MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

10 BepecHsa 2021 poky Ne 1922

IIpo aep)kaBHY peecTpariiio (mepepeecTpariiio) JIKapCbKHX 3aco0iB (MegMUYHUX
iMyH0Oio/T0riYHMX NpenapaTiB) Ta BHeCEHHs 3MiH /I0 peecTpaljiiHUX MaTepiasiB

BianoBigHo o cratTi 9 3akoHy Ykpainu «IIpo mikapchbKi 3aco0u», MyHKTIB 5,
7, 10 Tlopsiaky pep>kaBHOI peectpariii (repepeecTpailii) JTikapCbKMX 3acobiB,
3aTBep/pKeHoro rmoctaHoBoro Kabinety MiHicTpiB Ykpainu Bij 26 TpaBHs 2005 poky
Ne 376, myukty 10 ITopsiiky Aep>kaBHOI peecTpallii BakLMH ab0 iHIIMX MeJUYHUX
iMmyHoOionoriuamMx  mperapaTiB A crienddiuHoi  TIpodimaKTHKU  rOCTpOil
pecmipaTopHoi xBopo6u COVID-19, cripuunHeHoi KopoHaBipycom SARS-CoV-2,
mig; 3000B’s3aHHS /11 €KCTPEHOT0 MeJWYHOTO 3aCTOCyBaHHS, 3aTBep»KeHOTo
noctadHoBoto KabGineTy MinicTpiB Ykpainu Big 08 motoro 2021 poky Ne 95, a63airy
JBaJUSTh CbOMOro miAnyHKTy 12 nyHKTy 4 [Tosio)keHHst npo MiHICTepCTBO OXOPOHU
3[0pOB’sl YKpaiHu, 3aTBeppkeHoro mocraHoBoio KabiHety MiHicTpiB Ykpainu Bif
25 6epe3ns 2015 poky Ne 267 (B pefakiiii mocraHoBu Kabinety MiHicTpiB Ykpainu
BiZ 24 ciuns 2020 poky Ne 90), Ha mificTaBi pe3y/bTaTiB eKCIePTHU3U PeeCTpaLiiiHUX
MaTepiasiiB JHiKapchbKUX 3acobiB (MeJUUHMX iMyHOOIO/IOTiUHUX TMperapariB), II0
MOJlaHI Ha Jep)KaBHY peecTpalito (mepepeecTpaliitd) Ta BHECeHHS 3MiH [0
peecTpaliliHUX MarepiajiB, NpoBeJeHUX [lep;kaBHUM MiJMIPUEMCTBOM «/lepKaBHUM
eKCIepTHUM LeHTp MiHicTepcTBa OXOPOHHM 3[J0pPOB’Sl YKpaiHW», BHUCHOBKIB L0O/0
edheKTUBHOCTi, 6e3MeyHoCTi Ta SIKOCTi, I[0/0 €KCIIepTHOI OI[iHKM CIIiBBiJHOIIIEHHS
KOPHMCTB/PU3HK JIiIKapChKOT0 3aco0y, 1[0 TPOMOHYETHCS [0 JAep)KaBHOI peecTpariil
(mepepeecTpallii), 1110JJ0 BHeCeHHs 3MiH /[0 PpeeCTpalliiHUX MarepialiB Ta
pPeKOMeH/Iarlii Moro Ao AepykaBHOI peecTpariii (repepeectpaiiii) abo BHeCeHHS 3MiH
Jl0 peecTpaLliiMHUX MaTepiaiB

HAKA3YHO:

1. 3apeectpyBaTy Ta BHeCTH 0 [lep>KaBHOTO peeCTPy JiKapChKMX 3aco0iB
YKpaiHud JiKapchKi 3acobu (MeauuHi iMyHoOGionoriuHi mperapaTu) 3rifHO 3
riepesikoM (JoAaTok 1).
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2. TlepepeecTpyBaTy Ta BHeCTU 0 [lep)KaBHOTO peeCTpy JliKapCbKUX 3aco0iB

YKpaiHud JiKapckKi 3acobu (MeauuHi iMyHoOionoriuHi mperapaTu) 3rifHO 3
riepesikoM (JJoAaToOK 2).

3. BHectu 3MiHM [0 peecTpauliHuX MaTepianiB Ta [lepXKaBHOro peecTpy
MKapcbKUX 3aco0iB YKpaiHW Ha Jikapcbki 3acobu (MeawuHi iMyHOOGiosoriuHi
riperiapaTH) 3TiJ{HO 3 MepesiikoM (JoAaTok 3).

4. KoHTpOJIb 3a BUKOHAHHAM LJbOI'0 HaKa3y IMOK/IaCTU Ha 3acTyIlHuKa MiHicTpa
3 MUTaHb €BponercbKoi iHTerpariii Komapigy O.O.

MinicTp BikTop JISALIIKO



Aopatok 1

[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy
peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianis»

Bif 10 BepecHsa 2021 poky Ne 1922

NMEPENIK
3APEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHUX IMYHOBIOJTIOMNYHUX MPENAPATIB), AKI BHOCATLCA A0
AEP)>XABHOI'O PEECTPY NNIKAPCbKUX 3ACOBIB YKPAIHA

Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
1. AMBPOKCO/- pO34uH ANs iHQY3il, AT YkpaiHa AT "Nly6Hnchapm” YkpaiHa peecTpauisi Ha 5 pokiB 3a He UA/18937/01/01
NYBHUPAPM 7,5 mMr/mn, no 2 Mn B "Ny6Hudap MepioAnYHICTb NOAAHHS PErynspHO peuyenmom | nidssieae
amnynax, no 5 amnyn M" OHOB/IOBAHOIO 3BiTYy 3 6e3neku, BiANOBIAHO A0
y 6nicTepi 3 nniBku, No Mopsaky 34jiicHeHHs hapMakoHarisay,
1 abo 2 6nictepu B 3aTBepKeHOro Haka3oMm MiHicTepcTBa OXOPOHU
nauuj 3 KapToHy; no 2 370pOoB’A YKpaiuu Big 27 rpyaHa 2006 poky Ne
M B amnynax, no 10 898, 3apeecTpoBaHoOro B MiHicTepcTBi loCcTuLi
amnyn y 6nictepi 3 YKkpainu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
nniskun, no 1 énictepy pepakuii Hakasy MiHicTepcTBa OXOPOHU
B Naulj 3 KapToHy; No 300pOoB's YKpaiHu Big 26 BepecHsi 2016 poky Ne
2 mMn B amnynax, no 5 996), CTaHOBUTbL: 3riHO 3i CTPOKaMM,
ab6o 10 amnyn y nauui 3a3Ha4YeHUMK Y NepioguyYHOCTI NoJaHHS
3 KapTOHy 3 perynsipHux 3BiTiB 3 6e3mneku
KapTOHHUMU
neperopogxkamu
2. BAKUVHA ONA | niodinizaT ans TOB YkpaiHa BMPOGHMLTBO IHAis peecTpauisi Ha 5 pokiB - He UA/18918/01/01
MPO®ITAKTUK | po3unHy Ans iH eKLiiA, "papma BakLUVHW; [03BIN Ha MepioAnYHICTb NOAAHHSA PErysapHO nionsieae
N KOPY, in bulk Ne50: no 1 gosi Nang" BWMNYCK cepii OHOB/IOBAHOIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
ENIAEMIYHOI niogpinizaty ans BaKLHU Ta Mopsaky 34jicHeHHs hapMakoHarisay,
O NAPOTUTY PO34UHY A5 iH EKLi PO3UYMHHUKA: 3aTBEpKEeHOro Haka3oM MiHicTepcTBa OXOPOHHU
TA KPACHYXW, | y dnakoHi, no 50 CepyM IHCTUTYT IHAji 340pOoB’A Ykpainuu Big 27 rpygHa 2006 poky Ne
XXUBA, (h/1aKOHIB B KAPTOHHIl net. N14., IHAis; 898, 3apeecTpoBaHoro B MiHicTepcTBi loCcTuLi
ATEHYNOBAH Kopo6Li Ta PO34YMHHUK BMPOBHULITBO YkpaiHu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
A (Boga ans iH'exujin) no PO3YMHHMKA: pepakuii Hakasy MiHicTepcTBa 0XOPOHU
(MO®INIBOBA | 0,5 mn B amnyni, no 10 CepyM IHCTUTYT IHAji 300pOoB's YKpaiHu Big 26 BepecHsi 2016 poky Ne
HA) amnyn B 6nictepi, no 5 MeT. N14., IHAA 996), CTaHOBUTbL: 3riHO 3i CTPOKaMM,
6nicTepiB B OKpeMiit 3a3Ha4YeHUMK Y NepiognyYHOCTI NoJaHHSA
KapTOHHI Kopo6Lj; no perynspHux 3BiTiB 3 6e3neku.
2 pnosu niodpinizaty
ONs po3YnHy Ans
iH exUili y donakoHi, no
50 chnakoHiB B
KapTOHHI Kopob6Li Ta




n/n

Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

PO34MHHVK (BOAA ANA
iH'ekUjin) no 1 mn B
amnyni, no 10 amnyn B
6nicTepi, no 5
6nicTepiB B OKpeMiii
KapTOHHiiA KopobLj; no
5 po3 niodpinizary gns
pO34UHY NS iH EKLii
y chnakoHi, no 50
(h1aKoHIB B KAPTOHHIl
KOpOGLi Ta PO3UYUNHHMK
(Boga pgna iH'ekuiid) no
2,5 mn B amnyni, no 10
amnyn B 6nictepi, no 5
6nicTepiB B OKpeMiii
KapTOHHI Kopo6Lij; no
10 po3 niodpinizaty
NS pO34nHy Ans

iH exUili y donakoHi, no
50 chnakoHiB B
KapTOHHIiA KopobLi Ta
PO34MHHVK (BOAA ANA
iH'ekwjin) No 5 mn B
amnyni, no 10 amnyn B
6nicTepi, no 5
6nicTepiB B OKpeMiii
KapTOHHI KOpo6Li

BAKLVHA Ansi
MPO®INAKTUK
N KOPY,
EMAEMIYHOI
O MAPOTUTY
TA KPACHYXW,
XUBA,
ATEHYNOBAH
A
(MODIMN30BA
HA)

niodpinizat gns
PO34UHY A5 iH EKLii,
0,5mn (1 go3a); no 1
[o3i nioginisaty ans
PO34UHY AN5 iH EeKLin y
pNakoHi B KOMNAEKTI 3
PO34MHHMKOM (BOAA
Ans iH'ekuiid) no 0,5
M B amnysii; no 2
[03u nioduinizaty ans
PO34UHY AN51 iH EKLin y
pNakoHi B KOMNIEKTi 3
PO34MHHMKOM (BOAA
Ans iH'ekuid) no 1 mn B
amnyni; no 5 go3
niogpinizaty ans
PO34UHY AN51 iH EKLin y
pNakoHi B KOMNAEKTi 3
PO34MHHMKOM (BOAA
Ans iH'ekuiid) no 2,5
M B amnysii; no 10

TOB
"®apma
Nang"

YKpaiHa

TOB "®apma Naiid"”
(nakyBaHHs i3
dopmum in bulk

hipMU-BMpPOGHMKa

CepyM IHCTUTYT IHAiT

MNet. N74., IHAiNA)

YkpaiHa

peecTpauisi Ha 5 pokiB
MepiognyHICTb NOAAHHA PerynsipHo
OHOB/IOBAHOIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 34jiicHeHHs hapMakoHarisay,
3aTBEPAKEHOrO Haka3oM MiHicTepcTBa OXOPOHM
340pOoB’A Ykpainuu Big 27 rpygHa 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi loCcTuLi
YkpaiHu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pegfakuii Hakaly MiHicTepcTBa OXOPOHHU
300pOoB'a YKpaiHu Bifg 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMM,
3a3Ha4YeHUMM Y NepiognuYHOCTI NoJaHHS
perynsipHux 3BiTiB 3 6e3mneku

3a
peyenmom

He
nionsieae

UA/18919/01/01




TabneTok y 6nictepi,
no 1 a6o 3 a6o 9
6nicTepiB y KAPTOHHIN
ynaxoBLii

3aTBEepKEHOro Hakasom MiHiCTepcTBa OXOPOHU
370p0B’sA YKpaiHu Bif 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi locTuLi
Ykpainu 29 ciyHa 2007 poky 3a Ne 73/13340 (y
pefakuii Haka3ly MiHicTepcTBa OXOPOHU
300pOoB'a YKpaiHu Bif 26 BepecHst 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMM,
3a3HayYeHMU y NepioanYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neKu.

Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1I | peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
[03 niocpinizarty gns
PO34UHY AN5 iH EKLin y
pNakoHi B KOMNAEKTI 3
PO34MHHMKOM (BOAA
Ans iH'ekuid) no 5 mn B
amnyni. 1 pnakoH 3
niodpinizatom ans
PO34UHY A5 iH EKLil
Talamnyna 3
PO34MHHMKOM (BOAA
Ans iH'ekuiii) B
KapTOHHIlA kopo6Li; 10
hakoHiB 3
niodpinizatom gns
PO34MHY ANS iH EKLi
B KapTOHHI kopo6ui
Ta 10 amnyn 3
PO34YMHHMKOM (BOAA
Ons iH'ekuii) B
KOHTYPHIli YapyHKOBIl
ynakoBLii B OKpeMili
KapPTOHHI KOpooOLyi
4, BAJIMICAP HA | TabneTku, BKpUTI Maxkneopc IHais Maxkneopc IHais peecTpadist Ha 5 pokis 3a He UA/18938/01/02
160/12.5/10 NNiBKOBOO dapmacbioT dapmacbloTukanc MepioAnYHICTb NOAAHHST PErySPHO peyenmom | nionsieae
060/10HKOI0, M0 160 nKanc Nimiteq OHOBJ/IKOBAHOIO 3BIiTYy 3 6e3nekw, BiANOBIAHO A0
mr/12,5 mr/10 mr, no Nimitepn Mopsaky 34iicHeHHsT hapMakoHarasay,
10 TabneTok y 3aTBEPKEHOr0 Haka3om MiHICTepcTBa OXOPOHM
6nicTepi, no 1 a6o 3 340pOoB’A YkpaiHu Big, 27 rpygHs 2006 poky Ne
ab6o 9 6nictepiB y 898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuULji
KapTOHHIi ynakosLi Ykpainun 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakaly MiHicTepcTBa 0XOpPOHU
3[10pOB'sA YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTB: 3riAHO 3i CTPOKaMMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku.
5. BAJIMICAP HA | TabneTku, BKpUTI Makneopc IHais Makneopc IHais peecTpauist Ha 5 pokis 3a He UA/18938/01/01
160/12.5/5 NNiBKOBOO dapmacbioT PapmacbloThKanc MepioAnYHICTb NOAAHHSA PErynsapHO peyenmom | nidsisieae
060/10HKO10, N0 160 nkanc Nimiteq OHOBJIHOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
mr/12,5 mr/5 mr, no 10 Nimviteq Mopsaky 3ajiicHeHHs dhapMakoHarisay,




Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1I | peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
6. FINHOC® Kpanni opaJibHi, MpAT YkpaiHa MpAT YkpaiHa peecTpauisi Ha 5 pokis 3a He UA/17957/02/01
po34uH, 15 mr/0,6 mn, "®apmauesT "®GapmaueBTuyHa MepioAnYHICTb NOAAHHS PeErynspHO peyenmom nionsieae
no 20 mn a6o no 50 nyHa dipma ipma "dapHuus" OHOB/IOBAHOrO 3BiTYy 3 6e3neku, BiANOBIAHO A0
My dO/TaKOHi- "NapHnus" Mopsaky 34jiicHeHHs hapMakoHarisay,
KpanenbHuuj; no 1 3aTBEPMAXEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
hnakoHy y nauui 370poB’A YKpainuu Big 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCcTuLi
YkpaiHnu 29 ciyHa 2007 poky 3a Ne 73/13340 (y
pefakuii Haka3ly MiHicTepcTBa OXOPOHU
300pOoB's YKpaiHu Big 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKaMM,
3a3Ha4YeHUMK Y NepioguYHOCTI NoJaHHSA
perynisipHuX 3BiTiB 3 6e3MeKu.
7. ECKETAMIH pO34uH AN iH'eKUIl Ta AT Nartsis BMPOGHWK, SKWiA Narsis/ peecTpadist Ha 5 pokis 3a He UA/18939/01/01
KAJNLEKC iHdpy3iiA, 5 mr/mn, no 5 "Kasiuekc" Bignosigae 3a CnoBayumHa MepioAnYHICTb NOAAHHS PErYSPHO peyenmom nionseae
M B amnysii; no 5 KOHTpO/b OHOBJ/IHOBAHOIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
ammnyn y KOHTYpHIiA cepii/BuNpo6yBaHHs: Mopsaky 34iicHeHHsT hapMakoHarisay,
YapyHKOBIli ynakoBLj; AT "I'piHgekc", 3aTBEPKEHOr0 Haka3om MiHICTepcTBa OXOPOHM
no 1 abo 2 KOHTYpHi Natsis; 340pOoB’A YkpaiHu Big, 27 rpygHs 2006 poky Ne
4YapyHKOBI YNaKkoBKK y BCi cTagii 898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuULji
nadui 3 KapToHy 3 BMPOBHMYOrO Ykpainun 29 ciuHs 2007 poky 3a Ne 73/13340 (y
KOHTpONeM MepLuoro npowecy, Kpim pefakuii Haka3y MiHicTepcTBa OXOpPOHM
BIAKPUTTA Y BUrNAL] BUNYCKY cepii: 30,0p0oB's YKpaiHu Bif 26 BepecHs 2016 poky Ne
CaMOK/1er040ro XBM ®apwma c.p.o., 996), cTaHOBUTb: 3riAHO 3i CTPOKaMMu,
CTUKEpPY Ha KOXHii CnoBayunHa; 3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
4YacTUHI Navku, Lo BUPOBHUK, LLLO perynsipHux 3BiTiB 3 6e3neku.
BiKpMBaETbLCA Bignosigae 3a
BUMYCK Cepii:
AT "Kanuekc",
NaTBis
8. ECKETAMIH pO34MH A4 iH'eKUI Ta AT Natsis BMPOGHWK, SKWIA Narsis/ peecTpaduis Ha 5 pokiB 3a He UA/18939/01/02
KANUEKC iHdpy3iiA, 25 mr/mn no 2 "Kanuekc" Bignosigae 3a CnoBayuunHa MepioAnYHICTb NOAAHHS PErynspHO peyenmom | nidssieae
M i 10 ma B amnyni; KOHTPO/1b OHOBJIHOBAHOrO 3BiTY 3 6€3Meku, BiANOBIAHO A0
no 5 amnyny cepii/BunpobyBaHHs: Mopsaky 34jiicHeHHs hapMakoHariaay,
KOHTYPHIli YapyHKOBIi AT "T'piHaekc", 3aTBEpPKEHOro Haka3omM MiHicTepcTBa OXOPOHHU
ynakosLi; no 1 a6o 2 Natsis; 340pOoB’A YKpaiHu Big 27 rpygHa 2006 poky Ne
KOHTYPHI YapyHKOBI BCi cTagii 898, 3apeecTpoBaHoOro B MiHicTepcTBi toCTULji
yNaKkoBKU y nauvli 3 BMPOBHNYOrO YkpaiHu 29 ciuHg 2007 poky 3a Ne 73/13340 (y
KapTOHY 3 KOHTPO/IeM npovecy, Kpim pepakuii Hakasy MiHicTepcTBa 0XOPOHU
NnepLLoro BigKpuTTA y BUNYCKY cepii: 30,0p0B'A YKpaiHu Bif 26 BepecHs 2016 poky Ne
BUrNAA XBM ®apwma c.p.o., 996), CTaHOBUTbL: 3riAHO 3i CTPOKaMM,
CaMOK/1er040ro CnosayumnHa; 3a3Ha4YeHUMM y NepioguYHOCTI NoJaHHS
CTVKEpY Ha KOXHilA BUPOGHMUK, LLO perynsipHux 3BiTiB 3 6e3neku.
YaCTUHI Nayku, Lo Bignosigae 3a
BiKpMBaETbCA BUMYCK Cepii:
AT "Kanuekc",
NaTBis
9. IBACBI®PT 5 TabNeTKn, BKPUTI IHa-CaichT IHais IHA-CBIidhT JlimiTeq, IHais peecTpadisi Ha 5 pokis 3a He UA/18900/01/01




Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1I | peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
MN/1iBKOBOIO Nimiten MepioanyHICTb NOAAHHSA PerynsipHo peyenmom | nionsizae
060/10HKOI0, M0 5 Mr, OHOBJHOBAHOrO 3BiTY 3 6e3Meku, BiANOBIAHO A0
Ne 56 (14x4): no 14 Mopsaky 34iicHeHHs hapMakoHarnaay,
TabneTok y 6nictepi, 3aTBEPXEHOro Haka3oMm MiHICTepcTBa OXOPOHM
no 4 6nicrepu y 3710p0B’sA YKpaiHu Big 27 rpyaHs 2006 poky Ne
KapTOHHIiA ynakoBL,i 898, 3apeecTpoBaHoOro B MiHicTepcTBi tocTuLi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Haka3zy MiHicTepcTBa OXOPOHU
370pOB'a YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTB: 3riAHO 3i CTPOKaMMU,
3a3HaveHMK y NepiognyHOCTi NoAaHHSA
perynsipHuxX 3BiTiB 3 6e3neKu.
10. IBACBI®T 7,5 TabneTku, BKpUTI IHA-CBidT IHAaia IHA-CBidhT NlimiTeq IHAis peecTpauisi Ha 5 pokiB 3a He UA/18900/01/02
NNiBKOBOO Nimitepn MepioAnYHICTb NOAAHHSA PErynspHO peyenmom | niossieae
060n0HkKot0, No 7,5 mr, OHOB/IOBAHOIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Ne 56 (14x4): no 14 Mopsaky 34jicHeHHs hapMakoHarisay,
Tabnetok y 6nictepi, 3aTBEpKEHOro Haka3oM MiHicTepcTBa OXOPOHHU
no 4 6nictepu y 340pOoB’A Ykpainuu Big 27 rpygHa 2006 poky Ne
KapTOHHIA ynakoBL,i 898, 3apeecTpoBaHoro B MiHicTepcTBi loCcTuLi
YkpaiHu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHHU
300pOoB'a YKpaiHu Bifg 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMM,
3a3Ha4YeHUMK Y NepiognuYHOCTI NoJaHHSA
perynisipHuX 3BiTiB 3 6e3neKu.
11. KBAHIN PO34UH A5 iH'EKLLN, KYCYM IHais CoBepuH dapma IHais peecTpadist Ha 5 pokis 3a He UA/18940/01/01
500 mr/4 mn no 4 mn B XENTXKEP MpasiT NimiTeq, MepioanyHICTb NOAaHHSA perynsipHo peyenmom | nionsi2ae
amnynax; no 5 amnyn NBT NTA OHOBJ/IKOBAHOTO 3BIiTYy 3 6e3neku, BiANOBIAHO A0
y 6nicTepi; no 2 Mopsaky 34iicHEeHHsT dhapMakoHarasay,
6nicTepy y KapTOHHIl 3aTBEPKEHOr0 Haka3om MiHICTepcTBa OXOPOHM
Kopoobui 3[10pOB’A YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuULji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pegfakuii Hakazy MiHicTepcTBa OXOPOHU
304,0p0oB's YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMMu,
3a3HaveHMK y NepiognyHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku.
12. KBAHIN PO3YMH ANS iH'EKLIN, KYCYM IHais CoBepuH dapma IHgis peecTpauist Ha 5 pokis 3a He UA/18940/01/02
1000 mr/4 mn no 4 mn XENTXKEP Mpas.it NimiTeq MepioAnYHICTb NOAAHHSA PEryNsApHO peuyenmom | nidsisieae
B amnynax; no 5 MNBT NTA OHOBJIHOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0

amnyn y 6nictepi; no 2
6nicTepy y KapTOHHIl
KopooLi

Mopsigky 34iicHeHHs hapmakoHaraagy,
3aTBEpPXEHOro HakazoM MiHiCTepcTBa OXOPOHM
370poB’A YKpaiuu Big 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi loCTuULji
Ykpainu 29 ciyHa 2007 poky 3a Ne 73/13340 (y
pefakuii Haka3ly MiHicTepcTBa OXOPOHU
34,0p0oB'st YKpaiHu Big 26 BepecHsi 2016 poky Ne




Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1I | peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
996), CTaHOBUTb: 3riAHO 3i CTPOKaMMU,
3a3HayveHMK y NepiognyHOCTi NoAaHHSA
perynsipHuxX 3BiTiB 3 6e3neKu.
13. KPAMMANIKA TabneTku, BKpUTI MicTtpan AHrnis anbTepHaTMBHA pevis peecTpauisi Ha 5 pokiB 3a He UA/18941/01/01
NNiBKOBOO Kenitan nepByHHA ynakoBkKa, MepioAnYHICTb NOAAHHS PErynsapHO peyenmom | nidssieae
060n0HKot0, No 250 MeHexmeH BTOPVHHA yNnakoBKa: OHOB/IOBAHOIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
mr; no 10 TabneTok y T NimiTeq, SAPMATEH Mopsaky 34jicHeHHs hapMakoHarisay,
6nictepi; no 3 IHTEPHELLH/ CA, 3aTBEpKEeHOro Haka3oM MiHicTepcTBa OXOPOHHU
6nicTepy B KapPTOHHIN pevis; 340pOoB’A Ykpainu Big 27 rpygHa 2006 poky Ne
nauuj BMPOGHMLTBO 898, 3apeecTpoBaHoro B MiHicTepcTBi loCcTuLi
roToOBOI NiKapCbKoil YkpaiHu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
dopmu, neperHHA pepakuii Hakasy MiHicTepcTBa 0XOPOHU
Ta BTOPVHHA 300pOoB'a YKpaiHu Bifg 26 BepecHsi 2016 poky Ne
ynakoBka, KOHTPO/b 996), CTaHOBWTB: 3riHO 3i CTpOKamK,
cepii, BUMYCK Cepii: 3a3Ha4YeHUMK Y NepioguyYHOCTI NoJaHHSA
dapmareH CA, perynspHux 3BiTiB 3 6e3neku.
peuis
14. KPAMMANIKA TabneTku, BKpUTI MicTtpan AHrnis anbTepHaTMBHA pevis peecTpauist Ha 5 pokis 3a He UA/18941/01/02
NNiBKOBOIO Kenitan nepByHHA ynakoBka, MepioAnYHICTb NOAAHHSA PErynsapHO peyenmom | niosisieae
060n10HKot0, No 500 MeHemKmeH BTOPVHHA ynakoBKa: OHOBJ/IIOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
mr; no 10 TabneTok y T NimiTeq, PAPMATEH Mopsaky 3ajiicHeHHs dhapmakoHarisay,
6nicTepi; no 3 IHTEPHELLH/ CA, 3aTBepXeHoro Haka3omMm MiHicTepcTBa OXOPOHU
6nicTepy B KApPTOHHIl Ipeuis; 370p0B’sA YKpaiHu Bif 27 rpyaHs 2006 poky Ne
nauui BMPOBHULITBO 898, 3apeecTpoBaHOro B MiHicTepcTBi toCcTuLji
roTOBOT NiKapCbKOI Ykpainu 29 ciyHa 2007 poky 3a Ne 73/13340 (y
¢opmMu, NepBUHHA pefakuii Haka3ly MiHicTepcTBa OXOPOHU
Ta BTOpUHHa 300pOoB'a YKpaiHu Bif 26 BepecHst 2016 poky Ne
yrnakoBKa, KOHTPO/1b 996), CTaHOBUTbL: 3riHO 3i CTPOKaMM,
cepil, BUNyCK cepii: 3a3HavyeHVMK Y NepiognYHOCTI NoAaHHsA
PapmarteH CA, perynspHux 3BiTiB 3 6e3neku.
peuis
15. NEBO®/IOKCA | Tabnetku, BKpUTI Megpokemi Kinp BMPOGHMLTBO 3a Kinp/ peecTpauist Ha 5 pokis 3a He UA/18942/01/01
UWH- NAiBKOBOK 060/TI0HKOI0 nTa NOBHVM LMK/TOM: B’eTHam MepioAnYHICTb NOAAHHST PErYNISAPHO peyenmom | niossieae
MEAOKEMI no 500 mr, no 5, 7 abo Mepokemi NT/, OHOBJ/IHOBAHOIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0

10 TabneTok y
6nictepi; no 1
6nicTepy B KapTOHHiIl
KopooLi

(3aBop AZ), Kinp;
BMPOBGHULITBO
roToBOro
nNiKapcbKoro 3acooby,
nepBrHHE Ta
BTOPUHHE
nakyBaHHs:
Megokemi (da IcT)
NTA - Opan
daciniti, B'eTHawm;
BUPOBHMLTBO 3a
NOBHUM LMK/IOM:
Megpokemi T/,
(LleHTpasbHui

Mopsaky 34iicHeHHs hapMakoHarnaay,
3aTBEPKEHOro Haka3oM MiHiCTepcTBa OXOPOHM
3/10p0B’A YKpaiHu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTsi tocTuLi
Ykpainun 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pegfakuii Hakazy MiHicTepcTBa OXOPOHU
370p0B'a YKpaiHu Bif, 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO 3i CTPOKamMMu,
3a3HayYeHMU y NepioAnYHOCTI NoAaHHA
perynsipHux 3BiTiB 3 6e3neku.




Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1I | peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
3aBog), Kinp
16. NIHE3ONIA4 NopoLLOK M.BIOTEK Benvka ONTIMYC OPAIC IHais peecTpadist Ha 5 pokis - He UA/18927/01/01
(POPMA II) KpucTanivyHmi NIMITEL, BpuTanis MPAVBIT NIMITEL nionsizae
(cybeTaHuis) y
noaBiniHMX
nonieTnIeHoBMX
nakeTtax gns
chapmaLeBTUYHOro
3aCTOCyBaHHs
17. NiNoOTIOH PO34MH A5 iH'EKLN, yopPna TypeyunH Medrap lnay CaH. TypeyuunHa peecTpaduis Ha 5 pokis 3a He UA/18943/01/01
600 mr/50 mn no 50 MEAVUWH a A.LL. MepioAnYHICTb NOAAHHS PErynspHO peyenmom | nidssieae
My dhnakoHi, no 1 ITAY CAH. OHOB/IOBAHOIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
donakoHy B BE TIDK. Mopsaky 34jiiicHeHHs hapMakoHarisay,
CBIT/103aXVICHOMY A.LL. 3aTBEPKEHOrO Haka3oM MiHicTepcTBa OXOPOHM
dyTnapi, no 1 340pOoB’A YKpaiHu Big 27 rpygHa 2006 poky Ne
CBITN103aXUCHOMY 898, 3apeecTpoBaHOro B MiHicTepcTBi toCTULji
hyTNsApY B KAPTOHHiIl YkpaiHu 29 ciuHg 2007 poky 3a Ne 73/13340 (y
Kopoobui pepakuii Hakasy MiHicTepcTBa 0OXOPOHU
30,0p0B'A YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKamMM,
3a3Ha4YeHUMK Y NepioguYHOCTI NoJaHHS
perynsipHuX 3BiTiB 3 6e3neKu.
18. MEHTON nopoLLoK abo piguHa TOB YkpaiHa [Nopatkosa 06pobka, HimeuunHa peecTpauist Ha 5 pokis - He UA/18944/01/01
PALEEMIYHWIA (cybeTaHuin) y "TepHodhap nepBrHHA yNakoBka, nionsieae
PH mMeTaneBumx 6oukax Mm" BTOPMHHA ynakoBkKa,
ans KOHTPO/b AKOCTI,
hapMaLeBTUHHOTO BMNYCK cepil:
3aCTOCYBaHHs CVIMPAI3 AT,
HimeuuunHa,;
Bupo6HMLTBO
(cuHTe3):
NNAHKCECC
[oiiunang M'o6X,
HimeyunHa
19. MIKA®YHIIH- MOPOLLIOK A/15 po3unHy | TOB «TeBa YkpaiHa AxTasic ITani C.n.A. ITanisa peecTpauis Ha 5 pokis 3a He UA/18945/01/01
TEBA Ans iHdysii, 50 mr, no YkpaiHa» MepioanyHICTb NOAAHHSA PerynsipHo peyenmom | nionsizae
1 chnakoHy 3 OHOBJHOBAHOrO 3BiTY 3 6e3neku, BiANOBiAHO A0
NOPOLLKOM Y Mopsaky 34iiicHEHHsT dhapMakoHarasay,
KapTOHHI KopoobLi 3aTBEPXEHOro Haka3om MiHICTepcTBa OXOPOHM
3710poB’sA YKpaiHu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCcTuLi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakazy MiHicTepcTBa OXOPOHU
370pOB'a YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTB: 3riAHO 3i CTPOKaMMU,
3a3HayveHMK y NepiognyHOCTI NoAaHHSA
perynsipHuX 3BiTiB 3 6e3neKu.
20. MIKADYHIIH- NMOPOLIOK A1 PO3YMHY TOB «TeBa YKpaiHa AkTasic ItTani C.n.A. ITanis peecTpaLisi Ha 5 pokisB 3a He UA/18945/01/02
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1I | peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
TEBA ans iHdysii, 100 wr, YkpaiHa» MepioanyHICTb NOAAHHSA PerynsipHo peyenmom | nionsizae
no 1 cpnakoHy 3 OHOBJHOBAHOrO 3BiTY 3 6e3Meku, BiANOBIAHO A0
NOPOLLKOM Y Mopsaky 34iicHEHHsT dhapMakoHarasay,
KapTOHHI KopoobLi 3aTBEPXEHOro Haka3oMm MiHICTepcTBa OXOPOHM
3710p0B’sA YKpaiHu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi tocTuLi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Haka3zy MiHicTepcTBa OXOPOHU
370pOB'a YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTB: 3riAHO 3i CTPOKaMMU,
3a3HaveHMK y NepiognyHOCTi NoAaHHSA
perynsipHuxX 3BiTiB 3 6e3neKu.
21. HIPEKAIH KpeMm pekTasibHuiA, No Hblo.da.[le ITanisa Hblo.da.fem. C.p.n. ITania peecTpauisi Ha 5 pokiB 3a He UA/18946/01/01
30 r kpemy y Ty6i 3 M. C.p.n. MepioAnYHICTb NOAAHHSA PErynspHO peyenmom | niossieae
KOBMaykom; no 1 1y6i y OHOBJ1HOBAHOrO 3BiTY 3 6€3Meku, BiANOBIAHO A0
KOM/IEKTI 3 KaHI/el Mopsaky 34jicHeHHs hapMakoHarisay,
Y KapTOHHIi1 kopobui 3aTBEpKEHOro Haka3oM MiHicTepcTBa OXOPOHHU
340pOoB’A Ykpainuu Big 27 rpygHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCcTuLi
YkpaiHu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHHU
300pOoB'a YKpaiHu Bifg 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMM,
3a3Ha4YeHUMK Y NepiognuYHOCTI NoJaHHSA
perynisipHuX 3BiTiB 3 6e3neKu.
22. OKCUTOUMH nopowok (cyberaHuis) | AT "BIOJIK" YkpaiHa AT "T'piHgekc” NaTtsis peecTpadist Ha 5 pokis - He UA/18947/01/01
y NOMieTUIEHOBKX nionsizae
KOHTeliHepax Ans
chapmaLeBTUYHOro
3acTOCyBaHHs
23. OHAAAP pO34uH A8 iH'EKUIN, 2 AAP dapma | O6'egHaHi MatkaitHg ®apma IHais peecTpaduis Ha 5 pokis 3a He UA/18905/01/01
Mr/mn no 2 ma abo no d3-11C Apabchbki Nimiteq MepioAnYHICTb NOAAHHS PEryspHO peyenmom nionseae
4 Mmn B amnyni, no 4 Emipatun OHOBJIHOBAHOrO 3BiTy 3 6€3Meku, BiANOBIAHO A0
amnysv B Mopsaaky 3AiicHeHHA hapmakoHarnaay,
n1acTMKOBOMY 3aTBEPKEHOro Haka3oMm MiHICTepcTBa OXOPOHM
6nictepi; no 1 37,0p0B’sA YKpaiHu Big 27 rpyaHs 2006 poky Ne
6nicTepy B KapTOHHiIl 898, 3apeecTpoBaHOro B MiHicTepcTBi toCTULji
ynakoBLji YkpaiHu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHHU
37,0p0B's YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i CTPOKaMMu,
3a3HayYeHUMK y NepioAnYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neKu.
24. OHAAAP po3unH ANA iH'ekuid, 2 | AAP dapma | O6'egHaHi MaHkaliHg ®apma IHAiA peecTpauis Ha 5 pokis - He UA/18906/01/01
mr/m; in bulk: no 2 mn ®3-/1/1C Apabebki Nimiten MepioanyHICTb NOAAHHSA PerynsipHo nionsizae
a6o 4 mn B amnyni; no Emipatun OHOBJHOBAHOrO 3BiTY 3 6e3neku, BiANOBiAHO A0
4 amnynv B Mopsaky 34iicHeHHs hapMakoHarnaay,
n1acTVKoBOMY 3aTBEPAKEHOr0 Haka3oM MiHICTepCcTBa OXOPOHM
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1I | peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
6nicTepi; no 10 a6o 20 340pOoB’A YkpaiHu Big 27 rpygHsa 2006 poky Ne
6nicTepiB y KAPTOHHIl 898, 3apeecTpoBaHOro B MiHicTepcTBi toCTULji
ynakoBLii YKkpaiHu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa 0XOpPOHU
3[0poB'A YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMMu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.
25. OHXO®dIH Tabnetkv no 250 wmr, Aypo6iHao IHAain Aypobingo ®apma IHAisA peecTpauist Ha 5 pokis 3a He UA/18907/01/01
no 7 TabneTtok y dapma /lTg Nimiten - tOHIT 1 MepiognyHICTb NOAAHHSA PerynsipHo peyenmom | nionsizae
6nictepi; no 2 OHOBJIHOBAHOrO 3BiTY 3 6e3neku, BiANOBiAHO A0
6nicTepy B KapPTOHHIN Mopsaky 3ajiicHeHHs dhapmakoHarisay,
Kopobui 3aTBEPXEHOro Haka3oMm MiHiCTepcTBa OXOPOHM
3[10p0B’sA YKpaiHu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi toCcTuLi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakazy MiHicTepcTBa OXOPOHU
300pOoB'a YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKaMMU,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynsipHmx 3BiTiB 3 6e3neku
26. MONIMANBTOS3 | nopoLlok (cybcTaHLis) Ap. Naynb HimeuuunH [Op. MNaynb JlomaHH HimeyunHa peecTpaduis Ha 5 pokiB - He UA/18948/01/01
HUIA y NONieTUIEHOBNX NomaHH a Mv6X eHp Ko. KraA nionsieae
KOMMJIEKC naketax gns vM6X eHg
3ANI3A hapmaueBTUYHOIO Ko. KlFaA
rigPOKCuHay 3acTocyBaHHA
27. PYMA®IH Tabnetkn no 10 mr; no AnBoreH Bonrapis X. YPIAY | IcnaHis peecTpauist Ha 5 pokis 3a He UA/18949/01/01
10 TabneTok y Papma KOMIMAHbA, C.A. MepioAnYHICTb NOAAHHSA PErynsApHO peyenmom niosnsieae
6nicTepi; no 1 TpelignHr OHOB/IIOBAHOrO 3BiTYy 3 6e3neku, BiANOBIAHO A0
6nicTepy B KapTOHHIl HOpon MopsigKy 34iicHeHHs hapmakoHaraagy,
KopoobLi OTOB 3aTBepKeHOro Haka3om MiHicTepcTBa OXOPOHHU
370poB’A YKpaiHuu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi loCTuULji
YkpaiHnu 29 ciyHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU
34,0p0B'st YKpaiHu Big 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKamMu,
3a3HayYeHMU y NepioAnYHOCTI NOAAHHSA
perynisipHuX 3BiTiB 3 6e3MeKu.
28. CKAUTPAH PO34UH A5 iH'EKLN, Ckali ®apma OAE MankaitHg ®apma IHais peecTpaduis Ha 5 pokis 3a He UA/18929/01/01
100 mr/mn, no 5 mn B B3-TOB Nimiteq MepioAnYHICTb NOAAHHS PErysApHO peyenmom nionseae

amnynax, no 4 amnynav
y 6nicTepi, no 1
6nicTepy B KAPTOHHiIl
Kopobui

OHOBJ/IKOBAHOIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 3AiicHeHHA hapmakoHarnaay,
3aTBEPKEHOr0 Haka3oMm MiHICTepcTBa OXOPOHM
340pOoB’A YkpaiHu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTULji
Ykpainu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHM
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1I | peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
300pOoB's YKpaiHu Big 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKaMM,
3a3Ha4YeHUMK Y NepioguyYHOCTI NoJaHHSA
perynisipHuX 3BiTiB 3 6e3MeKu.
29. CKAUTPAH PO34UH A5 iH'EKLLN, Ckali ®apma OAE MankaitHg ®apma IHais peecTpadist Ha 5 pokis - He UA/18930/01/01
100 mr/mn, in bulk: no B3-TOB Nimiteq MepioAnYHICTb NOAAHHST PErySPHO nionseae
5 mn B amnynax, no 4 OHOBJ/IKOBAHOIO 3BIiTYy 3 6e3nekw, BiANOBIAHO A0
amnynu y 6nictepi, no Mopsaky 34iicHeHHsT hapMakoHarasay,
20 a6o no 40 3aTBEPKEHOr0 Haka3om MiHICTepcTBa OXOPOHM
6nicTepiB B KAPTOHHIA 340pOoB’A YkpaiHu Big, 27 rpygHsa 2006 poky Ne
Kopobui 898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuULji
Ykpainu 29 ciuHsa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakaly MiHicTepcTBa 0XOpPOHU
30,0p0oB's YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTB: 3riAHO 3i CTPOKaMMu,
3a3HayveHMK y NepiognyHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku.
30. CTEPENPA3 niodpinisat gns Crepun- IHAaia Crepun-[xeH Naiic IHAis peecTpauist Ha 5 pokis 3a He UA/18910/01/01
pO34nHYy ANA iH'EKUil ke Naiicp Caiiencus (M) Ntg, MepioAnYHICTb NOAAHHSA PErynsapHO peyenmom | niosisieae
no 40 mr, no 10 CaileHcus OHOBJIHOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
(h/1aKoHIB 3 MOPOLLKOM (m nra,. Mopsaky 3ajiicHeHHs dhapmakoHarisay,
Y KapTOHHIi1 kopobu,i 3aTBepXeHoro Haka3omMm MiHicTepcTBa OXOPOHU
370p0B’sA YKpaiHu Bif 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi loCcTuLi
Ykpainu 29 ciyHa 2007 poky 3a Ne 73/13340 (y
pefakuii Haka3ly MiHicTepcTBa OXOPOHU
300pOoB'a YKpaiHu Bif 26 BepecHst 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMM,
3a3HaYeHMK y NepiognyHOCTi NOAAHHS
perynsipHuxX 3BiTiB 3 6e3neku.
31. CTEPUTOLUVH PO34MH A5 iH'EKLN, Crepun- IHais Crepun-[xeH Naiic IHais peecTpaduis Ha 5 pokis 3a He UA/18911/01/01
10 10 MO/mn, no 1 mn B e Nalich CaiieHcus (M) Nitg, MepioAnYHICTb NOAAHHS PEryspHO peyenmom nionseae
amnyni, no 5 a6o 10 CalieHcus OHOBJIHOBAHOrO 3BiTy 3 6€3Meku, BiANOBIAHO A0
ammnyn y KOHTYpHIiA () nra. Mopsaky 34iicHeHHs dhapMakoHarasay,
ynakosi, no 1 3aTBEPKEHOro Haka3oMm MiHICTepcTBa OXOPOHM
KOHTYPHIli ynakoBL,i y 37,0p0B’sA YKpaiHu Big 27 rpyaHs 2006 poky Ne
KapTOHHIlA KopooLi 898, 3apeecTpoBaHOro B MiHicTepcTBi toCTULji
Ykpainu 29 ciuHsa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHHU
37,0p0B's YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i CTPOKaMMu,
3a3HayYeHUMK y NepioAnYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neKu.
32. CY®EHTAHITY | nopowok (cy6ecTaHuis) | ToBapucTso YkpaiHa MAK®AP/TIAH CMIT Benuka peecTpauis Ha 5 pokis - He UA/18950/01/01
UNTPAT y NOMieTUIEHOBKX 3 NIMITEL, BpuTtaHis nionsizae
nakeTtax gns 06MeXeHOI0
hapMaLeBTUYHOIO Bignosigans
3acToCyBaHHsA HiCTIO
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o

33.

"XapkiBcbke
hapmauesT
nyHe
nignpvemMcTs
0 "3p0poB's
Hapozy"

nocsBi0OYeHHs

34.

LE®TPUAKCO
H

MOPOLUOK A5 PO3UMHY
Ans iH'ekuiid, no 1000
Mr; no 1 donakoHy y
KapTOHHIA Kopoo6Li

Ckaii ®apma
B3-TOB

OAE

MankaitHg, ®apma
Nimitepn

IHais

peecTpauisi Ha 5 pokiB
MepioguyHICTb NOAAHHA PerynsipHo
OHOB/IOBAHOIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 34jiicHeHHs hapMakoHarisay,
3aTBEPAKEHOrO Haka3oM MiHiCTepcTBa OXOPOHM
340pOoB’A Ykpainu Big 27 rpygHs 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi loCcTuLi
YkpaiHu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pegfakuii Hakaly MiHicTepcTBa OXOPOHHU
300pOoB'a YKpaiHu Bifg 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMM,
3a3Ha4YeHUMK Y NepioguyYHOCTI NoJaHHSA
perynsipHuX 3BiTiB 3 6e3neKu.

3a He
peyenmom | nidssieae

UA/18932/01/01

LE®PTPUAKCO
H

NOPOLLIOK A4/191 PO3YNHY
Ans iH'ekuiid, no 1000
mr, in bulk: no 50
(h/1aKOHIB Y KapTOHHiii
Kopobui

Ckali ®apma
B3-TOB

OAE

MatkaitHg ®apma
Nimiten

IHais

peecTpadist Ha 5 pokis
MepioanyHICTb NOAaHHSA perynsipHo
OHOBJ/IKOBAHOTO 3BIiTYy 3 6e3neku, BiANOBIAHO A0
Mopsaky 3AiicHeHHs hapmakoHarnaay,
3aTBEPKEHOr0 Haka3om MiHICTepcTBa OXOPOHM
3[10p0B’A YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCcTuLji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pegfakuii Hakazy MiHicTepcTBa OXOPOHU
304,0p0oB's YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKamMMu,
3a3HayYeHMU y NepioAnYHOCTI NoAaHHA
perynsipHux 3BiTiB 3 6e3neku.

- He
nionseae

UA/18933/01/01

B.o. I'enepanbHoro gupexkropa /lupekropary
(hapmanieBTUYHOrO0 3a0e3neyeHHs

Isan 3AZIBOPHUX




Aopatok 2

[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy
peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianis»

Bif 10 BepecHsa 2021 poky Ne 1922

NMEPENIK
NMEPEPEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHUX IMYHOBIO/TOMNYHUX MPENAPATIB), AKI
BHOCATBLCA AO AEP>XXABHOI'O PEECTPY NNIKAPCbKUX 3ACOBIB YKPAIHA

Hassa dopma sunycky 3assBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknam Homep
JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
AAQMEHTA 10 TabneTku, BKPUTI CaH IHais CaH IHais nepepeecTpawis Ha HeobMexeHuit TepMiH 3a He UA/15449/01/02

nNiBKOBOO dapmacb PapmacbioTuKan OHOB/1EHO iHhOpMaLLito B iIHCTPYKLIT 4151 MEANYHOTO peyenmom nionseae

obonoHkoto, no 10 roTMKan IHpgacTpis /T4, 3aCTOCYBaHHS NiKapCbKOro 3acoby y po3ginax

Mr rno 10 Tabnetok y IHOacTpi3 "MokasaHHA" (YTOYHEeHHS iHdhopMadiT), “MobiyvHi

6nicTepi; no 3 Nimiteq peakui" BiANoOBIAHO A0 iHGopMaLii pethepeHTHOro

6nictepu B nikapcbkoro 3acoby (ABIKCA, TabneTku, BKpUTI

KapTOHHIA ynakoBLi NNiBKOBOK 060/10HKO0 MO 10 Mmr).

MepiognyHICTb NOAAHHA PEryNSPHO OHOB/IIOBAHOIO
3BiTy 3 6e3neku, BignoBigHO Ao Mopaaky 34iiCHEHHS
chapmakoHarnsgy, 3aTBepikKeHoro Hakasom
MiHicTepcTBa OXOPOHM 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLil Ykpainu 29 ciuHa 2007 poky 3a
Ne 73/13340 (y peaakuii Hakady MiHicTepcTsa
OXOPOHM 300POB'A YKpaiHu Big, 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riHO 3i CTPOKaMK, 3a3HaYEHUMMN
y NepioANYHOCTI NOAAHHA PEryNApHUX 3BITiB 3

6e3neku.
ATOPBAKOP® TabneTku, BKPUTI AT Ykpaina AT "dapmak” YkpaiHa nepepeecTpawis Ha HeobMexeHuit TepMiH 3a He UA/15677/01/01
NNiBKOBOO "®apmak” OHOB/EHO iHhOpMaLLito B iIHCTPYKLIT 4151 MEANYHOTO peyenmom nionseae
obonoHkoto, no 10 3acTocyBaHHs Nikapcbkoro 3acoby B po3dinax
Mmr; no 10 TabneTok "®apmakonoriyHi BnactnsocTi”, "MokasaHHsa",
y 6nicTepi; no 3 abo "B3aemogis 3 iHWVMU NikapcbknMm 3acob6amu Ta iHLwi
6 6ricTepiB y nayui BMAM B3aemogiin”, "OcobmBOCTi 3aCTOCyBaHHS",

"3acTocyBaHHS y nepiog BariTHOCTi abo rofyBaHHs
rpyaato”, "Cnocib 3actocyBaHHs Ta 4o3n", "MNobivHi
peakuii" BiANOBIAHO A0 iHopMaLii pechepeHTHOro
nikapcbkoro 3acoby Jlinpumap/Liprimar, TabneTku,
BKPUTI NNiBKOBOI 060/10HKO0, 10Mr, 20Mmr, 40mr, 80
M.
MepiognyHICTb NOAAHHS PErynsipHO OHOB/TIOBAHOMO
3BiTy 3 6e3neku, BignoBsigHo Ao Mopaaky 34iicHEHHS
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

dhapmakoHarnsgy, 3aTBepiKeHoro Hakasom

MiHicTepcTBa OXOpPOHU 340P0OB’'A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTtpoBaHoro B

MiHicTepcTBi tocTuyi Ykpainn 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa

0XOPOHU 37,0p0B'A YKpaiHu Big, 26 sepecHs 2016 poky

Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3HaYEHMU
y NepioAnYHOCTI NOAAHHA PerynsapHuX 3BiTiB 3

6e3neku.

ATOPBAKOP®

TabneTku, BKpUTI
NNiBKOBOO
060n0HKot0, No 20
mr; no 10 Tabnetok
y 6nicTepi; no 3 abo
4 6nictepun y nauui

AT
"®apmak”

YKpaiHa

AT "dapmak”

YkpaiHa

nepepeecTpawis Ha HeobMeXeHuin TepMiH
OHOB/1EHO iHhopMaLLito B iIHCTPYKLIT 4151 MeANYHOro
3aCTOCyBaHHS Nikapcbkoro 3acoby B posginax
"®apmakonoriyHi BractmsocTi”, "lMokaszaHHS",
"B3aemogis 3 iHWMMKM NiKapCbkumu 3acobamu Ta iHLi
BMAM B3aemogiin”, "Oco6/IMBOCTI 3aCTOCYBaHHS",
"3acTocyBaHHs y nepiof BariTHOCTi abo roflyBaHHs
rpyaato”, "Cnocib 3actocyBaHHs Ta fo3n", "MobiuHi
peakui" BiANOBIAHO A0 iHopMaLii pechepeHTHOro
nikapcbkoro 3acoby flinpumap/Liprimar, TabneTku,
BKPWTi NNiBKOBOIO 060/10HKO0, 10Mr, 20Mmr, 40Mmr, 80
M.

MepiognyHICTb NOAAHHS PErynsipHO OHOB/TIOBAHOTO
3BiTy 3 6e3neku, BignoBigHO Ao Mopaaky 34iicHeHHS
hapmakoHarnsgy, 3aTBepKeHoro Hakasom
MiHicTepcTBa 0XOpPOHM 340POB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuyi Ykpainn 29 ciuna 2007 poky 3a
Ne 73/13340 (y pegakuii Hakaly MiHicTepcTBa
OXOPOHU 3[10POB'SA YKpaiHu Bif 26 BepecHs1 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3HAaYEHMU
y NepioANYHOCTI NOAAHHSA PErYNAPHUX 3BITIB 3
6esneku.

3a
peyenmom

He
nionsieae

UA/15677/01/02

ATOPBAKOP®

TabneTkn, BKPUTI
nniBKOBOKO
060/10HKO10, No 40
mr; no 10 TabneTok
y 6nicTepi; no 3
6nictepn y nauyui

AT
"®apmak”

Ykpaina

AT "®apmak”

Ykpaina

nepepeecTpaisi Ha HEOBOMEeXeHNI TepPMiH
OHOB/IEHO iHhopMaLLito B iIHCTPYKLIT 4151 MegNYHOro
3acTocyBaHHA Nikapcbkoro 3acoby B po3zinax
"®apmakonoriynHi BnactneocTi”, "MokasaHHs",
"B3aemogis 3 iHWVMU NikapcbknMK 3acob6amu Ta iHLwi
BMAM B3aemogijit”, "Ocob/MBOCTi 3aCTOCyBaHHA",
"3acTocyBaHHS y nepiog BariTHOCTi abo roAyBaHHs
rpyaar”, "Cnocib 3actocyBaHHA Ta fo3un”, “INo6ivHi
peakuii" BignosiaHO A0 iHdopMaLii pedhepeHTHOro
nikapcbkoro 3acoby Jlinpumap/Liprimar, TabneTku,
BKPUTI NNiBKOBOK 060/10HKO0, 10Mr, 20Mmr, 40mr, 80
M.

MepioanyHiCTb NOAAHHA PEryNspHO OHOB/IIOBAHOTO
3BiTy 3 6e3neku, BignoBigHO Ao Mopaaky 34iicHeHHS
dhapmakoHarnsgy, 3aTBepKeHoro Hakasom
MiHicTepcTBa 0XOpPOHM 340pOB’A YKpaiHuu Big 27

3a
peyerimom

He
niosnsicae

UA/15677/01/03
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainu 29 ciuHa 2007 poky 3a
Ne 73/13340 (y peaakuii Hakady MiHicTepcTsa
0XOPOHU 370p0B'A YKpaiHu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riHO 3i CTPOKaMK, 3a3HaYEHUMMU
y NepioANYHOCTI NOAAHHA PErynspHUX 3BITiB 3
6e3neku.

ATOPBAKOP®

TabneTku, BKPUTI
N1iBKOBOIO
060/10HKO0, No 80
Mr 1o 6 TabneTok y
6nictepi; no 5
6nicTepiB y navuj 3
KapToOHy

AT
"®apmak”

YKpaiHa

AT "dapmak”

YKpaiHa

nepepeecTpawis Ha HeobMexeHuit TepMiH
OHOB/EHO iHhopMaL,ito B iIHCTPYKLIT 418 MeANYHOro
3acTocyBaHHS fiKapcbKoro 3acoby B po3ginax
"®apmakonoriynHi BnactnsocTi”, "Moka3aHHsA",
"B3aemogis 3 iHWVMU NikapcbknMm 3acobamu Ta iHLwi
BMAM B3aemogiin”, "OcobmBOCTi 3aCTOCyBaHHS",
"3acTocyBaHHS y nepiog BariTHOCTi abo rofyBaHHs
rpyaato”, "Cnocib 3actocyBaHHs Ta Ao3n", "MNobivHi
peakuii" BiANOBIAHO A0 iHopMaLii pechepeHTHOro
nikapcbkoro 3acoby Jlinpumap/Liprimar, TabneTku,
BKPUTI NNiBKOBOI 060/10HKO0, 10Mr, 20Mr, 40mr, 80
M.

MepiognyHICTb NOAAHHS PErynsipHO OHOB/TIOBAHOMO
3BITy 3 6e3neku, BignoBigHo Ao Mopaaky 34iicHeHHS
dhapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOpPOHM 340P0OB’'A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuyi YkpaiHn 29 ciuna 2007 poky 3a
Ne 73/13340 (y pegakuii Haka3y MiHicTepcTBa
0XOPOHU 37,0p0B'A YKpaiHu Big, 26 sepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3HaYEeHMU
y NepioAnYHOCTI NoAAaHHA perynspHux 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionsieae

UA/15677/01/04

BET®EP la
nnoc

NOPOLLIOK AnNSA
PO34UHY ANs iH'eKUl
no 6000000 MO (30
MKr),1 doiakoH 3
NOPOLLKOM Y
KomnekTi 3 1
amnysioo 3
PO34YMHHMKOM Mo 1
mn (Bogda Ans
iH'EKL cTepunbHa)
y 6nicTepi; no 1
6nictepy y nauu,i 3
KapToHy; 4 chnakoHn
3 MOPOLLKOM Y
KOMMNekTi 3 4
amnynamu 3
PO34YMHHMKOM Mo 1
mn (Boda Ans

TOB "3
"BIODAP
MA"

YKpaiHa

TOB "3
"BIO®APMA"

YKpaiHa

MepepeecTpaLis Ha HeobMeXeHUA TepMiH. OHOBIEHO
iHhopmaLito B IHCTPYKLiT Ana MeanyHOoro
3acToCyBaHHS Nikapcbkoro 3acoby B posginax
"apMakonoriyHi BnactTuBoCTi" (pefaryBaHHsA TEKCTY),
"Moka3aHHs" (pegaryBaHHs TekcTy), "B3aemogis 3
HLWMKM NikapcbKMMK 3acob6amMu Ta iHLWi BUan
B3aemogiin”, "OcobnmBocTi 3acTocyBaHHs", "Cnocio
3aCcTOCyBaHHA Ta 031" (YTOUHEeHHs iHhopmauii 3
6e3neku), "MobivHi peakuii”, "HecymicHicTb",
"YnakoBka" (pegaryBaHHs TEKCTY 6€3 3MiHU
iHdhopmawii) BianoBiAHO A0 iHopMaLlii CTOCOBHO
6e3neku, aka 3a3HayeHa B martepianax
peecTpaLiiHoro Aockbe. PEKOMeH0BaHO A0
3aTBEPKEHHS KOPOTKY XapaKTepuCTMKY NikapCbKoro
3acoby.

MepiognyHICTb NOAAHHS PErynsipHO OHOB/TIOBAHOTO
3BiTy 3 6e3neku, BignoBigHO Ao Mopaaky 34iicHeHHs
dhapmakoHarnsgy, 3aTBepKeHoro Hakasom

3a
peyenmom

He
nionsieae

UA/15462/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

iH'EKL cTepunbHa)
y 6nicTepi; no 1
6nictepy y nauui 3
KapTOHY

MiHicTepcTBa 0XOpPOHM 340POB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi YKpaiHn 29 ciyna 2007 poky 3a
Ne 73/13340 (y pegakuii Hakaly MiHicTepcTBa
OXOPOHW 3,0POB'A YKpaiHu Bifg, 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3HaYEHMU
y NepioANYHOCTI NOAAHHS PETY/IAPHUX 3BITIB 3
6esneku.

BYTONAP®

PO34MH A5 iH EKU,i,
2 mr/mn; no 1 mn
pO34uHy B amnyni;
no 5 amnyn y kaceri;
no 1 kaceTi y navuj 3
KapToHY

My6niuHe
aKujioHepH
e
TOBapuUCTB
0
"HaykoBo-
BMPOGHMY
UiA LEeHTp
"bopLuaris
CbKuit
XiMiKo-
thapmaveB
TUYHWIA
3asof”

Ykpaina

My6niuHe
akKujioHepHe
TOBapUCTBO

"HaykoBo-
BMPOGHNYNIA

LeHTp
"BopLyariscbkuii
XiMiKo-
hapmaLeBTUYHNKIA
3aBof”

Ykpaina

nepepeecTpaisi Ha HEOBMEeXeHU TepPMiH
OHOB/EHO iHhopMaL,ito B iIHCTPYKLIT A58 MeANYHOro
3acTOoCyBaHHS NikapcbKoro 3acoby Wwoao 6esnekn
Ait04O0T PEYOBMHM Ta 3riAHO 3 6e3MNeKO0 AOMNOMIKHMX
peyvoBUH y posginax "dapmakotepaneBTuyHa rpyna’
(yTouHEeHHs chopMyoBaHHS), "B3aemMogis 3 iHWMMK
nikapcbkvMKn 3acobamu Ta iHWi BUAn B3aemogii',
"Oco061MBOCTI 3acTocyBaHHS", "3acTocyBaHHs y
nepiog BariTHoOCTi abo rogyBaHHs rpyaar” (YTOUHEeHHs
iHdhopmauii) Ta "MobivHi peaxuii”.
MepiognyHICTb NOAAHHS PErynsipHO OHOB/TIOBAHOTO
3BiTy 3 6e3neku, BignoBigHO Ao Mopaaky 34iicHeHHS
dhapmakoHarnsgy, 3aTBepKeHoro Hakasom
MiHicTepcTBa 0XOpPOHM 340POB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuyi Ykpainn 29 ciuna 2007 poky 3a
Ne 73/13340 (y pegakuii Hakaly MiHicTepcTBa
OXOPOHU 3[10POB'SA YKpaiHu Bif 26 BepecHst 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3HAYEHMU
y NepioANYHOCTI NOAAHHSA PErYNIAPHUX 3BITIB 3
6esneku.

3a
peyermom

He
nionsieae

UA/15461/01/01

BEH/TA®AKCU
H

Tabnetkv no 75 wmr,
no 10 Tabnetok y
6nictepi; no 3
6nictepn y nauui 3
KapToOHy

MpAT
"TexHonor

Ykpaina

MpAT "TexHonor"

Ykpaina

nepepeecTpaist Ha HEOBMEeXeHN TepPMiH
OHOB/IEHO iHhopMaLLito B iIHCTPYKUIT 4151 MegNYHOro
3acToCyBaHHSA NikapcbKoro 3acoby y po3gini
"Oco6nMBOCTI 3acTocyBaHHSA" BigNoBiAHO 40
OHOBJIEHOI iHChopMalii LWoao 6e3nekun Aitoyoi
pPeyoBUHN.

MepioanyHiCTb NOAAHHA PEryNSPHO OHOB/IIOBAHOIO
3BiTy 3 6e3neku, BignoBigHO Ao Mopaaky 34iicHeHHS
dhapmakoHarnsgy, 3aTBepKeHoro Hakasom
MiHicTepcTBa OXOPOHM 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciyHa 2007 poky 3a
Ne 73/13340 (y peaakuii Hakaly MiHicTepcTsa
OXOPOHW 34,0pO0B'A YKpaiHu Bifg, 26 BepecHs 2016 poky
Ne 996), cTaHOBUTbL: 3riHO 3i CTPOKaMK, 3a3Ha4YeHUMMN
y NepioANYHOCTI NOAAHHA PErynspHUX 3BITiB 3
6e3neku.

3a
peyerimom

He
nionsiecae

UA/15569/01/01

rniPng

TabneTtky no 2 mr,
no 10 TabneTtok y

CaHpo3
dPapmacb

CnoBeHisa

Nek C. A.
(BUPOGHMLTBO 3a

MonbLya

nepepeecTpawis Ha HeobMexeHuit TepMiH
OHOB/EHO iH(hopMaL,ito B IHCTPYKUIi AN MegnyHoro

3a
peyenmom

He
nionsieae

UA/5824/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

6nicTepi; no 3
6nictepu B
KapTOHHIlA KOpO6L

loTikan3
a.4a.

MOBHUM LWMIK/IOM;
nakyBaHHs1, BUMYCK
cepii)

3aCTOCYBaHHS NiKapCbKOro 3acoby y po3ginax
"®apmMakonorivyHi BNactTnsocTi" (YyTOYHEHHS
iHdpopmauii), "B3aemogis 3 iHWMMU nikapcbkumm
3acobamu Ta iHwWi Buay B3aemogiii”, "OcobamBocTi
3acTocyBaHHs", "Mo6iuHi peakuii” BignoBigHO A0
OHOBEHOI iHGhopMaLii 3 6e3Mekn 3aCTOCyBaHHS
Lit0YOT PEYOBUHN.

MepiognyHICTb NOAAHHS PErynsipHO OHOB/TIOBAHOTO
3BIiTY 3 6e3nekw, BignoBiAHO A0 Mopaaky 34iCHEHH:
dhapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOpPOHU 340P0B’'A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTtpoBaHoro B
MiHicTepcTBi tocTuyi Ykpainn 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
0XOPOHU 37,0p0B'A YKpaiHu Big, 26 sepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3HaYEHMU
y NepioAnYHOCTI NoAAaHHA perynsapHuX 3BiTiB 3
6e3neku.

10.

rAIPNL,

TabneTku 3 mr, no
10 TabneTok y
6nictepi; no 3
6nictepu B
KapTOHHIlA KOpooLi

CaHpo3
®apmacb
toTikan3
a.o.

CnoBeHis

Nexk C. A.
(BMPOGHMLITBO 3a
MOBHUM LMK/IOM;

nakyBaHHS1, BUMYCK
cepir)

Monba

nepepeecTpawis Ha HeobMexeHuin TepMiH
OHOBEHO iH(hopmMaLito B IHCTPYKLUIT NS MeguyHOro
3acTOCyBaHHS MikapCbKOro 3acoby y posginax
"®apmMakonoriyHi B1acTuBoCTi" (YTOYHEHHS
iHchopMmawii), "B3aemogist 3 iHWUMK NikapCbKUMn
3acobamu Ta iHWi BUAn B3aemogiii", "Oco6amMBocCTi
3acTocyBaHHs", "lMob6iyHi peakuii” BigMoBigHO A0
OHOBJEHOI iHGhopMaLii 3 6e3Mekn 3aCTOCyBaHHs
Lit0Y0i PEYOBUHN.

MepiognyHICTb NOAAHHS PErynsipHO OHOB/TIOBAHOTO
3BiTy 3 6e3neku, BignoBigHO Ao Mopaaky 34iicHeHHS
thapmakoHarnsgy, 3aTBepXeHOro Hakasom
MiHicTepcTBa 0XOpPOHM 340POB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuyi Ykpainn 29 ciuna 2007 poky 3a
Ne 73/13340 (y pegakuii Hakaly MiHicTepcTBa
OXOPOHU 3[10POB'SA YKpaiHu Bif 26 BepecHst 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3HAYEHMU
y NepioANYHOCTI NOAAHHSA PErYNIAPHUX 3BITIB 3
6esneku.

3a
peyenmom

He
nionsieae

UA/5824/01/03

11.

rniPng

Tabnetkv no 4 wmr;
no 10 Tabnetok y
6nictepi; no 3
6nictepu B
KapTOHHI KopoobLi

CaHpo3
dapmacb
loTikan3

A

CnoBeHisa

Nexk C. A.
(BMpPOGHMLTBO 3a
MOBHUM LMK/IOM;

nakyBaHHS1, BUMYyCK
cepir)

Monbwa

nepepeecTpaisi Ha HEOBMEeXeHNN TepPMiH
OHOB/EHO iH(hopmaL,ito B IHCTPYKLii AN MeguyHOro
3aCTOCYyBaHHSA NikapCcbKoro 3acoby y posainax
"®apmMakonoriyHi B1acTMBocCTi" (YTOYHEHHS
iHhopMmawii), "B3aemogis 3 iHLWUMK NikapCbKMMn
3aco6amu Ta iHWi BUuAn B3aemogiii", "Oco61mMBOCTi
3acTocyBaHHs", "Mob6iuHi peakuii” BigNoBigHO A0
OHOBJIEHOI iHhopMaLii 3 6e3nekn 3acToCyBaHHS
Lit0Y0i PeYOBUHN.
MepiognyHiCTb NOAAHHSA PEryNspHO OHOB/IKOBAHOTO

3a
peyerimom

He
nionsiecae

UA/5824/01/04
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs1I | peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
3BiTy 3 6e3neku, BignoBigHO Ao Mopaaky 34iCHEHHS
chapmakoHarnsgy, 3aTBepikeHoro Hakasom
MiHicTepcTBa OXOPOHM 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainu 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pepakuii Hakady MiHicTepcTsa
0XOPOHU 37,0p0B'A YkpaiHu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riHO 3i CTPOKaMK, 3a3HaYEHUMMU
y NepioANYHOCTI NOAAHHA PErynspHUX 3BITiB 3
6e3neku.
12. TPUNAYT NopoLUoK ANns €Bpo IHais $AC Nimiteq, IHais nepepeecTpawis Ha HeobMexeHuit TepMiH 6e3 nionsieae UA/15361/01/01
FAPSYMIA OpasibHOro pPo3ynNHY Naiidpkep OHOB/EHO iHhOpMaLLito B iIHCTPYKLIT 4151 MEANYHOTO peyenma
HAMIN no 6 r y nakeTuky; MpaiiBiT 3aCTOCYBaHHS NiKapCbKOro 3acoby y po3ginax
no 10 nakeTukiB y Nimiteq "®apmakonoriyHi Bnactusocti”, "MpoTunokasaHHs",
KapTOHHI KOpoobLyi "B3aemMogisi 3 iHWMMM NikapCbKuMm 3acobamm Ta iHLi
BMAM B3aemogiin”, "OcobmBOCTi 3aCTOCyBaHHS",
"3acTocyBaHHS y nepiog BariTHOCTi abo rofyBaHHs
rpyaaro”, "34aTtHicTb BIAMBATY Ha LUBUAKICTb peakujii
npu KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLLINMK
MexaHismamu”, "MepenosysaHHa", "Mo6iYHI peakuii™
BiANOBIAHO A0 iH(hopMaLii pediepeHTHOro NikapcbKoro
3acoby PAPMALINTPOH.
MepiognyHICTb NOAAHHS PErynsipHO OHOB/TIOBAHOTO
3BiTy 3 6e3neku, BignoBigHo Ao Mopaaky 34iicHEHHS
dhapmakoHarnsgy, 3aTBepiKeHOro Hakasom
MiHicTepcTBa OXOpPOHM 340P0OB’'A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuyi Ykpainn 29 ciuna 2007 poky 3a
Ne 73/13340 (y pegakuii Haka3y MiHicTepcTBa
0XOPOHU 37,0p0B'A YKpaiHu Big 26 sepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3HaYEHMU
y NepioAnYHOCTI NoAAaHHA perynspHux 3BiTiB 3
6e3neku.
13. r'YAN®EHE3N KpucTaniyHmi AT Ykpaina "eHHekc IHais nepepeecTpawis Ha HeobMexeHuin TepMiH - He UA/15792/01/01
H NopOLLOK "papmak” Na6opaTtopic nionsieae
(cybeTaHuin) y Nimiten
nakeTax noApiliHNX
nonieTnIeHoBuUxX
ans
dhapmaLeBTU4YHOro
3aCTOCYBaHHSA
14. AEPKACT® PO34MH NS iHY3ilk; TOB Ykpaina TOB "HOpia-®apm” YkpaiHa nepepeecTpaisi Ha HeOBMeXeHN TepMiH 3a He UA/15632/01/01
no 100 mn a6o 200 "lOpis- peuyenmom | nidssieae
M B NAswWLi; no 1 Papm"” MepiognyHICTb NOAAHHA PEryNsSipHO OHOB/IIOBAHOMO

NAAWLi y nayui; no
100 mn a6o 200 mn
Y KOHTelHepi
nosliMmepHomy

3BiTYy 3 6e3neku, BignoBigHO A0 MopsaKy 34iACHEHHS
thapmakoHarnsgy, 3aTBepXeHOro Hakasom
MiHicTepcTBa OXOPOHW 3[40POB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
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Hassa

®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs1I | peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
MiHicTepcTBi tocTuLi Ykpainn 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
0XOPOHU 37,0p0B'A YKpaiHu Big, 26 sepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3HaYeHMU
y NepioAnYHOCTI NOAAHHA PerynspHuX 3BiTiB 3
6e3neku.
15. EK3EMECTAA TabneTku, BKpUTI Akkopg, Benuka BMPOGHMLTBO IHgis/ nepepeecTpawis Ha HeobMeXeHuin TepMiH 3a He UA/15435/01/01
H AKKOPJ, 25 NNiBKOBOO Xernckea BpuTaHis roToBOro Benuvka OHOB/1EHO iHhopMaLLito B iIHCTPYKLIT 4151 MeANYHOro peyenmom | nidssieae
060/10HKO0, N0 25 nrp, nikapcbKoro Bputanis/ 3aCTOCYBaHHSA NikapcbKoro 3acoby wogo 6esneku
mr; Ne 15: no 15 3acoby, NepBuHHA, Icnanis/ [OMOMDKHMX PEYOBUH y po3Aini "OcobnmsocTi
Tabnetok y 6nictepi; BTOPVHHA YropwumHa/ 3acTocyBaHHA".
no 1 6nictepy B ynakoBKa, Yexis MepiognyHICTb NOAAHHSA PErYNsiPHO OHOB/IKOBAHOTO
KapTOHHI kopo6Lyj; KOHTPO/b AKOCTI 3BiTy 3 6e3neku, BignoBigHo Ao Mopaaky 34iicCHeHHS
Ne 30: no 15 cepii: hapMakoHarnsagy, 3aTBepXeHoro Hakasom
Tabnetok y 6nictepi; IHTAC MiHicTepcTBa OXOPOHM 340POB’A YKpaiHu Big 27
no 2 6nictepu B PAPMACBIOTUK rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
KapTOHHI Kopo6Lyj; ENC NIMITEL, MiHicTepcTBi tocTuLil Ykpainu 29 ciyHa 2007 poky 3a
Ne 90: no 15 IHais; Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
TabneTok y 6nictepi; BTOPUHHE 0XOPOHU 37,0p0B'A YKpaiHu Big 26 BepecHs 2016 poky
no 6 6nictepis B nakyBaHHs: Ne 996), cTaHOBUTbL: 3riHO 3i CTPOKaMK, 3a3Ha4YEHUMMU
KapTOHHI Kopoo6L; AKKOP[ y NepiognYHOCTI NOAAHHS PEryNsipHMX 3BITIB 3
Ne 100: no 10 XENICKEA 6e3neku.
Tabnetok y 6nictepi; NIMITEL, Benuka
no 10 6nicTepis B BpuTaHis;
KapTOHHI Kopo6Li. BTOPUHHE
nakyBaHHs:

AKKOP[-tOKEM
NIMITEL, Benuka
BpuTaHis;
KOHTPO/b AKOCTI:
NTABOPATORPI
PYHOACIO JAY,
IcnaHis;
KOHTPO/Tb AKOCTI:
ACTPOH
PECbOPY
NIMITEL, Benuka
BpuTaHis;
KOHTPO/Ib SIKOCTI:
BeccniHr XaHrepi
KdoT., YropwuHa;
KOHTPO/Ib SIKOCTI:
TOB AJIC Yecbka
Pecny6nika,
Yexis;
KOHTPO/Tb AKOCTI:
ANC
JIABEOPATOPIC
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep

n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs1I | peecmpayiliHo2o

3acoby ynakoska) nocsioYeHHs1
(FOKEW) NIMITEL,
Benvka bputaHis;
BiNOBigaNbHWIA 3a
BMNYCK Cepil:
AKKOP[,
XEJNICKEA
NIMITEA,
BE/IIKA
BEPUTAHIA
16. KOHTPAXICT TabneTku, BKpUTI AT Monbwa nepBuHHe Ta Monbwa nepepeecTpawis Ha HeobMeXeHuin TepMiH 6e3 nionsizae UA/15823/01/01
ANEPOXI® NNiBKOBOO "Apamep, BTOPVHHE OHOB/1EHO iHhopMaLLito B iIHCTPYKLIT 4151 MeANYHOro peuyenma
060/10HKOI0, N0 5 Mr dapma” nakyBaHHs, 3aCTOCyBaHHS NiKapCbKOro 3acoby y posginax:
no 10 Tabnetok y KOHTPO/b AKOCTI "3acTocyBaHHs y nepiof BariTHOCTi abo roflyBaHHs
6nictepi; no 1 Ta BMNyCK cepil: rpyaaro”, "34aTtHicTb BNAMBATY Ha LUBUAKICTb peaku;ii
6nictepy B AT "Apgawvep, npun KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLLINMKN
KapTOHHI kopo6Lyj; dapma”, MonbLya; MexaHizmamu", "Mo6iuHi peakuii” BignoBigHO A0
no 7 TabneTok y BUPOGHULTBO, iHhopmaLii o0 MeanyHOro 3acTocyBaHHs
6nictepi; no 1 nepBrHHE Ta pedepeHTHOro nikapcbkoro 3acody (KCU3A
6nictepy B BTOPUHHE ®,TabneTkn, BKPUTI NNiBKOBOK 060/TOHKOI0).
KapTOHHIlA KOpooLi nakyBaHHs: MepioAnyHICTb NOAAHHA PerynsipHO OHOB/IIOBAHOTO
AT "Apavef, 3BITy 3 6e3neku, BignoBigHo Ao Mopaaky 34iicHeHHS
®apma”, MonbLa thapmakoHarnsgy, 3aTBepXeHOro Hakasom
MiHicTepcTBa OXOpPOHM 340P0OB’'A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuyi YkpaiHn 29 ciuna 2007 poky 3a
Ne 73/13340 (y pegakuii Haka3y MiHicTepcTBa
0XOPOHU 37,0p0B'A YKpaiHu Big, 26 sepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3HaYEeHMU
y NepioAnYHOCTI NoAAaHHA perynspHux 3BiTiB 3
6e3neku.

17. KCEOMIH NMopoLUoK AN Mepy, HimeyuunH BMPOGHMLTBO HimeyunHa/ nepepeecTpawis Ha HeobMexeHuin TepMiH 3a He UA/15447/01/02
pO34unHy Ans $apmach a Hepo3gracoBaHOro Ipnangis OHOB/EHO iHhopMaLLito B iIHCTPYKLIT 4151 MeANYHOTOo peyenmom | nidssieae
iH ekuii, no 100 oTikan3 NpPOAYKTY, 3acTOCyBaHHS NikapCcbKoro 3acoby B po3gisi "MobiuyHi
LD50 oguHuub; 1 m6X BMNpPOGYBaHHSA peakuii" BiANOBIAHO A0 iHhOpMaLii CTOCOBHO 6e3neku,
dhnakoH 3 NOPOLLKOM KOHTPO/IIO AKOCTi B fika 3a3HayeHa B MaTepianax peecTpaLiiHoro Aocbe.

Y KapTOHHIi1 kopobu,i npoueci MepioanyHiCTb NOAAHHA PEryNSPHO OHOB/IIOBAHOIO
BMPOGHMLTBA, 3BiTy 3 6e3neku, BignoBigHO Ao Mopaaky 34iicHeHHS
KinbkicHe dhapmakoHarnsgy, 3aTBepKeHoro Hakasom
BU3HAYEHHS Ha MiHicTepcTBa OXOPOHM 340POB’A YKpaiHu Big 27
OCHOBI KNITUH, rpyaHa 2006 poky Ne 898, 3apeecTpoBaHOro B
KinbKicHe MiHicTepcTBi tocTuLii Ykpainu 29 ciyHa 2007 poky 3a
BU3HAYEHHA Ne 73/13340 (y pepakuii Hakasy MiHicTepcTBa
BotyniHiyHoro OXOPOHW 34,0pO0B'A YKpaiHu Bifg, 26 BepecHs 2016 poky
HEepPOTOKCUHY Ne 996), cTaHOBUTbL: 3riHO 3i CTPOKaMK, 3a3Ha4YeHUMMN
Clostridium y NepioANYHOCTI NOAAHHA PErynspHUX 3BITiB 3
Botulinum tuny A 6e3neku.
(ELISA),
nepBuHHe
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

nakyBaHHsA: Mepu,
dapma 'm6X i Ko.
KraA, HimeuunHa,;
BMPOGHMLTBO
Hepo3dacoBaHoro
NPOAYKTY,
BMNPOGYBaHHSA
KOHTPO/II0 AKOCTi B
npoteci
BVMPOGHMLTBA,
BUNPO6YBaHHSA
KOHTPOJHO SIKOCTI
npvi BUNYCKy Ta
cTabiNbHOCTI,
nepBuHHe Ta
BTOPWHHE
nakysaHHs: I4T
Bionorika TM6X,
HimeyvunHa;
BTOPWHHE
nakyBaHHs1, BUMYCK
cepii: Mepy,
dapma 'm6X i Ko.
KraA, HimeuunHa,;
BMNPOGYBaHHSA
LD50 (kinbkicHe
BWU3HAYEHHS
6ionorivyHoi
aKTuBHOCTI): 1OT
Na6opatopis
dapmakornorii Ta
Tokcukonorii
'm6X Ta Ko.KTI,
HimeyvunHa;
Yapnb3 Pisep
NabopaTtopi3
Alineng fiviteg,
IpnaHgis

18.

KCEOMIH

NOPOLLIOK A71SA
pO34nHy Ans

iH exuili, no 50 LD50
oAvHWLp; 1 drnakoH
3 MOPOLLKOM Y
KapTOHHIlA KOpooLi

Mepy,
dapmachb
loTikan3
mM6X

HimeyunH
a

BMPOGHMLTBO
Hepo3acosBaHoro
NPOAYKTY,
BMNPOGYBaHHSA
KOHTPOJTIO AKOCTi B
npoueci
BVMPOGHMLTBA,
KinbKicHe
BU3HAYEHHS Ha
OCHOBI KNITWH,

HimeuunHa/
Ipnangis

nepepeecTpaisi Ha HEOBMEeXeHN TepPMiH
OHOB/EHO iHhopMaLito B iIHCTPYKLT A58 MeANYHOro
3acTOCyBaHHSA Nikapcbkoro 3acoby B po3aisi "MobiuyHi
peakuii" BignoBigHO A0 iHhopMaL,ii CTOCOBHO 6e3neku,
fika 3a3HayeHa B maTepianax peecTpauiiiHoro focbe.
MepiognyHICTb NOAAHHS PErynsipHO OHOB/TIOBAHOTO
3BITy 3 6e3neku, BignoBigHO Ao Mopaaky 34iicHeHHS
dhapmakoHarnsgy, 3aTBepiKeHOro Hakasom
MiHicTepcTBa OXOpPOHM 340P0OB’'A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B

3a
peyermom

He
nionsieae

UA/15447/01/01
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n/n

Hassa
JliKapcbK0O20

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

3acoby

KinbKicHe
BWU3HAYEHHS
BoTtyniHiyHoro
HENPOTOKCUHY
Clostridium
Botulinum tuny A
(ELISA),
nepBuHHe
nakysaHHs: MepL,
dapma 'mbX i Ko.
KraA, HiveuuunHa,
BMPOGHNLTBO
Hepo3acosaHoro
NpPoOAYKTY,
BUNPOGYBaHHSA
KOHTPOJTIO AKOCTi B
npoueci
BMPOGHMLTBA,
BMNPOGYBaHHSA
KOHTPO/O AKOCTI
npy BUNYCKy Ta
CTabinbHOCTI,
nepBuHHe Ta
BTOPVHHE
nakysaHHa: |4T
Bionorika MméX,
HimeuuunHa;
BTOPWHHE
nakyBaHHs1, BUMYCK
cepii: Mepy,
dapma 'mbX i Ko.
KlraA, HiveuuunHa,
BUNPOGYBaHHSA
LD50 (kinbkicHe
BWU3HAYEHHS
6ionorivyHol
akTuBHocTi): 1T
Na6opaTtopis
dapmakonorii Ta
Tokcukonorii
v6X Ta Ko.Kr,
HimeuuunHa;
Yapnb3 Pisep
Nab6opaTtopi3
Aiineng Nimitesa,
IpnaHgis

MiHicTepcTBi tocTuLi Ykpainn 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
0XOPOHU 37,0p0B'A YKpaiHu Big, 26 sepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3HaYeHMU
y NepioAnYHOCTI NOAAHHA PerynspHuX 3BiTiB 3
6e3neku.

3a

He

UA/15003/01/01

TabneTkn, BKPUTI

Makneogac

IHais

Makneopc

IHais

nepepeecTpaLisi Ha HEOBMEeXEeHUN TepMiH

19.

NEBO®/IOKCA
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs1I | peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
LIVH 250 MN/1iBKOBOIO dapmacb dapmacbloTmkanc OHOB/EHO iHhopMaL,ito B iIHCTPYKLIT A58 MeANYHOro peyenmom | nionsizae
060/10HKO10, N0 250 loTMKanc NimiTen 3acTocyBaHHA NiKapcbKoro 3acoby y posginax:
Mr; no 20 TabneTok Nimiteq "B3aemogis 3 iHWVMU NikapcbkMMK 3acob6amu Ta iHLi
y 6nicTepi; no 5 BMAM B3aemogiin", "OcobmBOCTi 3aCTOCyBaHHS",
6nictepiB y "Cnoci6 3acTocyBaHHA Ta fo3un" (iHpopmauis 3
KapTOHHIlA ynakoBsLyj; 6e3neku), "MNobiyHi peakuii" BiANOBIAHO 4O OHOBAEHOT
no 10 Tabnetok y iHchopmawuii 3 6e3neku Ajto40i peuyoBUHN.
6nicTepi; no 9 abo MepioAnyHICTb NOAAHHA perynspHoO OHOB/IKOBAHOTO
10 6nicTepiB y 3BIiTY 3 6e3nekw, BignoBiAHO A0 Mopaaky 34iCHEHH:
KapTOHHI ynakoBsL,i thapmakoHarnsgy, 3aTBepXeHOro Hakasom
MiHicTepcTBa OXOpPOHU 340P0B’'A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTtpoBaHoro B
MiHicTepcTBi tocTuyi Ykpainn 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
0XOPOHU 37,0p0B'A YKpaiHu Big, 26 sepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3HaYEHMU
y NepioAnYHOCTI NoAAaHHA perynsapHuX 3BiTiB 3
6e3neku.
20. NEBO®/IOKCA | Tabnetku, BKpUTI Makneogc IHAis Makneoac IHAjsA nepepeecTpawis Ha HeobMexeHuin TepMiH 3a He UA/15003/01/02
LIH 500 NNiBKOBOO $apmacb PapmacbloTUKanc OHOB/1EHO iHhopMaLLito B iIHCTPYKLIT 4151 MeANYHOro peuyenmom | nidssieae
o6onoHkoto, no 500 roTuKanc Niviten 3aCTOCyBaHHS NiKapCcbKoro 3acoby y po3sginax:
mr; no 20 TabneTok Nimiten "B3aemogis 3 iHWVMU NMikapcbkMK 3acob6amu Ta iHLWi
y 6nicTepi; no 5 BMAM B3aemogijin”, "Ocob6/MBOCTi 3aCTOCYBaHHA",
6nicTepis y "Cnoci6 3acTtocyBaHHs Ta fo3n" (iHchopmauis 3
KapTOHHI ynakoBL,i; 6e3neku), "NobivHi peakuii" BiANOBIAHO 4O OHOBMEHOT
no 10 TabneTtok y iHcbopMmaLii 3 6e3nekun Ait4oi pevoBUHN.
6nictepi; no 9 abo MepiognyHICTb NOAAHHSA PErYsiPHO OHOB/IIOBAHOTO
10 6nicTepiB y 3BiTy 3 6e3neku, BignoBigHO Ao Mopaaky 34iicCHeHHS
KapTOHHIiA ynakoBL,i dhapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOPOHM 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLil Ykpainu 29 ciyHa 2007 poky 3a
Ne 73/13340 (y peaakuii Hakady MiHicTepcTsa
0XOPOHU 37,0p0B'A YKpaiHu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBUTbL: 3riHO 3i CTPOKaMu, 3a3Ha4YEHUMMU
y NepioANYHOCTI NOAAHHA PErynApHUX 3BITiB 3
6e3neku.
21. NEBO®JIOKCA | Tabnetku, BKpUTI Makneogc IHais Maxkneopc IHais nepepeecTpawis Ha HeobMexeHuit TepMiH 3a He UA/15003/01/03
LIH 750 NNiBKOBOIO Papmacb PapmacboTuKanc OHOB/EHO iHhopMaLLito B iIHCTPYKLIT 4151 MEAUYHOTO peyenmom nionseae
060/10HKOI, No 750 loTUKasIC NimiTen 3acToCyBaHHS NiKapcbKoro 3acoby y po3sginiax:
Mmr; no 10 TabneTok Nimiten "B3aemogis 3 iHWMMKM Nikapcbkumu 3acobamu Ta iHLi

y 6nictepi; no 10
6nicTepiB y
KapTOHHIA ynakoBL,i

BMAM B3aemogiin”, "Oco6/IMBOCTi 3aCTOCYBaHHS",
"Cnocib 3acTtocyBaHHs Ta fo3n" (iHcpopmavis 3
6e3neku), "MobivHi peaxuii”" BigNOBIAHO A0 OHOBMNEHOT
iHcbopmawuii 3 6e3neku Ajto4oi peyoBUHN.
MepiognyHICTb NOAAHHS PErynsipHO OHOB/TIOBAHOTO
3BiTy 3 6e3neku, BignoBigHO Ao Mopaaky 34iicHeHHs
chapmakoHarnsgy, 3aTBepKeHOro Hakasom
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs1I | peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
MiHicTepcTBa 0XOpPOHM 340POB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi YKpaiHn 29 ciyna 2007 poky 3a
Ne 73/13340 (y pegakuii Hakaly MiHicTepcTBa
OXOPOHU 3[10POB'A YKpaiHu Bif 26 BepecHsl 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3HaYEHMU
y NepioANYHOCTI NOAAHHS PETY/IAPHUX 3BITIB 3
6esneku.
22. HEBIBO/10/1 Tabnetkn no 5 mr no CTALA HimeyuunH CTALA HimeuyunHa nepepeecTpaisi Ha HEOBMEeXeHU TepPMiH 3a He UA/14970/01/01
CTAAA® 7 TabneTok y ApuHaimit a ApuHaiimiTTens OHOB/EHO iHhopMaL,ito B iIHCTPYKLIT A58 MeANYHOro peyenmom | nionsizae
6nictepi; no 4 Tens Al Al 3acToCcyBaHHSA NiKapcbKoro 3acoby y posginax:
6nictepu y "MokasaHHs", "3acTocyBaHHs y nepiof BariTHOCTi abo
KapTOHHIA Kopoo6Li rofyBaHHs rpyaar”, "Cnocib 3actocyBaHHs Ta fo3m",
"Mo6iyHI peakuii" BigNOBIAHO A0 iHhopmaLii Wwoao
MEeAMYHOr0 3aCTOCyBaHHSA pethepeHTHOro NikapCbKoro
3acoby (HEBINIET, Tabnetkn).
MepiognyHICTb NOAAHHS PErynsipHO OHOB/IOBAHOMO
3BITy 3 6e3neku, BignoBigHo Ao Mopaaky 34iicHeHHS
dhapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOpPOHM 340P0OB’'A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuyi Ykpainn 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
0XOPOHU 37,0p0B'A YKpaiHu Big 26 sepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3HaYEHMU
y NepioAnYHOCTI NOAAaHHA perynspHux 3siTiB 3
6e3neku.
23. HIKOTUHOBA NopOLLOK MpAT Ykpaina Amcan Kem IHais nepepeecTpawis Ha HeobMexeHuin TepMiH - He UA/16052/01/01
KNCNOTA KpucTaniyHmi "TexHonor MpaiiBeT flimiTeq, nionseae
(HIALIMH) (cybeTaHuis) y "
NnoABINHNX
nonieTnIeHoBuUx
Milkax ans
dhapmaL,eBTU4YHOro
3aCTOCYBaHHSA
24, HOOBYT® IC NMopoLIOK ANns ToBapucT Ykpaina ToBapucTBO 3 YkpaiHa MepepeecTpauis Ha HeobmexeHni i TepMiH. OHOBIEHO 6e3 nionseae UA/8831/02/01
100 OPa/IbHOIO PO34NHY, BO 3 [04aTKOBOK iHhopmaLLito B IHCTPYKLIT 4518 MeAnYHOro peyenma
100 mr/po3sy; no 2,5 [0[aTKoBO BiANOBIAA/ILHICTIO 3aCTOCyBaHHSA NikapCbKoro 3acoby BifnoBiAHO [0
ry cauwe; no 10 10 "IHTEPXIM" pediepeHTHOro Jlikapcbkoro 3acoby (HoogpeH®100,
calle y nayui 3 Bignosiga HootheH®500, NopoLIoK A1 OPa/IbHOTO PO3UUHY) Y
KapToHy NBHICTIO po3sginax "®apmakonoriyHi BnactmsocTi", "MokasaHHa"
"IHTEPXI (yTouHeHHs iHdopmauii), "MpoTrunokasaHHsa",
M "B3aemogis 3 iHWKMU nikapcbkuMm 3acob6amu abo iHLui

BMAM B3aemogjit”, "Ocob/IMBOCTi 3aCTOCYBaHHA",
"Cnoci6b 3acTocyBaHHA Ta go3un”, "Mepefo3yBaHHA" Ta
"Mo6iuHi peakuii”.

MepiognyHICTb NOAAHHA PEryNsSipHO OHOBIIOBAHOMO
3BiTY 3 6e3neku, BignoBigHO A0 Mopsaky 34iNCHEHHS
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

dhapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOpPOHU 340P0OB’'A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTtpoBaHoro B
MiHicTepcTBi tocTuyi Ykpainn 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
0XOPOHU 37,0p0B'A YKpaiHu Big, 26 sepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3HaYEHMU
y NepioAnYHOCTI NOAAHHA PerynsapHuX 3BiTiB 3
6e3neku.

25.

HOOBYT® IC
500

MOPOLLIOK ANSA
OpasIbHOTO PO34UHY,
500 mr/gosy; no 2,5
ry cauwe; no 10
calle y nayui 3
KapToHy

Tosapuct
BO 3
[0[aTKoBO
10
Bignosiga
NBHICTIO
"IHTEPXI
M

YKpaiHa

ToBapucTso 3
[04,aTKOBOO

BiANOBIAA/IbHICTIO

"IHTEPXIM"

YkpaiHa

MepepeecTpauis Ha HeobMeXeHuiA TepmiH. OHOBIEHO
iHhopmaLLito B IHCTPYKLT An1a MeanYHOro
3aCTOCyBaHHSA NikapCbkoro 3acoby BifnoBiAHO 40
pedhepeHTHOro nikapcbkoro 3acoby (HoodeH®100,
HootheH®500, NopoLLoK A1 OPaSIbHOTO PO3UKHY) Y
po3ginax "®apmakonoriyHi BiactusocTi”, “MokasaHHa"
(yTouHeHHs iHchopmawii), "MpoTrnokasaHH:A",
"B3aemogia 3 iHWMMKU Nikapcbkumm 3acobamm abo iHLi
BMAM B3aemogiin", "Oco6/IMBOCTI 3aCTOCYBaHHS",
"Cnocib 3acTtocyBaHHs Ta go3un", "lMepeno3yBaHHs" Ta
"Mo6iuHI peakuji”.

MepioanyHiCTb NOAAHHA PErYNSPHO OHOB/IIOBAHOTO
3BiTy 3 6e3neku, BignoBigHo Ao Mopaaky 34iicHeHHS
dhapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOPOHM 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciyHa 2007 poky 3a
Ne 73/13340 (y peaakuii Hakady MiHicTepcTsa
0XOPOHU 37,0p0B'A YKpaiHu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBUTbL: 3riHO 3i CTPOKaMK, 3a3Ha4YEHUMMU
y NepioANYHOCTI NOAAHHA PErynApHUX 3BITiB 3
6e3neku.

6e3
peyenma

nionsieae

UA/8831/02/02

26.

NMAHTOKAP®

TabneTku, BKPUTI
060/10HKOIO,
KULLKOBOPO3YUHHI N0
40 mr no 10
TabneTtok y 6nictepi;
no 3 6nictepu B
KapTOHHIl KopooLi

Mikpo
Na6e
Nimiteq

IHais

Mikpo /labc
Nimiten

IHais

nepepeecTpawis Ha HeobMexeHuit TepMiH
OHoBeHo iHhopMaLito B IHCTPYKLi 415 MeguyHoro
3aCcTOCyBaHHSA ikapcbkoro 3acoby y posginax
"B3aemogis 3 iHWMMKW Nikapcbkumy 3acobamu Ta iHLi
BMAM B3aemogiin”, "Oco6/IMBOCTI 3aCTOCYBaHHS",
"3acTocyBaHHs y Nepiof BariTHOCTi ab0 roflyBaHHs
rpyaao” (yTouHeHHs iHghopmadir), "Mo6ivHi peakuii”
BiANOBIAHO [0 OHOBMEHOI iHGhopMaL,i 3 6e3nekn
3acToCyBaHHSA Ajl040l PEYOBUHN.
MepiognyHICTb NOAAHHA PErYNSPHO OHOBJIIOBAHOIO
3BiTY 3 6e3neku, BignoBigHo Ao Mopaaky 34iicHeHHS
thapmakoHarniagy, 3aTBepKeHoro Hakasom
MiHicTepcTBa OXOpPOHM 340POB’'A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainn 29 ciyHa 2007 poky 3a
Ne 73/13340 (y pegakuii Haka3y MiHicTepcTBa
0XOPOHU 3710pOB's YkpaiHu Big 26 BepecHs 2016 poky

3a
peyenmom

He
nionseae

UA/3559/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3HaYEHMU
y NepioAnYHOCTI NoAAaHHA perynspHuX 3BiTiB 3
6e3neku.

27.

NAPKI3ON

Tabnetku no 0,25
Mmr; no 10 TabneTok
y 6nicTepi; no 3
6nictepu B
KapTOHHIiA ynakoBL,i

CaH
®apmacb
roTmkan
IHpacTpi3
Nimiteq

IHais

CaH
dapmacbioTuKan
IHgacTpi3 JTg,

IHais

nepepeecTpawis Ha HeobMexeHuin TepMiH
OHOB/1EHO iHhopMaLLito B iIHCTPYKLIT 4151 MeANYHOro
3aCTOCyBaHHS NiKapCbKoro 3acoby y posginax:
"Moka3aHHa" (pegaryBaHHs TekcTy), "OcobimBocTi
3acTocyBaHHA", "3acTocyBaHHs y nepiog, BaritHoCTi
ab6o rogyBaHHA rpyaar”, "Cnocib 3acTocyBaHHsA Ta
posn", "OiTn" (yTouHeHHs iHdhopmadii), "TMobiuHi
peaxui” BignoBigHo A0 iHhopmal,ii Woao MeanyHoro
3acTOCyBaHHA pedhepeHTHOro NikapcbKoro 3acoby
(MIPAMEKC®, TabneTtkn).
MepiognyHICTb NOAAHHS PErynsipHO OHOB/TIOBAHOTO
3BITy 3 6e3neku, BignoBigHo Ao Mopaaky 34iicHEHHS
dhapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOpPOHM 340P0OB’'A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuyi Ykpainn 29 ciuna 2007 poky 3a
Ne 73/13340 (y pegakuii Haka3y MiHicTepcTBa
0XOPOHU 37,0p0B'A YKpaiHu Big 26 sepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3Ha4YEHMU
y NepioAnYHOCTI NoAAaHHA perynspHux 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionsieae

UA/15432/01/01

28.

MAPKI3ON

TabneTku no 1 mr;
no 10 TabneTtok y
6nictepi; no 3
6nictepu B
KapTOHHIA ynakoBL,i

CaH
®apmacb
toTmKan
IHOacTpi3
Nimiten

IHAjA

CaH
PapmacbioTuKan
IHgacTpi3 JTg,

IHAjia

nepepeecTpauis Ha HeobMeXeHuii TepMiH
OHOB/EHO iHhopMaLLito B iIHCTPYKLIT 4151 MeANYHOTOo
3aCTOCyBaHHS NiKapCcbKoro 3acoby y po3sginax:
"Moka3aHHa" (pegaryBaHHs TekcTy), "OcobimBocTi
3acTocyBaHHA", "3acTocyBaHHs y nepiog, BariTHOCTi
ab6o rogyBaHHa rpyaar”, "Cnocib 3acTocyBaHHsA Ta
posn", "OiTn" (yTouHeHHs iHdopmadii), "TobiuHi
peaxuii” BignoBigHo A0 iHhopmal,i Woao MeanyHoro
3acTOCyBaHHA pefhepeHTHOro NikapcbKoro 3acoby
(MIPAMEKC®, TabneTtku).
MepiognyHICTb NOAAHHS PErynsipHO OHOB/IHOBAHOTO
3BiTY 3 6e3neku, BignoBigHo Ao Mopaaky 34iicHeHHS
dhapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOpPOHM 340POB’'A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainn 29 ciyHa 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
0XOPOHU 37,0p0B'A YkpaiHu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3ri4HO 3i CTPOKaMU, 3a3HAYEHUMMN
y NepioAnYHOCTI NOAAHHA PerynsipHux 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionsieae

UA/15432/01/02

29.

MPAMIMEKCON
IC

Tabnetkn no 0,25 mr
no 10 TabneTtok y
6nictepi; no 3

Tosapuct
BO 3
[0aTKOBO

YKpaiHa

ToBapucTsO 3
[04aTKOBO
Bi4NOBiAA/IbHICTIO

YKpaiHa

MepepeecTpaLis Ha HeoOMeXeHWUA TepMiH. OHOBIEHO
iHcbopmav,ito B iIHCTPYKLIT A8 MeAUYHOro
3aCcTOCYBaHHS MikapCcbKoro 3acoby y posginax

3a
peyenmom

He
nionseae

UA/15526/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

6nicTepy B navyj 3
KapTOHY

10
Bignosiga
NBHICTIO
"IHTEPXI
M

"IHTEPXIM"

"apmakoTepaneBTMyHa rpyna” (oo HasBsw),
"®apmakonoriyHi Bnactusocti”, "BaaemMogis 3 iHLWMMU
nikapcbkvMK 3acob6ami Ta iHLi BUAW B3aemogiii",
"Oco611BOCTI 3acTOCyBaHHS", "3acTocyBaHHs y
nepiog, BariTHOCTi abo rogyBaHHs rpyaat”, "3aatHicTb
BMMBATW Ha LWIBWAKICTb PeakLii Npu KepyBaHHI
aBTOTpaHCMOpPTOM abo iHWMMK MexaHismamu',
"Cnoci6 3acTocyBaHHA Ta fo3mn", "INo6iuHi peakuii”
BiANOBIAHO A0 iH(hopmaLii pedhepeHTHOro NikapcbKoro
3acoby (MIPAMEKC®, Tabnetkn no 0,25 mr; no 1 mr).
MepiognyHICTb NOAAHHS PErynsipHO OHOB/IIOBAHOTO
3BIiTY 3 6e3nekw, BignoBiAHO A0 Mopaaky 34iCHEHH:
dhapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOpPOHM 340P0B’'A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTtpoBaHoro B
MiHicTepcTBi tocTuyi Ykpainn 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
0XOPOHU 37,0p0B'A YKpaiHu Big 26 sepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3HaYEHMU
y NepioAnYHOCTI NoAAaHHA perynspHuX 3BiTiB 3
6e3neku.

30.

MPAMIMEKCON
IC

TabneTkv no 1 Mr no
10 TabneTok y
6nictepi; no 3
6nicTepn B navy,j 3
KapToHy

Tosapuct
BO 3
[0[aTKoBO
10
Bignosiga
NBHICTIO
"IHTEPXI
M

YKpaiHa

ToBapucTBO 3
[04,aTKOBOO
BiANOBIAA/IbHICTIO
"IHTEPXIM"

YkpaiHa

MepepeecTpauis Ha HeobMeXeHUiA TepMiH. OHOBIEHO
iHhopmaLLito B IHCTPYKLIT An1a MeAnYHOro
3acTOCyBaHHS MikapCbKOro 3acoby y posginax
"®apmakoTepaneBTuyHa rpyna” (oo Ha3Bsw),
"®apmakonoriyHi Bnactusocti”, "BaaemMogis 3 iHLWMMU
nikapcbkMKn 3acobamu Ta iHWi BUAn B3aemogiii',
"Oc061MBOCTI 3acTOCyBaHHS", "3acTocyBaHHs y
nepiog, BariTHOCTi abo rogyBaHHsA rpyaat”, "3aatHicTb
BM/IMBATW Ha LUBWAKICTb PeakLii Npy KepyBaHHi
aBTOTpaHCMOpPTOM abo0 iHWMMK MexaHismamu',
"Cnoci6 3acTtocyBaHHs Ta fo3n", "Mo6iuHi peakwi”
BiANOBIAHO A0 iH(hopmaLii pedhepeHTHOro NikapcbKoro
3acoby (MIPAMEKC®, Tabnetkn no 0,25 mr; no 1 mr).
MepiognyHICTb NOAAHHS PErynsipHO OHOB/TIOBAHOTO
3BITy 3 6e3neku, BignoBigHo Ao Mopaaky 34iicHeHHS
dhapmakoHarnsgy, 3aTBepiKeHOro Hakasom
MiHicTepcTBa OXOpPOHM 340P0OB’'A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuyi Ykpainn 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
0XOPOHU 37,0p0B'A YkpaiHu Big 26 sepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3HaYEHMU
y NepioAnYHOCTI NoAAaHHA perynspHux 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionsieae

UA/15526/01/02

31

MPErABANIH

MOPOLLIOK
(cybeTaHuin) y
noABiNHNX

Fetepo

[par3
Niviteq

IHAjA

leTepo Apar3
NimiTen

IHAjia

nepepeecTpalis Ha HEOGMEXEHWI TEPMiIH

He
nionsieae

UA/15607/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs1I | peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
nonieTnIeHoBuUxX
nakeTtax gns
thapmaueBTUYHOro
3acToCcyBaHHsA
32. PEMUNKENA® niodpinizat ans TOB Ykpaina BUMYCK cepil: HigepnaHan nepepeecTpawis Ha HeobMexeHuit TepMiH 3a He UA/4904/01/01
pO34uHy AN "[IXOHCOH AHcceH / OHOB/EHO iHhopMaL,ito B iIHCTPYKLIT 418 MeANYHOro peyenmom | nionsi2ae
iHpysiii no 100 mr, 1 | i [pkOHCOH Baionomxukc LLiBeiuapis 3aCTOCYBaHHS NikapcbKoro 3acoby B po3zini "MobiyHi
(pN1akoH 3 MOPOLLKOM YkpaiHa" B.B., HigepnaHau; peakuii" BignoBiaHO A0 iHGOpMAaL,ii CTOCOBHO 6e3neku,
Y KapTOHHIi kopobu,i BMPOOHULITBO 3a AKa 3a3HayeHa B MaTepianax peecTpauiiHoro A0oCheE.
MOBHUM LIK/IOM: MepiognyHICTb NOAAHHS PErynsipHO OHOB/TIOBAHOTO
Cinar Al', 3BiTy 3 6e3neku, BignoBigHO o Mopaaky 34iicHeHHS
LLIseliyapis hapMakoHarnsay, 3aTBepAXeHOro Hakasom
MiHicTepcTBa 0XOpPOHM 340POB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuyi Ykpainn 29 ciuna 2007 poky 3a
Ne 73/13340 (y pegakuii Hakaly MiHicTepcTBa
OXOPOHU 3[10POB'SA YKpaiHu Bif 26 BepecHs1 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3HAYEHMU
y NepioANYHOCTI NOAAHHSA PETYNIAPHUX 3BITIB 3
6esneku.
33. cnionTo® pO34uH Ans BepiHrep HimeuunH BVMPOGHMLTBO, HimeuunHa/ nepepeecTpawis Ha HeobMeXeHuin TepMiH 3a He UA/15523/01/01
PECMIMAT® iHransuin no 2,5 IHrenbxai a nakyBaHHs, Cnony4yeHe MepioAnyHICTb NOAAHHA PerynspHO OHOB/IIOBAHOTO peyenmom | nidssieae
MKr/2,5 MKr; no 4 mn M MapKyBaHHS, KoponisctBo 3BiTy 3 6e3neku, BignoBigHO Ao Mopaaky 34iicHeHHs
y kapTpuaxi (60 IHTepHeww KOHTPO/b AKOCTI Benukoi thapmakoHarnsgy, 3aTBepXeHOro Hakasom
iHransaujn); no 1 HA TM6X Ta BUNYCK cepiit BpuTtaHii Ta MiHicTepcTBa OXOPOHM 340P0B’'A YKpaiHu Big, 27
KapTpuoxy B nikapcbKoro MiBHiYHOT rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
KOMNAekTi 3 1 3acoby: Ipnangii MiHicTepcTBi tocTuuil Ykpainu 29 ciuHa 2007 poky 3a
iHranATopoM BepiHrep Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
Pecnimat® y IHrenbxanmv OXOPOHU 310POB'S YKpaiHu Bif 26 BepecHs 2016 poky

KapTOHHI KopoobLi

dapma 'm6X i Ko.
KI, HimeuuunHa;
KOHTPO/b AKOCTI
3a BUK/THOYEHHAM
nokasHuka
"Mikpob6ionoriyHa
yucrora'™
KoBeHc
Na6opatopic N14,,
CnonyyeHe
KoponiscTBo
Benvkoi BputaHii
Ta MiBHiYHOT
Ipnanai;
KOHTPO/b AKOCTI
3a NOKa3HUKOM
"MikpobionoriuHa
yucrorta':
CIC Inctutyt

Ne 996), cTaHOBUTb: 3ri4HO 3i CTPOKaMK, 3a3HAYEHUMU
y NepioAnYHOCTI NOAAHHA PerynsapHuX 3BiTiB 3
6e3neku.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs1I | peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
®peseHiyc Mm6X,
HimeuuunHa,;
Na6op /IC CE &
Ko.Kl, HimeuumnHa;
KOHTPO/b SIKOCTI
3a BUK/THOYEHHAM
nokasHuka
"Mikpob6ionoriyHa
yacrora'"
Kyacaap 'm6X,
HimeyunHa
34. CTEHAPA Tabnetkv no 50 mr Bisyc, IHK. CLWA CaHodi BiHTpon PpaHLin nepepeecTpawis Ha HeobMexeHuin TepMiH 3a He UA/15349/01/01
Ne2 (2x1) abo Ne4 IHpacTpia OHOB/EHO iHhopMaL,ito B iIHCTPYKLT A58 MeANYHOro peyenmom | nionsizae
(4x1): no 2 abo no 4 3acTOCYyBaHHSA NikapcbKoro 3acoby y posginax
Tabnetkn B 6aicTepi, "apmakoTepaneBTMyHa rpyna” (pegaroBaHo TEKCT),
no 1 6nictepy B "Mo6iuHi peakyii” BiANOBIAHO A0 iHhopMaL,ii CTOCOBHO
KapTOHHIlA KOpooLi 6e3neku, sika 3a3HavyeHa B MaTepianax
peecTpaLiniHoOro AoChbeE.
MepiognyHICTb NOAAHHS PErynsipHO OHOB/TIOBAHOTO
3BiTy 3 6e3neku, BignoBigHO Ao Mopaaky 34iicHeHHS
thapmakoHarnsgy, 3aTBepXeHOro Hakasom
MiHicTepcTBa 0XOpPOHM 340POB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuyi Ykpainn 29 ciuna 2007 poky 3a
Ne 73/13340 (y pegakuii Hakaly MiHicTepcTBa
OXOPOHU 3[10POB'SA YKpaiHu Bif 26 BepecHst 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3HAYEHMU
y NepioANYHOCTI NOAAHHSA PErYNIAPHUX 3BITIB 3
6esneku.
35. CTEHAPA Tabnetkv no 100 mr BiByc, IHK. CLWA CaHodi BiHTpon PpaHuin nepepeecTpawis Ha HeobMeXeHuin TepMiH 3a He UA/15349/01/02
Ne2 (2x1) abo Ne4 IHoacTpia OHOB/IEHO iHhopMaLLito B iIHCTPYKUIT 4151 MegNYHOro peyenmom | niosisieae
(4x1): no 2 abo no 4 3aCTOCYyBaHHSA NikapCcbKoro 3acoby y posainax
TabneTtku B 6aicTepi, "®apmakoTepaneBTMyHa rpyna” (peaaroBaHo TEKCT),
no 1 6nictepy B "Mo6iuHi peakyii” BiANOBIAHO A0 iHhopMaL,ii CTOCOBHO
KapTOHHIlA KopooLi 6e3neku, sika 3a3HavyeHa B MaTepianax
peeCTpaLiniHOro AoChE.
MepiognyHICTb NOAAHHS PErynsipHO OHOB/TIOBAHOTO
3BiTy 3 6e3neku, BignoBigHO Ao Mopaaky 34iicHeHHs
thapmakoHarnsgy, 3aTBepXeHOro Hakasom
MiHicTepcTBa OXOPOHM 340P0B’'A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi YKkpaiHn 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 310POB'S YKpaiHu Bif 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3HaYEHMU
y NepioAnYHOCTI NOAAHHA PerynsapHuX 3BiTiB 3
6esneku.
36. CTEHAPA Tabnetkv no 200 mr BiByc, IHK. CLUA CaHocpi BiHTpon dpaHuis nepepeecTpaisi Ha HEOBMEeXEeHNI TepMiH 3a He UA/15349/01/03
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs1I | peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
No2 (2x1) abo Ned IHpacTpia OHOB/EHO iHhopMaL,ito B iIHCTPYKLIT A58 MeANYHOro peyenmom | nionsizae
(4x1): no 2 abo no 4 3aCTOCYBaHHS NiKapCbKOro 3acoby y po3ainax
Tabnetku B 6rictepi, "®apmakoTepaneBTMyHa rpyna” (pesaroBaHo TEKCT),
no 1 6nictepy B "Mo6iyHi peakyii” BiANOBIAHO A0 iHhopMaL,ii CTOCOBHO
KapTOHHilA KopooLi 6e3neku, sika 3a3HayeHa B Martepianax
peecTpavuiiHoro A0cChLE.
MepiognyHICTb NOAAHHS PErynsipHO OHOB/TIOBAHOTO
3BiTYy 3 6e3neku, BignoBiaAHO A0 MNopsaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepKeHoro Hakasom
MiHicTepcTBa 0XOpPOHM 340POB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi YKpaiHn 29 ciyna 2007 poky 3a
Ne 73/13340 (y pegakuii Hakaly MiHicTepcTBa
OXOPOHW 3,0PO0B'A YKpaiHu Bifg 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3HaYEHMU
y NepioANYHOCTI NOAAHHS PErY/IAPHUX 3BITIB 3
6esneku.
37. CTPENCINIC® cnpeii OpOMYKO3HWIA, PekkiTT Benuka BMNYCK cepil: Benuka MepepeecTpauis Ha HeobmexeHuiA TepmiH. OHOB/IEHO 6e3 nionsizae UA/15692/01/01
IHTEHCU/B po3uuH 8,75 BeHkizep BputaHis PekkiTT BeHkizep Bputanis/ iHcbopMmaL,ito B iHCTPYKLT An1S MeANYHOro peyenma
Mmr/gosa, no 15 mny Xenckep Xernckep TainaHg 3acTocyBaHHA NiKapcbKoro 3acoby B po3zinax
thnakoHi; no 1 IHTepHeww IHTepHeLHN "B3aemogis 3 iHWVMU NikapcbknMm 3acob6amu Ta iHLwi
chnakoHy B HA JliviTeq, Nimiteq, Benvka BMAM B3aemogijin”, "OcobmBOCTi 3aCTOCyBaHHS",
KapTOHHIlA KOpooLi BpuTaHis; "Cnoci6 3acTocyBaHHsA Ta 4031" (BHECEHO YTOUHEHHS),
BUPOBHMLTBO, "Mepeno3yBaHHA" BigNOBIAHO A0 iHChopMaL,ii CTOCOBHO
nakyBaHHS Ta 6e3neku, aka 3a3HadeHa B martepianax
NepBUHHWIA BUMYCK peecTpauiiHoro Aocbe.
roToBOroO
niKapcbKoro MepiognyHICTb NOAAHHS PErynsipHO OHOB/TIOBAHOTO
3acoby: 3BiTy 3 6e3neku, BignoBigHO Ao Mopaaky 34iicHeHHS
PekkiTT BeHkizep thapmakoHarnsgy, 3aTBepXeHOro Hakasom
Xenckep MiHicTepcTBa 0XOpPOHM 340POB’A YKpaiHu Big, 27
MaHyekuypiHr rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
(Tainang) Nivitesa, MiHicTepcTBi tocTuyi Ykpainn 29 ciuna 2007 poky 3a
TainaHg Ne 73/13340 (y pegakuii Hakaly MiHicTepcTBa
OXOPOHU 3[10POB'SA YKpaiHu Bif 26 BepecHst 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3HAYEHMU
y NepioANYHOCTI NOAAHHSA PErYNIAPHUX 3BITIB 3
6esneku.
38. dPOMINIA® rpaHynv ans KPKA, CnoBeHis BTOPUHHE CnoseHis/ MepepeecTpauis Ha HeobMeXeHUi TepMiH 3a He UA/5026/01/01
OpasIbHOT CyCneHsil, 4a.4., Hoso nakyBaHHs, IHais BHeceHO OHOBNEHY iHhopMaLito B iIHCTPYKLitO 415 peyenmom | niosisieae
125 mr/5 mn, no 60 MecTo KOHTPOb cepii Ta MeAUYHOro 3acToCyBaHHA y po3ainu "®apmakonorivHi
My CKIAHOMY BMNYCK cepil: BnacTmBocCTi" (YTOUHEHHS), "MNpoTrnokasaHH:",

donakoHi; no 1
donakoHy y
KOMMNEKTi 3
LUMPULIOM ANt
opasibHOro
BBE/JEHHSI B KOPOOL

KPKA, a.4., HoBo
mMecTo, CnoBeHis;
BMPOGHULITBO «in
bulk», neperHHe
Ta BTOPUHHE
nakyBaHHs

"B3aemogis 3 iHWVMU NikapcbkMK 3acob6amu Ta iHLi
BMAM B3aemogijit”, "Ocob/MBOCTi 3aCTOCyBaHHA",
"3acTocyBaHHS y nepiog BariTHOCTi abo roAyBaHHs
rpyaar” (6esneka), "Cnocib 3actocyBaHHs Ta Ao3u"
(yTouHeHHs), "Mepeno3yBaHHs", "Mo6IYHI peakuii”
BiANOBIAHO [0 OHOBMEHOI iHopMaL,ii 3 6e3nekn
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHs1I | peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
KapTOHHI KPKA, a.4., Hoso Lit0YOT PEYOBUHN.
mecTo, CnoBeHis; MepiognyHICTb NOAAHHS PErynsipHO OHOB/IIOBAHOTO
BMPOGHMLTBO 3BIiTY 3 6e3nekw, BignoBiAHO A0 Mopaaky 34iCHEHH:
MPOMDKHOrO dhapmakoHarnsgy, 3aTBepiKeHoro Hakasom
npopykty (nicns MiHicTepcTBa OXOpPOHU 340P0B’'A YKpaiHu Big, 27
NOKPUTTS): rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
IHAO-CBI®T MiHicTepcTBi tocTuyi Ykpainn 29 ciuna 2007 poky 3a
NNABOPATOPIEC Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
NIMITEA, IHgis 0XOPOHU 37,0p0B'A YKpaiHu Big, 26 sepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3HaYEHMU
y NepioAnYHOCTI NoAAaHHA perynsapHuX 3BiTiB 3
6e3neku.
39. UMHAPU3VH MOPOLLIOK ToBapucT YkpaiHa dnemiHr IHAjsA nepepeecTpawis Ha HeobMeXeHuin TepMiH - He UA/16072/01/01
(cy6eTaHuin) y BO 3 Neb6opeTepi3 114 nionsieae
noABINHNX 06MexeHo
nonieTnIeHoBUxX 10
naketax gns Bignosiga
thapmaueBTUYHOro NBHICTIO
3acToCcyBaHHA "®apmaue
BTUYHA
KOMMaHis
"3po0pos'a”

B.o. I'enepanbHoro gupexkropa /lupekropary
(apmaneBTUYHOTO 3a0e3meyeHHs

Isan 3AIBOPHUX




MEPENIK
NIKAPCBbKUX 3ACOBIB (MEANYHUX IMYHOBIO/TOTYHUX MPEMAPATIB), LLLOAO AKUX BY/IN BHECEHI 3MIHU 10
PEECTPAUIMHNX MATEPIANIB, AKI BHOCATbLCA A0 AEP>XXABHOI'O PEECTPY NIKAPCbKUX 3ACOBIB YKPAIHN

Aopatok 3

[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy

peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX

iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx

MaTepianis»

Bia 10 BepecHA 2021 poky Ne 1922

mr/125 mr: no 5
Tabnetok y 6nictepi,
no 2 6nictepu B

AnMiHiCTpaTuBHI 3MiHW. 3MiHa HalimMeHyBaHHs Ta/abo agpecu
MicLisi MpOBaMKEHHS AiANbHOCTI BUPOGHMKa/imnopTepa
rOTOBOrO J1iKapCbKOro 3acoby, BK/IKYakoumn AiflbHULI BUNYCKY

Ne Hassa Popma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JlikapcbKo20o | (nikapcbka hopma, 3asiIBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby YNakKkoBsKa) nocsi04YeHHs1
1. ABAKABIP | TabneTkun, BKPUTI CaH IHAiA CaH IHAiA BHECEHHS 3MiH O peecTpaLiiiHix matepianis: 3mMiHu | Tuny - 3a UA/18093/01/01
NAMIBYAVH N/1iBKOBOO dapmacbloTuK dapmacboTKas 3MiHM LWoAo 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsgy. peyenmom
060/10HKO0, 600 an lHpacTpi3 IHoacTpi3 Nlimiteq, BBegeHHs abo 3MiHW A0 y3ara/lbHEeHUX JaHWX NPO cUcTeMy
mr/300 wmr; no 30 Nimiteq thapmakoHarnagy (BBefeHHs y3arasibHeHUX gaHnx npo
abo no 90 Tabnetok cuctemy dpapmakoHarnsgy, 3MiHa yrnoBHOBaXEHOi 0cobu,
y thnakoHi 3 BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay; KOHTaKTHOI
nonietTuneny 0co6u 3 thapmakoHarnagy 3asBHuKa 415 34iNCHEHHSA
BMCOKOT LLiSIbHOCTI, thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA Bif,
LLLO 3aKpUTHIA YMOBHOBaXXeEHOT 0c0obM, BiANOBiAaNbHOT 3a 34iACHEHHS
noninponinieHoBo thapmakoHarnsgy (BKovatoum KOHTaKTHiI AaHi) Ta/abo 3MiHn y
KPULLIKOHO i3 pO3MilLEeHHI MacTep-ghaiiia cucteMu papmakoHarnsgy) -
3axX1CTOM Bif, 3MiHa YNOBHOB&XXEHOT 0CO6U 3as1BHMKA, BifnoBiganibHOI 3a
BIAKPUTTA AiTbMU; hapmakoHarnag,.
no 30 a6o no 90 MponoHoBaHa pepakuis: Dr. Vivek Ahuja. 3MiHa KOHTaKTHUX
Tabnetok y gonakoHi [aHnX YNOBHOBaXEeHOT 0cobu, BiANOBiJabHOI 3a
3 nonieTuneHy thapmakoHarnag,.
BMCOKOT LLiNIbHOCTI, BBefeHHs agpecy MicLe3HaxoMKeHHs MacTep-chaina
LLLO 3aKpUTWiA cuctemu chapmakoHarnsay. BeefeHHsa agpecu, ge
noninponinieHoBo 3Ai/iCHIOETLCSA OCHOBHA AiSNIbHICTb 3 (hapMakoHarisaLy
KPULLIKOHO i3
3axX1CTOM Bif,
BIAKPUTTA AITbMU Y
KapTOHHI/ ynakoBsLi;
no 1 cpnakoHy y
KapTOHHIiA ynakoBLi
2. ABUKNAB® TabneTku, BKpUTI Abpun IHAjs Aypob6iHao ®apma IHAjis BHECEHHS 3MiH 10 peecTpaviliHix maTepianiB: yTOUHEHHSA 3a UA/11903/01/01
NNiBKOBOIO dopmynenH3 Nimiteq FOHIT XII peecTpauiiHnx HomepiB B Hakasi MO3 YkpaiHu Ne 1680 peyenmom
060n0HKot0 no 875 Mer. N14,. Big, 06.08.2021 B npoueci BHeCEeHHs1 3MiH (3miHu | Tuny -
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

nauuj 3 KapToHy

cepii abo micue NpoBeAeHHsI KOHTPOJIIO SKOCTI. (AisNbHICTb, 3a
AIKy BiANOBigae BMPOGHMK/IMNOpTEp, BK/IOUAKOUM BUMYCK Cepili)
3MiHa Ha3BW Ta agpecu BUPOGHuKa 13, 6e3 3MiHM Micusa
BMPO6HMLTBA: TaKoX 3MiHN BHECEHI B iIHCTPYKLitO 415
MeaUyYHOro 3actocyBaHHs 13y p. "BMPOGHUK",
"Micue3HaxopkeHHsi BUPOGHMKA Ta iioro agpeca Micus
NPOBaPKEHHS AiS/IbHOCTI" 3 BiANOBIAHUMM 3MiHAMMW B TEKCTI
MapKyBaHHS ynakoBoK. BBeeHHA 3MiH NpoTArom 6-Tu micAuiB
nicnsa 3aTBepmxeHHs). Pefakuis B Hakasi: 4na fosysaHHa 500
Mr/125 mr - UA/11903/01/01; pns fo3yBaHHSA — 875 mr/125 wr -
UA/11903/01/02. 3anponoHoBaHa pefakuia: ans
po3yBaHHA 500 mr/125 mr - UA/11903/01/02; pgnsa
[o3yBaHHsA — 875 mr/125 mr - UA/11903/01/01.

ABUK/NAB®

TabneTku, BKPUTI
nNiBKOBOIO
o60n0Hkoto no 500
Mr/125 mr: no 5
TabneTtok y 6nictepi,
no 4 6nictepu B
naJi 3 KapToHy

Abpun
dopmynenwH3
Mer. 114,

IHais

AypobiHao dapma
Nimiteg tOHIT XII

IHais

BHECEHHS 3MiH 10 peecTpaLiliHix maTepianiB: yTOUHEHHSA
peecTpauiliHnx HoMmepiB B Haka3i MO3 YkpaiHu Ne 1680
Big, 06.08.2021 B npoueci BHeCeHHs 3MiH (3miHu | Tuny -
AnMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo aapecu
MiCLii NPOBaPKEHHS AiS/IbHOCTI BUPOOHUKa/imnopTepa
roTOBOrO JliKapCbKOro 3acoby, BKOYaoUn AiNbHULI BUMYCKY
cepii abo MicLe NpoBeAEeHHS KOHTPOSIIO SKOCTI. (4iSNbHICTb, 3a
AKy BiANOBiAaE BMPOGHMK/IMNOPTEpP, BK/KOYAKOYM BUMYCK Cepili)
3MiHa Ha3BW Ta agpecy BMpobHuka M3, 6e3 3mMiHu Micus
BMPOOHULTBA: TakoX 3MiHU BHECEHI B IHCTPYKLit0 AN
Mean4Horo 3actocyBaHHs 13y p. "BUpo6HUK",
"Micue3HaxomkeHHs BUPOGHWKa Ta iioro agpeca micus
NPOBapPKEHHSA AiSNIbHOCTI" 3 BIANOBIAHUMUY 3MiHAMU B TEKCTI
MapKyBaHHS yrnakoBOK. BBeAeHHS 3MiH NpoTArom 6-Tu micauis
nicns 3aTBepmxeHHs). Pefakuis B Hakasi: 4na go3yBaHHa 500
Mr/125 mr - UA/11903/01/01; ans po3yBaHHs — 875 mr/125 wr -
UA/11903/01/02. 3anponoHoBaHa pegakuisa: ans
[o3yBaHHA 500 mr/125 mr - UA/11903/01/02; ans
Ao3yBaHHsa — 875 mr/125 mr - UA/11903/01/01.

3a
peyenmom

UA/11903/01/02

AB''OPEH

Tabnetkun no 400 wr;
no 15 tabnetok y
6nictepi; no 2 a6o 4
6nictepu B
KapTOHHIA KopoobLi

Na6opaTopii
Bywapa
Pekopgaarti

®paHuis

Na6opaTopii
Bywapa PekopaarTi

®paHuis

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis: 3MiHu | Tuny -
3MiHM 3 AIKOCTi. [OTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHKiA 3aci6. 3MiHa nocTavyasibHMKa
nakyBaslbHUX MaTepianis abo KOMMIEKTYHUMX (SKLLO
3a3HayeHo B [0CbE) (3aMiHa abo AofaBaHHS nocTavyasibHUKa) -
BBEJIEHHA [0AaTKOBOro nocravasibHuka chonbrm antomiHieBol
(Constantia Flexibles Groop (ex Lamp San Prospero S.p.A.)
0151 NepPBMHHOI ynakoBku (6/1icTepa)).

6e3
peyenma

UA/5702/01/01

ABACTUH®

KOHLleHTparT Ans
po3unHy ons
iHcpy3iiA, no 100 mr/4
M/1; Mo 4 mn (100 mr)
a60 16 mn (400 mr)
y thnakoHi; no 1
hnakoHy B
KapPTOHHI KOpooOLii

®.XothpmaHH-
Na Pow T4,

Lseliuapi
a

[>KeHeHTeK IHK.,
CLUA (BNpo6HMLTBO
Hepo3dhacoBaHOT
npoAyKLUii, nepBNHHE
nakyBaHHs); PoLu
[LiarHocTrke TM6X,
HimeyunHa
(BUPOGHMLTBO

CLA
HimeuunHa
LLiBeiuapis

BHECEHHSA 3MiH [0 peecTpaLiiiHux maTepianis: 3miHun | Tuny -
3MiHK 3 AKOCTi. A®Il. KoHTposib A®I. 3miHa y MeToAax
BMNpobyBaHHA A®I| abo BuXigHOro MaTepiasy/npomikKHOro
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCA Y NPOLIECI
BMpo6HULUTBa A®I (iHLWIi 3MiHM y MeToAax BUNpPobyBaHHS
(BkNtOYarOUM 3aMiHy abo fonoBHeHHS) APl abo
BVIXiZHOro/MPOMIXHOro NPOAYKTY) - NPOBALKEHHA HOBUX
CTaHZapTIB A4/1 Ait040i pevoBUHM GeBaun3ymab (HOBUIA

3a
peuyenmom

UA/16665/01/01
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6nicTepi; no 2

3anponoHoBaHo: Mapkuposka. CorfiacHo yTBepXaeHHOMY

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Hepo3dacoBaHol NepBUHHWI CTaHAaPTHWIA 3pa3ok (NoT 3261184) Ta BTOPUHHUIA
npoAayKLuii, nepBnHHe CcTaHAapTHUIA 3pas3ok (10T 3261185) oTpumai 3 nyny AdI
nakyBaHHs, 6eBauusymaby naprii BS18020573, BS18020571 Ta
BTOPUHHE BS18020570). BeefeHHst 3MiH NpoTArom 6-Tv MicLiB nicns
nakyBaHHs, 3aTBEPAKEHHS
BMNpobyBaHHA
KOHTPO/IH0 AKOCTi Ta
BUNycCK cepir);
@ . XothbdmaHH-N5
Pow 1A,
LLiBeiiuapis
(BnpobyBaHHs
KOHTPO/O AKOCTI
(kpiM BUNPOBYBaHHSA
ineHTudikauii
6eBauusymacy));
. XodhpmaHH-/15
Pow fltg,
LLiseiiuapis
(BUpO6GHMLTBO
Hepo3dghacoBaHo!
npoaykKuii, NnepBuHHe
nakyBaHHs,
BTOPUHHE
nakyBaHHs,
BMNPO6YBaHHS
KOHTPO/IO SIKOCTi Ta
BMNYyCK cepii)
6. ABOOAPT Kancynu m'ski nakcoCmiTKn Benuka nakcoCmiTKnsiiH Monbua BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | TUny - 3a UA/1599/01/01
XenatuHosi no 0,5 SNH EkcnopTt BpuTaHis PapmacboTrKan3 3MiHM WoA0 6e3nekn/eheKTMBHOCTI Ta hapmakoHarnsgy. peyenmom
mr no 10 kancyn y Nimiteq C.A BBegeHHs1 ab0 3MiHM [0 y3arasibHeHNX JaHnX Npo cucTemy
6nictepi; no 3 abo hapmakoHarnagy (BBe4eHHs y3arasibHeHUX JaHuX Npo
no 9 6nicTepis B cuctemy dhapmakoHarnsgy, 3MmiHa yrnoBHOBaXeHOi 0cobu,
KapTOHHIA KopoobLi BiANOBIAaUIbHOI 3a 34iiCHEHHS hbapMakoHarnsay; KOHTakTHOI
0cobu 3 hapMakoHarnsay 3asaBHVKa ANst 34iCHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA Bif,
yMOBHOBaXeHOT 0cobu, BigNoBiAanbHOT 3a 34iACHEHHS
hapMakoHarnagy (Bk/tovatoum KOHTaKTHI AaHi) Ta/abo 3MiHW Y
po3MiLeHHI MacTep-haiina cucteMmn hapmakoHarisgy) -
3MiHa YNOBHOBaXEHOI 0CO6U 3asBHKKA, BignoBiganbHOT 3a
dhapmakoHarnsg;
MponoHoBaHa pegakuis — [p. MeHc-Ynbpix LiTermanH / Dr.
Jens-Ulrich Stegmann, MD. 3MiHa KOHTaKTH/X AaHNX
YNOBHOB&XEHOT 0co6MU, BiANOBIAaNbHOI 3a thapMakoHariag,.
3MiHa HoMepy Ta MicLie3HaxoMKeHHs macTep-gainna
7. AJANTON® Tabnetku no 500 wmr; AT Nartsis AT "OnaiiHchapm” NatBis BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3MiHu | Tuny - 6e3 UA/2785/01/01
no 10 TabneTtok y "OnaiiHdpapm" BHECEHHS 3MiH 0 po3ainy «MapkyBaHHs» MKA 13 - peyenma
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
6nictepy B nauui TEKCTY MapKMpPOBKU; 3MiH BHECEHO B TEKCT MapKyBaHHS
yNakoBKN NiKapCbKOro 3acoby; BBeAEeHHS 3MiH NPOTArom 6-Tu
MicsLiB MiCNsA 3aTBEPAKEHHS
8. AOJANTON® kancysv no 300 mr AT NaT.is AT "OnaiiHchapm” Natsis BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/2785/02/01
no 10 kancyny "OnaiiHcpapm" 3MiHM BHECEHO B TEKCT MapKyBaHHS YNakoBKW NikapCbKoro peyenma
6nicTepi; no 2 3acoby. BBefeHHSA 3MiH NpoTArom 6-Tu micauis nicns
6nictepu B 3aTBEpAKEHHS
KapTOHHI nayui
9. A3ATITIH® Tabnetkn no 1 mr no TOB "ACIHO YkpaiHa [aneHikym Xenc, IcnaHis BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasiB: 3miHu | Tuny - 3a UA/17013/01/01
10 TabneTok y YKPAIHA" C.J1., IcnaHis 3MiHM Woao 6e3neku/echekTBHOCTI Ta chapmakoHarnagy (iHuwi peyenmom
6nictepi; no 3 (koHTpOSb cepil 3MiHW) - 3MiHV BHECEHI B TEKCT MapKyBaHHs1 Ha BTOPUHHIl
6nictepu y (chiznko-ximiuHmiA) Ta ynakoBLi fikapcbKoro 3acoby y n. 17 IHLWE, a came He3HauHi
KapTOHHI navw,i BUNYCK cepi'); npasKu LWOoA0 JIOrOTUMY KOMMaHii Ta iHLWOT TeXHIYHOI
€BpogiiHC iHhopmawii.
Biochapma MpogakT
TecTiHr Icnaris,
C.J1.Y, IcnaHis
(koHTpOnb cepii
(mikpobionoriyHwmi
KOHTpONb)); X. Ypiay
i KomnaHis, C.A.,
Icnanis
(BUPOGHMLTBO,
naxkyBaHHs,
KOHTpO/b cepii Ta
BUNYyCK cepii)
10. A3NTPOMIL, TabneTku, BKpUTI "tOHiK IHais HOHiK IHais BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3MiHu | Tuny - 3a UA/7280/01/02
NH €BPO 060/10HKO0, N0 250 dapmMacbloTUK PapmacbioTuKasl 3MiHU 3 AKOCTi. FOTOBUIA Nikapcbkuii 3aci6. 3MiHW y peyenmom
Mr; Mo 6 TabneTok y an JNabopaTtopi3 BMPOOHULTBI. 3MiHa po3Mipy cepii (BK/IOUarum gianasoH
6nicTepi; no 1 Na6opaTtopiz" (BipaineHHs chipmu po3mipy cepii) roToBoro nikapcbkoro 3acoby (36inbLUeHHst A0
6nictepy y kopobui (BipAineHHs "Ix. b. Kemikan3s 10 pasiB NOPIBHAHO i3 3aTBEPAKEHNM PO3MIPOM) - BBEAEHHS
dipmn "Ox. B. eHa [,04aTKOBOro po3mipy cepii /13 - 200 000 TabneTok.
Kemikans eHp, dapmacboTrKan3 3anponoHoBaHo: Po3mip cepii: 50 000 Tabnetok, 200 000
dapmacbloTuK nrpt) TabneTok

ans fitg.")
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
11. A3UTPOMIL, TabneTku, BKpUTI "FOHiK IHAjisA FOHiK IHAis BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 3MiHu | Tuny - 3a UA/7280/01/03
NH €BPO 060/10HKO10, N0 500 PapmMacbloTHK PapmacboTuKas 3MiHUM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. 3miHK y peyenmom
mr; no 3 TabneTkm y an Nab6opaTopi3 BMPOBGHULTBI. 3MiHa po3Mmipy cepii (BKIOYarum gianasoH
6nicTepi; no 1 Na6opaTtopiz" (BioaineHHs dipmm po3Mmipy cepii) roToBOro MikapcbKoro 3acoby (36inbLUeHHs Ao
6nictepy y kopobui (BipAineHHs "Ix. b. Kemikan3 10 pasiB NOPIBHAHO i3 3aTBEPIKEHNM PO3MIPOM) - BBEAEHHS
dipmu "Ox. B. eHa [04aTKOBOro po3mipy cepii /13 - 200 000 TabneTok.
Kemikans eHg dapmacboTrKan3 3anponoHoBaHo: Po3mip cepii: 20 000 Tabnetok, 200 000
dapmacboThK nrat) TabneTok
an3 itg.")
12. AIPTEK aepo3o/ib AN neHmapk IHais neHmapk IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | TUny - 3a UA/13754/01/01
iHranau,in PapmacboThK PapmacboTrKan3 3anponoHOBaHO 3MiHM Y MeTogax BunNpobyBaHHA Ad| 3a peyenmom
[030BaHuit, 25/50 ans Jita,. nra. nokasHnkammn «Residual Solvents» (BBegeHHS JOAATKOBUX
MKr/no3y, no 120 XpomMaTtorpadiyHmx napameTpis [0 ONUCY MEeTOANKM
[03 B a/ltOMiHIEBOMY BunpobyBaHHs), "Particle size (By Malvern)" (oHOBNeHHS
KOHTEliHepi 3 meToaukm), "Dynamic bulk density" (He3HauHi yTOUHEHHS Y
003ylo4nm npoueaypi BunpobyBaHHs), «Assay» (OHOBIEHO «run time»
KnanaHowm i 3rigHo BP monograph and good chromatographic practices)
pO3MNM0HYOI0
Hacagkoto 3
3aXMCHUM
KoBnaukom; no 1
KOHTEliHepy B
KapTOHHI/ Kopobui
13. AIPTEK aepo3o/1b ANns "neHmapk IHais "neHmapk IHais BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3MiHu | Tuny - 3a UA/13755/01/01
iHraniuin nosoBaHuii | ®apmMacbloTuk dapmMacbloTukan3 3anponoHOBaHO 3MiHM Y MeTofax BUNpobyBaHHs API 3a peyenmom
25/125 wmkr/ po3sy, no ans /174, nrp. nokasHnkammn «Residual Solvents» (BBefeHHS AOAATKOBUX
120 po3 B XpomarorpadiyHux napameTpis 40 ONUCY METOLUNKU
IOMIHIEBOMY BUNPO6YBaHHs), "Particle size (By Malvern)" (OHOBNEHHS
KOHTEliHepi 3 meToaunkm), "Dynamic bulk density" (He3HauHi yTOUYHEHHS Y
[03yH0UnMm npoueaypi BUNpobyBaHHs), «Assay» (OHOBJIEHO «run time»
KnanaHom i 3rigHo BP monograph and good chromatographic practices)
pO3MNMOHYOI0
Hacafkoto 3
3aXMCHUM
KOBMaykom; no 1
KOHTEliHepy B
KapTOHHI KopoobLi
14. AIPTEK aepo3o/b ANs neHmapk IHais neHmapk IHais BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasiB: 3miHu | Tuny - 3a UA/13756/01/01
iHransuin PapmMacbloTHK PapmacbloTnkans3 3MiHU 3 AKOCTi. A®Il. KoHTposib A®L. 3miHa y MeToaax peyernmom
[030BaHni, 25/250 ans Jita,. nra. BuNpobyBaHHA APl abo BUXIAHOrO MaTepiasly/npomixKHOro

MKr/go3y, no 120
[03 B a/itoMiHiEBOMY
KOHTEliHepi 3

NPoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y NPOLEC
BMPO6HMLTBA ADI (iHLWi 3MiHK Y MeToAax BUNPOOYBaHHS
(BK/IIOYA0YM 3aMiHy abo AONOBHEHHA) AD| abo

[03younm BMXiAHOTO/MPOMIXXHOrO MPOAYKTY) - 3aNPONOHOBAHO 3MiHN Y
KnanaHom i MeToAax BunpobyBaHHs A®| 3a nokasHnkamu «Residual
pO3NW/I0HYOI0 Solvents» (BBefileHHs1 0ATKOBUX XpoMaTorpadivyHmx
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Hacafkoto 3 napameTpiB 40 onncy MeToAvky BUNpobysaHHs), "Particle size
3aXUCHUM (By Malvern)" (oHoBNneHHs meTtoaukm), "Dynamic bulk density”
KoBraykom; no 1 (He3HayHi YTOUYHEHHR y NpoLieaypi BUNPOOYBaHHS), «Assay»
KOHTEliHepy B (oHoBIEHO «run time» 3rigHo BP monograph and good
KapTOHHIlA KopooLi chromatographic practices)
15. AKTOBETIH TabneTkn, BKPUTI TOB "Takega YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasis: 3miHu | Tuny - 3a UA/16098/01/01
o60n0oHkoto, no 200 YkpaiHa" PAPM", YkpaiHa HimeuunHa OHOBJIEHHS BXE 3aTBEPKEHNX METO/IB KOHTPO/O SKOCTI peyenmom
mr no 50 TabneTok y (BTOpWHHE NikapcbKoro 3acoby, a came: BUKNAAEHHS TEKCTY AEPXKaBHOK
thnakoHi; no 1 nakyBaHHs i3 in bulk MOBOIO 3TiJHO Cy4acCHuX BMMOr. BBegeHHs 3MiH npoTtsrom 6
chnakoHy B ipMmn-BUPOGHYMKa MiCALIB MiCNsA 3aTBEPAKEHHS
KapTOHHIlA KOpooLi Takefa 'M6X, micue
BMPOGHMLTBA
OpaHieHbypr,
HimeyunHa)
16. ANEPIK HEO PO34MH OpasibHU KOHina6, Nn CLA KEH®APM CA., Mpeuis BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasiB: 3miHu | Tuny - 6e3 UA/16526/01/01
0,5 mr/mn no 60 mn i Ipeuisa (KoHTpOsb 3MiHK 3 AkocTi. CepTudpikat BignosigHocTi/I E-cepTudikar peyenma
150 mn y nnawii; y SKOCTI, BUNYCK BiANOBiAHOCTI EBponeiickbkili hapmakonei/MoHorpadii. -
KOMMEKTi 3 MipHOIO cepii); TOB HOC noJaHHA OHOBMIEHOro cepTudiikaTa BigNOBIAHOCTI
noXxeykor abo 3 dapmadis, MonbLua €sponelicbkin Papmakonei Ne RO-CEP 2014-302-Rev 02
MipHVUM LUNPULLOM B (Bunyck cepit ); (3aTBepmxeHo: RO-CEP 2014-302-Rev 01) ana Adl
KapTOHHI KOpoOLyi PAMAP AB.E. [esnopaTtafviHy Bif BXe 3aTBEPAKEHOro BUpPOo6HMKa Morepen
3ABO/J ABJ/IOH 48- Laboratories Limited, India, y Hacnigok HagaHHs 3BITY 3 OLiHK/
i km JIEPYXABHOI PY3UKIB CTOCOBHO €/1EMEHTHUX AOMILLOK. 3MiHU | TUny - 3MiHK
OOPOIN A®IHN- 3 aKocTi. CepTudikat BignosigHocTi/lE-cepTuddikat
NAMIA, 'peuis BiANOBIAHOCTI EBponeiicbkil hapmakonei/MmoHorpadii.
(Mikpo6ionoriyHuii [MopaHHA OHOBNEHOTO cepTudikaTa BifnoBigHOCTI
KOHTpOnb); PAMAP €sponelicbkin Papmakonei Ne R1-CEP 2014-302-Rev 00 gns
A.B.E. 3ABO/, A®| ne3nopaTaguHy Bif BXe 3aTBEPIAXEHOro BUPOOHMKa
ABJIOH 49-i1 km Morepen Laboratories Limited, India, B pe3y/ibTaTi OHOB/IEHHS
OEPXXABHOI CEP signosigHo o Monituku EDQM ogunH pa3 Ha 5 pokis.
OOPOI'nN A®IHN- 3MiHuM | TUNYy - 3MiHK 3 aKocTi. CepTudikar BignosigHOCTI/IE-
NAMIA, Mpeuis cepTudikaT BignoBigHOCTI EBponeiickkiii
(Bupo6HuyTBO, dhapmakonei/MoHorpadii - nogaHHsA OHOB/IEHOTO cepTudikara
KOHTPO/Ib AKOCTI BignoBigHoCTi E€Bponeiicbkin Papmakonei Ne R1-CEP 2013-
(chiznyHi/ximiyHi), 231-Rev 01(3aTBepmxeHo: RO-CEP 2013-231-Rev 01) ans
nepBuUHHE A®| ge3nopartaguHy Bif, BXe 3aTBepAXEHOro BUPOGHMKa Sun
nakyBaHHs, Pharmaceutical Industries Limited, y Hacnigok BuganeHHs
BTOPVIHHE OZHIET 3 NPOMDKHMX BUPOBHUUYMX AinbHULUL Mylan Laboratories
nakyBaHHs, BUMYCK Limited; niTiii Sk enemeHTHa gomiwka B ICH Q3D HaBMUCHO
cepii) BNPOBa/PKEHNI Y BUPOOHWLITBO PEYOBUHY; NEPIOS, MOBTOPHOTO
TECTYBaHHS OHOBJIEHUIA 0 60 MicsuiB.
17. ANNOKCI® PO3YMH O/151 iH EKUiA, XENCIHH Ipnangis DAPEBA MAY, dpaHuin BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasiB: 3miHu | Tuny - 3a UA/16037/01/01
250 mkr/5 mn; no 5 BIPEKC PpaHuis Ipnangis 3MiHM LWoao 6e3nekn/edeKTUBHOCTI Ta papmakoHarnsgy. peyenmom
My chnakoHi; no 1 PAPMACBIOT (BMpPOGHMLTBO BeefieHHs1 ab0 3MiHW [0 y3araslbHEHUX AaHWX NPo cucTemy
onakoHy B IKANIC NTA. Hepo3dghacoBaHol hapMakoHarnsgy (BBeAEHHS y3arasibHeHVX AaHKX Npo

KapTOHHIlA KopooLi

npoAayKLuii, nepBnHHe
nakyBaHHs);

cuctemy hapmakoHarnagy. 3mMiHa ynoBHOBaXKeHoT 0cobum
3asBHUKA, BiANOBIAaIbHOI 3a thapmakoHarnsg. MNponoHosaHa
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
DAPEBA MAY, pepakuis: Mr. David Power. 3MiHa KOHTaKTHUX AaHWX
PpaHuis YNOBHOB&XEHOT 0co6MU, BiANOBiAaNbHOI 3a thapMakoHariag,.
(BMpPOGHMLTBO 3MiHa KOHTaKTHOT 0CO6M YNOBHOBaXKEHOT 0CO6Y 3anBHMKa,
Hepo3acoBaHoi BiANOBiAaNbHOI 3a thapmakoHarnsag B YkpaiHi. [ponoHoBaHa
npoAayKLuii, nepBnHHe pegaxuis: Popivchak Olena Viktorivna, Dr. 3MiHa KOHTaKTHUX
naxkyBaHHs, [aHnX KOHTaKTHOI 0co6Y YNOBHOBaXXEHOI 0COOM 3asiBHUKA,
KOHTPO/Ib Cepiid); BiANOBIAa/IbHOI 3a chapmakoHarisg B YkpaiHi
XenciHH bipekc
dapmacbloTikanc
NTa., lpnaHgisa
(BignoBifanbHUiA 3a
BTOPUHHE
nakyBaHHA Ta
BUNYyCK cepii)
18. ANNbBYBEH pO3unH ANs iHQYy3ii TOB YkpaiHa TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3MiHu |l Tuny - 3a UA/15875/01/01
10 %, no 50 mn, 100 "BIO®APMA MNA3MA", 3MiHM 3 sKocTi. A®Il. Bupo6HMLTBO. 3MiHa BUPOOHUKa peyenmom
M1y ¢pnakoHi; no 1 MNA3MA" (BUPOGHULTBO, BMXIZAHOrO/NPOMIXHOr0o NPOAYKTy/peareHTy, Lo
thnakoHy y nauuj 3 nepBuHHE BMKOPVCTOBYHOTbCS Y BUPOOHMYOMYy npoueci APl, abo 3miHa
KapToHY nakyBaHHs); TOB BMPOGHMKa (BK/IOYaoUM, e HeobXigHO, MicLie NPOBeAEHHS
"BIO®APMA KOHTPONIO AKOCTi) AP (3a BiACYTHOCTI cepTudikata
MNA3MA", YkpaiHa BiANOBIAHOCTI €Bponeiicbkili hapmakonei y 3aTBepaKeHoMy
(BMpOGHMLTBO, pocke)(3miHa B APl 6ionoriyHoro noxomkeHHst abo BUXigHOMY
nepBrHHe Ta marepiani/peareHTi/MpoMiKHOMY NPOAYKTI, L0
BTOPUHHE BMKOPMCTOBYHOTbCS A1 BUPOOHULITBA
nakyBaHHs, BUMYyCK 6i0/10ri4YHOro/iMyHOOrYHOTO NiKapCbKOro 3acoby ) -
cepiii); TOB [ofaBaHHsa ycTaHOB 3a60py Kposi/nnasmu Pecny6niku
"BIOPAPMA Monblua Ta YropumHm
MNA3MA", YkpaiHa
(KOHTPO/Ib SIKOCTI)
19. ANNbBYBEH PO34nH ANs iHdysii TOB Ykpaina TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3MiHu |l Tuny - 3a UA/15875/01/02
20 %, no 50 mn, 100 "BIO®PAPMA MNA3MA", YkpaiHa 3MiHM 3 sKocTi. A®Il. BUpo6HMLTBO. 3MiHa BUPOOHUKa peyenmom
MYy chnakoHi; no 1 MNA3MA" (BUPOGHMLTBO, BMXIZAHOrO/NPOMIXHOr0 NPOAYKTYy/peareHTy, LWo
chnakoHy y nauuj 3 nepsuHHe BMKOPUCTOBYHOTbCSA Y BUpOOHNYOMY npoueci APl, abo 3miHa
KapToHy nakysaHHs); TOB BMPOGHMKa (BK/IKOYaouM, e HeobXigHOo, MicLie NPOBeAEHHS
"BIO®APMA KOHTPONIO sKOCTi) AP (3a BiACYTHOCTI cepTudikata
MNA3MA", YkpaiHa BiANOBIAHOCTI E€Bponeiichbkili hapmakonei y 3aTBepaKeHoMy
(BUpOGHMLTBO, pocke)(3miHa B AP 6ionoriyHoro noxomkeHHst abo BUXigHoOMy
nepBrHHe Ta marepiani/peareHTi/MpoMKHOMY NPOAYKTI, L0
BTOPWHHE BMKOPUCTOBYIOTbCS A1 BUPOOHULITBA
nakyBaHHs, BUMYCK 6i0/10ri4YHOro/iIMyHO/OrYHOTO NiKapCbKOro 3acoby ) -
cepiii); TOB [ofaBaHHsA ycTaHOB 3a60py Kposi/nnasmu Pecny6niku
"BIOPAPMA MonbLua Ta YropwmHu
MNA3MA", YkpaiHa
(KOHTPO/b SIKOCTI)
20. ANb®OPT PO3YMH O/151 iH EKUi, Oenbta LLIseliapi K.O. Pomdhapm PymyHist BHECEHHS 3MiH 4,0 peecTpauiiHnx maTtepiasiB: 3MiHM WoA0 3a UA/15741/01/01
AEKCA 50 mr/2 mn no 2 mn Megiken A Komnani C.P.J1. 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peyenmom
B amnyni; no 5 a6o MpomoyLH3 3MiHM [0 y3arasibHEHUX AaHuX Npo cuctemy dpapmakoHarnagy
no 10 amnyn y Al (BBEAEHHSA y3araJlbHEHVX AaHUX NPO cuctemy
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KapTOHHI KopoobLi thapmakoHarnagy, 3miHa ynoBHOBaXeHOi 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay; KOHTaKTHOI
0co6u 3 thapmakoHarnagy 3asBHuKa A1 34iNCHEHHSA
thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Bif,
YMNOBHOBaXeEHOT 0c0obM, BiANOBiAaNbHOT 3a 34iACHEHHS
thapmakoHarnsgy (BKovatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiiia cucteMu papmakoHarnsgy) -
3MiHa YNOBHOB&XXEHOT 0CO6U 3asBHMKA, BifnoBigabHOI 3a
hapmakoHarnag.
[itoua pepaxuin: BeHrep Mliogmuna AHaToniiBHa.
MponoHoBaHa pepakuisn: JaHinosa Mlapuca BonognmMmupisHa.
3MiHa KOHTaKTHMX faHWX YNOBHOBAXEHOI 0COBM 3asBHUKA,
BignoBiga/IbHOI 3a dhapMakoHarnsa.
21. ANb®OPT TabneTku, BKPUTI Oenbta Wsenuapi | ABAI IBPAXIM lnay TypeyunHa BHECEHHS 3MiH [JO peecTpaLiiiHMx maTepianis: 3MiHM w040 3a UA/13805/01/01
AEKCA nNiBKOBOIO Megiken A CaHai Be TigxapeTt 6e3nekn/edhekTBHOCTI Ta papMakoHarnsay. BeeaeHHs abo peyenmom
060/10HKOI0, N0 25 MpomoyLH3 ALl 3MiHU [0 y3arasibHEeHNX AaHuX Npo cuctemy apmMmakoHarisgy
Mmr; no 10 TabneTok Al (BBELEHHSA y3araslbHEHNX AaHUX NPO cUcTemy
y bnicTepi 3 thapmakoHarnagy, 3miHa ynoBHOBaXeHOoi 0cobw,
MapKyBaHHSM BiANOBIAaUIbHOI 3a 34iiCHEHHSA hbapMakoHarnsay; KOHTaKTHOI
YKpaiHCbKOI Ta 0co6m 3 thapmakoHarnagy 3asBHVKa 415 34iINCHEHHSA
aHrNincoLKo thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA Bif,
MoBamu; no 1, 2 abo yMOBHOB&aXeHOT 0cobu, BigNoBiAanbHOT 3a 34iACHEHHS
3 6nictepu B hapMakoHarnagy (Bk/iovatoum KOHTaKTHI AaHi) Ta/abo 3MiHu y
KapTOHHI Kopoo6Li 3 pO3MilLEeHHI MacTep-ghaiina cuctemu papmakoHarnagy) -
MapKyBaHHAM 3MiHa YNOBHOBaXXEHOT 0CO6M 3as1BHIKA, BiANOBIfasIbHOT 3a
YKpaiHCLKOK Ta thapmakoHarnag.
aHrNincoLKo [itoua pepaxuis: Berrep Mliogmuna AHaToniiBHa.
MoBamu MponoHoBaHa pepakuis: JaHinosa J/lapvca BonognmupisHa.
3MiHa KOHTaKTHUX JaHUX YNOBHOBaXXEHOT 0CO6M 3asiBHMKA,
BiANOBIga/IbHOI 3a thapmakoHarnsag.
22. AMI3OH® kancynu no 0,5 r, no AT "®apmak” YkpaiHa AT "®dapmak” YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3MiHu | Tuny - 6e3 UA/12415/01/01
MAKC 10 kancyny BHECEHHS 3MiH A0 cneyudikauii Ta aHaniTUYHUX METOLIB peuenma
6nicTepi; no 1 BXiZIHOro KOHTPO/IIO Ha Kancynu TBEPAi XXenaTuHoBi, a cave:
6nicTepy B nauui 3 BW/TYYEHHs 3i cneuudikauii Ta METOAIB KOHTPOJIHO NOKa3HMKa
KapToHyY «eoMeTpUYHi PO3MipU», a TaKoX BUNYHYEHHSI TECTY «Baxki
MeTanm»
23. AMI3OH® kancynu no 0,5 r, no AT "®apmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu Il Tuny - 6e3 UA/12415/01/01
MAKC 10 kancyny 3MiHM Woao 6e3nekun/edhekTMBHOCTI Ta hapmakoHarnsgy. peyenma

6nictepi; no 1
6nicTepy B nauui 3
KapToHy

3MiHM Y KOPOTKIil XapaKTepuCTULLi NikapcbKoro 3acoby, TEKCTi
MapKyBaHHs! Ta iHCTPYKUIT A1 MEANYHOIO 3aCTOCYBaHHS y
3B'AA3KY i3 HOBUMU JaHUMW 3 AKOCTI, AOKNIHIYHUMU, KIiHIYHUMK
OaHvMK Ta JaHnMK 3 dpapmakoHarnsgy - 3miHM BHECEHO A0
IHCTPYKLiT 415 MeMyYHOro 3acToCcyBaHHS NiKapCcbKoro 3acoby
[0 po3ainy "®apMakonorivyHi B1acTMBOCTI" BigNoBigHO A0
pesynbTaTiB gocnimkeHHa FK/FAVO0A-CoV/2020
«baraToueHTpoBe, noagiliHe-cnine, paHAoMi3oBaHe, niaue6o-
KOHTPONbOBaHe [OCNiMKeHHSA e(DEKTUBHOCTI Ta 6e3neku
npenaparty AMi3oH® Makc, kancyav 0,5 r, Bupo6Huuytea AT
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

«®apmak», B kOMbiHaLii 3 6a30B0t0 Tepanieto, y nNauieHTiB 3
3axBoptoBaHHAM COVID-19, ske BUKMKaHe BipycoM SARS-
CoV-2, cepefHbOro CTyneHi BaXKOCTi». BBeAEHHS 3MiH
npoTArom 6 micsuiB nicns 3aTBepAkeHHs. 3MiHu |l Tuny -
3MiHY Woao 6e3nekn/edpekTMBHOCTI Ta dhapmakoHarnsgy.
3MiHM Y TepaneBTUYHMX NOKa3aHHAX (f04aBaHHs HOBOro
TepaneBTUYHOrO NoKa3aHHA abo 3MiHa y 3aTBepLHKEHOMY
nokasaHHi) - 3MiHW BHECEHO [0 IHCTPYKLii A8 Me4U4HOro
3aCTOCyBaHHS NiKapCbKOro 3acoby Ao po3giny "MokasaHHa"
(OofaBaHHS HOBOrO TepaneBTUYHOIO NokasaHHSA: JlikyBaHHS
COVID-19 cepefiHbOro CTyneHs TSHXXKKOCTi B KOMOGIHaUT 3
6a30BOI0 Tepanieto) Ta, K Hacnigok, Ao po3giny "Cnocib
3aCTOCyBaHHA Ta A03n" BiANOBIAHO [0 pe3ynbTaTis
pocnigpkeHHs FK/FAVO0A-CoV/2020. BeeaeHHS 3MiH
npoTArom 6 micsiliB nicns 3aTBeppKEHHS.

24.

AMILUUTPOH
®

MOPOLLIOK A/151
opasibHOro PO34NHY
no 23 ry cawe; no
23 ry cauwe; no 10
callle B nauuj 3
KapToHy

ToBapucTso 3
[04aTKOBOO
BiANOBIAA/TbHI
CTi0
"IHTEPXIM"

Ykpaina

ToBapucTBO 3
[04aTKOBOO
BiANOBIAANbHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaviiiHix maTtepianis: 3MiHu | Tuny -
3MiHU 3 sikocTi. CepTudpikat BignosigHocTi/IE-cepTudikar
BIANOBIAHOCTI E€Bponeiickbkii thapmakonei/moHorpadii.
MopgaHHsA HOBOro abo OHOBMIEHOrO cepTudiikaTa BigNOBIAHOCTI
abo BUNy4YeHHs cepTudpikaTa BianoBigHOCTI EBponeichkili
thapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npoMiKHOrO NMPOAYKTY, WO
BVKOPUCTOBYIOTLCH Y BUPOOHMUTBI API; ANs [ONOMDKHOT
peyoBuHM (cepTudikaT BiAMOBIAHOCTI €EBPONENCHKIN
thapmakonei) - HoBuiA cepTudpikat Bif HOBOrO BMPOGHMKA
(3amiHa abo [AONOBHEHHS); CYNYTHSA 3MiHa - 3MiHM 3 IKOCTI.
A®I. KoHTponb A®I - BBEAEHHS 404ATKOBOrO BUPOGHMKA
Aitoyoi pevoBrHN PeHinedpuHy rigpoxnopug, Wo BXoAUTb 40
Cknafy roToBOro NikapcbKoro 3acoby, sikuii Mmae ceptudpikat
BignosigHocTi EP; 3anponoHosaHo: Unichem Laboratories Ltd,
IHais Ta Malladi Drugs & Pharmaceuticals Limited Unit-3,
IHais, CEP R1-CEP 2003-179-Rev 03. 3MiHa y TecTi
"3a/IMLLKOBI KifIbKOCTi OpraHiyHNX PO34YMHHUKIB" - AO4aBAHHS
HOPMYBaHHS Ta METOAVKN BUKOHaHHSA TECTY A1 HOBOTO
BUPOGHMKA 3 YTOUHEHHAM Ha3BuW TeCTy; BIAMNOBIAHI 3MiHN B
po3ginax ynakoska, MapkyBaHHs, TEPMiH NpuaaTHOCTI;
3MiHM | TUMy - BUNYyYeHHA TecTy "Baxki meTanu" 3i
crneundikuaii Ta meToaiB KOHTponto APl AckopbiHoBa
kucnoTa; 3miHm | Tuny - y cneuudikauii Ta MeTogax KOHTPOso
A®| Ackop6iHOBa KvC10Ta NPOMOHYETLCSA 3MiHA HOPMYBaHHS
Ta METOAUKN BUKOHAHHS TeCTY "3a/INLLKOBI Ki/IbKOCTI
OpraHiyHMX PO3UYMHHUKIB" 3 YTOUHEHHAM Ha3BW TECTY Yy 3B'A3KY
3 OHOBJ/IEHHAM JOKyMeHTaLji BupobHuka (ASMF); 3miHu | Tuny
- 3aMiHa BUPOBHMYOT AifibHULI (MiCUS NPOBaKEHHS
AiSNbHOCTI) ANA 3aTBEpA)KEHOro BUpo6HMKa APl AckopbiHoBa
KMcnoTa, Lo BXOANTb A0 CKNagy NikapCbKoro 3acooy;
3anponoHoBaHo: Northeast Pharmaceutical Group Co., Ltd.
No.29, Shenxiliu Dong Road, Economic Technology

6e3
peyenma

UA/13911/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Development District, Shenyang, China)
25. AMILUTPOH TabneTtku, BKPUTI ToBapucTBo 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | TUny - 6e3 UA/15430/01/01
® nNiBKOBOIO [,00aTKOBOKO [,00aTKOBOKO 3MiHu 3 sikocTi. CepTuddikat BignosigHocTi/lE-cepTucpikart peyenma
EKCTPATAB 060/10HKOH0, Mo 10 BignoBigasbHi BiANOBIAA/IbHICTIO BiANOBIAHOCTI EBponeiickkill hapmakonei/MmoHorpadii.
Tabnetok y 6nictepi; CTIO "IHTEPXIM" MogaHHA HOBOro abo OHOBIEHOTO cepTudikaTa BifNoBIgHOCTI
no 1 6nictepy B "IHTEPXIM" abo BunyyeHHs cepTudpikarta BignoBigHOCTI €Bponenchbkili
nauui thapmakonei: ana A®l; gns BuxigHoro
mMaTtepiany/peareHTy/NpoMKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPOOHNLTBI ADI; 415 SONOMDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI EBPONEChKIl
thapmakonei) - HoBuii cepTudpikat Bif HOBOTO BUPOGHMKA
(3amiHa abo AONOBHEHHS); CYNyTHS 3MiHa - 3MiHM 3 AKOCTI.
A®I. KoHTponb A®I - BBeAeHHS 404aTKOBOro BUpo6Huka AdI (
heHinedpiny rigpoxnopuay), Wwo mae ceptudiikat EP,
(3anponoHosaHo: Unichem Laboratories Limited, IHgis) Malladi
Drugs&Pharmaceuticals Limited Unit-3, IHgis CEP R1-CEP
2003-179-Rev 03; 3miHa y TecTi "3annLLKOBI KiIbKOCTi
OpraHiYHNX PO3YMHHUKIB"- fO0AaBaHHS HOPMYBaHHS Ta
METOAMKN BUKOHaHHA TECTY [/19 HOBOTO BUPOGHMKA 3
YTOUYHEHHAM Ha3Bu TecTy; BiANOBIAHI 3MiHM B po3Ainax
yNakoBka, MapKyBaHHs, TEPMiH MPUAATHOCTI; 3MiHW | Tuny -
3MiHa METOAMKN BUKOHAHHSA TeCTy "3a/IMLLKOBI KifIbKOCTI
opraHiYH1X PO34YMHHUKIB" y METOAAX KOHTPO/IO AKOCTI ADI
deHinetpuHy rigpoxnopug 3aTBepAXEHOro BUpo6HMKa
Unichem Laboratories Limited, IHAjs
26. AMILUTPOH NopoLUoK AN ToBapucTso 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | TUny - UA/16181/01/01
® NNcC OpasIbHOro PO34nHY, [,00aTKOBOKO [,00aTKOBOKO 3MiHK 3 AKkocTi. CepTudpikat BignosigHocTi/IE-cepTudikat
no5ry cawe, no 10 | BignosigasbHi BiANOBIA&/IbHICTIO BiANOBIAHOCTI EBponeiickbkilt hapmakonei/MoHorpadii.
calle y naJui 3 CTIO "IHTEPXIM" MogaHHsA HOBOro abo OHOBNEHOTO cepTudikaTa BifnNoBIgHOCTI
"IHTEPXIM" abo BunyyeHHs cepTudpikaTta BignoBigHOCTI €EBpoNenchbkili

KapToHY

thapmakonei: gna A®l; ans BuxigHoro
mMartepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
BMKOPVCTOBYHOTbCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyvoBUHM (cepTudikaT BiANOBIAHOCTI EBPONEChKIlt
thapmakonei) - HoBuii cepTudpikat Bif HOBOTO BUPOGHMKA
(3amiHa abo [OMOBHEHHS) - BBEAEHHS AOAATKOBOTO
BMpo6HMKa A®I (cheHinedpiHy rigpoxnopuay), Wo mMae
ceptudpikat EP, ( 3anponoHosaHo: Unichem Laboratories
Limited, Ingia; Malladi Drugs&Pharmaceuticals Limited Unit-3,
IHais CEP R1-CEP 2003-179-Rev 03; 3miHa y TecTi
"3aINLLKOBI KiTbKOCTi OpraHiuHMX PO3YMHHUKIB"- AOAaBaHHSA
HOPMYBaHHS Ta METOAUKN BUKOHAHHS TECTY A1 HOBOTO
BMPOGHMKA 3 YTOUHEHHAM Ha3BW TECTY; BiAMOBIAHI 3MiH/ B
po3ginax ynakoBka, MapkyBaHHs, TEPMiH MPUAATHOCTI.
CynyTHSA 3MiHa - 3MiHU 3 aKocTi. A®l. KoHTponb A®I (iHwi
3MiHN)
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
27. AMIUUTPOH MOPOLLIOK AN ToBapucTBoO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 3MiHu | Tuny - 6e3 UA/16182/01/01
® N/TIOC BE3 | 0opa/ibHOro Po34nHY [0aTKOBOK [0aTKOBOKO 3MiHU 3 AkocTi. CepTudpikat BignosigHocTi/I E-cepTudikar peuenma
LYKPY no5ry cawe; no 10 | BignosiganbHi BiANOBIA&NLHICTIO BifnoBigHOCTI €Bponelickkili hapmakonei/MoHorpadii.
calle y nauui 3 CTIO "IHTEPXIM" MopgaHHsA HOBOro abo OHOBMIEHOrO cepTudiikaTa BiANOBIAHOCTI
KapToHy "IHTEPXIM" abo BUNy4YeHHs cepTudikaTa BianoBigHOCTI EBponechkili
hapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npoMKHOrO MPOAYKTY, L0
BVKOPUCTOBYIOTLCA Y BUPOOHUUTBI API; ANs [ONOMDKHOT
peyoBUHM (cepTudpikaT BiANoBiAHOCTI EBpONEiChKilt
thapmakonei) - HoBuii cepTudpikat Bif HOBOrO BMPOGHMKA
(3amiHa abo AONOBHEHHS)- BBEAEHHS A04ATKOBOro BUPOGHMKA
A®I (cheHnineddpiny rigpoxnopuay), Wwo mae ceptudikar EP,
(3atBepmxeHo: Unichem Laboratories Limited, IHgjs,
3anponoHoBaHo: Unichem Laboratories Limited, IHais; Malladi
Drugs&Pharmaceuticals Limited Unit-3, IHgis CEP R1-CEP
2003-179-Rev 03; 3miHa y TecTi "3am1LLKOBI KiflbKOCTI
OpraHiYHNX PO3UYMHHWKIB"- fOAABaHHS HOPMYBaHHS Ta
METOAMKN BUKOHAHHA TECTY [/ HOBOTO BUPOGHMKA 3
YTOYHEHHSIM Ha3BM TECTY; BiANOBIAHI 3MiHM B po3ginax
ynakoBka, MapkyBaHHs, TepMiH NpuaaTHocTi; CynyTHA 3miHa: -
3MiHU 3 akocTi. A®I. KoHTponb A®I (iHLi 3MiHK)
28. AMIUUTPOH MOPOLLIOK A8t ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3MiHu | Tuny - 6e3 UA/13912/01/01
® ®OPTE OPa/ILHOIO PO3UNHY [0aTKOBOK [0aTKOBOK 3MiHU 3 sikocTi. CepTudpikat BignosigHocTi/IE-cepTudikar peuenma
no 23 ry cawue; no BiANOBIAA/TbHI BiANOBIA&NBHICTIO BIANOBIAHOCTI E€Bponeiickbkii thapmakonei/moHorpadii.
23 ry cawe; no 10 CTIO "IHTEPXIM" MopgaHHsA HOBOro abo OHOB/IEHOrO cepTudiikaTa BiANOBIAHOCTI
callle B nauuj 3 "IHTEPXIM" abo BUNy4YeHHs cepTudpikaTa BianoBigHOCTI EBponeichkili

KapToHyY

thapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npoMKHOr0 MPOAYKTY, L0
BVKOPUCTOBYIOTLCH Y BUPOOHMUTBI API; ANs [ONOMDKHOT
peyoBuHM (cepTudikaT BiAMOBIAHOCTI €EBPONENCHKIN
thapmakonei) - HoBuiA cepTudpikat Bi HOBOrO BMPOGHMKA
(3amiHa abo [AONOBHEHHS); CYNYTHSA 3MiHa - 3MiHM 3 IKOCTI.
A®|. KoHTponb A®|. BBeaeHHS [04aTKOBOrO BUPOGHMKA
Aitoyoi pevoBrHN PeHinedpuHy rigpoxnopug, Wo BXoAUTb 40
cknafy roToBOro NikapcbKoro 3acoby, sikuii Mmae ceptudpikat
BignosigHocTi EP,
3anponoHoBaHo: Unichem Laboratories Ltd, IHgis Ta Malladi
Drugs & Pharmaceuticals Limited Unit-3, IHgis, CEP R1-CEP
2003-179-Rev 03. 3miHa y TecTi "3a/MLWKOBI KiNIbKOCTI
OpraHiYHUX PO3UYMHHWKIB" - AOAABaHHA HOPMYBaHHSA Ta
METOAMKN BUKOHaHHSA TECTY [/ HOBOTO BUPOGHMKA 3
YTOYHEHHSIM Ha3BM TECTY; BiANOBIAHI 3MiHM B po3ginax
ynakoBKa, MapKyBaHHS, TEPMiH NPUAATHOCTI;
3MiHU | TUNY - BUNYy4YeHHs TecTy "Baxki meTanu" 3i
cneundikuaii Ta meToaiB KoHTponto APl AckopbiHoBa
kucnoTa; 3miHu | Trny - y cneuudikauii Ta MeTogax KOHTPOsIo
Ad| AckopbiHOBa K1cnoTa NponoHyeTbCA 3MiHA HOPMYBaHHS
Ta METOAMKWN BUKOHAHHS TeCTy "3anyLLIKOBi Ki/IbKOCTi
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
OpraHiYHUX PO3UYNHHUKIB" 3 YTOUHEHHAM Ha3BW TECTY Yy 3B'A3KY
3 OHOBJIEHHAIM [JOKYMeHTaLi BUpobHuka (ASMF); 3miHu | Tuny
- 3aMiHa BUPOGHMYOT AiNbHULI (MiCUSA NPOBaKEHHS
AiSNTbHOCTI) ANS 3aTBEpA)KEHOro BUpo6HuKa APl AckopbiHoBa
KMcnoTa, Lo BXOAMTb A0 Cknagy MikapCbKoro 3acoby;
3anponoHosaHo: Northeast Pharmaceutical Group Co., Ltd.
No.29, Shenxiliu Dong Road, Economic Technology
Development District, Shenyang, China
29. AMILNTPOH NMopoLUOK AN ToBapucTso 3 YkpaiHa ToBapucTBO 3 AscTpist BHECEHHS 3MiH [0 peecTpavuiiHiX maTepianis: 3MiHu | Tuny - 6e3 UA/14117/01/01
® ®POPTE Opa/IbHOTO PO3YNHY [04aTKOBOO [04aTKOBO BBE/IeHHA [0AaTKOBOro BUPOOHMKA [il0H0T peYOBUHN peyenma
BE3 LYKPY no 13 ry cawe; no BignoBigasbHi BiANOBIA&/IbHICTIO PeHinedpuHy rigpoxsopua, Wo BXoAMTb 40 Ckady roToBoro
13 ry cawe, no 10 CTIO "IHTEPXIM" nikapcbKoro 3acoby, sakuii mae ceptuddikaT BignosigHocTi EP,
calle y nauui 3 "IHTEPXIM" (3anponoHoBaHo: Unichem Laboratories Ltd, IHgia Ta Malladi
KapToHy Drugs & Pharmaceuticals Limited Unit-3, IHgis, CEP R1-CEP
2003-179-Rev 03); cynyTHS 3MiHa - 3MiHK 3 AKOCTi. ADI.
KoHTposnb A®I - 3miHa y TecTi "3a/IMLLKOBI KifIbKOCTI
OpraHiYHUX PO3YMHHKKIB" - OAABaHHA HOPMYBaHHS Ta
METOANKN BUKOHAHHS TECTY [/19 HOBOrO BUPOGHMKA 3
YTOYHEHHSIM Ha3BM TECTY; BiANOBIAHI 3MiHM B po3ginax
ynakoBka, MapKyBaHHS, TEPMiH NPUAATHOCTI; 3MiHW | TRy -
BUyYEHHA TecTy "Baxkki meTann" 3i cneumndikuaii Ta meTogis
KoHTponto A®I Ackop6iHoBa KucnoTa; 3miHm | Tuny - y
crneundikavii Ta MmeTogax KoHTposito APl AckopbiHoBa
KMCnoTa NPOMNOHYETLCSA 3MiHA HOPMYBaHHS Ta METOANKN
BMKOHaHHS TeCTy "3anLLKOBI Ki/IbKOCTi OpraHivuHmx
PO3YMHHWKIB" 3 YTOUHEHHAM Ha3BW TECTY Yy 3B'A3KY 3
OHOBJ/IEHHAM A0KyMeHTauii Bupo6Huka (ASMF); 3miHu | Tuny -
3amiHa BUPOOHMYOT AiNbHULI (MiCLS NPOBaKEHHS AiS/IbHOCTI)
015 3aTBEPKEHOro BUpobHuKa APl Ackop6iHoBa KMCoTa,
L0 BXOAMTb A0 CKiagdy Nikapcbkoro 3acoby, (3aTBepakeHo:
Northeast Pharmaceutical Group Co., Ltd. No.37, Zhonggong
North Street, Tiexi District, Shenyang , China, 3anponoHoBaHo:
Northeast Pharmaceutical Group Co., Ltd. No.29, Shenxiliu
Dong Road, Economic Technology Development District,
Shenyang, China
30. APBUTE/Ib H | Tabnetku, no 80 MIKPO NABC IHais MIKPO NNABC IHais BHECEHHS 3MiH A0 peecTpaLiiHux maTepiasiis: BUNpaB/eHO 3a UA/18380/01/02
mr/12,5 mr; no 7 NIMITEL NIMITEL TEXHIYHY NOMWJIKY B IHCTPYKLIi 415 MeAUYHOro 3acTocyBaHHs peyenmom
TabneTtok y 6nictepi; nikapcbKoro 3acoby y posginax "Cknag", "Cnoci6
no 4 ta 8 6nictepis 3acTocyBaHHA Ta go3un" (opdhorpadpiuHa nomuska). 3asHaveHe
B KOPOOLLi 3 KAPTOHY; BUNpaB/IEHHSA BiANOBiJaEe MaTepiasiaMm peecTpayiiiHoro 4oCke
no 14 tabneTtok y
6nictepi, no 1,2,4 Ta
7 6nicTepis B
KopobLi 3 KapTOHY
31. APBUTE/Ib H | Tabnetku, no 80 MIKPO NNABC IHais MIKPO NNIABC IHais BHECEHHS 3MiH A0 peecTpayiiHux maTepiasiiB: BUNpaB/ieHO 3a UA/18380/01/03
Mr/25 mr; no 7 NIMITE[ JNIMITEQ TEXHIYHY NOMW/IKY B IHCTPYKLUIT A1 MEANYHOro 3aCTOCYBaHHS peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Tabnetok y 6nictepi; nikapcbKoro 3acoby y posginax "Ckniag”, "Cnocib
no 4 ta 8 6nictepis 3acTocyBaHHA Ta go3un" (opchorpadpiyHa nomuska). 3asHavyeHe
B KOPOOLLi 3 KAPTOHY; BUMNpaB/IEHHSA BiANOBiJaE MaTepiasiam peecTpayiiHoro 4ocbe
no 14 tabnetok y
6nictepi, no 1,2,4 Ta
7 6nictepis B
KOpo6Li 3 KAPTOHY
32. APBUTE/NIb H | Tabnetku, no 40 MIKPO NABC IHais MIKPO NNABC IHais BHECEHHS 3MiH [j0 peecTpaLiiiHuX MaTepiasii: BUNpaBeHO 3a UA/18380/01/01
mr/12,5 mr; no 7 NIMITEL, NIMITEL, TEXHIYHY NOMWJIKY B IHCTPYKUIi 4158 MeAUYHOro 3acTOCyBaHHS peyenmom
Tabnetok y 6nictepi; nikapcbKoro 3acoby y posginax "Ckniag”, "Cnocib
no 4 ta 8 6nicrepis 3acTocyBaHHA Ta go3un" (opchorpadpiyHa nomuska). 3asHavyeHe
B KOPOOLLi 3 KAPTOHY; BUNPAaB/IEHHS BigNOBigAE MaTepiasiaM peecTpauiniHoOro AoCbe
no 14 tabnetok y
6nictepi, no 1,2,4 Ta
7 6nicTepis B
KOpo6Li 3 KAPTOHY
33. APFETT AYO | kancyiu 3 Oenbta Lseliuapi nepBrHHe Ta Himeuunna BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepianis: 3MiHM w040 3a UA/12811/01/01
MoAandikoBaHUM Megiken a BTOPUHHE Ipnangis 6e3nekn/edhekTUBHOCTI Ta papMakoHarnsay. BeeaeHHs abo peyenmom
BUBINIbHEHHAM MpoMoyLLH3 nakyBaHHS, BUNYCK 3MiHW [0 y3arasibHEHNX AaHuX Npo cuctemy hapmMmakoHarisgy
TBepAi no 75 mr; no Al cepi: (BBELEHHSA y3araslbHEHNX AaHUX NMPO cUcTeMy
10 kancyny Csicc Kanc 'm6X, hapMakoHarnsigy, 3amiHa ynoBHOBaXKeHOT ocobu,
6nicTepi; no 1, abo HimeyunHa BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMakoHarnsAy; KOHTakTHOI
no 2, abo no 3 BUPOGHMLTBO 0ocobu 3 hapMakoHarnsay 3asaBHVKa oist 34iiCHEHHS
6nictepn y Hepo3chacoBaHo| thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Bif,
KapTOHHIA KopoobLi NPOAYKLUIT, KOHTPO/b yMOBHOBaXeHOT 0cobu, BigNoBiAaNbHOT 3a 34iCHEHHS
SAKOCTI: hapmakoHarnagy (BK/1ovatoum KOHTaKTHI AaHi) Ta/abo 3MiHW Y
Temmnep Ipnaxgis po3MmilLeHHI MacTep-ghaiina cuctemu papmakoHarnagy) -
Nimites, lpnaHgis 3MiHa YNOBHOBaXEHOI 0CO6U 3asBHIKA, BigNoBiganbHOT 3a
nepBuHHe Ta thapmakoHarnsg,
BTOPVHHE [itoua pepaxuin: Berrep Mliogmuna AHaToniiBHa.
nakyBaHHs: MponoHoBaHa pepakuin: JaHinosa flapnca BonogumupisHa.
[pareHodhapm 3MiHa KOHTaKTHMUX faHUX YNOBHOBAXEHOT 0COOM 3asBHUKA,
Anotekep Mowwn BiANOBIAa/IbHOI 3a thapmakoHarnsag,.
'm6X, HimeyunHa
34. APTFETT Kancynu Jenbta Lseliuapi nepBrHHe Ta Himeuunna BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHW WoOA0 3a UA/13123/01/01
PANIA KMLLKOBOPO3YMHHI Megiken a BTOPVIHHE Ipnangis 6e3nekn/edhekTBHOCTI Ta papMakoHarnsay. BeeaeHHs abo peyenmom
TBepAi no 75 mr; no MpomoyLH3 nakyBaHHSA Ta 3MiHW [0 y3arasibHeHNX AaHnX Npo cuctemy hapmakoHarisgy
10 kancyny Al BUMNYCK cepii: Ceicc (BBEAEHHSA y3araslbHEHUX AaHWX NPO CUCTeEMY

6nictepi; no 1, abo
no 2, abo no 3, abo
no 5 6nictepis y
KapTOHHI KOpoOLyi

Kanc Mm6X,
HimeuunHa,
HimeuunHa;
BUPOBHMLTBO
Hepo3dhacoBaHOT
NPOAYKLii, KOHTPOsb
SIKOCTi: Temmnep
Ipnangis fMivites,
IpnaHgis; nepsuHHe
Ta BTOPVHHE

hapmakoHarnsgy, 3amMiHa ynoBHOBaXKeHOT ocobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMakoHarnsAy; KOHTakTHOI
0co6u 3 thapmakoHarnagy 3asBHuKa 415 34iCHEHHSA
hapMakoHarnsgy B YkpaiHi, KLU0 BOHA BigMiHHA Big,
yMNOBHOBaXeHOT 0cobu, BigNoBiAaNbHOT 3a 34iNCHEHHS
thapmakoHarnsgy (BKovatoum KOHTaKTHI AaHi) Ta/abo 3MiHK y
pO3MiLeHHI MacTep-dhaiiia cucteMmn hapmakoHarnisgy) -
3MiHa YNOBHOBaXEHOI 0CO6U 3asBHKKA, BigNoBiAaNbHOT 3a
hapmakoHarnag.
[itoya pegakuis: BeHrep Jliogmuna AHaToniiBHa.
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

nakyBaHHs:
[pareHodhapm

Anotekep Mown

v6X, HimeuunHa

MNMponoHoBaHa pepakuis: AaHinosa /lapvca BonogummpisHa.
3MiHa KOHTaKTHMX AaHnX YNOBHOBaXKEHOT 0CO6U 3aABHNKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag,.

35.

APIC

NOPOLUOK A5t
pO34unHy Ans

iHcpysiii no 500 mr; 1
¢hnakoH 3 NopoLLKOM
B KOpOO6L

CaH
dapmMacbloTUK
an lHgacTpis
Nimiteq

IHAis

CaH
PapmacboTnKaul
IHpacTpi3 NimiTeq,

IHais

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | TUny -
3MiHM WoA0 6e3nekn/etheKTMBHOCTI Ta hapmakoHarnsgy.
BBefeHHs1 abo 3MiHM [0 y3araslbHEHUX AaHVX MPO cucTemy
hapmakoHarnagy (BBeAEeHHs y3araslbHeHUX AaHux npo
cucTemy thapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi ocobu,
BiANOBIAaUIbHOI 3a 34iiCHEHHSA hbapMakoHarnsay; KOHTaKTHOI
0cobu 3 hapMakoHarnsay 3asaBHVKa ANst 34iCHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA Bif,
yMOBHOB&XeHOT 0cobu, BigNoBiAanNbHOT 3a 34iACHEHHS
hapMakoHarnagy (Bk/iovatoum KOHTaKTHI AaHi) Ta/abo 3MiHu Y
po3MiLeHHI MacTep-haiina cucteMmn hapmakoHarisgy) -
3MiHa YNOBHOBaXEHOI 0CO6U 3asBHKKA, BignoBiganbHOT 3a
hapmakoHarnsg.

MponoHosaHa pepgakuis: Dr. Vivek Ahuja. 3MiHa KOHTaKTHUX
[aHnX YNOBHOBaXEHOI 0co6MU, BiANOBIAA/IbHOI 3a
thapmakoHarnag. BeegeHHs agpecu MicLie3HaxomKeHHs
mMacTtep-caiina cuctemu chapmakoHarnagy. BeegeHHs
agpecy, Ae 34iICHIETbLCA OCHOBHA AiANbHICTb 3
thapmakoHarnagy

3a
peyenmom

UA/12235/01/01

36.

APIC

NOPOLLIOK A/1A
pO3uuHy Ansi
iHpysiino 1 r; 1
h/1aKOH 3 MOPOLLKOM
B KapTOHHIi kKopo6ui

CaH
dapmacboThK
an lHgacTpi3
Nimiteq

IHais

CaH
dapmMacbloTUKas
IHpacTpi3 Nlimiteq,

IHais

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis: 3MiHu | Tuny -
3MiHM LWoAo 6e3nekn/edieKTMBHOCTI Ta dpapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX JaHuX Npo cucTemy
thapmakoHarnsgy (BBeAeHHs y3arasibHeHUX gaHnx npo
cuctemy hapmakoHarnfgy, 3mMiHa yrnoBHOBaXXeHOT 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHA hapMakoHarnsay; KOHTaKTHOI
0ocobu 3 hapmakoHarnsgy 3asBHVKa AN 34iCHEHHS
hapmMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA Bif,
YMNOBHOBaXXEHOT 0CO6U, BifNOBiAaNbHOT 32 34iACHEHHS
hapMakoHarnagy (BK/IoYatoumn KOHTaKTHI AaHi) Ta/abo 3MiHM y
pO3MilLeHHI MacTep-ghaiiia cucteMu papmakoHarnsgy) -
3MiHa YNOBHOBaXXEHOT 0CO6U 3asBHVKA, BigNoBigabHOI 3a
hapmakoHarnsg.

MponoHoBaHa pepakuyis: Dr. Vivek Ahuja. 3MiHa KOHTaKTHUX
[aHnX YNOBHOBaXEHOT 0cobu, BiANOBiAaIbHOI 3a
thapmakoHarnag,. BeegeHHs agpecu MicLe3HaxomKeHHs
macTep-haiina cuctemun chapmakoHarnsgy. BeefeHHs
agpecy, fe 34iCHIETLCA OCHOBHA AisNIbHICTb 3
thapmakoHarnagy

3a
peyernmom

UA/12235/01/02

37.

ACMIPUH
KAPAIO®

TabneTku, BKpUTI

KMLLKOBOPO34MHHOO
060/10HKO0, Mo 100
Mr, no 14 TabneTok

Baiiep
KoHcblomep
Kep Al

LLBeiuapi
2

Baiiep AT,
HimeyunHa
(BMPOGHMLTBO "in
bulk", KOHTpONb

HimeuunHa

BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3MiHu | TUny -
3MiHV LWOAO H6e3nekn/edeKTUBHOCTI Ta hapmakoHarnagy.
3MiHa(n) y KOPOTKili XxapakTepucTuLi nikapcbkoro 3acoby,

TEKCTi MapKyBaHHs1 abo iHCTPYKLIT Ansi MeANYHOro

6e3
peyenma

UA/7802/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
y 6nicTepi; no 2 abo akocTi); Baviep 3acToCyBaHHA A/1a fikapcbKoro 3acoby, niyeH3oBaHoro y €C
no 4 6nictepu B Bittepcensa Mm6X, 3a NpoLieAypok B3aEMHOT0 BU3HAHHSA (Nikapcbkuid 3acib He
KapTOHHI nauw,i HimeyunHa BXOAWTb A0 cdhepu Aii npouesypy B3aEMHOrO BU3HaHHS, ane
(BMPOGHMLTBO "in 3MiHa BHOCUTbCS SIK pe3ynbTaT Npoueaypy i Bif BnacHuka
bulk", kKOHTpO/b TOProBoi MNiLeHsii He BUMaraeTbCa HafaHHA XOLHUX HOBUX
AKOCTI, NepBUHHE, [0[ATKOBUX AaHKX) - 3MiHU BHECEHO A0 IHCTPYKUiT An1s
BTOPUHHE MeAMYHOro 3acToCyBaHHSA NikapCbKoro 3acoby 0 po3ginis
nakyBaHHs Ta "B3aemogis 3 iHWMMK NiKapcbknmy 3acobamu Ta iHLWi BUAn
BUNYyCK cepii) B3aeMopji" (LoaaBaHHs iHhopMauii LLoa0 B3aemog;l 3
MeTami3oHoMm), "Mo6iyHi peakuii" (qogaBaHHs iHhopmavi
L1100 HeobXiAHOCTI iHhopMyBaHHSI NPO NOGIYHI peakLii), a
TaKOX BHECEHI HE3HAYHI KOPEKTOPCLKI MpaBku 40 PO34inis
"®apmakonoriyHi BnactmsocTi”, "Ocob/MBOCTi 3aCTOCYyBaHHS",
"3acTocyBaHHS y nepiog, BariTHOCTi abo rogyBaHHsA rpyaat”,
"34aTHICTb BNAMBATY Ha LWBWAKICTL peakLii Npu KepyBaHHI
aBTOTPaHCNOPTOM abo iHWMMK MexaHismamu'. BBefeHHs 3MiH
nNpoTArom 3-x MicsiLiB Nicns 3aTBepKeHHS
38. AYITMEHTUH NopoLUOK A8 nakcoCwmitKn Benuka CwmiTKNnsiiH Bivem Benuka BHECEHHS 3MiH 40 peeCcTpaLiiHnX MaTepiasis: 3MiHun | Tuny - 3a UA/0987/05/02
™ opasibHOT cycneHsii, AiH ExkcnopT BpuTaHis dapmacbloTukanc, BputaHis 3MiHM LWoAo 6e3nekn/edieKTUBHOCTI Ta dapmakoHarnsgy. peyenmom
400 mr/57 mr B 5 mn, Nimiten, Benvika bputaHis; PpaHuin BBefeHHs abo 3MiHM A0 y3ara/lbHEHUX AaHWX NPO cUcTeMy
NMopoLLUOK AN Benvka nakco Bennkom hapmakoHarnsgy (BBeAeHHS y3arasibHeHUX aHnx npo
NpUrotyeaHHa 70 mn BputaHis MpopakwH, ®paHuis cuctemy dhapmakoHarnsgy, 3MmiHa yrnoBHOBaXEHOi 0cobu,

cycneHsii y
donakoHax 3
npo30poro ckna 3
mMeTaneBo
KPWLLIKOIO, L0
3arBUHYYETLCA (3
KOHTpONEM nepLUoro
BIAKPUTTSA |
noniMepHoio
NAiBKoH, L0
MiCTUTbCSA
BCepeaVHi) pasom 3
[03YH0UUM LLINPULOM
abo mMipHUM
KoBMaykom, abo
MipHOIO JTOXKOHO,
MOMILLEHWNIA B
KapTOHHY KOPOOKY
a60 3 KPULLIKOHO i3
3aXMCTOM Bif
BIAKPUTTA AiTbMU
pasom 3 [03yUuM
LNpuLom abo
MipHOIO JTOXKOIO,
MOMILLEHWIA B
KapTOHHY KOPOGKY

BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay; KOHTaKTHOI
0ocobu 3 hapmakoHarnsgy 3asBHVKa ANs 34iCHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Bif,
YMNOBHOBaXXEHOT 0c06U, BiANOBIAaNLHOT 3a 34iCHEHHS

thapmakoHarnsgy (BKovatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y

pO3MilLEeHHI MacTep-gaiiia cucteMu papmakoHarnsgy) -
3MiHa YNOBHOBa&XXEHOT 0CO6U 3as1BHKKA, BifnoBiganbHOI 3a
hapmakoHarnsg:
nponoHoBaHa pefakuis — Ap. MeHc-Ynbpix LTermanH / Dr.
Jens-Ulrich Stegmann, MD; 3MiHa KOHTaKTHUX AaHuX

YNOBHOBaXXEHOT 0CO6MU, BiANOBiAabHOI 3a hapMakoHaring;

3MiHa HOMepy Ta MicLe3HaxoKeHHA MacTep-daiina
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
39. AYrMEHTUH MOPOLLIOK AN nakcoCmiTKn Benwvka nakco Bennkom Benuka BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 3MiHu | Tuny - 3a UA/0987/05/01
™ OopasibHOT cycneHsii AlH EkcnopT BpuTaHis MpoaakLuH, BpuTaHis 3MiHUM WoAo 6e3nekn/edpeKTMBHOCTI Ta hapmakoHarnsaay. peyenmom
(200 mr/28,5 mr B 5 Nimiteq ®paHuis; CMiTKnanH PpaHuis BBefieHHs1 ab0 3MiHW [0 y3araslbHEHUX AaHVX NPOo cucTemy
MJ1); MOPOLLIOK A/1SA Bivem chapmakoHarnsgy (BBefieHHs y3arasibHeHUX faHux npo
npuroTyBaHHa 70 mMn dapmMacbloTUKasIC cuctemy hapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT 0cobw,
cycnensii y BiNOBIfA/IbHOT 3a 34iICHEHHS hapMakoHarnsay; KOHTaKTHOT
chnakoHax 3 0cob6u 3 hapMakoHarnsgy 3asaBHVKa A1 34iICHEHHS
npo30poro ckna 3 hapMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA Bif,
MeTas1eBoto YNOBHOBaXXEHOI 0CO6U, BiiNOBIAAIbHOI 3a 3[iICHEHHS
KPULLKOHO, L0 thapmakoHarnsgy (Bk/ouatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
3arBMHYyeETHCA (3 pO3MilLeHHI MacTep-ghaiiia cucteMu papmakoHarnsgy) -
KOHTpO/1EM NepLUOro 3MiHa YNOBHOBaXXEHOT 0CO6U 3asBHYMKA, BifNoBigabHOI 3a
BIAKPUTTSA i hapmakoHarnag;
nosniMepHoo MponoHoBaHa peaakuis — [ip. MeHc-Ynbpix LiTermanH / Dr.
nAiBKOIO, L0 Jens-Ulrich Stegmann, MD. 3MiHa KOHTaKTHUX AaHnx
MiCTUTBCSA YMOBHOBaXeHOT 0cobu, BignoBiganbHOT 3a hapmakoHarnsg,
BCepeeHi) pasom 3 3MiHa HOMepy Ta MiCLLe3HaxXOMKEHHS MacTep-haiina
MipHUM KOBMa4KOM
abo gosyrunm
Lwnpu1uom, abo 3
MipHOIO NTOXXEUKOIO,
NOMiLLEHI B
KapTOHHY KOPOGKY
a60 3 KPULLIKOHO i3
3axXUCTOM Bif,
BIAKPUTTA AITbMU
pasoM 3 [J03yUnmM
LnpuLom abo
MipHOIO JTOXKOHO,
NOMiLLEeHWiA B
KapTOHHY KOPOGKY
40. ADNYBIH® Tabnetku no 12 Pixapa ABCTpis Pixapg BittHep Al ABCTpist BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | TUny - 6e3 UA/10018/01/01
Tabnetok y 6nictepi; BitTHep Al BHECeHHS 3MiH o Po3ginis 3.2.P.3.4.1 Pre-potentisation- peyenma

nol, 2, 3a6o4
6nictepu y
KapTOHHI Kopobui

mixture (PPM 1), 3.2.P.3.4.2 Tablet base, a cawve, i3
cneumaikaLii B npoueci BUPOOHULTBA FOTOBOIO NiKapCbKoro
3acoby BUy4a€eTbCA 3acTapiivii NoKasHUK «Cmak»; 3MiHn |
TUNY - OHOBJIEHHA aApPecK BUPOOHNKA MaTPUYHOT HACTOMKN
(Herbamed AG, Switzerland) gns gitodoi pedoBuHM Aconitum
D6, 6e3 3MiHn MicLa BUPOGHMLTBA; 3anponoHoBaHo Austrasse
10+12 9055 Buhler Switzerland; 3MiHu | TUMY - OHOBMEHHS
afpecy BUPOGHMKA MaTpUYHOi HacToikn (Herbamed AG,
Switzerland) ans gjtouoi pevosunHn Bryonia D6, 6e3 3miHM
MicL BUPOGHMLTBA; 3anponoHoBaHo Austrasse 10+12 9055
Buhler Switzerland; 3miHu | TUny - OHOBNEHHS agpecu
BMPOGHMKa MaTpuyHOi HacTolikvm (Herbamed AG, Switzerland)
ons pitoyoi pevoBuHn Ferrum phosphoricum D12, 6e3 3miHu
Micus BUpoOHULITBA; 3anponoHoBaHo Austrasse 10+12 9055
Buhler Switzerland,;




49

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
3MiHN | TUNY - OHOBJ/IEHHSA aApPecn BUPOGHMKA MATPUYHOT
HacToliku (Herbamed AG, Switzerland) gns gitouoi peuoBuHm
Gentiana D1, 6e3 3MiHM MicLs BUPOOHULITBA; 3anponoHOBaHO
Austrasse 10+12 9055 Buhler Switzerland
41. ADDUIA TabneTtku, BKPUTI Oenbta Lseiuapi | Anotekc Hepepnang | HigepnaHgn BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | TUny - 6e3 UA/14500/01/01
MAKC 060/10HKO10, Mo 400 Megiken A b.B. 3MiHM WoA0 6e3nekn/etheKTMBHOCTI Ta hapmakoHarnsgy. peyenma
mr no 10 Tabnetok y MpomoyLH3 BBegeHHs1 ab0 3MiHM [0 y3arasibHeHNX JaHnX Npo cucTemy
6nictepi; no 1 a6o 2 Al hapmakoHarnagy (BBe4eHHs y3arasibHeHUX JaHuX Npo
6nictepy B cucTemy thapmakoHarnsgy - 3miHa ynoBHOBaXKeHOI 0cobu
KapTOHHIA Kopoo6Li 3asBHUKA, BiANOBIAaIbHOI 3a hapmakoHarnsag,. MNponoHoBaHa
pefakuis: JaHinosa flapuca BonogumupisHa. 3MiHa
KOHTaKTHUX AaHUX YNOBHOBaXEHOT 0CO6OM 3asBHUKA,
BignoBigasIbHOI 3a dhapMakoHarnsaga.
42, ADDUIA rpaHynun ans Oenbta LLBeiiuapi NAMIN CAH ITania BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | TUny - 6e3 UA/18597/01/01
MAKC 3 OpasIbHOro PO34nHY, Megiken a MPOCMEPO CIA, IcnaHis 3MiHM WoAo 6e3nekn/etheKTMBHOCTI Ta hapmakoHarnsgy. peyernma
APrIHIHOM 400 mr no 10 a6o MpomoyLH3 ITanis; TONN 3MiHa YyNOBHOBaXXeHOT 0COOM 3asiBHUKA, BiAMOBIAa/IbHOI 3a
20, abo 30, a6o 40 Al MAHY®AKTYPIHI thapmakoHarnag. NponoHoBaHa peakuis: JaHinosa flapuca
calle y KapTOHHIl CEPBICIC, C.J. BonogumupiHa. 3MiHa KOHTaKTHUX JaHWX YNOBHOBaXKEHOT
Kopobui 0co6u 3asiBHMKA, BiANOBiAa/IbHOI 32 hapmakoHarns.
43. ADDULA rpaHynun ans Jenbta Lseliuapi daiin dyac eHp, ITanisa BHECEHHSA 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3a UA/12718/01/01
POPT- Opa/TIbHOT CyCNeHsil, Megiken a dapmachbioTikans 3MiHM WoA0 6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsagy. peyenmom
HIMECYNIA, 100mr/2rno2ry MpomoyLuH3 H.T.M. C.IN.A., BBefieHHs1 ab0 3MiHM [0 y3arasibHEHUX AaHKX NPO cucTemy
cauwe; no 1 a6o no Al ITanisa hapmakoHarnagy (BBefeHHs y3araslbHeHUX gaHnx npo
3, abo no 6, abo no cuctemy thapmakoHarnisgy, 3MiHa ynoBHOBaXKEHOT 0co6u
30 a6o no 999 3asBHVIKa, BifNoBigasibHOI 3a hapMakoHarnsag. NponoHosaHa
callle, 3'eiHaHNX No pepakuis: flaHinosa Jlapuca BonogumumpisHa. 3miHa
TpW 3 NiHIE KOHTaKTHUX AaHnX YNOBHOBaXKEHOI 0COOU 3asBHUKA,
nepdopadii, B BinoBigasIbHOI 3a hapmakoHarnsag.
KapTOHHI KOpo6Li
44, ALEKOP Tabnetku TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHiX maTtepianis: 3MiHu | Tuny - bGes UA/9628/01/01
KAPAIO KMLLKOBOPO34YUHHI N0 "MIKPOXIM" "MIKPOXIM" 3MiHM y cneyudpikauii 3a nokasHMKoM CynpoBiHi JOMILIKK peuenma
100 wmr, no 50 a6o (kvcnota caniynnosa, %, He binblue)" - NpUBeEHHS Y
no 100 TabneTtok y BiANOBIAHICTL A0 MoHorpadii APY "AueTuncaniyunosa
6aHuj; no 1 6aHLi B KucnoTa TabneTky KULWKOBOPO3UMHHI"; 3anponoHoBaHo: 3,0%
nauuj 3 KapToHy; No (meTog BEPX); 3MiHn y cneuudikauii 3a nokasHUKOM
10 TabneTok y KinbkicHe BU3Ha4YeHHS - 3MiHa of. BUMIpIOBaHHS HOPMYBaHHS
6nictepi, no 5 BMICTYy KMCNoTu AueTtuncaniuniosoi B Tabnetui 3 "r" Ha "mr";
6nicTepis y nayui 3 3MiHW | TUNY - 3MiHK Y MeToAax BUNPo6yBaHHA 3a NOKa3HUKOM
KapToHy; no 25 «CynpoBigHi AoMmilLkK (kucnoTa caniuuiosa, %, He BinbLie)» -
Tabnetok y 6nicrepi, npuBeAeHHs y BiANOBIAHICTb A0 MOHorpadii 4dY
no 4 6nictepu y "AueTuncaniynnosa KncaoTta TabneTkm KMWKOBOPO3UMHHI"; 3a
nautii 3 KapToHy nokasHWKoM «KifibKicHe BU3HaYEeHHS» - METOANKY BUKOHYIOTb
OflHoYacHO 3 aHasizoM CynpoBifHi AOMILLKN
45, AUL® NTOHIr TabneTky Wwuny4i no CaHpo3 CnoBeHis Cantotac dapma HimeuunHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasis: 3miHu | Tuny - 6e3 UA/6568/01/01
600 mr; no 10 dPapmacbioTika 'M6X, HimevyunHa; AAMiHICTpaTVBHI 3MiHK. 3MiHA HaliMeHyBaHHA Ta/abo agpecu peyenma
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Tabnetok y Ty6i; no n3 g.go. Xepmec dapma MiCLil MPOBaPKEHHSA Ai/IbHOCTI BUPObHUKa/imnopTepa
1 Ty6i B KAPTOHHiIlA v6X, HimeuunHa roToOBOro NikapcbKoro 3acoby, BKIYAKUMN AiNbHULL BUMYCKY
Kopobui cepii abo MicLe NpoBeAEHHS KOHTPOJIHO SKOCTI. (4iS/IbHICTb, 3a
AKy BiANOBiAAE BUPOOHUK/IMNIOPTEP, HE BK/IKOYAKOUM BUMYCK
cepiid) - 3MiHa Ha3Bu BUpOGHKKa 13, BigNoBifanbLHOMO 3a
BMPO6HMLTBO in bulk, nakyBaHHs, TeCTyBaHHs, 6e3 3MiHu
Micus BUpo6HULTBA (BBEAEHHS 3MiH NPOTAroM 6-Tu MicALiB
nicnsa 3aTBepXeHHS); 3MiHW | TUNY - AAMIHICTPATUBHI 3MiHW.
3MiHa HalimeHyBaHHSA Ta/abo aapecy MicLs NPOBaKEHHS
OiSNTbHOCTI BUPO6HUKa/iMnopTepa roToBOro J1ikapCbkoro
3aco0y, BKIHYauU AibHULL BUNYCKY cepii abo Micue
NPOBeEeHHS KOHTPOJIO AKOCTI. (fiANbHICTb, 3a Ky BifnoBigae
BMPOGHMK/IMNOPTEP, HE BK/TOYAOYM BUMYCK CEpili) - BHECEHHS
3MiHKn y po3gin 3.2.P.3.1. Bupo6Huk(n), a came - 3MiHa Ha3Bu
Ta aAMiHICTpaTVBHOI agpecu BUpo6Huka M3, 6e3 3miHu Micus
BMPOGHMLTBA (BBEAEHHS 3MiH NPOTAroM 6-Tu MicAuiB nicns
3aTBEPKEHHS)
46. BANAHC pO34uH Ans PpeseHiyc HimeuunH | ®peseniyc Megukan | HimeuyunHa BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasis: 3miHu Il Tuny -y 3a UA/18018/01/01
1,5% nepuToOHeas1bHOro Mepgukan Kep a Kep OdoiunaHg 3B'AI3Ky 3a OHOB/IeHHsAM nonoxeHHs REACH [Reg. (EC) no. peyenmom
rNHOKO3U Aianizy; no 2000 mn [oiunang 6X 1907/2006] Bigbynacs 3amiHa BHYTPILLUHLOr0 NocTavyasibH1Ka
1,25 a6o 2500 mny 6X KaTanizatopa gns BMpobHuuTBa noninponineHy (M), wo e
MMONbIN cucTemi OfHUM 3 BUXigHUX MaTepiasiiB Cuctema KoHTelHep/
KANbLJIO [BOKamMepHoro 3aKynoproBasibHWIA 3aci6, OCKiNbKM nonepeaHili katanizatop
MilKka cTeisceiid; (siKnii BUKOPUCTOBYBABCS paHille) He byae AOCTYMHUM Ha
no 4 Milwkn y PVHKY Yepes3 OHOB/IEHHS nosfioxxeHb REACH. AkicHuii Ta
KapTOHHI Kopo6Lyj; KiNIbKiCHWIA CKNaf, CUPOBMHM Ta KOMIMOHEHTIB NaKyBa/lbHUX
no 3000 mny mMarepianis 3a/IMLIAETLCA HE3MIHHUM. Bci BUXigHi maTtepianin
cucTemi BiANOBIAA0Tb NONOXEHHAM/CcneundikalissM YNHHOT
[BoKamepHoro €Bponelicbkoi Papmakonei WoA0 MmaTepianiB Ta naacTUYHMUX

MiLlka cnineceid; no
4 MILLKN Yy KaPTOHHIi
Kopo6ui; no 5000 mn
y cuctemi
[iBOKamMepHoro
MilLka cninecelidy; no
2 MiLLKN Y KapTOHHIi
Kopobui

[06aBOK, LU0 BUKOPUCTOBYHOTLCS /151 BUTOTOBJIEHHS
KOHTelHepiB Ans nikapcbkux 3acobis (Ph. Eur. 3.1.3, 3.1.6
etc). Yepes BMKOPUCTaHHSA HOBOrO kaTaslisaTopa HOBI
[OCTiKEHHSI PEYOBUH, LU0 BUAINSIOTHCS Ta BUMUBAIOTLCS 3
BVIKOPVCTAHHAM HaliCyyacHILIMX aHaTiITUYHX TEXHOOTIA Byn
nposefeHi BiANoBigHO A0 HacTaHoBM «Plastic Immediate
Packaging Material (CPMP/QWP/4359/03)». PaHiwe
npoBefeHe BUNPOGYBaHHS MaTepiaiB HairipLLioro Bunaaky
6yn10 3aMiHEHO BUNPOGYBAHHAM Ha BUAINEHHS (haKTUYHUX
KOMMOHEHTIB KOHTENHepa Npu KOHTaKTi 3 pO34YMHOM
(BignoBigHO o0 HacTaHoBM «[11acTUKoBI MaTepiasv Ans
nepBrHHOI ynakoBku» (CPMP / QWP / 4359/03).
Bunpo6yBaHHS, L0 MPOBOAVANCH paHille, NyLe Ha Mirpawiio
[06aBOK Ta NETIOUNX PEHOBUH, OYNN AOMOBHEHHI
BUMPOOYBaHHAMMW Ha NPOAYKTY PO3KNafaHHs, NPoAyKTH
peakuiii, AOMILIOK i T. 4. 32 4OMOMOro ONTMMI30BaHNX
aHaliTUYHNX METOAIB, LLIO NPU3BESIO A0 BUAB/IEHHA HOBMX
PEeYOoBUH. FAK HacNiaoK, 6ynu BKIKOYEH] AaHi TOKCUKONOTiYHOT
OLIiHKV ANs1 BCIX iA€HTUIKOBAHMX PEYOBWH, L0 BUAINSAIOTLCS
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Ha 3aMmiHy nonepegHim Tectam Ha 6iocymicHicTb. [Jocbe 6yio
MOBHICTIO NepernsHyTe WoA0 CTPYKTYpy Ta 3MICTY, o6
Bignosigatn Kepisunutey «Plastic Immediate Packaging
Material» (CPMP/QWP/4359/03) Ta Bigobpaxatu
BULLEe3a3HaYeHi 3MiHW. BHYTPILLHI MOHOrpadii BCTaHOB/EHI
[N KOMNOHEHTIB cucTemn Cructema
KOHTeliHep/3akynoproBa/ibHWiA 3aci6. e e HeobxigHo,
nocvnaHHsA Ha Ph. Eur. HasBHi; MeToAn BUNPOGYBaHHSA
OHOB/IEHO @260 foAaHO. [JOMILLKN efleMeHTIB po3rnsagalTbes
Ha ocHoBi ICHQ3D. MaTtepianu, L0 He BUKOPUCTOBYHOTLCS
(Hanpuknag, 6apBHUKM ab0o 6apBHUKN ANS OPYKY), Byn
BUAAJIEHI 3 AOCLE. Y 3B'A3KY 3 UMM, BifOYNNCA OHOBMEHHS
HacTynHMX matepianis gocbe: Po3ginis: 3.2.P.2.4 Cuctema
KOHTeliHep/3akynoptoBasbHuii 3aci6; 3.2.P.5.5
XapaktepucTuka gomiwok; 3.2.P.5.6 O6rpyHTyBaHHsS
cneuudikayiin; 3.2.P.7 Cuctema koHTelHep/
3aKynoproBasibHuWiA 3aci6; 3.2.P.8. CtabinbHicTb; 3.3.
NitepatypHi pxepena
47. BANAHC pO34MH Ans ®peseHiyc HimeuunH | dpeseniyc Meaguvkan HimeuunHa BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasis: 3miHu Il Tuny - y 3a UA/16099/01/01
1,5% nepuToHeasIbHoro Mepgukan Kep a Kep Ldoiunanpg 3B'A3KY 38 OHOBJIEHHAM nosioxeHHss REACH [Reg. (EC) no. peyenmom
FNOKO3U aianisy no 2000 mn [onunang 6X 1907/2006] Bigbynacs 3amiHa BHYTPILLHLOrO NocTavyasibH1Ka
1,75 abo 2500 mny M6X KaTanizatopa As1s Bupo6HuuTBa noninponineny (M), wo €
MMONbIN cucTeMmi OfHVM 3 BUXiAHUX MaTepianis Cuctemu
KANbLIO [BOKamMepHoro KOHTEeWHep/3aKynoptoBasibHWI 3aci6, OCKi/IbKM NnonepeaHii
MilLKa cTesceiid; KaTasli3aTop (skuii BUKOPMCTOBYBABCS paHille) He Gyae
no 4 miwka y OOCTYNHMM Ha PUHKY Yepes3 OHOB/IEHHSA MosioxeHb REACH.
KapTOHHI KOpoobL; AKICHWIA Ta KINbKICHWI CKag, CUPOBMHN Ta KOMMOHEHTIB
no 3000 mny naKyBa/IbHUX MaTepianis 3a/IMIAETLCA HE3MIHHUM. Bci BUXigHI
cucTemi mMartepianu BignoBigatTb NONOXEHHAM/cneundikaLisMm YAHHOT
[BOKamMepHoro €sponelicbkoi Papmakonei Woao maTtepiaslis Ta naacTUYHNX

MiLLKa cnineceiidp; no
4 MilLKa Yy KapTOHHIi
Kopo6ui; no 5000 mn
y cucTemi
[iBOKamMepHoro
MiLKka cnineceid; no
2 MillKa y KapTOHHIi
Kopobui

[06aBOK, L0 BUKOPUCTOBYHOTLCSA A/ BUTOTOBJIEHHSA
KOHTelHepiB Ans nikapcbkux 3acobis (Ph. Eur. 3.1.3, 3.1.6
etc). Yepes BMKOPMCTaHHSA HOBOrO kaTaslisaTopa HOBI
JOCTiIKEHHS PEYOBUH, L0 BUAINAIOTLCA Ta BUMUBAIOTLCS 3
BMKOPVCTAHHSAM HalicyyacHILLMX aHaNiTUYHNX TEXHONOTIA Byn
npoBefeHi BiAMNOBIAHO A0 HacTaHoBM «Plastic Immediate
Packaging Material (CPMP/QWP/4359/03)». PaHiwwe
npoBe/ieHe BUNPOOYBaHHsS MaTepiaiB HalripLLIoro Bunaaky
6yn0 3aMiHEHO BUNPOOYBAHHAM Ha BUAINEHHS (hakTUYHUX
KOMMOHEHTIB KOHTelHepa Npw KOHTaKTi 3 pO34/HOM
(BignoBigHO 00 HacTaHoBKM «[1acTUKOBI MaTepiann aAns
nepBUHHOT yrnakoBku» (CPMP / QWP / 4359/03).
Bunpo6yBaHHS, L0 MPOBOAWNINCH paHille, NuLie Ha Mirpawiio
[06aBOK Ta NeTYMX PeYOBUH, 6NN LONOBHEHHI
BUMNPOBYBaHHAMMN Ha NPOAYKTY PO3KIafaHHs, NPoAYKTH
peakLjii, JOMILIOK i T. 4. 3@ ONOMOrol ONTUMI30BaHUX
aHaliTMYHNX MEeTOAIB, L0 NPU3BEIO0 A0 BUSABIEHHA HOBMX
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

PeYoBUH. FK HAciAoK, 6yny BKIOYEHI AaHi TOKCUKOMOTiYHOT
OLiHKM AN BCiX iAeHTUIKOBaHNX PEYOBUH, L0 BUAINATLCA
Ha 3aMiHy nonepegHim Tectam Ha 6iocymicHicTb. [Jocbe 6yno
MOBHICTIO NeperisHyTe WoA0 CTPYKTYpY Ta 3MICTY, LWo6
Bignosigatu KepisHuutBy «Plastic Immediate Packaging
Material» (CPMP/QWP/4359/03) Ta Bigo6paxatu
BYLLie3a3Ha4YeHi 3MiHU. BHYTpILIHI MOHOrpadii BCTaHOB/IEHI
[N KOMMOHEHTIB CUCTeMM KOHTeliHep/3aKynoproBasibHUIA
3aci6. [le ue HeobxigHo, nocunaHHA Ha Ph. Eur. HasBHI;
MeToAu BUNPobyBaHHA OHOBMIEHO abo A0AaHo. [JOMiLLKK
efleMeHTIB po3rnsgalTbes Ha ocHosi ICHQ3D. Marepianu,
LLIO HE BUKOPUCTOBYIOTLCA (Hanpuknag, 6apsHukM abo
6apBHUKN ANS APYKY), 6yn BuganeHi 3 ocbe. Y 3B'A3KY 3
ynM, BigBYNNCS OHOB/IEHHA HACTYNHUX MaTepianis AOCbE:
Posginis: 3.2.P.2.4 Cuctema KoHTeliHep/3akynoptoBasibHUii
3aci6; 3.2.P.5.5 Xapakrepuctuka gomiwok; 3.2.P.5.6
OG6rpyHTyBaHHS cneuudikauii; 3.2.P.7 Cuctema KoHTelHep/
3aKyrnoproBasibHWiA 3aci6; 3.2.P.8. CtabinbHicTb; 3.3.
JlitepatypHi pxepena.

48.

BANAHC
2,3%
rNoKo3n
1,25
MMO/bIN
KANbLJIO

PO34MH ANna
NepuToOHeasIbHOro
aianisy; no 2000 mn
a6o 2500 mny
cuctemi
[iBOKamMepHoro
MilLiKa cTeieceli;
no 4 Milwkn y
KapTOHHI kopo6Lyj;
no 3000 mny
cuctemi
[iBOKamMepHoro
MilLKa cninecelidy; no
4 MiLLKW Yy KaPTOHHIi
kopo6ui; no 5000 mn
y cuctemi
[IBOKamMepHoro
MiLLKa cnineceiidp; no
2 MiLLKN Y KapTOHHIi
Kopobui

®peseHiyc
Megukan Kep
[oiiunang,
meX

HimeyunH
a

dpeseHiyc Meaukan
Kep fdoinunang
M6X

HimeuunHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3miHu Il Tuny -y
3B'A3Ky 3a OHOB/IeHHsAM nonoxeHHs REACH [Reg. (EC) no.
1907/2006] Bifbynacs 3amiHa BHYTPILLUHLOrO NocTavyasibHUKa
KaTanizaropa Ans BUpo6HuLTBa noninponineHy (M), wo e
OfHUM 3 BUXigHUX MaTepiasiB Cuctema koHTelHep/
3aKynoproBasibHWIA 3acib, OCKiNbKM nonepeaHili katanizatop
(KNI BUKOPWCTOBYBABCS paHille) He Byae AOCTYNMHUM Ha
PVIHKY Yepes3 OHOB/EHHS nonioxeHb REACH. AkicHuii Ta
KiNbKICHWI CKnaf, CUPOBMHMN Ta KOMMNOHEHTIB NakKyBaslbHUX
MaTepianis 3anuaeTbC He3MiHHUM. Bci BUXigHI maTepianu
BiANOBIAA0Tb NONOXEHHAM/CneundikaLissM YNHHOT
€Bponelicbkoi Papmakonei WoA0 maTepiasiB Ta n1acTUHHNX
[06aBOK, LU0 BUKOPUCTOBYHOTHLCS /18 BUTOTOBJIEHHSA
KOHTeWHepiB Ans nikapcbkux 3acobis (Ph. Eur. 3.1.3, 3.1.6
etc). Uepes BUKOPWCTaHHSA HOBOTO KaTtaslizaTopa HoBi
[OCHNiKEHHS PEYOBUH, LU0 BUAINSAIOTLCS Ta BUMUBAIOTHCS 3
BVKOPVCTAHHSAM HaliCy4acHILMX aHaUTITUYHNX TEXHONOTI Byn
npoBefeHi BiAMOBIAHO A0 HacTaHoBM «Plastic Immediate
Packaging Material (CPMP/QWP/4359/03)». PaHille
npoBefeHe BUNPO6YBaHHA MaTepiasis HalripLLoro Bunaaky
6yn0 3aMiHEHO BUNPOOYBAHHAM Ha BUZINIEHHS (DaKTUYHUX
KOMMOHEHTIB KOHTelHepa Npu KOHTaKTi 3 pO34/HOM
(BignoBigHO A0 HacTaHoBM «[1acTUKoBI MaTepian Ans
nepBuHHOI yrnakoBku» (CPMP / QWP / 4359/03).
Brnpo6yBaHHs, L0 NPOBOAUINCE paHille, NuLle Ha Mirpawiio
[06aBOK Ta N1ETHUNX PEYOBUH, BYNM AONOBHEHHI
BUMPOOYBaHHAMM Ha NPOAYKTY PO3KIafaHHsA, NPoAyKTH
peakLii, JOMILIOK i T. . 3@ ONOMOrol ONTUMI30BaAHUX
aHaNiTMYHUX METOAIB, L0 NPW3BE/O A0 BUSIB/IEHHS HOBUX

3a
peyenmom

UA/18019/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
PeYoBUH. FK HAciAoK, 6yny BKIOYEHI AaHi TOKCUKOMOTiYHOT
OLiHKM AN BCiX iAeHTUIKOBaHNX PEYOBUH, L0 BUAINATLCA
Ha 3aMiHy nonepegHim Tectam Ha 6iocymicHicTb. [Jocbe 6yno
MOBHICTIO NeperisHyTe WoA0 CTPYKTYpY Ta 3MICTY, LWo6
Bignosigatu KepisHuutBy «Plastic Immediate Packaging
Material» (CPMP/QWP/4359/03) Ta Bigo6paxatu
BYLLie3a3Ha4YeHi 3MiHU. BHYTpILIHI MOHOrpadii BCTaHOB/IEHI
NS KOMMNOHEHTIB cuctemn Cructema KoHTeliHep/
3aKynoproBasibHWiA 3aci6. [e e HeobxiaHo, nocunaHHs Ha Ph.
Eur. HasBHi; meToAn BUNpO6yBaHHA OHOB/IEHO abo fofdaHo.
[omilkn eneMeHTiB po3rnsgarnTbes Ha ocHoBi ICHQ3D.
Martepianu, Lo He BUKOPUCTOBYIOTLCA (Hanpuknag, 6apBHUKM
abo 6apBHVIKM NS APYKY), 6y BUAaneHi 3 4OCbE. Y 3B'A3KY 3
ynM, BigBYNNCS OHOB/IEHHA HACTYNHUX MaTepianis AOCbE:
Posginis: 3.2.P.2.4 Cuctema KoHTeliHep/3akynoptoBasibHUii
3aci6; 3.2.P.5.5 Xapakrepuctuka gomiwok; 3.2.P.5.6
OG6rpyHTyBaHHS cneuudikauii; 3.2.P.7 Cuctema KoHTelHep/
3aKyrnoproBasibHWiA 3aci6; 3.2.P.8. CtabinbHicTb; 3.3.
NiTepatypHi pxepena
49, BANNAHC pO34uH Ans ®peseHiyc HimeuwunH | ®peseHiyc Megukan HimeyunHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3miHu Il Tuny -y 3a UA/16100/01/01
2,3% nepuToOHeas1bHOro Megukan Kep a Kep fonunaHg, 3B'A3Ky 32 OHOBJIEHHAM nosioxeHHs1 REACH [Reg. (EC) no. peyenmom
FNOKO3n aianisy no 2000 mn [oiunang M6X 1907/2006] Bigbynacs 3amiHa BHYTPILLHLOrO NocTavyasibHUKa
1,75 a6o 2500 mny meX KaTanizaropa Ans BUpobHuuTBa noninponineHy (M), wo e
MMO/bIN cucTemi OfIHUM 3 BUXIAHUX MaTepiasiiB Cuctemm
KAMbLUIO [BOKaMepHoro KOHTelHep/3aKynoptoBasibHWIA 3acib, OCKi/IbKM NnonepeaHii
MilLiKa cTeieceli; KaTaslizaTop (sIkuii BUKOPUCTOBYBABCS paHille) He Gyae
no 4 miwka y [OOCTYNHUM Ha PUHKY Yepe3 OHOBJ/IeHHA nonoxeHb REACH.
KapTOHHI kopo6Lyj; FAKICHWIA Ta KiNbKICHWIA CKaf, CMPOBMHY Ta KOMMOHEHTIB
no 3000 mny nakyBaslbHUX martepianiB 3a/IMLWaETbCA HE3MiIHHUM. Bci BUXIAHI
cucTemi marepianv BiAnNoBiAalTb NOAOKEHHAM/CneuudikauisMm YNHHOT
[BOKamepHoro €Bponelicbkoi Papmakonei WoA0 maTepiasiB Ta N1acTUHHNX

MilLKa cninecelidy; no
4 MilLKa y KapTOHHIi
kopo6ui; no 5000 mn
y cuctemi
[IBOKamMepHoro
MiLLKa cnineceiidp; no
2 Milllka y KapTOHHii
Kopobui

[06aBOK, LU0 BUKOPUCTOBYHOTHLCS /18 BUTOTOBJIEHHSA
KOHTeWHepiB Ans nikapcbkux 3acobis (Ph. Eur. 3.1.3, 3.1.6
etc). Uepes BUKOPWCTaHHSA HOBOTO KaTtaslizaTopa HoBi
[OCHNiKEHHS PEYOBUH, LU0 BUAINSAIOTLCS Ta BUMUBAIOTHCS 3
BVKOPVCTAHHSAM HaliCy4acHILMX aHaUTITUYHNX TEXHONOTI Byn
npoBefeHi BiAMOBIAHO A0 HacTaHoBM «Plastic Immediate
Packaging Material (CPMP/QWP/4359/03)». PaHille
npoBefeHe BUNPO6YBaHHA MaTepiasis HalripLLIoro Bunaaky
6yn0 3aMiHEHO BUNPOOYBAHHAM Ha BUZINIEHHS (DaKTUYHUX
KOMMOHEHTIB KOHTelHepa Npu KOHTaKTi 3 pO34/HOM
(BignoBigHO A0 HacTaHoBM «[1acTUKoBI MaTepian Ans
nepBuHHOI yrnakoBku» (CPMP / QWP / 4359/03).
Brnpo6yBaHHs, L0 NPOBOAUINCE paHille, NuLle Ha Mirpawiio
[06aBOK Ta N1ETHUNX PEYOBUH, BYNM AONOBHEHHI
BUMPOOYBaHHAMM Ha NPOAYKTY PO3KIafaHHsA, NPoAyKTH
peakLjiii, OMILIOK i T. . 32 4ONOMOrol ONTUMI30BAHUX
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
aHasTITUYHNX METOAIB, LLIO NPU3BESIO A0 BUAB/IEHHA HOBUX
pPevoBUH. HK HacNigokK, 6ynu BKIHOYEHI AaHi TOKCUKONOriYHOT
OLLiHKV NS BCIX iAeHTUIKOBAHNX PEYOBVH, L0 BUAINSAIOTLCA
Ha 3aMmiHy nonepegHim Tectam Ha 6iocymicHicTb. [Jocbe 6ynio
MOBHICTIO NepernsHyTe LWoA0 CTPYKTYpy Ta 3MICTY, o6
Bignosigatn KepisHnutey «Plastic Immediate Packaging
Material» (CPMP/QWP/4359/03) Ta Bigobpaxatu
BuULLe3a3HaYeHi 3MiHW. BHYTPILLHI MOHOrpadii BCTaHOB/EHI
[N KOMNOHEHTIB CUCTEMU KOHTeliHep/3aKynoproBasbHUIA
3aci6. [le ue HeobxigHo, nocuiaHHA Ha Ph. Eur. HasiBHI;
MeToAM BUMPoByBaHHA OHOBMEHO abo A0AaHo. [JOoMilLKm
efleMeHTIB po3rnagaoTbea Ha ocHosi ICHQ3D. Marepianu,
LLI0 HE BUKOPUCTOBYIOTLCA (Hanpuknag, 6apeBHukM abo
6GapBHUKN ANS APYKY), 6Yyn BuAaneHi 3 focbe. Y 3B'3Ky 3
4nM, BifOyMCA OHOBNEHHA HACTYNHUX MaTepiasliB [AOCLE:
Po3ginis: 3.2.P.2.4 Cctema KoHTelHep/3aKynoproBasIbHUIA
3aci6; 3.2.P.5.5 XapakTepucTtuka gomiwok; 3.2.P.5.6
O6rpyHTyBaHHA cneumdikauiii; 3.2.P.7 Cuctema KoHTeiHep/
3aKyrnoproBasibHuWii 3aci6; 3.2.P.8. CtabinbHicTb; 3.3.
NitepatypHi pxepena
50. BANNAHC pO34uH Ans PpeseHiyc HimeuunH | dpeseniyc Megukan Himeuunna BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasis: 3miHu Il Tuny -y 3a UA/18020/01/01
4,25% nepuToOHeas1bHOro Mepgvkan Kep a Kep OdoiunaHg 3B'AI3Ky 3a OHOB/IeHHsAM nonoxeHHs REACH [Reg. (EC) no. peyenmom
rNHOKO3U Aianizy; no 2000 mn [oiunang 6X 1907/2006] Bigbynacs 3amiHa BHYTPILLUHLOr0 NocTavyasibH1Ka
1,25 a6o 2500 mny 6X KaTanizatopa gns BMpobHuuTBa noninponineHy (M), wo e
MMOnbIN cucTemi OfHUM 3 BUXIAHUX MaTepiasiiB Cuctemm
KANbLJIO [BOKamMepHoro KOHTelHep/3aKynoptoBasibHWIA 3aci6, OCKi/IbKU NonepesHiii
MilKa cTeisceiid; KaTanisatop (SKuii BUKOPUCTOBYBABCS paHille) He byae
no 4 Milwkn y [OOCTYNHUM Ha PUHKY Yepe3 OHOBJ/IeHHA NonoxeHb REACH.
KapTOHHI Kopo6Lyj; FAKICHWIA Ta KiNbKICHWIA cKnag, CMPOBMHY Ta KOMMOHEHTIB
no 3000 mny nakyBaslbHNX MaTepianis 3a/IMLLAETLCA HE3MIHHUM. Bci BUXigHI
cucTemi marepianv BiANoBiAalTb NOIOXKEHHAM/cneuudikauisM YUHHOT
[BoKamepHoro €Bponelicbkoi Papmakonei WoA0 MmaTepiasnis Ta naacTUYHNX

MiLKka cnineceid; no
4 MiLLKN Yy KaPTOHHIi
Kopo6ui; no 5000 mn
y cuctemi
[iBOKamMepHoro
MilLka cninecelidy; no
2 MiLLKN Y KapTOHHIi
Kopobui

[06aBOK, LU0 BUKOPUCTOBYHOTLCS /151 BUTOTOBJIEHHS
KOHTeliHepiB Ans nikapcbkux 3acobis (Ph. Eur. 3.1.3, 3.1.6
etc). YUepes BMKOPUCTaHHA HOBOrO kKaTaslisaTopa HOBI
[OCTiPKEHHSI PEYOBUH, LU0 BUAINSIOTLCS Ta BUMUBAIOTHCS 3
BVIKOPVCTAHHAM HaliCy4acHILIMX aHaTITUYHX TEXHOOTI Byn
nposefeHi BiANOBiAHO A0 HacTaHoBM «Plastic Immediate
Packaging Material (CPMP/QWP/4359/03)». PaHiwe
npoBefeHe BUNPOGYBaHHS MaTepianiB HairipLioro Bunaaky
6yn10 3aMiHEHO BUNPOGYBAHHAM Ha BUAINEHHS (haKTUUHUX
KOMMOHEHTIB KOHTENHepa Npu KOHTaKTi 3 pO34YMHOM
(BignoBigHO o0 HacTaHoBM «[11acTUKoBI MaTepiasiv Ans
nepBrHHOI ynakoBku» (CPMP / QWP / 4359/03).
Bunpo6yBaHHs, L0 NPOBOAVANCH paHille, NyLe Ha Mirpawiio
[06aBOK Ta NETIOUNX PEHOBUH, OYNN AOMOBHEHHI
BUMPOOYBaHHAMM Ha NPOAYKTY POo3KnafaHHs, NPoAyKTY
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
peakLjii, JOMILIOK i T. 4. 3@ ONOMOrol ONTUMI30BaHUX
aHaNTMYHNX METOAIB, LLLO NPU3BEO A0 BUABIEHHA HOBUX
peyvyoBuH. FK HacNifoK, 6ynn BKAKOYEHI AaHi TOKCUKONOTiYHOT
OLLiHKV NSl BCiX iAeHTUIKOBAHNX PEYOBVH, L0 BUAINSAIOTLCA
Ha 3aMiHy nonepegHim Tectam Ha 6iocymicHicTb. [Jocbe 6yi0
MOBHICTIO NepernsHyTe WoA0 CTPYKTYpU Ta 3MICTY, LL06
Bignosigatn KepisHnutey «Plastic Immediate Packaging
Material» (CPMP/QWP/4359/03) Ta BigobpaxaTu
BULLe3a3HayeHi 3MiHW. BHYTpILWHI MOHOrpadii BCTaHOB/EHI
7151 KOMINOHEHTIB CUCTEMM KOHTEHep/3aKynopoBasIbHUIA
3aci6. [e ue HeobxigHO, nocunaHHA Ha Ph. Eur. HasBHI;
MeToAn BUNPOGYyBaHHS OHOB/IEHO abo AofaHo. [JOMiLLKK
efleMeHTIB po3rnsgaloTbes Ha ocHoBi ICHQ3D. Matepianu,
LLI0 He BUKOPUCTOBYOTbCA (Hanpuknag, 6apBHUKM abo
6apBHUKN ANs APYKY), Oynn BuAaneHi 3 ocbe. Y 3B'A3Ky 3
4MM, BifgbyMCA OHOBMEHHS HACTYNHUX MaTepiasliB JOCE:
Posginis: 3.2.P.2.4 Crctema KoHTeltHep/3akynoproBasibHUIA
3aci6; 3.2.P.5.5 Xapakrepuctuka gomiwok; 3.2.P.5.6
O6rpyHTyBaHHS cneundikauii; 3.2.P.7 Cuctema koHTelHep/
3aKynoproBasibHuWiA 3aci6; 3.2.P.8. CtabinbHicTb; 3.3.
NitepatypHi pxepena
51. BANAHC po34uH Ans ®peseHiyc HimeuunH | dpeseniyc Meaguvkan HimeuunHa BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasis: 3miHu Il Tuny -y 3a UA/16101/01/01
4,25% nepuToHeasIbHoro Mepgukan Kep a Kep Ldoiunanpg 3B'A3Ky 3a OHOBJIEHHAM nosioxeHHss REACH [Reg. (EC) no. peyenmom
FNOKO3U aianizy no 2000 mn [onunang 6X 1907/2006] Bigbynacs 3amiHa BHYTPILWHLOrO NocTavyasibHUKa
1,75 abo 2500 mny M6X KaTanizatopa As1s Bupo6HuuTBa noninponineny (M), wo €
MMObIN cucTeMmi OfHVM 3 BUXiAHUX MaTepianis Cuctemu
KANbLIO [BOKamMepHoro KOHTEeWHep/3aKynoptoBasibHWI 3aci6, OCKi/IbKM NnonepeaHii
MilLKa cTeisceiid; KaTasli3aTop (skuii BUKOPMCTOBYBaBCS paHille) He Gyae
no 4 miwka y OOCTYMNHMM Ha PUHKY Yepes3 OHOB/IEHHSA NosioxeHb REACH.
KapTOHHI KOpoo6L; AKICHWIA Ta KINbKICHWI CKag, CUPOBMHN Ta KOMMOHEHTIB
no 3000 mny naKyBasIbHUX MaTepianis 3a/IMLLAETLCA HE3MIHHUM. Bci BUXigHI
cucTemi mMartepianu BignoBifatTb NONOXEHHAM/cneundikaLisMm YAHHOT
[BOKamMepHoro €sponelicbkoi Papmakonei Wwoao maTtepiasiis Ta naacTUYHNX

MiLLKa cnineceiidp; no
4 MilLKa Yy KapTOHHIi
Kopo6ui; no 5000 mn
y cucTemi
[iBOKamMepHoro
MiLlka cnineceid; no
2 MillKa y KapTOHHii
Kopobui

[06aBOK, L0 BUKOPUCTOBYHOTLCSA A/ BUTOTOBJIEHHSA
KOHTelHepiB Ans nikapcbkux 3acobis (Ph. Eur. 3.1.3, 3.1.6
etc). Yepes BMKOPMCTaHHSA HOBOrO kaTaslisaTopa HOBI
OOCTiIKEHHS PEYOBUH, L0 BUAINAIOTLCS Ta BUMUBAIOTHCS 3
BMKOPVCTAHHSAM HalicyyacHILLMX aHaNiTUYHNX TEXHOOTIA By
npoBefeHi BiAMNOBIAHO A0 HacTaHoBM «Plastic Immediate
Packaging Material (CPMP/QWP/4359/03)». PaHiwwe
npoBefieHe BUNPOGYBaHHsS MaTepiaiB HalripLLIoro Bunaaky
6yn0 3aMiHEHO BUNPOOYBAHHAM Ha BUAINEHHS hakTUYHUX
KOMMOHEHTIB KOHTelHepa Npw KOHTaKTi 3 pO34VHOM
(BignoBigHO 00 HacTaHoBKM «[1acTUKOBI MaTepianu Ans
nepBUHHOT yrnakoBku» (CPMP / QWP / 4359/03).
Bunpo6yBaHHS, L0 MPOBOAWUINCH paHille, NuLie Ha Mirpawiio
[06aBOK Ta NeTHYMX PeYOBUH, 6NN NONOBHEHHI
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

BUMPOOYBaHHAMM Ha NPOAYKTY PO3KIafaHHsA, NPoAyKTU
peakLiii, JOMILIOK i T. 4. 32 4ONOMOrol ONTUMI30BaHUX
aHaNTUYHUX MEeTOAIB, LLLO NPU3BESIO A0 BUABIEHHA HOBMX
peyvoBUH. FK HAcAiAoK, 6yny BKIOYEHI AaHi TOKCUKOMOTiYHOT
OLiHKM AN BCiX iAeHTUIKOBaHNX PEYOBUH, L0 BUAINATLCA
Ha 3aMiHy nonepegHim Tectam Ha 6iocymicHicTb. [Jocbe 6yno
MOBHICTIO NeperisHyTe WoA0 CTPYKTYpH Ta 3MICTY, LWo6
Bignosigatu KepisHuytBy «Plastic Immediate Packaging
Material» (CPMP/QWP/4359/03) Ta Bigo6paxaTu
BYLLie3a3HauYeHi 3MiHU. BHYTpILWHI MOHOrpadii BCTaHOB/IEHI
[N KOMMOHEHTIB CUCTeMM KOHTeliHep/3aKynoproBasbHUIA
3aci6. [e ue HeobxigHo, nocunaHHA Ha Ph. Eur. HasBHI;
MeToAu BUNPobyBaHHA OHOBMIEHO abo A0AaHo. [JoMiLLKK
efleMeHTIB po3rnsgalTbes Ha ocHoBi ICHQ3D. Marepianu,
LLIO HE BUKOPUCTOBYIOTLCA (Hanpuknag, 6apsHukM abo
6apBHUKN ANS APYKY), 6ynn BuganeHi 3 4ocbe. Y 3B'A3KY 3
4ynM, BigBYNNCS OHOB/IEHHA HACTYNHUX MaTepianis [AOCbE:
Posginis: 3.2.P.2.4 Cuctema KoHTeliHep/3akynoptoBasibHUii
3aci6; 3.2.P.5.5 Xapakrepuctuka gomiwok; 3.2.P.5.6
O6rpyHTyBaHHS cneundikauiii; 3.2.P.7 Cuctema KoHTelHep/
3aKyrnoproBasibHWiA 3aci6; 3.2.P.8. CTabinbHicTb; 3.3.
NiTepatypHi pxepena

52.

BAPO/ 10

Kancynm,
KMLLKOBOPO3YMHHI NO
10 wmr, no 10 kancyn
y cTpuni, no 3
CTPWNW B KAPTOHHIN
ynakosui, no 14
Kancyn y ctpuni, no
1 ctpuny B
KapTOHHIA ynakoBL,i

Mera
NalidpcalieHcis
(ABcTpanis)
Mti NimiTeg,

ABcTpasiis

IHBeHTIa Xesnckea
nrtp,

IHais

BHECEHHS 3MiH [10 peecTpaLiliHix MaTepianiB: TEXHIUHY
NMOMWJ/IKY BUNPAaB/IEHO B TEKCTI MapKyBaHHS Ha NEPBUHHIN Ta
BTOPUHHIA ynakoBKax /likapcbKoro 3acoby; 3anponoHOBaHoO:

BTOpWHHa ynakoska 11. HAUMEHYBAHHS |
MICUE3HAXOIXEHHA BUPOBHUKA TA/ABO 3AABHUKA
3asaBHuk: Mera NaiidcaiieHcic (Asctpanis) Mti /it BupobHuk:

IHBeHTIa Xenckea /ITg ®1-d1/1, EpjieHen AM6epHaTx
Em.AR.[i.Ci, AmbepHarx (IcT) 421506, OicTpikT TxaHe, wrar

MaxapawTpa, IHgjis nepBuHHa ynakoBka 5. HAMMEHYBAHHSA
BVPOBHWKA |, 3A HEOBXIAHOCTI — 3AABHWKA
3asasHuk: Mera flaidhcaineHcic (Asctpanis) MTi J11g,

HaHeCceHwii noroTun 3asBHrKa BMpobHuk: IHBeHTia Xenckea

Nt ©1-01/1, EgiweHen AmbepHatx Em.AA.[i.Ci, AMbepHaTx

(lcT) 421506, ficTpikT TxaHe, wWTat MaxapawTpa, IHais

3a3HayeHe BMMNpaB/IEHHSA BigMNoBigae MaTepiasiam
peecTpaLiiHoro gocbe

3a
peyenmom

UA/4467/01/01

53.

BAPO/ 20

Kancynu,
KWLLIKOBOPO3YMHHI MO
20 wmr, no 10 kancyn
y cTpuni, no 3
CTPUNW B KAPTOHHIl
ynakosui, no 14
Kancyny ctpuni, no
1 cTpuny B

Mera
NaiidpcaiieHci3
(ABcTpanis)
Mti Nimiteq

AscTpanis

IHBeHTIa Xesnickea
nTg,

IHais

BHECEHHS 3MiH [0 peecTpavuiliHix maTepianiB: TEXHIUHY
NOMWJIKY BUNPaB/IEHO B TEKCTI MapKyBaHHA Ha NEPBUHHIN Ta
BTOPWHHIlA ynakoBKax NikapcbKoro 3acoby; 3anponoHoBaHo:

BTOPMHHA ynakoska 11. HAMMEHYBAHHS |
MICUE3HAXOIXXEHHA BUPOBHNKA TA/ABO 3AABHUKA
3asBHuUK: Mera NalidcaiieHcic (Asctpanis) Mti /it BUpo6HUK:

IHBeHTIa Xenckea /ITg ®1-d1/1, EgjweHen AM6epHaTx
Em.AA.[i.Ci, Am6epHaTx (IcT) 421506, [icTpikT TxaHe, WTat

3a
peyernmom

UA/4467/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KapTOHHI ynakoBsL,i MaxapawTpa, IHgis nepBuHHa ynakoska 5. HAVUIMEHYBAHHA
BVPOBHWKA I, 3A HEOBXIAHOCTI — 3AABHUKA
3asBHuK: Mera JlaiidhcalieHcic (ABcTpanis) MTi /it
HaHeCeHwii noroTun 3asBHrKa BMpobHuk: IHBeHTia Xenckea
Nt ©1-01/1, EpiweHen AmbepHatx Em.AA.[i.Ci, AMbepHaTx
(lcT) 421506, OicTpikT TXaHe, wWTaT MaxapaluTpa, IHais
3a3HayeHe BMMNpaB/IEHHS BifNoBigae MaTepiasiam
peecTpauiiHoro gocbe
54. BETA®EPOH | nopotuok Baiep Al HimeuumnH BepiHrep Himeuunna BHECEHHS 3MiH [0 peecTpavuiiHiX maTepianis: 3MiHu | Tuny - 3a UA/15287/01/01
® niocpinizoBaHuin ons a IHrenbxavim ®apma 3MiHM 3 AKOCTi. [0TOBWIA NikapcbkuWii 3aci6. 3miHa NpoTokony peyenmom
NPUroTyBaHHSA 'm6X i Ko. KI, cTabinbHocTi /13, a came - 3MiHa yMOB TPMB&J/10ro 36epiraHHs 3
PO34MHy A8 iH'EKLR HimeuunHa 25°C/ 60% Ha 30°C/75 % Ta CKOpOYeHHsi nepiogy
no 0,3 mr (9,6 MH (Hepo3dhacoBaHwit BMNpobyBaHb 3 36 micAuiB Ao 30 MicALiB, L0 OXOMOE
MO); 1 chnakoH 3 NPOAYKT, NEPBUHHA 3aTBEPAKEHWNIA TEPMIH 36epiraHHs 24 Micsaui. 3MiHu | Tuny -
NOPOLUKOM Y ynakoBKa); 3MiHuM 3 SKOCTi. [O0TOBMIA Nikapcbkumii 3aci6. CTabinbHICTb.
KOMMEKTI 3 Baiiep AT, BHeceHHs 3MiH 0 npoToKony cTabinbHocTi 0,54% po3unHy
po3unHHKKoMm (0,54 HimeyunHa HaTpito xnopugy no 1,2 mny nonepesHbL0 3anoBHEHUX
% pO34nH HaTpito (BTOPUHHA LwnpuLax (BUKOPUCTOBYHOTLCA K PO3UNHHWK AaHHOTO
xnopvay) no 1,2 mn yrnakoBKa, [103Bif1 Ha nikapcbKoro 3acoby), a came - 3MiHa NOTOYHUX YMOB
y nonepeaHbo BUNYyCK cepii) 36epiraHHs 3 30 °C / 65% BigHocHoI BonorocTi Ha 30 °C / 75%
3anoBHEHNX BOJIOTOCTi, /191 Y3rOPKEHHS 3 NPOTOKO/IOM LLIOA0 AaHOro
wnpuuax ta NiKapCbKoro 3acoby Ta CKOPOUEHHs TepMiHy BUNpobysaHb 3 60
HacazKoto MicALUiB 40 48 MicsLiB, LLIO OXOM/IOE 3aTBEPKEHMNIA TEPMIH
(apantepom) 3 36epiraHHA 36 MicALiB. SMIHIOETbCS YacToTa BUNPO6yBaHb 3
ronkoto, 2 «[Ins kKoXHKX 25 cepili, NpUHaiMHI oAHa cepist Ha pik
CNUPTOBMMM CTaBUTLCSA Ha CTabINbHICTb» Ha «[puHaliMHI oHa cepis Ha pik
cepBeTkamMu B CTaBUTbCA Ha CTabiNbHICTb».
YNakoBLii 3 KAPTOHY;
no 15 ynakoBoK B
KapTOHHI/ Kopobui
55. BIOBEH pO34MH ANA iHdy3ii TOB YkpaiHa TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3MiHu |l Tuny - 3a UA/14526/01/02
10 %; no 10 mn, 25 "BIO®PAPMA MNA3MA", YkpaiHa 3MiHUM 3 AKOCTi. A®l. BUpo6HMLTBO. 3MiHa BUPOGHMKA peyenmom
mn, 50 mn a6o 100 MNA3MA" (B1pOGHMLTBO, BMXiAHOro/MPOMiXHOro NpoAyKTy/peareHTy, Lo
mMA Yy naawui abo nepBuHHE BUKOPVCTOBYIOTbLCS Yy BUPOBHMYOMY npoueci AP, abo 3miHa
donakoHi; no 1 nakysaHHs); TOB BMPOGHMKa (BKIKOYAKOUM, Ae HEOOXiAHO, MicLe NPOBeAEHHS
naswui abo "BIO®APMA KOHTponto sikocTi) APl (3a BigcyTHOCTI cepTudiikata
donakoHy B nauui 3 MNA3MA", YkpaiHa BiANOBIgHOCTI EBponeiickkili hapmakonei y 3aTBepaKeHoMy
KapToHy (BUPOGHULTBO, nocbe)(3miHa B AP| 6i010riYHOr0 NOXOMKEHHS abo BUXiLHOMY
nepBuHHE Ta marepiani/peareHTi/MpoMiKHOMY NPOAYKTI, WO
BTOPUHHE BUKOPVCTOBYIOTbCS 4719 BUPOGHMLTBA
nakyBaHHs, BUMYCK 6ionoriyHOro/iMyHONOrYHOrO NiKapCbKOro 3acoby ) -
cepii); TOB [0AaBaHHA ycTaHOB 3abopy kposi/nnasmu Pecny6nikv
"BIODAPMA Monblua Ta YropLmHm
MNA3MA", YkpaiHa
(KOHTPO/Ib AKOCTI)
56. BIOBEH pO34MH ANs iHdy3ii TOB YkpaiHa TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu |l Tuny - 3a UA/14526/01/01
MOHO® 5%; no 25 mn, 50 mn "BIOPAPMA M1A3MA", YKkpaiHa 3MiHM 3 AKOCTi. A®l. BUpo6HMLTBO. 3MiHAa BUPOGHMKA peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
abo 100 mny MNA3MA" (BMpOGHMLTBO, BUWXIi4HOro/MPOMiXXHOro NpoAyKTy/peareHTy, Lo
nnawuyi abo nepBuHHE BMKOPUCTOBYHOTbCSA Y BUpOBHUYOMY npoueci A®l, abo 3miHa
thnakoHi; no 1 nakysaHHs); TOB BMPOGHMKa (BK/IlOYaoum, e HeobXigHo, MicLie NPoBeAEeHHS
naswui abo "BIOPAPMA KOHTposto sikocTi) APl (3a BigCyTHOCTI cepTudpikata
hnakoHy y nauui 3 MNA3MA", YkpaiHa BiANOBIAHOCTI EBponeiickkili hapmakonei y 3aTBepaKeHoMy
KapToHy (B1pOGHMLTBO, focke)(3miHa B AP 6ioN0riyHOro NoxXomKkeHHs abo BUXigHOMY
nepBUHHE Ta marepiani/peareHTi/NMPOMiXXHOMY MPOAYKTI, LLIO
BTOPWHHE BUKOPVCTOBYIOTHCS 4719 BUPOGHMLTBA
nakyBaHHs, BUMYCK 6i0N0rivYHOro/iMyHONOrYHOrO NiKapCbKOro 3acoby ) -
cepii); TOB [0[aBaHHA ycTaHOB 3abopy kposi/nnasmu Pecny6niku
"BIOPAPMA MonbLua Ta YropLmHm
MNA3MA", YkpaiHa
(KOHTPO/Ib SIKOCTI)
57. BIOBEH PO34uH ONs iHy3i TOB YkpaiHa TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu |l Tuny - - UA/14527/01/01
MOHO® 5%, in bulk: no 25 "BIO®PAPMA MNA3MA", YkpaiHa 3MiHM 3 aKocTi. A®Il. Bupo6HMLTBO. 3MiHa BUPOOHMKa
My NAswWui abo MNA3MA" (BMpOGHMLTBO, BWXiAHOro/MpOMiXXHOro NpoAyKTy/peareHTy, Lo
donakoHi; no 96 nepBuHHE BMKOPUCTOBYIOTLCA Y BUpOoGHMYOMY npoueci A®I, abo 3miHa
nAAWoK abo nakyBaHHs); TOB BMPOGHMKa (BK/IKOYaUM, e HeobXigHo, MicLie NPOBeAEHHS
ch/1aKoHIB y rpymnosii "BIO®PAPMA KOHTposito sikocTi) APl (3a BigcyTHOCTI cepTudpikata
Tapi; in bulk: no 50 MNA3MA", YkpaiHa BiANOBIAHOCTI EBponeiickkili hapmakonei y 3aTBepaKeHoMy
My naswui abo (B1pOGHMLTBO, pocke)(3miHa B APl 6ioN0riyHOro NoXomkeHHst abo BUXigHOMY
chnakoHi; no 56 nepBuUHHE Ta marepiani/peareHTi/MPOMiXXHOMY MPOAYKTI, LLIO
nnswok abo BTOPUHHE BUKOPVCTOBYIOTHCS 47181 BUPOGHMLTBA
h/1aKoHIB y rpymnosii nakyBaHHs, BUNYyCK 6i0/10r4YHOro/iMyHOMOrYHOTO NiKapPCbKOro 3acoby ) -
Tapi cepii); TOB [0[aBaHHsA ycTaHOB 3a6opy kposi/nnasmu Pecny6niku
"BIOPAPMA Monblua Ta YropLmHm
MNA3MA", YkpaiHa
(KOHTPO/Ib SIKOCTI)
58. BIOKNOT A® | niodpinizat ans TOB YkpaiHa TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu |l Tuny - 3a UA/16249/01/01
pO34nHy A5 iH'eKwiin "BIO®PAPMA MNA3MA" 3MiHM 3 aKocTi. A®Il. Bupo6HMLTBO. 3MiHa BUPOOHMKa peyenmom
no 250 MO, 1 MNA3MA" (BUpOGHMLTBO, BVXiZAHOTO/NPOMIXHOro NPOAYKTy/peareHTy, Lo
onakoH 3 nepBuHHE BMKOPUCTOBYHOTLCH Y BUPOGHMYOMY npoueci A®I, abo 3miHa
nioghinizatom y nakyBaHHs, BMPOGHMKa (BK/IlOYaoum, e HeobXigHo, MicLie NpoBeAeHHS
KOMMNIEKTi 3 BMPOGHMLTBO, KOHTpON0 AKOCTi) AP (3a BiACYTHOCTI cepTudpikata
PO34MHHMKOM (BO4A nepBrHHe Ta BiANOBIAHOCTI EBponeiickkili hapmakonei y 3aTBepaKeHoMy
Ans iH'ekui) no 5 BTOPVHHE pocbe)(3miHa B AP 6ioN0riyHOro NoXomkeHHst abo BUXigHOMY

My dpnakoHi; no 1
donakoHy 3
niocpinisatom Ta no
1 chnakoHy 3
PO34YMHHMKOM pa3om
i3 3acobamu ans
PO3YMHEHHA Ta
BBeAeHHs (1
inbTp, 1 Wwnpuy,
0HOPAa30Buii 3
TOIKOK A/15 iH'EKLINA,
1 kpunbyata

nakyBaHHS, BUNYCK
cepiii; KOHTPO/b
AKOCTI), YkpaiHa

marepiani/peareHTi/MpomMiKHOMY NPOAYKTI, WO
BUKOPVCTOBYIOTLCS A1 BUPOGHMLTBA
6i0N10riYHOro/iMyHOOrNYHOrO JliKapCbKOro 3acoby ) -
[ofaBaHHA yCTaHOB 3a60py kposi/nnasmu Pecny6niku
MNonblua Ta YropLmHu
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
iHbysiliHa cuctema)
y nauuii 3 kKapToHYy
59. BIOKNOT A® | niocpinizat ans TOB Ykpaina TOB "BIO®PAPMA YKpaina BHECEHHS 3MiH [0 peecTpauiiHux matepianis: 3miHu |l Tuny - 3a UA/16249/01/02
pO34MHY A5 iH KL "BIO®APMA MNA3MA" 3MiHM 3 sKocTi. A®Il. Bupo6HMLTBO. 3MiHa BUPOOHUKa peyenmom
no 500 MO, 1 MNA3MA" (BUPOGHULTBO, BMXIZAHOrO/NPOMIXHOr0o NPOAYKTYy/peareHTy, Lo
chnakoH 3 nepBuHHE BMKOPVCTOBYHOTbCS Y BUPOOHMYOMYy npoueci APl, abo 3miHa
niodpinizatom y nakyBaHHs; BMPOGHMKa (BK/IOYaouM, e HeobXigHo, MicLie NMPOBeAEHHS
KOMMNeKTi 3 BUPOBHULTBO, KOHTPOIO sKOCTI) AP (3a BiACYTHOCTI cepTuduikata
PO34YMHHMKOM (BOAA nepBrHHe Ta BiANOBIAHOCTI €Bponeiicbkili hapmakonei y 3aTBepaKeHoMy
Ans iH'ekuiin) no 10 BTOpPUHHE pocke)(3miHa B APl 6ionoriyHoro noxomkeHHst abo BUXigHOMY
M1y pnakoHi; no 1 nakyBaHHs, BUMYCK mMarepiani/peareHTi/MpomMiKHOMY NPOAYKTI, L0
hnakoHy 3 Cepiii; KOHTPO/b BMKOPMCTOBYIOTbCS A1 BUPOOHULITBA
niodgpinizatom Ta no AKOCTI), YkpaiHa 6i0/10ri4YHOro/iMyHOOrYHOTO NiKapCbKOro 3acoby ) -
1 chnakoHy 3 [ofaBaHHsa ycTaHOB 3a60py Kposi/nnasmu Pecny6niku
PO3YMHHUKOM pa3om MonbLia Ta YropLmHm
i3 3acobamu ans
PO3YMHEHHA Ta
BBeAEeHHS (1
inbTp, 1 Wwnpuy,
0HOPAa30BUii 3
FO/IKOKO /151 iH'EKLLINA,
1 kpunbyaTa
iHpysiliHa cuctema)
y nayui 3 KapTOHY
60. BIOKNOT A® | niodpinizat ans TOB YkpaiHa TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3MiHu |l Tuny - 3a UA/16249/01/03
PO34UHY A5 iH KLt "BIO®PAPMA MNA3MA" 3MiHM 3 AKOCTi. A®l. BUpo6HMLTBO. 3MiHa BUPOGHMKA peyenmom
no 1000 MO, 1 MNA3MA" (B1pOGHMLTBO, BMXiAHOro/MPOMiXHOro NpoAyKTy/peareHTy, Lo
dhnakoH 3 nepBuHHE BUKOPVCTOBYIOTbCS Yy BUPOBHMYOMY npoueci AP, abo 3miHa
niocpinizatom y nakyBaHHS; BMPOGHMKa (BK/IKOYAKOUM, Ae HEOOXiAHO, MicLe NPOBeAEHHS
KOMMNEKTi 3 BMPOGHMLITBO, KOHTponto sikocTi) APl (3a BigcyTHOCTI cepTudiikata
PO34MHHMKOM (BOgA nepBrHHe Ta BiANOBIgHOCTI EBponeiickkili hapmakonei y 3aTBepaKeHoMy
Ans iH'ekujin) no 10 BTOPVIHHE nocbe)(3miHa B APl 6i010riYHOr0 NOXOMKEHHS abo BUXiLHOMY
My chnakoHi; no 1 nakyBaHHs, BUMYCK marepiani/peareHTi/NPOMiXXHOMY MPOAYKTI, LLIO
dhnakoHy 3 cepiil; KOHTPO b BUKOPVCTOBYIOTbCS 4719 BUPOGHMLTBA
niocpinizaTtom Ta no SAKOCTI), YKpaiHa 6ionoriyHoro/iMyHONOrYHOrO NiKapCbKOro 3acoby ) -
1 donakoHy 3 [0AaBaHHA ycTaHOB 3abopy kposi/nnasmu Pecny6niku
PO34YMHHVKOM pPa3om Monbluya Ta YropLumHm
i3 3acobamu ans
PO3UYMHEHHS Ta
BBefeHHs (1
inbTp, 1 Wwnpuy,
0/jHOPa30BUi1 3
TO/IKOKO NS iH'EKLLNA,
1 kpunbyaTa
iHbysiliHa cuctema)
y nauuii 3 KApTOHY
61. BIOJIEKTPA TabneTku Wwunydi; no AnbneH Lseliuapi Fepmec HimeuunHa BHECEHHSA 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 6e3 UA/13697/01/01
MATHE3IYM 10 TabneToK y Ty6i; dapma Al i ApuHaiimiTTeNnb He3HauyHi 3MiHM Yy meToamui «KiflbKiCHe BU3HAYEHHSI», @ came peyenma
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
®OPTICCIMY | no 1 abo 2 Ty6u B 6X BVIKOPVCTaHHS BisibLI KOHLLEHTPOBAHOT COJISIHOT KUC/IOTU Y
M nautii 3 KapToHy AKOCTI peareHTa nigkncneHHs. MeTos BU3HAUYEHHS BMICTY
MarHito 3a/TMLIAETLCA HE3MIHHUM, KUCNOTHICTb
[OCTiHKYBAHOTO PO3UMNHY 3UTNLLIAETLCA HE3MIHHOI; 3MiHW |
TMny - npuBegeHHss ASMF MarHito okcuay 0 MoHorpadii EP;
3MiHK | TUNy - oHoBNEeHHA ASMF MarHito okcuay;
3anponoHosaHo Version 2011-11
62. BICAKOAWUN- | cynosuTopii TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | TUny - - UA/15440/01/01
DAPMEKC pekTasibHi no 10 wmr; "®PAPMEKC reyn" noJaHHs OHOB/IEHOro cepTudpikata BiANOBIAHOCTI
in bulk Ne 1200 reyn" €poneiicbkili hbapmakonei Ne R1-CEP 2007-163-Rev 02 gns
(5x240): no 5 hito4oi pevoBuHY Bicakoauny Bif BXe 3aTBEPKEHOIO
CynosunTopiiB y BMpo6HMKa Dishman Pharmaceutical and Chemicals Limited,
cTpvni, no 240 IHAiA, skuiA 3mMiHMB Ha3By Ha Dishman Carbogen Amcis
CTpUniB y KOPO6L; in Limited, IHais. Sk Hacnigok: 3miHKM y cneumdikaLii Ta meToaumui
bulk Ne 1600 KOHTPO/IO 3 NOKA3HUKOM «3a/TMLLKOBI KifIbKOCTi OpraHiyHmnx
(5x320): no 5 PO3UUHHVIKIB»
cynosuTopiiB y
cTpwuni, no 320
CTpUMIB Yy KOPOOLLi
63. BICAKOAWUN- | cyno3uTopil TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | TUny - - UA/11607/01/01
DAPMEKC pekTasibHi o 10 mr "OPAPMEKC reyn" noJaHHs OHOB/IEHOro cepTudpikata BiANOBIAHOCTI
no 5 cynosuTtopiis y reyn €poneiicbkili hapmakonei Ne R1-CEP 2007-163-Rev 02 gns
CTpuNi; NO 2 CTpYnK Aitoyoi peyoBuHK Bicakoawny Bif BXe 3aTBEpAXEHOro
B NauLj 3 KapToHy BMpo6HMKa Dishman Pharmaceutical and Chemicals Limited,
IHAisA, skuiA 3mMiHMB Ha3By Ha Dishman Carbogen Amcis
Limited, IHais. Ak Hacnigok: 3miHNM y cneumdikaLii Ta meToaumui
KOHTPO/IO 3a NOKA3HUKOM «3aJ/TMLLKOBI KifIbKOCTi OpraHiyHmnx
PO34YMHHUKIB»
64. BPUPO3A Kpanni O4Hi, po3ynH AT "Apamefn MonbLa AT "Apamepn MonbLa BHECEHHSA 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3a UA/17427/01/01
no 2 mr/ma; no 5 mn dapma” dapma", MonbLua HimeuunHa 3MiHM WoA0 6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsagy. peyenmom
PO34MHY Y (priakoHi 3 (BMpPOGHYMK NnTBa 3MiHa y KOpOTKili XapakTepucTuLj NikapcbKoro 3acoby, TeKCTi
nonietTuneny BiNOBIAaNbHUIA 3a MapKyBaHHS Ta IHCTPYKUIT A1 MEeANYHOro 3aCTOCYBaHHA Ha
HM3bKOI LLi/IbHOCTI 3 BMNYCK cepil); nigcTaBi peryisipHoO OHOBJ/IOBAHOTO 3BITy 3 6e3nekn
KpanenbHULEl Ta ®dapma LUTYNbH nikapcbkoro 3acoby, abo AocnifkeHb 3 6e3nekn 3acTocyBaHHS
6iN0t0 KPULLIEYKOIO M6X, HimeuunHa nikapcbKoro 3acoby B nicnspeecTpaviiiHuii nepiog, abo sk
nosieTuneny (BMPOGHMLTBO "in pe3ynbTaT OLiHKM 3BITY 3 AOCNIAKEHb, NPOBEAEHNX BifNoOBigHO
BMCOKOT LLNIbHOCTI; bulk solution”, 00 nnaHy negiatpuyHux gocnimxkeHns (PIP) - 3MiHM BHeceHo 1o
no1la6o 3 nakyBaHHsA Ta IHCTPYKUIT AN MeQUUYHOro 3acToCyBaHHA NiKapcbKoro 3acoby y
oNakoHu- KOHTPONb cepii); po3ain "OcobMBOCTi 3acTOCyBaHHS" BIAMOBIAHO A0 OHOBMEHOT
KpanesbHULi B IOAB CaHTOHiKa, iHchopmaLii 3 6e3nekn AONOMIXHOT pe4oBUHN. BBeAEHHS 3MiH
KapTOHHiA KOpOGL INntBa NPOTArom 6-T1 MIiCALIB MiCNA 3aTBEPKEHHSA
(BMPOGHMLTBO "in
bulk solution”,
nakyBaHHs Ta
KOHTPO/b cepii)
65. BPIHEPA Kpansi o4YHi, CEHTICC IHais CEHTICC ®APMA IHais BHECEHHS 3MiH [j0 peecTpaLiiiHux MaTepiasiis: BUNpaB/ieHO 3a UA/18598/01/01
cycneHsiga no 5 mny PAPMA MBT. NTA. TEXHIYHY NOMWJ/IKY, AONYLLEHY Nif Yac peecTpauii /likapcbKoro peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
chakoHi 3 MpaiiBeT 3acoby (PeecTpauiiiHe nocsigyeHHs Ne UA/18598/01/01) B
KpanesnbHeleto; no 1 Nimiten IHCTPYKLUiT A8 MeAMYHOro 3aCTOCYBaHHSA Y po3aini "B3aemosis
hnakoHy 3 3 iHLWKXMK NiKapCbKMMK 3aco6amu Ta iHLWi BUAY B3aEMOgiin"
KpanesnbHULEe y (6ina Ha3BuM BpiHepa, HaBeAeHOT B TEKCTi po3finy, BUIYyYEHO
KapTOHHIlA KopooLi NMOMWJ/IKOBO MOCTaB/IEHUIA 3HaK ®) Ta Y TEKCTi MapKyBaHHS
30BHILHBLOT YyNnakoBku (opchorpadchiuHa nomusnka B n.4: nicns
"[laTa BMroT." MOMW/IKOBO 3a3HaueHunii CMMBOJ ;" 3aMiHEHO Ha
cumMBOn ":"). 3a3HauyeHe BUNpaB/IeHHA BiANOBiJae MaTepianam
peecTpaviiHoro AockLe
66. BYCKOMAH® | Tabnetku, BKpUTI TOB "Onenna YkpaiHa Oenbdhapm Peiimc ®paHuis BHECEHHS 3MiH 10 peecTpaLiiiHuX maTepianiB: 3MiHa 3asBHMKa 6e3 UA/6378/01/01
LlYKPOBOIO Xernckea (BnacHvka peecTpaLiiHoro noceigyeHHs) (3rigHo Hakazy MO3 peuenma
060n0Hkoto, no 10 YkpaiHa" Bif 23.07.2015 Ne 460) (BBeaeHHsS 3MiH MPOTAroM 6-Tu MicsLiB
Mr no 20 TabneTok y nicns 3aTBepmKeHHS)
6nictepi; no 1
6nictepy B
KapPTOHHIi KOpooLii
67. BYCKOMAH® | po3uvH ans iH'ekuiii, | TOB "CaHodi- YkpaiHa BepiHrep IcnaHis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | Tuny - 3a UA/6378/02/01
no 20 mr/mn, no 1 ABEHTIC IHrenbxam Ecnata, 3MiHM WoAo 6e3nekn/etheKTMBHOCTI Ta hapmakoHarnsgy. peyenmom
M/1 B amnyni; no 5 YkpaiHa" CA BBefeHHs1 ab0 3MiHM [0 y3arasibHEHUX AaHVX NPO cucTemy
amnysn y KapTOHHii chapmakoHarnsgy (BBeeHHs y3araibHeHUX AaHux npo
Kopoobui cuctemy dapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOi 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMakoHarnsay; KOHTakTHOI
0ocobu 3 hapMakoHarnsay 3asaBHVKa aisi 34iiCHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Bif,
yMOBHOBaXeHOT 0cobu, BigNoBiAaNbHOT 3a 34iCHEHHS
hapmakoHarnagy (BK/1ovatoum KOHTaKTHI AaHi) Ta/abo 3MiHW Y
po3MilLEeHHI MacTep-ghaiina cuctemu papmakoHarnagy) -
3MiHa YNOBHOBaXEHOI 0CO6U 3asBHIKA, BigNoBiganbHOT 3a
hapmakoHarnsag -
nponoHoBaHa pefakuis: Xogakiscbka TeTsHa BauecnasiBHa,;
3MiHa KOHTaKTHUX JaHNX YNOBHOBaXXEHOI 0CO6M 3asBHMKA,
BiANOBiAA/LHOI 32 hapmakoHarnsg
68. BYCTPUKC™ | cycneHsia ans nakcoCwmitKn Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasiB: 3miHu | Tuny - 3a UA/14955/01/01
KOMBIHOBA iH'ekuin 0,5 mn/posy, AH EkcnopT BpuTaHis Bionogxikan3 C.A. 3MiHM LWoao 6e3nekn/edeKTUBHOCTI Ta papmakoHarnsgy. peyenmom
HA no 1l aosiy Nimiten BBeneHHs abo 3MiHM A0 y3ara/lbHEHUX AaHWX NPO cUcTeMy
BAKUNHA nonepegHLo thapMakoHarnsgy (BBeAEHHS y3arasibHeHVX AaHKX Npo
ana HarnoBHeHOMY cuctemy dpapmakoHarnsigy, aMmiHa yrnoBHOBaXeH0i 0cobu,
NMPO®INAKT wnpuyi; no 1 BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapMakoHarnsay; KOHTaKTHOI
KN nonepegHsL0 0cobu 3 hapmakoHarnsay 3asBHVKa 41 34iCHEHHS
OUGTEPII, HanoBHEHOMY hapmMakoHarnsgy B YkpaiHi, AKLWO BOHA BigMiHHA Bif,
NnPABLA, LUNPULLY Y KOMMNEKTI YNOBHOBaXXEHOI 0CO6U, BiiNOBIAANbHOI 3a 3iICHEHHS
KALLUTIOKY 3 ABOMA rosikaMu B hapMakoHarnsgy (BK/IoYatoumn KOHTaKTHI AaHi) Ta/abo 3MiHW y
(AUENONAP | nnactukosBomy pO3MilLeHHI MacTep-ghaiina cucteMu papmakoHarnsgy) -
HUA KOHTeliHepi; no 1 3MiHa YNOBHOBaXXEHOT 0CO6U 3asBHYVKA, BignoBigabHOI 3a
KOMMOHEHT | KoHTeiiHepy y papmakoHarnsg:
) KapTOHHIlA KopooLi MponoHoBaHa peaakuis — [ip. MeHc-Ynbpix LiTermanH / Dr.
(AACOPEOB Jens-Ulrich Stegmann, MD. 3MiHa KOHTaKTHUX AaHnX
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
AHA, 3I YyMOBHOBaXeHOT 0cobu, BignosiganbHOT 3a hapmakoHarnsg,
3SMEHLUEHWU 3mMiHa HoMepy Ta MicLe3HaxoMKeHHs1 MacTep-haiina cucremu
M BMICTOM hapmakoHarnsagy
AHTUIEHIB)
69. BAS3ENIHOBE | macno no 25 mn abo MPAT YkpaiHa MPAT "®ITOPAPM" YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 3MiHu | Tuny - 6e3 UA/0408/01/01
MAC/Oo no 50 mny "®ITOPAPM" 3MiHM 3 AKOCTi. [OTOBMIA Nikapcbkuii 3aci6. 3MiHK y peuenma
thnakoHax BMPOGHMLTBI. 3MiHa Po3mipy cepii (BkIroUYatoum gianasoH
po3Mmipy cepii) roToBOro nikapcbkoro 3acoby (36iNbLUeHHs A0
10 pasiB NOPIBHSAHO i3 3aTBEPAKEHNM PO3MIPOM) - BBeAeHHS
[04aTKOBOrO TEOPETMYHOro po3mipy cepii (1000 «r).
3anponoHoaHo 500 kr; 1000 kr
70. BAJICAPTAH | Tabnetku, BKpUTI letepo /1a63 IHAis leTepo /1a63 IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | Tuny - 3a UA/15787/01/01
NAiBKOBOIO Nimiteq Nimiteq AAMIHICTpaTVBHI 3MiHW. 3MiHA HaliMeHyBaHHA Ta/abo agpecun peyenmom
o6onoHkoto, no 40 MiCLil NPOBa/PKEHHA AiS/IbHOCTI BUPObHUKa/iMnopTepa
Mmr; no 10 TabneTok roTOBOrO NikapCcbKoro 3acoby, BKIYAKUMN AiNbHULL BUMYCKY
y 6nicTepi; no 1 cepii abo micue NpoBefeHHs KOHTPO/IO AKOCTI. (fisNbHICTb, 3a
6nictepy y AIKy BiANOBIAAE BMPOGHMK/IMNOpPTEp, BK/KOYAKYM BUMYCK Cepili)
KapTOHHIi KopobLyj; - 3MiHa agpecu Bupo6Huka M3 Metepo N1a63 Mimites, IHAiN,
no 30 TabneTok y 6e3 3MiHN MicLA BUPOGHMLUTBA. TakoX 3MiHN BHECEHI B
KOHTeliHepi; no 1 IHCTPYKLUiO 4151 MeANYHOTO 3aCTOCYBaHHS MiKapCbKoro 3acoby
KOHTEliHepy y y pO34in 3 BignoBigHMMM 3MiHaMKN B TEKCTI MapKyBaHHSA
KapTOHHI KOpoobLii yNakoBOK
71. BAJICAPTAH | Tabnetku, BKpUTI [eTepo /1a63 IHAis [eTepo N1a63 IHais BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3MiHu | TUny - 3a UA/15787/01/02
nNiBKOBOIO Nimiten Nimiteq AIMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo aapecu peyenmom
060/10HKOH0, M0 80 MicList MPOBaPKEHHS AisiNIbHOCTI BUPOGHMKa/imnopTepa
mr; no 10 TabneTtok roTOBOrO /iKapCbKOro 3acoby, BKIOYAUN AiNbHULL BUMYCKY
y 6nicTepi; no 1 cepii abo micLe NpoBefeHHs KOHTPOIO AKOCTI. (fiANbHICTb, 3a
6nictepy y SIKY BignoBigae BMpoGHUK/iMNopTep, BK/IOYAOUN BUMYCK Cepiif)
KapTOHHI KopobLyj; - 3miHa agpecu BupobHuka 13 M'eTepo /1a63 Nimites, IHAjs,
no 30 TabneTok y 6e3 3MiHN MicLA BUPOGHMLTBA. TakoX 3MiHN BHECEHI B
KOHTelHepi; no 1 IHCTPYKL,it0 4189 MeQUYHOro 3aCTOCyBaHHSA NiKapCbKoro 3acoby
KOHTEliHepy y Y pO34in 3 BiANOBIAHNMY 3MiHAMUY B TEKCTi MapKyBaHHS
KapTOHHI KOopoo6Li ynakoBOK
72. BAJICAPTAH | Tabnetku, BKpUTI [eTepo /1a63 IHgis [eTepo N1a63 IHAis BHECEHHS 3MiH 0 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - 3a UA/15787/01/03
nNiBKOBOIO Nimiten Nimiteq AZMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo agpecu peyenmom
06010HKOt0, N0 160 MiCLil NPOBaPKEHHSA AiS/IbHOCTI BUPOOHUKa/iMnopTepa
Mr; no 10 Tabnetok roTOBOrO JliKaPCbKOro 3acoby, BK/OYaUW AiNbHULI BUMYCKY
y 6nictepi; no 1 cepii abo MicLe NpoBeAEHHSI KOHTPOJIKO AKOCTI. (AisNIbHICTb, 3a
6nictepy y AIKy BignoBigae BUPOOHMK/IMNOPTEP, BK/IKOHAOUM BUNYCK CEPIi)
KapTOHHI kopo6Lyj; - 3miHa agpecu BupobHuka 13 M'eTepo /1a63 Nimites, IHgjs,
no 30 TabneTok y 6e3 3MiHN MicusA BUPOOHMLTBA. TakoX 3MiHU BHECEHI B
KOHTeliHepi; no 1 IHCTPYKLiI0 4158 MeQUYHOro 3acToCyBaHHS NiKapCbKoro 3acoby
KOHTEliHepy y y PO3Zi 3 BiAMNOBIAHMMU 3MiHAMW B TEKCTI MapKyBaHHS
KapTOHHI Kopoo6Li yrnakoBOK
73. BAJICAPTAH | Tabnetku, BKpUTI leTepo /1a63 IHais leTepo /1a63 IHais BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasis: 3miHu | Tuny - 3a UA/15787/01/04
NNiBKOBOIO JNimiTeq Nimiteq AAMiHICTpaTVBHI 3MiHK. 3MiHA HaliMeHyBaHHA Ta/abo agpecu peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
o6onoHkoto, no 320 MiCLil MPOBaPKEHHSA Ai/IbHOCTI BUPObHUKa/imnopTepa
Mmr; no 10 TabneTok roToOBOro NikapcbKoro 3acoby, BKIYAKUMN AiNbHULL BUMYCKY
y 6nicTepi; no 1 cepii abo micue NpoBefeHHs KOHTPOIO AKOCTI. (fiaNbHICTb, 3a
6nictepy y AKy BiANOBIAAE BMPOGHMK/IMNOPTEpP, BK/KOYAKYM BUMYCK Cepiii)
KapTOHHI KopobLyj; - 3MiHa agpecu BupobHuka 13 M'eTepo /1a63 Nimites, IHAjs,
no 30 TabneTok y 6e3 3MiHn MicLA BUPOBGHMLTBA. TakoX 3MiHW BHECEHI B
KOHTeliHepi; mo 1 IHCTPYKLi0 ANns MeANYHOro 3acTOCyBaHHS NikapCcbKoro 3acoby
KOHTEliHepy y Y po34in 3 BiANOBiAHNMY 3MiHAMY B TEKCTi MapKyBaHHS
KapTOHHI Kopoo6Li yNakoBOK
74. BEHTABIC po34uH Ans Baiiep Al HimeuuunH Bepnivepg, C.A. Icnanis BHECEHHS 3MiH IO peecTpaviiiHix maTepianis: 3MiHu | Tuny - 3a UA/9199/01/01
iHransuin, 10 a 3MiHU 3 AKOCTi. A®Il. KoHTposib A®I. 3miHa y MeToAax peyenmom
MKI/M/T; N0 2 MN B BMNPOo6YyBaHHs APl abo BuXigHOro martepiany/npomikHOro
amnyrni; no 30 NPoAyKTy/peareHTy, L0 BYUKOPUCTOBYETLCSA Y NPOLEC
amnyn y KapTOHHIl BUpo6HMUTBa AP (HLWi 3MiHM B MeToZax BUNPO6YyBaHHsA
nauui (BKAKOYAOUM 3aMiHy ab0 AOMNOBHEHHS) 4718 peareHTy, Lo He
CMPWYMHSAE ICTOTHOrO BM/IMBY Ha SKicTb A®l). BunpaBneHHs
MOMUJIKV B MOTOYHOMY METOZi BUNPOBYBaHHA NMPOMKHOT
peyosuHn Sodium bicarbonate chemical gns sunpobyBaHHA
ineHTMYHOCTI. 3anponoHoBaHo: Test Acceptance criterion
Analitycal method Identity Must comply Ph. Eur (monograph
sodium hydrogen carbonate) ; 3miHun | TURYy - 3 MiHW 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax cneuudikaiii
Ta/abo fonycTUMUX MEX, BUSHAUYEHNX y crneundikaLisax Ha
A®I, ab0 BUXIAHWA/NPOMDKHWIA NPOAYKT/peareHT, Wwo
BMKOPUCTOBYIOTbCSA Y npoueci BUpobHuyTBa A®| (iHLWi 3MiHW) -
BUMNpPaB/IEHHS MOMUW/IKM B MOTOYHI cneuudikauii npoMikHOI
peyoBunHmM Sodium t-butylate chemical 20% in THF, a came-
napameTpu TecTyBaHHs 6yno 3MiHeHO 3 «kKOH Ta K2CO3» Ha
«NaOH ta Na2CO3».
75. BEPOHA kancynu, no 20 a6o XepbioH MakucTaH XepbioH MakuctaH MakucTaH BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasiB: 3miHu | Tuny - 6e3 UA/9023/01/01
60 kancyny MakncTtaH MpaiiBeT JlimiTeq, 3MiHM LWoAo 6e3nekn/edieKTUBHOCTI Ta dpapmakoHarnsgy. peyenma
donakoHi, no 1 Mpaviset BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHuX Npo cucTemy
chnakoHy y Nimiteq thapmakoHarnsgy (BBeAeHHs y3arasibHeHUX gaHnx npo

KapTOHHIA KopoobLi

cuctemy hapmakoHarnifgy, 3mMiHa yrnoBHOBaXXeHOT 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHA hapMakoHarnsay; KOHTaKTHOI
0ocobu 3 hapmakoHarnsgy 3asBHVKa AN 34iCHEHHS
hapmMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA Bif,
YMNOBHOBaXXEHOT 0CO6M, BiANOBiAaNbHOT 32 34iACHEHHS
hapMakoHarnsgy (BK/IoYatoumn KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MilLEeHHI MacTep-ghaiiia cucteMu papmakoHarnsgy) -
3MiHa YNOBHOBaXXEHOT 0CO6U 3as1BHMKA, BigNoBigabHOI 3a
thapmakoHarnsg. MNponoHosaHa pegakuis: [-p Idpax XacaH.
3MiHa KOHTaKTHMX AaHUX YNOBHOBaXXEHOT 0Co6y,
BignoBigasbHOI 3a hapmakoHarnsg. 3MiHa KOHTakTHOI 0cobu
YNOBHOB&XXEHOT 0COOU 3asBHMKA, BifNOBigabHOI 3a
hapmakoHarnsag B YkpaiHi. NMponoHoBaHa peakuisa: Ani Lax
Avaxas,. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0cobun
YNOBHOB&XXEHOT 0CO6U 3a8BHMKA, BigNoOBigabHOI 3a
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
thapmakoHarnag B YkpaiHi
76. BIAPA® TabneTtku, BKPUTI ANOXXOH HOC CWA dapea Ambyas PpaHuin BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | TUny - 3a UA/18004/01/01
NiBKOBOO 1nc 3MiHM Woao 6e3nekun/echekTrBHOCTI Ta dhapmakoHarnagy (iHwi peyenmom
o060noHkoto, no 25 3MiHM) - 3MiHN BHECEHO B iHCTPYKLiIO 4519 MeAn4YHOro
Mr; o 4 TabneTkm y 3acTocyBaHHA NikapcbKoro 3acoby Ao po3ainy "OcobamnBocTi
6nicTepi; no 1 3acTocyBaHHA" 3riAHO 3 OHOB/IEHOO iHhOPMALLiEtO LLOAO
6nictepy B 6e3nekn 3acTocyBaHHS [OMNOMIXHVX PEHOBUH. TepMiH
KapTOHHIlA KOpooLi BBEJEHHS 3MiH NPOTArOM 6 MICALIB NiC/A 3aTBEPAKEHHS.
77. BIATPA® TabneTkun, BKpUTI AMOXXOH tOC CLIA dapesa Ambyas ®paHuis BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 3MiHu | Tuny - 3a UA/0313/01/02
NNiBKOBOO 1nc 3MiHM Woao 6e3neku/echekTnBHOCTI Ta chapmakoHarnagy (iHwi peyenmom
060/10HKO10, M0 50 3MiHM) - 3MiHW BHECEHO B iIHCTPYKLiO 415 MeANYHOro
mr; no 1 a6o no 4 3acTOCyBaHHS NMikapcbkoro 3acoby Ao po3giny "OcobnmnBocTi
Tabnetkn y 6nictepi; 3aCcTOCyBaHHA" 3rifHO 3 OHOBJ/IEHOD iHChOpMaLliElo LWOA0
no 1 6nictepy B 6e3nekn 3aCToCyBaHHA AOMNOMDKHUX PEYOBUH. TepMiH
KapTOHHI KopoobLi BBE/EHHS 3MiH MPOTAroM 6 MicALiB nicns 3aTBepPAKEHHS.
78. BIATPA® TabneTku, BKpUTI ANOXXOH tOC CLWA ®dapeBa Ambyas ®paHuis BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3MiHu | TUny - 3a UA/0313/01/03
nNiBKOBOIO 11nC 3MiHK Woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnagy (iHuwi peyenmom
060/10HKO10, M0 100 3MiHM) - 3MiHW BHECEHO B iIHCTPYKL,iO 4151 MeANYHOro
mr; no 1, abo no 2 3acTocyBaHHS Nikapcbkoro 3acoby Ao po3ainy "OcobnunBocTi
Tabnetkun y 6nictepi; 3acTocyBaHHA" 3riiHO 3 OHOB/IEHOO IHhOpPMALLiEtO LLIOA0
no 1 6nictepy B 6e3neKkn 3aCToCyBaHHSA AOMOMDKHUX PEYOBUH. TepMiH
KapTOHHI kopobLyj; BBEJEHHS 3MiH NMPOTAroM 6 MICALIB NiC/1A 3aTBEPAXKEHHS.
no 4 Tabnetkn y
6nictepi; no 1 abo
no 2 6nictepu B
KapTOHHI KOpo6Li
79. BIMI3UM KOHLeHTpaT Ans BioMapuH IpnaHgjs AHaepcoHbpekoH Benuko6put BHECEHHS 3MiH [0 peecTpavliiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/14547/01/01
pO34uHy ons IHTEepHeLUHN (tOK) Nimitep, aHis 3MiHVM WoAo 6e3nekn/edpeKTUBHOCTI Ta hapmakoHarnsaay. peyenmom
iHy3iid, 1 mr/mn no Nimiteq BenukobpuTanis Himeuunna 3MiHa KOHTaKTHOT 0CO6M YNOBHOBaXEHOT 0CO6Y 3asBHMKa,

5 mn y dpnakoHi; no
1 chnakoHy B
KapTOHHilA KOpO6L

(mapkyBaHHs Ta
BTOPWHHE
nakyBaHHs);
BioMapuH
IHTEepHeLLHN
Nimitea, Ipnaxgis
(mapkyBaHHs Ta
BTOPWHHE
nakyBaHHs1,
BMPOGHUK,
BiANOBigabHNIA 3a
BUMYCK cepii);
BetTtep dapma-
PepTiryHr Mm6X i Ko.
KI, HimeyunHa

BiANOBiAaNbHOI 3a chapmakoHarnsag B YkpaiHi. [ponoHoBaHa
pepakuis: Fopinuk Aptem Bonogmmuposuy. 3MiHa KOHTaKTHUX
[aHVX KOHTaKTHOI 0CO6M YNOBHOBaXXEHOT 0COOU 3asiBHUKA,
BiANOBIAa/IbHOI 3a chapmakoHarisg B YkpaiHi
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

(BMPOGHMLTBO
Hepo3dhacoBaHoT
nNpoAyKLUii, NepBNHHE
nakyBaHHA Ta
KOHTPO/b
CTEepPUIbHOCTI);
BetTtep dapma-
PepTiryHr Mm6X i Ko.
KI, HimeuunHa
(kOHTpOsb
CTepW/IbHOCTI)

80.

BIHOPE/BIH
ANBOIrEH

Kancysm m'siki no 20
mr, no 1 kancyniy
6nictepi; no 1
6nictepy y
KapTOHHI navu,i

AnBoreH
dapma
TpeianHr
tOpon OTOB

Bonrapis

BVMPOGHMLTBO
dopmu "“in bulk",
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
TeCcTyBaHHA Ta
36epiraHHs
npoTsrom
3[iiCHEHHS
[ocnigkeHbs 3
cTabinbHocTi: JloTyc
PapmacboTnKaul
Ko., NITA., TaiiBaHb;
BUPOBHUK,
BiANOBiAa/IbHNIA 3a
BTOPUHHE
nakyBaHHs1,
TeCcTyBaHHA Ta
BWMYCK Cepil:
dapmagokc
Xenckea N1p4,,
Manbta

TaiBaHb
MasibTa

BHECEHHS 3MiH [0 peecTpavliiHiX maTtepianis: 3MiHu | Tuny -
noAaHHa HOBOTO cepTudpikaTa BignoBigHOCTI EBponenchbkili
thapmakonei Ne R1-CEP 2009-394-Rev 03 ans gito4oi
peyoBuHM BiHopenb6iHy Bif HOBOro BUPOGHYVKA (JOMNOBHEHHS)
Hubei Honch Pharmaceutical Co., Ltd., Kutaii -
3anponoHoBaHo: Minakem High Potent, Benbris; Hubei Honch
Pharmaceutical Co., Ltd., Kutaii

3a
peyermom

UA/18548/01/01

81.

BIHOPE/BIH
ANBOIrEH

Kancynu m'ski no 30
mr, no 1 kancyniy
6nicTepi; no 1
6nictepy y
KapTOHHIW nayu,i

AnsoreH
Papma
TpeguHr
tOpon OTOB

Bonrapis

BUPOGHMLTBO
dopmu "in bulk",
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
TecTyBaHHA Ta
36epiraHHs
npoTsrom
3[jiiCHEHHS!
pocnigpxeHs 3
cTabinbHocTi: JloTyc
dapmMacboTUKa
Ko., 174., TaiiBaHb;

TaliBaHb
ManbTa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | TUny -
noAaHHA HOBOTO cepTudpikaTa BiAgnoBigHOCTI €EBponenchbkili
thapmakonei Ne R1-CEP 2009-394-Rev 03 ans gjto4oi
peyoBUHU BiHopenb6iHy Big HOBOrO BUPOGHMKA (4ONOBHEHHS)
Hubei Honch Pharmaceutical Co., Ltd., Kutaii -
3anponoHoBaHo: Minakem High Potent, Benbris; Hubei Honch
Pharmaceutical Co., Ltd., Kutaii

3a
peyenmom

UA/18548/01/02
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Ymosu

Homep

n/n

Hassa
JliKapcbKo20

Popma sBUMYCKY
(nikapcbka ¢hopma,

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Bionycky

peecmpayitiHo2o
nocsioYeHHs

3acoby

ynakoska)

BMPOGHUK,
BiANOBigabHNIA 3a
BTOPUHHE
nakyBaHHS,
TecTyBaHHA Ta
BUMYCK Cepil:
$apmagokc
Xenckea N14,,
ManbTa

BHECEHHS 3MiH IO peecTpaviiiHix maTepianis: 3MiHu | Tuny -

3a

UA/18548/01/03

82,

BIHOPE/NBIH
ANBOTEH

Kancynm m'siki no 80
Mmr, o 1 kancyniy
6nictepi; no 1
6nictepy y
KapTOHHI navui

AnBoreH
dapma
TpehguHr
tOpon OTOB

Bonrapis

BMPOGHMLTBO
¢opmm "in bulk",
nepBUHHE Ta
BTOPUHHE
nakyBaHHs1,
KOHTPO/b SKOCTI,
TecTyBaHHA Ta
36epiraHHsa
npoTArom
3[iiCHEHHS
pocnigxeHns 3
cTabinbHocTi: JloTyc
dapmMacbloTUKas
Ko., NiTa., TaliBaHb;
BUPOBHUK,
BiANOBiAA/IbHWIA 32
BTOPUHHE
nakyBaHHs,
TecTyBaHHA Ta
BMNYCK cepil:
Papmagokc
Xenckea JIta.,
MansTta

TaliBaHb
MasibTa

TaiBaHb

noAaHHs HOBOro cepTudpikaTa BiAnoBigHOCTI EBponechkili
thapmakonei Ne R1-CEP 2009-394-Rev 03 ans gitouoi
peyoBuMHM BiHopenb6iHy Bif HOBOTrO BUPOGHYKA (JOMOBHEHHS)
Hubei Honch Pharmaceutical Co., Ltd., Kutali -
3anponoHoBaHo: Minakem High Potent, Benbris; Hubei Honch
Pharmaceutical Co., Ltd., Kutaii

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis: 3MiHu | Tuny -

peyenmom

3a

UA/8675/01/01

83.

BIPOKOMB

TabneTkn, BKPUTI
060/10HKOH0, M0 60
Tabnetok y
NIacTUKOBUX
donakoHax

CaH

dapmacboThK

an lHgacTpi3
Nimiteq

IHais

CaH
dapmMacbloTUKas
IHpacTpi3 Nlimiteq,

MasibTa

3MiHu Wwoao 6e3nekn/edekTUBHOCTI Ta hapMakoHarisgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX JaHuX Npo cucTemy
thapmakoHarnsgy (BBeAeHHs y3arasibHeHUX gaHnx npo
cuctemy hapmakoHarnfgy, 3mMiHa yrnoBHOBaXXeHOT 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHA hapMakoHarnsay; KOHTaKTHOI
0ocobu 3 hapmakoHarnsgy 3asBHVKa AN 34iCHEHHS
hapmMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA Bif,
YMNOBHOBaXXEHOT 0CO6U, BifNOBiAaNbHOT 32 34iACHEHHS
hapMakoHarnagy (BK/IoYatoumn KOHTaKTHI AaHi) Ta/abo 3MiHM y
pO3MilLeHHI MacTep-ghaiiia cucteMu papmakoHarnsgy) -
3MiHa YNOBHOBaXXEHOT 0CO6U 3asBHVKA, BigNoBigabHOI 3a
hapmakoHarnsg -
nponoHoBaHa pegakuis: Dr. Vivek Ahuja; 3MiHa KOHTaKTHUX
[aHnX YNOBHOBaXEHOT 0cobu, BiANOBiAaIbHOI 3a

dhapmakoHarning;

peyernmom
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

BBEJEHHS apecu MicLe3HaxoKeHHs MmacTep-cdaina
cucTeMun dpapmakoHarnsay; BBeAeHHs agpecu, ae
3AiiCHIOETLCSA OCHOBHA AiSNIbHICTb 3 dapMakoHarisay

84.

BITAMIH E -
CAHO®I

Kancysm M'siki no
100 mr Ne 30: no 30
Kancyn y dp1akoHi;
no 1 dpnakoHy B
KapTOHHIlA KOpooLi

TOB "CaHodpi-
ABEHTIC
YkpaiHa"

Ykpaina

AT "CaHeka
PapmacbloTikans"

Cnosaubka
Pecny6nika

BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 3MiHu | Tuny -
3MiHM 3 SIKOCTi. [OTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWI 3acib. 3MiHa ByAb-KOi YaCTUHM
maTepiasny NepPBUHHOT YNakoBKK, LLIO HE KOHTaKTy€e 3 FOTOBUM
nikapcbknM 3aco6oM (Hanpukiag Konip KpULLeyok 3
KOHTPO/IEM NEPLLOro BiAKPUTTS, KOMIP KOAOBMX Kinelb Ha
amnynax, KoHTeliHepa A1 ro/1oK (pi3Hi BUAy nnacrmacu)
(3miHa, fika He BN/IMBAE Ha KOPOTKY XapakTepucTuky
NiKapcbKoro 3acoby) - BHECEHHS 3MiH 40O MaTepianis
peecTpaujiiHoro gocke p. 3.2.P.7. Cuctema koHTeliHep/
3aKynopoBasIbHWI 3aci6: a came BUAaneHHs TOProBoi Mapku
«Zentiva» 3 kpuLkK. 3anponoHosaHo: PNO 57080/20-01
Closure PP with safety filler V-UZ-006/Z Zentiva logo on
closure: deleted. 3miHu | TNy - 3MiHK 3 siKOCTi. FOTOBWIA
nikapcbkuii 3aci6. Cructema KoHTelnHep/3akynoproBasibHUIA
3aci6. 3MiHa nocTavyanbHKKa NakyBasibHUX MaTtepianis abo
KOMMNIEKTYHOUMX (SIKLLO 3a3HAYEHO B [OCLE) (BUTYYEHHS
nocTayasibHVKa) - BHECEHHS 3MiH [0 MaTepiasis
peecTpaujiiHoro gocke p. 3.2.P.7. Cuctema koHTeliHep/
3aKynoploBasIbHWI 3aci6: a came BUNYyYEHHS NocTadvabHUKa
nakyBasibHNX Matepianis (kpuwkm) — OKULA.
3anponoHoBaHo: Producer of closure:

- Vinamet - Okula: deleted

6e3
peyenma

UA/3392/01/03

85.

BITAMIH E
200 -
CAHO®I

Kancynm m'siki no
200 wmr Ne 30: no 30
Kancyn y dpnakoHi;
no 1 donakoHy B
KapTOHHIlA KopoobLi

TOB "CaHoi-
ABEHTIC
YkpaiHa"

Ykpaina

AT "CaHeka
PapmacbloTikans"

CnoBaubka
Pecny6nika

BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis: 3MiHu | Tuny -
3MiHM 3 AKOCTi. [0TOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWi 3aci6. 3MiHa ByAb-AKOi YacTUHM
mMarepiany nepBMHHOI YNakoBKW, L0 HE KOHTaKTY€E 3 FOTOBUM
nikapcbkrM 3ac060M (Hanpuknag, Konip Kpuweyok 3
KOHTPO/IEM MEepLLOro BiAKPUTTA, KOMIP KOLOBYKX Kineub Ha
amnynax, KoHTeliHepa 4/1 roNokK (pisHi BUAy nnacTmacm)
(3miHa, sika He BN/IMBAE Ha KOPOTKY XapakTepucTuky
NiKapcbKoro 3acoby) - BHECEHHSA 3MiH 0 MaTepianis
peecTpaujiiHoro gocke p. 3.2.P.7. Cuctema koHTelHep/
3aKynopoBasTbHWI 3aci6: a came BUAaIeHHA TOProBoi Mapku
«Zentiva» 3 KpuLLkn. 3anponoHoBaHo: PNO 57080/20-01
Closure PP with safety filler V-UZ-006/Z Zentiva logo on
closure: deleted. 3minu | TMny - 3MiHK 3 SiKOCTI. [OTOBWIA
nikapcbkuii 3aci6. CructeMa KoHTelHep/3akynoproBasibHUIA
3aci6. 3miHa nocTavasibHMKa nakyBasibHUX MaTepianis abo
KOMMN/IEKTYIOUMX (SIKLLO 3a3HAYEHO B [OCHE) (BUTYUYEHHS
nocTavasibHVKa) - BHECEHHS 3MiH 40 MaTepianis
peecTpaujiiHoro gocke p. 3.2.P.7. Cuctema koHTeliHep/
3aKynoploBasIbHUI 3aci6: a came BUNYyYEHHS nocTadvasibHUKa
nakyBanbHUX matepianis (kpuwku) — OKULA.
3anponoHoBaHo: Producer of closure:

6e3
peyenma

UA/3392/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
- Vinamet - Okula: deleted
86. BITAMIH E Kancynu m'ski no TOB "CaHoi- YkpaiHa AT "CaHeka CnoBaubka BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | TUny - 6e3 UA/3392/01/02
400 - 400 mr Ne 30: no 30 ABeHTIC dapmacbloTikans" Pecny6nika 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkmii 3aci6. Cuctema peyenma
CAHO®I Kancyn y cpnakoHi; YkpaiHa" KOHTeliHep/3akynopoBaibHWi 3aci6. 3MiHa ByAb-AKOi YacTUHN
no 1 donakoHy B maTepiasy NepPBUHHOT YNakoBKK, LLIO HE KOHTaKTye 3 FOTOBUM
KapTOHHI KOpoobLyi nikapcbknM 3aco60oM (Hanpukiag Konip KpULLeyok 3
KOHTPO/IEM MEepLLOro BiAKPUTTA, KOMIP KOLOBYKX Kineup Ha
amnynax, KoHTeliHepa [/1s ro/10K (pi3Hi BUAy nnacTmacu)
(3miHa, siKa He BMN/IMBAE Ha KOPOTKY XapaKTepucTuky
nikapcbKoro 3acoby) - BHECEHHS 3MiH 40 MaTepianis
peecTpaujiiHoro gocke p. 3.2.P.7. Cuctema koHTeliHep/
3aKynoproBasibHWIA 3aci6: a came BUAAIEHHS 1OroTuUny
«Zentiva» 3 KpuLLKK. 3anponoHoBaHo: PNO 57084/20-01
Closure PP with safety filler V-UZ-005 Zentiva logo on closure:
deleted. 3miHun | TMNy - 3MiHK 3 AKOCTI. [OTOBWIA NiKapCbKUii
3aci6. Cuctema KoHTeliHep/3akyrnoproBanbHuii 3aci6. 3MiHa y
NepBUHHIA YNakoBLji rOTOBOrO JlikapCbKOro 3acoby (sikicHuii Ta
KiNbKiCHWI cknag) - Teepai Nnikapcbki )oOpMu -BHECEHHS 3MiH
[0 matepianis peecTpaduiiHoro goceke p. 3.2.P.7. Cuctema
KOHTelHep/ 3aKynoproBasibHWiA 3aci6: a came BuAaNeHHs
kpywkn HDPE. Kpuwka 3 maTepiany PP 3aniumwaeTtbcsa 6e3
3MmiH. 3anponoHoBaHo: Producer of closure: Vinamet
Material of cap: - PP - HDPE: deleted
87. BITAHIO TabneTkun, BKpUTI [Op. Binbmap HimeuunH | [p. Binbmap LliBa6e Himeuunna BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis: 3MiHu | Tuny - 6e3 UA/14378/01/01
NNiBKOBOIO LLiBa6e Mv6X i a vM6X i Ko. KI OHOBJ/IEHHSI TEKCTY MapKyBaHHS YNakoBKM JlikapCbKoro 3acoby peyenma
060/10HKO10, N0 200 Ko. KI 3 BHECEHHSAM iHdhopMaLii LWOA0 3a3HAYEHHS OAMHULLL
Mmr no 20 TabneTok y BMMIPIOBaHHSA y cucTeMi Sl; BHECEHHS 3MiHW 40 po34iny
6nicTepi; no 1 abo 2 «MapkyBaHHs» MKA /13 - 3anponoHoBaHo: MAPKYBAHHA
6nictepn B 3rifiHO 3aTBEPAXKEHOr0 TEKCTY MapKyBaHHSA
KapTOHHI/ Kopobui
88. BOAHKO po34uH Ans TOB "®apma YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - 6e3 UA/15006/01/01
NMEPOKCUA 30BHILLHBOrO Yepkac" Yepkac" 3MiHK 3 siKoCTi. FOTOBWIA Nnikapcbkuii 3aci6. Cuctema peyenma
3acTocyBaHHsA 3 %; KOHTeliHep/3akynoptoBasibHMIA 3aci6. 3MiHa po3Mipy ynakoBKu
no 100 mn, 200 mny roTOBOrO JliKapcbKoro 3acoby (3MiHa macu/o6'eMy BMiCTy
dhnakoHax KOHTeliHepa 6araTof030B0Oro JlikapcbKoro 3acoby ans
HenapeHTepasibHOro 3acTocyBaHHsA (abo 04HOA030BOrO0,
4acTKOBOro BUKOPWCTaHHS)) - BBEAEHHS 40AATKOBOr0 06’eMy
BMIiCTy KOHTeliHepa — no 200 mn (ml) y donakoHax, 6e3 3MiHn
NepBMHHOTO NakKyBaslbHOTO MaTepiasty Ta 3 BifnoBiAHMU
3MiHaMu [0 po3finy «YnakoBKa». 3MiHN BHECEHI B pO3fin
"YnakoBka'" B iHCTPYKLitO 4719 MEANYHOIO 3aCTOCYBaHHSA
NiKapcbKoro 3acoby y 3B"A3Ky 3 BBEJEHHAM 40AATKOBOIO
PO3Mipy YNakoBKW, SIK HAaCNifOK - 3aTBEPKEHHS TEKCTY
MapKyBaHHA A0AATKOBOI YNaKOBKU JTiKapCbKoro 3acoby
89. BOPMIN Tabnetkun gns Mini Xenckepe Benwvka IkcEnb IHAis BHECEHHS 3MiH [0 peecTpaLiiiHMX maTepiasiB: TEXHIYHA 3a UA/6434/02/01
XyBaHHs rno 400 wr, Nimiten BpuTaHis Na6opaTopiec lMBT. nomusika (3rigHo Hakasy MO3 Big, 23.07.2015 Ne 460); peyenmom

no 1 a6o 3 Tabnetkm
y 6nicTepi; no 1

nra., IHais; Menpo
dapmacboTHKaNc

BunpaBneHo TEXHIYHY MOMUIKY Y TEKCTi MapKyBaHHS
NepBUHHOT YNaKoBKM NIKAPCbKOro 3acoby. 3anpornoHoBaHo: 3.
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY

(nikapcbka ¢hopma,

ynakoska)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

6nicTepy B ynakoBLi
3 KapTOHY

MpiBat NimiTeq,

HOMEP CEPIi IKAPCbKOIO 3ACOBY HaHOCUTbLCS;
4. BATA 3AKIHYEHHA TEPMIHY NPUOATHOCTI
HaHoCUTbLCA
fAara BUroTOB/IEHHS HAHOCUTLCA. 3a3HayeHe BUNpPaB/IeHHs
BiANOBigae MaTepianaMm peecTpauiiiHoro Aockbe

90.

FANCTEHA®

Tabnetkn no 12

Tabnetok y 6nictepi;

nol, 2,3 a6o4
6nictepn y
KapTOHHIA Kopoo6Li

Pixapa
BitTHep Al

AscTpis

Pixappg, BittHep Al

AscTpist

BHECEHHS 3MiH [0 peecTpavuiiHiX maTtepianis: 3MiHu | Tuny -
BHeCeHHS 3MiH o Po3ginis 3.2.P.3.4.1 Pre-potentisation-
mixture (PPM 1), 3.2.P.3.4.2 Tablet base, a came, i3
cneundikauii B NpoLeci BUPOGHMLTBA rOTOBOTO /1iKapCbKOro
3aco6y BUIyHa€ETbCA 3acTapiivii nokasHUK «Cmak»; 3MiHu |
TUNY - OHOB/IEHHA aApPEeCH BUPOGHMKA MaTPUYHOT HACTOMKN
(Herbamed AG, Switzerland) gns gitoyoi pevoBuHm Carduus
D1, 6e3 3MiHu MicLsa BUPOBGHNULTBA; 3MiHM | TUNY - OHOBNEHHSA
afpecy BUPOGHMKa MaTpUYHOi HacToikn (Herbamed AG,
Switzerland) ans gitouoi pevosnHn Taraxacum D6, 6e3 3MiHU
MiCL BAPOOHMLITBA; 3MiHW | TUMY - OHOB/IEHHSA afpecu
BMPOGHUKa MaTpuyHoi HacToliku (Herbamed AG, Switzerland)
0ns gitodoi peyosnHu Chelidonium D6, 6e3 3MiHn Micus
BMPOGHMLITBA; 3MiHW | TUMY - OHOBMIEHHA aApecy BUPOOHMKa
MaTtpuyHoi HacTolikn (Herbamed AG, Switzerland) ans giroyoi
peyosuHu Natrium sulfuricum D12, 6e3 3miHu micus
BMPOGHMLITBA; 3MiHW | TUMNY - OHOBMIEHHA aApecy BUPOOHMKa
MaTtpuyHoi HacTolikn (Herbamed AG, Switzerland) gns giroyoi
peyoBuHM Phosphorus D12, 6e3 3MiHW Micus BUpO6HULITBA

6e3
peyenma

UA/10024/01/01

91.

FEKCOCENT
®

cnpeii ons poToBoi
NopoXxHuHN 0,2 %
no 25 r y 6asoHi; no
1 6anoHy y navui 3
KapToHY

AT "Ctoma"

YkpaiHa

AT "Ctoma"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3MiHu | Tuny -
3MiHK 3 sIKOCTi. FoTOBMIA Nikapcbkuii 3aci6. KOHTPOsb rOTOBOrO
nikapcbKoro 3acoby (iHLwi 3MiHN) - HagaHHS KOPeKTHWX
nocwaaHb Ha ity pegakuiio APY B Cneumdikauii Ta
MeTogax koHTposto 13 3a nokasHukamu «laeHTudikadis»,
«pH», «BunpobyBaHHs NakyBaHHs», «BigHOCHa ryctuHa,
«CynpoBigHi AoMmilLkm», «MikpobionoriyHa YncToTax,
«KinbkiCHe BU3HAYEHHS», a TakoX He3HauHi NpaBKn TEXHIYHOTO
XapakTepy (pegakuiiHi) y Cneuudpikauii Ta MeTogax
KOHTpO/t0 skocTi /13 6e3 3MiH KpUTepiiB NPUAHATHOCTI Ta
aHaNiTUYHNX MEeTOAMK

6e3
peyenma

UA/7900/01/01

92,

FEKCOCENT
®

cnpeli gns poToBOi
NopoXHuHY 0,2 % in
bulk: no 25ry
6as10Hi; no 240
6asIoHIB B SALLMKY

AT "Ctoma"

YkpaiHa

AT "Ctoma"

YKpaiHa

BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasiB: 3miHu | Tuny -
3MiHK 3 SKoCTi. FoTOBMIA Nikapcbkuii 3aci6. KOHTposb roToBOro
NikapcbKoro 3acoby (iHLWi 3MiHK) - HagaHHSA KOPeKTHUX
nocwaaHb Ha gitovy pegakuiio AdY B Cneumndikauii Ta
MeTogax koHTporto 13 3a nokasHukamu «laeHTudikadis»,
«pH>», «BUNpobyBaHHsi NakyBaHHs», «BigHOCHa ryctuHa,
«CynpoBigHi AoMiLKn», «Mikpo6iosioriyHa YncToTa,
«KinbkKicHe BU3HaYeHHS», a TakoX He3HauHi NpPaBku TEXHIYHOTO
xapaktepy (pefakuiiiHi) y Cneuudikadii Ta MeTogax
KOHTPO0 SIKOCTi /13 6e3 3MiH KpUTepIiiB NPUAHATHOCTI Ta
aHaniTMYHUX MeToaMK

UA/16486/01/01

93.

FEHCYNIH
M30

cycneHsis ans

iH'ekuin, 100 O4/mn;

BIOTOH C.A.,
MonbLa

Monbwa

BUPOBHUK,
BiNoBiAa/IbHWIA 32

MonbLwa

BHECEHHSA 3MiH 10 pPeECTpaLiiiH1X maTepianis: 3miHu | Ty -
3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta dhapmakoHarnsay (iHwi

3a
peyenmom

UA/1978/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
no 10 mny BMPOGHMLTBO, 3MiHN) - BHeceHHs 3miH go po3giny “MapkyBaHHs” MKA N13:
CKNAHOMY (p1aKOHi; nepBuHHE i 3arsepaxeHo: MAPKNPOBKA. TekCcT MapKupoBKKu
no 1 donakoHy B BTOPUHHE npunaraeTcs.
KapTOHHI/ nayuj; no nakyBaHHs, 3anponoHoBaHo: MAPKYBAHHSA. 3rigHo 3 3aTBEpAXEHUM
3 MN B KapTpuAXi; KOHTPONb Ta BUMYCK TEKCTOM MapKyBaHHsl. OHOBNEHHS TEKCTY MapKyBaHHS
no 5 kaptpugxis y cepi: YyNaKoBKM NiKapCbKoro 3acoby 3 BHECEHHAM iHhopmaLii woao
6nicTepi; no 1 BIOTOH C.A., 3a3Ha4YeHHs OAVHMLb BUMIPIOBaHHSA y cnuctemi Sl. BBefeHHs
6nictepy B MonbLya; BUPOGHMK, 3MiH NPOTAroM 6-TW MICALIB NiCNA 3aTBepAKEHHS
KapTOHHIA navui BiiNOBIgaNbHUIA 3a
KOHTpO/b cepii:
IHCTUTYT
BiotexHonorii Ta
AHTUGIOTHKIB,
MNonblua
94, FEHCYNIH P PO3YNH AN5 iH'EKLIN, BIOTOH C.A. Monba BMPOGHUK, MonbLa BHECEHHS 3MiH [0 peecTpaviiHiX maTtepianis: 3MiHu | Tuny - 3a UA/1613/01/01
100 O4/mn; no 10 BiANOBiAA/IbHWIA 3a 3MiHM Wopao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHwi peyenmom
M1y CKISiHOMY BUPOBHULTBO, 3MiHW) - BHeCeHHS 3MiH 0 po3ainy “MapkyBaHHsA" MKA N13:
thnakoHi; no 1 NepBUHHE i 3arsepakeHo: MAPKPOBKA. TekcT MapKupoBKu
donakoHy B BTOPUHHE npunaraetcs.
KapTOHHI/ naywj; no nakyBaHHs, 3anponoHoBaHo: MAPKYBAHHSA. 3rigHo 3 3aTBEpoKEHUM
3 M1 B KapTpuaXi; KOHTPO/b Ta BUMYCK TEKCTOM MapKyBaHHS. OHOB/IEHHS TEKCTY MapKyBaHHS
no 5 kapTpuaxis y cepii: YMakKoBKM NiKapcbKoro 3acoby 3 BHECEHHSAM iHhopMaL,i Lwoao
6nictepi; no 1 BIOTOH C.A,, 3a3HayvYeHHs O4MHYLb BUMIPIOBaHHSA Y cuctemi Sl. BBeeHHsS
6nictepy B MonbLya; BUPOGHMK, 3MiH NPOTAroM 6-TW MiCALB NicNs 3aTBEPAXEHHS
KapTOHHI navu,i BiANOBiAA/IbHWIA 32
KOHTPO/b cepii:
IHCTUTYT
BioTexHonorii Ta
AHTNGIOTUKIB,
MNonblua
95. FENACON® pO34uH N8 iHQY3ild; "Xemodhapm" Pecny6nik KOHTPO/b SKOCTI, Pecny6nika BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3MiHu | Tuny - 3a UA/3514/01/01
HEO 8% no 500 mny ALl a Cepbist BMNYCK cepil: Cepbis/ AZMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo agpecu peyenmom
nAsLwKax "Xemodpapm" ALl YopHoropis 3asBHYVIKa (BNacHVKa peecTpauiiHoro NocBig4eHHs) - 3mMiHa
Pecny6nika Cep6is; Ha3BW KpaiHu 3asBHuka '/13. BBeeHHA 3MiH NpOTAroM 6
BUPOGHMLTBO MicALiB nicna 3aTBepMKeHHS. 3MiHu | Tuny - AAMiHICTpaTMBHI
Hepo3chacoBaHo| 3MiHW. 3miHa HaliMeHyBaHHA Ta/abo agpecu micus
NpoAayKuii, nepBnHHa NPOBaXEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa roToBoro
Ta BTOPUHHA nNiKapcbKoro 3acoby, BKIOUaUM AilbHULI BUNYCKY cepii abo
ynakoBKa, KOHTPO/1b MicLe NPOBeAEHHS KOHTPOIO SKOCTI. (4isNbHICTb, 3a Ky
SAKOCTI: BiANOBIAa€e BUPOGHMK/IMNOpTep, BKIOUaUM BUMYCK Cepiid) -
XeMOMOHT 4.0.0., 3MiHa Ha3Bu KpaiHu BMpobHuka M3, BiANOBiAaIbHOIO 3a
YopHoropis KOHTPO/b SKOCTi, BUMYCK cepii, 6e3 3MiHu MicLsa BUPO6HMLTBA.
BBeAeHHSA 3MiH NPOTAroM 6 MicAUiB NiC/A 3aTBEPAKEHHS.
96. TO3EPENIH imnnaHTat no 3,6 mr 3eHTiBa, K.C. Yecbka BMPOBHULTBO "in HimeuunHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianiB: 3MiHa 3asBHUKA 3a UA/15570/01/01
3EHTIBA no 1 imnnaxTary y Pecny6nik bulk", nepBrHHe Ta (BnacHvKa peecTpauiiHoro noceig4eHHs) (3rigHo Hakasy MO3 peyenmom
Lwnpuuy-annikaropi a BTOPVHHE Big, 23.07.2015 Ne 460). 3MiHM BHECEHI B iHCTPYKLitO A1
(wnpuu-annikatop nakyBaHHs, MeAMYHOro 3acTocyBaHHA J13 y p. "3adaBHUK",

CKNafiaeThes 3

KOHTPO/b Cepii,

"MicLe3HaxoMpKeHHs 3asBHMKA Ta aJpeca Miclis NPoBapKEHHSI
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

noniMmepHoro
Kopnycy 3 TpumMayem
Ansa iMnnadTary,
oMKV Ta NOPLUHS);
no 1 wnpuuy B
nakeTuky; no 1 abo
3 nakeTukn y
KapTOHHI navwi

BignoBigae 3a
BMNYCK cepil:
AMB 'm6X,
HimeuunHa;

Mikpo6iosioriuHe
TeCTyBaHHS:
€BpochiHC
Bio®apma MpopgakT
TecTiHr MioHxeH
v6X, HimeuunHa;
cTepunisauis:
CuHepaxi Xeanc

Annepcxay3eH

vm6X, HimeuunHa;
cTepunisauis,
MikpobiosoriyHe
TecTyBaHHS:
Bb®
CrepiniseiiluHcepB.i3
v6X, HimeuunHa

0ro AisanbHOCTI. BBEAEHHS 3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPMKEHHS; 3MiHW | TURY - 3MiHK Woao
6e3nekn/edhekTUBHOCTI Ta papMakoHarnsay. BeeaeHHs abo
3MiHW [0 y3arasibHeHNX AaHuX Npo cuctemy apmakoHarisgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cucTemy
thapmakoHarnagy, 3miHa ynoBHOBaXeHOoi ocobu,
BiANOBIAaUIbHOI 3a 34iiCHEHHS hapMakoHarnsay; KOHTaKTHOI
0cobu 3 hapMakoHarnsay 3asBHVKa oSt 34iCHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Bif,
YMOBHOB&XeHOT 0cobu, BiANOBiAaNbHOT 3a 34iACHEHHS
hapmMakoHarnagy (Bk/1tovatoUum KOHTaKTHI AaHi) Ta/abo 3MiHW Y
pOo3MilLeHHI MacTep-haiina cucteMu chapmakoHarnsgy) -
3MiHa YNOBHOBaXXEHOT 0COOM 3asiBHUKA, BiAMOBIAA/IbHOI 3a
hapmakoHarnag. Aitoya pegakuis: CopiHa fliaHa Mato / Sorina
Liana Paiu, MD. MNMponoHoBaHa pegakuis: /iiogmuna dininosa,
MD / Ludmila Filipova, MD. 3miHa KOHTaKTH/X AaHNX
YNOBHOB&XEHOT 0CO6MU, BiANOBIAaNbHOI 3a thapMakoHarniag,.
3MiHa KOHTaKTHMUX AaHnX KOHTaKTHOI 0CObM YNOBHOBaXEHOT
0co6u 3asBHMKA, BiANOBIAA/ILHOI 3a hapMakoHarnsg, B
YkpaiHi. 3MiHa MicLe3HaxoMKeHHs1 MacTep-chalina Ta ioro
Homepa. 3MiHa MicLUsl 34iiCHEHHS! OCHOBHOT AisfIbHOCT 3
hapmakoHarnsgy; 3miHu | Tuny - AAMiHICTpaTVBHI 3MiHW.
3MiHa Ha3BM NiKapcbKoro 3acoby - 3MiHV BHECeHI LWo40 Ha3Bu
N3. 3atBepxeHo: TO3EPE/IIH A/IBOMEH (GOZERELIN
ALVOGEN) 3anponoHosaHo: TO3EPE/IIH 3EHTIBA
(GOZERELIN ZENTIVA) BBefeHHS 3MiH NpOTAroM 6-Tu
MicsLiB MiCNsA 3aTBEPAKEHHS

97.

FO3EPENIH
3EHTIBA

imnnaHTar no 10,8
Mr no 1 imnnaHTaty
y winpuy-
annikartopi (wnpwvu-
annikatop
CKNafjaeTbes 3
noniMmepHoro
Kopnycy 3 TpuMayem
Ans iMnnadTary,
oMKV Ta NOPLUHS);
no 1 wnpuuy B
nakeTuky; no 1 abo
3 nakeTukn y
KapTOHHI nauui

3eHTiBa, K.C.

Yecbka
Pecny6nik
a

BMPOGHMLTBO "in
bulk", nepsrHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPONb cepil,
Bignosigae 3a
BWMYCK Cepil:
AMB 'm6X,
HimeuunHa;
MikpobiosoriyHe
TecTyBaHHS:
€spochiHC
Bio®apma MpogakT
TecTiHr MioHxeH
'M6X, HimeuunHa;
cTepunisauisi:
CuHepxi Xeanc
Annepcxay3eH
m6X, HimeuunHa,;
cTepunisauis,
MikpobiosnoriyHe

HimeuunHa

BHECEHHS 3MiH 10 peecTpaLiiiHuX maTepianiB: 3MiHa 3asBHMKa
(BnacHvKa peecTpaLiiHoro noceigyeHHs) (3rigHo Hakazy MO3
Big 23.07.2015 Ne 460). 3MiHM BHECEHI B iHCTPYKLUit0 4115
MeAMYHOro 3acTocyBaHHA J13 y p. "3aaBHUK",
"Micue3HaxopKeHHs 3asiBHVKa Ta afpeca MicLisi NPOBaKeHHS
oro gisanbHOCTI. BBEAEHHS 3MiH NPOTArom 6-Tu Micauis nicns
3aTBEPKEHHS; 3MiHW | TUNY - 3MiHK WoAo
6e3nekun/edheKTUBHOCTI Ta hapMakoHarnsgy. BeeaeHHs abo
3MiHM [0 y3arasibHEHNX AaHWX NMPo cuctemy dpapmakoHarnsagy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cuctemy
thapmakoHarnsgy, amMiHa ynoBHoOBaXeHOoT ocobu,
BiANOBIA&/IbHOI 3a 34iiCHEHHA hapMakoHarnsay; KOHTaKTHOI
0cobu 3 hapMakoHarnsgy 3asBHVKa AN 34iCHEHHS
hapMakoHarnagy B YkpaiHi, AKLWO BOHa BigMiHHA Bif,
YNOBHOB&XeHOT 0CObM, BifNOBIAaNbHOT 3a 34iACHEHHS
thapmakoHarnsgy (Bk/ouatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
PO3MilLEeHHI MacTep-ghaiina cucteMu papmakoHarnsgy) -
3MiHa YyNnoBHOBaXXeHOI 0CcOobM 3asiBHMKA, BiAMOBIAa/IbHOI 3a
thapmakoHarnag. fitova pegakuis: Copiva fliaHa Mato / Sorina
Liana Paiu, MD. MNMponoHoBaHa pegakuis: /iiogmuna dininosa,
MD / Ludmila Filipova, MD. 3miHa KOHTaKTHVX AaHnX

3a
peyenmom

UA/15570/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
TecTyBaHHS: YNOBHOBaXXeHOi 0cobu, BiANOBIfaUTbHOT 3a hapmakoHarnag,.
BB® 3MiHa KOHTaKTHUX JaHWUX KOHTaKTHOI 0CO6U YNOBHOBaXEHOT
CrepinizelillHcepBi3 0cobu 3asBHMKA, BiANOBIAA/IbHOI 3a thapMakoHarnsag, B
v6X, HimeuunHa YkpaiHi. 3mMiHa MicLe3HaxomkeHHss MacTep-halina Ta noro
HoMepa. 3MiHa MicLs 3AiACHEHHSI OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsgy; 3miHv | Tuny - AAMiHICTPaTUBHI 3MiHW.
3MiHa Ha3BM NiKapCbKoro 3acoby - 3MiHM BHECEHI 040 Ha3BM
N3. 3atBepxeHo: TO3EPE/IH A/IBOMEH (GOZERELIN
ALVOGEN) 3anponoHosaHo: TO3EPE/IIH 3EHTIBA
(GOZERELIN ZENTIVA) BBeeHHS 3MiH NpoTArom 6-Tu
MicALiB Micna 3aTBepAKEHHs
98. FPAHY®IHK® | kancynu TBepai no TOB Ykpaina Owmera dPapma HimeuunHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasis: 3miHu | Tuny - 6e3 UA/16190/01/01
MPOCTA 10 kancyny «MEPPIFO MeHblodhekyepiHr 3MiHM 3 SKOCTi. F0TOBWIA NiKapCbkuii 3aci6. 3MiHM y peyenma
6nictepi; no 3 abo YKPAIHA» m6X i Ko. KI BMPOGHULTBI. 3MiHa iIMNopTepa/3MiHK, LLIO CTOCYIOTLCA
15 6nictepiB y BUMYCKY Cepii Ta KOHTPO/I0 SKOCTi FOTOBOrO NMiKapCbKOro
KapTOHHI ynakoBL,i; 3acoby (3amiHa abo AofaBaHHA AifbHULI, Ha Kl
no 20 kancyny 3[iCHIOETLCSI KOHTPO/IL/BUNPOGYBAHHS Cepii) - BHECEHHS
6nicTepi; no 3 abo 6, 3MiHM 40 MaTepianiB peecTpauiiHoro gocke ( po3giny
abo 10 6nicTepiB y 3.2.P.3.1 Bupo6Huk(1)), a came - gogaBaHHs GinbHULI BAV
KapTOHHIiA ynakoBL,i Institute for Hygiene and Quality Assurance GmbH
(Microbiological QC testing site) 3a agpecoto Hanns-Martin
Schleyer-Str. 25 77656 Offenburg Germany
99. FPAHY®IHK® | kancynu TBepai no TOB YkpaiHa Owmera dapma HimeyunHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | TUny - 6e3 UA/16225/01/01
YPO 10 kancyny «MEPPIFO MeHbtoghekyepiHr 3MiHK 3 AKOCTi. F0TOBUIA NiKapCbkuniA 3aci6. 3MiHW y peyenma
6nicTepi; no 5 YKPAIHA» vM6X i Ko. KI BMPOGHMLTBI. 3MiHa iMnopTepa/3miHu, LLIO CTOCYTbCA
6nictepiB y BMNYCKY cepii Ta KOHTPOIO SKOCTi FOTOBOrO NiKapCbKoro
KapTOHHI/ ynakosLi; 3aco6y (3amiHa abo AofaBaHHA AifIbHUL, Ha Kl
no 20 kancyny 3[iCHIOETLCS KOHTPO/L/BUNPOGYBaHHS Cepii) - BHECEHHS
6nictepi; no 5 a6o 8 3MiHM fO MaTepianis peecTpadiiHoro gocke ( po3ainy
6nicTepiB y 3.2.P.3.1 Bupo6HuK(1)), a came - gogasaHHs AinbHULI BAV
KapTOHHIA ynakoBL,i Institute for Hygiene and Quality Assurance GmbH
(Microbiological QC testing site) 3a agpecoto Hanns-Martin
Schleyer-Str. 25 77656 Offenburg Germany
100. | TPUNAYT NopoLUoK AN €BPO IHais ®AC Nimvitep, IHais BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3MiHu | TUny - 6e3 UA/15361/01/01
FAPSIUMIA OpasibHOro Po3ynHy NANDKEP 3MiHM Woao 6e3nekn/eheKTMBHOCTI Ta hapmakoHarnsaay. peyenma
HAMIA no 6 r y nakeTuky; MPAMBIT BBegeHHs abo 3MiHM A0 y3ara/lbHEHUX JaHKX NPO cUcTeMy
no 10 nakeTukiB y NIMITEL, thapmakoHarnagy (BBefeHHs y3arasibHeHUX JaHux Npo

KapTOHHi KOpO6L

cucTemy thapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobu,
BigNoBiAa/IbHOI 3a 34iICHEHHST hapMakoHarnsay; KOHTakTHOT
0cobu 3 hapMakoHarnsay 3asaBHVKa oNs 34iCHEHHS
thapmakoHarnagy B YKpaiHi, K0 BOHA BigMiHHA Bif,
YMOBHOBaXXEHOI 0COOM, BifnoBigaIbHOI 3a 34iACHEHHS
thapmakoHarnsgy (Bk/ouatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3MilLeHHI MacTep-haiina cucteMu chapmakoHarnsgy) -
3MiHa YNOBHOB&XXEHOT 0CO6U 3as1BHMKA, BifgnoBigasibHOI 3a
thapmakoHarnag,.
MponoHoBaHa pepakuisi: Benikosa CaiTnaHa MuxaiinisHa.
3MiHa KOHTaKTHMX AaHKX YNOBHOBAXEHOI 0COOU 3asBHNKA,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
BiANOBIAa/IbHOI 3a hapMakoHariaa. 3MiHa Micus 34iCHEHHS
OCHOBHOI AisNbHOCTI 3 hapmakoHarnsgy. 3MmiHa
MiCLLe3HaxX0MKEHHSI MacTep-halina cuctemy papmakoHarisgy
101. | TPUNOUUTP | nopoLuok ans ToBapuncTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 3MiHu | Tuny - 6e3 UA/11498/01/01
OH KIAC OpaibHOro Po3ynHy; 06MeXeHOo 06MeXeHo 3MiHa HaliMeHyBaHHs Ta YTOYHEHHSI aapecy BUPo6HuKka AdI peyenma
NMMOH no 4 r NopoLLKy B BiANOBIAA/TbHI BiANOBIA&NBHICTIO (MapaueTtamon), 6€3 3MiHW MicLsA BUPO6HMLITBA
naketi; no 5 a6o 10 CTIO "®apmavneBTUYHa
nakeTiB y KOpo6L,ji «®apmaueBTu KomnaHis "3gopos'a”
YHa KOMNaHis
«300pOB’A»
102. | rePMNoOUNTP NopoLUoK ANs ToBapucTso 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | Tuny - 6e3 UA/1470/01/02
OH ®OPTE OpasIbHOro PO34NHY 06MEXEHOI0 06MeXeHo 3MiHa HalilMeHyBaHHS Ta YTOUYHEHHS agpecy BUpobHuka Ad| peyernma
no 4,0 r NopoLuky B BignoBsiganbHi BifNOBIAA/IbHICTIO (MapaueTtamon), 6e3 3MiHK MicLs BUPOGHULITBA
nakeTi; no 10 CTIO "®apmaueBTnyHa
nakeTiB y KapTOHHIi "papmaneBTu KOMMaHis
Kopoobui YHa KOMMaHis "3p0poB'a”, YkpaiHa
"3popos'a”,
YKpaiHa
103. | rePMnounTP NopoLUoK AN ToBapucTso 3 YkpaiHa ToBapucTBO 3 ToBapucTBO BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - bes UA/10174/01/01
OH XOT OPa/ILHOIO PO3UNHY obmexeHoto 06MexeHo 3 3MiHa HaliMeHyBaHHS Ta YTOYHEHHS aapecy BUpobHuKka Ad| peyenma
NTMMOH no 4,0 r NopoLKky y BignoBigasIbHi BiANOBIAA/TbHICTIO 06MEXEHOI (MapaueTtamorn), 6e3 3mMiHN MicLst BUPOOHMLTBA
nakerti; no 5 abo no CTIO "®apMaueBTUYHaA Bignosigans
10 nakeTiB y "PapmavueBTu KoMnaHis "340poB'sa HiCTtO
KapTOHHI KOpooLyi YHa KOMMaHis "®hapmaueBT
"3popos'a”, nyHa
YKpaiHa KOMNaHis
"340poB'A
104. | AANAUVH Kpem BariHanbHWi1 2 MOAN3EP CWA dapmais i AnKOH CWA BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | Tuny - 3a UA/1903/02/02
MIXBOBUN %; no 20 r y Ty6i; no IHK. Komnawi /INC 3MiHW 3 AKOCTi. MeaguuHi NpucTpoi. 3miHa NPUCTPOIB ANS peyenmom
KPEM 1 Ty6i pasom 3 3 BMMIpPIOBaHHS 4,031 abo BBEAEHHS NiKapCbKOro 3acoby
annikatopamv B (mopaBaHHA ab0 3aMiHa NPUCTPOID, SKUIA HE € HEBIA'EMHOIO
KapTOHHilA KOpO6L 4aCTUHOK NEPBUHHOT ynakoBku) - MpucTpild, akunii mae CE-
MapKyBaHHs1 - BHECEHHS 3MiH 0 MaTepianiB peecTpauiiHoro
nocbe, o p. 3.2.P.7. Cuctema KoHTeliHep/ 3aKynoptoBasibHUIA
3aci6 a came: 3aMiHa BUMIpOBas1IbHOro NPUCTPOLO ansikaTopa,
wo Brmoyae Homep Notified Body (NB) «0086» Ha
eKBiBa/IEHTHWIA BUMIpHOBasIbHUIA NPUCTPIN anslikaTopa, skuii
BK/THO4AE OHOBMEHWI HoMep (NB) «2797». AkicHuil Ta
KiNbKICHWI CKNag, BUMIpOBa/IbHOTO MPUCTPOIO ansiikatopa Ha
3MIHIETLCA. BMiptoBanbHWiA NpUCTpili annikatopa
yMakoBYETLCS pa3oM 3 FOTOBVM NPOAYKTOM i BK/HOYaE
MapkyBaHHs cepTtudikauii (CE) Ta MapkyBaHHS HOMEPHOro
opraHy.
105. | AEAKYPA® Tabnetkn no 5 mr; TOB «MIBE YkpaiHa Mmi6e MM6X HimeuunHa BHECEHHS 3MiH 0 peecTpauiiHux maTtepiani: 3MiHa 3asiBHMKa 6e3 UA/11339/01/01
no 50 a6o no 100 YKPAIHA» ApuHaiimiTTens (BnacHvka peecTpauiiHoro noceigyeHHs) (3rigHo Hakasy MO3 peyenma

Tabnetok y hNakoHi;
no 1 diakoHy y

Bifg 23.07.2015 Ne 460); 3MiHuM | TUNY - 3MiHK WOA0
6e3nekn/eddekTVBHOCTI Ta dapMakoHarnsay. BeegeHHs abo
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KapTOHHIW navu,i 3MiHM [0 y3ara/ibHEHUX AaHuX MPo cuctemy dpapmakoHarnsagy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cucTemy
thapmakoHarnagy, 3miHa ynoBHOBaXeHOoi ocobu,
BiANOBIA&UIbHOI 3a 34iiCHEHHS hapMakoHarnsay; KOHTaKTHOI
0cobu 3 hapMakoHarnsay 3asaBHVKa oNst 34iCHEHHS
thapmakoHarnagy B YKpaiHi, K0 BOHA BigMiHHA Bif,
YMOBHOB&XeHOT 0cobu, BiANOBiAaNbHOT 3a 34iACHEHHS
hapmMakoHarnagy (Bk/tovatoUumn KOHTaKTHI AaHi) Ta/abo 3MiHW Y
po3MilLeHHI MacTep-haiina cucteMu chapmakoHarnsgy) -
3MiHa YNOBHOBaXXEHOT 0COOM 3asiBHUKA, BiAMOBIAA/IbHOI 3a
thapmakoHarnag. ditova pegakuis: Petra Gerecke.
MponoHoBaHa pepakLisi: Heuali Mapis MaeniBHa. 3miHa
KOHTaKTHUX AaHnX YyNOBHOBaXKEHOI 0COOU 3asBHUKA,
BiANOBIAa/IbHOI 3a hapMakoHariaa. 3MiHa Micus 34iiCHEHHS
OCHOBHOI fifi/IbHOCTI 3 (hapmakoHarnsagy. 3miHa
MiCLIe3HaxX0MKEHHS1 MacTep-ghaiina Ta ioro Homepa
106. | AEKAMEBIT® | Tabnetku, BKpUTI AT YkpaiHa AT "KNIBCbKWN YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu |l Tuny - 6e3 UA/4850/01/01
nNiBKOBOIO "KNIBCbKWM BITAMIHHWA 3MiHKM 3 AKOCTi. A®l. BUpo6bHMLTBO. 3MiHA NOB’sA3aHa 3i 3MiHO0 peyenma
060/10HKOHD; Mo 10 BITAMIHHUIA 3ABO4" BVMPOGHMYOT AibHUL Bif BXe 3aTBEPAXEHOr0 BUPO6HUKA
Tabnetok y 6nictepi; 3ABO4" Tiaminy rigpoxnopugy «Huazhong Pharmaceutical Co., Ltd.»,
no 2 6nictepu y China; 3anponoHoBaHa B1pobHuya ginbHuusa: No. 118
nauuj Xianshan Road, Xiangyang City, Hubei Province). Cy6cTaHuis
TiamiHy rigpoxnopuvz, 3 HOBOI Ta 3aTBepKEHOT BUPOBHNUNX
OiNbHULB Mae CyMipHi cnoci6é BMpobHULTBA Ta ONMC MeToay
CUHTE3Yy.
107. | AEUNCAH niodpinizat ana CaH IHAis CaH PiHNAHAiA BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | TUny - 3a UA/17360/01/01
pO3yYuHy Ans dapmacbloTUK PapmacboTnKas 3MiHM LWOAO 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. peyenmom
iHcpysiii no 50 mr 1 an lHpacTpi3 IHpacTpi3 /ITg, BBefeHHs1 ab0 3MiHM [0 y3arasibHEHUX AaHVX NPO cucTemy
onakoH 3 Nimiten hapmakoHarnagy (BBe4eHHS y3arasibHeHUX AaHuX Npo
nioghinizatom y cuctemy dhapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOi 0cobu,
KOMMAekTi 3 1 BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay; KOHTakTHOI
onakoHoM 3 0ocobu 3 hapMakoHarnsay 3asaBHVKa oist 34iiCHEHHS
PO3UYMHHMKOM (Kanito thapmakoHarnsgy B YKpaiHi, K0 BOHa BigMiHHA Bif,
avrigpodpocdar, YMOBHOBaXeHOT 0cobu, BigNoBiAaNbHOT 3a 34iACHEHHS
HaTpito rigpokcna, hapmakoHarnagy (BK/1ovatoum KOHTaKTHI AaHi) Ta/abo 3MiHW Y
BOAA ANS iH'EKLiN) po3MilLEeHHI MacTep-ghaiina cuctemu papmakoHarnagy) -
no 10 mny 3MiHa YNOBHOBaXEHOI 0CO6U 3asBHIKA, BigNoBiganbHOT 3a
KapTOHHIlA KopooLi hapmakoHarnsag -
nponoHoBaHa pegakuis: Dr. Vivek Ahuja; 3MiHa KOHTaKTHUX
[OaHnX YNOBHOBaXEHOI 0cO6U, BiANOBIAA/IbHOI 3a
thapmakoHarnsg; efeHHs aapecu MiCLe3HaxoMKeHHs MacTep-
thaiina cuctemun chapmakoHarnisgy; BBeAeHHs agpecu, ae
3[iAiCHIETLCSA OCHOBHA AiSNbHICTL 3 hapmakoHarisay
108. | LHKANIAEC® BHYTpIiLLHbOMATKOBa Baiiep Oy PiHNAHAiA Baviep Oy PiHNAHAIA BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3miHu Il Tuny - 3a UA/13283/01/01
cuctema 3 3MiHM WoA0 6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsagy. peyenmom

NleBOHOPrecTpesiom
no 13,5 wmr;
BHYTPILUHbOMATKOBA

3MiHa y KOpOTKili XapakTepucTuLji NikapCcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLii N5 MeANYHOro 3aCTOCyBaHHA Ha
NigCcTaBi peryisipHo OHOBJ/IKOBAHOIO 3BITY 3 6e3nekn
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
cuctema, nikapcbkoro 3acoby, abo AocnifpkeHb 3 6e3nekn 3acTocyBaHHSA
BCTaHOB/IEHa Ha nikapcbKoro 3acoby B nicnapeecTpaviinHunii nepiog, abo sk
BEPXHiil YacTuHi pe3ynbTaT OLiHKM 3BITY 3 AOCAISKEHb, NPOBEAEHNX BifNoBigHO
npucTpoto Ans [0 nnaHy negiatpuyHux gocnimkenb (PIP) (iHWi 3mMiHKW) - 3MiHKW
BBEJEHHs, 3anasHa BHECEHO A0 iHCTPYKLiT 415 MeANYHOro 3aCTOCYBaHHS
B OKpPEMOMY nikapcbkoro 3acoby Ao posainy "MobiyvHi peakuii woao
6nicTepi; no 1 OHOBJ/IEHHS iH(hopMaL,ii 3 6e3nekn. BBegeHHs 3MiH NpoTsArom
6nictepy B 4-x MicAUiB Nicnsa 3aTBEPXKEHHS.
KapTOHHIA nayui
109. | ANrOKCUH Tabnetku no 0,25 mr My6niyHe YkpaiHa My6niyne YkpaiHa BHECEHHS 3MiH IO peecTpaviiiHix maTepianis: 3MiHu | Tuny - 3a UA/7365/01/01
no 20 TabneTtok y akuioHepHe akuioHepHe noJaHHa OHOB/IEHOro cepTudpikata BiANOBIAHOCTI peyenmom
6nicTepi; no 2 TOBapucTBo TOBapuCcTBO €poneiicbkiii thapmakonei Ne R1-CEP 2010-042-Rev 03 gns
6nicTepy B nav,i 3 "HaykoBo- "HaykoBo- L0401 PeYOBMHUN AUTOKCUHY Bif, YK€ 3aTBEpAXEHOro
KapToHy BMPOGHUUNIA BMPOGHUUNIA LLEHTP BUpo6HMKa Nobilus Ent, MNonbLya, y Hacnifok 3MiHu
LeHTp "Bopuuariscbkuii aHaniTMyHoro obnafHaHHs 415 OLHKM PO3MipY YaCTUHOK;
"BopLuariBcbk XiMiKo- BK/TIOYEHHS OLLIHKM PU3VKIB LOA0 BMICTY €/1lEMEHTHUX AOMILLIOK
niA XiMiKo- hapmavLeBTUYHWI BignoBiAHO 0 BUMOr HacTaHosu ICH Q3D;
thapmauesTuy 3asog" 3MiHM | TUMY - BUNYyYeHHS ynakosku in bulk 3 peectpauiiiHoro
HWA 3aBog” [0Cbe 06YMOB/IEHO MapKETUHIOBMM pilleHHSAM Ta BiAMNoBigHO
Haka3y MO3 Ne 2617 Big 13.11.2020 poky LW,040 aHyNtoBaHHSA
peecTpauii BuLLe3a3HaYeHol ynakoBKu
110. | AUMEAPON PO34UH A5 iH'EKLNA ToBapucTBo 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3MiHu | Tuny - 3a UA/8514/01/01
1% nolwmns 06MEXEHO 06MeXeHo noJaHHs OHOBMEHOro cepTudpikata BiANOBIAHOCTI peyenmom
amnyni, no 10 BiANOBIAA/TbHI BiANOBIAANbHICTIO €poneiicbkili hapmakonei Ne R1-CEP 2013-285-Rev 00 gns
amnyn y kopo6ui 3 CTIO "®apmMaueBTNYHa Lir040l pevoBUHY AndbeHrigpaminy rigpoxnopuay Bif Bxe
KapToHy; no 1 mn B "XapkiBcbke KOMnaHis 3aTBepxeHoro Bupo6Hrka WANBURY LIMITED, India y
amnyni, no 5 amnyn hapmaueBTny "300poB'a", YkpaiHa 3B'AI3KY 3 3aKiHYEHHSIM CTPOKY Aii nonepeaHboi Bepcii CEP
y 6nicTepi, no 2 He (Bci cTagji
6nictepu y kKopobui 3 | NiANPMEMCTBO BUPOBHMLTBA,
KapToHY; No 1 Mn B "300poB'Aa KOHTPO/b SKOCTI);
amnyni, no 10 Hapoay" ToBapucTBO 3
amnyn y 6nictepi, no 06MeXeHo
1 6nictepy y BiANOBIAANbHICTIO
KOpOO6Lii 3 KApTOHY "XapkiBCcbke
hapmaLeBTuyHe
nignpYeEMCTBO
"340poB's Hapoay",
YkpaiHa (Bci cTagii
BMPOGHMLITBA,
KOHTPO/b SIKOCTI,
BMNyCK cepii)
111. | AUMEKCHA piguHa gns AT YKpaina AT "ly6Hncpapm" YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux martepianis: 3miHu |l Tuny - 6e3 UA/9117/01/01
30BHILUHLOrO "Nly6Hnchapm” BBE/IEHHS1 HOBOTO BUpO6HUKa A®I gumekcnay peyenma

3acTocyBaHHs no 50
M1 a6o no 100 mny
dhnakoHi; no 1
thnakoHy B navi 3
KapTOoHY; No 50 mn

(ammeTuncynbgokenay) Xybein CiHca Kemikanc Mpyn Ko.,
Nta., Kntan (Hubei Xingfa Chemicals Group Co., Ltd, Kutai)
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
abo no 100 mny
donakoHi
112. | ANLUNHOH PO34NH A5 iH'EKLINA, CaHpo3 CnoseHis Nex CnoBeHis BHECEHHS 3MiH [0 peecTpavliiHiX maTtepianis: 3MiHu | Tuny - 3a UA/8466/01/01
250 mr/2 mnno 2 mn | ®apmacbloTika dapmaveBTUyHA 3MiHM 3 skocTi. CepTudoikar BignoBigHocTi/IE-cepTudikar peyenmom
B amnyni; no 50 n3 a.a. KOMnaHia 4.4. BiANoBiAHOCTI €Bponelichbkiin hapmakonei/MoHorpadii.
amnyn y KapTOHHIl MoaaHHA OHOBMIEHOrO cepTudikaTta BiANOBIAHOCTI
Kopobui €sponelicbkinn hapmakonei Ne R1-CEP 1997-070-Rev 07
(3aTBepmkeHo: R1-CEP 1997-070-Rev 06) ans gitoyoi
peuosuHn Etamsylate Big Bxe 3aTBepaKeHOro BMpobHuKa
ESTEVE QUIMICA S.A. 3miHu | TUny - 3MiHK 3 sikocTi. [oToBWMiA
nikapcbkuii 3aci6. KOHTPOb rOTOBOTO NikapCbKoro 3acoby -
He3HauyHa 3MiHa y 3aTBepAKeHNX MeToAax BunpobysaHHA 13
3a NoKasHUKOM «KinbKiCHe BU3HAYEHHSI HaTpito
MeTabicynbiTy». MponoHoBaHa pefakuin: KonmuyectBeHHoe
onpegenexve
Hatpus metabucynbtut Bnaxk: MNpoBoaSaT KOHTPOsIbHOE
nccneposaHve ¢ ucnosb3osaHnem 20 mn 0,01 N pacteopa
noga, KOTOpbI TUTPYIOT pacTBOPOM Tuocybdara.
113. | AIAHE-35 TabneTky BKpUTI Baiiep Al HimeuuunH Baiiep AT, HimeyunHa BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3MiHu | Tuny - 3a UA/7893/01/01
060/10HKOI0, M0 21 a HimeyunHa 3MiHW BHECEHO A0 IHCTPYKLUIT 4151 MEANYHOIO 3aCTOCYBaHHSA peyenmom
Tabnetui y 6nictepi (nepBuHHa, nikapcbKoro 3acoby [0 po3ginis "®apmakonoriyHi
3 KaleHAapHo BTOPUHHA ynaKkoBKa, BractumeocTi", "lMpoTunokasaHHsa", "OcobnmBocCTi
LWkasioto; no 1 [103BiN Ha BUMNYCK 3acTocyBaHHA" (LOA0 MOX/IMBOCTI PO3BUTKY MEHIHTIOM npu
6nictepy B cepii); baviep 3acTocyBaHHi ikapcbKoro 3acoby); BBEAEHHS 3MiH NpoTarom 3
KapTOHHIA KopoobLi Baiimap Mm6X i Ko. MicsALIB MiCNsA 3aTBEPAKEHHS
KI, HimeuunHa
(MOBHWIA LWKN
BMPOGHULITBA)
114. | AIOKOP 160 TabneTkun, BKPUTI TOB "ACIHO YkpaiHa TOB "®apma Crapt” YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx MmaTepianis: 3MiHW 3 SKOCTI. 3a UA/8318/01/01
nAiBKOBOIO YKPAIHA" [oTOBWIA NikapCbkuMit 3aci6. KOHTPO/Ib FOTOBOIO NiKapCbKoro peyenmom
060n0HkKot0, No 160 3acoby (iHWi 3MiHK) - BHeceHHs 3miH o MKA N3, a cave-
mr/12,5 wr; no 10 BUMpPaB/IEHHSA NOMU/IKU B HANMCaHHi Ha3Bu Ailo4oi peyoBUHU
TabneTok B 6icTepi; rigpoxnopoTia3ung, sika BUHUKNa npy nepeknagi MKA Ha
no 1, no 3, no 4 abo YKPaiHCbKY MOBY.
no 9 6nictepis y
nayui 3 KApTOHY
115. | AIOKOP 80 TabneTku, BKpUTI TOB "ACIHO YkpaiHa TOB "®apma Crapt" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis: 3MiHU 3 SKOCTI. 3a UA/8318/01/02
nNiBKOBOIO YKPAIHA" [OTOBMIA Nikapcbkuii 3aci6. KOHTPOsIb rOTOBOrO NiKapcbKoro peyenmom
obonoHkoto, no 80 3aco06y (iHwi 3mMiHK) - BHeceHHs 3miH o MKA N3, a cave-
mr/12,5 wr; no 10 BUNPaB/IEHHS NOMU/KW B HAMUCaHHI Ha3BW Ail040i peYOBUHU
Tabnetok B 6nicTepi; rigpoxnopoTiasung, sika BuHUKNa npy nepeknagi MKA Ha
no 1, no 3, no 4 abo YKPaiHCbKy MOBY.
no 9 6nictepiB y
nauui 3 KapTOHy
116. | AOKCUNAMI MOPOLLIOK TOB "dapma YkpaiHa YHioH Kimiko Icnanis BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 3MiHu | Tuny - UA/14781/01/01
HY FAPOrEH | (cy6eTaHuis) y Crapt" dapmacsbtoTika, C.A. noJaHHa OHOB/IEHOro cepTudpikata BiANOBIAHOCTI
CYKUMHAT noABINHNX (YKI®A, C.A) €sponelicbkin dhapmakonei Ne R1-CEP 2004-089 Rev 05, sk

nonieTuIeHoBMX

HacNigoK 3MiHVM B aHa/TiTUYHIA METOAML 33 NOKA3HUKOM
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
naketax gns «3a/IMLLKOBI KifIbKOCTI OPraHiYHUX PO3UYMHHUKIB»; BK/THOYEHO
hapMaLeBTUYHOTO [04aTKOBUIA BapiaHT BTOPUHHOI ynakoBkn A®l, a came
3acTOoCyBaHHA nnacTvkoBuii 6apabaH; 3MiHu | TNy - NOAAHHS OHOBIEHOTO
cepTudikaTa BignoBigHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 2004-089 Rev 06, ik HacnifokK 3aMiHEHO MeTo[,
KOHTPO/IIO [/719 NPOBEAEHHSA BUNPOOYBaHHA 3a NOKa3HUKOM
«CynpoBigHi Aomiwwkn» X Ha BEPX; 36inbweHo TepMiH
NepekoHTPOso 3 4 A0 5 pokiB; 3MiHW | TUNY - BUKNaaeHHs MKA
13 yKpaiHCbKOI MOBOIO, Y 3B'A3Ky 3 BUMOramu o martepianis
peecTpauiiHoro Jocke, ki 3aTBepAkeHi Hakasom MO3
Ykpainu Ne 1528 Big 27.06.2019
117. | AOKCOPYBIL, | po3uuH gns iHdysii, Megak HimeuumnH Bignosigae 3a Himeuunna BHECEHHS 3MiH [0 peecTpavliiHiX maTtepianis: 3MiHu | Tuny - 3a UA/14471/01/01
MH MELAK 2 mr/mnno 5 mn (10 lesenbwadT a BTOpPUHHE BHECEHHS 3MiHM A0 po3ainy «MapkyBaHHs» B MKA /13 - peyenmom
mr) a6o no 10 mn chtop KAiHiwe nakyBaHHs, 3anponoHoBaHo: MapKyBaHHS 3riHO 3aTBEPAXEHOro TEKCTY
(20 wr), abo no 25 LWneujanbnpe HaHeCeHHs 3aX1CHOT MapKyBaHHS; OHOB/IEHHA TEKCTY MapKyBaHHS YrNaKkoBKU
mn (50 wmr), abo no napate M6X nniBkM Ha doNakoH nikapcbkoro 3acoby BignoBigHO A0 BUMOT Hakasy MO3
100 mn (200 mr) y (onuioHasnbHO), Ykpainu Big 23.07.2015 p. Ne460 3 BHeCeHHAM iHchopmali
chnakoHi, no 1 a6o 5 [03BiN Ha BUMYCK LLIOAO0 3a3HaYEHHS OAMHMLb BUMIPIOBaHHSA Yy cuctemi Sl
(h/1aKOHIB B yMakoBLyi cepii: Megak
lesenbliadt drop
KniHiwe
Lneujansnpenapat
e M6X, HimeuunHa;
Bignosigae 3a
BMPOGHMLTBO
Hepo3dghacoBaHOT
nNpoAyKLUii, NepBNHHE
Ta BTOPVHHE
nakyBaHHs1,
KOHTPO/b AKOCTI:
OHkoTek ®apma
MpopakwH MNéX,
HimeuunHa;
BignoBigae 3a
BTOPUHHE
nakyBaHHs1,
HaHeCEeHHsA 3ax1CHoT
nNiBk1 Ha h1akoH
(onuioHasbHO):
Meg-IKC-MNpecc
v6X, HimeuynHa
118. | AONAPEH® renb; no 20 r abo no Habpoc IHais Habpoc ®apma MBT. IHais BHECEHHS 3MiH 4,0 peecTpavLiiHux maTtepiasiB: BUNpaBaeHo 6e3 UA/18576/01/01
50 ry Ty6i; no 1 Ty6i ®apwma IMBT. nTa. TEXHIYHY NOMUJIKY Y TEKCTi MapKyBaHHS1 BTOPUHHOI YNakoBKY peyenma
Y KapTOHHiiA n1p. N3. 3ANPOMNOHOBAHO: 3. MEPENIK AOMOMDKHNX

ynakoBLi

PEYOBVIH fonomikHi pe4oBuHW: CnnpT 6EeH3UI0BUIA, Onis
NbHAHa, kapbomep 940, gieTunamid, NPOMiIEHINIKONb,
OvHaTpilo egeTar, HaTpilo meTunnapabeH, HaTpito 6icynbgiT,
GyTUArigpokcuToNyon, BYyTUArNAPOKCMAaHI30/, rinpomMenosa,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
BOJa ouuLieHa. 3a3HayeHe BUNpaB/ieHHs BiAgnosigae
apxiBHUM MaTepiasiaMm peecTpawjiiiHoro Aocbe
119. | AONOHIKA TabneTkun, BKpUTI AciHo Al HimeuumnH BMPOGHMLTBO, Himeuunna BHECEHHS 3MiH [0 peecTpavliiHiX maTtepianis: 3MiHu | Tuny - 3a UA/15102/01/01
10 MIr N1iBKOBOO a KOHTPO/Ib B MPOLECI 3MiHM WoAo 6e3nekn/edieKTUBHOCTI Ta papmakoHarnsgy. peyenmom
060/10HKOI0, BMPOGHMLITBA, BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX JaHuX Npo cucTemy
NPOIOHTOBaHOI Aji KOHTPOJ1b FOTOBOIO hapmakoHarnagy (BBe4EHHS y3arasibHEHUX AaHVX Npo
no 10 wmr, no 10 NpPOAYKTY, cuctemy hapmakoHarnifgy, 3miHa yrnoBHOBaXKeHOT 0cobw,
Tabnetok y 6nictepi; nakyBaHHs Ta BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay; KOHTaKTHOI
no 3 a6o 10 BUMYCK cepii: ACiHO 0ocobu 3 hapmakoHarnsgy 3asBHVKa AN 34iINCHEHHS
6nicTtepis B dapma AT, thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Bif,
KapTOHHIlA KOpooLi LLieiiuapis; YMNOBHOBaXXEHOT 0c0o6U, BiANOBIAaNbHOT 3a 34iACHEHHS
nakyBaHHs: ACiHO thapmakoHarnsgy (BKouatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
dapma AT, pO3MilLEeHHI MacTep-gaiina cucteMu papmakoHarnsgy) -
LLiBeiiuapis 3MiHa YNOBHOB&XXEHOT 0CO6U 3as1BHKKA, BifNoBigabHOI 3a
hapmakoHarnsg;
nponoHoBaHa pefakuis: Zuzana Chomatova; 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXKEHOI 0CO6U 3asBHUKA,
BiANOBIAA/IbHOI 32 hapmakoHarnsg
120. | AONOHIKA TabneTku, BKpUTI AciHo Al HimeuuunH BMPOGHMLTBO, LLiBeiuapis BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3MiHu | Tuny - 3a UA/15102/01/02
20 MI nNiBKOBOIO a KOHTPO/b B NPOLECI 3MiHuM Woao 6e3nekn/edpeKTMBHOCTI Ta hapmakoHarnsaay. peyenmom
060/10HKOIO, BMPOGHMLITBA, BBefeHHs1 abo 3MiHM [0 y3araslbHEHUX AaHVX MPO cucTemy
NPOIOHrOBaHoI fji KOHTPO/b FOTOBOIO chapmakoHarnsgy (BBefeHHs y3arasibHeHUX faHux npo
no 20 mr, no 10 NpoaykTy, cucTemy thapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobu,
Tabnetok y 6nictepi; nakyBaHHs Ta BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay; KOHTakTHOI
no 3 a6o 10 BMNYyCK cepii: ACiHO 0cobu 3 hapMakoHarnsay 3asaBHVKa ANt 34iCHEHHS
6nictepis B dapma Arl, hapMakoHarnsay B YkpaiHi, KO BOHa BigMiHHA Bif,
KapTOHHI KOpooLyi LLiBeliapisi; YNOBHOBAXXEHOI 0COOM, BifNoBifaIbHOI 3a 34iACHEHHS
nakyBaHHs: ACiHO chapmakoHarnsgy (BK/louatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
dapma Arl, PO3MilLEHHI MacTep-ghaiina cucteMu papmakoHarnsgy) -
LLiseiiuapis 3MiHa YNOBHOBaXEHOI 0CO6W 3asBHVKa, BigNoBigabHOT 3a
dhapmakoHarnsg,
nponoHoBaHa pefakuis: Zuzana Chomatova; 3miHa
KOHTaKTHUX AaHUX YNOBHOBaXEHOT 0COOM 3asBHUKA,
BifNoBiAaNbHOI 3a hapmakoHarnsg
121. | AONOHIKA TabneTkun, BKPUTI AciHo Al HimeuumnH BMPOGHULITBO, LBeliuapis BHECEHHSA 3MiH [0 peecTpaLiiiHux maTepianis: 3miHun | Tuny - 3a UA/15102/01/03
40 MI’ NAiBKOBOIO a KOHTPO/b B NPOLECI 3MiHM WoA0 6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsgy. peyenmom
060/10HKOI0, BMPOGHMLITBA, BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX JaHuX Npo cucTemy
NPOJIOHroBaHoI fji KOHTPO/1b FOTOBOrO hapmakoHarnagy (BBefeHHs y3araslbHeHUX gaHnx npo
no 40 wmr, no 10 NPOAYKTY, cuctemy hapmakoHarsifgy, 3miHa yrnoBHOBaXKeHOT ocobw,

Tabnetok y 6nictepi;
no 3 a6o 10
6nicTepiB B
KapTOHHIlA KopooLi

nakyBaHHSA Ta

BUMYCK cepii: ACiHO
dapma Arl,
LLieiiuapis;

nakyBaHHs: ACiHO
dapma Arl,
LLiBeiiuapis

BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMakoHarnsAy; KOHTakTHOI
0co6u 3 thapmakoHarnagy 3asBHuKa 415 34iCHEHHSA
hapMakoHarnsgy B YkpaiHi, KLU0 BOHA BigMiHHA Big,
YMNOBHOBaXeHOT 0cobu, BigNoBiAaNbHOT 3a 34iACHEHHS

thapmakoHarnsgy (BKovatoum KOHTaKTHI AaHi) Ta/abo 3MiHK y

pO3MiLeHHI MacTep-dhaiiia cucteMmn hapmakoHarnisgy) -
3MiHa YNOBHOBaXEHOI 0CO6U 3asBHKKA, BigNoBiAaNbHOT 3a
hapmakoHarnsg;
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
nponoHoBaHa pefakuis: Zuzana Chomatova; 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXKEHOI 0CO6U 3asBHUKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsg
122. | AONTIOHIKA TabneTku, BKpUTI AciHo Al HimeuuunH BMPOGHMLTBO, Icnanis BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 3MiHu | Tuny - 3a UA/15102/01/04
80 MI nNiBKOBOIO a KOHTPO/b B NPOLECi 3MiHVM Woao 6e3nekn/edpeKTUBHOCTI Ta hapmakoHarnsaay. peyenmom
060/10HKOIO, BMPOGHMLITBA, BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHVX NPO cucTemy
NPOIOHrOBaHoI fji KOHTPO/1b FOTOBOIO chapmakoHarnsgy (BBefieHHs y3arasibHeHUX faHux npo
no 80 mr, no 10 NpoaykTy, cucTemy hapmakoHarnsgy, 3MiHa ynoBHOBaxeHoi ocobu,
Tabnetok y 6nictepi; nakyBaHHs Ta BiANOBIAa/IbHOI 3a 34iICHEHHA hapMakoHarnsay; KOHTakTHOI
no 3 a6o 10 BUMYCK cepii: ACiHO 0cobu 3 hapMakoHarnsgy 3asBHVKa AN 34iCHEHHS
6nictepis B dapwma Arl, thapMakoHarnsgy B YkpaiHi, AKLWO BOHa BigMiHHA Bif,
KapTOHHI KOpoobLyi LLiBeliapisi; YNOBHOBaXXEHOI 0CO6M, BifNoBifaIbHOI 3a 34iiCHEHHS
nakyBaHHs: ACiHO thapmakoHarnsgy (BK/ouatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
dapwma Arl, PO3MilLeHHI MacTep-ghaiina cucteMu papmakoHarnsgy) -
LLiseiuapis 3MiHa YNOBHOBaXEHOI 0CO6W 3asBHMKa, BifNoBiga1bHOT 3a
dhapmakoHarnsg;
nponoHoBaHa pefakuis: Zuzana Chomatova; 3miHa
KOHTaKTHUX AaHUX YNOBHOBaXEHOT 0COOM 3asBHUKA,
BiANOBiAA/IbHOI 32 hapmakoHarnsag
123. | AYIOKCUH® | kancyiv TOB "ACIHO YkpaiHa Na6opaTopioc Icnarnis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | Tuny - 3a UA/17667/01/01
KMLLKOBOPO3YMHHI YKPAIHA" HopmoH, C.A. 3MiHN BHECEHI B TEKCT MapKyBaHHS Ha BTOPVHHIN ynakosLi y M. peyenmom
TBepai no 30 mr; no 17 IHWE, a came He3Ha4Hi NpaBKy LWOA0 /10roTUMNy KoMnaHii
7 kancyn y 6nictepi; Ta iHLWOT TeXHIYHOI iHchopmaLiT
no 1 a6o 4 6nictepn
B KQPTOHHIN nayui
124. | AYNOKCUH® | kancynu TOB "ACIHO YkpaiHa Na6opaTopioc IcnaHis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | TUny - 3a UA/17667/01/02
KMLLKOBOPO3YMHHI YKPAIHA" HopmoH, C.A. 3MiHN BHECEHI B TEKCT MapKyBaHHS Ha BTOPVHHIM ynakoBLi y M. peyenmom
TBEpAi no 60 mr; no 17 IHWE, a came He3Ha4Hi NpaBKu LWOA0 /IOroTUMy KoMnaii
7 kancyn y énictepi; Ta IHLWOI TEXHIYHOI iHchopmaLi
no 4 6nictepu B
KapPTOHHI nauLyj
125. | AYCTAPIH® Kancynm m'siki no 0,5 AT YkpaiHa AT "KUIBCbKNIA YkpaiHa BHECEHHSA 3MiH 10 peECTpaLiiiH1X maTepianis: 3miHu | Tuny - 3a UA/18478/01/01
mr no 10 kancyny "KNIBCbKWI BITAMIHHWIA pewis NnoJaHHA OHOBMIEHOro cepTuddikaTa BignoBIAHOCTI peyenmom
6nictepi, no 3 BITAMIHHUIA 3ABO/[", YkpaiHa €poneiicbkili hapmakonei Ne R1-CEP 2014-306-Rev 00 gns
6nicTepy y nauui 3ABO" (BMPOGHMLTBO 3 L0401 peyvoBVHN fyTacTepuiy Bif BXe 3aTBepAKEHOro
npoaykuii in bulk BMpo6Huka Aurobindo Pharma Limited, IHgis. Ak Hacnigok,
"FAIN CA", I'pewis) 6yno oHoBneHo po3ginu 3.2.S.3.2. domiwku, 3.2.S.5.
CTtaHgapTHi 3pasku abo npenapatu, 3.2.S.6. Cuctema
ynakoBka/ykynopka, 3.2.S.7. CTabifbHiCTb
126. | AYCTAPIH® Kancynu m'saki no 0,5 AT YkpaiHa AN CA, peuia peuis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | TUny - 3a UA/18477/01/01
mr in bulk: no 10 "KNIBCbKWM noJaHHs OHOB/IEHOro cepTudpikata BiANOBIAHOCTI peyenmom
kancyn y 6nictepi, BITAMIHHUIA €poneiicbkili hapmakonei Ne R1-CEP 2014-306-Rev 00 gns
no 320 6nicTepis y 3ABO4" LYol pevyoBuHY fyTacTepuay Bif BXe 3aTBEPKEHOro
Kopoobui BMpo6Huka Aurobindo Pharma Limited, IHgis. Ak Hacnigok,
6yno oHoBneHo po3ginu 3.2.S.3.2. domiwku, 3.2.S.5.
CraHgapTHi 3pasku abo npenapatn, 3.2.S.6. Cuctema
ynakoBka/ykynopka, 3.2.S.7. CtabinibHiCTb
127. | ETO/IAH3A TabneTkn, BKpUTI 3AT YropumHa 3AT YropumHa BHECEHHS1 3MiH 0 peecTpauiiHux maTtepiasiB: 3miHu | Tuny - 3a UA/11344/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

nNiBKOBOIO
060/10HKO10, NO 5 M,
no 7 Tabnetok y
6nicTepi; no 4 abo 8
6nictepiB y
KapTOHHIiA ynakoBL,i

dapmaLeBTUy
HWI1 3aBOf,
EFIC

dapmaleBTUYHNI
3aBog ElC

BHECEHHS 3MiH 40 Creuudikauii JONOMDKHOT peYOBVHN
«XiHONIHOBMIA 0BT Cl 47005, a came — 3BYXXEHHS
[onycTummnx Mex ans n. «CeuHelb» 3arsepmpkeHo NMT
0.001% 3anponoHoBaHo NMT 2 ppm; 3MiHu | TUMY - BHECEHHS
3MiH g0 po3ginis 3.2.S.4.1 Cneuundpikauis Ta 3.2.S.4.2
AHanNITUYHI METOAVKM 15 AONOMDKHOT PEYOBUHN
«XiHONIHOBWIA )0BTUIA Cl 47005, a came — BUTy4YeHHS M.
«lgeHTudpikauis 1. (TWX)» Ta «LUuHk+Migb» BignosigHo fo
BuMor anpektnen €C 231/2012 ta FAO JECFA,
3MiHM | TUMY - BHECEHHS 3MiH 80 po3ainis 3.2.5.4.1
Cneupmdpikauis Ta 3.2.S.4.2 AHa/TITUYHI MeToAMKM ANs
[OMOMDKHOT peYOBUHYU «XiHoNiHOBWIA XoBTUIA Cl 47005%», a
came- BHECEHHS HE3HAYHUX 3MiH 40 M. «lgeHTudikayis»,
«Onue», «MULL’'sK», «PeqyoBUHN PO3UYUHHI B eqoipix»,
«MikpobionoriyHa YnctoTa»; 3MiHu | TUMNY - BHECEHHA 3MiH [0
po3gainis 3.2.S.4.1 Cneuundikauis Ta 3.2.S.4.2 AHaniTnyHi
METOAMKN AN AONOMDKHOT peYOBMHU «XiHO/iHOBWMIA xoBTUiA Cl
47005», a came- AOAABaHHSA NOKA3HWKIB «PTyTb», «Kaamili»,
«BMicT fONOMiXHVX 6apBHVKIB», «CUHTETUYHI MPOMiXKHI
NPOAYKTU», «2- (2-XiHoAMiN) iHOaH-1,3-4i0H»; 3amiHa
HaliMeHyBaHHS Ta METOAMKN BUNPOOYBaHHS A5 M.
«HecynbhoHOBaHI NepBNHHI apOMaTUYHI amiHV» ; 3aMiHa
MeToaa BunpobysaHHA Ans n. «KisibkicHe BU3HavyeHHsa» UV Ha
UV-VIS; 3miHu |l TUNY - BHECEHHSA 3MiH 0 po3ginie 3.2.5.4.1
Cneuudpikauisa Ta 3.2.5.4.2 AHaniTU4HI METOAMKU ANA
[OMOMDKHOT peyoBUHY «XiHoNiHOBUIA XoBTUiA Cl 47005», a
came — po3LUMPEeHHsI HOPMYBaHHS Ha . «BTparta B maci npu
BMCYLLYBaHHi» 3aTBepgkxeHo NMT 25% 3anponoHoBaHo NMT
30%

peyernmom

128.

EFONAH3A

TabneTkn, BKPUTI
N1iBKOBOIO
060/10HKO0, M0 7,5
Mr, M0 7 TabneTok y
6nicTepi; no 4 a6o 8
6nictepiB y
KapTOHHI/ ynakosL,i

3AT
dapmaueBTny
HWi1 3aBOf,
Eric

YropwmHa

3AT
dapmaleBTUYHNI
3aBog ElC

YropLmHa

BHECEHHS 3MiH [0 peecTpavliiHiX maTtepianis: 3MiHu | Tuny -
BHECEHHS 3MiH 40 CreuudikaLii JONOMKHOT peYOBVHN
«XiHONIHOBMIA 0BT Cl 47005, a came — 3BYXXEHHS
[onyctTummnx Mex ans n. «CeuHeub» 3arsepgxkeHo NMT
0.001% 3anponoHoBaHo NMT 2 ppm; 3MiHu | TUMY - BHECEHHS
3MiH g0 po3ginis 3.2.S.4.1 Cneuundpikanis Ta 3.2.S.4.2
AHanNITUYHI METOAVKM 15 AONOMDKHOT PEYOBUHN
«XiHONIHOBWI 0BT Cl 47005, a came — BUTy4YeHHS M.
«lpeHTudpikauis 1. (TWX)» Ta «LUuHk+Migb» BignosigHo fo
ByMor anpektmen €C 231/2012 ta FAO JECFA,
3MiHM | TUMY - BHECEHHS 3MiH 80 po3ainis 3.2.5.4.1
Cneuumdpikauis Ta 3.2.S.4.2 AHaIITUYHI MeToAMKM ANs
[0MNOMIDKHOT peyoBMHUN «XiHONIHOBUIA xoBTUiA Cl 47005, a
came- BHECEHHS HE3HAYHUX 3MiH 40 M. «lgeHTudikayis»,
«Onue», «MULL'sK», «PeqyoBUHN PO3UYUHHI B eqoipix»,
«MikpobionoriyHa unctota»; 3MiHu | TUNY - BHECEHHS 3MiH [0
po3ginis 3.2.S.4.1 Cneuundikauis Ta 3.2.5.4.2 AHaniTnyHi
METOAMKM A1 AONOMIKHOI peyoBMHU «XiHosliHOBWMIA xoBTUiA Cl

3a
peyermom

UA/11344/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

47005», a came- gofaBaHHs NOKasHUKIB «PTyTb», «Kaamiii»,
«BMicT fONOMiKHUX 6apBHUKIBY», «CUHTETUYHI NPOMIXHI
NPOAYKTU», «2- (2-xiHONiN) iHAaH-1,3-AioH»; 3aMiHa
HaliMeHyBaHHS Ta MeTOAMKN BUNPOOYBaHHS A5 N.
«HecynbhoHOBaHi NepBMHHI apoMaTUYHi amiHu» ; 3aMiHa
mMeToaa BunpobyBaHHA Ans n. «KisibkicHe BU3HavyeHHsa» UV Ha
UV-VIS; 3miHu |l TUny - BHECEHHSA 3MiH g0 po3ginis 3.2.5.4.1
Cneupmdpikauis Ta 3.2.S.4.2 AHa/TITUYHI MeToAMKM ANs
[OMOMIKHOT peYOBUHU «XiHoNiHOBWIA XoBTUIA Cl 47005%», a
came — pO3LUMPEHHSI HOPMYBaHHS Ha . «BTparta B maci npu
BUCYLLYBaHHi» 3aTBepmkeHo NMT 25% 3anponoHoBaHo NMT
30%

129.

EFONAH3A

TabneTku, BKpUTI
N/1iBKOBOIO
060/10HKOI0, MO 10
Mr, no 7 TabneTok y
6nictepi; no 4 a6o 8
6nictepiB y
KapTOHHIA ynakoBL,i

3AT
dapmaLesTny
HWIi 3aBOg
Eric

YropmHa

3AT
dapmaLleBTUYHNI
3aBog ElIC

YropwmHa

BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3MiHu | Tuny -
BHECEeHHS 3MiH A0 Cneuudikauii LONOMKHOT peqyoBMHN
«XiHoniHoBWI XoBTUIA Cl 47005%», a came — 3BY)KEHHSI
[onycTummnx Mex ans n. «CeuHeub» 3arsepmpxkeHo NMT
0.001% 3anponoHoBaHo NMT 2 ppm; 3MiHW | TUMY - BHECEHHS
3MiH go po3ginie 3.2.5.4.1 Cneuudpikauis Ta 3.2.5.4.2
AHanNITUYHI METOAVIKM 4151 AONOMIKHOT PEYOBVHN
«XiHONIHOBWIA 0BT Cl 47005, a came — BUTyYEHHS M.
«lgeHTudpikauis 1. (TWX)» Ta «LuHk+Migb» BignosigHo o
BVMoOr anpekTmem €C 231/2012 Ta FAO JECFA,
3MiHM | TUNY - BHECEHHS 3MiH A0 po3ainis 3.2.5.4.1
Cneupndpikauis Ta 3.2.S.4.2 AHaIITUYHI MeToAMKM ANs
[LOMOMDKHOT peyoBUHY «XiHoniHoBUIA XoBTuiA Cl 47005», a
came- BHECEHHS He3HAYHUX 3MiH [0 N. «laeHTudikais»,
«Onne», «MuL’'ak», «PeqyoBUHN PO3UUNHHI B edoipix»,
«MikpobionoriyHa YncToTa»; 3MiHu | TUMNY - BHECEHHS 3MiH [0
po3ainis 3.2.S.4.1 Cneuudikauia Ta 3.2.S.4.2 AHaNiTUYHI
METOAMKM A4N15 AONOMDKHOT pe4oBMHM «XiHOMiIHOBWIA XoBTUiA Cl
47005», a came- gofaBaHHs NOKasHUKIB «PTyTb», «Kaamiii»,
«BMicT fONOMDKHUX 6apBHUKIB», «CUHTETUYHI NPOMIXHI
NPOAYKTU», «2- (2-xiHOANiN) iHAaH-1,3-AioH»; 3aMiHa
HaiMeHyBaHHS Ta MeTOANKN BUNPOBYBaHHS A5 Nn.
«HecynbhoHOBaHI NepBMHHI apoMaTUYHi amiHu» ; 3aMiHa
mMeToga BunpobyBaHHA Ans n. «KisibkicHe BU3Ha4yeHHsa» UV Ha
UV-VIS; 3miHu |l TUNYy - BHECEHHS 3MiH g0 po3ginie 3.2.5.4.1
Cneupmdpikauis Ta 3.2.S.4.2 AHaIITUYHI MeToAMKM ANs
[0MNOMIDKHOT peyoBMHUN «XiHONIHOBUIA X0BTUiA Cl 47005, a
came — pOo3LUVPEHHsI HOPMYBaHHS Ha M. «BTparta B maci npu
BUCYLLYBaHHI» 3aTBepmkeHo NMT 25% 3anponoHoBaHo NMT
30%

3a
peyenmom

UA/11344/01/03

130.

EFONAH3A

TabneTku, BKpUTI
nNiBKOBOIO
060n0Hkot0, No 15
Mr, Mo 7 TabneToK y

3AT
dapmaLesTny
HWIi 3aBO4
Eric

YropLmHa

3AT
dapmayleBTUYHNI
3aBog ElIC

YropumHa

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3MiHu | Tuny -
BHECEeHHS 3MiH A0 Cneuudikauii LONOMKHOT pe4yoBMHN
«XiHoniHoBWI XoBTUIA Cl 47005%», a came — 3BY)KEHHSI
[0NyCTUMUX MeX Ans n. «CerHelb» 3arBepakeHo NMT

3a
peyenmom

UA/11344/01/04
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

6nicTepi; no 4 a6o 8
6nictepiB y
KapTOHHIiA ynakoBL,i

0.001% 3anponoHoBaHo NMT 2 ppm; 3MiHu | TUMY - BHECEHHS
3MiH o po3ginis 3.2.S.4.1 Cneundpikauis Ta 3.2.S5.4.2
AHaNITUYHI METOAVKM A5 AONOMDKHOT PEYOBUHM
«XiHONIHOBWIA )0BTUI Cl 47005, a came — BUTyYeHHS M.
«lgeHTudpikauis 1. (TWX)» Ta «LUuHk+Migb» BignoBigHo fo
BuMor anpektuen €C 231/2012 ta FAO JECFA,
3MiHM | TUMY - BHECEHHS 3MiH 80 po3ainis 3.2.5.4.1
Cneupmdpikauis Ta 3.2.S.4.2 AHa/TITUYHI MeToAMKM ANs
[OMOMIKHOT peYOBUHU «XiHoNiHOBWIA XoBTUIA Cl 47005%», a
came- BHECEHHS HE3HAYHUX 3MiH 40 M. «lgeHTudikayis»,
«Onue», «MULL’'sK», «PeqyoBUHN PO3UYUHHI B eqoipi»,
«MikpobionoriyHa YnctoTa»; 3MiHu | TUMNY - BHECEHHA 3MiH [0
po3gainis 3.2.S.4.1 Cneuundikauis Ta 3.2.5.4.2 AHaniTnyHi
METOAMKN AN AONOMDKHOT peYoBMHU «XiHO/iHOBWMIA xoBTUiA Cl
47005», a came- AOAABaHHSA NOKA3HWKIB «PTyTb», «Kaamili»,
«BMicT fONOMiXHVX 6apBHVKIB», «CUHTETUYHI MPOMiXKHI
NPOAYKTU», «2- (2-XiHoAMiN) iHgaH-1,3-Ai0H»; 3amiHa
HaliMeHyBaHHS Ta METOAMKN BUNPOOYBaHHS AN Nn.
«HecynbhoHOBaHI NepBMNHHI apOMaTUYHI amiHV» ; 3aMiHa
mMeToaa BunpobysaHHA ANns n. «KisibkicHe BU3HavyeHHs» UV Ha
UV-VIS; 3miHu |l TUNY - BHECEHHSA 3MiH 0 po3ginis 3.2.5.4.1
Cneuudpikauisa Ta 3.2.5.4.2 AHaniTU4HI METOAMKU ANA
[OMOMDKHOT peyoBUHY «XiHoNiHOBUIA XoBTUiA Cl 47005», a
came — pO3LUMPEHHS HOPMYBaHHA Ha . «BTparta B mMaci npu
BMCYLLYBaHHi» 3aTBepgkeHo NMT 25% 3anponoHoBaHo NMT
30%

131.

EFONAH3A

TabneTkn, BKPUTI
N1iBKOBOIO
060/10HKO10, M0 20
Mr, Mo 7 TabneTok y
6nicTepi; no 4 abo 8
6nictepiB y
KapTOHHI ynakosL,i

3AT
dapmaueBTny
HWi1 3aBOf,
Eric

YropwmHa

3AT
dapmaleBTUYHNI
3aBog ElC

YropLmHa

BHECEHHS 3MiH [0 peecTpavliiHiX maTtepianis: 3MiHu | Tuny -
BHECEHHS 3MiH g0 Crevuudikauii JONOMKHOT peYOBVHN
«XiHONIHOBMIA 0BT Cl 47005, a came — 3BYXXEHHS
[onycTummnx Mex ans n. «CeuHeub» 3arsepgkeHo NMT
0.001% 3anponoHoBaHo NMT 2 ppm; 3MiHu | TUMY - BHECEHHS
3MiH g0 po3ginis 3.2.S.4.1 Cneuundpikanis Ta 3.2.S.4.2
AHanNITUYHI METOAVKM 15 AONOMDKHOT PEYOBUHN
«XiHONIHOBWIA 0BT Cl 47005, a came — BUTyYeHHS M.
«lpeHTudpikauis 1. (TWX)» Ta «LUuHk+Migb» BignosigHo fo
ByMor anpektmen €C 231/2012 ta FAO JECFA,
3MiHM | TUMY - BHECEHHS 3MiH 80 po3ainis 3.2.5.4.1
Cneupmdpikauis Ta 3.2.S.4.2 AHaIITUYHI MeToAMKM ANs
[0MNOMIDKHOT peyoBMHUN «XiHONIHOBUIA X0BTUiA Cl 47005, a
came- BHECEHHS HE3HAYHUX 3MiH 40 M. «lgeHTudikayis»,
«Onue», «MULL'aK», «PeqyoBUHN PO3UYUHHI B eqoipix»,
«MikpobionoriyHa unctota»; 3MiHu | TUMNY - BHECEHHS 3MiH [0
po3ginis 3.2.S.4.1 Cneuundikauis Ta 3.2.S.4.2 AHaniTnyHi
METOAMKM A1 AONOMDKHOT peYoBUHU «XiHOo/iHOBWMIA xoBTUiA Cl
47005», a came- gofaBaHHs NOKasHWKIB «PTyTb», «Kaamii»,
«BMicT fONOMiXHVX 6apBHVKIB», «CUHTETUYHI MPOMiXKHi
NPOAYKTU», «2- (2-XiHOAIN) iHAAH-1,3-Ai0H»; 3amiHa

3a
peyermom

UA/11344/01/05
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
HaliMeHyBaHHS Ta MeTOAMKN BUNPOBYBaHHS A4/1s Nn.
«HecynbhoHOBaHi NepBMHHI apoMaTUYHi amiHu» ; 3aMiHa
mMeToaa BunpobyBaHHA Ans n. «KisibkicHe BU3Ha4yeHHsa» UV Ha
UV-VIS; 3miHu |l TUnYy - BHECEHHSA 3MiH g0 po3ginis 3.2.5.4.1
Cneuumdpikauis Ta 3.2.S.4.2 AHa/TITUYHI MeToAMKM ANs
[OMOMIKHOT peYOBUHYU «XiHoNiHOBWIA XoBTUIA Cl 47005%», a
came — pO3LUMPEHHsI HOPMYBaHHS Ha M. «BTparta B maci npu
BUCYLLYBaHHi» 3aTBepmkeHo NMT 25% 3anponoHoBaHo NMT
30%
132. | EKCOPOPX H | Tabnetku, BKpUTI HoBaprTic LLiBeruapi Konadhapma AT, LLiBefuapis BHECEHHS 3MiH IO peecTpaviiiHix maTepianis: 3MiHu | Tuny - 3a UA/12679/01/01
nNiBKOBOIO ®Papma Al a LLiBeiiuapis IcnaHis 3MiHW BHECEHO [0 iHCTPYKUIi A1 MeAUYHOro 3aCToCyBaHHs peyenmom
060/10HKOI0 N0 5 (nakyBaHHs); nikapcbkoro 3acoby Ao po3ainis "OcobnBOCTi 3aCTOCyBaHHA"
Mr/160 mr/25 mr no HoBapTic ®apma Ta "Mob6iyHi peakuii". BBegeHHs 3MiH NPOTAroM 6-Tu MicsuiB
14 TabneTok y LLTelH AT, nicnsa 3aTBepAXEHHS
6nicTepi; no 1 abo 2 LLiseiuapis
6nictepy B (BMpOGHMLTBO,
KapTOHHIlA KOpooLi KOHTPO/b SKOCTI,
nakyBaHHs, BUNYyCK
cepi); HoBapric
dapmacboTuKa
C.A., IcnaHis
(BMpOGHMLTBO,
KOHTPO/b SIKOCTI,
nakyBaHHs, BUNYyCK
cepii); Onnak Npyn
AT, LWBeliyapis
(nakyBaHHs);
dapmaHanituka CA ,
LLiBeiiuapis
(KOHTPO/Ib AKOCTI)
133. | EKCOPOPX H | Tabnetku, BKpUTI Hosapric LLiBeruapi KoHadhapma AT, LLiBeiiuapis BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3MiHu | Tuny - 3a UA/12679/01/02
nNiBKOBOIO ®apma Al A LLiseiiuapis IcnaHis 3MiHW BHECEHO [0 iHCTPYKLIi 4158 MeAUYHOro 3aCTOCyBaHHS peyenmom
o6onoHkoto, no 10 (nakyBaHHs); nikapcbkoro 3acoby A0 po3ainis "OcobnBOCTi 3aCTOCyBaHHA"
Mr/160 mr/25 mr no Hosaprtic ®apma Ta "Mob6iyHi peakuii”. BBegeHHs 3MiH NPOTAroM 6-Tu MicsuiB
14 TabneTok y LLTeitH AT, nicnsa 3aTBEpAXEHHS
6nicTepi; no 1 abo 2 LLiseiiuapis
6nictepy B (BUpOGHMLTBO,

KapTOHHIlA KopooLi

KOHTPO/b SIKOCTI,
nakyBaHHs, BUNYyCK
cepii); HoBapTic
PapmacboTuKa
C.A., IcnaHis
(BUpOGHMLTBO,
KOHTPO/b SIKOCTI,
nakyBaHHs, BUNYyCK
cepii); Onnak Mpyn
Ar, Wseliuapis
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
(nakyBaHHs);
dapmaHanituka CA ,
LLBeliLapis
(KOHTPO/Ib SIKOCTI)
134. | EKC®OPXH | Tabnetku, BKpUTI Hosapric LLseiiuapi Bupo6bHuuTBO, LLiBeiiapis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | TUny - 3a UA/12679/01/03
nNiBKOBOIO Papma Al A KOHTPO/b SIKOCTI, IcnaHis 3MiHM BHECEHO A0 iHCTPYKLii 4158 MeANYHOro 3aCTOCyBaHHS peyenmom
060510HKO0, M0 5 nakyBaHHs, BUMYyCK nikapcbkoro 3acoby Ao po3ainis "OcobmBOCTi 3aCTOCyBaHHA"
Mr/160 mr/12,5 mr no cepii: HoBapric Ta "lMob6ivHi peakuii". BBeAeHHS 3MiH NPOTAroM 6-Tu MicALiB
14 TabneTok y dapma LLTeliH AT, nicns 3aTBepkKeHHs
6nicTepi; no 1 abo 2 LlBeiiapis abo
6nictepu B Hosapric
KapTOHHI Kopoobui PapmacboTuka
C.A., Icnanis;
KOHTponb AKocTi:
dapmaHanituka CA,
LLIBeliLapist
135. | EKCPOPX H | Tabnetku, BKpUTI HosaprTic Lseliuapi Brpo6HMuTBO, LBeliuapis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | Tuny - 3a UA/12679/01/04
nNiBKOBOO Papma Al a KOHTPO/b SIKOCTI, IcnaHis 3MiHM BHECEHO A0 iHCTPYKLii 4158 MeAUYHOro 3aCTOCyBaHHS peyenmom
o6onoHkoto, no 10 nakyBaHHs, BUMYCK nikapcbkoro 3acoby A0 po3ainis "Ocob6MBOCTi 3aCTOCyBaHHA"
Mr/160 mr/12,5 mr no cepii: Hoapric Ta "lMob6ivHi peakuii". BBeAeHHSA 3MiH NPOTAroM 6-Tu MicALiB
14 TabneToK y dapma LLTeliH AT, nicns 3aTBepkKeHHs
6nicTepi; no 1 abo 2 LBeiiLapis abo
6nictepu B Hosapric
KapTOHHI KopoobLi PapmacboTuka
C.A., IcnaHis;
KoHTponb AKocTi:
dapmaHanituka CA,
LLIBeliLapis
136. | EIOKCATUH | KoHueHTpart A/iA TOB "CaHodi- YkpaiHa CaHodi-ABeHTiC HimeuunHa BHECEHHSA 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3a UA/9385/02/01
® PO34UHY 418 ABEHTIC [oiiunang Mo X nogaHHsa oHosneHoro CEP Ne R1-CEP 2003-229-Rev 04 gns peyenmom
iHdpy3iiA, 5 mr/mn, YkpaiHa" A®| OkcaninnaTvH Bif, BXe 3aTBEepKEHOro BUPOGHMKa
Nel: no 10 mn Johnson Matthey Pharmaceutical Materials, United States
KOHLEHTpaTy, Wo (Ha3Ba BMpo6HUka Johnson Matthey Inc. USA y nonepegHiii
MicTATb 50 Mr Bepcii CEP ( Ne R1-CEP 2003-229-Rev 03) 6yna 3a3HayeHa
okcaninnatuxy, y BiANOBIAHO [0 Ha3BW ro/I0BHOrO odpicy BUPOOHUKa. Y
donakoHi abo 20 mn OHOB/EHIli Bepcii cepTudikaTy BignoBigHOCTI EBPONEChKiii
KOHLeHTparty, Wwo papmakonei (Ne R1-CEP 2003-229-Rev 04) Ha3Ba BUpOOHMKa
MicTATb 100 Mr y3rofxeHa Ta npmMeejeHa y BiAnoBiAHICTb A0 Ha3BK
oKkcaniniaTtuny, y BMpOGHUYOT AinbHuUi Johnson Matthey Pharmaceutical
dhnakoHi; B NigfoHi, Materials, United States)
3anasHomy
KPWLLKOIO, B
KapPTOHHIi KOpoOLi
137. | ENbAENPUN | Tabnetkv no 5 mr, OpioH ®iHnsHaia | OpioH KopnopeiiLuH, Himeuunna BHECEHHSA 3MiH 10 peeCTpaLiiiH1x maTepianis: 3miHu | Tuny - 3a UA/5566/01/01
no 100 TabneTtok y KopnopeiiwH ®iHnaHais; OpioH 3MiHM 3 AKOCTi. FOTOBMIA Nikapcbkuii 3aci6. KOHTposb roToBoro peyenmom

dhnakoHi; no 1
chnakoHy B
KapPTOHHI KOpooLii

KopnopeiiLH,
PiHNAHAIA
(abTepHaTUBHUIA

NiKapCbKoro 3aco6y - OHOB/IEHHS BXe 3aTBEPMKEHNX METOAIB
KOHTPO/IO SIKOCTI JTiKapCbKOro 3acoby, a came: BUKIaAeHHs
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

BVPOGHWK, LLO
34iliCHIOE NepBUHHE
Ta BTOPUHHE
nakyBaHHS1, BUMYCK
cepiii)

TEKCTY AepPXaBHOK MOBOKO 3ri,qH0 Cy4dacCHux snmor

138.

EHANANPUN

Tabnetku no 0,01 r
no 10 Tabnetok y
6nictepi; no 1 a6o 2,
abo 3, abo 5, abo 9
6nicTepiB B navyj

MpuBatHe
akuioHepHe
TOBapMCTBO

"Jlexkxim-
XapkiB"

YkpaiHa

MpusaTHe
akujioHepHe
TOBapUCTBO

"lekxim-Xapkis"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHiX maTtepianis: 3MiHu | Tuny -
3miHu 3 sKocTi. CepTudikar BignosigHocTi/l E-cepTudikat
BiANOBIAHOCTI EBponeiickbkil hapmakonei/MoHorpadii.
MopgaHHA HoBOro abo OHOBMIEHOro cepTudiikaTa BigNOBIAHOCTI
abo Buny4yeHHs cepTudikaTa BignoBigHOCTI EBponenchbkili
thapmakonei: gna A®l; ansa BuxigHoro
marepiany/peareHTy/npoMKHOrO NMPOAYKTY, WO
BMKOPVCTOBYHOTbCS Y BUPOOHNLTBI ADI; 415 LONOMDKHOT
peyoBUHM (cepTudpikaT BiANOBIAHOCTI EBpONEiChKIlt
hapmakonei) - HoBuii cepTudikar Bif BXe 3aTBEPAXEHOr0
BMpOGHMKa - MogaHHsA HOBOro cepTudiikaty BiAnoBigHOCTI ED
Bif, 3aTBEpAXeHoro Bupo6Huka APl EHananpuny manearty, Ne
R1-CEP 2000-053-Rev 05. Ak Hacnigok 3miHa B cneuudikawii
[il040i peyoBVHY Ta BiANOBIAHI 3MiHW 1O METOAIB KOHTPO/IIO, a
came: «BU3HaYeHHS KiJIbKOCTi OpraHiyHMX PO3UNHHNKIB
(ETtaHon - He 6inblue 150 ppm) Ta «Managin» (He 6inblie 1
ppm); 3MiHM | TRy - 3miHK 3 akocTi. CepTudiikat
BignosigHocTi/FE-cepTudikat BignosiaHOCTI E€Bponeiichkiit
thapmakonei/moHorpadii. 3mMiHu, NoB'A3aHi 3 HEO6XiAHICTIO
npuBeLeHHs Yy BiANOBIAHICTb A0 MoHorpadii 4dY abo
€Bponelicbkoi hapmMakonei, abo iHWOoT HauioHa/IbHOI
hapmakonei gepxasun €C (3miHa y cneymdikayisix, nos'a3aHa
3i 3miHamu B JJ®Y, abo EBponelicbkiin hapmakonei, abo iHLWii
HaujioHanbHili hapmakonei gepxasu €C)

CynyTHS 3MiHa
- 3MiHu 3 skocTi. CepTudikaT BignoBigHocTI/l E-cepTudikar
BiANOBIAHOCTI EBponeiickkili hapmakonei/MoHorpadii. 3miHu,
noB'sA3aHi 3 HEOOXiAHICTIO NPUBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii PY abo EBponeiicbkoi dhapmakonei, abo iHwoT
HauioHanbHOT hapmakonel gepxasun €C (iHLWi 3MiHK) -
MpvBeaeHHs cneumdikaLii Ta METOAiB KOHTPO/IO SKOCTI
Ait040T pevoBMHN [0 BUMOT MOHorpadii EP Ta gokymeHTauil
BUpo6HUKa AdDI. Ak Hacniaok i3 cneundikaLii BU1yYaeTbcs
nokKasHUK «Baxki meTanu», «Temneparypa niaB/eHHs» Ta
nokasHuk «CynpoBifHi AOMILLKW» i aHasTITU4Ha MeToAuKa
«KinbkicHe BU3HaYeHHs» NPUBOAUTLCA BiANOBIAHO A0 BUMOT
MoHorpagii E®

3a
peyermom

UA/2818/01/01

139.

EHANANPUN

Tabnetkn no 0,01 r
in bulk: no 5000
Tabnetok y
KOHTeliHepax

MpueartHe
akuioHepHe
TOBapUCTBO

"J1ekxim-
Xapkis"

YkpaiHa

MNpusartHe
akuioHepHe
TOBapUCTBO

"JlekxiMm-Xapkis"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3MiHu | Tuny -
3MmiHu 3 akocTi. CepTudikat BignosigHocTi/IE-cepTudikaT
BiANOBIAHOCTI EBponeiickbkii hapmakonei/moHorpadii.
MopgaHHsA HoBOro abo OHOBMIEHOrO cepTudiikaTa BiANOBIAHOCTI
ab0o BUNyYEHHS cepTudpikaTa BianoBigHOCTI €Bponechkili
dhapmakonei: ana A®l; ans BuxigHoro

UA/2819/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsi0o4YeHHs

marepiany/peareHTy/npoMKHOrO MPOAYKTY, WO
BVKOPUCTOBYIOTLCA Y BUPOOHULUTBI API; ANs [ONOMDKHOT
peyoBUHM (cepTudpikaT BiANoBiAHOCTI EBpONEiChKilt
hapmakonei) - HoBuii cepTudikaT Bif BXe 3aTBEPAKEHOr0
BUPOGHMKa - MNogaHHA HOBOro cepTudikaty BignosigHoOCTI EP
Bif 3aTBEPAKEHOro BUpo6HKKa A®| EHananpuny maneary, Ne
R1-CEP 2000-053-Rev 05. fk Hacnigok 3miHa B crneuudikawi
AitoY0i pevoBUHY Ta Bi4NOBIAHI 3MiHW 40 METO/AiB KOHTPOSII0, a
came: «BusHauyeHHs KiflbKOCTi OpraHiyHnX pO34YNHHUKIB»
(ETtaHon - He 6inble 150 ppm) Ta «MNanagii» (He Ginblwe 1
ppm); 3MmiHu | TMny - 3MiHK 3 skocTi. CepTudikar
BiNOBIAHOCTI/IE-cepTudpikar BignoBiAHOCTI EBponeichkii
thapmakonei/MoHorpadii. 3mMiHM, NOB'A3aHi 3 HEOOXiAHICTIO
npuBeAeHHs y BiANOBIAHICTb A0 MoHorpadii 4dPY abo
€BponelicbKoi hapmakonei, abo iHWOoT HauioHa/IbHOI
thapmakonei gepxasn EC (3MiHa y cneuundikauisx, NoB'a3aHa
3i amiHamu B 1Y, abo €Bponeiickbkili hapmakonei, abo iHLwil
HauioHasbHil chapmakonei gepxasu €C)
CynyTHS 3MiHa
- 3MiHu 3 skocTi. CepTudikat BignosigHocTi/lE-cepTudpikat
BignoBigHOCTI €Bponelickkili hapmakonei/MoHorpadii. 3miHu,
noB's3aHi 3 HEOOXiAHICTIO NPUBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii ®Y abo €Bponeiicbkoi chapmakonei, abo iHwoT
HaujioHanbHOI hapmakonei gepxasun €C (iHLUi 3MiHN) -
MpviBeaeHHs crneumdikaLii Ta MeTOAiB KOHTPO/IH0 SKOCTI
Lito40i pevyoBuHY [0 BUMOT MOHOrpadii €EP Ta fJokymeHTawii
BMpOo6HMKa API. HAk Hacnigok i3 cneumdikaii BUIyvaeTbea
nokasHUK «Badkki meTann», «Temnepartypa nias/eHHsa» Ta
nokasHvK «CynpoBigHi AOMILLKM» | aHaniTu4Ha MeToauka
«KinibKiCHe BU3HAYEHHS» NPUBOAUTLCA BiANOBIAHO 40O BUMOT
MOHorpagii €

140.

EHANAMNPUN

Tabnetku no 10 mr
no 10 TabneTtok y
6nicTepi; no 2
6nictepn y nauui 3
KapToHy

AT
"Ny6Hnchapm”

YkpaiHa

AT "ly6Hnchapm"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | TUny -
3MiHM Wwopao 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy (iHwi
3MiHM) - BHeCeHHs fofaTkoBOT TeXHIYHOT iHdhopmauii y n. 17
IHLE TekcTy mapKyBaHHA BTOPUHHOI ynakoBku Ta n. 6 IHLLIE
TEKCTY MapKyBaHHS NEePBUHHOT YNakoBKU NMIKaPCbKOro 3acoby.
BBeAeHHs1 3MiH MPOTAroM 6-TK MicALIB NicN1s 3aTBEPAKEHHS

3a
peyenmom

UA/1195/01/02

141.

EH/DKEPVKC
TM_B I
ENGERIX™-B
BAKLIMHA
ans
MPO®INAKT
VKM
BIPYCHOIO
FEMATUTY B,
PEKOMBIHA
HTHA

cycneHsis gns
iH’exuin, 20 mkr/1
M1, o 1 mn (20 mkr)
(1 po3a gns
nopocnux) Tano 0,5
M (10 mkr) (1 gosa
ans piteid) y
dhnakoHi; no 1, abo
10 ab60 25 cKknIAHNX
MOHOZ03HUX
h1aKoHIB y

nakcoCmiTKn
SH EkcnopTt
Nimiteq

Benvka
BpuTtaHis

nakcoCmiTKnsiiH
Bionogxikans C.A.

Benebris

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | Tuny -
3MiHM WoAo 6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM [0 y3arasibHeHNX JaHnX Npo cucTemy
chapmakoHarnsgy (BBefeHHs y3araibHeHUX AaHux npo
cuctemy thapmakoHarnisgy, 3MiHa ynoBHOBaXeHOI 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMakoHarnsAy; KOHTakTHOI
0ocobu 3 hapMakoHarnsay 3asBHVKa oist 34iiCHEHHS
thapmakoHarnagy B YKpaiHi, K0 BOHa BigMiHHA Bif,
YMOBHOBaXeHOT 0cobu, BigNoBiAaNbHOT 3a 34iCHEHHS
hapmakoHarnagy (Bk/ovatoum KOHTaKTHI AaHi) Ta/abo 3MiHW Y
po3MilLeHHi MacTep-ghaiina cuctemu papmakoHarnsagy) -

3a
peyenmom

UA/15740/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KapTOHHI kopo6Lyj; 3MiHa YNOBHOBaXEHOI 0CO6U 3asBHMKA, BigNoBigabHOT 3a
no 1 mn (20 mkr) (1 thapmakoHarnag:
[03a gNns Aopociinx) MponoHosaHa peaakLis — [p. MeHc-Ynbpix LtermanH / Dr.
Tano 0,5 mn (10 Jens-Ulrich Stegmann, MD. 3miHa KOHTaKTHVX AaHNX
Mkr) (1 gosa ans YNOBHOB&XEHOT 0c06MU, BiANOBiAaNbHOI 3a thapMakoHariag,.
aitein) y 3MiHa HOMepy Ta MicLle3HaxoKeHHs1 MacTep-haiina cuctemu
nonepegHL0 chapmakoHarnsgy
HarnoBHEHOMY
wnpuui; no 1
nonepegHL0
HarnoBHEHOMY
LUMPULY B KAPTOHHIlA
Kopobui
142. | EPASABAH Kpem, 100 mr/1r no Oenbta LLseiiuapi [eHapoH BpeHac Benvka BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | TUny - 6e3 UA/9636/01/01
2rabono5ryTyoi; Megiken A Nimiteq BpuTaHis 3MiHM WoA0 6e3nekn/eheKTMBHOCTI Ta hapmakoHarnsgy. peyenma
no 1 Ty6i B MpomoyLH3 BBegeHHs1 abo 3MiHM [0 y3arasibHeHNX JaHnX Npo cucTemy
KapTOHHIlA KOpooLi Al hapmakoHarnagy (BBe4eHHs y3arasibHeHUX JaHuX Npo
cuctemy thapmakoHarnsgy, 3MiHa ynoBHOBaXeHOI ocobu,
BiANOBIAaUIbHOI 3a 34iiCHEHHSA hbapMakoHarnsay; KOHTaKTHOI
0cobu 3 hapMakoHarnsay 3asaBHVKa oNst 34iCHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA Bif,
yMOBHOB&aXeHOT 0cobu, BigNoBiAanbHOT 3a 34iACHEHHS
hapMakoHarnagy (Bk/iovatoum KOHTaKTHI AaHi) Ta/abo 3MiHu y
po3MiLeHHI MacTep-haiina cucteMmn hapmakoHarisgy) -
3MiHa YNOBHOBaXEHOI 0CO6U 3asBHKKA, BignoBiganbHOT 3a
hapmakoHarnsg.
MponoHoBaHa pegakuis: JaHinosa flapnca BonogmmupisHa.
3MiHa KOHTaKTH/X AaHnX YNOBHOBaXKEHOT 0CO6U 3aABHNKA,
BiANOBIAa/IbHOT 32 hapmakoHarnsg
143. | EPIAOH® pO34MH opasibHUiA, 1 TOB "ACIHO YkpaiHa [ap Anb Jasa VopaaHis BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3MiHu | Tuny - 3a UA/16894/01/01
mr/mn, no 30 mny YKPAIHA" [eBenonmMeHT eHg Ipnangis 3MiHV BHECEHI B TEKCT MapKyBaHHs1 Ha BTOPWHHIlA ynakoBLji, a peyenmom

chnakoHi; no 1
donakoHy y
KOMMNEKTi 3
[03y040t0 NiNeTKoH
B KapTOHHI navi

IHBecTMeHT Ko. n14.,
VioppaHis
(BUPOGHULTBO,
nakyBaHHs Ta
KOHTPO/b AKOCTI
niKapcbKoro
3acoby); Komnnit
Na6opaTtopi
ConyLwHs, lpnaHgis
(KOHTPO/Ib AKOCTI
(mikpobionoriyHwmi
KOHTpONb)); LaHenb
Megikan, IpnaHgis
(KOHTPO/Ib SIKOCTI Ta
BMNyCK cepii)

came: He3HauHi NpaBKy LLOAO NIOroTUMY KOMMaHii, iHWoT
TexHiYHoI iHhopMmaLii Ta HoOMepy peecTpaduiiHoro
NOCBIAYEHHS; B TEKCTI MapKyBaHHS Ha NEPBWHHII ynakosLi, a
came: He3HauHi NpaBKy LLOAO NOroTUMy KOMMaHii, iHWoT
TeXHiYHOT iHdhopmaui
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
144. | EC30N TabneTku, BKpUTI KYCYM IHAjs KYCYM XENTXKEP IHAis BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 3MiHu | Tuny - 3a UA/10774/01/01
060/10HKO10, N0 100 XENTXKEP MBT NTA 3MiHu 3 siKocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHN y peyenmom
mr; no 4 a6o no 10 MBT NTA BMPOGHMLTBI. 3MiHN BUNPOBYBaHb abo AONYCTUMUX MEX,
Tabnetok y 6nictepi; BCTaHOB/IEHNX Y cneuudikauisx, nig yac BUpo6HMLTBA
no 1 6nictepy B roToBOro Nikapcbkoro 3acoby (4oaaBaHHA HOBOTO MeToay
KapTOHHIiA ynakoBL,i BMNPOGYBaHHA Ta AONYCTUMUX MeX) - BHeceHHs1 BunpobysaHb
3a NOKa3HMKOM: «3a/TMLLKOBI KifIbKOCTi OpraHiyHmnx
PO3UMHHWKIB» Ha CTagji BUCYLLYBaHHS; MOKa3HNK «3a/nLLKOBI
KiNIbKOCTi OpraHiyHMX PO34MHHMKIB» NEPEHOCUTLCS B
cneumdikaLito Ha roToBuWiA Nikapcbkuii 3aci6 Ta 3a/IMLIAaeTbCs
6e3 3MiH; 3MiHY | TUny - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkumii
3aci6. KoHTposib roToBOro MikapcbKoro 3acoby (iHLi 3miHu) -
OHOBIEeHHs 3aTBepakeHoro MK, a came BUKNafEHHA TEKCTY
[epXXaBHOK MOBOIO, 3iIHO Cy4acHUX BUMOT
145. | ECKOJ1AH- TabneTkn, BKPUTI CaHoBefnb TypeyunH CaHosenb Inay TypeyunHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasis: 3miHu | Tuny - 3a UA/9680/01/01
CAHOBE/b N1iBKOBOO Insy CaHai Be a CaHai Be Tumxapet 3miHu 3 sKocTi. CepTudikar BignosigHocTi/l E-cepTudikat peyenmom
060/10HKO10, M0 10 Tupxapet A.LL. BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
mr, no 10 TabneTok A.LL. MopgaHHA HoBOro abo OHOBMIEHOro cepTudiikaTa BigNOBIAHOCTI
y 6nicTepi; no 3 abo BunyyeHHs cepTudikaTta BignoBigHOCTI €EBponenchbkili
6nictepu y hapmakonei: gna A®l; ans BuxigHoro
KapTOHHI Kopobui marepiany/peareHTy/npoMKHOrO NMPOAYKTY, WO
BMKOPVCTOBYOTbCS Y BUPOOHNLTBI ADI; 415 LONOMDKHOT
peyoBUHM (cepTudpikaT BiANOBIAHOCTI EBpONEiChKilt
thapmakonei) - HoBuii cepTuddikar Big HOBOrO BUPOGHMKA
(3amiHa abo [OMNOBHEHHS) -NOAAHHSA HOBOro cepTudikata
BignoBiaHoCTI €Bponelickkiit hapmakonei Ne RO-CEP 2013-
094-Rev 03 on1a Aito4oi pevoBUHY aTopBacTaTUHY KasblLito
TpurigpaT Big, HoBOro BUpo6bHuka Sun Pharmaceutical
Industries Limited, India (P.O. Rail Majra District. S.B.S. Nagar
(Nawanshahar) India — 144533 Toansa Village, Punjab) B
[IOMOBHEHHS [0 Y)XXe 3apeecTpoBaHoro BUpobHuka (Dr.
Reddy's Laboratories Ltd, IHAis)
146. | ECKOJ1AH- TabneTkn, BKPUTI CaHoBefnb TypeyunH CaHosenb Inay TypeyunHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasiB: 3miHu | Tuny - 3a UA/9680/01/02
CAHOBE/b NNiBKOBOIO Insy CaHai Be a CaHai Be Tugpxapet 3MiHu 3 akocTi. CepTuddikar signosigHocTi/lE-cepTudikar peyenmom
060/10HKO10, M0 20 Tupxapet A.LL. BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
mr, no 10 TabneTok A.LL. MopgaHHsA HoBOro abo OHOBMIEHOro cepTudiikaTa BifNOBIAHOCTI

y 6nicTepi; no 3
6nictepn y
KapTOHHI KopoobLi

abo BuNy4YeHHs cepTudikaTa BignoBigHOCTI EBponenchkili
hapmakonei: s A®l; ans BuxigHoro
marepiany/peareHTy/npoMKHOrO MPOAYKTY, L0
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; Ans AONOMDKHOT
peyoBUHM (cepTudpikaT BiANOBIAHOCTI EBPONEiChKilt
thapmakonei) - HoBuii cepTudpikat Big HOBOrO BUPOGHMKA
(3amiHa abo [OMNOBHEHHS) -NOAAHHSA HOBOro cepTudikata
BignosigHoCTi €Bponelickkiit hapmakonei Ne RO-CEP 2013-
094-Rev 03 an1a Aito4oi pevoBUHM aTopBacTaTUHY KasblLito
TpurigpaT Big HoBOro BUpo6bHuka Sun Pharmaceutical
Industries Limited, India (P.O. Rail Majra District. S.B.S. Nagar
(Nawanshahar) India — 144533 Toansa Village, Punjab) B
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
[IOMOBHEHHS [0 Y)XXe 3apeecTpoBaHoro BupobHuka (Dr.
Reddy's Laboratories Ltd, IHAis)
147. | ECKO/IAH- TabneTkn, BKPUTI CaHoBenb TypeyunH CaHoBensb Insy TypeuunHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasis: 3miHu | Tuny - 3a UA/9680/01/03
CAHOBE/b N1iBKOBOO Insy CaHai Be a CaHai Be Tumxapet 3miHu 3 sKocTi. CepTudikar BignosigHocTi/l E-cepTudikat peyenmom
060/10HKO10, M0 40 Tupxapet A.LL. BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
mr, no 10 TabneTok A.LL. MopgaHHA HoBOro abo OHOBMIEHOro cepTudiikaTa BigNOBIAHOCTI
y 6nicTepi; no 3 abo Buny4yeHHs cepTudikaTa BignoBigHOCTI €EBponenchbkili
6nictepu y hapmakonei: gna A®l; ons BuxigHoro
KapTOHHI Kopoobui marepiany/peareHTy/npoMiKHOrO NMPOAYKTY, L0
BMKOPVCTOBYHOTbCS Y BUPOOHNLTBI ADI; 415 AONOMDKHOT
peyoBUHM (cepTudpikaT BiANOBIAHOCTI EBpONEiCHKIlt
thapmakonei) - HoBuii cepTuddikar Bif HOBOrO BUPOGHMKA
(3amiHa abo [OMOBHEHHS) -NOAAHHSA HOBOro cepTudikata
BignoBiaHoCTI €Bponelickkiit hapmakonei Ne RO-CEP 2013-
094-Rev 03 on1a Aitoyoi pevoBUHY aTopBacTaTUHY KasblLito
TpurigpaT Big, HoBOro BUpobHuka Sun Pharmaceutical
Industries Limited, India (P.O. Rail Majra District. S.B.S. Nagar
(Nawanshahar) India — 144533 Toansa Village, Punjab) B
[IOMOBHEHHS [0 Y)XXe 3apeecTpoBaHoro BUpobHuka (Dr.
Reddy's Laboratories Ltd, IHAis)
148. | ECMNA- NopoLUOK A8 ecrnapma HimeuumnH ecrnapma ®apma HimeuunHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasiB: 3miHu | Tuny - 3a UA/14782/01/01
POLNH® OPa/ILHOIO PO3UNHY M6X a Cepgices 'm6X, noAaHHa HOBOTo cepTudpikaTa BignoBigHOCTI EBponenchkili peyenmom
no 3000 mr/naker; HimeyunHa hapmakonei Ne RO-CEP 2017-166-Rev 00 ana Adl
no 8 r NopoLUKy (BTOpUHHE docchomiuuHy TpOMETaMOsy Bif, BXXe 3aTBEpAKEHOro
(3000 mr gjtouoi nakyBaHHs); BMpOGHUKa Interquim, S.A., de C.V., Mekcuka. Sk Hacnigok:
peyoBMHM) Y NakeTi; Ningodapm Mv6X, [0NOBHEHHS iHhopMaLlietd NPO BUPOGHMYI AiNbHALL TPOMDKHOT
no 1 nakety B HimeuunHa npoaykuii HUBEI XUNDA PHARMACEUTICAL CO., LTD.
KapTOHHIA ynakoBL,i (BMpPOGHMLTBO No.2, Jinpan Road China-435 400 Wuxue City, Hubei Province
Hepo3chacoBaHOro Ta FARMASINO PHARMACEUTICALS (ANHUI) COMPANY
NpoaykKTy, NepBrHHE Limited Wujiang Fine Chemical Base China- Maanshan City,
nakyBaHHs, Anhui province; BUIy4YeHHs BUPOGHWYOT AiNbHULL NPOMDKHOT
BTOPVIHHE npopykuii Northeast Pharmaceutical Group Development
nakyBaHHs, District, China
KOHTPO/b SIKOCTI,
BMNyCK cepii)
149. | E®EPBEH TabneTkn, BKPUTI CaH IHgis CaH IHais BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasiB: 3miHu | Tuny - 3a UA/8431/02/01
060/10HKO0, N0 600 dapmacbloThK dapmacbloTuKa 3MiHK WoAo 6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy. peyenmom
mr, no 30 TabneTok an lHgacTpis IHpacTpi3 Nimiteq, BeefieHHs1 ab0 3MiHW [0 y3araslbHEHUX AaHWX NPo cucTemy
y thrnakoHax Nimiteq hapMakoHarnsgy (BBeAEHHS y3arasibHeHVX AaHKX Npo

cuctemy dhapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT 0cobw,
BiNOBifa/IbHOT 3a 34iICHEHHS hapMakoHarnsay; KOHTaKTHoOT
0cobu 3 hapmakoHarnsay 3asiBHVKa 415 34iCHEHHS
hapMakoHarnsagy B YkpaiHi, AKLWO BOHA BigMiHHA Bif,
YNOBHOBaXXEHOI 0CO6U, BifiNOBIAAbHOI 3a 3iICHEHHS
hapMakoHarnsgy (BK/IoYatoumn KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MilLEeHHI MacTep-ghaiina cucteMu papmakoHarnsgy) -
3MiHa YNOBHOBaXXEHOT 0CO6U 3asBHYVKA, BigNoBigabHOI 3a
dpapmakoHarnsg.
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

MponoHoBaHa pepakuis: Dr. Vivek Ahuja. 3MiHa KOHTaKTHUX
[aHnX YNOBHOBaXEeHOT 0cobu, BiANOBiJabHOI 3a
thapmakoHarnag.

BBefeHHs agpecy MicLe3HaxoMKeHHs MmacTep-chaina
cucteMmu chapmakoHarnsgy. BeefeHHsa agpecu, ge
3AiiCHIETLCSA OCHOBHA AiSNIbHICTb 3 dapMakoHarisay

150.

E®OMEPUH

NOPOLLIOK A/1A
PO34UHY ON151 iH KLl
no 1r, 1 chnakoH 3
MOPOLLKOM B KOpOObLi

AHaHTa
Megikeap N14.

Benuka
BpuTaHis

"BeHyc Pemegic
Nimiten", IHAis;
AHaHTa Megikeap
Nimiteq, IHAisa

IHais

BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3MiHu | Tuny -
3MiHu 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y
BMPOGHMLTBI. 3MiHa iMNnopTepa/3MiHN, L0 CTOCYIOTbCA
BUMYCKY Cepii Ta KOHTPO/IIO AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo foaaBaHHS BUPOOHMKa, LLLO BiAMNOBIAae 3a
BBE3€EHHS Ta/abo BMnyck cepii) - Bknoyatoun
KOHTpO/b/BMNpOGYBaHHSA cepil - BBegeHHA JoAaTKOBOT
BUPOBHMYOT AiNbHULL 4151 NPOBEAEHHS KOHTPOJIH AKOCTI
roTOBOrO JliKapCbKOro 3acoby (BK/OHYAKUM KOHTPO/b
cepii/BunpobyBaHHs), BBeaeHHs 3MiH NpoTAroM 3-Xx micsuis
nicnsi 3aTBepmKeHHs. 3MiHu | Tuny - 3MiHK 3 sAkocTi. FoToBWMIA
nikapcbkuii 3aci6. 3MiHM y BUPO6GHMLTBI. 3amiHa abo BBEAEHHSA
[0[AaTKOBOI AiNbHUL BUPOGHMLTBA A1 YACTUHM abo BCbOro
BMPOGHMYOro NpoLecy rotToBoro Nikapcbkoro 3acoby
(ainbHMLA, Ha AKIN NpoBOAATLCA ByAb-AKi BUPOOHUUI cTagjl, 3a
BUHATKOM BUMYCKY Cepii, KOHTPO/IIO AKOCTi Ta BTOPUHHOIO
nakyBaHHs [/181 CTePU/IbHUX NiKapCbKUX 3aco6iB (BKIOHaUm
BMPOGIEHi acenTyHUM MeTOA0M), KpiM NikapCbKnx 3acobis
6i010riYHOro/iMyHOOrNYHOT0 NOXOKEHHS) CynyTHS 3MiHa -
3MiHu 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y
BMPO6GHMUTBI. 3amiHa abo BBeAEHHS A0AATKOBOI AiNbHUL
BMPOOHMLTBA 151 YACTVHM abo BCbOro BUPOBHMNYOro npoLecy
roTOBOrO JIiKapCbKOro 3acoby (AiIbHULSA A1 BTOPUHHOIO
nakyBaHHs1) BBEAEHHSA A0AATKOBOT BUPOOHWNYOT AiNbHWL ANA
BCbOr0 BYPOGHNYOTrO NPOLLECY KPiM NPOBEAEHHS KOHTPO/O
SAKOCTi FOTOBOrO NiKapCbKOoro 3acoby (BK/1K0HatoUum KOHTPO/Ib
cepii/sunpobyBaHHs), BBegeHHA 3MiH NpOTArom 3-X micsiuis
nicnsa 3aTBepiKeHHS.

3a
peyenmom

UA/16125/01/01

151.

E®MEPUH

NOPOLLOK A”A
PO34MHY N8 iH ek
no 2r, 1 dpnakoH 3
NMOPOLLKOM B KOPOOLL

AHaHTa
Megikeap /T4,

Benwvka
BputaHis

"BeHyc Pemegic
Nimitea", Ingjs;
AHaHTa Megikeap
Nimiten, IHAisA

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepianis: 3MiHu | TUNY -
3MiHK 3 AKOCTi. F0TOBUIA NiKapCbkuniA 3aci6. 3MiHW y
BMPOGHMLTBI. 3MiHa iMnopTepa/3aMiHK, L0 CTOCYHOTbCA
BUMYCKY Cepii Ta KOHTPO/II0 AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo foaaBaHHS BUPOOHMKa, LLLO BiAMOBIAAE 3a
BBE3EHHS Ta/abo BMMNycK cepii) - Bknoyaroun
KOHTPONb/BUNPOGYBaHHS cepii - BBeAeHHs f04aTKoBOI
BMPOGHWYOI fiNbHNL AN NPOBEAEHHS KOHTPO/IHO AKOCTI
roTOBOrO NiKapPCbKOro 3acoby (BK/IHOHaOUN KOHTPOSIb
cepii/BunpobyBaHHs), BBeaeHHS 3MiH NpoTAroM 3-x MicsLiB
nicns 3aTBepkeHHs. 3MiHu | Tuny - 3MiHu 3 AkocTi. FoToBwMi
nikapcbknii 3aci6. 3MiHM Y BUPOGHMUTBI. 3amiHa abo BBEAEHHS
[0[4aTKOBOI Ai/IbHULLE BUPOBHULITBA [i/1S YACTUHWM abo BCbOro

3a
peyenmom

UA/16125/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
BMPOBHNYOro NpoLecy roToBoro Nikapcbkoro 3acoby
(BinbHULSA, Ha SAKIN NpoBOAATLCS ByAb-AKi BUPO6HUYI cTagjl, 3a
BVHATKOM BUMYCKY Cepii, KOHTPOJIH0 SKOCTi Ta BTOPUHHOIO
naKyBaHHS 45151 CTEPUSIbHUX NIKaPCbKMX 3ac06iB (BKIO4a0UM
BMpPOOGIeHi acenTUYHUM MeTOLOM), KPiM NikapCbkux 3aco6iB
6i0N10ri4YHOro/iMyHONOMNYHOTO NOXOMKEHHS) CynyTHSA 3MiHa -
3MiHM 3 SKOCTi. F0TOBWIA NiKapCbkuii 3aci6. 3MiHW y
BUPOGHULTBI. 3amiHa abo BBeeHHSA 404ATKOBOI AiNbHULL
BMPOBHMLTBA A/151 YacT1HM abo BCbOro BUPOGHNYOro npoLecy
rOTOBOrO J1iKapCbKOro 3acoby (AibHULSA 4715 BTOPUHHOIO
nakyBaHHs1) BBE,EHHSA 00AATKOBOI BUPOOHNYOT AiNbHUL ANs
BCbOr0 BYPOGHWNYOTrO NPoLEeCy KPiM NPoBEAEHHSA KOHTPOII0
AIKOCTi FOTOBOTO NiKApCbKOro 3acoby (BK/IOYaKUM KOHTPOSIb
cepii/BunpobyBaHHs), BBegeHHS 3MiH NpoTAroM 3-x MicsuiB
nicns 3arBepakKeHHs.
152. | 304AK® TabneTku, BKpUTI TOB "Onenna YkpaiHa TOB "3eHTiBa" Yecbka BHECEHHS 3MiH 10 peecTpaLiiiHuX maTepianiB: 3MiHa 3asBHMKa 6e3 UA/4070/03/01
060/10HKO10, M0 10 Xerckea Pecny6nika (BnacHvka peecTpaLiiHoro noceigyeHHs) (3rigHo Hakazy MO3 peuenma
mr Ne 30 (10x3): no YkpaiHa" Bif 23.07.2015 Ne 460) (BBegeHHsS 3MiH MPOTAroM 6-Tu MicsLiB
10 TabneTtok y nicns 3aTBepKeHHS
6nictepi; no 3
6nictepn y
KapPTOHHIi KOpooLii
153. | 3O4AK® Kpanni opasibHi, 10 TOB "Onenna YkpaiHa TOB "3eHrTiBa", Yecbka BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianiB: 3MiHa 3asBHMKa 6e3 UA/4070/01/01
mr/mn no 20 mn Xenckea Yecbka Pecnybnika; | Pecny6nika/ | (BnacHuka peecTpawiiHoro nocsigueHHs) (3rigHo Hakasy MO3 peuyenma
PO34YMHY Y (priakoHi 3 YkpaiHa" Eii. HatTepmaHH HimeyunHa Big 23.07.2015 Ne 460) BBefeHHSA 3MiH NPOTATOM 6-Tu MicALiB
KpanesnbHuueto; no 1 eHg Caiii. FTm6X, nicnsa 3aTBEpAXEHHS
chnakoHy B HimeuunHa
KapPTOHHIi KOpooOLi
154. | S3O4AK® TabneTkun, BKPUTI TOB "CaHodi- YkpaiHa TOB "3eHTiBa" Yecbka BHECEHHSA 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 6e3 UA/4070/03/01
060/10HKOH0, Mo 10 ABEHTIC Pecny6nika noJaHHs OHOB/IEHOro cepTudpikata BiANOBIAHOCTI peyenma
mr Ne 30 (10x3): no YkpaiHa" €poneiicbkili hapmakonei Ne R1-CEP 2000-031-Rev 09 ans
10 TabneTok y nitoyoi pevosuHu Cetirizine dihydrochloride Big Bxe
6nictepi, no 3 3aTBepaxeHoro Bupo6Hnka MYLAN LABORATORIES
6nictepu y LIMITED; 3miHn | TUny - nogaHHA OHOB/IEHOro cepTudpikara
KapTOHHIlA KOpooLi BiagnoBigHoCTI €Bponelickkiit hapmakonei Ne R1-CEP 2000-
031-Rev 10 ansa gjtouoi pevoBuHu Cetirizine dihydrochloride
Bif BXe 3aTBepmkeHoro Bupo6Huka MYLAN LABORATORIES
LIMITED; 3minu | TUny - nogaHHs OHOBNEHOrO cepTudikaTa
BiANOBIAHOCTI €Bponelicbkili hapmakonei Ne R1-CEP 2000-
031-Rev 08 ana gitouoi pevosuHu Cetirizine dihydrochloride
Bifl BXe 3aTBepmxeHoro BupobHuka MYLAN LABORATORIES
LIMITED
155. | 30/10PT® TabneTku, BKpUTI ANOXOH tOC CWA Mcpaiizep HimeyunHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | Tuny - 3a UA/7475/01/01
nAiBKOBOIO 111C MeHtodek4ypuHr ITanis 3MiHN BHECEHO A0 IHCTPYKUIT 4151 MEAUYHOIO 3aCTOCYBaHHS peyenmom

060/10HKOH, M0 50

Joiiunenag M'm6X,

NiKkapcbKoro 3acoby Ao po3giny “MNobivHi peakuii" (aogaHo
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Mr, no 14 tabnetok HimeuyunHa iHchopmauito o0 NOBIYHOT peakLii MiKpOCKOMIYHNIA KONIT 3
y 6nicTepi; no 2 (BUpOGHMLTBO, HEBIZOMOI YaCTOTOK BUHUKHEHHS). BBEEHHSA 3MiH NPOTAroM
6nictepu y nepBrHHe Ta 6-TV MiCALIB MICNA 3aTBEPLKEHHS; 3MiHW | TUMY - 3MiHW
KapTOHHI ynakosLi BTOPUHHE BHECEHO A0 IHCTPYKUii 418 MEeAMYHOTO 3aCTOCYyBaHHS
nakyBaHHs, nikapcbKoro 3acoby Ao po3ainy "OcobnmBocTi 3acTocyBaHHS"
KOHTPOb AKOCTI, (mopaHo iHchopmauito WOoA0 BMICTY HATPItO Y cKnagi
BWMNYCK cepii); XaynT [L0MNOMDKHMX PEYOBUH NiKapCbKoro 3acoby). BeegeHHs 3MiH
$apma fatiHa NPOTAroM 6-TW MiCALIB NiCNA 3aTBEPKEHHS; 3MiHM | TUNy -
C.p.n., Itania 3MiHV BHECEHO A0 IHCTPYKUIT A/19 MEANYHOIO 3aCTOCYBaHHS
(BMpOGHMLTBO, nikapcbKoro 3acoby Ao po3ainis "Oco6anBOCTi 3aCTOCYBaHHSA",
nepBuHHE Ta "3acTocyBaHHS y nepiog, BariTHOCTi abo rogyBaHHsA rpyaar”,
BTOPVHHE "Mo6iyHi peakuyji" (yToYHeHO iHchopmavisito LWoAo NiABULLEHOTO
nakyBaHHs, PY3MKY BUHWKHEHHS NIC/IANOMA0rOBUX KPOBOTEY). BBeaeHHs
KOHTPO/b AKOCTI, 3MiH NPOTAroM 6-TW MICALIB NiCNA 3aTBepKEHHS
BUMNYCK Cepil)
156. | IHOAHPUKC cycneHsis gns nakcoCwmitKn Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasis: 3miHu | Tuny - 3a UA/15120/01/01
™ iH’exuii no 1 osi AnH ExkcnopT BpuTaHis Bionopxikans C.A. 3MiHa KpUTepIiiB NPUAHATHOCTI 4718 BUNPobyBaHHA Ha MIKpOGHY |  peyenmom
KOMBIHOBA (0,5mn)y Nimiteq 4YUCTOTY Ha TpUncuH-coeBomy arapi (Microbial purity test on
HA nonepegHL0 Tryptic Soy Agar) Ansa ABOX OCTaHHIX NPEKY/IbTYP Ta OCHOBHUX
BAKLUVHA 3anoBHEHOMY eTanis hepMeHTaLjii 4715 aHTUreHIB KaLl/IoKy B KaTeropii
ana wnpuyi Nely NPUAHATTA pilleHHs Wwopo skocTi (Quality decision test).
MPO®INTAKT KOMMEKTI 3 OHIED 3anponoHoBaHo: Absence of growth. BHeceHHs pefakuiiHnx
KN abo gBoma ronkamu; npaBokK A0 po3gainy 3.2.S.2.4 peecTpauiiiHOro f0CkE; 3MiHu |
DUDTEPII, TUNy - NepeHeceHHs BUNpobyBaHHsA Bioburden test, Lo
NnPABLA, no 1 nonepeaHLo NpoBOANTLCSA Ha CTafil OUULLEHHS, nepes eTanom (iHasIbHOI
KALLUMKOKY HarnoBHEHOMY CTepunisytoyoi hinbTpawii 3 kKaTeropii MOHITOPUHIY Mig Yac
AUENONAP LINPWLi Y KOMNNEKTI npouecy BUpo6HMLTBA (in-process monitoring) Ao kareropii
HA 3 ofHieto abo aBoma NPUIRHATTA pPiLLEeHHS WoA0 SKocTi (quality decision test) 3
OYULLEHA ronkamu y Kputepiem npuiiHaTHocTi «Not more than (NMT )10 CFU/100
IHAKTUBOBA | nnacTtnkosomy ml»; 3MiHM | TUNy - BUNYy4YeHHs BUNpobyBaHHs Protein content
HA PIAKA KOHTeliHepi; no 1 by Lowry gns npoMixXHOro NpoAyKTy akTUBHOI Cy6CcTaHLji Ha
n1acTMKoBOMY eTani OYMLLEHHS iIOHOOOMIHHO XpomaTorpadieto (konoHka Q-
KOHTEliHepy B cedhaposm) 3 KaTeropii MOHITOPUHIY Mif Yac npouecy
KapTOHHI Kopobui BMPOGHMLTBA (in-process monitoring); 3MiHn | TUny -
BWy4YeHHs BUNpobyBaHHs Optical dencity test Ha eTani
hepMeHTaLil NPOMDKHOIO NPOAYKTY aHTUreHIB Kalusoka 3
KaTeropii MOHITOPUHTY nif Yac npouecy BUpobHuuTBa (in-
process monitoring)
157. | IHOOPC TabneTtku, BKPUTI "KcaHTic Kinp CaHeka CnoBaubka BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | TUny - UA/16335/01/01
NAiBKOBOIO Papma dapmacbtoTikans AT Pecny6nika 3MiHK 3 AkocTi. CepTudpikat BignosigHocTi/IE-cepTudikat
o6onoHkoto, no 50 NimiTen" BiANOBiAHOCTI EBponelichbkiin thapmakonei/MoHorpadii.

Mr o 4 a6o no 10
TabneTtok y 6nictepi;
no 1 6nictepy B
KapTOHHIA nayw,;

no 4 a6o no 10
TabneTtok y bnictepi;

[MopaHHA OHOBNEHOTO cepTudikaTa BignNoBIgHOCTI
€sponelicbkin dhapmakonei Ne R1-CEP 2013-072-Rev 00
(3aTBepmxkeHo: RO-CEP 2013-072-Rev 03) ana gitoyoi
peuyoBvHM CungeHadiny LUTpaTy Bif BXe 3aTBepKeHOro
BMpobHMKa Pharmaceutical Works Polpharma S.A., y Hacnigok
3MiH B ONMCi BUPOGHMYOro npouecy; 3MiH y MeToaMLi
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

no 2 6nictepu B
KapTOHHIA nayuj; no
4 TabneTkn y
6nicTepi; no 3
6nictepu B
KapTOHHI nauu,;
no 1 Tabnetuiy
6nictepi; no 1
6nictepy B
KapTOHHI/ nayuj; no
4 TabneTkn y
6nictepi; no 5
6nicTtepis B
KapTOHHI naywi

BMNPO6YBaHHSA 3a NOKa3HUKOM «CynpoBifHi AOMILLKM».

158.

IHOOPC

TabneTkn, BKPUTI
N1iBKOBOO
060/10HKO10, N0 100
Mr no 4 a6o no 10
Tabnetok y 6nictepi;
no 1 6nictepy B
KapTOHHIN nauwy;

no 4 a6o no 10
Tabnetok y 6nictepi;
no 2 6nictepu B
KapTOHHI/ nayuj; no
4 TabneTkn y
6nictepi; no 3
6nictepu B
KapTOHHI nauv;
no 1 rabnetuiy
6nicTepi; no 1
6nictepy B
KapTOHHI nauyuj; no
4 TabneTkn y
6nictepi; no 5
6nicTepis B
KapPTOHHI/ nauuj

"KcaHTic
dapma
NimiTen"

Kinp

CaHeka
dapmacbtoTikans AT

Cnosaubka
Pecny6nika

BHECEHHS 3MiH [0 peecTpaviiHiX maTtepianis: 3MiHu | Tuny -
3MiHM 3 skocTi. CepTudpikar BignoBigHocTi/ME-cepTudikar
BiANoBiAHOCTI €Bponelichbkiin hapmakonei/MoHorpadii.
MoaaHHA OHOBMIEHOrO cepTudikarta BiANOBIAHOCTI
€sponelicbkinn hapmakonei Ne R1-CEP 2013-072-Rev 00
(3aTBepmkeHo: RO-CEP 2013-072-Rev 03) ana gitoyoi
peyoBuHM CungeHadiny uuTpaTy Bif BXe 3aTBEPAKEHOr0
BMpo6HMKa Pharmaceutical Works Polpharma S.A., y Hacnigok
3MiH B ONWCI BUPOGHMYOro NpoLecy; 3MiH y MeToamLi
BMNPOBYBaHHA 3a NOKa3HUKOM «CynpoBifHi AOMILLKM».

UA/16335/01/02

159.

IPUHOTEKAH
LWANA

KOHLleHTparT Ans
PO34unHYy Ans
iHcpy3iiA, 20 mr/mn no
15 mn y donakoHax
Ne 1

Wnnna
Megikea
Nimiteq

IHAis

LLnnna Megikea
Nimiten

IHais

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu | Tuny -
OHOBJ/IEHHSI TEKCTY MapKyBaHHS YNakoBKW liKkapCbKoro 3acoby
3 BHECEHHAM iHhopmaLii LoA0 3a3HaYeHHA OAMHNLb
BMMIpIOBaHHA y cuctemi Sl

3a
peyenmom

UA/18000/01/01

160.

KANETPA

PO34MH AN
nepopasibHOro
3aCTOCYyBaHHS; No
60 mn y donakoHi; no
5 cpnakoHiB y
KapTOHHI KOpo6Li

EG66BI
Biochapmacsto
Tikan3 MmoX

LLIseliapi
o

AnbTepHaTUBHNIA
BUPOGHMK
BiNOBIAaNbHUIA 3a
BUPOBHMLTBO
nikapcbKoro 3acoo6y,
nepBuHHe Ta

HimeuunHa/
CLWA

BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasiB: 3miHu | Tuny -
AZMiHICTpaTUBHI 3MiHWU. BUnyyeHHst BAPOGHUYOI AinbHUL
(Brntovatoun ginbHuui na A®I, npoMixXHOro NpoaykTy abo
rOTOBOrO NiKapCbKOro 3acoby, AiflbHWLi 4715 MTPOBEAEHHS
nakyBaHHs1, BAPOOGHWKa, BifjNOBIAaIbHOMO 3a BUIMYCK Cepild,

MicLie NpoBefeHHs1 KOHTPO/IHO cepii) abo nocTayasibHUKa

3a
peyenmom

UA/6998/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
BTOPUHHE BVXiJHOTO MaTtepiany, peareHTy abo AONOMiXHOI pe4yoBUHM
nakyBaHHs: (AKLLO 3a3HAYEHO Y 0CbE) - BunyyeHHs BUPOBHUYOI AiNbHUL,
E66BI IHK., CLUA; BiANOBIAA/IbHOI 3@ NOBHWI LMK BUPOGHULITBA NIKAPCHKOro
AnbTepHaTUBHUIA 3acoby Kanetpa AECIKA KBIHBEOPO /T, Bennko6puTaHis.
BUPOBHMUK 3MiHV BHECEHO B IHCTPYKL,iIO AN MeAUYHOro 3aCTOCyBaHHS
BiNOBIgaNbHUIA 3a LLIOZI0 HAIMEHYBaHHSA Ta MICLLe3HaXOKEHHSI BUPOGHMKA 3
TeCTyBaHHS: BiANOBIAHUMY 3MiHAMW Y TEKCTi MapKyBaHHS YNakoBKU
E66BI IHK., CLUA, niKapcbKoro 3acoby (BUyYeHHS BUPOOHWYOT AiNbHULL).
AnbTepHaTUBHWIA BBefeHHs 3MiH NpOTArom 6-Tv MicALiB NiCNsA 3aTBEPAYKEHHS
BVPOGHMK
BiANoOBigabHNIA 3a
TecTyBaHHA Ta
BWMYCK Cepil:
E66Bi [oiiuneHs
v6X i Ko. K,
HimeuynHa
161. | KANIKO Kpanni ouHi, 20 ToBapucTBo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | TUny - 3a UA/5107/01/01
noaua mr/mn, no 5 mn abo 06MEXEHOI0 BMPOGHMLTBA, AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecun peyenmom
no 10 mn y cpriakoHi; | BignoBiganbHi KOHTPO/b AKOCTI, MiCLil MPOBaPKEHHS AiS/IbHOCTI BUpObHUKa/iMnopTepa
no 1 cpnakoHy CTIO BMNYCK cepil: roTOBOro NikapCcbKoro 3acoby, BKIYAKUMN AiNIbHULL BUMYCKY
pasom 3 KPULLKO- "flocnigHwin ToBapucTBO 3 cepii abo micue NpoBefeHHs KOHTPOIO AKOCTI. (fisNbHICTb, 3a
KpanesnbHULE B 3aBo[ 0bMexeHot AKy BiANOBiAae BMPOGHMK/IMNOpTEp, BK/OYAKYM BUMYCK Cepili)
Kopo6Li 3 KapTOHY "rHunc" BiANOBIA&/IbHICTIO - 3MiHa agpecu BUPOo6HKKa /13 ToBapnCTBO 3 0OMEXEHOID
"[locnigHwin 3asof BignosigasnbHicTio "®APMEKC MPYN", Ykpaina (BCi cTag,i
"rHUC, BMPOGHMLTBA, KOHTPOJb SKOCTI, BUNYCK cepii), 6e3 3MiHu Micus
YkpaiHa; BUpO6HMUTBA (BBEAEHHS 3MiH NPOTArOoM 6-TW MicAUiB nicns
BCi cTagii 3aTBEPIKEHHS)
BMPOGHMLITBA,
KOHTPO/b SIKOCTI,
BWMNYCK Cepil:
ToBapucTBO 3
06MexeHot
BiANOBIAANbHICTIO
"®APMEKC IPymn",
YKpaiHa
162. | KANbLIO PO34NH A5 iH'EKLIN, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiinHMxX maTtepiasis: TeXHIYHa 3a UA/6822/01/01
XnorPua- 50,7 mr/mn no 5 mn "papmaneBTn "®apmMaueBTUYHa nomusika (3rigHo Hakazy MO3 Big, 23.07.2015 Ne 460), peyenmom
AAPHULSA a6o no 10 mn B yHa hipma ipma "OapHuus" BMNPaB/IEHO TEXHIYHY NOMUKY Y TEKCTI MapKyBaHHSs
amnyni; no 5 amnyn "fapHuus” NMepBUHHOT Ta BTOPVMHHOI YNaKoBKW /likapCbKOro 3acoby y 387
Y KOHTYpHIlA S3KYy 3 PO36iKHICTIO iHChopMaLii LLoA0 [03YBaHHS JliKapCbKOro
YapyHKoBIl 3acoby y peecTpauiiiHux AOKyMeHTax
ynakosLi, no 2
KOHTYPHI YapyHKOBI
yNakoBKM B nauLli
163. | KAMEUWUTABI | TabneTku, BKpUTI Lvnna IHais LLvnnna Megikea IHais BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasiB: 3miHu | Tuny - 3a UA/18104/01/02
H WWNNA NNiBKOBOO Megikea Nimiten 3MiHM Woao 6e3neku/ehekTBHOCTI Ta chapmakoHarnagy - peyenmom
060/10HKOI0, N0 500 Nimiten OHOBJIEHHS TEKCTY MapKyBaHHS YNakoBKYM J1iKapCbKOro 3acoby

mr no 10 TabneTok y

3 BHECEHHSAM iHdyopMalLii LoA0 3a3HaYeHHs 0AMHMLb
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
6nicTepi, no 12 BMMIpIOBaHHA y cuctemi Sl
6nictepiB y
KapTOHHIlA KOpo6L;
no 120 TabneTtok y
dhnakoHi, no 1
donakoHy y
KapPTOHHI KOpooLii
164. | KAMEUWUTABI | Tabnetku, BKpUTI Lvnna IHAis Lnnna Megikea IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu | Tuny - 3a UA/18104/01/01
H WANNA nNiBKOBOIO Megikea Nimiteq 3MiHK Woa0 6e3nekn/edekTUBHOCTI Ta thapmakoHarnsgy - peyenmom
o060n0oHkoto, no 150 Nimiteq OHOBJ/IEHHSI TEKCTY MapKyBaHHS YNakoBKM /likapCbKoro 3acoby
Mmr o 10 TabneTok y 3 BHECEHHSAM iHdhopMaLii LWOoA0 3a3HAYEeHHS OAMHULb
6nicTepi, no 6 BMMIpIOBaHHA y cuctemi Sl
6nicTtepiB y
KapTOHHI Kopo6Lyj;
no 60 TabneTok y
thnakoHi, no 1
donakoHy y
KapTOHHI/ Kopobui
165. | KETOHAN® PO34UH ON18 iH'EKLLN, CaHpo3 CnoBeHis Nex CnoseHis BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3MiHu | Tuny - 3a UA/8325/01/01
100 mr/2 mn; no 2 dapmachbioTika dapmaueBTUYHa He3HauHi 3MiHM y po3ginax 3.2.P.3.3. , onuc BUPOGHMYOro peyenmom
M B amnysi; no 5 n3 a.a. KOMMaHis 4.4, npoecy Ta KoHTposto npouecy Ta 3.2.P.3.5.,Banigauis
amnyn y 6nictepi; no npouecy Ta/abo Iioro oLiHKa, a came: KOpeKList 6/10K-cxemu
2 6nictepu y npouecy BMPOGHULTBA A/181 NPUBEAEHHS 1Ty BiANOBIAHICTL A0
KapTOHHI KOpooLyi npouecy BMPOBHULTBA; 3MiH y caMOMy BUPOGHMYOMY NpoLEeCi
uu cknagi 13 Hemae; cneumdikauii MN3 3anmwaroTbes
HEe3MiHH1MK
166. | KNOTPUMA3 | mMa3b 1% no20ry OPIrAHOCUWH OAE EHK't06 ETikan3 IHais BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasiB: 3miHu | Tuny - 6e3 UA/8794/01/01
on Ty6i; no 1 Ty6i B NAN®CAEHC MpaiiBiT MimiTes 3MiHUM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. 3miHK y peyenma
naJui 3 KapToHy N3 (E® 3ET I) BMPOBOHULTBI. 3MiHa po3Mmipy cepii (BkIOYarum gianasoH
pO3Mipy cepii) roTOBOro slikapcbkoro 3acoby (36ibLeHHs A0
10 pasiB NOPIBHSHO i3 3aTBEPKEHNM PO3MIPOM) - 36i/1bLUEHHS
pO3Mipy cepii rOTOBOrO /iKapCbKOro 3acoby; 3anpOnoHOBaHO:
1000 Kr; 3MiHKM | TUMY - HE3HAYHAa 3MiHa B KiSIbKIiCHOMY BMICTi
[0NOMDKHOT pevyoBMHU HaTpito rigpodocdhat aurigpat y
roTOBOMY NiKapCbKOMy 3ac06i; 3MiHM | TUNY - BBEAEHHSA
HEe3HA4YHMX 3MiH Y BUPOOGHNUMIA NPOLEC 3 METOK ONTUMI3aL,ii;
3MiHM Il TNy - BBEAEHHSA AOAATKOBOro BUPO6HUKa AdI
Knotpumason ERREGIERRE S.p.A,, ITanis
167. | KOMIPHATI / KOHLeHTpaT Ans Mdpaiizep CLA Mdpaiizep Benbris/ BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3miHu | Tuny - 3a UA/18592/01/01
COMIRNATY avcnepcii ans Eiiu.Ci.Mi. MeHtodhekuypuHr HimeyunHa 3MiHK 3 SKOCTi. FoTOBMIA Nikapcbkuii 3aci6. KOHTposb roToBOro peyenmom
™ iH'ekuil, 1 donakoH KopnopeiiwH Benbria HB, nikapcbKoro 3acoby. 3MiHa y meTofax BUNPOGyBaHHSA
(0,45 mn) micTutb 6 Benebrist; BanoHTek rOTOBOrO JliKapCbkoro 3acoby (He3HauHa 3miHa y
003 no 30 mkr; 195 MeHtodhekuypuHr 3aTBEpPKEHNX MeTofax BUNPOo6YyBaHHS) - 3MiHU KpUTEpito

h1aKoHIB y
KapTOHHI Kopoo6Li

'mM6X, HimeyunHa

npuitHaTHocTi napameTpy Cell viability, wo 3actocoByeTbea nig,
yac BMNPOBYBaHHS rOTOBOTO NiKapCbKOro 3acoby 3a
nokasHukom «Potency» metogom Cell Based Flow Cytometry.
Be3 3miHn y cneumdikayii MN3. 3aTBepmkeHo: Cell viability
>90%. 3anponoHoBaHo: Cell viability >85%.
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

PepakuiiHi npasku go posginis 3.2.P.5.1 ta 3.2.P.5.2. 3miHn |
My - 3MiHK 3 AKkocTi. ADL. KoHTposb APl 3miHa y MeTodax
BuUNpobyBaHHA APl abo BUXiAHOrO MaTepiasly/npomMiKHOro
NPOAyKTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y NPOLEC
BMpOOHULUTBa AP| (HE3HAUHI 3MIHM Y 3aTBEPIKEHUX MeToAax
BUMNPOBYBaHHS) - 3MiHU KPUTEPItO NPUIAHATHOCTI NOPOrOBOr0
uukny (Ct), SiKnin BUKOPUCTOBYETLCS A4/15 BUNPo6yBaHHA AdI
Ta roToBOro NPOAYKTY 3a NokasHUKoM «ldentity» meTogom RT-
PCR (Reverse Transcription — Polymerase Chain Reaction).
3arBeppxeHo: Detection limit of 32.0000 for detection of 10
genome copes of target RNA per ul.
3anponoHosaHo: Detection limit of 28.0000 for detection of
10,000 genome copes of target RNA per ul. PegakuiiiHi
npasku Ao po3ainy 3.2.S.4.2. 3MiHu |l Tuny - 3miHK 3 AKOCTI.
[OTOBWIA NiKapcbkuMii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYTbLCSA BUMYCKY CEpii Ta KOHTPOsIH0
SIKOCTi rOTOBOrO fikapcbkoro 3acoby (3amiHa abo foaasBaHHSA
[iNbHWL, Ha SKilA 3QiACHIOETLCA KOHTPO/Tb
AKOCTI/BUNPOBYBaHHA cepii Ans 6ionoriyHoro/iMyHON0ri4YHOro
nikapcbKoro 3acoby, Ta 6yab-aKoi Ai/TbHNL, Ha SKiiA
3aCTOCOBYETbCA 6ioNoriYHUiA/iMyHONOriYHUIA METOS,
BUNPOOYBaHHSA) - [lofaBaHHsA 3aTBEPAKEHOIO BUPOBHMKA
Pfizer Ireland Pharmaceuticals, Grange Castle, Grange Castle
Business Park, Clondalkin, Dublin 22, Ireland sk
anbTepHaTUBHOI AiNbHULI BiANOBIAaNbHOT 38 KOHTPO/1b
cepili/Bunpo6yBaHHs 3a nokasHukamu IVE (In vitro expression)
Ta RT-PCR (Reverse Transcription — Polymerase Chain
Reaction). 3minu Il Tuny - 3miHn 3 axkocTi. A®l. BUpo6HMUTBO.
3MiHa BUPOGHYMKa BMXiAHOTO/MPOMIXHOIO NpoAyKTy/peareHTy,
LLIO BUKOPUCTOBYIOTLCA Y BUPOBGHMUYOMY nipoueci A®l, abo
3MiHa BUpPO6HUKa (BK/TKOYatoum, fie HeobxigHo, Micue
npoBefieHHA KOHTPO/o AKocTi) AP (3a BigCyTHOCTI
cepTudikaTa BignosigHOCTI E€Bponeiickkiii hapmakonei y
3aTBEPXEHOMY [OCHE)(3MiHWN [0 3aX0AiB, MOB'A3aHNX 3
KOHTPO/IEM aKTUBHOI PEYOBMHMN Gi0N0MNYHOTO NMOXOAKEHHS:
3amiHa abo fofaBaHHsA AiNbHULI, Ae NPOBOAUTLCA
KOHTPO/b/BUNPOBYBAHHA Cepii, BKIOYaloun 3aCTOCyBaHHS
6ionoriyHoro/iMyHoO0rYHOro/iMyHOXiMIYHOTrO MeToay) -
[NlopasaHHa nabopartopii 3aTBepAXeHoro Bupo6Huka Wyeth
BioPharma Division of Wyeth, 1 Burtt Road, Andover, MA
01810, USA (Pfizer Global Supply (PGS), ik anbTepHaTUBHOI
[iNbHULi 3 YHKLED KOHTPOSIO CEPIA/TECTYBaHHA [0AAaTKOBOI
ineHTudbikauii metogom RT-PCR BakuuHu KomipHarti (Reverse
Transcription — Polymerase Chain Reaction).

168.

KOMIPHATI /
COMIRNATY
™

KOHLLeHTpaT ans
avicnepcii ans
iH'ekuiT, 1 dpnakoH
(0,45 mn) micTuTb 6

Mdpaiizep
Eiy.Ci.Mi.
KopnopeiiH

CLA

Mdcparizep
MeHtochekuypuHr
Benbrist HB,
Benbrisi; banoHTek

Benbrisi/
HimeuunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu | Tuny -
3MiHM 3 SKOCTi. F0TOBUIA NiKapCbKuiA 3aci6. 3MiHW y
BUPOGHMUTBI. 3MiHa iMNopTepa/3aMiHK, LLLO CTOCYTbCA
BMNYCKY Cepii Ta KOHTPO/HO SIKOCTi rOTOBOTrO N1iKapCbKOro

3a
peyermom

UA/18592/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
£03 no 30 mkr; 195 MeHtochekuypuHr 3acoby (3amiHa abo AofaBaHHA AifbHULI, Ha Kl
onakoHiB y v6X, HimeuunHa 3[iACHIOETLCS! KOHTPOL/BUNPOGYBaHHS cepii) - JloaaBaHHS
BMpo6HuKa Baxter Oncology GmbH, Kantstra?e 2, 33790
Halle/Westfalen, Germany sik aflbTepHaTUBHOT AifIbHUL

KapTOHHIlA KOpO6L

BiANOBIAA/ILHOI 32 KOHTPO/b CEPI/TECTYBAHHSA FOTOBOTO
NPOAYKTY (30BHiLLHIN BUrIAL; pH; 0CMONANBHICTL; BUAUMI Ta
HEBUAMMI 4aCTKKN; 06'EM, LLIO BUTArAETLCH; CTOPOHHI
BK/IOUEHHS). 3MiHM | TUNY - 3MiHK 3 SIKOCTi. [0TOBWMIA
nikapcbkuii 3aci6. 3MiHW y BUPOBHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYTbLCS BUMYCKY Cepii Ta KOHTPOsIH0
AKOCTi rOTOBOro Nikapcbkoro 3acoby (3amiHa abo foaasBaHHSA
[iNbHUL, Ha SIKilA 34iCHIOETLCA KOHTPO/Ib/BUNPOGYBaHHS
cepii) - JlogasaHHsA BUpo6HrKa Labor LS SE & Co.KG,
Mangelsfeld 4, 97708 Bad Bocklet-Gro?enbrach, Germany ik
anbTepHaTUBHOI AiNbHULI BigNOBIAaNbHOT 38 KOHTPOSIb
cepiii/TecTyBaHHS rOTOBOrO NPOAYKTY (CTEPUNbHICTb). 3MiHM |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA NikapcbkuWii 3aci6. 3MiHN Yy
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHK, LLIO CTOCYIOTLCA
BUMYCKY Cepii Ta KOHTPO/IIO AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo AofaBaHHA AifbHUL, Ha Kl
3[iAICHIOETLCA KOHTPO/L/BUNPOBYBaHHA cepii) - JoaaBaHHs
BMpo6HuKa Eurofins Pharma Quality Control, 9 Avenue de
Laponie, ZAl de Courtaboeuf, 91978 Les Ulis, France sk
anbTepHaTMBHOI AiNbHULI BigNOBIAaNbHOT 38 KOHTPOSIb
cepili/TecTyBaHHsA rOTOBOrO NPOAYKTY (30BHILLHIA BUrNAS,;
BUAUMI YacTuHku; pH; CCI). 3miHn | TMny - 3MiHW 3 SKOCTI.
[OTOBWIA NiKapcbkuMii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYTbLCS BUMYCKY Cepii Ta KOHTPOsIH0
AKOCTi rOTOBOrO Nikapcbkoro 3acoby (3amiHa abo foaasBaHHSA
[iNbHUL, Ha SIKilA 34iCHIOETLCA KOHTPOSIb/BUNPOGYBaHHS
cepii) - lopaBaHHsa BUpo6Huka Eurofins Pharma Quality
Control SAS, 16 rue Clement Ader, 68127 Sainte Croix en
Plaine, France sk asibTepHaTVBHOI Ai/TbHULL BIANOBIAA/IbHOI 3a
KOHTPO/Ib Cepili/TeCTyBaHHs rOTOBOr0O MNPOAYKTY (HEBUANMI
YACTUHKW; CTOPOHHI areHTun). 3MiHun | Tuny - 3MiHN 3 AKOCTI.
[OTOBMIA Nikapcbkuii 3aci6. KOHTPOsIb rOTOBOrO NikapcbKoro
3acoby. 3miHa y MeToAax BUNpo6yBaHHS roTOBOro
niKkapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBepKeHUX
mMeTofax BUNpobyBaHHS) -
3MiHV B NpoLeaypi TeCTyBaHHSA roTOBOro NPOAYKTY Ha BMICT Ta
iaeHTugikaujto ninigis metogom HPLC-CAD (BEPX 3
OeTeKLUieo 3apsamKeHnM aepo3osieM), a came BBEAEHHS
KOHTpONbHOro 3paska /13 Ta BigNoOBiAHOTO KpUTEpIto
NPUAHATHOCTI PO6OTU CMCTEMM, LLLO A03BOJIAE BUKOHYBATU
BMNPOGYBaHHA CyMiLLi MiNiAiB, a TaKoX 3MiHa KpUTepito
NPUIAHATHOCTI AN CepeAHbOro Yyacy yTpumaHHs 3 £75% (95%
to 105%) fo £?7% (93% to 107%) gna ALC-0315. 3miHn |

TNy - 3MiHW 3 SiKOCTi. FoTOBWMIA Nikapcbkuii 3aci6. KoHTponb
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

roTOBOrO Jlikapcbkoro 3acoby. 3miHa y MeTogax
BMNPO6YBaHHSA rOTOBOrO NiKapCbKOro 3acoby (He3HayHa 3miHa
y 3aTBEPMXEHUX MeToAax BUNPoOyBaHHS:) - 3MiHW A0
npoueayp BMnpobyBaHHA rOTOBOrO NPOAYKTY 3a NOKa3HUKkaMu
LNP size Ta LNP polydispersity metogom Dynamic Light
Scattering (guHamiyHOro po3citoBaHHS CBiTNa), a came 3MiHa
B'A3KOCTi AgucnepcarTa 3 1.0200 cP go 0.91 cP. 3miHu | Tuny -
3MiHK 3 SKOCTi. FoTOBMIA Nikapcbkuii 3aci6. KOHTposb roToBOro
nikapcbKoro 3acoby. 3MiHa y meToax BUNPOGyBaHHSA
rOTOBOrO Jlikapcbkoro 3acoby (iHLWi 3MiHM y MeTogax
BMNpoOyBaHb (BK/OUakoUM 3aMiHy abo JOMNOBHEHHS)) - 3MiHa
[0 MeToay BunpobyBaHHSA /13 3a NoKasHWKOM EHA0TOKCUHM,
a came goAaHHsa baratokapTpugkHoi cuctemn (MCS). 3miHu |
TUMy - 3MiHK 3 AKOCTi. [OTOBWIA NikapcbkuWii 3aci6. 3MiHN Yy
BMPOGHULTBI. 3amiHa abo BBEAEHHS [0AaTKOBOI AiNTbHUL
BMPOOHMLTBA /151 YACTVWHM abo BCbOro BUPOBHNYOro npoLecy
roToBOro NiKapcbkoro 3acoby (AiNbHNLA 415 BTOPUHHOTO
nakyBaHHs) - Ans 36iNbLUEHHSI BUPOGHNYMX MOTYXXHOCTEN ANns
3a/10BOJIEHHS MONWTY B YMOBax NaHAeMii MPONOHYETLCA
nofaHHA BMpo6Huka Baxter Oncology GmbH, Kantstra?e 2,
33790 Halle/Westfalen, Germany sk albTepPHATUBHOIT AiNbHULL
BifJNOBIAa/1bHOI 38 BTOPMHHE NaKyBaHHA rOTOBOIO NPOAYKTY.
GMP cratyc: Baxter Oncology GmbH Bignosigae GMP 3rigHo
3 cepTudpikatom DE_NW_02_GMP_2020_0006 EudraGMDP
Document Reference Number 74483 (MIA number:
DE_NW_02_MIA_2020_0023/24.05.01-020). 3miHu | Tuny -
3MiHK 3 sIKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS [0AaTKOBOI Ai/TbHNL
BMPOBHMLTBA 4151 YACTVHM @bo BCbOro BUPOBHMYOro npoLecy
rOTOBOrO /iKapCbKOro 3acoby (fiNbHULA 4518 NEPBUHHOIO
nakyBaHHs) - [lonaBaHHs BUpobHuka Baxter Oncology GmbH,
Kantstra?e 2, 33790 Halle/Westfalen, Germany sik
anbTepHaTUBHOI AiNbHUL BignoBifaNbHOT 3a NEPBUHHE
nakyBaHHS roToBOro NpogykTy. 3minu Il Tuny - 3MiHM 3 SKOCTI.
[OTOBWIA Nikapcbkuii 3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYITbLCSA BUMYCKY Cepii Ta KOHTPOsI0
AIKOCTi rOTOBOrO NiKapPCbKOro 3acoby (3amiHa abo foAaBaHHS
[iNbHULI, Ha 5Kl 34iACHIOETLCS KOHTPOb
AKOCTI/BUNPOBYBaHHA cepii Ans 6ionoriyHoro/imyHoN0ri4Horo
nikapcbKoro 3acoby, Ta 6yAb-aKoi AibHNL, Ha SKiiA
3aCTOCOBYETLCS 6I0/IOMNYHWIA/IMYHOOTYHMIA MeTo,
BMNpo6yBaHHS) - [logasaHHsa BUpobHKKa BioNTech Mainz, An
der Goldgrube 12, 55131 Mainz, Germany sik afilTepHaTUBHOI
AiNbHULI BigNoBifaNbHOT 3a KOHTPO/Ib Cepili/TeCcTyBaHHS
roToBoro npoAykty (laeHtudikauis). 3miHu Il Tuny - 3miHn 3
AKOCTI. [0TOBWIA Nikapcbknii 3aci6. 3MiHN Y BUPOOHULITBI.
3MiHa iMnopTepa/3miHu, Lo CTOCYITLCSA BUMYCKY cepii Ta
KOHTPOJ110 SIKOCTi FOTOBOrO JlikapcbKoro 3acoby (3amiHa abo
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

[0AaBaHHA AiNbHULI, Ha 5K 3MiACHIOETLCA KOHTPO/Tb
SKOCTi/BUNPOBYBaHHA cepii Ans 6ionoriyHoro/iMmyHoN0rivYHoro
NikapcbKoro 3acoby, Ta 6yab-AKoT AiNbHULI, Ha Akl
3aCTOCOBYETbLCA BionoriYHuMiA/iMyHONOriYHNIA MeTOoS,
BMNpo6yBaHHS) - [logaBaHHs BUpo6HMKa BioNTech
Manufacturing Marburg GmbH, Emil-von-Behring-Stra?e 76,
35401 Marburg, Germany 5K aflbTepPHaTUBHOT AifIbHUL
BiANOBIAA/ILHOI 32 KOHTPO/b CEPI/TECTYBAHHSA FOTOBOIO
npoaykty (Cknag, Ta cuna aii, laeHTudikanis, CTOPOHHI
BK/IOUEHHS). 3MiHM |l Tuny - 3MiHK 3 AKkocTi. [oToBWMIA
nikapcbkuii 3aci6. 3MiHM Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYITbLCSA BUMYCKY Cepii Ta KOHTPOsI0
AKOCTi rOTOBOrO NiKapCbKOro 3acoby (3amiHa abo foAaBaHHS
[iNbHULI, Ha Kl 34JiACHIOETLCS KOHTPOb
AKOCTI/BUNPOBYBaHHA cepii Ana 6ionoriyHoro/imyHoN0rivYHoro
nikapcbKoro 3acoby, Ta 6yAb-aKoi AibHNL, Ha SKiiA
3aCTOCOBYETbCS 6IO/IOMYHWIA/IMYHOTOMYHWIA MeToq,
BMNpobyBaHHs) - flogaBaHHA BUpobHuKa Pfizer Manufacturing
Belgium NV, Rijksweg 12, Puurs, 2870, Belgium sk
anbTepHaTUBHOI AiNbHULI BiANOBILaNbHOI 38 KOHTPO/1b
cepiit/TecTyBaHHsi roTOBOro nNpoaykty (Cuna gii,
laeHTudpikauis). 3minn |l Tuny - 3MiHM 3 AKocTi. [oTOBWMIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3amiHa ab0 BBEAEHHS
[04aTKOBOT AiNbHAL BUPOBGHMLTBA A1 YACTUHM abo BCbOro
BMPOBHNYOro NpoLecy rotToBoro Nikapcbkoro 3acoby
(BinbHULSA, Ha SAKIN NpoBOAATLCS ByAb-AKi BUPO6HUYI cTagjl, 3a
BUHSATKOM BUMYCKY Cepili, NPOBEeAEHHS KOHTPO/IIO SKOCTi Ta
BTOPUHHOTIO NakyBaHHS, A715 /likapCbknx 3aco6iB
6i0/10r4YHOro/iMyHOOrYHOrO MOXOAKEHHS ab0 /iKapChKMX
hopM KOMNAEKCHOrOo (CKNafHOro) BUPOGHMYOro npovecy) -
[opasaHHsa BupobHuka Baxter Oncology GmbH, Kantstra?e 2,
33790 Halle/Westfalen, Germany ik anbTepHaTUBHOI AiNbHUL
BiAANOBIA&/IbHOI 3@ BUPOOHMLITBO rOTOBOrO NpoaykTy (etanwm fill
and finish).

169.

KOMMJ/IEPA®

TabneTku, BKPUTI
NNiBKOBOK
060/10HKOI0, Mo 200
Mmr/25 mr/245 mr, no
30 TabneTok y
thnakoHi, no 1

donakoHy y
KapTOHHIW nayu,i

TOB
"[XOHCOH i
JPKOHCOH
YkpaiHa"

YkpaiHa

Bupo6bHMuTBO
Hepo3acosaHoro
NPOAYKTY Ta
nepBUHHA yrakoBKa:
MaTeoH IHK.,
KaHapga;

MepBuHHA yNakoBKa:

lnean CaieHcus
AlieneHg tOK,
Ipnangis;
BTopuHHa ynakoBka
Ta BUNycK cepil:
AncceH-Cinar
C.n.A., ITanis

KaHapa/
IpnaHgis/
ITanisa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | TUny -
AfMiHiCTpaTuBHi 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecun
3asBHUKA (BNacHMKa peecTpaLiiHoro NocBig4YeHHs) - 3mMiHa
afpecu 3asBHUKa

3a
peyenmom

UA/14475/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
170. | KOMAKCOH® | po3uuH Ans iH'ekuiid, TOB «TeBa YkpaiHa BMPOGHMLITBO 3a I3pains/ BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 3MiHu | Tuny - 3a UA/6307/01/01
-TEBA 20 mr/mn no 1 mn YkpaiHa» NOBHUM LMK/IOM: Benvka AAMIHICTpaTVBHI 3MiHW. BUyyYeHHs1 BUPOOHUYOT AiNbHULL peyenmom

npenapary y TeBa BpuTtaHis/ (Brntovatoun ginbHnui 4na A®l, npoMixXHOro NpoaykTy abo

nonepegHbL0 dapmaueBTikan HigepnaHgu rOTOBOrO JliKkapCbkoro 3acoby, AiNbHWL 415 NPOBeAEHHS

HanoBHEHOMY IHpacTpi3 NIT4,., / nakyBaHHs1, BUpOGHYKa, BiZNOBiAaNbHOIO 3a BUMYCK Cepiid,

wnpuui; no 1 I3paine; YropuyHa MicLie NpoBefEeHHs KOHTPO/IO cepii) abo nocTayanbHMKa

nonepegHL0 BMPOBHMLTBO 3a BMXiZHOIO MaTepiasly, peareHTy abo AOMOMiIXXHOI Pe4OBUHN

HarnoBHEHOMY MOBHUM LK/IOM: (AKLWO 3a3HA4Y€eHO Y AOCbE) - BUTYYEHHS BUPOOHNYOT AiNbHNL

LUMPULY B KOHTYpHIlA
YapyHKOBIli ynakoBLj
3anasHii nanepom
abono 1
nonepegHL0
HarnoBHEHOMY
LUMPULY B KOHTYpHIlA
YapyHKOBIli ynakoBLj
3anasHiii NniBKoo;
no 28 nonepenHso
HarnoBHEHWX
wnpuyis y
KOHTYPHUX
YapyHKOBUX
ynakoBkax y
KapTOHHIA KOpO6L

HopToH Xenckea
Nimiteg T/A
AVBEKC
PapmacboTrKan3
0K, Benvka
BpuTaHis;
KOHTPO/b cepii
(noBHe TecTyBaHHS,
BK/TIOHAI0UN HA
CTEepUsbHICTb Ta
6akTepianbHi
€HAO0TOKCUHWU, ane
oKpim 6iosoriyHoro
TeCTYBaHHS):
dapmaxemi b.B.,
Higepnangu;
KOHTpPO/b cepii
(TinbKM GionoriyHe
TeCTyBaHHS):
AT
dapmayleBTUYHNI
3aBof, TEBA,
YropumHa;
KOHTPO/Ib cepii
(Tinbkv GionoriuHe
TeCTYBaHHS):
AGik /ITA., 13pains;
KOHTPO/b cepii
(aHaniTnuHe
TecTyBaHHA Ta
BUBYEHHS
CTabiNbHOCTI):
Asia Kemikan
IHpacTpis N14.,
13painb

MnanTtekc /T4, (I13paink), Wo Bignosigae 3a KOHTPOb cepii
rOTOBOrO JlikapCcbkoro 3acoby; 3miHu | Tuny - AgMiHiCTpaTuBHI
3MiHW. BunyyeHHs BUpOOGHMYOT AiNbHALI (BKNHOYAOUN AiNbHUL
Ans A®l, npomikHOro NpPoayKTy abo rotoBoro MikapcbKoro
3aco6y, AiNbHULI A58 NPOBeAEHHS NakyBaHHS, BUPOOHMKA,
BiANOBiAA/ILHOIO 3a BUNYCK CePpiii, MicLie NPOBEAEHHS
KOHTPONIO cepii) abo nocTavanbHMKa BUXIAHOMO matepiasy,
peareHTy abo AOMNOMDKHOT PEYOBUHM (SIKLLO 3a3HAYEHO Y
[OCbE) - BUNYyYeHHSA BUPO6HNYOI AinbHULj MnaHTeke J1TA,.
(I3painb), Wwo BiANOBIAaE 3a BUPOOHMLTBO Ail0H0I PEHOBUHY;
3MiHu | Tuny - 3MiHn 3 akocTi. A®L. KoHTponb AdL. 3miHa y
MeToAax BunpobysaHHsA A®| abo BUXigHOro
marepiany/npoMiKHOro NPoayKTy/peareHTy, Wwo
BMKOPVCTOBYETbLCA Y NpoOLieCi BUPO6HMLTBA AD| (HE3HAYHI
3MiHW Y 3aTBEPAKEHNX MeTofax BUNPOBYBaHHS) - 3 METOI0
YHUKHEHHS NOMUIIOK Nif, Yac NpoBefeHHs BUNpobyBaHHS,
MPOMNOHYETHLCA BANPABUTW TEXHIUHY MOMUJIKY Y TOBLUMHI MAIBKN
Y KaninsipHili KONOHL, L0 BUKOPUCTOBYETLCA Y BUNPOOYBaHHi
Ha BU3HAYEHHSI BMICTY 3a/IMLLKOBOTO MiNnepuanHy y Aitoyii
PeyYoBUHI rnaTnpamepy aueTar; 3MiHu | Tuny - 3MiHM 3 AKOCTI.
A®I. KoHTponb A®I. 3MiHa y MeToax BUNpobyBaHHs AD| abo
BMXIAHOrO MaTepiany/npoMiKHOro NpoAyKTy/peareHTy, Lo
BMKOPVCTOBYETbLCA Y NpOLIeCi BUPO6HMLTBA AD| (HE3HAYHI
3MiHW Y 3aTBEPAXXEHNX METOAax BUNPOBYyBaHHS) -
MponoHyeTbLCA BUAYUATU HENOTPIOHI NOBTOPHI BBEAEHHSA
[esiKiX PO34MHIB Y CXEMi BBEAEHHS Y BUNPOGYBaHHI Ha
BM3HAYEHHSA BMICTYy aueTarty y Aitouili pe4yoBuHi rnatnpamepy
aueTar, 3 METOK 3MEeHLLEHHSI NOBTOPEHHS OAHIET i Tiel X
po6oTu.; 3miHKM | TMNY - 3MiHK 3 AkocTi. A®I. KoHTponb AdI.
3miHa y MeToAax BunpobyBaHHs A®| abo BUxigHOro
marepiany/npoMiKHOro NPoayKTy/peareHTy, Wwo
BMKOPVCTOBYETbLCA Y NpOLIeCi BUPO6HMLTBA AD| (HE3HAYHI
3MiHW Y 3aTBEeppKeHNX MeTofax BUNpobyBaHHs) - MeTog Ha
BM3HAYEHHA BMICTY 6aKTepiasibHUX eHAOTOKCUHIB Yy CUCTEMI
€/1eKTPOHHOr0 [JOKyMEeHTOO60pOTy 3a3HayaBcs AK
«[0NOMiXHWI». Tenep BiH 6yae 3a3HavaTnCA AK
BMNPOBYBaHHA AN1A Ai040i peYOBUHM (3 BiANOBILHO 3MiHOO
e1eKTPOHHOr0 Homepy B cuctemi). Kpim Toro kputepii
NPUAHATHOCTI B MeToauL ByAyTb 3a3Ha4YeHi KOPEKTHO
BiINOBIAHO 10 KPUTEPIIB sIKi 3a3HAYEHI Y 3aTBEPKEHIN
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
cneuudikayii A®L.; 3miHun | Trny - 3miHmn 3 AkocTi. CepTudikar
BignosigHocTi/l E-cepTudikat BignoBigHOCTI €Bponeiichkii
thapmakonei/moHorpadii. 3mMiHW, NoB'A3aHi 3 HEObXiAHICTIO
npuBeLeHHs Yy BiANOBIAHICTb A0 MoHorpadii 4dY abo
€Bponelicbkoi hapmakonei, abo iHWOoT HauioHa/IbHOI
hapmakonei gepxasun E€C (3MiHa y cneuundikauisx, nos'a3aHa
3i 3miHamu B JJ®Y, abo €ponelicbkiin hapmakonei, abo iHLWii
HaLjioHasbHIli hapmakonei gepxasu €C) - BunpobyBaHHS
Appearance of solution, Acidity or alkalinity, Absorbance,
Extractable zinc, Residue on evaporation & Volatile sulphides
0151 NPO6KM-MOPLUHA NPOBOAATLCA Y BIAMNOBIAHOCTI 40 BUMOT
€sp. . Bumorn ansa uux sunpobysaHb 6ynu nepedpasoBaHi
Ans 6inbwoi BignosigHocTi BuMoram €sp. ®. 9.7 , Tomy
crneuudikalis ons NopLHA Wwnpuua 6yna oHoB/IeHa
BiANOBIAHUM Y/MHOM. - hopMyNtOBaHHA Y cneundikauii ans
BMMOTr BunpobyBaHHs Surface Glass Test (EP+USP) Hapasi He
[OCNIBHO BiANoBifae BUMoOram y cpapmakonesx, i Tomy
KOPUTYeTbCS AN5 GiNbLLOT TOYHOCTI.
171. | KCANONTUK | kpanni ouHi, po3unH, | PapmaueBTuy Monbwa TaexyH ®APM. Ko. Kopes BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3MiHu | Tuny - 3a UA/13411/01/01
KOMBI no 2,5 Mn 'y dpnakoHi HWi1 3aBOf, nta, Kopes Monbwa noJaHHs OHOB/IEHOro cepTudpikata BiANOBIAHOCTI peyenmom
3 KpanensHuueto; no | "MOJIb®APM (Bvpo6HMLTBO 13, €poneiicbkii thapmakonei Ne R1-CEP 2003-239-Rev 04 ans
1 a6o no 3 diakoHu A" C.A. nepBuHHE Ta Aito4oi pevoBrHN Tumosony mManeary Bif BXe 3aTBEpAKeHOro
3 KparesibHuLEe B BTOPUHHE BMpo6Huka OLON S.P.A., Italy y Hacnigok BunpasneHHs
KapTOHHI Kopoobui nakyBaHHs, [ApyKapcbKoi NOMU/IKN B ONUCi BTOPUHHOT YMakoBKMK;
KOHTPO/Ib SKOCTI); onTumisauii metogy BEPX ans BuU3HaueHHss eHaHTioMepHOT
dapmMaveBTUYHUIA yncToTn
3asog, "Monbthapma”
C.A., Monba
(BTOpUHHE
nakyBaHHs,
KOHTPO/b AKOCTI
/13 Ta BUNycK cepii)
172. | KCANTO®AWN | po3uunH ANs iH exuin, A/T HoBo NaHis BVPOGHMK [Oanis/ BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/18253/01/01
100 O4/mn Ta 3,6 Hopgaick BiANoOBigabHNIA 3a CnonyyeHi 3MiHu 3 SKoCTi. FoToBMIA Nikapcbkuid 3aci6. MNpoekTHNIA NpoCTip peyenmom
Mmr/mn, no 3 Mny 36UpaHHs, LWratn Ta nicnspeecTpavyiiiHnii NPOTOKON yNpaBAiHHS 3MiHAMM.
KapTpuaXi, Skuii MapKyBaHHA Ta BHeCeHHs 3MiH, Lo nepeabayeHi y 3aTBepaKeHOMY NPOTOKO
MIiCTUTbCA B BTOPVHHE ynpas/iHHA 3MiHaMy (BHECEHHS 3MiHW 471
nonepegHsL0 nakyBaHHs FOTOBOr0 6ionoriyHoro/iMyHoON0rYHOrO NikapcbKoro 3acoby) - BBeaeHHs
3anoBHeHIl NPOAYKTY, KOHTPO/Ib [04aTKOBO aflbTEPHATMBHOI AiNIbHULi AN BUPO6HUKA

6araToo30Bili
04HOpPAa30Bili
LNpuL-pyyLj, no 1,
3 abo 5 nonepeaHbO
3anOBHEHMX LWINPUL-
PYYOK B KApTOHHIl
Kopoobui

AKOCTi FOTOBOrO
NPOAYKTY:

A/T Hoso Hopgick,
[JaHis;
BUPOBHMK
Hepo3chacoBaHoro
NPOAYKTY,
HanoBHEHHS,
nepBUHHA YNakKoBKa,

NPOAYKTY, HANOBHEHHSA KapTPUAXy Ta KOHTPO b AKOCTI
npoaykuii Hoso Hopaick ®apmacstoTikan IHgacTpis, /1M1, 3612
MoyxataH Poyg, KnelitoH, MiBHiuHa Kaponina 27527,
CnonyyeHi WtaTtn/ Novo Nordisk Pharmaceutical Industries,
LP, 3612 Powhatan Road, Clayton, North Carolina 27527,
United States.; 3miHu | Tuny - 3miHu 3 AkocTi. FoTOBWMIA
nikapcbknii 3aci6. 3MiHM Y BUPOGHMLTBI. 3amiHa abo BBEAEHHS
[04aTKOBOI AifbHULL BUPOBHULTBA A/181 YaCTUHN abo BCbOro
BMPOBHMYOrO NPOLEcy roToBOrO J1iKapCbKOro 3acoby
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
nepesipka Ta (BiNbHMUA ANS BTOPUHHOTO NakyBaHHSA) - BBEAEHHS [0AaTKOBO
KOHTPO/b SIKOCTI, aNbTepPHATUBHOI AiNIbHAL 4719 KOMNIEKTYBaHHS, MapKyBaHHS
BiiNOBIAaNbHUIA 3a Ta BTOPMHHOTO NakyBaHHSA roTOBOro JlikapcbKoro 3acoby Hoso
BWMYCK Cepiit Hopgick ®apmacbtoTikan IHgacTpis, /1M1, 3612 MoyxataH Poyg,
KiHLLEBOro NPOAYKTY: KneiitoH, MiBHiuHa KaponiHa 27527, CrnonyyeHi LWtaTtn/ Novo
A/T Hoso Hopgick, Nordisk Pharmaceutical Industries, LP, 3612 Powhatan Road,
[aHis; Clayton, North Carolina 27527, United States
BUPOGHMLTBO
NpOAYKTY,
HanoBHEHHSA
KapTpuaoKy Ta
KOHTPO/Ib AKOCTI
NPOAYKLT;
KOMMNIEKTYBaHHS,
MapKyBaHHS Ta
BTOPUHHE
nakyBaHHS rOTOBOro
niKapcbKoro
3acoby):
Hoso Hoppgick
dapmacbloTikan
IHpacTpis, /1N,
CnonyuyeHi Wratn
173. | KCUBYNAH NMopoLUOK ANA AHTUBIOTUK PymyHis AHTUBIOTUKN CA PymyHis BHECEHHS 3MiH 40 peecTpaLinHmx MaTepiasis: NOMUIKN 3a UA/18686/01/01
PO34nHYy A5 iH'EKUINA N CA NoB'A3aHi 3 Nepeknagom abo nepeHeceHHsAM iHchopmaii, Sk peyenmom
abo iHdysiino 1,2 1 6ynu gonyLleHi nig yac NnpoBefeHHs npoueaypy peectpauii
(1000 mr/200 mr), no (Haka3 Ne721 Big 13.04.2021p.). Y Cneumndikayii metogis
1 a6o no 10 KOHTPOJI0 SIKOCTI, A1 NoKas3HUKa «CynyTHi AOMILLKM
oNakoHiB y aMOKCUUMAIHY HaTpilo», Byna gonyleHa noMuaka npu
KapTOHHIW nayu,i 3a3HavYeHHi KpuTepisa NPUIHATHOCTI Ana fomiwkn J (n=2).
BunpasneHo ApykapCbki MOMUIKM Y METOAUL BUSHAYEHHS
NoKasHUKiB «laeHTudikalis», «30BHILLHIl BUTNAL PO3UMHY»,
«CynyTHi AOMILLKM», «CTepUnbHICTb», «bakTepiasibHi
€HA0TOKCUHMW». Y MeTOAUL BU3HAYEHHS NMOKa3HUKa
«OfHOpPIfHICTb A030BaHVX OAMHNL» 3a3HAa4Y€HO NMOMUIKOBO
TEKCT POCiiCbKO MOBOI0. 3anponoHOBaHO: cneundikauis;
CYNyTHi AOMILLKM amMoKCMUWiHy HaTpito Jomiwka J (n=2) He
6inblue 2,0 %
3asHayeHe BMMNpaB/IeHHA Bi4NoBigae MaTepiasiam
peecTpauiiHoro Aocke
174. | KYBAH® TabneTkn po3UnNHHI BioMapuH Ipnangis BioMapuH Ipnangis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | Tuny - 3a UA/12202/01/01
no 100 mr; no 30 IHTEepHeLwHN IHTepHeLLHN HimeuunHa 3MiHM LWOAO 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy. peyenmom
a6o no 120 Nimiteq Nimites, lpnaHgis BBefeHHs1 ab0 3MiHM [0 y3arasibHEHUX AaHVX NPO cucTemy
Tabnetoky (BignoBifanbHUiA 3a hapmakoHarnagy (BBe4eHHS y3arasibHeHUX AaHuX Npo

nonieTnieHoBoMy
donakoHi; no 1
donakoHy y

BUMYCK cepii);
BioMapuH
IHTEpHeLLHN

cuctemy thapmakoHarnisgy, 3MiHa ynoBHOBaXeHOi 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMakoHarnsay; KOHTakTHOI
0cob6u 3 hapMakoHarnsay 3asaBHVKa A1si 34iCHEHHS
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KapTOHHI KopoobLi Nimitea, lpnaHgis thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA Bif,
(MapKyBaHHS YMOBHOBaXEHOT 0c0o6M, BiANOBiAaNbHOT 3a 34iNCHEHHS
h1akoHiB Ta thapmakoHarnsgy (BKovatoum KOHTaKTHiI AaHi) Ta/abo 3MiHN y
BTOPUHHE pO3MilLEeHHI MacTep-ghaiina cucteMu papmakoHarnsagy) -
nakyBaHHS); 3MiHa KOHTaKTHOT 0CO6M YyNOBHOBaXKEeHOI 0CO6U 3aABHUKA,
Ekcenna M'v6X exg, BiANOBiAabHOI 3a thapmakoHarnsag, B YkpaiHi. lponoHoBaHa
Ko. KI', HimeuyunHa pepakuisi: Mopinuk Aptem Bornoanmuposuy. 3MiHa KOHTaKTHUX
(BMPOBHMLTBO [JaHUX KOHTaKTHOI 0Co6M YNOBHOBaXKEHOT 0CO6BU 3aABHUKA,
Hepo3chacoBaHol BiANOBIAa/LHOI 3a thapmakoHarnsg B YkpaiHi
npoaykKuii, NnepBuHHe
nakyBaHHS y
dnakoHn Ta
KOHTPO/Tb AKOCTI
nikapckoro 3acoby);
Na6op /1IC CE eHg
Ko. KT, HimeyunHa
(KOHTPO/1b SIKOCTI
nikapcbKoro 3acoby
(mikpobHe
TEeCTyBaHHs));
MinnmayHT
Xenckeap /114,
IpnaHgis
(mMapkyBaHHs
chnakoHiB Ta
BTOPWHHE
nakysaHHs); CI'C
IHCTUTYT dpeseHiyc
mM6X, HimewunHa
(KOHTPO/Ib AKOCTI
nikapcbKoro 3acoby
(mikpobHe
TECTYBaHHs))
175. | NA®AKCUH® | Tabnetkn [Lekcenb I3painb [Oexkcens NTa,. I3painb BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 3MiHu | Tuny - 3a UA/13444/01/01
XR NPOIOHIOBaHOT Aji dPapma 3MiHM Woao 6e3nekun/edpekTMBHOCTI Ta hapmakoHarnsgy (iHwi peyenmom
no 75 wr, no 14 TexHonomxns 3MiHW) - 3MiHW BHECEHO B TEKCT MapKyBaHHS yMakoBKM
Tabnetok y 6nictepi nra. nikapcbKoro 3acoby
3 KaJ1IeHAAPHOI0
LUKas1oto; no 2
6nictepu y
KapTOHHI KOopooLi
176. | NA®AKCUH® | TabneTkn [ekcenb I13painb [Jekcenb 14, I13painb BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasiB: 3miHu | Tuny - 3a UA/13444/01/02
XR NPOJIOHTOBaHOT Aji Papma 3MiHM Wopo 6e3nekn/edeKTUBHOCTI Ta papmakoHarnsagy (iHwi peyenmom
no 150 wmr, no 14 TexHonomxun3 3MiHW) - 3MiHVM BHECEHO B TEKCT MapKyBaHHS YNakoBKu
TabneTtok y 6nictepi nrta. NiKapcbKoro 3acoby

3 KaJ/1IeH4apHoK
LUKas1oto; no 2
6nictepn y
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KapPTOHHI KOpooOLii
177. | NALEPAH Tabnetku no 2,5 mr; CaH IHAis CaH IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | TUny - 3a UA/17764/01/01
no 7 TabneTtok y dapmMacbloTUK PapmacboTnKaul 3MiHM LWOA0 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy. peyenmom
6nicTepi; no 2 a6o 4 an lHgacTpis IHpacTpi3 Nimites, BBefeHHs1 ab0 3MiHM [0 y3araslbHEHMX AaHVX MPO cucTemy
6nictepu y Nimiteq IHais hapmakoHarnagy (BBe4eHHs y3arasibHeHUX JaHuX Npo
KapTOHHI Kopoobui cuctemy dhapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOi 0cobu,
BiANOBIAaUIbHOI 3a 34iiCHEHHS hbapMakoHarnsay; KOHTakTHOI
0cobu 3 hapMakoHarnsay 3asaBHVKa ANst 34iCHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA Bif,
yMOBHOBaXeHOT 0cobu, BigNoBiAanbHOT 3a 34iACHEHHS
hapMakoHarnagy (Bk/tovatoum KOHTaKTHI AaHi) Ta/abo 3MiHW Y
po3MiLeHHI MacTep-haiina cucteMmn hapmakoHarisgy) -
3MiHa YNOBHOBaXEHOI 0CO6U 3asBHKKA, BignoBiganbHOT 3a
hapmakoHarnsg.
MponoHosaHa pepgakuis: Dr. Vivek Ahuja. 3MiHa KOHTaKTHUX
[aHnX YNOBHOBaXEHOI 0co6M, BiANOBIAA/IbHOI 3a
chapmakoHarnsg,. BeefeHHA agpecy MicLLe3HaxXoLKeHHS
macTtep-caiina cuctemun chapmakoHarnagy. BeegeHHs
agpecy, Aie 34iICHIETbLCA OCHOBHA AiANbHICTb 3
thapmakoHarnsgy
178. | NALEPAH Tabnetku no 5 wmr; CaH IHAis CaH IHAiA BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 3MiHu | Tuny - 3a UA/17764/01/02
no 7 TabneTok y dapmacbloThK dapmacbloTUKaU 3MiHK WoAo 6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy. peyenmom
6nictepi; no 2 a6o 4 an lHgacTpis IHoacTpi3 Nlimiteq, BBeneHHs abo 3MiHM A0 y3ara/lbHEHUX AaHWX NPO cUcTeMy
6nictepn y Nimiteq thapmakoHarnsgy (BBeAeHHs y3arasibHeHUX gaHnx npo
KapTOHHI KOpO6L cuctemy hapmakoHarnifgy, 3mMiHa yrnoBHOBaXXeHOT 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHA hapMakoHarnsay; KOHTaKTHOI
0ocobu 3 hapmakoHarnsgy 3asBHVKa AN 34iCHEHHS
hapmMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA Bif,
YMNOBHOBaXXEHOT 0CO6M, BiANOBiAaNbHOT 32 34iACHEHHS
hapMakoHarnagy (BK/IoYatoumn KOHTaKTHI AaHi) Ta/abo 3MiHM y
pO3MilLEeHHI MacTep-ghaiiia cucteMu papmakoHarnsgy) -
3MiHa YNOBHOBaXXEHOT 0CO6U 3as1BHMKA, BigNoBigabHOI 3a
hapmakoHarnsg.
MponoHoBaHa pepakuis: Dr. Vivek Ahuja. 3MiHa KOHTaKTHUX
[aHnX YNOBHOBaXEeHOT 0cobu, BiANOBiAaIbHOI 3a
thapmakoHarnag,. BeegeHHs agpecu MicLe3HaxomKeHHs
macTep-haiina cuctemun chapmakoHarnsgy. BeefeHHs
agpecy, fie 34iICHIETLCA OCHOBHA AisNIbHICTb 3
thapmakoHarnagy
179. | NALUEPAH Tabnetku no 10 wmr; CaH IHAis CaH IHais BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3MiHu | TUny - 3a UA/17764/01/03
no 7 TabneTtok y dapmMacbloTUK PapmacboTnKaul 3MiHM LWOA0 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnagy. peyenmom
6nicTepi; no 2 abo 4 an lHgacTpis IHgacTpi3 Jlimiteq, BBegeHHs abo 3MiHM A0 y3ara/ibHeHUX JaHKX NPO cUcTeMy
6nictepu y Nimiten hapmakoHarnagy (BBefeHHs y3arasibHeHUX JaHux Npo

KapTOHHI KOpO6L

cucTemy thapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobu,
BigNoBiAa/IbHOI 3a 34iICHEHHST hapMakoHarnsay; KOHTakTHOT
0co6u 3 chapmakoHarnsay 3asiBHUKa ANs 3AiICHEHHS
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA Bif,
YMOBHOBaXEHOT 0c0o6M, BiANOBiAaNbHOT 3a 34iNCHEHHS
thapmakoHarnsgy (BKovatoum KOHTaKTHiI AaHi) Ta/abo 3MiHN y
pO3MilLEeHHI MacTep-ghaiina cucteMu papmakoHarnsagy) -
3MiHa YNOBHOB&XXEHOT 0CO6U 3asBHKKA, BifnoBiganbHOI 3a
thapmakoHarnag.
MponoHoBaHa pepakuis: Dr. Vivek Ahuja. 3MiHa KOHTaKTHUX
[aHnX YNOBHOBaXeHOT 0cobu, BiANOBiAabHOI 3a
thapmakoHarnag,. BeefeHHa agpecu MicLe3HaxomKeHHs
MacTep-aiina cuctemu chapmakoHarnsgy. BeegeHHs
agpecy, Ae 34iICHIETLCA OCHOBHA AiSNIbHICTb 3
hapmakoHarnsagy
180. | NEB3IPIH TabneTku, BKpUTI Mera ABcTparis [eTepo N1a63 IHAjis BHECEHHS 3MiH 40 peecTpaLiiiHuX MaTepiasii: BUNpaBieHo 6e3 UA/15776/01/01
nNiBKOBOIO NaiidpcalieHci3 Nimiten TEXHIYHY NOMW/IKY B TEKCTi MapKyBaHHs ynakoBku /13, a came: peuenma
060/10HKOI0, N0 5 Mr (AscTpanis) TEKCT MapKyBaHHS yNakoBKW BUKNALEHWIA BIAMOBIAHO pedakuii,
no 10 Tabnetok y Mi Mimiteq 3aTBepmxeHol Hakazom MO3 Ykpainu Big 15.06.2018 p. Ne
6nictepi; no 1 a6o 3 1141 3 ypaxyBaHHAM 3MiH, 3aTBEepAKeHnx Hakazom MO3
6nictepu y Ykpainu Big 11.02.2021 p. Ne 238. 3a3HaueHe BUNPaB/IEeHHSA
KapPTOHHIi KOpooLii Bi4NoBiAa€ apxiBHMM MaTepiasiaM pPeecTpaliiHoro 4ocke
181. | NEBIHOPUH PO34MH OpasIbHUIA, CaHpo3 CnoBeHis Pewmepika NTg, Kinp Kinp BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | TUny - 3a UA/15634/01/01
100 mr/mn; no 300 dapmacbioTika (BMPOGHMLTBO "in Himeuunna 3MiHM 3 AKOCTi. [OTOBMIA Nikapcbkuii 3aci6. 3miHW y peyenmom
My dpnakoHi; no 1 n3 a.a. bulk”, nakyBaHHs); BMPOGHMLTBI. 3MiHM Y NpoLieci BUPOGHMLTBA FOTOBOrO
dhnakoHy Ta Cantotac ®apma NikapCbKoro 3acoby, BK/IKOHa0UM NPOMiIXKHWIA NPOAYKT, L0
OopasibHOMY LINPULY vm6X, HimeuunHa 3aCTOCOBYETLCS NPV BUPOGHULTBI FOTOBOTO NiKApCbKOro
Y KapTOHHiIli kopobui (Bvnyck cepiit) 3acoby (He3HayHa 3MiHa y nNpoLeci BUPOOHULITBA) - 3aMiHa
Pi3HMX EMHOCTEW AN 3MillyBaHHA €AMHUM 3MiLLYBa/IbHUM
NPUCTPOEM A1 YCYHEHHS MOCNIAOBHMX eTaniB HarpiBaHHA Ta
OXONOMKEHHA Y Pi3HNX EMHOCTSX. HOBUIA 3MiLLyBasTbHUIA
NpUCTPI Mae BOYAOBaHY CMCTEMY HarpiBaHHs Ta
OXOJTIO[KEHHS, L0 [03BO/IM0 BAOCKOHA/IUTY Ta CNPOCTUTK
npoLiec BUpo6HULTBA
182. | NEKPONIH® Kpanni ouHi, 40 CaHteH AT PiHNAHAIA Brpo6HuK YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | TUny - 3a UA/2383/01/02
mr/mn; no 5 mny BiANOBIAA/IbHWIA 32 3MmiHn 3 skocTi. CepTudikat BignosigHocTi/lE-cepTucpikar peyenmom

dNakoHi-
KpanenbHuyj; no 1
onakoHy B
KapTOHHIlA KopooLi

BMPOGHULITBO in
bulk, nepsrHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b SIKOCTI:
Hekct®apma AT,
PiHNAHZIA;
AnbTepHATUBHUIA
BUPOBHUK,
BiANOBiAabHNIA 3a
BTOPWHHE
nakyBaHHS:
MaHyakTypiHr
Makariir Papmaka

BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
MopaHHA HoBoro abo oHOB/IEHOro cepTuddikaTa BifNOBIAHOCTI
ab0 BUy4YeHHs cepTudiikarta BignoBiAHOCTI €BPONENChKii
thapmakonei: gna A®l; ons BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPUCTOBYHOTLCS Y BUPOOHMUTBI API; 4151 4OMOMIKHOI
peyoBUHM (cepTudpikaT BiANOBIAHOCTI EBpONEiChKilt
chapmakonei) - OHOBNeHWIA cepTudikar Big, yxe
3aTBePKEHOro BUPO6HUKA - oJaHHA OHOB/IEHOrO
cepTudikaty signosigHocTi €E® ana A®| Hatpito kpomornikarty
R1-CEP 2006-055-Rev 02 (3atBepgxeHo R1-CEP 2006-055-
Rev 01) Big 3aTBEpAKeHOro BupobHmnka Cambrex Profarmaco
Milano SRL, Italy
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
(MMo) B.B.,
HigepnaHau;
B1po6HMK
BiANOBIAA/IbHWIA 32
BUNYyCK cepil:
CaHTeH AT,
DiHnaHAis
183. | NIACTEH® NopoLUoK AN an "EH3nM” YkpaiHa An "EH3NM" YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu |l Tuny - 3a UA/16794/01/01
NpUroTyBaHHA 3MiHM 3 iKoCTi. [OTOBMIA Nikapcbkuii 3acib. Cuctema peyenmom
po3unHy ons KOHTeliHep/3akyrnopoBanbHWii 3aci6. 3MiHa y NepBUHHIl
iH ekuiiA, mo 0,002 ; yNaKoBLji FOTOBOro NikapcbKoro 3acoby (Tvn KoHTelHepa abo
no 5 chnakoHiB y [04aBaHHSl HOBOTO KOHTeHepa) - CTepw/ibHI Nikapcbki 3acobu
6nicTepi; no 1 Ta nikapcbki 3aco6u 6i0n10riYHOro/iMyHOI0MNYHOTO NMOXOKEHHS
6nictepy B - 0oJaBaHHs HOBOro (h/iakoHy No 6 mMn 3 TPYOKW CKNAHOT ANs
KapTOHHI Kopobui nikapcbkunx 3acobis, 3aKynopeHi npobkamy ryMoBrMm
MeANYHUMU Ta O6TUCHYTI KOBNavkaMu asltoMiHieBUMUN
(3aTBEpMKeHi hnakoHn Ha 10 M), 6e3 3MiHW KiSIbKiCHOTO Ta
SIKICHOTO Ck/lagy h/iakoHy Ta 3aKynoproBasibHOro 3acoby A0
HbOrO, 3 BiANOBIAHMMY 3MiHaMV A0 p. «YnakoBka» BeeAeHHs
3MiH NPOTArOM 2-X MicsiLiB NiCNs 3aTBEPKEHHS
184. | NIKCAPUT Tabnetku no 100 wr, TOB "ACIHO YkpaiHa Nab6opaTtopioc IcnaHis BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasiB: 3miHu | Tuny - 3a UA/17741/01/01
no 15 tabnetok y YKPAIHA" HopmoH, C.A. 3MiHM BHECEHi B TEKCT MapKyBaHHS Ha BTOPWHHIl ynakoBLi peyenmom
6nictepi; no 2 nikapcbkoro 3acoby y n. 17. IHLWE Ta nepBuWHHIi ynakosLi n.6
6nictepn y IHLWE, a came He3HauHi NpaBku LLOA0 0rOTMY KOMNaHii Ta
KapTOHHIi navui IHLLIOT TEXHIYHOT iHchopMaLi
185. | NIM®OMIO3 Kpanni opasibHi, No Bionoriwe HimeuumnH Bionoriwe BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | TUny - 6e3 UA/6673/01/01
oT 30 mn y chnakoHi- XainbmiTre b a Xannbmitrenb 3MiHM B NpoLeci BUNpobyBaHHS 3a NoKasHWKOM «BTpaTa B peyenma
KpanesnbHuuj; no 1 Xeenb 'v6X, Xeenb M'v6X, Maci npu BucyLyBaHHi» An1sa Levothyroxinum RM, a came
h1akoHy- HimeuunHa HimeuyunHa 36iNbLUEHHS Ki/TbKOCTI cybCTaHLjl, WO BUKOPUCTOBYETLCA ANA
KpanesibHuLj y BMNPOGYBaHHs (3aTBepaxeHo: 0.100 g 3anponoHoBaHo: 1.000
KOpPOO6LLi 3 KApTOHY 0)
186. | ION'Y®EH® TabneTkun, BKPUTI KYCYM IHAis KYCYM XENTXKEP IHAiA BHECEHHSA 3MiH 10 peECTpaLiiiHUX maTepianis: 3MiHW | TNy - 3a UA/17411/01/01
NNiBKOBOIO XENTXKEP NBT NTA BHECEHHS 3MiH 0 MeTOAiB KOHTPOs0 /13 JIOTYDEH®, peyenmom
060/10HKOI0 M0 250 MBT NTA TabneTky, BKPUTI NNiBKOBOO 060/10HKO0 1Mo 500 mr n.
Mr no 10 TabneTok y «laeHTundikauis 6apBHMKa. 3asi3a OKCUA XOBTUl», a came:
6nicTepi, no 3 abo BHOCWTBCS OMUC NPUTOTyBaHHSA peakTuBiB HacnueHwin BogHui
no 6 6nictepiB y PO34MH amoHito TioliaHaTty Ta Po3BefeHoT MiHepasibHOI
KapTOHHIiA ynakoBL,i KMCNOTU Ta YTOYHIOETLCA TX KiNbKICTb NPY NPOBEAEHHI peakuil.
Takox npvBeAeHa y BiANOBIAHICTb A0 MaTepianis
peecTpaLiiHoro Aocke iHhopmaLis WoA0 BUKOPUCTaHHS
CyNbhaTHOI KUC/IOTU Ta BHECEHO ONUC Ti NPUroTYBaHHSA
187. | NOTY®EH® TabneTku, BKpUTI KYCYM IHgis KYCYM XENTXKEP IHAjis BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 3MiHu | Tuny - 3a UA/17411/01/02
NNiBKOBOIO XENTXKEP MNBT NTA BHECEHHS 3MiH 4,0 MeToZAiB KOHTpoto J13 JIOTYPEH®, peyenmom
06010HKOt0, Mo 500 MNBT NTA TabneTkv, BKpUTI NAiBKOBO 060710HKOK No 500 mr n.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
mr no 10 TabneTtok y «lpeHTudikalis 6apBHuka. 3aniza oKcuz XOBTUli», a came:
6nictepi, no 3 abo BHOCWTbCS ONWUC NPUrOTYBaHHSA peakTuBiB HacnueHnin BogHWi
no 6 6nictepis y pO34MH aMOHito TioljaHaTy Ta Po3BeAeHoi MiHepanbHOT
KapTOHHI ynakoBsL,i KMCMOTU Ta YTOYHIOETLCS TX KiNIbKICTb NPY NPOBEAEHHI peakuil.
Takox npvBefeHa y BifnoBigHICTb 40 MaTepianis
peecTpaLiiHoro Aocke iHhopmaLlisi W00 BUKOPUCTAHHS
Cy/bhaTHOI KMC/IOTU Ta BHECEHO Onuc Ti MPUroTyBaHHS
188. | NION'Y®EH® TabneTku, BKPUTI KYCYM IHAis KYCYM XENTXKEP IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu | Tuny - - UA/17412/01/01
nNiBKOBOIO XENTXKEP NBT NTA BHECEHHS 3MiH 4,0 MeTogAiB KOHTpoto J13 JIOTYPEH®,
o60n0oHkoto, no 250 MNBT NTA TabneTku, BKpUTI NIBKOBOO 060/10HKO0 No 500 mr .
mr; in bulk: no 10 «lpeHTudikalis 6apBHUKa. 3aniza oKkcuz XOBTUl», a caMe:
Tabnetok y 6nictepi, BHOCUTbCS OMUC NPUTOTyBaHHA peakTueiB HacnueHwin BogHui
no 240 6nicTepiB y pO34MH amMoHito TioljiaHaTy Ta Po3BeAeHoi MiHepanbHOT
KapTOHHIlA KOpooLi KMCNOTN Ta YTOYHIOETHCA X KiSIbKICTb NPY NPOBEAEHHI peakLil.
Takox npvBegeHa y BiANOBIAHICTb A0 MaTepianis
peecTpaLuiiHoro Aocke iHhopmav,is WoA0 BUKOPUCTaHHS
CyNbaTHOT KNC/IOTU Ta BHECEHO ONUC 1T NPUroTyBaHHsA
189. | NIONY®EH® TabneTkun, BKpUTI KYCYM IHAis KYCYM XENTXKEP IHAiA BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis: 3MiHu | Tuny - - UA/17412/01/02
NNiBKOBOK XENTXKEP NBT NTA BHECEHHS 3MiH 4,0 MeToZiB KOHTPosto /13 JIOTYPEH®,
060/10HKO10, N0 500 MBT NTA TabneTky, BKPUTI NNIBKOBOO 060/10HKOIO 1Mo 500 mr n.
mr; in bulk: no 10 «lpeHTudpikauis 6apeHMKa. 3asiiza oKcug XOBTUii», a came:
TabneTok y 6nictepi, BHOCWTbCS ONWC NPUrOTYBaHHSA peakTuBiB HacnyeHnin BogHWI
no 180 6nicTepiB y PO34MH amoHito TioliaHaTty Ta Po3BefeHOT MiHepasibHOI
KapTOHHI KopoobLi KMCNOTU Ta YTOYHIOETLCS TX KiNIbKICTb MPY NPOBEAEHHI peakwil.
Takox npvBefeHa y BifnoBigHICTb 40 maTtepianis
peecTpaLiiiHoro Aocke iHhopmaLis WoA0 BUKOPUCTaHHS
CynbhaTHOI KNC/IOTU Ta BHECEHO OnuC Ti MPUroTyBaHHSA
190. | NONEPAMIA Tabnetku no 0,002 r, MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiHMX maTepiasniB: TeXHIYHa bes UA/6919/01/01
no 10 TabneTok y akujioHepHe akuioHepHe nomwuska (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460). peyenma —
6nictepi; no 1 a6o 2, TOBapucTBO TOBapUCTBO "“J1eKxim BunpaBneHHs1 TEXHIYHOI NOMW/IKMA B TEKCTi MapKyBaHHS, e Ne 10, Ne
a6o 50, abo 100 "J1ekxim - - XapkiB" pocilicbkolo MOBOO Gy/10 MOMW/IKOBO BKa3aHo: fionepamuja 20.
6nicTepis y nayui 3 Xapkis" rigpoxnopug 3amicTb fionepamuga rugpoxnopug. BunpasneHo 3a
KapTOHY TEXHIYHY MOMUJIKY Y TEKCTI MapKyBaHHA BTOPUHHOI YNakoBK/ peyenmom —
nikapcbKoro 3acoby. 3a3HayeHe BUMNpaB/IEHHS BignoBifae Ne 500, Ne
MaTepiasiam peecTpaviiiHoro ocke 1000
191. | IONEPAMIA, | Tabnetkv no 0,002, MpvBaTHE YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHMX maTepiasliB: TEXHIYHA - UA/2981/01/01
in bulk: no 5000 akuioHepHe akuioHepHe nomusika (3rigHo Hakazy MO3 Big, 23.07.2015 Ne 460).
TabneToky TOBapuUCTBO TOBapUCTBO "/lekxiMm BrinpaBneHHa TeXHIYHOT NOMUIIKWN B TEKCTI MapKyBaHHs, Ae
KOHTeliHepax "Nekxim - - XapkiB" POCilicbKOl0 MOBOIO 6y10 MOMWJIKOBO BKa3aHo: fionepamuga
Xapkis" rigpoxnopug 3amicTb sionepaMua ruapoxaopus. BunpasneHo
TEXHIYHY NOMWJ/IKY Y TEKCTI MapKyBaHHS BTOPUHHOT yNakoBKM
nikapcbKoro 3acoby. 3asHayeHe BUMNpaB/iEHHS BignoBifae
MartepiasiaM peecTpaLuiiHoro 1ocke
192. | NNIOPAHIIH cnpeii Ans poTosoi TOB YKpaiH TOB "Mikpodhapm YkpaiHa BHECEHHS 3MiH [10 peecTpaviiHiX maTtepianis: 3MiHu | Tuny - 6e3 UA/14801/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
MOPOXHMHM 1Mo 50 "Mikpodpapm" BU/TyYEHHS MOKa3HWKIB:- «laeHTndikauis. Hatpito caxapuHaT» peyenma

M1y hnakoHi Ta
posnunioBayem; no
1 donakoHy B nav,i 3
KapTOHY

- HasABHWIA KOHTPO/b NPU NPOLECi BUPOBHNLTBA; -
«BunnpobyBaHHsA NakyBaHHs» - KOHTPO/Ib MPOBOANTLCSA NP
BXiZIHOMY KOHTPO/1i NEPBUHHOIO NakyBaHHS; - «TepMiH
NpUAATHOCTI» - BUNYYEHO 3i cneuudikadii; - «Onue» -
BWUYYEHO BMU3HAYEHHSA Ha "cMak" npenapaty. 3MiH/ BHECEHI Y
po3gain "/ikapcbka dhopma” (OCHOBHI i3NKO-XiMiYHi
BNACTMBOCTI) B iIHCTPYKLitO ANS MEAUYHOIO 3aCTOCYBaHHSA
nikapcbKoro 3acoby. BeegeHHs 3MiH NpoTAroM 3-x MicsiLis
nicns 3aTBepMKEHHS; CYMyTHSA 3MiHa - 3MiHM 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. KOHTPOb roTOBOrO NiKapcbKoro 3acoby.
3MiHa y MeTodax BUNPOGyBaHHS rOTOBOTO /iKapCbKoro 3acoby
(BnnyyeHHs meToAdy BUMPOOYBaHHS, SKLLO BXe 3aTBepKeHui
anbTepHaTUBHWI METOZ); 3MiHU | TUNY - HE3HAYHI 3MiHN Y
cneumgikaLii Ta MeTogax KOHTPOO SIKOCTi FOTOBOrO
nikapcbKoro 3acoby, a came: - «laeHTudikauis. FekceTnanH»,
«pH», «O6’€M BMICTy ynakoBku», «MikpobionoriyHa unc-
ToTa», «KiflbkicHe BU3HaYeHHs. ETaHON» - BHECEHI pefakuiliHi
npaBKn Ta BUTyYEHO nocunaHHa Ha APy 1.0; -
«laeHTudikauis. XoniHy caniypnar» - BHECEHO peAakLiliHi
npasKu Ta BUNy4YeHO nocunaHHa Ha Py 1.0, a Takox
He3HauHi 3MiH1 Y MeToAMLi BU3HA4YeHHS (3MiHa y MpUroTyBaHHi
PO34MHY MOPIBHAHHSA Ta, K HACMIA0K 3MiHW Y PO3PaxyHKOBIi
dhopmyni); - «FycTUHa» - BHECEHI pefakLiiiHi npaBku Ta
BW/Ty4eHO nocunaHHsa Ha A®Y 1.0, a TakoX YTOYHEHO KpuTepil
NPUAHATHOCTI WOA0 TOYHOCTI BUMIPIOBAHHSA [0 TPETLOTr0 3HaKy
nicnsa komu; - «KinbkicHe BU3HaYeHHs. FekceTnanH» ta
«KinbkicHe BU3HaYeHHS. X0siHy caniumnar» - BHeCeHi
peAakuiiHi npaBku Ta BUTy4YeHO nocuiaHHs Ha AdY 1.0, a
TaKoX KpUTEPIi NPUAHATHOCTI BUPAXKEHOY «Mr»; - «KifbKicHe
BM3HAYEHHS. X/10pbyTaHoNy remirigpar - BHECEHI pefaKLiliHi
npaBsky Ta BUy4YeHO nocunaHHa Ha Y 1.0, a Takox y
KpUTEPISX NPUAHATHOCTI fOAATKOBO 3a3Ha4YeHo ?y
nepepaxyHky Ha 6e3BOfHY PEYOBUHY?; CyNyTHA 3MiHa - 3MiHW
3 AKoCTi. FoTOBMIA Nnikapcbkuid 3aci6. KOHTPOb rOTOBOrO
nikapcbKoro 3acoby. 3MiHa y meTofax BUNPOGyBaHHSA
rOTOBOrO JliKapCbkoro 3acoby (He3HauHa 3miHa y
3aTBEPKEHNX MeToAax BUNPOBYBaHHS); 3MiHU | Tuny - 3MiHa
mMeToAy BMNpobyBaHHSA roTOBOrO NikapcbKoro 3acoby 3a
nokasHnkoM «KifnlbkiCHe BU3Ha4YeHHs. XnopbyTaHony
remirigpat» (4®Y. 2.2.28,2.2.46) — 3MiHU yMOB
XpomarorpadyBaHHs Ta Npo6ifroToBKM
3paskiB;«laeHTudpikayis. XnopbytaHony remirigpar» - He3HauHi
3MiHN BUNPOBYBaHHA Ta chopMy loBaHHSA HOPMYBaHHS.
CynyTHA 3MiHa - 3MiHW 3 AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
KoHTposb rotoBoro nikapcbkoro 3acoby. 3MiHa napameTpis
cneuudikauii Ta/abo AONYCTUMKX MEX FOTOBOrO /iKapCbKOro
3acoby
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
193. | IOPATAAUH | nopoLuok AT "dapmak” YkpaiHa Bewaaxa ®apma IHAis BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 3MiHu | Tuny - - UA/15407/01/01
(cybeTaHuis) y Yewm NimiTeq, aaMiHicTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu
nakeTax noABinHUX MiCLA MPOBaMKEHHS AisANbHOCTI BUPO6HMKA (BKIOUaOuK, 3a
nonieTuIeHoBMX HeobXiAHOCTI, MicLie NPOBEeAEHHS KOHTPO/IIO SKOCTI), abo
ons BNacHuKa macTep-thaiina Ha A®l, abo noctavyasibHUKa
thapmaLeBTU4HOro Adl/BuxigHoro matepiasny/peareHTy/NPOMiKHOIO NPOAYKTY, L0
3acToCcyBaHHSA 3aCTOCOBYHOTLCA Y BUPOOGHULTBI API (AKLLO 3a3HAYEHO Y AOCbE
Ha nikapcbkuii 3acib) 3a BiACYTHOCTI cepTudikata
BifNoBigHOCTI €Bponelicbkili hapmakonei y 3aTBepiKeHoMy
Aocbe, abo BUPOOHMKA HOBOT AOMOMDKHOT PEHOBMHY (SIKLLIO
3a3Ha4YeHo y A0CbE) - 3MiHA agpecy BUPo6HUKa AdI
nopataguHy Vasudha Pharma Chem Limited, India, 6e3 3miHu
Micus BUpo6HMLTBa. 3anponoHoBaHo: Unit-1, Plot No. 37/A,
38, 39, A & B, Phase-l, IDA, Jeedimetla, Hyderabad-500 055,
Telangana, India
194. | MAAJIOKC® CyCneHsis opasibHa, TOB «Onenna YkpaiHa Eii. HatTepmaHH HimeuunHa/ | BHeceHHs 3MiH 40 peecTpauiliHiX MaTepianis: 3MiHa 3asBHUKa 6e3 UA/9220/01/01
Ne 1: no 250 mny Xerckea eHp Caiii. FTm6X, ITania (BNacHvKa peecTpaLiiiHoro nocig4eHHs1) BBegeHHs 3MiH peuenma
thnakoHi; no 1 YkpaiHa» HimeuumnHa; NPOTArom 6-T1 MIiCALIB MiCNSA 3aTBEPAKEHHS
chnakoHy B CaHodpi C.n.A,
KapTOHHI KOopooLi ITania
195. | MAAJ/IOKC® Tabnetkn Ne 40 TOB «Onenna Ykpaina CaHocpi C.n.A., ITanis BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasnis: 3MiHa 3asiBHMKa 6e3 UA/9220/02/01
(10x4): no 10 Xerckea ITanis; (BNacHvka peecTpaLliiHoro nocBig4yeHHs1) BBegeHHs 3MiH peyenma
TabneTtok y 6nictepi; YkpaiHa» CAHO®I C.N.A., NPOTArom 6-T1 MIiCALIB MiCNA 3aTBEPKEHHS
no 4 6nictepu B ITanisa
KapPTOHHIi KOpoOLi
196. | MATHIKYM- TabneTkun, BKPUTI AT YkpaiHa AT "KUIBCbKNIA Yecbka BHECEHHSA 3MiH [0 peecTpaLiiiHux maTepianis: 3miHun | Tuny - 6e3 UA/16534/01/01
AHTUCTPEC NAiBKOBOIO "KNIBCbKWM BITAMIHHWA Pecny6nika nogaHHsa oHoBsieHoro CepTucpikarty BignoBigHOCTI peyenma
® o6onoHkoto, no 10 BITAMIHHUIA 3ABOA" €Bponeiicbkili hapmakonei Ne R1 — CEP 2009 — 017 — REV
Tabnetok y 6nictepi; 3ABOA" 01 (nonepepaHs sepcis CEP Ne R1 — CEP 2009 — 017 — REV
no 6 6nictepis y 00) gnsa A®| (MarHito uMTpaT) Big, BXe 3aTBepaAKeHoro
nadui; no 12 BUpo6HUMKa «Dr. Paul Lohmann GmbH KG», HimeuunHa. B
Tabnetok y 6nictepi; pamkax 3asBfneHol npoueaypu fo CEP 6yno fofgaHo KOHTpOsib
no 4 abo 5 6nictepis wogo elemental impurities 3rigHo ICH Q3D Ta BBeAeHO TecT
y nauuj Ha Hikenb; 3MiHW | TUNy - nogaHHs oHoBeHoro CeptudikaTy
BifnoBigHoCTI €Bponelickkili hapmakonei Ne R1 — CEP 2009 —
017 — REV 02 (nonepegHs Bepciss CEP Ne R1 — CEP 2009 —
017 — REV 01) ans A®I (MarHito uutpar) Big Bxe
3aTBEpPKEHOro BUPOOHMKa. B pamkax 3assneHoi npoueaypu
Big6yNncb 3MiHM B Ha3Bi BnacHnka CEP Ta BUpoGHUYOI
oinbHUUi ana A®l (MarHito uutpar), 6e3 3miHM Micus
BMPOGHULITBA
197. | MATHIO KpucTaniyHmi AT Yecbka TOB "Makko Yecbka BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis: 3MiHu | Tuny - - UA/15651/01/01
CYNb®AT NopOoLLOK "IMKo®apma" | Pecny6nik OpraHikc" Pecny6nika 3MiHU 3 AkocTi. CepTudpikat BignosigHocTi/I E-cepTudikar
FEATATIAPA | (cy6cTaHuis) y a BignoBigHOCTI €Bponelickkili hapmakonei/MoHorpadii. 3miHu,
T nanepoBux MilLKax noB's3aHi 3 HEOOXiAHICTIO NPUBEAEHHS Y BiANOBIAHICTb A0

i3 nonieTnneHoBUM
noKpUTTAM A1

MoHorpadii ®Y abo €Bponeiicbkoi chapmakonei, abo iHwoT
HauioHasIbHOI dhapmakonei gepxasun €C (3MiHa y
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
thapmaLeBTUYHOro cneumdikauisix, nos'sa3aHa 3i 3miHamu B 1dY, abo
3acTocyBaHHSA €Bponeiicbkili hapmakonei, abo iHLWIA HalioHaNbHIl
dhapmakonei gepxasun EC) - BuganeHHs 3i cneyudikadii ta
MeTOoZIB KOHTPOJIO NokasHuka "ApceH" 06ymMOoBIeHO
NpuBeAEHHSAM Y BiNOBIAHICTb A0 BUMOr MOHorpadii €
198. | MAUAEKNA TabneTkun, BKpUTI MaiinaH IHAjs MaiinaH IHAis BHECEHHS 3MiH [0 peecTpavuiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/17912/01/01
N1iBKOBOIO Na6opatopis Na6opaTopi3 3MiHM Woao 6e3neku/ehekTBHOCTI Ta chapmakoHarnagy - peyenmom
060/10HKO10, M0 60 Nimiteq Nimiten 3MiHW BHECEHI B TEKCT MapKyBaHHS YNakoBOK /NiKapCbKoro
Mr 10 28 TabneTok y 3aco6y Ha BTOPWHHI ynakoBLi y nyHKT 17 IHLLUE BHeceHa
Hernpo3opomy iHchopMmaLis Wwoao HasBHOCTI odoiLifiHOro Be6-cainTy KomnaHii,
nosieTueHoBoMy 2-D kogy, SN, GTIN) Ta Ha NepBUHHIi ynakoBLi y NYHKT 6.
hnakoHi 6naknTHOro IHLWE BHeceHa iHchopmauis WoAo HassBHOCTI OdiLiiHOro BE6-
KOnbopy 3 caiiTy komnaHii. BBegeHHsA 3MiH MpOTAroM 6-Tv MicsLiB nicns
6.1aKMTHOIO 3aTBEPAKEHHS
Henpo3opoto
noninponisieHoBo
KpYILLKOIO B
KapTOHHI/ Kopobui
199. | MEHOBA3WH | po3uvH gns AT YkpaiHa AT "Jly6Hndhapm" YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3MiHu | Tuny - 6e3 UA/8824/01/01
30BHILUHLOrO "ly6HnUhapm" 3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. CTabifbHICTb. peuenma
3aCcTOoCyBaHHA, 3miHa y TepmiHax npugaTHocTi abo ymoBax 36epiraHHs
cnupToBuii no 40 mn rOTOBOrO NiKapCbKoro 3acoby (36iNbLUeHHS TEpMiHY
a6o no 100 mny NpVAATHOCTI FOTOBOTO JiKAPCLKOTro 3acoby) - s Toprosoi
donakoHax; no 50 mn yNakoBKW (NiTBEPAXKYETLCA AaHVMMN peasibHOro vacy) -
Y KY/IbKOBUX 36iMbLUEHHA TEPMiHY NPUAATHOCTI NiKapCcbKOro 3acoby.
hnakoHax 3arBepoKeHo: 2 poku. 3anponoHoBaHo: A5 donakoHis no 40
mn a6o no 100 mn 3 poku. [ina dpnakoHiB KysibkoBux no 50 mn
2 poku. 3MiHW BHECEHI B po34in "TepmiH npuaartHocTi” B
IHCTPYKLi0 AN MeAUYHOro 3aCTOCYBaHHS NiKapcbKoro 3acooby.
BBefeHHsi 3MiH NpoTSArom 6-Tv MicsUiB Nicns 3aTBEPAKEHHS
200. | METPOIN® TabneTku, BKpUTI "tOHiK IHais FOHiK IHais BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3miHu | Tuny - 3a UA/2871/02/02
nNiBKOBOIO PapmacboThK dapmMacboTUKa 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy - peyenmom
060/10HKO10, Mo 400 an JNabopaTtopi3 BHECEHHS 3MiHM A0 po3giny «MapkyBaHHA» MKA N3:
mr, no 10 TabneTok Na6opaTtopiz" (BipaineHHs chipmu 3anponoHoBaHo: MapknpoBka. B cooTBeTCTBUM C
y 6nicTepi, no 2 abo (BipAaineHHs "Ix. B. Kemikan3 YTBEPXEHHbIM TEKCTOM MapKMPOBKW. 3MiHW BHECEHI B TEKCT
10 6nictepiB y dipmn "Ox. B. eHa MapKyBaHHS1 NEPBMHHOI Ta BTOPUHHOI YMaKOBKW NiKapCbKOro
KOpOOGLIi 3 KAPTOHY Kemikans eHg, dapmMacbloTuKan3 3aco0y WoA0 3a3Ha4YeHHA MiXKHApPOAHWX NO3HaYeHb OAUHULb
dapmMacbloTUK nrpt) BUMIiplOBaHHSA. BBeieHHs1 3MiH NpoTArom 3-x MicAUiB nicns
an3 fitg.") 3aTBEpPAKEHHSA
201. | METPOIN® TabneTku, BKpUTI "HOHiK IHais FOHiK IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu | Tuny - 3a UA/2871/02/01
nAiBKOBOIO PapmacboThK dapmacbioTUKas 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy - peyenmom
o060n10Hkot0, No 200 an NabopaTopi3 BHECEHHS 3MiHM A0 po3giny «MapkyBaHHs» MKA N13:
Mmr, no 10 TabneTok Nab6opaTtopis" (BipaineHHs chipmu 3anponoHoBaHo: MapknpoBka. B cooTBeTCTBUM C
y 6nicTepi, no 2 abo (BipgaineHHs "Ix. B. Kemikan3 YTBEPXEHHbIM TEKCTOM MapKUPOBKW. 3MiHW BHECEHI B TEKCT
10 6nicTepiB y ipmm "Ox. B. eHg, MapKyBaHHS MEPBMHHOI Ta BTOPUHHOI YNaKkoBKM NiKapCbKOoro
KOpOOGLIi 3 KAPTOHY Kemikans eHg, dapmMacbloTukan3 3aco0y WoA0 3a3Ha4YeHHA MiXKHAPOAHWX NO3HaYeHb OAUHULb
PapmMacbloTUK Nt BMMiplOBaHHS. BBeeHHs1 3MiH NpoTArom 3-x MicAuiB nicas
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
ans3 /lta.") 3aTBepMXeHHA
202. | MIOA3O/TIAM PO34UH O151 iH'EKLLNA, AT "Kanuekc" Nartsis BCi cTagii CnosayunHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | TUny - 3a UA/18291/01/01
KAJNLUEKC 5 mr/mn; no 1 mn BUPOBHMYOro / 3MiHuM 3 SKOCTi. [OTOBMIA Nikapcbkuii 3aci6. CTabiNbHICTb. peyenmom
abo 3 mn B amnyni, npovecy, Kpim Natsis 3miHa y TepMmiHax npugaTHoOCTi abo ymoBax 36epiraHHs
no 5 amnyny BMNYCKY cepil: rOTOBOrO NikapcbKoro 3acoby (iHLi 3MiHW) - 36i/bLUEHHS
KOHTYPHIi XBM dapma c.p.o., TEePMiHy NpPUAATHOCTI FOTOBOTO NiKapCbKoro 3acoby 3 2 Ao 4
YapyHKOBIli ynakoBLj CnoBayuuHa; pokiB. BBefeHHS1 3MiH NpoTArom 6-T1 MicAUIB micns
(nigooHi), no 1 a6o 2 KOHTPO/1b 3aTBEpAKEHHS
KOHTYPHI YapyHKOBI cepii/snnpobyBaHHs:
ynakoBku (NigfoHn) AT "I'piHgekc”,
B Nnauuj 3 KapToOHY NatBis;
BUMNYCK Cepil:
AT "Kanuekc",
Nartsis
203. | MINICTAH CyCneHsis opasibHa, Mini Xenckepe Benvka pakype IHAiA BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis: 3MiHu | Tuny - 6e3 UA/1454/01/01
MYNbTUCUM | no 100 mny Nimiten BpuTaHis PapmacboTikasic BBEJEHHS 404aTKOBOro BUpo6HMKa Ad| napauertamony peyenma
MTOMHWUIA donakoHi, no 1 nTa FARMSON PHARMACEUTICAL GUJARAT PRIVATE
chakoHy pasom 3 LIMITED, skuii mae CepTudikaT BignosigHocTi EBponeiicbkii
MipHOIO JTOXXEYKOI Y thapmakonei Ne R1-CEP 2002-020-Rev 08 B fOMNOBHEHHSA [0
KapTOHHIA ynakoBL,i BXe 3aTBepaKeHoro BnpobHuka A®l Farmson Analgesics,
IHgis
204. | MIPAMEKC® Tabnetku no 0,25 BepiHrep HimeyuunH BepiHrep HimeyuunHa BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3MiHu | TUny - 3a UA/3432/01/01
mr; no 10 TabneTok IHrenbxaim a IHrenbxaiim ®apma OHOBJ/IEHHSA PO34iny “Po3KNafeHHs akTUBHOrO iHrpeaieHTa” peyenmom
y 6nicTepi; no 3 IHTEpHELUHN vm6X i Ko. KI npaminekcony rigpoxaopuay MoHorigpaTy: BUNpaB/ieHHs
6nictepu B M6X nigpo3ainy “OuiHka” (dhopMyM po3paxyHKy) Ta BHECEHHS
KapTOHHiA KOpOGL pefakLiiHiX NpPaBokK; 3MiHW | TUNY - OHOBNIEHHS BXe
3aTBEPMAKEHNX METOAIB KOHTPO/IO SIKOCTI JTiKapCbKOro 3acoby,
a came: BUKIa[EHHS TEKCTY JepXaBHO MOBOO 3TifHO
Cy4acHMX BUMOT Ta BHECEHHSA pefakLiliHuX npaBok
205. | MIPANEKC® Tabnetku no 1 wmr; Bepinrep HimeuuunH Bepinrep HimeuyunHa BHECEHHS 3MiH 0 peecTpaviiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/3432/01/02
no 10 TabneTtok y IHrenbxainm a IHrenbxaiim ®apma OHOB/IEHHSA PO3iny “Po3knafeHHs akTUBHOrO iHrpegieHTa” peyenmom
6nicTepi; no 3 IHTEepHeLwHN M6X i Ko. KI npaminekcony rigpoxnopuay MoHorigpary: BUNpPaBieHHs
6nictepu B M6X nigpo3ainy “OuiHka” (hopMynn po3paxyHky) Ta BHECEHHS
KapTOHHIlA KOopooLi pepakuUiiHX NpaBokK; 3MiHW | TUMY - OHOB/IEHHS BXE
3aTBEPMAKEHNX METOAIB KOHTPOO SKOCTI JTiKapCbKOro 3acoby,
a came: BUKa[EeHHs TEKCTY JepXXaBHO MOBOIO 3TifHO
Cy4YacHMX BUMOT Ta BHECEHHS pefakLiliHuX npaBok
206. | MYNbTUTPU cnpeii HasaslbHUIA, [enbta LLsenuapi K.O. Biodhapm C.A. PymyHis BHECEHHS 3MiH [0 peecTpavliiHiX maTtepianis: 3MiHu | Tuny - 6e3 UA/15756/01/01
M HA3ANb po3unH 0,05 %; no Megiken a 3MiHM LWoAo 6e3nekn/edieKTUBHOCTI Ta papmakoHarnsgy. peyenma
10 mn y donakoHi 3 MpoMOyLLH3 BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHuX Npo cucTemy
posnuaBavem; no Al thapmakoHarnsgy (BBeAeHHs y3arasibHeHUX aHnx npo

1 donakoHy B
KapTOHHI KOopooLi

cuctemy hapmakoHarnfgy, 3miHa yrnoBHOBaXKeHOT 0cobw,
BiANOBIAa/IbHOI 3a 3AiiCHEHH:A hapMakoHarnsay; KOHTaKTHOI
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Popma sBUMYCKY

3asBHUK
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n/n

JliKapcbKo20
3acoby

ynakoska)

(nikapcbka ¢hopma,

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o

207.

MYNbTUTPU

cnpeii HasaslbHUiA,

JenbTta

0cob6u 3 hapMakoHarnsgy 3asBHVKa A1 34iICHEHHS
hapMakoHarnagy B YkpaiHi, AKLWO BOHa BigMiHHA Bif,

YNOBHOBaXXEHOI 0CO6U, BifiNOBIAAbHOI 3a 3iICHEHHS

thapmakoHarnsgy (Bk/ouatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MilLeHHI MacTep-ghaiina cucteMu papmakoHarnsgy) -
3MiHa YNOBHOBaXXEHOT 0CO6U 3asBHYMKA, BifNoBigabHOI 3a

thapmakoHarnag.
MponoHoBaHa pepakuisn: JaHinosa flapuca BonogmmupisHa.
3MiHa KOHTaKTHMX faHWX YNOBHOBAXEHOI 0COOM 3asBHUKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsg

nocsi0o4YeHHs

208.

M HA3SAb

MYNbTUIPU

po3uuH 0,1 %; no 10
My chnakoHi 3
posnuatoBayem; no
1 donakoHy B
KapTOHHIA Kopoo6Li

cnpeli HazanbHUiA,

Megiken
MpomoyLH3
Al

[enbta

LLseiiuapi
2

LLsenuapi

K.O. biodhapm C.A.

PyMmyHis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | TUny -
3MiHM WoA0 6e3nekn/etheKTMBHOCTI Ta hapmakoHarnsagy.
BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHVX MPO cucTemy
hapmakoHarnagy (BBeAEHHs y3araslbHeHUX AaHux npo
cuctemy thapmakoHarnsgy, 3MiHa ynoBHOBaXeHOI 0cobu,
BiANOBIAaUIbHOI 3a 34iiCHEHHSA hbapMakoHarnsay; KOHTaKTHOI
0cobu 3 hapMakoHarnsay 3asaBHVKa ANst 34iCHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA Bif,
yMOBHOBaXeHOT 0cobu, BigNoBiAanbHOT 3a 34iACHEHHS
hapMakoHarnagy (Bk/itovatoum KOHTaKTHI AaHi) Ta/abo 3MiHu Y
po3MiLleHHI MacTep-haiina cucteMun hapmakoHarisgy) -
3MiHa YNOBHOBaXEHOI 0CO6U 3asBHKKA, BignoBiganbHOT 3a
hapmakoHarnsg.

MponoHoBaHa pegakuis: JaHinosa flapnca BonogmmupisHa.
3MiHa KOHTaKTHMX [aH/X YNOBHOBAXEHOI 0COOU 3asBHIKA,
BiANoBiAaIbHOT 3a hapmakoHarnsg

6e3
peuyenma

UA/15756/01/02

209.

M HA3A/b
®ITO

HATPIIO

po3uuH 0,1 %; no 10
M1y chnakoHi 3
posnuatoBayem; no
1 chnakoHy B
KapTOHHIlA KopooLi

nopoLloK

Megiken
MpomoyLuH3
Al

TOB "Makko

A

Yecbka

K.O. Biodhapm C.A.

TOB "Makko

PymyHis

Yecbka

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 3MiHu | Tuny -
3MiHM LWoAo 6e3nekn/edieKTUBHOCTI Ta ddapmakoHarnsgy.
BeefieHHs1 ab0 3MiHW [0 y3araslbHEHUX AaHuX NPo cucTemy
thapmakoHarnsgy (BBeAeHHs y3arasibHeHUX aHnx npo
cuctemy hapmakoHarnfgy, 3miHa yrnoBHOBaXXeHOT 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay; KOHTaKTHOI
0ocobu 3 hapmakoHarnsgy 3asBHVKa AN 34iCHEHHS
hapMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA Bif,
YMNOBHOBaXXEHOT 0CO6M, BiANOBiAaNIbHOT 3a 34iACHEHHS
hapMakoHarnsgy (BK/IoYatoumn KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MilLeHHI MacTep-ghaiina cucteMu papmakoHarnsgy) -
3MiHa YNOBHOBaXXEHOT 0CO6U 3as1BHMKA, BifnoBigabHOI 3a
hapmakoHarnag.

MponoHoBaHa pepakuin: JaHinosa flapnca BonogumupisHa.
3MiHa KOHTaKTHUX [aHnX YNOBHOBAXEHOI 0COBU 3asBHYIKA,
BiANOBIAA/IbHOT 32 hapmakoHarnsg

6e3
peyenma

UA/15720/01/01

raAPOKAPEO

KpuCTanivyHuii

OpraHikc"

Pecny6sik

OpraHikc"

Pecny6nika

BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3MiHu | TUny -

3MiHu 3 sKocTi. A®l. CTabinbHicTb. 3MiHa nepiofy NOBTOPHUX

UA/16602/01/01




113

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
HAT (cybeTaHuis) y a BunNpobyBaHb/nepiogy 36epiraHHs abo ymoB 36epiraHHs AdI
(HATPIHO nanepoBuMX MiLKax (3a BiAcyTHOCTI y 3aTBEpAXEHOMY [OCbE cepTuddikara
BIKAPBOHAT | gns BiANOBIAHOCTI €Bponeiickkili hapmakonei, Lo BKIoYae nepios,
) thapmaLeBTUYHOro NMOBTOPHOrO BMNPOGYBaHHS) (iHLWi 3MiHW) - BHECEHHS 3MiH A0
3acTocyBaHHs MKSA 113, a came- npuBefeHHA iHhopMaLii, LWoao TepMiHy
NpUAATHOCTI y BiANOBIAHICTbL 4O MaTepiasliB peecTpaLiiiHoro
[0CbE BMPOGHMKaA Ta cepTudikartis skocTi. 3aTBepmxeHo Cpok
nepekoHTposia 2 roga 3anpornoHosaHo CpoK rogqHocTy 2 roga
210. | HOBOKAIH- PO3YNH A5 iH'EKLIN, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiHiX maTepianis: 3MiHu | Tuny - 3a UA/3972/01/01
AAPHUUSA 5wmMr/mnno 2 mn abo | "dapmauestu "®apmavneBTUYHa aAMiHiCTpaTBHI 3MiHW. BunyyeHHs BUPOGHNYOT AiNbHULL peyenmom
no 5 mn B amny ni; YHa hipma ipma "OapHuus" (Bkovatoum ginbHUL ons A®l, NpoMiXKHOro NPOAYKTY abo
no 5 amnyny "NapHuus"” roTOBOrO NiKapCbKOro 3acoby, AifbHULi 4718 NPOBEAEHHS
KOHTYPHIi nakyBaHHs1, BUpOGHYKa, BifNOBiAaNbHOIO 3a BUMYCK Cepiid,
YapyHKOBIl MicLLe NpoBeAEeHHS KOHTPO/IO cepii) abo noctavasibHuKa
ynakosLij; no 2 BVXiHOTO MaTtepiany, peareHTy abo AONOMiXHOI Pe4yoBUHM
KOHTYPHI YapyHKOBI (AKLLLO 3a3HAYEHO Y A0CHE) - BUyHYEHHS (DipMU-BUPOGHMKA
ynakoBKU B navi A®l HoBokaiH (npokainy rigpoxnopua) Chongging Southwest
No.2 Pharmaceutical Factory Co., Ltd, China.
3anponoHoBaHo: (Guangxi Shengtai Chemical Co., Ltd, China)
211. | HOBOKAIH- PO34UH A151 iH'EKLLNA, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | TUny - 3a UA/3972/01/02
AAPHULUA 20 mr/mMn no 2 mn B "papmaneBTn "®apmMaueBTNYHa aAMiHICTpaT1BHI 3MiHW. BunyyeHHs BUPOGHNYOT AiNbHULL peyenmom
amnyni; no 5 amnyn YyHa hipma hipma "dapHnus” (Bkntovatoum ginbHuui ans A®l, npoMixxHOro NpoaykTy abo
Y KOHTYpHIlA "AapHuus" roTOBOrO NikapCbKoro 3acoby, AifbHULi 418 NPOBEAEHHS
YapyHKOBIl nakyBaHHs, BUPO6HYKa, BifNOBiAaNbHOIO 3a BUMYCK Cepiid,
ynakosLi; no 2 MicL,e NpoBeAEHHS KOHTPO/IHO cepii) abo nocTavanbHrKa
KOHTYPHI YapyHKOBI BUXiQHOrO MaTepiasly, peareHTy abo AONOMIXHOI pevyOoBUHU
yNakoBKM B navi (AIKLL,0 3a3HAYEHO Y AOCbE) - BUTYUYEHHS (DipMU-BUPOGHNKA
A®I| HoBokaiH (npokainy rigpoxnopua) Chongging Southwest
No.2 Pharmaceutical Factory Co., Ltd, China.
3anponoHoBaHo: (Guangxi Shengtai Chemical Co., Ltd, China)
212. | HO-WUNA® Tabnetku no 80 wmr, TOB «Onenna YkpaiHa XIHOIH 3aBog YropumHa/ BHECEHHS 3MiH [10 peecTpaLiiiHuX maTepianiB: 3MiHa 3asBHMKa 6e3 UA/8879/01/01
DOPTE Ne 24: no 24 Xerickea dapmaLeBTUYHUX Ta MonbLa (BnacHuka peecTpauiiHoro noceiguyeHHs) BBegeHHA 3MiH peyenma
Tabnetkn y 6nictepi; YkpaiHa» XimiuHmx MpoaykTiB NPOTSArom 6-TV MiCALIB MiC/1A 3aTBEPAKEHHS
no 1 6nictepy y Mpaiisit Ko. T4,
KapTOHHIlA KOpO6L; MignpuemcTtso 2
Ne 10: no 10 (nignpremcTBo
Tabnetok y 6nictepi; Bepeliegbxas),
no 1 6nictepy y YropLmHa;
KapTOHHI KOpoOLyi CaHochi-ABeHTic Cn.
3 0.0., MNMonbLa
213. | OKTANJIEKC NOpOLLOK Ta OxkTadhapma ABCTpist Brpo6HuK HimeuunHa BHECEHHS 3MiH [10 peecTpauiliHix maTepianis: 3MiHu | Tuny - 3a UA/14313/01/01
500 MO PO3YMNHHVK ANS dapmaneBTmK (anbTepHaTuBHWIA), ABcTpist 3MiHM Wwopo 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsagy (iHwi | peyermmom
pO34uHy ons a BiANOBigabHNIA 3a PpaHuis 3MiHW) - 3MiHW BHECEHO A0 [HCTPYKUi ANnA MeguyHoro
iHcbysiii no 500 MO; MpoaykTioHcre BTOPVIHHE 3acTOCyBaHHS NikapcbKoro 3acoby Ao po3giny "OcobnmnBocTi
[OBi KOPO6KK c M.6.X. nakyBaHHs Ta 3acTocyBaHHA" (BHECEHO iHDOpPMALLiF0 CTOCOBHO 3aCTEpPEeXeHs
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
06’eQHYIOTbCA MiXK Bi3yasibHy {040 BMICTy HaTpito). TepmiH BBELEHHS 3MiH - NPOTArom 6
c060t0 NNaCTUKOBOK iHCnekujto: MicALB Nicnsa 3aTBepMKeHHs; 3MiHM |l Tuny - 3MiHK Woa0
NIBKOO: KApTOHHA OkTachapma feccay 6e3nekn/ethekTMBHOCTI Ta thapMakoHarnsay. 3MiHW y KOpoTKil
kopobka Nel: no 1 v6X, HimeuunHa; XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI MapkKyBaHHS Ta
dhnakoHy 3 Bnpo6HuK, IHCTPYKLUIT AN18 MeAMYHOro 3aCTOCYBaHHS Y 3B’sI3KY i3 HOBUMU
NMOPOLLKOM A/1A BiNOBIgaNbHUIA 3a JaHVMK 3 SKOCTi, JOKNIHIYHAMU, KAIHIYHUMW AaH MK Ta
PO34nHYy A5 iH ek BMPOGHMLITBO 3a AaHvMu 3 chapmakoHarnsgy - 3MiH1 BHECEHO A0 IHCTPYKUiT
Ta iHCTpYyKLUi€eto Npo MOBHUM LK/IOM: AN MeAMYHOro 3acToCyBaHHSA NikapCbKoro 3acoby J0 po3giny
3aCTOCyBaHHS; OkTadhapma "Oitn" (pegaroBaHo HaBeaeHy iHdopMmaLiio 6e3 hakTUYHOI
KapTOHHa Kopobka dapmaueBTMKa 3MiHM BiKy AiTeit). TepmiH BBeAEHHS 3MiH - MPOTArom 6 micsuis
Ne2: no 1 dpnakoHy MpopykTioHcrec nicnsa 3aTBepAXeHHs
i3 PO3YMHHMKOM M.6.X., ABCTpis;
(Bofa Ans iH'eKUIN, BVPOGHMK
20 Mn) y KapTOHHiIl BiANoOBigabHNIA 3a
Kopob6Li pasom 3 BMPOGHULITBO 3a
KOMMN/IEKTOM 15t MOBHUM LIMK/IOM 3a
PO3YMHEHHA Ta BUK/OYEHHAM
BHYTPILLHbOBEHHOTO BTOPVHHOI YNAaKOBKMU:
BBeAeHHs (1 wnpwy, OxTadapma,
oaHopasoBuit; 1 PpaHuis
KOMNNEeKT ans
nepeHocy (1
[ABYXKiHLieBa rosika,
1 hinbTpoBasibHA
ronka); 1 komnnekr
Ans iHdy3in (ronka-
MeTenuk); 2
NPOCOYEHNX
CMUPTOM TaMIOHIB)
214. | NAKNITAKCE | KoHueHTpar ans Akkopfg, Benuka AKkopfg, Xernckea Benvka BHECEHHS 3MiH [0 peecTpavliiHiX maTtepianis: 3MiHu | Tuny - 3a UA/13924/01/01
N AKKOPJ, po3unHy ons Xenckea BpuTaHis Nimiteq , Benuka BputaHis 3MiHM 3 skocTi. CepTudpikar BignoBigHocTi/IE-cepTudikar peyenmom
iHcpy3iiA, 6 Mr/mMmn no Nimiten, BpuTaHis IHais BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
5 mn (30 mr), no Benvka (BignoBiganbHuii 3a YropumHa MopgaHHA HoBOro abo OHOBMIEHOro cepTudiikaTa BigNOBIAHOCTI
16,7 mn (100 mr), no BputaHis BUMYCK cepii); abo Buny4yeHHs cepTudikaTa BignoBigHOCTI €EBponenchbkili

50 mn (300 mr) y
donakoHi; no 1

chnakoHy y
KapTOHHIlA KOpooLi

Akkoppg Xenckea
NimiTeq , Benvka
BpuTtaHis (BTOpuHHE
nakyBaHHs); ACTPOH
Pe3bopu JNimiTeg,
Benuka BputaHis
(KOHTPO/Ib SIKOCTI
cepii); IHTac
dapmacboTikans
Nimiten, 1HAisA
(BMpPOGHMLTBO
roToBOro
nikapcbKoro 3acoby,
BMpO6HMLTBO bulk,

hapmakonei: gna A®l; ons BuxigHoro
marepiany/peareHTy/npoMiKHOrO NMPOAYKTY, L0

BMKOPVCTOBYHOTbCS Y BUPOOHULTBI ADI; 415 LONOMDKHOT

peyoBUHM (cepTudpikaT BiANOBIAHOCTI EBpONEiChKilt
thapmakonei) - HoBuii cepTuddikar Bif HOBOrO BUPOGHMKA
(3amiHa abo [OMOBHEHHS) - MOAaHHS HOBOrO cepTudiikata

BignoBiaHoCTI €Bponelickkiit hapmakonei Ne RO-CEP 2015-

278-Rev 01 ans gitoyoi pevosuHu Paclitaxel Big HOBOro

BMpo6Hmka SCINOPHARM TAIWAN, LTD., Tainan
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
nepBuHHE
nakyBaHHs,
BTOPUHHE
nakyBaHHS,
KOHTPO/b AKOCTI
cepii); IHTac
dapmacbloTikanc
Nimiten, 1HAisA
(BMpPOGHMLTBO
roToBOro
nikapcbKoro 3acoby,
nepBuHHe
nakyBaHHs,
BTOPUHHE
nakyBaHHs1,
KOHTPO/Tb AKOCTI
cepii
(anbTepHaTUBHUIA
BMPOGHUK));
NabAHanizic C.p.n,
ITanis (KoHTposb
AKOCTI cepii);
dapmasanig Nta,.
Mikpob6ionoriyHa
naboparopis,
YropumHa
(KOHTPOSIb AKOCTI
cepiit)

215. | NAHTOKAP® | Tabnetku, BKpUTI Mikpo Jlabc IHAis Mikpo fla6c Nimiteq IHais BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | Tuny - 3a UA/3559/01/01
060/10HKOIO, Nimiteq 3MiHM Woao 6e3nekun/echekTnBHOCTI Ta hapmakoHarnagy - peyenmom
KMLUKOBOPO3YUHHI NO OHOBJIEHHA TEKCTY MapKyBaHHS yrakoBKW /iKapCbKoro 3acoby
40 mr no 10 3 BHECEHHSAM iHdhopMaLii LWoA0 3a3HAYEeHHS OAMHULb
Tabnetok y 6nictepi; BMMIipIOBaHHA Y cuctemi Sl. BBegeHHs 3MiH npoTsirom 6-Tu
no 3 6nictepu B MiCALIB MiCNsA 3aTBEPAKEHHS
KapTOHHIlA KOpooLi

216. | NAHTOKAP® | Tabnetku, BKpUTI Mikpo /labc IHAis Mikpo fla6c Nimiteq IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | TUny - 3a UA/3559/01/01
060/10HKOIO, Nimiteq 3MiHM LWOAO 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsgy. peyenmom
KMLUKOBOPO34MHHI N0 BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX JaHnX Npo cucTemy
40 mr no 10 hapmakoHarnagy (BBe4eHHS y3arasibHeHUX AaHuX Npo

TabneTtok y 6nictepi;
no 3 6nictepu B
KapTOHHIlA KopooLi

cuctemy thapmakoHarnisgy, 3MiHa ynoBHOBaXeHOi ocobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsAy; KOHTakTHOI
0ocobu 3 hapMakoHarnsay 3asaBHVKa aisi 34iiCHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Bif,
yMOBHOBaXeHOT 0cobu, BigNoBiAaNbHOT 3a 34iCHEHHS
hapmakoHarnagy (Bk/1uvatoum KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3MiLLeHHI MacTep-haiina cucteMmn hapmakoHarisgy) -
LLIMiHA KOHTaKTHOT 0CO6M YMOBHOBaXXEHOT 0CO6M 3asBHMKA,
BiANoBiAa/IbHOT 32 hapmakoHarnsg B YkpaiHi. NponoHoBaHa
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
pepakuis: binokobunbcbkuii Cepriii AHaTonilioBuy. 3MiHa
KOHTaKTHUX JaHUX KOHTaKTHOI 0CO6M YNOBHOBaXEHOI 0Co6u
3asBHVIKa, BigNoBigaNbHOI 3a hapmakoHarnsag, B YKpaiHi.
3miHa MicLe3HaxomkeHHs1 MacTep-chaiina cucremm
chapmakoHarnsgy Ta noro Homepa
217. | NAPALETAM | kancynu no no 500 ToBapucTso 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiHiX maTtepianis: 3MiHu | Tuny - 6e3 UA/11685/01/01
on mr, no 10 kancyn y 06MexeHot 0bMexeHot aAMiHicTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenma
6nictepi; no 1 abo BignoBigasbHi BIANOBIA&/IbHICTIO MicLA MPOBaMKEHHS AiANbHOCTI BUPOGHMKA (BKOYAoUK, 3a
no 2 6nictepn y CTHO "®apmaueBTnyHa Heo6XiAHOCTI, MicLe NPOBEAEHHST KOHTPOIO SIKOCTI), abo
KOpOO6Lii 3 KapTOHY "®hapmaneBTn KOMMaHis BNnacHuka macTep-aiina Ha A®l, abo noctavasibHUKa
YHa KOMNaHis "3popoB'sa", YkpaiHa Adl/BMxigHOro MaTepiany/peareHTy/npoMiKHOrO NPOAYKTY, L0
"3popos'a” (Bci cTagji 3aCTOCOBYIOTLCS Y BUPOOHMUTBI ADI (SKLLO 3a3HaYEHO Y AOChE
BMPOGHMLITBA, Ha nikapcbkuii 3acib) 3a BiACYTHOCTI cepTudikata
KOHTPO/b SKOCTI, BiANOBIAHOCTI EBponeiickkili hapmakonei y 3aTBepaKeHoMy
BUMYCK cepii); Aocbe, abo BUPOOHMKA HOBOT AOMOMDKHOT PEHOBUHY (SIKLLIO
ToBapucTeo 3 3a3HayeHo y AOCLE) - 3MiHa HaliMeHyBaHHS Ta YTOYHEHHS
06MeXeHo aapecu BupobHuka A®I (Mapauetamon), 6e3 3miHU Micus
BiANOBIAANbHICTIO BMPOGHMLTBA: 3anpornoHoBaHo: Shenzhou Jiheng
"®APMEKC IPymn", Pharmaceutical Co., Ltd., China West of Guoxin Road,
YkpaiHa (Bci cTagii Xijingming Village, Donganzhuang, Township, Shenzhou
BMPOOHMLTBA, County, Hengshui City, Hebei Province, China Ten./chakc: +86
KOHTPO/Ib SIKOCTI) 3185198558/-
218. | NAPALUETAM | kancynu no 325 wr, ToBapucTso 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | Tuny - 6e3 UA/11685/01/02
on no 10 kancyny 06MEXEHO 06MeXeHo aAMiHICTpaTMBHI 3MiHWU. 3MiHa HaliMeHyBaHHS Ta/abo agpecu peyernma
6nicTepi; no 1 abo BignoBsiganbHi BifNOBIAA/IbHICTIO MiCLiSl NPOBa/PKEHHS AiSNIbHOCTI BUPOOHUKa (BK/THOYaoun, 3a
no 2 6nictepu y CTIO "®apMaueBTUYHA Heob6XiAHOCTI, MicLe NPOBeAEHHSI KOHTPOIO SIKOCTI), abo
KOpoOL,i 3 KapTOHY "papmaueBTn KOoMnaHis BNacHuka mactep-chaiina Ha A®l, abo noctavanbHUKa
YHa KOMMaHis "3p0poB'a”, YkpaiHa Ad|/BMXigHOro MaTepiany/peareHTy/npoMiKHOro NPoAyKTY, L0
"3popos'a" (Bci cTagji 3aCcTOCOBYIOTbCH Y BUPOOHMLTBI ADI (SKLLO 3a3Ha4YeHO Y AOChE
BMPOOHMLTBA, Ha nikapcbkunii 3acib) 3a BiACYTHOCTI cepTudikata
KOHTPO/b SKOCTI, BiANOBIgHOCTI EBponeiickkili hapmakonei y 3aTBepaKeHoMy
BMNycCK cepi'); nocbe, abo BUPOOHUKA HOBOI AOMOMIDKHOI pEHOBUHM (SKLLO
ToBapucTBO 3 3a3Ha4yeHo y A0CLE) - 3MiHA HallMEeHYBaHHSA Ta YyTOYHEHHS
0bMexeHo appecy Bupo6Huka A®I (MapaueTtamon), 6e3 3MiHM Micus
BiANOBIA&/IbHICTIO BMpO6HMUTBA: 3anponoHoBaHo: Shenzhou Jiheng
"®APMEKC Irpyn", Pharmaceutical Co., Ltd., China West of Guoxin Road,
YkpaiHa (Bci cTagil Xijingming Village, Donganzhuang, Township, Shenzhou
BUPOBHMLTBA, County, Hengshui City, Hebei Province, China Ten./chakc: +86
KOHTPO/b SKOCTI) 3185198558/-
219. | NEMO3AP Tabnetku CaH IHais CaH IHais BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3MiHu | TUny - 3a UA/13925/01/01
racTpope3nNCTEHTHI dapmMacbloTUK PapmacboTnKaul 3MiHM LWOA0 H6e3nekn/edeKTUBHOCTI Ta hapmakoHarnagy. peyenmom
no 20 mr, no 7 an lHgacTpis IHgacTpi3 Jlimiteq, BBegeHHs abo 3MiHM A0 y3ara/ibHeHUX JaHKX NPO cUcTeMy
Tabnetok y 6nictepi, Nimiten thapmakoHarnagy (BBefeHHs y3arasibHeHUX JaHux Npo

no 2 6nictepu y

cucTemy hapmakoHarasgy, 3MiHa ynoBHOBaXeHOoi ocobu,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KapoHHii kopobu,, BiANOBIA&/IbHOI 3a 34iiCHEHHS hapMakoHarnsay; KOHTakTHOI
no 30 TabneTok y 0cobu 3 hapMakoHarnsay 3asaBHVKa oNst 34iCHEHHS
thnakoHi, no 1 thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA Bif,
chnakoHy y YMOBHOB&XeHOT 0cobu, BiANOBiAaNbHOT 3a 34iACHEHHS
KapTOHHIlA KopooLi hapmMakoHarnagy (Bk/tovatoUumn KOHTaKTHI AaHi) Ta/abo 3MiHW Y
pOo3MiLLeHHI MacTep-haiina cucteMu chapmakoHarnsgy) -
3MiHa YNOBHOBaXEHOI 0CO6U 3asBHMKA, BigNoBigabHOT 3a
hapmakoHarnsg.
MponoHoBaHa pepakuis: Dr. Vivek Ahuja. 3MiHa KOHTaKTHUX
[aHnX YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a
chapmakoHarnsg,. BeefeHHA agpecu MicLLe3HaxomKeHHS
macTep-chaiina cuctemun chapmakoHarnsgy. BeeseHHs
agpecy, Ae 34iCHIETLCA OCHOBHA AiAMbHICTb 3
thapmakoHarnsgy
220. | NEMO3AP TabneTtkn CaH IHais CaH IHais BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasis: 3miHu | Tuny - 3a UA/13925/01/02
racTpope3vCTEHTHI dapmacbloTuK dapmacboTKas 3MiHM LWoAo 6e3nekn/edieKTUBHOCTI Ta dpapmakoHarnsgy. peyenmom
no 40 wmr, no 7 an lHpacTpis IHpacTpi3 Nlimiteq, BBefeHHs abo 3MiHM A0 y3ara/lbHEHUX AaHWX NPO cUcTeMy
Tabnetok y 6nictepi, Nimiteq thapmakoHarnsgy (BBeAeHHs y3arasibHeHUX aHnx npo
no 2 6nictepu y cuctemy dpapmakoHarnsgy, 3MiHa yrnoBHOBaXEHOi 0cobu,
KapoHHill kopobu,, BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay; KOHTaKTHOI
no 30 TabneTok y 0ocobu 3 hapmakoHarnsgy 3asBHVKa AN 34iICHEHHS
chnakoHi, no 1 thapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA Bif,
donakoHy y YMNOBHOBaXXEHOT 0c0o6U, BiANOBIAaNbHOT 3a 34iACHEHHS
KapTOHHI Kopoobui thapmakoHarnsgy (BKovatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-gaiiia cucteMu papmakoHarnsgy) -
3MiHa YNOBHOBaXXEHOT 0CO6U 3as1BHMKA, BifNoBigabHOI 3a
hapmakoHarnsg.
MponoHoBaHa pepakuis: Dr. Vivek Ahuja. 3MiHa KOHTaKTHUX
[aHnX YNOBHOBaXEHOT 0cobu, BiANOBiAaIbHOI 3a
thapmakoHarnag,. BeefeHHs agpecu MicLe3HaxomKeHHs
MacTep-caiina cuctemu chapmakoHarnsgy. BeegeHHs
agpecy, Aie 34iiCHIETLCA OCHOBHA AiSiNIbHICTb 3
hapmakoHarnagy
221. | NEMO3AP NMOpPOLLOK CaH IHais CaH IHais BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3MiHu | Tuny - 3a UA/16240/01/01
niochinizoBaHuin ans dapmacbloTHK dapmacbioTuKas 3MiHM Woao 6e3nekn/edpeKTMBHOCTI Ta hapmakoHarnsaay. peyenmom
PO34nNHYy A5 iH'eKUIA an lHgacTpis IHpacTpi3 /1T BBefeHHs1 abo 3MiHM [0 y3araslbHEHUX AaHVX MPO cucTemy
Ta iHduy3iii mo 40 mr Nimiten thapmakoHarnagy (BBefeHHs y3arasibHeHUX gaHux npo

y thnakoHax Nel

cuctemy hapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT 0coow,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay; KOHTakTHOI
0cobm 3 thapmakoHarnagy 3afBHVKa 4719 34iINCHEHHSA
hapMakoHarnsgy B YkpaiHi, KO BOHA BigMiHHA Bif,
yMOBHOB&XeHOT 0cobu, BigNoBiAaNbHOT 3a 34iACHEHHS
chapmakoHarnsgy (Bk/louatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
PO3MilLEeHHI MacTep-ghaiina cucteMu papmakoHarnsgy) -
3MiHa YNOBHOBaXXEHOT 0CO6U 3asBHMKA, BifnoBigasibHOI 3a
hapmakoHarnsg.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
MponoHoBaHa pepakuis: Dr. Vivek Ahuja. 3MiHa KOHTaKTHUX
[aHnX YNOBHOBaXEeHOT 0cobu, BiANOBiJabHOI 3a
thapmakoHarnag. BeefeHHs agpecu MicLe3HaxomKeHHs
MacTep-aiina cuctemn chapmakoHarnsgy. BeegeHHs
agpecy, fe 34iiCHIETLCA OCHOBHA AifIbHICTb 3
thapmakoHarnagy
222. | NPErAgon Kancysv no 75 mMr no My6niyHe YkpaiHa My6niyne YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 3MiHu | Tuny - 3a UA/16387/01/01
10 kancyny akuioHepHe akuioHepHe 3MiHu 3 aKocTi. CepTudikat BignosigHocTI/I E-cepTudikaT peyenmom
6nicTepi; no 3 abo 6 TOBapUCTBO TOBapUCTBO BIANOBIAHOCTI E€Bponeiickbkii thapmakonei/moHorpadii.
6nicTepiB y navui "HaykoBo- "HaykoBo- MopgaHHsA HOBOro abo OHOB/IEHOrO cepTudiikaTa BiANOBIAHOCTI
BMPOGHUUNIA BMPOGHUUUIA LLEHTP abo BUNy4YeHHs cepTudpikaTa BiAnoBigHOCTI EBponeichkili
LeHTp "Bopuiariscbkuii thapmakonei: ana A®l; gns BuxigHoro
"BopLuariBcbk Ximiko- marepiany/peareHTy/npoMiKHOrO NMPOAYKTY, WO
niA XiMiKo- hapmavLeBTUYHWI BVKOPUCTOBYIOTLCH Y BUPOOHMUTBI API; ANs [ONOMDKHOT
hapmauesTuy 3asopg" peyoBuHM (cepTudikaT BiANOBIAHOCTI EBPONENCHKIN
HWi1 3aBog" thapmakonei) - HoBuii cepTudpikat Bif HOBOrO BUPOGHMKA

(3amiHa abo AONOBHEHHS) - BBEAEHHA HOBOro BUPOGHMKA
aitoyoi pevosrHu Pregabalin Process Code PREA AURISCO
PHARMACEUTICAL CO., LTD., Kutaii B iIKOro HasiBHUii
CeprtucpikaT BignoBigHocTi €EBponeiicbkoi ®apmakonei Ne RO-
CEP 2019-073-Rev 00 B 4OMOBHEHHSA [0 BXe 3aTBepKEHOro
BMpo6bHuka Teva API India Private Limited, IHgis; 3miHu | TUnYy -
3MiHu 3 aKocTi. CepTudikaT BignosigHocTI/IE-cepTudikat
BIANOBIAHOCTI €Bponeiickbkii thapmakonei/moHorpadii.
MopgaHHsA HOBOro abo OHOB/IEHOrO cepTudiikaTa BiANOBIAHOCTI
abo BUNy4YeHHs cepTudpikaTa BianoBigHOCTI EBponeichkili
thapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npoMKHOr0 MPOAYKTY, L0
BVKOPUCTOBYIOTLCH Y BUPOOHMUTBI API; ANs [ONOMDKHOT
peyoBuHM (cepTudikaT BiAMOBIAHOCTI €EBPONENCHKIN
thapmakonei) - HoBuiA cepTudpikat Bif HOBOrO BMPOGHMKA
(3amiHa abo AONOBHEHHS) - BBEAEHHA HOBOro BUPOGHMKA
niroyoi pevosuHn Pregabalin Route code-PU MSN
PHARMACHEM PRIVATE LIMITED, IHaja B SIKOro HasiBHUIA
CeprudpikaT BignoBigHocTi €EBponeiicbkoi ®apmakonei Ne RO-
CEP 2015-337-Rev 03.; 3MiHuM | TUny - 3miHn 3 skocTi. AdI.
KoHTponb A®I. 3miHa y napameTpax cneuudikauiii Ta/abo
[ONyCTUMUX MeX, BU3HaYeHuX y cneumdikayisax Ha Adl, abo
BUXIAHWA/NPOMDKHUIA NPOAYKT/peareHT, WO BUKOPUCTOBYOTHCA
y npoueci BUpo6HMLUTBa AD| (BUIYYEHHS HE3HAYHOTO
nokasHuka SKOCTi (Hanpuknag BUNyYeHHs 3acTapinoro
nokasHuka)) - BUNy4eHHs 3i cneuudikadii Ta MeTogis
KOHTpono A®I nokasHuka «Baxki meTanu»; 3miHu | Tuny -
3MiHu 3 siKocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
cneumgikauiii Ta/abo 4ONYyCTUMUX MEX, BU3HAYEHUX Y
cneuudikayisx Ha Ad®l, abo BYXigHWA/NPOMIKHWIA
npoAyKT/peareHT, Lo BUKOPUCTOBYOTHLCS Y Npoueci
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

BMPO6HMLTBA ADI (iHLWI 3MiHK)
CynyTHSA 3MiHa

- 3MiHn 3 AkocTi. A®L. KoHTponb A®I. 3miHa y meTogax
BMNpo6yBaHHA APl abo BuXigHOrO MaTepiasty/npoMikKHOro

NPOAYKTYy/peareHTy, L0 BYUKOPUCTOBYETLCS Y NPOLEC
BMPO6HMLTBA AP (iHLWI 3MiHK Y MeToAax BUNPOGYBaHHS

(BkNtOYarOUM 3aMiHy abo foMoBHeHHS) APl abo
BUXIZAHOrO/NPOMIXHOro NPoAYyKTY);

BHECEHHS 3MiH 0 cneuudikavii/meTogis KoHTposio APl a
came po3fin «3anvLKoBi KifIbKOCTi OpraHiYHUX PO3YNHHMKIB
[0NOBHEHO BUMOramu Bupo6Hmka MSN PHARMACHEM
PRIVATE LIMITED, IHgis -(2-nponaHon— He 6inbLlue 5000
ppm) Ta BuMoramu Bnpo6Hnka AURISCO PHARMACEUTICAL
CO., LTD. (2-nponaHon He 6inbLue 5000 ppm; Xn1opodopm He
6inblue 60 ppm) 3 BiANOBIAHMM A0AATKOBUM METOA0M
BMNpobyBaHHA napod)asHoi ra3oBoi xpomartorpadii
(09Y,2.2.28)

223.

NPEFAZLON

kancynu no 300 mr
no 10 kancyny
6nictepi; no 3
6nicTepy B nayui

My6niuHe
akuioHepHe
TOBapMCTBO

"HaykoBo-
BMPOGHUUNIA

LeHTp
"BopLuariBcbk
nii Ximiko-
thapmaueBTny
HWi1 3aBog"

YkpaiHa

My6niuHe
akujioHepHe
TOBapUCTBO

"HaykoBo-

BMPOGHUUNIA LLEHTP
"BopLyariBcbKuii
Ximiko-
thapmaueBTUYHWI
3asofa”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavliiHiX maTtepianis: 3MiHu | Tuny -
3miHu 3 sKocTi. CepTudikar BignosigHocTi/l E-cepTudikat
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
MopgaHHA HoBOro abo OHOBMIEHOro cepTudiikaTa BigNOBIAHOCTI
abo Buny4yeHHs cepTudikaTa BignoBigHOCTI €EBponenchbkili
hapmakonei: gna A®l; ansa BuxigHoro
marepiany/peareHTy/npoMKHOrO NMPOAYKTY, WO
BMKOPWCTOBYHOTbCS Y BUPOOHNLTBI ADI; 415 LONOMDKHOT
peyoBUHM (cepTudpikaT BiANOBIAHOCTI EBpONEiChKilt
thapmakonei) - HoBuii cepTudikar Big HOBOrO BUPOGHMKA
(3amiHa abo [OMNOBHEHHS) - BEAeHHS HOBOTO BMPOGHMKaA
Aitoyoi pevosuHu Pregabalin Process Code PREA AURISCO
PHARMACEUTICAL CO., LTD., KuTa#i B IKOro HasisBHuiA
CeprtudpikaT BignoBigHocTi €EBponeiicbkoi ®apmakonei Ne RO-
CEP 2019-073-Rev 00 B AOMOBHEHHSA [0 BXe 3aTBepAXeHoro
BMpo6Huka Teva API India Private Limited, IHgis; 3miHu | Tuny -
3miHu 3 sKkocTi. CepTudikar BignosigHocTi/l E-cepTudikat
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
MopgaHHA HoBOro abo OHOBMIEHOro cepTudiikaTa BigNOBIAHOCTI
abo Buny4yeHHs cepTudikaTa BignoBigHOCTI EBponenchbkili
hapmakonei: gna A®l; ans BuxigHoro
marepiany/peareHTy/npoMKHOrO NMPOAYKTY, WO
BMKOPVCTOBYHOTbCS Y BUPOOHNLTBI ADI; 415 AONOMDKHOT
peyoBUHM (cepTudpikaT BiANOBIAHOCTI EBpONEiChKilt
thapmakonei) - Houii cepTuddikar Big HOBOrO BUPOGHMKA
(3amiHa abo [OMNOBHEHHS) - BBEAEHHS HOBOTO BUPOGHMKA
nitoyoi pevosuHn Pregabalin Route code-PU MSN
PHARMACHEM PRIVATE LIMITED, IHgis, B SKOro HasiBHWIA
CeprtudpikaT BignoBigHocTi €EBponeiicbkoi ®apmakonei Ne RO-
CEP 2015-337-Rev 03. 3MiHu | TUny - 3MiHK 3 sikocTi. API.
KoHTposb A®I. 3miHa y napameTpax cneumdikauiin Ta/abo

3a
peyermom

UA/16387/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

[ONYCTUMMX MEX, BU3HaYeHuX y cneuudikauisx Ha Adl, abo
BUXIiAHWIA/NPOMIDXHUIA NPOAYKT/peareHT, WO BYKOPUCTOBYOTHCS
y npoueci BupobHuuTea AP (iHLWi 3MiHN)

CynyTHS 3MiHa
- 3MiHK 3 AkocTi. A®L. KoHTponb A®I. 3miHa y meTogax
BuNpobyBaHHA APl abo BUXiAHOrO MaTepiasly/npoMiKHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y NPOLEC
BMpo6HUUTBa AP (iHLWI 3MiHM y MeToAax BUNpobyBaHHSA
(BkNtovaroun 3amiHy abo fonoBHeHHS) APl abo
BWXi4HOr0/MPOMiXXHOIO NPOAYKTY) - BHECEHHS 3MiH A0
crneundikavii/meTogiB koHTpono AP, a came po3ain
«3a/IMLLKOBI KiNIbKOCTI OPraHiYHUX PO3UYMHHUKIB» AOMOBHEHO
BMMoramu BupobHuka MSN PHARMACHEM PRIVATE
LIMITED, IHgis -(2-nponaHon— He 6inblwe 5000 ppm) Ta
BMMoramu BnpobHmka AURISCO PHARMACEUTICAL CO.,
LTD. (2-nponaHon He 6inbwe 5000 ppm; X10podhopm He
6inblue 60 ppm) 3 BiAMNOBIAHMM A0AATKOBMM METOA0M
BMNPOGYBaHHS napochasHoi razoBoi xpomatorpadii
(A9Y,2.2.28)

224.

NMPErA4ON

kancynu no 150 mr
no 10 kancyny
6nicTepi; no 3 abo 6
6nictepiB y nauui

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BMPOGHNUNIA

LieHTp
"BopLuariscbk
Wi XiMiKo-
thapmaueBTUy
HWi1 3aBoa"

YkpaiHa

My6niyHe
akujioHepHe
TOBapUCTBO

"HaykoBo-

BMPOGHNUNIA LLEHTP
"BopuyariBcbKuii
Ximiko-
hapmaLeBTUYHWI
3asop"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | TUny -
3miHu 3 sKocTi. CepTudikar BignosigHocTi/l E-cepTuchikat
BiANOBIAHOCTI EBponeiickbkil hapmakonei/MmoHorpadii.
MogaHHA HOBOro abo OHOBEHOTO cepTudikaTa BifnoBigHOCTI
abo BunyyeHHs cepTudpikarta BignoBigHOCTI €Bponenchbkili
thapmakonei: ana A®l; gns BuxigHoro
mMaTtepiany/peareHTy/NpoMKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI EBPONEChKIl
thapmakonei) - HoBuii cepTudpikat Bif HOBOTO BUPOGHMKA
(3amiHa ab0 AONOBHEHHS) - BBEAEHHS HOBOrO BMPOGHMKA
aitoyoi peyoBrHK Pregabalin Process Code PREA AURISCO
PHARMACEUTICAL CO., LTD., KuTaii B iKoro HasiBHUiA
CeprtuchikaT BignosigHocTi €sponeiicbkoi ®apmakonei Ne RO-
CEP 2019-073-Rev 00 B ONOBHEHHS [0 BXe 3aTBEPXEHOro
BMpo6Huka Teva API India Private Limited, IHAis; 3MiHu | Tuny -
3miHu 3 sKocTi. CepTudikar BignosigHocTi/l E-cepTucikat
BiANOBIAHOCTI EBponeiickbkil hapmakonei/MmoHorpadii.
MogaHHA HOBOro abo OHOBEHOTO cepTudikaTa BifnoBIgHOCTI
abo BunyyeHHs cepTudpikarta BignoBigHOCTI €EBpoNenchbkili
thapmakonei: ana A®l; gns BuxigHoro
mMartepiany/peareHTy/NpoMKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyvoBuHM (cepTudikaT BiANOBIAHOCTI EBPONEChKIl
thapmakonei) - HoBuii cepTudpikat Bif HOBOTO BUPOGHMKA
(3amiHa ab0 AONOBHEHHS) - BBEAEHHS HOBOrO BMPOGHMKA
nitoyoi pevoBuHK Pregabalin Route code-PU MSN
PHARMACHEM PRIVATE LIMITED, IHAisi B 5IKOr0 HasiBHWiA
CeptucpikaT BignosigHocTi €sponeiicbkoi ®apmakonei Ne RO-

3a
peyenmom

UA/16387/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

CEP 2015-337-Rev 03.; 3MiHu | Tuny - 3miHu 3 sikocTi. AdI.
KoHTponb A®I. 3miHa y napameTpax cneuudikauili Ta/abo
[ONYCTUMUX MeX, BU3HaYeHnX y cneuudikadisx Ha Ad®l, abo
BUXIiAHWA/NPOMDKHUIA NPOAYKT/peareHT, WO BYKOPVCTOBYOTHCA
y npoveci Bupo6HuuTBa Ad| (BUIYyYEeHHSA He3HAYHOro
nokKasHuMka IKoCTi (Hanpuknaz, BUIyYeHHs 3acTapifioro
nokasHukKa)) - BUNy4eHHs 3i cneuudikalii Ta MeTogis
KOHTpoNt0 AP| nokasHvKa «Baokki MeTasin»; 3MiHu | Tuny -
3MiHu 3 siKocTi. A®I. KoHTponb AdI. 3miHa y napameTpax
cneumdikauin Ta/abo [oNyCTUMKUX MEX, BUSHAUYEHNX Y
cneuudikayisx Ha A®l, abo BUXigHWA/NPOMIKHWIA
NpoayKT/peareHT, L0 BUKOPUCTOBYIOTLCA Y NPOLIECI
BMPO6HMLTBA ADI (iHLLI 3MiHK)

CynyTHSA 3MiHa
- 3MiHK 3 AkocTi. A®I. KoHTponb A®I. 3miHa y meTogax
BMNpo6yBaHHA APl abo BuXigHOrO MaTepiasty/npoMikKHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y NPOLEC
BMPO6HMLTBA AP (iHLWI 3MiHK Y MeToAax BUNPOOYBaHHS
(BkNtOYaKOUM 3aMiHy abo fOMoBHeHHS) APl abo
BUXIZAHOrO/NPOMIXHOro NPOAYyKTY);

BHECEHHS 3MiH 0 cneuudikavii/meTogis KoHTposiio APl a
came po3gin «3anvLKoBi KifTbKOCTi OpraHiYHUX PO3YNHHMKIB
[ONOBHEHO BUMoramu Bupo6Hmka MSN PHARMACHEM
PRIVATE LIMITED, IHgis -(2-nponaHon— He 6inbLlue 5000
ppm) Ta BuMoramu Bnpo6Hrnka AURISCO PHARMACEUTICAL
CO., LTD. (2-nponaHon He 6inbLue 5000 ppm; Xxn1opodopm He
6inblue 60 ppm) 3 BiANOBIAHMM A0AATKOBUM METOA0M
BMNpobyBaHHA napod)asHoi ra3oBoi xpomartorpadii
(09Y,2.2.28)

225,

MPErABANIH

NOPOLLIOK
(cybcTaHuis) y
naketax noAginHux
nonieTnIeHoBmX
ans
chapmaLeBTUYHOTO
3acTocyBaHHS

Xikan Nitg,.

IHais

Xikan NMimiteq

IHais

BHECEHHS 3MiH [0 peecTpavliiHiX maTtepianis: 3MiHu | Tuny -
nogaHHsa oHosneHoro CEP RO-CEP 2016-181-Rev 04
(nonepepaHs Bepcis RO-CEP 2016-181-Rev 03) ans gitoyoi
peyosuHM MperabaniH Bif BXe 3aTBEPAXEHOr0 BUPOOHUKA, Y
3B’A3KY 3 HE3HAYHUMW 3MiHamK: JOAATKOBO A0 B/1ACHOTO
BUPOGHMLITBA 6YN10 BK/IOYEHO 30BHILLHBLOIO NOCTavasIbH1Ka
BuxigHoro marepiany (Dinitrile). Ha apyrivi ctagii BupobHuutea
A®| po34MHHUK rigpokapboHaT HaTpito Oys10 3amMiHEHO Ha
Boay. ONTMMi30BaHO npouec pauemisadii. 11 nokpaleHHs
SIKOCTi (PiHA/TbHOTO NPOAYKTY TPETHO CTagito 6y/10 PO34iNieHO Ha
ABa nigeTtanu. 3anponoHoBaHO NepepoobKy BiAnpaLboBaHOro
HikeneBoro karanizaropa. ONTMMI30BaHO CTafito KpucTanizawii
roToBOro NPoAykTy. Onuc nakysaHHs A®| npusegeHo Ao
CeprtuchikaTa BignoBigHOCTI EBponeiickkili hapmakonei.
Po3pin «Cneumndikauis», a came TeCT «3aINLLKOBI Ki/IbKOCTi
opraHiyHUX po3umHHUKIB (MeTog, |)» npuBeaeHo y
BignoBigHicTb A0 CepTudikara SkocTi BUpo6HuKa API; 3miHu |
TUNY - OHOB/IEHHS BXE 3aTBEPKEHNX METOZIB KOHTPO/IO
SIKOCTi NikapcbKoro 3acoby, a came BUKNaAEHHSI TEKCTY

UA/16465/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
[epXXaBHO MOBOIO 3Tif{HO Cy4aCHVX BUMOT; 3MiHU | Tuny -
nogaHHA oHosneHoro CEP RO-CEP 2016-181-Rev 05
(nonepeaHs sepcis RO-CEP 2016-181-Rev 04) ans gitoyol
peyoBuHM MperabaniH Bif BXXe 3aTBEPIXEHOr0 BUPOOHUKA, Y
3B'A3KY i3 36i/IbLLIEHHSAM NepioAy NOBTOPHOro BUNPOOYBaHHS 3
36 micsauiB Ao 48 micsuis
226. | NPIOPUKC™ niodpinizat gns nakcoCmiTKn Benwvka nakcoCmiTKnsiiH Benebris BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 3MiHu | Tuny - 3a UA/13694/01/01
| PRIORIX™ po3uuHy ans AliH EkcnopT BpuTtaHis Bionopxikans C.A. 3MiHUM 3 AKOCTi. [OTOBMIA Nikapcbkuii 3aci6. 3MiHK y peyenmom
KOMBIHOBA iH'ekuin, 1 Nimiteq BUPOOGHMLTBI. 3MiHM Yy NpoLeci BUPOGHMLTBA FOTOBOTO
HA MOHOZI030BMUiA nNikapcbKoro 3acoby, BKIOUaUy NPOMKHUIA MPOAYKT, L0
BAKUVHA thnakoH (1 posa) 3 3aCTOCOBYETLCA NMPY BUPOBHULITBI FOTOBOIO NiKapCbKoro
Ana niocpinizatom y 3acoby - nepernsg Ta OHOB/IEHHS ONUCY BMPOGHNYOro
MPO®INTAKT KOMMEKTI 3 npoLecy X1BOI TPMBaIEHTHOI aTeHynoBaHOI BaKUMHU NpoTH
MKW KOPY, PO34MHHMKOM (BOgA Kopy, NapoTuTy Ta KpacHyxu (MMR) Ha BUPOGHMYIN AiNbHULI
ENIAEMIMHO | ans iH'ekuin) y GSK Marietta site (CLLA) B yacTuHi Filling and Lyophilisation
ro nonepegHbL0 description
NMAPOTUTY HarnoBHeHOMY
TA LwnpuLi Ta gsomMa
KPACHYXU rosikamu B KapTOHHii
Kopob6ui; 100
MOHOZ030BMX (1
[03a) h1aKkoHiIB 3
niocpinizatom y
KOMMNEKTi 3
PO34MHHMKOM (BOAA
Ans iH'ekuiii) B
amnynax Ne 100 B
OKpeMili ynakosuj; 1
MyNbTUA030BUI
donakoH (2 posn) 3
niodpinizatom y
KOMMNEKTi 3
PO34YMHHMKOM (BOAA
Ans iH'exuiii) B
amnyni; no 100 wTyk
thnakoHiB Ta amnyn
B OKpEMMX KOpobKax
227. | NPOBIPOH® Tabnetku no 25 mr, Baiiep Al HimeuumnH Baiiep Balimap HimeyuunHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | TUny - 3a UA/3058/01/01
no 20 TabneTok y a v6X i Ko. KI 3MiHM 3 sikocTi. CepTudpikat BignosigHocCTI/ME-cepTudikar peyenmom

6nicTepi; no 1
6nictepy y
KapTOHHIW nayu,i

BiANOBIAHOCTI EBponeiickkili hapmakonei/MmoHorpadii. 3miHu,
noB'sA3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii AdY abo €Bponeiicbkoi hapmakonei, abo iHWoT
HauioHas1bHOT hapmakonel gepxasun €C (3MiHa y
cneumaikauisx, nos'a3aHa 3i 3amiHamy B 1dY, abo
€Bponeiicbkii hapmakonei, abo iHLWIA HalioHaNbHIi
thapmakonei gepxasu €C) - 3MiHa NOB'A3aHa i3 HeOOXiAHICTIO
npuBefeHHs cneundikaLii Ta MeToAiB KOHTPOIO Aitoyoil
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
PeyvoBMHN MeCTePO/IOHY BiANOBIAHO A0 €BPONENCLKOT
thapmakonei «Mesterolone», a TakoX AesKi pefakuiiiHi 3MiHW
3a nokasHukamu «Appearance of solution color (absorbance at
440)», «Residual solvents», «Particle size determination (laser
diffraction spectroscopy)»
228. | MPOKTO- Kpem pekTasibHWii no Pekopgari IpnaHgjs Pekopgarti IngacTpia ITanisa BHECEHHS 3MiH [0 peecTpavuiiHiX maTtepianis: 3MiHu | Tuny - bes UA/4678/01/01
rAIBEHON 30 r kpemy y Ty6i; Mo Aineng N1g, Ximika e noJaHHs OHOBJIEHOro cepTudiikaTa BignoBiAHOCTI peyenma
1 1y6i y KOMMMEeKTi 3 dapmacesTika €Bponeiicbkili hapmakonei Ne RO-CEP 2015-385-Rev 02 gns
HacagKolo y C.n.A. Aito4oi pevoBrHN TpnbeHo3nay Bif, BXe 3aTBEPAKEHOro
KapTOHHI navu,i BMpo6HMKa Recordati Industria Chimica e Farmaceutica
S.p.A., ltaly., Ak Hacnigok: BBEAEHO A0AATKOBOrO BUPOGHUKA
npomikHux npogaykTis GR INTRACHEM LIMITED, Sy. No. 967,
968, 971 — 974, 980, 981, Jinnaram Mandal, Medak District,
India-500 074 Kanukunta, Telangana; nofoBxXeHo nepios
nepekoHTposnto APl fo 36 micauis; BBEAEHO 3BITY 3 OLLIHKM
PV3MKiB CTOCOBHO €/1EMEHTHYMX AOMILLOK
229. | NYNbMO3UM | po3uuH Ans ®.XohcpmaHH- | Lseiiyapi [bxeHeHTeK IHK., ABCTpist BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | Tuny - 3a UA/12438/01/01
® iHranauin, 2,5 mr/2,5 Na Pouw Ntg, A CLA (B1po6HMLTBO Himeuunna 3MiHM LWOAO 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsgy. peyenmom
mn; no 2,5 mn B Hepo3dracoBaHoi BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX JaHnX Npo cucTemy
amnyni; no 6 amnyn npoaykuii); hapmakoHarnagy (BBe4eHHS y3arasibHeHUX AaHuX Npo
y KOHTeiHepi; no 1 KeTeneHt dapma cuctemy thapmakoHarnisgy, 3MiHa ynoBHOBaXeHOi ocobu,
KOHTEliHepy B ContowHs JINC, BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMakoHarnsay; KOHTakTHOI
KapTOHHIA ynakoBL,i CLA (nepBuriHHe 0ocobu 3 hapMakoHarnsay 3asaBHVKa aisi 34iiCHEHHS
nakyBaHHs, thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Bif,
BMPOGHMLTBO yMOBHOBaXeHOT 0cobu, BigNoBiAaNbHOT 3a 34iCHEHHS
Hepo3dghacoBaHOT hapmakoHarnagy (BK/1ovatoum KOHTaKTHI AaHi) Ta/abo 3MiHW Y
npoaykuii ); PoLu po3MilLEeHHI MacTep-ghaiina cuctemu papmakoHarnagy) -
[OiarHocTukc M'vbX, 3MiHa KOHTaKTHUX AaHWNX KOHTaKTHOI 0CO6M YNOBHOBAaXEHOI
HimeyunHa ocobu 3asBHUKa, BiANOBIAa/IbHOT 3a (hapmakoHarnsg, B YkpaiHi
(BnpobyBaHHs
KOHTPOJIO SIKOCTI);
Pow ®apma AT,
HimeuunHa
(BnpobyBaHHs
KOHTPO/IO SIKOCTI);
®.XothbdmaHH-15
Pow 14,
LLiseiiuapis
(BTOPUHHE
nakyBaHHS, BUNYCK
cepii)
230. | PAHKNIP TabneTkn, BKPUTI CaH IHais CaH IHais BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasiB: 3miHu | Tuny - 3a UA/17671/01/01
NNiBKOBOO dapmacbloTnK dapmacbloTuKa 3MiHK WoAo 6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy. peyenmom
060/10HKOI0, NO 62,5 an lHgacTpis IHpacTpi3 Nimiteq, BeefieHHs1 ab0 3MiHW [0 y3araslbHEHUX AaHWX NPo cucTemy
mr Nel5 (15x1), Nimiteq hapMakoHarnsgy (BBeAEHHS y3arasibHeHVX AaHKX Npo

Ne30 (15x2) y
6nictepax, Ne100 y

cuctemy hapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT 0cobw,
BiiNOBifa/IbHOT 3a 3fiiCHEHHS dhapMakoHarnsay; KOHTakTHoOl
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

chnakoHi

0cob6u 3 hapMakoHarnsgy 3asBHVKa A1 34iICHEHHS
hapMakoHarnagy B YkpaiHi, AKLWO BOHa BigMiHHA Bif,
YNOBHOBaXXEHOI 0CO6U, BifiNOBIAAbHOI 3a 3iICHEHHS
thapmakoHarnsgy (Bk/ouatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MilLeHHI MacTep-ghaiina cucteMu papmakoHarnsgy) -
3MiHa YNOBHOBaXXEHOT 0CO6U 3asBHYMKA, BifNoBigabHOI 3a
thapmakoHarnag.

MponoHoBaHa pepakuis: Dr. Vivek Ahuja. 3MiHa KOHTaKTHUX
[aHnX YNOBHOB&XeEHOI 0Co6M, BiANOBIAA/IbHOI 3a
thapmakoHarnag.

BBegeHHs agpecy MicLie3HaxomKeHHs macTep-chaiina
cuctemun chapmakoHarnagy. BeegeHHs agpecu, e
3[iICHIOETLCA OCHOBHA AiANbHICTb 3 hapmakoHarnsagy

231.

PAHKNIP

TabneTku, BKPUTI
NiBKOBOO
060n10HKO0, Mo 125
mr Nel5 (15x1),
Ne30 (15x2) y
6nictepax, Ne100 y
donakoHi

CaH
dapmacboTUK
an lHgacTpis
Nimiteq

IHAis

CaH
PapmacboTnKaul
IHpacTpi3 NimiTeq,

IHais

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | TUny -
3MiHM WoA0 6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 abo 3MiHV [0 y3arasibHeHNX JaHnX Npo cucTemy
chapmakoHarnsgy (BBefeHHs y3araibHeHUX AaHux npo
cuctemy thapmakoHarnsgy, 3MiHa ynoBHOBaXeHOI ocobu,
BiANOBIAaUIbHOI 3a 34iiCHEHHSA hbapMakoHarnsay; KOHTaKTHOI
0cobu 3 hapMakoHarnsay 3asaBHVKa o1st 34iCHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA Bif,
yMOBHOB&aXeHOT 0cobu, BigNoBiAanbHOT 3a 34iACHEHHS
hapMakoHarnagy (Bk/iovatoum KOHTaKTHI AaHi) Ta/abo 3MiHu y
po3MiLeHHI MacTep-haiina cucteMmn hapmakoHarisgy) -
3MiHa YNOBHOBaXEHOI 0CO6U 3asBHKKA, BignoBiganbHOT 3a
hapmakoHarnsg.

MponoHosaHa pepgakuis: Dr. Vivek Ahuja. 3MiHa KOHTaKTHUX
[aHnX YNOBHOBaXEHOI 0co6MU, BiAMNOBIAA/IbHOI 3a
hapmakoHarnsg.

BBefeHHs agpecy MicLe3HaxoMKeHHs macTep-hainna
cuctemun chapmakoHarnsgy. BeefeHHa agpecu, ge
3[iICHIETLCA OCHOBHA AisNIbHICTb 3 hapmakoHarnsgy

3a
peyenmom

UA/17671/01/02

232.

PAHOMPOCT

kancynu no 0,4 wr,
no 10 kancyny
6nictepi; no 3
6nictepu B
KapTOHHIA KopoobLi

CaH
dapmacboThK
an lHgacTpi3
Nimiteq

IHais

CaH
dapmMacbloTUKas
IHpacTpi3 Nlimiteq,

IHais

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis: 3MiHu | Tuny -
3MiHM LWoao 6e3nekn/edieKTUBHOCTI Ta ddapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX JaHuX Npo cucTemy
thapmakoHarnsgy (BBeAeHHs y3arasibHeHUX gaHnx npo
cuctemy hapmakoHarnfgy, 3mMiHa yrnoBHOBaXXeHOT 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHA hapMakoHarnsay; KOHTaKTHOI
0ocobu 3 hapmakoHarnsgy 3asBHVKa AN 34iCHEHHS
hapMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA Bif,
YMNOBHOBaXXEHOT 0CO6U, BifNOBiAaNbHOT 32 34iACHEHHS
hapMakoHarnagy (BK/IoYatoumn KOHTaKTHI AaHi) Ta/abo 3MiHM y
pO3MilLeHHI MacTep-ghaiiia cucteMu papmakoHarnsgy) -
3MiHa YNOBHOBaXXEHOT 0CO6U 3asBHVKA, BigNoBigabHOI 3a
hapmakoHarnsg.

MponoHoBaHa pegakuis: Dr. Vivek Ahuja. 3MiHa KOHTaKTHUX

3a
peyernmom

UA/4497/01/01
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Homep

n/n

Hassa
JliKapcbKo20

Popma sBUMYCKY
(nikapcbka ¢hopma,

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

peecmpayitiHo2o
nocsioYeHHs

3acoby

ynakoska)

[aHnX YNOBHOB&XEHOI 0CO6M, BiAMNOBIAA/IbHOI 3a
hapmakoHarnsg.
BBegeHHs afpecy MicLie3HaxomKeHHsi macTep-chaiina
cuctemu chapmakoHarnsgy. BeefernHa agpecu, ge
3[iICHIETLCA OCHOBHA AiSNIbHICTb 3 hapmakoHarnsgy

UA/6370/01/01

233.

PAHCE/NEKC

kancynun no 100 mr;
no 10 kancyny
6nictepi; no 1
6nictepy B
KapTOHHIA Kopoo6Li

CaH
dPapmacboTuK
an lHpacTpis
Nimiteq

IHais

CaH
dapmMacbioTUKas
IHoacTpi3 Nlimiteq,

IHais

BHECEHHS 3MiH [0 peecTpavuiiHiX maTtepianis: 3MiHu | Tuny -
3MiHu Wwoao 6e3nekn/edekTUBHOCTI Ta hapMakoHarsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHuX Npo cucTemy

hapmakoHarnsgy (BBeAeHHS y3arasibHeHUX aHnx npo
cuctemy hapmakoHarnfgy, 3miHa yrnoBHOBaXKeHOT 0cobw,

BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay; KOHTaKTHOI

0cobu 3 hapmakoHarnsgy 3asBHVKa ANs 34iCHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Bif,
YMOBHOBaXXEHOT 0c0o6M, BiNOBIAaNLHOT 3a 34iACHEHHS
thapmakoHarnsgy (BKovatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiiia cucteMu papmakoHarnsgy) -
3MiHa ynoBHOBaXeHOI 0cobu 3asBHUKA, BiANOBiAa/IbHOI 3a
thapmakoHarnag. ditova pegakuis: Dr. Rajinder K Jalali.
MponoHoBaHa pepakuis: Dr. Vivek Ahuja. 3MiHa KOHTaKTHUX
[aHnX YNOBHOBaXEHOT 0cobu, BiANOBiAaIbHOI 3a
thapmakoHarnag,. BeefeHHs agpecu MicLe3HaxomKeHHs
MacTep-caiina cuctemun chapmakoHarnsgy. BeegeHHs
agpecy, Aie 34iiCHIETLCA OCHOBHA AiSiNIbHICTb 3
dhapmakoHarnagy

3a
peyermom

3a

UA/6370/01/02

234.

PAHCENEKC

kancynu no 200 mr;
no 10 kancyny
6nictepi; no 1
6nictepy B
KapTOHHIlA KopooLi

CaH
PapmacboThK
an lHgacTpis
Nimiteq

IHAjA

CaH
dapmMacboTUKa
IHaacTpi3 Nimiteq,

IHAjiA

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3MiHu | Tuny -
3MiHM Woao 6e3nekun/edpekTMBHOCTI Ta hapmakoHarnsgy.
BBefeHHs1 abo 3MiHM [0 y3araslbHEHUX AaHVX MPO cucTemy

chapmakoHarnsgy (BBefeHHs y3arasibHeHUX faHux npo
cuctemy hapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT 0coow,

BiANOBIA&/IbHOI 3a 34iiCHEHH:A hapMakoHarnsay; KOHTakTHOI

0cobm 3 thapmakoHarnagy 3afBHVKa 4719 34iINCHEHHSA
hapMakoHarnsgy B YkpaiHi, KO BOHA BigMiHHA Bif,
yMOBHOB&XeHOT 0cobu, BigNoBiAaNbHOT 3a 34iACHEHHS

chapmakoHarnsgy (Bk/louatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y

PO3MilLEeHHI MacTep-ghaiina cucteMu papmakoHarnsgy) -
3MiHa yNoBHOBaXXeHOI 0CcObM 3asiBHUKA, BiAMOBiIAa/IbHOI 3a
thapmakoHarnag. ditova pegakuis: Dr. Rajinder K Jalali.
MponoHoBaHa pepakuis: Dr. Vivek Ahuja. 3MiHa KOHTaKTHUX
[aHyX YNOBHOB&XEHOI 0co6M, BiANOBIAA/IbHOI 3a
chapmakoHarnsag,. BeefeHHA agpecy MicLe3HaxoMKeHHS
macTep-haiina cuctemun chapmakoHarnsgy. BeeseHHs
agpecu, Ae 34iiCHIETLCA OCHOBHA AiSi/TbHICTb 3
dhapmakoHarnsgy

peyenmom

UA/12905/01/01

235.

PESANTYKC

KOHLeHTparT ans

po3unHy Ans
iHcpysiid, 10 mr/mn;

no 10 mn (100 mr)

[-p Peppi'c
NabopaTtopic
nTg

IHais

[-p Peppi'c
JTabopatopic /Tg,

IHais

BHECEHHSA 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHW | TUNY -
3MiHW 3 AKOCTi. FOTOBWMIA NikapCbkuii 3aci6. KOHTpOsib roTOBOrO
NiKapcbKoro 3aco6y - OHOB/IEHHS BXXEe 3aTBEPAXXEHUX METOAiB

KOHTPO/O SIKOCTi JliKapCbKOro 3acoby, a came: BUKNafeHHs

3a
peuyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

a6o no 50 mn (500 TEKCTY [iepXXaBHO MOBOIO 3Tif{HO Cy4acHuX BUMOr. BeefieHHs
Mr) y donakoHi; no 1 3MiH NPOTAroM 3-x MicsAUIB NiCNs 3aTBEPKEHHS
chnakoHy B
KapTOHHI kopo6Lyj;
no 1 KapTOHHiN
KopobLi y
nnacTyKoBoMy
MiLLIKY

236. | PEAANTYKC KOHUeHTpaT Ans [-p Peppj'c IHAjs [O-p Pepgpi'c IHAis BHECEHHS 3MiH [0 peecTpaviiHuX maTepianis: 3miHu | Tuny - - UA/12906/01/01
po3unHy ons NabopaTtopic Na6opaTopic /T4, 3MiHM 3 AKOCTi. [0TOBWIA Nikapcbkunii 3aci6. KOHTPOb rOTOBOroO
iHdpy3iiA, 10 mr/mn; in nta NiKapcbKoro 3acoby - OHOBMEHHS BXe 3aTBepKEHUX METOAiB
bulk: no 10 mn (100 KOHTPO/IO SIKOCTi NliKapCcbKoro 3acoby, a came: BUKNageHHs
mr) a6o 50 mn (500 TEKCTY [epXXaBHO MOBOIO 3Tif{HO Cy4acHVX BUMOr. BeefeHHs
Mr) Y h1aKoHi; no 3MiH NPOTAroM 3-x MicsLiB NiCNs 3aTBEPIKEHHS
1000 dhnakoHis y
Kopobui

237. | PECMUKC N® | tabnetku in bulk: OPIAHOCVH OAE EBepTompkeH Naind IHAisa BHECEHHS 3MiH [10 peecTpauiliHix maTepianis: yTOUHEHHA - UA/15504/01/01
no 5000 TabneTok y NAVI®CAEHC CaeHcus Jlimiteq HanMcaHHA ynakoBKu B Haka3i MO3 Ykpainu Ne 721 Big,
repMeTuyHo N3 (E® 3ET I) 13.04.2021 B npoueci nepepeecTtpauii. Pefakuis B Hakasi:
3anasiHix NoAgiiHMX Tabnetku no 10 Tabnetok y 6nictepi, In bulk: no 5000
nonieTuIeHoBmX TabneToK y repMeTUYHO 3anasHuX NoABiiHUX NOMieTUIEHOBUX
naketax naketax. 3anponoHoBaHa pegakuifi: TabneTku, in bulk: no

5000 Ta6n1e€TOK y repmMeTUYHO 3anastHux NoABiiHUX
nonieTuieHOBMX NakeTax.
238. | PUBACTUIMI | kancynu TBepgi no OpioH PiHNAHAIA Eii.Ni.En. CeicpT ManbTta/ BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3miHu | Tuny - 3a UA/11943/01/01
H 1,5 mr; no 14 kancyn KopnopeiiH Cepsicec (ManbTa) PiHnaHpia/ nogaHHa Hosoro CEP Ne R1-CEP 2008-048-Rev 00 gns peyenmom

y 6nicTepi; no 2 Nitp, ManbTa IHais [0MOMDKHOT PEeUYOBMHM XenlaTVHY Bif HOBOTO BUPOBHMK

6nictepu B
KapTOHHi KOpO6L

(anbTepHaTUBHWIA
BUPOGBHMK, LLIO
3[iiCHIOE KOHTPO/1b
AKoCTi); OpioH
Kopnope#LuH,
DiHnAHgis
(anbTepHaTUBHWIA
BUPOGBHMK, LLIO
3/iCHIOE BTOPUHHE
nakyBaHHSA Ta
BUMYCK cepili);
OpioH KopnopelilH,
PiHnaHaisa
(BMPOGHUIK, LLIO
3[iACHIOE BTOPUHHY
yNaKkoBKy, KOHTPO/1b
SAKOCTI, BUNYCK
cepiit); ToppeHT
dapmacboTikasic
Nimiteq — 3aBof B
IHgpagd , IHais

Pioneer Jellice India Pvt. Ltd; 3miHu | TUNY - nogaHHA
oHosneHoro CEP Ne R1-CEP 2003-172-Rev 02 ans
[IOMOMDKHOI PEHOBMHW XenaTuHy Bif, 3aTBEPL)KEHOro
BMpo6HMKa GELITA Group (Brazil); 3miHu | Tuny - nogaHHs
oHosneHoro CEP Ne R1-CEP 2000-045-Rev 04 ans
[IOMOMDKHOI PEHOBMHW XeNaTuHy Bif 3aTBEPL)KEHOro
BMpo6HUuKa PB Gelatins (United Kingdom); 3miHu | Tuny - 3miHa
yacy 36epiraHHa NPOMiXHOT NPoAyKLi, a came Ans
Ny6prKoBaHOi cymiwi 3 7 AHiB go 30 AHIB Ta A4/ HANOBHEHMX
kancyn 3 30 gHiB 40 120 AHIB; 3MiHM | TUNY - HE3HaYHa 3MiHa Y
3aKpUTIil YacTuHI MacTep-thaiina Ha A®| (PuBacTurmin
rigpoTapTtpar) MuTHa Boga NPONOHYETLCA A/ BUKOPUCTAHHS
(onujioHanIbHO) Pa3oM i3 OUULLEHOI HA MPOMDKHUX CTagisixX
Bupo6HuuTBa API (CTtagis-1, Ctagis-1lA, Ctagis-11B, Ctagis-
1), Wwo BigNoOBigaEe BMMOramM SIKOCTi BOAW AJ151 MPOMIXKHOTO
BMPO6HMLUTBA. Cneumdikauis Ha MuTHy Bogy. MponoHoBaHa
pepakuis: Restricted part of ASMF (Active substance Master
File) version number — Torrent/Rivastigmine Hydrogen
Tartrate/RP/06; 3MiHU | TUNY - HE3HAYHI 3MiHX Y MeTofax
BMNPoBYyBaHHA NPOMKHOrO NpoaykTy Rivastigmine Hydrogen
Tartrate Intermediate Stage-|; 3miHu | TUNY - BUTYYEHHS 3i
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n/n

JliKapcbKo20

Hasga

3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

(BMPOGHWIK, LLIO
3MjlicHI0E
BMPOGHULITBO,
NepPBUHHY, BTOPUHHY
yNaKkoBKy, KOHTPO/1b
AKOCTI)

cneumdikauii npomikHoro npoaykTy Rivastigmine hydrogen
tartrate Stage Il He3HauHOro napameTpy; 3miHu | TUnNy -
He3HauHi 3MiH y MeTo/i BUNpo6yBaHHA MPOMIXXHOIO NPoAyKTY
Rivastigmine hydrogen tartrate Stage IIl; 3miHn | TUny -
He3HayHa 3MiHa y MeTofi BUNpobyBaHHA BUXiAHOro Mmartepiany
N-Ethyl N-methyl carbamoyl chloride, Lo B1uKopucTOBY€ETHCS
npu BUPOOHNLTBI ADI ; 3MiHM | TUMY - HE3HAYHA 3MiHa Y
3aTBEPKEHNX MeToAax BUNPOOYBaHHS BUXIAHWUX MaTepianis
Activated charcoal, Ethyl acetate, Methylene dichloride, wo
BMKOPVCTOBYHOTbCS NP BUPOGHULTBI API; 3MmiHM | Tumy -
He3HauHi 3MiHW Y 3aTBepKeHNX MeTofax BUnpobysaHHs Adl
3a nokasHuka Assay (by HPLC), Residual solvents (by GC),
Enantiomeric purity (by HPLC), Related substances (by HPLC)
Limit of N-Ethyl-N-methyl carbamoyl chloride; 3miHu | Tun -
3MEHLLUEHHA nepiody NOBTOPHOro nepekoHTposto APl 3 36 o
12 micsyiB BigMOBIAHO A0 YMHHOI 3aTBEPAKEHOI cneumdikawii;
3MiHK | TUNY - 3MiHa y 3aTBEPIKEHOMY NMPOTOKO/i CTabifIbHOCTI
A®| noganbLui BUNpo6yBaHHSA Ha CTabiNbHICTb NPOMOHYETLCA
NpoOBOAMTM NPOTAroM 48 micsAuiB 3amicTb 60 MicAuUiB
BiANOBIAHO A0 TEPMiHY NPUAATHOCTI; 3MiHW | TUMY - BUYYEHHSA
3i cneumndikauii B npoueci BupobHuutea APl (ctagis 1V)
BMNpoGyBaHHA «BTpaTa B Maci npv BMCYyLLYyBaHHi». B npoueci
BMPOGHMLITBA KOHTPO/TIOETLCS Ha BMICT BOAW; 3MiHW | Tuny -
BUyYeHHS 3i cneyudikalii APl nokasHuKa Bavkki MeTasmn
3rigHo EP 2.4.8. 3 npoBeAeHOI0 OLLIHKOI PU3UKIB BiAMOBIgHO
o sumor KepisHuytea ICH Q3D; 3MiHM | TURY - BUTYYEHHS 3i
cneupdikauii A®| Bu3HaueHHs cneumdivyHnx MikpoopraHiamis,
a came Salmonella Enterica, Staphylococcus aureus Ta
Pseudomonas Aeruginoses BignoBigHO 40 3ara/ibHOT CTaTTi
EP 5.1.4, 3rigHo K0T Ans cy6CTaHLjiil BUMaraeTbcs NoBoAUTH
BMNpo6yBaHHA Ha TAMC Ta TYMC; 3miHu | Tvny - He3HauHi
3MiHW Yy 3aTBEpIKEHOMY MeTOoZi BUNPOo6yBaHHA A1 BUXIAHOT
peyoBuHn KSM-I, (3-[(aumeTnamiHo)eTnn] cheHony
rigpoxnopuay), Lo BUKOPUCTOBYETLCS Y BUPOOHULTBI ADI;
3MiHuM | TUNY - NpuBeaeHHs cneumdikayii A®I 3a nokasHUKOM
Po3uunHHicTb go Bumor EP Rivastigmine hydrogen tartrate;
3anponoHoBaHo: Very soluble in water, soluble in methanol,
very slightly soluble in ethyl acetate

239.

PUBACTUIMI

H

Kancynu Teepai no
3,0 wr; no 14 kancyn
y 6nicTepi; no 2
6nictepy B
KapTOHHIA KopoobLi

OpioH
KopnopeiiwH

PiHNAHAIA

Eli.Ni.En. CeicT
Cepsicec (ManbTa)
nta, Mansta
(anbTepHaTuBHWIA
BVPOGHWK, LLO
3[jlACHIOE KOHTPO/Ib
AKocTi); OpioH
KopnopeiiwH,
PiHnaHais

ManbTta/
diHnsaHgia/
IHais

BHECEHHS 3MiH [0 peecTpaviiHux maTepianis: 3miHu | Tuny -
nogaHHsa Hosoro CEP Ne R1-CEP 2008-048-Rev 00 ans
[OMOMIXHOI PEYOBWHM XXeNnaTuHy Bif, HOBOr0 BUPOBHMK
Pioneer Jellice India Pvt. Ltd; 3MiHM | TUNY - nogaHHA
oHosneHoro CEP Ne R1-CEP 2003-172-Rev 02 ans
[IOMOMIXHOI PEHOBMHW XeNnaTuHy Bif 3aTBepLKeHOro
BMpo6HuKa GELITA Group (Brazil); 3minm | Tuny - nogaHHs
oHosneHoro CEP Ne R1-CEP 2000-045-Rev 04 ans
[I0MOMIXXHOI PEYOBMHW XeNaTuHy Bif 3aTBepKeHOro

3a
peyermom

UA/11943/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
(anbTepHaTUBHWIA

BUPOGHWK, LLIO
3/jiCHIOE BTOPUHHE
nakyBaHHA Ta
BUMYCK Cepiif);
OpioH KopriopeiiLuH,
diHnAHgIA
(BUPOBHUK, WO
34iliCHIOE BTOPUHHY
yNaKoBKy, KOHTPO/Ib
SAKOCTI, BUNYCK
cepiii); ToppeHT
dapmacbloTikanc
NimiTen — 3aBofa B
IHopagd , IHAis
(BMPOGHWIK, LLIO
3MjlicHI0E
BMPOGHULITBO,
NepPBUHHY, BTOPUHHY
yNaKkoBKy, KOHTPO/1b
AKOCTI)

BMpo6HMKa PB Gelatins (United Kingdom); 3miHu | Tuny - 3miHa
yacy 36epiraHHsa NPOMKHOT NpoAykLii, a came ans
ny6pukoBaHoi cymilli 3 7 AHiB A0 30 AHiB Ta 4151 HANOBHEHWX
kancyn 3 30 gHiB go 120 AHiB; 3MiHM | TUNy - HE3Ha4YHa 3MiHa Y
3aKpUTIil YacTuHi macTep-haiina Ha A®| (PuBacTurmi
rigpoTapTtpar) MuTHa Boga NPONOHYETLCS A/1A BUKOPUCTAHHS
(onuioHanbHO) pa3oM i3 OUMLLLEHOI Ha NPOMDKHUX CTadisx
BupobHuuTBa APl (Ctagia-1, Ctagis-llA, Ctagis-11B, Ctagisa-
11l), Wwo Bignosigae BUMoram SIKOCTi BOAW AN151 MPOMIXXHOIO
BMpOGHMUTBA. Cneuundikauis Ha MNuTHy Boay. MNponoHoBaHa
pepakuis: Restricted part of ASMF (Active substance Master
File) version number — Torrent/Rivastigmine Hydrogen
Tartrate/RP/06; 3MiHW | TUMY - HE3HAYHI 3MiHN Y MeToAax
BMNpPOo6YyBaHHA NPOMIXHOrO NpoaykTy Rivastigmine Hydrogen
Tartrate Intermediate Stage-I; 3MiHV | TUNY - BUNYyYEHHS 3i
cneumdikauii npomikHoro npoaykTy Rivastigmine hydrogen
tartrate Stage Il He3HauHOro napameTpy; 3miHu | TUnNy -
He3HauHi 3MiH y MeTo/i BUNpo6yBaHHA MPOMIXXHOIO NPOAyKTY
Rivastigmine hydrogen tartrate Stage IIl; 3miHn | TUny -
He3HayHa 3MiHa y MeTofi BUNpobyBaHHA BUXiLHOro matepiany
N-Ethyl N-methyl carbamoyl chloride, w0 B1uKopucTOBY€ETHCS
npu BUPOOHNLTBI ADI ; 3MiHM | TUMY - HE3HAYHA 3MiHa Y
3aTBEPKEHNX MeToAax BUNPOOYBaHHS BUXIAHWUX MaTepianis
Activated charcoal, Ethyl acetate, Methylene dichloride, o
BMKOPVCTOBYHOTbCS NP BUPOGHULTBI API; 3MmiHM | Tumy -
He3HauHi 3MiHW Y 3aTBepKeHNX MeTofax BunpobysaHHs Adl
3a nokasHuka Assay (by HPLC), Residual solvents (by GC),
Enantiomeric purity (by HPLC), Related substances (by HPLC)
Limit of N-Ethyl-N-methyl carbamoyl chloride; 3miHu | Tun -
3MEHLLUEHHA nepiody NOBTOPHOro nepekoHTposo APl 3 36 o
12 micsyiB BigMOBIAHO A0 YMHHOI 3aTBEPAKEHOI cneumdikawii;
3MiHK | TUNY - 3MiHa y 3aTBEPIKEHOMY MPOTOKO/i CTabifIbHOCTI
A®| noganbLui BUNPo6yBaHHSA Ha CTabiNbHICTb NPOMOHYETLCA
NpPOBOAMTM NPOTAroM 48 micsAuiB 3amicTb 60 MicAuUiB
BiANOBIAHO A0 TEPMiHY NPUAATHOCTI; 3MiHW | TUMY - BUYYEHHSA
3i cneumndikauii B npoueci BupobHuutea APl (ctagis 1V)
BMNpoGyBaHHA «BTpaTa B Maci npv BMCYyLLyBaHHi». B npoueci
BMPOGHMLITBA KOHTPOJTIOETLCS HA BMICT BOAW; 3MiHW | Tuny -
BUyYeHHS 3i cneyudikalii APl nokasHuKa Bavkki MeTasun
3rigHo EP 2.4.8. 3 npoBeAeHOI0 OLHKOI PU3UKIB BiAMOBIAHO
0o sumor KepisHuytea ICH Q3D; 3MiHM | TURY - BUTYYEHHS 3i
cneumdikauii A®| Bu3HaueHHa cneumdivyHnx MikpoopraHiamis,
a came Salmonella Enterica, Staphylococcus aureus Ta
Pseudomonas Aeruginoses BignoBigHO 40 3arasibHOT CTaTTi
EP 5.1.4, 3rigHo K0T Ans cy6CTaHLiil BUMaraeTbca NoBoAUTH
BMNpo6yBaHHA Ha TAMC Ta TYMC; 3miHu | Tvny - He3HauHi
3MiHW Yy 3aTBEpIKEHOMY MeTOoZi BUNPOo6yBaHHA A1 BUXIAHOT

peyvoBuHu KSM-I, (3-[(aumeTnnamiHo)eTnn] cheHony
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

rigpoxnopuay), Lo BUKOPUCTOBYETLCS Y BUPOOHULTBI ADI;
3MiHuM | TUNY - NpuBeaeHHs cneumdikayii A®| 3a nokasHUKOM
Po3uunHHicTb fo Bumor EP Rivastigmine hydrogen tartrate;
3anponoHoBaHo: Very soluble in water, soluble in methanol,
very slightly soluble in ethyl acetate

240.

PUHOMICTW
H®

Kpanni Ha3asibHi,
po3unH, 0,05 %/0,01
%; no 10 mny
donakoHi 3
KpanenbHWULUEeo; No
ofiHOMY (h/1aKOHy B
KapTOHHIW nayu,i

KHBMTI
"ICHA"

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHiX maTtepianis: 3MiHu | Tuny -
3MiHa y MeToauLi BUnpobyBaHHa A®| 3a nokasHMKoM «pH», a
came 3MiHa KOHL,eHTpaLii BUNpobyBaHOro po3unHy -
3anponoHoBaHo: (15 Bu3HayYeHHs 6epyTb 0,01% po3uvH y
Bogi P); 3amiHu Il Tvny - 3MiHa KpUTEpIiB NPUAHATHOCTI y
crneundikavii APl 3a NoKasHWKOM «pH» - 3anponoHoBaHo: (Bif
3,8 10 6,8); 3miHu Il TUNY - 3MiHa KpUTEPIiB NPUAHATHOCTI Y
cneumdikauii A®I 3a nokasHukoMm «Bogax» - 3anponoHoBaHo:
(i 4,0 no 5,5%)

6e3
peyenma

UA/14094/01/01

241.

POBAMILVH
®

TabneTkn, BKPUTI
060n10HKot0, No 1500
000 MO Ne 16 (8x2):
no 8 TabneTok y
6nicTepi; no 2
6nictepu B
KapTOHHI KopoobLi

TOB "CaHoi-
ABEHTIC
YkpaiHa"

Ykpaina

CaHodpi C.IM.A.,
ITanisa

ITanis

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis: 3MiHu | Tuny -
BW/TyYEHHS BUPO6HUYOI AinbHuLi ans AD| Sanofi Chimie,9
quail Jules Guesde- 94403 Vitry sur Seine —France;
3MiHV | TUNY - BUAAIEHHS nokasHuka «Po3nagaHHs ons
cneumdikaLii roToBoro Mikapcbkoro 3acoby NpoTArom TepMiHy
npuaaTHOCTI; pefakuiiiHi npaBku; (HasiBHUIA TecT
«PO3UYMHEHHS»); 3MiHW | TUMY - YTOUHEHHS A0 MeToay
BMNpobyBaHb «MiKpoGionoriyHa YMCTOTa»BignoBiAHO [0 BUMOT
EP , BHeceHo nepiofnM4HOCTb BUNPOGYyBaHb «BUKOHYETLCA 1
pas Ha pik npu BUNYCKY; Nig Yac AOCAiAKEHb HA CTabINbHICTb
HanpuKiHLi TepMiHy 36epiraHHs» 3aMicTb «1 pa3 Ha pik npu
CTabiNbHOCTI»; 3MiHW | TUNY - BBEAEHHS NEPIOANYHICTb
KOHTPO/0 NPU BUMYCKY 3@ NOKa3HWKOM «laeHTudikauis TutaHy
[iokeuay», OCKi/IbKM KOHTPO/Ib NPOBOANTLCS B MPOLEC
BMpo6HULUTBA [/13; 3MiHK | TUNY - 3MiHWM NapameTpis
cneyudikalii 3a po3gisiom «CynyTHi AOMILLKM». YTOUYHEHHS
hopMy toBaHHA HOPMYBaHHS [0 T. «PO3UMHEHHS»; 3MiHM |
TMNYy - 3MiHa 40 METOAVKM BU3HAUYEHHA 3a TecTom «CepeaHiii
BMICT cripaMiLHy B OAVNHWLj A030BaHHOI hOpMU»
(Mikpo6ionoriyHnii meTog: Diffusion method, Turbidimetric), a
came BHECEHO onunc TypoigUMETPUYHOIO MeToAY;
3MiHM | TUMY - 3MiHa MeTOAiB AN1A napameTpiB cneuudikawii
«lgeHTudpikauis cnipamiumHy» (3anponoHoBaHo: MeTog BEPX);
«CepefHili BMICT cnipamiuyHy B OAMHWL A030BaHHOI (hOpMM»,
(3aTBEpAXEHO: hi3MKO-XiMiYHUIA MeTog (MeTog Y
cnekTpodhoTOMETPIA), 3aNPONOHOBaHO: (i3NKO-XIMIYHWI MeTop,
(meTog BEPX); «CynyTHi AOMILLKM» (3anponoHoBaHo: (Ha
BUMNyCk/Ha TePMiH NnpuaaTtHocTi- meTon BEPX); pegaxuiiiti
npasku; nepeknag OHOBMEHOI BepCii METOAIB KOHTPOJIIO Ha
YKpPaiHCbKy MOBY

3a
peyernmom

UA/6053/01/01

242.

POBAMILVH
®

TabneTkn, BKPUTI
060/10HKOH, M0 3

TOB "CaHoi-
ABeHTIC

YkpaiHa

CAHO®I C.IN.A.,
ITanis

ITanis

BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasiB: 3miHu | Tuny -
3MiHM 3 siKoCTi. [0TOBWIA NiKapcbkuii 3aci6. KOHTPONb rOTOBOrO

3a
peyenmom

UA/6053/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
000 000 MO, Ne 10 YkpaiHa" nikapcbkoro 3acoby. 3miHa napameTpis cneuudikauin Ta/abo

(10x1): no 10
TabneTtok y 6nictepi,
no 1 6nictepy B
KapTOHHIlA KopooLi

[0MyCTUMUX MEX rOTOBOTO NiKapCbKOro 3acoby (BUTyYEHHS
He3HayHOoro nokasHuka (Hanpuknag, 3acTapifioro nokasHuka,
Takoro sk 3anax Ta cMak, abo igeHTudikauis 6apBHUKIB Um
CMakoBUX A06aBOK)) - BUMYHYEHHSI MOKa3HuKa «Po3nagaHHs»
415 cneymdikayii roToBOro Nikapcbkoro 3aco6y NpoTsrom
TEepMiHy NMPUAATHOCTI; 3MiHM | TURY - 3MiHK 3 SKOCTi. [oTOBMIA
nikapcbkuii 3aci6. KOHTPOb roTOBOrO NiKapCbKoro 3acoby.
3MiHa napameTpiB cneumdikauiii Ta/abo fLonycTUMUX MEX
roTOBOrO JliKapCbKOro 3acoby (LOMOBHEHHS cneuudikawii
HOBWM MOKa3HWKOM 3 BiAMOBIAHUM METOAOM BUNPOOYBaHHSA) -
YTOUYHEHHS Y cneumdikauii nokasHuka «MikpobionoriyHa
ymcToTa» BignoBigHO Ao BMMor EP, BHeCeHO nepiognyHICTb
BUNPOOYBaHb «BUKOHYETLCA 1 pa3 Ha pik Npu BUMYCKY; Nif Yac
JocnipkeHb Ha cTabiNbHICTb CnoYaTKy Ta HanpUKiHL TepMiHy
36epiraHHsA» 3aMiCTb «1 pa3 B rof Npu cTabuibHOCTW»; 3MiHW |
TUny - 3MiHM 3 AKOCTI. [OTOBWIA Nikapcbkumii 3aci6. KoHTposb
roTOBOrO JlikapcbKoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo AONYCTUMKX MEX rOTOBOTO /iKapCbKOro
3aco06y (iHLWi 3MiHK) - 3MiHa NapamMeTpiB cneuudikauii 3a n.
«CynyTHi AOMILLKM» 3 BifNOBIAHNM OHOBMIEHHAM METOAY
BUMPOOYBaHb. YTOUHEHHA (DOPMY/IOBAHHA OMUCY BUMOT
cneumagikauii 3a TectoM "Po3unHeHHs" y BignosigHoCTI Ao EP
2.9.3.; 3MiHM | TNy - 3MiHK 3 AKOCTI. FOTOBUIA NiKapCbKuii
3aci6. KOHTposib rOTOBOrO NikapCbkoro 3acoby. 3miHa
napameTpiB cneuudgikauii Ta/abo AONyCTUMKX MEX FOTOBOr0
nikapcbKoro 3acoby (iHLWi 3MiHW) - BBEAEHHS NepioaNYHOCTI
KOHTPO/I0 MPY BUMYCKY 3a NOKa3HUKOM «laeHTudikauis TutaHy
[iokeuay», OCKi/IbKM KOHTPO/b NPOBOANTLCS B MPOLIEC
BMPOGHMLTBA J13; 3MiHM | TNy - 3MiHK 3 AiKOCTi. FoTOoBUIA
nikapcbknii 3aci6. KOHTpOb roTOBOrO NiKapCbKoro 3acoby.
3MmiHa y MeTogax BunpobyBaHHA roOTOBOTO /ikapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEPMKEHNX MeTofax BUNPobyBaHHS) -
3MiHa 40 METOAVKM BU3HAYEHHS 3a TecToM «CepegHiit BMICT
cnipamiuuHy B 0AUHWLi f030BaHOT hopMu, MAH. MO»
(MiKpOGioNOriYHW MeTof) - BHECEHO ONuC TYpP6IAVMETPUYHOIO
MeToAy; pefakLiiiHi npaBku, nepeknaz OHOB/IEHOI BepCii
METO/IB KOHTPOJIHO Ha YKpaiHCbKy MOBY; 3MiHW | TUNY - 3MiHU 3
AKOCTI. FOTOBUIA Nikapcbkuii 3aci6. KOHTPOb roToBOro
nikapcbKoro 3acoby. 3MiHa y MmeTogax BUNpoGyBaHHS
roTOBOro Nikapcbkoro 3acoby (iHLWi 3MiHK y MeToAax
BMNPOGYBaHb (BKOUAKOUM 3aMiHy ab60 [AONOBHEHHS)) - 3MiHa
MeToZiB ANnA napameTpis cneuudikauii «lgeHTudikayis
cnipamiuyHy» (3aTBepgxeHo: meTtog TLLUX, 3anponoHoBaHo:
meTog BEPX); «CepegHiii BMICT cnipamMiluHy B 0AMHUL
[030BaHoi hopmu», (3aTBEPAXKEHO: (hi3nKOo-XiMiYHNI MeTo,
3anponoHoBaHo: MeTog BEPX). PepakuiliHi npaBku; nepeknag
OHOB/1IEHOI BEpCii METOZAIB KOHTPO/IH0 Ha YKPATHCbKY MOBY;
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
3MiHW | TNy - AAMIHICTPaTWBHI 3MiHW. BuiyyeHHs BUPOGHMYOT
OinbHULI (BKNtOYaoun AinbHuui ana APl npoMiXHOro
NpoAyKTY abo roTOBOro NiKapcbKoro 3acoby, AiNbHUL ons
NpOoBefieHHA NakyBaHHs, BUPOOHWVKA, BiAMNOBifa/IbHOIO 3a
BWMYCK Cepiii, MicLle NPOBELEHHSI KOHTPOSIHO cepii) abo
nocTavasibHvKa BUXiAHOrO maTepiasy, peareHTy abo
[OMOMIKHOT PEYOBMHM (SKLLIO 3a3HAYEHO Y [OCbE) - BUNYHYEHHS
BMPOGHMYOI AinbHuLi ans A®l - Sanofi Chimie,9 quai Jules
Guesde- 94403 Vitry sur Seine —France
243. | POBAMET® kpem 1% no 25ry Aapan- XopBartis AppaH-IaneHcbkuit XopBartis BHECEHHS 3MiH IO peecTpaviiiHix maTepianis: 3MiHu | Tuny - B anmekax UA/7256/01/01
Ty6i; no 1 1y6i y [aneHcbKuit Na6opaTopiit 4.4, noJaHHa OHOB/IEHOro cepTudpikata BiANOBIAHOCTI 3a
KapTOHHI KOpoobLyi Nab6opaTtopili €sponeiickkin papmakonei Ne R2-CEP 1995-052-Rev 02 ans peyenmom
O.4. A®| MeTpoHiaa3ony Bif BXe 3aTBepXEHOro BUPOOHMKa
Corden Pharma Bergamo S.P.A., ITanis, y Hacnifok 3mMiHu
TEPMiHy NPUAATHOCTI Ha Nepiog NePEeKOHTPOI0
244. | PO3ACTUH® | Tabnetku, BKpUTI MIKPO NABC IHais MIKPO JIABC IHais BHECEHHS 3MiH 0 peecTpaLiiiHuX MaTepiasiis: BUNpaBieHo 3a UA/18322/01/01
nAiBKOBOIO NIMITEL NIMITEL TEXHiYHi NOMW/IKM NOB'A3aHi 3 Nepek1agoM abo nepeHeceHHsIM peyenmom
060/10HKOI0, N0 5 Mr, iHchbopmawii, ki 6ynn gonyLieHi nig yac NpoBeAeHHs
no 10 Tabnetok y npoueaypuv peectpauii (Hakasz Ne2119 Big 17.09.2020p.) -y
6nictepi; no 3 MEeTOAMLi BU3HAYEHHS NoKasHuka «laeHTudikauis 6apBHYKIB»,
6nicTepy B KOPOOGL 6yna gonyLeHa noMuka Npu 3a3HadeHHi inopmauii woao
3 KapPTOHY NPUroTyBaHHS PO34nHY /iofy-Kanito oanay, HETOUHICTb
BMKNaAEeHoI iHhopmalLii NoB’si3aHO 3 Nepekagom -
3anponoHOBaHO: MeTOAU KOHTpoto 3.laeHTudikavis
6apBHUKIB - MPUrOTYBaHHA PO34MHY ofy-Kanito noanay:...
nomiwaTb QinbTpaT 4o nNpobipkn 06’emoM 50 MA...
3a3HayeHe BMMNpaB/ieHHA BigNoBigae MaTepiasiam
peecTpaLiiHoro gocke. B opuriHasbHMX MaTtepianax
3a3HauveHo: «Take the filtrate in 50 ml of test tube.»
245. | POSACTUH® | Tabnetku, BKpUTI MIKPO NNABC IHais MIKPO NNIABC IHais BHECEHHS 3MiH A0 peecTpayiiHux maTepiasiiB: BUNpaB/ieHO 3a UA/18322/01/02
nNiBKOBOO NIMITEL, NIMITEL TeXHiYHi NOMUJIKM NOB'sI3aHi 3 Nepek1afomM abo NepeHeceHHsIM peyenmom
060/10HKO0, N0 10 iHchbopMmawii, ski 6ynn gonyLleHi nig yac NposeAeHHs
mr, no 10 TabneTok npoueaypv peectpauii (Hakasz Ne2119 Big 17.09.2020p.) -y
y 6nicTepi; no 3 MEeTOANLji BU3HAYEHHS NOKa3HMKa «laeHTrdikalis 6apBHUKIB,
6nicTepy B KOpPOOL 6yna gonyLeHa noMuka Npu 3asHadveHHi inopmadii wozao
3 KapTOHY NPUroTYBaHHS PO3UMHY Noay-Kanito nogmay, HETOUHICTb
BMKNaAeHoI iHdhopmalii NoB’si3aHo 3 Nnepekiagom -
3anponoHoOBaHO: METOAM KOHTpoto 3.1aeHTudikavis
6apBHYIKIB - MPUrOTYBaHHSA PO34MHY ogy-Kanito hoguay:. ..
nomilatoTb inbTpaT Ao Npobipku 06’emomM 50 mi...
3a3HayeHe BUMNpaB/IeHHA BiANOBifae MaTepiaiam
peecTpauiniHoro Aocbe. B opuriHasibHUX MaTepianax
3a3HauveHo: «Take the filtrate in 50 ml of test tube.»
246. | PO3BACTUH® | Tabnetku, BKpUTI MIKPO NABC IHAis MIKPO JIABC IHAiA BHECEHHS 3MiH O peecTpaLiiiHnx MmaTepianis: BUNpPaB/eHO 3a UA/18322/01/03
NAiBKOBOIO NIMITEL NIMITEQ TEXHi4YHi NOMW/IKM NOB'sA3aHi 3 NepekIagoM abo NepeHeCeHHsIM peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
ob6onoHkoto, no 20 iHchopmawii, Aki 6ynn gonyLieHi nig yac NpoBeAeHHs
Mmr, no 10 TabneTok npoueaypu peectpauii (Hakasz Ne2119 Big 17.09.2020p.) -y
y 6nicTepi; no 3 MeTOoANLi BU3HAYEHHS NoKasHuka «laeHTudikauis 6apBHUKIB»,
6nicTepy B KOpPOOL 6yna gonywieHa noMuka Npv 3a3HadyeHHi iHopmMauii wozao
3 KapTOHY NPUroTyBaHHS PO34unHY ofy-Kanito oanay, HETOUHICTb
BMKaAeHol iHdhopmaLii NoB’A3aHo 3 nepeknagom -
3anponoHOBaHO: MeTOAU KOHTporto 3.1aeHTudikauis
6apBHUKIB - MPUrOTYBaHHA PO34uMHY iofy-Kanito noanay:...
nomiwaoTb inbTpaT 40 Npobipkn 06’emoM 50 MA...
3a3HayeHe BMMNpaB/IEHHS BifMNoBigae MaTepiasiam
peecTpaLiiiHoro gocke. B opuriHanbHMX MaTtepianax
3a3HayeHo: «Take the filtrate in 50 ml of test tube.»
247. | PO3ACTUH® | TabneTtku, BKpUTI MIKPO NNABC IHgis MIKPO NIABC IHAjis BHECEHHS 3MiH 40 peecTpaLiiiHuX MaTepiasii: BUNpaBieHo 3a UA/18322/01/04
nNiBKOBOIO NIMITEL NIMITEL TEXHiYHi NOMW/IKM NOB'A3aHi 3 Nepek1agoM abo nepeHeceHHsIM peyenmom
060n0Hkot0, No 40 iHchopmawii, Aki 6ynn gonyLieri nig yac NpoBeAeHHs
mr, no 10 Tabnetok npoueaypu peectpadii (Haka3z Ne2119 Big 17.09.2020p.) - y
y 6nictepi; no 3 MeTOAMLi BUSHAYEHHS NoKasHuka «laeHTudikauis 6apBHYKIB»,
6nicTepy B KOPOOL 6yna gonyLeHa noMuka Npu 3a3HadvenHi inopmauii woao
3 KapToHY NPUroTYBaHHS PO34MHY oAy-Kaslito Moanay, HETOUHICTb
BMKNaAeHoI iHhopmalLii NoB’si3aHO 3 NepekiagoMm -
3anponoHOBaHO: METOAM KOHTpoto 3.laeHTudikavisa
6GapBHUKIB - NPUrOTYBaHHA PO3YKHY ogdy-kanito noguay:. ..
nomiwaTb inbTpar 4o nNpobipkn 06’emoM 50 M.
3asHayeHe BMMNpaB/ieHHA Bi4NOBigae MaTepiasiam
peecTpaLiiHoro gocke. B opuriHanbHMX MaTepianax
3a3HaveHo: «Take the filtrate in 50 ml of test tube.»
248. | PO3SBATOP TabneTkun, BKpUTI CaH IHAis CaH IHAiA BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 3MiHu | Tuny - 3a UA/13374/01/01
o60noHkoto no 10 PapmMacbloTHK PapmacboTuKas 3MiHu Wwoao 6e3nekn/edekTUBHOCTI Ta hapMakoHarsay. peyenmom
Mr; o 7 TabneTok y an lHgacTpis IHpacTpi3 Nlimiteq, BBeneHHs abo 3MiHM A0 y3ara/lbHEHUX AaHWX NP0 cUcTeMy
6nicTepi, no 4 Nimiteq thapmakoHarnsgy (BBeAeHHs y3arasibHeHUX aHnx npo
6nictepn B cuctemy hapmakoHarnfgy, 3miHa yrnoBHOBaXXeHOT 0cobw,
KapTOHHIlA KopooLi BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay; KOHTaKTHOI
0ocobu 3 hapmakoHarnsgy 3asBHVKa AN 34iCHEHHS
hapMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA Bif,
YMNOBHOBaXXEHOT 0CO6M, BiANOBiAaNIbHOT 3a 34iACHEHHS
hapMakoHarnsgy (BK/IoYatoumn KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MilLeHHI MacTep-ghaiina cucteMu papmakoHarnsgy) -
3MiHa yNnoBHOBaeHOI 0cobu 3asiBHUKa, BiANOBiAa/IbHOI 3a
thapmakoHarnag. ditoya pegakuis: Dr. Rajinder K Jalali.
MponoHoBaHa pepakuyis: Dr. Vivek Ahuja. 3MiHa KOHTaKTHUX
[aHnX YNOBHOBaXEHOT 0co6u, BiANOBiAaIbHOI 3a
thapmakoHarnag,. BeegeHHs agpecu MicLe3HaxomKeHHs
macTep-haiina cuctemun chapmakoHarnsgy. BeefeHHs
agpecy, fie 34iCHIETLCA OCHOBHA AisNIbHICTb 3
dhapmakoHarnsgy
249. | PO3BATOP TabneTkn, BKpUTI CaH IHAiA CaH IHAiA BHECEHHS 3MiH 10 peecTpauiiHux maTtepiasniB: 3miHu | Tuny - 3a UA/13374/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
o060n0Hkot0 no 20 dapmacbloTuK dapmacboTKas 3MmiHu Wwopao 6esnekn/edekTUBHOCTI Ta hapMakoHarisgy. peyenmom
Mr; o 7 TabneTok y an lHpacTpi3 IHoacTpi3 NimiTe BBeneHHs abo 3MiHM A0 y3ara/lbHEeHUX JaHWX NPO cucTeMmy
6nicTepi, no 4 Nimiteq thapmakoHarnsgy (BBefeHHs y3araslbHeHUX gaHnx npo
6nictepu B cuctemy dpapmakoHarnsgy, 3MmiHa yrnoBHOBaXEHOI 0cobu,
KapTOHHIlA KopooLi BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapMakoHarnsay; KOHTaKTHOI
0co6m 3 thapmakoHarnagy 3asBHVKa A1 34iNCHEHHSA
thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA Bif,
YMNOBHOBaXeHOT 0cobu, BiANOBiAaNbHOT 3a 34iNCHEHHS
thapmakoHarnsgy (BKovatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-gaiiia cucteMu papmakoHarnsagy) -
3MiHa ynoBHOBaXeHOI 0cobu 3asBHUKA, BiANOBiAa/IbHOT 3a
thapmakoHarnag. fitoua pegakuis: Dr. Rajinder K Jalali.
MponoHoBaHa pepakuis: Dr. Vivek Ahuja. 3MiHa KOHTaKTHUX
[aHnX YNoBHOBaXeHOT 0cobu, BiANOBiJabHOI 3a
thapmakoHarnag. BeefeHHa agpecu MicLe3HaxomKeHHs
MacTep-caiina cuctemn chapmakoHarnsgy. BeegeHHs
agpecw, Ae 34iiCHIETLCA OCHOBHA AiSIbHICTb 3
dhapmakoHarnsgy
250. | CEAANTH Tabnetkn, no 10 TOB «TeBa YkpaiHa BankaHdapma- Bonrapis BHECEHHS 3MiH 40 peecTpaviiiHux MmaTepiasis: 3MiHU 3 SKOCTI. 6e3 UA/3271/01/01
nntoc Tabnetok y 6nictepi; YkpaiHa» OynHuua AT CepTucpikat BignosigHocTi/l E-cepTudikat BignosigHocCTi peyenma
no 1 a6o 2, abo 5 €Bponelicbkili hapmakonei/moHorpadii. MogaHHa HOBOro abo
6nicTepiB y navui OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI abo BUTyYEHHS
KapTOHHiiA; no 20 cepTtudikaTa BiANOBIAHOCTI EBpoNeiickkili hapmakonei: ans
Tabnetok y 6nictepi; A®I; onsa BuxigHOro martepiany/peareHTy/npomikHOro
no 1 6nictepy B NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOGHMLTBI API; aAns
nauLj KapTOHHIA [LOMOMDKHOT peyoBUHM (cepTudikaT BiANOBILHOCTI
€poneiicbki thapmakonei) - OHoBNeHW cepTuddikaT Bif yxe
3aTBEPAKEHOr0 BUPOGHUKA - NOAaHHS OHOBIEHOTO
cepTudpikaTa BignoeigHOCTi €Bponeiickkili hapmakonei Ne R1-
CEP 2005-143-Rev 01 (3atBepgxeHo: R1-CEP 2005-143-Rev
00) ana A®l MeTami3osny HaTpilo Bif, BXe 3aTBEpP)KEHOrO
BUpo6Huka HEBEI JIHENG (GROUP) PHARMACEUTICAL
CO,, LTD., KuTaii, y Hacnifok 3mMiHu agpecu BnacHvka
cepTtudcikata Ta BUpo6HMYOI AinbHMLi Ha No.1 Weiwu Street
Hengshui Industrial Park China-053 000 Hengshui City, Hebei
Province.
251. | CEQANTIH Tabnetku, no 10 TOB "TeBa YkpaiHa BankaHndapma- Bonrapis BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3MiHu | Tuny - 6e3 UA/3271/01/01
nnoc TabneTtok y 6nictepi; YkpaiHa" OynHunua AT 3MiHW BHECEHI A0 IHCTPYKLUIT A/19 MeANYHOro 3aCTOCYBaHHS peuenma
no 1 a6o 2, abo 5 nikapcbKoro 3acoby Ao po3ginis: "B3aemogis 3 iHWyMK
6nicTepiB y navui nikapcbkMun 3acobamu Ta iHLWi BUAn B3aeMogiii",
KapTOHHiii; no 20 "Oco6nmBocTi 3acTocyBaHHs", "MobivHi peakuii” Wwoao
Tabnetok y 6nictepi; 6e3nekn 3acToCyBaHHS Jlikapcbkoro 3acoby; BBEAEHHS 3MiH
no 1 6nictepy B NPOTAroM 6-TW MiCALIB MiC/A 3aTBePKEHHSA
nauyli KapTOHHI
252. | CEPNI®T TabneTkn, BKPUTI CaH IHais CaH IHais BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiastis: 3miHu | Tuny - 3a UA/4446/01/02
060n10HKO0, Mo 100 dapmacbloThK dapmacbloTuKa 3MiHK WoAo 6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy. peyenmom
Mr, no 14 tTabneTok an lHgacTpis IHpacTpi3 Nimiteq, BeefieHHs1 ab0 3MiHW [0 y3araslbHEHUX AaHWX NPo cucTemy
y 6nicTepi; no 2 JNimiTeq hapMakoHarnsay (BBeAEHHS y3arasibHeHMX AaHKX Npo
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

6nictepu B
KapTOHHilA KopooLi

cuctemy hapmakoHarnfgy, 3miHa yrnoBHOBaXKeHOT 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay; KOHTaKTHOI
0co6u 3 thapmakoHarnagy 3asBHuKa A1 34iNCHEHHSA
thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Bif,
YMNOBHOBaXeEHOT 0c0obM, BiANOBiAaNbHOT 3a 34iACHEHHS
thapmakoHarnsgy (BKovatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiiia cucteMu papmakoHarnsgy) -
3MiHa YNOBHOB&XXEHOT 0CO6U 3asBHMKA, BifnoBigabHOI 3a
thapmakoHarnag.

[itoua pepakuis: Dr. Rajinder K Jalali. MponoHoBaHa pefakuis:
Dr. Vivek Ahuja. 3MiHa KOHTaKkTHUX AaHUX YNOBHOBaXEHOT
ocobu, BignoBifanbHOI 3a hapmakoHarnag. BeegeHHsa agpecu
MicLe3HaxoMKeHHs1 MacTep-haiina cucremm
chapmakoHarnsgy. BeefeHHa agpecu, Ae 34iCHIoETbCA
OCHOBHa fiS/IbHICTb 3 dpapmakoHariagy.

253.

CEPNI®T

TabneTku, BKpUTI
060/10HKO0, N0 50
Mr, no 14 tabnetok
y 6nicTepi; no 2
6nictepu B
KapTOHHI Kopobui

CaH
PapmacboThK
an lHgacTpis
NimiTen

IHais

CaH
dapmMacbioTUKa
IHpacTpi3 NimiTeq,

IHais

3MiHu | TURY - 3MiHK Woa0 6e3nekn/ethekTUBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo 3miHM [0 y3araslbHEHNX
AaHux npo cuctemy hapmakoHarnsgy (BBeAeHHs
y3arasibHeHUX JaHnX npo cuctemy dpapmakoHarnsgy, 3mMiHa
YMNOBHOBaXXEHOT 0c0o6M, BiANOBIAaNLHOT 3a 34iCHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobu 3 chapmakoHarnsgy
3asBHMKa AN 34iCHEHHS dhapmakoHarnsgy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, yNOBHOB&XeHOI 0co6u, BiANOBiAa/IbHOI 3a
3piicHeHHs hapmakoHarnsgy (BKIH0YAUM KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MiLLeHHI MacTep-daiina cucremm
thapmakoHarnagy) - 3MiHa ynoBHOBaXKEHOT 0CO6U 3aABHMKA,
BiANOBIAaIbHOI 3a thapmakoHarnsg,

[itoua pepakuis: Dr. Rajinder K Jalali. MponoHoBaHa pefakuis:
Dr. Vivek Ahuja. 3mMiHa KOHTaKkTHUX AaHUX YNOBHOBaXEHOT
ocobu, BignoBifanbHOI 3a hapmakoHarnsg. BeegeHHsa agpecu
MicLe3HaxoMKeHHs1 MacTep-haiina cucremu
chapmakoHarnsgy. BeefeHHsa agpecu, Ae 34iiCHIoETbCA
OCHOBHa fiSiNTbHICTb 3 dpapmakoHarinay.

3a
peyenmom

UA/4446/01/01

254,

CUBYTIH

Tabnetku no 5 wmr,
no 10 TabneTtok y
6nictepi, no 3
6nictepn y navui

AT

"KNIBCbKN

BITAMIHHWA
3ABOJ"

YkpaiHa

AT "KNIBCbKMN
BITAMIHHA
3ABOA"

Bonrapis

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3MiHu | Tuny -
3MmiHu 3 akocTi. CepTudikat BignosigHocTi/I E-cepTudikaT
BiANOBIAHOCTI EBponeiickbkii thapmakonei/moHorpadii.
MopgaHHsA HoBOro abo OHOBMIEHOrO cepTudiikaTa BiANOBIAHOCTI
ab0o BUNyYEHHS cepTudpikaTa BianoBigHOCTI €Bponechkili
thapmakonei: ana A®l; gns BuxigHoro
mMartepiany/peareHTy/npoMiKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTLCH Y BUPOOHMUTBI API; ANs [ONOMDKHOT
peyoBUHM (cepTudiikaT BiAMOBIAHOCTI €BPONENCHKIN
thapmakonei) - OHOB/IEHUIA cepTudpikaT Bif yxe
3aTBEPKEHOr0 BUPOOHMKA - NOLAHHS OHOB/IEHOIO
cepTugikaTa BignoBigHoOCTIi €Bponeichkin hapmakonei Ne R1-
CEP 1998-143-Rev 06 (3atBepgxeHo: R1-CEP 1998-143-Rev
05) Ansa Aitoyoi pevoBUHM OKCUBYTUHIHY rigpoxnopuay Big
3aTBEpAxeHoro Bupo6Hunka PCAS, FRANCE. Ak Hacnigok:

3a
peyenmom

UA/6115/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
BUy4eHHs BUpo6HMYOi ainbHuui PCAS Finland Oy, FINLAND
Ta 3MiHW Y Ha3Bi BUpobHuka(byno: PCAS (SELOC FRANCE
SITE), FRANCE; ctano: PCAS, FRANCE); Buny4eHHs
METOAMKM 38 NOKA3HNKOM «Baxkki MeTann»; BHECEHHS
YTOYHEHHS 0 METOAMKM 3@ NOKa3HUKOM «CynpoBigHi
[LOMILLIKM»
255. | CMHEPNEH MOPOLLIOK ANt CaH IHgis CaH IHais BHECEHHS 3MiH [0 peecTpauiiiHmx maTepiasis: 3MiHM Woa0 3a UA/9191/01/01
pO34nHy Ans dapmacbloThK dapmacbloTuKas 6e3nekn/echekTMBHOCTI Ta thapmakoHarnsgy. BeegeHHs abo peyenmom
iHdpysili, 1 donakoH an lHgacTpis IHgacTpi3 Nlimiteq, 3MiHM [0 y3araslbHEHMX JaHuX NPo cucTeMy hapMakoHariagy
(o6'emom 30 mn abo Nimiteq (BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
100 ms1) 3 NOPOLLUKOM thapmakoHarnsgy, amiHa ynoBHoOBaXeHOoT ocobu,
Y KapTOHHIl kopoobLi BiANOBIA&/IbHOI 3a 34iiCHEHHA hapMakoHarnsay; KOHTaKTHOI
0cobu 3 hapMakoHarnsgy 3asBHVKa AN 34iCHEHHS
thapMakoHarnsagy B YkpaiHi, AKLWO BOHa BigMiHHA Bif,
YMNOBHOB&XeHOT 0COobM, BigNOBiAaNbHOT 3a 34iNCHEHHS
thapmakoHarnsgy (BK/ouatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MilLEHHI MacTep-ghaiina cucteMu papmakoHarnsgy) -
3MiHa YNOBHOB&XXEHOT 0CO6U 3asBHMKA, BifgnoBigabHOI 3a
thapmakoHarnsag.
Litova pepakuis: Dr. Rajinder K Jalali. MponoHoBaHa peakuis:
Dr. Vivek Ahuja. 3MiHa KOHTaKTHMX AaHVX YNOBHOB&XEHOI
ocobu, BignoBiganbHOI 3a hapmakoHarns. BeeaeHHsa agpecu
MicLie3HaxopKeHHs1 macTep-thaiina cuctemu
hapmakoHarnsgy. BeeaeHHs agpecu, ae 34iCHI0ETLCS
OCHOBHa fiiNbHICTb 3 hapmakoHarnasay.
256. | CUH®/IOPUK | cycneHsis ans nakcoCmitKn Benuka nakcoCmiTKnsiiH .Benbris BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHU 3 SIKOCTI. 3a UA/15363/01/01
c™ iH’exuii, no 1 posi AnH EkcnopT BpuTtaHis Bionogxikans C.A. A®I. KoHTponb A®I. 3miHa y napameTpax cneuudikawlii peyenmom
BAKUVHA (0,5 mn) cycneHnsii Nimiten Ta/abo foNyCTUMUX MEX, BU3HAYEHNX Y cneuudikaliax Ha
ana ANs iH'eKUiid y A®I, ab0 BUXigHWIA/NPOMIKHUIA NpoAyKT/peareHT, Wwo
MPO®INTAKT nonepeaHL0 BMKOPUCTOBYHOTbCSA Y Mpoueci BUpobHuuTBa A®| (3BY)XEHHSA
KU HanoBHEHOMY LONYCTUMUX MEX, BU3HAYeHUX Y crneundikau,ii) - 3miHa
MHEBMOKOK | cknsHomy wnpuui y KpUTepito NpUAHATHOCTI AN BUNpobyBaHHA Endotoxin content
OBOI KOMM/EKTI 3 OAHIE0 by chromogenic kinetic method gns TectyBaHHs ycix Tunis
IHOEKLJI ronkoto abo 3 gBoma oumuieHunx nonicaxapuais (purified PS bulks), ockinbku
(MONICAXAP | ronkamu Ta 6e3 [0[aTKOBUWIA 1eCSATKOBUIA 3HAK MOMW/IKOBO NPOMyCKaBCcst
NAHWA ronok; 1 pailue.
AHTUIEH) nonepegHb0 3MiHu 3 gKocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
TA HamnoBHeHWIA WnpuL, cneumdikauin Ta/abo fonycTUMKUX MEX, BUSHAUYEHUX Y
HETUMOBAH | 3 ronkoto abo gsoma cneuudikauisx Ha Ad®l, abo BYXigHWA/NPOMIKHWIA
oi ronkamu, abo 6e3 npoAayKT/peareHT, WO BUKOPUCTOBYIOTLCSA Y Npoueci
FTEMO®I/IbH roNoK y BUPOGHMLUTBA AD| (3BY)XKEHHSA AOMYCTUMMUX MEX, BUSHAUEHUX Y
Ol IHPEKLUJI, iHAUBigyaIbHOMY crneuudikaLi) - BUIYYEHHS aflbTEPHATUBHOIO METoay
KOH’FOFOBA repMeTuyHo LOCNIMKEHHS PO3noainy MosekynsapHux po3mipis Milecular
HA, 3anakoBaHoMy size distribution test by HPLC using GMPWXL columns gns
AACOPBOBA | nnactukoBomy TeCTyBaHHs yCix TUMIB ounLLeHnx nonicaxapugis (purified PS
HA KOHTeliHepi; no 1 bulks) Ta koH'toroBaHux nonicaxapugis (conjugate bulks) npu
naacTUKOBOMY BUMYCKY Ta NPU BUBYEHHI CTaBINbHICTI.

KOHTEliHepy y
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

KapTOHHI kopo6Lyj;
no 1 posi (0,5 mn)
cycnensii gns
iH'EKUin y
nonepegHL0
HarnoBHEHOMY
CK/IAHOMY LLNPWL;
no 10 wnpwuuis 3 10
ronkamu a6o 6e3
ronokKy
iHAUBIAYaTbHUX
repMeTnyHo
3anakoBaHux
NNacTNKOBUX
KOHTeliHepax y
KapTOHHI kopo6Lyj;
no 1 posi (0,5 mn)
cycnensii gns
IH'EKLin y
MOHO/030BOMY
CKNSAHOMY (DNaKOoHi;
no 1, 10 a6o 100
hnakoHiB y
KapTOHHIlA KOpo6L;
no 2 gosu (1 mn)
cycneHsii ansa
iH'eKLin y
My/IbTUL,030BOMY
hnakoHi; no 100
h1aKoHIB y
KapTOHHI Kopo6Li.
MapkyBaHHsA
YKpaiHCbKOK MOBOIO

257.

CIMYNEKT®

niodpinizat gns
pO34nHy Ans
iH'ekuii/iHdy3ii, no
20 wmr; 1 chnakoH 3
niocpinizatom y
KOMMNEKTi 3
PO34YMHHMKOM (5 MN
BOAM ANS1 iH'EKL) B
amny”ni, B KAPTOHHIN
Kopobui

HoBaprTic
®Papma Al

LLiBeruapi
2

Brpo6HMUTBO
niKapcbKoro 3acoby
3a NOBHUM LK/IOM

Ta BTOPVHHE
nakyBaHHs, BUNYCK

cepii po34nHHYKa:
HoBapTic ®apma
LTeiiH AT,
LLseiuapis;
KoHTponb skocTi
nikapcbKoro 3acoby:
Hosaprtic ®apma Al,
LLiBeiuapis;
BUPOBHULTBO,
KOHTPO/b SKOCTI,

LLiBefuapis
ABCTpist
PpaHuis

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
AAMIHICTpaTVBHI 3MiHW. BUy4YeHHs1 BUPOOHMYOT AiNbHULL
(Brnrovatoun ginbHnui ana A®|, npoMixXHOro NpoaykTy abo
roTOBOrO JlikapCbKoro 3acoby, AiNbHWL 415 NPOBeAEHHS
nakyBaHHs, BUpOOHYKa, BifNOBifaNIbHOIO 3a BUMYCK Cepiid,

MicLie NpoBefEHHS KOHTPO/HO cepii) abo noctayanbHMKa
BVXiJHOTO MaTepiany, peareHTy abo AONOMiXHOT peyoBUHM
(AKLLO 3a3HAYEHO Y [1O0CbE) - BHECEHHSA 3MiHM 0 MaTepianis

peecTpadiiHoro gocke (8o po3giny 3.2.S.2.1 BupobHuk(n)), a
came- BUIyYeHHs ginbHuui Novartis Pharma AG, Switzerland
(Lichtstrasse 35, 4056 Basel), ik AinbHWLI BigNoBigaNbHOI 3a
BMPOGHMLTBO AD| 6asnnikcimady y 3B’3Ky 3 NPUMUHEHHAM
BMPOGHMLTBA AD| Ha JaHili AinsHui. BupobHuyi AinbHWL, o
3aUWINANCL —BUKOHYIOTb Ti cami (DYHKLT, Lo BUIyYeHa.

3a
peyenmom

UA/17146/01/01




137

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
nepBuHHE
nakyBaHHs
posuvHHUKa: Takega
AscTpisa [M6X,
ABCTpISl; KOHTPO/b
AKOCTI PO3YMHHUKA:
ATEC I'pa3s IME],
ABCTpIS;
BMPOGHULITBO,
KOHTPO/b SIKOCTI,
nepBuHHE
naxkyBaHHs
PO3YMHHYIKA:
[enbchapm [KoH,
®paHuis
258. | COMATYNIH PO34MH ANs iH'eKLi INCEH ®paHuis INCEH ®APMA ®paHuis BHECEHHS 3MiH 0 peecTpauiiiHmx maTepiasis: 3MiHM Woa0 3a UA/13432/01/01
AYTOXE/Nb NPOJSIOHIOBaHOro DPAPMA BIOTEK 6e3nekn/edheKTUBHOCTI Ta papmakoHarnsgy. 3mMiHu y KopoTkili peyenmom
120 MI BMBINIbHEHHS, 120 Mr XapakTepucTuLi Nikapcbkoro 3acoby, TeKCTi MapKyBaHHS Ta
/wnpwy, no 1 IHCTPYKUIii 418 MEANYHOTO 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMM
nonepegHsL0 OaHuMK 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHAMUW faHuMu Ta
HanoBHeEHOMY AaHvMu 3 chapmakoHarnsgy - 3MiHM BHECEHO A0 IHCTpyKuii ans
LWnpuuy Ans MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby 0 po3ginis
0HOPa30BOro "Oco6mBoCTi 3acTocyBaHHA", "Mo6iYHI peakuii”, a Takox
BUKOPUCTaHHA 06'eJHAHHA OKPEMUX IHCTPYKLiM A5 KOXHOro f03YBaHHS
micTkicTio 0,5 mn 3 nikapcbKoro 3acoby B OfHyY 3arasibHy iHCTPYKLilo Ans
aBTOMAaTNYHOO MeAMYHOro 3acToCyBaHHS (3 BifNOBIAHUMUN peaakLiiHUMK
3axXM1CHOK npaskamu B TEKCTi). BBe4eHHsA 3MiH NpOTAroM 6-Tn Micsuis
cuctemoto, 1 ronkoto nicnsa 3aTBepiKeHHs.
(1,2x20 mm) B
3aXMCHOMY KOBMauKy
y 6araToLiaposomy
nakeTuky B
KapTOHHI/ Kopobui
259. | COMATYNIH PO34UH A5 iH'eKLi INMCEH ®paHuin IMCEH ®APMA PpaHuis BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepiasis: 3MiHM Woa0 3a UA/13432/01/02
AYTOXE/Nb NPOSIOHrOBaHOro DPAPMA BIOTEK 6e3nekn/edheKTUBHOCTI Ta dapmakoHarnsgy. 3MiHu y KopoTkili peyenmom
60 MI BMBINTIbHEHHS, 60 XapakTepucTuLi Nikapcbkoro 3acoby, TEKCTI MapkKyBaHHS Ta

Mr /wnpuu, no 1
nonepeaHL0
HarnoBHEHOMY
Lnpuuy ans
0/IHOPa30BOro
BMKOPUCTaHHSA
MmicTkicTio 0,5 mn 3
aBTOMAaTNYHO
3axMCHOI0
cuctemoto, 1 ronkoto
(1,2x20 mm) B
3aXMCHOMY KOBMNauKy

IHCTPYKUIi 418 MEeANYHOTO 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMM
OaHuMy 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHAMUW faHuMu Ta
AaHvMu 3 chapmakoHarnsgy - 3MiHW BHECEHO A0 IHCTpyKuii ans
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby [0 po3ginis
"Oco6mBocTi 3acTocyBaHHA", "Mo6iYHI peakuii”, a Takox
06'e/HAHHA OKPEeMUX IHCTPYKLi A5 KOXXHOro A03YBaHHS
nNikapcbKoro 3acoby B OfHY 3arasibHy iHCTPYKL,i0 A1
MeZIMYHOr0 3aCTOCyBaHHs (3 BiAMOBIAHUMN pefakUitHUMKy
npaskamu B TeKCTi). BBe4eHHs 3MiH NpOTAromM 6-Tu Micsuis
nicnsa 3aTBepiKeHHS.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
y 6araToLiaposomy
nakeTuKy B
KapTOHHI KOpo6Li
260. | COMATYNIH PO34MH ANs iH'eKLi INCEH ®paHuis INCEH ®APMA ®paHuis BHECEHHS 3MiH [0 peecTpauiiiHmx maTepiasis: 3MiHM Woa0 3a UA/13432/01/03
AYTOXE/Nb NPOJSIOHIOBaHOro DPAPMA BIOTEK 6e3nekn/edheKTUBHOCTI Ta papmakoHarnsgy. 3MiHu y KopoTkili peyenmom
90 MI BMBINTbHEHHS, 90 XapakTepucTuLi Nikapcbkoro 3acoby, TEKCTI MapkKyBaHHS Ta
mr /wnpuu; no 1 IHCTPYKUIi 418 MEeANYHOTO 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMM
nonepegHsL0 OaHUMK 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHAMUW faHuMu Ta
HanoBHeHOMY AaHvMu 3 chapmakoHarnagy - 3MiHM BHECEHO A0 IHCTpyKuii ans
LWnpuuy Ans MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby 0 po3ginis
0HOPa30BOro "Oco6mBoCTi 3acTocyBaHHA", "Mo6iYHI peakuii”, a Takox
BUKOPUCTaHHA 06'eJHAHHA OKPEMUX IHCTPYKLiM A5 KOXXHOro A03YBaHHS
micTkicTio 0,5 mn 3 nikapcbKoro 3acoby B 0fHY 3arasibHy iHCTPYKLilo Ans
aBTOMAaTNYHOIO MeAMYHOro 3acToCyBaHHS (3 BifNOBIAHUMUN peaakLiiHUMK
3axXM1CHOK npaskamu B TEKCTi). BBe4eHHsA 3MiH NpOTAromM 6-Tn Micsuis
cuctemoto, 1 ronkoto nicnsa 3aTBepiKeHHs.
(1,2x20 mm) B
3aXMCHOMY KOBMauKy
y 6araToLiaposomy
nakeTuky B
KapTOHHI/ Kopobui
261. | CNA3BMANIO | ta6bnetku, no 10 TOB «TeBa YkpaiHa BankaHndapma- Bonrapis BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3MiHu | Tuny - 6e3 UA/7059/01/01
H® Tabnetok y 6nictepi, YkpaiHa» OynHunua AT 3MiHM Woao 6e3nekun/edpekTMBHOCTI Ta hapmakoHarnsgy. peyenma
no 1 a6o 2, abo no 5 3MiHa y KOpOTKili XapakTepucTuLj NikapCbKoro 3acoby, TeKCTi
6nictepis y MapKyBaHHS Ta iIHCTPYKLiT 4151 MeWN4HOro 3aCTOCyBaHHA Ha
KapTOHHI KopobLyj; nigcTaBi perynspHO OHOBJ/IOBAHOTO 3BITY 3 6e3nekn
no 20 TabneTok y niKapcbKoro 3acoby, abo focnigpkeHb 3 6e3mnekn 3acTocyBaHHS
6nicTepi, no 1 nikapcbKoro 3acoby B Mic/iApeecTpaviiiHiii nepiod, abo sk
6nicTepi B KAPTOHHIlA pe3ynbTaT OLiHKM 3BITY 3 AOCNIfKEHb, NPOBEAEHMX BifnoBigHO
Kopobui 00 nnaHy negiatpuyuHnx gocnigxeHs (PIP) (3MiHy y3rogxeHo 3
KOMNETEHTHUM YNOBHOBAXEHWM OPraHoMm) - 3MiHW BHECEHO [0
IHCTPYKUIii ANA MEAUYHOrO 3aCTOCYBaHHS Nikapcbkoro 3acoby
[0 po3ginis "B3aemogia 3 iHWKMMKW NikapcbkMK 3acobamu Ta
iHWI BnAW B3aemogiin", "OcobnunBocTi 3acTocyBaHHA", "IMo6iuHi
peakuii" BignoBiAHO 4O OHOBNEHOI iHChopMaLi 3 6e3nekn
3aCTOCyBaHHS Aitlounx pevyoBuH. BBegeHHs 3MiH npoTsarom 6-Tu
MicsLIB Micnsa 3aTBEPAKEHHS
262. | CMA3MIN-M Tabnetkn, no 10 AT Bonrapis BUPOGHMLTBO Bonrapis BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepianis: 3MiHM Wo40 6e3 UA/9012/01/01
TabneTtok y 6nictepi; "Codpapma” Hepo3dghacoBaHol 6e3nekn/edeKTUBHOCTI Ta hapMakoHarisgy. 3mMiHa y KOpoTkil peyenma

no 2 6nictepu B
KapTOHHI navui

NpoAayKLuii, nepBnHHa
Ta BTOpPVHHA
ynakoska: AT

«PapmMaueBTUYHI
3aBoaun Minse»,

Bonrapisi; f03BiN Ha

Bunyck cepii: AT
"Codhapma”,
Bonrapis

XapakTepucTuLj Nikapcbkoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLUiT 415 MeAUUYHOro 3aCToCyBaHHA Ha nigcTasi
perynsipHo OHOBJIOBAHOTO 3BITY 3 6e3MeKm NiKapCbKoro
3acoby, abo focnigpkeHb 3 6e3neky 3acToCyBaHHA NikapCbKoro
3acoby B nicnapeecTpauiliHnii nepios, abo sk pesynbTtar
OLjiHKM 3BITY 3 AOC/iAKEHb, NPOBEAEHMX BiANOBIAHO A0 NiaHy
negiatpuyHux gocnimkerb (PIP) (3MiHy y3rompkeHo 3
KOMMETEHTHUM YNOBHOBaXeHUM opraHom) (B.1.3. (a) IAHM)
3MiHM BHECEHO [0 IHCTPYKLiT A1 MeNYHOro 3aCTOCYBaHHS
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
NiKapCcbKoro 3acoby A0 po3ainis "B3aemMogis 3 iHLLMMK
nikapcbknMuW 3acobamu Ta iHLWi BUamn B3aemogiii",
"Oco6nmBocCTi 3acTocyBaHHA", "Mo6iuHI peakuii” BignoBigHO A0
OHOBJIEHOT iHhopMaLiii 3 6e3nekn 3acTOCyBaHHS Ailounx
PEYOBUH.
263. | CMEKTPINA NopoLUOK A8 Mepak HimeuumnH BUPOGHMK, L0 HimeuunHa BHECEHHS 3MiH 4,0 peecTpaviiHnx maTtepiasis: 3MiHM Wo40 3a UA/17474/01/01
KOHLeHTpaTy Ans lesenbwadT a BignoBigae 3a 6e3nekn/edheKkTNBHOCTI Ta hapmakoHarnsgy. BHeceHHs abo peyenmom
pO34nHy aons chtop KAiHiwe MapKyBaHHs 3MiHa(u) [0 3060B'A3aHb Ta YMOB BUAaYi peecTpayiiiHoro
iHcpy3iA, no 10 000 LWneujanbnpe BTOPVHHE noceigyeHHs, BKNoYaouy MaaH ynpasniHHSA pu3vkamm
Of; 1a605 napate M6X naKyBaHHs Ta 3a (3acTocyBaHHs 3MiH(1), Ski(a) BUMararoTb(€) NoAasIbLIOro
oNakoHIB 3 BUNycK cepii: Megak 06r'pyHTYBaHHSA HOBUMW A0A4ATKOBUM AaHUMWU, L0 Mal0Tb
NOPOLUKOM Y lesensladt drop HaJaBaTUCSA KOMMETEHTHUM OPraHOM, OCKiJIbKN BUMaraeTbCsi
KapTOHHIA Kopoo6Li KniHiwe CYTTEBA OL|iHKA KOMMETEHTHUM OpraHoMm) - 3asiBHVMKOM HaJaHo
LWnevuianbnpenapat OHOBJIEHWIA NaH ynNpaBiHHA pu3ukamu Bepcis 12. 3MiHu
e mM6X, HimeuunHa; BHECEHO A0 YacTuH: Il «Cneundikauis 3 6esnekm», Il «Mnan 3
BVPOGHWK, LLO thapmakoHarnagy», IV «Nnaxu woao nicnapeectpauiiHnx
Bignosigae 3a nocnigpkeHb ehekTMBHOCTI», V «3axoau 3 MiHiMizaw,i
BVMPOGHMLTBO pu3ukiB», VI «Pe3tome nnaHy ynpasniHHSA puvkamu», VI
rOTOBOI NiKapCbKOi «Jlopatkm» Ha OCHOBI faHUX B MOTOYHOMY AOCIAKEHHI LLOAO
dhopMK, NepBuUHHE edpekTMBHOCTI Ta 6e3nekun B nicnspeecTpaviHomy gocsifi MC-
nakyBaHHs, Spectrila.1/ALL. Npo6nemn 6e3nekn 3 octaHHbOI Bepcii MYP
BMNPOBYBaHHA/KOHT 11, aki He noTpebyoTb AOAATKOBMX 3aX0AiB 3
posb cepii: hapMakoHarnagy v 4oAaTKoBMX 3axX04iB 3 MiHimisauil
PeHTwwNep pv3vikis, 6ynn Buganeti signosigHo o GVP, rev.2. CTpykTypy
Biochapma CE, MYPa 6yno oHOBMeHo BiANOBIAHO f0 pekoMeHaauii Guideline
HimeyunHa on good pharmacovigilance practices (GVP) Module V — Risk
management systems (Rev 2)
264. | CTPENCIIC® | nboAsHvku; no 8 PekkiTT Benuka PekkiTT BeHkizep Benvka BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3MiHu | Tuny - 6e3 UA/3915/01/01
nnoc NbOASHUKIB Y BeHkizep BpuTaHis Xenckep BpuTaHis 3MiHM BHECEHO B iHCTPYKLiO 4151 MEANYHOIO 3aCTOCyBaHHS peuenma
6nicTepi; no 2 Xenckep IHTepHewHn Niviteq nikapcbKoro 3acoby Ao po3giny “MNo6iyHi peakuii” BignoBigHO
6nictepy B IHTEepHeLHN [0 OHOBJIEHOT iHGhopMaLlii 3 6e3Mekn 3acToCyBaHHS AjH4Ooi
KapTOHHIlA KopooLi Nimiten peyoBunHW. BBeAEHHHA 3MiH NPOTArom 6-Tv MicsLiB nicns
3aTBEPMKEHHS
265. | CYIb®APIN | ma3b, 10 mr/rno 501 | AT "I'piHoekc” Nartsis AT TanniHHcbKuMi Nartsig, BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3MiHu | TUny - 3a UA/7355/01/01
H® y Ty6i antoMiHieBiii; dhapmaLeBTNYHMIA EcToHis 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuli 3aci6. 3MiHN Y peyenmom

no1Tty6iy
KapTOHHI navwi

3aBog, EcToHis; AT
"I'piHaekc”, Narsis

BMPOOHULTBI. 3MiHa po3Mmipy cepii (BK/IOUarum gianasoH
po3mipy cepii) roToBoro nikapcbkoro 3acoby (36inbLUeHHst A0
10 pasiB NOPIBHAHO i3 3aTBEPKEHNM PO3MIPOM) - 36i/1bLUEHHS
po3Mipy cepii Ao 720 Kr i3 36epexxeHHsIM nonepegHbLoro
po3mipy cepii 180 kr; 3MiHM | TRy - 3MiHK 3 sikocTi. [0TOBWMIA
nikapcbkuit 3aci6. 3MiHW y BUPOBHMLTBI. 3MiHW Y npoLeci
BMPOGHMLITBA FOTOBOIO JiKQPCbKOro 3acoby, BK/oYaoun
NPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCA NPY BUPOGHULITBI
roTOBOrO JliKapCbKoro 3acoby (HesHauHa 3miHa y npoueci
BMPO6GHMLTBA) - HesHauHi 3miHn y n. 3.2.P.3.3 Tan. 3.2.P.3.4
Ansa onTuMi3auii BAPOGHMLTBA Y 3B'A3KY i3 30iNIbLLUEHHAM
po3mipy cepii
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
266. | TArPICCO TabneTku, BKpUTI ACTPA3EHEK LBeuis AcTtpa3eHeka Ab LLiBeuis BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 3MiHu | Tuny - 3a UA/16232/01/01
nNiBKOBOIO A Ab 3anponoHOBaHO BBEAEHHA KOMNaHito JoTTikoH Ekcknio3ms peyenmom
06010HKOt0, No 40 CunTesunc Al (Dottikon Exclusive Synthesis AG), LLiBeiiLapisi,
Mr; no 10 TabneTok AK AO0AaTKOBOrO BYPOGHMKA Ajt0U0T PEHOBUHN OCUMEPTUHIGY
y 6nictepi; no 3 Me3unaT Ta LifbHUL 3 NPOBeleHHA BUNPOOyBaHb KOHTPO/IO
6nictepn y AKOCTI;
KapTOHHI Kopoo6Li 3MiHM | TUMY - He3HaYHa 3MiHa y npoueci BupobHuutea A®l, a
came, 3MiHa JOMyCTUMMUX MeX HITpoAiamMiHy Ta nanagito Ha
etani AZD9291 Aniline (oHoBneHHA y n. 3.2.S.2.2. Onuc
BMPOBHMNYOro NpoLecy Ta oro KOHTPO/IH0): 3anpPONOHOBaHO:
AZD9291 Nitrodiamine and palladium on carbon catalyst
(0.0045 to 0.0072 molar equivalents); 3miHu | Tuny -
3anponoHOBaHO 36i/1bLIEHHS PO3Mipy Cepiil 3 MOTOYHOrO
po3Mipy 74 Kr BifibHOT 0cHOBM AZD9291 npu BBeLEHHI B
npouec BUpOOHULTBA OCUMEPTUHIBY Me3unaTt go
3anponoHoBaHOro po3mipy 157 Kr BisibHOT ocHoBM AZD9291
npv BBEEHHI B NpoLlec BUPO6HULTBA OCUMEPTUHIOY Me3unat
267. | TArricco TabneTkun, BKpUTI ACTPA3EHEK Lseuis AcTtpa3eHeka Ab LLsewis BHECEHHS 3MiH [0 peecTpavliiHiX maTtepianis: 3MiHu | Tuny - 3a UA/16232/01/02
NNiBKOBOIO A Ab 3anpornoHoBaHO BBeAEHHS KoMnaHito JoTTikoH Exckno3ne peyenmom
060/10HKO10, M0 80 CuHTesuc Al (Dottikon Exclusive Synthesis AG), LUseiiLapis,
mr; no 10 TabneTok SIK 4O4ATKOBOrO BMPOBHMKA AjH040T PeYOBMHN OCUMEPTUHIOY
y 6nicTepi; no 3 Me3unaT Ta fibHULi 3 NPOBeAEeHHS BUNPOobyBaHb KOHTPOSTO
6nictepu y AKOCTI;
KapTOHHI Kopoobui 3MiHM | TUNY - He3HayHa 3MiHa y npoueci BupobHuuTea A®l, a
came, 3MiHa JOMYCTUMUX MEX HITpoAiaMiHy Ta nanagito Ha
eTani AZD9291 Aniline (oHoBNeHHA y Nn. 3.2.S.2.2. Onuc
BMPOBHMYOro NpoLEeCy Ta Oro KOHTPOSI0): 3anpornoHOBaHO:
AZD9291 Nitrodiamine and palladium on carbon catalyst
(0.0045 to 0.0072 molar equivalents); 3miuu | Tuny -
3anponoHOBaHO 36i/1bLLIEHHS PO3MIPY Cepili 3 TOTOYHOrO
po3mipy 74 kr BiflbHOi ocHOBU AZD9291 npu BBeAEHHI B
npouec BUPOGHULITBA OCUMEPTUHIBY Me3unaT A0
3anponoHOBaHOro po3mipy 157 kr BinbHoOi ocHoBM AZD9291
npv BBEAEHHI B NpoLLeC BUPOGHMLTBA OCUMEPTUHIOY Me3nniat
268. | TAMUFEUMKAI | niodbinizat gns MicTtpan AHrnis BEM lnau CaH. Be TypeuunHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | TUny - 3a UA/18387/01/01
H-BICTA PO34UnHY 4118 Kenitan Tik. A.C. 3MiHM BHECEHO A0 iHCTPYKLii 4158 MeAUYHOro 3aCTOCyBaHHS peyenmom
iHcpysii no 50 mr, no MeHeXMeHT nikapcbKoro 3acoby y po3ainu: "B3aemogis 3 iHWmMuy
10 donakoHis 3 Nimiten nikapcbkMK 3acobamu Ta iHLWi BUAM B3aeMogiii",
NMOPOLLKOM Y "Ocob6nmBocTi 3acTocyBaHHA", "M06iuHi peakuii” 3rigHo 3
KapTOHHIlA KopoobLi iHbopMmaLieto Wwoa0 MeguyHOro 3actTocyBaHHA ped)epeHTHOro
nikapcbkoro 3acoby (TUFALUWN, niocinizaT 4ns po3ynHy ons
iHcpy3iin, no 50 mr). BBeAeHHS 3MiH NpoTArom 6-Tn MicauiB
nicnsa 3aTBepKeHHs
269. | TAKTPON Kancynu Teepgi no TOB "TeBa YkpaiHa TeBa I3painb BHECEHHSA 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3a UA/17353/01/01
0,5 mr, no 7 karncyn YkpaiHa" dapmaueBTikan 3MiHN BHECEHI A0 IHCTPYKUIT 47151 MEANYHOTO 3aCTOCYBaHHS peyenmom
y 6nicTepi, no 4 IHgacTpi3 NTa,. nikapcbKoro 3acoby y po3ainu "TpoTvnokasaHHsa", "B3aeMogis

6nicTepy B KOpOo6L;

3 iHLWKMMK NiKapCbKMMK 3acobamm Ta iHLWWi BUAW B3aEMOSINA",
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
no 10 kancyny "Oco6nMBOCTI 3acTocyBaHHS", "3acTocyBaHHs y nepios
6nictepi, no 3 BariTHOCTi abo rogyBaHHsA rpyaat”, "MepenosysaHHA",
6nicTepy B KOpPOOL "Mo6iyHi peakwuji" BigNOBIAHO A0 OHOBNEHOI iHhopMaL,i LWoA0
6e3nekn Ailo4oi PeHOBUHW; BBEAEHHSA 3MiH NPOTATOM 3-X
MicALiB Micnsa 3aTBepAKEHHs
270. | TAMICTON® cynosuTopii no KHBMI Ykpaina MpAT "/lekxim - YKpaina BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasis: 3miHu | Tuny - 6e3 UA/13948/01/01
0,015r,n0 5 "ICHA" Xapkis" 3MiHa y MeToauui BunpobyBaHHsa A®| 3a nokasHMKoMm «pH», a peyenma
CynosuTopiiB y camMe 3MiHa KOHLeHTpaL,ii BUNpo6yBaHOro po3yuHy -
6nicTepi, no 1 abo 2 3anponoHoBaHo: (415 BU3Ha4YeHHs 6epyTb 0,01% po3unH y
6nictepy B navui Bogi P); 3amiHu Il Tvny - 3MiHa KpUTEpIiB NPUAHATHOCTI y
crneundikavii APl 3a NoKasHWKOM «pH» - 3anponoHoBaHo: (Bif
3,8 10 6,8); 3miHu Il TUNY - 3MiHa KpUTEPIiB NPUAHATHOCTI Y
cneuudikauii A®I 3a nokasHukoMm «Bopgax» - 3anponoHoBaHo:
(i 4,0 no 5,5%)
271. | TAHTYM NbOASHUKA 3 AsieHge Kimike ITania BiANoBigaIbHNIA 3a LLiBeiuapis BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis: 3MiHu | Tuny - 6e3 UA/3920/03/01
BEPAE® M'ATHUM CMakoMm no PiyHiTe BMPOGHMLTBO PpaHuis 3MiHM LWoAo 6e3nekn/edeKTUBHOCTI Ta ddapmakoHarnsgy. peyenma
3 mr; no 10 AHXeENiHi Hepo3dhacoBaHOT ITanis BBegeHHs abo 3MiHM A0 y3ara/lbHEHUX AaHWX NPO cUcTeMy
NbOASAHUKIB Y CTiKY; ®paHyecko npoayKuii, NnepBuHHe thapmakoHarnsgy (BBeAeHHs y3arasibHeHUX gaHnx npo
no 2 a6o 3 cTikn B AK.P.A®. Ta BTOPVHHE cuctemy dpapmakoHarnsgy, aMmiHa yrnoBHOBaXeH0i 0cobu,
KapTOHHI nayw,i C.n.A. nakysaHHs: [ILW AT, BiANOBIAa/IbHOI 3a 34iiCHEHHA hapMakoHarnsay; KOHTaKTHOI
LLBeiuapis; 0ocobu 3 hapmakoHarnsgy 3asBHVKa AN 34iCHEHHS
BiANOBiAA/IbHWIA 3a hapmMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA Bif,
noBHUiA umkn: MEP YMNOBHOBaXXEHOT 0CO6U, BifNOBiAaNbHOT 32 34iACHEHHS
®ABP MEAIKAMAH thapmakoHarnsgy (BKouatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
MPOAHOKCBOH, pO3MilLeHHI MacTep-ghaiiia cucteMu papmakoHarnsgy) -
PpaHuis; 3MiHa KOHTaKTHOI 0CO6Y YNOBHOBaXKEHOI 0COOY 3asBHUKA,
BiANOBIAA/IbHWIA 32 Bi4NoBiAa/IbHOT 32 hapmakoHarnsag B YkpaiHi - nponoHoBaHa
BTOPUHHE pepakuisi: Mopinvk Aptem BonognMmpoBny; 3MiHa KOHTaKTHUX
nakyBaHHs1, [aHUX KOHTaKTHOI 0CO6M YNOBHOBaXKEHOT 0COBU 3aABHUKA,
KOHTPO/b AKOCTi Ta BiANOBIAa/bHOI 3a thapmakoHarnsg B YkpaiHi
BMNYCK cepil:
AszieHge Kimike
PiyHiTe AHxeniHi
dpaHyecko
AK.P.A®. C.nA,
ITanis;
BiANOBiAa/IbHWIA 3a
nepBuHHe Ta
BTOPWHHE
nakyBaHHS:
MN'eP ®ABP
MEZIKAMAH
NPOAIKOKCBHOH,
PpaHuis
272. | TAHTYM rpaHynun ans AsieHge Kimike ITanis AsieHge Kimike ITanis BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasiB: 3miHu | Tuny - 6e3 UA/4012/01/01
PO3A® BariHasIbHOro PiyHiTe PiyHiTe ArxeniHi 3MiHu Woao 6e3nekn/edekTUBHOCTI Ta hapMakoHarsay. peuyenma
po3yurHy no 500 wmr; AHXeniHi ®paHyecko BeefieHHs1 ab0 3MiHW [0 y3araslbHEHUX AaHWX NPo cucTemy

no 10 cawe B

PpaHyecko

AK.P.A.®. C.n.A.

hapmakoHarnagy (BBeeHHs y3arasibHeHUX AaHuX npo
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KapTOHHI KopoobLi AK.P.AD. cuctemy dpapmakoHarnsgy, 3MiHa yrnoBHOBaXEHOi 0cobu,
C.n.A. BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay; KOHTaKTHOI
0co6u 3 thapmakoHarnagy 3asBHuKa A1 34iNCHEHHSA
thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Bif,
YMNOBHOBaXeEHOT 0c0obM, BiANOBiAaNbHOT 3a 34iACHEHHS
thapmakoHarnsgy (BKovatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiiia cucteMu papmakoHarnsgy) -
3MiHa KOHTaKTHOI 0C06Y YNOBHOBaXKEHOI 0COOY 3asiBHUKA,
BIANOBIAa/IbHOI 3a hapmakoHarnsg B YKpaiHi - nponoHosaHa
pepakuis: Mopinvk Aptem BonognMmposny; 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI 0co6y YNOBHOBaXXEHOI 0CObM 3asBHUKA,
BiANOBiAa/IbHOI 3a (hapmakoHarnisg B YkpaiHi
273. | TAMOINOBY | niodinizoBaHuiA [hxeHzalim HigepnaH [hxeHsalim IpnaHg Benuka BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3MiHu | Tuny - 3a UA/15575/01/01
NIH® NopoLUoK AN tOpon B.B. an Nimites, lpnaHgis BpuTaHis BHECEHHS 3MiH 0 po3ainy 3.2.S.2.1. BupobHuk(n), 6e3 3miHu peyenmom
NPUroTyBaHHA (nepBuHHa Ta PpaHuis MiCL BAPOOHMLITBA; MPOMNOHYETLCA BHECEHHS HE3HAYHNX
KOHUEeHTpaTy ans BTOPVHHA yNnakoBKa, TMnorpadiyHMX BUNpaBsieHsb y po3ginu: 3.2.S.2.2.0nuc
pPO34unHy Ana [03BiN Ha BUMNYCK BMPOGHMYOro npoLecy Ta ioro KoHTpost; 3.2.S.2.3. KoHTposb

iHcpy3ii no 25 mr Ne
1: no 1 dhnakoHy B
KapTOHHIlA KOpooLi

cepii); [xeH3anm
NimiTen, Benvka
BpuTaHis (BTopuHHa
yrnakoBka);
[bkeH3alim
Moniknonanc CAC,
®paHuisa
(BMpPOGHMLTBO
Hepo3ghacoBaHoOro
nNpoaykTy, A03BiN Ha
BWMYCK cepil)

marepianis;
BHECEHHS 3MiH 0 po3ainy 3.2.S.2.1. BupobHuk(n), 6e3 3miHn
Micus BUPOBGHULTBA - 3anponoHoBaHo: Suppliers of Red Blood
Cells; American Red Cross (ARC) 4050 Lindell Boulevard St.
Louis, MO United States; American Red Cross (ARC) 2201
Charlotte Ave Nashville, TN TUnited States; Control of Red
Blood Cells; Creative Testing Solutions 4050 Lindell Boulevard
St. Louis, MO United States; Creative Testing Solutions
13500-A south Point Blvd Charlotte NC United States;
NPONOHYETLCA BHECEHHA HE3HAYHUX TUMNOrpadiyHmX
BMMpaBsfeHb y po3giu: 3.2.S.2.2.0nuc BUpobHNYOro npowecy
Ta lioro kKoHTponto; 3.2.S.2.3. KOHTpo/ib MaTepiasiis; 3MiHu |
Tany -
3MiHa Ha3BW KoMMaHii-cybnigpsaaHuka, BignoBigabHOMo 3a
BMNPOBYBaHHA peareHTiB Ta BUXiZHOI CUPOBUHW, 6€3 3MiHU
Micus BUpO6HULTBA: 3anponoHoBaHo: SGS France, France;
3MiHM | TUNY - BHECEHHS 3MiHM A0 MaTepianiB peecTpauiiHoro
nocbe (8o po3ainy 3.2.S.2.1. BUpo6Huk(1) Ta posginy
3.2.P.3.1. Bupo6Huk(n)) , a came - BUTyUYEeHHS
anbTepHaTUBHOI AinbHUL xeHsalim MoniknoHanc CAC,
®paHuia (1541 aseHto Mapcenb Mep’e, Byaisni C4 ta C5
69280 MAPCI JTETYAJIb) AK AinsiHKK, BiANOBIAa/IbHOI 3a
BMKOHaHHSI KOHTPO/I0 SIKOCTi cepii. 3aTBepaXeHi BUPOGHUYI
OiNbHALLI, WO 3aNULWLINANCL — BUKOHYHOTb Ti caMmi (pyHKLT, Lo
BU/TyYEHa,;

[opartkoBo, y po3gin 3.2.S.2.1 Bupo6Huk(n) 6ynm BHeceHi
TUnorpadiyHi BUNpaBeHHs: BUNPaBIEHHS ApYKapCbKoT
nomMusku B Ha3si BUpo6Huka Vitrology Limited, United Kingdom
ctano: SGS Vitrology Limited, United Kingdom; BHeceHHs
YTOUHEHHSA [0 dyHKUIT BUpobHuKka Sanofi-Pasteur, France -
ctasio: Immunological quality controls, animal testing, raw
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
material testing
274. | TPANKOP® TabneTtku, BKPUTI A660TT HimeuuunH Bupo6bHMLTBO in Ipnangis BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu Il Tuny - 3a UA/7921/01/01
145 MI nNiBKOBOIO NabopaTtopi3 a bulk: IpnaHacbki dpaHuis 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy. peyenmom
060n0HKot0, No 145 M6X NabopaTopii PypHbE 3MiHN Y KOPOTKili XapakTepucTuLi NikapCbKoro 3acoby, TeKCTi
Mmr, no 10 TabneTok Nimiten, IpnaHgis; MapKyBaHHS Ta IHCTPYKLUIT 4715 MeAMYHOro 3aCTOCYBaHHS Yy
y 6nicTepi; no 2 abo MakyBaHHS, BUMYCK 3B'AA3KY i3 HOBMMU JaHUMW 3 SKOCTI, AOKAIHIYHUMU, KTiHIYHMK
3 6nictepn y Ta KOHTPO/Ib Cepili: OaHVMU Ta JaHMK 3 dapMakoHarnsgy - 3MiHM BHECEHO A0
KapTOHHIlA KOpooLi Peuundapm ®oHTEH, IHCTPYKUIT 415 MeAUYHOro 3aCTOCyBaHHA NiKapcbknx 3acobis
®paHuisa 00 po3giny "Mo6iuHi peakwyji" BigNoBigHO A0 MaTepianis
peecTpaujiiiHoro Aocke. BBeeHHS 3MiH NpoTArom 6-Tu MicAuiB
nicnsa 3aTBepKeHHs
275. | YHAEBIT Apacxe; no 50 apaxe AT Ykpaina AT "KMIBCbKUI YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3miHu |l Tuny - 6e3 UA/7922/01/01
Y KOHTelHepax "KNIBCbKWI BITAMIHHWIA 3MiHu 3 aKocTi. A®l. BUpobHMLTBO. 3MiHa BUPOGHMKA peyenma
(6aHoukax); no 50 BITAMIHHNIA 3ABO" BMXiAHOro/MPOMiXHOro NpoAyKTy/peareHTy, Lo
[paxe y KoHTelHepi 3ABO4" BMKOPUCTOBYHOTLCH Y BUpOGHMYOMY npoueci A®l, abo 3miHa
(6aHouu); no 1 BMPOGHMKa (BK/THOYAKOUM, Ae HEOOXiIAHO, MicLe NPOBEAEHHS
KOHTeliHepy KOHTPONIO sKOCTi) AP (3a BiACYTHOCTI cepTudikata
(6aHouLj) y nayui BifnoBigHOCTI €Bponelicbkili hapmakonei y 3aTBepiKeHoMy
[0Cbe)(BBEAEHHS HOBOrO BUPOGHMKa AD| 3 HafaHHAM MacTep-
thaiina Ha A®I) - 3miHa noB’si3aHa 3i 3MiHOK BUPOBHUYOI
AiNbHULI Big, BXe 3aTBEpAXEHOro BUPOGHMKa TiamiHy
rigpoxnopuay «Huazhong Pharmaceutical Co., Ltd.», China
(3aTBEpmxeHa BUpobHMya ainbHuusa: No. 71 West Chunyuan
Road, Xiangyang, Hubei, China; 3anpornoHoBaHa BMpPOGH1Ya
ainbHuus: No. 118 Xianshan Road, Xiangyang City, Hubei
Province). Cyb6cTaHuis TiamiHy rigpoxnopuvg, 3 HOBOI Ta
3aTBEPAKEHOT BUPOBHNYMX AiNIbHULE MAE CyMipHi cnoci6
BUPOGHMLITBA Ta ONUC METOY CUHTE3Y
276. | YHOETAB TabneTku, BKpUTI AT YkpaiHa AT "KNIBCbKUM YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3MiHu |l Tuny - 6e3 UA/4834/01/01
060/10HKO10; Mo 10 "KNIBCbKWN BITAMIHHW 3MiHu 3 sKocTi. A®l. BupobHMLTBO. 3MiHa BUPOGHMKA peuyenma
TabneTok y 6nictepi; | BITAMIHHUI 3ABO" BMXiHOro/MPOMiXHOro NPoAyKTy/peareHTy, Lo
no 3 6nictepu B 3ABOA" BMKOPVCTOBYHOTbCA Y BUpOoOHNYOMy npoueci A®l, abo 3miHa
nauui BMPOGHMKa (BK/IOUaOuM, e HeobXifHO, MicLie NPOBEeAEHHS
KOHTpoNto skocTi) APl (3a BigCyTHOCTI cepTudiikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y 3aTBepaKeHoMy
[0Cbe)(BBEAEHHS HOBOrO BUPOGHMKa AD| 3 HafaHHAM MacTep-
(haiina Ha A®I) - 3miHa noB’si3aHa 3i 3MiHOK BMPOBHUYOI
AiNbHULI Big, BXe 3aTBEpPAKEHOro BUpPO6HMKa TiamiHy
rigpoxnopuay «Huazhong Pharmaceutical Co., Ltd.», China.
Cy6cTaHuis TiamiHy rigpoxnopug, 3 HOBOI Ta 3aTBepAKeHol
BVMPOGHMYMX AiNIbHULL Ma€E CyMipHi CNoci6 BUPOOHMLTBA Ta
onnc MeTody CUHTe3sy
277. | YPCOCAH® TabneTkun, BKpUTI NMPO.MEA.LIC Yecbka MPO.MEA.LIC Yecbka BHECEHHS 3MiH [0 peecTpavliiHiX maTtepianis: 3MiHu | Tuny - 3a UA/17770/01/01
POPTE NNiBKOBOIO Mpara a.c. Pecny6rik Mpara a.c. Pecny6nika | 3MiHu 3 AKOCTI. [OTOBWIA SliKaPCbKMiA 3aci6. KOHTPO/Ib rOTOBOrO peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
o6onoHkoto, no 500 a nikapcbkoro 3acoby. 3miHa napameTpis cneuudikauin Ta/abo
Mmr o 10 TabneTok B [0NYCTUMMX MEX FOTOBOrO /iKapCbKOro 3acoby (iHLUi 3MiHK) -
6nictepi, no 1 a6o 2, BHECEHHS 3MiH g0 CneuudpikaLlii roToBOro nikapcbkoro 3acoby
abo 3, abo 5, a6o 6, 3a napameTpom "Onuc”. 3MiHW BHECEHI B IHCTPYKLi0 415
a6o 9, a6o 10 Me[UYHOro 3aCTOCYBHHS /iKapCbKOro 3acoby y p. "Jlikapcbka
6nicTepis y chopma" (OCHOBHI (hi3NKO-XiMiYHI BNacTMBOCTI). BBEeAEHHA 3MiH
KapPTOHHI KOpooLii NpPOTArom 6-Tv MicsILiB Mic/1A 3aTBepPAKEHHS!
278. | ®ABPA3VIM® | nopoLuok aAns [xeHzalim HigepnaH BTOPVHHA ynakoBka, Benvka BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | TUny - 3a UA/10306/01/01
NPUroTyBaHHA tOpon B.B. an [03BiN Ha BUMYCK BputaHis 3MiHM Wwopao 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy (iHwi peyenmom
KoHUeHTpaTy (5 cepii: [hkeHsaiim IpnaHgjs 3MiHM) - OHOB/IEHHS TEKCTY MapKyBaHHS YNakoBKU JTiKapCbKoro
Mr/MN) 418 PO3UNHY NimiTen, Benvka 3acoby (5 Mr) 3 BHeCeHHsIM iHdhopMaLii LWoA0 3a3HaYeHHs
Ans iHdysii, no 5 mr Bputatis; OAVHVLb BMMIpIOBaHHA Y cuctemi Sl. BBegeHHs 3MiH npoTsarom
abono 35 mry BMPOGHMLTBO 6-TV MiCALIB MiC/1A 3aTBEPAXKEHHS
donakoHi; no 1 KIHLLeBOro NPOAYKTY
chnakoHy B (fill/finish), KoHTpONb
KapTOHHIA Kopoo6Li cepii/BunpobyBaHHs,
nepBMHHa Ta
BTOPWHHA ynakoBkKa,
[103BiN Ha BUMYCK
cepii: [xeHzalim
Ipnang Nivites,
IpnaHgis
279. | ®EHKAPO/I® | Tabnetku no 25 wr, AT Nartsis AT "OnaiiHchapm” NatBia BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | TUny - 6e3 UA/3782/01/01
no 10 TabneTtok y "Onavinchapm” 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta dhapmakoHarnsgy (iHwi peuyenma
6nicTepi; no 2 3MiHW) - 3MiHV/ BHECEHO B TEKCT MapKyBaHHS YNakoBKW
6nictepu B nauuj 3 nikapcbKoro 3acoby. BeBeAeHHs 3MiH NpoTAroM 6-t1 micsuiB
KapToHy nicns 3aTBepAKeHHs
280. | PEHKAPO/N® | Ttabnetku no 10 wmr, AT Nartsis AT "OnaiiHchapm” NatBis BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3MiHu | Tuny - 6e3 UA/3782/01/02
no 10 TabneTtok y "OnaiiHdpapm" 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy - peuenma
6nictepi, no 2 3MiHM BHECEHO B TEKCT MapKyBaHHS YMakOBKU MiKapCbKOro
6nictepn y nauui 3acoby. BBegeHHs 3MiH NpOTAroM 6-Tu micsLiB nicns
3aTBepAKEHHS
281. | ®EHKAPO/N® | Tabnetku no 50 wmr, AT NaT.is AT "OnaiiHchapm” Natsis BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis: 3MiHu | Tuny - 6e3 UA/3782/01/03
no 15 ta6netok y "OnaiiHcpapm" 3MiHM Wopao 6e3nekn/edeKTUBHOCTI Ta dpapmakoHarnsagy (iHwi peuenma
6nicTepi; no 2 3MiHW) - 3MiHU BHECEHO B TEKCT MapKyBaHHS yNakoBKM
6nicTepy B nav, 3 nikapcbKkoro 3acoby. BBefeHHs 3MiH MPOTAroM 6-Tu MicsLiB
KapTOHY nicnsa 3aTBepKeHHs
282. | ®EPBEKC NMopoLUoK ANs YIMNCA CAC dpaHuis YIMNCA CAC dpaHuis BHECEHHS 3MiH 4,0 peecTpaviiHnx maTtepiasis: 3MiHK WoA0 6e3 UA/5441/01/01
ansa OpasibHOr0 PO3UUHY; 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peyenma
AOPOCNIUX no 8 cawe 3 3MiHW [0 y3araslbHeHUX JaHuX Npo cucteMy chapMakoHarnisgy
BE3 LLYKPY NOPOLLKOM Y (BBEAEHHSA y3araslbHEHNX AAaHUX MPO cUcTemy

KapTOHHIA KopoobLi

thapmakoHarnsgy, 3miHa ynoBHOBaXeHOi ocobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay; KOHTaKTHOI
0ocobu 3 hapmakoHarnsgy 3asBHVKa ANs 34iICHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Bif,
YMNOBHOBaXXEHOT 0CO6U, BiANOBIAaNbHOT 38 34iACHEHHS
hapmakoHarnsgy (Bk4vaym KOHTaKTHI AaHi) Ta/abo 3MiHn y
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
pO3MilLEeHHI MacTep-ghaiiia cucteMu papmakoHarnsagy) -
3MiHa KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT 0COOM 3asiBHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnag B YkpaiHi. fitoua
pepakuis: BeHrep /llogmuna AHaToniiBHa.
MponoHoBaHa pepakuisn: JaHinosa flapuca BonogmmupisHa.
3MiHa KOHTaKTHMUX AaHnX KOHTaKTHOI 0COBM YNOBHOBaXEHOT
0cob6u 3asBHUKA, BiANOBIAA/ILHOI 3a hapMakoHarnsg, B
YKpaiHi.
283. | PIBPUHA3A- | Tabnetku, BKpUTI OPIrAHOCWH OAE EBepTopxeH Naid IHain BHECEHHS 3MiH 40 peecTpauiiHnx maTepiasiB: yTOUHEHHS 3a UA/10426/01/01
10 060/10HKOI0, NAV®CAEHC CaeHcus Jlimiteq KpaiHu-BMpoGHUKa B Haka3i MO3 YkpaiHu Ne 1680 Big peyenmom
KMLLKOBOPO34uHHI no | N3 (E® 3ET I) 06.08.2021 B npoueci BHeCEHHA 3MiH (3MiHa 3asBHUKa
10 mr, no 10 (BnacHvka peecTpauiiHoro noceig4yeHHs) (3rigHo Hakasy MO3
Tabnetok y 6nictepi; BiA 23.07.2015 Ne 460)). Pegaxuis B Hakasi: BiACYTHS.
no 1, 3 a6o no 10 3anponoHoBaHa pefakuis: IHais.
6nictepiB y
KapPTOHHI/ nauuj
284. | ®IBPUHA3A- | Tabnetku, BKpUTI OPIrAHOCUVH OAE EBepTogKeH flaiig IHain BHECEHHS 3MiH [10 peecTpauiliHix maTepianis: yTOUHEHHA - UA/10427/01/01
10 060/10HKOI0, NAVI®CAEHC CaeHcus Jlimiteq KpaiHn-BMpoGHuUKa B Haka3i MO3 YkpaiHu Ne 1680 Big
KMLIKOBOPO34YunHHI no | N3 (E® 3ET I) 06.08.2021 B npoueci BHECEHHA 3MiH (3MiHa 3asBHUKa
10 wr, in bulk: no (BnacHvka peecTpaLiiHoro noceigyeHHs) (3rigHo Hakazy MO3
2500 TabneTok y B 23.07.2015 Ne 460)). Pegakuis B Hakasi: BiACYTHS.
KOHTeliHepax 3anponoHoBaHa pegakuis: [Hais.
285. | ®IBPUHABA- | TabneTtku, BKpUTI OPIAHOCVH OAE EBepTomkeH Naind IHgin BHECEHHS 3MiH [0 peecTpauiiiHuX MaTepianis: yTOUHEHHA 3a UA/10426/01/02
20 060/10HKOHO, NAN®CAEHC CaeHcus Jlimiteq KpaiHn-BUpoGHUKa B Hakasi MO3 YkpaiHu Ne 1680 Big peyenmom
KMLIKOBOPO34uHHI no | N3 (E® 3ET I) 06.08.2021 B npoueci BHECEHHA 3MiH (3MiHa 3asBHUKaA
20 mr, no 10 (BnacHvKa peecTpaLiiHoro noceigyeHHs) (3rigHo Hakazy MO3
TabneTtok y 6nictepi; Big 23.07.2015 Ne 460)). Pepakuis B Hakasi: BigCyTHSI.
no 1, 3 a6o no 10 3anponoHoBaHa pefakuis: IHais.
6nictepiB y
KapPTOHHIM nayuj
286. | PIBPUHA3A- | TabneTtku, BKpUTI OPIrAHOCUVH OAE EBepTomxeH Naiig IHain BHECEHHS 3MiH 10 peecTpaLiliHix maTepianiB: yTOYHEHHSA - UA/10427/01/02
20 060/10HKOI0, NAV®CAEHC CaeHcus Jlimiteq KpaiHn-BMpoGHuUKa B Haka3i MO3 YkpaiHu Ne 1680 Big
KMLLKOBOPO34MHHI no | N3 (E® 3ET I) 06.08.2021 B npoLeci BHECEHHSA 3MiH (3MiHa 3asiBHMKA
20 wr, in bulk: no (BnacHvka peecTpaLiiHoro noceigyeHHs) (3rigHo Hakazy MO3
2500 TabneTok y Bif 23.07.2015 Ne 460)). Pefakuis B Hakasi: BiACYTHS.
KOHTeliHepax 3anponoHoBaHa pegakuisi: IHAis.
287. | ®ITOUUNCTO 36ip,no1,5ry MpAT YkpaiHa MpAT "NikTpasun" YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | TUny - 6e3 UA/14188/01/01
n hinbTp-nakeTi; no "NikTpasn” 3MiHM Wwopao 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy (iHwi peyenma
20 ¢hinbTp-nakeTiB y 3MiHW) - BHeceHOo JoaaTtkoBy iHhopmauiio y n. 17 TekcTy
nadyui; no1,5ry MapKyBaHHSi BTOPVHHOI YNakoBKM J1iKapCbKOro 3acoby.
hinbTp-nakeTi; no BBefeHHs 3MiH NpoTArom 6-Tv MicALIB NiCNsA 3aTBEPAYKEHHS
20 ¢hinbTp-nakeTiB y
naJui 3 BHYTPILLHIM
nakeTom
288. | ®TIABOBIP® | cupon no 30 mn, abo TOB "HBK YkpaiHa TOB "HBK YkpaiHa BHECEHHS 3MiH [0 peecTpauiitHux maTepianis: 3miHu Il Tuny - 6e3 UA/5510/01/01
no 50 mn, a6o no 60 "Ekocpapm” "Ekocpapm” 3MiHM Woao 6e3nekun/edpekTMBHOCTI Ta hapmakoHarnsgy. peuenma

My chnakoHax 3
ckna abo nNaacTumky;

3MiHN Y KOPOTKill XapakTepucTuLi NikapCbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLUIi AN MEUYHOTO 3aCTOCYBaHHA Y
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
no 1 dpnakoHy 3B'AA3KY i3 HOBVMU JaHUMW 3 AKOCTI, AOKAIHIYHUMW, KTiHIYHMM
pasom 3 [03y40t0 OaHUMK Ta faHnMy 3 dpapmakoHarnsgy - 3MiHv BHeCEeHo [0
EMHICTIO y nauyui 3 IHCTPYKLUiT 419 MeAMYHOr0 3aCTOCYBaHHS /iKapCbKoro 3acoby
KapTOHHY 00 po3ainy "®apmakosorivyHi BnacTuBocTi" (BHECEHO
iHbopMmaLito CTOCOBHO flaHWUX AOKAIHIYHUX AOC/IAKEHb).
289. | DJIIKC cnpeii HasaslbHUIA, [enbta Weenuyapi | ABAI IBPAXIM lnay TypeuunHa BHECEHHS 3MiH [0 peecTpavuiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/13463/01/01
cycnensis 0,05 % no Megiken a CaHai Be TimxapeT 3MiHu Wwoao 6e3nekn/edekTUBHOCTI Ta hapMakoHarsgy. peyenmom
9rab6o 18ry MpomoyLH3 A.L. BBefeHHs abo 3MiHU A0 y3ara/lbHEHUX AaHWX NPO cUcTeMy
nonieTuieHoBomy Al hapmakoHarnsgy (BBeAeHHS y3arasibHeHUX aHnx npo
ch/1aKoHi 3 HacoCcoMm- cuctemy dpapmakoHarnsgy, 3MmiHa yrnoBHOBaXEHOi 0cobu,
[o3aropowm; no 1 BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay; KOHTaKTHOI
hnakoHy y 0ocobu 3 hapmakoHarnsgy 3asBHVKa AN 34iCHEHHS
KapTOHHIA Kopoo6Li thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Bif,
YMOBHOBaXXEHOT 0c0o6M, BiNOBIAaNLHOT 3a 34iACHEHHS
thapmakoHarnsgy (BKovatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiiia cucteMu papmakoHarnsgy) -
3MiHa YNOBHOB&XXEHOT 0CO6U 3as1BHKKA, BifnoBiganbHOI 3a
hapmakoHarnag. [ivoua pegakuis: Benrep Sliogmuna
AHartoniiBHa. MponoHoBaHa pegakuis: JaHinosa Jlapuca
BonogumupiBHa. 3MiHa KOHTaKTHUX AaHWUX YNOBHOBaXEHOT
0Cco6U 3asBHVKA, BiNoBiAaNIbHOI 3a hapmakoHarnsag
290. | PJIOKCAN® Ma3b o4Ha 0,3 % no TOB «BAYLU YkpaiHa Op. F'epxaps MaHH HimeyunHa BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3MiHu | Tuny - 3a UA/8528/02/01
3rmasiy XEJIC» XeMm.-chapMm. ®abpuk 3MiHM Woao 6e3nekun/edpekTMBHOCTI Ta hapmakoHarnsgy (iHwi peyenmom
namiHoBaHii Ty6i; no 6X 3MiHW) - 3MiHW BHECEHO B TEKCT MapKyBaHHS yMakoBKM
1 Ty6i B KAPTOHHIl nikapcbkoro 3acoby. TepmiH BBEAEHHS 3MiH MPOTSAroM 6
Kopobui MiCALIB Micna 3aTBepAKEHHs
291. | ®JZIYOKCETU | nopoLuok Yewmo l6epika, Icnanis Kimika CiHTeTika, IcnaHis BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3miHu |l Tuny - - UA/13610/01/01
HY (cybcTaHuis) y C.A. C.A. 3MiHu 3 siKocTi. A®I. Bupo6HMUTBO (iHLWi 3MiHKM) - NogaHo
FIAPOXNOPU | nogBiliHux OHoBreHy Bepcito DMF Ha A®I diyokceTuHy rigpoxnopugy
A noslieTUIeHoBMX Big, BUPOGHMKa Quimica Sintetica, S.A., IcnaHisa (3aTBepa)KeHO:
nakeTtax gnsa FX-QS1-Ed.02-UA-EP, September 2019; 3anponoHoBaHo: FX-
hapmaLeBTU4HOro QS2-Ed.01-EP, April 2021)
3acToCyBaHHsA
292. | ®OKYCUH® Kancynu Teepai 3 TOB "CaHoi- YkpaiHa C.C. «3eHTtiBa C.A» PyMmyHis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | Tuny - 3a UA/3876/01/01
MoAandikoBaHUM ABEHTIC 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy. peyenmom
BMBI/TbBHEHHAM MO YkpaiHa" 3MiHN Y KOPOTKili XapakTepucTuLi NikapCbKoro 3acoby, TeKCTi
0,4 wr; Ne 90 (10x9): MapKyBaHHS Ta IHCTPYKLUiT 419 MeAMNYHOro 3aCTOCYBaHHs
no 10 kancyny reHepnyHuX/ribpugHnx/6ionodibHNX nikapcbkmx 3acobis nicns
6nicTepi; no 9 BHECEHHS Ti€l caMoi 3MiHM Ha peddepeHTHUIA Npenapar (3miHa
6nictepiB y He NoTpebye HaflaHHS XOAHUX HOBUX AOAATKOBUX AAHWX) -
KapTOHHIlA KOpo6L; 3MiHM BHECEHO [0 IHCTPYKLiT A48 MEANYHOrO 3aCTOCYBaHHS
Ne 90 (15x6): no 15 nikapcbKoro 3acoby y po3gin "MobiuHi peakuii" 3rigHo 3
Kancyn y énictepi; iHbopMmaLieto Woa0 MeguyHoOro 3actTocyBaHHA ped)epeHTHOro
no 6 6nictepis y nikapcbkoro 3acoby (OMHIK®, kancynu 3 moaudikoBaHum
KapTOHHI Kopoo6Li BMBI/TbHEHHAM, TBepAi). BBeAEHHSA 3MiH NpoTarom 6-Tu micauis
nicnsa 3aTBepKeHHs
293. | ®OCOPHANMKOIr reflb opasibHui Actennac HigepnaH PapmaTuc dpaHuis BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasis: 3miHu | Tuny - 6e3 UA/4381/01/01
ENlb (12,38 1 20% dapma KOpon an 3MiHM Woao 6e3nekn/edpeKTMBHOCTI Ta dpapmakoHarnsay (iHwi peyenma
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
rento/nakeT); mo 20 r B.B. 3MiHW) - 3MiHV BHECEHO A0 IHCTPYKUIiT 4519 MeanYHOro
reno y naketi; no 20 3acToCyBaHHS Nikapcbkoro 3acoby Ao po3ainy "OcobnnBocTi
NakeTiB y KAPTOHHIi 3acTocyBaHHs" BiNoBIAHO A0 MaTepianiB peecTpauiiHoro
nauui pocbe. BBefeHHs 3MiH MpOTArom 6-Tv MicsLiB nicns
3aTBEPAKEHHS
294. | ®TANA30N Tabnetkun no 500 mr AT YkpaiHa AT "Nly6Hndbapm" YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiHiX maTtepianis: 3MiHu | Tuny - 6e3 UA/5442/01/01
no 10 Tabnetok y "Nly6Hnchapm” 3MiHu Wwoao 6e3nekn/edekTUBHOCTI Ta hapMakoHarsgy. peyenma
6nictepax 3MiHa y KOpOTKili XxapakTepucTuLj NikapCcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUiT 415 MEANYHOrO 3aCTOCYBaHHA Ha
nigcrasi perynsipHoO OHOB/IHOBAHOTO 3BiTYy 3 6e3nekn
nikapcbKoro 3acoby, abo focnimkeHb 3 6e3nekn 3acTocyBaHHs
niKapcbKoro 3acoby B nicrispeecTpayiinnii nepiog, abo sk
pe3ynbTaT OUiHKM 3BITY 3 AOC/IMKEHb, NPOBEAEHUX BiANOBIAHO
[0 nnaHy negiatpuuHux gocnimxeHs (PIP) (iHwWi 3MiHK) -
3MiHU BHECEHI A0 IHCTPYKUIT 4719 MEeANYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao po3ginis: "MpoTunokasaHHsa",
"B3aemopis 3 iHWMMK NiKapcbknmy 3acobamu Ta iHLWi BUAn
B3aemogiin", "Cnocib 3actocyBaHHs Ta fo3mn", "Mo6iyHi peakui”
LLioA0 6e3nekn 3acTocyBaHHS iKapCbKoro 3acooy.
BBefeHHs 3MiH NPOTAroM 6-TW MiICALIB NiCNA 3aTBEPKEHHS;
CynyTHS 3MiHa
- 3miHKM Wwoao 6e3nekn/eddekTMBHOCTI Ta hapMakoHarisgy.
BHeceHHs abo 3miHa(u) A0 30608B'A3aHb Ta YMOB BUaadi
peecTpavuiiniHOro Noceig4YeHHs, BKIoYaoun MNniaH ynpasniHHA
py3ukamm (iHLWi 3MiHK) - 3MiHX BHECEHO A0 YacTvH V «3axoamn
3 MiHiMi3ayii pu3ukie», VI «Pe3ioMe nnaHy ynpas/iHHA
pv3nKamMmn», y 3B’A3KY i3 OHOB/IEHHMMN peKOMeHaLissMu
PRAC. Pe3siome MNYP Bepcia 1.2 fogaeTbCs.
BBefeHHs 3MiH MPOTAroM 6-TU MicALIB NicNs 3aTBEPKEHHS
295. | ®YBIKYTAH® | masb2% no5r, 15 TOB «MIBE YkpaiHa Mmi6e TM6X HimeuunHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasiB: 3miHu | Tuny - 3a UA/10307/02/01
r a6o 30 ry Ty6i; no YKPAIHA» ApuHaiimiTTens AZMiHICTpaTMBHI 3MiHX. 3MiHa Ha3BW JlikapcbKoro 3acoby - peyenmom
1 Ty6i B KAPTOHHiIlA 3MiHV BHECEHI W00 Ha3BW NikapcbKoro 3acoby.
nauui 3atBepmkeHo: PY3IIKYTAH (FUSICUTAN) 3anponoHoBaHo:
PY3IKYTAH® (FUSICUTAN) BBeaeHHS 3MiH NpOTAroM 6-1u
MiCALIB Micna 3aTBepAKEHHs
296. | XABPUKC™ cycneHsis gns nakcoCwmitKn Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasiB: 3miHu | Tuny - 3a UA/16497/01/02
1440 iH'exuin 1440 O[, AH EkcnopT BpuTaHis Bionogxikan3 C.A. 3MiHM LWoao 6e3nekn/edeKTUBHOCTI Ta papmakoHarnsgy. peyenmom
BAKUVHA ELISAno 1 mn (1 Nimiten BBeneHHs abo 3MiHM A0 y3araslbHEHUX AaHWX NPO cUcTeMy
ana [l03a 4Ns AOPOC/INX) chapmakoHarnsgy (BBefleHHs y3arasibHeHUx faHux npo
MPO®INAKT y thnakoHi; no 1 cuctemy dpapmakoHarnsigy, aMmiHa yrnoBHOBaXeH0i 0cobu,
KN hnakoHy B BiNOBifa/IbHOT 3a 34iICHEHHS hapMakoHarnsay; KOHTaKTHoOT
FENATUTY A | KapTOHHI KOpoobLi; 0cobu 3 hapmakoHarnsay 3asiBHVKa 415 34iCHEHHS

no 1 mn (1 po3a ansa
nopocnux)) B
ronepeAHLO
HaroBHeHOMY
LUNPUL Y KOMMNEKTI
3 10J1Koo; no 1

hapMakoHarnsagy B YkpaiHi, AKLWO BOHA BigMiHHA Bif,
YNOBHOBaXXEHOI 0CO6U, BifiNOBIAAbHOI 3a 3iICHEHHS
hapMakoHarnsgy (BK/IoYatoumn KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MilLEeHHI MacTep-ghaiina cucteMu papmakoHarnsgy) -
3MiHa YNOBHOBaXXEHOT 0CO6U 3asBHYVKA, BigNoBigabHOI 3a
dpapmakoHarnsg.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
LUNPULLY B KAPTOHHIi MponoHoBaHa pepakuis: Ap. NeHc-Ynbpix LUtermanH / Dr.
Kopo6ui; no 1 mn (1 Jens-Ulrich Stegmann, MD. 3MiHa KOHTaKTHUX JaHWUX
[03a gNns Aopociinx) YyNOBHOBaXeEHOT 0cobu, BignosiganbHOT 3a hapmakoHarnsag,.
y donakoHi; no 1 3MiHa HoMepy Ta MicLe3HaxoMKeHHS macTep-hainna
donakoHy B
KapTOHHIlA KOpo6L;
no 1 mn (1 gosa ans
nopocnux) B
nonepeAHL0
HanoBHEHOMY
LINPWLi Y KOMNNEKTI
3 rosiKoto; no 1
LUNPULLY B KAPTOHHIi
Kopobui
297. | XABPUKC™ cycneHsis gns nakcoCwmitKn Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasis: 3miHu | Tuny - 3a UA/16497/01/01
720 iH'exuin 720 O AiH ExkcnopT BpuTaHis Bionopxikans C.A. 3MiHM LWoAo 6e3nekn/edieKTUBHOCTI Ta dpapmakoHarnsgy. peyenmom
BAKUVHA ELISA, no 0,5 mn (1 Nimiteq BBefeHHs abo 3MiHM A0 y3ara/lbHEHUX AaHWX NPO cUcTeMy
ansa [o3a gns giten) y hapmakoHarnsgy (BBeAeHHS y3arasibHeHNX AaHnx npo
MPO®INAKT chnakoHax Nel a6o cuctemy dpapmakoHarnsgy, 3MiHa yrnoBHOBaXEHOi 0cobu,
NKIN nonepeaHL0 BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay; KOHTaKTHOI
FENATUTY A | HamnoBHEHNX 0ocobu 3 hapmakoHarnsgy 3asBHVKa AN 34iICHEHHS
wnpuuax Nely thapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA Bif,
KOMMNJIEKTI 3 rOf1IKOI0 YMNOBHOBaXXEHOT 0c0o6U, BiANOBIAaNbHOT 3a 34iACHEHHS
thapmakoHarnsgy (BKovatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-gaiiia cucteMu papmakoHarnsgy) -
3MiHa YNOBHOBaXXEHOT 0CO6U 3as1BHMKA, BifNoBigabHOI 3a
hapmakoHarnsg.
MponoHoBaHa peaakyis: [p. MeHc-Ynbpix LtermanH / Dr.
Jens-Ulrich Stegmann, MD. 3MiHa KOHTaKTHUX JaHWUX
YNOBHOBaXEHOT 0C06MU, BiANOBigabHOI 3a hapMmakoHaring,
3MiHa HoMepy Ta MicLe3HaxXoMKeHHS macTep-hainna
298. | XE/MMEKC® Tabnetkun no 4 Mosi Xenc LLBeiiuapi Megiton YropwuHa/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu | Tuny - 6e3 UA/9824/01/01
AHTUKONA, Tabnetkn y 6nictepi; 6X a dapmacbtoTikan IHais noJaHHs OHOB/IEHOro cepTucpikarty BignosigHocTi €® No. R1- peyernma

no 1 6nictepy B
KapTOHHI nayuj; no
4 TabneTkn y
6nicTepi; no 1
6nictepy B
KapTOHHIN nauvuj; no
10 nayokK y rpymnosii
KapTOHHIA ynakoBLi;
no 4 Tabnetkn y
6nicTepi; no 1
6nictepy B
KapTOHHIN nauvuj; no
20 nayvok y rpynosiii
KapTOHHIA ynakoBLi;

N1a., YropuwmHa;
CaBa Xenckea /T,
IHais

CEP 2002-020-Rev 08 ana A®| napaueTtamorny Bif,
3aTBEpxeHoro BMpo6Huka Farmson Pharmaceutical Gujarat
Private Limited, India Ha 3amiHy cepTudiikaTy BiAnoBIgHOCTI
€® No. R1-CEP 2002-020-Rev 07; 3i 3MiHOl0 Ha3Bu Ta
BMPOBHUYMX NOTYXXHOCTEW BUPOGHMKA Y BifNOBIgHICTb [0
OHOBJ/IEHOrO cepTudikaTy BigNOBIAHOCTI EBPONENCHKIN
hapmakonei; 3mMiHu | TMny - nogaHHA OHOBJIEHOro cepTuddikarty
BignosiaHoCTI E€Bponeiicbki hapmakonei (R1-CEP 2008-154-
Rev 01) Ha A®I| xnopcheHipamiHy mManear Bif Bxe
3aTBepAxeHoro BupobHuka Supriya Lifescience Ltd., India Ha
3amiHy cepTudikaty BignosigHocti €E® No. R1-CEP 2008-154-
Rev 00; 3i 3MiHOIO Ha3BW BMPOGHMKA Y BiANOBIAHICTb A0
cepTudikaTy BignoBigHOCTI €Bponeiickkili hapmakonei
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
no 10 Tabnetok y
6nictepi; no 1
6nictepy B
KapTOHHI/ nayuj; no
10 TabneTok y
6nictepi; no 1
6nictepy B
KapTOHHI nayuj; no
10 nayok y rpynosii
KapPTOHHIi ynakoBLUi
299. | XE/MMEKC® Tabnetku in bulk: no Mosi Xenc LLseiiuapi Megiton YropumHa/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu | Tuny - - UA/9864/01/01
AHTUKONA 5000 TabneTok y v6X A dapmachbloTikan IHAis noAaHHA OHOBMIEHOro cepTudikaty signosigHocTi E® No. R1-
noAgiliHomy NTa., YropwmHa; CEP 2002-020-Rev 08 ana A®Il napauetamony Big,
nosnieTueHoBoMy CaBa Xenckea J1ta, 3aTBepxeHoro Bupo6Huka Farmson Pharmaceutical Gujarat
nakeTi B KOHTelHepi IHAiA Private Limited, India Ha 3amiHy cepTudiikaTy BiANOBIAHOCTI
€® No. R1-CEP 2002-020-Rev 07; 3i 3MiHOIO Ha3BuK Ta
BMPOBHUYMX NOTYXXHOCTEW BUPOGHMKA Y BifMNOBIgHICTb [0
OHOBJ/IEHOrO cepTudikaTy BigNOBIAHOCTI EBpPONENCHKIN
thapmakonei; 3MiHu | Tuny - NoAaHHs OHOBJIEHOTO cepTudikaTy
BiagnoBiaHOCTI E€Bponelicbki hapmakonei (R1-CEP 2008-154-
Rev 01) Ha A®I| xnopcheHipamiHy mManear Bif Bxe
3aTBepaxeHoro BupobHuka Supriya Lifescience Ltd., India Ha
3aMiHy cepTudikaty BignosigHocti E® No. R1-CEP 2008-154-
Rev 00; 3i 3MiHOI0 Ha3BW BUPOGHMKA Y BiANOBIAHICTb A0
cepTudikaTy BignoBigHOCTI EBponelickkili hapmakonei
300. | XE/TNEKC® Tabnetku; no 4 Mosi Xenc Lseliuapi MegiTton YropwuHa/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu | Tuny - 6e3 UA/9825/01/01
AHTUKONA, Tabnetkn y 6nictepi; 6X a dapmacbtoTikan IHais nofaHHsA OHOB/IEHOro cepTuddikaty BignoBigHOCTI E€BpoONeChKi peyernma
DX no 1 6nictepy B Nta., YropwuHa; thapmakonei (R1-CEP 2008-154-Rev 01) Ha AdI

KapTOHHI nayuj; no
4 TabneTkn y
6nicTepi; no 1
6nictepy B
KapTOHHIN nauyuj; no
10 nayokK y rpymnosii
KapTOHHIA ynakoBL,i;
no 4 Tabnetkn y
6nicTepi; no 1
6nictepy B
KapTOHHIN nauvuj; no
20 nayvok y rpynosiii
KapTOHHIA ynakoBLi;
no 10 TabneTtok y
6nicTepi; no 1
6nictepy B
KapTOHHIN nauvuj; no
10 TabneTok y
6nictepi; no 1

CaBa Xenckea fita,
IHais

xnoppeHipaMiHy Masnieart Bif, BXe 3aTBEpKEHOro BUPOGHMKa
Supriya Lifescience Ltd., India Ha 3amiHy cepTudikaty
BignosigHocTi €E® No. R1-CEP 2008-154-Rev 00; 3i 3MiHOI0
Ha3BY BUPOOHMKA Y BIANOBIAHICTb A0 cepTudikaTy
BiANOBIAHOCTI E€Bponeiickkili hapmakone;
3MiHUW | TUNY - NOAAHHA OHOBMEHOTO cepTudikaTy
BignosigHocTi €EP No. R1-CEP 2002-020-Rev 08 ana Adl
napaueTtamony Bif, 3aTBepAXeHOro BMpo6Huka Farmson
Pharmaceutical Gujarat Private Limited, India Ha 3amiHy
cepTudikaty signosigHocTi €EP No. R1-CEP 2002-020-Rev 07;
3i 3MIHOK0 Ha3BM Ta BUPOBGHMYMX MOTYXXHOCTEN BUPOBHMKA Y
BiNOBIAHICTb 4O OHOBNEHOTO cepTudikaTy BiANOBIAHOCTI
€Bponeiicbkii hapmakonei
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
6nictepy B
KapTOHHIA nayuj; no
10 nayok y rpynosit
KapPTOHHI ynakoBUi
301. | XE/MNEKC® Tabnetku in bulk: no Mosi Xenc LLseiiuapi Megiton YropumHa/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu | Tuny - - UA/9722/01/01
AHTUKONA 5000 TabneTok y v6X A dapmachbloTikan IHAis noAaHHsA OHOBMIEHOTO cepTudikaTty BiANOBIAHOCTI EBPONENCHKI
DX noAgiliHomMy NTa., YropwmHa; thapmakonei (R1-CEP 2008-154-Rev 01) Ha AdI
nosnieTueHoBoMy CaBa Xenckea /1ta, xnopheHipaMiHy Masiear Bif, BXe 3aTBepKeHOro BUPOGHMKa
nakeTi B KOHTEHepi IHais Supriya Lifescience Ltd., India Ha 3amiHy cepTudikaTy
BignosigHocTi €® No. R1-CEP 2008-154-Rev 00; 3i 3miHO
Ha3BY BUPOGHMKA Y BIANOBIAHICTb A0 cepTudikaTy
BiANOBIAHOCTI E€Bponeiickbkili hapmakonei;
3MiHM | TUNY - NOAAHHA OHOBMIEHOTO cepTudikaty
BignosigHocTi €EP No. R1-CEP 2002-020-Rev 08 ana Adl
napaueTtamony Bif, 3aTBepAXeHOro BMpo6Huka Farmson
Pharmaceutical Gujarat Private Limited, India Ha 3amiHy
cepTudikaty signosigHocTi €EP No. R1-CEP 2002-020-Rev 07;
3i 3MIHOK0 Ha3BM Ta BUPOBGHMYMX MOTY)XXHOCTEN BUPOBHMKA Y
BiANOBIAHICTb A0 OHOBIEHOrO cepTudikaTy BigNOBIAHOCTI
€Bponeiicbkiit hapmakonei
302. | XENIAEPM Kpem no 20 1, no 40 ToBapucTso 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 3MiHu | Tuny - 6e3 UA/13321/01/01
nntoc raéono 100ry 06MeXeHoH 0bMexeHo AJMiHICTpaTVBHI 3MiHW. 3MiHa kogy ATX - 3MiHW BHECEHi [0 peyenma
Ty6i; no 1 1y6i y BignoBigasbHi BiANOBIA&/IbHICTIO IHCTPYKUIT 4158 MeQUYHOro 3acToCyBaHHA NiKapcbKoro 3acoby y
KOpO6Lii 3 KapTOHY CTIO "®apmMaueBTNYHa po3gin "®apmakoTepanesTuuHa rpyna. Kog ATX" BignoBigHo
"papmaneBTn KoMnaHisa "3gopos'a” [0 MikHapogHoro knacudikaropa BOO3
YHa KOMNaHis (https://www.whocc.no/atc_ddd_index/) 3aTBepaXeHo:
"3popos'a” [epmatonoriyni 3acobu. MNpenapaTty, WO CNpusioTb
3arolBaHHI0 (py6utoBaHHI0) paH. Kog ATX DO3A X50.
3anponoHoBaHo: Mpenapaty, Lo CNpUs0TL 3aroloBaHHI0
(py6utoBaHH0) paH. Kog ATX DO3A X. BBefeHHs 3MiH
NPOTArom 6-T1 MicsAUIB NicNs 3aTBEPAKEHHS
303. | XOMBIO®- Kpanni opasibHi no Xowmsiopa HimeuumnH Cintepa [4-p. HimeuunHa BHECEHHSA 3MiH [0 peecTpaLiiiHux maTepianis: 3miHun | Tuny - 6e3 UA/7321/01/01
PEBMAH 50 mn 'y donakoHi - ApuHaiimitTen a dpigpixc Mv6X i Ko. 3MiHK WoA0 6e3nekn/eddekTUBHOCTI Ta thapmakoHarnsgy - peyenma
KpanesnbHuui ; no 1 b Ap. KI OHOBJ/IEHHA TEKCTY MapKyBaHHA NePBUHHOT Ta BTOPUHHOT
donakoHy- XarefopH yNakoBKM NiKapCbKoro 3acoby
KpanesibHuLi B m6X i Ko. KI
KapPTOHHIi KOpoOLii
304. | LEPAKCOH® | po3uuH gns Peppep Icnanis Peppep Icnanis BHECEHHS 3MiH 10 peECTpaLiiiHNX MaTepianis: TEXHIYHA 3a UA/4464/02/01
nepopasibHOro IHTepHaujoHan IHTepHauioHab, nomwuska (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460), peyenmom
3acTocyBaHHs, 100 b, C.A. C.A. BunpaBneHo TeXHIYHY NOMWJIKY Y TEKCTI MapKyBaHHS

mr/mn no 30 mny
chnakoHi; no 1
hnakoHy Ta 1
[l03yBasIbHOMY
LUNPULLY B KAPTOHHIi
Kopo6ui; no 10 mny
cawle; no 10 calue

BTOPUHHOI ynakosku (dhnakoH no 30 mn) f13. 3a3HaveHe
BMMpaB/IEHHS BiAnoBigae apxiBHUM martepianam
peecTpaLiiiHoro focbe
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
(1x10; 2x5) B
KapTOHHI Kopoo6Li
305. | UEPBAPUKC | cycneHsis gns nakcoCmiTKn Benuka nakcoCmiTKnsaiiH Benebris BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3MiHu |l Tuny - 3a UA/16310/01/01
™ BAKUWHA | iH’ekuiii no 0,5 mn (1 AiH ExkcnopT BpuTaHis Bionomxikans C.A. 3MiHu Wwoao 6e3nekn/edekTUBHOCTI Ta hapMakoHarsgy. peyenmom
ana [03a) cycneHsii gns Nimiteq 3MiHa y KOpOTKili XxapakTepucTuLji NikapCcbKoro 3acoby, TeKCTi
NMPO®INTAKT iH'ekuin y MapKyBaHHs Ta IHCTPYKLii 4719 MeANYHOr0 3aCTOCYBaHHS Ha
KN nonepegHbL0 nigcrasi perynsipHoO OHOB/IHOBAHOTO 3BiTYy 3 6e3nekn
3AXBOPHOB HanoBHEHOMY nikapcbKoro 3acoby, abo focnimkeHb 3 6e3nekn 3acTocyBaHHS
AHb, WO LUNPWLi 3 NOPLUHEM i NiKapcbKoro 3acoby B nicrispeecTpayiinnii nepiog, abo sk
BUKMUKAKOT | koBnaukom y pe3ynbTaT OLiHKM 3BITY 3 AOC/IMKEHb, NPOBEAEHUX BiAMNOBIAHO
bCs KOMMNJIEKTI 3 rOf1IKOt0 00 nnaHy negiatpuyHux gocnigpxkeHs (PIP) (3miHa noTpebye
BIPYCOM (y 6nictepi) abo y NnoAasIbLLIOro 06rpYHTYBaHHS HOBMMM AOAATKOBUMY AAaHUMK) -
AAMIIoOMA ch1akoHi 3 MPo6GKOIo; 3MiHM BHECEHO [0 iHCTPYKLiT A8 MEeANYHOro 3aCTOCYBaHHS
noanHn no 1 nonepeaHbO nikapcbKoro 3acoby Ao po3ainis "IMyHOMOrivHi Ta 6ioM10rivHi
TUNIB 16 TA HarnoBHEHOMY BractmsocTi", "Oco6nBOCTi 3acTocyBaHHs", "AiTn" Wwoano
18 LUINpULLY 3 FOSIKO YTOYHEHHS iHhopMaLii KIHLEBUX pe3ynbTaTiB AOC/iIKEHb
a60 no 1 dhnakoHy B 6e3nekn Ta iMyHOreHHOCTi BakUMHW BIAMNOBIAHO A0 PilleHHs
KapTOHHI Kopo6Lyj; KOMMNETEHTHOro YNoBHOBaXXeHOro opraHy Committee for
no 0,5 mn (1 gosa) Medicinal Products for Human use EMA/CHMP/250569/2020.
cycneHsii ansa TepMiH BBEAE€HHS 3MiH NPOTAroM 6 micsAuiB nicns
IH'EKUin y 3aTBepKeHHsA
nonepegHLo
HarnoBHEHOMY
LUNPUL 3 MOPLUHEM i
KOBMaYKoM y
KOMMN/IEKTi 3 FO/IKOI0
(y 6nicTepi) abo y
ch1akoHi 3 MPo6KoIo;
no 1 nonepegHLo
HaroBHEHOMY
LUMPKLLY 3 FO/IKO0
a60 no 1 dpnakoHy B
KapTOHHI/ Kopobui
306. | LEPE3NM® NopoLIoK AN [keH3aiim HigepnaH [xenzaiim IpnaHg Ipnangis BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3MiHu | Tuny - 3a UA/8659/01/02
400 o4 NPUroTyBaHHSA tOpon B.B. an Nimites, lpnaHais CWA 3MiHM Woao 6e3nekn/edpeKTMBHOCTI Ta hapmakoHarnsaay. peyenmom
KOHLEeHTpaTy AN (BMPOGHMLTBO BBefeHHs1 abo 3MiHM [0 y3araslbHEHUX AaHVX MPO cucTemy
pO34nHy Ans KiHLLeBOro NpoayKTy chapmakoHarnsgy (BBefeHHs y3arasibHeHUX faHux npo

iHcpysiii no 400 Of, 1
a60 5 hnakoHiB 3
MOPOLUKOM Y
KapTOHHIlA KopooLi

(fill/finish), koHTpO/b
cepii, NakyBaHHs,
MapKyBaHHs,
MiCLIe3HaXOKEHHS
YNOBHOBaXeHOi
ocobu, BMNycK
cepil); JxeH3aim
KopnopeiiwH, CLUA
(chopmynoBaHHsA
npenapary); /loHua
Bionoaxikc, IHK.,

cuctemy chapmakoHarnsgy, 3MmiHa yrnoBHOBaXeHoi 0cobu,
BiANOBIA&/IbHOI 3a 34iiCHEHH:A hapMakoHarnsay; KOHTaKTHOI
0cobm 3 thapmakoHarnagy 3afBHVKa 4719 34iINCHEHHSA
hapMakoHarnsgy B YkpaiHi, KO BOHA BigMiHHA Bif,
yMOBHOB&XeHOT 0cobu, BigNoBiAaNbHOT 3a 34iACHEHHS
chapmakoHarnsgy (Bk/louatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
PO3MilLEeHHI MacTep-ghaiina cucteMu papmakoHarnsgy) -
3MiHa KOHTaKTHOI 0CO6M YNOBHOBaXKEHOI 0CO6YM 3asiBHUKA,
BiANOBIA&/ILHOT 32 hapmakoHarnsag, B YkpaiHi. NponoHoBaHa
pefaxuis: Xogakiscbka TeTsiHa BavecnasiBHa. 3MiHa
KOHTaKTHUX AaHWX KOHTaKTHOI 0CO6M YNOBHOBaXXEHOT 0CO6M
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
CLWA 3asBHUKa, BiANOBIAA/ILHOI 3a hapmakoHarnsag B YkpaiHi
(cbopmyntoBaHHsA
npenapary)
307. | ULE®MA MOPOLLIOK A8t ToBapuncTBo 3 YkpaiHa Cantotac ®apma HimeuunHa BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 3MiHu | Tuny - 3a UA/18064/01/01
ANTAYA Opa/IbHOT CyCneHsil, 06MeXeHOo 'M6X, HimeyunHa ABCTpist [OMOBHEHHS cneumdikalii HOBYM NOKa3HUKOM 3 BifNOBigHUM peyenmom
CYCINEHSIA 40 mr/5 mn, no 50 BiANOBIAA/TbHI (BTOPUHHE MeToAOM BUNPobyBaHHA "laeHTudikauis uednogokenmy
a6o 100 mny cTio "CaHpo3 nakyBaHHs); CaHgo3 npokceTuny MetogoM Y®"; 3amiHu | Tvny - BUNy4YeHHs
donakoHi; no 1 YkpaiHa" 'M6X - Bupo6Huya nokasHuka 3anax 06yMOB/IEHO €TUYHUMU MPUUNHAMMU - € PUSUK

hakoHy Ta Lwnpuuy
Y KapTOHHIli kopobLi

AinbHUUA
AHTWiHeKU,AHI TN3
Ta XiMiuHi onepauii
KyHane (AIXO N3

KyHanb), ABCTpis
(BUPOGHMLTBO "in
bulk", nepBrHHe Ta

BTOPUHHE

nakyBaHHs1,
TECTYBaHHS1, BUNYCK
cepii)

BVHVKHEHHS a/1epriyHOi peakuii y aHanitTuka. Takox napameTp
3arax YiTKo 3a3HayeHuii Sk 3acTapinuin y PernameHTi KoMmicii
(EC) Ne 1234/2008;
3MiHM | TUNY - BUNYyYeHHS napameTp “B’askicTb”(gaHui
NoKa3HUK CTaHAapTU30BaHUA [0 KOHLIEHTpaL,ii ONOMIXHOT
peyoBuHM Guar Galactomann npu po3po6Lii Nikapcbkoro
3aco6y); 3MiHu | TUNY - NpuBEAEHHS Y BIANOBIAHICTbL A0
€Bponeiicbkoto hapmMakoneeto TecT "MikpobionoriyHa
ynctoTa"; 3MiHM | TUNY - OHOBNEHHA METOZ, BUNPOGYBaHHS
«lgeHTudikauii uednogokcrmy npokcetTuny» metogom BEPX
(BHECEHO NOCKMaHHA Ha «KifIbKICHE BU3HAYEHHS
LechnoLOKCUMY NPOKCETUY); 3MiHW | TUMY - BHECEHHS
nocunaHHs Ha NpoBefeHHs TecTy pH BiANOBIAHO 40 NOTOYHOI
EP 2.2.3; 3miHn | TUNY - HE3HAYHA 3MiHa Y 3aTBEPAXEHUX
MeToZax BUNPOOYBaHHs «[OMILLKM», a CaMe OHOBJ/IEHHS
Onuncy BU3HAYEHHs cepeHbOoi MacK, KOpeKLis KpuTepiis
3HaueHHs1 RRF, 3miHa kpuTepiiB cTabinbHocTi cuctemm (SST);
3MiHM chopmarty nofaHHs iHpopmadii; 3miHu | Trny -
OHOBJ/IEHHSI METOAY BUNPOOYBaHHS «Ki/IbKiCHE BU3HAYEHHS
Led noAoKCUMyY NMPOKCETUITY», & CaMe OHOBJTHETLCS ONUC
BM3HAYEHHS cepefiHboT Macu, KOpeKLisl KpUTepiiB 3HaYeHHs
RRF, 3miHn kpuTepiis cTabinbHocTi cuctemmn (SST); po3umnH
NOPIBHAHHSA, KoediLjieHT cMMEeTPIT nika Ta TeOpeTUYHI Tapiskm
fopnaHi no SST-kpuTepiiB; pegakuiliHa npaska 40 NPUMITOK;
3MiHM popmarty 3 nogaHHAM iHcbopmau,ii Ta 3aTBepAKeHHS
MK$ 13 yKkpaiHCbKOK MOBOIO;
3MiHU | TUNY - OHOBJ/IEHHSA METO/ BUNPOOYBaHHA «KiflbKiCHe
BM3HAYEHHS HATPIlO 6eH30aTy», a came OHOB/IEHHSI ONUCY
BM3HAYEHHS CepefHbOi Macu, KOPEKLs KpUTepIiB 3Ha4eHHS
RRF, 3MiHM KpuTepiiB cTabinbHoCTi cuctemu (SST); po3unH
NOPIBHAHHSA, KoediLjeHT cMMeTPIT nika Ta TeOpeTUYHI Tapiskm
JopaHi o SST-kpuTepiiB; pegakuiiHa npaska A0 NPUMITOK;
3MiHK chopmaTy nofaHHsA iHopMaLir;
3MiHK | TURY - 3 OMMCY TECTY 3a MOKA3HMKOM «30BHiLLHIN
BUMNSA» BUTYYEHO HAA/IMLLKOBY iHGDOPMALLiI0 Ta CKOPOUEHO
onunc npoueaypy A0 «OLiHKa 30BHILLUHLOTO BUTNSAAY MOPOLLKY
Ta roToBOI 10 BUKOPWUCTaHHSA CycneHsii (Hanpuknag,
Bi3yasibHa)»; 3MiHW | TUMy - OHOBNIEHO aHaNITUYHUI METOZ,
«ifleHTuiKaLia HaTpito 6eH3oaty» metogom BEPX; vac
yTpMMaHHs1 6eH30aTy HaTpil0 Ha XpomaTtorpamax eTaJloHHOro
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

PO34MHY Ta AOCAiLKyBaHOrO PO34nHY Mae BifnoBsigatu
(o3Havae «BignoBigae», AK 3a3HayeHo B cneumdikauii); 3miHn |
TUNY - OHOB/IEHO aHaNITUYHUIA MeTog, «iaeHTudikauia 3anisa
okcua» (KonbopoBa peakLiisl) BHECEHO NMPUMITKY «KOHTPOJb
NPOBOAUTLCS NKLLE 3a 3anUTOM>», OCKISIbKM 3MiHa 4acToTu
TecTyBaHHS BifnoBigae KepiBHULTBY 3 TEXHIYHUX
xapaktepucTtuk: Mpoueaypn BUNpobyeaHb Ta kputepii
NPUAHATTA HOBUX NIKAPCbKUX PEYOBMH Ta HOBUX NiKAPCbKNX
3aco6iB: XimiyHi pevyoBnHu (CPMP/ICH/367/96) Lwopao
TeCTyBaHHS ONOMDKHVNX PEYOBUH; 3MiHU | TUMY - OHOB/IEHO
MeToz BUNpobyBaHHA «ifeHTUdikauis Lecnofokcumy»
meTogom TLUX, a came 3MiHW NiAroTOBKM €Ta/IOHHOIo Ta
BMNPOGYBa/IbHOIO PO34uMHY, Ta 3Ha4eHHs Rf 6ynv oHoBNEHi;
iaeHTugikauia metogom TLX € anbTepHaTUBO igeHTUdikauii
MeTodoMm Y® ans uednofoKCMMy NPOKCETUY; BHECEHO
peAakuiiHi npaBku; 3MiHW | TUNY - BUlyYEHHS MOKa3HuKa
«no6iyHnit npogykt ATMO-ADCA-PROX»; no6i4Hi NpoayKTu
He NOBUHHI BYTW BKOYEHI A0 cneundikaLii roToBoro
NPOAYKTY, OCKINIbKN BOHU KOHTPOJTHOIOTLCS B JTIKAPChKIiA
PEYOBUHI BiANOBIAHO A0 NPUMITKM 418 TEXHIYHUX BKa3iBOK:
Mpoueaypy BUNpobyBaHb Ta KpUTEPIi NPUAHATTS HOBUX
NiKapCbKUX PEYOBMH Ta HOBWX JliKapCbKMX 3ac06iB: XiMiyHi
peyoBuHu (CPMP/ICH/367/96); 3miHu | TUNY - foAaHHsA
aNlbTEPHATUBHOIO BUNPOOYBaHHSA [/18 TECTY «KiflbKiCHE
BM3Ha4YeHHs Lednogokcnmy» metogom HBEPX go
3aTBEepKEHOro Metoay aHanizy metogom BEPX; 3MiHu | Tuny
- 0Ofi@HHA anbTepHaTUBHOIO BUNPOOYBaHHA ANA TeCTy
«poMiWKn» metogom HBEPX go 3atBepaxeHoro metogy
aHanisy metogom BEPX; 3miHu | Tvny - 3amiHa meTtoay
BMNPOBYBaHHA “BTpaTh B Maci Npu BUCYLLYBaHHI» Ha
BMNpoGyBaHHA "BmicT Bogn”(EP.2.5.32); 3miHM | Tuny - 3MiHu B
onuci TeCTy “pecycneH30BaHOCTL" BUAaIeHHS 3aliBoi
iH(hopMaLii Ta NOBHWI TEKCT 3a3HAYEHO «BU3HAYEHHS
pecycrneH30BaHOCTi FOTOBOI 0 BUKOPVCTaHHS CyCneHsii nicns
BUTPUMKU 24 rofnHW». AganTauis oopmMm nofaHHs
iHchopmawii; 3miHu | TUNY - 3MiHK B onuci TecTy
«CYCMNEH30BaHICTb»; 3MiHW | TUNY - AOAAHHA abTepHaTUBHOIO
TECTY «KiJIbKiCHe BU3Ha4YeHHs HaTpito 6eH3oaty» (HBEPX
HaABUCOKoeheKTNBHA pigMHHA XpomaTorpadis) 40
3aTBEPMKEHOro MeTogy BunpobysaHHs (BEPX); amiHu | Tuny -
BUTYYEHHS HAAIMLIKOBOT iHChopMaLii 3 onncy MeToauku
BuNpobyBaHHA 13 3a NnokasHUKoM «OAHOPIAHICTb A030BaHNX
OZMHULIb» Ta CKOPOTUTU OMWC TECTY A0 «rPaBiMeTpuyHe
BM3HAYEHHA Macu HanoBHEHHS»

308.

LE®OTPVH

NOPOLLIOK A/1A
pO34MHYy A5 iH ek
nolr, 1 dpnakoH 3

AHaHTa
Megikeap /T4,

Benuka
BpuTaHis

"BeHyc Pemegic
Nimiteq", IHAis;

AHaHTa Megikeap

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu | Tuny -
3MiHM 3 SKOCTi. F0TOBUIA NiKapCbKuiA 3aci6. 3MiHW y
BMPO6GHUUTBI. 3amiHa abo BBeEHHS 10A4ATKOBOI AiNbHULL

3a
peyermom

UA/12006/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsi0o4YeHHs

MOPOLUKOM B
KapTOHHilA KopooLi

Nimiteq, IHAisa

BMPOOHMLTBA /151 YACTVWHM abo BCbOro BUPOBHMYOro npoLecy
rOTOBOrO JliKkapcbKoro 3acoby (AiNbHULSA, Ha kil NPOBOASATLCA
6yAb-AKi BUPO6HUYI CTaAji, 3a BUHATKOM BUNYCKY cepil,
KOHTPO/HO AKOCTi Ta BTOPUHHOTO MakKyBaHHS A5 CTEPUIIbHUX
nikapcbkunx 3acobis (BK/IOYaOYM BUPOGIEHi acenTuyHum
METOA0M), KpiM JliKapCbKMX 3ac06iB
6i010ri4YHOro/iMyHOOrNYHOT0 NOXOMKEHHS) CynyTHS 3MiHa -
3MiHu 3 siKocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHULTBI. 3amiHa abo BBEAEHHS [0AaTKOBOI AiNTbHUL
BMPOOHMLTBA 151 YACTVWHM ab0 BCbOro BUPOBHNYOro npoLecy
roToBOrO Nikapcbkoro 3acoby (AiNbHNLA 415 BTOPUHHOTO
nakyBaHHs1) BBeleHHSA [4O0AATKOBOI Ai/TbHNLi BUPOGHMLITBA
roTOBOrO Jlikapcbkoro 3acoby - AHaHTa Megikeap JlimiTeps,
IHAis. BBegeHHs 3MiH NpoTaroM 3-x micauis nicns
3aTBEPMKEHHSA. 3MiHKM | Tuny - 3MiHK Woao
6e3nekn/edpekTnBHOCTI Ta chapmakoHarnsagy (iHwi 3MiHn)
PeparyBaHHs iHCTPYKLiT A1 MeANYHOTO 3aCTOCYBaHHS
niKapcbKoro 3acoby y po3ginax "BupobHuk",
"Micue3HaxomKeHHs1 BUPOGHYMKa Ta MicLie MPOBapKEHHS A0r0
OiSNbHOCTI" 4N MOXAMBOCTI APYKYBaTW IHCTPYKLUIT Ans
MEeAMYHOro 3aCTOCYBaHHSA NiKapCbKOro 3acoby A/151 KOXHOro
BMPOGHMKa OKpeMO. BBeaeHHs 3MiH MpoTArom 3-x micsuis
nicnsa 3aTBepiKeHHs
3MiHu | TMNY - 3MiHK 3 AKOCTi. FOTOBUIA NiKapCbkuii 3aci6.
3MiHN Yy BUPOGHMLTBI. 3MiHa iIMNopTepa/3MiHu, L0 CTOCYIOTLCA
BUMYCKY Cepii Ta KOHTPO/II0 AKOCTi FOTOBOTrO NiKapCbKOro
3acoby (3amiHa abo foaaBaHHS BUPOOHMKa, LLO BiANOBIAAE 3a
BBE3€HHs Ta/abo BMMNycK cepii) - Bknovaroun
KOHTPONb/BUNPOBYBaHHSA cepil - BBEAEHHSA [,04ATKOBOI
AiNbHUL BUPOBHMLTBA rOTOBOIO /iKapCbKOro 3acoby - AHaHTa
Megikeap flimitea, IHAIS. 3MiHW BHECEHI B iHCTPYKLil0 Ans
MeAMYHOro 3acTOCyBaHHA NikapCbKoro 3acoby y po3ginu
"Bupo6HuK", "MicLe3HaxomkeHHsA BUPOGHMKa Ta agpeca micus
NPOBaKEHHS MOro AisNIbHOCTI" K HACIAOK NOSBY
[0[aTKOBOro nakyBaHHs 151 iHLWOro BUpPobHVKa. BBeaeHHA
3MiH NPOTAroM 3-X MiCALB NiCNA 3aTBEPMKEHHS.

309.

LE®TPUAKC
OH AHAHTA

NOPOLLIOK A/1A
PO34UHY ON151 iH'EKLi
no 2r, 1 conakoH 3

MOPOLLKOM Y KOpO6Li

AHaHTa
Megikeap N14.

Benuka
BpuTaHis

Csicc lNepeHTepanc
Nta., IHAis; AHaHTa
Megikeap flimiTes,

IHais

IHais

BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 3MiHu | Tuny -
3MiHu 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa iMNopTepa/3MiHN, L0 CTOCYIOTbCA
BUMYCKY Cepii Ta KOHTPO/IIO AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo foaaBaHHS BUPOOHMKa, LLLO BiANOBIAaE 3a
BBE3€EHHS Ta/abo BMnyck cepii) - Bknoyatoun
KOHTpONb/BMNpOGYBaHHSA cepii. BBefeHHs f0AaTKOBOI
OiNbHUL BUPOBHMLITBA FOTOBOrO NiKapCbKOro 3acoby - AHaHTa
Megikeap flimitea, IHAis. Takox BHECEHI B IHCTPYKLiO 4115
MeAn4YHoro 3actocyBaHHs 13 y p. "BUpobHuK",
"MicLe3HaxomKeHHs1 BUPOGHMKa Ta ioro agpeca micus

3a
peyenmom

UA/17157/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsi0o4YeHHs

NPoBaKEHHSA AiSNbHOCTI" AK HACMIAOK NosiBa A0AATKOBOrO
nakyBaHHs. BBeJeHHs 3MiH NpoTAroM 3-x MicsiLiB nicns
3aTBepMKEHHSA. 3MiHuW | Tuny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy (iHwi 3miHn).
PeparysaHHs iHCTPYKUIT 4158 MeAUUYHOro 3actocyBaHHs 13y p.
"BMpo6HMK", "MicLie3HaxompkeHHs1 BUPOGHMKA Ta ioro agpeca
MiCLiAl NPOBAKEHHS AiS/IbHOCTI" ANS MOX/IMBOCTI ApyKyBaTh
IHCTPYKLi 4151 KOXHOrO BUPOGHMKa /13 okpeMo. BBeeHHS 3MiH
npoTArom 3-x MiCAUIB MiCNA 3aTBEPMKEHHA. 3MiHK | TNy -
3MiHM 3 KOCTi. F0TOBWIA NiKapCbkuii 3aci6. 3miHM y
BUPOGHULTBI. 3amiHa abo BBeeHHSA 404ATKOBOI AiNbHULL
BUPOBHMLTBA A/151 YacT1HM abo BCbOro BUPOGHNYOr0 npoLecy
rOTOBOrO JliKkapCcbkoro 3acoby (AiNbHULSA, Ha SKill NPOBOASATHLCSA
6yab-sKi BAPO6HUYI CTaAji, 3a BUHATKOM BUMNYCKY cepil,
KOHTPOJH0 SKOCTi Ta BTOPUHHOTO MakKyBaHHS A5 CTEPUIIbHUX
NiKapCcbKNx 3acobiB (BKIOUAOUY BUPOGEHi acenTuiHum
MEeTOA0M), KpPiM JliKapCbKMX 3ac06iB
6i010r4YHOro/iMyHOMOrYHOTO NOXOKEHHS). BBEAEHHS 3MiH
npoTArom 3-x MicsALiB Mic/1sA 3aTBepMKeHHs. CynyTHS 3MiHa -
3MiHu 3 siKocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3amiHa abo BBEAEHHS [0AaTKOBOI AiNTbHUL
BMPOOHMLTBA 151 YACTVHM abo BCbOro BUPOBHMNYOro npoLecy
roToBOro Nikapcbkoro 3acoby (AiNbHNLA 415 BTOPUHHOTO
nakyBaHHs) - BBE[leHHS 404aTKOBOT AifIbHULI BUPOBGHULTBA
roTOBOrO Jlikapcbkoro 3acoby - AHaHTa Megikeap JlimiTeps,
IHAis. BBeeHHs 3MiH NpoTaroM 3-x micsuis nicns
3aTBEPAKEHHS.

310.

LE®TPUAKC
OH AHAHTA

NOPOLLIOK A/1A
PO34UHY ON151 iH KL
nolr, 1dmnakoH 3

MOPOLLKOM Y KOpO6Li

AHaHTa
Megikeap N14.

Benuka
BpuTaHis

Csicc lNepeHTepanc
Nta., IHAis; AHaHTa
Megikeap fimiTes,

IHais

IHais

BHECEHHS 3MiH IO peecTpaviiiHix maTepianis: 3MiHu | Tuny -
3MiHu 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa iMNopTepa/3MiHN, L0 CTOCYIOTbCA
BUMYCKY Cepii Ta KOHTPO/IIO AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo foaaBaHHS BUPOOHMKa, LLLO BiAMNOBIAae 3a
BBE3€EHHS Ta/abo BMnyck cepii) - Bknovatoun
KOHTpONb/BMNpOGYBaHHSA cepii. BBefeHHs f0AaTKOBOI
OiNbHUL BUPOBGHULITBA FOTOBOrO NiKapCbKOro 3acoby - AHaHTa
Megikeap flimitea, IHAis. Takox BHECEHI B IHCTPYKLiO An1S
MeAn4YHoro 3actocyBaHHs 13 y p. "BUpo6bHuK",
"MicLe3HaxomKeHHs1 BUPOGHMKa Ta iioro agpeca micus
NPOoBaf)KEHHA AiS/IbHOCTI" AK HACNIAOK NosiBa AOAATKOBOIO
nakyBaHHs. BBeeHHS 3MiH NpoTarom 3-x MicauiB nicns
3aTBEPKEHHS. 3MiHM | TUny - 3MiHK Woa0
6e3nekn/edekTBHOCTI Ta hapmakoHarnsagy (iHwi 3miHn).
PeparyBaHHS IHCTPYKLU|i AN MeAMYHOro 3acTocyBaHHsA /13y p.
"Brpo6HuMK", "Micue3HaxomKeHHs BUPOOHMKa Ta iloro agpeca
MiCLA NPOBAMKEHHS AiS/ILHOCTI" ANS MOX/MBOCTI ApyKyBaTH
IHCTPYKLi 415 KOXXHOrO BUPOGHMKa /13 okpeMo. BBeAeHHS 3MiH
NpoTArom 3-X MicALiB Nicnsa 3aTBepMKeHHs. 3MiHu | Tuny -
3MiHM 3 aKocTi. [0ToBWIA NikapCbkuii 3aci6. 3MiHU y

3a
peyenmom

UA/17157/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
BMPOGHMLTBI. 3amiHa abo BBEAEHHS [0AaTKOBOI Ai/TbHNL
BMPOBHMLTBA 4151 YACTVHM @bo BCbOro BUPOBHMYOro npoLecy
rOTOBOrO JliKapCbKoro 3acoby (ainbHULA, Ha AKiii NpoBOAATLCA
6yab-sKi BAPO6HUYI CTaAji, 3a BUHATKOM BUMYCKY cepil,
KOHTPO/I0 SKOCTi Ta BTOPUHHOTO MakKyBaHHS A5 CTEPUIbHUX
nikapcbknx 3acobiB (BKIOYAKOUM BUPOGIEHI acenTuyHum
MeTOZOM), KpiM fikapcbknx 3acob6iB
6i0/10riYHOr0/iMyHO/OrYHOrO NOXOPKEHHS). BBEAEHHS 3MiH
npoTArom 3-x MicALiB Nicnsa 3aTBepmikeHHs. CynyTHA 3MiHa -
3MiHM 3 KOCTi. F0TOBWIA NiKapCbkuii 3aci6. 3miHM y
BUPOGHULTBI. 3amiHa abo BBeeHHSA 404ATKOBOI AiNbHULL
BUPOBHMLTBA A/151 YacT1HM abo BCbOro BUPOGHNYOr0 npoLecy
rOTOBOrO J1iKapCbKOro 3acoby (AiNbHULSA 4715 BTOPUHHOIO
nakyBaHHS) - BBE[JEHHS [,0aTKOBOI AiNbHUL BUPO6HULTBA
roTOBOrO JliKapcbkoro 3acoby - AHaHTa Megikeap JlimiTes,
IHAjA. BBEAEHHS 3MiH NpoTarom 3-x MicAuiB nicns
3aTBEPAKEHHS.
311. | UE®TPUAKC | nopoLuok ans TOB "tOpis- YkpaiHa TOB "lOpis-®apm", YkpaiHa BHECEHHS 3MiH [0 peecTpavliiHiX maTtepianis: 3MiHu | Tuny - 3a UA/18131/01/01
OH OPIA- npuroTyBaHHsA Papm” YkpaiHa (nakyBaHHs 3MiHV BHECEHI [0 iHCTPYKLiT 4719 MeANYHOro 3acTOCyBaHHS peyenmom
DAPM PO34UHY ON151 iH'EKUIA i3 popmu in bulk niKkapcbKoro 3acoby y po3gisin "OcobanBOCTi 3aCTOCYBaHHA",
no 1000 mr, 1 HCMC Xe6eit "Mo6iuHI peakuii BigNOBIAHO A0 OHOB/EHOI iHhopmaLii Wwoao
chnakoH 3 XyamiH 6e3neku gjloyoi pevyoBnHU. BBeAeHHS 3MiH NpOTArom 6-Tu
nopotukom; no 1 a6o dapmacbioTikan MiCSILiB MicNs 3aTBeKEHHS
no 10 chnakoHis y KomnaHi NlimiTes,
Kopobui Kutait)
312. | UMKNOKYTA nak ons Hirtis TOB «MIBE YkpaiHa Mmi6e MM6X YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | TUny - 6e3 UA/18077/01/01
H® nikysanbHuii, 80 YKPAIHA» ApuHalimiTTensb, HimeuunHa noAaHHa HOBOro cepTudikaTy BigNoBiAHOCTI EBpoNelichKii peyenma
Mr/r, No 3 T PO34YNHY HimeyunHa Monbua thapmakonei RO-CEP 2015-365-Rev 01 Big HOBOro BUPOGHMKa
y thnakoHi; no 1 (BUPOBHVK, Olon S.P.A., Italy aito4oi peyoBrHU LMKIONIPOKC. 3a3HavYeHHs
chnakoHy y BiANoBiAaIbHNIA 3a BVMPOGHMYMX AiNIbHULb 4717 BXEe 3aTBEPAKEHOr0 BUPO6HMKaA
KomnnexTi i3 10 BMPOGHMLTBO "in PCAS, Longjuneau, France; 3anponoHosaHo: R1-CEP 2004-
wnarenis B kaceTi, bulk", nepsrHHe Ta 010-Rev 01 CEP holder: PCAS, Longjuneau, France
TpuMayem wwnartens, BTOPUHHE Manufactures PCAS Finland Oy, ®iHAsHAiA (BUPOGHULTBO
TamnoHamu ans nakyBaHHs, aitoyoi pevoBnHn) PCAS COUTERNE, ®paHuia (BUpobHULTBO
OUMLLIEHHA Ta KOHTpO/b cepii Ta npomixHoro npoaykty) PCAS BOURGOIN, ®paHuis
nuaoYkamu 4ns BUMyck cepii); CYH- (Bpo6HMLTBO NpomixHoro npoaykty) CEP holder: Olon
HIrTiB y nayui $®APM Cn. 3 0.0., S.P.A., Rodano/Milano, Italy (BMpo6HMLTBO Ajt040i peyoBUHM)
MonbLa (BUPOGHUK, Manufactures Olon S.P.A., ITanist (BUpOGHULITBO Aito4oi
BiANoOBiAaIbHNIA 3a peyosunHu) Derivados Quimicos S.A.U., Icnanis (BUpo6HULTBO
BTOPVHHE NPOMIXXHOro NPOAYKTY); 3MiHU | TUNY - BBEAEHHA nepioay
nakyBaHHs) NOBTOPHMX BUNPOoByBaHb AP| LIKNOMIPOKCY Bif, BUPOOHUKA
Olon S.P.A., Italy 60 MicAUIB Ha OCHOBI MO3UTUBHUX
pe3ynbTaTiB AOBrOCTPOKOBUX AOC/iIKEHb CTabiNbHOCTI y
peanibHOMY 4aci
313. | UANPOJNIET® | Tabnetku, BKPUTI O-p Peppi'c IHgis [O-p Peppj'c IHais BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasiB: 3miHu | Tuny - 3a UA/2034/02/01
NNiBKOBOO NabopaTtopic Na6opatopic 3MiHW BHECEHI [0 iHCTPYKUiT 4151 MeMyYHOro 3acTocyBaHHs peyenmom

060/10HKOH0, N0 250

14

Nimiteq, IHgis; O-p

niKkapcbKoro 3acoby y po3aisin "OcobanBOCTi 3aCTOCYBaHHSA",
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
mr; no 10 TabneTok Pepgi'c "Mo6iyHi peakwyji" BigNOBIAHO A0 OHOBMEHOI iHChopMaLii 3
y 6nictepi; no 1 Na6opaTopic N14, 6e3neku gjloyoi pevyoBnHU. BBeAEHHS 3MiH NPOTAroM 6-Tu
6nicTepy y nauui Brpo6Huya MicSLiB NicNsA 3aTBEPAYKEHHS; 3MiHW | TUMY - 3MiHW BHECEHO [0
AinbHuus — |1 yacTuH | "3aranbHa iHchopmauisa. AgmiHicTpatuBHi gaHi, |l
«Cneuudpikauisi 3 6esnekn», lll «MnaH 3 dhapmakoHarnagy», V
«3axoay 3 MiHiMi3auii pusukie», VI «Pestome nnaHy
ynpaBiHHA pusnkammn», VIl «ogatku» y 38’3Ky 3 OHOB/IEHSIM
iHhopmaLii 3 6e3nekn AitoHoi peHoBUHM 3a peKOMeHaauier0
PRAC. Pestome MYP Bepcia 1.1. gofaetbca. BeegeHHA 3MiH
NPOTArom 6-T1 MiCALIB MiCNA 3aTBEPAKEHHS
314. | UNNPONET® | Tabnetku, BKPUTI O-p Peppi'c IHAis [O-p Peppi'c IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | TUny - 3a UA/2034/02/02
nNiBKOBOIO Nab6opaTtopic NabopaTtopic 3MiHN BHECEHI A0 IHCTPYKUIT 415 MEeANYHOrO 3aCTOCYBaHHS peyenmom
o6onoHkoto, no 500 nrp Nimitea, IHais; O-p nikapcbKoro 3acoby y po3ginu "OcobanMBOCTi 3acToCyBaHHS",
Mmr; no 10 TabneTok Pepai'c "Mo6iyHI peakuii BigNOBIAHO L0 OHOBJIEHOI iHhopMmaLlii 3
y 6nicTepi; no 1 Nab6opaTopic /Tg, 6e3rnekun 4ityoi pevyoBuHN. BBeeHHS 3MiH NpoTSArom 6-tm
6nicTepy y nauui Brpo6Hnya MiCSLIB NicNsA 3aTBEPAYKEHHS; 3MiHW | TUMY - 3MiHW BHECEHO [0
AinbHuus — 1 4yacTuH | "3aranbHa iHhopMauis. AaMiHiCTpaTuBHI AaHi, I
«Cneuudikauisi 3 6esnekn», |l «MnaH 3 dhapmakoHarnagy», V
«3axoay 3 MiHiMi3auii pu3ukie», VI «Pe3iome nnaHy
ynpasniHHA pusmkamm», VIl «loaatkus» y 38’A3Ky 3 OHOB/IEHSIM
iHchopma,ii 3 6e3nekun Ajryoi pevyoBnHN 3a pekoMeHaaLieto
PRAC. Pe3siome MYP Bepcisa 1.1. gofaetbca. BBegeHHs 3MiH
NPOTArom 6-Tu MiCALIB MicNA 3aTBePAKEHHS
315. | UWACNNATUH | koHueHTpar ans EBEBE AscTpis EBEBE ®apma ABcTpis BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/0032/01/01
"EBEBE" pO34uHy aons Papma lec.m.6.X. Haor. KT, HimeyunHa [OONOBHEHHS cneumdikayii (Ha BUMYCK Ta Ha TepMiH peyenmom
iHcpy3iiA, 1 mr/mn; no Fec.m.6.X. ABCTpist (NOBHWA NpUAATHOCTI) Ta METOAIB KOHTPOHO AOMILLKOO LiMC-
100 mn (100 mr) y Hdor.KI LKA BUPOGHMLTBA); AiammiHTeTpaxnoponnatuHata (IV), 3 kputepiem NPURHATHOCTI
thnakoHi; no 1 3eibepcopd He 6inbLe 0,4 %
donakoHy B Na6op M'vbX,
KapTOHHI KopoobLi ABCTpIs
(TecTyBaHHs);
Nabop /1C CE & Ko.
KI, HimeuunHa
(TecTyBaHHs); MIM/N
Mikpo6ionoriwec
Mptochnabop M6X,
ABCTpIs
(TecTyBaHHs)
316. | UACNNATUH | koHueHTpaT ans EBEBE ABCTpIst EBEBE dapma HimeuunHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasiB: 3miHu | Tuny - 3a UA/0032/01/02
"EBEBE" pO34uHy Oons dPapma lec.m.6.X. Hopr. KT, ABCTpis [OOMNOBHEHHS cnevumdikayii (Ha BUMYyCK Ta Ha TepMiH peyenmom
iHdpy3iiA, 0,5 mr/mn lec.m.6.X. ABCTpIs (NOBHWIA npuaaTHOCTI) Ta METOAIB KOHTPOO [OMILLKO LuC-
no 20 mn (10 mr) Hdor.KI LMK BUPOOHMLTBA); piammiHTeTpaxnoponnatmHata (1V), 3 KpuTtepieM NPUAHATHOCTI

a6bo no 50 mn (25 3eibepcopd He 6inbLe 0,4 %
Mr), a6o no 100 mn Na6op MvoéX,

(50 wmr) y chnakoHi; ABCTpIst

no 1 dosiakoHy B (TectyBaHHs);
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KapTOHHI KopoobLi Na6op /1C CE & Ko.
K", HimeuunHa
(TectyBaHHs); MM/
Mikpob6ionoriwec
Mptochnabop M6X,
ABCTpIsA
(TecTyBaHHs)
317. | KOHIBIT TabneTku, BKPUTI AT YkpaiHa AT "KNIBCbKWN YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3miHu Il Tuny - 6e3 UA/5450/01/01
NNiBKOBOO "KNIBCbKWM BITAMIHHU 3MiHu 3 sKocTi. A®l. Bupo6bHMLTBO. 3MiHA BUPOGHMKA peyenma
060/10HKO10, M0 10 BITAMIHHUIA 3ABO4" BMXIZAHOro/NPOMIXHOro NPoAYyKTy/peareHTy, Lo
Tabnetok y 6nictepi; 3ABOA" BMKOPVCTOBYHOTbCA Y BUp0o6HUYOMYy npoueci A®l, abo 3miHa

no 3 6nictepu y
nauui

BMPOOGHMKa (BKtoYatoun, e HeobxigHo, MicLe NPOBeAEHHS
KOHTposito sikocTi) APl (3a BigcyTHOCTI cepTudpikata
BiANOBIgHOCTI EBponeiickbkili hapmakonei y 3aTBepaKeHoMy
[l0Cb€)(BBEAEHHS HOBOIO BUPO6HMKa AD| 3 HafaHHAM MacTep-
thaiina Ha A®I) - 3miHa noB’A3aHa 3i 3MiHOK BMPOBHUYOI
AiNbHULI Big, BXXe 3aTBepAXeHOro BUpo6HuKa TiamiHy
rigpoxnopugy «Huazhong Pharmaceutical Co., Ltd.», China
(3aTBepmKeHa BUpo6HMYa ginbHuua: No. 71 West Chunyuan
Road, Xiangyang, Hubei, China; 3anponoHoBaHa BMpPOGHMYa
ginbHnus: No. 118 Xianshan Road, Xiangyang City, Hubei
Province). Cy6cTaHujia Tiaminy rigpoxnopug 3 HOBOT Ta
3aTBEPMKEHOT BUPOBHNYMX AiNbHULE MAE CyMipHi cnoci
BMPOOHULITBA TA ONWUC METOAY CUHTE3Y

B.o. I'enepanbHoOro gupexkropa Jlupekropary
(hapmarieBTHUHOrO 3ab0e3meyeHHs

Isan 3AZIBOPHUX




	МІНІСТЕРСТВО ОХОРОНИ ЗДОРОВ’Я УКРАЇНИ
	НАКАЗ

