amiHamu B [1OY,
abo €Bponeicbkin hapmakonei, abo iHLWin

HauioHanbHin apmakonei aepxasun €C)

OHoBReHHs cneuudikaLii roToBOro NpoaykTy, a
came 3amMiHa HomepiB npoueayp BUNpobyBaHb

NocunaHHsaMU Ha BiANOBIAHI MOHorpadii

NOTOYHOrO BMAAHHNA €Bponeicbkoi hapmakonei
Ta metoau In-house. BuganeHHs Tecty
«TepMOoCTabinbHICTb», OCKINbKM TECT BUAANEHO
3 MOHorpadii YMHHOro BUAAHHS €BPONENCLKOT
dapmakonei. 3MiHum | Tuny - AgmiHicTpaTUBHI
3MiHW. Buny4eHHs BUpOGHMYOT AinbHNLI
(Bkntoyatoum ginbHULi gns APl npomixkHoro
npoaykty abo roToBoro nikapcbkoro 3acooy,
[inNbHUL AN NPOBEAEHHS MaKyBaHHS,
BMpo6HMKa, BiANOBIAanbHOIO 3a BUMYCK Cepiit,

MicLie NpoBefeHHs KOHTPOro cepii) abo

nocTayarnbHvKa BMXiQHOIO MaTtepiany, peareHTty
abo J0MNOMIPKHOI peHOBUHM (SIKLLLO 3a3HAYeHO Y
nocbke) BuganeHHs HauioHansHoro iHCTUTYTY
rpoMajCcbKoro 300poB’st — HauioHanbHoro
iHCTUTYTY ririeHn M. Bapluasa, Byn. Xouumcbka,

24, K1 BUKOHYBAB KOHTPOSb B paMKax

NepBUHHOIO CEpIVHOro KOHTponto. 3MiHn | Tuny -
AaMiHiCTpaTMBHI 3MiHW. (iHLWi 3MiHW) 3MiHa
Ha3BuM BUpobHUKa rymoBumx npobok 3 Helvoet
Pharma Belgium NV, Alken, Belgium Ha
Datwyler Pharma Packaging Belgium NV, Alken,
Belgium 6e3 3MiH1 agpecu Micus NpoBaKEHHSI
AianbHocTi. 3miHM | TMny - 3MiHM 3 AKoCTi.
["oToBMI Nikapcbkuin 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneundikaLii Ta/abo JoNyCTUMMX MEX FOTOBOro
nikapcbKkoro 3acoby (BHECEHHSA 3MiH 40 [OChE
nicns OHOBMEHHS 3aranbHOI CTaTTi Ha roToBY
nikapcbky chopmy y [1PY/EBponeiichkin
capmakonei) 3amiHa nocunaHb B cneumdikaLisx
nakyBanbHUX maTtepianis 3 HoMepiB npoueayp
Ha meToauku Ph. Eur. Ta meToauku in-house.
Be3 3miH y MeTogax BunpobyBaHHS. 3miHu |

TMny - 3MiHK 3 siKOCTi. [0TOBMIA NiKapCbKUiA

3aci6. KoHTponb roToBOro nikapcbkoro 3acoby.
3miHa y MeTogax BUNnpobyBaHHS roToBOro
nikapcbkoro 3acoby (He3HayHa 3MiHa y
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Ne
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3acoby
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Kpaina
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Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

3aTBep4KeHMX MeTofax BUNpobyBaHHS)
PepakujiniHe OHOBMEHHS TEKCTY aHamiTUYHOI
npoteaypv 3a nokasHnkoM «BMicT xmBumx
MikobakTepin BLK B 1 Mr». Bes 3miH y meToamui
BMNPoByBaHHSA. 3MiHu | Tvny - 3MiHK 3 SKOCTI.
["oToBMI nikapcbkmin 3acib. Cuctema
KOHTeWHep/3akynoproBanbHuii 3aci6. 3miHa
nocrayanbHuKa nakyBanbHUx Matepianis abo
KOMMIEKTYHOUMX (SIKLLO 3a3HAY€HO B AOCbE) (iHLUi
3MiHM) 3miHa BUpobHMKa amnyn o6’emom 3,4 mn
3 Nuova Ompi, ITanis Ha SG Ompi,
CnoeayumHa. 3MiHm | Tuny - 3MiHK 3 sIKOCTi.
["oToBMI Nikapcbkuii 3acib. KoHTponb rotoBoro
nikapcbKkoro 3acoby (iHLWi 3MiHN)
MepesaTtBepakeHHs MKA gns OHKO BLIXK 100
y BUFNA4i OKpemMoro AokyMeHTa. 3miHu | Tuny -
3MiHM 3 skocTi. [0TOBMI Nnikapcbkuii 3aci6.
Cuctema KoHTelHep/3aKkynoptoBarnbHUiA 3acio.
3MiHa nocTavanbHUKa nakyBarnbHUX MaTepianis
ab0 KOMMMEKTYUMX (AKLO 3a3Ha4YeHO B AOCHE)
(3amiHa abo gogaBaHHS nocTavanbHuKa)
[opaBaHHs Sanok Rubber Company S.A.,
Sanok, Poland y sikocTi anbTepHaTMBHOIO
BUPOGHMKa KOPKY AiameTpoM 13 MM ans amnyn
o6’emom 3,4 mn. 3miHu Il Tuny - 3MiHK 3 sIKOCTi.
[oToBMI Nikapcbkui 3aci6. 3MiHN y
BUPOGHMLTBI. 3MiHM y npoLeci BUpoGHMLTBa
roTOBOrO fikapcbKoro 3acoby, BKI4aoum
NPOMDKHUIA NPOAYKT, LLIO 3aCTOCOBYETLCS NpK
BUPOGHMLTBI rOTOBOrO Nikapcbkoro 3acoby (iHLwi
3MmiHn) JoaaBaHHsA PanReac Quimica S.L.U,
IcnaHis sk anbTepHaTMBHOIO BUPOBHUKa
OOMOMDKHOI pe4OBUHM riyTaMaTty HaTpito.

89.

NAHALON
EKCTPA

TabneTkn, BKpUTI
060110HKO; Mo 12
Tabnetok y 6nictepi;
no 1 6nictepy B
KapTOHHIN kopobLyi

nakcoCmiTKn
ANH
KoHcblomep
Xenckep (HOK)
TpengiHr
Nimiten

Benuka
BpuTtaHisa

nakcoCwmitTKna
nH [laHrapsaH
Timiten

Ipnangis

BHECEHHS1 3MiH 4O peecTpauinHuX maTtepianis:
3MiHu | Tuny - 3miHun wopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
BBeaeHHsA abo 3MiHM 40 y3aranbHeHWX AaHnX
npo cuctemy dapmakoHarnsgy (BBefeHHs
y3aranbHeHNX AaHVX Npo cucTemy
dapmakoHarnsay, 3MiHa ynoBHOBaxeHoi ocobu,
BiANoBiAanbHOI 3a 3AiNCHEHHS
(hapmakoHarnsigy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa Ans 34iNCHEHHst
dapmakoHarnsay B YKpaiHi, SKLWwo BoHa
BiAMiHHa Bifl yNnoBHOBaXeHOi ocobu,
BignoBiganbHOI 3a 34iMCHEeHHs hapmakoHarnsgy
(BKITHOYALOYM KOHTaKTHI AaHi) Ta/abo 3miHW y
po3MilLeHHi MacTep-chainna cuctemu
dapmakoHarnsigy) - 3MiHa ynoBHOBaXeHOT

be3
peuenma

UA/2691/01/01
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ocobu 3asBHMKKa, BianosigansLHOI 3a
dapmakoHarmsa.

Litoua pegakuisi: Dr. Jens-Ulrich Stegmann, MD.
MponoHoBaHa pegakuis: John Poustie. 3miHa
KOHTaKTHUX JaHMX YNOBHOBaXXEHOI 0cO6U
3asiBHMKA, BignoBiganbHoi 3a hapMakoHarnsg.
3MiHa KOHTaKTHOI 0CO0M 3asiBHUKA,
Bi4noBiganbHoi 3a papmakoHarnag B YKpaiHi.
[itoya pepakuin: JlanunHceka IHHa IropiBHa /
Lapchynska Inna Igorivna. lNMponoHoBaHa
pepakuisa: Kupunisa ManuHa eopriisHa /
Kyryliva Galyna Georgiivna. 3miHa KOHTaKTHMX
[aHUX KOHTaKTHOI 0cobu 3asiBHMKA,
BiANoBiganeHoi 3a papmakoHarnag B YKpaiHi.
3MiHa Micue3HaxomKeHHs MacTep-canna
cuctemu chapmakoHarnsgy Ta horo Homepa.
3MmiHa Micus 34iINCHEHHSI OCHOBHOI AisiNbHOCTI 3
capmakoHarnagy

90.

NAHTEHON

niHa HalukipHa, 50
mr/r no 58 r abo 116
'Y KOHTENHepax
(6anoHax)
antomiHieBux; no 1
KOHTENHEPY
(6anoHy) y nayui 3
KapTOHY

TOB
"MynbTicnpen"

YkpaiHa

TOB
«MynbTicnpen»

YkpaiHa

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MiHM | Tuny - AgMiHiCTpaTVBHI 3MiHW. 3MiHa
HaiMeHyBaHHs1 Ta/abo agpecu Micus
NpoBamxeHHs AisnbHOCTI BUpobHUKa/iMnopTepa
rOTOBOrO flikapCbKoro 3acoby, BKIoYaym
OinbHMUI BUNYCKy cepii abo Micue npoBeaeHHs
KOHTPOJIO SIKOCTI. (QisNbHICTL, 3a SKy Bignosigae
BMPOBHMK/IMNOpTEp, BKINOYA4M BUMYCK CEPIl) -
3miHa agpecu BUpOGHYKa y 3B'sI3KY 3
NpUMHATTAM PiweHHs 25 cecii XapkiBCKbOI
MiCbKOi pagu 7 cknukaHHs "lMpo BnopsaKyBaHHS
HaliMeHyBaHb 06'eKTiB TOMOHIMikL" Big
27.02.2019 Ne 1531/19 yacTuHy Bynuui
KoHTOpcbKOI neperiMeHyBaTh Ha BYNULIO
Banepisi NMeTpocosa. BupobHuya ainbHuus,
agpecy siKoi 3MiHEHO, Ta BCi BUpOGHMYi onepadii
3anMLLNINCL HE3MIHHUMUW. 3MiHN BHECEHI Y
po3gin "Micue3HaxooXeHHs1 BUpOOHMKa Ta
agpeca Micusi NpoBaMKEHHS NOro AisnbHOCTI" B
iHCTPYKLUiO AN MEQUYHOro 3aCTOCYBaHHs
nikapcbkoro 3acoby Ta sk HacniAokK - y TeKcT
MapKyBaHHS1 yNakoBKW Nnikapcbkoro 3acoby;
3miHu | TUny - AgMiHiCTpaTuBHI 3MiHW. 3MiHa
HalMeHyBaHHA Ta/abo agpecu 3asiBHVKa
(BnacHuka peecTpaLinHoOro NocBigYeHHs) -
3MiHa agpecu 3asBHUKA

6e3
peuenma

nidnsieae

UA/15317/01/01

91.

NMAPALUETAM
on

kancynu no no 500
mr, no 10 kancyn y
6nictepi; no 1 abo
no 2 6nictepu y

KopobLi 3 KapTOHY

TosapucTBo 3
oBMmeXeHo
BignoBiganbHi
CTIo
"®apmaueBTn

YkpaiHa

TosapucTBo 3
oBGMeXeHo
BianoBiganbHicT
10
"®apmaLleBTUYH

YkpaiHa

BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis:
3MiHu | Tuny - 3miHn Wwopo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay.
3MiHa y KOpOTKili XapakTepu1cTuLi NnikapCbKoro
3acoby, TeKCTi MapKyBaHHs Ta iHCTpYKLUii Ans

6e3
peuenma

nidnsieae

UA/11685/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi6HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
YHa KOMnNaHis a KoMnaHis MeOMYHOro 3acTocyBaHHA Ha niacTasi
"3popos's" "3popos'a", perynsipHO OHOBIIHOBAHOTO 3BiTy 3 6e3neku
YkpaiHa (Bci nikapcbkoro 3acoby, abo gocnigkeHb 3 6e3neku
cragii 3acTocyBaHHS nikapcbkoro 3acoby B
BMPOOHMLTBA, nicnsipeecTpauiiHuii nepiod, abo sk pesynbtaT
KOHTPOSb SKOCTI, OLHKM 3BIiTY 3 JOCTiAXEeHb, NPOBEAEHMX
BUNYyCK cepii); BiAMNOBIQHO A0 NNaHy negiaTpu4HuX JocnigKeHb
ToBapucTso 3 (PIP) (3miHYy y3rogXeHo 3 KOMNeTEHTHUM
obmexeHot YMNOBHOBaXEHNM OpraHoM).
BiANOBiganbHiICT 3MiHV BHECEHO B iHCTPYKLit0 A4Ns MeAUYHOro
10 "PAPMEKC 3aCTOCyBaHHS nikapcbkoro 3acoby Ao po3ainis
PYM", Ykpaiva "B3aemogis 3 iHWnMu nikapcbkummn 3acobamu Ta
(Bci cTagji iHWIi BMAW B3aemogain", "OcobnmeocTi
BUPOOHMLTBA, 3acTocyBaHHA" BiANOBIAHO 4O OHOBMEHOI
KOHTPOIb iHdopMaLii 3 6e3nekn 3acTocyBaHHs Aito4yol
SIKOCTI) pevoBUHY fnikapcbkoro 3acoby. BeegeHHs 3MiH
NpoTSArom 6-Tn MicsALIB NiCNs 3aTBEPAXKEHHS.
92. | NAPALUETAM | kancynu no 325 wr, ToBapucTBoO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis: 6e3 nidnsieae UA/11685/01/02
on no 10 kancyny obmexeHot oBMexeHo 3MiHu | Tuny - 3MiHKn Wwopo peuenma
6nicTepi; mo 1 abo 2 BiAMNoBiAanbHi BigMNoBiganbHicT 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsaay.
Grictepn y kopobuii 3 CTHO 10 3MiHa y KOpOTKill XapaKTepucTuLi nikapcbkoro
KapTOHY "dapmaueBTu "dapmaueBTUYH 3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKUii aAns
YHa KOMMaHis a KoMmnaHis MeOMYHOro 3aCTOCyBaHHS Ha NiacTaBsi
"3popos's" "3popos'sa”, perynsipHoO OHOBIOBAHOIO 3BiTYy 3 6e3nekn
YkpaiHa (Bci nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
cragii 3aCcTOCYBaHHS Nikapcbkoro 3acoby B
BUPOGHMLTBA, nicnsipeecTpauinHuii nepiod, abo sik pesynbtat
KOHTPOIb SIKOCTI, OLiHKM 3BITY 3 JOCNIAKEHb, NPOBEAESHNX
BUNYyCK cepii); BiZNOBIQHO 0 NNaHy nejiaTpuyHMX AOCHioXeHb
ToBapucTso 3 (PIP) (3MiHy y3rogXeHo 3 KOMNETEHTHUM
obmexeHoto YMNOBHOBaXXEHNM OpraHoM).
BignoBiganbHicT 3MiHVM BHECEHO B iHCTPYKLil0 ANs MeANYHOro
10 "PAPMEKC 3aCTOCyBaHHsI Nikapcbkoro 3acoby Ao po3ainis
FPYI", Ykpaina "B3aemogis 3 iHWK1MKM nikapcbknMu 3acobamu Ta
(Bci cTagji iHWi BMAwn B3aemogin”, "OcobnmeocTi
BUPOGHMLTBA, 3acTocyBaHHA" BiANOBIAHO 4O OHOBMEHOI
KOHTPOMb iHdpopmaLlii 3 6e3nekun 3acTocyBaHHs fitoyoi
AKOCTI) peyoBMHM Nikapcbkoro 3acoby. BeeaeHHs 3MiH
nNpoTArom 6-T1 MicsILIB NicNs 3aTBEPXKEHHS.
93. | NEHECTEP® | TabneTku, BKpUTI 3eHTiBa, K.C. Yecbka 3eHTiBa, K.C. Yecbka BHECEHHS 3MiH [0 peecTpauiHuX maTepianis: 3a He UA/6000/01/01
o6ornoHKoto, no 5 mr; Pecnybnika Pecnybnika 3MiHM | Tuny - AgMiHicTpaTVBHI 3MiHK. 3MiHa peuenmom | nidnseae
Ne 30 (15x2): no 15

Tabnetok y 6nictepi;
no 2 6nictepn y
KapTOHHiIl kopobui

HaliMeHyBaHHs Ta/abo agpecu micus
NpoBaXeHHs AisinbHOCTI BUpOGHMKa/imnopTepa
rOTOBOrO flikapCbKoro 3acoby, BKIoYaym
OinbHWL BUNYycKy cepii abo micLe npoBeaeHHs
KOHTPOIO SIKOCTI. (AiSNbHICTb, 3a sIKy Bignosigae
BMPOGHWK/IMNOPTEp, BKIOYAKUM BUMYCK CEPIl) -
3miHa HariMeHyBaHHS1 BUpoGHuKa 13, y 3B'A3ky

3i 3mMiHOW 3asiBHUKA. A TakoX NpuBEAEHHS
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agpecu BUpobHMKka go BucHoBky HBIM BugaHoro
Oepxnikenyx6ot0. BupobHuya ainbHuus,
afpecy SKoi 3MiHEHO, Ta BCi BUPOGHMYI onepalii
3anuwaTbCs HE3MIHHUMK. 3MiHW BHECEHO B
iHCTPYKLUilO AN MeQMYHOro 3aCTOCyBaHHs
nikapcbkoro 3acoby y po3ainu «BrnpobHuk» Ta
«MicuesHaxomxeHHs BUpoOHUWKa Ta agpeca
MicUsi NPOBaKEHHS MO0 QisiNIbHOCTI» 3
BiANOBIOHUMW 3MiHAMWN Y TEKCTIi MapKyBaHHS
yNaKoBKW nikapcbkoro 3acoby. BeeaeHHst 3amiH
nNpoTArom 6-Tn MicsAUIB NicNsA 3aTBEPAXKEHHS

3a

UA/10881/01/01

94.

NEHTAITIH
®C EKCTPA
KAMNCynu

kancynu, no 10
kancyn y énicrepi;
no 1 abo 2 6nictepu
B KapTOHHIN nayui

TOB "ACIHO
YKPATHA"

YkpaiHa

TOB "dapma
Crapt"

YkpaiHa

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MiHu | TMny - 3miHun 3 sikocTi. CepTudikaT
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponeiickkin hapmakonei/MoHorpadii.
MogaHHA HoBoro abo oHoBReHoro cepTudikara
BigNoBIgHOCTI abo BUny4YeHHs ceptudikara
BignoBigHOCTI €BponeWchbkin hapmakonei: ans
A®Il; ansa BuxiaHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMOMDKHOI peqoBUHM (cepTudikaT
BiQNOBIQHOCTI €Bponewchbkin hapmakoner) -
OHoBReHui cepTudikaT Big, y>xe 3aTBepAXeHoro
BMPOGHMKa - NoAaHHsS OHOBMEHOro cepTudikara
BiAMNoBigHOCTI €Bponeincoki papmakonei Ne R1-
CEP 2016-295 - Rev 00 (3aTBepaxeHo: RO-CEP
2016-295 - Rev 03) Ha A®I Kogeiny cdocdar
remirigpat BupobHuuTtea «Macfarlan Smith
Limited», CnonyyeHe KoponiscTBo.

peuernmom

UA/9536/01/01

95.

NEPCEH®

TabneTkn, BKpUTI
o6onoHkoto; no 10
Tabnetok y 6nictepi;
no 4 6nictepn y
KapTOHHiI kopobLyi

3eHTiBa, K.C.

Yecbka
Pecnybnika

CO®APMA ALl

Bonrapis

BHECEHHS 3MiH [0 peecTpauiiHiX MaTepianis:
3MiHn |l Tuny - 3MiHn 3 akocTi. AL, (iHWwi 3miHK)
oHoBneHHss ASMF 3aTBepaxeHoro BUpobHuka
Select botanical SL Ha gitovy pe4oBuHy
Peppermint Leaf dry extract 0,8% (3aTBepaxeHa
Bepcis: ASMF 01/2015 (Bepcisi 01);
3anponoHoBaHa Bepcis: ASMF 02/2021(Bepcis
04)t0 3minn Il Tuny - 3miHn 3 akocTi. AP, (iHwWi
3MiHN) oHoBneHHss ASMF 3aTBepaxeHoro
BMpoGHMKa Select botanical SL Ha gitouy
peyoBuHy Valerian root dry Extract 0,4%,
(3aTBepokeHa Bepcis: ASMF 01/2015 (Bepcis
01); 3anponoHoBaHa Bepcisi: ASMF
02/2021(Bepcis 04).
3miHu Il TUny - 3miHn 3 skocTi. A®L. (iHWi 3MiHW)
oHoBneHHss ASMF 3aTBepaxeHoro BUpobHUka
Select botanical SL Ha gitouy pevoBuHy: Melissa
Leaf dry extract 4%, (3aTBepaxeHa Bepcis:

ASMF 01/2015 (Bepcis 01); 3anponoHoBaHa

be3
peuenma
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Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

Bepcisi: ASMF 02/2021(Bepcis 04).

96.

MIKOJNNAKC®

Tabnetkn no 7,5 mr
no 10 Tabnetok y
GnicTepi; no 1 abo
no 3 6nictepu B
navui

AT "®apmak”

YkpaiHa

AT "®apmak”

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHuM | TUNy - 3MiHK 3 akocTi. FoToBUIA
nikapcbkuit 3aci6. KoHTponb rotoBoro

nikapcbkoro 3acoby. 3miHa napameTpis
cneumndikaLii Ta/abo JonNycTUMMX MEX rOTOBOro
nikapcbkoro 3acoby (iHwWi 3MiHu). Y meTtogi
BMNPoOyBaHHs «CynpoBiaHi AOMILLKM»
BWUYYEHHS NOCUIaHHA Ha sikicTb C3.
IHcbopmauito wopo CtaHgapTHOro 3paska
HaBegeHo B p. 3.2.P.6 ctaHaapTHi 3pa3sku abo
marepianu.
3Mminn | TMny - 3MiHK 3 sKocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumndikauii Ta/abo 4oNyCTUMMX MEX FOTOBOro
nikapcbkoro 3acoby (iHLwi 3MiHn). Y meTogai
BUNPoOYyBaHHSA «PO34MHEHHSA» BUMYYEHHS
nocunaHHs Ha sikictb C3. IHdopMaLito Wwodo
CrtaHgapTHOro 3paska HaBegeHo B p. 3.2.P.6
cTaHZapTHI 3pa3ku abo maTepianu. « 3MiHu |
THny - 3MiHK 3 siKoCTi. FOTOBUIA NMikapCbKMi
3aci6. KoHTponb rotToBoro nikapcbkoro 3acoby.
3mMiHa napameTpiB cneundikauii Ta/abo
[OMNyCTUMKX MEX FOTOBOTO fikapCbKoro 3acoby
(iHwWi 3miHn). Ans go3yBaHHS 7,5 Mr BBEAEHHS
NepioANYHICTb KOHTPOSIO AN T.
«MikpobionoriyHa YncToTay, a came «nepLuy Ta
KOXHY TpMAUATY HACTYMHy cepito, ane He piglie
O[HOro pasy Ha pik» 3aMiCTb «NPOBOAUTHU
KOHTpPOIb BMGIPKOBO: NepLuy Ta KOXHY M'sTy

HaCTYrHY cepii», NepeHeceHHs NepioANYHOCTI
KOHTPOIMIO 3 METOAIB BUNPOBYBaHHS y

cneuudikauito. 3miHu | Tuny - 3MiHM 3 SIKOCTI.

["oToBMI Nikapcbkuin 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo [ONyCTUMUX MEX roTOBOro
nikapcbKoro 3acoby (BMIyYeHHS HE3HAYHOTO
nokasHuka (Hanpuknaz 3acTtapinoro nokasHuka,
TaKoro sk 3anax Ta cMak, abo ineHTudgikauis
6apBHUKIB Y cMaKkoBuX A06aBOK)). BunyyeHHs
3i cneyugikauii rotoBoro nikapcbkoro 3acoby p.
«Aepocuny BignosigHo 4o sumor Y
3aranbHoi cTaTTi «TabneTkn» Ta HactaHoBu 42-
3.2 Nikapcbki 3acobu cneumdikaLlii: KOHTPONbHI
BUNPOBYBaHHS Ta KpUTEpii NPUAHATHOCTI
BM3HAYEHHS JaHOro NokasHuKa He BUMaraeTbCs

be3
peuenma

UA/11778/01/02

97.

NIKONAKC®

TabneTtku no 5 mr no
10 TabneTok y

AT "dapmak"

YkpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis:
3MiHu | TUny - 3MiHu 3 sikocTi. [oToBMIA

6e3
peyenma

UA/11778/01/01
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Gnictepi; no 1
6nictepy B nayui 3
KapTOHY

nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumndikaLii Ta/abo 4oNyCTUMMX MEX rOTOBOro
nikapcbkoro 3acoby (iHwi 3miHun). Y meTogi
BMNPoOyBaHHs «CynpoBiaHi AOMILLKM»
BWUYYEHHS! NOCUaHHA Ha sikicTb C3.
IHcbopmaLuito wopo CtaHgapTHOro 3paska
HaBegeHo B p. 3.2.P.6 ctaHaapTHi 3pasku abo
marepianu.
3MinHn | TMny - 3MiHK 3 sKocTi. FoToBUIA
nikapcbkuin 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumndikaui Ta/abo JoNyCcTUMMX MEX FOTOBOro
nikapcbkoro 3acoby (iHLwi 3MiHK). Y meTogai
BUNPoOyBaHHSA «PO34MHEHHS» BUMYYEHHS
nocunaHHs Ha sikictb C3. IHdopMalLito Wwoao
CrtaHgapTHOro 3paska HaBegeHo B p. 3.2.P.6
cTaHZapTHI 3pa3ku abo maTepianu. « 3MiHm |
TMny - 3MiHK 3 sIKOCTi. FOTOBUIA NikapCbKMi
3aci6. KoHTponb rotToBoro nikapcbkoro 3acoby.
3mMiHa napameTpiB cneumdikauii Ta/abo
[OMNyCTUMKX MEX FOTOBOrO fikapCbKoro 3acoby
(iHwWi 3miHn). Ans gosyBaHHS 7,5 Mr BBEAEHHS
NepioanYHICTb KOHTPOSO ANA T.
«MikpobionoriyHa yncToTay, a came «nepLuy Ta
KOXHY TPMOUATY HACTYMHY Cepito, ane He pigwe
O[HOro pasy Ha pik» 3aMiCTb «NPOBOAUTYU
KOHTPOIb BMGIPKOBO: NepLuy Ta KOXHY M'sTy
HaCTYrHY cepii», NepeHeceHHs NepiogNYHOCTI
KOHTPOIMIO 3 METOAIB BUNPOBYBaHHS y
cneuudikauito. 3miHu | Tuny - 3MiHK 3 SIKOCTI.
["oToBMI Nikapcbkuin 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo [ONYCTUMUX MEX roTOBOro
nikapcbKkoro 3acoby (BUIyYeHHS HE3HAaYHOro
nokasHuKa (Hanpukrag 3actapinoro nokasHvka,
TaKoro sk 3anax Ta cMak, abo ineHTudikauis
6apBHUKIB Y CMaKoBKX A06aBOK)). BunyyeHHs
3i cneumdikauii rotToBoro nikapcbKoro 3acoby p.
«Aepocuny BignosigHo 4o Bumor Y
3aranbHOI cTaTTi «Tabnetkn» Ta HactaHoBm 42-
3.2 Jikapcbki 3acobu crnieumdikaLii: KOHTPONbHI
BUNPOBYBaHHS Ta KpUTepii NPUAHATHOCTI
BM3HAYEHHS [AHOro MOKa3HMKa He BUMaraeTbCest

98.

MIPAHTEN
NONb®APM
A

cycneHsisi opanbHa,
250 mr/5 mn no 15
My donakoHi; rmo 1
drakoHy i Mipkoto 3
noAainkamu B

dapmaueBTuy
HWIA 3aBoa
"MONb®APM
A" CA.

MonbLa

dapmaueBTU4HU
1 3aBof
"MONb®APMA"
C.A. Biggin
MepnaHa B

MonbLa

BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis:
3MiHu | Tuny - 3MiHK 3 sikocTi. CepTudikaT
BignosigHocTi/lE-cepTudikaTt BignoBigHoCTI
€Bponeiicbkit apmakonei/MmoHorpadii.
MogaHHs HoBOro abo OHOBMEHOrO cepTudikaTta

6e3
peuenma

UA/9225/01/01
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KapTOHHil kopobui

Cepagsi

BignoBigHoOCTi abo BUNyYeHHs cepTudikata
BigNOBIQHOCTI €BponeWchbkin hapmakonei: Ans
A®I; onsa BuxiaHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTBLCS Y BUPOOHMUTBI ADI; ans
[OMOMDKHOI peqoBUHM (CepTudikaT
BignoBigHOCTI €Bponevickkin hapmakoner) -
OHoBneHun ceptudikaT Bif yxe 3aTBepaXeHoro
BMpobHMKa. [MogaHHA OHOBIEHOro cepTudikaTa
BignoBigHocTi €Bponeicokin dapmakonei Ne R1-
CEP 2005-294-Rev 02 (3atBepmxeHo: R1-CEP
2005-294-Rev 01) gns Aito4oi pevyoBuHU
nipaHTeny Bif BXe 3aTBepaKeHOro BUpobHUKa
IPCA LABORATORIES LIMITED, y Hacnigok
[oOaBaHHA anbTepHaTMBHOI AiNbHULI
BMpOGHMUTBA.

99.

MPAKCBAWH
a®

PO34mMH Ans

iH ekuin/iHdysin, 2,5
r/50 mn; no 50 mn y
dnakoHi; no 2
cnakoHn y
KapTOHHil kopobui

BepiHrep
IHrenbxanm
IHTEepHeLwwHnN

m6X

Himeyuunna

BupobHuuTBo,
nepBUHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPOrb SKOCTI
Ta BUNYCK cepii:
Bepinrep
IHrenbxanm
dapma 'M6X i
Ko.KT,
HimeyuunHa
AnbTepHaTMBHa
naboparopis
[Onst KOHTPOIO
AIKOCTi NPOTArOM
BMNpPOOyBaHHS
cTabinbHocCTi:
KeoniTi
AccictaHc CA,
Benbris

Himewumna/
Benbria

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MmiHn | TMny - 3MiHK 3 sKocTi. [oToBUIA
nikapcbkuii 3aci6. CtabinbHicTb. 3miHa y
TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs
roTOBOro NikapcbKoro 3acoby (36inbLieHHs
TEPMiHY NPMAATHOCTI FOTOBOrO NiKapCbKOoro
3acoby) - [N Toprosoi ynakoBKku
(niaTBEPAXKYETLCS AAHNMMN pearnbHOro Yacy)
36inbLUeHHs TEpMiHY NPUAATHOCTI NikapcbKoro
3acoby, 3rigHO OTpPMMaHUX pe3ynbTaTiB
OoCnimxeHHst cTabinbHOCTI B peanbHOMY Yaci.
B3aTBepaeHo: TepMiH npuaaTHOCTI. 3 poku
3anponoHoBaHo: TepMiH MPUAATHOCTI. 4 pokn
3MmiHu BHeceHi B po3gain "TepMiH npugaTtHocTi”
IHCTPYKLUii ANs MeAMYHOro 3aCTOCYBaHHS
nikapcbKkoro 3acoby Ta B po3gin "TepmiH
NpUAATHOCTI" KOPOTKOI XapaKTepucTuku
nikapcbkoro 3acoby (36inbLIeHHs TEpMiHY
npvaatHocTi 3 3 0o 4 pokis). BBegeHHs 3MiH
NPOTArom 6-T MicsALIB NiCNS 3aTBEPOXKEHHS.
3MiHu | TUnYy - 3miHun Wwopo
6esnekn/edekTMBHOCTI Ta hbapmakoHarnagy
(iHLWi 3MiHKM) BHeceHo 3MiHM Ta pegakTopChbki
npaBku A0 IHCTPYKLUiT Ans Mean4Horo
3aCTOCyBaHHS NikapcbKoro 3acoby Ao po3ainis
"Cknag", "dapmakonoriyHi BnactusocTi",
"OcobnuBocTi 3acTocyBaHHs", "3acTocyBaHHs y
nepiog BariTHOCTi abo rogyBaHHs rpyaar”,
"Cnocib 3acTocyBaHHs Ta 4o3un",
"Mepepno3yBaHHs", "MobiyHi peakuii” (wono
NOBIAOMIEHHS MPO MiA03ptoBaHi NObiYHI peakuii)
Ta 00 KOPOTKOI XapaKTepUCTUKMN NiKapCbKoro
3acoby Ao posginis "AkicHWUI i KinbkicHWI cknag”,

3a
peuernmom

He
nidnsieae

UA/15467/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi6HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
"[lo3n Ta cnoci6 3actocyBaHHsA", "Ocobnusi
3acTepexeHHsi Ta 3anobixHi 3axoam npu
3acTtocyBaHHI", "3acTocyBaHHS nig vac
BariTHOCTi Ta rogyBaHHs rpyaate”, "MoGiyHi
peakuii”, "lNMepenosyBanHsa" "®apmakognuHamiyHi
BnactusocTi", "CreuianbHi 3axoan 6e3neku npu
NOBOOXEHHI 3 HEBUKOPUCTAHUM MiKapCbKUM
3acobom abo Bigxodamu nikapcbkoro 3acoby"”
3riAHO 3 MaTepianamun peecTpauinHoro 4oChke.
BBepgeHHs 3MiH NnpoTsarom 6-Tu micauiB nicns
3aTBEPAKEHHSA
100. | NPEBEHAP® | cycneHsis gns Mdparizep CWA Mdparizep Benbrisi/ BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a - UA/15864/01/01
13/ iH’ekuin; no 1 gosi Eny.Ci.Mi. MeHodekyypuH IpnaHgis 3MiHuM | TUny - 3MiHK 3 sikocTi. FoToBUIA peuenmom
PREVENAR® | (0,5mn)y KopnopenwH r beneria HB, nikapcbkuii 3aci6. 3mMiHn y BUpOBHULUTBI. 3MiHM
13 BAKUMHA | nonepeaHbo benbrig; BUNpobyBaHb abo 4ONyCTUMUX MEX,
NMHEBMOKOK | HanoBHeHOMY Mdbansep BCTaHOBMEHNX y cneundikauisx, nig vyac
OBA wnpwui; no 1 Ipneng BMPOBHMLUTBA rOTOBOrO NiKapCbkoro 3acoby
MONICAXAP nonepegHLo dapmaceyTukan (DogaBaHHst HOBOro MeToay BMNpobyBaHHA Ta
WOHA HanoBHEHOMY ¢, lpnaHgia nonyctummnx mex) - lonaBaHHs TecTy Bioburden
KOH’IOFOBA | wnpwuuy Ta ogHin 0o crneundikauii Succinate/Saline buffer, skuin
HA BiIOKPEMIIEHIN ronui BUKOPUCTOBYETLCS Mif Yac BUPOGHMLTBA
(TPUHAQUAT | B iHavBigyansHomy roTOBOro NPOAYKTY, 3 KpUTEPIEM NPUNHATHOCTI
UBAJNIEHTHA | 4oxniy 3akputomy <10 cfu/10ml; 3miHwn | Tuny - 3MiHK 3 SKOCTiI.
AOCOPBOBA | nnactukoBomy [oToBMI Nikapcbkuii 3aci6. 3miHM y
HA) KOHTelHepi; no 1 BUPOBHMUTBI. 3MiHM BUNpobyBaHb abo
nnacTnKoBOMy OOMNYCTUMUX MEX, BCTAHOBIIEHUX Y
KOHTeWHepy y cneumdikauisix, nig Yac BUpobHULITBA rOTOBOTO
KapTOHHiI kopobui nikapcbkoro 3acoby (4ogaBaHHst HOBOro MeToAY
BUNPOOYyBaHHA Ta A4OMYCTUMMX MEX) -
HopasaHHs TecTy Endotoxin oo cneumdikawii
Succinate/Saline buffer, sk BukopucToByeTHCS
nig, Yac BUPOOHULITBA rOTOBOIO MPOAYKTY, 3
KpuTepieM NpunHATHOCTI £12.5 EU/mI
101. | NPEBUMIC TabneTkn, BKpUTI Mepk LWapn i LLisenuapis nepBUHHE Ta Benbris/ BHECEHHS 3MiH 10 peecTpaLiliHiX MaTepianis: 3a - UA/19168/01/01
NniBKOBOO Ooym IOEA BTOPUHHE IpnaHais 3MiHn | Tuny - AgMiHiCTpaTVBHI 3MiHW. 3MiHa peuenmom
obornoHkot, no 240 m6X nakyBaHHs1, HaliMeHyBaHHs1 Ta/abo agpecu 3asiBHUKa
mr; 4 6nictepu no 7 003BiN Ha (BnacHuka peecTpaLiiHOro NocBiA4YeHHs) 3MiHa
TabneTok B KOXXKHOMY BUNYCK cepii: appecu 3asgBHUKa. 3MiHu | Tuny - 3miHn Wwoao
(28 Tabnetok) B Lepinr-Mnay 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
KapTOHHiIl kopobui Jlabo H.B., BBeneHHs abo 3MiHU [0 y3aranbHEeHWX AaHuX
Benebrisa npo cuctemy dapmakoHarnsgy (BBefeHHs
BUPOGHMLTBO, y3aranbHeHVX AaHuX Npo cucTemy
aHaniTnyHe dapmakoHarnsay, 3MiHa ynoBHoBaxeHoi ocobu,
TeCTyBaHH4A: BiANoBiAanbHOI 3a 3AiNCHEHHS
MCO (hapmakoHarnsiay; KOHTakTHoi ocobu 3
IHTepHeLwwHN dapmakoHarnagy 3asBHUKa Ans 34iNCHEHHs!
m6X/ MCL dapmakoHarnagy B YkpaiHi, Ko BoHa
Ipnangia BiAMiHHa Bif yNnoBHOBaXeHOi ocobu,
(BenniganH), BignoBiganbHOI 3a 34iMCHEHHs hapmakoHarnsgy
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi6HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
Ipnangis (BKIOYAOYM KOHTAKTHI AaHi) Ta/abo 3MiHM y
pO3MiLLieHHI MacTep-anna cuctemm
dapmakoHarnsgy).
3MiHa (YTOYHEHHS) LLoA0 MiCLEe3HaXOMKeHHS
ynoBHOBaXeHOi 0cobu 3asBHUKA,
BignoBigansHoi 3a dhapmakoHarnsag,.
3MiHa (YyTOYHEHHS) LWoAo MicLs 34iNCHEHHS
OCHOBHOI AisiNbHOCTI 3 hapmakoHarnsagy. 3miHa
(YyTOYHEHHS) Woao MicLe3HaxooKeHHsS MacTep-
channa cuctemun dpapmakoHarnsgy.
102. | NPEFABAIIH | kancynu TBepai no Axkopa Icnanis BMPOBOHMLTBO IHais/ BHECEHHS 3MiH [0 peecTpauiiHMX maTepianis: 3a - UA/19209/01/01
€BPO 75 wmr; no 14 kancyn Xenckea nikapcbKoro YropwuHa/ 3MiHuM | TUny - 3MiHK 3 sikocTi. FoToBUIA peuenmom
y 6nicTepi; no 4 C.JLY. 3acoby, ITanis/ nikapcbkuii 3aci6. Cuctema
Gnictepn y navui nepBuHHe Ta Monba/ KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3miHa y
BTOPUHHE Himeuumnna/ MeToAax BUNpobyBaHHsI NEPBMHHOT yNakoBKMW
nakyBaHHS, Benuka roTOBOrO NiKapCbKoro 3acoby (He3HayHi 3MiHN y
KOHTPOIb AKOCTI Bpuranis/ 3aTBEpKEHNX MeToAax BUNpobyBaHb) HE3HAYHI
cepil: IHTac IcnaHia 3MiHM B MeToAi BUNnpobyBaHHsA Ansi NepBUHHOT

dapmachkioTikan
c Nimiten, IHais;
KOHTPOSb SIKOCTi:
Beccninr
XaHrepi K.,
YropLimHa;
KOHTPOSb SIKOCTi:
GAPMABANIO
nTo.
MikpobionoriyHa
naboparopis,
YropLwuHa;
nogartkosa
OinbHUUSA 3
BTOPUHHOIO
nakysaHHs: 41
CANMNI YEWH
(Itanist) CMA,
ITanis;
noparkoBsa
ainbHUUA 3
BTOPWUHHOIO
naKyBaHHS:
CuHonTtus
IHgacTtpian Cn. 3
0.0., MNonbLa;
noparkosa
ainbHUUA 3
BTOPVHHOIO
nakyBaHHs:
MpecTnx

ynakoBku M3 (NoTpiriHWMIA namiHoBaHWI
antoMiHIEBMI MakKeT), a came: - NepernsaHyTui
meTop BunpobyBaHHs «Grams per square
meter» Ans OHOBNEHHS PO3paxyHKiB; -
pedakuinHa 3miHa y metodi BUnpobyBaHHs
«ldentification of LDPE»: oHoBneHo
dopmyntoBaHHs 3 «poly bag» Ha «poly film»
(BUNpaBneHHsA pefakuinHoOT MOMUIKK)
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MNpomoyLH
Ddepkaydcdhepa
E€pYHr eH
depbeepsic
vm6X,
Hime4vuuHa;
BigNoBiganbHUN
3a BUNyCK cepi:
AKKOP[
XENCKEA
NIIMITEL,
Benuka
BpuTtaHis;
KOHTPOIb SIKOCTI,
nogartkoBsa
ninbHUUA 3
NepBUHHOIO Ta
BTOPUHHOIO
nakyBaHHsi:
AKKOP[
XENCKEA
JNIIMITEL,
Benwuka
BpuTtaHis;
nogartkoBsa
OinbHUUSA 3
NepBUHHOrO Ta
BTOPUHHOIO
nakyBaHHsi:
AKKOP[-tOKEN
NIIMITEL,
Benwuka
BpuTaHis;
KOHTPOIb SIKOCTi:
AJlIC
JIABOPATOPIC
(FOKEN)
NIMITEL,
Benwuka
BpuTaHis;
KOHTPOIb SIKOCTi:
ACTPOH
PECbOPY
NIIMITEL,
Benuka
BpuTaHis;
KOHTPOIb SIKOCTI,
noparkosa
ainbHUUA 3
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[TpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

BTOPUHHOIO
nakyBaHHsi:
JIABOPATOPI
SYHOACIO
OAY, IcnaHis;
nogarkosa
OinbHMUA 3
BTOPWHHOIO
nakyBaHHsi:
CEHTPAN
GAPMA
(KONEKIHI
NAPTHEP)
NIIMITEL,
Benuka
BpuTtaHis;
noparkosa
ninbHUUA 3
BTOPUHHOIO
nakyBaHHs: CK
dapma JloricTike
m6X,
HimevuyunHa

108.

NMPErABAJIIH
€BPO

Kancynuv Teepgi no
150 mr; no 14
kancyn y énicrepi;
no 4 6nictepn y
navui

Akkopg
Xenckea
C.JLY.

IcnaHia

BUPOBHMLUTBO
nikapcbKoro
3acoby,
nepBUHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPOIb SKOCTI
cepii: IHTac
dapmachioTikan
c Jlimiten, IHais;
KOHTPOIb SIKOCTi:
BeccniHr
XaHrepi Ko,
YropLwuHa;
KOHTPOIb SKOCTI:
PAPMABANIA
nTo.
MikpobionoriyHa
naboparopis,
YropLwuHa;
aopartkosa
ainbHUUA 3
BTOPUHHOIO
nakyBaHHs: Q41
CAMNI YEWH
(Itanis) CMA,

Inpis/
YropwuHa/
ITanis/
Monbwa/
Himeuumnna/
Benuka
Bputanis/
IcnaHia

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MiHuM | TUny - 3MiHK 3 sikocTi. FoToBUIA
nikapcbkui 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHui 3acit. 3MiHa y
mMeToAax BUNpobyBaHHA NEPBUHHOI yNakoBKW
roTOBOro MiKapCbKOro 3acoby (He3HayHi 3MiHM y
3aTBEPKEHNX MeToAax BUNPobyBaHb) HE3HAYHI
3MiHN B MeTogi BUNPoGyBaHHS ANsi NePBUHHOT
ynakoBku [T13 (noTpinHui namiHoBaHui
antoMiHiEBUIA NaKeT), a came: - NePErnsHyTUiA
meToA BUNpobysaHHA «Grams per square
meter» AN OHOBMNEHHS PO3PaxyHKiB; -
pedakuinHa 3MiHa y meTogdi BUNpobyBaHHs
«ldentification of LDPE»: oHoBneHo
dopmyntoBaHHA 3 «poly bag» Ha «poly film»
(BUNpaBneHHs pefakuinHOT NOMUIIKK)

3a
peuernmom

UA/19209/01/02
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[TpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

ITanis;
gopgarkosa
OinbHMUA 3
BTOPUHHOIO
nakyBaHHsi:

CwuHonTtus
IHgacTpian Cn. 3
0.0., MNonbwa;
nogarkosa
OinbHMUA 3
BTOPUHHOIO
nakyBaHHsi:
MpecTnx
MpomoyLuH
®eprayedepa
E€pYHr eH
depbeepaic
m6X,
Hime4vuuHa;
BiAnoBiganbHWn
3a BUNYCK cepil:
AKKOP[
XENCKEA
JNIIMITEL,
Benuka
BpuTaHis;
KOHTPOIb SIKOCTI,
nogartkosa
OinbHUUS 3
NepBUHHOrO Ta
BTOPUHHOIO
nakyBaHHsi:
AKKOP[,
XENCKEA
NIMITEL,
Benuka
BpuTaHis;
noparkoBsa
OinbHUUS 3
NnepBUHHOrO Ta
BTOPUHHOIO
nakyBaHHsi:
AKKOP[-tOKEN
NIIMITEL,
Benuka
BpuTaHis;

KOHTPOIb SIKOCTI:

ANC
JIABOPATOPIC
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[TpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

(FOKEW)
JUIMITEL,
Benuka
BpuTtaHis;
KOHTPOIb AKOCTI:
ACTPOH
PECbOPY
JIMITEL,
Benuka
BpuTtaHis;
KOHTPOIb SKOCTI,
nogartkoBsa
ninbHUUA 3
BTOPUHHOTO
nakyBaHHsi:
JIABOPATOPI
®YHOACIO
LAY, IcnaHis;
nogartkoBsa
OinbHUUSA 3
BTOPUHHOIO
naKyBaHHsi:
CEHTPAN
DOAPMA
(KONEKIHI
MAPTHEP)
NIIMITEL,
Benuka
BpuTaHis;
nogartkosa
ainbHUUA 3
BTOPUHHOTO
nakyBaHHs: CK
dapma JloricTike
vm6X,
Himeyuyunna

104.

NMPErABAJIH
€BPO

Kancynv TBepAi no
300 wr; no 14
Kancyn y énictepi;
no 4 6nictepu y
nayui

Akkopg
Xernckea
C.JLY.

IcnaHia

BMPOGHMLUTBO
nikapcbkoro
3acoby,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs1,
KOHTPOIb AKOCTI
cepil: IHTac
dapmachbioTikan
c Jlimiten, IHAis;
KOHTPOIb SKOCTI:
BeccniHr
XaHrepi KT,

Inpis/
YropwuHa/
ITanis/
Monbwa/
HimeyumHa/
Benuka
Bputanis/
Icnanis

BHECEHHS1 3MiH [0 peecTpauinHuX maTtepianis:
3MiHn | Tuny - 3MiHK 3 sKocTi. FoToBu
nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHuiA 3acit. 3MiHa y
MeTofAax BUNpobyBaHHSA NEPBUHHOI YMaKoBKN
roTOBOrO MikapcbKoro 3acoby (He3HayHi 3MiHK y
3aTBEpPKEHNX MeToAax BUNPobyBaHb) HE3HAYHI
3MiHM B MeTOoZi BUNPOGyBaHHS ANsi NEPBUHHOT
ynakoBku [J13 (noTpiiHuiA namiHoBaHuUi
antoMiHiEBUIA NaKeT), a came: - NePernsiHyTUiA
meTop BunpobyBaHHs «Grams per square
meter» ANsi OHOBMNEHHSI PO3PaXxyHKiB; -
pefakuinHa 3MiHa y MeTofi BUNpobyBaHHs

3a
peuenmom

UA/19209/01/03
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[TpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi6HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
YropLmHa; «ldentification of LDPE»: oHoBneHo
KOHTPOIb AKOCTI: dopmynoBaHHA 3 «poly bag» Ha «poly film»
SAPMABATNIA (BUNpaBneHHs pefakuinHoOT NOMUIIKK)
NnTo.

MikpobionoriyHa
naboparopis,
YropLimHa;
gopgarkosa
OinbHMUA 3
BTOPUHHOIO
nakysaHHs: Q41
CAMMI YEWH
(Itanis) CMNA,
ITanis;
nogartkoBsa
ninbHUUA 3
BTOPVHHOIO
naKyBaHHsi:
CuHonTtus
Ihgactpian Cn. 3
0.0., MNMonbLua;
nogartkoBsa
OinbHUUSA 3
BTOPUHHOIO
naKyBaHHsi:
Mpectux
MpomoyLuH
®depkaydcepn
€pYHr eHf
®epbeepsic
M6X,
HimeuuuHa;
BigNoBiganbHUN
3a BMNYCK cepil:
AKKOP[
XEJICKEA
NIIMITEL,
Benwuka
BpuTaHis;
KOHTPOIb SIKOCTI,
nogarkoBsa
OinbHUUA 3
NnepBUHHOrO Ta
BTOPVHHOIO
naKyBaHHS:
AKKOP[
XEJICKEA
NIIMITEL,
Benuka
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[TpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

BpuTtaHis;
gopgarkosa
OinbHMUA 3
NepPBUHHOIO Ta
BTOPUHHOIO
nakyBaHHsi:
AKKOP[-IOKEN
NIIMITEL,
Benuka
BpuTtaHis;
KOHTPOIb AKOCTI:
AJllC
JIABOPATOPIC
(FOKERN)
JNIIMITEL,
Benuka
BpuTaHis;
KOHTPOSb SIKOCTIi:
ACTPOH
PECbOPY
JNIIMITEL,
Benuka
BpuTaHis;
KOHTPOSb SIKOCTI,
nogartkoBsa
OinbHUUSA 3
BTOPUHHOIO
nakyBaHHs:
JIABOPATORPI
dYHOACIO
LAY, IcnaHis;
noparkoBsa
ainbHUUA 3
BTOPUHHOIO
nakyBaHHsi:
CEHTPAN
DSAPMA
(KONEKIHI
MAPTHEP)
NIMITEL,
Benwuka
BpuTaHis;
noparkosa
OinbHUUA 3
BTOPUHHOIO
nakyBaHHs: CK
dapwma JloricTike
m6X,
Himev4yunHa




83 [TponoBkeHHs goaaTka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi6HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
105. | NPEAHI3ON PO34MH AN iH'EKLN, TOB "$3 YkpaiHa TOB "3 YkpaiHa BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a - UA/1889/01/01
OH 30 mr/Mnno 1 mn B "BIO®APMA" "BIO®APMA" 3MiHu | TUNy - AOMIHICTpaTMBHI 3MiHW. peuenmom
amnyni; no 5 amnyn BunyyeHHs BUpOGHMYOI AinbHULi (BKMOYa0umn
y 6nictepi; no 1 OinbHuui ana A®I, npomixkHoro npogykty abo
6nictepy B nayui 3 roTOBOrO fikapCbKoro 3acoby, AinbHuui Ans
KapTOHY npoBeAeHHs NakyBaHHsi, BUPOOHWKa,
BiANOBIgaNbLHOIo 3a BUMYCK Cepin, Micue
npoBeAeHHs KOHTPONHo cepii) abo
nocTayarnbHvKa BMXiQHOTO MaTepiany, peareHTty
ab0 OOMNOMIDKHOI PEHOBUHM (SIKLLLO 3a3HAYeHO Y
nocbe) BunyyeHHs BupobHuka cybcTtaHuii
MNpepaHi3onoHy HaTpito ocdaty "Henan Dongtai
Pharm Co, Ltd, China" aymoBneHa BiacyTHiTI0
cybcTaHuii npeaHi3onoHy HaTtpito hocdatyy
KaTanosi BUpobHMKa Ta HEMOXIUBOCTI
noganbwmx noctaBok A®l. 3anuwaeTtbes
anbTepHaTMBHUIA BMPOBHUK APl Henan Lihua
Pharmaceutical Co., Ltd., Kutaw.
106. | NMPEOQHITON® | kpewm, 0,25 % no 10 TOB «MIBE YkpaiHa Mibe M'mB6X HimeuyunHa BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a - UA/10283/03/01
r,a6o30r, abo 50 r YKPATHA» ApLHanMiTTerNb 3MiHu | TNy - 3MiHK Woao peuernmom
y Ty6i; no 1 1y6i B 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
KapTOHHIN nayui (iHWi 3MiHK) OHOBMEHHSI TEKCTY MapKyBaHHS
NepBUHHOI Ta BTOPUHHOI YMaKOBOK MiKapCbKOro
3acoby. TepMiH BBEEHHS 3MiH NpOTAromM 6
MicAUiB Nicnsa 3aTBEPAXEHHS.
107. | NPIOPUKC- niodpinisoBaHun nakcoCmiTKn Benwuka nakcoCmiTKnsa Beneris BHECEHHS 3MiH O peeCcTpaLinHMX maTepianis: 3a - UA/16549/01/01
TETPA™ NOPOLLIOK ANs AnH Ekcnopt BpuTaHis 1H Bionogxikana 3miHu Il TUny - 3miHu 3 axkocTi. API. peuenmom
KOMBIHOBA iH'ekuin; 1 donakoH 3 NimiTen C.A. Bupo6HuLTBO. 3MiHa BUpOGHMKa
HA NOPOLLIKOM Y BWXiAHOro/NpOMIDKHOTO MPOAYKTY/peareHTy, Lo
BAKUMHA KOMMIEeKTi 3 BMKOPUCTOBYIOTBCS Y BUPOGHMYOMY npoLieci
anAa PO34YMHHUKOM (BOAA A®I, abo 3miHa BUpOGHWMKa (BkNOYaKun, ae
NMPO®INAKT ans iH’ekuin) no 0,5 HeoOXiaHO, MicLie MPOBEAEHHS KOHTPOITHO SIKOCTI)
WUKU KOPY, mn (1 posa) y A®I (3a BigcyTHOCTI cepTudikaTa BignoBigHOCTI
ENIOEMIYHO | nonepegHbo €Bponeicbkin hapmakonei y 3aTBepakeHoMy
ro HarnoBHEHOMY Aocbe)(3miHa B AP| 6ionoriyHOro MoxXomKeHHs
NAPOTUTY, wnpuui (y KoMnnekTi abo BuxigHOMy maTepiani/peareHTi/npoMiXXHOMY
KPACHYXU 3 ABOMAa ronkammu NPOAYKTI, WO BUKOPUCTOBYOTLCA ANs
TA BITPAHOI | a6o 6e3 ronok) abo BUPOBHMLTBA BionoriyHOro/iMmyHonoriYyHoro
BICMNWN, y amnynaxy nikapcbkoro 3acoby ) logaBaHHs BUPOGHUYOT
XUBA BaKyyMHilt ninbHUUi GSK Vaccines GmbH, Emil-von-
ATEHYNOBA | crepunbHiii Behring-Str.200 D-35041 Marburg, Germany
HA ynakosui; no 1 BiANOBiAanbHOI 3a BUPOGHMLTBO Ajitoyoi
BaKyyMHin pedouHM Mumps bulk. 3miHu Il TUny - 3MiHM 3

CTepUIbHiIi ynakosLi
Y KapTOHHIl kopobLLi;
1 donakoH 3
MOPOLLIKOM Y
KOMMMEKTi 3
PO34MHHUKOM (BOAa

skocTi. A®l. BupobHuuTBo. 3miHa BUpobHuka
BMXiAHOrO/MPOMIKHOIO NPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTLCS Y BUPOBHNYOMY npoLeci
A, abo 3miHa BUpOOHMKa (BKMOYatoum, ae
HeobXxiaHO, MicLile MPOBEAEHHSI KOHTPOIO SIKOCTI)
AQI (3a BigcyTHOCTI cepTudikaTa BignoBigHOCTI
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[TpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi6HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
ans iH’ekuin) no 0,5 €BponeickKi thapMakonei y 3aTBepaKeHoMy
mn (1 gosa) y [0Cbe)(3MiHM 0 3axodiB, MOB’A3aHUX 3
nonepeaHL0 KOHTpOMEeM aKTUBHOI peyoBMHM BionoriyHoro
HanoBHEHOMY NoXodXeHHs: 3amiHa abo gogaBaHHs AinbHULI,
LINpULi y BaKyyMHin [ie NPOBOAMTLCS KOHTPOMNb/BUMNPoByBaHHS cepii,
CTepuIbHiN BKI04AKOUM 3aCTOCYBaHHS
ynakosLi; no 1 GionoriyHoro/imyHonoriYHoro/iMyHoxiMmi4Horo
BaKyyMHin meToay) [lonaBaHHsi BUpo6HMYOT AinbHuui GSK
CTEPUIbHIN ynakoBLi Vaccines GmbH, Emil-von-Behring-Str.200 D-
Y KapTOHHI KopobLi; 35041 Marburg, Germany BignoBiganbHoi 3a
1 dpnakoH 3 KOHTPOMb SKOCTI Aitoyvoi peqosmHM Mumps bulk.
MOPOLLIKOM Y
KOMMIEKTi 3
PO34YMHHMKOM (BOAA
ans iH’ekuin) no 0,5
mn (1 gosa) B
amnyni y BakyyMHin
CTepWnbHin
ynakosui; no 1
BaKyyMHil
CTEepWnbHIN ynakoBLi
Y KAPTOHHI Kopobui
108. | MNPIOPUKC- niodpinisoBaHun nakcoCmiTKn Benwuka nakcoCmiTKnsa Benbris BHECEHHS1 3MiH O peeCTpaLiiHMX maTepianis: 3a - UA/16549/01/01
TETPA™ NOpOLLOK ANng anH Ekcnopt BpuTtaHia H bionogxikans 3Minn | TMNy - AgMiHicTpaTuBHI 3MiHW. peuenmom
KOMBIHOBA iH’ekuin; 1 cdonakoH 3 Nimiten C.A. BunyyeHHs BUpOGHMYOI AinbHULi (BKMOYa04mM
HA NOPOLLIKOM Y AinbHULi ans APl npomikHOro npoaykTy abo
BAKUMHA KOMMMEKTi 3 roTOBOrO fikapcbKkoro 3acoby, AinbHULi Anst
ansa PO34MHHMKOM (BOAA NpoBeAEeHHS NakyBaHHsi, BUPOOHWKa,
MPO®PIAKT ans iH’ekuin) no 0,5 BiZNOBIgANbLHOro 3a BUNYCK Cepin, micue
WUKU KOPY, mn (1 posa) y nNpoBeaeHHSs KOHTPO cepii) abo
ENIOEMIYHO | nonepegHbo nocravanbHUKa BMXiAHOrO MaTtepiany, peareHTy
ro HarnoBHEHOMY ab0o [ONOMIXKHOI PEe4OBMHM (AKLLO 3a3HaYeHOo y
NAPOTUTY, wnpuui (y KoMnnekTi 00CbE)
KPACHYXU 3 ABOMAa ronkammu BupaneHHs ginbHuui RX46, canty
TA BITPAHOI | a6o 6es ronok) abo GlaxoSmithKline Biologicals SA, Rue de
BICMNWN, y amnynaxy I'Institut, 89 1330 Rixensart, Belgium
XUBA BaKyyMHin BiAgnoBiganebHoi 3a onepadii 3 HaNoBHEHHSA Ta
ATEHYNOBA | crepunbHiii KOHTPOIMIO SAKOCTi ANsi PO34MHHMKA B NONEPEaHBbO
HA ynakosui; no 1 HaMoOBHEHMX LUnpuLax.
BaKyyMHin

CTepUIbHiIi ynakoBsLi
Y KapTOHHIl kopobLLi;
1 donakoH 3
MOPOLLIKOM Y
KOMMMEKTi 3
PO34MHHUKOM (BOAa
ans iH’ekuin) no 0,5
Mn (1 posa) y
nonepeaHL0




85 [TponoBkeHHs goaaTka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi6HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
HanoBHEHOMY
LnpuLi y BakyyMHil
CTepWnbHin
ynakosLi; no 1
BaKyyMHil
CTepWnbHIN ynakosLi
Y KapTOHHI KopobLi;
1 dpnakoH 3
MOPOLLIKOM Y
KOMMIEKTi 3
PO34YMHHMKOM (BOAA
ans iH’ekuin) no 0,5
mn (1 gosa) B
amnyrni y BakyyMHin
CTepWnbHin
ynakosui; no 1
BaKyyMHil
CTepWnbHIN ynakosLi
Y KAPTOHHI Kopobui
109. | NYNbMOBPI NOPOLLOK AN Mosgi Xenc LLiserinapisa CaBa Xenckea IHgis/ BHECEHHS1 3MiH O peeCTpaLiiHMX maTepianis: bes3 nidnseae UA/10212/02/01
3® oparnbHOi cycneHaii, mM6X Jita, IHgia YropwmHa 3MiHu | Tuny - AgmiHicTpaTuBHI 3MiHW. 3MiHa peuenma
no 2 r NOpOLLKY B Megiton HaiMeHyBaHHs1 Ta/abo agpecu 3asBHUKA
cawe; no 10 a6o 20 dapmacbioTikan (BnacHuka peecTpauinHOro NocBig4eHHs) -
calle y KapTOHHin JTa., YropwmHa 3MiHa agpecu 3asBHUKA. TepMiH BBEAEHHS 3MiH
ynakoBLUi npoTsrom 6 micsAuiB nicns 3aTBepmKeHHs; 3MiHN
| TMny - 3MiHK Wopno 6e3nekn/edeKkTUBHOCTI Ta
dapmakoHarnsagy (iHwi 3miHu) - 3MiHK BHECEHO
B TEKCT MapKyBaHHsi BTOPUHHOT yMaKoBKM
nikapcbkoro 3acoby y n.8. « JATA 3AKIHYEHHA
TEPMIHY NMPUOAHOCTI». TepmiH BBeOEHHS
3MiH NpoTsiroM 6 MicsiLiB Micns 3aTBEpPAKEHHS
110. | PE3NOA Kpanni O4Hi, po34nH PapmaTteH Mpeuis BTOPUHHE Mpeuis BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3a - UA/14430/01/01
2%;no5mny C.A. nakyBaHHs, 3MiHu | Tuny - 3MiHn 3 sikocTi. CepTudikaT peuenmom

nakoHi-
KpanenbHu1ui; no 1
dnakoHy-
KpanenbHuLi y
KapTOHHIN kopobLyi

KOHTPOIb AKOCTI,
BUMNYCK Cepin:
dapmareH C.A.,
peuis;
BUPOBHMLTBO
Hepo3dpacoBaHo
ro npenapary,
nepBUHHE Ta
BTOPWHHE
nakyBaHHs1,

KOHTPOIb SIKOCTi:

damap A.B.E.
(3aBog Animoc),
Mpeuis

BignosigHocTi/lE-cepTudikat BignosigHoCTi
€Bponewckkin dhapmakonei/MoHorpadii.
MogaHHs HoBoro abo OHOBMEHOTO cepTudikaTa
BignoBigHoCTi abo BUNy4eHHs cepTudikata
BiQNOBIQHOCTI €BponeWchbkin dapmakonei: ons
ADI; ansa BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpPoaykTy, Lo
BUKOPUCTOBYHOTLCS Y BUPOOHMLTBI ADI; ans
[OMNOMiXHOT peqoBuHU (cepTudikat
BignoBigHocTi €Bponeinchkiii hapmakonei) -
OHoBReHnn cepTudikat Big, y>xe 3aTBEpAXEHOro
BMpOGHUWKa. MNogaHHs oHoBMNEeHoro ceptudikata
BignoBigHocTi €Bponencokii papmakonei Ne R1-
CEP 2010-115-Rev 01 (3atBepmxeHo: R1-CEP
2010-115-Rev 00) ans Aito4oi pevoBuHU
Dorzolamide hydrochloride Big Bxe
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep

peecmpauyiliHo2o

noceid4yeHHs1

3aTBEPAKEHOr0 BMPOOHUKa. 3MiHn | Tuny -
3MiHn 3 sxocTi. CepTudikaT BignosigHocTi/lE-
cepTudikaT BiaNnoBiaHOCTI €BpONENChbKin
dapmakonei/MoHorpadii. NMogaHHsA HoBoro abo
OHOBIEHOro cepTudikata BignosigHocTi abo
BUNYyYEeHHS cepTudikaTa BignoBIgHOCTI
€Bponecbkin dapmakonei: gna A®l; ans
BMXiAHOro martepiany/peareHTy/npomiKHOro
NPOAYKTY, LLIO BUKOPUCTOBYHOTLCS Y BUPOBHULTBI
A®I; ons gonomMixkHoi pevoBuHK (cepTudikat
BiQNOBIQHOCTI €Bponewchbkin hapmakoner) -
OHoBReHui cepTudikaT Bif, y>xe 3aTBEpAXEHOro
BMpo6HMKa. [MogaHHA OHOBEHOro cepTudikaTa
BiAnNoBigHOCTI €Bponencokin papmakonei Ne R1-
CEP 2010-115-Rev 03 ans gito4oi pe4oBuHM
Dorzolamide hydrochloride Big Bxe
3aTBEPAKEHOro BUPOOHUKA, AK Hacnigok, 3amMiHa
Ha3Bwu BriacHuka CEP Ta BupobHuka APl 3
Crystal Pharma S.A.U. Ha Cyria Spain S.A.U.
3MmiHu | TUny - AOMIHICTpaTMBHI 3MiHN.
BunyyeHHs BUpOGHMYOI AinbHWLi (BKIOYa04mM
OinbHuui ans A®I, npomixkHoro npogykty abo
roTOBOrO fikapcbKoro 3acoby, AinbHULI ANs
npoBeAeHHs! NakyBaHHsi, BUPOOHWKa,
BiANOBIgANbHOIO 3a BUMYCK Cepin, Micue
NPOBEAIEHHST KOHTPOIIO cepii) abo
nocTayanbHuKa BMXiQHOIO MaTepiany, peareHTty
ab0o [ONOMIXKHOI Pe4OBUHM (SIKLLO 3a3HaYeHo y
pocbe) (A.7. 1A)
BuAanNeHHs BUPOBHMKa Aito4oi pevoBUHU
Dorzolamide hydrochloride - Teva
Pharmaceutical Industries Ltd. (BupobHuya
ginsHka: ASSIA CHEMICAL INDUSTRIES LTD).

UA/18371/01/01

111.

PIHBOK

TabneTkn, BKpUTI
NniBKOBOO
060onoHKot,
NPOOHroBaHoi A,
15 mr; Ne28: no 7
Tabnetok y 6nictepi,
no 4 6nictepu y
KapTOHHiI kopobLyi

EG6BI
Biodhapmacsio
Tikana M6X

LLiseniapis

nepBUHHE Ta
BTOPUHHE
nakyBaHHs1,
BUMYCK cepii:
E668i C.p.n.,
ITania
BMPOGHMLUTBO
niKapcbKoro
3acoby,
TECTYBaHHs:
E668i Alipnena
HN B.B.,
Ipnangia
TEeCTyBaHHS Nig,
yac 36epiraHHs:

ITanis/
Ipnangais/
CLA

E66BI IHk., CLLUA

BHECEHHS1 3MiH 4O peecTpauinHuX maTtepianis:
3minHn Il Tuny - 3MiHKn Wwopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
3MiHU y KOPOTKili XapakTepucTuLj NnikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeANYHOrOo 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMM
[OaHUMW 3 SIKOCTI, AOKMIHIMHUMW, KMiHIYHUMK
OaHnMu Ta AaHnMu 3 hbapmakoHarnsagy - 3MiHu
BHECEHO [0 iHCTPYKUii AN MegnyHoro
3aCTOCyBaHHsI NikapcbKoro 3acoby Ao po3ainis
"B3aemogis 3 iHWK1MKM nikapcbknMmn 3acobamu Ta
iHWi BMAu B3aemogin”,"Cnoci6 3actocyBaHHs Ta
po3n", "TMobiuHi peakuii" Ta 4O HACTYMHUX
po3ainiB KOPOTKOI xapakTepuctuku "4.2 [lo3n Ta
cnocib 3actocyBaHHs", "4.6 Baaemopis 3 iHWMMK

nikapcbknMu 3acobamu Ta iHLi Buau

3a
peuenmom

He
nidnsieae
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi6HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
B3aemogin". BBeaeHHsi 3MiH NpoTarom 6-Tu
MicsLiB micnsi 3aTBEpPOXEHHS.
112. | PIHBOK TabneTtkn, BKpUTI EG6BI LLIseninapis nepBuHHE Ta ITanis/ BHECEHHS 3MiH O peecTpaLinHMX maTepianis: 3a He UA/18371/01/01
NniBKOBOO Biodapmacsio BTOPUHHE IpnaHaia/ 3MiHM | Tuny - 3miHn Wwoao peuenmom | niidnszae
060n0HKo10, Tikan3 MM6X nakyBaHHs, CLWA 6e3nekn/echeKTMBHOCTI Ta hapmakoHarnsgy
NPOSIOHroBaHoI A, BUMYCK Cepii: (iHWi 3MiHW) - 3MiHW BHECEHO 80 IHCTPYKUiT Ans
15 mr; Ne28: no 7 E668i C.p.n., MELMYHOrO 3aCTOCYBaHHS NikapcbKkoro 3acoby
Tabnetok y Gnictepi, ITanis; 0o po3giny "Mob6iuHi peakuii" Ta 4o kopoTKol
no 4 Gnictepn y BMPOBHMLTBO XapaKTepuCTKKM Nikapcbkoro 3acoby Ao po3giny
KapTOHHil kopobui niKapcbkoro "4.9 MobiyHi peakuii" wono 6eanekn
3aco0by, 3aCTOCyBaHHSA Aito40i pevyoBMHM BiANOBIAHO A0
TECTYBaHHS: pekomeHgauin PRAC. BeegeHHs 3MiH NpoTsirom
EG6Bi AlipneHp, 6-TK MicsaiB nicns 3aTeepaKeHHst; 3miHu Il Tuny
HNB.B., - 3miHN wopo 6e3nekn/edPeKTNBHOCTI Ta
Ipnangis; tapmakoHarnagy. 3MiHu y KopoTKil
TeCTyBaHHA Nig XapaKTepuCTULi Nikapcbkoro 3acoby, TEKCTi
yac 36epiraHHs: MapKyBaHHS! Ta iHCTPYKUiT ANA MEANYHOro
EG6BI IHk., CLLUA 3acCTOCyBaHHS y 3B’A3KY i3 HOBMMUW JaHUMU 3
AKOCTi, AOKMIHIYHUMM, KMiHIYHUMK gaHUMK Ta
AaHnMm 3 dhapmakoHarnsgy - 3mMiHu BHeCeHo 4o
KOPOTKOI XapakTepUCTUKK Nikapcbkoro 3acoby
£o posginis "4.9 MoGiyHi peakuii” (Logo
iHdopmaLii CTOCOBHO NOBIAOMIEHHS MPO
nigo3ptoBaHi NobiyHi peakuii) Ta "5.1
dapmakoamHamivHi BnactusocTi". BBeaeHHs
3MiH NPOTArom 6-Tu MicsiLiB Micnsi
3aTBEPAKEHHS
113. | PO3AIIH Kpanni OYHi, PO34uH, AT "Apaven MonbLa BMPOGHMLTBO 3a peuis/ BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: 3a He UA/14388/01/01
20 mr/mn; no 5 mny dapma” NOBHUM LIKIOM: Monbuwa 3MiHun | Tuny - 3MiHK Wwopo peuenmom nidnsieae
rakoHi 3 Padapm AT, 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
KpanenbHuueto; no 1 peuis 3MiHa y KOpOTKill XapakTepucTuLli nikapcbkoro
dnakoHy y BMPOBHMK 3acoly, TeKCTi MapKyBaHHS Ta iHCTPYKLUii Ans
KapTOHHiI kopobui BigNoBiganbHUN MeOMYHOro 3acTocyBaHHA Ha niacTasi
3a BUNYCK cepil, perynsipHoO OHOBIOBAHOrO 3BiTYy 3 6e3neku
He BKI4a4n nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
KOHTPO~b: 3aCTOCyBaHHsI NikapCcbkoro 3acoby B
AT «Apgameq nicnsipeecTpauinHuii nepiod, abo sik pesynbtaT
Papman, OLjiHKM 3BITY 3 AOCMIAXEHb, NPOBEAEHUX
MonbLa BiANOBIAHO A0 NnaHy negiaTpuyHUX AocnigXeHb
(PIP) (iHwi 3miHK) 3MiHM BHECEHO A0 iHCTPYKLiT
ONst MEAVYHOrO 3aCTOCYBaHHS fikapCbKoro
3acoby Ao posainis "Cnocib 3actocyBaHHs Ta
no3n" Ta "MoGivHi peakuii” BinnosigHo Ao
OHOBIEHOI iHcbopmaLlii 3 6e3nekn 3acTocyBaHHSA
nikapcbkoro 3acoby. TepMiH BBEAEHHS 3MiH -
npoTsrom 6 MicsiLiB Nicnsi 3aTBepAKEHHS.
114. | PONIHO3 TabneTkn, BKpUTI TOB «YOPIA YkpaiHa yorPng TypeuunHa BHECEHHS 3MiH O peeCcTpaLiiHUX maTepianis: be3 nionsiea UA/18210/01/01
NNiBKOBOIO MEOVNUNH» MEOVUNH YTOUYHEHHS CTaTyCy peKknamMyBaHHA B HaKas3i peuenma €
oboroHKot, no 10 IJTAY CAH. BE MO3 Ykpainu Ne 773 Big 25.04.2023 B
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mr; no 10 TabneTok
B 6nicTepi; no 1 abo
2 6nictepu B
KapTOHHIl kopobui

TIOK. A.LLL.

npoueci BHeCEeHHs1 3MiH (3MiHu | Tuny - 3MiHn
wono 6esnekn/edhekTUBHOCTI Ta
dapmakoHarnagy. 3MiHu y KopoTKil
XapaKTepuCTULi Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHS Ta iHCTPYKUiT ANS MeAN4HOro
3acToCyBaHHS
reHepuYHMX/ribpuaHnX/6ionogibHMX Nikapcbknx
3acobiB nicns BHECEHHS TiEl caMoi 3MiHW Ha
pedepeHTHUI NpenapaT (3MiHa He nNoTpebye
HaflaHHS )XOAHUX HOBWX AOAATKOBUX AaHUX).
3MiHM BHECEHO A0 IHCTPYKUii AnS Mean4Horo
3acTOCyBaHHs! Nikapcbkoro 3acoby y po3ainu
"MokasaHHsA" (YyTOUYHEHHs iHdopmauii),
"MpoTtunokasaHHs", "Cnocib 3actocyBaHHS Ta
no3un", "Mo6iyHi peakuii” BignoeigHo Ao
iHdbopmaLii Woao MeanyHoro 3acTocyBaHHs
pedepeHTHOro nikapcbkoro 3acoby (ZYRTEC,
TabneTkn, BKPUTI NiBKOBOK 0GOMOHKOM).
BBegeHHs 3MiH NpoTArom 6-Tn micauiB nicns
3aTBepAkeHHs). Pefgakuis B Hakasi - He
nignsrae. BipHa pepakuis - nignsarae.

115.

PYNATAOUH
Y ®YMAPAT

NOPOLLIOK
(cybeTaHuis) y
MillKax noaBiiHMUX
nonieTuneHoBmnx
ans
dapmaLeBTUHHOIO
3acTocyBaHHSA

AT «dapmak»

YkpaiHa

Troxe IHgacTpi3
JlimiTen

IHgia

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MiHM | Tuny - AgMiHiCTpaTVBHI 3MiHW. 3MiHa
HalMeHyBaHHA Ta/abo agpecu 3asiBHVKA
(BnacHuka peecTpauiiHoro nocBig4eHHs1) aMiHa
HanMeHyBaHHS Ta aApecu 3asBHUKA, a came:
3MiHa TUNy akuioHepHOro TOBapUCTBa Ta Ha3Bn
Bynuui y agpeci. 3minu Il Tuny - 3miHu 3 gkocri.
AO®I. BUpobHMLTBO. 3MiHK B Npoueci
BUpOGHMLUTBA ADI (iHLWi 3MiHW) 3MiHU y 3B’AI3KY 3
OTpVMaHHAM oHoBMeHoi Bepcii DMF —
RPF/CTD(0O)/003R1 (EP), July 2020
(3aTBepokeHa Bepcis DMF — RPF/CTD(0)/003
(EP), February 2018). Ak Hacnigok 3MiHu y
cneumdikauii Ta MeTogax KOHTPOIo 3a
nokasHukoM «CynpoBigHi AOMILLKMY.

UA/17814/01/01

116.

CAJIbBYTAM
on

iHransauis nig
TUCKOM, CYCMeH3is,
100 mkr/oosa

no 200 gos
npenapary B
antomiHieBomy
6anoHi 3 4o3yo4nm
KrnanaHom Ta
HacafKoto-
iHransTopom 3
3aXVCHUM
KOBMa4KoM;

no 1 6anoHy y nayui

TOB
«MynbTicnpen
»

YkpaiHa

TOB
«MynbTicnpen»

YkpaiHa

BHECEHHS1 3MiH 4O peecTpauinHuX maTtepianis:
3MiHn | Tuny - AgMiHiCTpaTVBHI 3MiHW. 3MiHa
HalMeHyBaHHA Ta/abo agpecu 3asiBHMKa
(BnacHuka peecTpaLinHOro NocBigYeHHs) 3MiHa
appecu 3asBHUKa. 3MiHu | Tuny -
AaMiHicTpaTMBHI 3MiHW. 3MiHa HalMEHYBaHHSI
Ta/abo agpecu MicLsl NPOBaXXEHHsI QisNbHOCTI
BMPOGHMKa/iMnopTepa roToBOro NikapCbKoro
3acoby, BKMoYa4m AinbHuUL BUnycky cepii abo
MicLie NPOBEAEHHS KOHTPOIO SIKOCTI.
(BisnbHiCTb, 3a AKy BignoBinae
BMPOGHMK/iIMNOpTEp, BKIOYaKUM BUMYCK CEpilt).
3miHa agpecu BUpoGHYKa Y 3B'sI3KY 3

3a
peuenmom

UA/15683/01/01
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3 KapTOHY

NPUIRHATTAM PiweHHs 25 cecii XapkiBCKbOi
MiCbKOi pagu 7 cknukaHHs "lMpo BnopsiaKyBaHHS
HaviMeHyBaHb 06'eKTiB TOMOHIMIKKN" Bif
27.02.2019 Ne 1531/19 yacTuHy Bynuui
KoHTOpcbKOI neperiMeHyBaTh Ha BYNULIO
Banepis MNMeTpocoBa. BupobHuya ginbHuus,
afpecy SKoi 3MiHEHO, Ta BCi BUPOBHMYI onepalii
3aMnULWNINCh HE3MIHHUMMU.

117.

CAHOIMYH
HEOPAN®

PO34MH opanbHUi,
100 mr/mn no 50 mn
y dnakoHi; no 1
¢nakoHy pasom 3
[03yBarnbHUM
KOMMIIEKTOM Y
KOpobLi 3 KapTOHY
nakyBanbHOro

HoeapTic
dapma Al

LLisenuapis

Oendapm
XtoHiHr C.A.C.

®paHuia

BHECEHHS 3MiH 0O peecTpauinHnX maTepianis:
3MiHuM | TUny - 3MiHK 3 akocTi. A®I. KoHTporb
A®I. 3miHa y napameTpax cneumdikauini Ta/abo
[ONyCTUMMX MEX, BU3HAYEHMX Y cneumndikauiax
Ha A®I, abo BMXigHUA/MPOMIXKHUIA
NPOAYKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y
npoueci BupobHuuTea AP (iHwWi 3MiHK)
3MiHa napameTpa cneuundikadii 3 "laeHTudikadisa
aMOHilo 3a BUAINEeHHAM 3anaxy” Ha
"lpeHTudikauis amonito 3a pH napis" gns
CUPOBUHM aMOHito cynbdarTy, LWo
BMKOPUCTOBYIOTLCA Y NpoLeci chepmeHTauii npu
BUPOGHMLTBI BUXigHoro matepiany CYSPAR Ha
AinbHUUi Sandoz.
3miHu | Trny - 3minm 3 gkocTi. APl. KoHTponb
A®l. 3miHa y napameTpax crneumdikaLin Ta/abo
[ONyCTUMMX MEX, BU3HAYEHMX Y cneumndikauiax
Ha A®I, abo BMXiAHWUIN/MPOMIKHWIA
npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y
npoueci BupobHuuTea AP (iHLwi 3MiHK)
3MiHa napameTpa cneundikadii 3 "laeHTudikauis
aMOHilo 3a BMAiNeHHAM 3anaxy" Ha
"lgeHTudpikauis amoHito 3a pH napis" ans
CUPOBUMHW, amMOHito aurigpodocdary, Lo
BUKOPUCTOBYIOTLCS Y Npoueci hepmeHTauii npu
BUPOGHMUTBI BuxigHoro maTepiany CYSPAR Ha
AinbHUUi Sandoz.

3a
peuernmom

UA/3165/03/01

118.

CIHOXAPOI®

TabneTku, BKpUTI
NniBKOBOIO
obonoHkotw, 12,5
Mr/1000 mr, no 10
TabneTtok B GnicTepi;
no 6 Gnictepis y
KapTOHHiIl kopobui

BepiHrep
IHrenbxanv
IHTEepHeLLHN

mM6X

HimevuunHa

BUPOGHMLTBO,
nepBUHHE Ta
BTOPUHHE
nakyBaHHs1,
KOHTPOIb SIKOCTI,
BUNYCK cepii:
BepiHrep
IHrenbxanm
Papma 'MEX i
Ko. KT,
Hime4vuuHa;
BUPOOGHMLTBO,
KOHTPOIb SKOCTI
(32 BUHSITKOM

Himeuumnna/
peuisi/
DpaHuis/
CronyyeHi
LWratn
Amepuikm

BHECEHHS1 3MiH [0 peecTpauinHuX maTtepianis:
3MiHun Il Tuny - 3miHn wopo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsaay.
BHeceHHs1 abo 3miHa(1) fo 3060B'A3aHb Ta yMOB
BMaadi peectpauiiHoro NocBig4yeHHs,
BKItoyaroun NnaH ynpaeniHHA pusukamm
(3acTocyBaHHs 3MiH(1), siki(a) BUMaraTb(€)
noAanbLUoro o6rpyHTyBaHHS HOBUMM
[04aTKOBUM A@HUMM, WO MaloTb HagaBaTucs
KOMMNETEHTHWM OpraHoM, OCKiflbK/ BUMaraeTbCs
CyTTEBA OLLiHKA KOMMETEHTHUM OpraHom) - [ins
posyBaHHA 12,5 mr/1000 mr:
3asBHMKOM HaJaHO OHOBIEHWI NnaH
ynpasniHHA puavkamu Bepcis 12.1. 3miHu

3a
peuernmom

UA/15722/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi6HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
Tecty BHeceHo A0 YacTuH: || «Cneumndikadis 3
"MikpobionoriyH 6e3nekn», Il «MnaH 3 hapmakoHarnsgy», V
a yuctoTa"), «3axoam 3 MiHimizauii puaukiey, VI «Pestome
nepBuHHE Ta nnady ynpasniHHs puaukamuy», VIl «dogatkuy y
BTOPUHHE 3B’3Ky 3 pekomeHaauismn PRAC, a came:
nakyBaHHs, BUAANEHHS AKX BaXKNMMBUX NOTEHLINHNX
BUMYCK Cepii: PU3MKIB, @ TaKOX BUOANEHHS BiACYTHLOI
BepiHrep iHdpopmalLlii Ta y 3B'A3Ky 3 3aBEpPLUEHHSM Ta
IHrenbxanm BuaaneHHsam gocnimkeHb PASS 1245.146,
Ennac AEE., PASS 1245.171.
Ipeuist;
nepBUHHE Ta
BTOPUHHE
nakyBaHHs1,
KOHTPOIb SIKOCTI,
BUMYCK Cepil:
MATEOH
SPAHUIA,
dpaHuis;
BMPOBHMLTBO
TabneTtok "in
bulk" Ta

KOHTPOIb SKOCTI:
MNarteoH lMyepTo
Puko. IHk.,
CronyyeHi
WraTtn
Amepuku;
KOHTpPOIb AKOCTI
(3a BUHATKOM
Tecty
"MikpobionoriuH
a uucrorta"): A
eHg Em
LWTABTECT
NaGop cyp
AHanITUK yHg
Crabinitatcnpy
dyHr MTMEX,
HimeuuuHa;
KOHTPOrb SKOCTI
npu
[OCNIAXKEHHI
cTabinbHOCTI (3a
BUHSITKOM TECTy
"MikpobionoriuH
a yuctoTta"):
EBpodiHc PACT
m6X,
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3asieHUK
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3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

Hime4vuuHa;
anbTepHaTUBHa
naboparopis
ONs KOHTPOO
Tecty
"Mikpob6ionoriyH
auncrota": CI'c
IHCTUTYT
dpeseHiyc
m6X,
HimeuuunHa;
Jla6op JIC CE
eHg Ko. KT,
HimeuuunHa;

K toEnCiEc
ETE, MNpeuis

119.

CIHIXAPAI®

TabneTkn, BKpUTI
NniBKOBOIO
obornoHkot, 5
mr/1000 mr, no 10
TabneTtok B 6nicTepi;
no 6 Gnictepis y
KapTOHHIN kopobLi

BepiHrep
IHrenbxanm
IHTEepHeLwwHnN

m6X

Himeyuunna

BMPOBHMLTBO,
nepBUHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPOIb SIKOCTI,
BUMYCK Cepil:
Bepinrep
IHrenbxanm
dapma 'M6X i
Ko. KT,
HimeyumnHa;
BUPOGHMLTBO,
KOHTpPOIb AKOCTI
(3a BUHATKOM
Tecty
"MikpobionoriuH
a yucroTta"),
nepBUHHE Ta
BTOPUHHE
nakyBaHHs1,
BUMYCK cepii:
Bepinrep
IHrenbxanm
Ennac A.E.,
peuist;
nepBUHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPOIb SIKOCTI,
BUMYCK cepii:
MATEOH
SPAHUIA,
PpaHuis;

Himewumna/
Ipeuis/
PdpaHuis/
CronyyeHi
Wratn
Amepukn

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3minn Il TMny - 3MiHK Wwopo
6e3nekn/edeKTUBHOCTI Ta hbapmakoHarnsgy.
BHeceHHs1 abo 3miHa(u) 0o 3060B'A3aHb Ta yMOB
BMAaYi peecTpauinHoro NocBiaYeHHs,
BKINtoyaroun MNnaH ynpaeniHHA pusukamm
(3acTtocyBaHHSA 3miH(n), Aki(a) BUMaraTb(€)
noganbLIoro o6rpyHTyBaHHS HOBUMM
[00aTKOBMM AaHMMU, L0 MaloTb HagaBaTucst
KOMMETEHTHUM OpPraHoOM, OCKilTbKU BUMaraeTbCcsi
CyTTeBa OLjHKa KOMMNETEHTHUM opraHom) - [ins
nosyBaHHsA 5 mr/1000 mr: 3asiBHUKOM HagaHo
OHOBIEHWI NNaH ynpasBniHHA pu3vkamu Bepcis
12.1. 3MiHK BHeceHo A0 YacTuH: |l
«Cneumdikauis 3 6e3nekumy, Il «MnaH 3
bapmakoHarnagy», V «3axoam 3 MiHimisauii
pusukie», VI «Pestome nnaHy ynpasniHHS
pusmkammy, VIl «JdogaTkuy y 38’a3Ky 3
pekomeHaauismm PRAC, a came: BuganeHHs
OEesKNX BaXMBUX NOTEHUIMHUX PU3NKKIB, @ TaKOX
BUAaneHHs BiACYTHbOI iHhopMaLlii Ta y 3B'A3Ky 3
3aBEPLUEHHSAM Ta BUOANEeHHsIM JOCTIIKEHb
PASS 1245.146, PASS 1245.171.

3a
peuernmom

UA/15724/01/01
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[TpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

BUPOBHMLUTBO
Tabnetok "in
bulk" Ta

KOHTPOIb SIKOCTI:

MateoH lMyepTo
Puko. IHk.,
Cnony4eHi

Wratn
Amepukm;
KOHTPOIb SKOCTI
(32 BUHATKOM
Tecty

"Mikpo6ionoriyH

auucrora"): A

eHg Em
WTABTECT
Nabop cyp
AHaniTuK yHa
Crabinitatcnpy
dyHr FTMEX,
Hime4vuuHa;
KOHTPOrb SKOCTI
npu
OOCHNiAXeHHi
cTabinbHOCTI (3a

BUHSITKOM TECTY

"MikpobionoriuH

a uucrora"):
EBpodiHc PACT
M6X,
HimeuvuuHa;
anbTepHaTUBHa
naboparopis

[Onst KOHTPOIO

Tecty

"MikpobionoriuH

auncrota": CI'C
IHCTUTYT
dpeseHiyc

mM6X,
HimeuuuHa;
Jlabop JIC CE
eHp Ko. KT,
HimeuuuHa;
K'toENCIEc
ETIE, Mpeuis

120.

COJIAHTPA®

kpem, 10 mr/r; mo 30
ry Ty6i; no 1 Ty6i B
KapTOHHI kopobui

Manpepma CA

LLiBenuapis

Bupo6HuLTBO,
nakyBaHHs1,
MapKyBaHHs1,

®paHuis

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3minu Il Tuny - 3miHu wopo
6e3nekn/edeKTMBHOCTI Ta hapMakoHarnsay.

3a
peuernmom

He
nidnsieae

UA/16320/01/01
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[TpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi6HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
BUNPOOYBaHHSA 3MiHM y KOPOTKil XapaKTepucTULi nikapcbkoro
KOHTpOIo 3acoby, TeKCTi MapkyBaHHS Ta iHCTPYKLii Ans
AKOCTI, MeAMYHOro 3aCTOCYBaHHS! Y 3B’5I3KYy i3 HOBUMM
BUNPOOYBaHHSA LaHMMW 3 SKOCTI, AOKMIHIMHUMU, KIiHIYHUMK
cTabinbHoCTi Ta AaHnMKn Ta AaHnMK 3 hbapmakoHarnsay - 3MiHu
BUMYCK Cepiit: BHECEHO [0 TEeKCTY IHCTPYKLUii 4na MeanyHoro
NABOPATOPIT 3acToCyBaHsi Nikapcbkoro 3acoby 4o po3ainis
FANOEPMA, "®apmakonoriyHi BnactmeocTi", "MobivHi
®paHuia peakuii”. BBefeHHs 3MiH NpOTArom 6-Tn MicsiLiB
nicns 3aTBepAKEHHs!
121. | COMABEPT niodinisat ansa Mdpansep Eny. CLUA Bvpo6HuuTBO, Benebris/ BHECEHHS 3MiH [0 peecTpauiiHMX maTepianis: 3a UA/17108/01/01
PO34MHY ANg iH'eKUin Ci. Mi. KOHTPOSb SIKOCTi IpnaHgis 3MiHm |l Tuny - 3MiHKn wogno peuenmom
no 10 mr; 10 KopnopenwH Ta BUMYCK cepil 6e3nekn/ecdeKkTUBHOCTI Ta hbapmakoHarnsgy.
dnakoHiB 3 BOAM ANA 3MiHN y KOPOTKili XapakTepucTuLi NikapCbKoro
nioginizatom y iH eKkuin y 3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKUii aAns
NPOMIXKHIN nonepeaHL0 MEeAMYHOrO 3aCTOCYBaHHS! Y 3B’sI3KY i3 HOBUMM
KapTOHHIN KOpoOLyi; HanoBHEHUX OAHUMW 3 SKOCTI, OKNIHIYHUMMN, KNiHIYHUMKN
3 NPOMIXKHI KapTOHHI wnpuvuax, OaHMMK Ta gaHuMK 3 chapMakoHarnsgy - 3MiHu
KOPOOKM B KOMMMNEKTI ofHo4YacHe BHECEHO [0 iHCTPYKLUiT ANa MeanyHoro
3 30 nonepenHbLO nakyBaHHs Ta 3acTocyBaHHS Nikapcbkoro 3acoby Ao po3ainy
HanoBHEHUMM MapKyBaHHS "®apmMakornorivyHi BnactTuBocTi" BignoBigHoO 4o
wnpvyamm 3 BOAM ANs MaTepianis peecTpauinHoro gocke. BeegeHHs
PO34YMHHMKOM (BOAA iH eKUin Ta 3MiH MPOTAroM 6 MiCALIB MiCNS 3aTBEPAXEHHSA
ans iH'ekyin) no 1 nikapcbKoro
mn Ta 30 3acoby;
6e3nevyHnmmn BMPOGHMLTBO

rofikamu B KapTOHHIW
KopoobLi

nikapcbKoro
3acoby in bulk
Ta NepBuHHE
nakyBaHHS;
BUNYCK cepii
nikapcbkoro
3acoby;
KOHTPOIb AKOCTI
nikapcbkoro
3acoby, 3a
BUKIIOYEHHAM
Tecty
"BioaHanis":
Mdpansep
MeHtodekdypuH
r Benebris HB,
Benebris;
KoHTponb sikocTi
nikapcbkoro
3acoby:
Mdparzep
Ipneng
PapmaceyTtumkan
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[TpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi6HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
¢, lpnaHgia
122. | COMABEPT niodinisat ansa Mdpansep Eny. CLUA Brpo6HuuTBO, Benebris/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/17108/01/02
PO34MHY ANg iH'eKUin Ci. Mi. KOHTPOSIb SKOCTi IpnaHgis 3MiHm |l Tuny - 3miHn wogao peuenmom
no 15 mr; 10 KopnopeniH Ta BUnNyck cepii 6e3nekv/edekTMBHOCTI Ta hbapmakoHarnsgy.
dnakoHis 3 BOAM ANA 3MiHN Y KOPOTKil XapakTepucTuLi NikapCbKoro
niocpinizatom y iH eKuin y 3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKUii Ans
NPOMIXKHIN nonepeaHLo MEeAMNYHOro 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMM
KapTOHHiIl kopobuyj; HanoBHEHUX OAHUMW 3 SKOCTI, OKNIHIMHUMMN, KNiHIYHUMK
3 NPOMIXXHI KaPTOHHI wnpuvuax, OaHMMK Ta JaHuMK 3 chapMakoHarnsgy - 3MiHm
KOPOBKM B KOMMMEKTI ogHo4vacHe BHECEHO A0 IHCTPYKUIii ANS Mean4Horo
3 30 nonepenHbLO nakyBaHHs Ta 3aCTOCyBaHHS fikapcbKoro 3acoby 4o po3ainy
HanoBHEHUMM MapKyBaHHS "®apmMakornorivyHi BnactTuBocTi" BignoBigHo Ao
wnpvuamm 3 BOAM ANs MaTepianis peecTpauinHoro gocke. BeegeHHs
PO34YMHHMKOM (BOAA iH eKuin Ta 3MiH MPOTAroM 6 MiCALIB MiCNs 3aTBEPAXEHHSA
ans iH'ekyin) no 1 nikapcbKoro
mn Ta 30 3acoby;
0e3neyHnmmn BUPOBHMLUTBO
rofikamu B KapTOHHIN nikapcbKoro
KopobuUi 3acoby in bulk
Ta NepBuHHE
nakyBaHHS;
BUNYCK cepii
nikapcbkoro
3acoby;
KOHTPOrb SKOCTI
nikapcbkoro
3acoby, 3a
BUKIMOYEHHSAM
Tecty
"BioaHanis":
Mdpansep
MeHtodekdypuH
r Benbris HB,
Benbris;
KoHTponb sikocTi
nikapcbKoro
3acoby:
Mdparnzep
Ipneng
dapmaceyTukan
c, lpnaHgis
123. | COMABEPT niodpinizat gns Mdpanizep Enu. CLUIA Bupo6HuuTBO, Benebrisi/ BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis: 3a UA/17108/01/03
PO34MHY AN iH'eKuin Ci. Mi. KOHTPOIb SAKOCTi Ipnangis 3MiHu Il Tuny - 3miHn Wwopno peuenmom
no 20 wmr; 10 KopnopenwH Ta BUMYyCK cepii 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
criakoHiB 3 BOAM AnA 3MiHU y KOPOTKili XapakTepucTuLi NnikapCbKoro
niodpinizatom y iH ekuin y 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLUIi Ans
NPOMIXKHIN nonepeaHL0 MeAMNYHOrO 3aCTOCYBaHHS Y 3B’3KY i3 HOBUMM
KapTOHHiIl kopobuyj; HanoBHEHUX [OaHUMW 3 SIKOCTi, AOKMIHIMHUMU, KMiHIYHUMK
3 NPOMDKHI KapPTOHHI wnpuuax, OaHnMKU Ta AaHnMK 3 chapMakoHarnsiay - 3MiHu
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi6HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
KOPOBGKM B KOMMMEKTI ogHo4vacHe BHECEHO A0 IHCTPYKUIii ANS MeAnYHoro
3 30 nonepenHbLO nakyBaHHs Ta 3aCTOCyBaHHS fikapcbKoro 3acoby o po3ainy
HanoBHEHUMM MapKyBaHHS "®apmMakornorivyHi BnactTuBocTi" BignoBigHo Ao
wnpvuamm 3 BOAM ANs MaTepianis peecTpauinHoro gocke. BeegeHHs
PO34MHHMKOM (BOAA iH eKkuin Ta 3MiH NPOTAroM 6 MiCALIB MiCNsa 3aTBEPAXEHHS
ans iH'ekyin) no 1 niKapcbkoro
mn Ta 30 3acoby;
GesneyHnmmn BMPOGHMLUTBO
rofikamu B KapTOHHIN nikapcbKoro
KopobLi 3acoby in bulk
Ta NepBrHHE
nakyBaHHS;
BUNYCK cepii
nikapcbkoro
3acoby;
KOHTPOrb SKOCTI
nikapcbkoro
3acoby, 3a
BUKIMOYEHHAM
Tecty
"BioaHanis":
Mdbansep
MeHtodekdypuH
r Benbris HB,
Benbris;
KoHTponb sikocTi
nikapcbKoro
3acoby:
Mgpanzep
Ipneng
dapmaceyTukan
c, lpnaHgis
124. | COMABEPT nioginisat ans Mdpanzep Eny. CLUIA BupobHuuTBO, Benebrisi/ BHECEHHS 3MiH 10 peecTpaLifiHiX MaTepianis: 3a UA/17108/01/04
PO34MHY AnA iH'eKuin Ci. Mi. KOHTPOrb SAKOCTIi Ipnangis 3MiHun Il Tuny - 3miHn wopo peuenmom
no 30 wmr; 10 KopnopenH Ta BUMycK cepii 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsaay.
cdrakoHiB 3 BOAM AnA 3MiHU y KOPOTKili XapakTepucTuLi NikapCbKoro
niodpinizatom y iH eKuin y 3acoby, TeKCTi MapKyBaHHS! Ta iHCTPYKLUii Ans
NPOMIXKHIN nonepeaHLo MeAMNYHOrO 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMM
KapTOHHiI kopobuyj; HanoBHEHUX LaHUMW 3 SIKOCTI, AOKMIHIMHUMU, KNiHIYHUMK
3 NPOMDKHI KapTOHHI wnpuuax, OaHnMuU Ta AaHuMK 3 chapmMakoHarnsiay - 3MiHu
KOPOOKM B KOMMIEKTI ogHo4acHe BHECEHO [0 iHCTPYKLiT Anst MeguyHoro
3 30 nonepegHbLO nakyBaHHs Ta 3acTocyBaHHs Nikapcbkoro 3acoby Ao po3ainy
HanoBHEHUMM MapKyBaHHS "®apmakornorivyHi BnactusocTi" BignoBigHo Ao
wnpuvuamm 3 BOAM ANs mMaTtepianis peecTpauiiHoro gocke. BBegeHHs
PO34MHHMKOM (BOAA iH eKUin Ta 3MiH NpOTSArom 6 MicsiLiB Micns 3aTBepKEHHS
anst iH'ekuyin) no 1 nikapcbKoro
mn Ta 30 3acoby;
6e3neyHnmmn BMPOGHMLUTBO

rofikamu B KaPTOHHIW

nikapcbkoro
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi6HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
KopobLi 3acoby in bulk
Ta nepBuHHE
nakyBaHHs;
BUNYCK cepii
nikapcbkoro
3acoby;
KOHTPOrb SKOCTI
nikapcbkoro
3acoby, 3a
BUKIMOYEHHAM
Tecty
"BioaHanis":
Mdbansep
MeHtodekdypuH
r Benbris HB,
Benbris;
KoHTponb sikocTi
nikapcbKoro
3acoby:
Mdpansep
IpnexHa
dapmaceyTukan
c, lpnaHgis
125. | TArPICCO TabneTkn, BKPUTI AcTtpa3eHeka LLseuis BUPOGHMLTBO, Lseuis BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a He UA/16232/01/01
NniBKOBOKO Ab KOHTPOIb SKOCTI, 3MiHu | Tuny - AgmiHicTpaTuBHI 3MiHW. 3MiHa peuenmom nidnsieae
obornoHkoto, no 40 BMNYCK cepii, HanlmMeHyBaHHA Ta/abo agpecu micus
mr; no 10 TabneTok nepBrHHe Ta npoBaXeHHs AisnbHOCTI BUpoGHMKa/imnopTepa
y 6nicTepi; no 3 BTOPUHHE roTOBOrO fikapcbKoro 3acoby, BkIo4aoum
Gnictepn y nakyBaHHs: AinNbHUL BUMYCKy cepii abo micLe npoBeaeHHS
KapTOHHiI kopobui AcTtpa3eHeka KOHTPOIO SIKOCTI. (QiSiNbHICTb, 3a sIKy Bignosigae
AB, LLBeuis BMPOGHMK/iMNOpTep, BKIOYaKYX BUMYCK CEpiit)
3MiHa NOLUTOBOrO iHAEKCY Ta 3a3Ha4YeHHs
BUPOGHMYMX (PYHKLUI BUpoBHMKa B MKHA J13.
3MiHM BHECEHO B iHCTPYKLitO AN MEAUYHOro
3aCTOCYBaHHS NiKapcbkoro 3acoby y po3ainu
«BunpobHuk» Ta «MicuesHaxomkeHHst BUpobHUKa
Ta agpeca Micus NpoBagKeHHs oro
LiSANbHOCTI» 3 BiANOBIAHUMW 3MiHAMW Y TEKCTI
MapKyBaHHS1 yNakoBKU MikapcbKoro 3acoby.
BBeaeHHs 3MiH NnpoTsarom 6-Tu micauiB nicns
3aTBEPOKEHHS.
3MiHu | TUnYy - 3miHKn Wwopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHWi 3MiHK). OHOBMEHHS TEKCTY MapKyBaHHS
ynaKkoBKM fikapcbkoro 3acoby. BBeeHHs 3MiH
nNpoTArom 6-T1 MicsLIB NicNs 3aTBEPAXKEHHS.
126. | TArPiCcCO TabneTkn, BKpUTI AcTtpa3eHeka LBeuis BUPOOGHMLTBO, LBeuis BHECEHHS 3MiH O peeCTpaLiiHUX maTepianis: 3a He UA/16232/01/02
NNiBKOBOIO ABb KOHTPOIb SIKOCTI, 3MiHu | Tuny - AgMiHicTpaTuBHI 3MiHK. 3MiHa peuenmom | nidnsieae
obonoHkoto, no 80 BUNYCK cepii, HallMeHyBaHHs Ta/abo agpecu Micus
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi6HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
mr; no 10 TabneTok nepBuHHE Ta NpoBaKeHHs OisnbHOCTI BUpobHUKa/imMnopTepa
y 6nictepi; no 3 BTOPUHHE roTOBOrO fiKapCbKOro 3acoby, Bkovao4m
Gnictepn y nakyBaHHsi: OinbHULI BUNYCKy cepii abo Micue npoBeaeHHs
KapTOHHIl kopobui AcTtpa3eHeka KOHTPOSIO SKOCTI. (QisNbHICTL, 3a AKy Bignosigae
AB, Wseuis BMPOBHWK/IMNOpTep, BKMHOYaOYM BUMYCK CEpilt)
3MiHa NOLUTOBOrO iHOEKCY Ta 3a3Ha4YeHHs
BUPOBHMUMX PyHKLi BUpoGHMKa B MKA J13.
3MiHM BHECEHO B IHCTPYKLIiO AN MEAUYHOro
3acTocyBaHHsI Nikapcbkoro 3acoby y po3ainu
«BunpobHuk» Ta «MicuesHaxomkeHHst BUpobHUKa
Ta agpeca micus NpoBaKEHHs1 Noro
DiSNbHOCTI» 3 BiANOBIOHUMW 3MiHAMW Y TEKCTI
MapKyBaHHS! yNakoBKU MikapCbKoro 3acoby.
BBegeHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns
3aTBEPOKEHHS.
3MiHu | TUny - 3MiHKM Wwopo
6esnekn/edekTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHK). OHOBMEHHSI TEKCTY MapKyBaHHS
YyNaKoBKW nikapcbkoro 3acoby. BeeaeHHst 3amiH
NpoTSArom 6-T1 MicsALIB MiCNs 3aTBEPAXKEHHS.
127. | TEHOPIK™ TabneTtkn, BKPUTI Inka IHpia Inka IHpia BHECEHHS1 3MiH JO peecTpaUiiHMX maTepianis: 3a - UA/2902/01/02
NniBKOBOIO JTaBopaTopis JlaGopaTtopis TexHiyHa nomurnka (3rigHo Hakasy MOS Big peuenmom
obornoHkoto, 100 TNiviteq Timiten, IHais 23.07.2015 Ne 460) BunpaBneHHs TEXHIYHOI
mr/25 mr; no 14 Inka NOMWIIKK, NOB'A3aHOI i3 NEpeHeCEHHAM
Tabnetok y Gnictepi; JlaGopaTtopis iHdopMauii, y meTogax koHTponto 13 3a
no 2 6nictepu B Nta., IHais nokasHukom «KinbkicHe BU3Ha4YeHHs1», 30kpema
KapTOHHIN ynakoBLj y cbopmMyni po3paxyHKy BMICTy aTeHonony Ta
xrnopTanigoHy, B % Bif 3asiBMNEHOI KiNbKOCTi.
3asHaueHe BUMNpaBneHHs BiaNoBigae
MaTepianam peecTtpauiiHoro oocbe
128. | TPU3UMNIH NOpPOLLIOK TOB HB® YkpaiHa TOB HB® Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX MaTepianis: - - UA/9823/01/01
(cybeTaHuis) y «MIKPOXIM» «MIKPOXIM» 3MiHu | Tuny - AgMiHiCTpaTuBHI 3MiHW. 3MiHa

MilLKax-BKnaguLax
3 NniBkn
nonieTuneHoBoi Ans
dapmaLeBTUHHOIO
BVKOPUCTaHHS

HalMeHyBaHHA Ta/abo agpecu 3asiBHMKa
(BnacHuka peecTpaLiiHOro NocBiA4YeHHs) 3MiHa
HallMeHyBaHHA Ta agpecu 3asBHuKa. 3MiHu |
TMny - AOMiHiCTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NPOBaXeHHS AiANbHOCTI BUPOOHMKa
(Bkntovaroum, 3a HeobxigHoOCTI, Micue
npoBeeHHs1 KOHTPOrO AKOCTi), abo BNacHuka
macTep-darina Ha ADI, abo noctayanbHuKa
Adl/BuxinHoro maTepiany/peareHTy/npoMiXXHOro
NPOAYKTY, L0 3aCTOCOBYIOTECS Y BUPOOHULITBI
A®| (KO 3a3Ha4YeHO y OCbE Ha NiKapCbKui
3acib) 3a BiacyTHOCTI cepTudikaTa BianoBigHOCTI
€Bponeiicbkin hapmakonei y 3aTBepakeHoMy
nocbke, abo BUpobHMKa HOBOI [OMOMIXKHOT
PEYOBUHM (SIKLLO 3a3HaYeHOo Y AOChE) 3MiHa

ropuanyHoi agpecu BupobHuka APl Ta
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[TpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi6HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
YTOYHEHHS1 HalMeHyBaHHS BUpobHuka AdI, 6e3
3MiHW haKTUYHOTO MicLsi BUPOBGHMLITBA
129. | TPIBOHOP TabneTtkn, BKpUTI MicTtpan AHrnis CiHTOH XicnaHis, IcnaHis BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a - UA/19142/01/01
NniBKOBOO Kenitan C. 1. 3MiHn | Tuny - 3MiHK 3 sKocTi. FoToBuN peuenmom
o6onoHkoto no 20 MeHepKmMeHT nikapcbkuit 3aci6. 3MiHW y BUPOBHUUTBI. 3MiHK
™mr; no 14 TabneTok Timiten BUNpobyBaHb abo AONyCTUMUX MEX,
y GnicTepi; no 2 BCTaHOBIEHMX Y cneuudikauisax, nig yac
Gnictepu y BMPOGHMLTBA rOTOBOTO NikapcbKoro 3acoby
KapTOHHIN nayui (BUMYyYeHHS HeCyTTEBOIO BUNPODbyBaHHS B
npoueci BUpoBbHMLUTBA) BUNMYYEHHS NMoKa3HUKa
«Loss on drying» (Operation (8)) Ha eTani pre-
compression blend 3 BignosigHUMK1 3miHamu B
po3ain 3.2.P.3. Npouec BupobHULTBA
nikapcbKkoro 3acoby, a TakoX BHECEHO
penakuinHi npaeku
130. | PE3AM® Kancynwv Teepgi no TOB "TeBa YkpaiHa BankaHdapma- Bonrapisa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/3371/01/01
10 kancyn y YkpaiHa" OynHuug AT 3MiHn | Tuny - 3MmiHn 3 skocTi. CepTudikaT peuernmom
Gnictepi, no 2 abo 6 BignosigHocTi/lE-cepTudikaT BignoBigHoCTI
GnictepiB y €sponevicbkin apmakonei/moHorpadii.
KapTOHHIN kopobLi MoaaHHa HoBoro abo oHOBMEHOTO cepTudikaTa
BignoBigHocCTi abo BUNyYeHHs cepTudikata
BiQNOBIQHOCTI €BponeWchkin hapmakonei: ans
A®I; onsa BuxigHOro
matepiany/peareHTy/npoMiXXHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTbCS Yy BUPOOHMLTBI ADI; Ans
[OMNOMIXKHOI peqoBuHU (cepTudikar
BignoBigHocTi €Bponenchkii hapmakonei) -
OHoBneHun ceptudikaT Bif e 3aTBepaXeHOro
BMpo6HMKa. [MogaHHA OHOBIEHOro cepTudikaTa
BignoBigHocTi €Bponeincokii papmakonei Ne R1-
CEP 2004-083-Rev 07 (3atBepgxeHo: R1-CEP
2004-083-Rev 06) ons aitoyoi pevyoBuHU
Mipauetamy Northeast Pharmaceutical Group
Company, Limited, China.
131. | PINCTUM® PO34MH AN iH'eKLN, TOB "®3 YkpaiHa TOB "®3" Ykpaina BHECEHHS 3MiH IO peecTpauiiHiX MmaTepianis: 3a - UA/14300/01/01
0,3 mr (30 mnH "BIO®APMA" BIODPAPMA" 3miHu | TNy - 3miHK 3 sikocTi. MoToBUIA peuenmom

MO)/1 mn; no 1 mn
(30 mnH MO) (0,3
Mr) a6o no 1,6 mn
(48 mnH MO) (0,48
Mr) y nornepeaHso
HanoBHEHOMY
wnpwui; no 1
nonepeaHLo
HanoBHEHOMY
wnpuuy y 6nictepi;
no 1 6nictepy y
nadui 3 KapToHy

nikapcbkui 3aci6. Cuctema
KOHTeMHep/3akynoproBanbHuii 3aci6. 3miHa y
MeToax BUNpoOyBaHHS NEPBUHHOI YNaKOBKM
roTOBOro MiKAPCbKOro 3acoby (He3HaYHi 3MiHM Y
3aTBEPAKEHNX MeToAax BUNPoOyBaHb)
BHeceHHs1 3miH Ao cneumdikauii BXiaHOro
KOHTPOIMO NEPBMHHOIO nakyBaHHsi Cn. 5.14-01-
377 «YwinbHioBay nnyHwxepy HYPAK BSCF 3
ML», a came- aKkTyanisauiss MeToay KOHTPOSHO M.
«CTepunbHicTb» BignosigHo go AdY, 2.6.1:
36iNbLUEHO KiNbKiCTb 3pa3kiB A NpoBeAeHHS
naHoro BunpobysaHHsi 3 10 go 20
YLLiNbHIOBAYIB, @ TaKOX 3MEHLLEHO 06’eMu
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi6HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
cepefoBumLL, B SIKMX NPOBOAMTBCS iHKyOaUis.
132. | ®NIOAOITEK PO34MH OparnbHUiA, Jlaboparopist ®paHuis BrpobHuk PpaHuis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: bes - UA/8082/02/01
750 mr/10 mn; no 10 IHHOTEK BignosigansHUn 3MiHu | Tuny - 3miHn 3 sikocTi. CepTudcpikat peuenma
Mmny cawe; no 15 IHTepHacbIoH 3a BUNyCK cepi: BignosigHocTi/lE-cepTudikaTt BianoBigHOCTI
calue B KapTOHHIN anb IHHOTepa Llysi, €sponewicbkin apmakonei/moHorpadii.
KopobLi dpaHuis; MogaHHA HoBoro abo oHoBneHoro cepTudikara
Brpo6Huk BianosigHocTi abo BMNyYeHHsi cepTudikaTta
BignoBiganbHUn BiQNOBIQHOCTI €BponeWnchbkin hapmakonei: Ans
3a "in bulk", A®Il; onsa BuxiaHoro
nepBUHHE Ta matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BTOPUHHE BMKOPUCTOBYIOTBLCS Y BUPOOHULTBI ADI; ans
nakyBaHHS, [OMOMDKHOI pevoBUHM (cepTudikaT
KOHTPOIb cepii: BignoBigHOCTI €Bponeiickkin hapmakoner) -
KOHiTep NikBig OHoBReHnn cepTudikaT Big, y>xe 3aTBEpAXEHOro
MaHydek4ypiHr, BUPOBHMKA - NOAAHHS OHOBIIEHOrO cepTudikaTa
dpaHuis; BignoBigHocTi €Bponeincekit papmakonei Ne R1-
Bupo6Humk CEP 1997-022 - Rev 07 (3aTBepaxeHo: R1-CEP
BignosiganbHUin 1997-022 - Rev 06) gnsa Adl kapboumcTeid Big
3a KOHTPOJSlb yXe 3aTBepaxeHoro BupobHuka Bretagne
cepii Chemie Fine (BCF), ®paHuis
(oopaTkoBUIA):
HOHiTep
HesenonnmaH
Bopao, PpaHuis
133. | POPTE3A NbOASHWKM 3i HenbTa LLisenuapis BMPOBHMLTBO, Icnanis/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: bes - UA/19155/01/01
nao CMakom meay Ta Megiken nepBuHHe Ta ®paHuis 3MiHM | Tuny - AgMiHiCTpaTVBHI 3MiHW. 3MiHa peuenma
numoHa; no 12 [MpomoyLuH3 BTOPUHHE HaliMeHyBaHHs Ta/abo agpecu micus
NbOASHWKIB Y Al nakyBaHHs, NpoBaXeHHS AiANbHOCTI BUpOGHMKa/imnopTepa
6nictepi, no 1 abo 2 BUMYCK Cepii: roTOBOrO fikapCbKOro 3acoby, BKo4a4m
Gnictepu B NnosIc OinbHWL BUNYycKy cepii abo micle npoBeaeHHs
KapTOHHiI kopobLyi PAPMALIEYTIK KOHTPOMIO SIKOCTI. (AiANbHICTb, 3a AKy Bignosigae
AN3 CJ1., BUPOBHMK/IMNOPTEP, HE BKIOYAKUM BUMYCK
IcnaHis cepiit). 3MiHa Ha3BM BUPOBHKKa,
BUPOGHMLTBO, BignoBiganbHOro 3a KOHTPonb AKocTi. Agpeca,
nepBuHHe Ta BMPOGHMYA AiNbHWLS Ta BCi BUPOOHMYI onepauii
BTOPUHHE 3annLWaTbCs HE3MIHHUMU.
nakyBaHHs1,
KOHTPOMb SIKOCTI:
MN'eP ©ABP
MEOWKAMEHT
MPOOAKLLH,
®paHuia
KOHTPOMb SIKOCTI:
IHOAPMALE,
C.N., IcnaHia
KOHTPOMb SIKOCTI:
JTABOPATOPIO
EYEBAPHE,

C.A., IcnaHis
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n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi6HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
KOHTPOMb SIKOCTI:
KIMOC, C.1.,
Icnanis
134. | POPTE3A TNbOASHUKM 3i HenbTa LLIseniapis BUPOBHMLTBO, Icnanis/ BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: be3 - UA/19153/01/01
nao cMakom m'aTu; no 12 Megiken nepBuHHE Ta ®paHuia 3MiHu | Tuny - AgmiHicTpaTuBHI 3MiHW. 3miHa peuenma
NbOASAHWKIB Y MpomoyLuH3 BTOPUHHE HalMeHyBaHHs Ta/abo agpecu micus
Gnictepi, no 1 abo 2 Al nakyBaHHs, NpoBaKeHHs OisnbHOCTI BUpobHUKa/imMnopTepa
Gnictepn B BUMYCK Cepii: roTOBOrO JlikapCbKoro 3acoby, BKo4ar4m
KapTOHHiI kopobui nosic AinbHUL BUNYycKy cepii abo micue npoBeAeHHst
SAPMALIEYTIK KOHTPOSIO SIKOCTI. (QisNbHICTL, 3a SKy Bignosigae
AN3 C.J1., BUPOGHMK/iMNOpPTEP, HE BKIOYAOUM BUMYCK
Icnanis cepit). 3MiHa Ha3BM BUPOOHKKa,
BUPOGHMLTBO, BiANOBIgaNbHOro 3a KOHTPOMb AKOCTi. Agpeca,
nepBUHHE Ta BMpoBHMYa OinbHMUSA Ta BCi BUPOBHMYI onepadii
BTOPUHHE 3annLWATLCA HE3MIHHUMU.
nakyBaHHs,
KOHTPOMb SIKOCTI:
Mn'eP oABP
MEOVWKAMEHT
MPOOAKLLH,
®paHuia
KOHTPOMb SIKOCTI:
IHOPAPMALE,
C.J1., Icnanis
KOHTPOMb SIKOCTI:
JTABOPATOPIO
EYEBAPHE
C.A,, IcnaHis
KOHTPOMb SIKOCTI:
KIMOC, C.1.,
Icnanis
135. | POPTE3A TNbOASHUKM 3i HenbTa LLisenuapis BUPOGHMLTBO, Icnanis/ BHECEHHS 3MiH 10 peecTpaLiliHiX MaTepianis: be3 - UA/19154/01/01
nao CMaKoM anernbCcuHa; Megiken nepBuHHe Ta ®paHuis 3MiHM | Tuny - AgMiHiCTpaTVBHI 3MiHK. 3MiHa peuenma
no 12 nboAsHUKIB y [MpomoyLuH3 BTOPUHHE HaliMeHyBaHHs Ta/abo agpecu micus
6nicTepi, no 1 abo 2 Al nakyBaHHs, npoBaXeHHs AisnbHOCTI BUpOoGHMKa/imnopTepa
Gnictepu B BUMYCK Cepii: roTOBOrO fikapCbKOro 3acoby, BKo4a4m
KapTOHHiI kopobui NnosIc OinbHWL BUNYycKy cepii abo micle npoBeaeHHs
SAPMALIEYTIK KOHTPOIO SIKOCTI. (QiiNbHICTb, 3a sIKy Bignosigae
AN3 C.J1., BUPOBHMK/IMNOPTEP, HE BKIOYAKYM BUMYCK
IcnaHis cepiit). 3MiHa Ha3BM BUPOBHYKa,
BUPOGHMLTBO, BignoBiganbHOro 3a KOHTPOnb AKocTi. Agpeca,
nepBuHHe Ta BMPOGHMYa AiNbHWLS Ta BCi BUPOOHMYI onepauii
BTOPUHHE 3annLWalTbCs HE3MIHHUMU.
nakyBaHHs1,

KOHTPOIb AKOCTI:

n'eP ®ABP
MEOVMKAMEHT
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi6HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
MPOOAKLLH,
®paHuia
KOHTPOMb SIKOCTI:
IHOAPMALE,
C.J1., Icnanis
KOHTPOMb SIKOCTI:
JTABOPATOPIO
EYEBAPHE,
C.A,, Icnanis
KOHTPOMb SIKOCTI:
KIMOC, C.J1,,
Icnanis
136. | PY3IKYTAH® | mazb2% no5r, 15 TOB «MIBE YkpaiHa Mibe M'mb6X HimeuyunHa BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a - UA/10307/02/01
r abo 30 ry Ty6i; no YKPATHA» ApLHanMiTTerNb 3MiHu | TNy - 3MiHK Woao peuernmom
1 Ty6i B KAPTOHHIN 6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsay
navui (iHWi 3MiHK) OHOBMEHHSI TEKCTY MapKyBaHHS
NepBUHHOI Ta BTOPUHHOI YMaKOBOK MiKapCbKOro
3acoby. TepMiH BBeEHHS 3MiH NpoTsrom 6
MicAUiB Nicnsa 3aTBEPAXEHHS.
137. | XEQEH3A cynosuTopii AnbneH HimeyunHa BUPOBHUK HimeuunHa BHECEHHS1 3MiH O peeCTpaLiiHMX maTepianis: be3 - UA/18373/01/01
pekTarnbHi, no 5 dapma 'M6X BignosigansHUin 3miHa 3asiBHuKa J13 (MIBIT) (BnacHuka peuenma

Cyno3unTopiiB y
6nictepi, no 1
Gnictepy y
KapTOHHIN kopobLi

3a KOHTPOIb
SIKOCTI, BUNYCK
cepil:
Mepu, ®apma
'm6X i Ko.
KlraA,
HimeyunHa
BMPOBHMK
BigNoBiganbHUN
3a BUPOOHULITBO
in bulk,
nepBUHHE Ta
BTOPUHHE
nakyBaHHsi:
AMKA®APM
dapmachbioTikan
vm6X,
HimevyuunHa

peecTpauinHOro NocBiAYeHHs) (3rigHO Hakasy
MO3 Big 23.07.2015 Ne 460). 3miHun | Tuny -
3MiHu Wwoao 6e3nekun/edekTUBHOCTI Ta
capmakoHarnsgy. BeegeHHs abo 3miHm oo
y3aranbHEeHUX AaHnx Npo cuctemy
dapmakoHarnsgy (BBeAeHHs y3aranbHeHUX
AaHnX nNpo cuctemy cbapmakoHarnsgy, amiHa
yNoBHOBaXeHoI ocobw, BiANOBiAanbHOI 3a
3[iCHeHHs1 hapMakoHarnsay; KOHTakTHOI ocobu
3 papMakoHarnagy 3asiBHUKa Ans 34iNCHEHHS
dapmakoHarnsay B YKpaiHi, SKLWwo BOHa
BigMiHHa Bi yNnoBHOBaXeHOi ocobu,
BignoBiganbHoOI 3a 34iMCHEHHs hapmakoHarnsgy
(BKITHOYAOYM KOHTaKTHI AaHi) Ta/abo 3miHW y
po3MilLeHHi MacTep-chaina cuctemu
hapmakoHarnsigy) 3miHa ynoBHoBaxeHoi ocobu
3asBHUKA, BiANOBIAaNbHOI 3a hapmakoHarnsag.
[itoywa pepakuisi: Op. AHTOH BoliTeHko / Dr.
Anton Voitenko . NponoHoBaHa pegakuis: Op.
Jleonappo E6enir / Dr. Leonardo Ebeling.
3MiHa KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0cobu
3asiBHMKa, BignosiganbHoi 3a dpapMakoHarnsg.
BBeaeHHs KOHTakTHOT 0cobu 3asiBHUKA,
BignoBiganeHoi 3a dhapmakoHarnag B YKpaiHi.
MponoHoBaHa pepakuis: Byask Onekcanapa
CepriiBHa. BBegeHHS KOHTAKTHMX JaHWX
KOHTaKTHOI 0cobu 3asiBHUKa, BianoBiganbHoI 3a
papmakoHarnsg B YkpaiHi. 3miHa micus
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Homep

Ne
n/n

Hasea
JliKapcbK020

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

peecmpauyiliHo2o

noceid4yeHHs1

3acoby

30iNCHEeHHSI OCHOBHOI AisiNbHOCTI 3
bapmakoHarnsgy. 3MiHa MicLLe3HaXOaXKeHHs!
macTtep-anna cucteMu papmakoHarnsgy Ta

0ro Homepa.

UA/17259/01/01

138.

LENYNAP

PO34MH AN iH EKUiN,
no 2 mn B amnyni;
no 5 amnyny
GnicTepi; no 1
6nictepy B nauui

MpuBatHe
akuioHepHe
TOBapucTBO

“Nekxim —

Xapkis”

YkpaiHa

MpusatHe
akuioHepHe
TOBapuCTBO

“Nekxim —

Xapkis”

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHu | Tuny - 3miHn 3 sikocTi. CepTudcpikat
BignosigHocTi/lE-cepTudikaTt BignoBigHoCTI
€sponewicbkin apmakonei/moHorpadii.
MogaHHA HoBoro abo oHoBneHoro cepTudikara
BignoBigHoCTi abo BUNyYeHHs cepTudikata
BiQNOBIQHOCTI €BponeWnchbkin hapmakonei: Ans
A®I; ansa BuxiaHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTbCS Yy BUPOOHULTBI ADI; ans
[OMOMDKHOI pevoBUHM (cepTudikaT
BignoBigHOCTI €Bponeiickkin hapmakoner) -
OHoBneHun cepTudikaT Bif yxe 3aTBepaXeHOro
BMPOGHMKa - NoAaHHsS OHOBMEHOro cepTudikara
BignoBigHocTi €Bponeicokin dapmakonei Ne R1-
CEP 1998-131-Rev 05 (3atBepmxeHo: R1-CEP
1998-131-Rev 04)ans A®I Tiaminy
rigpoxnopuay Bif BXe 3aTBEpPOXEHOr0
Bupo6Hmka DSM Nutritional Products GmbH;
3MiHu | Tuny - 3miHn 3 sikocTi. CepTudpikat
BignosigHocTi/lE-cepTudikaT BignoBigHoCTI
€Bponenckkin dhapmakonei/MoHorpadii. 3miHu,
NoB'si3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BignoBigHicTb o MoHorpadii APY abo
€Bponewicbkoi dhapmakonei, abo iHwoi
HauioHanbHoi bapmakonei gepxasu €C (3MmiHa
y cneundikauisix, nos'ssaHa 3i amiHamu B J®Y,
abo €Bponencobkin hapmakonei, abo iHLWin
HaLuioHanbHi dhapmakonei gepxasun €C)
CynyTHS 3MiHa
- 3miHm 3 akocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI €EBponenchkii
papmakonei/moHorpadii. 3miHW, noB's3aHi 3
HEOOXiAHICTIO NpMBeAEHHS Yy BigNOBIAHICTb A0
MoHorpadgii APY abo €sponencbkoi
dapmakonei, abo iHLWOoi HaLioHanbHOT
dapmakonei aepxasu €C (iHLi 3MiHW) - 3MiHW y
cneundikauii Ta MmeTogax BusHaveHHss AdI
TiamiHy rigpoxnopuay noB'a3aHi 3 HeobXigHICTIo
npuBeAeHHs y BiAMNOBIAHICTb A0 MOHOrpadii
€Bponelicbkoi hapmakonei

3a
peuernmom

UA/0678/03/01

139.

LUMNPUHON®

KOHLEHTpaT Ansi
PO34KHy Ans
iHdpy3in 10 mr/mn; no

10 mn (100 mr) B

KPKA, a.4.,
Hoso mecto

CnoBeHisi

BUPOGHMLUTBO "in
bulk", nepeuHHe
Ta BTOPUHHE

CnoseHis

NnakyBaHHA,

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3MiHN | TUNY - AgMiIHICTPaTUBHI 3MiHW.
BunyueHHs1 BUpOGHUMYOI AinbHULI (BKNOYa4n
ainbHUUi anst ADI, npomixxHoro npogykty abo

3a
peuernmom
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi6HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1
amnyni; no 5 amnyn KOHTPOSb Ta roTOBOrO JlikapCbKoro 3acoby, AinbHuLi Ans
Y KapTOHHil kopobui BMNYCK cepii: NpoBeeHHs NaKyBaHHs, BUPOBHMKa,
KPKA, a.4., BiANOBIgaNbLHOIo 3a BUMYCK Cepin, Micue
HoBo mecTo, NPOBEAEHHST KOHTPOIIO cepii) abo
CnoseHis; nocravanbHuKa BMXi4HOrO MaTepiany, peareHTy
KOHTpOrb cepii ab0 OOMNOMIDKHOI PEHOBUHM (SIKLLLO 3a3HAYeHO Y
(dbisnyHi Ta [OCbE) - BUINyYeHHs1 BUpobHuka AdI|
XiMiYHi meToam umnpocpnokcauuH Krka, d.d., Novo mesto,
KOHTPOSIO): CnogeeHisi. 3atBepmkeHo: Krka, d.d., Novo
KPKA, a.4., mesto, CrnoseHis Bayer AG, Germany
HoBo mecrTo, 3anponoHoBaHo: Bayer AG, Germany; 3minu |
CnogeHis; TMny - 3MiHK 3 sIKOCTi. FOTOBUIA NikapCbKMi
HI3OX 3aci6. KoHTporb roToBOro nikapcbkoro 3acoby
(HauioHanbHi (iHLWi 3MiHW) - OHOBMEHHS BXE 3aTBEPAXEHNX
nabopartopist 3a METOAIB KOHTPOSO AKOCTI Nikapcbkoro 3acoby, a
3apaB’e, OKone came: BMKNaJeHHS TEKCTY AeP>KaBHO MOBOKO
iH XpaHo), 3riAHO Cy4acHUx BUMor. BeeaeHHs 3miH
CnoBeHis NPOTSAromM 6-Tu MicALiB MiCNA 3aTBEPAXKEHHS;
3Mminn | TMny - 3MiHK 3 sKocTi. FoToBUIA
nikapcbkuii 3aci6. Onuc Ta cknag. 3miHa y
cknagi (AoNoMiKHUX peYOBMHAX) FOTOBOrO
nikapcbKkoro 3acoby (iHLi 4ONOMiKHI pe4oBUHN) -
Byapb-sika He3Ha4Ha 3MiHa KinbKiCHOro cknagy
[OOMOMiXKHMX PEYOBUH Y FOTOBOMY fiKapCbKOMY
3acobi - amiHu cknagy J13, a came 3MeHLUEHHS!
KifTbKOCTi KUCITOTM MOJIOYHOI
140. | UMTPIK® NopOoLLOK Ans AT "®apmak” YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: bes nionsizae UA/15885/01/01
oparnbHOro Po3yunHy, 3MiHu | Tuny - 3MiHK 3 sikocTi. FoToBMI peuenma

no 13,60 r B cawe;
no 10 cawe B nayui
3 KapTOHY

nikapcbkuii 3aci6. Onuc Ta cknag. 3miHa y
cknagi (AoNOMiKHUX Pe4OBKHAX) rOTOBOrO
nikapcbkoro 3acoby (iHLWi AONOMXHI PeYOBWHM) -
Byapb-sika He3Ha4Ha 3MiHa KinbKiCHOro cknagy
[OMOMIXKHMX PEYOBUH Y FOTOBOMY NiKapCbKOMy
3acobi - 3MiHM KinbKiCHOTO cknagy AOMOMIKHUX
PEYOBUH rOTOBOTO fikapcbKoro 3acoby.
3anponoHoBaHui cknaj Mae aHamnorivyHui
AKICHWI cKnag Ta KinbkicHui BmicT A®I, npote
BifJPi3HAETLCS 3araribHOK MACOK JOMOMDKHUX
PEYOBUH B calle 3a paxyHOK MEHLLOI KinbKOCTi
LYKpY, MEHLLOHO KiNbKICTIO HaTpito LumTpary,
KMCNoTU A6MyYHOT, KUCNOTU MUMOHHOI
6e3B0AHOI, kanbLito docdaTy, TUTaHy giokeuay,
KyPKyMiHy Ta 6inblumm BMiCTOM apomaTtusaTtopa
JIumoH; 3MmiHn | Tuny - 3MiHuM 3 saKkocTi. [oToBUNA
nikapcbkuii 3aci6. 3mMiHW y BUPOBHULTBI. 3MiHM
BunNpobyBaHb abo AONYyCTUMUX MEX,
BCTaHOBIEHMX Y cneuudikauisx, nig yac
BMPOOHMLITBA rOTOBOTO fikapCbKoro 3acoby
(BMNYyYEHHS1 HECYTTEBOTO BUNPOOYBaHHS B
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npoueci BMpobHMUTBA) - 3MiHX 40 po3ainy

3.2.P.3.4 KoHTpOnb KpUTUYHUX CTadiv Ta
NPOMIKHOT NPOAYKLi - BUNyYeHHS NoKa3HMKa
"BTpaTa B Maci npu BucyLlyBaHHi: He GinbLue
0,5 % npu Temnepartypi (100 -105) °C", npu
KOHTPOSi HaniBNpoZyKTy - rpaHynaTy; 3miHu |
TMny - 3MiHK 3 AKOCTI. FOTOBUIA NMikapCbKMit
3aci6. 3MiHn y BUpoBHMLTBI. 3MiHM BUNpobyBaHb
abo fonycTUMUX MeX, BCTAHOBIEHUX Y
crneungikalisx, nig yac BUpObHMLTBA rOTOBOTO
nikapcbkoro 3acoby (iHLWi 3MiHW) - 3MiHa [0 p.
3.2.P.3.4 KOHTpOrnb KPpUTUYHUX CTagin Ta
npoMixHoi npoaykuii 3a n. "CepeaHsi maca
BMICTy calue" Ans KOHTPOIo MapKoBaHoOiI
NPOAyKLUii - 3MEHLIEHO Macy BMICTy calue 3
22,13 po 13,6 r (3 BignoBigHMMKM gonyckamu);
3miHu | Tvny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3MmiHa napameTpis
cneuudikauin Ta/abo 4OMYCTUMUX MEX roTOBOro
nikapcbkoro 3acoby (iHwi 3MiHK) - 3MiHK Y
cneumdikauito Ta, K Hacnigok y metoam
koHTponto J13 3a nokasHukom "CepegHsi maca
BMicTy caiue"; 3MiHu | Tuny - 3MiHn 3 sKocTi.
["oTOBMI Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BUNPoOYyBaHHS rOTOBOrO NikapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBepOKEHNX MeTodax
BMNPOBYBaHHS) - 3MiHM y METOAMKY KOHTPOIO 3a
nokasHukom "lgeHtudikadis” J13. BHeceHo
HacTYyrHi 3MiHU: ackop6iHoBa KucnoTa -
YTOYHEHO HaBaxKy npenapary Ans
NpUroTyBaHHs BUNPOGyBaHOro po3yMHy Ta
BUNYyYEHO AeTanisaLito Woao cTaHaapTHUX
3pa3kiB; 3MiHn | TUny - 3miHK 3 gKocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa y MmeTogax
BMNPOOYBaHHSA rOTOBOTO NiKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEepAKeHNX MeTofax
BUNPOBYBaHHS) - 3MiHW Y METOAMKY KOHTPOIO 3a
nokasHukom "CynposigHi gomiwwku" J13. BHeceHo
HaCTYMHi 3MiHW: YTOYHEHO MPUroTYBaHHA
BMNpoByBaHOro po3ynHy Ta NapameTpu
XpomMaTtorpadyBaHHs, BUIy4eHO fAeTani3awiio
00 CTaHAapTHUX 3paskiB Ta iHPopMaTUBHI
PUCYHKKN, BHECEHO peaKLUinHi npaBku y
dopmyny po3paxyHky; 3miHu | Tuny - 3miHu 3
sKocTi. [oToBMI Nikapcbkuii 3aci6. KoHTpornb

roToBOro nikapcbkoro 3acoby. 3miHa y MeTogax




105

[TpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi6HUKa eupobHUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceid4yeHHs1

BMMPOBYBaHHS rOTOBOrO NikapcbKoro 3acoby
(He3HayHa 3MiHa y 3aTBepAXeHNX MeTodax
BMNPOBYBaHHS) - 3MiHN Y METOAMKY KOHTPOIIO 3a
nokasHukom "OaHOpPIgHICTE 4030BaHNX
oanHnue" J13. BHECeHo HacTymnHi 3MiHK:

6.1. MapaueTtamon, PeHinedpuHy rigpoxnopua,
PeHipamiHy Maneart: yTO4MHEHO NpUroTyBaHHS
BMNPOBYBaHOro PO34nHY Ta BHECEHO peaaKLiiHi
npaBku y hopmMysy po3paxyHky; 6.2.
AckopbiHoBa KucrnoTa: YTOYHEHO HaBaXKy
ABNyYHOT KMCNOTW, BUNYYEeHO AeTanisauito LWoao
CcTaHAapTiB 3paskiB Ta BHECEHO peaaKUinHi
npaeku y hopmyny pospaxyHky; 3miHu | Tuny -
3MmiHM 3 skocTi. [oTOBMI Nikapcbkuii 3aci6.
KoHTpOsb roTOBOro nikapcbkoro 3acoby. 3miHa y
meToAax BUNPobyBaHHSA rOTOBOTO fikapCbKoro
3acoby (He3HayHa 3MiHa y 3aTBEPAKEHNX
MeToAax BUNPoOyBaHHS) - 3MiHW Y METOAUKY
KOHTPOIO 3a nokasHmkoMm "KinbkicHe
Bu3HaveHHs" J13. BHeceHo HacTynHi 3MiHu:
8.1. AckopGiHoBa KMCnoTa: yTOMHEHO HaBaXKy
A6NYy4YHOT KMCNOTK, BUINyYeHO AeTarnisauito woao
CTaHOapTiB 3paskiB Ta BHECEHO pedakLinHi
npaeku y opMyny po3paxyHky;

8.2. MapaueTtamon, PeHinedpuHy rigpoxnopwva,
PeHipamiHy Manear: yTOYHEHO MPUroTyBaHHA
BMNPOBYBaHOro Po3unHy, NapameTpu
XpomaTorpadyBaHHS Ta yMOBW NpUAATHOCTI
cuCTeMU, BUIYHEHO AeTanisauito Woao
CTaHAapTHWX 3pa3kiB Ta iHPOPMaTUBHI PUCYHKM
Ta BHECEHO pefaKLUifiHi npaBku y hopMyny
pO3paxyHkKy;
3MiHu | Tuny - 3miHn Wwopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHLWi 3MiHW) - Buny4YeHHs TEKCTy MapKyBaHHS
YMaKOBKM MiKapCbKOro 3acoby poCifiCbKo
MOBOI0. BBeAEeHHs1 3MiH NpoTaroM 6-Tn micsauis
nicns 3aTBepaKeHHs; 3MiHu | Tuny - 3miHn 3
skocTi. [oToBMI Nikapcbkui 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHuiA 3acit. 3miHa
PO3Mipy YNakoBKM roTOBOrO MikapcbKoro 3acoby
(3miHa macn/o6'eMy BMICTy KOHTeHepa
6araTofo030BOro nikapcbkoro 3acoby Ans
HenapeHTepanbHOro 3acTocyBaHHs (abo
O[iHO,030BOr0, YaCTKOBOIrO BUKOPUCTAHHS)) -
3MiHM 332 PO3A4iNoM «YnakoBKa» - 3MiHa Macu
BMicTy cawwe 3 22,13 r Ha 13,60 r. [Npu usomy,
nepBuHHe nakyBaHHs J13 3anuwaeTtbesa 6e3 3miH.
3MiHM BHeceHi Ao po3giny "YnakoBka" iHCTpyKLUii
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

ONst MEAUYHOro 3aCTOCYBaHHS MikapCbKoro
3aco0y Ta siK HacMifoK 4O TEKCTY MapKyBaHHS!
ynakoBku. BBegeHHs 3MiH npoTsirom 6-Tu
MicsuiB nicns saatBepakeHHs:; 3MiHu | Tuny -
3MiHun wopao 6e3nekn/edekTMBHOCTI Ta
tapmakoHarnagy (iHwi 3miHu) - 3MiHK BHeCeHi
0o posginy "OcobnmBocTi 3acTocyBaHHs"
IHCTPYKLUii ANs MeAMYHOro 3aCTOCYBaHHS

nikapcbKOoro 3acoby L0A0 AOMOMDKHUX PEYOBUH.

BBepgeHHs 3MiH NnpoTsarom 6-Tu micauiB nicns
3aTBepAKEHHST; 3MiHu | Tuny - 3miHn Wwoao
6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3miHK) - OHOBNEHHS TEKCTY MapKyBaHHS
yMaKoBKW MikapcbKkoro 3acoby. BeBeaeHHst 3amiH
npoTsarom 6-Tn MicsaLiB Nicnsa 3aTBepAXeHHs

*y pa3si 6HeceHHA 3MIH 00 IHCIMPYKYIT nPo MeduuHe 3aCmocy8aHHA

HavyanbHuUK

PapmaueBTUYHOIO yrnpaBniHHSA

Tapac NIACKOBCbKUN




