NIKAPCbKUX 3ACOBIB (MEAUYHUX IMYHOBIOJIOINYHUX MPEMNAPATIB), LLOAO AKUX BYJIU BHECEHI 3MIHU 10
PEECTPALIMHUX MATEPIANIB, AKI BHOCATBLCA OO AEPXXABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

NEPENIK

Dopartok 3

Ao Haka3sy MiHictepcTBa OXOpPOHM
3n00poB’sa YKpaiHu
15.08.2016 Ne 837

y nnsawi

«Xemodpapm» ALl
Cep0ig;

3acTocyBaHHs y p. «Cknag»

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHva npoyedypa Ymoeu Homep
n/n JNlikapcbKO20 (nikapcbka eionycKky | peecmpauiliHo2o
3acoby ¢hopma, noceid4yeHHs
ynakoseka)
1. AMBPOKCOIY | tabnetku no 30 MNAT" YkpaiHa NAT" YkpaiHa BHECEHHS 3MiH 10 peecTpauinH1X maTepianis: 6e3 UA/5667/01/01
rigPOXnorPuA | mrno 10 Ximdapmaas Ximcbapmsaog, 3MiHu | Tuny - 3miHn 3 akocTi. FoToBMI peuyenma
TabneTtok y of "YepBoHa "YepBoHa 3ipka" nikapcbkuii 3acib. CtabinbHicTb. 3MiHa y
Gnictepi; no 2 3ipka" TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs
Onictepu y nayui 3 roTOBOrO MiKapCbKOro 3acoby — npvBeaeHHs
KapToHy; no 20 yMOB 36epiraHHs1 FOTOBOrO NikapCbKoro 3acoby
TabneTok y y BignNoBigHICTb A0 BUMOT Ta 3MiHU Y p. "yMOBU
OnicTepi; no 1 30epiraHHs" B TEKCTi MapKyBaHHS YNMaKOBOK.
6nictepy y nauui 3 BBeaeHHs 3MiH npoTArom 3-x MicsauiB nicnsa
KapTOHY 3aTBepAXEHHS
2, AMBPOXEM cupon, 15 mr/5 mn | "Xemodgapm" Cep0is Bnpo6HuWk rotoBoro Cepbis BHECEHHS 3MiH 4O peecTpaLinHuX MaTepianis: bes UA/12899/01/01
no 100 mny Al nikapceKoro 3MiHu | Tuny - AgmiHicTpaTuBHi 3MiHU. 3MiHa peuenma
nnawui; no 1 3acoby, nepBUHHE HariMeHyBaHHs1 Ta/abo agpecu micus
nnawui 3 MipHOt nakyBaHHs, NpoBafKeHHS AisnbHOCTI BUpOGHMKa/imnopTepa
NNacTUKOBOIO BTOPVIHHE rOTOBOTO JiKapCbKOro 3acoby, BKIOYaym
JTIOXKKOIO B nakyBaHHs, AinbHMUI BMNYCKy cepii abo micue npoBeaeHHs
KapTOHHI kopobui KOHTPOJSb SKOCTI: KOHTPOJIO SIKOCTI. (LisNbHICTb, 3a AKy
«Xemodcbapm» Afl, BignoBiaae BMPOOHMK/IMNopTep, He BKIOYao4n
Bpuwau, Bigain BMNYCK Cepilt) (3MiHa HalMeHYBaHHs BUPOOHMKa
BMPOGHMYa M3, 6e3 3miHW micusi BUpobHULITBA)
AinbHuus Wabau,
Cepbis;
Bupo6HuK,
BignoBiganbH1n 3a
BUMYCK cepii:
«Xemodpapm» Al
Cepbis
3. AMIHOCOJI® pO34MH Ans "Xemodapm" Cepbis KOHTPOnb AKOCTI, Cepbis/ BHECEHHS 3MiH 4O peecTpaLinHuX MaTepianis: 3a UA/3513/01/01
HEO E 10% iHdpysin no 500 mn AL BUNYCK Cepil: YopHoropia | TexHiYHa noMmurika B iHCTPYKUIT ANs MeanyHoro | peuyenmom
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mr/mn no 2 mn B
amnynax Ne 10

JianasoH po3Mipy cepii) roTOBOro nikapcbKoro
3acoby (36inbweHHsA Ao 10 pasiB NOPIBHAHO i3
3aTBEPKEHVM PO3MIpOM cepii)

Ne Haszea Popma eunyckKy 3asieHuUK Kpaina Bupo6Huk KpaiHna PeecmpauitiHa npouyedypa Ymoeu Howmep
n/n JNliKapCcbKO20 (nikapcbka eidnycKky | peecmpauiliHo20
3acoby ¢hopma, noceid4yeHHs
ynakoeka)
BUPOBHULTBO
Hepo3dacoBaHoi
npoayKuii,
nepBrHHa Ta
BTOPVHHA
ynakoBKa, KOHTPOIb
AKOCTi: XEMOMOHT
4.0.0., YopHoropis
4. AMIONPUN®- Tabnetkn no 5 mr MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 4O peecTpaLinHuX MaTepianis: 3a UA/7940/01/01
OAPHUUA Ne 20 (10x2) y "®apmauesT "®apmaueBTnyHa 3MiHu | Tuny - 3miHn Wwopo peuernmom
KOHTYPHUX nyHa dipma dipma "OapHuusa” 6es3nekn/edeKkTNBHOCTI Ta hapmakoHarnaay.
YapyHKOBUX "DapHuua" 3MiHW y KOPOTKiV XapaKTepucTuLi NikapcbKoro
yrnakoBKkax 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MEeOMYHOro 3aCTOCYBaHHS
reHepu4HUX/riopuaHnx/6ionoaibHMxX nikapcbkmnx
3acobiB nicnsi BHeceHHs Tiel caMoi 3MiHU Ha
pedepeHTHWIN Npenapar (3mMiHa He noTpebye
HafaHHS XXOAHWX HOBUX AOAATKOBMX AAHMWX) -
3MiHM 40 iHCTPYKUIT 4ns MeguyHoro
3aCTOCyBaHHS y po3ginu: Baaemogisa 3 iHWmMmu
nikapcbknMmun 3acobamu Ta iHWi BUAK
B3aemogin. MobiyHi peakuii. BBeaeHHA 3MiH
npoTArom 3-x MicsLiB nicnsa 3aTBepAXKEHHS
5. AMIONPUN®- Tabnetkn no 10 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 4O peecTpaLinHuX MaTepianis: 3a UA/7940/01/02
OAPHUUA mr Ne 20 (10x2) y | "dapmaueBT "®apmaueBTnyHa 3MiHu | Tny - 3miHK Wwopo peuernmom
KOHTYPHUX nyHa dipma dipma "OapHuus” 6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsaay.
YapyHKOBUX "DapHuua" 3MiHW y KOPOTKiV XapaKTepucTuLi Nikapcbkoro
yrnakoBKkax 3aco0y, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MEeOMYHOro 3aCTOCYBaHHS
reHepuU4HuX/riopuaHnx/6ionoaibHMxX nikapcbkmnx
3acobiB nicnsi BHeCeHHs Tiel caMoi 3MiHM Ha
pedepeHTHWIN Npenapar (3MiHa He noTpebye
HafaHHS! XKOOHWX HOBUX JOAATKOBMX AAHMUX) -
3MiHM 40 iHCTPYKUIT 4ns MeguyHoro
3acTocyBaHHS y po3ainu: Baaemogis 3 iHWuMu
nikapcbknMmun 3acobamu Ta iHWi BUAK
B3aemogin. MNobiuHi peakuii. BBegeHHA 3MiH
npotaArom 3-x MicsLUiB nicnsa 3aTBepAXKEHHS
6. AHAIbIH pPO34uH And TOB "lOpis- YkpaiHa TOB "lOpig-®apm" YkpaiHa BHECEHHS 3MiH 4O peecTpaLinHuX MaTepianis: 3a UA/14166/01/01
in'ekuin, 500 ®apm" 3MiHK | TMNy - 3MiHa po3Mmipy cepii (BknoYaoun | peyenmom
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Ne
n/n

Hasea
JNliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka
¢popma,
ynakoeka)

3asieHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpauitiHa npouyedypa

Ymosu
eidnycky

Howmep
peecmpauyitiHo2o
noceidyeHHs1

AHTUCENTON

H

HacTouka
aHTUcenTu4Ha
AN 30BHILLHLOIO
3acToCyBaHHS Mo
100 MmN y CKnsiHUX
dnakoHax

ToBapucTteo
3
00OMeXeHOo
BignoBiganb
HIiCTIO
"dapmaueBT
MYHa
KOMMaHisi
"3popos’a"

YkpaiHa

ToBapucTso 3
obmexeHo
BiANOBIAANbLHICTIO
"dapmaueBTUYHa
KOMMaHisi
"3popoB’sa"

Ykpaina

BHECEHHS 3MiH 4O peecTpaLinHuX MaTepianis:
3MiHm | Tuny - AgmiHicTpaTmBHI 3MiHU. 3MiHa
HariMeHyBaHHs1 Ta/abo agpecu micus
NpOoBaKEHHSN OiANbHOCTI BUpOOHMKa/imnopTepa
rOTOBOTO JiKapCbKOro 3acoby, BKIoYaum
AinbHUUI BUNycky cepii abo Micue npoBeaeHHs
KOHTPOIO SIKOCTI. (LisNbHICTb, 3a AKy
Bignosigae BUpo6HMK/iMNopTep, BKOYaoym
BUMYCK cepin) (NpMBedeHHs MiCLle3HaXO4KEeHHS
BMPOGHMKA Y BiONOBIAHICTb A0 NiLeH3ii Ha
BUPOGHULTBO, 6e3 3MiHM Micusa BUpOOHMLTBA)
(TepmiH BBEOEHHS 3MiH — MOTArOM 3-X McsLiB
nicnsa 3aTBepaxeHHs); 3miHu | Tuny -
AamiHicTpaTuBHI 3MiHU. 3MiHa HallMeHyBaHHS
Ta/abo agpecwu 3asBHMKa (BnacHuKa
peecTpauinHoro NoceigvYeHHs) (3mMiHa
MiCcLie3Haxo4KeHHs 3asBHUKa); 3MiHu | Tuny -
3MiHn 3 sikocTi. [oTOBMIA Nikapcbkuii 3aci6.
Cunctema KoHTerHep/3akynopioBanbHui 3acib.
3MiHa po3mipy ynakoBKM roTOBOrO fikapCbKOro
3acoby (BUITYYEHHS YNIAKOBKU NMEBHOrO PO3Mipy)
(BUNyYEHHS yNakoBOK roTOBOTO ikapCbKoro
3acoby 3 maTepianiB peecTpauiiHOro 4OChE 3
BiANOBiAHMMM 3MiHaMM Yy p. «YnakoBka» Ta n.
"O6'em BMmicTy ynakosku" MKA 113, 3miHn B
IHCTPYKUitO ANst MEOWYHOTO 3aCTOCYBaHHS, B
TEKCT MapKyBaHHS yNakoBOK)

3a
peuerimom

UA/11796/01/01

AHTPAIb®

TabneTkn, BKPUTI
0B0oHKOD, MO
0,11 Ne 10x3 y
Onictepax

NAT
"dapmak”

YkpaiHa

MAT "dapmak”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLuiHuX MaTepianis:
3MiHM | TNy - 3mMiHa BMpPOOHKMKa
BUXiZHOro/NPOMIXXHOro NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCS Yy BUpOoOHMYOMY npoueci ADI
abo gitoyoi peyoBuHK, abo 3MiHa BUPOOHMKa
(Bkntovatoum, e HeobXigHO, MicLie NpoBeaeHHS
KOHTponto skocTi) APl abo aitoyoi pevoBuHM (3a
BiJCYTHOCTI cepTudpikata BianoBiAHOCTI
€Bponeickkin hapmakonei y matepianax
peeCcTpaLinHOro [OChe) - BBEAEHHS [OOATKOBOI
BUPOBOHUYOI AinbHuUi A®I; 3miHuM | Tuny - 3miHa y
napameTpax cneumdikauin Ta/abo gonycTummnx
MeX, BU3Ha4YeHux y crneundikauisx Ha APl abo
Jitoyy peyoBuHy, abo BUXIQHWA/NPOMDKHWUIA
npoayKT/peareHT, Lo BUKOPUCTOBYHOTLCS Y
npoueci BupobHuutea API abo gitoyoi

be3s
peuenma

UA/6893/01/01




KapTOHHI# kopobui

npo cuctemy dapmakoHarnsagy (BeaeHHs
y3aranbHeHUX gaHuxX npo cucrtemy
dapmakoHarnsigy, 3MiHa ynoBHOBaXXeHOT ocobu,

BiAnoBiganbHOI 3a 3AiNCHEHHSA

HpO,Z[OB)I(CHHH J0oJaTKa 3
Ne Haszea Popma eunyckKy 3asieHuUK Kpaina Bupo6Huk KpaiHna PeecmpauitiHa npouyedypa Ymoeu Howmep
n/n JNliKapCcbKO20 (nikapcbka eidnycKky | peecmpauiliHo20
3acoby ¢hopma, noceid4yeHHs
ynakoeka)
pPEeYOBUHM
9. AHTPAIb® TabneTtku, BKpUTI MAT Ykpaina MAT "®apmak” YkpaiHa BHECEHHS 3MiH 4O peecTpaLinHuX MaTepianis: be3 UA/6893/01/02
060oHKOD, MO "dapmak” 3MiHM | TNy - 3miHa BMpPOOHKMKa peuenma
0,21 Ne 10x3 y BUXiZHOrO/MPOMIXXHOrO NPOAYKTY/peareHTy, Wwo
Onictepax B nauui BMKOPUCTOBYETLCS Yy BUpoGHMYOMY npoueci ADI
abo gjtoyoi pevoBnHM, abo 3MiHa BUpOOHMKa
(Bkntovatoum, e HeobXigHO, MicLle NpoBeaEeHHS
KOHTposto sikocTi) APl abo aitoyoi pevoBuHM (3a
BiCYTHOCTI cepTucpikaTta BianoBigHOCTI
€Bponericbkii dhapmakonei y matepianax
peecTpaLinHOro OChe) - BBEAEHHS 4OOATKOBOI
BUPOGHUYOT AinbHUUi ADI; 3miHM | TUNy - 3miHa y
napameTpax crneumaikadin Ta/abo gonycTummx
MeX, BU3Ha4YeHux y crneundikauisx Ha APl abo
Jitovy peyoBuHy, abo BUXiZHWMA/MPOMIKHUIA
npoayKT/peareHT, Lo BUKOPUCTOBYHOTLCS Y
npoueci Bupo6HuuTea APl abo aitoyoi
pPEeYoBMHU
10. APIC NMOPOLLOK AJ1A CaH IHAis Panb6akci IHAis BHECEHHS 3MiH 10 peecTpauinH1X maTepianis: 3a UA/12235/01/01
PO34unHy Ans dapmacbtoT JTabopartopis 3MmiHn | Tuny - 3miHn Wwopo peuenmom
iHdy3in no 500 nkan Jlimiten 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsaay.
mr, 1 donakoH 3 IHOacTpi3 BBeneHHs abo 3MiHM J0 y3aranbHEHUX JaHUX
NOPOLLKOM B JlimiTeq npo cuctemy capmakoHarnaay (BegeHHs
KapTOHHi kopobui y3ararnbHeHWX JaHWUX Npo CUCTEMY
dapmakoHarnsigy, 3MiHa ynoBHOBaXXeHOT ocobu,
Bi4NOBiganNbHOI 3a 34iNCHEHHS
dapmakoHarnsify; KOHTakTHOI ocobu 3
hapMakoHarnagy 3asiBHUKa Ans 34inCHeHHs
(hapmakoHarnsgy B YkpaiHi, sKLLO BOHA
BiAMiHHA Bifl yNnOBHOBaXeHOI ocodu,
BignoBigarnbHOI 3a 34iNCHEeHHSA
dapmakoHarnsgy (BKMoYaym KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MmilLieHHI macTep-danna
cuctemn chapmakoHarnsaay); 3miHa 3asBHuKa
(BrnacHvKa peecTpauinHOro NoCBigYeHHs
1. APIC NMOPOLLOK AJis CaH IHAis Panb6akci IHais BHECEHHS 3MiH 10 peecTpauinH1X maTepianis: 3a UA/12235/01/02
pO34unHy Ans dapmacboT JTabopartopis 3MiHu | Tuny - 3miHn wopao peuenmom
iHpysinno1r, 1 nkan Jlimiteq 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsaay.
dnakoH 3 IHpacTpi3 BBeneHHs1 abo 3MiHM [0 y3aranbHeHUX JaHUX
NOPOLLKOM B JlimiTen
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Ne

Haszea Popma eunyckKy 3asieHuUK Kpaina Bupo6Huk KpaiHna PeecmpauitiHa npouyedypa Ymoeu Howmep
n/n JNliKapCcbKO20 (nikapcbka eidnycKky | peecmpauiliHo20
3acoby ¢hopma, noceid4yeHHs
ynakoeka)
bapMakoHarnsigy; KOHTakTHOT ocobu 3
dapmakoHarnsify 3asiBHUKa Anst 30iNCHEeHHsI
hapmakoHarnaay B YkpaiHi, SKLWo BoHa
BiAMiHHa Big yNOBHOBaXeHOI ocobu,
BignoBiganbHoOI 3a 3AiNCHEHHSA
dbapmakoHarnsaay (BKoYaym KOHTaKTHI AaHi)
Ta/abo 3MiHM Y po3MmilLeHHi macTep-danna
cuctemu chapmakoHarnsgy); 3miHa 3asiBHuUKa
(BnacHvKa peecTpauinHOro NocBigYeHHs
12. | APMAOUH® TabneTtku, BKpUTI TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 4O peecTpaLinHuX MaTepianis: 3a UA/12306/02/01
060MOoHKOI, MO "Mikpoxim" "Mikpoxim" 3MiHu | TUny - 3miHn 3 AkocTi. FoToBKI peuenmom
125 mMrNe 30 y nikapcekui 3acib. Onuc Ta cknag. 3miHa y
OaHkax Ne 1 B cknagi (4oNOMIKHMX PeYOBUHAX) FOTOBOrO
nayui, Ne 30 nikapcbkoro 3acoby (iHLwi 3miHW) (3miHW y cknagi
(10x3) y 0060MOHKN — BHECEHHS J0AaTKOBOI JONOMIDKHOT
6nictepax y nauui PEeYOBMHU igPOKCUNPONINMETUNLIENONO3N A0
cknagy N3. Y 383Ky 3 3adABNeHNMN 3MiHAMW,
SIK HAcnigoK BHECEHO BiAMNOBIAHI 3MiHWN B TEKCTI
MapKyBaHHsi Ha ynakoBLi. [MpoekT MapKyBaHHS
ynakoBku Bignoeigae sumoram Jopatky 23
Mopsaky NpoBefeHHs ekcnepTMan MaTtepianis
Ha nikapcbki 3acobu, Lo noaalTbes Ha
AepXaBHy peecTpalito (nepepeecTpalisi), a
TaKOX eKCrepTM3n MaTepiarniB Npo BHECEHHS
3MiH 4O peecTpaLinHUX MaTepianis NpoTarom Aji
peecTpauinHOro NOCBiAYeHHs!, 3aTBEPAXKEHOMO
Haka3am MOS3 YkpaiHu Big 26.08.2005 Ne 426
(y pemakuii Hakazy MO3 YkpaiHu Big
23.07.2015 Ne 460)
13. | APTPOH® TabneTkn, BKPUTI HOHicbapm, CWA lOHidbapm, IHk. CWA BHECEHHS 3MiH 10 peecTpaLlifnH1X maTepianis: 6e3 UA/12859/01/01
®JIEKC 060s10HKO10, MO IHK. 3MmiHu | TUNy - AOMiHICTpaTUBHI 3MiHU. peuenma
750 mr, no 15 BunyyeHHsi BUpOBHUYOI AinbHMLI (BKNOYatoun
Tabnetok y ainbHudi ans A®I, npomixHoro npoaykty abo
6nictepi, no 1 roTOBOrO MiKapCbKoro 3acofy, AinbHULi Ansi
6nictepy B npoBeAeHHS NakyBaHHs, BUPOOHUKa,

kopobui; no 30
abo 60, abo 120
TabneTtok y
cdnakoHi, no 1
drakoHy B
Kopobui

BiANOBIAANbHOro 3a BUMYCK Cepin, Micue
NpoBeAEHHS KOHTPOIO cepii) abo
nocTavarnbHVKa BUXIOQHOro MaTepiany, peareHTy
ab0 [ONOMIXXHOT PEYOBUHM (SIKLLO 3a3HAYEHO Y
[0CbE) (BUNYYEeHHS BUpOBOHMYOT ainbHuui M3
3a agpecoto: 200 Xikc cTpiT, Bectbepi, Hbto-
Wopk, 11590, CLUA) (TepmiH BBEAEHHS 3MiH -
NPOTAroM 6-Tu MicAUIB NicNsA 3aTBEPAKEHHS);




6

[TponoBkeHHs qogaTka 3

Ne Haszea Popma eunyckKy 3asieHuUK Kpaina Bupo6Huk KpaiHna PeecmpauitiHa npouyedypa Ymoeu Howmep
n/n JNliKapCcbKO20 (nikapcbka eidnycKky | peecmpauiliHo20
3acoby ¢hopma, noceid4yeHHs
ynakoeka)
3MiHn | Tuny - 3miHn Wwoao
6esnekn/edekTBHOCTI Ta hapmakoHarnagy
(iHwWi 3miHM) (BunyyYeHHst B TEKCTI MapKyBaHHS
OfHI€i 3 BUPOOHMYMX AiNbHULB Ans
BupobHuUTBa M13 32 noBHUM Umknom) (TepmiH
BBEEHHS 3MiH - MPOTArom 6-Tn micauis nicns
3aTBEPOKEHHS)
14. BEMNAHTEH® Masb 5 % no3,5r, Baviep LLisenuapis M MpeHsax HimewunHa BHECEHHS 3MiH O peecTpaLinHuX MaTepianis: 6es UA/4157/02/01
abo no 30, abo KoHcblomep MpogykTioHc Mm6X BUNPaBMEHHsS TEXHIYHOT MOMWIKN B TEKCTI peuenma
no 100 r y Tybax Kep Al MapKyBaHHs1 BTOPUHHUX YNaKoBOK
Ne 1
15. BETONTUK® S | kpanni ouHi, 0,25 AnKoH- Benebris AnkoH-KyBpbop Benbris BHECEHHSA 3MiH 10 peecTpauinHnX maTepianis: 3a UA/8509/01/01
% no5mny KyBpbop 3MiHu I TMny - 3MiHK 80 IHCTPYKLUiT ANs peuenmom
dnakoHax- MEeOMYHOro 3aCTOCYBaHHS Y PO3Ainu:
KpanenbH1LUaX "OcobnuBocTi 3acTocyBaHHs", "3acTocyBaHHs y
"Opon-TenHep®" nepion BariTHocTi abo rogyBaHHs rpyaar”,
Ne 1 B kopobui "MobiyHi peakuii”. TepMiH BBeAeHHA 3MiH
PEKOMEHAO0BAHO CKOPOTUTU A0 3-X MicAuiB
16. BICOMPONON- | tabnetkn no 5 wmr, patiocapm HimeuunHa Mepkne M'moX HimeuunHa BHECEHHSA 3MiH 10 peecTpauinHnX maTepianis: 3a UA/1728/01/01
TEBA no 10 TabneTtok y MmeX (supobHuymeo 3miHm | Tuny - AamiHictpaTvBHi 3MiHW. 3miHa | peuernmom
6nictepi; no 3 abo Hepo3ghacosaHo20 Has3BW nikapcbkoro 3acoby (0yno -
5 GnicTepis B npodykmy, 0038ir BICOMPONOJI-PATIODPAPM) (TepmiH
Kopoobui Ha euriycK cepii; BBEJEHHS 3MiH - MPOTAroM 6-Tn MicauiB nicns
rnepsuHHa ma 3aTBEPOKEHHS)
8MOpUHHa
yrnakoeka,
KOHMpoJib cepii)
17. BICOMPONON- | tabnetkn no 10 patiodapm HimeuunHa Mepkne M'moX HimeuunHa BHECEHHS 3MiH 10 peecTpaLlinHNX maTepianis: 3a UA/1728/01/02
TEBA mr, no 10 mbX (s8upobHuymeo 3miHm | Tuny - AamiHictpaTtvBHi 3MiHW. 3miHa | peuenmom
TabneTok y Hepo3ghacosaHo20 Ha3BW nikapcbkoro 3acoby (byno -
6nictepi; no 3 abo rnpodykmy, 0038irn BICOMNPONOI-PATIOPAPM) (TepmiH
5 6nictepiB B Ha 8urycK cepii; BBEAEHHS 3MiH - MPOTArom 6-Tu MicsiLiB nicns
Kopoo6ui rnepeuHHa ma 3aTBEPOKEHHS)
8MOpUHHa
yrnakoeka,
KOHMporb cepii)
18. BAJIABIP® TabneTkn BKPUTI MAT YkpaiHa MAT "dapmak” YkpaiHa BHECEHHS 3MiH 10 peecTpauifH1X maTepianis: 3a UA/5386/01/01
060m0oHKOo Mo "®apmak” 3MiHn | Tuny - 3MiHa HanmeHyBaHHs Ta/abo peuernmom

500 mr Ne42
(6x7), Ne10 (10x1)
y Bnictepax

MicLie3HaxoMKeHHsi BUpobHUKa roToBOro
nikapcbkoro 3acoby, BKroYayn Micue
npoBegeHHSA KOHTPOI0 SKOCTi(BUPOBOHNYa
JiNbHMLA BUNYCKY cepii) (3MiHa y agpeci
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Ne Haszea Popma eunyckKy 3asieHuUK Kpaina Bupo6Huk KpaiHna PeecmpauitiHa npouyedypa Ymoeu Howmep
n/n JNliKapCcbKO20 (nikapcbka eidnycKky | peecmpauiliHo20
3acoby ¢hopma, noceid4yeHHs
ynakoeka)
BMPOOHUYOT AinbHWLI BignoBigHo niueHsii Ha

BUPO6HMLTBO); 3MiHW | TUny - FoToBUNA
nikapcbkmi 3aci6. KoHTponb rotoBoro
nikapcekoro 3acoby. 3miHa napameTpis
crneuudikaui Ta/abo 4onycTMMmMx Mex
roTOBOrO JiKapCbKOro 3acoby (BUNy4eHHs
HEe3HaYHOro NnokasHuka (Hanpuknaz, BUMyYeHHsI
3acTapinoro nokasHuka) (3a posainom
"lgeHTurdikauia" - BUNy4YeHHs SKiCHOI peakuii Ha
Banauuknosip, ockinbku metog PX
BMKOPUCTOBYETLCA ANS igeHTudikauii
npenapary Ta € CeNeKTUBHUM ANsi BU3HA4YEHHS
Banauumknosipy); 3minu | Tuny - FrotoBui
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTtogax
BMNPOOYBaHHSA rOTOBOrO NiKapcbkoro 3acoby
(He3HayHa 3MiHa y 3aTBEPKEHMX MeTOAAX
BMNpoOYyBaHHs) (He3HaYHi 3MiHK y MeTofax
BunpobysaHHs M13: - 3a posginom
"OpgHopIgHICTb 4030BaHMX OONHULB" -
[0AaTKOBO 3a3Ha4YeHO HOPMYBaHHSA, METOZ,
BM3HAYEHHS 3anuiieHo 6e3 3MiH; - 3a po3ainom
"CynpoBigHi JOMILLKW" - BBEAEHHS 0AaTKOBOrO
BMKOPUCTaHHS anbTEPHAaTUBHOIO CTaHAApPTHOrO
3pasky: - aumknoBipy (EP CRS ab6o kaT. "LGC",
abo PC3 DY) - 4na npuroTyBaHHs po34nHY
NOpPIBHSAHHSA (a); - BanaLuMKINoBipy rigpoxnopuay
(EP CRS ab6o kart. "LGC") - ans npurotyBaHHs
PO34mnHy NopiBHAHHSA (b). 3a nokasHMKOM
"KinbkicHe BM3Ha4YeHHA" 3a3Ha4YeHo KpuTepii
npuaaTHoCTi XxpomaTtorpadidyHoi cuctemu.
OeTanisauis metony BMNpobyBaHHS MOKa3HMKa
"Po3unHeHHs" (0ogaTkoBO 3a3HayeHo
nocunanHa oY 2.2.46); 3miHun | Tuny - Motosun
nikapcbkui 3acib. CtabinbHicTb. 3miHa y
TepMiHax npugaTHocTi abo ymoBax 36epiraHHs
roTOBOrO JiKapCbKOro 3acoby: (3mMiHa B ymoBax
30epiraHHs roToBOro Jikapcbkoro 3acoby abo
nicns po34YnHEHHs/BiQHOBNEHHS) ( NpUBEAEHHS
po3giny "YMoB 36epiraHHa" 4o BUMOr
HacTaHoBwu: "36epirati B opuriHanbHii
ynakoBLi npu Temnepatypi He Buwe 250 C");
3MiHu | TMNy - F'oTOBMIA NiKapCbKUiA 3acib.




[TponoBkeHHs qogaTka 3

Ne Haszea Popma eunyckKy 3asieHuUK Kpaina Bupo6Huk KpaiHna PeecmpauitiHa npouyedypa Ymoeu Howmep
n/n JNliKapCcbKO20 (nikapcbka eidnycKky | peecmpauiliHo20
3acoby ¢hopma, noceid4yeHHs
ynakoeka)

CrabinbHicTb. 3miHa y TepMiHax npuaaTHOCTI
abo ymoBax 30epiraHHsi roTOBOrO ikapCbKOro
3acoby: (36inbLeHHA TepMiHy NPUAATHOCTI
roToBOro fikapcbkoro 3acoby:) - Ans
TOProBesbHOT YNaKkoBKU (MiATBEPAXKYETLCS
AaHumun cTabinbHOCTi peanbHOro Yacy) (3miHa
TepMmiHy npuaaTHocTi 13 Ha nigcTasi gaHux
cTabinbHoCTi (3 2-x Ao 3-x pokiB); 3MiHn | TNy -
3MiHn 3 sikocTi. A®Il. BupobHuuTeo. 3miHa
BMPOOHUKa BMXiAHOrO/MPOMIDKHOIO
npoayKTy/peareHTy, LLO BUKOPUCTOBYIOTLCS Y
BUPOGHUYoMy npoueci AP, abo amiHa
BUPOOHUKa (BKNOYAKO4M, Ae HeoOXigHo, Micue
npoBeaeHHs KOHTporto sikocTi) ADI (3a
BiICYTHOCTI cepTudpikaTta BiAnoBigHOCTI
€Bponencbkin papmakonei y 3aTBepiKeHoOMy
[oCbE)(iHLWi 3MiHW) (3MiHAa HOPMYBaHHS
cneuudikauii A®| Banauuknosipy rigpoxnopuay
32 NOKa3HMKOM «3anuLUKOBI KifTbKOCTi
OpraHiyHUX po34nHHUKIBY ); CynyTHSA 3MiHa -
3MiHu 3 sikocTi. A®I. KoHTponb A®I. 3miHa y
MeToaax BunpobyBaHHsa APl abo BuXigHOro
maTepiany/npomMiKHOro NMPOAYKTY/peareHTy, Lo
BMKOPUCTOBYETLCH y NpoLeci BUpobHuuTea APl
(He3HauHi 3MiHK Y 3aTBEepAXEHMX MeToaax
BUNpoGYyBaHHs1) (3MiHa MeToay BMNPoOyBaHHS
A®| Banauuknosipy rigpoxnopuay 3a
MOKa3HMKOM «3anuLUKOBi KiNbKOCTi OpraHivyHmX
PO34YUHHMKIBY ); 3MiHu Il TMNY - FToTOBMN
nikapcbkmi 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo [ONyCTUMUX MEX
roTOBOrO fikapCbkoro 3acoby (3mMiHa
3HaxXoAMTbCsl N03a 3aTBEPLKEHNMU
AOoNyCTUMUMUK MexXaMm) (3MiHa HOPMYBaHHS y
cneumdikauii N3 3a posainom "CynposigHi
pomiwkmn"); 3minm Il Tuny - 3miHm 3 skocTi. ADI.
KoHTponb A®I. 3miHa y napameTtpax
cneumdikauin Ta/abo JONyCTUMUX MEX,
BM3HaYeHNX y cneumdikauisx Ha A®I, abo
BUXiAHUA/NPOMIKHUIA NPOAYKT/peareHT, Wo
BMKOPUCTOBYIOTbLCS Y NpoLieci BupobHuutea AdI
(iHWi 3miHW) (NnpuBegeHHs cneumdikauii AdI
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[TponoBkeHHs qogaTka 3

Ne Haszea Popma eunyckKy 3asieHuUK Kpaina Bupo6Huk KpaiHna PeecmpauitiHa npouyedypa Ymoeu Howmep
n/n JNliKapCcbKO20 (nikapcbka eidnycKky | peecmpauiliHo20
3acoby ¢hopma, noceid4yeHHs
ynakoeka)
Banauwuknosipy rigpoxnopugy go sumor USP)
19. | BAJNNIEPIAHU KopeHeBMLLa 3 MpAT Ykpaina MpAT "Mliktpasn" YkpaiHa BHECEHHS 3MiH 4O peecTpaLinHuX MaTepianis: be3 UA/5668/01/01
KOPEHEBMLLA | kopeHsimv no 50T, "NikTpasn" 3MiHu | Tuny - 3miHn 3 gkocTi. FoToBMN peuenma
3 KOPEHAMU abo100ry nikapcbkmi 3aci6. KoHTponb rotoBoro
naykax 3 nikapcbkoro 3acoby. 3miHa y meTtogax
BHYTPILLHIM BMNPOBYBaHHSA rOTOBOrO NiKapcbkoro 3acoby
naketom; no 1,5r
y dinbTp-nakeTax
Ne 20 y naykax
abo y naykax 3
BHYTPILLHIM
NnakeTom
20. BAJIbIMPOKOM | tabnetku, BKpUTI TOB "®apma YkpaiHa TOB "®apma YkpaiHa BHECEHHS 3MiH 10 peecTpauiinH1X maTepianis: 3a UA/2169/01/01
300 XPOHO NniBKOBOIO Crapt" Crapt" 3MiHu | Tuny - 3miHn 3 akocTi. FoToBMI peuenmom
060roHKoH, nikapcbkuit 3acib. KoHTponb rotoBoro
NponoHroBaHoi Aif nikapcbkoro 3acoby. 3miHa y meTtogax
no 10 Tabnetok y BUNpobyBaHHA rOTOBOrO NikapcbKoro 3acoby
6nictepi; no 1,3 (He3HayHa 3MmiHa y 3aTBEpAXEHUX MeTodax
abo 10 6nicTepi BUNPobyBaHHSA)
y Mayui 3 KApTOHY
21. BAJIbINMPOKOM | tabnetku, BKpUTI TOB "®apma YkpaiHa TOB "®apma YkpaiHa BHECEHHS 3MiH 10 peecTpauinH1X maTepianis: - UA/3988/01/01
300 XPOHO NniBKOBOO Crapt" Crapt" 3MiHu | Tuny - 3miHn 3 akocTi. FoToBMNI
060roHKoH, nikapcbkuit 3acib. KoHTponb rotoBoro
NponoHroBaHoi Aif nikapcbkoro 3acoby. 3miHa y meTtogax
in bulk: no 7 kr BUNpobyBaHHA rOTOBOrO NikapcbKoro 3acoby
TabneTtok y (He3HayHa 3MmiHa y 3aTBEpAXEHUX MeTodax
nonieTMneHoBmNx BUNPOBOyBaHHSA)
nakertax
22, BAJIbIMPOKOM | tabnetku, BKpUTI TOB "®apma YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH 10 peecTpauinH1X maTepianis: 3a UA/2169/01/02
500 XPOHO NniBKOBOIO Crapt" Crapt" 3MiHu | Tuny - 3miHK 3 aKocTi. [oToBMI peuernmom
060roHKoH, nikapcbkui 3acib. KoHTponb rotoBoro
NPOMOHroBaHoi aii nikapcbkoro 3acofy. 3miHa y meTogax
no 10 TabneTtok y BUNpobyBaHHA rOTOBOrO NikapCcbKoro 3acoby
Onictepi; no 1 abo (He3HayHa 3MiHa y 3aTBEPIKEHNX METOAAX
3 6nicTepiB y BUNPOBOyBaHHSA)
nayui 3 KapToHy
23. BAJIbINMPOKOM | tabnetku, BKpUTI TOB "®apma YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH 10 peecTpauifnH1X maTepianis: - UA/3988/01/02
500 XPOHO NNiBKOBOIO Crapt" Crapt" 3MiHu | Tuny - 3miHK 3 aKocTi. [oToBMI
060roHKoH, nikapcbkui 3acib. KoHTponb rotoBoro

NpPONOHroBaHoi Aji
in bulk: no 7 kr
TabneTok y

nikapcbkoro 3acofy. 3miHa y meTogax
BMNPOBYBaHHSA rOTOBOrO NiKapcbKoro 3acoby
(HesHayHa 3MiHa y 3aTBEpAXEHUX MeToaax
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[TponoBkeHHs qogaTka 3

Ne Haszea Popma eunyckKy 3asieHuUK Kpaina Bupo6Huk KpaiHna PeecmpauitiHa npouyedypa Ymoeu Howmep
n/n JNliKapCcbKO20 (nikapcbka eidnycKky | peecmpauiliHo20
3acoby ¢hopma, noceid4yeHHs
ynakoeka)
nonieTnneHoBmnx BMNPOGYBaHHS)
nakeTax
24, BIHOPEJIbBIH - | koHUeHTpaT angd MicTtpan Benuka AkTasic ITania ITanis/ BHECEHHSA 3MiH 10 peecTpauinH1X maTepianis: 3a UA/14709/01/01
BICTA PO34MnHy Ans Kenitan BpuTaHis C.n.A., ITanis; PymyHis TEeXHiYHa nomurnka B posginax: «Cneumdikauii peuernmom
iHdpysin, 10 mr/mn | MeHempxkmeH CingaH ®apma KiHLL,eBOro NPOAYKTY MpU BUNYCKY» Ta
no 1 mn (10 mr), 5 TI1O C.P.11., PymyHis «Cneuudikauii kKiHLEBOro NpoayKTy NPOTSrom
mn (50 mr) y TepMiHy npuaaTHocTi» B po3ainax «O6’em wo
dnakoHi; no 1 BUTAraeTbCA»
dnakoHy B naui
KapTOHHI#
25. BOPUTAB®- TabneTkn, BKPUTI OpraHocuH IHaisa MaiinaH IHaia BHECEHHS 3MiH 10 peeCcTpauinHNX maTepianis: 3a UA/10647/01/01
200 MNniBKOBOO Jlandg JTabopartopis 3miHu | Tuny - BBegeHHs abo 3miHn ao peuernmom
06010oHKol0, Mo CaeHcus Nimiten, IHAis; y3aranbHeHNX JaHux npo cuctemy
200 mr Ne 10 MeT. JlTA. OnTimyc [xeHepikc dapmakoHarnagy (BKo4aoym KOHTaKTHI AaHi)
(10x1) y Timiten, IHais Ta/abo 3MiHM y po3MmilLieHHI macTep-danna
Gnictepax cuctemu chapmakoHarnsgy
26. BOPUTAB®-50 | Tabnetku, BKpUTI OpraHocuH IHaia MarinaH IHaia BHECEHHSA 3MiH 10 pEECTpaLinHNX MaTepianis: 3a UA/10647/01/02
nniBKOBOO Jlandg Jlabopartopis 3MiHu | TNy - BBegeHHa abo 3aMiHu 4o peuenmom
obornoHkoto, no 50 CaeHcus Nimiten, IHAis; y3aranbHeHUX AaHnx npo cuctemy
mr Ne 10 (10x1) y MeT. JlTA4. OnTimyc [xeHepikc hapmakoHarnsaay (BKMoYaym KOHTaKTHI AaHi)
Onictepax NimiTen, IHaia Ta/abo 3MiHM y po3MmiLLeHHi macTep-danna
cuctemu chapmakoHarnsgy
27. FEEPOIH TabneTtku, BKpUTI Mini Benvka Menpo IHais BHECEHHS 3MiH 4O peecTpaLinHuX MaTepianis: 3a UA/6630/01/01
KULLKOBOPO34YMHHO Xenckepe BpuTaHis dapmacboTrkanc 3MiHM | TNy - 3mMiHa y MeTogax BUNpoOyBaHHs peuenmom
10 060NOHKOI0, MO Nimiteq MpisaT NimiTen roTOBOrO MikapCbKOro 3acoby (BkMYaruu
10 mr Ne 14 (7x2) 3amiHy abo JONOBHEHHS) — NPUBEOEHHS
y bnictepax MeToaMK «laeHTudikauis (xapakTepHa peakLis
Ha TUTaHy giokcupa Ta 3anisa okcug), «Hac
po3nagy», «Po3unHeHHsa», «OgHopigHICTb
[030BaHNX OANHULLY, «KinbKicHE BU3HAYEHHS»,
«MikpobionoriyHa YncToTay y BiANOBIAHICTL 4O
MaTepianis BupobHuka ta sumor EP; amiHm 1|
TMny - 3MiHa napameTpiB cneumdikauin Ta/abo
OONYyCTUMMX MEX FOTOBOIO NiKapCbKoro 3acoby
— 3MiHa BUMOT creuudikaLii roToBoro
nikapcbkoro 3acoby 3a nokasHukoM «Onucy
(anst po3yBaHHa 10 Mr), 3miHa KpUTepii
NPUAHATHOCTI y cneumdikaLii roToBoro
nikapcbKkoro 3acoby 3a NokasHMKoOM
«MikpobionoriyHa YnctoTay
28. FEEPOIH TabneTkn, BKpUTI Mini Benwuka Menpo IHaia BHECEHHSA 3MiH 10 pEECTpaLinHNX MaTepianis: 3a UA/6630/01/02
KVLLKOBOPO34YMHHO Xenckepe BpuTaHis dapmacbloTukanc 3MiHu | Tuny - 3MiHa y MeTogax BUNpobyBaHHs peuenmom




11 [IponoBkeHHs qoaaTka 3
Ne Haszea Popma eunyckKy 3asieHuUK Kpaina Bupo6Huk KpaiHna PeecmpauitiHa npouyedypa Ymoeu Howmep
n/n JNliKapCcbKO20 (nikapcbka eidnycKky | peecmpauiliHo20
3acoby ¢hopma, noceid4yeHHs
ynakoeka)
10 000JIOHKOLO, MO JlimiTeq Mpisat JlimiTeg roTOBOrO MikapCbKoro 3acofby (BkM4aryu
20 mr Ne 14 (7x2) 3amiHy abo JONOBHEHHS) — NPMBEAEHHS
y bnictepax MeTOAUK «laeHTudikauis (xapakTepHa peakuis
Ha TUTaHy giokcua Ta 3anisa okevg), «Hac
posnagy», «Po3unHeHHs», «OgHOpIgHICTbL
[030BaHNX oANHULbLY, «KinbKicHe BU3HAYEHHS»,
«MikpobionoriyHa YncToTay y BiANOBIAHICTb 4O
mMaTepianis BupobHuka Ta Bumor EP; aminHu 11
TUny - 3MiHa napameTpis cneuundikauin Ta/abo
JONyCTUMMX MEX FOTOBOTO NikapCbKoro 3acoby
— 3MiHa BUMOT cneuudikaLii roToBoro
nikapcbkoro 3acoby 3a nokasHukoM «Onmcy
(ansa posyeaHHsa 10 Mr), 3amiHa KpuTepin
NPUAHATHOCTI y cneumadikaii roToBoro
nikapcbKoro 3acoby 3a NokasHWKOM
«MikpoGionoriyHa YnctoTay
29. FEKCABIT apaxe, no 50 MAT YkpaiHa MAT "Bitaminn" YkpaiHa BHECEHHS 3MiH 4O peecTpaLinHuX MaTepianis: 6es UA/5225/01/01
apaxe B "BitamiHun" 3MiHu | TNy - BBegeHHA abo 3aMiHu 4o peuenma
KOHTENHepi y3aranbHeHUX JaHux npo cuctemy
nnacTMacoBoMmy; hapmakoHarnsaay (BKMoYaym KOHTaKTHI AaHi)
no 1 KOHTelHepy Ta/abo 3MiHM y po3milleHHi macTep-canna
B nayuj; no 50 cucteMu chapmakoHarnagy
apaxey
KOHTeNHepi
nnacTMacoBoMy
30. | FEEMUMBIH niodinisat Ans AxTasic rpyn IcnaHais CiHpaHn ®apma PymyHis/ BHECEHHS 3MiH 4O peecTpaLinHuX MaTepianis: 3a UA/7994/01/01
pPO34rHy Ans AT CPI, PymyHis; ITanis 3MiHM | TNy - 3mMiHa MeToay BMNPOOYBaHHS peuenmom

iHgoy3in no 200 mr
y cbnakoHax Ne 1
y Kopobui

AkTasic ITania
C.n.A., Itania

rOTOBOTO FiKapCbKOro 3acoby 3a NOKa3HUKOM
«BbakTepranbHble 3HOOTOKCUHBI» ANS
BUpoOGHMKa AkTasic ITanis C.n.A. 3
TypOigUMETPUYHOrO Ha KIHETUYHUIA
XPOMOreHHWUA MeToa; 3MiHu | Tuny - 3MiHK B
npoueci BUPOGHULITBA rOTOBOrO MiKapCbKOro
3acoby: - y 3B'A3Ky 3 BBEAEHHAM
anbTepHaTMBHOrO po3Mipy cepii Bigbynack
3MiHa napameTpiB Ansa UMKy cybniMmauiiHoi
CYLLKW; - BUOANEHHS NOCUIaHHA Ha roaua Ans
cTagil 30BHILUHBOT NPOMMBKN (Pr1aKOHIB; -
KOPEKL|isi 3Ha4YeHHS BiQHOCHOI I'yCTUHM (TEXHIYHA
nomunka); - goaasaHHs inbTpy KA4DFLP 1
ans cragii nepworo inbTpyBaHHSA; 3MiHu I
TMMy - 3MiHa po3mipy cepii (BknoYao4m
JianasoH po3Mipy cepii) roToBOro nikapcbKoro
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Ne
n/n

Hasea
JNliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka
¢popma,
ynakoeka)

3asieHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpauitiHa npouyedypa

Ymosu
eidnycky

Howmep
peecmpauyitiHo2o
noceidyeHHs1

3aco0y (3MiHa CTOCYeTbCS BCiX iHLLNX
nikapcbKknx HopM CyKymHOro (KOMMEKCHOr0)
BMPOGHNYOro npotecy)

31.

FEMUMBIH

nioginisat gnsa
pO3unHy Ans
iHysin no 1000
Mr y donakoHax Ne
1y kopobui

AkTasic rpyn
AT

Icnanpis

CingaH ®apma
CPI, PymyHis;
AkTasic ITanis
C.n.A., Itania

PymyHis/
ITanis

BHECEHHS 3MiH A0 peecTpaLuiiHuX MaTepianis:
3MiHu | TNy - 3MiHa MeToay BUNpoOyBaHHSA
rOTOBOrO fikapcbkoro 3acoby 3a NokasHUKOM
«BbakTepranbHble 9HOAOTOKCUMHBI» AN
BMpobHuka AkTasic ITania C.n.A. 3
TypOigUMETPUYHOIO Ha KIHETUYHUIA
XPOMOTE€HHUI MeToz; 3MiHu | Tuny - 3MiHu B
npoueci BUPOBHMLITBa rOTOBOrO fiKapCbKOro
3acoby: - y 3B'A3Ky 3 BBEAEHHAM
anbLTepHaTMBHOIoO po3Mipy cepii Biabynaco
3MiHa napamMeTpiB ANg uukny cybnimayinHoi
CYLLIKV; - BUAANEHHS NOCUNaHHA Ha noaua Ans
cTafii 30BHILLUHBOT NPOMUBKM (ONAKOHIB; -
KOpeKLis 3Ha4YeHHS BifHOCHOI F'YCTUHM (TeXHiYHa
nomunka); - gogasaHHs dinbTpy KA4DFLP 1
ans cragii nepworo inbTpyBaHHA; 3MiHu
TMNY - 3MiHa po3mipy cepii (BKNoYaroum
JianasoH po3Mipy cepii) roTOBOro nikapcbKoro
3aco0y (3MiHa CTOCyeTbCA BCiX iHLLIMX
nikapcbKnx )opM CYKYMHOro (KOMMMEeKCHOro)
BMPOGHMYOro npouecy)

3a
peuerimom

UA/7994/01/02

32.

FrEMUMBIH

niodinisat Ans
PO34uHy Ans
iHdy3in no 2000
Mry ¢pnakoHax Ne
1y kopobui

AxTasic rpyn
AT

IcnaHaia

AkTasic ITania
C.nA.

ITanis

BHECEHHSH 3MiH 4O peecTpaLinHuX MaTepianis:
3MiHu | TNy - 3miHa meToay BuUNpobyBaHHA
rOTOBOTO FiKapCbKOro 3acoby 3a NOKa3HUKOM
«BbakTepranbHble 3HOOTOKCUHBI» ANS
BUpoGHMKa AkTasic ITanisa C.n.A. 3
TypbigUMETPUYHOIO Ha KIHETUYHUIA
XPOMOreHHWU MeToa; 3MiHu | Tuny - 3MiHK B
npoueci BUPOGHULITBA rOTOBOrO MiKapCbKOro
3aco0y: - y 3B'sI3Ky 3 BBELEHHSAM
anbTepHaTMBHOrO po3Mipy cepii Bigbynaco
3MiHa napameTpiB ANg uukny cybnimauinHoi
CYLLKW; - BUOANEHHS NOCUIaHHA Ha roaua Ans
cTafii 30BHILLUHBOT NPOMMBKM (DJTAKOHIB; -
KOPEKLisi 3Ha4YeHHS BiJHOCHOI N'yCTUHM (TEXHIYHA
nomMunka); - fogasaHHs inbTpy KA4DFLP 1
ans ctagii nepworo inbTpyBaHHSA; 3MiHu I
TMNYy - 3MiHa po3mipy cepii (Bknovaroum
JianasoH po3Mipy cepii) roTOBOro nikapcbKoro
3acoby (3MiHa CTOCYETbCS BCiX iHLINX

3a
peuerimom

UA/7994/01/03




13 [IponoBkeHHs qoaaTka 3
Ne Haszea Popma eunyckKy 3asieHuUK Kpaina Bupo6Huk KpaiHna PeecmpauitiHa npouyedypa Ymoeu Howmep
n/n JNliKapCcbKO20 (nikapcbka eidnycKky | peecmpauiliHo20
3acoby ¢hopma, noceid4yeHHs
ynakoeka)
niKapCbKnx oopM CYKYNHOro (KOMMNeKCHOro)
BMPOGHNYOro npouecy)
33. FICTAK TabneTkn, BKPUTI CaH IHAis Panb6akci IHais BHECEHHS 3MiH 10 peeCcTpauinH1X maTepianis: 3a UA/1571/01/01
06OroHKOo Mo dapmackioT JlTabopaTopia 3miHa 3asBHUKa (BNacHUKa peecTpauiiHoro peuernmom
150 mr, no 10 uKan NimiTen nocsigveHHs)(3rigHo Hakady MO3 Big
TabneTtok y IHoacTpi3 23.07.2015 Ne 460)
cTpwuni, no 2 abo Nimiten
10 cTpuniB y
KapTOHHI kopobui
34. rMIATOH® PO34uH Angd MAT YkpaiHa MAT "dapmak” YkpaiHa BHECEHHSA 3MiH 10 pPEECTPaLiNHNX MaTepianis: 3a UA/13359/01/01
in'ekuin, 250 "dapmak” 3MiHu | Tuny - 3miHK 3 siKoCTi. FoTOBMI peuenmom
mr/mn, no 4 mn B nikapcbkui 3acio. Cuctema
amnyni; no 5 KOHTENHep/3aKynoptoBanbHui 3acid (iHWi 3miHn)
amnyn y énicrepi; (BBEAEHHSA 0O4ATKOBOrO BTOPMHHOIO MaKyBaHHS
no 1 abo 2 nikapcbkoro 3acoby). Ak Hacnigok BignoBigHi
6nictepu y naudi 3 3MiHM B TEKCTi MapkyBaHHS (TepMiH BBe4eHHsI
KapTOHy; no 5 3MiH - NpoTAromM 3-x MicsauiB nicns
amnyn a6o no 10 3aTBEpPAKEHHS)
amnyn y nadui 3
KapTOHYy 3
rodpoBaHoo
BKIagKO
35. rnogy HacTowka ans MAT YkpaiHa MAT "Ny6Hudapm” YkpaiHa BHECEHHS 3MiH 4O peecTpaLinHuX MaTepianis: 6es UA/7464/01/01
HACTOMKA nepoparnsHoro "JTly6HMapm 3MiHu | Tuny - 3miHa doopmu abo posmipy peuenma
3aCTOCyBaHHS Mo " KOHTEeWHepa Yun 3aKynoproBasibHOro 3acoby
25 mn a6o no 100 (NepBMHHOT yNakoBKW) - BBEAEHHS 40AATKOBOIO
My chriakoHax 3aKynoptoBarnbHoOro 3acoby: npobku, 3
BiAMNOBIAHMMW 3MiHaMW y p. «YNaKoBKa»; 3MiHU
00 IHCTPYKUIT ANA MeAMYHOro 3aCTOCyBaHHS Y
po3ain: Cnocib 3acTocyBaHHsA Ta 403K
36. FPUNEKC NopoLLOK Ans FOHina6, N CLUIA BMPOGHMLTBO, MonbLua/ BHECEHHS 3MiH 4O peecTpaLinHuX MaTepianis: 6es UA/5737/01/01
XOTAKTUB opansHoro nepBuHHE Ta Benvka BUNpaBrieHHA HeBiANoBiAHOCTeN B HakKasi peuernma
pPO34nHy Mo 4 1 B BTOPUHHE BpuTaHis MO3 YkpaiHu Ne 685 Big 07.07.2016 wono
cawe, no 5, abo nakyBaHHs, HanucaHHs nikapcbkoi dopmu (6yro -
no7,abono8 KOHTPOIb Ta BUMYCK mabnemku o 2,5 m2 Ne 30 (10x3) y
abo no 10 cawe B cepit: 6ricmepax) B NpoLeci BHECEHHS 3MiH -
KapPTOHHIN nayui TOB HOC TexHiyHa nomunka (3rigHo Hakaszy MOS3 Big
dapmauis, MNonbwa 23.07.2015 Ne 460). BunpaButu TexHiYHy
BMPOBHMUTBO, nomunky y p. «Cknag» iHCTpykuii ans
nepBuHHE Ta MeaMYHOro 3actocyBaHHs (TepMiH BBEAEHHS
BTOPUHHE 3MiHK- NpoTArom 6-Tn micAuis nicns

NnakyBaHHA,

3aTBEpPAKEHHS)




14 [IponoBkeHHs qoaaTka 3
Ne Haszea Popma eunyckKy 3asieHuUK Kpaina Bupo6Huk KpaiHna PeecmpauitiHa npouyedypa Ymoeu Howmep
n/n JNliKapCcbKO20 (nikapcbka eidnycKky | peecmpauiliHo20
3acoby ¢hopma, noceid4yeHHs
ynakoeka)
KOHTpOnb cepii:
BpadtoH
Jlabopartopis
INimiTen, Benuka
BpuTtaHis
37. rPMNOUUTPO Kpanni HasarnbHi, ToBapucTtBo YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 40 peecTpaLuiiHuX MaTepianis: be3s UA/11186/02/01
H PUHIC PO34uH Mo 15 mn 3 obmexeHo 3MiHu | Tuny - 3miHn 3 akocTi. FoToBMN peuyenma
y donakoHi 3 obmexeHot Bi4NOBiAanbHICTIO nikapcbkui 3acib. Cuctema
KPWLLKOHO- Bignosiganb "®apmaueBTnyHa KOHTeliHep/3akynoptoBanbHui 3aci6. 3MiHa
KpanenbHuUeto 3i HiCTIO KOMMaHis nocrayarnbHUKa nakyBanbHUX MaTepianis abo
CKMNSAHOK "dapmaueBT "3poopos's" KOMMIEKTYIOUMX (SKLLO 3a3Ha4YeHO B AOCHE)
nineTkoto; no 1 MYyHa (3amiHa abo goaaBaHHsI NocTayanbHUKa);
drakoHy y KOMMaHis CYNyTHS 3MiHa: 3MiHKU 3 aKocTi. [oToBMI
KopoOLii 3 KapTOHY "3oopos's" nikapcbkui 3acio. Cuctema
KOHTENHep/3aKynopoBanbHui 3aci6. 3miHa
dhopmu abo po3mipy KOHTenHepa un
3aKynoproBanbHOro 3acoby (nepBUHHOI
yNakoBKW) (HeCTepWnbHI Nikapcbki 3acobw) -
3MiHK 3 saKocTi. FoTOBMIM Nikapcbkuii 3aci6.
CucTtema KoHTeNHep/3akynoptoBarnbHuiA 3acib.
3MiHa y NepBWHHIl ynakoBLji rOTOBOro
nikapcbkoro 3acoby (AKiCHUIA Ta KinbKiCHUIA
cknapg) - M'saki Ta HecTepunbHI piaki nikapcbki
cdhopmu - BBEEHHS 404AaTKOBOrO BUAY
nakyBaHHSs (dpnakoH 72722 3i ckna no 20 mn)
HOBOro BMpobHMKa
38. rPMNounTPO crnpen HasanbHui, | ToBapuCTBO YkpaiHa ToBapucTeo 3 YkpaiHa BHECEHHS 3MiH 10 pEeECTpaLlinHNX maTepianis: be3 UA/11186/01/01
H PUHIC PO34MH Mo 15 mn 3 0bOMeXeHo 3MiHu | Tuny - 3miHn 3 gkocTi. FoToBMN peuenma
y dnakoHi 3 0B6MeXxeHo BiANOBIAANbHICTIO nikapcbkuii 3acio. Cuctema
Hacagkoto- Bignosiganb "®apmaueBTnyHa KOHTeNHep/3aKynopoBanbHui 3aci6. 3miHa
po3nuroBayem i HiCTIO KOMMaHis nocravarnbHVKa nakyBanbHWX maTepianis abo
3aXMCHUM "®apmaueBT "3popos'a” KOMMNNEKTYOUMX (SKLLO 3a3Ha4YeHo B JOCHE)
KoBnaykom; no 1 n4Ha (3amiHa abo gogaBaHHsA nocTavarnbHUKa);
driakoHy y KOMMaHis CynyTHS 3MiHa: 3MiHu 3 sikocTi. FoToBMIA
KapTOHHi# "3popos's" nikapcekumn 3aci6. Cuctema
Kopobui; no 15 mn KOHTEeNHep/3aKynoptoBanbHWI 3aci6. 3miHa
y 6anoHi 3 dopmn abo po3mipy KOHTeHepa Yn
Hacapxoto- 3aKynoproBanbHoOro 3acoby (nepBUHHOI
po3nNumMoBaYveM i yNakoBKW) (HECTepWIbHI Nikapcbki 3acobw) -
3aXMCHUM 3MiHn 3 sikocTi. [oTOBMIA Nikapcbkuii 3aci6.
KoBra4kom; no 1 CucTema KoHTelHep/3akynopioBanbHui 3aci6.
6anoHy y 3MiHa y NepBUHHI ynakoBLji roTOBOrO

KapTOHHI kopobui

nikapcbkoro 3acoby (AKiCHUIA Ta KifbKiCHUA
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[TponoBkeHHs qogaTka 3

Ne Haszea Popma eunyckKy 3asieHuUK Kpaina Bupo6Huk KpaiHna PeecmpauitiHa npouyedypa Ymoeu Howmep
n/n JNliKapCcbKO20 (nikapcbka eidnycKky | peecmpauiliHo20
3acoby ¢hopma, noceid4yeHHs
ynakoeka)
cknag) - M’aki Ta HecTepunbHi pigki Nikapcbki
dopmu - BBEAEHHSI OAATKOBOrO BUAOY
nakyBaHHs (prnakoH 72722 3i ckna no 20 mn)
HOBOro BMPOOHWMKa
39. | AEPMABIH Masb no 15re TOB "3 YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpauinH1X maTepianis: 3a UA/14273/01/01
Ty0Gi; no 1 T1y6i y "BIO®APMA "BIODAPMA", 3MiHu | Tuny - 3miHn Wwopno peuenmom
nayui 3 KapToHy " YkpaiHa; TOB "3 6e3nekun/edekTUBHOCTI Ta chapmakoHarnsgy -
"BIO®APMA", BHECEHHS 3MiHN OO TEKCTY MapKyBaHHS
YkpaiHa ynakoBOK A0 po3giny "[arta 3akiH4eHHs TepMiHy
npugartHocTi"
40. | MXEHTAOYET TabneTkn, BKPUTI BepiHrep HimeuunHa BepiHrep HimeuunHa BHECEHHS 3MiH 10 peeCTpalinHNX maTepianis: 3a UA/14275/01/01
o® MNniBKOBOO IHrenbxam IHrenbxaim ®apma 3minn | TMNy - AgMiHicTpaTuBHI 3MiHKU. 3MiHa peuenmom
oboroHkoto, 2,5 IHTepHeLwHN mM6X i Ko. KI HalimeHyBaHHSA Ta/abo agpecu Micus
mMr/1000 mr Ne 30 meX NpoBaKEHHS OisNbHOCTI BUpOOHUMKa/imnopTepa
(10x3), Ne 60 rOTOBOrO NiKapCcbKoro 3acofy, BKMoYa4m
(10x6) y AinbHUUI BUNYycky cepii abo MicLe npoBeaeHHs
6nictepax KOHTPOIO AKOCTI. (AiANbHICTb, 3a AKY
BignoBiaae BMPOGHMK/iMNopTep, BKIIKOYaum
BUMYCK cepiln) (NpMBEAEHHS MiCLIe3HAaXO4KEHHS
BupobHuka M3 y BignosigHicTb 40 BucHoBKy
Lo4o NigTBEPOKEHHS BigNOBIGHOCTI
BMpOOHMUTBa NikapCcbkMx 3acobiB BUMOram
HanexHoi BUpobHu4oi npaktukn (GMP),
BMAaHoro [lepxxaBHot cnyx6oto YkpaiHu 3
nikapcekmx 3acobis 3 nepenikom J13, 6e3 3miHn
Micus BupobHuuTBea) (TepMiH BBEOEHHS 3MiH -
NPOTSArom 6-Tn MicsLiB NiCns 3aTBEPKEHHS)
41. | XEHTAOYET TabneTkn, BKPUTI BepiHrep HimeuunHa BepiHrep HimeuunHa BHECEHHSA 3MiH 10 peecTpauinHnX maTepianis: 3a UA/14274/01/01
o® NniBKOBOO IHrenbxanm IHrenbxanm ®apma 3MmiHu | Tuny - AamiHicTpaTvBHI 3MiHU. 3MiHa peuenmom
oboroHkoto, 2,5 IHTepHeLwHN M6X i Ko. KI HalimeHyBaHHSA Ta/abo agpecu Micus
mr/850 mr Ne 30 bX

(10x3), Ne 60
(10x6) y
bnictepax

NpPoBaXeHHs AisnNbHOCTI BUpobHUKa/imnopTepa
rOTOBOrO JiKapCbKOro 3acoby, BKoYaum
AinbHUUI BUNYyCKy cepii abo Micue npoBeaeHHSA
KOHTPOIIO AKOCTI. (AiSNbHICTb, 3a AKY
Bi4nNoBiaae BMPOOHMK/iIMNopTep, BKIIOYAuM
BUMYCK cepiln) (NpMBEAEHHS MiCLIe3HAaXO4KEHHS
BMpobHuka M3 gna nosysaHHs no 2,5 mr/1000
Mr Y BignoBigHICTb 40 BUCHOBKY LWoA0
nigTBEPXXEHHS BiANOBIOHOCTI BUPOOHMUTBA
nikapcbknx 3acobiB BUMOram HamnexHoi
BMpo6Huyoi npakTtukn (GMP), BugaHoro
HepxaBHoto cnyx60oto YkpaiHu 3 nikapcbknx
3acobiB 3 nepenikom J13, 6e3 3amMiHM mMicust
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[TponoBkeHHs qogaTka 3

Ne Haszea Popma eunyckKy 3asieHuUK Kpaina Bupo6Huk KpaiHna PeecmpauitiHa npouyedypa Ymoeu Howmep
n/n JNliKapCcbKO20 (nikapcbka eidnycKky | peecmpauiliHo20
3acoby ¢hopma, noceid4yeHHs
ynakoeka)
BMpoOHULTBA) (TepMiH BBEOEHHS 3MiH -
NPOTAroM 6-Tn MicsLiB Nicnsa 3aTBEPAKEHHS)
42. | ANUOMETPE® TabneTkn Wwunyui, AG6OTT HimeuunHa E-dapma TpeHTO ITania BHECEHHS 3MiH 10 peecTpauinH1X maTepianis: 3a UA/11327/01/01
no 10 Tabnetoky | JlabopaTopis C.nA 3MiHu | Tuny - 3miHK 3 siKocTi. FoTOBMI peuenmom
Ty6i; no 1 abo 2 m6X

TyOun B KapTOHHiN
Kopobui; no 2
Tabnetkn y
cTpuni; no 2 abo 5
cTpunis y
KapTOHHIi# kopobui

nikapcbkuii 3aci6. 3mMiHM y BUpOOHULTBI. 3MiHN Yy
npoueci BUpOGHULITBA rOTOBOTO MiKapCbKOro
3aco0y, BKIHOYa4M NPOMIKHUA NPOAYKT, L0
3aCTOCOBYETLCS NPV BUPOOHMLTBI FOTOBOrO
nikapcbkoro 3acoby (He3Ha4Ha 3MiHa y npoueci
BMpo6GHMLTBA) (3MiHW Y Nnpoueci BUpobHUUTBa
J13, 3 meTol onTuMmisaLii BUpoOHM4Yoro
npouecy: BunyyeHHs ctagii Granulate A (Dry
granulation), 3miHa nopsiAKy 3MillyBaHHS
OOMOMIDKHMX peyoBUH); 3MiHW | TUny - 3miHn 3
sKkocTi. FoToBuMiA nikapcbkuii 3aci6. Onuc Ta
cknagd. 3MiHa y cknagi (AonoMikHUX peyoBrHaXx)
roToBOro fnikapcbkoro 3acoby (cmakoBi Jo6aBku
abo 6apsHukn) - JogaBaHHS, BUNYyYeHHst abo
3amiHa (3miHa cknagy AOMOMIKHOI PEYOBUHM
'M13 — numoHHoro apomatmsaTopa); 3miHu |
TMNy - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKui
3aci6. Onuc Ta cknag. 3miHa y cknagi
(BonoMmiXXHMX peyoBMHAX) rOTOBOIO MikapCbKOro
3acoby (iHLWi JONOMIKHI peyoBMHM) - 3amiHa
OfHIET JOMOMDKHOI PEYOBWMHUN Ha iHLLY 3 TUMU
camMumy OyHKLIOHaNbHUMK XapakTepucTukamm
Ta Ha TOMy CaMOMy piBHi (3MiHa y cknagi
[onoMiXKHOI pevoBuHM J13, 3okpema, 3MiHa
aemutnkoHy (E 900) Ha cMMeTuKOH (emynbcia
cumuTrkoHy 30%), ik Hacnigok BigNoBiAHI 3MiHK
B TEKCTi MapKyBaHHS1.

BBepeHHs 3MiH NpoTsirom 6-Tu MicsiLiB nicns
3aTtBepKkeHHs); 3MiHu | Tuny - 3MiHK 3 AKOCTI.
[oToBui nikapcbkun 3aci6. Onuc Ta cknag.
3MiHa y cknagi (4onomibkHUX pevoBUHaX)
roTOBOrO NMiKapCbKoro 3acoby (iHLWi 4OMOMiXHi
peyoBMHU) - 3amiHa ogHiET LONOMIDKHOT
PEYOBMHU Ha iHLLY 3 TUMU CaMUMMU
PyHKLIOHaNbHUMW XapakTepucTukamu Ta Ha
TOMY camoMy piBHi (3amiHa YacTuHu (100 mr)
JonomixkHoi pevouHm 13 HaTpito
rigpokap6oHaty (E 500) Ha gonomixHy
peYvoBMHY HaTpIt0 kKapboHaT, K HAcnigoK
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[TponoBkeHHs qogaTka 3

Ne
n/n

Hazea

JNliKapCcbKO20

3acoby

Popma sunycky
(nikapcbka
¢popma,
ynakoeka)

3asieHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpauitiHa npouyedypa

Ymosu
eidnycky

Howmep
peecmpauyitiHo2o
noceidyeHHs1

Bi4NOBiAHI 3MiHW B TeKCTi MapkyBaHHS) (TepmiH
BBEAEHHS 3MiH - MPOTArom 6-Tu MicsiLiB nicns
3aTBEPAKEHHS)

43.

EBKA3OJIH®

AKBA

crnpen HasanbHUN,
1mr/rno10ry
c¢nakoHax Ne 1

MAT
"®apmak"

YkpaiHa

MAT "dapmak”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLliiHuX MaTepianis:
3MiHu | Tuny - 3miHa BUpoGHKKa
BUXiZHOro/NPOMiXXHOro NPoAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCS Yy BUpoGHMYOMY npoueci ADI
abo gitoyoi peyoBuHU, abo 3MiHa BUPOOHUMKa
(Bkntovatoum, e HeobXigHO, MicLie NpoBeaEeHHS
KOHTponto skocTi) APl abo gitoyoi pevoBuHM (3a
BiJCYTHOCTI cepTudpikata BianoBiAHOCTI
€Bponeickkin hapmakonei y matepianax
peeCTpaLiiHOro [OChE) - BHECEHHSI HOBOI
BUPOOHNYOT OinbHUUI gitodoro BupobHuka APl

be3s
peuenma

UA/3664/02/01

44,

EKBOPAI®

Kancynu m'ski no
25 mr Ne 50
(10x5) y
6nictepax

TeBa
dapmaueBTik
an IHpacTpis

Nra.

I3painb

Tesa Yex IHaacTpi3
c.p.o.

Yecbka
Pecny6nika

BHECEHHS 3MiH 4O peecTpaLinHuX MaTepianis:
3MiHu | TUNy - 3MiHa y MeTodax BUNPOGYyBaHHsI
roTOBOrO fikapCbKoro 3acoby (iHwWi 3MiHM y
MeToAax BunpobyBaHb (BkroYaoun 3amiHy abo
[JOMOBHEHHS) — 3MiHa y MeToAi koHTponto MBY
rOTOBOrO fiKapCbKoro 3acoby; amiHum | Tuny -
3MiHa y MeTofax BUNpobyBaHHs rOTOBOrO
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEPKEHMX METOAAX BUNPOOyBaHHS) — TecT
«Bopa», Tect «ETaHon», MmeTop ineHTudikauii
TWX, Tect «Po34nHEHHsI»; 3MiHK | TUNY - 3MiHa
napameTpiB cneumagikadin Ta/abo gonycTuMmnx
MEX roTOBOro nikapcbKoro 3acoby (3BYy>eHHS
OONYCTUMUX MEX) — OHOBIIEHHSA BUMOT ANst
nokasHuka «MBY» rotToBoro nikapcbkoro
3aco0y 3rigHo EP; npuBeaeHHs mexi
NPUMAHATHOT BEMMYMHUN AN NOKa3HMKa
«OpgHopigHicTb BMiCTY» y BignosigHicTb Ao EP,
BUINYYEHHS KPUTEPIiB OUIHKN pe3ynbTaTiB
aHanisy nokasHuka «Po3unHeHHsI» 3i
cneumdikauii, OCKinbkn BoHM onucaHi y EP.
BBepeHHA 3miH npoTsrom 6-tu MicsAuiB nicnsa
3aTBEPAXKEHHSA

3a
peuenmom

UA/7471/02/01

45.

EKBOPAI®

Kancynu m'ski no
50 mr Ne 50
(10x5) y
6nictepax

TeBa
dapmaueBTik
an lHgacTpis

Nra.

I3painb

TeBa Yex IHgacTpia
c.p.o.

Yecbka
Pecny6nika

BHECEHHS 3MiH 40 peecTpaLiiHuX MaTepianis:
3MiHu | TUNy - 3MiHa y MeTodax BUNPOGYBaHHsI
roTOBOro fnikapCbkoro 3acoby (iHLi 3miHM y
MeToAax BunpobysaHb (BkroYaoun 3amiHy abo
OOMOBHEHHS) — 3MiHa y MeToAi koHTponto MBY
rOTOBOrO JiKapCbKOro 3acoby; amiHu | Tny -

3a
peuenmom

UA/7471/02/02
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[TponoBkeHHs qogaTka 3

Ne
n/n

Hasea
JNliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka
¢popma,
ynakoeka)

3asieHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpauitiHa npouyedypa

Ymosu
eidnycky

Howmep
peecmpauyitiHo2o
noceidyeHHs1

3MiHa y MeTofax BUNpobyBaHHsI FOTOBOTO
nikapcbkoro 3acoby (He3Ha4yHa 3miHa y
3aTBEpAKEHUX MeToAax BUNpobyBaHHS) — TecT
«Bopa», Tect «ETaHon», MmeToa ineHTudikauji
TLWX, Tect «Po34nHeHHSAY; 3aMiHu | TUny - 3amiHa
napameTpiB cneumdikauin Ta/abo gonycTummnx
MeX roTOBOro fikapcbKoro 3acoby (3BYy>XeHHS
OONYyCTUMUX MEX) — OHOBIIEHHS BUMOT Ansi
nokasHuka «MBY» rotoBoro nikapcbkoro
3aco0by 3rigHo EP; npuBegeHHs mexi
NPUAHATHOI BENWYMHU ANS NOKa3HWKa
«OpHopigHicTb BMiCTY» y BignosigHicTb Ao EP,
BUIYYEHHSI KPUTEPIiB OLIHKK pe3yrnbTaTiB
aHanisy nokasHuka «Po3dynHeHHs» 3i
cneuudikauii, ockinbku BoHM onucaHi y EP.
BBeneHHsA 3MiH npoTaArom 6-tn micsauie nicna
3aTBepPAXKEeHHSA

46.

EKBOPAJI®

Kancynu m'ski no
100 mr Ne 50
(10x5) y
OnicTtepax

TeBa
PapmaueBTik
an IHgacTpis

INTa.

I3painb

Tesa Yex IHpacTpi3
c.p.o.

Yecbka
Pecny6nika

BHECEHHS 3MiH 4O peecTpaLinHuX MaTepianis:
3MiHu | TUny - 3miHa y MeTogax BUNpobyBaHHs
roTOBOrO NMiKapCbKOro 3acoby (iHLWi 3MiHN y
MeToaax BunpoOyBaHb (BkNOYaouM 3amiHy abo
[JOMOBHEHHST) — 3MiHa y MeToAi koHTpornto MBY
roTOBOrO MikapcbKoro 3acoby; 3miHu | Tuny -
3MiHa y MeTofax BUNpobyBaHHsi FOTOBOTO
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEpPAKEHMX MeToAax BUNpobyBaHHS) — TecT
«Bopa», Tect «ETaHon», meTtopn ineHTudikauii
TLWX, Tect «Po34nHeHHSAY; 3aMiHu | TUny - 3amiHa
napamMeTpiB cneumgikadin Ta/abo gonyctummnx
MeX roTOBOro fikapcbkoro 3acoby (3BYy>XeHHS
OONYyCTUMUX MEX) — OHOBIIEHHS BUMOT Ansi
nokasHuka «MBY» rotoBoro nikapcbkoro
3acoby 3rigHo EP; npnBeaeHHs mexi
NPUAHATHOI BENWYMHKU ANS NOKa3HWKa
«OpHopigHicTb BMiCTY» y BignosigHicTb o EP,
BUIYYEHHSI KPUTEPIiB OLIHKK pe3yrnbTaTiB
aHani3y nokasHuka «Po34ymHeHHs» 3i
cneuudikauii, ockinbku BoHM onucaHi y EP.
BBeaeHHs 3MiH npoTaArom 6-tn micsauis nicna
3aTBepAXKEHHS

3a
peuerimom

UA/7471/02/03

47.

EHKOPAT
XPOHO

TabneTtku, BKpUTI
000MoHKO10,
NPONOHIroBaHoI Aiji

CaH
dapmacbtoT
nKan

IHAia

CaH
dapmacbroTrkan
IHpacTpis JlTa.

IHAOia

BHECEHHS 3MiH 4O peecTpaLinHuX MaTepianis:
BUMNPaBMNEHHS TEXHIYHOT NOMWMKN B
cneumdikaLii nikapcbkoro 3acoby 3a po3ainom

3a
peuerimom

UA/9200/01/03




19 [IponoBkeHHs qoaaTka 3
Ne Haszea Popma eunyckKy 3asieHuUK Kpaina Bupo6Huk KpaiHna PeecmpauitiHa npouyedypa Ymoeu Howmep
n/n JNliKapCcbKO20 (nikapcbka eidnycKky | peecmpauiliHo20
3acoby ¢hopma, noceid4yeHHs
ynakoeka)
no 500 mr no 10 IHpacTpi3 «P0o34YMHEHHSsI», NOB’A3aHO i3 MOMWUITKOBUM
TabneTtok y TTo. HaBEeAEHHAM CTYMEHsi PO34YMHEHHS AitoY401
cTpwni; no 1 abo peyoBuHU Ans piBHA L2 (piBeHb L2 — go3oBaHi
no 3 ctpunn y ¢opmMK i3 MPONIOHrOBAHMM BUBINIbBHEHHSIM)
KaPTOHHIN KOpoOLi
48. EHKOPAT TabneTkn, BKPUTI CaH IHAis CaH IHaia BHECEHHS 3MiH 10 peecTpauinH1X maTepianis: 3a UA/9200/01/01
XPOHO 060roHKol0, dapmacboT dapmacbroTmkan 3MmiHu | Tuny - BBegeHHs abo 3miHn ao peuenmom
NpOfoHroBaHoi Aif ukan IHpacTpis IlTa. y3aranbHeHNX JaHux Npo cuctemy
no 200 mr no 10 IHpacTpi3 dapmakoHarnsgy (BKoYaym KOHTaKTHI AaHi)
TabneTtok y JIta. Ta/abo 3MiHM y po3mileHHi macTtep-canna
cTpwni; no 3 cuctemu chapmakoHarnsgy
cTpunu y
KaPTOHHIN KOpoOLi
49, EHKOPAT TabneTkn, BKPUTI CaH IHAis CaH IHais BHECEHHS 3MiH 10 peecTpauinH1X maTepianis: 3a UA/9200/01/02
XPOHO 060roHKoH, dapmacbloT ®apmacsioTukan 3MiHuM | TUNYy - BBeAEHHst abo 3MiHM Ao peuernmom
NponoHroBaHoi Aif ukan IHpacTpis IlTa. y3aranbHeHNX JaHux Npo cuctemy
no 300 mr no 10 IHpacTpis hapmakoHarnaay (BKMoYaym KOHTaKTHI AaHi)
TabneTtok y JiTa. Ta/abo 3MiHM y po3milleHHi macTtep-canna
cTpwni; no 1 abo cuctemn chapmakoHarnsgy
no 3 ctpunn y
KapPTOHHIN kopobLi
50. EHKOPAT TabneTkn, BKPUTI CaH IHAis CaH IHais BHECEHHS 3MiH 10 peecTpauinH1X maTepianis: 3a UA/9200/01/03
XPOHO 060roHKoH, dapmacbloT $apmacsioTukan 3MiHuM | TUNYy - BBeAEHHst abo 3MiHM Ao peuernmom
NpoOfoHroBaHoi Aif ukan IHpacTpis IlTa. y3aranbHeHNX JaHux Npo cuctemy
no 500 mr no 10 IHpacTpi3 hapmakoHarnaay (BKNoYaym KOHTaKTHI AaHi)
TabneTtok y JiTa. Ta/abo 3MiHM y po3mileHHi macTep-canna
cTpwni; no 1 abo cuctemn chapmakoHarnsagy
no 3 ctpunn y
KaPTOHHIN KopoobLi
51. ETAM3UNAT KpucTanivyHum TOB YkpaiHa LaHbayH daHMiH Kutan BHECEHHS 3MiH 4O peecTpaLinHuX MaTepianis: - UA/5673/01/01
NOpPOLLOK "Ouctpub'tot dapmacbioTrkan 3MiHu | Tuny - 3MiHn 3 sikocTi. CepTudikat
(cybeTaHuis) y opcbka Ipyn Ko., It BignosigHocTi/lE-cepTudikaT BianoBiAHOCTI
NOABINHNX KOMNaHis €Bponevicbkini papmakonei/MmoHorpadii. 3MiHu,
noslieTuneHoBux "dapmarex” NnoB'aA3aHi 3 HeOOXIAHICTIO NpUBEOEHHS Y
Millkax ans BiQNoOBiAHICTb [0 MoHorpadii APY abo
BUPOOHULTBA €Bponelicbkoi hapmakonei, abo iHwoi
CTEPUIbHUX Ta HauioHanbHOT hbapmakonei gepxasu €C (3miHa
HeCcTepuUnbHUX y cneumaikauiax, nos's3aHa 3i amiHamu B IOV,

nikapcbknx opm

abo €sponelicbkini hapmakonei, abo iHLii
HauioHanbHii apmakonei agepxasu €C); 3MiHK
| Tuny - 3miHn 3 akocti. A®Pl. KoHTpons AdI
(iHWi 3MiHW)




20 [IponoBkeHHs qoaaTka 3
Ne Haszea Popma eunyckKy 3asieHuUK Kpaina Bupo6Huk KpaiHna PeecmpauitiHa npouyedypa Ymoeu Howmep
n/n JNliKapCcbKO20 (nikapcbka eidnycKky | peecmpauiliHo20
3acoby ¢hopma, noceid4yeHHs
ynakoeka)
52. | EBPAETUN pPO34uH And TOB Ykpaina TOB "Espasia” YkpaiHa BHECEHHS 3MiH 4O peecTpaLinHuX MaTepianis: 3a UA/13116/01/02
70% 30BHILLHBOIO "€spasiga” 3MiHu Il Tuny - 3miHm 3 akocTi. API. peuenmom
3actocyBaHHsa 70 BupobHuuTeo. 3miHa BUpobHuKa
% no 100 mn y BUXIiZHOTO/MPOMIKHOIO NPOAYKTY/peareHTy, Lo
dnakoHax BMKOPUCTOBYIOTLCS Y BUPOOHNYOMY MpoLeci
A®I — BBeeHHs1 foaaTkoBuUx BUpobHMKiB ADI
53. | EBPAETUN PO34MH ans TOB YkpaiHa TOB "€E€Bpasis"” YkpaiHa BHECEHHS 3MiH 10 peecTpauinH1X maTepianis: 3a UA/13116/01/01
96% 30BHILLIHBOTO "€spasia” 3MiHu [l Trny - 3MiHK 3 akocTi. AdL. peuernmom
3acTocyBaHHs 96 Bupo6HuuTBO. 3MiHa BUpobHMKa
% no 100 mny BUXIiQHOrO/NMPOMIKHOrO NPOAYKTY/peareHTy, Lo
dnakoHax BMKOPUCTOBYIOTLCS Y BUPOOHNYOMY MpoLeci
A®I — BBeeHHs1 foaaTkoBux BUpPo6HKMKiB ADI
54. 3APCIO® PO34MH ans CaHpos ABcTpis BignosiganbHuit 3a | HimeyunHa/ BHECEHHS 3MiH 10 peecTpauinH1X maTepianis: 3a UA/12447/01/01
iH’eKkuin abo m6X BUPOGHNLTBO, ABcTpis 3minu | Tuny - Jlikapcbki 3acobu. 3miHa y peuenmom
iHdysin, 30 MrH nakyBaHHs, KOPOTKIll XapaKkTepucTuLi nikapcbkoro 3acoby,
0fA/0,5 mny KOHTpOnb cepii: iHCTPYKUIi 4N MeguyHoro 3actocyBaHHs abo
nornepeaHeo Awv [i Ti Bionorika MapKyBaHHi ynakoBok (noTpebye BHECEHHS
3anoBHEHNX m6X, HimevunHa; BiQNOBIAHO [0 iHpopMauii
wnpuuax i3 BTOpPUHHE pedepeHTHOro/opuriHanbHOro NikapcbKoro
3aXNCHUM nakyBaHHs: 3acoby 6e3 HagaHHS XOOHWUX HOBUX
NPUCTPOEM Y M MpeHuax [OAaTKOBMX JaHMX 3asiBHUKOM) (3MiHW 0o
onicTtepHMx MpogakwHa MM6X, IHCTPYKLUIT 4NA MeanYHOro 3acTocyBaHHA y
ynakoBkax Ne 1, HimeuunHa; po3ain: "Moka3aHHs", "®apmMakoTepaneBTU4Ha
Ne 5 BTOPUHHE rpyna" (yTouHeHHs Ha3Bm), "OcobnmBocTi
nakyBaHHS: 3acTocyBaHHA", "3acTocyBaHHs y nepioa
Canpgos 'm6X - bl BariTHOCTi abo rogysaHHA rpyaato”, "MobiyHi
Wadprenay, peakuii" 3rigHo 3 iHdopmalieto Woao
ABCTpIs; MeOMYHOro 3acToCyBaHHA peepeHTHOro
BiANoOBidanbHMiA 3a (HEWMMOTEH) nikapcbkoro 3acoby. (TepMiH
BUMYCK cepii: BBEEHHS 3MiH - NpoTArom 3-x Micauis nicns
CaHpos 'mbX, 3aTBEPOKEHHS)
ABCTpis
55. 3APCIO® pO34nH ans CaHpos ABcTpis BignoBiganbHui 3a | Himevuunna/ BHECEHHS 3MiH 10 peECTpaLinHNX MaTepianis: 3a UA/12447/01/02
iH'ekuin abo Mm6X BUPOGHULTBO, ABcTpisi 3miHu | Tuny - Nikapcbki 3acobu. 3miHa y peuenmom
iHdy3in, 48 MnH nakyBaHHs, KOPOTKI XapakTepucTuLi Nikapcbkoro 3acooby,
oo/0,5mny KOHTPOb cepii: iHCTPYKUii ANna MeguyHoro 3actocyBaHHs abo
nonepeaHe0 An i Ti Bionorika MapKyBaHHi ynakoBok (NoTpebye BHECEHHS
3anoBHEHNX M6X, HimevunHa; Bi4NOBIAHO A0 iHpopmauii
Lwnpuuax ia BTOPUHHE pedepeHTHOro/opuriHanbHOro fikapCbKoro
3aX1CHUM nakyBaHHS: 3acoby 6e3 HajaHHS >XOOHMUX HOBUX
NPUCTPOEM Y M 'peHuax [00aTKOBMX AaHUX 3asiBHUKOM) (3MiHM oo
6nicrepHux MpopakwHa MvbX, IHCTPYKUIT AN MEONYHOro 3acCTOCYBaHHSA Yy
ynakoBkax Ne 1, HimeyunHa; po3gin: "lMokasaHHs", "®apmMakoTepaneBTNYHa
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Ne Haszea Popma eunyckKy 3asieHuUK Kpaina Bupo6Huk KpaiHna PeecmpauitiHa npouyedypa Ymoeu Howmep
n/n JNliKapCcbKO20 (nikapcbka eidnycKky | peecmpauiliHo20
3acoby ¢hopma, noceid4yeHHs
ynakoeka)
Ne 5 BTOPUHHE rpyna" (yTouHeHHs Ha3Bm), "OcobnmsocTi
nakyBaHHS: 3acTocyBaHHA", "3acTocyBaHHs y nepioa
Canpgos 'm6X - bl BariTHoOCTi abo rogysaHHA rpyaato”, "MobiyHi
WadpteHay, peakuii" 3rigHo 3 iHdopmalieto Woao
ABCTpIs; MeOMYHOro 3acToCcyBaHHA peepeHTHOro
BignoBiAanbHWNA 3a (HEMMOTEH) nikapcekoro 3acoby. (TepmiH
BUMYCK cepii: BBEZEHHS 3MiH - NpOTArom 3-x Micauis nicns
CaHnpos 'mbX, 3aTBEPOKEHHS)
ABCTpis
56. | 3ENNIBOPA® TabneTtku, BKpUTI ®.XohpmaH | Lsenuapis Pow C.n.A. ITanis BHECEHHSA 3MiH 4O peecTpaLinHuX MaTepianis: 3a UA/12699/01/01
NniBKOBOO H-J1a Pow 3MiHM | TUNY - 3mMiHa y NnapameTpax peuenmom
oboroHkKolto, Mno 1o, cneundpikauii Ta/abo gonycTuMmx Mex,
240 mr Ne 56 BM3Ha4eHUX y cneundikauisx Ha A®I, abo
(8x7) y 6bnictepax BVXiZHUA/NPOMIXKHUIA NPOAYKT/peareHT, LWo
Y KapTOHHIN BMKOPUCTOBYIOTbLCS Y NpoLieci BupobHuutea AdI
ynakoBLj - OHOBIIEHHA MaTepianis peecTpauiiHoro Jocke
p. 3.2.S.2.3. KoHTporb NPOMiXHUX NPOAYKTiB
040 3MiHM y MapamMeTpax cneuudikadii
NPOMIXXHOro NpoaykTy "ouumwieHa Boga" (steps 1,
2 and 3) "HaTpito cynbdaT, migi y 5-6pom-7-
asaingony, 6eHsony B Tonyoni
57. | 3IPTEK® Kpanni opanbHi 1 HOCb Lsenuapis Encika ITanis BHECEHHS 3MiH 10 peecTpauifH1X maTepianis: 6e3 UA/1577/01/01
% no 10 mny $apm dapmacbloTukans 3MiHu Il Trny - 3MiHK 8O IHCTPYKUiT ANs peuenma
dnakoHax Ne 1 C.A. C.P.N MeONYHOro 3aCTOCYBaHHS Y po3ainu:
"®apmakonoriyHi BnactusocTi",
"MpoTtunokasaHHs", "B3aaemogia 3 iHwmmmn
nikapcbknmu 3acobamu Ta iHWi BUAK
B3aemogin", "3acTtocyBaHHs y nepiog BariTHOCTI
abo rogyBaHHs rpyaat”, "3goaTHicTb BMBaTh
Ha WBWAKICTb peakuii Npu KepyBaHHI
aBTOTpaHCMNopTOM abo iHWUMK MexaHiamamn”,
"Cnocib 3acTocyBaHHs Ta 8o3n",
"Mepeno3syBanHs", "MobivHi peakuii”
58. | SONA®PEH TabneTkn, BKpUTI TOB MonbLwa BUPOGHUK "in bulk", Monbwa BHECEHHSA 3MiH 10 pEECTpaLinHNX MaTepianis: 3a UA/2604/01/01
obornoHkoto, no 5 "Apaven" nepBMHHOIO Ta BUMPAaBMEHHS TEXHIYHOI MOMUIIKM B TEKCTI peuenmom

mr o 30
TabneTtok y
GnicTepi; no 1
onictepy y
KapTOHHi kopobui

BTOPUHHOTO
nakyBaHHs: 3aknag
dapmaueBTUYHUN
Apaven ®apma
C.A., MonbLya;
KOHTPOnb AKOCTi Ta
O03BiN Ha BMNYCK
cepii: Mab'aHiubkni

MapKyBaHHS BTOPMHHOI ynakoBky B N.9. IHLWi
0cobnuBi 3acTePEXEHHSA CTOCOBHO IliKapCbKOro
3acoly
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Ne Haszea Popma eunyckKy 3asieHuUK Kpaina Bupo6Huk KpaiHna PeecmpauitiHa npouyedypa Ymoeu Howmep
n/n JNliKapCcbKO20 (nikapcbka eidnycKky | peecmpauiliHo20
3acoby ¢hopma, noceid4yeHHs
ynakoeka)
dapmaLeBTUYHNIA
3aBog Nonbda
A.T., Nonbuwa
59. 30J1A®PEH TabneTkn, BKPUTI TOB MonbLa BUPOGHUMK "in bulk", MonbLa BHECEHHS 3MiH 10 peeCcTpauinHNX maTepianis: 3a UA/2604/01/02
obornoHkoto, no 10 "Apamen" nepBMHHOIO Ta BUMNPaBMEHHS TEXHIYHOT NOMUIKN B TEKCTI peuenmom
mr no 30 BTOPVHHOIO MapKyBaHHS BTOPUHHOI ynakoBky B n.9. [HLWi
TabneTtok y nakyBaHHs: 3aknag 0cobnuBi 3aCcTEPEXEHHSA CTOCOBHO IiKapCbKOro
6nictepi; no 1 dapmaLeBTUYHNIA 3acoby
onictepy y Apamen ®apma
KapTOHHi# kopobui C.A,, MonbLua;
KOHTPOnb AKOCTi Ta
[A03BiN Ha BUMYCK
cepii: Mab'aHiubkni
cdapmaLeBTUYHUI
3aBog lNonbda
A.T., MNonbuwa
60. IHFABIPUH kancynu no 90 mr BAT Pocilicbka TOB “Makis- Pocincbka BHECEHHSA 3MiH 10 pEECTPaLiNHNX MaTepianis: be3 UA/10409/01/01
no 7 karncyny "Hwkdpapm" | Pepepauis dapma” ®epepauid BUMNPaBMNEHHS TEXHIYHOT MOMUIKN B MeTOAax peuernma
OnicTepi, no 1 KOHTPOJO SIKOCTi B HA3Bi AOMNOMDKHOT pEeYOBUHMN
6nicTtepy B nayui 3 B TEKCTi MapKyBaHHS BTOPMHHOI YNaKkoBKM 3a
KapTOHY n.3.Mepenik 4ONOMIXXHUX PEYOBUH
61. IHFANINT-H cnpen ans TOB YkpaiHa TOB "Mikpodapm" YkpaiHa BHECEHHS 3MiH 10 peecTpauiinH1X maTepianis: 6e3 UA/0938/01/01
iHranauin no 30 r "Mikpohapm 3MiHu | Tuny - 3miHK 3 akocTi. [oToBMI peuenma

y 6anoHi; no 1
©arnoHy 3
posnunoBayem Ta
3aXUCHUM
KOBMA4YKOM y
nauui 3 KapToHy

nikapcbkuii 3acib. KoHTpornb AoMOMiKHMX
peyoBuH. 3MiHa napameTpis cneuudikain
Ta/abo JonyCTUMMNX MEX ANA AONOMDKHOI
PEYOBMHM - NpUBEAEHHs cneundikauii BXigHOro
KOHTPOJI0 AOMNOMIKHOI pevoBuHM Onii
eBKaninToBol y BignoBigHiCcTb Ao BuMor AdY;
3MiHu | Tuny - 3miHn 3 akocTi. FoToBMN
nikapcbkuii 3acib. KoHTporb AoNOMiKHMX
peyoBuH. 3MiHa napamMeTpis cneuudikauin
Ta/abo JonyCTUMNX MEeX ANna AONOMDKHOI
pPEeYvoBMHM - NpUBEAEHHS crneyudikavii BXigHOro
KOHTPOJII0 AOMOMiIKHOIT pevoBuHU [MMiuepuHy
BignoBigHo fo Bumor AdY; amiHn | Tuny - 3miHn
3 sikocTi. FoToBUI nikapcbkuii 3acid. KoHTponb
[OMOMIDKHUX peyoBUH. 3MiHa NnapameTpiB
cneumdikauin Ta/abo gonycTumMux Mex ans
OOMOMDKHOI pe4YOBUHM - MPUBEAEHHSA
cneuudikauii BXigAHOro KOHTPOM AOMOMKHOT
peyoBMHU TMMONY Y BiAMNOBIOHICTb 40 BUMOT
Joy
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Ne Haszea Popma eunyckKy 3asieHuUK Kpaina Bupo6Huk KpaiHna PeecmpauitiHa npouyedypa Ymoeu Howmep
n/n JNliKapCcbKO20 (nikapcbka eidnycKky | peecmpauiliHo20
3acoby ¢hopma, noceid4yeHHs
ynakoeka)
62. IHOANAMIO- TabneTtku, BKpUTI patiocapm HimeyunHa Mepkne M'm6X HimewunHa BHECEHHS 3MiH 4O peecTpaLinHuX MaTepianis: 3a UA/8999/01/01
TEBA SR nniBKOBOO m6X 3miHn | Tuny - 3miHn wono peuenmom
06O0roHKOM, 6esnekn/edekTNBHOCTI Ta hapmakoHarnagy
NPOIOHroBaHoi aii (iHWWi 3MiHM) (3amiHa rpadiuHOro 0PopMITEHHSI
no 1,5 mr Ne 30 YNaKoBKWN 3 MapKyBaHHS YKpaiHCbKO Ta
(10x3) y POCINCLKOI MOBOK Ha MapKyBaHHS
6nictepax yKpaiHCcbKolo MoBO) (TepMiH BBEAEHHS 3MiH -
npoTAroMm 6-Tn MicsiliB Nicnsa 3aTBEPAXKEHHS)
63. IHO3UH NOpOLLOK MAT YkpaiHa ABC ITanis BHECEHHS 3MiH 4O peecTpaLinHUX MaTepianis: - UA/12194/01/01
NMPAHOBEKC (cybeTaHuis) y "KuiBcbkni SAPMAYEYTIMI 3MiHu | Tuny - 3miHn 3 axkocTi. A®I. KoHTponb
(METI3OMNPUH naketax BiTAMiHHWIA C.n.a. - YHibioc A®I. 3miHa y meTogax BunpobysaHHa APl abo
on) nonieTUneHoBmNxX 3asoa" [isigioH BMXiAHOrO MaTtepiany/npomiKHOro
Ans BUpobHuMLTBa NPOAYKTY/peareHTy, WO BUKOPUCTOBYETLCS Y
HECTEPUNBbHUX npoueci BUpobHunutea A®I (He3HauHi 3MiHN y
nikapcbkunx goopm 3aTBepAXXEHUX MeTogax BUNpobyBaHHs)
64. IHCNPA® TabneTtku, BKpUTI Mdparnsep CLUIA BMPOOHULITBO CLUA/ BHECEHHS 3MiH 4O peecTpaLinHuX MaTepianis: 3a UA/3752/01/01
NniBKOBOIO IHK. npenaparty "in PpaHuis 3MiHu Il Tuny - 3MiHK Ao IHCTPYKUiT ANs peuernmom
o6onoHkoto, no 25 bulk", neperHHe MeOMYHOro 3acTocyBaHHA y po3ain "MobivHi
mrno 10 nakyBaHHs Ta peakuii". BBeAeHHA 3MiH npoTArom 3-x
TabneTtok y KOHTPOSb SKOCTI: MicsALiB nicnsa 3aTBepAXeHHs
GnicTepi; no 3 Heondapma IHK.,
Gnictepn B CLWA; BnpoGHULTBO
KapTOHHI kopobui npenapary "in
bulk", Ta koHTpoOnb
akocrTi: MNdbansep
dapmactoTikana
JINC, CLUA; Bunyck
cepii, nakyBaHHs,
MapKyBaHHS,
KOHTPOIb SKOCTI
npu BUMYCKY:
dapesa Ambyas,
PpaHLis
65. | IHCMPA® TabneTtku, BKpUTI Mdpansep CLUIA BMPOOHNLITBO CLUA/ BHECEHHS 3MiH 4O peecTpaLinHuX MaTepianis: 3a UA/3752/01/02
nsiBKOBOIO IHK. npenaparty "in DdpaHuis 3MiHu |l TUNYy - 3MiHK 0 IHCTPYKLUiT Ans peuenmom

obonoHkoto, no 50
mr no 10
TabneTtok y
6nictepi; no 3
Gnictepu B
KapTOHHI# kopobui

bulk", nepBuHHe
nakyBaHHs Ta
KOHTPOIb SIKOCTI:
Heondapma [Hk.,
CLUA; BupobHMLTBO
npenapary "in
bulk", Ta kOHTpOnb
sakocTi: MNdpansep

MeLMYHOro 3aCTOCYBaHHs Y po3ain "MoGiyHi
peakuii". BBegeHHA 3MiH NpoTArom 3-x
MicsaliB nicna 3aTBepAXXeHHA
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Ne Haszea Popma eunyckKy 3asieHuUK Kpaina Bupo6Huk KpaiHna PeecmpauitiHa npouyedypa Ymoeu Howmep
n/n JNliKapCcbKO20 (nikapcbka eidnycKky | peecmpauiliHo20
3acoby ¢hopma, noceid4yeHHs
ynakoeka)
dapmactoTikans
JI1C, CLUA; Bunyck
cepii, NnakyBaHHs,
MapKyBaHHs1,
KOHTPOIb AKOCTI
npu BUMYCKY:
dapeBa Ambyas,
PpaHLis
66. KANEHOYINA HacTovka no 40 TOB YkpaiHa TOB "TepHodapm” YkpaiHa BHECEHHS 3MiH 4O peecTpaLinHuX MaTepianis: 6es UA/8418/02/01
HACTOMKA mn abo no 50 mn "TepHodhapm 3miHn |l Trny - 3MiHm 3 akocTi. AdL. peuernma
y chnakoHax " BupobHuuTBo. 3MiHM B npoueci BupobHuuTBa
CcKnsHux abo ADI - 3miHa y npoueci BUpOOHMLTBA aKTUBHOI
noniMepHnx cybcTaHuii
67. KANIO NoauAa | kpanni ouHi, 20 ToBapucTBO YkpaiHa BCi cTagji YkpaiHa BHECEHHS 3MiH 10 peecTpauiiH1X maTepianis: 3a UA/5107/01/01
Mmr/mn no 5 mn 3 BMPOGHMLTBA, 3MiHm | Tuny - AamiHictpaTuBHi 3MiHW. 3MiHa | peuernmom
abo 10 mny obmexeHo KOHTPOnb AKOCTI, HalMmeHyBaHHs Ta/abo agpecu micus
dnakoHi, no 1 Bignosigans BUNYCK Cepil: NpoBafKeHHS AisnbHOCTI BUpOGHMKa/imnopTepa
dnakoHy pasom 3 HiCTIO ToBapucTBo 3 rOTOBOrO JiKapCbKOro 3acoby, BKNOYaym
KPWULLIKOHO- "[ocnigHnin obmexeHoo AinbHWUI BMNYCKy cepii abo micue npoBeaeHHs
KpanenbHuLE B 3aBof BignoBiganbHIiCcTO KOHTPOJO SIKOCTI. (AisiNbHICTb, 3a Ky
KopoOLii 3 KapTOHY "THUNC", "[NocnigHunin 3aBop, BignoBiaae BUPOOHMK/iIMNopTep, BKIOYaun
YkpaiHa "THUNC", YkpaiHa BMMNYCK Cepilt) (3MiHa MiCLLe3HaXOMKEHHS

BCi cTagii
BMpPOBGHMUTBA,
KOHTPOSb SIKOCTI,
BUNYCK Cepil:
ToBapucTso 3
obmexeHo
BignoBiganbHicTHO
"®APMEKC rPy1",
YkpaiHa

BMPOOHUKiB, 6€3 3MiHM MicLs BUpOOHMLTBA
(NpuBeaeHHS y BiANOBIAHICTb A0 NiueHsii Ha
BMPOOHULITBO fnikapcbkoro 3acoby) (TepmiH
BBEAEHHS 3MiH - MPOTArom 6-Tu MicsiLiB nicns
3aTBEPKEHHS); 3MiHM | TMNY - 3MiHK 3 AKOCTi.
oToBwWI Nikapcbkuin 3acio. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y metogax
BMNPOOYBaHHSA roTOBOrO MikapcbKoro 3acoby
(He3Ha4Ha 3miHa y 3aTBEpAXEHUX MeToAax
BMNPOOYBaHHS) (3MiHM y MeToAax KOHTPOIHO
sKocTi 3a n. «lgeHTudikauis D» Ta n.
«MexaHiyHi BKIHOYEHHA»); 3MiHKM | TUny - 3MiHK
3 gkocTi. [oToBMN nikapcbkui 3aci6. KoHTponb
roTOBOrO fikapcbkoro 3acoby. 3miHa
napamMeTpiB cneumgikadin Ta/abo gonyctummnx
MeX roTOBOrO NiKapCbKoro 3acoby (3BY>KEHHS
AONYCTUMUX MEX) (3BY>KEHHSI AOMYCTUMUX MEX
Kanito noamnay Ta XrnoprekcuavHy giauetaty y
cneuudikauii 3a n. «KinbkicHe BU3HAYEHHSI»);
3MiHu | TUny - 3miHn 3 AkocTi. FoToBMN
nikapcbkui 3aci6. 3miHu y BUpoBHUUTBI. 3miHa
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Ne
n/n

Hasea
JNliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka
¢popma,
ynakoeka)

3asieHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpauitiHa npouyedypa

Ymosu
eidnycky

Howmep
peecmpauyitiHo2o
noceidyeHHs1

iMnopTepa/amiHu, LLIO CTOCYOTLCA BUMYCKY cepil
Ta KOHTPOO SAKOCTi FOTOBOTO MiKapCbKOro
3acoby (3amiHa abo JoaaBaHHsS BUPOOHUKaA, Lo
BigNoBigae 3a BBe3eHHs Ta/abo BMMycCK cepii) -
Bkntoyatoum KOHTponb/BUNpobyBaHHA cepil
(mopaBaHHsA dyHKLiOHanbLHOro 060B’A3Ky (
BiAMOBiAanbHUIA 3a BUNYCK cepii) 4o paHiw
3aTBEAKEHNX (PYHKLUIN BUPOGHMKa ToBapMCTBO
3 obmexeHoto BignosiganbHicTio "OAPMEKC
FPYN", Ykpaixa); 3minu | Tuny -
AamiHicTpaTuBHI 3MiHK. 3MiHa HaMeHyBaHHS
Ta/abo agpecu 3asBHUKA (BriacHUKa
peecTpaLinHOro NocBiaYeHHst) (3amiHa
HalMeHyBaHHS Ta MiCLie3HaXOMKEeHHS
3asBHMKA); 3MiHK | TUNY - AgMiHICTpaTUBHI
3MiHW. 3miHa Ha3sn Al abo gonomMixkHOT
peyoBMHU (peaakuiiHe YTOYHEeHHS1 HanuCaHHA
Ha3BW Ailo4oi pevoBnHM Ta po3ainy «Cknaa»)
(TepmiH BBBEAEHHSA 3MiH - NPOTArom 6-Tu
MicaUiB nicnsa 3aTBepAXeHHs); 3MiHu | Tuny -
3MiHK 3 sKocTi. FTOTOBMI Nikapcbkuii 3aci6.
CrtabinbHicTb. 3MiHa y TepmiHax NpMaaTHOCTI
abo ymoBax 3b6epiraHHs roTOBOrO fikapcbKoro
3aco0y (iHWi 3mMiHW) (YTOYHEHHS
hopmyntoBaHHS YMOB 30epiraHHs Nikapcbkoro
3acoby, 6e3 3amiHN caMux ymoB 36epiraHHs1)
(TepmiH BBBEAEHHS 3MiH - NPOTArom 6-Tu
MicauiB nicnsa 3aTBepAXeHHs); 3MiHu | Tuny -
3MiHK 3 siKoCTi. FOTOBMI Nikapcbkuii 3acio.
Cucrtema KoHTelHep/3aKynoptoBanbHuiA 3acid
(iHWi 3miHW) ( yTOYHEHHS HAa3BWU BTOPUHHOT
ynakoBKW fikapcbKoro 3acoby, 6e3 3MiHn
BTOPWHHOI ynakoBkK) (TepMiH BBBEAEHHS 3MiH -
NPOTAroM 6-Tu MicsLiB NiCns 3aTBEPAKEHHS)

68.

KINEKCAH®

PO34MH Ans
iH'ekuin, 10 000
aHTu-Xa MO/mn
no 2000 aHTn-Xa
MO/0,2 mn, no
4000 aHTK-Xa
MO/0,4 mn, no
8000 aHTK-Xa
MO/0,8 mn y

TOB
"CaHodi-
ABeHTiC
YkpaiHa"

Ykpaina

CAHO®I BIHTPOTI
IHOACTPIA

PpaHuis

BHECEHHSH 3MiH 4O peecTpaLinHuX MaTepianis:
3minHun I Tuny - Nikapcbki 3acobu. 3miHu, LWo
NnoB’aA3aHi 3i 3Ha4HMMKM 3MiHaMK Y KOPOTKil
XapaKTepuCTuLi NikapcbKoro 3acoby, iHCTPyKUi
ONs MeQnYHOro 3acToCyBaHHS 3rigHO 3 HOBMMMU
OaHWUMU 3 AKOCTI, JOKMNIHIYHUMMU, KIiHIYHUMK
AaHMMU Ta AaHuMK chapMakoHarnagy (3miHn B
IHCTPYKLUIT 4Na Mean4YHOro 3acToCcyBaHHA y
po3ginu: PapmakonoriyHi BNacTUBOCTI.

3a
peuerimom

UA/7182/01/01
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Ne Haszea Popma eunyckKy 3asieHuUK Kpaina Bupo6Huk KpaiHna PeecmpauitiHa npouyedypa Ymoeu Howmep
n/n JNliKapCcbKO20 (nikapcbka eidnycKky | peecmpauiliHo20
3acoby ¢hopma, noceid4yeHHs
ynakoeka)
Lnpuu-gosax 3 OcobnueocTi 3acTocyBaHHs1) (TepMiH BBEAEHHS
3aXUCHO0 3MiH — noTsirom 3-x MicsiliB nicns
CUCTEMOIO rOfKM 3aTtBepmkeHHs); 3miHn | Tuny - AgMiHICTPaTUBHI
Ne 10 (2x5) 3MiHn. 3miHa HariMeHyBaHHS Ta/abo agpecu
Micust NPOBaAXeHHS AisifIbHOCTI
BMpOoOHUKa/iMnopTepa roToBoro nikapcbkoro
3aco0y, BKnoYaum AinbHuLi BUNycKy cepii abo
MicLie NPOBEAEHHSI KOHTPOSO SIKOCTI.
(gisnbHICTb, 3a AKy Bignosigae
BUPOGHUK/IMMOpTEp, BKNIOYAYM BUMYCK CEPin)
(3miHa HanmeHyBaHHS Ta NpMBEAEHHS
MicLle3Haxo4KeHHs1 BUpobHuKa o
OpUriHanbHUX JOKYMEHTIB (niueHsii Ha
BMPOOHULTBO, BUCHOBKY 040 NiATBEPAKEHHS
Bi4NoOBiOHOCTI BUPOBOHMLTBA Nikapcbkux 3acobis
BMMOraM HanexHoi BUPOOHNYOT NpakTuKn
(GMP), BupaHoro [JepxaBHoto cry»60t0
YkpaiHu 3 nikapcbkux 3acobis, 3 nepenikom J13),
6e3 3MiHM Micua BUpOOHMLTBA 3 BignoBigHNMN
3MiHaMu y TeKCTi MmapKyBaHHs) (TepMiH
BBEJEHHS 3MiH - MPOTArom 6-Tn micauis nicns
3aTBEPAKEHHS)
69. KNOBEUT® kpem, 0,5 mr/r no TOB YkpaiHa dapm3saBog €nbga Monbla BHECEHHS 3MiH 10 peecTpauifnH1X maTepianis: 3a UA/3512/01/01
25y Ty6ax Ne 1 "BANIEAHT AT. BUNPaBMEHHS TEXHIYHOI NOMUIKM B MeTOAax peuernmom
®APMACbH KOHTPOIIO SKOCTi 3a po3ainom «lgeHTudikadis.
OTIKAN3" KnobeTasony nponioHaT Ta X1opKpe3on»
70. KNonIiAoOrPEN | tabnetku, BKpUTI TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH 10 peeCTpauinHNX maTepianis: 3a UA/11699/01/01
b-®APMEKC obornoHkot, no 75 | "®APMEKC reyn" 3MiHu | Tuny - 3miHn 3 gkocTi. FoToBMI peuernmom
mr Ne 10 (10x1), reyn" nikapcbkui 3aci6. KoHTponb rotoBoro
Ne 30 (10x3) y nikapcbkoro 3acoby. 3miHa napameTpis
Onictepax cneumdikauin Ta/abo oONyCTUMUX MEX
rOTOBOrO NiKapCbKOro 3acoby (BHECEHHS 3MiH
[0 OOCbE Nicnsi OHOBIEHHS 3ararnbHOi CTaTTi Ha
roToBy nikapcbky dopmy y AdY/EBponerichkin
dapmakonei)
71. KNOonIAoOrPEN | tabnetku, BKpUTI TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH 10 peeCTpauinHNX maTepianis: - UA/14674/01/01
b-®APMEKC obornoHkoto, no 75 | "®APMEKC reyn" 3MiHu | Tuny - 3miHn 3 akocTi. FoToBMN
mr in bulk: Ne reymn" nikapcbkuii 3aci6. KoHTpornb rotoBoro
1000, in bulk: Ne nikapcbkoro 3acoby. 3miHa napameTpis
25000 y cneumdikauin Ta/abo gonycTUMmNX Mex
NOABINHNX rOTOBOrO JiKapCbKOro 3acoby (BHECEHHS 3MiH

nonieTuneHoBux
naketax

[10 JOCbE NiCInsi OHOBIEHHSA 3aranbHOi CTaTTi Ha
roToBy Nnikapcbky dopmy y OPY/EBponerichkin




27 [IponoBkeHHs qoaaTka 3
Ne Haszea Popma eunyckKy 3asieHuUK Kpaina Bupo6Huk KpaiHna PeecmpauitiHa npouyedypa Ymoeu Howmep
n/n JNliKapCcbKO20 (nikapcbka eidnycKky | peecmpauiliHo20
3acoby ¢hopma, noceid4yeHHs
ynakoeka)
dapmakonei)
72. KINO®PAHIN TabneTkn, BKpUTI CaH IHais CaH IHaia BHECEHHSA 3MiH 10 pEECTPALiNHNX MaTepianis: 3a UA/4869/01/01
NniBKOBOIO dapmackioT dapmacboTukan 3MmiHu | Tuny - BBegeHHs abo 3miHn ao peuernmom
obonoHkoto, no 25 nkan IHgacTpis Jita y3aranbHeHUX AaHnx npo cuctemy
mrno 10 IHOacTpi3 hapmakoHarnsaay (BKMoYaym KOHTaKTHI AaHi)
TabneTtok y Nta Ta/abo 3MiHM y po3MmilLeHHi macTep-danna
cTpuni, no 5 cucteMu chapmakoHarnagy
cTpunis y
KapTOHHI kopobui
73. | KOBAMAMIA NMOPOLLIOK CninbHe Ykpaina Xeben XyapoHr Kutan BHECEHHS 3MiH 4O peecTpaLinHuX MaTepianis: - UA/11885/01/01
(AMBEHKO3WUA, | kpuctaniyHun YKpaiHCbKO- dapmaueBTikan BUNpaBrieHHA HEBIANOBIAHOCTEN B HakKasi
KO®EPMEHT (cybeTaHuis) B icnaHcbke Iito MO3 Ykpainm Ne 669 Big 04.07.2016 wopo
B12) antoMiHieBnx nignpuemcTs HanucaHHsA ¢hopmu BUNYCKy cybcTaHuii
KOHTEeNHepax ans o "Cnepko BiAMNOBIAHO A0 3aTBEPLKEHUX peECTpaLinHNX
BUPOGHULTBa YkpaiHna" mMaTepianis (6ys10 - Ona ¢ghapmauyesmuyHoO20
HecTepUIbHUX 3acmocysaHHs1) B NPOLLECi BHECEHHS! 3MiH -
niKkapcbKux 3MmiHm | Tuny: AgmiHicTpaTuBHi 3MiHW. 3MiHa
cdopm HariMeHyBaHHs1 Ta/abo agpecu micus
NPOBaPKEHHA AifNbHOCTI BUPOOHWMKa
(BKNtOYarOUM, 3a HEOOXiAHOCTI, MicLe
NpoBefeHHS KOHTPOIIO SKOCTi), abo BrnacHuka
MacTep-gaiina Ha A®l, abo noctavyanbHuka
Adl/BuxigHoro matepiany/peareHTy/npoMixkHoro
NpPOAYKTY, L0 3aCTOCOBYIOTLCS Y BUPOOHMLTBI
A (AKLWO 3a3HAYEHO Y A0CbE Ha NiKapCbKuii
3acib) 3a BiacyTHOCTI cepTudikata
BignoBigHOCTI €Bponewchbkin hapmakonei y
3aTBEPIKEHOMY OOCbE, ab0 BUPOOHMKA HOBOI
OOMOMDKHOI PEYOBMHM (SIKLLO 3a3HAYEHO Y
[oCbe) (3MiHa MicLle3HaxX04XXeHHs1 BUPOOHWKa,
6e3 3MiHu micusa BUpobHMUTBA)
74. KOMAKCOH®- pPO34uH And TeBa I3painb BMPOGHMLTBO 3a I3paine/ BHECEHHS 3MiH 4O peecTpaLinHUX MaTepianis: 3a UA/6307/01/01
TEBA iH'ekuin, 20 mr/mn | ®apmaueBTik NOBHUM LIMKIOM: Benuka 3MiHM | TNy - 3mMiHa y MeTogax BUNpoOyBaHHs peuenmom
no1mny an IlHpacTpis TeBa BpuTania/H A®| abo BuxigHOro matepiany/npomikHOro
nonepegHb0 TTo. dapmaueBTikan inepnaHgun/ npoayKTy/peareHTy, WO BUKOPUCTOBYETLCS Y
HanoBHEHOMY InpgacTpis Jlta., YropwuHa npoueci BupobHuutea AD| - fogaBaHHs
wnpwui; no 1 I3paineb; anbTepHaTmBHoro metoay Kapna ®iwepa (KP)
wnpuuy B BUPOOHULTBO 3a BM3HAYEHHSA BOAW B AitOYi pe4OBUHI; 3MiHWM |
KOHTYpHIn MOBHUM LMKIOM: TMNy - 3MiHa y meToaax BunpobyeaHHsa APl abo
YapyHKOBIN AVBEKC BWXiAHOrO MaTtepiany/npomikKHOro
ynakosLi; no 28 dapmacboTukans npoayKTy/peareHTy, WO BUKOPUCTOBYETLCS Y
wnpuuis y lOK, Benvka npoueci BupobHuutea Ad| - amiHa meToay

KOHTYPHUX

BpuTaHis; KOHTpOnb

BM3HAYEHHSA aueTaTiB B AiloYin pe4OBUHI
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Ne Haszea Popma eunyckKy 3asieHuUK Kpaina Bupo6Huk KpaiHna PeecmpauitiHa npouyedypa Ymoeu Howmep
n/n JNliKapCcbKO20 (nikapcbka eidnycKky | peecmpauiliHo20
3acoby ¢hopma, noceid4yeHHs
ynakoeka)
YapyHKOBUX cepii (noBHe aueTtaty rmatupamepy - 3aMmiHa KpUTepiis
yrnakoBKax y TEeCTyBaHHS, NPUAHATHOCTI ANS Pi3HMLI MK NapanensHummn

KapTOHHIi# kopobui

BKIIIOYA0YM Ha
CTepWIbHICTb Ta
OakTepianbHUiA
€HOOTOKCUHWY, ane
oKpim GionoriyHoro
TECTYBaHHS):
dapmaxemi b.B.,
HigepnaHgw;
KOHTpOnb cepii
(Tinbkn BionoriyHe
TECTYBaHHS):
AT
dapmaueBTUYHUN
3aBog TEBA,
YropLumHa;
KOHTpOnb cepii
(TinbkM BionoriyHe
TecTyBaHHs): AT
dapmMaueBTUYHUNA
3aBoa TEBA,
YropLuHa;
KOHTPONb cepil
(TinbKN
MikpobionoriyHe
TecTyBaHHs): TEBA
dapmaueBTikan
IngacTpis Jlta.,
I3painb; KOHTPOIb
cepii (aHaniTu4He
TEeCTyBaHHs Ta
BUBYEHHS
cTabinbHocTi):
MnaxTteke NtA.,
I3painb; KOHTPOb
cepii (Tinbku
GionoriyHe
TecTyBaHHSA): ABik
JIta., I3paine;
KOHTpOnb cepii
(aHanituuHe
TECTyBaHHA Ta

pesynbTatamm 3 " He Ginblwe 5 %" abo ans
RSD "He Ginble 3,5 %" Ha "He Ginbwe 10%"
abo ana RSD "He Ginblwe 7,1%"; 3miHu | Tuny -
3MiHa y MeTofax BunpobysaHHs A®I abo
BMXiAHOrO MaTtepiany/npomiKHOro
NPOAYKTY/peareHTy, WO BUKOPUCTOBYETLCS Y
npoueci Bupo6HuLTa A®I - He3Ha4Ha 3miHa p.
3.2.5.4.2. 1. " BU3HayeHHst ONTUYHOrO
obepTaHHa" AdI - 3miHa B npobonigroTosLi;
3MiHM | TNy - 3MiHa y MeToaax BMNPOOYBaHHs
ADI abo BuxigHOro maTepiany/npoMikKHOro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHmutea A®| - HeaHa4yHa 3MiHa
MeToAY BU3HAYEHHs1 GakTepianbHUx
€HOOTOKCUHIB Y AitoYill peyoBUHi; 3MiHK | Tuny -
3MiHa y MeTofax BunpobysaHHst A®I abo
BMXiOHOro MaTepiany/npoMikHOro
npoayKTy/peareHTy, WO BUKOPUCTOBYETLCS Y
npoueci BMpobHunuTBa API - MoHorpadist Ha
rnatnpamepy TOA - gogaBaHHsS YMOB
36epiraHHsa cTaHOapTHOrO PoO34YnHY B MeTOAWL
BMNpOOYBaHHA 3anuLukiB 6GpoMoBaHoro
TUPO3WHY B MPOMDKHOMY MPOaYKTi -
rnatupamepy TDA; 3miHM | TUNy - 3miHa y
meToaax sunpobysaHHa APl abo BMXigHOrO
maTepiany/npomipkHOro NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y Npoueci BUpobHuutea AdI
- He3HayHa 3MiHa p. 3.2.S.2.3 KOHTpOorsb
MaTepianis: ninepnanH - gogaBaHHS OpMynn
po3paxyHKy A0 MeToAy aHani3y KiflbKicHoro
BU3HAYEHHS; 3MiHM | TUNY - 3MiHa y MeToaax
BunNpobyBaHHst APl abo BuxigHoro
maTepiany/npomipkHOro NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCH y npoueci BupobHuutea AdI
- 3MiHa p. 3.2.S.2.3 KOHTpONb MaTepianis:
ninepuavH - nogaBaHHSA igeHTudgikauinHoro
BMNpobGyBaHHs 14 meToaoM; 3miHu | Tuny -
3MiHa y meTofax BunpobysaHHs A®I abo
BMXiAHOrO MaTepiany/npomikKHOro
NPOAYKTY/peareHTy, WO BUKOPUCTOBYETLCS Y
npoueci BupobHuutea AP| - He3HayHa 3MiHa p.
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Ne Haszea Popma eunyckKy 3asieHuUK Kpaina Bupo6Huk KpaiHna PeecmpauitiHa npouyedypa Ymoeu Howmep
n/n JNliKapCcbKO20 (nikapcbka eidnycKky | peecmpauiliHo20
3acoby ¢hopma, noceid4yeHHs
ynakoeka)
BUBYEHHA 3.2.5.2.3 koHTponb MaTepianis: Lys-NCA, Glu-
ctabinbHocTi): Asis NCA, Ala-NCA ( meToauka BU3Ha4Y€HHS BiNMbHWX
Kewmikan IHgacTpis Xrnopuais) - npoBedeHHs KanibpyBaHHs Ha 5
Jita., 13painb cTaHgapTax 3amicTb 6 cTaHgapTiB; 3MiHM | Tuny
- 3MiHM BMNpobyBaHb abo JOMYCTUMNX MEX Y
npoueci Bupo6HuLTBa ADI, L0 BCTAHOBMEHI ¥
cneuudikaLisix - HeaHayHa 3MiHa p. 3.2.S.2.3
KOHTpoOnb MaTepianis: rmatupamepy TOA -
BUAaneHHsa po3paxyHky niky RRT ana
npomixkHoro npoaykty T®A rmaTupamepy,
OCKiNbKM BignoBigHa BMMora anst KiHueBoro
NPOAYKTY BXe BUKOHaHa; 3aMiHu | Tuny - 3aMiHa
BUPOBHMKA BUXiOHOrO/MPOMIDKHOrO
NpoayKTy/peareHTy, L0 BUKOPUCTOBYIOTBLCS Y
BMpobHUu4omy npoueci A®I, abo 3miHa
BMpoOHUKa - goaaBaHHs Sicor — Societa Italiana
Corticosteroidi S.r.l. Tenuta S. Alessandro
13048 Santhia (VC) Italy B sikocTi
anbTepHaTMBHOI AinbHUUI MikpobionoriyHoro
KOHTPOIIO Ail0YOI PeYOBUMHU A0 BXe
3aTBepmkeHoi Teva Pharmaceutical Industries
Ltd.
75. KOPIMNPEH 10 TabneTkn, BKPUTI Pekoppaari IpnaHgis Pekoppari ITanis BHECEHHS 3MiH 10 peecTpauinH1X maTepianis: 3a UA/11927/01/01
MI/10 Ml nniBKOBOO AineHp NTto IHpacTpia Ximika e 3MiHY | TUNY - NoAaHHSA OHOBMEHOO peuernmom
o6onoHkoto, 10 dapmacesTika ceptudikata R1-CEP 2002-076-Rev 03 ans
mr/10 mr no 14 C.n.A. Lil0Y0i pevyoBUHM eHananpuny mManear Bif Bxe
TabneTtok y 3aTBepaxeHoro BupobHuka DR. REDDY'S
Onictepi, no 1, 2 LABORATORIES LIMITED, India
abo 4 Gnictepn y
KapPTOHHI kopobui
76. KOPIMNPEH 20 TabneTkn, BKPUTI Pekoppaari IpnaHgis Pekoppari ITanis BHECEHHS 3MiH 10 peecTpauinH1X maTepianis: 3a UA/11927/01/02
MI/10 Ml nniBKOBOO AineHp NTto IHpacTpia Ximika e 3MiHu | TUNY - NoAaHHSA OHOBMNEHOO peuernmom
o6onoHkot, 20 dapmacesTika ceptudikata R1-CEP 2002-076-Rev 03 ans
mr/10 mr no 14 C.n.A. Lil0Y0i pevyoBUHM eHananpuny mManear Bif Bxe
TabneTtok y 3atBepaxeHoro BupobHuka DR. REDDY'S
Gnictepi, no 1, 2 LABORATORIES LIMITED, India
abo 4 bnictepn y
KapPTOHHI kopobui
77. | NIQA3A- NopoLLOK Ans TOB "®3 Ykpaina MpAT YkpaiHa BHECEHHS 3MiH O peecTpaLinHuX MaTepianis: 3a UA/5773/01/01
BIO®APMA pO34uHy Ans "BIO®PAPMA "BIODAPMA", 3MiHu |l Trny - 3MiHK 3 akocTi. AdL. peuernmom
iH'ekuin no 64 Of, " YkpaiHa; TOB "$3 BupobHuuTeo. 3miHa BUpobHuKa
10 amnyn 3 "BIO®APMA", BUXiAHOrO/NPOMIXXHOrO NPoAYyKTy/peareHTy, Lo
NMOPOLLUKOM Y nayui YkpaiHa BMKOPUCTOBYIOTLCS Y BUPOOHNYOMY MpoLeci
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[TponoBkeHHs qogaTka 3

Ne Haszea Popma eunyckKy 3asieHuUK Kpaina Bupo6Huk KpaiHna PeecmpauitiHa npouyedypa Ymoeu Howmep
n/n JNliKapCcbKO20 (nikapcbka eidnycKky | peecmpauiliHo20
3acoby ¢hopma, noceid4yeHHs
ynakoeka)
3 KapTOHY; 5 A®I, abo 3miHa BMpoOHUKa (BKnoYatoun, ae
drakoHiB 3 HeobXxigHo, MicLie NpoBeaeHHSI KOHTPOTo
NMOPOLLKOM Y akocTi) AP (3a BigcyTHOCTI cepTudikaTa
OnicTepi; no 2 BignNoBigHOCTI €Bponewchbkin hapmakonei y
6nictepu y nayui 3 3aTBEPAXEHOMY [OCLE)(BBEOEHHSA HOBOTO
KapToHy; No 5 BUPOoOHUKa APl 3 HagaHHSAM MacTep-daina Ha
amnyn 3 ADI) - BBEAEHHSA 404ATKOBOrO BUPOOHUKA
NOPOLLKOM Y Aito40i pevoBMHU
Gnictepi; no 2
Onictepu y nayui 3
KapTOHY
78. | NIBUHONPUII- TabneTtkn no 5 mr patiocapm HimeuunHa Mepkrne M'moX, HimeuunHa BHECEHHSA 3MiH 10 peecTpauinH1X maTepianis: 3a UA/1572/01/01
TEBA no 10 TabneTtok y Mm6X HimeuunHa 3miHm | Tuny - AamiHictpaTvBHi 3MiHW. 3miHa | peuernmom
6nictepi; no 3 abo (BUpOGHMLTBO Has3BW nikapcbkoro 3acoby (0yno -
6 GnicTtepiB y Hepo3dacoBaHol TIBNHOMPUN-PATIODPAPM) (TepmiH
Kopobui nNpoAaykLii, 403BiN BBEAEHHS 3MiH - MPOTArom 6-Tu MicsLiB nicns
Ha BUMYycK cepii; 3aTBEPOKEHHS)
nepBrHHa Ta
BTOPVHHA
yrnakoBKa, KOHTPOIb
SAKOCTI)
79. | nNiI3UHONPUII- Tabnetkn 20 mr patiocdapm HimeuunHa Mepkne M'm6X, BHECEHHS 3MiH 10 peecTpaulinH1X maTepianis: 3a UA/1572/01/02
TEBA no 20 mr no 10 m6X HimeyunHa 3MiHm | Tuny - AagmiHictpaTuBHi 3MiHW. 3MiHa | peuernmom
TabneTtok y (BUpOBHMLTBO Ha3BW nikapcbkoro 3acoby (0yno -
6nictepi; no 3 abo Hepo3dacoBaHol TNIBNHOMPUI-PATIOPAPM) (TepmiH
6 GnictepiB y NpOAYKLii, 4O3BIN BBEOEHHS 3MiH - MPOTArom 6-Tu MicsiLiB nicns
Kopooui Ha BUMYCK cepii; 3aTBEPLKEHHS)
nepBrHHa Ta
BTOPVHHA
ynakoBKa, KOHTPOIb
SIKOCTI)
80. | NIBHONPUIN- Tabnetkn 10 mr patiodapm HimeyunHa Mepkne M'v6X, BHECEHHS 3MiH 4O peecTpaLinHuX MaTepianis: 3a UA/1572/01/03
TEBA no 10 TabneTtok y Mm6X HimeuunHa 3minn | TMNy - AgmiHicTpaTuBHi 3miHK. 3MiHa | peuenmom
6nictepi; no 3 abo (BMpOGHMLTBO Ha3BW Nnikapcbkoro 3acoby (0yno -
6 6rictepiB y Hepo3dacoBaHoi NISBUHOMPUN-PATIO®APM) (TepmiH
Kopooui NPOAYKLIi, 4O3BIN BBEEHHS 3MiH - MPOTArom 6-Tn micauis nicns
Ha BUNYycK cepil; 3aTBEPOKEHHS)
nepBrHHa Ta
BTOPVHHA
ynakoBKa, KOHTPOIb
SIKOCTI)
81. | NIM3EP kancynu Ne 30 Mera ABcTpanis IHBEHTIA IHgisa BHECEHHSA 3MiH 10 pPEECTPALiNHNX MaTepianis: 3a UA/6148/01/01




31 [IponoBkeHHs qoaaTka 3
Ne Haszea Popma eunyckKy 3asieHuUK Kpaina Bupo6Huk KpaiHna PeecmpauitiHa npouyedypa Ymoeu Howmep
n/n JNliKapCcbKO20 (nikapcbka eidnycKky | peecmpauiliHo20
3acoby ¢hopma, noceid4yeHHs
ynakoeka)
(10x3), Ne 100 TNandcaneHc XEJICKEA M.T Jl1A8 3MiHu | TNy - 3MiHK Ao IHCTPYKLIT Ans peuernmom
(10x10), Ne 14 i3 MEeOMYHOro 3aCTOCYBaHHS Y PO3AINu:
(14x1) y cTpunax (ABcTpanis) MpoTunokasaHHA. B3aemogis 3 iHWMMK
MTINTAO. nikapcbknMmu 3acobamu Ta iHWi BUAK
B3aemogin. OcobnmBOCTi 3aCTOCYBaHHS.
MoGiyHi peakuii, 3rigHo 3 iHbopmalLlieto Wwoao
6e3nekun 3acTocyBaHHS Ail040i PEYOBUHM
domperidone
82. | NOHIOKAIH® pPO34uH And TOB "Opis- YkpaiHa TOB "lOpig-®apm” YkpaiHa BHECEHHS 3MiH 4O peecTpaLinHuX MaTepianis: 3a UA/12900/01/01
iH'ekuin, 2,5 mr/mn dapm" 3MiHM | Tuny - 3MiHn 3 akocTi. FoToBUN peuenmom
no 200 mn y nikapcbkui 3aci6. 3miHu y BUpoBHUUTBI. 3MiHa
NsILIKax po3Mipy cepii (BKNoYaum gianasoH po3mMipy
cepii) roToBoro nikapcbkoro 3acoby
(3meHweHHst go 10 pasis)
83. | NONEPAMIAQY TabneTtku no 2 mr TOB YkpaiHa BCi cTapii YkpaiHa BHECEHHS 3MiH 4O peecTpaLinHuX MaTepianis: 6es UA/8232/01/01
rigpoxnoprPua | Ne10y "NocnigHni BMpPOBHMLTBA, 3minm | Tuny - Jlikapceki 3acobu. BHeceHHs peuenma
"o3" 6nictepax, Ne 10 3aBof, KOHTPOnb AKOCTI, 3MiH(1) Ha Bumory MOS srigHo 3
(10x1), Ne 20 "rHunc" BUNYCK Cepil: pekoMeHAaui M1 HaLioOHanbHUX KOMNETEHTHNX

(10x2), Ne 30
(10x3) y
6nictepax B nauui

TOB "HocnigHui
3aBog "THUNC",
YkpaiHa
Bci cTagii
BMpOBGHMLTBA,
KOHTPOIb SKOCTi:
TOB "©APMEKC
FPYI", Ykpaina
BCi cTagil
BUPOGHULTBA,
KOHTPOJb SIKOCTI:
ToBapucTso 3
obmexeHo
BiANOBIAANbHICTIO
"PapmaueBTU4Ha
KOMMaHisi
"3popos's",
YkpaiHa

opraHis, MiXKHapogHUX OpraHisadin,
PErynaTopHNX areHuin iHWKX KpaiH Nicnsi OuiHKK
HeramHoro obmexeHHs Wwoao 6esneku,
MapKyBaHHs!, XapaKTepHOro Ans NeBHOI
dapmakonoriyHoi Ta/abo
dapmakoTepaneBTUYHOI Fpynu, perynsipHo
OHOBINIOBAHOTO 3BiTY 3 6e3nekn, NnaHy
ynpaBniHHS pU3NKamMun, KOHTPOMbHNX
3axopgis/cnevjianbHUx 3000B’A3aHb, 3MiH AN
BioOpaXkeHHs KOPOTKOI XapaKTepUCTUKM
nikapcbkoro 3acofy Ta iHCTpYKUiT ans
MEOMYHOrO 3aCTOCYBaHHsI (BNPOBagKEHHSI
Y3romKeHNxX 3MiH y popMyntoBaHHi, LWoa0 AKX
3as1BHMK HE HaJae XOOHWX HOBMX JOAATKOBMX
AaHuXx) (3MiHM 0O IHCTPYKLUii y po3ainu:
"MokaszaHHa", "®apmakonoriyHi BnacTneocTi",
"MpoTtunokasaHHs", "B3aaemogia 3 iHwmmmn
nikapcbknMmun 3acobamu Ta iHWi BUAK
B3aemogin", "OcobnmBoCTi 3aCTOCyBaHHS",
"3acTocyBaHHS y nepiof BariTHocTi abo
rogyBaHHs rpyaato”, "3aaTtHicTe BINUBaTH Ha
LIBUAKICTb peakLii Npu kepyBaHHi
aBTOTPaHCMOPTOM abo iHLWNMK MexaHi3mammn”,
"Cnocib 3actocyBaHHsa Ta gosun", "ditn",
"Mepeno3yBaHHa", "lMo6iyHi peakuyii" 3rigHo 3
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[TponoBkeHHs qogaTka 3

Ne Haszea Popma eunyckKy 3asieHuUK Kpaina Bupo6Huk KpaiHna PeecmpauitiHa npouyedypa Ymoeu Howmep
n/n JNliKapCcbKO20 (nikapcbka eidnycKky | peecmpauiliHo20
3acoby ¢hopma, noceid4yeHHs
ynakoeka)
iHdbopMmaLieto Woao MeanyHOro 3aCTOCYBaHHS
pedepeHTHOro (IMOLIYM) nikapcbkoro 3acoby,
AK HacnigoK 3MiHa y TEKCTi MapKyBaHHS
ynakoBoK dopasu: "JlikyBaHHsI rocTpoi Ta
XPOHiYHOI giapei” Ha "CuMnTomMaTnyHe
nikyBaHHs roctpoi giapei ") (TepMiH BBEAEHHSI
3MiH - NpoTArom 1-ro micsus nicns
3aTBEPOKEHHS)
84. JIOPAHO OO4T TabneTku, Wo CaHpgos CnoBeHis Jek CnoBeHis BHECEHHSA 3MiH 10 peecTpauinH1X maTepianis: be3s UA/6985/03/01
avcneprylotbca y | PapmachtoTi dapmaueBTM4Ha 3MiHu | TNy - 3MiHK Ao IHCTPYKUIi ang peuernma
poToBIl kans3 g.a. KOMNaHisa g. 4. MeOU4HOro 3aCTOCyBaHHS Yy po3ginu: Litu.
NOpPOXHUHi no 10 MoGiuni ecpekTn, 3rigHO 3 iHpopMmaLjieto Woao
mr Ne 7 (7x1) abo Me[MYHOro 3aCTOCYBaHHs peepeHTHOro
Ne 20 (10x2) y (KNAPUTWH) nikapcbkoro 3acoby. BBegeHHA
Gnictepax 3MiH cKopoTUTK Ao 3-X MicAauiB nicns
3aTBepPAXKEeHHA
85. NYBIHA TabneTkn, BKpUTI JToniH IHgis JTronin NimiTeq IHais BHECEHHSA 3MiH 10 pPEECTPALiNHNX MaTepianis: 3a UA/14875/01/01
NniBKOBOO JlimiTen 3miHu | Tuny - 3miHK 3 sikocTi. FoToBMN peuernmom
06ornoHkoto, no 21 nikapcbkui 3acio. Cuctema
TabneTuiy KOHTeWHep/3aKynopoBanbHUIM 3acib (iHWi 3MiHW)
GnicTepi, no 1 (YyTOYHEHHS p. «YNaKoBKa» LLOAO PO3MILLEHHSI
6nictepy pa3som 3 iHAMBIQYyanbHOro NakeTy, WO MICTUTLCA Y
iHOMBIQYyanbHUM KapTOHHI ynakoBL)
nakeTom B
KapTOHHI#
ynakoBLi
86. nonrPA/Q niocpinisat ans CaH IHAis CaH IHais BHECEHHS 3MiH 10 peecTpauinH1X maTepianis: 3a UA/8256/01/01
OENO cycneHsii gns dapmacbtoT dapmacbroTrkan 3MiHu | TNy - BBeAeHHsA abo 3MiHu fo peuenmom
iH'ekuin no 3,75 vKan IngacTpis JiTa. y3aranbHeHNX JaHux npo cuctemy
mr, 1 donakoH 3 IHOacTpi3 hapmakoHarnsaay (BKMoYadm KOHTaKTHI AaHi)
nopotukom Ta 1 ITo. Ta/abo 3MiHM y po3milLieHHI macTep-danna

amnyna 3
PO3YNHHMKOM
(HaTpito
kapbokcumeTunue
ntonosa, MaHiT (E
421), nonicopbar
80, kucnota
ouTOBa NboAsiHa,
BoAda Ans iH'ekuin)
no2mny
KapTOHHI#
ynakoBLi, BMiLLEHi

cucTemun chapmakoHarnsigy
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[TponoBkeHHs qogaTka 3

Ne Haszea Popma eunyckKy 3asieHuUK Kpaina Bupo6Huk KpaiHna PeecmpauitiHa npouyedypa Ymoeu Howmep
n/n JNliKapCcbKO20 (nikapcbka eidnycKky | peecmpauiliHo20
3acoby ¢hopma, noceid4yeHHs
ynakoeka)
B NNacTMKOBY
YMakoBKy B
KapTOHHI kopobui
87. MEOOMNEHEM NMOPOLLOK AJ1A Mepokewmi Kinp Mepokemi T Kinp BHECEHHS 3MiH 10 pEeECTpaLinHNX MaTepianis: 3a UA/11738/01/02
pO34MHy Ans nTa (3aBog B) 3miHm | Tuny - AamiHictpaTtvBHi 3MiHW. 3miHa | peuenmom
iH'eKkUin abo HaliMeHyBaHHSA Ta/abo agpecu Micus
iHpysinno1r, 1 NpoBaKEHHS OisnNbHOCTI BUpOoOHMKa/imnopTepa
hnakoH 3 rOTOBOrO JiKapCbKOro 3acoby, BKIoYauim
NOPOLLKOM Y AinbHUUI BUNYycky cepii abo Micue npoBeaeHHs
KapTOHHI kopooLi KOHTPOIIO SIKOCTi (AiANbHICTb, 3a Ky BignoBiaae
BUPOGHUK/IMMOpTEp, BKNIOYAOUM BUMYCK CEPin)
(3miHa HanmMeHyBaHHSA BUPOOHMKA), K HACNILOK
BiANOBIAHI 3MiHM B TEKCTi MapKyBaHHS
ynakoBoK. (TepMiH BBEAEHHS 3MiH - MPOTArom 3-
X MicsiLiB micnsi 3aTBEPAXKEHHS)
88. ME3ATOH pPO34uH And ToBapucTteo YkpaiHa KOHTPOnb AKOCTI, YkpaiHa BHECEHHS 3MiH 4O peecTpaLinHuX MaTepianis: 3a UA/0511/02/01
iH'ekuin, 10 mr/mn 3 BUMYCK Cepii: 3MmiHn | TUNy - AgMiHicTpaTMBHI 3MiHW. 3MiHa peuenmom
no1mns obmexeHo ToBapucTeo 3 HariMeHyBaHHs1 Ta/abo agpecu micus
amnynax Ne 10 y Bignosigane 0obOMexeHo NpoBafKEHHS AisnbHOCTI BUpOGHMKa/imnopTepa
navui; HIiCTIO BignoBiganbHIiCcTHO rOTOBOrO JliKapCbKOro 3acoby, BKYaum
Ne 10 (10x1), "HocnigHni "[NocnigHunin 3aBop, AinbHUUI BUNycky cepii abo Micue npoBeaeHHs
Ne 10 (5x2) y 3aBo[, "THUNC", YkpaiHa KOHTPOIIO AKOCTI. (BiSANbHICTb, 3a Ky
6nictepax y nauui "rHunc" BCi cTapii Bignosigae BUpoGHMK/iMNopTep, BKoYaoym
BMpOBGHMLTBA, BUMYCK cepin) (NpMBedeHHs MiCLle3HaXO4KEHHS
KOHTPOIb SIKOCTI, BMpoGHukiB 113 y BignoBigHicTL 00
BUNYCK Cepil: opuriHanbHWX AOKyMeHTIB (konii nileHsii Ha
ToBapucTeo 3 BUPOGHULITBO), 6€3 3MiHW MicLst BUPOOHNLITBA)
0obOMexeHo (TepmiH BBEOEHHS 3MiH - NPOTArOM 6-Tu MicsLiB
BignoBiganbHicTHO nicnsa 3aTBepaxeHHs); 3miHu | Tuny -
"®apmaueBTnyHa AamiHicTpaTuBHI 3MiHK. 3MiHa HallMeHyBaHHS
KOMNaHis Ta/abo agpecu 3asBHMKa (BnacHuKa
"3popos's", peecTpauinHoro NoceigvYeHHs ) (3mMiHa
YkpaiHa Micue3HaxomKeHHs1 3asBHMKa) (TepMiH

BBEAEHHS 3MiH - MPOTArom 6-Tu MicsiLiB nicns
3aTtBepakeHHs); 3miHn | Tuny - 3MiHM 3 AKOCTI.
oToBwMiA Nikapcbkuin 3acio. Cuctema
KOHTeWHep/3aKkynoptoBanbHWi 3aci6. 3miHa
pO3Mipy YNakoBKM roTOBOrO JikapCbKoro 3acoby
(BUNYYEHHS YNaKOBKU MEBHOMO pPO3Mipy)
(BUNYYEHHS yNakoBKM rOTOBOIO NikapcbKoro
3acoby); 3miHu | TMny - AgMiHICTpaTUBHI 3MiHW.
BunyyeHHs BUpoGHUYOT AinbHULI (BKNOYaoum
AinbHuUi ansa A®I, npomibkHOro npoaykty abo
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[TponoBkeHHs qogaTka 3

Ne Haszea Popma eunyckKy 3asieHuUK Kpaina Bupo6Huk KpaiHna PeecmpauitiHa npouyedypa Ymoeu Howmep
n/n JNliKapCcbKO20 (nikapcbka eidnycKky | peecmpauiliHo20
3acoby ¢hopma, noceid4yeHHs
ynakoeka)
roTOBOro fikapCcbKkoro 3aco0y, AinbHuui ans
NpoBeAEHHS NaKyBaHHS, BUPOOHMKa,
BiNOBiAaNbHOro 3a BMMNYCK Cepit, MicLe
NpoBeAEHHS KOHTPOO cepii) abo
noctavanbHVKa BUXIQHOro MaTepiany, peareHTy
ab0 [ONOMIXXHOT PEYOBUHM (SIKLLO 3a3HAYEHO Y
[ocbe) (BUny4eHHs yHKLii - BCi cTagil
BMPOOHULITBA - 3 BUKOHYBaHWUX (OYHKLN (BCi
cTagii BUpoGHULITBA, KOHTPOSb SIKOCTi, BUMYCK
cepii) ansa supobHuka TOB "docnigHuin 3aBog
"THUNC", YkpaiHa);
89. MECAKOI TabneTkn, BKPUTI CaH IHAis CaH IHais BHECEHHS 3MiH 10 peeCTpauinHNX maTepianis: 3a UA/11631/01/01
06OroHKoM, dapmackioT dapmacbroTukan 3miHu | TMny - BBegeHHs abo 3miHn ao peuernmom
KMLLKOBOPO34UHHI, ukan IHpacTpis ITa. y3aranbHeHVX JaHWUX Npo CUCTeMy
no 400 mr no 10 IHOacTpi3 dbapmakoHarnsaay (BKMoYaym KOHTaKTHI AaHi)
TabneTok y ITo. Ta/abo 3MiHM y po3MmilLieHHI macTep-danna
ctpwni, no 1 abo cuctemu hapmakoHarnagy
3, abo 5 cTpunis y
KapTOHHI# kopobui
90. MIPAMNEKC® TabneTkn BepiHrep HimeuunHa BepiHrep HimeuunHa BHECEHHS 3MiH 10 peeCTpaLlinHNX maTepianis: 3a UA/3432/02/01
na NPOJSIOHroBaHOI Ail |Hrenbxamm IHrenbxanm ®apma 3MmiHu | Tuny - AamiHicTpaTvBHI 3MiHU. 3MiHa peuyenmom
no 0,375 mr IHTEepHELUHN M6X i Ko. KI HalimeHyBaHHA Ta/abo agpecu Micus
Ne10x3 y m6X NpoBaXeHHs AisnNbHOCTI BUpobHUKa/imnopTepa
Gnictepax rOTOBOrO JiKapCbKOro 3acoby, BKIoYaum
AinbHUUI BUNYyCKy cepii abo Micue npoBeaeHHSA
KOHTPOIIO AKOCTI. (AiANbHICTb, 3a AKY
BigNoBiaae BMPOOHMK/iIMNoOpTeEp, BKITOYAKUM
BUMYCK cepiln) (NpMBEAEHHS MiCLIe3HAaXOQKEHHS
BupobHuka M3 y BignosigHicTb 40 BncHoBKY
Loao NigTBEPOKEHHS BigNOBIGHOCTI
BMpOOHMUTBa NikapcbkMx 3acobiB BUMoOram
HanexHoi BupobHuyoi npakTtukm (GMP),
BMAaHoro [lepxxaBHot crnyx6oto YkpaiHu 3
nikapcbkmx 3acobis 3 nepenikom J13, 6e3 3miHn
Micus BupobHuuTBea) (TepMiH BBEOEHHS 3MiH -
nNpoTsrom 3-x MicauiB Nicns 3aTBepAXEHHS)
91. MIPAMEKC® TabneTkn BepiHrep HimeuunHa BepiHrep HimeuunHa BHECEHHS 3MiH 10 peecTpauinH1X maTepianis: 3a UA/3432/02/02
na NPOJSIOHroBaHOI Ail |Hrenbxamm IHrenbxavm ®apma 3MmiHu | Tuny - AamiHicTpaTvBHI 3MiHU. 3MiHa peuenmom
no 0,75 mr Ne10x3 | IHTepHewHn MmM6X i Ko. KI HalMeHyBaHHs Ta/abo agpecu micus
y Grnictepax bX

NpPoBaXeHHs AisiNbHOCTI BUpOOHUKa/imnopTepa
rOTOBOTO JiKapCbKOro 3acoby, BKNOYaym
AinbHUUI BUNYyCKy cepii abo Micue npoBeaeHHSA
KOHTPOJTIO AKOCTI. (LisNbHICTb, 3a AKY
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[TponoBkeHHs qogaTka 3

Ne Haszea Popma eunyckKy 3asieHuUK Kpaina Bupo6Huk KpaiHna PeecmpauitiHa npouyedypa Ymoeu Howmep
n/n JNliKapCcbKO20 (nikapcbka eidnycKky | peecmpauiliHo20
3acoby ¢hopma, noceid4yeHHs
ynakoeka)
Bignosigae BUpoGHMK/iMNopTep, BKoYaoym
BWMNYCK Cepil) (NpMBEAEHHS MiCLEe3HaXOOXeHHS
Bupo6Huka M3 y BignosigHicTbL Ao BucHoBky
LoJo NigTBepoKEeHHS BigNOBIgHOCTI
BMPOGHMLITBA Nikapcbkux 3acobis BMMoram
HanexHoi BUpobHuyoi npaktukn (GMP),
BMAaHoro [lepxaBHoto crnyxboto Ykpainu 3
nikapcbkux 3acobis 3 nepenikom J13, 6e3 3miHu
Micus BUpoGHMLUTBA) (TepMiH BBEAEHHS 3MiH -
npoTsrom 3-x MicauiB Nicns 3aTBepAXEeHHs)
92. | MIPAMEKC® Tabnetkn BepiHrep HimewunHa BepiHrep HimewunHa BHECEHHSA 3MiH 4O peecTpaLinHuX MaTepianis: 3a UA/3432/02/03
na NPOSIOHIroBaHoI Aii | IHrenbxamm IHrenbxaim dapma 3miHm | Tuny - AamiHictpaTvBHi 3MiHW. 3miHa | peuernmom
no 1,5 mr Ne10x3 IHTepHeLwHN M6X i Ko. KIF HaiMeHyBaHHs1 Ta/abo agpecu micus
y 6nictepax meX NpoBaKeHHs OisnNbHOCTI BUpoOHMKa/imnopTepa
rOTOBOrO NiKapcbKoro 3acofby, BKMoYaym
AinbHUUI BUNYycky cepii abo Micue npoBeaeHHs
KOHTPOIMIO SIKOCTI. (AiANbHICTb, 3a AKy
BignoBiaae BMPOGHMK/iMNopTep, BKIIKOYaun
BWMNYCK Cepii) (NpMBEAEHHS MiCLEe3HaXOOXeHHS
BupobHuka M3 y BignosigHicTb 40 BucHoBKy
Loao NigTBepoKEeHHS BigNOBIgHOCTI
BMPOGHMLTBA Nikapcbkux 3acobis BMMoram
HanexHoi BUpobHuyoi npaktukn (GMP),
BMAaHoro [lepxaBHot cnyx6oto YkpaiHu 3
nikapcbkux 3acobis 3 nepenikom J13, 6e3 3miHu
Micus BupobHuuTBa) (TepMiH BBEOEHHS 3MiH -
npoTsarom 3-x MicauiB nicns 3aTBepAXEHHs)
93. MyumTyC kancynu no 150 Makneopac IHAis Makneopac IHais BHECEHHS 3MiH 10 peecTpauinH1X maTepianis: 3a UA/5589/01/01
Mr no 6 kancyny dapmacbioT PapmacboTuKanc 3MiHuW | TUNy - BBEeAEHHs abo 3MiHM Ao peyenmom
cTpuni; no 2 abo vKarnc Nimiten y3aranbHeHUX JaHux Npo cuctemy
no 5 ctpunis y JlimiTe bapmakoHarnsaay (BKoYaym KOHTaKTHI AaHi)
KapTOHHIn Ta/abo 3MiHM y po3MmilLieHHI macTep-danna
ynakosui cuctemun dhapmakoHarnagy
94. MYLUUTYC kancynu no 300 Makneogac IHgis Makneogac IHgis BHECEHHSA 3MiH 10 pEECTPALiNHNX MaTepianis: 3a UA/5589/01/02
Mr no 6 kancyny dapmacbioT PapmacboTuKanc 3MiHuW | TUNYy - BBEAEHHs abo 3MiHM Ao peyenmom
cTpuni; no 2 abo ukanc Jlimiten y3aranbHeHUX AaHnx npo cuctemy
no 5 ctpunis y JlimiTeq bapmakoHarnsaay (BKoYaym KOHTaKTHI AaHi)
KapTOHHIN Ta/abo 3MiHM Y po3MmilLeHHi macTep-danna
ynakosui cuctemn dhapmakoHarnsgy
95. HANBY®IH pPO34uH And TOB "Opis- YkpaiHa TOB "lOpig-®apm” YkpaiHa BHECEHHS 3MiH 4O peecTpaLinHuX MaTepianis: 3a UA/14429/01/01
iH'ekuin, 10 mr/mn dapm" 3MiHn | Tuny - 3miHn 3 akocTi. FoToBUN peuenmom

no1lwmn, 2mny

nikapcbkui 3aci6. 3MiHu y BUpoBHUUTBI. 3miHa




36 [IponoBkeHHs qoaaTka 3
Ne Haszea Popma eunyckKy 3asieHuUK Kpaina Bupo6Huk KpaiHna PeecmpauitiHa npouyedypa Ymoeu Howmep
n/n JNliKapCcbKO20 (nikapcbka eidnycKky | peecmpauiliHo20
3acoby ¢hopma, noceid4yeHHs
ynakoeka)
nonepeaHL0 po3Mipy cepii (BKMNoYaoum gianasoH po3mMipy
HaNOBHEHMNX cepii) rotoBoro nikapcbkoro 3acoby
wnpuuax Ne 1 (36inbweHHsa o 10 pasis NOPIBHAHO i3
(1x1), Ne 5 (5x1); 3aTBEPXXEHVMM PO3MIPOM)
no1mn,2mnB
amnynax Ne 5
(5x1), Ne 10 (5x2)
96. HATPIIO pPO34uH And ToBapucTteo YkpaiHa TosapucTBo 3 YkpaiHa BHECEHHS 3MiH 4O peecTpaLinHuX MaTepianis: 3a UA/8438/01/01
xXnoewupg iHdpysin, 9 mr/mn 3 obmexeHoto 3MiHu | TMNy - 3MiHK Woao peuernmom
no 100 mn, abo obmexeHo BiNOBiAANbHICTIO 6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnagy -
200 mn, abo 250 Bignosigans dipma "Hosodapm- 3MiHa rpadiyHOro 306paxeHHsi ynakoBku Ha
mn, abo 400 mn, HicTIo dhipma BiocnHTes" TEKCT MapKyBaHHS AN NePBUHHOT Ta BTOPUHHOIT
a6o 500 mny "Hosodhapm- ynakoBkun. BBeaeHHs1 3MiH npoTsarom 3-x
nnawui; no 1 BiocuHTes" MicsaliB nicna 3aTBepAXXEeHHA
nNawdi B
KapTOHHIN
kopobui; no 100
mn, no 200 mn
a6bo 250 mn, abo
400 mn, abo 500
MIT Yy MAsLKaXx
97. HEWPOBITAH® | TabneTku, BKpWTI Anb-Xikma WopaaHist Anb-Xikma WopaaHist BHECEHHS 3MiH 10 peecTpauiiH1X maTepianis: 6e3 UA/7433/01/01
o6onoHkoto no 10 | dapmacektoT dapmacboTukans BUNPaBMEHHs TEXHIYHOT MOMUIIKN Y peuenma
TabneTtok y nkan3s cneuudikaLii Ta aHaniTUYHIN meToaumLi 3a
6nictepi; no 3 nokasHukom "CepegHsa maca Tabnetku”
6nictepn y 06yMOBEHO TVM, Lo ByNo NOMWUIKOBO
KapPTOHHI kopoOLi 3a3HayeHo nocunaHHa Ha MoHorpadito <905>
USP ans BunpoGyBaHHs 3a JaHWMM NoKasHuka
98. HEIH®EKLIWHI | gpaxe Ne 75 Ta TOB YkpaiHa TOB "ImyHonor" YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiHuX MaTepianis: 3a 292/11-
ANEPIEHU Ne 15. "ImyHonor" 3MiHu | Tuny - 3miHn 3 akocTi. FoToBMNI peuernmom 300200000
(MIKCT- Bunyckaetbes y nikapcbkuit 3acib. KoHTponb rotoBoro
ANEPIrEHWN) komnnekTi: 1) nikapcbKkoro 3acoby. 3miHa napameTpis
NOBYTOBOI KOMMIEKT, LLO cneumdikauin Ta/abo AONYCTUMUX MEX
reynmy MiCTUTb: 75 roTOBOTO MiKapCbKOro 3acoby (AONOBHEHHS
BUrnAgl apaxe (5 pagkis cneumdikalii HOBUM MOKa3HUKOM 3 BignoBiaHUM
OPAXE no 15 gpaxe y MEeTOAOM BMNPODBYBaHHS)

KOXXHOMY psiaKy 3
BMiCTOM anepreHy
0,2 PNU, 2,0
PNU, 20,0 PNU,
200,0 PNU, 1000
PNU BignosigHo);
2) no 15 gpaxe 3
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[TponoBkeHHs qogaTka 3

Ne Haszea Popma eunyckKy 3asieHuUK Kpaina Bupo6Huk KpaiHna PeecmpauitiHa npouyedypa Ymoeu Howmep
n/n JNliKapCcbKO20 (nikapcbka eidnycKky | peecmpauiliHo20
3acoby ¢hopma, noceid4yeHHs
ynakoeka)
BMiCTOM
anepreHis 1000
PNU ans
nigTPUMYyH4OT
Tepanii
99. HOBOMIKC® 30 | cycneHsia gns A/T Hoeo [aHis Bupo6Huk HaHis/PpaH BHECEHHS 3MiH 10 peecTpauinH1X maTepianis: 3a UA/4862/01/01
®JIEKCNEH® iH'ekuin, 100 Hopaick Hepo3dacoBaHoro uis/Oanisa/ 3MmiHu | TUNy - FoTOBMIA Nikapcbkuii 3aci6. peuenmom
Of/mn no 3 mny NPOAYKTY, Bpasunis Bupo6HuuTBo. 3amiHa abo BBeeHHS
KapTpugxax, HamnoBHEHHS B [04aTKOBOT AinNbHUL BUPOOHULTBA ANs
BKNageHux B MeHpin®, YacTnHM abo BCbOro BUPOOHMYOro npouecy
OfiHOpas3oBy nepsuHHa roTOBOrO MikapCbKOro 3acoby (aineHuUUs Ang
6araTtogosoBy yrnakoBKa, KOHTPOIb BTOPWHHOIO MaKyBaHHS) (BBEAEHHSI [OAATKOBOI
wnpuu-pyyky Ne AKOCTi Ta BMPOOHMYOI AinsHkm HoBo Hopgaick

1, Ne 5

BignoBiganbHUn 3a
BUMYCK cepin
KiHL|leBOro
NpoayKTy:

A/T Hoeo Hopaick,
Oania
BupoGHuk
NpoAyKUii 3a
NOBHUM LIMKIIOM:
Hoso Hopgaick
MpoatokcboH CAC,
®paHuis
BupobHukn gns
306upaHHs,
MapKyBaHHs1 Ta
YNaKoBKM
drnekclMeH®,
BTOPUHHOTO
nakyBaHHS:
A/T HoBo Hopagick,
LaHis;

A/T Hoeo Hopaick,
LaHia
BupoGHuk
Hepo3dacoBaHoOi
npoAaykuit,
HamnoBHEHHS B
MeHpin®,
nepBMHHA ynakoBka
Ta 36upaHHs,

MpopatokcboH CAC, ®paHuis ons BTOPUHHOMO
nakyBaHHs NpoaykTy) (TepMiH BBEAEHHS 3MiH -
NpoTAroMm 6-Tn MicsLiB NicNsA 3aTBEPIKEHHS);
3MiHn | Tuny - 3miHn Wwoao
6esnekn/edekTBHOCTI Ta hapmakoHarnagy
(iHWi 3miHM) (3MiHN BHeCeHI Woao BUPOOHMKa
Ta MiCLe3HaxXOMKEHHS B MapKyBaHHi Ha
BTOPWHHIN ynakoBL,. NpoeKkT mapKyBaHHs
ynakoBku Bignosigae sumoram JoaaTky 23
Mopsaky NnpoBeAeHHs ekcnepTusn matepianis
Ha nikapcbki 3acobu, Lo noaatTbes Ha
AepxaBHy peecTpalito (nepepeecTpadid), a
TaKOX eKCrnepTM3n MaTepiarnis Npo BHECEHHS
3MiH 0O peecTpaLiiHNX MaTepianis NpoTarom Aji
peecTpauinHOro NoCBigYeHHs, 3aTBePOKEHOIO
Haka3am MOS3 YkpaiHu Big 26.08.2005 Ne 426
(y pepakuii Hakasy MO3 YkpaiHu Big
23.07.2015 Ne 460) (TepmiH BBEOEHHS 3MiH -
nNpoTAroMm 6-Tn MicsLiB NicNsA 3aTBEPIKEHHS);
3minu Il Tuny - FCoToBMIA Nikapcbkuii 3acit.
Bupo6HuuTBO. 3MiHK, O CTOCYIOTHCA BUMYCKY
cepii Ta KOHTPOMO AKOCTi FOTOBOrO NiKapCbKoro
3acoby (3amiHa abo goaaBaHHSA BUPOOHMKA,
BiANOBIAaNbHOro 3a BUMNYCK Cepii) - BKIoYa4m
KOHTpOIb/BMNpoByBaHHSA cepii Ans nikapcbkoro
3acoby GionoriyHoro/iMmyHonoriYHoro
NOXOPKEHHS Ta OAWH 3 METOAIB aHanisy, Lo
3aCTOCOBYETLCS Ha AiNbHULI, €
6ionoriYHMM/iMyHONOTYHUM/IMYHOXIMIYHWM
METOAO0M (BBEAEHHS A0AATKOBOI BUPOBHMYOI
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[TponoBkeHHs qogaTka 3

Ne Haszea Popma eunyckKy 3asieHuUK Kpaina Bupo6Huk KpaiHna PeecmpauitiHa npouyedypa Ymoeu Howmep
n/n JNliKapCcbKO20 (nikapcbka eidnycKky | peecmpauiliHo20
3acoby ¢hopma, noceid4yeHHs
ynakoeka)
MapKyBaHHs Ta ainaHkm Hoeo Hopgaick MpoatokeboH CAC,
ynakoBka ®paHuia ans koHTponto akocTi M3 Ta Bunycky
dnekclleH®, cepin) (TepMiH BBEAEHHS 3MiH - MPOTArOM 6-Tn
BTOpPUHHE MicsUiB nicnsi 3aTBEPAXKEHHS)
naKyBaHHS:
Hoso Hopgick
Mpoaykao
dapmaceyTika oo
Bpasinb JlTaa.,
Bpasunis
100. | HOOOXKEPOH- | tabnetku, BKpuTI TeBa I3painb BMPOBGHULITBO 3a I3paine/ BHECEHHS 3MiH 4O peecTpaLinHuX MaTepianis: 3a UA/14466/01/01
TEBA NnniBKOBOO dapmaueBTik NOBHUM LIUKITOM: YropLmHa 3MiHM | TMNYy - 3MiHK 0O IHCTPYKUIT Anga peuenmom
obornoHkoto, no 5 an IHgacTpis TeBa MeAN4YHOro 3acToCyBaHHS - 3MiHU, LWOJ0
Mr + TabneTku, Nt dapmauesTikan BHeCeHHS iHdopmalii 3 6e3nekun 3acTocyBaHHSA
BKpUTi NNiBKOBOIO InpgacTpis Jlta., Jil040i po4OBNHM MEMaHTWHY rigpoxnopua 4o

obornoHkoto, no 10
Mr + TabneTku,
BKPWTi NNiBKOBOIO
o6onoHkoto, no 15
Mr + TabneTku,
BKpUTi NNiBKOBOKO
obornoHkoto, no 20
Mr, KOMOi-
ynakoBka: no 7
Tabnetok (no 5
Mmr) y 6nictepi, no
1 Gnictepy B
Kopobui, no 7
Tabnetok (no 10
Mmr) y 6nictepi, no
1 Gnictepy B
kopobui, no 7
Tabnetok (no 15
Mmr) y 6nictepi, no
1 Gnictepy B
Kopobui, no 7
Tabnetok (no 20
Mmr) y 6nictepi; no
1 Gnictepy B
Kopobui; no 4
KOpoOKK (KOXXHa 3
AKUX MICTUTb No 1
Onictepy 3

I3painb; nepBrHHa
Ta BTOPUHHA
ynakoBKa, KOHTPOIb
AKOCTI:

TeBa
dapmaueBTikan
InpgacTpis Jlta.,
I3painb; nepBuHHa
Ta BTOPUHHA
ynakoBKa, KOHTPOIb
SIKOCTI, BUMNYCK
cepii: AT
dapmMaueBTUYHUIA
3aBoa TEBA,
YropumHa

iHCTPYKUiT y po3ainu: Jlikapcbka chopma.
3acTocyBaHHSs y nepiof BariTHOCTi abo
roayBaHHs rpyaato. NepenosyBaHHs.
BBegeHHs 3MiH npoTArom 3-x MmicsauiB nicnsa
3aTBePMAKEHHS; 3MiHU | Tvny - 3MiHM Woao
6e3nekn/edeKkTMBHOCTI Ta hapMakoHarnagy -
3MiHW, WOA0 PO3aiNeHHs TeKCTy iHCTPYKLUIT
(okpemo 3aTBEpPAMTH IHCTPYKLiO Ans
HoopxxepoH-TeBa, TabneTku, BKpUTi MiBKOBOK
060mnoHKo, Mo 5 Mr + TabneTkn, BKPUTI
nniBKOBOK 000MOHKO, No 10 Mr + TabneTku,
BKPUTI NNiBKOBOK 060MOHKO, N0 15 Mr +
TabneTkn, BKpUTI NNiBKOBOK 060510HKO0, Mo 20
mr). BBeaeHHs1 3MiH npoTarom 3-x micauis
nicnsa 3aTBepAXeHHs
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Ne Haszea Popma eunyckKy 3asieHuUK Kpaina Bupo6Huk KpaiHna PeecmpauitiHa npouyedypa Ymoeu Howmep
n/n JNliKapCcbKO20 (nikapcbka eidnycKky | peecmpauiliHo20
3acoby ¢hopma, noceid4yeHHs
ynakoeka)
Tabnetkamu no 5
mr aéo 10 mr, abo
15 wr, abo 20 wmr)
B kopobui
101. | HOP®JIOKCAL | TabneTku, BKpUTI ToBapucTBo YkpaiHa BCi cTagji YkpaiHa BHECEHHS 3MiH 10 peecTpauifH1X maTepianis: 3a UA/3948/01/01
UH-300POB'A MMiBKOBOO 3 BUPOGHNLTBA, BUMNPAaBIIEHHS TEXHIYHOT MOMUITKM B MeTogaX peuenmom
060noHKo, Mo obmexeHoto KOHTPOIb SKOCTI, KOHTPOJIO SIKOCTi 3@ po3AinomM «Po34nmHeHHs»
400 mr no 10 Bignosigans BUMYCK cepii:
TabneTtok y HiCTIO ToBapucTso 3
6nictepi, no 1 "dapmaueBT obMexeHo
onictepy y MYHa Bi4NOBiAANbHICTIO
KapPTOHHI kopoOLi KOMMaHis "dapmaueBTUYHa
"3popos's"” KOMMaHisi
"3aopos's",
YkpaiHa; Bci ctagii
BMpOBGHMLTBA,
KOHTPOIb SKOCTi:
ToBapucTeo 3
obmexeHoro
BignoBiganbHicTO
"dapwmekc pyn",
YKpaiHa
102. | HYPOPEH® cynosuTopii no 60 PekkiTT CnonyyeHe damap A.B.E. peuis BHECEHHS 3MiH 4O peecTpaLinHuX MaTepianis: 6es UA/6642/02/01
Ona QITEn Mrno 5 BeHkizep KoporniscTs 3MiHM | TNy — 3MiHa TEKCTY MapKyBaHHs peuenma
cynosuTopiiB y Xenckep o Benukoi BTOPVHHOI YNaKOBKM Y 3B’A3KY 3 NPYBEAEHHAM
6nictepi; no 2 IHTEepHeLWwHnN BpuTaHii iHpopmaLii Ha ynakoBLi A0 iHCTPYKUiT Ans
onictepn y Jlimiten Ta MeANYHOro 3acToCyBaHHS
KapPTOHHI kopoOLi MiBHiYHOT
IpnaHgii
(kopoTka
Ha3Ba
KpaiHu:
Benwuka
BpuTaHis)
103. | OKCAJININATWU | koHUeHTpaT Ans EBEBE ABcTpis EBEBE ®apma ABCTpis BHECEHHS 3MiH 10 peecTpauinH1X maTepianis: 3a UA/6314/02/01
H "EBEBE" PO34unHy Ans dapma Fec.m.6.X. Hopr. KI 3MiHu | TNy - 3MiHK Ao iHCTpPYKUii ang peuernmom
iHcpy3in, 5 mr/mn lec.m.6.X. MeOUYHOro 3aCTOCYBaHHS Y po3ainu:
no 10 mn (50 wr), Hdr. KI "MpoTtunokasaHHs", "OcobnueBocTi

20 mn (100 wr),
40 mn (200 mr) y
dnakoHax Ne 1

3actocyBaHHs", "IMo6GiyHi peakuii” 3rigHo 3
OHOBIEHOIO iHbopMaLieto 3 6e3nekn
3acTocyBaHHs okcaninnatuHy. BBeaeHHs 3MiH
npoTArom 3-x MicsALUiB nicnsa 3aTBepaAXKeHH:A
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[TponoBkeHHs qogaTka 3

Ne Haszea Popma eunyckKy 3asieHuUK Kpaina Bupo6Huk KpaiHna PeecmpauitiHa npouyedypa Ymoeu Howmep
n/n JNliKapCcbKO20 (nikapcbka eidnycKky | peecmpauiliHo20
3acoby ¢hopma, noceid4yeHHs
ynakoeka)
104. | OKCUBIOEH pPO34uH And ®epepancHe | Pocincebka ®epeparnbHe Pociicbka BHECEHHS 3MiH 4O peecTpaLinHuX MaTepianis: 3a UA/4788/01/01
GBS iH'ekuin 1% no JepxaBHe depepadia | gepxasHe yHiTapHe | Pepepadia 3MmiHn | TMny - AgMiHicTpaTMBHI 3MiHW. 3MiHa peuernmom
1 mn B amnyni; no yHiTapHe nignpuemMcTBo HanmeHyBaHHA Ta/abo agpecu Micus
5amnyny nianpuemcTs "MockoBCbKMI NpOoBaKEHHSN QiANbHOCTI BUpOOHMKa/imnopTepa
KOHTYPHIN o) €HOOKPUHHUN rOTOBOrO JiKapCbKOro 3acoby, BKYaum
YapyHKOBIN "MoCKOBCbKM 3ason" AinbHUUI BUNycky cepii abo Micue npoBeaeHHs
ynakosLuj; no 2 ] KOHTPOIO SIKOCTI. (LisNbHICTb, 3a AKY
KOHTYPHi €HOOKPUHHU Bignosigae BUpo6HMK/iMNopTep, BKOYaoyu
YapyHKOBI 1 3aBon" BUMYCK cepin) (NpMBeAeHHs MiCLle3HaXO4KEeHHS
YyNakoBKN y BupoGHuka M3 go konii JliueHsii Ha
KapTOHHIN navui BMPO6GHULTBO, 6e3 3MiHM Micus BUpOBHULITBA);
3MmiHn | TUNy - AgMiHicTpaTMBHI 3MiHKU. 3MiHa
Ha3BW NikapcbKkoro 3acoby (0yno -
M.OKCIMNJNEKC)
105. | NTAHTACAH TabneTkn, BKPUTI CaH IHAis CaH IHaia BHECEHHS 3MiH 10 peecTpauinH1X maTepianis: 3a UA/3400/02/01
060roHKoH, dapmacbloT dapmacsloTukan 3MiHuM | TNy - BBeAEHHst abo 3MiHM Ao peuernmom
KULLKOBOPO34MHHI ukan IHpacTpis JTa. y3ararnbHeHVX JaHWUX Npo CUCTEMY
no 40 mr no 10 IHpacTpi3 hapmakoHarnaay (BKMoYaym KOHTaKTHI AaHi)
TabneTtok y Jita. Ta/abo 3MiHM y po3mileHHi macTtep-canna
cTpwni; no 1 abo cuctemn chapmakoHarnsgy
no 3 ctpunu B
KapTOHHIN
ynakoBLUj
106. | MAC HATPIIO rpaHynu Makneoac IHgis Makneogc IHgis BHECEHHSA 3MiH 10 peecTpauinH1X maTepianis: 3a UA/14233/01/01
FPAHYIIN 60% KMLLKOBOPO34MHHI, | PapmacbkloT dapmacboTrkanc 3MiHu | TUNY - 3MiHKU Woao peuenmom
600 mr/rno 9,2 r nkanc Nimiteq 6es3nekn/edekTNBHOCTI Ta hapmakoHarnsaay,
rpaHyn B calue; Jlimiten BUINYYEHHS TEKCTY MapKyBaHHS iHpopMaLlii, Lo
no 30 cawe B HaHoCUTbLCA WpndTOM bpanns
KapTOHHIN
ynakosuij; no 100 r
rpaHyn B calle;
no 1 cawe pasom
3 MipHOIO NOXKOH
y doNakoHi
107. | NEPUHAOMNPU | TabneTkn, BKpUTI TeBa I3painb AT YropLmHa BHECEHHS 3MiH 10 peecTpauiiHX maTepianis: 3a UA/14925/01/01
N/IHOANAMIA NnniBKOBOO dapmaueBTik dapmMaueBTUYHUIA 3MmiHn | TMNy - AgMiHicTpaTuBHI 3MiHKU. 3MiHa peuenmom
®OPTE-TEBA obornoHkoto, no 5 an lHpacTpis 3aBog TEBA Has3BW Mnikapcbkoro 3acoby (0yno -
mr/1,25 mr, no 30 JTo. MEPUHOOMNPUI/IHOAMNAMIO-TEBA ) (TepMiH

TabneTtok y
KOHTenHepi; no 1
KOHTENHepy B
Kopoo6ui

BBEAEHHS 3MiH - MPOTArom 6-Tu MicsiLiB nicns
3aTBEPOKEHHS)
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[TponoBkeHHs qogaTka 3

Ne Haszea Popma eunyckKy 3asieHuUK Kpaina Bupo6Huk KpaiHna PeecmpauitiHa npouyedypa Ymoeu Howmep
n/n JNliKapCcbKO20 (nikapcbka eidnycKky | peecmpauiliHo20
3acoby ¢hopma, noceid4yeHHs
ynakoeka)
108. | MPAUMEP TabneTtku, BKpUTI Mini Benvka Menpo IHais BHECEHHS 3MiH 4O peecTpaLinHuX MaTepianis: 3a UA/6766/01/01
obonoHkoto, no 50 Xenckepe BpuTaHis dapmacboTrKanc 3MiHu | TNy - 3miHK Woao peuenmom
mr o 10 Nimiteq MpisaT NimiTen 6e3nekun/edekTMBHOCTI Ta dhapmakoHarnsagy -
TabneTok y 3MiHWM Y MapKyBaHHi NePBMUHHOI Ta BTOPUHHOT
OnicTepi; no 1 YNaKoBKW: NPUBEAEHHS iHdopmMallii, Wo
6nictepy B MICTUTbCA Y TEKCTi MapKyBaHHS1 BTOPUHHOI
Kopoobui ynakoBKW, p. «3acToCyBaHHSA» Yy BiANOBIAHICTb
[0 iHcbopmMaUii, Wo MICTUTbCA B IHCTPYKUiT AN
MEeOMYHOro 3acTOCYBaHHs Y p. «[MokasaHHs» Ta
BMHECEHHS Y TEKCT MapKyBaHHSA BTOPWHHOI Ta
NepPBUHHOI YNakoBOK iHhopMmalii, woao
HaMeHYBaHHs1 3asiBHWKA, BUPOOHMNYOI NiLeH3sii,
cepii Ta 4aTv BUroToBNeHHS. BBeAeHHs 3MiH
npotArom 3-x MicsuiB nicnsa 3aTBepAXKEHHS
109. | NPOAEN kancynu no 20 mr CaH IHais CaH IHaia 3MmiHu | TNy - BBeaeHHs abo 3miHn ao 3a UA/9615/01/01
no 10 kancyn y dapmacbioT dapmacbroTukan y3ararnbHeHWX JaHWUX Npo CUCTEMY peuenmom
cTpwuni; no 6 ukan IHpacTpis NTg dapmakoHarnsgy (BKMoYaym KOHTaKTHI AaHi)
cTpunis y IHpacTpi3 Ta/abo 3MiHM y po3MiLLeHHi macTep-danna
KapTOHHI# kopobui JItg cucTemu dhapmakoHarnsgy
110. | MPOCTATWUNEH | niocpinisat ans TOB "3 YkpaiHa MpAT "BIOPAPMA" YkpaiHa BHECEHHS 3MiH 10 peeCTpaLlinHNX maTepianis: 3a UA/2988/01/01
-BIO®APMA pO34MHy Ans "BIO®APMA Ykpaina; TOB "®3 3miHu Il Trny - 3MiHm 3 akocTi. ADL. peuenmom
iH'ekuin no 10 wr, " "BIODAPMA", BupobHuuTtBo. 3miHa BUpobHMKa
10 amnyn 3 YkpaiHa BUXiOHOrO/NPOMIXKHOIrO NPoAyKTy/peareHTy, Lo
niodinizatom y BMKOPUCTOBYIOTLCS Y BUPOOHNYOMY MpoLieci
nauui; 5 pnakoHis A®Il, abo 3miHa BMpobHMKa (BkMoYarun, ae
abo amnyn 3 HeobxigHo, MicLe NpoBeaeHHS1 KOHTPOTo
niocpinizatom y akocTi) APl (3a BiacyTHOCTI cepTudikata
OnicTepi; no 2 BignoBigHOCTI €Bponeichbkin hapmakonei y
6nictepn y nayui 3 3aTBEPAXEHOMY [OCLE)(BBEOEHHSA HOBOTO
KapTOHY BUPOOHUKa APl 3 HagaHHSAM MacTep-dalina Ha
ADI) - BBEAEHHSA 004ATKOBOrO BUPOOHUKA
Aito40i pevyoBUHU
111. | TIPOTA®AH® cycneHsis ons A/T Hoeo Oania BupobHuk Oanis/ BHECEHHSA 3MiH 10 pEECTpaLinHNX MaTepianis: 3a UA/12613/01/01
HM NEH®IN® iH"ekuin 100 Hopaick Hepo3dacoBaHoOro DpaHuisa/ 3MiHu | TMny - FoToBUIA NiKapcbkui 3acib. peuenmom
MO/mMnno 3 mny NPOAYKTY, Hanis/bpas BupobHuuTBo. 3amiHa abo BBeAEHHS
kapTpuoxax Ne 5 HamnoBHEHHS B unis [0AaTKOBOI AinbHUL BUpOOHMUTBa ANd
MeHpin®, YacTuHM abo BCbOro BUpOOHUYOro npouecy
nepBuHHA roTOBOro fikapCcbKoro 3acoby (JinbHuUUA Ans
ynakoBKa, KOHTPOIb BTOPWHHOIO MaKyBaHHS) (BBEAEHHSI [OAATKOBOI
SKOCTi Ta BMPOOHUYOI ainsiHkn HoBo Hopgaick

BiANOBiAanbHWI 3a
BUNYCK Cepin
KiHL,EBOro

MpoatokcboH CAC, ®paHLuis Ans BTOPUHHOIO
nakyBaHHs npoaykTy) (TepMiH BBEAEHHS 3MiH —
noTArom 6-Tv MicsLiB Micns 3aTBEPAXKEHHS);
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Ne Haszea Popma eunyckKy 3asieHuUK Kpaina Bupo6Huk KpaiHna PeecmpauitiHa npouyedypa Ymoeu Howmep
n/n JNliKapCcbKO20 (nikapcbka eidnycKky | peecmpauiliHo20
3acoby ¢hopma, noceid4yeHHs
ynakoeka)
NPOAYKTY: 3miHu Il Tuny - FCoToBMIA Nikapcbkuii 3acit.
A/T Hoso Hopaick, BrpobHMLTBO. 3MiHW, LLIO CTOCYOTLCA BUMYCKY
Hanis cepii Ta KOHTPOIO AKOCTi FOTOBOTO NiKAPCLKOro
BupoGHuk 3acoby (3amiHa abo goaaBaHHS BUPOOHMKA,
NpoAyKUii 3a BiQNOBIAaNbLHOro 3a BUMNYCK Cepii) - BKIoYa4m
NOBHUM LMKIOM: KOHTpOIb/BUNpoByBaHHSA cepii Ans nikapcbkoro
Hoso Hopgaick 3acoby GionoriyHoro/iMmyHonoriYyHoro
MpoatokcboH CAC, NOXOAXKEHHS Ta OAWH 3 MeTOAIB aHanisy, Lo
dpaHuis 3aCTOCOBYETLCS Ha AiNbHULI, €
BupobHuk ans 6ionoriYHMM/iIMyHONOYHUM/IMYHOXIMIYHUM
MapKyBaHHA Ta MEeTOAO0M (BBEAEHHSA AOAATKOBOI BUPOOHMYOI
ynakoBku MNeHpin®, ainaHkm Hoeo Hopaick MpoptokcboH CAC,
BTOPUHHOIO ®paHuia ans koHTponto akocTi 113 Ta Bunycky
nakyBaHHS: cepin (TepmiH BBEAEHHS 3MiH - NPOTSroM 6-Tu
A/T Hoeo Hopaick, MicALiB Nicns 3aTBEPAXEHHS);
Hanis 3MiHu | Tuny - 3miHn Wwoao
Brpo6Humk 6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsgy
Hepo3sdacoBaHol (iHWi 3miHK) (3MiHX BHECEHI LWoAo BUAANEHHN
npoayKuii, PYMYHCBKOI MOBU Ha NEPBUHHIN Ta BTOPWHHIN
nepBuHHa Ta ynakosLi. [HbopmaLis Ha ynakosLi Bignosigae
BTOpPUHHA Bumoram po3aginy XVIII Mopsaaky npoBeaeHHA
ynakoBka: eKcnepTu3n marepianis Ha nikapcbki 3acoowm,
Hoso Hopaick LLO nogatTbCs Ha AepXKaBHY peecTpadito
Mpoaykao (nepepeecTpaldist), a TakoX ekcnepTuan
dapmaceyTika oo MaTepianis Npo BHECEHHs 3MiH 40
Bpasins ITaa., peecTpauinHmx maTepianis NpoTarom Aii
Bpasunis peecTpaLinHOro NoCBiAYEHHs!, 3aTBEPAXKEHOMO
Haka3am MOS3 YkpaiHu Big 26.08.2005 Ne 426
(y pemakuii Hakasy MO3 YkpaiHu Big
04.01.2013 Ne 3);
112. | PAHCEJNEKC kancynu no 100 CaH IHais Panb6akci IHaia BHECEHHS 3MiH 10 peecTpauifnH1X maTepianis: 3a UA/6370/01/01
mr, no 10 kancyn dapmacbtoT JlabopaTopis 3MiHu | TUnNy - 3miHn Wwoao peuernmom
y 6nictepi, no 1 nkan Nimiteq 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsgy.
Onictepy B IHpacTpi3 BBeneHHs abo 3MiHM 00 y3aranbHEHUX aHnX
KapTOHHIi# kopobui Nimiteq npo cuctemy dapmakoHarnagy (BegeHHs

y3aranbHeHNX JaHNX Mpo CUCTeMy
dapmakoHarnsify, 3MiHa ynoBHOBaXXeHOT 0cobu,
BignoBigarnbHOI 3a 34iNCHEeHHSA
bapMakoHarnsay; KOHTakTHOT ocobu 3
dapmakoHarnsay 3asiBHUKa Ans 30iMCHEeHHs!
apmakoHarnsgy B YkpaiHi, SiKLLO BOHa
BiAMiHHA Bi yNnoBHOBaXeHOI ocobu,
BiNoBiganbHOI 3a 34iNCHEHHS
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n/n

Hasea
JNliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka
¢popma,
ynakoeka)

3asieHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpauitiHa npouyedypa

Ymosu
eidnycky

Howmep
peecmpauyitiHo2o
noceidyeHHs1

113.

dapmakoHarnsgy (BKMoYaym KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLeHHi macTep-danna
cuctemn chapmakoHarnsagy); 3miHa 3asBHuKa
(BracHvKa peecTpauinHOro NocBigYeHHst

114.

PAHCENNEKC

PAH®EPOH-12

kancynu no 200
mr, no 10 kancyn
y 6nictepi, no 1
6nictepy B
KapTOHHi kopobui

CaH
dapmacboT
ukan
IHpacTpi3
Jlimiten

IHApis

Panb6akci
JTabopartopis
Nimiten

IHApis

BHECEHHS 3MiH 40 peecTpaLuiiHuX MaTepianis:
3MiHm | Tuny - 3miHn wopno
6e3nekn/edeKTUBHOCTI Ta hbapmakoHarnsaay.
BBeneHHs1 abo 3MiHM [0 y3aranbHEHUX JaHUX
npo cuctemy capmakoHarnaay (BegeHHs
y3aranbHEeHNX JaHNX MpPo cucTemy
dapmakoHarnsigy, 3MiHa ynoBHOBaXXeHOT ocobu,
BignoBiganbHOI 3a 3AiNCHEHHSA
dapmakoHarnsify; KOHTakTHOI ocobu 3
capmakoHarnsay 3asiBHUKa Ans 30iINCHEeHHs
hapmakoHarnsgy B YkpaiHi, SKLO BOHa
BiAMiHHa Bil yNnoBHOBaXeHOI ocobu,
BiANoBiganbHOI 3a 3AiINCHEHHSA
hapmakoHarnaay (BKNoYaym KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MmiLLeHHi macTep-danna
cuctemn chapmakoHarnsagy); 3miHa 3asBHuKa
(BnacHWKa peecTpauiiHoOro Noceig4YeHHs

3a
peuerimom

UA/6370/01/02

115.

kancynu, no 10
kancyn y 6nictepi,
no 3 Gnictepu B
KapTOHHI# kopobui

CaH
dapmacbtoT
ukan
IHpacTpi3
Jlimiten

IHApis

PaHb6akci
JlTabopaTopi3
Jlimiten

IHApis

BHECEHHS 3MiH 40 peecTpaLiiHuX MaTepianis:
3MiHn | Tuny - 3miHn Wwoao
6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsgy.
BBeneHHs abo 3MiHM 00 y3aranbHEHUX aHnX
npo cuctemy dapmakoHarnagy (BegeHHs
y3aranbHeHVX JaHuX Npo CUCTeMy
dapmakoHarnsify, 3MiHa ynoBHOBaXXeHOT 0cobu,
BianoBiganbHoOI 3a 3AiNCHEHHSA
bapMakoHarnsay; KOHTakTHOT ocobu 3
dapmakoHarnsay 3asiBHUKa Ans 30iNCHEeHHs!
apmakoHarnsgy B YkpaiHi, siKLLO BOHa
BiAMiHHA Bil yNnoBHOBaXeHOI ocobu,
Bi4NOBiganNbHOI 3a 34iNCHEHHS
hapmakoHarnaay (BKMoYaym KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3milleHHi macTep-canna
cuctemn chapmakoHarnsaay); 3miHa 3asBHuKa
(BnacHvIKa peecTpauinHOro NocBigyYeHHst

3a
peuenmom

UA/7500/01/01

PANIMII

TabneTku, Wo
ONCNepPryoTbes B
poTOBIl
NMOPOXHWHI, no 2,5

mr Ne 2 (2x1), Ne 6

AkTasic rpyn
AT

Icnangia

AkTtasic T[]

ManbTa

BHECEHHS 3MiH 4O peecTpaLinHuX MaTepianis:
3MiHu | TUny - 3miHa B ymoBax 36epiraHHs
roTOBOrO MikapCbKoro 3acoby; 3miHu | Tuny -
3MiHM Wwono 6e3neku/eheKkTMBHOCTI Ta
dapmakoHarnsgy. BBegeHHs 3miH npoTarom

3a
peuenmom

UA/8651/01/01
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Ne Haszea Popma eunyckKy 3asieHuUK Kpaina Bupo6Huk KpaiHna PeecmpauitiHa npouyedypa Ymoeu Howmep
n/n JNliKapCcbKO20 (nikapcbka eidnycKky | peecmpauiliHo20
3acoby ¢hopma, noceid4yeHHs
ynakoeka)
(6x1) y 6nictepax 3-x micsUiB nicnsa 3aTBepAXEHHSA
116. | PAMNIMIT TabneTkun, Wo AkTasBic rpyn Icnangis AxTasic J1IT[] ManbTa BHECEHHSA 3MiH 10 pEECTpaLiNHNX MaTepianis: 3a UA/8651/01/02
OncnepryoTbCs B AT 3MiHM | TNy - 3miHa B ymoBax 36epiraHHs peuenmom
POTOBIN rOTOBOrO fiKapCbKoro 3acoby; amiHum | Tuny -
NOPOXKHWUHI, No 5 3MiHM Wwono 6e3neku/edekTUBHOCTI Ta
mr Ne 2 (2x1), Ne 6 dapmakoHarnsgy. BBegeHHs 3MiH npoTtarom
(6x1) y 6nictepax 3-x MicsiLiB nicnsa 3aTBepAXEHHSA
117. | PUCNONENT® | po34unH opanbHUiA, TOB Pocinceka AHcceH Benbris BHECEHHS 3MiH 4O peecTpaLinHuX MaTepianis: 3a UA/0692/02/01
1 mr/mn no 30 mn "[bxoHcoH & | depepauis dapmaueBTUKa -3MiHu Il TMNy - Jlikapcbki 3acobu. 3miHa y peuenmom
a6o 100 mny [hxoHcoH" H.B. KOPOTKIl XapaKTepucTuui nikapcekoro 3acoby,
brnakoHi pasom 3 iHCTPYKUii 4Nna MeguyHoro 3actocyBaHHs abo
nineTkoto- MapKyBaHHi ynakoBok (NoTpebye BHECEHHS
[03aTopoM y BiQMOBigHO A0 NMocunaHb Ha HOBi A0OAaTKOBI
KapTOHHIN [OaHi, HagaHi 3asiBHNKOM) - 3MiHW [0 iIHCTPYKLT y
ynakoBLj po3gin "lNMokasaHHs" (yTOYHEHHSA po3ainy),
Takox y po3ginu "®apmakonoriyHi BnactuBocTi",
"MpoTtunokasaHHs", "B3aaemogia 3 iHwmmmn
nikapcbkvMmn 3acobamu Ta iHWi Buan
B3aemogin", "OcobnmBoCTi 3aCTOCyBaHHS",
"3acTocyBaHHs y nepiog BariTHOCTi abo
rogyBaHHs rpyaato”, "3aaTtHicTe BNUBaTK Ha
LIBKUAKICTb peakLii Npy kepyBaHHi
aBTOTpaHCMNopToM abo poboTi 3 iHWUMHK
mMexaHiamamu", "Cnocib 3actocyBaHHsi Ta o3u",
"Oitn", "MNepenosysanHa", "MobivHi peakuii”,
"HecymicHicTb"
118. | PO3BATOP TabneTkn, BKPUTI CaH IHAis Panb6akci IHAis BHECEHHS 3MiH 10 peecTpauinHNX maTepianis: 3a UA/13374/01/01
obornoHkoto no 10 | dapmackioT JTabopartopis 3MmiHn | Tuny - 3miHn Wwopo peuenmom
Mr, no 7 TabneTok vKan Nimiten 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsaay.
y 6nictepi, no 4 IHOacTpi3 BBeneHHs abo 3MiHM J0 y3aranbHEHUX JaHUX
Gnictepu B JlimiTen npo cuctemy capmakoHarnaay (BegeHHs

KapTOHHI kopobui

y3ararnbHeHWX JaHWUX Npo CUCTEMY
dapmakoHarnsigy, 3MiHa ynoBHOBaXXeHOT ocobu,
Bi4NOBiganbHOI 3a 34iNCHEHHS
dapmakoHarnsify; KOHTakTHOI ocobu 3
hapmMakoHarnagy 3asiBHUKa Ans 30inCHeHHs
hapmakoHarnsgy B YkpaiHi, SKLO BOHa
BiAMiHHA Bifl yNnOBHOBaXeHOI ocodu,
BiANoBiganbHOI 3a 3AiINCHEHHSA
dapmakoHarnsgy (BKMoYaym KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MmiLLeHHi macTep-danna
cuctemn chapmakoHarnsagy); 3miHa 3asBHuKa
(BnacHvKa peecTpauinHOro NocBigYEeHHs)
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Hazea

Popma eunyckKy 3asieHuUK Kpaina Bupo6Huk KpaiHna PeecmpauitiHa npouyedypa Ymoeu Howmep
n/n JNliKapCcbKO20 (nikapcbka eidnycKky | peecmpauiliHo20
3acoby ¢hopma, noceid4yeHHs
ynakoeka)
119. | PO3BATOP TabneTtku, BKpUTI CaH IHAis PaHb6akci IHais BHECEHHS 3MiH 4O peecTpaLinHuX MaTepianis: 3a UA/13374/01/02
obornoHkoto no 20 | dapmackioT Jlabopartopis 3miHn | Tuny - 3miHn wono peuenmom
Mmr, no 7 TabneTok nkan Nimiteq 6es3nekn/edeKTNBHOCTI Ta hapmakoHarnsaay.
y 6nictepi, no 4 IHOacTpi3 BBeaeHHs1 abo 3MiHM 00 y3aranbHEHUX SaHUX
Onictepn B Jlimiten npo cucteMy capmakoHarnsaay (BeaeHHs
KapTOHHI kopobui y3aranbHeHVX JaHWX Npo CUCTEMY
bapmakoHarnsay, 3miHa ynoBHoBaXeHoi ocobu,
BiANoBiganbHOI 3a 3AiNCHEHHSA
bapMakoHarnsigy; KOHTakTHOT ocobu 3
dapmakoHarnsify 3asBHUKa Anst 30iNCHEHHsI
hapmakoHarnsay B YkpaiHi, SKLWo BoHa
BiAMiHHa Big yNOBHOBaXeHOi ocobu,
BignoBiganbHoOI 3a 3AiNCHEHHSA
dbapmakoHarnsaay (BKoYaym KOHTaKTHI AaHi)
Ta/abo 3MiHM Y po3MmiLLeHHi macTep-danna
cuctemu hapmakoHarnsgy); 3miHa 3asiBHuUKa
(BnacHvKa peecTpauinHoro NocBigYeHHs)
120. | CANOPAIbK cynoauTtopii Op. ®anbk HimewunHa | BignosiganbHui 3a | HimeuunHa/ BHECEHHSA 3MiH 10 pEECTpaLinHNX MaTepianis: 3a UA/3745/03/03
peKkTanbHi no dapma M'vbX BUMYCK cepini LLisenuapia 3MiHK, Wo noTpebytoTb HOBOI peecTpadii peuenmom
1000 mr Ne 10 KiHLEeBOro NpoayKTy nikapcbkoro 3aco0y. BeegeHHs [oaaTkoBoOro
(5x2), Ne 30 (5x6) Ta anbTepHaTMBHE [03yBaHHs Nikapcbkoro 3acoby 3 AoaaHHAM
y cTpunax BTOpPUHHE YHKUiT: KOHTPOMb SIKOCTi AnA BUpo6HMKa Bidop
nakyBaHHS: Al UpanHigepnaccyHr Megixemi ETTiHreH,
Op. ®anbk Papma Llisenuapia Ta 3a3aH4eHHSM
M6X, Himeuunna MicLie3HaXO4XKEeHHS 3asiBHUKa/BUpOGHUKa [p.
BrnpobHuk dPanbk Papma M'MEX, HimeyunHa
0030BaHOi hopmu,
nepBuHHE Ta
BTOPVIHHE
nakyBaHHs1,
KOHTPOIb SKOCTi:
Bicop Al
LiBanHigepnaccyHr
Mepixemi ETTiHren,
LLisenuapis
121. | CAHAOIMYH Kancynm m'ski no HoBaprTic LLsenuapia BUPOOHULTBO HimeuunHa/ | BHeCeHHsi 3MiH O peecTpauiiHUX MaTepianis: 3a UA/3165/01/01
HEOPAN® 10 mr Ne 60 dapma Al Hepo3dacoBaHoOl LLisenuapia 3MiHu Il Tuny - BHECeHHS 3MiHW A0 IHCTPYKLi peuernmom
(10x6) y npoAaykuit, Ons MegnyHoro 3acToCcyBaHHSA y po3ainu:
Onictepax KOHTPOJSb SIKOCTI: dapmakonorivyHi BnactneocTi. [poTunokasaHHs.
KataneHT B3aemopis 3 iHWKMKU NikapcbknuMu 3acobamm Ta
HimeuumHa iHWi B1an B3aemogin. OcobnueocTi
EGepbax MOX, 3acTtocyBaHHs. Cnocib 3acTocyBaHHA Ta JO3W.
HimeyvunHa; Mob6iyHi peakuii. BBegeHHs 3miH npoTsirom 3-x
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Ne Haszea Popma eunyckKy 3asieHuUK Kpaina Bupo6Huk KpaiHna PeecmpauitiHa npouyedypa Ymoeu Howmep
n/n JNliKapCcbKO20 (nikapcbka eidnycKky | peecmpauiliHo20
3acoby ¢hopma, noceid4yeHHs
ynakoeka)
nepBuUHHE Ta MicAuUiB nicna 3aTBepAXXeHHA
BTOPUHHE
nakyBaHHs1,
KOHTPOIb SKOCTI,
BUMYCK Cepii:
HoapTic ®apma
LLrtenH AT,
Lsenuapis
122. | CAHOIMYH Kancynu m'ski no HoBaprTic LLisenuapis BMPOBHULITBO HimeyunHa/ | BHeCceHHs 3MiH O peecTpauinHux maTepianis: 3a UA/3165/01/02
HEOPAJI® 25 mr Ne 50 ®apma Al Hepo3dacoBaHoil Lsenuapis 3MiHu Il Tuny - BHECeHHS 3MiHW A0 IHCTPYKLi peuernmom
(5x10) y npoayKuii, ONS MeOQNYHOro 3acToCyBaHHA Y PO3AiNu:
OnicTtepax KOHTPOSb SIKOCTI: dapmakonoriyHi BnactMBocCTi. MpoTnnokasaHHs.
KaTtaneHT B3aemogis 3 iHLWMMM nikapcbkumm 3acobamu Ta
HimevyuunHa iHWi B1an B3aemoain. OcobnmsocTi
EGepbax MMOX, 3actocyBaHHsA. Cnocib 3acTocyBaHHS Ta JO3M.
Hime4yumnHa; MoGiyHi peakuii. BBegeHHs 3MiH NpoTArom 3-x
nepBuUHHE Ta MicAuUiB nicna 3aTBepAXXeHHA
BTOPUHHE
nakyBaHHs1,
KOHTPOIb SKOCTI,
BUMYCK Cepii:
HoapTic ®apma
LLrtenH AT,
Lsenuapis
123. | CAHOIMYH Kancynu m'ski no Hosapric Lsenuapis BMPOOHNLITBO HimeyunHa/ | BHeCeHHS 3MiH 4O peecTpauinHMx maTepianis: 3a UA/3165/01/03
HEOPAJI® 50 mr Ne 50 ®apma Al Hepo3dacoBaHoil Lsenuapis 3MiHu Il Tuny - BHECeHHS 3MiHM A0 IHCTPYKLi peuernmom
(5x10) y NpoAYKLUiT, OIS MeQNYHOro 3aCTOCYBaHHSA y pO3ainu:
Onictepax KOHTPOSb SIKOCTI: dapmakonoriyHi BnactMBoCTi. MpoTnnokasaHHs.
KaTtaneHT B3aemogis 3 iHLWMMM nikapcbkummn 3acobamm Ta
HimevyuunHa iHWIi B1an B3aemoain. OcobnmsocTi
EGepbax MMOX, 3actocyBaHHsA. Cnocib 3acTocyBaHHS Ta JO3M.
Hime4yumnHa; MoGiyHi peakuii. BBegeHHs 3MiH NpPOTArom 3-x
nepBuUHHE Ta MicAuiB nicna 3aTBepAXXeHHA
BTOPUHHE
nakyBaHHs1,
KOHTPOIb SKOCTI,
BUMYCK Cepii:
HoapTic ®apma
LLtenH AT,
Lsenuapis
124. | CAHOIMYH Kancynu m'ski no Hosapric Lsenuapis BMPOOHNLITBO HimeyunHa/ | BHeCeHHS 3MiH 4O peecTpauinHMx maTepianis: 3a UA/3165/01/04
HEOPAJI® 100 mr Ne 50 ®apma Al Hepo3dacoBaHoil Lsenuapis 3MiHu Il Tuny - BHECeHHS 3MiHW A0 IHCTPYKLi peuernmom
(5x10) y npoayKuii, ONS MeQnyHOro 3acToCyBaHHA y PO3Ainu:
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Ne Haszea Popma eunyckKy 3asieHuUK Kpaina Bupo6Huk KpaiHna PeecmpauitiHa npouyedypa Ymoeu Howmep
n/n JNliKapCcbKO20 (nikapcbka eidnycKky | peecmpauiliHo20
3acoby ¢hopma, noceid4yeHHs
ynakoeka)
Gnictepax KOHTPOIb SIKOCTI: dapmakonoriyHi BnactmeocTi. [MpoTrnokasaHHs.
KataneHT B3aemogis 3 iHWMMK nikapcbknummn 3acobamm Ta
HimeuumHa iHWi Buan B3aemogin. OcobnmeocTi
EGepbax MMOX, 3acTtocyBaHHs. Cnocib 3acTocyBaHHA Ta JO3W.
HimeuunHa; Mob6iyHi peakuii. BBegeHHs 3miH npoTarom 3-x
nepBuHHE Ta MicsAliB nicna 3aTBepAXXeHHA
BTOPUHHE
nakyBaHHs1,
KOHTPOIb SKOCTI,
BUNYCK Cepil:
HoeapTic ®apma
LrenH AT,
Lsenuapia
125. | CEPOONEKT TabneTkn, BKPUTI Jlynpbek OaHis X. Nynpbek A/C OaHis BHECEHHS 3MiH 10 peecTpauinH1X maTepianis: 3a UA/5601/01/01
obornoHkoto, no 4 Ekcnopt A/C 3MiHu | TMNY - 3MiHK WoAo peuenmom
mr Ne 30 (10x3) y 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsagy -
6nictepax B BHECEHHS 3MiHU WOA0 BUNYYEeHHs cunu aii (16
KapTOHHI# kopobui mr) 3 p. «Cknagy, «PapmaueBTUYHI
XapakTepUCTUKMN» (OCHOBHI (Di3MKO-XiMiYHi
BMacTUBOCTI), «YNakoBKa»
126. | CEPOONEKT TabneTkn, BKPUTI Jlynpbek OaHis X. Nynpbex A/C OaHis BHECEHHS 3MiH 10 peecTpauinH1X maTepianis: 3a UA/5601/01/02
obonoHkoto, no 12 | Ekcnopt A/C 3MiHu | TMNY - 3MiHK WoAo peuenmom
Mmr Ne 28 (14x2) y 6e3nekn/edekTUBHOCTI Ta dhapmakoHarnsagy -
6nictepax B BHECEHHS 3MiHU WOJ0 BUNYYEHHS cunu aii (16
KapTOHHI kopobui mr) 3 p. «Cknagy, «PapmaueBTUYHI
XapakTepUCTUKN» (OCHOBHI (Di3MKO-XiMiYHi
BMacTUBOCTI), «YNakoBKa»
127. | CEPETMO™ NMOPOLLOK AJ1A akcoCwmiTK Benuka Mnakco OnepenwHc Benuka BHECEHHSA 3MiH 10 peecTpauinHnX maTepianis: 3a UA/8524/01/01
OUCKYC™ iHranauin, NARH BpuTaHis FOK NimiTepn, BpuTanis/ 3MiHu Il Tuny - 3mMiHKM go iHCTpyKUii anst peuenmom
po3oBaHui, 50 ExkcnopTt Benuvka bpuTtaHis; ®dpaHuida MEeOMYHOro 3acTOCyBaHHs Y po3ainax: MobivHi
MKr/100 mkr/posy Nimiten "nakco Bennkom peakuii. 3acTocyBaHHs1 y nepiof BariTHOCTi abo
no 60 go3 y MpoaakLuH, roayBaHHs rpyado. BBeaeHHs1 3MiH npoTtarom
ONCKYCi PpaHLis 3-x micsAliB nicna 3aTBepAXeHHA
128. | CEPETMO™ NMOPOLLOK AJ1A MakcoCmiTK Benuka Mnakco OnepenwHc Benuka BHECEHHSA 3MiH 10 peecTpauinH1X maTepianis: 3a UA/8524/01/02
OUCKYC™ iHranauin, NARH BpuTaHis FOK imiTtepn, BpuTanisa/ 3MiHu |l TUNY - 3MiHK 0 IHCTPYKLUiT Ans peuenmom
po3oBaHui, 50 ExkcnopTt Benuvka bpuTtaHis; ®dpaHuida MEeOMYHOrO 3acTOCyBaHHs Y po3ainax: MobivHi
MKr/250 mKr/go3y Nimiten ["nakco Bennkom peakuii. 3acTocyBaHHs y nepiof BariTHOCTi abo
no 60 go3 y MpoaakuLuH, roayBaHHs rpyado. BBeaeHHs1 3MiH npoTtaArom
ONCKYCi PpaHLis 3-x MmicsiliB nicns 3aTBepAXeHHS
129. | CEPETMO™ NOpPOLLOK A1is akcoCmitK Benuka Mnakco OnepenwHc Benuka BHECEHHSA 3MiH 10 peECTpaLinHNX MaTepianis: 3a UA/8524/01/03
OUCKYC™ iHransauin, NARH BpuTaHis FOK JimiTepn, Bputanisa/ 3MiHu |l TNy - 3mMiHK o IHCTPYKLUii Ans peuenmom
po3oBaHun, 50 EkcnopTt Benvka bpuTtaHis; PDpaHuis MEeOMYHOrO 3aCTOCYBaHHs y po3ainax: MobivHi
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Ne Haszea Popma eunyckKy 3asieHuUK Kpaina Bupo6Huk KpaiHna PeecmpauitiHa npouyedypa Ymoeu Howmep
n/n JNliKapCcbKO20 (nikapcbka eidnycKky | peecmpauiliHo20
3acoby ¢hopma, noceid4yeHHs
ynakoeka)
MKr/500 mkr/posy Nimiteq "nakco Bennkom peakuii. 3acTocyBaHHs1 y nepiof BariTHOCTi abo
no 60 o3 y MpooakLuH, rogyBaHHs rpyaato. BBeaeHHA 3MiH npoTArom
OMNCKYCi PpaHLis 3-x micsaliB nicna 3aTBepAXeHHA
130. | CUHEPNEH NMOPOLLOK AJ1A CaH IHAis Panb6akci IHAis BHECEHHS 3MiH 10 peeCTpauinHNX maTepianis: 3a UA/9191/01/01
pO34unHy Ans dapmacboT JTabopartopis 3MmiHm | Tuny - 3miHn wopao peuenmom
iHOY3in, 1 donakoH mkan Jlimiten 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsaay.
(06’emom 30 mn IHOacTpi3 BBeneHHs abo 3MiHM J0 y3aranbHeHUX JaHUX
a6o 100 mn) 3 JlimitTeq npo cuctemy capmakoHarnsagy (BegeHHs
NMOPOLLKOM Y y3ararnbHeHWX JaHWUX Npo CUCTEMY
KapTOHHI kopooLi dapmakoHarnsigy, 3MiHa ynoBHOBaXXeHOT ocobu,
Bi4NOBiganbHOI 3a 34iNCHEHHS
dapmakoHarnsify; KOHTakTHOI ocobu 3
hapMakoHarnagy 3asiBHUKa Ans 30inCHeHHs
hapmakoHarnsgy B YkpaiHi, SKLO BOHa
BiAMiHHA Bifl yNnOoBHOBaXeHOI ocodu,
BiANoBiganbHOI 3a 3AiNCHEHHSA
dapmakoHarnsgy (BKMoYaym KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLeHHi macTep-danna
cuctemn chapmakoHarnsagy); 3miHa 3asBHuKa
(BracHvKa peecTpauinHOro NocBigYeHHst
131. | CISOOOH 2 TabneTkn, BKPUTI CaH IHAis CaH IHaia BHECEHHS 3MiH 10 peecTpauinH1X maTepianis: 3a UA/9790/01/02
060roHKoto, Nno 2 dapmacboT dapmacbroTmkan 3MiHu | Tuny - BBeaeHHs abo 3miHn Jo peuenmom
mr no 10 ukan IHpacTpis IlTa. y3aranbHeHUX JaHux Npo cuctemy
TabneTtok y IHpacTpi3 dapmakoHarnsgy (BKroYakym KOHTaKTHI AaHi)
cTpwni; no 3 TTo. Ta/abo 3MiHM y po3MiLLeHHi macTep-danna
cTpunn y cucteMn hapmakoHarnsgy
KapPTOHHI kopooUi
132. | CISOOOH 4 TabneTkn, BKPUTI CaH IHAis CaH IHais BHECEHHS 3MiH 10 peeCTpauinHNX maTepianis: 3a UA/9790/01/04
obornoHkoto, no 4 dapmacboT dapmacbroTmkan 3MmiHu | TNy - BBeaeHHs abo 3miHn ao peuenmom
mrno 10 vKan IngacTpis JiTa. y3aranbHeHWX JaHux Npo cuctemy
TabneTtok y IHpacTpi3 dapmakoHarnsgy (BKMoYaym KOHTaKTHI AaHi)
cTpwni; no 3 TTo. Ta/abo 3MiHM y po3MmilLieHHI macTep-danna
cTpunu y cuctemu hapmakoHarnsgy
KapTOHHI# kopobui
133. | COHHAT® TabneTkn, BKPUTI MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peeCTpauinHNX maTepianis: 3a UA/4339/01/01
NiBKOBOIO "KniBmegnpe "KviBmegnpenapat" BHECEHHS 3MiH 40 peecTpaLiiHuX MaTepianis: peuenmom
060onoHko, Mo napat” BUMNPaBMEHHS TEXHIYHUX MOMUIIOK B
7,5mrno 10 cneuudikauii 3a posginom «CynpoBigHi
Tabnetok y OOMILLKMY
6nictepi, 1 abo 3
Onictepu B nayui
134. | cnopPuy Tpaea pi3aHo- MpAT YKpaiHa MpAT "lliktpasun” YkpaiHa BHECEHHS 3MiH 10 pPEeECTpaLiHNX MaTepianis: 6e3 UA/5886/01/01
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Ne Haszea Popma eunyckKy 3asieHuUK Kpaina Bupo6Huk KpaiHna PeecmpauitiHa npouyedypa Ymoeu Howmep
n/n JNliKapCcbKO20 (nikapcbka eidnycKky | peecmpauiliHo20
3acoby ¢hopma, noceid4yeHHs
ynakoeka)
TPABA npecosoaHa no "[liktpasn" 3MiHu | Tuny - 3miHK 3 akocTi. [oToBMI peuenma
100 r y naykax 3 nikapcbkmi 3aci6. KoHTpornb rotoBoro
BHYTPILLHIM nikapcbkoro 3acofy. 3miHa y meTogax
nakeTom BMNPOBYBaHHSA rOTOBOrO NiKapCbKoro 3acoby
(iHWi 3MiHM y MeTogax BunpobyBaHb
(BkNo4aro4mn 3amMiHy abo JOMOBHEHHS))
135. | cnorPuly TpaBano 50ry MpAT YkpaiHa MpAT "lNikTpasun” YkpaiHa BHECEHHS 3MiH 10 peecTpauinH1X maTepianis: 6e3 UA/5696/01/01
TPABA naukax 3 "[liktpasn" 3MiHu | Tuny - 3miHK 3 akocTi. [oToBMI peuenma
BHYTPILLHIM nikapcbkui 3acib. KoHTponb rotoBoro
nakeTom nikapcbkoro 3acoby. 3miHa y metogax
BMNPOOYBaHHSA rOTOBOrO NiKapcbKoro 3acoby
(iHWi 3MiHM y MeToaax BunpobyBaHb
(BKNHOYAKOYM 3aMiHy a0 JOMOBHEHHS))
136. | CTONTYCUH Tabnetkn no 10 TeBa I3painb BUPOOHULTBO 3a Yecbka BHECEHHS 3MiH 10 peecTpauiinH1X maTepianis: 6e3 UA/2447/03/01
TabneTtok y dapmaueBTik MOBHUM LIMKIOM: Pecny6bnika BUMNPaBMNEHHS TEXHIYHOT MOMUIKN B MeTOAAX peuenma
6nicTepi; no 2 an IHpacTpis Tesa Yex IHpacTpis | /Monba KOHTPOSO AKOCTI Y cneundikauii 4ns nokasHuka
6nictepn B Jtg c.p.o., Yecbka «OpHopigHiCTb Macy po3namaHux OAVHULE™»
Kopooui Pecny6nika; Oyna gonyLueHHa HeBIANOBIAHICTb Y BUKNAAEHHI
BMPOBOHULTBO 3a BMMOT, NMOB’AI3aHa 3 NepeknagomM
MOBHUM LIMKITOM:
TOB TeBa
OnepenwHs
Monaxg, Monbua
137. | TAHT'AH 40 NOpOLLOK TOB YkpaiHa LaHxan Xyamao Kutan BHECEHHS 3MiH 4O peecTpaLinHuX MaTepianis: - UA/11602/01/01
(cybeTaHuina) y "Xainsen" dapmachbtoTikan 3MiHu | TNy - 3MiHK, NOB'A3aHi 3 HEOOXIAHICTIO
nakeTtax Ko., Nta., Kutan npvBeAEHHS y BIANOBIAHICTb 4O MOHOrpadii
NoABINHUX E€KCKMNI03MBHO ANs LY abo €sponencbkoi hapmakonei, abo iHwoi
nonieTUneHoBmNx dapmacnelic Ko., HauioHanbHOI hapmakonei gepxxasu €C (3MiHa
ansi BUpobHuuTBa NimiTen, TOHKOHT, y cneumaikauisx, nos'ssaHa 3i amiHamu B OV,
CTEPUNBbHUX Kutai abo €sponelcbkin hapmakonei, abo iHLWin
nikapcbknx opm HauioHanbHIn dpapmakonei gepxasu €C) -
npvBeAeHHs nokasHuka cneuudikadii AdI
"Mikpo6ionoriyHa ynctoTta" go Bumor EP
138. | ®IBPUHA3A-10 | TabneTkn, BKpUTI OpraHocuH IHais EBepTomxeH Jlandg IHaia BHECEHHS 3MiH 10 peecTpauinH1X maTepianis: 3a UA/10426/01/01
060noHKO, Jlandg CaeHcus Jlimiteq 3miHn | TMNy - AgmiHicTpaTuBHi 3miHK. 3MiHa | peuenmom
KULLKOBOPO34MHHI CaeHcms HalimeHyBaHHSA Ta/abo agpecu Micus
no 10 mr, no 10 MNeT. Jl1A. NpoBaKEHHS OisnNbHOCTI BUpOoOHUKa/imnopTepa
TabneTtok y rOTOBOrO JiKapCbKOro 3acoby, BKoYauim

6nictepi; no 1 abo
no 10 GnictepiB y
KapTOHHIN nayui

AinbHUUI BUNYycky cepii abo Micue npoBeaeHHs
KOHTPOIMIO SIKOCTI. (AiANbHICTb, 3a AKy
BignoBiaae BMPOGHWK/iMNopTep, BKIIKOYaum
BMMNYCK Cepil) - 3MiHa HaMeHyBaHHS
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Ne Haszea Popma eunyckKy 3asieHuUK Kpaina Bupo6Huk KpaiHna PeecmpauitiHa npouyedypa Ymoeu Howmep
n/n JNliKapCcbKO20 (nikapcbka eidnycKky | peecmpauiliHo20
3acoby ¢hopma, noceid4yeHHs
ynakoeka)
BMpoGHuKa 13, 6e3 3miHn micus BUpoOHMLTBA)
(Tepm iH BBEOEHHS 3MiH - NPOTArom 3-x MicsuiB
nicns 3aTBepaKeHHs)
139. | ®IBPUHA3A-10 | TabneTkn, BKpUTI OpraHocuH IHais EBepToaxeH Jlandg IHaia BHECEHHSA 3MiH 10 peecTpauinH1X maTepianis: - UA/10427/01/01
060r0oHKol0, TNandg CaeHcus Nimiten 3MmiHu | TUny - AamiHicTpaTvBHI 3MiHU. 3MiHa
KULLKOBOPO34MHHI CaeHcms HalimeHyBaHHSA Ta/abo agpecu Micus
no 10 wmr, in bulk: MeT. JlTA. NpoBaKEHHS OisNbHOCTI BUpOoOHMKa/imnopTepa
no 2500 tabneTtok rOTOBOrO JiKapCbKOro 3acoby, BKIoYaum
Y KOHTenHepax AinbHUUI BUNYycky cepii abo Micue npoBeaeHHs
KOHTPOIO AKOCTI. (AiANbHICTb, 3a AKY
BignoBiaae BMPOGHMK/iMNopTep, BKIIKOYaum
BUMYCK CEepil) - 3MiHa HaMeHyBaHHS
BUPOGHUKa 13, 6e3 3MiHM Micusa BUpOOHMLTBA)
(Tep™ iH BBEAEHHS 3MiH - MPOTAroM 3-x MicsALiB
nicns 3aTBepaKEHHS)
140. | ®IBPUHA3A-20 | TabneTtku, BKpUTI OpraHocuH IHAia EsepToaxeH Jland IHais BHECEHHS 3MiH 4O peecTpaLinHuX MaTepianis: 3a UA/10426/01/02
060roHKoM, Nand CaeHcus Jliviteq 3MmiHm | Tuny - AamiHictpaTmBHi 3MiHW. 3MiHa | peuernmom
KULLKOBOPO34MHHi CaeHcus HariMeHyBaHHs1 Ta/abo agpecu micus
no 20 mr, no 10 MeT. IlTA. NPOBaKEHHSA OiANbHOCTI BUpOOHMKa/imnopTepa
TabneTtok y rOTOBOTO JiKapCbKOro 3acoby, BKIOYaum
6nicTepi; no 1 abo AinbHUUI BUNycky cepii abo Micue npoBeaeHHs
no 10 6nictepiB y KOHTPOJIO SIKOCTI. (LisNbHICTb, 3a AKy
KapTOHHIN navui Bignosigae BUpoGHMK/iMNopTep, BKOYaoym
BUMYCK Cepil) - 3MiHa HaNMeHyBaHHSA
BUpOGHuKa 13, 6e3 3MiHM Micusa BUpoOHMLTBA)
(Tepm iH BBEOEHHS 3MiH - NPOTArom 3-x MicsuiB
nicns 3aTBepaKeHHS)
141. | ®IBPUHA3A-20 | TabneTkn, BKpUTI OpraHocuH IHais EBepToaxeH Jland IHaia BHECEHHSA 3MiH 10 peecTpauinH1X maTepianis: - UA/10427/01/02
060roHKolo, TNandg CaeHcus Nimiten 3MmiHu | Tuny - AamiHicTpaTvBHI 3MiHU. 3MiHa
KULLKOBOPO34MHHI CaeHcms HalimeHyBaHHSA Ta/abo agpecu Micus
no 20 wr, in bulk: MeT. JlTA. NpPoBaXeHHs AisnNbHOCTI BUpobHUKa/imnopTepa
no 2500 tabneTtok rOTOBOrO JiKapCbKOro 3acoby, BKoYakum
Y KOHTerHepax AinbHUUI BUNYyCKy cepii abo Micue npoBeAeHHSA
KOHTPOIO AKOCTI. (AiSNbHICTb, 3a AKY
BignNoBiaae BMPOOHMK/iIMMopTep, BKITOYAKUM
BUMYCK CEepil) - 3MiHa HaMeHyBaHHS
BMpobHuka M3, 6e3 3amiHM Micus BUpOOHULITBA)
(Tep™ iH BBEAEHHS 3MiH - MPOTAroM 3-x MicsAuiB
nicnsa 3aTBepaXeHHs)
142. | ®INAN TabneTtku, BKpUTI CaH IHAis PaHb6akci IHais BHECEHHS 3MiH 4O peecTpaLinHUX MaTepianis: 3a UA/14350/01/01
obornoHkoto, no 50 | dapmackioT Jlabopartopis 3miHn | Tuny - 3miHn Wwono peuenmom
mr, no 1 TabneTui nkarn Jlimiteq 6es3nekn/edeKTUBHOCTI Ta hapMakoHarnsaay.
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Ne Haszea Popma eunyckKy 3asieHuUK Kpaina Bupo6Huk KpaiHna PeecmpauitiHa npouyedypa Ymoeu Howmep
n/n JNliKapCcbKO20 (nikapcbka eidnycKky | peecmpauiliHo20
3acoby ¢hopma, noceid4yeHHs
ynakoeka)
y GnicTtepi, no 1 IHpacTpi3 BBeneHHs1 abo 3MiHM J0 y3aranbHEHUX JaHUX
6nictepy B Nimiteq npo cuctemy dapmakoHarnaay (BegeHHs
KapTOHHi# y3aranbHeHUX JaHux npo cuctemy
Kopobui, no 4 dapmakoHarnsify, 3MiHa ynoBHOBaXXeHOT 0cobu,
TabneTtkn y BianoBiganbHOI 3a 3AiNCHEHHSA
GnicTepi, no 1 bapMakoHarnsay; KOHTakTHOT ocobu 3
6nictepy B dapmakoHarnsay 3asiBHUKa Ans 30iIMCHEeHHsI
KapTOHHi kopobui dapmakoHarnsgy B YkpaiHi, SiKLLO BOHa
BiAMiHHA Bil yNnoBHOBaXeHOI ocobu,
Bi4NOBigaNbHOI 3a 34iNCHEHHS
hapmakoHarnaay (BKMoYaym KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3milleHHi macTep-canna
cucTemn chapmakoHarnsagy); 3miHa 3asBHuKa
(BrnacHvKa peecTpauinHOro NocBigyYeHHst
143. | ®INAN TabneTkn, BKPUTI CaH IHais Panb6akci IHaia BHECEHHS 3MiH 10 peecTpauinH1X maTepianis: 3a UA/14350/01/02
060r0oHKo, Mo dapmacbtoT JlabopaTopis 3MiHun | TUny - 3miHn Wwoao peuernmom
100 wmr, no 1 nkan Nimiteq 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsgy.
TabneTuiy IHpacTpi3 BBeneHHs abo 3MiHM 00 y3aranbHEHUX aHnX
6nictepi, no 1 Nimiteq npo cuctemy dapmakoHarnagy (BegeHHs
6nictepy B y3ararnbHeHVX JaHuX Npo CUcCTeMy
KapPTOHHI kopoOLi dapmakoHarnsigy, 3MiHa ynoBHOBaXXeHOT 0cobu,
BignoBigarnbHOI 3a 34iNCHEeHHSA
bapMakoHarnsay; KOHTakTHOT ocobu 3
dapmakoHarnsify 3asiBHUKa Anst 30iNCHEeHHsI
hapmakoHarnsgy B YkpaiHi, SiKLLO BOHa
BiAMiHHA Big yNOBHOBaXeHOI ocobu,
Bi4NOBigaNbHOI 3a 34iNCHEHHS
(hapmakoHarnsify (BKIOYakumM KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3milleHHi macTep-canna
cuctemn chapmakoHarnsay); 3miHa 3asiBHUKa
(BnacHvKa peecTpauinHOro NocBigyYeHHst
144. | ®IPMAIOH NopoLLOK Ans DdeppiHr Lsenuapis | BUpOOHMK roToBoro | HimewunHa/ | BHeCeHHsI 3MiH 0O peecTpauinHux maTepianis: 3a UA/10182/01/01
pO34uHy Ans IHTepHeLwHN NPOAYKTY, Lsenuapisi | 3MiHu | TUNY - BUNYYEHHSI BUPOOHMYOT AinbHULI | peyenmom
iH'ekui no 80 mry CeHtep CA BiANOBiAanNbHWI 3a (Bkntovaroum gineHuui ana A®l abo giroyoi
dnakoHi Ne 1y nepsuHHe PEeYOoBUHM, MPOMIDKHOIO NPOAYKTY abo roToBoro
KOMMNIEKTI 3 nakyBaHHs, nikapcbkoro 3acoby, AinbHWLI ANS NPOBEAEHHS
PO3YMHHMKOM MO KOHTPOIb SKOCTi: nakyBaHHs1, BUpOGHKKa, BigNoBiAanbHOro 3a
4,2 vn (Boga ans PeHTwnep BUMYCK Cepil, MicLie NPoBeAeHHs1 KOHTPOSO
iH'exuUin) y BioTexHonogxi cepii) abo noctavanbHMka BUXIOHOTO
nonepeaHL0 Mm6X, HimeuunHa; maTepiany, peareHTy abo 4ONOMiKHOT
HanoOBHEHOMY BignoBiganbHMA 3a PEYOBUHU - BUITYy4YEHHS1 BUPOOHWMKiB AdI,
wnpuui Ne 1, BTOPUHHE NPOMIXXHUX NPOAYKTIB AN BUpobHuutea A®I Ta

aganTtepom Ans

nakyBaHHs: PeppiHr

JinbHuUI KOHTpOonto sikocTi (PolyPeptide
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Ne Haszea Popma eunyckKy 3asieHuUK Kpaina Bupo6Huk KpaiHna PeecmpauitiHa npouyedypa Ymoeu Howmep
n/n JNliKapCcbKO20 (nikapcbka eidnycKky | peecmpauiliHo20
3acoby ¢hopma, noceid4yeHHs
ynakoeka)
dnakoHa Ne 1, IHTepHeLwHnN Laboratories A/S; Synthetech Inc; ALS
rofikoto Ans CenTtep CA, Scandinavia AB); 3MiHu | Tuny - 3MiHK
BBedeHHs Ne 1 Ta Lsenuapis; BMNpobyBaHb abo AONYCTUMUX MEX,
CTepXXHeM BignoBiganbH1 3a BCTaAHOBMEHUX Yy cneumndikauiax, nig vyac
nopLuHs Ne 1 KOHTPOIb SKOCTi Ta BMPOBGHMLTBa roTOBOrO fikapcbkoro 3acoby
BUMNYCK cepil: (BONOBHEHHST HOBOTO MeToAY BUMpobyBaHHSA Ta
deppiHr TM6X, JONYyCTUMUX MeX) - ANs AinbHuLi PeHTwnep
HimevyuunHa BiotexHonomxi MM6X, HimeyunHa
iMNNEeMEHTYETbCS anbTepHaTUBHUI METO
KOHTPOIo B npoLeci BUpobHuLTBa Anst
napameTpy «Maca HanoBHEHHS», 3BY>KEHHSI
MEX KOHTPOIHO B npoueci BUpobHMLTBa 3a
nokasHukom pH; aminu Il TMny - 3aMiHKM B npoueci
BUpoOHULUTBa APl abo aito4oi peyoBUHN
(3HayHa 3miHa y npoueci BupobHuutea A®I abo
AitoY40l PeYOBMHMU, LLIO MOXE MaTW iICTOTHUI
BMUB Ha sIKiCTb, 6e3neky abo eheKkTUBHICTb
nikapcbkoro 3acoby) - 3mMiHV y BUpoBHUYOMY
npoueci 3 NenTUAHOro CUHTE3Y B piakin daasi
(LPPS) Ha TBepaodasHmin nenTuaHni CMHTe3
(Fmoc-SPPS) ans gito4oi pevoBMHU aerapernikc
(y Burnagi auetarty) Ha 3aTBEPIKEHIN OinbHULI
PolyPeptide Laboratories (Sweden) AB, LBeLis
3 BiANOBIAHMMW 3MiHaMK B cneundikauii gitovoi
pPEeYOBUHM
145. | ®IPMAIOH NMOPOLLOK AN PeppiHr Lseruapis | BMPOOHWMK roToBoro | HimeyuuHa/ | BHeCEHHS 3MiH 0O peecTpaLinHNX MaTepianis: 3a UA/10182/01/02
pOo34unHy Ans IHTEepHeLWwHn NPOAYKTY, LWseruapia | 3miHu | TNy - BUNyYeHHss BUPOOHUYOI AinbHUUi | peuyenmom
iH'ekuin no 120 mr CeHtep CA BignoBsiganbHU 3a (Bkntovaroum ginbHuui gna A®l ado airoyoi
y donakoHi Ne 2 y nepBuHHE PEYOBUHM, MPOMIDKHOIO NPOAYKTY abo roToBOro
KOMMNIEKTI 3 nakyBaHHs1, nikapcbkoro 3acoby, AinbHULI 4NS NPOBEAEHHS
PO34YMHHMKOM MO 3 KOHTPOIb SKOCTi: nakyBaHHs1, BUpoOHuKa, BiANoBiAanbHOro 3a
M (Boda ans PeHnTwnep BMNYCK Cepii, MicLie NPOBEAEHHS KOHTPOIO
iH'exuin) y BiotexHonopxi cepii) abo noctavanbHMka BUXIOHOTO
nornepeaHLo MvbX, HimevunHa; matepiany, peareHTy abo 4ONOMiIKHOT
HarnoBHeEHOMY BignoBiAanbHWN 3a PEeYOBUHU - BUITy4EeHHS BUPOOHWKiB AdI,
wnpuui Ne 2, BTOpPUHHE NPOMIXXHUX NPOAYKTIB Ans BUpobHuutea Al Ta
agantepom ans nakyBaHHs: eppiHr AinbHMUI koHTponto sikocTi (PolyPeptide
dnakoHa Ne 2, IHTepHeLWwH” Laboratories A/S; Synthetech Inc; ALS
rornkor ans Centep CA, Scandinavia AB); 3MiHu | Tuny - 3MiHK
BBegeHHs Ne 2 Ta LLiBenuapis; BMNpobyBaHb abo JOMYCTUMUX MEX,
CTEPXHEM BiANoBiganbHUM 3a BCTaHOBMeEHMX Yy crneuudikauisx, nig yac

nopLHsi Ne 2

KOHTPOIb SIKOCTi Ta
BUNYCK cepil:

BMPOGHMLTBA roTOBOrO fikapcbkoro 3acoby
(BONOBHEHHS1 HOBOro MeToAy BUNpobyBaHHA Ta
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Ne Haszea Popma eunyckKy 3asieHuUK Kpaina Bupo6Huk KpaiHna PeecmpauitiHa npouyedypa Ymoeu Howmep
n/n JNliKapCcbKO20 (nikapcbka eidnycKky | peecmpauiliHo20
3acoby ¢hopma, noceid4yeHHs
ynakoeka)
deppiHr MTM6X, AONyCTUMUX MeX) - ANsA AinbHuUi PeHTwnep
HimeyunHa BiotexHonomxi M'M6X, HimeyynHa
iMNNEeMeHTYeTbCA anbTepHaTUBHUIN MeTo,
KOHTPOIO B MpoLeci BUpobHMLUTBa Ans
napameTpy «Maca HanoBHEHHSA», 3BY)KEHHSA
MeX KOHTPOIo B npoueci BUpobHMLTBa 3a
nokasHukom pH; amiHm Il TMny - 3miHNM B Npoueci
BUpobHuUTBa APl abo Aitoyoi pevoBuHM
(3Ha4Ha 3miHa y npoueci BupobHuuTBa A®I abo
Jit0Y0i PEYOBMHMU, LLIO MOXE MATW iICTOTHUI
BMMMB Ha AKiCTb, 6e3neky abo epeKTUBHICTb
nikapcbkoro 3aco0y) - 3MiHM y BUPOOHMYOMY
npoueci 3 NenTUOHOro CMHTEe3y B piakiv casi
(LPPS) Ha TBepaodasHuii NeNTUAHWUIA CUHTE3
(Fmoc-SPPS) ons gitoyoi peqoBunHU aerapenikc
(y BMrnagi auetaty) Ha 3aTBEPOKEHIN OinbHUL
PolyPeptide Laboratories (Sweden) AB, Llseuis
3 BigNoOBiAHMMM 3MiHaMK B cneLudikauii gitoyor
pPEYOBUHU
146. | XAPTUN® TabneTkn no 5 mr 3AT YropwuHa BignoBiganbHUin 3a | YropumHa/ BHECEHHS 3MiH A0 peecTpaLuiiHuX MaTepianis: 3a UA/3196/01/03
no 7 tabneTtok y dapmaueBTn MOBHWIA LMKN ManbTa BUMNPaBMEHHS TEXHIYHOT MOMUIIKN B MeTOAAX peuenmom
6nicTepi; no 2 abo YHUI 3aBOf BUPOGHNLTBA, KOHTPOtO sIKOCTi 3a po3ainomM «CepegHs maca»
no 4 6nicrepn y ErC BKIIOMA0YM BUMYCK
KapTOHHI kopobui cepii: 3AT
dapmMaueBTUYHUI
3aBop ElIC,
YropuimHa; AkTasic
1T, ManbTta
147. | ULE®OOIrPAM® NMOPOLLOK AJiA Opxig IHAis OPXI10 XENTXKEP IHais BHECEHHS 3MiH 10 peecTpauinH1X maTepianis: 3a UA/7555/01/01
pPO34unHy Ans Kemikanc (BigoineHHs Opxig 3MiHu | TNy - 3MiHa y MeTogax BUNpobyBaHHsI peuenmom
iH'ekuin no 250 mr eHf Kemikanc eHp rOTOBOTO JiKapCbKOro 3acoby - NpMBEAEHHS M.
y onakoHax Ne 1, | dapmachbtoTi dapmacbloTikanc «ConyTcTBYlOLLME NPpUMECU» Ta
Ne 50; Ne 1y kanc Jlimiteq JlimiTen) «KonunuyecTtBeHHoOe onpeaeneHue» y
KOMMMEKTi 3 Bi4NOBIAHICTb 4O BMMOr MOoHorpadii USP
PO34YMHHMKOM NO 5 «Ceftriaxone for injection»; aminu | TNy - 3miHa
Mn B amnynax Ne napamMeTpiB cneumgikadin Ta/abo gonyctummx
1 MeX rOTOBOro NnikapcbKoro 3acoby -
npuBeneHHa n. «ConyTcTByOLLME NpUMECcU» Ta
«KonuyecTtBeHHOe onpeneneHue» y
Bi4NOBiAHICTb A0 BMMOr MoHorpadii USP
«Ceftriaxone for injection»
148. | LE®OINPAM® NOpOLLOK A1is Opxig IHgis OPXIO XENTXKEP IHais BHECEHHSA 3MiH 10 pEECTpaLiNnHNX MaTepianis: 3a UA/7555/01/02
pPO34MHy Ans Kewmikanc (BiggineHHs Opxig 3MiHM | TNy - 3mMiHa Yy MeTogax BMNPOOYBaHHs peuenmom




54

[TponoBkeHHs qogaTka 3

Ne Haszea Popma eunyckKy 3asieHuUK Kpaina Bupo6Huk KpaiHna PeecmpauitiHa npouyedypa Ymoeu Howmep
n/n JNliKapCcbKO20 (nikapcbka eidnycKky | peecmpauiliHo20
3acoby ¢hopma, noceid4yeHHs
ynakoeka)
iH'ekuin no 500 mr eHf Kemikanc eHg rOTOBOrO MiKapCbKOro 3acoby - NpPUBEAEHHS .
y cnakoHax Ne 1, | dapmacbloTi $apmachioTikanc «ConyTcTBYlOWME NPUMECH» Ta
Ne 50; Ne 1y kanc Nimiteq Tlimiten) «KonunyecTtBeHHOe onpegeneHune» y
KOMMMEKTi 3 Bi4NOBIAHICTb 4O BMMOr MoHorpadii USP
PO34YMHHMKOM MO 5 «Ceftriaxone for injection»; amitu | TMNY - 3miHa
Mn B amnynax Ne napameTpiB cneumdikauin Ta/abo gonycTummnx
1 MeX roTOBOro nikapcbKoro 3acoby -
npuBegeHHs n. «ConyTcTByOLLME NPUMECU» Ta
«KonuuyecTtBeHHOe onpegeneHue» y
Bi4NOBIAHICTb 4O BMMOr MoHorpadii USP
«Ceftriaxone for injection»
149. | ULE®OOIrPAM® NMOPOLLOK AJ1s Opxig IHAis OPXI1O XENTXKEP IHais BHECEHHS 3MiH 10 peeCTpalinHNX maTepianis: 3a UA/7555/01/03
pPO34MHy Ans Kewmikanc (BiogineHHs Opxig 3MiHM | TNy - 3MiHa y MeToaax BMNPOOYyBaHHs peuenmom
iH'ekuin no 1000 eHf Kemikanc eHp roTOBOrO MiKapCbKOro 3acoby - NpMBEAEHHS M.
Mr y conakoHax Ne | dapmacbloTi dapmacbloTikanc «ConyTcTBYlOLWME NPpUMECK» Ta
1, Ne 50; Ne 1y kanc Jlimiteq JlimiTen) «KonunuyecTtBeHHoOe onpeaeneHue» y
KOMMNEKTi 3 Bi4NOBiAHICTb 40 BMMOr MoHorpadii USP
PO34YMHHMKOM MO «Ceftriaxone for injection»; aminu | TUny - 3miHa
10 mn B amnynax napameTpiB cneumdikauin Ta/abo gonyctummnx
Ne 1 MeX rOTOBOro NnikapcbKoro 3acoby -
npuBegeHHa n. «ConyTcTByOLWME NpUMecu» Ta
«KonuyecTtBeHHOe onpegeneHue» y
Bi4NOBigHICTb 4O BMMOr MoHorpadii USP
«Ceftriaxone for injection»
150. | ULUDPAH OD Tabnetkn CaH IHais PaHb6akci IHaia BHECEHHSA 3MiH 10 pEECTPaLiNHNX MaTepianis: 3a UA/2897/03/01
NPONOHIroBaHoI dapmackioT JlTabopaTopia 3MiHu | Tuny - 3miHn wopao peuernmom
4ii, BKpUTI nkan TimiTen Oe3nekun/edheKkTMBHOCTI Ta hapmakoHarnsaay.
MMNiBKOBOO IHOacTpi3 BBeaeHHs abo 3MiHM 00 y3aranbHEHUX aHUX
060oHKOD, MO JlimiTen npo cucteMy capmakoHarnsaay (BeaeHHs
500 mr, no 5 y3aranbHeHUX JaHux npo cuctemy
TabneTtok y papmakoHarnsay, 3miHa ynoBHoBaXeHoi ocobu,
6nictepi, no 1 BiANoBiganbHOI 3a 3AiINCHEHHSA
6nictepy B bapMakoHarnsiay; KOHTakTHOT ocobu 3
KapTOHHi# kopobui hapmakoHarnsagy 3asBHVKa ANS 34iIMCHEHHSA
hapmakoHarnaay B YkpaiHi, SKLWo BoHa
BiAMiHHa Big yNOBHOBaXeHOi ocobu,
BianoBiganbHoOI 3a 3AiNCHEHHSA
bapmakoHarnsaay (BKoYaym KOHTaKTHI AaHi)
Ta/abo 3MiHM Y po3MmiLLeHHi macTep-danna
cuctemu hapmakoHarnsgy); 3miHa 3asiBHUKa
(BnacHvKa peecTpauinHOro NocBigYeHHs
151. | ULUOPAH OD Tabnetkn CaH IHais PaHb6akci IHaia BHECEHHSA 3MiH 10 pEECTPaLiNHNX MaTepianis: 3a UA/2897/03/02
NPOSIOHrOBaHOI dPapmacboT Jlabopartopis 3miHu | Tuny - 3miHn Wwopo peuenmom
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[TponoBkeHHs qogaTka 3

Ne Haszea Popma eunyckKy 3asieHuUK Kpaina Bupo6Huk KpaiHna PeecmpauitiHa npouyedypa Ymoeu Howmep
n/n JNliKapCcbKO20 (nikapcbka eidnycKky | peecmpauiliHo20
3acoby ¢hopma, noceid4yeHHs
ynakoeka)

Ail, BKpUTI nkan Nimiteq H6e3nekn/ecekTMBHOCTI Ta dhapmakoHarnsgy.

NMiBKOBOIO IHpacTpi3 BBeneHHs abo 3MiHM 00 y3aranbHEHUX JaHnX

060noHKO0, No JlimiTen npo cuctemy chapmakoHarnaay (BeaeHHs

1000 mr, no 5 y3aranbHeHUX AaHunx npo cuctemy

TabneTok y dapmakoHarnsigy, 3MiHa ynoBHOBaXXeHOT 0cobu,

GnicTepi, no 1 BignoBigarnbHOI 3a 34iNCHEeHHSA

6nictepy B bapMakoHarnsay; KOHTakTHOT ocobu 3

KapTOHHI kopobui

dapmakoHarnsify 3asiBHUKa Anst 30iNCHEeHHsI
dapmakoHarnsgy B YkpaiHi, siKLLO BOHa
BigMiHHa Big yNOBHOBaXeHOI ocobu,
Bi4NOBiganNbHOI 3a 34iNCHEHHS
(hapmakoHarnsify (BKIOYakum KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3milleHHi macTep-canna
cucTemn chapmakoHarnsay); 3miHa 3asiBHUKa
(BrnacHvKa peecTpauinHOro NocBigyYeHHst

3aCTyI'IHMK HavanbHUKa Yn paBﬂiHHFI

chapmaLeBTUYHOI AiANBLHOCTI Ta
AKOCTi (papmauieBTUYHOI NpoAyKLil

0.M. Keaa




