NEPENIK

Jopartok 1
po Hakasy MiHicTepcTBa OXOpPOHU

304,0POB’A YKpaiHu

Ne

NIKAPCbKUNX 3ACOBIB, WO NPOMOHYOTbLCA A0 AEP>XABHOI PEECTPALIJI

Ne
n/n

Ha3zsa sikapcbko20
3acoby

dopma sunycky
(nikapcbka cpopma,
ynakoska)

3asBHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
BionycKy

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

ASALMTUANH
LINANA

niodpinizat ANns po3vnHy
NS iH ekuii no 100 mry
onakoHax Ne 1; no 1
h1aKoHyY Y KapTOHHIlA
KopoobLi

Lnnna Megikea
Nimiten

IHais

Lnnna Megikea
Nimiten

IHais

peecTpauis Ha 5 pokis

MepiognyHICTb NOgAHHS
perynsipHo
OHOB/IOBAHOIO 3BITY 3
6e3neku, BigNOBIAHO A0
Mopsaaky 34iACHEeHHS
thapmakoHarnsgy,
3aTBEPKEHOr0 HaKasom
MiHicTepcTBa OXOPOHU
30,0p0OB’A YKpaiHu Bif, 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULi
Ykpainm 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOpPOHU
3[10pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HayYeHMun y
nepioguYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6esneku.

3a
peuyenmom

He
nionsieae

UA/18595/01/01

ANb®APEKIH®
IHTEP®EPOH
ANb®A-2B
PEKOMBIHAHTHWIA
N ANHN

niodpinizat gns po3unHy
Ans iH'ekuii no 3 MH
MO; no 3 miH MOy
chnakoHax, no 10
hnakoHiB 3
nioghinizatom y
KapTOHHI KopobLi; no 5
doN1akKoHIB 3

TOB "BANAPTIH
PAPMA"

YKpaiHa

BVMPOGHMLTBO 3
chopmu "in bulk"
hipMU-BMPOGHMKA
TOB "HaykoBo-
BMpOGHMYa
KOMMaHis

"IHTepcapmbioTek

", YKkpaiHa:

YkpaiHa

peecTpauis Ha 5 pokis
i3 3060B 13aHHAM Ha in
bulk (skwmia
3apeecTpoBaHuii 3
ypaxyBaHHAM BUMOT
a63. 5 n. 9 posginy IV
Mopsagaky) (3rigHO Hakasy
MO3 Big 13.04.2018 Ne

3a
peyenmom

He
nionsieae

UA/18596/01/01

1




Ne
n/n

Ha3zsa sikapcbko20
3acoby

dopma sunycky
(nikapcbka cpopma,
ynakoska)

3asBHuUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
BionycKy

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

niocpinizaTom pasom 3
PO3YMHHMKOM (2 MN
BOAM ONS iH'EKUiN) B
amnynax no 5 wryky
KapTOHHI kopo6L; no 1
donakoHy 3 niodpinizaTom
pa3oM 3 PO34NHHUKOM (2
M/ BOAMW ANS iH'eKUiN) B
amnyni y KapTOHHIN
KopoobLi

TOB "BAJTIAPTIH
®APMA",
YkpaiHa;

BMPOGHMLTBO 3a

MOBHWM LMKIOM

PO3YMHHMKA Y
chopmi "in bulk™:

AT "Tanuuchapm”,
YKpaiHa

711) nicnsa oTpUMaHHS
peecTpadiiiHoro
MOCBiJYEHHS HaJaTK
NOPIBHANbHI
OOCNIAKEHHS 3 AIKOCTI,
6e3nekn Ta
eeKTMBHOCTI, Lo
niaTBEPLXYOTb Oro
noaibHicTb Ao
pedrepeHTHOro
6ioTexHONOri4YHOro
NiKapcbKoro 3acooy.

MepiognyHICTb NOfAHHSA
perynsipHo
OHOBJ/IHOBAHOrO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsiaky 34iiCHEeHHS
thapmakoHarnagy,
3aTBEPPKEHOr0 Haka3om
MiHicTepcTBa OXOpPOHM
3[10pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLl
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpOHK
3[,0pOB'st YKpaiHu Big 26
BepecHA 2016 poky Ne
996), CTaHOBUTL: 3riHO
3i cTpokamu,
3a3HayYeHMun y
nepiogMyHOCTi NoAaHHSA
perynsipHux 3BiTiB 3
6esnekxu.

AHIFE/NOH®

Tabnetkun no 20 mr; nNo
10 TabneTok y 6nicTepi;
no 3 a6o 4 6nictepu B
KopooLi

TOB
"bapmaueBTnyYHa
KOMnaHis
"®papKoC"

YkpaiHa

TOB
"papmaueBTnYHa
KOoMnaHis
"®apKoC"

Ykpaina

peecTpauist Ha 5 pokis

MepioAnyHICTb NofaHHSA
perynsipHo
OHOBJ/IHOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
MopsiaKy 34iCHEHHS
dhapmakoHarnsgy,
3aTBEPAKEHOrO Haka3oM

6e3
peyenma

nionsieae

UA/18594/01/01




Ne
n/n

Ha3zsa sikapcbko20
3acoby

dopma sunycky
(nikapcbka cpopma,
ynakoska)

3asBHuUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
BionycKy

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

MiHicTepcTBa OXOPOHU
3[,0p0OB’A YKpaiHu Bif, 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi toCcTUL,i
Ykpainm 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOpPOHU
3[10pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HayYeHMun y
nepioguYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6esneku.

ADPOUNIOA MAKC 3
APTTHIHOM

rpaHynn Ans opasibHOro
po3uunHy, 400 mr, cawe
Ne10, Ne20, Ne30 Ta
Ne40 y kapTOHHii
KopoobLi

[enbta Megiken
IpomoyLH3 Al

LBeiiuapis

TOMN
MAHY®AKTYPIHI
CEPBICIC, C.J1.,
IcnaHisi;
NNAMI CAH
MPOCHMEPO CNA,
ITanis

Icnanis/
ITanisa

peecTpauis Ha 5 pokis

MepiognyHICTb NOfAHHSA
perynsipHo
OHOBJ/IIOBAHOTO 3BITY 3
6e3neku, BigNoBIgHO A0
Mopsaaky 34iCHEeHHS
dhapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa 0XOpoHK
3[10pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTULT
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpPOHK
340pOB's YKpaiHu Big 26
BepecHA 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamum,
3a3HayYeHUMn y
nepioguyYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku.

6e3
peyenma

nionsieae

UA/18597/01/01

BPIHEPA

Kpanni oy4Hi, cycnexsis
no 5 Mn y dpnakoHi 3
KpanenbHeueto; no 1

CEHTICC ®APMA
MpaiiBeT JlimiTepq,

IHais

CeHTicc ®apma
Mer. 114,

IHais

peecTpauist Ha 5 pokis

MepioAMYHICTb NOAAHHSA

3a
peyerimom

He
nionsieae

UA/18598/01/01




Ne
n/n

Ha3zsa sikapcbko20
3acoby

dopma sunycky
(nikapcbka cpopma,
ynakoska)

3asBHuUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
BionycKy

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

dhnakoHy 3
KpanenbHULE y
KapTOHHI KOpoOLyi

perynsipHo
OHOB/IOBAHOIO 3BITY 3
6e3neku, BigNOBIAHO A0
Mopsiaky 34iiCHeHHS
thapmakoHarnsgy,
3aTBEPKEHOI0 Haka3oMm
MiHicTepcTBa OXOPOHU
3[,0p0OB’A YKpaiHu Bif, 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULi
Ykpainm 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOpPOHM
3[10pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO
3i cTpokamu,
3a3HayYeHMun y
nepioguYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6esneku.

BITAMIH D3

PO34MH OpasIbHUIA,
BOAHMIA, 15 000 MO/ 1
MJ1; Mo 10 My donakoHi,
no 1 dpnakoHy B navui

TOB "APTEPIYM
nTar

YkpaiHa

MAT "Tannucapm”

YkpaiHa

peecTpauis Ha 5 pokis
MepioAnyHICTb NofaHHSA
perynspHo
OHOBJ/IHOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
MopsiaKy 34iACHEHHS
dhapmakoHarnsgy,
3aTBEPAKEHOrO HaKa3oM
MiHicTepcTBa 0XOpPOHK
3[,0p0OB’A YkpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi toCcTUL,i
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB'a YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riHO
3i cTpokamu,
3a3HaYeHUMn y
nepioguyYHoOCTi NoAaHHSA

3a
peyenmom

He
nionsieae

UA/18599/01/01




Ne
n/n

Ha3zsa sikapcbko20
3acoby

dopma sunycky
(nikapcbka cpopma,
ynakoska)

3asBHuUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
BionycKy

Peknamys
aHHs

Homep
peecmpayjiliHo2o
nocsio4yeHHs

perynsipHux 3BiTiB 3
6e3neku.

PUTMOKOP®

Tabnetku, no 10
Tabnetok y 6nictepi; no
5 6nicTepis y nauyj

TOB
"®GapmaueBTnyHa
KoMnaHis
"®papKoC"

YKpaiHa

TOB
"PapmaueBTnyHa
KOMNaHis
"®apKoC"

YkpaiHa

peecTpauis Ha 5 pokis

MepiognyHICTb NOfAHHS
perynsipHo
OHOBJ/IIOBAHOTO 3BITY 3
6e3neku, BigNoBIgHO A0
Mopsaaky 34iCHEeHHS
dhapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa 0XOpoHK
3[10pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTULil
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpPOHK
340pOB's YKpaiHu Big 26
BepecHA 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamum,
3a3HayYeHUMn y
nepioguyYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku.

6e3
peyenma

nionsieae

UA/3122/03/01

CTAYPYM

PO34nH ANA iH'ekuUid, 200
Mr/2 MA; No 2 MN B
amnyni, no 5 a6o no 10
amnyn B KApTOHHIW
nauui

TOB "®OPC-
DAPMA
ONCTPNBIOLLH"

Ykpaina

K.T. POM®APM
KOMMAHI C.P.J1.

PymyHis

peecTpauist Ha 5 pokis

MepioAnyHICTb NofaHHSA
perynsipHo
OHOBJ/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsigky 34iCHEeHHS
dhapmakoHarnsgy,
3aTBEPPKEHOr0 Haka3om
MiHicTepcTBa 0XOpPOHK
3[,0p0B’A YkpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi toCcTuL,i
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU

3a
peyerimom

He
nionsieae

UA/18601/01/01




Ne HasBga snikapcbko20 dopma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa YmoBu Peknamys Howmep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHs peecmpayjiliHo2o
ynakoska) nocBi04Y€eHHs1
3[10pOB'A YKpaiHu Bif 26

BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HayYeHUMn y
nepioguYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6esneku.

FeHepasibHUI gUPEKTOP
AvpekTopaTty dhapmaLeBTUUHOro 3a6e3neyYeHHs

0.0. Komapiga




Jopatok 2
po Hakasy MiHicTepcTBa OXOpPOHU

304,0POB’A YKpaiHu

BAKLUVHA ANnA
MPO®INAKTUKN
ONDTEPII, NPABLS,
KALLTFOKY
(ALETIONAPHNIA
KOMMOHEHT) TA
noniomMieENITY
(IHAKTMBOBAHA)
(AACOPBOBAHA, 31
3MEHLLEHUM
BMICTOM
AHTUrEHIB)

no 1 fosi y nonepesHs0
HanoBHEHOMY LLUNPWL;
no 1 nonepegHLo
HarnoBHEHOMY LINpuLy y
KOMNeKTi 3 ABOMa
roskamu B
nNacTVKoBoMy
KOHTeliHepi; no 1
KOHTeWHepy Y KapTOHHIl
Kopobu,i

OHOB/1EHO iHhopMaLlito
B IHCTPYKUiT Ans
MeAnYHOro
3aCTOCyBaHHS
nikapcbkoro 3aco6y B
posginax
"PapmakoTepaneBTuyHa
rpyna. Kog ATX"
(peparoBaHo TekcT
po3ainy 6e3 hakTnyHoI
3MiHu kogy ATX),
"B3aemogis 3 iHWMMK
nikapcbknmy 3acobamu
Ta iHWi BUan
B3aEMOgjn",
"Oco6nmBOCTi
3aCTOCYBaHHSA",
"3acTocyBaHHA y nepiof
BariTHocTi abo
rogysaHHa rpyaaro”
(peparyBaHHsA TekCTy Ta
YTOYHEHHS iHhopMaui),
"Mo6iyHi peakuyii"
BiAnNoBigHO A0
iHdhopmauii cTOCOBHO
6e3neku, sika 3a3HaveHa
B Marepianax
peecTpauinHoro focheE.
MepioAnyHICTb NOAAHHSA
perynspHo
OHOBJIHOBAHOrO 3BITY 3
6e3neku, BigNoBigHO [0

Ne
NEPEJIK
NIKAPCbKNX 3ACOBIB, WO NMPOMOHYHOTHLCA A0 AEP>XXABHOI NMEPEPEECTPALILII
Ne HasBa nikapcbko2o dopma sUMYCKY 3asasHuUK KpaiHa Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjiliHo2o
yrnakoska) nocsi04YeHHs1
1. BYCTPUKC™ NOMNIO | cycneHsis ons iH'ekuii nakcoCmiTKnsiiH Benuka nakcoCmiTKnsiiH Benbris MepepeecTpauin Ha 3a He UA/15071/01/01
KOMBIHOBAHA no 1 gosi (0,5 mn/posy), Ekcnopt Jlimiteq, BputaHis Bionoaxikans C.A. Heo6MeXeHU TepPMiH. peyenmom nionsizae




Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

Mopaaky 34iCHeHHA
hapmakoHarnagy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiuu Big 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHM
30,0p0B'A YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHUMn y
nepiogNYHOCTI NoAAHHSA
perynsapHux 3BiTiB 3
6e3neku.

[IONOKCEH

TabneTkn, BKpUTI
NNiBKOBOK 060/I0HKO0
no 10 TabneTtok y
6nicTepi; no 2 a6o 10
6nicTepiB y KAPTOHHIl
KopoobLi

€Bpo /aiidkep
MpaiBiT MimiTes

IHais

IHaoKko Pemegic
Nimitep, HAis;
Fanda
Nabopatopis /174.
tOHIT 1, IHAjA

IHais

MepepeecTpauis Ha
HeobMeXeHuit TepMiH

OHOB/EHO iHhopMmaLito
y po3ginax
"MpoTunokasaHHa",
"B3aemogis 3 iHWMMK
nikapcbknumu 3acobamu
Ta iHWi BUan
B3aemMogijin",
"Oco611BOCTi
3aCTOCyBaHHSA",
"3acTocyBaHHs y nepiof
BariTHocTi abo
rogyBaHHs
rpyAA0" (YTOUHEHHS
iHdhopmadii), "MoGiyHi
peakuii" iHCTpyKuii gns
MeNYHOro
3aCTOCyBaHHsA
nikapcbKoro 3acoby
BignoBigHO Ao
OHOB/EHOT iHthopmaLi
wofo 6esneku
3acTocyBaHHs Ajtoyoi
PEYOBUHM.

3a
peyenmom

He
nionsieae

UA/8051/01/01




Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BignoBigHO A0
Mopsaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa OXOpOHU
34,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi ocTuuii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
310pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO
3i cTpokamu,
3a3Ha4YeHUMN y
nepioguYHOCTI NoAaHHsA
perynspHux 3BiTiB 3
6esneku.

EMINEH

PO34mnH ANs iH'ekuiid, 0,3
Mr/go3y; no 2 mn
PO34KHY Yy nonepeAHbLO
HamnoBHeHi pyuyuj; no 1
nonepeaHbO HaNoOBHEHIN
pyuui B Ty6i; mo 1 Ty6i B
KOpOOL 3 KAPTOHY

MEJA AB

LLseuis

BUPOBHUK,
BiNOBIfaIbHWIA 32
BMPOGHMLTBO
Hepo3dhacoBaHo!
npoaykuii
(nigroTtoBka,
acentnyHa
dhinbTpauis,
HanoBHEHHA Ta
yKyrnopka):
MepigiaH Megikan
TekHomoaxuc,
IHK., CLUA,
BUPOBHUK,
BignoBigasibHWI 3a
TecTyBaHHA Ta
KOMnekTawito:
MepigiaH Megikan
TekHonoaxuc,
IHK., CLUA;
BMPOGHUK,
BiANoOBigaIbHUIA 32

CLUA/
Higepnangun/
[Lanis/
HimeyunHa

MepepeecTpauis Ha
HEO6MeXeHU TePMiH.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iACHEHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa OXOPOHU
30pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO

3a
peyenmom

He
nionsieae

UA/14931/01/01

9




Kpaina

Peecmpayitina

Ymosu

Pexknamys
aHHs

Homep
peecmpayiliHo2o

Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

BUPOGHUKa

npoyeoypa

3i cTpokamu,

BionyckKy

nocsio4YeHHs1

MapKyBaHHS Ta
BTOPVHHY
yNaKoBKy:
MrMo B.B.
(ManydakTypiHr
[exkeKuHr
dapmaka),
Higepnangu;
KOMNaHis, Wwo
Bignosigae 3a
npoBeAeHHs
KOHTPOJIIO AKOCTi:
€BpoiHC
Biochapma
MpoaakT TecTiHr,
[anis;
BUPOGHUK,
BignoBigasibHMi 3a
BMNYCK cepil:
MEJOA ®apma
'm6X eHg Ko. K,
HimeuuunHa;
a/lbTepHaTUBHWIA
BMPOGHUK,
BiANoBigabHUIA 3a
MapKyBaHHs Ta
BTOPVHHY
yNaKkoBKy:
MM b.B.
(MaHychakTypiHr
rekegKuHr
dapmaka),
HigepnaHgu;
anbTepHaTUBHWIA
BUPOGHUK,
BignoBigasibHWI 3a
MapKyBaHHS Ta
BTOPUHHY
yNaKoBKy:
POLW-AENTBTA
M6X eHg Ko. KT,
HimeyumnHa;
anbTepHaTUBHWIA
BUPOGHUK,
BignoBigasibHWi 3a

MapKyBaHHs Ta

3a3HayeHUMn y

nepiogNYHOCTI NoAAHHSA

perynsapHux 3BiTiB 3
6esneku.

10




BiANOBifaIbHWIA 32
TecTyBaHHA Ta
KoMnekTawito:

MepigiaH Megikan
TekHomoaxuc,

IHK., CLLUA;
BUPOBHUK,

BignoBigasibHWi 3a

MapKyBaHHS Ta
BTOPVIHHY
yNaKoBKy:
MM® B.B.

(ManydakTypiHr
[exkeKuHr
dapmaka),

Higepnangu;

KOMNaHis, Wwo

Bignosigae 3a

npoBefeHHs

KOHTPOJTIO AKOCTi:

€BpoiHC
Biodhapma
MpopakT TecTiHr,
[aHis;
BUPOBHUK,
BignoBigasibHWI 3a
BMNYCK cepil:

MiHicTepcTBi tocTuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y

pepakuii Hakasy
MiHicTepcTBa 0XOpOHU
30,0p0B'A YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTL: 3riAHO
3i cTpokamu,
3a3HayYeHUMn y
nepiognMYHOCTI NOAAaHHS

perynspHux 3BiTiB 3

6e3neku.

Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
BTOPVIHHY
yNakoBKy:
®apm/lor dapma
Norictnk T'M6X,
Himeuunna
4. ENINEH FOHIOP PO3YMH ANS iH'EKUi, MEJA AB LLiBeuis BMPOGHUK, CLIA/ MepepeecTpauis Ha 3a He UA/14932/01/01
0,15 mr/go3y; no 2 mn BignoBiganbHuii 3a | HigepnaHgun/ HeobMeXeHuli TepPMiH. peuyenmom niosnsieae
PO34MHY Y nonepesHbLO BUPOOHULTBO [Oanis/
HamnoBHeHiIN pyuyuj; o 1 Hepo3dacoBaHo| HimeuunHa MepiognyHICTb NoAaHHSA
nonepeAHbO HarNoBHEHiIl npoaykuii perynsipHo
pyuui B Ty6i; no 1 Ty6i B (nigroToBka, OHOB/IHOBAHOrO 3BITY 3
KOpPOOGLii 3 KapTOHY acenTuMyHa 6e3neku, BigNoBigHO A0
pinbTpawis, Mopsaky 34iACHEHHS
HanoBHEHHS Ta thapmakoHarnagy,
YKynopKa): 3aTBEPAKEHOIO HakasoMm
MepigiaH Megikan MiHicTepcTBa OXOPOHU
TekHonogxuc, 370pOB’A YKpaiHuu Big 27
IHK., CLUA, rpyaHa 2006 poky Ne
BUPOBHUK, 898, 3apeecTpoBaHoro B
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

MEJA ®apma
M6X eHg Ko. KT,
HimeyuunHa;
anbTepHaTUBHWIA
BUPOGHUK,
BignoBigasibHW 3a
MapKyBaHHS Ta
BTOPVHHY
yNaKoBKy:
MrMo B.B.
(ManydakTypiHr
[exkemKuHr
dapmaka),
Higepnangu;
aNbTepHATUBHUIA
BMPOGHUK,
BiNOBifaIbHWIA 32
MapKyBaHHS Ta
BTOPVIHHY
yNaKoBKy:
POW-AENBTA
vM6X eHg Ko. Kr,
HimeyuunHa;
aNbTepHATUBHUIA
BMPOGHUK,
BifNOBifabHWIA 32
MapKyBaHHS Ta
BTOPVIHHY
yNaKoBKy:
dapm/lor dapma
Norictuk M'm6X,
HimeuunHa

NIHEKC ®OPTE®

Kancynv Teepaij; no 7
Kancyn y 6nictepi; no 1
ab6o 2, abo 4 6nictepn y
KapTOHHI Kopo6Lyi

CaHpos
dapmacbioTikans

A

CnoBeHisi

Nex
dapmaueBTUYHa
KOMnaHis 4. 4.,
CnoseHis
(BUPOBHMLTBO in
bulk, nakyBaHHs;
BMMYCK cepii)

CnoBeHis

MepepeecTpauis Ha
HeobMeXeHuli TepPMiH.

OHOBAEHO iHthopMmaLito
y po3ginax
"Ocob6nuBocCTi
3aCTOCyBaHHA",
"3acTocyBaHHsA y nepios
BariTHOCTi abo
rogysaHHa rpyaaro”,
"Mo6iyHi peakuir”
IHCTPYKUii Ans
MeNYHOro
3aCTOCYBaHHsA

6e3
peyenma

nidnsieae

UA/14763/01/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

nikapcbKoro 3acoby
BiAnNoBigHO A0
mMaTepianis
peecTpauiiiHoro AocbeE.

MepioAnyHICTb NOAAHHS
perynspHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
hapmakoHarnagy,
3aTBEPXEHOr0 Haka3oMm
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiuu Bif 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuLii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHU
30,0p0B'A YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHUMn y
nepiogNYHOCTI NoAAHHSA
perynsapHux 3BiTiB 3
6e3neku.

MArHE-B6®
AHTUCTPEC

TabneTkn, BKpUTI
N/1iBKOBOKO 060JIOHKOIO,
Ne 60 (15x4): no 15
TabneTok y 6nictepi; no
4 6nicTepun B KAPTOHHIl
KopoobLi

TOB "CaHodi-
ABeHTIC YKpaiHna"

Ykpaina

CaHodi BiHTpon
IHoacTpia,
®paHuis;

XIHOIH 3aBog,

dapmaLeBTUYHUX

Ta XiMiuHMX
MpoaykTis

MpaiisiT Ko. fTa,.

Mignpuemcteo 2

(mignpuemcTeo

Bepelweapbxas),
YropLmHa

®paHuia/
YropumHa

MepepeecTpauis Ha
HeobMeXeHWli TepPMiH.
OHoB/EHO iHthopMmaLito
B IHCTPYKLU|ii gns
MeAnYHOro
3acTOCyBaHHsA
nikapcbKoro 3acoby y
po3ginax
"®apMaKoorivHi
BN1ACTVBOCTI",
"Oco611BOCTi
3aCcToCyBaHHSA",
"3acTocyBaHHs y nepiof
BariTHocTi abo
rogyBaHHs rpyanro”,
"Mepepno3yBaHHA",
"Mo6ivHi peakuir”

6e3
peyenma

nionsieae

UA/4130/01/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

BignosigHoO o0
iHchopmawii cTocoBHO
6e3neku, sika 3a3HaveHa
B Marepianax
peecTpauiiHoro Aocbe.
MepioAnyHICTb NOAAHHS
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopaaky 34iCHeHHA
hapmakoHarnagy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiuu Bif 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuLii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHU
30,0p0B'A YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHUMn y
nepiogNYHOCTI NoAAHHSA
perynsapHux 3BiTiB 3
6e3neku.

HIMEJAP

renb, 10 Mr/rno 30 ry
Ty6i; no 1 Ty6i B nauui

MpAT
"®apmaueBTnyHa
ipma "AapHuug"

Ykpaina

MpAT
"®apmaueBTuyHa
dipma "fapHuua”

YkpaiHa

MepepeecTpauis Ha
HeobMeXeHWli TepPMiH.

OHOB/EHO iHhopMmaLito
y po3ginax
"Ocob6nuBoCTi
3actocyBaHHs", "lNob6iuHi
peaxuii” iHCTpyKLUii ana
MeanYHOro
3aCcTOCyBaHHSA
nikapcbKkoro 3acoby
BiANoBIgHO A0
OHOBJIEHOT iHdhopMaLii
Loao 6esnekn
3aCTOCYBaHHSA Ajiloyoi Ta
[OMOMiKHUX PEYOBVH.

6e3
peyenma

nionsieae

UA/15433/02/01
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BignoBigHO A0
Mopsaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa OXOpOHU
34,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi ocTuuii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
310pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO
3i cTpokamu,
3a3Ha4YeHUMN y
nepioguYHOCTI NoAaHHsA
perynspHux 3BiTiB 3
6esneku.

FeHepanbHUN AUpeKTop
AnpekToparty thapmaueBTUYHOro 3a6e3neyeHHs
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Aopatok 3
po Hakasy MiHictepcTBa OXOpPOHU

300pOB’A YKpaiHu

15 Tabnetok y 6nictepi;
no 2 6nictepu B
KapTOHHIA Kopoo6Li

Bywapa Pekopgarti

Bywapa Pekopgari

marepianis: 3MiHu | TUMY - 3MiHW

Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BeeneHHs a6o
3MiHM [0 y3araJibHEHUX AaHWX Mpo

Ne
MEPENIK
NIKAPCbKUX 3ACOBIB, WWOA40 AKX NMPONMOHYETLCA BHECEHHA 3MIH 4O PEECTPALUINHUNX MATEPIANIB
Ne HasBga snikapcbko20 dopma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
ynakoska) nocsi0O4YeHHs1
1. ABPON® cupon, 15 mr/5 mn, no TOB "KYCYM Ykpaina TOB "KYCYM YkpaiHa BHECEHHS 3MiH 0 peecTpavinHmx 6e3 peyenma UA/9928/02/01
100 mn 'y chnakoHi 3 PAPM" PAPM" marepianis: 3MiHu | TUMY - 3MiHK
nonietTuneHy abo ckna; Lof0 6e3nekn/edekTMBHOCTI Ta
no 1 dpriakoHy 3 MipHOKO hapmakoHarnagy - OHOB/IEHHS
CK/IIHOYKOIO B KAPTOHHilA TEeKCTYy MapKyBaHHs ynakoBKu
ynakoBLji NiKapCbKoro 3acoby 3 BHECEHHSM
iHbopmauii WwoAo 3a3HaYeHHs
OAVHNLb BUMIPIOBaHHSA Y cUCTEMI
Sl. BHeceHHs1 3MiH o po3giny
“MapkyBaHHa" MKA /13:
3anponoHosaHo: MAPKYBAHHA
3rigHo i3 3aTBEpAKEHNM TEKCTOM
MapKyBaHHS. BBegeHHs 3MiH
NpoTArom 6-T1 MicALiB nicns
3aTBEPKEHHS
2. ABPON® cupon, 30 Mr/5 ma no TOB "KYCYM Ykpaina TOB "KYCYM YkpaiHa BHECEHHS 3MiH j0 peecTpaviinHmx 6e3 peyenma UA/9928/02/02
100 mn 'y chnakoHi 3 PAPM" PAPM" marepianis: 3MiHu | TUMY - 3MiHK
nonieTuneHy abo ckna; LoAo 6e3nekn/edeKTMBHOCTI Ta
no 1 piakoHy 3 MipHOKO hapmMakoHarnagy - OHOB/IEHHS
CK/ISIHOYKOIO B KAPTOHHiA TEKCTYy MapKyBaHHS ynakoBKu
ynakoBLi NiKapCbKOro 3acoby 3 BHECEHHAM
iHbopmauii Wwoao 3a3HaYeHHs
OAVHMLb BUMIPIOBAHHSA Y cUCTEMI
Sl. BHeceHHs 3MiH [0 po3ainy
“MapkyBaHHa" MKA N13:
3anponoHosaHo: MAPKYBAHHA
3rifHO i3 3aTBEPAKEHUM TEKCTOM
MapkKyBaHHS. BBegeHHs 3MiH
NpoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS
AB''O®PEH Tabnetku no 400 mMr no Nab6opaTopii dpaHuin Nab6opatopii PpaHuin BHECEHHS 3MiH [j0 peecTpaLiinHmx 6e3 peyenma UA/5702/01/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

cuctemy hapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy thapmakoHarnsgy,
3MiHa yNOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiICHEHHS
thapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnagy
3aABHUKa 419 34iCHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNTOBHOB&XXEHOI
ocobw, BiANoBiAa/IbHOT 3a
3pjiicCHeHHs chapmakoHarnagy
(BK/IHOYAKOYUM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cuctemu
thapmakoHarnsgy) - 3miHa
YMOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBiAabHOT 3a
thapmakoHarnsag.
MponoHoBaHa pepakuis: Paola
Pirovano. 3miHa KOHTaKTHUX
[aHnx ynoBHOBaXeHOT 0cobw,
BiANOBIA&/IbHOT 382
thapmakoHarnag.
3MiHa MicLsa 34iliCHEHHA OCHOBHOI
LiSNIbHOCTI 3 papmakoHarnsay

ABOJE/Nb

Tabnetkn no 1,5 mr; no 1
Tabnetui y 6nictepi, no
1 6nicTepy y KapTOHHii
Kopoo6Li

3AT "IHTENI
FEHEPVKC HOPA"

NntBa

NNABOPATOPIOC
NEOH ®APMA, C.A.

IcnaHis

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
ofo 6e3nekn/edekTMBHOCTI Ta
hapMakoHarniagy - OHOB/IEHHS

TEKCTY MapKyBaHHS ynakoBKu

NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmawii LWoao 3a3HaveHHs

OAVHWLb BUMIPIOBAHHS Y CUCTEMI

Sl. BBeieHHs1 3MiH NpPOTArom 6-Tu

MicsILiB Nicns 3aTBEPAKEHHS

3a peyernmom

UA/17303/01/01

A3BECTIB

TabneTku, BKPUTI
NNiBKOBOK 060/1I0HKOIO;
no 10 TabneTtok y
6nicTepi; no 6 6nictepis
y nauui

AT "KMIBCBKUN
BITAMIHHUN
3ABOA"

YKpaiHa

AT "KNIBCbKUN
BITAMIHHU
3ABOA"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaviinHmx
MaTepianis: 3MiHU | TUNY - 3MiHK 3
AKOCTi. [0TOBWIA Nikapcbknii 3acib.
3MiHU Y BUPOGHULTBI. 3MiHK
BMNPO6YBaHb abo A0NYCTUMUX
MeX, BCTAHOB/IEHNX Y
crneundikayisx, nig vyac
BMPOGHWLTBA FOTOBOrO
NiKapCbKoro 3acoby - BHECEHHS
3MiH 0 MeToAy BMNPO6GYyBaHHSA 3a
nokasHukom "KinbkicHe
BU3HAYEHHS. Xonekanbungepon"
015 NPOMIXKHOT NpoAyKuUiT

6e3 peyenma

UA/18149/01/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

paHynaT Nel, 3okpema:
3a3Ha4yeHHs BUKOPUCTAHHSA
HOMiHa/IbHOI Macu rpaHynsaTy Nel
3aMiCTb HOMIHaUTbHOT Macu
TabneTkn-sapa y po3paxyHKoBili
chopmyni. (BunpasneHHs TEXHIYHOI
MOMWJSIKN)

AVNAPIHK®

NOpPOLUOK AN
OpasIbHOrO PO34UHY 3i
CMakoM JIUMOHY o 4,8 1
B cawe; no 10 cawe B
nauuj 3 KapToHy

AT "®dapmak”

YKpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3mMiHu | TMny - 3MiHN 3
akocTi. A®Il. KoHTponb AdI -
BWIYYEHHS 3i cneumdikauii Adb|
MapavueTamosty NoKasHUKIB
«PO3UMHHICTb» Ta «Baxki
MeTanu»; 3MiHu | Tuny - BBeAeHHA
nepiogMyYHOCTI KOHTpONto Ans Ad|
deHinedpuHy rigpoxnopuay 3a
nokasHukamu: «MikpobionoriyHa
yucToTa» - nepuy (nepuuy
nocTaBky NOTOYHOrO POKY) Ta
KOXHY AeCATY HacTynHy cepil
pOKy, ase He pifgLe oAHOro pasy
Ha pik. «Cynbhatn», «CynbgarHa
30Ma» Ta «3a/INLLKOBI Ki/IbKOCTI
OpraHiyHnX PO3UYMHHUKIB» - ANs
nepLuoT Ta KOXHOI N'aTor
HaCTYMHOI cepii poky, ane He
pigwe ogHoro pasy Ha pik; 3MiHu |
TUMY - BUNYYEHHS 3 ifeHTUdiKawil
A®I MapaueTtamorny apyry
ineHTndikauito — Tect
«Temneparypa nnasneHHs»,
3a/IMLLEHO NepLUy iAeHTUdiIKauio —
TecT 1Y; 3miHm | Tvny - BBEAEHHSA
nepiognyHocTi koHTponto 13 3a
nokasHnkom «MikpobionoriyHa
yncToTar, 3 NEPIOANYHICTIO ANs
N3 no 4,8 r nepLuy Ta KOXHY
0BafUATY HACTYNHy cepii, ane He
pigwe ogHOro pasy Ha pik Ta ans
N3 no 5,2 r nepLuy Ta KOXHY
[ecaTy HacTynHi cepil, ane He
pigLue oaHOro pasy Ha pik;
3MiHM | TUNY - 3MiHa y MeToauLi
BUNPO6YyBaHHA Ansa M3 3a
nokasHukom «MikpobiosioriyHa
yncToTax, a came BUIYyYeHO Onuc
npoBefeHHA MEeTOAMNKN, OCKINTbKN
MeTOoAMKa KOHTPOJ/II0 3a AaHNM

6e3 peyenma

UA/14813/01/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MOKa3HUKOM MPOBOAUTLCSA
BignosigHo fo Bumor EP,
[ONOBHEHO NOCUNAHHAM Ha [PY*
(*- gitoye BUAaHHs); kputepii
NPUAHATHOCTI 3a/IMLLEHI 6€3 3MiH;
3MiHM | TUNY - NoAaHHA
oHossieHoro CEP Ne R1-CEP
2000-124-Rev 08 ansa Adl
MapaueTamony Big BXxe
3aTBEPAKEHOr0 BMPO6HUKa Angiu
Lu'an Pharmaceutical Co., Ltd.,
KnTaii

AVJPIHK®

MOPOLLIOK A/151
0OpasIbHOI0 PO3UUNHY 3i
CMaKoM YOpHOT
cMopoAvHu no 5,21 B
cawe; no 10 cawe B
nauuj 3 KapToHy

AT "dapmak"

YKpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH 40 peecTpavinHmx
MaTepianis: 3MiHU | TUNY - 3MiHK 3
akocTi. A®Il. KoHTponb AdI -
BUy4YeHHS 3i cneuudikauii AdI
MapaueTtamony nokasHukiB
«PO3UMHHICTb» Ta «Baxki
MeTanu»; 3MiHu | Tuny - BBeAeHHA
nepioguyYHoCTi KOHTPOo ansa APl
deHinedpurHy rigpoxsiopmay 3a
nokasHukamu: «MikpobionoriyHa
yncToTa» - neply (nepLuy
nocTaBKy MOTOYHOrO POKY) Ta
KOXHY [eCATy HacTymnHy cepil
poKy, ane He pigLe oAgHOro pasy
Ha pik. «Cynbhatn», «CynbarHa
30M1a» Ta «3a/ILLKOBI KifTbKOCTi
OpraHiuYHNX PO3YNHHUKIB» - AN
nepLUOoT Ta KOXHOI N'ATOT
HaCTYMHOI cepii poky, ane He
pigLie oAHOro pasy Ha pik; 3MiHu |
TUMY - BUNYYEHHS 3 igeHTudikawii
A®I MapaueTtamony apyry
iLeHTuikaujio — Tect
«Temneparypa nnaBfeHHs»,
3a/MLLIeHO NepLuy igeHTudikauio —
TecT IY; 3miHu | TUny - BBEAEHHSA
nepioguuHocTi koHTponto N3 3a
nokasHukom «MikpobionoriyHa
yncToTa», 3 NEPIoAUYHICTIO AN
N3 no 4,8 r nepLuy Ta KOXHY
OBafuATYy HAacTynHy cepii, ane He
pigle oAHOro pasy Ha pik Ta ans
N13 no 5,2 r nepLuy Ta KOXHY
[JecATy HacTynHi cepii, ane He
pigLe ogHOro pasy Ha pik;
3MiHuM | TMny - 3MiHa y meToaumui

6e3 peyenma

UA/14814/01/01
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Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BMNpobyBaHHA ansa N3 3a
nokasHnkom «MikpobionoriyHa
ynucToTar, a caMe BUTy4eHO onuc
NpoBefeHHA MEeTOANKN, OCKISTbKN
MeToAVKa KOHTPO/IO 3a AaHVM
MOKa3HMKOM NPOBOAUTLCSA
BignoBiaHO Ao Bumor EP,
[OMOBHEHO NocunaHHAM Ha AdY*
(*- aitoue BUAaHH=); Kputepii
NPUAHATHOCTI 3a/IMLLEH] 6e3 3MiH;
3MiHM | TUNY - NoAaHHs
oHosneHoro CEP Ne R1-CEP
2000-124-Rev 08 gnsa Aol
MapaueTamony Bif Bxe
3aTBEPKEHOr0 BUPOOHUKA ANndiu
Lu‘an Pharmaceutical Co., Ltd.,
KnTaii

AKTUNISE®

niodpinisat ANs po3umHy
Ans iHdoy3ii no 50 mr; 1
donakoH 3 niocpinizaTom
y KOMAAekTi 3 1
h/1TaKOHOM PO3UMHHMKA
(Boga ans iH'exuiii) no
50 My KapTOHHii
Kopoo6Li

BepiHrep
IHrenbxaim
IHTepHewHn M6X

HimeyunHa

BepiHrep
IHrenbxaiv ®apma
M6X i Ko. KI'

HimeuunHa

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3MiHu | TURY -
[ONOBHEHHS cneumdikauii AdD|
noKasHUKoM sikocTi «KaninsapHuii
renb-enekTpocopes,
BiHOB/OBa/IbHI BUMOTU» 115
BM3HAYEHHS YNCTOTU 3
BiZANOBIAHUMY KpUTEPIAMMN
NpUIAHATHOCTI «Main peaks > 72
%, Fragment region 1: <2 %;
3MiHU | TUNY — BBEAEHHA MeToay
KOHTpOto A®| 3a NOKasHNKOM
akocTi «Kaninapruii renb-
enekTpodpopes, BiAHOBMOBA/IbHI
BUMOTU» 151 BU3HAYEHHS YACTOTU
3 B3aMiH nokasHwvka skocTi «H/AC-
MATE-enekTpochopes
(3abapBneHHs cpibnom)». Hosuii
MeTOoZ, NOPIBHSHO i3
3aTBEPMKEHVM [O3BONAE
oTpumaTy enektpocheporpamu 3
6iNbLLOK PO3A4ibHOK 34aTHICTIO,
L0 YMOX/IMBJIHOE BUKOHATM
KiNbKICHY OLLIHKY; 3MiHM | TNy —
BUNyYeHHS 3i cneuudikadii A®I
nokasHuka skocTi «N-TepMiHasibHe
CEKBEHYBaHHS»; 3MiHu | TUny —
BW/TyYEHHS METOAY BMNPOOYyBaHHSA
«N-TepMiHa/IbHe CeKBEHYBaHHSA»
Ons KoHTponio A®| PaHiwe
BMNpPo6yBaHHS 3a ONOMOro

3a
peyerimom

UA/2944/01/01
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Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

aBTOMAaTNYHOrO PO3LLEn/IEHHS
6inkiB 3a EgmaHom 6yno
3apeecTpoBaHNM MeToA0M
BUMPOOYBaHHA NpW BUMYCKY A5
NigTBEPLKEHHS i4EHTUYHOCTI
nikapcbKoi cybeTaHuii
anbTennasu. Hapasi ans
NiATBEPMKEHHS iAeHTUYHOCTI Ad]
BUKOPWCTOBYETLCSA TPUNTUYHE
nenTuaHe kapTyBaHHs. 3a
[,0MoMOoroto crneundiyHoi ans
anbTenasy obepHeHo-ja3oBoil
BEPX oTpuMyI0Tb YHiKa/ibHUI
XpomaTorpacdpiuHunii npodine, SKuit
NOBWHEH BifNOBIgaTH 3pasky
NOpiBHAHHA anbTenasu. [aHi 3a
MWHYi POKN NPOAEMOHCTPYBaN
npaBubHY TEPMiIHaUTbHY
nocnifoBHICTb Ginka, LWo
niaTBepAXye HadiRHWUNA i
BiiTBOPIOBa/IbHMIA NpoLec
BMPOGHMLTBA asibTenasu; 3miHu |
TUNY — OHOB/IEHHA MeToay
KOHTpOsto skocTi A®| 3a
NokasHUkoM «OfHONAHLOroBa»
(Single-chain), Lo noB’A3aHo i3
3MIHOI KO/I0HKKM 3 TSKgel
G3000SW 600 x 7,5 mm Ha TSK
gel G3000SWXL 300 x 7,8 MM, Lo
3a6e3neyye 3MEHLLEHHA Yacy
aHaniy. Kputepii npuitHATHOCTI y
cneumaikauii He 3MiHUAKCS.
[opfaTkoBO BHECEHI HE3HAYHI
pefakuiii npasku 415 MOAIMEHHS
CTPYKTYpPW JOKYMEHTY, BUTyYeHi
NOCUNAHHA HA HOMEPU BHYTPILLHIX
npoueayp KoMnaHii, 4ONOBHEHO
iHbopmaLieto Wwoao AKoCTi
BUKOPVCTOBYBaHWUX PeareHTiB,
npoueaypy po3YnHEHHS
niocpinizaty, TeCTy NnpuaaTHocTi
cucTemu, AofaHi TMNoBi
Xpomarorpamu; 3minu | Tuny -
OHOB/IEHHA METOAY KOHTPO/O
akocTi A®l «<CHO HCP ELISA
2G»:Bigbynocsa dopmasibHe
OHOB/IEHHA MEeTOANKMN (HOBWIA
[An3aiiH foKyMeHTaLii), a came
3MiHeHuli hopmart po3ginis,
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

BUKOHaHe nepedpasyBaHHs,
[OMOBHEHO iH(hopMaLjieto LWoao
AKOCTi BUKOPUCTOBYBaHUX
peareHTiB. [J0A4aTKOBO BHECEHI
He3HauHi pefakLiliHi npaBKu.
MeToavka npoBefieHHs Ta
KpuTepii NPUAHATHOCTI He
3MIHUAKUCS; 3MiHW | TNy —
OHOBJ/IEHHS METO/lY KOHTPO/O
akocTi A®| «ha-PA ELISA»:
Bifbynocsa chopmasibHe
OHOB/IEHHAI METOANKMN (HOBWIA
On3aiiH foKyMeHTaLiT), a came
3MiHeHuli chopmart posginis,
BMKOHaHe nepecppasyBaHHs,
[LOMNOBHEHO iHhopMaUi€eto LLoAo
AKOCTi BUKOPUCTOBYBaHNX
peareHTiB, TECTY NPUAATHOCTI
cuctemu. [loaaTkoBO BHECEHI
He3HauHi pefakLiliHi npaBKu.
MeToavka npoBefieHHs Ta
KpuTepii NPUAHATHOCTI He
3MIHUAKUCS; 3MiHW | TUNY —
OHOBJ/IEHHS METO/lY KOHTPO/O
AkocTi A®| 3a NOKa3HMKOM
«BuaBneHHa muwaymx IgG —
aHTUTIN meTogom ELISA (354)»
(Mouse-1gG-ELISA-354):
Bifbynocsa chopmasibHe
OHOB/IEHHAI METOANKMN (HOBWIA
On3aiiH foKyMeHTaLiT), a came
3MiHeHuli chopmart posginis,
BMKOHaHe nepecppasyBaHHs,
[LOMNOBHEHO iHhopMaUi€eto LLoAo
AKOCTi BUKOPUCTOBYBaHNX
peareHTiB, TECTY NPUAATHOCTI
cuctemu. [loaaTkoBO BHECEHI
He3HauHi pefakLiliHi npaBKu.
MeToavka npoBefieHHs Ta
KpuTepii NPUAHATHOCTI He
3MIHUAKUCS; 3MiHW | TNy —
OHOBJ/IEHHS METO/lY KOHTPO/O
akocTti APl «OnirocaxapugHe
KapTyBaHHsA» (Oligosaccharide
mapping): Bigbdynocs opmasibHe
OHOBJ/IEHHA MEeTOANKN (HOBWIA
On3aliH foKyMeHTalLii), a came
3MiHeHuit chopmart po3gainis,

BMKOHaHe nepedgpasyBaHHs,
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Hasga snikapcbko20
3acoby
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Howmep
peecmpayiliHo2o
nocsio4yeHHs

[LOMNOBHEHO iHhopMaUi€eto LLoAo
AKOCTi BUKOPUCTOBYBaHNX
peareHTiB, NOCNIAOBHOCTI 3paskis
BEPX, TemnepaTypu KO/IOHKH,
TecTy NpuaaTHoCTi cuctemu,
A0AaHi TMNOBI XpoMaTorpamu.
[lofaTkoBO BHECEHI HE3HAYHI
pepakLiiiHi npaBku. MeToauka
npoBefieHHs Ta KpuTtepii
NPUAHATHOCTI HE 3MIHWUANCS; 3MiHN
| TNy — OHOBNEHHA MeToay
KOHTPOHO sikocTi ADI «DibpuHONi3»
(Clot lysis): Bigbynocs chopmanbHe
OHOBJ/IEHHS [OKYMEHTY (HOBWiA
An3aiiH foKyMeHTaLii), a came
3MiHeHuli chopmart posgainis,
BUKOHaHe nepegpasyBaHHs,
[LOMOBHEHO iH(hopMaLieto LWoa0
AKOCTi BUKOPUCTOBYBAHNX
peareHTiB, npoueaypu
PO34MHEHHSA niodinisaty, Tecty
npWUAATHOCTI cucTemu. [lofatkoso
BHECEHi He3HAYHI peaakLiiHi
npaekv. MeToayka NpoBeAEHHS Ta
KpuTepii NPUAHATHOCTI He
3MIHUANCS; 3MiHW | TUNy -
OHOBJ/IEHHS METO/lY KOHTPO/O
AkocTi A®| 3a NOKa3HMKOM
«KoHueHTpauis 6inkiB — YO
ckaHyBaHHs» (Protein
concentration by UV-scan):
Bifbynocsa chopmasibHe
OHOBJ/IEHHS JOKYMEHTY (HOBWA
On3aiiH foKyMeHTaLiT), a came
3MiHeHuli chopmart posginis,
BMKOHaHe nepecppasyBaHHs,
[LOMNOBHEHO iHhopMaUi€eto LLoAo
AKOCTi BUKOPUCTOBYBaHNX
peareHTiB, npoLeaypu
PO34nHEHHs nioduinizaTy, Tecty
npuaaTHOCTI cucTemu. [loaatkosBo
BHECEHI HE3HaYHI peAaKLiiiHi
npaskv. MeToayKa NpoBefEHHA Ta
KpuUTepii NPUAHSATHOCTI He
3MiHUAuCS. [loaaTtkoBO BHECEHHI
pPefaKkTopChKi 3MiHY i3 BHECEHHAM
nocunaHHA Ha pedepeHTHI
MoHorpadii €BponeicbKoi
dapmakonei B cneundcpikadii 113
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

Ta MeToAax KOHTPO/O AKOCTI
BiANOBIAHO 4,0 OPUriHANIBHUX
[LOKYMEHTIB: «OHOPIAHICTb
Macu»- A0AaHO NOCUIaHHA Ha
Ph. Eur. 2.9.5 y cneundikavito Ta
MeToAun kKoHTponto /13, 3amicTb
onuncy BUNpobyBaHHA HAAAETLCA

nocunaHHA BignosigHo fo Ph. Eur.

2.9.5; «Mpo3opicTb Ta CTyniHb
onasnecueHuii» - fogaHo
nocunaHHsa Ha Ph. Eur. 2.2.1y
cneuugikaLio Ta meToam
KoHTposnto 13, 3amicTb onucy
BMNPOBYBaHHA HafaeTbCs

nocunaHHs eignosigHo fo Ph. Eur.

2.2.1; KpuTepili NPUAHATHOCTI <
cyneHsii NoOpiBHAHHA | BignoBigae
KpuTepito NpuiiHaTHoCTI < 3 NTU.

TakvM YNHOM KpUTepiii
NpUIAHATHOCTI B cneumdikauii M3
npuBeaeHuii o moHorpadii Ph.
Eur. 2.2.1 «CTyniHb
3a6apBneHHsA» - 0AaHO
nocunaHHs Ha Ph. Eur. 2.2.5y
cneumdikauiio Ta MeToam

KOHTponto 13, 3amicTb onucy

BMNpobyBaHHA HaJaeTbCA
nocunaHHsA BignosigHo go Ph. Eur.

2.2.5; «MexaHiuHi BK/IIOYEHHS —

HEBUAMMI YaCTKU» - AOAAHO

nocunaHHsa Ha Ph. Eur. 2.9.19 y

cneuugikauio Ta MeToam

KOHTponto 13, 3amicTb onucy

BUNPOOYBaHHA HaJaeTbCA
nocunaHHA BignosigHo fo Ph. Eur.
2.9.19; «pH»- foaaHo nocunaHHs
Ha Ph. Eur. 2.2.3 B cneumdikaujto
Ta MeToam KoHTponto 13, 3amicTb
onucy BUNPoByBaHHA HaAAETbCA
nocunaHHsA BignosigHo go Ph. Eur.
2.2.3; «OCMONANLHICTb» - fofaHo

nocunaHHa Ha Ph. Eur. 2.2.35 B

cneumdikauiio Ta MeToam

KOHTponto 13, 3amicTb onucy

BMNpobyBaHHA HaJaeTbCA
nocunaHHsA BignosigHo go Ph. Eur.
2.2.35; «bakTepianbHi
E€H0TOKCUHW» - A04aHO
nocunaHHs Ha Ph. Eur. 2.6.14 B
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

MEeTOoAN KOHTPOso sikocTi N3,
3aMiCTb Onucy BUMPOOYBaHHSA
HafaeTbCa NOCUMaHHS BigNOBIAHO
no Ph. Eur. 2.6.14;-
«CTepunbHICTb» - BIgMOBIAHO A0
MoHorpadii Ph. Eur . 2.6.1
KpUTepili NPUIAHATHOCTI B
cneuudikayii «CTepuIbHUA»
3aMiHeHUIA Ha «PicT BigCyTHIl» |
BHeCeHO nocunaHHs Ha Ph. Eur.
2.6.1 y meToam koHTposo He 6yno
BHECEHO 3MiH Y BifHOLLIEHHI caMmnx
MEeTOAIB Ta ix Bastigauji.
Jopatkoso 3aTBepaxeHHa MKA
13 yKpaiHCbKOK MOBOHO ; 3MiHM |l
TUMY — OHOBJ/IEHHA METOAY
BMNpoGyBaHHS A®| 3a NOKa3HUKOM
«TpunTUYHe nenTugHe
KapTyBaHHs». [MoTOYHUI Ta
3anpornoHoBaHWin MeToau
I'PYHTYIOTBCS Ha ifEHTUYHUX
npyvHUMnax BunpobyBaHHs, a came
TPUNTWUYHWIA Figponi3 3
nofanbLuo o6epHeHo-(a3oBoo
BEPX. ¥ nepernsiHytomy mMeTogj
6yna BMKOHaHa He3HayHa 3MiHa
npoueaypu NpUroTyBaHHs 3paska,
L0 3a6e3nevye 3MEHLLEHHS Yacy
npurotyBaHHs. Kputepii
NPUAHATHOCTI HE 3MIHUAUCS.
[opatkoBo Bigbynocs chopmanbHe
OHOBJ/IEHHS [OKYMEHTY (HOBWiA
An3aiiH foKyMeHTaLii), a came
3MiHeHuli chopmart posgainis,
BMKOHaHe nepecpasysBaHHs,
[LOMOBHEHO iH(hopMaLjieto LWoa0
AKOCTi BUKOPUCTOBYBAHNX
peareHTiB, TeCTy NpuaaTHOCTI
cucTemu, AofaHi TMNoBi
Xpomartorpamu; HagaHa
iHbopMmaLisi CTOCOBHO cdhepu
3acTocyBaHHA MeToay, 06'eagHaHi
po3ainu HeobxigHe ob6agHaHHA
Ta MNapameTpy o6nagHaHHs.
BHeceHi pefakLiiiHi npaBk14 3MiHW
| TNy — BBEAEHHSA KpUTEpIlo
NPUAHSATHOCTI Y cneyudikadio
['N13 Ha BUMNYCK 3@ NOKa3HNKOM
«ApriHiH» 3aMiHa NOKa3HMKa SAKOCTi
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y cneuudpikayii M13; 3miHn | Tuny —
BBeileHHs MeToAy KOoHTposito 13
3a MOKA3HMKOM «ApriHiH»
MeToA0M KoM6iHauii adiHHOI-,
aHioH- i kaTioH 06MiHHOT
o6epHeHo-ha3oBoi BEPX B3amiH
nokasHuka «Bru3HaueHHs apriHiHy»
MeTO0M 06epHEHO-(ha30BoI
BEPX, L0 f,03BOMNTL BU3HAYATU
KiNIbKICHO apriHiH; 3miHu | Trny —
BBE/IEHHSI KPUTEPID NPUAHATHOCTI
y crneumdikauito M3 Ha Bunyck 3a
nokasHukom «[lonicop6at 80».
MoTOYHWI1 3apeecTpoBaHnii MeTos
He NoTpebye OHOB/IEHHSA Ta MOXe
3aCTOCOBYBATUCSA A/15 KiIbKICHOO
BMNpo6yBaHHs nonicopbaty 80.
Kputepii npuiAHATHOCTI 6ynn
BCTaHOB/IEHI 3a [ONOMOrOt0
CTaTUCTMYHOrO NigxoAy no
pe3synbTaTam TecTyBaHHs cepil
N3 anbTenasu; 3miHm | Tnny —
OHOB/IEHHA MeToAy BUNPOOYBaHHS
'N3 3a nokasHukom «Monicop6at
80»: Bigbynocs dhopmasibHe
OHOB/IEHHA METOANKMN (HOBWIA
An3aiiH foKyMeHTaLii), a came
3MiHeHuli chopmart posgainis,
BUKOHaHe nepegpasyBaHHs,
[LOMOBHEHO iH(hopMaLjieto LWoa0
AKOCTi BUKOPUCTOBYBaAHNX
peareHTiB, npoueaypu
PO34MHEHHSA niodinisaty, Tecty
npuaaTHoOCTi cucTemu, fodaHi
TUNOBI XpomaTorpamu. [loaaTkoBO
BHECEHI HE3HaYHI peAaKLiiHi
npaskn. 3MiHEHO Ha3By
noKasHWUKa, 3aTBEpAKEHO:
BusHaueHHs nonicopbary 80.
MeToguka npoBefeHHs He
3MiHWNacs; 3minu | Tuny —
[ONOBHEHHA creumdikayii MN3
NnoKa3HUKOM sKocCTi «KaninspHuii
renb-enekTpocopes,
BifIHOBNIOB&/1bHI BUMOTW» AN1A
BU3HAYEHHS YNCTOTU 3
BiAMNOBIAHUMU KpUTEPISMU
NPUIAHATHOCTI Ha BUNYCK Ta Ha
TEePMiH NPUAATHOCTi B3aMiH
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
nokasHuka «HAC-MAIE-

enekTpodopes (3abapBneHHs
Cpi6a1oM)»; 3MiHU | TURY —
BBE[EHHA MeToAy KOHTpono MN3
3a NOKa3HUKOM SIKOCTIi
«KaninsipHuii renb-enekTpodopes,
BigHOB/IIOBa/IbHI BUMOTU» A5
BMU3HAYEHHSA YNCTOTU 3 B3aMiH
nokasHuka sikocTi «HAC-MATE-
enekTpodpopes (3abapBneHHs
cpi6nom). HoBuiA meToz,
NOPIBHSHO i3 3aTBEPKEHUM
[03BONISIE OTPUMATH
enekTpogeporpamu 3 6isbLIOK
PO34iNbHOK 34aTHICTO, L0
YMOX/IVB/THOE BUKOHATU KiSTbKICHY
OULiHKY; 3MiHW | TUMY — AONOBHEHHS
cneumdikauii M3 Ha BUNycK
nokasHUKOM SIKoCTi «KaninspHe
i30enekTnyHe pokycyBaHHs i3
Bi3yanizaujieto» 3 BignoBigHMU
KpUTEpiAsMY NPUAHATHOCTI B3aMiH
nokasHuka «l30enekTpuyHe
hOoKyCyBaHHs»; 3MiHW | TUny —
BBEJEHHA MeToAy KOHTpono M3
«KaninapHe i3oenektnyHe
choKycyBaHHs i3 BisyanisaLiero»
B3aMiH MeToAy «|30enekTpnyHe
hOoKyCyBaHHs1» A5 OL|iHKM
reTeporeHHocTi 3apsgy. Hoswii
MeTOZ, NOPIBHSHO i3
3aTBEPMXEHVM [O3BONAE
oTpMMaTV enekTpodeporpamu 3
GiNbLLIOK PO3AiNIbHOK 3AATHICTHO,
LLIO YMOX/IMBJIHOE BUKOHATM
KINIbKICHY OLiHKY; 3MiHW | Tuny —
OHOBJ/IEHHA METOZY KOHTPO/O
AKocTi 13 3a NOKa3HUKOM
«BucokoehekTBHa eKCKN03VBHA
XpomaTorpadis», Lo NoB’A3aHo i3
3MiHOI KO/TOHKM 3 TSK G3000SW
600 x 7,5 mm Ha TSK gel
G3000SWXL 300 x 7,8 MM, Wwo
3a6e3neyye 3MeHLLEHHS Yyacy
aHanisy. Kpwutepii npuiAHATHOCTI
He 3MiHunncs. [JoaaTkoBO BHECEHI
He3HauHi pefiakuiii npasku Ans
NoNINLEHHs CTPYKTYpKn

[LOKYMEHTY, BU/Ty4YeHi MOCU/IaHHS
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Ha HOMepW BHYTPILLHIX npoLleayp
KoMnaHii, J0NoBHEHO
iHchopmauieto Lwoao SKocTi
BUKOPVCTOBYBaHWX PeareHTis,
npoueaypy po3YnHEeHHS
nioghinisaty, nopaaky BBEAEHHS
npo6, TeCcTy NpMAaTHOCTI cucTemu,
[ofaHi TMNoBi XpomaTorpamu.
3MiHEeHO Ha3By MOKa3HvKa,
3aTBepMKEHO: BusHaveHHs
MoHoMepy rt-PA. Kputepii
NPUAHATHOCTI 3a/IMLLEHI 6E3 3MiH;
3MiHU | TUMY — OHOBEHHSI METOAY
KOHTpoOto sKocTi /13 3a
NokasHWKOM «OHOMaHLoroBa,
LLIO NOB’A3aHO i3 3MIHOK KOJTOHKM 3
TSKgel G3000SW 600 x 7,5 mm
Ha TSK gel G3000SWXL 300 x 7,8
MM, L0 3abe3neyye 3MeHLUEHHS
yacy aHanisy. Kputepii
NPUAHATHOCTI HE 3MIHUAUCS.
[lofaTkoBO BHECEHI HE3HAYHI
pefakuiii npaskW 4Nt NONIMUEHHS
CTPYKTYPU JOKYMEHTY, BUNYYEHi
NOCUIaHHSA HA HOMEPW BHYTPILLHIX
npoueayp komnaHii, JONOBHEHO
iHchopmawuieto Lwoao SKocTi
BUKOPVCTOBYBaHWX PeareHTis,
npoueaypy po3YnHEHHS
niodpinisaTy, TeCTy NnpuaaTHocTi
cucTemu, gogaHi TUNoBi
XpomaTorpamu; a Takox
NOrofpKeHi KpUTepii NPUAHATHOCTI
y cneyudpikauii Ha TepMiH
npuaaTHoOCTI BiANOBIAHO A0
KpuTepiiB Ha BMNYycK; 3MiHEHO
Ha3BY NOKa3HWUKa, 3aTBEPAKEHO:
Bn3HaueHHa 0AHONALOrOBOrO rt-
PA; 3MiHM | TUNY — OHOBNEHHSA
MeToAy KOHTposio skocTi /13 3a
NMOKa3HUKOM «30BHILLHIA BUrNAL»:
Bifbynocsa chopmasibHe
OHOBJIEHHS AOKYMEHTY (HOBWIA
On3aliH foKyMeHTaLii), a came
3MiHeHuit chopmart po3gainis,
BWKOHaHe nepedpasyBaHHs,
BHECEHHSAM pefakLiiHiX NpaBok:
BUAasIeHa HecyTTeBa iHchopmallis
(napameTpu 061agHaHHS,
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

BMNPOGYBaHHA NPUAATHOCTI
CUCTEMMU, NMOCUTAHHSA Ha iHLLI
eKBiBa/IEHTHI maTepiann).
MeToguka npoBefeHHs Ta
KpuTepii NPUAHSATHOCTI He
3MIHUAUCS; 3MiHW | TUny —
OHOBJIEHHA MeToAy BUNPOOYBaHHSA
['N13 3a nokasHukoM «4Hac
PO34MHEHHS»: BiAbynocs
chopMasibHe OHOBEHHS
[OKYMEHTY (HOBWiA fn3aiiH
[OKyMeHTauii), a came 3MiHeHwi
chopmat po3ginis, BUKOHaHe
nepedpasyBaHHs, BHECEHHSM
peAakuiiHnx NpaBoK: BuAaNeHa
HecyTTeBa iHchopmauis
(napameTpu o6nafHaHHS,
BMNPO6YBaHHA NPUAATHOCTI
CUCTEMU, NOCUNAHHS Ha iHLLI
eKBiBa/IeHTHI MaTepiasin).
MeToavka npoBefieHHs Ta
KpuTepii NPUAHATHOCTI He
3MIHUAKUCS; 3MiHW | TUNY —
OHOB/IEHHSA METOAY BUNPOBYBaHHS
N3 «Cianosa kncnotax:
BifGynocs copmasibHe
OHOBJ/IEHHS JOKYMEHTY (HOBWA
On3aiiH foKyMeHTaLiT), a came
3MiHeHuli chopmart posginis,
BMKOHaHe nepecppasyBaHHs,
[LOMNOBHEHO iHhopMaUi€eto LLoAo
AKOCTi BUKOPUCTOBYBaHNX
peareHTiB, TemnepaTypoto
KO/IOHKM Ta aBToOCEMMIepa,
npoueaypy po3YnHEHHS
niocpinizaTy, NOCNIAOBHOCTI
BBE/leHHs Npob, TecTy
NpuAaTHoOCTi cuctemMu, aofaHi
TUMNOBI Xpomarorpamu. [lo4aTkosBo
BHECEHI HE3HAYHI pefakLiiHi
npaskn. 3MiHEHO Ha3BYy
nokasHuka, 3atsepakeHo: Cianosi
Kmcnotu. Metofmka npoBefeHHs
Ta KpUTepii NPUIAHATHOCTI He
3MIHUAUCS; 3MiHK | TUny —
OHOBJIEHHA MeToAy BUNPOOYBaHHS
'N3 3a nokasHuKoM «BmicT Bogn»
Bifbynocs chopmasibHe
OHOBJIEHHSI JOKYMEHTY (HOBWIA
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

[On3aiiH foKyMeHTaLii), a came
3MiHeHwuli chopmart posginis,
BMKOHaHe nepecppasyBaHHs,

[LOMNOBHEHO iHhopMaUi€eto LLoAo
TecTy NpuaaTHOCTi CUCTEMU.
[opfaTkoBO BHECEHI HE3HAYHI
pefakuiiiHi npaBkn. 3MiHEHO Ha3BY
rokasHuka, 3aTBepakeHo: Boga.
MeToavka npoBefieHHs Ta
KpuTepii NPUAHATHOCTI He
3MIHUANCA. (BUTYYEHHS METOANKN
2 [nsi BUSHAYEHHSI BMICTY BOAM,
sika NOMU/IKOBO Byna 3a/mileHa B
oHoBneHomy MK4, nicns
BHECEHHS 3MiH); 3MiHu | Tuny —
OHOBJIEHHA MeToAy BUNPOOYBaHHS
N3 «®i6puHONi3»: Bigbynocs
dopMasibHe OHOB/IEHHS
[OOKYMEHTY (HOBWiIA An3aiiH
[oKyMeHTaLii), a came 3MiHeHwWi
chopmaT po3ginis, BUKOHaHe
nepecdpasyBaHHs, JONOBHEHO
iHbopmaLieto Wwoao AKoCTi
BWKOPVCTOBYBaHWUX PeareHTiB,
npoueaypy po3YnHEHHsS
niocpinizaty, TeCTy NnpuaaTHocTi
cuctemun. oAaTKOBO BHECEHI
He3HauHi pefakLiliiHi npaBKu.
3MiHeHO Ha3By NoKasHuKa,
3aTBepMKeHO: PiGpUHONITUYHA
aKTMBHICTb. MeToAMKa
npoBefeHHs Ta Kputepii
NPUAHATHOCTI HE 3MIHUICA. 3MiHN
| TNy — OHOBNEHHA MeToay
BMNpobyBaHHA 113 3a
nokasHnkoM «KoHueHTpauis 6inkis
—Y® ckaHyBaHHA»:Bigbynocs
chopmasibHe OHOBMEHHS
[OKYMEHTY (HOBWIA Aun3aiiH
[OKyMeHTauii), a came 3MiHeHwWi
dhopmart po3finis, BUKOHaHe
nepedpasyBaHHs, fONOBHEHO
iHchopMmawuieto Woa0 SKOCTi
BUKOPVCTOBYBaHWUX pPeareHTiB,
npoueaypy po3YnHEHHs
niodpinisaty, TecTy NpMaaTHOCTI
cuctemu. [loaaTkoBO BHECEHI
He3HauHi pefakuiliHi npaBku.

3MiHeHO Ha3BY MNOKa3HWKa,
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3aTBepaxeHo: YO abcopbuinHa
cnekTpodoTomeTpis. MeToauka
npoBefieHHs Ta KpuTtepii
NPUAHATHOCTI HE 3MIHWUANCS; 3MiHN
Il TNy — 3miHa KpuTepiis
NpUIAHATHOCTI y cneumdikauii FN3
3a MoKa3HMKOM «Tun I/Tun l1», wo
06yMOB/IEHI 3aMiHOO MeToay
BM3HAYEHHA BapiaHTiB raikonizawii
I Ta |l TUNY y 3paskax anbtennasu;
3MiHu |l TUNY — BBEAEHHS
HOBOr0O MeToy BMNPobYyBaHHS
N3 3a noka3Hukom «Tun I/Tun
II» meTo40M 3BOPOTHO-
pazoBoi BEPX Ha 3amiH
3aTBEPKEHOr0 MeToay
«BusHayeHHa Tun I/Tun 11»
metogom ACH-TATE-
enektpochopesy. Obuasa
MEeTOAN BUKOPUCTOBYIOTLCSA
[ON15 BU3HAYEHHS BapiaHTIB
rnikonizauii | Ta Il Tuny y
3paskax anibTenasu. Hosuii
MeToZ 3abe3nevye kpatle
po3gineHHs monekyn, GinbLu
BMCOKY TOYHICTb, HaZiHICTb Ta
MEHLLUNIA Yac Ans aHanisy

ANbAA30N

TabneTku, BKPUTI
NAIBKOBOK 0B0/I0HKOHO,
no 400 wmr; no 3
Tabnetkn y 6nictepi; no
1 6nicTepy y nauui

AT "KMIBCBKUN
BITAMIHHUN
3ABOA"

YKpaiHa

AT "KMIBCbKUN
BITAMIHHU
3ABOA"

YkpaiHa

BHECEHHS 3MiH j0 peecTpaLiinHmx
marepianis: 3mMiHu | TMny - 3MiHN 3
akocTi. CepTudpikat
BignosigHocTI/TE-cepTudpikat
BIANOBIAHOCTI EBPONENChbkili
hapmakonei/moHorpadii. 3miHu,
noB'sA3aHi 3 HEOOXiAHICTIO
npuBELEHHS Y BIANOBIAHICTb A0
MoHorpadii 4PY abo
€Bponeiicbkoi thapmakonei, abo
iHLWOT HauioHaNbHOT hapMakonei
aepxasu €C (3miHa 'y
cneumagikauisx, nos'a3aHa 3i
3miHamu B 1®Y, abo
€Bponeiicbkili hapmakonei, abo
iHLUIA HauioHaNbHIl hapmakonel
aepxasu €C) - NpuBeAEHHSA
Cneuudikauii Ha fitody peqyoBUHyY
AnbbeHaa3on y BiANOBIAHICTbL A0
aKTyasibHOi MoHorpadii
€Bp.®apm. 1386 Ha Albendazole.

3a peyenmom

UA/9351/01/01

31




n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BunyyeHo nokasHuk
«PO3UYMHHICTb», OCKINIbKM AaHWi
TeCT xapakTepusye ianko-ximidHi
BnactmsocTi A®| i He noTpebye
PYTUHHOrO KOHTpO/0. Hassy
nokasHuka «3asInLLKOBA KiflbKiCTb
OpraHi4YHNX PO3YNHHUKIB» 3MIHEHO
Ha «3aNLLKOBI PO3YNHHUKN.
MokasHyku «CynpoBiaHi AOMILLKN»
Ta «KinbKicHe BU3HAUEHHS»
npuBeaeHo y BiANOBIAHICTb A0
MoHorpadii €sp.®apm. 1386 Ha
Albendazole

10.

APOMA3VH

TabneTku, BKPUTI
LlyKPOBOI 060/I0HKOIO,
no 25 wr, no 15
Tabnetok y 6nictepi; no
2 6nicTepy B KAPTOHHIN
Kopo6Li; no 20 TabneTok
y 6nicTepi; no 5
6nicTepiB y KaPTOHHIi
Kopoo6Li

MN®ANIEP IHK.

CWA

Mdpaiizep ITanis
C.p.n.

ITanisa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TURY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy. BeeneHHs a6o
3MiHW [0 y3arasibHEHUX AaHuX npo
cuctemy hapmakoHarnagy
(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa YNOBHOB&XeHOI 0coou,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHoOI
ocobu 3 hapmakoHarnagy
3aABHUKa 419 3MiACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNOBHOB&XXEHOI
ocobw, BiANoBiAasIbHOT 3a
3fjiicHeHHs hapmakoHarnsgy
(BKHOYAKOYM KOHTAKTHI AaHi)
Ta/ab0 3MiHN Y PO3MILLEHHI
mMacTep-haiina cuctemm
thapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHYKA,
BiANOBIAa/IbHOI 3a 3AiICHEHHS
chapmakoHarnsgy: MponoHoBaHa
pepakuis: bap6apa e BepHapai/
Barbara De Bernardi. 3mina
KOHTaKTHUX AaHNX YNOBHOBaXKEHOT
0cobu 3asiBHUKa, BIANOBIA&/IbHOT
3a 3fjiicHeHHs chapmakoHarnsgy

3a peyenmom

UA/4769/01/01

11.

ACMNAPKAM

rpaHym (cybctaHuis) y
noAgiliHMx
nonieTnIeHoBmX
naketax gns
chapmaLeBTUYHOro

NAT
"Ximdhapm3sasoz
"YepsoHa 3ipka"

YKpaiHa

NAT
"Ximchapm3asop
"YepBoHa 3ipka"

Ykpaina

BHECEHHS 3MiH 0 peecTpavinHmx
martepianis: 3miHu | Tuny -
aAMiHICTpaTUBHI 3MiHW.
BunyyeHHst BUPOGHMYOT AibHNL
(BKNoYatoum ginbHui ans Adl,

UA/15222/01/01

32




n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3acCToCyBaHHA

MPOMIXKHOIO NpoAyKTy abo
roToBOro Nikapcbkoro 3acoby,
AiNbHUL 418 NPOBeAEHHSA
nakyBaHHS, BUPOOHMKa,
BiANOBIAA/ILHOrO 3a BUNYCK Cepii,
MicLie NpoBEeAEHHS KOHTPO/IHO
cepii) abo nocTavanbHVKa
BMXIZHOrO MaTepiany, peareHTy
ab0 AONOMIKHOT PevyoBUHU (SKLLO
3a3Ha4YeHo y [JOCbE) - BUSTYUYEHHS
3aTBepmKeHoi AinbHuui (Ne2 Lexy
Nel) Bupo6HuUTBa AD| Acnapkawm;
3anpornoHoBaHo: TP 64-00481241-
169-19 ginbHUusA Ne5 uex Ne2

12.

ACTPALE

NOPOLUOK ANA
Opas1bHOro PO34MHY Mo
200 wmr; no 31y calue;
no 10 calue y kapTOHHii
Kopoo6Li

TOB "AcTpadchapm”

Ykpaina

TOB "AcTpadapm”

YkpaiHa

BHECEHHS 3MiH 0 peecTpalinHmx
marepianis: 3MiHu | TUMY - 3MiHK
ofo 6e3nekun/edekTMBHOCTI Ta
hapMakoHarnsgy - BHECEHHS 3MiH
[0 po3gainy “MapkyBaHHsA" MKA
na:
3anponoHoBaHo: MapKyBaHHS.
BignosigHo Ao 3aTBEpPAKEHOrO
TEKCTY MapKyBaHHs. 3MiHu
BHECEHi B TEKCT MapKyBaHHS
yNakoBKM NikapcbKoro 3acoby
LLIOA0 3a3HAYEHHS OANHNLb
BMMIpOBaHHSA y cuctemi Sl

6e3 peyenma

UA/17866/01/01

13.

BAKTPOBAH™

Masb 2 %; no 15 r masi B
Ty6i; no 1 Ty6i B
KapTOHHI Kopoo6Li

"nakcoCmiTKnsiiH
Ekcnopt NimiTeq

Benuka
BpuTtaHis

nakco OnepeiilHe
HOK NimiTep,

Benuka
BpuTaHis

BHECEHHS 3MiH 40 peecTpaviinHmx
MaTepianis: 3MiHU | TUNY - 3MiHK 3
akocTi. Ceptudpikat
BignosigHocTI/TE-cepTudpikar
BiANOBIAHOCTI EBpONechbkili
thapmakonei/moHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO
cepTuikaTa BignoBigHOCTI a6o
BWyYEHHS cepTudikata
BiANOBIAHOCTI EBpONeichbkili
hapmakonei: gna A®l; ans
BWXifHOro
marepiany/peareHTy/npoMiXKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpOGHULTBI ADI; ans
[L,0MOMDKHOT PeYOBUHU
(cepTudpikar BignoBigHOCTI
€Bponeiicbkiin hapmakone) -
OHoBReHWi cepTudikar Big yxe
3aTBEPAKEHOrO BUPOBHMKA -
NoAaHHA OHOB/IEHOTO

3a peyernmom

UA/4019/01/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,

3asiBHUK

KpaiHa

Bupo6HuK

KpaiHa

ynakoska)

3asiBHUKa

BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

14.

BEKAPBOH

Tabnetku, no 10

My6niyHe

YKpaiHa

My6niyHe

CeprtuchikaTy BignoBigHOCTI
€Bponelicbkiin dapmakonei Ne RO-
CEP 2017-011-Rev 01
(3atBepmxeHo: RO-CEP 2017-011-
Rev 00) Ha fjto4y peqoBuHy
Mupirocin Isobutyl acetate
process, BUaHW 3aTBEPAKEHOMY
BMPOGHUKY Teva Pharmaceutical
Works Private Limited Company,
Hungary, €sponeiicbkum
[npekTopatoM 3 KOHTPO/IO AKOCTI
nikapcbkux 3acobis (EDQM)

Tabnetok y 6nictepi; no
2 6nictepn y nayui 3
KapToHYy

akuioHepHe
TOBapUCTBO
"HaykoBo-
BMPOBHWYMIA LIEHTP
"BopLuariscbkuii
XiMiKo-
hapmaLeBTUYHNIA
3aBof”

akuioHepHe

TOBapWCTBO

"HaykoBo-
BUPOGHNUNIA LIEHTP

"Bopuyariscbkuii
XiMiKo-

hapmaLeBTUYHNIA
3aBof", YkpaiHa;
TOB "Arpochapm”

YkpaiHa

BHECEHHS 3MiH 40 peecTpavinHmx
marepianis: 3MiHu | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy - 3amiHa
po3ainy “I'pacivyHe ohopMIeHHs
ynakoBkun” Ha “MapkyBaHHs" MKA
N3. 3anponoHoBaHo: MapkyBaHHS.
BignosigHo fo 3aTBEpAXEHOro
TEKCTY MapKyBaHHS ynakoBKU.
3MiHV BHECeHi B TEKCT
MapKyBaHHS yNakoBK/ NikapCbKoro
3aco6by LWo40 3a3HaYEHHS
OAVHWLb BUMIPIOBAHHS Y CUCTEMI
Sl. BBeieHHs1 3MiH NpPOTArom 6-Tu
MiCALIB MiCNA 3aTBEPAKEHHS;
3MiHM | TUMy - 3MiHX 3 AKOCTI.
[oTOBMIA NikapcbKuii 3aci6.
Cucrtema
KOHTeliHep/3aKynopoBanbHWi
3aci6. 3MiHa nocTavyasibHVKa
nakyBaslbHUX MaTepianis abo
KOMNIEKTYOUMX (SKLO 3a3Ha4YeHO
B [10CbE) (BUTYYEHHS
nocTavyasnbHvKa) - BHECEHHS 3MiH
no p. 3.2.P.7. Cuctema
KOHTelHep/3aKynopoBasbHWi
3aci6: BUNyYeHHs iHdopmawii
LLOA0 nocTavasibHUKIB
nakyBasibHUX MaTepianis: MniBka
MBX (TOB “KnbokHep MNeHTannact
Pyc”, Pocis ; “Gallazzi S.p.A.”,
ITanis; “Bilcare Research Gmbh”,
Himeuuunna; “TBP d.d.”, CnoBeHis;
donbra antomixiesa (TOB
“AnTtpeia’, YkpaiHa; T30B

“ABEO-KomnaHis”, YkpaiHa)

6e3 peyenma

UA/7454/01/01
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
15. BETACEPK® Tabnetku no 8 mr: no 15 AG6OTT Xenckea Higepnangu MaiinaH ®paHuis BHECEHHS 3MiH 40 peecTpalinHmx 3a peyenmom UA/0489/01/01
Tabnetok y 6nictepi, no Mpogaktc 6.B. Na6opaTtopiz CAC marepianis: 3MiHU | TUMY - 3MiHK
2 6nicTepy B KAPTOHHii Lofo 6e3nekun/edpekTMBHOCTI Ta
ynakosLi; no 30 hapmakoHarnsgy. BeegeHHs abo
Tabnetok y 6nictepi, no 3MiHM [0 y3ara/ibHeHUX JaHuX Npo
1 6nicTepy B KApTOHHiIl cuctemy thapmakoHarnagy
ynakosLij; no 25 (BBEAEHHSA y3araslbHEHVX AaHUX
Tabnetok y 6nictepi, no npo cuctemy dpapmakoHarnsagy,
4 6nicTepun B KAPTOHHIl 3MiHa YNOBHOBaXEHOT 0CcO6H,
ynakoBLi BiANoBiAa/IbHOI 3a 3[jACHEHHSI
hapmMakoHarnagy; KOHTakTHoI
0cobu 3 hapmakoHarnsgy
3asiBHMKa AN 34iNCHEHHS
thapmakoHarnagy B YKpaiHi, AKLo
BOHa BifIMiHHA Bif, yNIOBHOB&XEHOI
ocobw, BignoBiAa/IbHOI 3a
3[jiCHEeHHS1 hapMakoHarisgy
(BKNHOYAKOYUN KOHTaKTHI AaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CObM 3as1BHMKA,
BiANOBIA&/IbHOT 382
hapmakoHarnsg.
MponoHoBaHa pepakuis: Thomas
Nisslein, DVM, PhD / Tomac
Hiccnsiin, DVM, PhD. 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI
0cobu 3asiBHUKa, BiANOBIA&/IbHOT
3a (hapmakoHarnag,
16. BETACEPK® TabneTtky no 16 mr: no AG6OTT Xesnckea HigepnaHngu MaiinaH ®paHuis BHECEHHS 3MiH 40 peecTpavlinHmx 3a peyenmom UA/0489/01/02

15 a6o no 21 Tabnetuiy
6nicTepi, no 2 6nictepn
B KQpPTOHHIl ynakoBL;
no 20 TabneTtok y
6nicTepi, no 3 6nictepn
B KQpPTOHHIl ynakoBLi

Mpopaxrtc B.B.

Nab6opaTtopiza CAC

marepianis: 3MiHu | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy thapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy dhapmakoHarnsgy,
3MiHa yNOBHOB&XeHOi 0cobu,
BigNoBiAa/IbHOI 3a 34jACHEHHSI
hapMakoHarnaay; KOHTakTHOI
0cobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iCHEeHHS
thapmakoHarnagy B YKpaiHi, kLo
BOHa BiIMiHHA Bif, yNTOBHOB&XEHOI
ocobw, BignoBiAa/IbHOI 3a
3[jliCHEHHS1 hapMakoHarnagy
(BK1HOYAKYM KOHTAKTHI AaHi)
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CObM 3as1BHMKA,
BiANOBIA&/IbHOT 32
hapmakoHarnsg.
MponoHoBaHa pepakuis: Thomas
Nisslein, DVM, PhD / Tomac
Hiccnsiin, DVM, PhD. 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI
0cobu 3asiBHUKa, BiANOBIA&/IbHOT
3a (hapmakoHarnag,

17.

BETACEPK®

TabneTkn nNo 24 mr: no
10 Tabnetok y 6nictepi,
no 1 a6o 5 6nictepis y
KapTOHHIA ynakoBL,i; no
20 Tabnetok y 6nictepi,
no 1, 3 abo 5 6nictepis
Y KapPTOHHII1 ynakoBLi;
no 25 tabnetok y
6nicTepi, no 2 a6o 4
6nicTepy B KApTOHHIA
ynakoBLi

AG6OTT Xenckea
Mpopaxrtc B.B.

HigepnaHngu

MavinaH
Nab6opaTtopiza CAC

®paHuis

BHECEHHS 3MiH 40 peecTpavinHmx
marepianis: 3MiHu | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy thapmakoHarnagy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy dhapmakoHarnsgy,

3MiHa yNOBHOB&XeHOi 0cobu,
BiANoBiAa/IbHOI 3a 34jACHEHHSI
hapMakoHarnaay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iCHEeHHS
thapmakoHarnagy B YKpaiHi, kLo
BOHa BiIMiHHA Bif, yNTIOBHOB&XEHOI
ocobw, BignoBiAa/IbHOT 3a
3[jliCHEHHS1 hapMakoHarnagy
(BKNHOYAKOUN KOHTaKTHI AaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa

YMOBHOB&XeHOT 0CobM 3as1BHMKaA,

BiANOBIAa/ILHOT 3a
hapmakoHarnsg.

MponoHoBaHa pepakuis: Thomas

Nisslein, DVM, PhD / Tomac
Hiccnsiin, DVM, PhD. 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOT
0cobu 3asiBHUKa, BIANOBIA&/IbHOT
3a (hapmakoHarnag,

3a peyernmom

UA/0489/01/03

18.

BICAKOAUN

Cyno3nTopii peKkTaslbHi
no0,0l1rno5
cynosuTopiie y 6nictepi;
no 2 6nictepu y nauui 3
KapToHY

MpuBartHe
akuioHepHe
TOBapUCTBO

"JlekxiM-Xapki"

YKpaiHa

MNpvBaTHe
akuioHepHe
TOBapuCTBO "JleKXiM
- XapkiB", YkpaiHa

Ykpaina

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis: 3MiHu | TURY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBNEHHS

BXe 3aTBEpKEHOro TeKCTy

bes peyenma

UA/1380/01/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MapKyBaHHS; BHECEHHS 3MiH [0
po3giny “MapkyBaHHs” MKA N3:
3anponoHoBaHo: MAPKYBAHHSA.
BignosigHo Ao 3aTBEpPAXEHOrO
TEKCTy MapKyBaHHS. 3MiHu
BHECEHi B TEKCT MapKyBaHHS
yMakoBKM NikapCbKoro 3acoby
LLOA0 3a3HAaYEHHS OAVHNLb
BVMIiptOBaHHSA y cuctemi Sl.
BeefieHHs 3MiH npoTarom 3-x
MicALiB nicna 3aTBepAKeHHs

19.

BICAKOAVN

Cyno3nTopii peKkTasibHi
no 0,01 rin bulk: no 5
CynosuTopiiB y 6nictepi,
no 250 6nictepn y
ALLMKY

MpusatHe
akKujioHepHe
TOBapuCTBO

"Nlekxim-Xapkis"

Ykpaina

MpusaTHe
akujioHepHe
TOBapuCTBO "J1eKxiM
- XapkiB", YkpaiHa

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
ofo 6e3nekn/edekTMBHOCTI Ta
hapMakoHarniagy - OHOB/IEHHS

BXE 3aTBEPAKEHOro TEKCTY
MapkyBaHHs in bulk: no 5
cynosuTopiiB y 6aictepi; no 250
6nictepu y AWMKY (BHECEHHS
no3HavyeHb OAVHULb
BVIMIPIOBaHHS, 3 BUKOPUCTaHHAM
niTep naTtuHCbKoro andasiTy, Ta

TOLLLO); BHECEHHS 3MiH 10 po3ainy

“MapkyBaHHA" MKA N3:
3anpornoHoBaHo: MAPKYBAHHA.
BignosigHo fo 3aTBEpAXEHOro
TEKCTy MapKyBaHHs. BignosigHo
[0 3aTBEPAXKEHOrO TEKCTY
MapKyBaHHS, L0 AO0AAETHCS.
3MiHWN BHECEHI B TEKCT

MapKyBaHHS YNakoBKV NikapCbKoro

3aco0y o0 3a3HaYeHHs

OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BBeEeHHS 3MiH NpoTArom 3-x

MicALB Nicnsa 3aTBepAKeHHs

UA/13999/01/01

20.

BOPTEPO

niodpinisat ANs po3umHy
ONns iH'ekuin, no 3,5 mr 1
donakoH 3 niocpinizaTom
Y KapTOHHIl kopoobLi

FETEPO JIAB3
NIMITE[

IHais

leTepo /1a63
Nimiteq

IHais

BHECEHHS 3MiH 40 peecTpalinHmx
marepianis: 3MiHU | TUMY - 3MiHK
ofo 6e3snekn/edpekTMBHOCTI Ta
hapMakoHarniagy - OHOB/IEHHS

BXe 3aTBePAKEHOro TEeKCTy
MapKyBaHHS; BHECEHHS 3MiH [j0
po3giny “MapkyBaHHa" MKA N13:

3anpornoHoBaHo: MapkyBaHHs

BignosigHo f0 3aTBEpAXEHOro
TEKCTy MapKyBaHHS. OHOB/EHHS

TEKCTY MapKyBaHHS ynakoBKu

NiKapcbKoro 3acoby 3 BHECEHHAM

iHhopmauii Loao 3a3HavYeHHs

3a peyernmom

UA/15089/01/01
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
OAVHWL BUMIPIOBAHHS Y CUCTEMI
Sl. BBeieHHs1 3MiH NpPOTArom 6-Tu
MicsLiB NicNs 3aTBEPAYKEHHS
21. BOPTEPO nioghinisat Ans po3unHy FETEPO /IAB3 IHAisa [eTepo /1a63 IHAis BHECEHHS 3MiH 40 peecTpavlinHmx - UA/15090/01/01
Ans iH'ekuid, no 3,5 mrin NIMITEL, NimiTen marepianis: 3MiHu | TUNY - 3MiHK
bulk: 10 chnakoHis 3 ofo 6e3nekn/edhekTMBHOCTI Ta
MOPOLLKOM Y KOpo6Li 3 chapmakoHarnsgy - OHOB/IEHHS
KapToHy BXe 3aTBEPA)KEHOro TEKCTY
MapkyBaHHs in bulk: 10 chnakoHis
3 MOPOLLKOM Y KOpPO6Lji 3 KApTOHY
(BHECEHHSA NO3HAYeHb OAMHULL
BUMIPIOBaHHS, 3 BUKOPUCTaHHAM
niTep natuHcbKoro andasity,
TOLLLO); BHECEHHS 3MiH 10 po3ainy
“MapkyBaHHA" MKA N3:
3anpornoHoBaHo: MapkyBaHHS
BignosigHo o 3aTBEpAXEeHOro
TEKCTy MapKyBaHHs. BignosigHo
[0 3aTBEPAXKEHOrO TEKCTY
MapKyBaHHS, L0 AO0AAETHCS.
OHOB/EHHSI TEKCTY MapKyBaHHS
yMakoBKM NikapcbKoro 3acoby 3
BHECEHHSM iHdhopMauii Wwoao
3a3Ha4YeHHs OAnHWLb
BVMIipIOBaHHSA y cuctemi Sl.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicSLiB NicNsA 3aTBEPAYKEHHS
22. BYLNECOHIA- cycneHsis gns 3AT "IHTENI Jntea FEHETIK C.IMN.A. ITanisa BHECEHHS 3MiH 40 peecTpaviinHmx 3a peyernmom UA/17798/01/01
IHTENI HEB po3snuneHHs 0,25 mr/mn, FEHEPVKC HOPA" marepianis: 3MiHu | TURY - 3MiHK
no2 mne Lofo 6esnekn/edekTMBHOCTI Ta
0fHOA,030BOMY chapmakoHarnsgy - OHOBNEHHS
KOHTelHepi, no 5 TEKCTY MapKyBaHHS ynakoBKm
KOHTeliHepIB y KOHBEPTI NiKapcbKoro 3acoby 3 BHECEHHSAM
3 aIloMiHIEBOT (honbru; iHbopmauii WwoAo 3a3HavYeHHs
no 4 KOHBEPTU Y OfIMHULIb BUMIPIOBAHHS y cMCTEMI
KapTOHHI KOPOOL Sl. BBeieHHs1 3MiH NPOTArom 6-Tn
MicALiB Nicna 3aTBepKeHHsA
23. BYAECOHIA- cycneHsisa gns 3AT "IHTENI JnteBa FEHETIK C.IM.A. ITania BHECEHHS 3MiH 0 peecTpaLiintHmx 3a peyenmom UA/17798/01/02
IHTENI HEB posnuneHHs 0,50 mr/mn, FEHEPWVKC HOPA" marepianis: 3MiHK | TUMy - 3MiHK

no2mnas
0/1HO,030BOMY
KOHTeliHepi, no 5
KOHTEHepiB Y KOHBEPTI
3 a/TIOMiHIEBOI PhoNbIu;
Nno 4 KOHBEPTU Y

Loao 6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy - OHOB/IEHHSA
TEKCTY MapKyBaHHs ynakoBKu
NiKapCbKOro 3acoby 3 BHECEHHAM
iHchopmauii LWoao 3a3HaveHHs
OAMHWLb BUMIPIOBAHHS Y CUCTEMI
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KapTOHHI KOpooLi

Sl. BBeeHHS 3MiH NpoTArom 6-Tu
MicALiB Nicna 3aTBepAKeHHs

24,

25.

BYNPEH® IC

TabneTtkn cybniHrBasIbHI
no 0,0002 r no 10
Tabnetok y 6nictepi; no
1 6nicTepy B nauuj 3
KapToHy

ToBapucTBO 3
[04aTKOBOO
BiANOBiAA/ILHICTIO
"IHTEPXIM"

Ykpaina

ToBapucTso 3
[04,aTKOBOO
BiANOBIAANBLHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
BHECEHO A0 IHCTpyKUii Ans
MEJUYHOIO 3aCTOCYBaHHS
nikapcbKoro 3acoby fo po3ainis
"B3aemopis 3 iHWIMMKN NiKapCbKUMu
3acobamu Ta iHWi BUan
B3aemogiin", "OcobmBoCTi
3acTocyBaHHA" BigNoBIAHO A0
pekomeHgauiii PRAC. BeefgeHHs
3MiH NpOTAroM 3-X MicAuiB nicns
3aTBEPAKEHHS

3a peyernmom

UA/10202/01/01

BYNPEH® IC

TabneTtkn cybAiHrBasIbHI
no 0,008 r no 10
Tabnetok y 6nictepi; no
1 6nicTepy B nauuj 3
KapToHYy

ToBapucTBo 3
[04aTKOBOO
BiANOBiAANIbHICTIO
"IHTEPXIM"

YKpaiHa

ToBapucTso 3
[04aTKOBOO
BiANOBIAANLHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH 40 peecTpalinHmx
marepianis: 3MiHu | TUMY - 3MiHK
BHECEHO A0 IHCTpyKUii Ans
MeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby fo po3ainis
"B3aemopis 3 iHLIMMKN NiKapCbKUMu
3acobamu Ta iHWi BUan
B3aemMogiin”, "OcobnmBoCTi
3acTocyBaHHS" BigNOBIAHO A0
pekomeHgauiii PRAC. BeegeHHs
3MiH NpoTArom 3-X MicAuiB nicns
3aTBEPKEHHS

3a peyernmom

UA/10202/01/02

26.

BYNPEH® IC

TabneTkn cybniHrBasIbHI
no 0,002 r no 10
Tabnetok y 6nictepi; no
1 6nicTepy B nauuj 3
KapToHYy

ToBapucTtso 3
[04aTKOBOO
BiANOBIAA/LHICTIO
"IHTEPXIM"

YkpaiHa

ToBapucTtseo 3
[04aTKOBOO
BiANOBIAALHICTIO
"IHTEPXIM"

YKpaiHa

BHECEHHS 3MiH [0 peecTpauiiHnX
marepianis: 3MiHU | TUMY - 3MiHK
BHECEHO A0 IHCTpyKUii ans
MeJMYHOr0 3aCTOCYBaHHS
nikapcbkoro 3acoby o po3ainis
"B3aemogis 3 iHLWMMW fliKapCbKuMu
3acobamu Ta iHWi Buan
B3aemogijin”, "OcobmBocTi
3acTocyBaHHsa" BifnoBigHO A0
pekomeHgauin PRAC. BBeaeHHsi
3MiH NpoTArom 3-X MicALiB nicns
3aTBEPAKEHHS

3a peyenmom

UA/10202/01/03

27.

BYNPEH® IC

TabneTkun cy6niHrBasIbHi
no 0,0004 r no 10
Tabnetok y 6nictepi; no
1 6nicTepy B nauuj 3
KapToHy

ToBapucTBO 3
[04aTKOBOO
BiANOBIAA/ILHICTIO
"IHTEPXIM"

YkpaiHa

ToBapucTso 3
[04aTKOBOO
BiANOBIAA/LHICTIO
"IHTEPXIM"

Ykpaina

BHECEHHS 3MiH 40 peecTpavlinHmx
marepianis: 3MiHU | TUMY - 3MiHK
BHECEHO A0 IHCTpyKUii ans
MeAMYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby o po3ainis
"B3aemogist 3 iHWMMW JSTiKapCbKUMM

3a peyernmom

UA/10202/01/04
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3acobamu Ta iHWi Buan
B3aemogijin”, "OcobmBocTi
3acTocyBaHHS" BigNoBIAHO A0
pekomeHpauiii PRAC. BeeaeHHs
3MiH NpoTArom 3-X MicAuiB nicns
3aTBEPAKEHHS
28. BAKCIrPUMN® CyCneHsist aNs iH'ekujin CaHodpi MacTep ®paHLis NOBHUIA LMK PpaHuis/ BHECEHHS 3MiH 0 peecTpauliiHux | 3a peyernmom UA/16141/01/01
TETPA | VAXIGRIP | no 0,5 mny nonepefHso BMPOGHULITBA, YropLumHa/ marepianis: 3MiHu | TUNY - 3MiHK
TETRA CnNIT- 3aMoBHEHOMY LUMPUL; 3arnoBHEeHHS, Benebris LoAo 6e3nekn/edeKTMBHOCTI Ta
BAKUUHA ANA no 1 nonepegHsLo nepBuHHe Ta chapmakoHarnsgy - peectpauis
NMPO®ITAKTUKN 3anoBHeHOMY LWnpuuy 3 BTOPUHHE HOBOrO BMAY BTOPUHHOT YNakoBKM
reuvny MPUKPIN/IEHOIO TOKOK Y nakyBaHHs, N3y BUrnsagi KomnaxkTHoOT
YOTUPbOXBAJIEH | kapToHHIli kopobui; no KOHTPO/b AKOCTI, KapTOHHOI KOPOOKK 3 MigA0HOM 3
THA, 0,5 MmNy nonepeaHLO BUNYCK cepil: KapTOHY AN1A WnpuLa 3amicTb
IHAKTUBOBAHA 3an0BHEHOMY LUNPUL; CaHodpi MNactep, nonimepHoro 6aictepy, 3
no 1 nonepeAHbO dpaHuis; CUCTEMOIO BiAKPUTTA KOPOOKY, L0
3anoBHEHOMY LLUMPULLY BTOPWHHE noTpebye po3puBy KOPOBKM Npu
6€3 rofikn y KapTOHHii nakyBaHHs, BIAKPUTTI. 3MiHM BHOCATLCA A0
Kopoo6Li KOHTPO/b SIKOCTI, TEKCTy MapKyBaHHS yNnakoBOK Ta
BUNYCK cepil: po3ainy Ynakoska MK4A.
CaHodpi MacTep, TepmiH BBELEHHS 3MiH NPOTArom 6
dpaHuis; MiCSLIB Nicns 3aTBEpA)KEHHS
3anoBHeHHs,
nepBuHHE Ta
BTOPUHHE
nakyBaHHS,
KOHTPO/b AKOCTI:
CAHO®I BIHTPOI
IHOACTPIA,
PpaHLis; BTOPUHHE
nakyBaHHS1, BUNYCK
cepii: CaHodi-
AseHrTic MpaiisiT Ko.
Nta., NMnatdopma
NOTIiCTUKN Ta
AncTpubyuii y m.
Bypanewr,
YropumHa;
BTOPUHHE
nakysaHHa: CPHA
CA, Benbrist
29. BA/NICAPTAH TabneTkn, BKPUTI CaHpos CnoseHis Nex CnoseHis/ BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/15620/01/01
CAHAO3® NAiBKOBOK 000I0HKOMO, PapmacbioTikans $apmaueBTUYHA ITania/ martepianis: 3mMiHu | TUny -
KOMMO3NTYM no 80 mr/12,5 mr no 14 0.0 KoMnaHisa 4.4., PymyHis BU/IyYEHHS napameTpy «3anax»

TabneTtok y 6nictepi; no
1 a6o 2 6nictepn y
KapTOHHIA Kopoo6Li

CnoBeHis (BUMycK
cepiii, TecTyBaHHs);
HosapTic ®apma
C.n.A., lTania

cymiwi 6apeHuka PY-13/1
(pigment suspension iron oxide
red Ta cymiwi 6apsHuka PY-10/1
(pigment suspension white); 3MiHu
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

(BMpPOGHMLTBO "in
bulk", nakyBaHHs);
C.K. Cangos C.P.J1.,
PymyHis (Bunyck
cepil, TeCTyBaHHs)

| TMNy - BHECEHHSA HE3HAYHWX 3MiH
B po3ain 3.2.P.3. MNpouec
BMPOGHMLTBA NiKapCbKOro 3acoby,
30KpeMa BHECEHHS peakL,iliHMX
npaBoK Yy OM1c BUPOBHNYOro
npouecy; 3MiHV | TUMy - BHECEHHSA
KOperyBaHHs 0 CK/1agy CycneHsil
6apBHUKiB (pigment suspension
iron oxide red, pigment
suspension white), o BXxogATb y
cknag nokputTa Tabnetkn, 6es
BM/IMBY Ha AKICTb FOTOBOrO
nikapcbkoro 3acoby; 3MiHu | Tuny -
BHECEHHS 3MiH B cnevumdikauito
Ansa cymiwi 6apeHuka (pigment
suspension iron oxide red) 3a
NoKa3HUKOM "30BHILLHIl BUrIaa”,
30Kpema: 3amiHa "uepBoHa
cycneHsis" Ha "4yepBOHO-
KOpWYHeBa cycneHsisa"

30.

BAJICAPTAH
CAHA03®
KOMMO3UTYM

TabneTkn, BKPUTI
NNIBKOBOK 060/1I0HKOIO,
no 160 mr/25 wmr; no 14
Tabnetok y 6nictepi; no
1 a6o 2 6nictepu y
KapTOHHIA Kopoo6Li

CaHpo3
dapmacbloTikans
A.B.

CnoBeHisa

Nex
PapmaueBTUyHa
KoMnaHisa a.4.,
CnoBeHis (BUMycK
cepiii, TecTyBaHHs);
HosapTic ®apma
C.n.A,, lTania
(BpOGHMLTBO "in
bulk", nakyBaHHs);
C.K. Cangos C.P.J1.,
PymyHis (Bunyck
cepil, TeCTyBaHHS)

CnoseHis/
ITanis/
PyMyHis

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3MiHu | TURY -
BU/TYYEHHS NapameTpy «3anax»
cymiwi 6apeHuka PY-13/1
(pigment suspension iron oxide
red Ta cymiwi 6apsHuka PY-10/1
(pigment suspension white); 3miHu
| TNy - BHECEHHSA HE3HAYHWX 3MiH
B po3zin 3.2.P.3. MNpouec
BMPOGHMLTBA NiKApCbKOro 3acoby,
30KpeMa BHECEHHS pefaKLiliHMX
npaBoK Yy OM1C BUPOBHNYOro
npouecy; 3MiHV | TUMy - BHECEHHSA
KOperyBaHHs fj0 CK/lagy CycneHsil
6apBHuKiB (pigment suspension
iron oxide red, pigment
suspension white), Lo BXogATb y
cknag nokputTa Tabnetkn, 6es
BM/IMBY Ha SKICTb FOTOBOrO
nikapcbKoro 3acoby; 3MiHu | Tuny -
BHECEHHS 3MiH B cnevumdikauito
Ansa cymiwi 6apeHuka (pigment
suspension iron oxide red) 3a
NoKa3HUKOM "30BHILLHIl BUrIaa",
30Kpema: 3amiHa "yepBoHa
cycneHsis" Ha "4yepBOHO-
KOpWYHeBa cycneHsis"

3a peyernmom

UA/15620/01/02

31.

BA/NIbTPEKC™

TabneTkn, BKPUTI
060/10HKOH, Mo 500 mr;

nakcoCmiTKnsiH
EkcnopT Jlimiteq

Benuka
BpuTtaHis

nakco Bennkom
C.A., IcnaHig

Icnanis/
MonbLia

BHECEHHS 3MiH 40 peecTpaLinHmx
marepiasis: 3MiHuM | TUNY - 3MiHK 3

3a peyernmom

UA/7835/01/01
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
no 10 TabneTok y (BMpOGHYMK Ans akocTi. A®l. KoHTposnb Adl. 3miHa
6nictepi; no 1 6nictepy NepBUHHOIO Ta y napameTpax cneuudikawiii
B KapTOHHiiA Kopo6Lii; no BTOPVHHOIO Ta/abo fonycTMMUX MEX,
6 TabneTtok y 6nictepi; nakyBaHHs, BM3HAYEHNX Y cneundikauisx Ha

no 7 6nictepis y
KapTOHHii Kopobuj; no
14 TabneTok y 6nicTepi;
no 3 6nictepu B
KapTOHHiiA Kopo6Li

KOHTpO/H0 Ta
BUMYCKY cepilt);
nakco Bennkom
C.A., IcnaHis
(BMPOGHYMK
Hepo3dacoBaHOro
NpOAYKTY);
nakcoCmiTKnsinH
PapmacboTUkan3
C.A., MonbLwa
(BMpOGHYVK AnA
NepBUHHOTO Ta
BTOPVHHOIO
nakyBaHHs,
KOHTPO/IIO Ta
BUWMYCKY Cepiit)

A®I, ab0 BMXigHWIA/NPOMIKHWIA
npoAayKT/peareHT, Wo
BUKOPVCTOBYHOTBCS Y NPOLECI
BMpobOHULUTBa AP| (JofaBaHHSA
a60 3amiHa (3a BUHATKOM aKTUBHOI
peyoBMHYM GionoriyHoro abo
iMYHOMOrYHOIO MNOXOXXEHHS)
napameTpa cneuudikauii 3
BigMNoBigHMM METOA0M
BMMNPOOYBaHHA 3a pesynibTaTamu
pocnipkeHb 3 6e3nekn abo AKOCTi)
- BHECEHHS 3MiH o p. 3.2.S.2.3.
KoHTposnb matepianis, 30Kkpema:
AogaHo cneuudikauii Ans
PO3YMHHVIKIB: BifJHOB/IEHOIO
aoumeTtundopmamigy Ta
BifIHOB/NIEHOTO eTaHony
[eHaTypoBaHoro; 3miuu | Tuny -
3MiHu 3 skocTi. A®l. KoHTponb
A®|. 3miHa y napameTpax
cneuudikauin Ta/abo gonycTummx
MeX, BU3HaYeHnX y cneuudikadisx
Ha A®I, a60 BUXiLHWIA/NPOMIDKHIIA
npoAyKT/peareHT, Wwo
BUKOPVCTOBYHOTHCS Y NPOLECI
BMPO6HULTBA AP| - BHECEHHS 3MiH
0o p. 3.2.5.2.3. KoHTposib
mMaTtepianis, 30kpema: 3miHa
KpUTEpIiB NPUIAHATHOCTI 3a
nokasHukom "KinbkicHe
BM3HAYEeHHA" 3 "He MeHLe 99,5%"
Ha "He MeHwwe 98%" ana N,N' -
dicyclcohexylcarbodiimide
(DCCT), Lo 3aCTOCOBYETLCA Ha
ctagii Nel BmuxigHoro martepiany
717U87, Sknii BUKOPUCTOBYETHCSA
015 BUPOGHMLTBA Ajtoyol
peyoBuHM Banauuknosipy
rigpoxnopugy. OcKisibku
3anponoHoBaHa 3MiHa CTOCYETbCA
peareHTa, SKuii BAKOPUCTOBYETLCA
Ha noyaTkoBux eTanax
BMPOGHMLITBA, BOHA He BMNBAE
Ha SKICTb Ta BiTBOPIOBA/ILHICTb
BMXiAHOrO MaTepiany 717U87;
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3MiHM | Tuny - 3MiHK 3 skocTi. AdI.
Brpo6HMLTBO. 3MiHM B NpoLeci
BMPO6HMLTBA AD| (HE3HAYHA
3MiHa y mpoueci BUpobHuLTBa
A®I) - BHECEHHSI HE3HAUYHMX 3MiH
Ha BUpO6HMili Ctagii Nel
BMXigHOro martepiany 717U87, wo
BUKOPVCTOBYETLCA AN
BMpo6HULTBa AP| Banauyknosipy
rigpoxnopug, 3okpema:
BiJHOB/IEHHS Ta BUKOPUCTaHHSA
BiIHOBNIEHNX PO3YMHHVIKIB
avmveTtundopmamify Ta etaHony
[leHaTypoBaHoro
32. BE3OMHI TabneTtkn 3 Actennac ®apma HigepnaHgn ABapa cLA/ BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/14359/01/01
MoZAmnpikoBaHUM tOpon B.B. dapmacbioTikan Higepnavgn | wmartepianis: 3miHu | TMny - 3MiHK 3
BUBI/IbHEHHAM, 6 Mr/0,4 TekHonomxuc IHK., siKocTi. FoToBWMIA Nnikapcbkuii 3aci6.
mr; no 10 TabneTok y CLA ( BMpo6HULTBO KOHTPO/Ib FOTOBOrO NiKapCbKoro
6nictepi; no 1 a6o no 3 bulk ); Actennac 3acoby. 3miHa y MmeTogax
6nicTepy B KAPTOHHIA $apwma HOpon B.B., BUNPOBYBaHHS rOTOBOIO
ynakoBLi HigepnaHgm nikapcbkoro 3acoby (iHLWi 3MiHN Y
(nepBuHHE i MeToAax BMNpobyBaHb
BTOPVIHHE (BKKOYaLOUM 3aMiHy a60
nakyBaHHs, [OMNOBHEHHS)) - BHOCATLCA 3MiHN B
KOHTPO/b SIKOCTI, MeTOAW KOHTPOJIHO 00
BUNYyCK cepii) BU3HAYEHHS CMNOPIAHEHUX JOMILLIOK
conigpeHaumHy Ta Tamcy/nosiHy, a
came: BHOCATbCS AOAATKOBI
(HeBigoMI) fOMILIKM Ta
YTOYHIOETLCA Yac 1X BU3HAYEHHSA
33. BEHOIENAHO/N renb no 40 ry Ty6i; no 1 My6niyHe Ykpaina My6niyHe YkpaiHa BHECEHHS 3MiH 40 peecTpaviinHmx 6e3 peyenma UA/7100/01/01
Ty6i B nayui akuioHepHe akuioHepHe marepianis: 3MiHu | TURy - 3MiHK
TOBapUCTBO TOBapuCTBO Lofo 6esnekn/edhekTMBHOCTI Ta
"HaykoBo- "HaykoBo- hapmakoHarnagy - OHOBJ/IEHHS

BUPOBHWNYMIA LIEeHTP
"BopLuariscbkuii
Ximiko-
hapmaueBTUYHNIA
3aBof”

BUPOGHNUNIA LIEeHTP
"BopLuariscbkuii
Ximiko-
hapmaueBTUYHNIA
3asofa”

TEKCTYy MapKyBaHHs ynakoBKu
NiKapcbKoro 3acoby 3 BHECEHHSAM
iHbopmauii WwoAo 3a3HaveHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BHeceHHs1 3MiH 0 po3gainy
“MapkyBaHHs" MKA N3.
3arBepakeHo: MapkyBaHHSA. TekcT
MapKyBaHHS! yNakoBKU [OAAETbCS.
MpumiTka. MapkyBaHHsA
nikapcbKoro 3acoby, lioro aAn3aiH
noAaloTbCA YKPAIHCLKOK Ta
pOCificbKo0 MOBamu, a npu
peanizauii npenapaTy Ha ekcnopT
—MOBO, 06YMOB/IEHOO B
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KOHTPaKTi, y BignoBigHOCTI 3
peecTpauiiHim [OCbE, ke
chopMoBaHe 3a BUMMOramu
KpaiHu-imnopTepa i 3asB/1eHO Mg,
yac peecTpauii B peecTpauiitHi
opraHu KpaiHu-imnoprepa.
3anponoHoBaHo: MapKyBaHHS.
BignosigHo o 3aTBEpAXeHOro
TEKCTY MapKyBaHHS yNakoBKM.
TepmiH BBEL,EHHS 3MiH - MPOTAroM
6 MicALiB nicna 3aTBepAKEHHS
34. BEPANAMINY TabneTkn, BKPUTI My6niuHe Ykpaina My6niyHe YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnX 3a peyenmom UA/3226/01/01
riaPoxnopPupg NAiBKOBOK 060I0HKOMO, akKujioHepHe akujioHepHe marepianis: 3MiHu | TUMY - 3MiHK
no 80 mr no 10 Ta6neTok TOBapuCTBO TOBapuCTBO ofo 6e3snekn/edekTMBHOCTI Ta
y 6nicTtepi; no 5 "HaykoBo- "HaykoBo-
6nicTepiB y nauui

BVMPOGHWYMNIA LEHTP
"BopLyariBcbkuii
XiMiKo-
hapmaLeBTUYHNI
3asof”

BMPOGHUYNIA LEHTP
"BopLyariBcbKuii
XimiKO-
thapmaLeBTUYHWIA
3asofa”

hapMakoHarnisgy - OHOB/IEHHS
TEKCTY MapKyBaHHS ynakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmawii LWoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHS Y CUCTEMI
Sl. BHeceHHs 3MiH 0 po3ainy
“MapkyBaHHsa" MKA /13.
3arBepKeHo: MapkyBaHHs. TekcT
MapKyBaHHS YNakoBKV AOAAETHCS.
MapkyBaHHs nikapCbkoro 3acoby,
ioro gmsaiiH nogarTbcs
YKPaiHCbKOK Ta POCiiCbKO
MoBaMu, a npu peanisauii
npenapary Ha eKcropT - MOBOIO,
06YMOB/IEHOIO B KOHTPaKTI, Y
BIANOBIAHOCTI 3 peecTpauiliHimM
[0Cbe, fke cdhopMoBaHe 3a
BMMOramu KpaiHu-imnoprepa i
3a8B/1EHO Nig, yac peecTpayii B
peecTpauiiiHi opraHu KpaiHu-
iMnopTepa. 3anponoHOBaHO:
MapkyBaHHs. BignosigHo Ao
3aTBEPMKEHOro TekcTy
MapKyBaHHS. BunyyeHHs
iHchopmawuii Lwoao ynakosku in bulk
3 MaTepianiB peecTpaviiiHoro
[0CbE (3 TUTY/IbHOT CTOPIHKM,
po3ainy «Ynakoska») y 3B'A3Ky 3
TnM, wo M3 Bepanaminy
rigpoxnopug, TabneTku BKpUTI
NNiBKOBOK 060/10HKO0, Mo 80 Mmr,
in bulk: mo 1 kr y nakeTtax
nonietuneHosux (Pl Ne
UA/10637/01/01) He 6yB nogaHuii

Ha nepepeecTpadito. TepmiH
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

BBEJEHHSA 3MiH - NPOTArom 6
MicALiB Nicia 3aTBepAKeHHs

35. BIKC AHTUIPUN NOPOLLIOK ANs MpokTep eHg, M'em6n LLisefuapis PadToH Benuka BHECEHHS 3MiH 0 peecTpaLinHmx 6e3 peyenma UA/10925/01/01

MAKC 0pa/IbHOrO PO3YUHY 3i IHTEpHeLHN Na6opaTopi3 BpuTaHis Marepianis: 3mMiHu | TMny - 3MiHN 3
CMakoM /iMMoHa no 5 OnepeiiwH3 CA NimiTen aKocTi. CepTudikat

a6o 10 cauwe y kopobui

signosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONechbkili
hapmakonei/MoHorpadii.
MopaHHsA HoBOro abo OHOBMEHOTO
cepTudpikaTa BignosigHocTi abo
BW/IyYEHHS cepTudikaTa
BIANOBIAHOCTI EBPONENChbkili
thapmakonei: gns Adl; ans
BUXiAHOTO
martepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpOGHULTBI ADI; ans
[,0MOMDKHOT PEYOBUHM
(cepTtudpikaT BignoBigHOCTI
€Bponeiicbkilt hapmakoneri) -
OHoBneHn cepTudikar Big yxe
3aTBEPAKEHOrO BUPOOHMKA -
nofaHHA OHOB/IEHOro cepTudikaTa
BIANOBIAHOCTI EBPONENChbkili
thapmakonei Ne R1-CEP 1996-
039-Rev 04 ana Aitoyoi pevoBUHU
Paracetamol Big Bxe
3aTBEepKEHOr0 BUPOOHNKA, SKWiA
3MiHMB Ha3By 3 Mallinckrodt Inc.
Ha SPECGX LLC; 3miHu | Tuny -
3MiHuM 3 skocTi. CepTudikat
BignosigHocTI/TE-cepTudpikat
BIANOBIAHOCTI EBPONENChbkili
thapmakonei/mMmoHorpadii.
MopaHHA HoBOro abo OHOB/IEHOTO
cepTudiikaTa BignosigHocTi abo
BUyYEHHS cepTudikata
BiZANOBIAHOCTI EBpONechbkili
thapmakonei: gna Adl; ans
BUXiAHOIO
matepiany/peareHTy/npoMiXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS
y BUpOGHMLTBI ADI; ans
[L,OMOMDKHOT PeYOBUHU
(cepTtudhikaT BigNOBIAHOCTI
€Bponeiicbkii hapmakonei) -
OHOBNEHWit cepTudikar Big yxe
3aTBEPAKEHOT0 BUPOOHUKA -
nofaHHA OHOBJ/IEHOrO cepTudikaTa
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 2003-
179-Rev 03 ana fitovoi peyoBuHU
Phenylephrine hydrochloride Big,
BXe 3aTBepA)KeHOro B1UpobHuKa
Malladi Drugs & Pharmaceuticals
Limited Unit-3; 3miHun | Tuny -
3MiHu 3 siKkocTi. A®l. KoHTponb
A®|. 3miHa y napameTpax
cneuudikauin Ta/abo gonycTummx
MeX, BU3HaYeHnX y cneuundikadisax
Ha A®l, a60 BUXiZHWIA/NPOMIDKHWIA
npoAyKT/peareHT, Wwo
BUKOPVCTOBYIOTHLCS Yy NPOLEC
BMPOGHMLTBA AP (3BYXKEHHSA
[OMYCTUMUX MEX, BUSHAYEHUX Y
crneuudikaw,ii) - 3By>XEHHS
[OMYCTUMUX MEX A/151 NOKa3HMKa
«Po3mip yacTok» y cneuudikauii
A®I napauetamon

36.

BIHOPE/bBIH -
BICTA

KOHLeHTpaT ans
po3uunHy Ans iHgysiii, 10
mr/mn, no 1 mn (10 mr),
5 mn (50 mr) y chnakoHi;
no 1 donakoHy B nayui
KapTOHHIl

Mictpan Kenitan
MeHepXmeHT
Nimitepn

AHrnis

AxTasic ITanis
C.n.A, Itanis;
CiHgaH ®apma
C.P.N., PymyHis

ITanis/
PymyHis

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
ofo 6e3nekn/edekTMBHOCTI Ta
hapMakoHarniagy - OHOB/IEHHS

TEKCTY MapKyBaHHS ynakoBKu

NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmawii LWoao 3a3HaveHHs

OAVHWLb BUMIPIOBAHHS Y CUCTEMI
Sl. BHeceHHs 3MiH 0 po3ainy

“MapkyBaHHA" MKA N13:
3anponoHoBaHo: MAPKYBAHHA
3rigHO 3aTBEp)KEHOMY TEKCTY
MapKyBaHHs. BBeAeHHS 3MiH
npoTArom 6-Tn MicAUiB micns
3aTBEPAKEHHS

3a peyernmom

UA/14709/01/01

37.

BMPIB

MOPOLLOK A4/151 PO3UUHY
Ans iHdy3iii, no 400 Of,
1 chnakoH 3 NOPOLLKOM Y
KapTOHHI Kopoo6Li

Lariep
PapmacbioTikans
Ipnangis Niviteq,

Ipnangis

Lariep
PapmacbioTikan3
Ipnangis Niviteq,

IpnaHgjs

BHECEHHS 3MiH 40 peecTpalinHmx
MaTepianis: 3MiHU | TUNY - 3MiHKN 3
AKocTi. A®l. KoHTponb Adl. 3miHa
y MeTogax BunpobysaHHa APl abo
BUXIAHOIO MaTepiany/npomixKHOro
NpoAayKTy/peareHTy, Wwo
BMKOPUCTOBYETLCS Y NPOLIECI
BMPOGHMLTBA AD| (HE3HAYHI 3MiHN
y 3aTBeppKeHNX MeToax
BMNPOBYBaHHS) -
He3HauHi 3MiHN [0 3aTBEPAKEHOro
meTogay aHanisy "Host Cell
Protein-ELISA" ans gitoyoi

3a peyernmom

UA/15706/01/01
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
peyoBVHM Benarnouepasa anbda,
LLI0 NONAralTb Y BUIYYEHHI
HEKPUTUYHOTO aHTUMIKPOBHOro
peareHTy lMpokiH 300
38. FA3IBA® KOHUeHTpaT ons ®.XodpdpmaHH-/15 LLiBeiiuapis Pow AiarHocTuke HimeuuunHa/ BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/14232/01/01
PO34MHy NS iHdys3ii no Pow Ntg 'M6X, HimeuyunHa LLIseliapis marepianis: 3MiHK | TURY - 3MiHK
1000 mr/40 mn; mo 40 (BMPOGHMLTBO Loao 6e3nekn/edeKTMBHOCTI Ta
M1y dpnakoHi; no 1 Hepo3dhacoBaHOl hapmMakoHarnagy - OHOB/IEHHS
h1aKoHy Y KapTOHHIi NpoAyKLuii, NnepBuUHHe TEKCTY MapKyBaHHS YNakoBKu
Kopoo6Li nakyBaHHs, NiKapCbKoro 3acoby 3 BHECEHHAM
BMNPO6YBaHHsA iHbopmauii Wwoa0 3a3HaYeHHs
KOHTPOJIHO SIKOCTI); OAVHMLb BUMIPIOBAHHSA Y CUCTEMI
®.XohcpmaHH-/15 Sl. BBeEeHHS 3MiH NpOTArom 6-Tu
Pow Ntp, MicALiB nicna 3aTBepAKeHHs
Llseiiuapis
(BTOPUHHE
nakyBaHHs1, BUNYCK
cepii)
39. FACTPUTON Kpansi opasbHi no 20 Mn [Op. M'yctaB KnsiiH HimeuyunHa [Op. M'yctaB KnsiH HimeyunHa BHECEHHS 3MiH 0 peecTpavinHmx 6e3 peyenma UA/17807/01/01
ab6o no 50 mn, abo no m6X & Ko. KI M6X & Ko. KI marepianis: 3MiHu | TURY - 3MiHK
100 My dhnakoHi 3 Lofo 6esnekn/edekTMBHOCTI Ta
KpanenbHuLeto; no 1 dhapmakoHarnsgy - 3miH1M BHeCeHi
ch/1aKkoHy B KapTOHHiiA B TEKCT MapKyBaHHS1 yNakoBK
Kopoo6ui nikapcbKkoro 3acoby Lwoao
3a3HaYeHHs OAUHUL
BMMIpIOBaHHA y cuctemi Sl
40. FEKCABIT npaxe, no 50 gpaxe y AT "KUIBCbKUN YkpaiHa AT "KMIBCbKWN YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnX 6e3 peyenma UA/4914/01/01
KOHTeliHepax BITAMIHHWA BITAMIHHMIA martepianis: 3MiHN | TUMy -
(6aHoukax); no 1 kr 3ABO" 3ABOA" noAaHHA HOBOro cepTudikaTa
Opaxe B NakeTi Bi4MNOBIAHOCTI EBpONENChbKil
nosieTuneHoBoMy thapmakonei Ne R1-CEP 2013-
noagiiHomy 010-Rev 00 ans Aitoyoi pevoBuHN
Riboflavin Big BXe 3aTBEpmAXEHOro
BMpo6HMKa HUBEI GUANGJI
PHARMACEUTICAL CO., LTD.,
China. B pamkax 3asiBfieHOi 3MiHK
Biabynacb 3miHa B p. «Cknag»
MK$A N3 B Ha3Bi BUpobHuka AD| —
npvBeAEHO Y BigMNOBIAHICTb A0
CEP (3anponoHoBaHo: Hubei
Guangji Pharmaceutical Co., Ltd.,
China)
41. FENACNAH 4% pO3uunH aNs iHgysili no B. BpayH HimeuyunHa B.BpayH Megvkan LLiBeiiuapis BHECEHHS 3MiH j0 peecTpaviinHmx 3a peyenmom UA/13871/01/01

500 mn y donakoHax
nonieTnneHosux; no 10
(h/1aKOHIB Y KAPTOHHIl
Kopobui; no 500 mny
MiLLKax N1acTUKOBUX; MO

Menb3yHreH Al

CA

marepianis: 3MiHu | TURY -
OHOBJIEHHS @HaNITUYHOTO MeToay
672, BU3HAYEHHSA cepefHbOoi
MOJIEKYNIAPHOI MacK 3a
[I0MOMOr0K0 METOLY reJlb-
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n/n

Hasga snikapcbko20

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

20 MILLKIB y KAPTOHHIN
Kopoobui

NPOHUKHOT XpomaTorpadii GPC-
MALLS ana A®l. Mogudikauis
iHTepsany 360py faHux Big 1 cek
£0 0,5 cek Ansa noninweHHs
BUAB/EHHA npoaykTis MEK. Ans
NPOAYKTIB HA OCHOBI XenaTuHy Le
He BMN/IMBAE Ha caM METO[,.
BBeneHHs 3MiH NpoTArom 3-x
MiCALIB MiCNA 3aTBEPLYKEHHS;
3MiHW | TUMY - OHOBNEHHS
aHaniTMyHoro metopy 672,
BM3HAYEHHs cepefHbOT
MOJIEKYIAPHOI Macu 3a
[10MOMOrol MeTofy refb-
NPOHUKHOT XpomaTorpadii GPC-
MALLS ansa MN3. Mogndikauis
iHTepBasly 360py AaHuX Big 1 cek
00 0,5 cek Ans noninweHHs
BUSABNEeHHA npoaykTis MEK. Ans
NPOAYKTIB HA OCHOBI XenaTuHy Le
He BN/MBaE€ Ha cam MeTof. Takox
Taka 3MiHa He BNavBae Ha
OTpUMaHi pesysnbTarti, Lo
MOSICHIOE, YOMY Lieii MeToz He GyB
NOBTOPHO BasifoBaHWi Ans
nikapcbKoro 3acoby nicns
BHECEHHS L€l 3mMiHW. BBeAeHHA
3MiH NpoTAroM 3-X micsuiB nicns
3aTBEPKEHHS

42,

TEHTAMILIMHY
CY/Ib®AT-
JAPHULA

PO34nH N4 iH'eKLin, 40
Mr/M/1 N0 2 M1 B amnyrii;
no 5 amnyn y KOHTYpHil
YapyHKOBIli ynakoBLij; no
2 KOHTYpPHi YapyHKOBI
ynakoBKM B nauLli

MpAT
"GapmaueBTuyHa
ipma "OapHuus”

Ykpaina

MpAT
"®apmaueBTnyHa
hipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
ofo 6e3nekn/edekTMBHOCTI Ta
hapMakoHarniagy - OHOB/IEHHS

TEKCTY MapKyBaHHS ynakoBKu

NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmawii LWoao 3a3HaveHHs

OAVHWLb BUMIPIOBAHHS Y CUCTEMI

Sl. BBeieHHs1 3MiH NpPOTArom 6-Tu

MiCALIB 3 AaTV 3aTBEPLKEHHS

3a peyernmom

UA/6256/01/01

43.

FENA-MEPL,

rpanynat, 3r/5r, no5r
y nakerTi; no 30 a6o 50
a6o 100 nakeTiB y
KapTOHHI Kopoo6Li

Mepu
dapmacbioTikanc
6X

HimeyunHa

Mpopykuis in bulk:
Knoke ®apma-
Cepsic 'm6X,

HimeuunHa, AymHo

®apma Arl,

Llseiiuapis
MNepBuHHe Ta

BTOPUHHE

Himeuunna/
LLiBeiiuapis

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3MiHu | TURY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBNEHHS

TEKCTY MapKyBaHHS ynakoBKm

NiKapcbKoro 3acoby 3 BHECEHHSAM
iHbopmauii WwoAo 3a3HavYeHHs

OAVHWLb BUMIPIOBAHHS Y CUCTEMI

6e3 peyenma

UA/0039/02/01
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
nakysaHHsa: Mepu, Sl
dapma 'm6X i Ko.
KraA, HimeuunHa,
Knoke ®apma-
Cepsic 'Mb6X,
HimeuunHa
Brpo6HMK
BiANoOBigabHUIA 3a
BUMNYCK cepii
KIHLLeBOro NpoAyKTy:
Mepu, ®apma M'm6X i
Ko. KlraA,
Himeyynna
44, FENA-MEPL, KOHUEHTpaT ons Mepy, HimeuyunHa B. BpayH HimeyuunHa BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/0039/01/01
pPO3unHy NS iHdysin, 5 dapmacbroTikanc MencyHreH Arl', marepianis: 3MiHK | TURy - 3MiHK
r/10 mn; no 10 mn B m6X HimeyunHa Loao 6e3nekn/edeKTMBHOCTI Ta
amnyni; no 10 amnyn y (npoaykuis in-bulk, hapmMakoHarnagy - OHOB/IEHHS
KapTOHHI Kopoo6Li nepBuHHE Ta TEKCTY MapKyBaHHS YNakoBKu
BTOPUHHE NiKapCbKOro 3acoby 3 BHECEHHAM
nakyBaHHs); Mepu, iHbopmaLii Woa0 3a3HaYeHHS
dapma 'mbX i Ko. OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
KraA, HimeuunHa SI
(BMpOBHWMK
BiANOBIAa/IbHNIA 3a
BUMYCK cepil
KiHLLEBOro NpoAyKTY)
45, FNHKOP ®OPT Kancynu; no 10 kancyn y TOHI®APM PpaHuis BO®YP INCEH ®paHuis BHECEHHS 3MiH 40 peecTpaLinHmx 6e3 peyenma UA/10317/01/01
6nicTepi; no 3 6nictepn IHAYCTPI marepianis: 3MiHU | TUMY - 3MiHK
Y KapTOHHIli kopobLyi wofo 6esnekn/edekTMBHOCTI Ta
hapMakoHarniagy - OHOB/IEHHS
TEKCTY MapKyBaHHS ynakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmawii Lwoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BBeieHHs 3MiH NpPOTArom 6-Tn
MicsILiB Nicns 3aTBEpAKEHHS
46. rNIKNAQA Tabnetku 3 KPKA, a.4., Hoso CnoseHis KPKA, a.4., Hoso CnoBeHis BHECEHHS 3MiH 0 peecTpaviinHmx 3a peyernmom UA/10406/01/01

MoaudikoBaHUM
BMBiIbHEHHAM 10 30 Mr
no 15 tabnetok y
6nictepi, no 2, no 4 a6o
6 6nicTepiB y KAPTOHHIl
Kopo6Li, no 10 TabneTok
y 6nicTepi; no 3,6 a6o 9
6nicTepiB KAPTOHHIN
KopooLi

MecTo

mMecTo, CroBeHis
(BUPOGHWMK
BiANOBIgabHUIA 32
BMPOGHMLTBO "in
bulk", nepBrHHe Ta
BTOpPUHHE
nakyBaHHS,
KOHTPO/Ib Ta BUMYCK
cepii; BUPO6HUK,
BiNOBIAabHUIA 3a
KOHTPO/Ib cepii
(hisnyHi Ta XiMiYHi

mMarepianis: 3mMiHu | TMNy - 3MiHN 3
AKOCTI. [0TOBWMIA Nikapcbkunii 3aci6.
KOHTpo/1b rOTOBOro NiKapCbKoro
3acoby. 3miHa y MmeToaax
BMNPOOYBaHHSA rOTOBOrO
nikapcbkoro 3acoby (HesHayHa
3MiHa y 3aTBepKeHNX meTofax
BMNPOOYBaHHS) - HE3HaYHa 3MiHa
y 3aTBEpPXEHOMY MeTopj
KOHTpOt0 AKocTi «KinbkicHe
BMU3HAYEHHS rnikosungy» M3, a
came y NpuroTyBaHHi
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FAPSYMIA HAMIA

OpaU1bHOro PO34MHY Mo 6
'y nakeTtuky; no 10
NakeTuKiB y KaPTOHHIN
Kopoo6Li

MPAMBIT NIMITEL

siKocTi. FoToBWMIA Nnikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO NiKapCbKOoro
3acoby. 3miHa y meTogax
BUNPOBYBaHHA roTOBOrO
nikapcbkoro 3acoby (iHLWi 3MiHN Y
meTogax BunpobysaHb
(BKKOYaLOUM 3aMiHy abo
[IONOBHEHHS)); CYyNyTHA 3MiHa
- 3MiHK 3 sKOCTi. FoTOBWMIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /1iKapCbKOro 3acoby.
3miHa napameTpiB cneuudikauii
Ta/abo fonyCTUMUX MEX rOTOBOrO
nikapcbKoro 3acoby (4ONOBHEHHS
ab60 3aMiHa nokasHuka
cneuudikauii 3a pesynbratamu
pocnimpkeHb 3 6e3nekn abo AKOCTi
(3a BUHATKOM Jlikapcbknx 3acob6iB
6ionoriyHoOro/iMyHo10r4HOro
NOXOMXXEHHS)) - MPUBEAEHHS
cneuudikkauii Ta MeToziB
KOHTPO/IH0 AKOCTi 3a NOKa3HUKaMu
«lgeHTudikanis», «pH»,
«CepepaHsl Maca», «OAHOpPIgHICTb
Macu», «lepeBipka
repMeTnyHOCTI», «Boga»,
«CynpoBigHi AOMILLKM»,
«OfHOPIAHICTb BMICTY»,
«KinbkicHe BU3HaYEHHS
MapaueTtamony, ®eHipamiHy
Manearty, ACKOpP6iHOBOI KACNOTH,
deHinedpuHy rigpoxnopuay»,
«MikpobionoriyHa ynctora» go
OHOB/IEHUX JOKYMEHTIB BYPOGHNMKa
N3, HopMyBaHHS 3anuweHo 6e3

3MiH

Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
MEeTOAMN KOHTPOSIO)); BMNPOOYBAHOro PO34MHy Ta
HN30X BHECEHHS BifMOBIAHNX KOPEKL,N i
(HavujoHanbHi [OAaHHA NpUMITKN. MeTog,
nabopartopis 3a KOHTPOJT0 AIKOCTI 3a/IMLLIAETLCSA
3/paB'e, OKONE iH HE3MiHHUM
XpaHo), CnoseHis
(BMPOGHYK
BiANoOBigabHUIA 3a
KOHTpO/b cepii
(hi3nyHi Ta XimiyHi
MEeTO/AM KOHTPOJ/1H0))
47. rPUNAYT NOPOLLIOK ANsi €BPO NANDKEP IHAaiA ®AC Nimiten IHAis BHECEHHS 3MiH 0 peecTpaLinHmx 6e3 peyenma UA/15361/01/01
Marepianis: 3mMiHu | TMNy - 3MiHN 3
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

48.

rPUNAYT j
FAPSIUMIA HAMIA

MOPOLLIOK A/1A
OpasIbHOr0 PO34MHY Mo 6
'y nakeTuky; no 10
NakeTVKiB Y KapTOHHIl
Kopoobui

€BPO NNANPKEP
MPAMBIT NIMITEL

IHais

o AC NiviTepq,

IHais

BHECEHHS 3MiH 40 peecTpalinHmx
marepianis: 3MiHU | TUMY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy - BHECEHHS 3MiH
[0 po3ainy «MapkyBaHHA» MKA
n3
3anponoHoBaHo: MapKyBaHHS
3rigHO 3aTBEPL)KEHOTO TEKCTY
MapKyBaHHS. OHOB/IEHHS TEKCTY
MapKyBaHHs1 NEPBUHHOI YNaKkoBKK
nNiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmauii LWoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHS Y CUCTEMI
Sl. BBeieHHs1 3MiH NpPOTArom 6-Tu
MicSLiB NicNsA 3aTBEPAYKEHHS

6e3 peyenma

UA/15361/01/01

49,

rPULUKIB TPABA

Tpasa no 40 r abo no 50
rabo no 75 r y naykax 3
BHYTPILLHIM NakeTom

MpAT
dapmaueBTUYHa
habpuka "Biona"

YKpaiHa

MpAT
dapmaueBTMyHa
thabpuka "Biona"

YkpaiHa

BHECEHHS 3MiH 40 peecTpavlinHmx
marepianis: 3MiHu | TUMY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta

thapmakoHarnagy - 3MmiHun go n. 17

«IHWe» TekcTy MapKyBaHHS:

BHECEHHS rpadiivHoOi Ta TEKCTOBOT

iHchopmaw,ii LLoA0 TOProBoi Mapky,

nig, siKo 6yae peanizyBaTucs
nikapcbknin 3aci6

6e3 peyenma

UA/2122/01/01

50.

AVKNAK® r'ENb

renb 5 % no 50 r abo no
100 r B Ty6i, no 1 Ty6i B
KapTOHHI Kopoo6Li

CaHpo3
dapmacbioTikan3

a.4.

CnoseHisa

Canotac ®apma
M6X

HimeuunHa

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis: 3MiHu | TURY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy - 3mMiHM BHeCeHi
B TEKCT MapKyBaHHS1 yNakoBKu
nikapcbKkoro 3acoby Lwoao
3a3HaYeHHs OAUHUL
BUMIPIOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH J0 po3giny
“MapkyBaHHs" MKA 3.
3anponoHosaHo: MAPKYBAHHA.
3rigHo 3 3aTBEPAKEHUM TEKCTOM
MapKyBaHHSA. BBeeHHs 3MiH
NpOTAroM 6-Tu MicAliB nicas
3aTBEPIKEHHS

6e3 peyenma

UA/8908/01/01

51.

OVKNOAEB®

pO34uH NS iH'ekuin, 25
Mr/mn no 3 mn (75 mr)
pO3uunHy B amnyni; no 5
amnyn y YapyHKOBili
YNaKoBLi B KAPTOHHIl
Kopo6ui

Abpun

dopmyneiH3 MeT.

nTg

IHais

JOEMO C.A.
dapmacboTikan
IHgacTpi

peuis

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3miHu | Tuny - 3miHn
Lof0 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -

OHOB/EHHA TEKCTY MapKyBaHHSA

YyNaKoBKM NiKapCbKoro 3acoby 3

3a peyenmom

UA/15297/01/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BHECEHHSAM iHthopMmalLlii Lwoao
3a3HaYeHHs OAUHULb
BVMIiptOBaHHSA y cuctemi Sl.
BHeceHHs 3miH go po3giny MK4A:
MAPKYBAHH{A. 3atsepaxeHa
pepakuis: MAPKYBAHHA
(JopaeTbea popaTkoBo). HoBa
pepaxuis: MAPKYBAHHA 3rigHo
3aTBEPLKEHOTO TEKCTY
MapkKyBaHHSA. TepMiH BBELEHHSA
3MiH NPOTArom 6 Micsuis nicns
3aTBEPAKEHHS.

52.

OVLETEN®

TabneTku, BKPUTI
NAiBKOBOK 060JI0HKOIO,
no 50 mr, no 20
Tabnetok y 6nictepi; no
1 a6o 2 6nictepu B
KapTOHHI Kopoo6Li

AB6OTT Jlabopatopi3
M6X

HimeuunHa

MavinaH
Nab6opaTtopiza CAC

®paHuis

BHECEHHS 3MiH 40 peecTpavinHmx
marepianis: 3MiHu | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy thapmakoHarnagy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy dhapmakoHarnsgy,

3MiHa yNOBHOB&XeHOi 0cobu,
BiANoBiAa/IbHOI 3a 34jACHEHHSI
hapMakoHarnaay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iCHEeHHS
thapmakoHarnagy B YKpaiHi, kLo
BOHa BiIMiHHA Bif, yNTIOBHOB&XEHOI
ocobw, BignoBiAa/IbHOT 3a
3[jliCHEHHS1 hapMakoHarnagy
(BKNHOYAKOUN KOHTaKTHI AaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa

YMOBHOB&XeHOT 0CobM 3as1BHMKaA,

BiANOBIAa/ILHOT 3a
hapmakoHarnsg.

MponoHoBaHa pepakuis: Thomas

Nisslein, DVM, PhD / Tomac
Hiccnsiin, DVM, PhD. 3miHa

KOHTaKTHUX AaHNX YNOBHOBaXKEHOT
0cobu 3asiBHUKa, BIANOBIA&/IbHOT

3a (papmakoHarnsg,

3a peyernmom

UA/0007/01/01

53.

DIALE® 1T

MOPOLLIOK A4/151 PO3UUHY
ONs iH ek, no 1000
Mmr, 1 donakoH 3
MOPOLLKOM Y KapTOHHiiA
ynakoBLi

CeHc Jlabopatopic
MeT. NiTA.

IHAjA

CeHc Jlabopatopic
ret. /114,

IHAjA

BHECEHHS 3MiH 0 peecTpavinHmx
mMartepianis: 3miHv | TUny - 3MiHn
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -
OHOB/EHHA TEKCTY MapKyBaHHSA
yMakoBKM NikapcbKoro 3acoby 3

BHECEHHAM iHdhopmaLil Wwoao

3a peyenmom

UA/17129/01/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3a3HayYeHHs OAVHNLb
BUMIpPIOBaHHSA Y cuctemi Sl.
BHeceHHs 3MiH [0 po3giny
«MapkyBaHHA» MKA N13:
3aTBepmkeHo: BignosigHo Ao
3aTBEPLKEHOr0 TEKCTY
MapKyBaHHS, WO A0AAETLCS.
3anponoHoBaHo:
BignosigHo Ao 3aTBEpAXEHOr0
TEKCTY MapKyBaHHs. TepMiH
BBEAEHHS 3MiH: NPOTArom 6
MiCALIB 3 1aTN 3aTBEPKEHHS.

54,

DIALE® 1000

MOPOLLOK A5 PO3UUHY
Ons iH ekyin no 1,0 r no
1 donakoHy a6o 10
(h/1aKOHIB 3 NOPOLLKOM Y
nauui 3 KapToHy

M. BIOTEK NIMITE[,

Benuka
BputaHis

ACTPAN CTEPITEK
MPAUBIT NIMITEL

IHais

BHECEHHS 3MiH 40 peecTpavinHmx
mMartepianis: 3miHu | TUny - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn) -

BHeceHHs 3MiH [0 po3ainy
«MapkyBaHHA» MKA N13.
3arBepaxeHo: MAPKYBAHHA

Mae Bignosigatu 3aTBepapKeHoMy

MapKyBaHHIO yMakoBKU.
3anponoHoBaHo: MAPKYBAHHA
3rigHO 3aTBEP)KEHOTO TEKCTY

MapKyBaHHS. OHOB/IEHHS TEKCTY

MapKyBaHHS YNakoBKV NikapCbKoro
3acoby 3 BHeCEHHSIM iHdhopMaLii

LLI0A0 3a3HAYEHHS OANHULb
BVIMIipIOBaHHSA y cuctemi Sl.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MiCALIB MiCNSA 3aTBEPKEHHS.

3a peyernmom

UA/16105/01/01

55.

DIALE® 2T

MOPOLLIOK A4/151 PO3UUHY
AN iH ek, no 2000
Mmr, 1 donakoH 3
MOPOLLKOM Y KapTOHHiiA
ynakoBLi

CeHc Jlabopatopic
MeT. NiTA.

IHAjA

CeHc Jlabopatopic
ret. /114,

IHAjA

BHECEHHS 3MiH 40 peecTpaviinHmx
mMartepianis: 3miHu | TUny - 3MiHn
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -
OHOB/EHHA TEKCTY MapKyBaHHSA
yMakoBKM NikapcbKoro 3acoby 3
BHECEeHHAM iHchopMaui Wwoao
3a3HaYEeHHS OAUHULL
BVMIiptOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH [0 po3giny
«MapkyBaHHs» MKA 13:
3aTBepaxeHo: BignosigHo Ao
3aTBEPKEHOr0 TEKCTY
MapKyBaHHs, L0 AOAAETHCS.
3anponoHoBaHo:
BignosigHo o 3aTBEpAXeHOro
TEKCTY MapKyBaHHs. TepMiH
BBEJEHHS 3MiH: NpOTArom 6
MicALiB 3 AaTW 3aTBEPAKEHHS.

3a peyernmom

UA/17129/01/02
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

56.

LIALEE® 2000

MOPOLLOK A/151 PO3UUHY
ANs iH ey no 2,0 r no
1 donakoHy a6o 10
(h/1aKOHIB 3 NOPOLLKOM Y
nauui 3 KapToHy

M. BIOTEK NIMITE],

Benuka
BpuTtaHis

ACTPAN CTEPITEK
MPAUBIT NIMITE/

IHais

BHECEHHS 3MiH 40 peecTpalinHmx
mMartepianis: 3miHu | TUny - 3MiHn
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) -
BHeceHHs 3MiH [0 po3giny
«MapkyBaHHA» MKA N13.
3arBepaxeHo: MAPKYBAHHA
Mae Bignosigatu 3aTBepakeHomy
MapKyBaHHIO yMakoBKU.
3anponoHoBaHo: MAPKYBAHHA
3rigHO 3aTBEPL)KEHOTO TEKCTY
MapKyBaHHS. OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKV NikapCbKoro
3acoby 3 BHeCeHHsIM iHdhopMaii
LLIOA0 3a3HAYEHHS OANHULb
BVIMIipIOBaHHSA y cuctemi Sl.
BBeneHHs 3MiH NpoTAroM 6-Tu
MicALIB MiCNA 3aTBEPKEHHS.

3a peyernmom

UA/16105/01/02

57.

JNOKCOPYBILVH-
BICTA

KOHLeHTpaT ans
pO34uHy ANns iHQysild, 2
mr/mn no 5 mn, 10 mn,
25 mn, 50 mn, 75 mn,
100 mn 'y dpnakoHi; no 1
hNakoHy B KAPTOHHIl
Kopoo6Li

Mictpan Kenitan
MeHeaXmeHT
Nimiten

AHrnis

AkTaBic ITanis
C.n.A., ltanis;
CingaH ®apma
C.P.N1., PymyHis

ITania/
PyMyHis

BHECEHHS 3MiH 40 peecTpavlinHmx
marepianis: 3MiHu | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBNEHHS

TEKCTY MapKyBaHHS ynakoBKu

NiKapcbKoro 3acoby 3 BHECEHHSM
iHchopmawii Lwoao 3a3HaveHHs

OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BHeceHHs1 3MiH 0 po3ainy

“MapkyBaHHA" MKA N3:
3anponoHosaHo: MAPKNPOBKA.

CorniacHo yTBepXAeHHOMY TEeKCTy

MapKvpoBKW. BBefeHH:A 3MiH
NpOTAroM 6-Tu MicAliB nicas
3aTBEPKEHHS

3a peyenmom

UA/14710/01/01

58.

APOCMI®EM® 20

TabneTku, BKPUTI
NNiBKOBOK 060/1I0HKOHO,
no 0,02 mr/3 wmr; no 28
Tabnetok y 6nictepi (24
aKTUBHI TabneTkn
POXeBOro Kosbopy + 4
TabneTtku nnauebo
6in10ro KosbLopy); no 1,
a6o no 3, abo no 6
6nicTepiB B KAPTOHHIl
ynakoBLi

TOB «MIBE
YKPAIHA»

YKpaiHa

mibe TmeX
ApuHaiimiTTens

HimeuunHa

BHECEHHS 3MiH 0 peecTpavinHmx
martepianis: 3MiHa 3asABHMKa
(BnacHvika peecTpadiiHoro

noceigyeHHs) (3rigHo Hakasy MO3

Bifg 23.07.2015 Ne 460); 3MiHu |
MRy - 3MiHM LWoAo
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs a6o
3MiHW [0 y3araslbHEHUX AaHuX Mpo
cuctemy thapmakoHarnsagy
(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cuctemy chapmakoHarnsgy,
3MiHa YNOBHOBaX€EHOI 0cooH,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarnsay; KOHTakTHoOT
ocobu 3 hapmakoHarnsgy

3a peyenmom

UA/15867/01/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3asiBHMKA AN 34iNCHEeHHS
thapmakoHarnagy B YKpaiHi, AKLL0
BOHa BifIMiHHA Bif, yNTOBHOB&XEHOI
ocobw, BignoBiAa/IbHOI 3a
3[jiCHEeHHS1 hapmakoHarisgy
(BKNHOYAKOYUN KOHTAKTHI AaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOB&XeHOT 0CObM 3as1BHMKaA,
BiANOBIA&/IbHOT 32
hapmakoHarnag. fivoya pegakuis:
Petra Gerecke. lNponoHoBaHa
pepakuis: Heuali Mapis MNasniBHa.
3MiHa KOHTaKTHUX AaHuX
YMOBHOB&XEHOT 0CObM 3as1BHMKA,
BiANOBIA&/IbHOT 32
thapmakoHarnag. 3miHa Mmicua
3[iAiCHEHHS1 OCHOBHOI AjsiNIbHOCTI 3
hapmMakoHarnsagy. 3miHa
MiCLLe3HaXOKEHHS MacTep-
dhaiina Ta iforo Homepa

59.

APOCMI®EM® 30

TabneTku, BKPUTI
N/1iBKOBOK 060/10HKOI0,
no 0,03 mr/3 mr; no 21
Tabnetui y 6nictepi; no
1, abo no 3, abo no 6
6nicTepiB y KAPTOHHIi
ynakoBLi

TOB «MIBE
YKPAIHA»

YKpaiHa

Mi6e MmM6X
ApuHarimiTTens

HimeuunHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
martepianis: 3MiHa 3asABHMKa
(BnacHwvka peecTpadjiiHoro

noceigyeHHs) (3rigHo Hakasy MO3

Bif 23.07.2015 Ne 460); 3miHu |
MRy - 3MiHM LWoAo
6e3nekn/edeKkTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy hapMakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTemy dpapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIAa/IbHOI 3a 3AiICHEHHS
thapmakoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANS 34IACHEHHSA
thapmakoHarnagy B YKpaiHi, AKLio
BOHa BiZiMiHHa Bif, YNOBHOBaXeHO|
ocobu, BiANOBIAA/IbHOI 3a
3[jiCHeHHs1 hapmakoHariagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cuctemun
hapmakoHarnagy) - 3amiHa
YMOBHOB&XEHOT 0COOM 3as1BHMKA,
BiNOBiAA/IbHOI 32

3a peyenmom

UA/15868/01/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

hapmakoHarnsg. Jivoya pegakuis:
Petra Gerecke. MNponoHoBaHa
pepakuisi: Hevali Mapis MNaeniBHa.
3MiHa KOHTaKTHUX AaHuX
YMNOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBiAa1bHOT 3a
thapmakoHarnag. 3miHa Micus
3[iACHEHHSI OCHOBHOT AisiNIbHOCTI 3
thapmakoHarnsgy. 3miHa
MiCLie3HaxXOMKeHHs macTep-
chaiina Ta ioro Homepa

60.

EPMYLUWVH®

TBEpai kancynu no 300
mr no 10 kancyny
6nictepi; no 2 abo no 6
6nicTepis y kopobu;j 3
KapToHYy

YAB "MPA"

JinToBcbKa
Pecny6nika

EAMOHA ®APMA
C.P.J1., Itaniqa
(BUPOBHMLTBO

Hepo3dgacoBaHOl

NpOoAYKL,ii, KOHTPO/Tb
Ta BUNyCK cepiit);
NAMIMN CAH
MPOCIEPO CIA,
ITanis (nepsBuHHe Ta
BTOPUHHE
nakyBaHHs1)

ITanis

3MiHW | TUny - agMiHiCTpPaTUBHI
3MiHW. BunyyeHHs BUPO6HUYOI
OinbHULI (BKNHOYAKOUN AiNbHUL
ons A®l, npoMiXXHOro NPoAYKTY
ab0o roToBOro slikapcbKoro 3acoby,
OinbHUUI 015 NPOBeAeHHS
nakyBaHHs, BUPOOHYKa,
BiANOBIAA/ILHOrO 3a BUMNYCK Cepii,
MicLie NPOBEeAEHHSI KOHTPO/IO
cepii) abo nocTavasibHMKa
BMXiQHOrO Martepiany, peareHty
ab0 AONOMDKHOT PEYOBUHU (SIKLLLO
3a3HayYeHo y A0CLE) - BUNTyYEeHHS
anbTepHaTMBHOIO BUPOGHMKa AdI
CowwmeTta NTannaHa MegucuHanu
CkaHgyum C.p.n.(C.N.M.C))
C.p.n., Utanusa
MponoHoBaHa pefakuis EamoHg,
®apma C.p.n., Itanis; 3minm | Tuny
- 3MiHK Wwoao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -
BHECEHHS 3MiH 8o po3giny “
MapkyBaHHa" MKA N13.
3anponoHoBaHo: MapkyBaHHs
ynakoBku. 3riHO 3aTBepI)KeHOro
TEKCTYy MapKyBaHHS

3a peyernmom

UA/14088/01/01

61.

ECTE3N®IH

PO34mH HaLLKipHUi 1 %,
no 15 mn a6o 20 mn a6o
no 25 mn y donakoHi; no
1 chnakoHy y nauui 3
KapToHYy

AT "dapmak”

Ykpaina

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
MaTtepianis: 3MiHU | TUNY - 3MiHW 3
siKocTi. FoToBWMIA Nikapcbkuii 3aci6.
Cucrtema
KOHTelHep/3aKynopoBanbHuii
3aci6. 3miHa napameTpis
crneundikauiii Ta/abo gonycTnMmx
MeX NepBUHHOI YNaKoBKN
roToOBOro NikapcbKoro 3acoby —
BHECEHHS 3MiH 10 MaTepiasiB

6e3 peyenma

UA/14783/01/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

peecTpaujiiHoro gocee, p. 3.2.P.7.
Cuctema KoHTelHep/
3aKyrnoproBasibHWIA 3acib, a came,
3riAHO JOKYMeHTaLi BUPO6HUKa
TOB «®apmmall», YkpaiHa
3MIHEHO Ha3BW KpULLIOK: - «KpuLuka
3aKyNnopHBasIbHO-HArBNHYYBa/IbHA
3 KOHTPO/IEM NepLLOro BiAKPUTTA
T1n 1.4m (DIN 18)» Ha «KpuLuka
3aKyNopHBasIbHO-HArBNHYYyBa/IbHA
3 KOHTPO/IEM NepLLOro BiAKPUTTA
1N 1.4m 02»; - «Kpuiika
3aKyNnopHBasIbHO-HArBNHYYyBa/IbHA
3 KOHTPO/IEeM NepLLOro BiAKPUTTA
Tmn 1.4k (DIN 18) B» Ha «Kpuiuka
3aKyNnopHBasIbHO-HArBNHYYBa/IbHA
3 KOHTPO/IEM NepLLOro BiAKPUTTA
1N 1.4k»; - Y cneumdpikayii Ha
KPWLLKN BHECEHO YTOUHEHHS LWOAO0
TOBLLUMHM AHa KpULKK 3 1,35+0,15
MM Ha 1,5+0,1 MM; - 3a paxyHOK
30i/TbLUEHHS TOBLUMHN dHA,
BigNoBiAHO 36iNbLUMNacL Maca
Kpuwkn 3 1,9+0,06 r Ha 1,9+0,19 1
(4N5 KPULLKK 3aKynoproBasibHO-
HarsMH4YyBaUIbHOI 3 KOHTPOIEM
nepLioro BigkpuTTa TMn 1.4m) Ta 3
1,7+0,06 r Ha 1,78+0,18 r (ans
KPWLLIKM 3aKynoproBasIbHO-
Hars/H4YyBasIbHOI 3 KOHTPO/IEM
nepLioro BigkpuTTa Tun 1.4k); -
BHeceHi 3MiHW Y KpecneHHs ans
KPULLIKU 3aKynOpoBasIbHO-
HarBMH4YyBaUIbHOI 3 KOHTPOJIEM
nepLUoro BigKpUTTA TMN 1.4m
(aiameTp 3aKynopBas/IbHOIO
KOHYCY KpULLKM BYB 36i/bLUEeHWIA 3
10,78+0,1 mm Ha 11+0,15 mm. Ana
BWUIOTOB/IEHHS 3aNPONOHOBaHNX
KPWLLIOK BUKOPUCTOBYBA/INCH Ti X
cami matepiasiu, Wo i B
3aTBEPKEHUX KPULLIKAX

62.

EYTUPOKC

TabneTkun no 25 mkr; No
25 Tabnetok y 6nictepi;
no 2 a6o no 4 6nictepu
B KQpPTOHHI kopobuj

Mepk Xenckea KlraA

HimeuunHa

Mepk Xenckea KlraA

HimeuunHa

BHECEHHS 3MiH 40 peecTpavlinHmx
mMartepianis: yTOUHEHHS
HanucaHHA 3asiBHUKA B HaKasi
MO3 Ykpainu Ne 60 Big,
16.01.2021 B npoueci
npoueaypv BHECEHHS 3MiH

3a peyernmom

UA/8388/01/01

57




n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

63.

EYTUPOKC

(3MiHun | TUMy - 3mMiHK Woao
6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
3MiHV BHECEHO Yy TEKCTI
MapKyBaHHS YNakoBKV NikapcbKoro
3acoby. BBefieHHs 3MiH NPOTSArom
6 micauiB nicns 3aTBepMKEHHS).
3arBepaxeHo: Mepk KlraA,
HimeuyunHa. 3anponoHoOBaHO:
Mepk Xenckea KraA,
HimeuuunHa.

64.

EYTUPOKC

Tabnetkn no 50 MKr; no
25 TabneTok y 6nicTepi;
no 2 a6o no 4 6nicrepu
B KApPTOHHIli Kopobu,i

Mepk Xenckea KraA

HimeyunHa

Mepk Xenckea KlraA

HimeuunHa

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianiB: yTOUHEHHSA
HanucaHHA 3asiBHUKA B HaKasi
MO3 YkpaiHu Ne 60 Big
16.01.2021 B npoueci
npoueaypn BHECEHHS 3MiH
(3MiHuM | TUNY - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu) -
3MiHV BHECEHO Yy TEKCTI
MapKyBaHHS YNakoBKV NikapCbKoro
3acoby. BBefieHHs 3MiH NPOTSArom
6 micauis nicns 3aTBepmAKEHHS).
3arBepmxeHo: Mepk KlraA,
HimeuyunHa. 3anponoHoBaHoO:
Mepk Xenckea KraA,
HimeyuuHa.

3a peyernmom

UA/8388/01/02

65.

TabneTkn no 75 MKr; no
25 Tabnetok y 6nicTepi;
no 2 abo no 4 6nictepu
B KapPTOHHIi kopobLyi

Mepk Xenckea KlraA

Himeyunna

Mepk Xenckea KlraA

HimeuunHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianiB: yTO4YHEHHA
HanucaHHsA 3asBHUKa B HaKasi
MO3 YkpaiHu Ne 60 Big
16.01.2021 B npoueci
npoueaypy BHeCEHHA 3MiH
(3MiHK | TUNY - 3MiHK WOA0
6e3nekn/edeKkTBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -
3MiHW BHECEHO Y TEKCTi
MapKyBaHHS! YNakoBKW J1ikapCbKOro
3acoby. BeefieHHsA 3MiH NPOTArom
6 MicAUiB nicnsa 3aTBEPLKEHHS).
3arBepakeHo: Mepk KlMaA,
HimeyunHa. 3anponoHoBaHoO:
Mepk Xenckea KraA,
HimeuuunHa.

3a peyenmom

UA/8388/01/03

EYTUPOKC

Tabnetku no 100 mkr; no
25 Tabnetok y 6nicTepi;
no 2 a6o no 4 6nicrepn

B KAPTOHHIli Kopobui

Mepk Xenckea KraA

HimeyunHa

Mepk Xenckea KlraA

HimeuunHa

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianiB: yTO4YHEHHA
HanucaHHA 3asiBHUKA B HaKasi

3a peyenmom

MO3 YkpaiHu Ne 60 Big

UA/8388/01/04
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

66.

EYTUPOKC

16.01.2021 B npoueci
npoueaypn BHECEHHS 3MiH
(3MiHuM | TUNY - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -
3MiHV BHECEHO Y TEeKCTI
MapKyBaHHS YNakoBKV NikapCbKOro
3acoby. BBefieHHs 3MiH NPOTSArom
6 micauis nicns 3aTBepAKeHHS).
3arBepakeHo: Mepk KlMaA,
HimeyunHa. 3anponoHoBaHoO:
Mepk Xenckea KraA,
HimeyuuHa.

67.

Tabnetku no 125 mkr; no
25 Tabnetok y 6nicTepi;
no 2 a6o no 4 6nictepu
B KapTOHHI kopobLyi

Mepk Xenckea KlraA

HimeyunHa

Mepk Xenckea KlraA

HimeuunHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: yTO4YHEHHA
HanucaHHA 3asiBHUKA B HaKasi
MO3 YkpaiHu Ne 60 Big
16.01.2021 B npoueci
npoueaypn BHECEHHS 3MiH
(3MiHK | TUNY - 3MiHK WOA0
6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn) -
3MiHW BHECEHO Y TeKCTi
MapKyBaHHS1 YNakoBKW J1iKapCbKOro
3acoby. BBefeHHs 3MiH MPOTAroM
6 MicAUiB Nicnsa 3aTBEPAKEHHS).
3arsepakeHo: Mepk KlMaA,
HimeyunHa. 3anponoHoBaHo:
Mepk Xenckea KraA,
HimeuuunHa.

3a peyenmom

UA/8388/01/05

68.

EYTUPOKC

E®ODESEN

TabneTkn no 150 MKr; no
25 Tabnetok y 6nictepi;
no 2 a6o no 4 6nictepu
B KapPTOHHI kopobui

Mepk Xenckea KlraA

HimevunHa

Mepk Xenckea KlraA

HimeuunHa

BHECEHHS 3MiH 40 peecTpaviinHmx
mMartepianis: yTOUHEHHS
HanucaHHA 3asBHUKa B HaKasi
MOS3 Ykpainu Ne 60 Big
16.01.2021 B npoueci
npoueaypy BHECEHHS 3MiH
(3MiHK | TUNY - 3MiHK WOA0
6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
3MiHW BHECEHO Y TEeKCTi
MapKyBaHHS1 YNakoBKW J1iKapCbKOro
3acoby. BBefieHHs 3MiH NPOTSArom
6 micAauiB nicna 3aTBEPAXEHHS).
3arBepoxeHo: Mepk KlraA,
HimeuyunHa. 3anponoHoOBaHoO:
Mepk Xenckea KraA,
HimeuuunHa.

3a peyernmom

UA/8388/01/06

renbno5r,15r,30r
ren y Ty6i; no 1 1y6i B

Fangepma CA

LLIBeliyapis

NABOPATOPII
FTANJEPMA

dpaHuis

BHECEHHS 3MiH [0 peecTpauiiHnX

3a peyenmom

MaTepianis: 3MiHK | TUNY - 3MiHa

UA/15311/01/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KapTOHHI Kopo6Lj; Mo
15r,30rrenwoy
KOHTeliHepi; no 1
KOHTElHepy B KApTOHHIl
Kopoobui

Ha3Bu BNpoGHKKa AD| BeHsoiny
nepokcugy 3 "FARCHEMIA S.r.l."
Ha "CORDEN PHARMA
BERGAMO SPA";
3MiHK | TUNy - 3MiHa Ha3BuK
BMpo6HuKa APl BeHsoiny
nepokcuay 3 "AKZO NOBEL
Chemicals S.A. de C.V." Ha
"NOURYON CHEMICALS, S.A.
DE C.V."; 3miHu | Tvny - 3MiHa B
ymoBax 36epiraHHs A®| beHsoiny
nepokcmay BupobHuLTBa 3
"NOURYON CHEMICALS, S.A.
DE C.V." 3"2-30 °C / 40-90% RH"
Ha "2-30° C / 40-65% RH". 3miHa
06yMOB/IEHA TEXHIYHOKO
nomunkoto B DMF Bupo6Huka Adl

69.

3ETPOH

PO34nH NS iH'EKLR, 2
Mr/Mi; o 4 mn B
amnyni; no 5 amnyny
KapTOHHI Kopoo6Li

PapmaLeBTUYHa
KoMnaHis "BOKATE
C.A"

pevis

PA®APM C.A.

pevyis

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3miHu | TNy - 3MiHK
Lofo 6e3snekun/edekTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -
BHeceHHs 3MiH Jo po3giny
"MapkyBaHHA" MKA N13:
3arBepkeHo: MapKknpoBska.
CooTBeCTBYET YTBEPXKAEHHOMY
TEKCTY MapKMpOBKM
(npunaraetcs). 3anponoHOBaHO:
MapkupoBka.

B cOOTBETCTBUM C YTBEPXAEHHbBIM
TEKCTOM MapK1MpoBkn. OHOBMIEHHS
TEKCTY MapKyBaHHS ynakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmawii LWoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHS Y CUCTEMI
SI.

3a peyernmom

UA/16146/01/01

70.

3ETPOH

cupon, 4 mr/5 mn; no 50
M1y doiakoHi; no 1
donakoHy B KOMM/IEKTi 3
MipPHOIO JTOXKOI Y
KapTOHHI Kopoo6Li

PapmaLeBTUYHa
KomnaHis "BOKATE
C.A"

pevis

PA®APM C.A.

pevyis

BHECEHHS 3MiH 40 peecTpalinHmx
mMartepianis: 3miHu | TUny - 3MiHn
ofo 6e3snekn/edpekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
BHeceHHs 3MiH [0 po3giny
"MapkyBaHHA" MKA N13:
3arBepkeHo: MapknpoBska.
CooTBecTBYeT yTBEPXAEHHOMY
TEKCTY MapK1upoBKu
(npunaraetcs). 3anponoHOBaHO:
MapkupoBka. B cooTBeTcTBUM C
YTBEPXEHHbIM TEKCTOM
MapKMpPOBKWU. OHOB/IEHHSI TEKCTY

3a peyernmom

UA/16121/01/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MapKyBaHHS YNakoBKV NikapCbKOro
3acoby 3 BHeCeHHsM iHdhopMaLii
LLIOA0 3a3HAYEHHS OANHULb
BUMIpIOBaHHs y cuctemi Sl.

71.

30OPAH™

PO34UH ANS1 iH'EKLN, 2
mr/mA, no 2 mn abo no 4
M1 B amnysii; no 5
amnyn y nnacTukosomy
6nicTepi; no 1 6nictepy
B KQpPTOHHI kopobuj

Hosaprtic ®apma Al

LLiBeiiuapis

nakcoCmiTKnsiiH
MaHyhakTypuHr
C.n.A.

ITanisa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
hapMakoHarnsgy - 3MiH1 BHeCeHo
00 IHCTPYKUiT A4na MeanmyHoro
3aCTOCYyBaHHSA NiKapcbKoro 3acoby
[0 po3ziniB "3acTocyBaHHA Y
nepiog, BaritTHoOCTi abo rogyBaHHs
rpyAAt0"” BignoBigHO Ao
pekomeHpauili PRAC. BeefeHHs
3MiH NPOTArom 6-Tn MicauiB nicns
NiATBEPKEHHS

3a peyenmom

UA/7426/01/01

72.

IBY®EH® AJ1A
AITEN NonyHUUA

cycneHsist opasibHa, 100
mr/5 mn; no 100 a6o no
120 M1y Nn1acTUKoBOMy
donakoHi; no 1 dpnakoHy
3i LUNPULLOM-A03aTOPOM
Y KapTOHHI nayui

MepaHa ®apma
AKuioHepHe
ToBapucteo

MonbLa

MepaHa ®apma
AKuioHepHe
ToBapucTBo

MonbLa

3MiHKM | TUNY - 3MiHK WoA0
6e3nekn/edeKkTBHOCTI Ta
hapmakoHarnagy. 3miHa y
KOPOTKiil xapakTepucTuLi
nikapcbKoro 3acoby, TeKCTi
MapKyBaHHA Ta IHCTPYKLIi An1A
MeJMYHOr0 3aCTOCYBaHHS Ha
nigcrasi perynspHo
OHOBJ/IKOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
pocnigpkeHb 3 6e3neku
3aCTOCYyBaHHS MiKapcbKoro 3acoby
B nicnsipeecTpadiiHuii nepiog, abo
AK pe3ynbTaT OLiHKV 3BITYy 3
JocnimKeHb, NPoBeAeHUX
BiANOBIAHO A0 NnaHy
negiatpuyHux gocnimpkers (PIP)
(3MiHy y3rofkeHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpPraHom) - 3MiHu
BHECEHO [0 IHCTPYKLi AN
MeJNYHOr0 3aCTOCYBaHHS
niKapcbkoro 3acoby y po3ain
"Oco6nMBOCTI 3aCTOCYBaHHA"
Bi4NOBIAHO A0 OHOB/IEHOT
iHhopmawii 3 6e3neku aitoyoi
peyoBUHM

6e3 peyenma

UA/11881/01/01

73.

IBY®EH® ANs
JITEN NOAYHULSA

cycneHsist opasibHa, 100
mr/5 mn; no 100 a6o no
120 mn y nnacTukoBomy
hnakoHi; no 1 dpnakoHy

MepaHa ®apma
AKuUioOHepHe
ToBapucTso

MonbLa

MepaHa ®apma
AKUioHepHe
ToBapucTtso

MonbLua

BHECEHHS 3MiH 0 peecTpaviinHmx

marepianis: 3MiHu | TUMY - 3MiHK

Lof0 6e3nekn/edekTMBHOCTI Ta
cthapmakoHarnsgy. 3mMiHm y

6e3 peyenma

UA/11881/01/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3i LUINPULOM-[,03aTOPOM
Y KapTOHHIi nayui

KOPOTKIil XapakTepucTuui
nNiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKLU|i Ans
MeJMNYHOr0 3aCTOCYBaHHS
reHepuyHUX/ribpuaHMx/6ionoaioHN
X NiKapcbknx 3acobis nicns
BHECEHHS Tiel caMoi 3MiHM Ha
pedhepeHTHW npenapaT (3MiHa He
noTpebye HafaHHsS XXOAHUX HOBUX
[0[AaTKOBUX AaHWX) - 3MiHW
BHECEHO [0 iHCTPYKUiT ANns
MeJNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ainu:
"®apmMakonoriyHi BnactnsocTi”,
"MpoTunoka3saHHs", "B3aemogis 3
HLWMMKM nikapcbknMKn 3acobamu Ta
iHLWI BMAW B3aemogiin",
"Oco6/11MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rofyBaHHs
rpyaar”, "Cnocib 3actocyBaHHs
Ta gosn”, "MNepenosysaHHA",
"Mo6iyHi peakuii™ 3rigHo 3
iHchopmaviieto LLoA0 MeguyHoro
3acTocyBaHHA pethepeHTHOro
nikapceKoro 3acoby (HYPO®EH®
019 QITEN, cycneHsia oparbHa,
100 mr/5 mn)

74.

IBONTUH® SR

Tabnetku
NPOJIOHroBaHoI Aji No
240 wr; no 15 TabneTtok
y 6nicTepi; no 2
6nicTepun y KapTOHHiIl
Kopoo6Li

AG60TT labopatopi3
6X

HimeyunHa

BUPOBHMLTBO,
nakyBaHHs,
KOHTPO/1b SIKOCTi Ta
BMNyck cepii: A66BI
[onunang MmeX i
Ko. KT, HimeuuunHa;
BUPOBHMLTBO,
nakyBaHHs,
KOHTPO/1b SIKOCTi Ta
BUNycK cepii: ®amap
A.B.E. AHTOyCCa
MnanT, Mpeuis

Himeuunna/
pevis

BHECEHHS 3MiH j0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmMakoHarnagy. 3miHa y
KOPOTKIil xapakTepucTumui
nikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLIi AN
MeJMYHOro 3acTOCyBaHHSA Ha
nigcrasi perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo
[ocnigpkeHb 3 6e3nekn
3aCTOCYyBaHHSA NiKkapcbKoro 3acoby
B nicnsipeecTpauiiinii nepiog, abo
AK pe3ynbTaT OLiHK/ 3BITYy 3
JocnimKeHb, NpoBeAeHUX
BIANOBIAHO A0 niaHy
negjatpuyHux gocnigpkeHs (PIP)
(3MiHY Y3rof)KeHo 3 KOMNETEHTHUM
YMOBHOB&XEHVM OPraHoM) - 3MiHu

3a peyenmom

UA/7175/03/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BHECEHO B IHCTPYKL,il0 4115
MeAUYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3ginis
"B3aemogis 3 iHWMMMU SliKkapCbKuMun
3aco6amu Ta iHWi B1uau
B3aemogijit" Ta "MepenosyBaHHA"
3rigHo 3 pekomeHpauisamu PRAC.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicsLiB NicNs 3aTBEPAYKEHHS

75.

IMOZIYM®
EKCMNPEC

TabneTtku, Wwo
ANCnepryoTbes B
POTOBI NOPOXHWHI, N0 2
Mr; Mo 6 TabneTok y
6nicTepi; no 1 6nictepy
B KQpPTOHHI ynakosLi

MakHin MpogaxTc
Nimitepn

AHrnis

KaraneHt FOK
CBiHAOH 3ugic
Nimiten, Benvka
BputaHia; AHCCEH-
CIIAT, dpaHuin
(BTOPUHHA
ynakoBka, f103BiN Ha
BUNYyCK cepii)

Benvika
BputaHis/
®paHuis

BHECEHHS 3MiH 40 peecTpavlinHmx
MaTepianis: 3MiHU | TUNY - 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbkuit 3acib.
3MiHU Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYTbCSA
BWMYCKY Cepii Ta KOHTPO/IO SKOCTI
rOTOBOrO JliKapCcbkoro 3acoby
(3amiHa abo fofaBaHHA OiNbHALL,
Ha SKii 34iCHI0ETbCSA
KOHTPO/b/BMNPOBYBaHHSA cepil) -
BHECEHHS 3MiH 10 maTepianis
peecTpavuiiiHoro Aocbe, a came
[ofaBaHHA a/IbTEPHATUBHUX
OiNbHULB TECTYBaHHSA Ta
KOHTPO/IO AKOCTi AN TabneTok:
Alternative QC Testing site
Catalent Germany Schorndorf
GmbH Steinbeisstr, 1 and 2 73614
Schorndorf Germany
Alternative Micro Testing Site BAV
Institut GmbH Hanns-Martin-
Scheyer Strasse 25 Offenburg
77656 Germany

6e3 peyenma

UA/9831/02/01

76.

IHBYTO/I®

pO3unH ANs iH'ekuid, 100
mr/m; no 10 mn a6o 20
MY hnakoHax

TOB "lOpis-®apm"”

Ykpaina

TOB "tOpis-®apm”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
ofo 6esnekun/edpekTMBHOCTI Ta
hapMakoHarnisay - OHOB/IEHHS

TEKCTY MapKyBaHHS ynakoBKu

NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmawii Lwoao 3a3HaveHHs

OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BHeceHHs 3MiH 0 po3ainy

“MapkyBaHHA" MKA N3:
3anponoHoBaHo: MapKyBaHHS.
3rigHO 3aTBEpP)KEHOTO TEKCTY
MapKyBaHHs. TepMiH BBEAEHHS
3MiH NPOTArom 6 MicsuiB nicns

3aTBEPAXKEHHS

3a peyernmom

UA/4798/01/01

717.

IHOOKONNIP®

Kpansi o4Hi, 1 mr/mAa, no

TOB "bayw Xenc"

YKpaiHa

Ap. F'epxapg MaHH,

HimeyunHa/

BHECEHHS 3MiH 0 peecTpaLiiHNX

3a peyenmom

UA/3260/01/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

0,1%

5 MmNy dhriakoHi-
KpanensHuuj; no 1
hnakoHy-kpanenbHuLi y
KapTOHHI KOopooLi

Xewm.-chapm. Pabpuk
mM6X, HimeuuunHa,;
NabopaTopis
LLloBeH, ®paHuis

®paHuis

marepianis: 3MiHu | TUAY - 3MiHK
Loao 6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy. BeegeHHa abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy hapMakoHarnagy
(BBEAEHHS y3araslbHEHNX AaHUX
npo cucTemy dpapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0Co6H,
BiNOBiAAIbHOT 3a 34iiCHEHHS
thapmakoHarnsay; KOHTakTHOT
ocobu 3 hapmakoHarnsgy
3aABHUKA 4191 34iACHEHHS
thapmakoHarnagy B YKpaiHi, AKLL0
BOHa BiIMiHHa Bif, yNOBHOBaXeHOT|
ocobu, BiANOBIAa/IbHOI 3a
3[jiCHEeHHSs1 hapmakoHariagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cuctemun
thapmakoHarnagy) - 3amiHa
YMNOBHOBaXeHOT 0CO6M 3asBHMKA,
BiANOBIAA/IbHOT 32
thapmakoHarnsag.
MponoHoBaHa pepakuis: bapmiHa
aHHa OnekcaHpapiBHa. 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI
ocobw, BiANOBIAa/IbHOI 3a
thapmakoHarnag. 3miHa Homepa
macTep-chaiina cuctemm
hapmakoHarnsgy

78.

IHAOMETALH-
30POB'SA

TabneTku, BKpUTI
060/10HKOI0,
KMLLKOBOPO34MHHI Nno 25
mr, no 10 Tabnetok y
6nictepi, no 3 6nictepu
Y KapTOHHI kopobu,; No
30 Tabnetok y 6nicTepi,
no 1 6nictepy y
KapTOHHI Kopoo6Li

ToBapucTBO 3
obmexeHoo
BiANOBIAA/LHICTIO
"GapmaueBTnyHa
KoMnaHis "3popos'a”

YKpaiHa

BCi cTagii
BUPOGHMLTBA,
KOHTPO/b SIKOCTI,
BWMNYCK Cepil:
ToBapucTso 3
06MeXeHo0
BiANOBiAA/IbHICTIO
"®apmaueBTnyHa
KOMMNaHis
"3p0poB'a", YkpaiHa,;
BCi cTagii
BMPOGHMLTBA,
KOHTPO/b SIKOCTI:
ToBapucTso 3
06MeXeHo0
BiANOBiAA/IbHICTIO
"®APMEKC I'PYn",
YKpaiHa

YkpaiHa

BHECEHHS 3MiH 40 peecTpavlinHmx
MaTepianis: 3miHu 1l TUny - 3MiHK
3 AKocTi. A®l. Bupo6HMLTBO.
3MiHa BUpoGHYMKa
BMXiZAHOr0/NPOMIiXHOro
nNpoAykTy/pearexTy, o
BUKOPWCTOBYHOTLCH Y
BUpo6HUYOMY npoLeci AdDl, abo
3MiHa BUPO6HUKa (BKIOYatoum, ae
HeobXxiAHO, MicLe NpoBeAeHHS
KOHTPONIO sKOCTi) AdI (3a
BiICYTHOCTI cepTudikara
BiANOBIAHOCTI EBpONechbkili
thapmakonei y 3aTBepyKeHoMy
[0CbE)(BBEAEHHS HOBOrO
BMpOGHMKa AP| 3 HaAaHHAM
macTep-aiina Ha Adl) -
BBE/]EHHS HOBOTrO BUPOOHMKa AdI

3a peyenmom

UA/5763/01/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

IHgpomeTaumH Taicang
Pharmaceutical Factory, China
[04AaTKOBO A0 3aTBEPAKEHNX
BMpo6HUKiB F.I.S. - FABBRICA

ITALIANA SINTETICI S.P.A,, ltaly
Ta F.I.S. Fabbrica Italiana Sintetici
S.p.A., ltaly, sk Hacnigok, BHECEHO
3MiHM [0 crneundikauii Ta MeToais
KOHTpOt0 A®| 3a NOKa3HNUKOM
“3a/IMLLKOBA KiNbKICTb OpraHiyHnX
PO3UYMHHWKIB” 3riAHO
npeactasneHoro DMF Big HoBOro
BUPOGHMKA CybCTaHLil.

79.

IPUHOTEKAH
AMAKCA

KOHLeHTpaT ans
pO3unHy Ans iHgysiii, 20
Mmr/ma, no 2 M, 5 mn
a60 15 mn y chakoHi;
no 1 dnakoHy B
KapTOHHIA KopooLi

Amakca N1T[,

Benvka
BpuTanis

AkBiga 'véX ,
HimeuunHa
(BUpPOGHMLTBO in
bulk, nepsuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b cepil);
AkBiga 'M6X,
HimeuunHa
(koHTpONb cepii Ta
BUMYCK cepii); BeHyc
dapma 'v6X,
HimeyunHa
(BTOPUHHE
nakyBaHHs1)

HimeuunHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3mMiHu | TMny - 3MiHN 3
sKocTi. [oToBWIA Nnikapcbkuii 3aci6.
3MiHM Y BUPOBHULTBI. 3MiHa
po3mipy cepii (BkrouYatoun
gianasoH po3Mipy cepii) roToBoro
nNiKapcbKoro 3acoby (3MeHLIEHHs
[0 10 pasiB) - 3MeHLUEeHHS po3Mipy
cepii po3uuHy in bulk 3 200 n go
100 n. fitova pegakuis Po3mip
cepii: 200 1 1o 2 Mn 'y dhNakoHi —
100 000 cpn. no 5 mn y dpnakoHi —
40 000 pn1. no 15 mn y dhnakoHi —
13 333 ¢hn1. MponoHoBaHa
pegfakuis Po3mip cepii: 100 n no 2
My cpnakoHi — 50 000 . no 5
My donakoHi — 20 000 chn. no 15
M1y dolakoHi — 6666 don.

3a peyenmom

UA/14902/01/01

80.

IPUHOTEKAH-
BICTA

KOHLeHTpaT ans
NPUroTYBaHHS PO3UNHY
Ans iHdysili, 20 mr/mn
no 5 mn (100 mr) a6o no
15 mn (300 mr), a6o 25
M (500 Mr) y donakoHi;
no 1 cpnakoHy B
KapTOHHI Kopoo6Li

MicTtpan Kenitan
MeHemKMeHT
Nimiteq

AHrnis

AkTasic ITanis
C.n.A.

ITanisa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Lwoao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy - BHECEHHS 3MiH
00 po3giny “MapkyBaHHs" MKA
N13": 3anponoHoBaHo:
Mapkuposka. CornacHo
YTBEPXAEHHOMY TEKCTy
MapKMpoBKU. OHOBJIEHHS TEKCTY
MapKyBaHHS1 YNakoBKW J1iKapCbKOro
3ac00y 3 BHECEHHAM iHthopmaii
LLI0A0 3a3Ha4YeHHs1 OANHULb
BUMIPIOBaHHSA y cuctemi Sl.
BBefeHHs 3MiH NpoTArom 6-tu
MiCALiB Nicna 3aTBepKeHHsA

3a peyenmom

UA/14240/01/01

81.

ioa .
NEYAEBCLKMIA

po34uH ans
30BHILLIHbOIO

MpAT "TexHonor"

YkpaiHa

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH 1O peecTpaviiHnx
MaTepianis: 3MiHu | TUMy - 3MiHKM 3

6e3 peyenma

UA/12321/01/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3acTocyBaHHA 10 %, no
30 mn 'y chnakoHi 3
npo6Koto-
KpanenbHuLeto; no 1
hnakoHy B nauu,i i3
KapToHy; no 50 mn a6o
no 100 mn y donakoHi 3
Hacagxoto, rno 1
h1akoHy B nau, i3
KapToHy; no 120 mn y
6aHLi 3 Npobkoto-
KpanesibHuueto; no 1
6aHLUi B mayuyi; no 1000
M/ Y KOHTelHepax
naacTMacoBmx

AKocTi. FoToBMIA Nikapcbkuii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHa
po3mipy cepii (Bktovaoun
AianasoH po3Mipy cepii) roToBoro
niKkapcbKoro 3acoby (36i/bLIeHHs
00 10 pasiB NOpiBHAHO i3
3aTBEPAKEHUM PO3MIpPOM) -
BBEJEHHA [0AaTKOBOro po3mipy
cepii roToBOro likapcbkoro 3acoby
154,50 kr (150,0 n1). MponoHoBaHa
pepaxuis Mo 30 Mn y donakoHi 3
npo6kot-kpanesnbHuueto: 51,50 kr
(50,0 n) (Big 1 487 oo 1 650
ynakoBok); 154,50 kr (150,0 n) (Big,
4 500 po 5 000 ynakoBok) Mo 50
My chnakoHi 3 Hacagkoto: 51,50
kr (50,0 n) (8ig 900 po 1 000
ynakoBok); 154,50 kr (150,0 n) (sig,
2 700 po 3 000 ynakoBOK)

Mo 100 mn 'y chnakoHi 3 HacaaKok:
51,50 kr (50,0 n) (Big 450 go 500
ynakoBok); 154,50 kr (150,0 n) (sig,
1 350 po 1 500 ynakoBoK);

Mo 120 mn y 6aHui 3 npobkoto-
kpanenbHuueto: 51,50 kr (50,0 1)
(i 375 o 416 ynakoBok); 154,50
Kkr (150,0 n) (Big 1 122 no 1 248
ynakoBok); Mo 1000 mn 'y
KOHTelHepax nnacTMacoBuXx:
51,50 kr (50,0 n) (Big 45 po 50
ynakoBok); 154,50 kr (150,0 n) (sig,
135 o 150 ynakoBoK)

82.

MoaiKcon®

cnpeid, 85 mr/rno 30ry
KOHTeliHepi
n1acT1KoBOMYy 3
MeXaHi4YHMM Hacocom Ta
posnuntoBayem; no 1
KOHTelHepy B naui 3
KapTOHY

TOB "Mikpochapm”

Ykpaina

TOB "Mikpodchapm"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
ofo 6e3nekn/edekTMBHOCTI Ta
hapMakoHarniagy - OHOB/IEHHS

TEKCTY MapKyBaHHS ynakoBKu

NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmawii LWoao 3a3HaveHHs

OAVHWLb BUMIPIOBAHHS Y CUCTEMI
Sl. 3amiHa po3giny «IpadiuHe

0hOpMNEHHS YNaKOBKM» Ha
po3ain «MapkyBaHHs» MKA N3:
3anponoHoBaHo: MapKyBaHHS.
3rifHO 3aTBEPAKEHOrO TEKCTY
MapKyBaHHs
TepMiH BBEAEHHS 3MiH NPOTAroM 6
MicSLiB NicNsA 3aTBEPAYKEHHS

6e3 peyenma

UA/5764/01/01
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
83. NOKE/b MOPOLLIOK A1 PO3UMHY BPOC NTA pevis BPOC NTA4 pevis BHECEHHS 3MiH [0 peecTpauliiHux | 3a peyenmom UA/0388/01/01
Ans iH'ekuii no 750 Mry marepianis: 3MiHU | TUMY - 3MiHK
donakoHi, No 1 donakoHy Lofo 6e3nekun/edpekTMBHOCTI Ta
Y KapTOHHIli kopoobLi chapmakoHarnsgy - OHOB/IEHHS
TEKCTY MapKyBaHHS ynakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmawii LWoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
SI
84. KAMIMIH® 60 H Tabnetku no 60 mr no 50 TeBa I13painb Knoke BepnakyHrc- HimeuunHa BHECEHHS 3MiH 0 peecTpauliiiHux | 3a peyenmom UA/9462/01/01
ab6o no 100 TabneTok y dapmaueBTikas Cepsic 'mb6X, mMartepianis: 3miHu | Tuny -
dnakoHi; no 1 donakony IHgacTpi3 14, HimeuunHa BWTyYEHHSA MOKasHuKa
B KOpPOOLi (nepBuHHa Ta «Po3nagaHHsa» (EP 2.9.1) i3
BTOPVHHA cneumaikauii MNN3, 3a HasABHOCTI
ynakoBka); Knoke 3aTBEPIKEHOrO TeCcTy
dapma-Cepsic «PO3YMHEHHS».
'M6X, HimeyunHa BBeneHHs1 3MiH NpoTAroM 6-Tu
(BPO6GHMLTBO MiCALIB MiCNA 3aTBEPAKEHHS;
Hepo3dacoBaHoro 3MiHM | TUMy - 3MiHa BUMOT 3a
NpOAYKTY, NEPBUHHA nokasHuMkoM «CTiliKicTb A0
Ta BTOpPVHHA po3aasntoBaHHs» (EP 2.9.8.), 6e3
ynakoBka); Mepkne 3MiHM fjana3oHy 3aTBepayKeHnX
'M6X, HimeuunHa 3HayeHb; 3a NoKasHUKOM
(mo3Bin Ha BUMycK «MikpobionoriyHa unctota» 3miHa
cepii) BMMOr chopMy/OBaHHS 3rigHo EP
2.6.12, 2.6.13. BBeeHHs 3MiH
NpoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS
85. KANbLJIO Tabnetku no 500 mr, no AT "ly6Hunchapm” Ykpaina AT "Ny6Hncpapm" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx Ne 10 - 6e3 UA/6048/01/01
TNHIOKOHAT 10 TabneTtok 'y marepianis: 3miHu | Tuny - 3miHu 3 peyenma,; Ne
6nictepax; no 10 sKocTi. FoToBWIA Nikapcbkuii 3aci6. 100 - 3a
Tabnetok y 6nicrepax, KOHTpPO/Ib rOTOBOrO NiKapcbkoro peuyenmom
no 10 6nicTepis B naui 3ac06Yy - YTOUYHEHHS LMpOoBKX
3Ha4YeHb B METOAAX KOHTPO/IO
AKOCTi N. «PO3YMHEHHSI»
86. KAHOVBOP niodpinisat ANs po3umHy Acnipo ®apma IHais Acnipo ®apma IHais BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/17810/01/01

Ans iHdy3ili, no 200 Mry
hnakoHi; no 1 chnakoHy
y KOpoou;i

Nimitepn

NimiTen

marepianis: 3MiHU | TUMY - 3MiHK
LoAo 6e3snekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBNEHHS
TEKCTY MapKyBaHHS ynakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmauii WwoA0 3a3HaYeHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BHeceHHs1 3MiH 0 po3ainy
«MapkyBaHHs» MKA /13:
3anpornoHosaHo: MAPKVPOBKA.
B cooTBETCTBUN C YTBEPXKAEHHBIM
TEKCTOM MapKMpoBku. TepMmiH
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BBE/IeHHs 3MiH NpoTArom 6
MicALiB Nicia 3aTBepAKeHHs
87. KAHZAIA-B6 TabneTku BariHasbHi No FneHmapk IHais neHmapk IHais BHECEHHS 3MiH [0 peecTpauiiHnX 6e3 peyenma UA/9968/01/01
100 mr no 6 TabneTok y dapmacbloTmkans dapmacboTrKan3 marepianis: 3MiHu | TUMY - 3MiHK
cTpuni; no 1 ctpuny nra. nra. Lofo 6e3nekun/edekTMBHOCTI Ta
pa3oM 3 ansikaTopom y thapmakoHarnsgy - OHOB/IEHHS
KapTOHHI ynakoBL,i TEeKCTYy MapKyBaHHS ynakoBK/
NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmawii LWoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHS Y CUCTEMI
Sl. BHeceHHs 3MiH 0 po3ainy
MK@A: MapkysaHHs1. [TponoHoBaHa
pepakuis: 8. MapkyBaHHs 3rigHo
3aTBEPLKEHOr0 TEKCTY
MapKyBaHHs. BBeAeHHS 3MiH
npoTArom 6-Tu MicAUiB nicns
3aTBEPAXKEHHS
88. KAMOHKO TabneTkn, BKPUTI neHmapk IHais PenaiieHc Naid IHais BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/14664/01/01
NAiBKOBOK 000I0HKOMO, PapmacbloThKan3 CaiiHcec MBT. /174, marepianis: 3MiHU | TUMY - 3MiHK
no 500 mr no 10 nra. wofo 6esnekn/edekTMBHOCTI Ta
TabneTtok y 6nictepi; no hapMakoHarniagy - OHOB/IEHHS
1 6nicTepy y KapTOHHiiA TEKCTY MapKyBaHHS ynakoBKu
Kopobui; no 10 TabneTok nikapcbKoro 3acoby BiAnNoBiAHO A0
y 6nicTepi; no 1 BMMOr Haka3ly MO3 Ykpainu Big,
6nicTepy y KapTOHHIiA 23.07.2015 p. Ne460 3 BHECEHHAM
Kopo6ui; no 10 iHcbopmauii WwoA0 3a3HaYeHHS
KapTOHHMX KOPO6OK B OAVHWLb BUMIPIOBaHHS Y CUCTEMI
OflHY 3arasibHy KapTOHHY Sl. BHeceHHs 3MiH 0 po3ainy
Kopobky; no 10 MK#A: MapkyBaHHs. NonepegHs
TabneTtok y 6aictepi; no pepakuis: 12. MapkyBaHHSA TekcT
1 6nicTepy y KapTOHHiiA MapKyBaHHS YNakoBK/ AOAAETHCS.
Kopobui; no 12 OHoBeHa pefakuis: 12.
KapTOHHMX KOPOOOK B MapkyBaHHs 3rigHo
OfHY 3arasibHy KapTOHHY 3aTBEPKEHOr0 TEKCTY
KOpoObKy MapKyBaHHs. BBeeHHs 3MiH
npoTArom 6-x MicAuiB nicns
3aTBEPAKEHHS
89. KAPBOMNATIH- KOHLeHTparT ans MicTtpan Kenitan AHrnis AkTasic ITanis ITania BHECEHHS 3MiH 0 peecTpaLiintHmx 3a peyenmom UA/14384/01/01

BICTA

po3unHy Ans iHgysin, 10
mr/mn no 5 mn (50 mr/5
mn) a6o no 15 mn (150
Mr/15 mn), abo no 45 mn
(450 mr/45 mn), abo no
60 mn (600 mr/60 mn) y
dnakoHi; no 1 doakoHy
B KAPTOHHII nayui

MeHepXmeHT
Nimitepn

C.n.A.

marepianis: 3MiHK | TUMy - 3MiHK
Lwoao 6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy - BHECEHHS 3MiH
00 po3giny “MapkyBaHHs” MKA
n3:
3anponoHosaHo: MAPKNPOBKA.
CornacHo yTBepXAeHHOMY TeKCTy
MapKUPOBKU. OHOBJIEHHS TEKCTY
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MapKyBaHHS YNakoBKV NikapCbKOro
3acoby 3 BHeCeHHsM iHdhopMaLii
LLIOA0 3a3HAYEHHS OANHULb
BVIMIipIOBaHHSA y cuctemi Sl.
BBeneHHs 3MiH NpoTAroM 6-Tu
MicsLiB NicNs 3aTBEPAYKEHHS

90.

KAPBOXOMN

nioghinisat AnsA po3unHy
Ans iHdy3ili, no 150 mry
onakoHax Ne 1

rneHmapk
®PapmacboTuKan3
nrg.

IHais

rneHmapk
[bxeHepikc T4

IHais

BHECEHHS 3MiH 0 peecTpavlinHmx
marepianis: 3MiHu | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBNEHHS

TEKCTY MapKyBaHHS ynakoBKm
nikapcbkoro 3acoby BigNoBiAHO A0
BMMOr Hakaly MO3 Ykpainu Big,

23.07.2015 p. Ne460 3 BHECEHHAM

iHchopmawii LWoao 3a3HaveHHs

OAVHWLb BUMIPIOBAHHS Y CUCTEMI

Sl. BHeceHHs 3MiH 0 po3ainy
MK@A: MapkysaHHs1. [TpornoHoBaHa
pepakuis: MapkyBaHHs 3rigHo
3aTBEPLKEHOr0 TEKCTY
MapKyBaHHs. BBeeHHs 3MiH
npoTArom 6-x MicAuiB nicns
3aTBEPAXKEHHS

3a peyenmom

UA/15005/01/01

91.

KAPBOXOMN

niodhinisat Ansa po3unHy
Ans iHdy3ili, no 150 mry
donakoHax Ne 1

neHmapk
dapmacboTUKan3
nra.

IHais

neHmapk

[xeHepikc C.A.

ApreHTuHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHK
ofo 6e3snekn/edpekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy hapMakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTemy dphapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0cobH,
BiANOBIA&/IbHOI 3a 3AiICHEHHS
hapmMakoHarnagy; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANS 34IACHEHHSA
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BifiMiHHa Bif, YNOBHOBaXeHOI
ocobu, BiANOBIAA/IbHOI 3a
3[jiCHEeHHs1 hapmakoHarnagy
(BKIHOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - pmiHa
YMOBHOB&XeHOT 0CO6M 3as1BHMKA,
BignoBigasnbHOI 3a
dhapmakoHarnsag.

3a peyernmom

UA/15005/01/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

lMponoHoBaHa pepakuis: YTe
XodpHep / Ute Hoeffner. 3miHa
KOHTaKTHUX AaHUX YNOBHOBaXKEHOT
ocobw, BignoBiAa/IbHOI 3a
thapmakoHarnsg,. BeegeHHs
KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT
0co6u 3asiBHMKA, BiAMNOBIAA/IbHOT
3a (hapmakoHarnsg B YkpaiHi.
MponoHoBaHa pepakuis:
MameToBa [iHa HisiziBHa. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI
0Cc0o6M YyNoBHOBaXKEHOI 0CO6YU
3as1BHMKA, BignoBigasibHOI 3a
thapmMakoHarnag B Ykpaini. 3miHa
Micus 34iiCHEHHS OCHOBHOI
OiSNbHOCTI 3 dhapmakoHarniagy.
3MiHa MicLe3HaxXoMKeHHs1 MacTep-
dhaiina cuctemu chapmakoHarnsagy

92,

KAPBOXOMN

nioghinisat Ans po3unHy
Ons iHdy3ilA, no 450 mry
onakoHax Ne 1

rneHmapk
®PapmacboTuKan3
nrg.

IHais

rneHmapk
[bxeHepikc 114

IHais

BHECEHHS 3MiH 40 peecTpavlinHmx
marepianis: 3MiHu | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBNEHHS

TEKCTY MapKyBaHHS ynakoBKu
nikapcbKkoro 3acoby BiANoBiAHO A0
BMMOr Hakaly MO3 Ykpaihu Big,

23.07.2015 p. Ne460 3 BHECEHHAM

iHchopmawii LWoao 3a3HaveHHs

OAVHWLb BUMIPIOBAHHS Y CUCTEMI

Sl. BHeceHHs 3MiH 0 po3ainy
MK@A: MapkysaHHs1. [TponoHoBaHa
pepakuis: MapkyBaHHs 3rigHo
3aTBEPLKEHOr0 TEKCTY
MapKyBaHHs. BBeeHHs 3MiH
npoTArom 6-x MicAuiB nicas
3aTBEPAXKEHHS

3a peyenmom

UA/15005/01/02

93.

KAPBOXOMN

niodhinisat Ansa po3unHy
ANs iHdy3ili, no 450 mry
donakoHax Ne 1

neHmapk
dapmacboTUKan3
nra.

IHais

neHmapk
[xeHepikc C.A.

ApreHTuHa

BHECEHHS 3MiH 40 peecTpalinHmx
marepianis: 3MiHU | TUMY - 3MiHK
ofo 6e3nekn/epekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 Y3arasibHEHUX JaHuX npo
cuctemy thapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTemy thapmakoHarnsagy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIA&/IbHOI 3a 3AiICHEHHS
hapmMakoHarnagy; KOHTakTHoOI
0cobu 3 hapmakoHarnsgy

3a peyernmom

UA/15005/01/02
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3asiBHMKA AN 34iNCHEeHHS
thapmakoHarnagy B YKpaiHi, AKLL0
BOHa BifIMiHHA Bif, yNTOBHOB&XEHOI
ocobw, BignoBiAa/IbHOI 3a
3[jiCHEeHHS1 hapmakoHarisgy
(BKNHOYAKOYUN KOHTAKTHI AaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnagy) - pmiHa
YMOBHOB&XeHOT 0CObM 3as1BHMKaA,
BiANOBIA&/IbHOT 32
hapmakoHarnsg.
lMponoHoBaHa pepakuis: YT1e
XodpHep / Ute Hoeffner. 3miHa
KOHTaKTHUX AaHUX YNOBHOBaXKEHOT
ocobw, BignoBiAa/IbHOI 3a
thapmakoHarnsg,. BeegeHHs
KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT
0co6u 3asiBHMKA, BiAMNOBIAA/IbHOT
3a (hapmakoHarnsg B YkpaiHi.
MponoHoBaHa pepakuis:
MameToBa [iHa HisiziBHa. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOT
0Cc06M YyNoBHOBaXKEHOI 0CO6YU
3as1BHMKA, BignoBigasibHOI 3a
thapmMakoHarnag B YkpaiHi. 3miHa
Micus 34iiCHEHHS OCHOBHOI
OiSNbHOCTI 3 dhapmakoHarniagy.
3MiHa MicLe3HaxXoMKeHHs1 MacTep-
dhaiina cuctemu chapmakoHarnsagy

94.

KAPAICENB®

TabneTku, BKpUTI
NNiBKOBOK 060/I0HKOHO,
150 wr; no 10 TabneTtok
y 6nicTepi; no 3 abo 5
6nictepis y navui

AT "dapmak"

YKpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH 40 peecTpavlinHmx
marepianis: 3MiHu | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBNEHHS

TEKCTY MapKyBaHHS ynakoBKu

NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmawii Lwoao 3a3HaveHHs

OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BHeceHHs1 3MiH o po3ainy

«MapkyBaHHA» MKA N13;
3anponoHosaHo: MAPKYBAHHA
3rifHO 3aTBEPAKEHOr0 TEKCTY
MapKyBaHHSA. BBeeHHs 3MiH
NpOTAroM 6-Tu MicAliB nicas
3aTBEPKEHHS

Ne 30 — 6e3
peyenma, Ne
50 -3a
peyernmom

UA/14585/01/01

95.

KAPJICENB®

TabneTku, BKPUTI
NNiBKOBOK 060/10HKOHO,
75 Mr no 10 TabneTok y

AT "dapmak”

YKpaiHa

AT "dapmak"

Ykpaina

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis: 3MiHu | TURY - 3MiHK
oo 6e3nekn/edeKTMBHOCTI Ta

Ne 30 — 6e3
peyenma, Ne
50 —3a

UA/14585/01/02
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

6nicTepi; no 3 abo 5
6nicTepiB y nayui

chapmakoHarnsgy - OHOBNEHHS
TEKCTY MapKyBaHHS ynakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmawii Lwoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BHeceHHs1 3MiH 0 po3ainy
«MapkyBaHHA» MKA N13;
3anponoHosaHo: MAPKYBAHHA
3rifHO 3aTBEPAKEHOrO TEKCTY
MapKyBaHHSA. BBeeHHs 3MiH
NpPOTAroM 6-Tu MicAuiB nicns
3aTBEPKEHHS

peyerimom

96.

97.

KADODETIH KONA®

KETOP3

TabneTku, BKPUTI
NNiBKOBOK 060/I0HKOHO,
no 10 TabneTtok y
6nictepi; no 1 6nictepy
B NauL,i KapTOHHIiA

AJNIKANIOIO AL
Ckon'e

Pecny6nika
MiBHiYHaA
MakefoHis

AJTKANOIA AL
Ckon'e

Pecny6nika
MiBHiYHaA
MakefoHis

BHECEHHS 3MiH 40 peecTpavinHmx
marepianis: 3MiHu | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta

thapmakoHarnsgy. 3miHa 'y
KOPOTKIil XapakTepucTuLi
nNiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTpyKLUii Ans
MEAMYHOr0o 3aCTOCYBaHHS Ha
nigcrasi perynspHo
OHOBJ/IKOBAHOrO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo
pocnigpkeHb 3 6e3neku
3aCTOCYyBaHHSA MiKapcbKoro 3acoby
B nicnsipeecTpadiiHuii nepiog, abo
AK pe3ynbTaT OLiHKV 3BITY 3
JocnimKeHb, NpoBeAeHUX
BIANOBIAHO [0 NNaHy
negiatpuyHux gocnigpkers (PIP)
(3MiHy y3rofkeHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpPraHoM) - 3MiHu
BHECEHO A0 IHCTpyKuii ans
MeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3ainis
"Oco6/1MBOCTI 3aCTOCyBaHHSA",

"MobiuHi peakuyii” woao 6esnekn
3aCTOCYBaHHS fjil0UnX PEYOBWH,

BiANOBIAHO [0 pekomeHaauii
PRAC

3a peyernmom

UA/9711/01/01

PO34uH A8 iH'eKLii, 30
Mr/mnno 1l mny
dhnakoHi; no 5 a6o no 10
dhnakoHiB B KOpOOL

Acnipo ®apma
Nimiten

IHais

Acnipo ®apma
Nimiteq

IHAis

BHECEHHS 3MiH j0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBMEHHS

TEeKCTYy MapKyBaHHS ynakoBKu/

NiKapCbKOro 3acoby 3 BHECEHHAM
iHcbopmauii WwoA0 3a3HaYeHHS

OAVHWLb BUMIPIOBAHHS Y CUCTEMI

3a peyenmom

UA/18182/01/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Sl. TepmiH BBEAEHHSA 3MiH
npoTsArom 6 micsuis nicns
3aTBEPAXKEHHS

98.

KUCEHb _
MEAVYHUA
rA30MOAIEHUIA

rasnoln,2n,3n,4n,
5n,6n,7n,8n,9n,10
n, 12 n, 40 ny ctanesnx
6anioHax Ta 3
rasudikatopis
KpiOreHHMX

TOB "CekTop lasy"

YKpaiHa

TOB "CekTop lasy"

YkpaiHa

BHECEHHS 3MiH 40 peecTpavlinHmx
MaTepianis: 3MiHU | TUNY - 3MiHK 3
akocTi. A®l. BupobHuuTBo. 3miHa
BMPOGHMKA BUXIAHOr0/NPOMIKHOrO
npoayKTy/peareHTy, Wwo
BMKOPVCTOBYIOTbCH Y
BMPOGHMYOMY npotieci Adl, abo
3MiHa BUPOGHWMKa (BKNOYatoun, ae
HeobXxiAHO, MicLe NpoBeAEHHS
KOHTposto sikocTi) AdI (3a
BIICYTHOCTI cepTudikata
BIANOBIAHOCTI EBPONENChbkili
hapmakonei y 3aTBepAXeHOMY
[0CbE) - BBELLEHHA [,0aTKOBOIO
BMPO6HMKa AP| KnceHb meanuHumii
pigkuii NAT "NiHge Ma3 YkpaiHa",
YKkpaiHa, agpeca micus
NPOBaKEHHS AiSSTbHOCTI:
[oHeubka 06nactb, Map'iHCbKMiA
paiioH, micTo KypaxoBe, MpomM3oHa
Ne 70, NOBITPAHO-PO3NO4isibya
ycTaHoBKa. 3anponoHosaHo: BAT
«[lMiBgeHTexras», YkpaiHa BAT
«XapKiBCbKNIA aBTOTEHHUIA 3aBOA»,
YkpaiHa KT «TOB «3anopisbkuii
aBTOTeHHW 3aBoA» i KOoMnaHisi»,
YkpaiHa MNMAT «/liHge a3
YkpaiHa», YKpaiHa

3a peyenmom

UA/11945/01/01

99.

KNCEHb
MEAWYHUM
FA30MoAalIBHUN

rasy ctasieBux 6asoHax
06'emom Mo 2 11, abo no
5 n, a6o no 10 n1, a6o no
40 n

MpuBatHe
akujioHepHe
ToBapucTo “fliHae
a3 YkpaiHa"

YKpaiHa

MNpvBaTHe
akujioHepHe
ToBapucTeo "JliHae
a3 YkpaiHa"

YkpaiHa

BHECEHHS 3MiH j0 peecTpaLiinHmx
mMarepianis: 3mMiHu | TMny - 3MiHN 3
akocTi. A®l. BupobHuuTBO. 3MiHa
BMPOBHUKA BMXiAHOTO/MPOMIXXHOrO
nNpoAaykTy/peareHTy, o
BMKOPUCTOBYIOTLCSA Y
BUpo6HUYOMY npoueci AdDl, abo
3MiHa BUPO6HUKa (BKIOYatoum, ae
HeobXxiAHO, MicLe NpoBeAeHHS
KOHTPONIO sKOCTi) APl (3a
BiICYTHOCTI cepTudikara
BiANOBIAHOCTI EBpONeichbkili
thapmakonei y 3aTBepaxeHoOMy
[ocbe)(3anponoHoBaHui
BMPOGHWK HANEeXUTb [0 Tiei camol
BMPOBHUYOI rpynu NigNPUEMCTB,

3a peyenmom

UA/6447/01/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

LLIO 11 3aTBEPAKEHNIN) - BBEAEHHS
[04aTKOBOro BUpo6HUKa AdPI
KnceHb MeguuHuii pigknidi NAT
"Nivge Ma3 Ykpaina', agpeca
MicLA MPOBaMKEHHSA AiANbHOCTI:
Ykpaina, 50005,
[HinponeTpoBcbka 061acTb, M.
KpmBuii Pir, Byn. KpmBopixcTani,
6yaunHOK 130; 3anponoHOBaHO:
MpuBaTHe akLioHepHe TOBapUCTBO
"Ninge a3 YkpaiHa', Ykpaina,
85612, [loHeLbka 0bnacTb,
Map'iHCbKWiA paiioH, MicTo
Kypaxose, npom3oHa Ne70
MpvBaTHE akuioHepHe TOBapUCTBO
"NiHge a3 Ykpaina", Ykpaina,
50005, AHinponeTpoBCbka
obnactb, M. Kpusuii Pir, Byn.
KpuBopixcTtani, 6yamnHok 130

100.

KNAPUTPOMILIVH-
JAPHULA

TabneTku, BKPUTI
060/10HKO0, M0 250 Mr
no 7 TabneTtok y
KOHTYPHIli YapyHKOBIi
YMaKoBLii; N0 2 KOHTYPHI
YapyHKOBI YNakoBK/ B
nauui

MpAT
"dbapmaLeBTnyHA
ipma "OapHuus”

YKpaiHa

MpAT
"PapmaueBTnyHa
thipma "AapHuus"

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBNEHHS

TEKCTY MapKyBaHHS yNakoBKm

NiKapCbKoro 3acoby 3 BHECEHHAM
iHbopmauii Wwoa0 3a3HaYeHHs

OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BHeceHHs 3MiH [0 po3ainy

“MapkyBaHHA" MKA N13.
3anponoHosaHo: MAPKYBAHHA.
BignosigHo Ao 3aTBEpPAKEHOrO
TEKCTY MapKyBaHHs. TepMiH
BBEAEHHS 3MiH: NPOTArom 6
MiCALIB 3 AaTV 3aTBEPKEHHS

3a peyenmom

UA/0279/01/01

101.

KNAPUTPOMILIVH-
JAPHULA

TabneTkn, BKPUTI
060/10HKOt0, Nno 500 wmr,
no 7 TabneTtok y
KOHTYPHIli YapyHKOBIi
YMaKoBLii; N0 2 KOHTYPHI
YapyHKOBI YNakoBK/ B
nauui

MpAT
"GapmaueBTuyHa
chipma "OapHuus”

YKpaiHa

MpAT
"PapmaueBTnyHa
chipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Lwoao 6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy - OHOBJIEHHSA

TEeKCTYy MapKyBaHHS ynakoBKu/

NiKapCbKOro 3acoby 3 BHECEHHAM
iHcbopmauii WwoA0 3a3HaYeHHs

OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BHeceHHs 3MiH 0 po3ainy

“MapkyBaHHA" MKA N13.
3anponoHoBaHo: MAPKYBAHHA.
BignosigHo o 3aTBEpAXeHOro
TEKCTYy MapKyBaHHs. TepMiH
BBE/IEHHS 3MiH: NpoTSArom 6

3a peyenmom

UA/0279/01/02
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
MiCALIB 3 AATV 3aTBEPKEHHS
102. | KNAPUTPOMILUWH- | nopoLuok M.BioTek NimiTeq Benuka IMMAKY N IHais BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/17409/01/01
MB niogpinisosanuii ans BpuTaHis NAV®CAVMEHCI3 Martepianis: 3MiHN | TUMY - 3MiHK
NPUroTYBaHHS PO34MHY MPABIT NIMITEL, Loao 6e3nekn/edeKTMBHOCTI Ta
Ans iHdy3iii no 500 wr, hapmMakoHarnagy - OHOB/IEHHS
no 1 dnakony 3 TEKCTYy MapKyBaHHS ynakoBKu
MOPOLLKOM B nauli 3 NiKapCbKOro 3acoby 3 BHECEHHAM
KapToHYy iHbopmauii Wwoa0 3a3HaYeHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BBeAEeHHS 3MiH NpOTArom 6-Tu
MiCALiB Nicna 3aTBepAKeHHs
103. | KNAYAIEKC Tabnetku no 100 Mr no MpAT YkpaiHa FTANEHIKYM XEJC, IcnaHis BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyernmom UA/18418/01/01
28 TabneTok y bnicTepi; "apmaueBTnyHa C.J1., IcnaHis marepianis: 3MiHu | TUMY - 3MiHK
no 1 a6o no 2 6nicrepu ipma "OapHuus” (KOHTPO/b AKOCTI wofo 6e3snekn/epekTMBHOCTI Ta
B nauu,i (hizmko-ximiuHe hapmakoHarnsgy. BeegeHHs abo
TecTyBaHHs) Ta 3MiHU [0 y3araslbHEHNX AaHnX Npo
BMnyck cepii); AX. cuctemy thapmakoHarnagy
YPIAY | (BBEAEHHSA y3araslbHEHUX AaHNX
KOMMAHb#A, C.A., npo cuctemMy dpapmakoHarnsagy,
IcnaHis (noBHWiA 3MiHa YNOBHOBaXEHOT 0co6bH,
LMK BUPOGHMLTBA BiANOBIA&/IbHOI 32 34iICHEHHS
roToBOro chapmakoHarnsgy; KOHTakTHoI
niKkapcbKoro 3acoby, ocobu 3 hapmakoHarnsgy
KOHTPO/b Ta BUMYCK 3asBHUKA ANS 34IACHEHHS
cepir) hapmakoHarnsgy B YkpaiHi, Ko
BOHa BifiMiHHa Bif, YNOBHOBaXXeHOI
ocobu, BiANOBIAA/IbHOI 3a
3[jiCHEeHHs1 hapmakoHarnagy
(BKIHOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnagy) - 3amiHa
YMOBHOB&XeHOT 0CO6M 3as1BHMKA,
BignoBigasnbHOI 3a
hapmakoHarnsag.
lMponoHoBaHa pepakuis: Typok
B'ayecnas B'auecnaBoBuy
104. | KNAUUA B.B. NOPOLLIOK ABGOTT Jlabopatopi3 HimeuunHa Nendpapm CeH Pewmi PpaHuis BHECEHHS 3MiH 1O peecTpaviiHnx 3a peyenmom UA/2920/02/01
niocpinisoBaHnii ans m6X marepianis: 3MiHK | TUMy - 3MiHK

NPUroTyBaHHs PO34MHY
AN iHdoysiii no 500 wr,
no 1 cpriakoHy y
KapTOHHIA Kopoo6Li

Loao 6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo

cuctemy hapmakoHarnagy

(BBEAEHHSA Y3araslbHEHUX AaHWX

npo cucTemy dpapmakoHarnsgy,
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MiHa yNOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHS
thapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnagy
3aABHUKa 419 34iACHEHHS
hapmakoHarnsagy B YkpaiHi, SKwo
BOHa BiIMiHHA Bif, yNTOBHOB&XXEHOI
ocobu, BiANoBiAa/IbHOT 3a
3pjiicCHeHHs chapmakoHarnagy
(BK/IHOYAKOYUM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cuctemu
thapmakoHarnsgy) - 3miHa
YMOBHOBaXEHOT 0CO6M 3asiBHMKA,
BiANOBiAaIbHOT 3a
thapmakoHarnsag.
MponoHoBaHa pepakuis: Thomas
Nisslein, DVM, PhD / Tomac
Hiccnaiin, DVM, PhD. 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOT
0cobu 3asBHWKa, BiANOBIAAbHOI
3a hapmakoHarnsg

105.

KNOAN®DEH

PO34uH NS iH exuili, 25
Mr/mnno 3 Mny
amnynax, no 5 amnyny
KOHTYPHIli YapyHKOBIi
ynakoBLji; 1 KOHTypHa
YyapyHKOBa ynakoBka B
KapTOHHIA Kopoo6Li

YOPNL, MEAVLMH
INIAY CAH. BE
TIDK. A.LLL

TypeyunHa

Medrap lnau CaH.
ALl

TypeyunHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmMakoHarnagy. 3miHn y
KOPOTKIil xapakTepucTuui
nikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLIi Ans
MeJMNYHOro 3aCTOCYBaHHS
reHepuyHUX/ribpuaHVx/6ionoai6HN
X NiKkapcbKkux 3acobis nicns
BHECEHHS TiEl caMoi 3MiHM Ha
pedhepeHTHW npenapaT (3MiHa He
noTpebye HafaHHs XOAHUX HOBUX
[0[AaTKOBUX AaHWX) - 3MiHW
BHECEHI [0 iHCTPYKUiT Ans
MeAUYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby y posainu:
"®apmakonorivyHi BnacTmBocTi”,
"MpoTunokasaHHA", "B3aemogis 3
HLWIMMKN NikapcbkMK 3acobamu Ta
iHLWIi BUAW B3aemMogiin”,
"Oco611BOCTI 3aCTOCYBaHHA",
"3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs
rpyaaro”, "Cnocié 3actocyBaHHs
Ta gosn”, "MepenosysaHHA",
"Mo6iyHi peakuji*, "HecymicHICTb"

3a peyenmom

UA/16930/01/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BIANOBIAHO A0 iHGOpMaL,i Wwoa0
MeAUYHOro 3aCTOCYBaHHS
pedrepeHTHOr0 ikapcbKoro
3acoby (BO/IbTAPEH®, po3uvH
ONs iH ekyiin, 25 mr/mn). BBeaeHHS
3MiH NpoTarom 3-X micsuis nicns
3aTBEPAKEHHS

106.

KPEOH® 10000

Kancynv Teepaj 3
racTpope3vNCTeHTHUMM
rpaHynamu no 150 wr;
no 20 a6o 50, a6o 100
Kancyn y cpnakoHi; no 1
h1aKoHY B KapTOHHii
Kopobui; no 10 kancyny
6nicTepi; no 1 abo 2,
abo 3 6nictepn B
KapTOHHIA Kopoo6Li

AG60TT labopatopi3
6X

HimeyunHa

A660TT Nabopatopi3
6X

HimeuunHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs a6o
3MiHW [0 y3araslbHEHUX AaHuX Mpo
cuctemy hapMmakoHarnagy
(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa YNOBHOB&XeHOI 0coou,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnsay; KOHTakTHoOI
ocobu 3 hapmakoHarnagy
3aABHUKa 419 3MiACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNOBHOB&XXEHOI
ocobw, BiANoBiAa/IbHOT 3a
3[jiicHeHHs chapmakoHarnsgy
(BKHOYAKOYM KOHTAKTHI AaHi)
Ta/ab0 3MiHN Y PO3MILLEHHI
MacTep-haiina cuctemm
thapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6M 3as1BHYKA,
BiANOBiAaIbHOT 3a
thapmakoHarnsag,.
MponoHoBaHa pepakuis: Thomas
Nisslein, DVM, PhD / Tomac
Hiccnaiin, DVM, PhD. 3miHa
KOHTaKTHUX A@aHNX YNOBHOBaXKEHOI
0cobu 3asBHWKa, BiANOBIAAbHOI
3a hapmakoHarnag

6e3 peyenma

UA/9842/01/01

107.

KPEOH® 25000

Kancynv Teepgaj 3
racTpope3NCTEHTHUMMN
rpaHynamu no 300 mr;
no 20 a6o 50, a6o 100
Kancyn y dpiakoHi; no 1
(h1aKoHY B KapTOHHii
Kopobui; no 10 kancyny
6nicTepi; no 2 6nictepn
B KapPTOHHI kopobui

A660TT Tabopatopi3
6X

Himeyunna

A660TT labopatopi3
6X

HimeuunHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHW
Loao 6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy. BeeneHHs a6o
3MiHV [0 y3arasibHEHUX AaHuX Mpo
cuctemy thapmakoHarnsagy
(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cuctemy chapmakoHarnsgy,
3MiHa YNOBHOBaX€EHOI 0cooH,
BiANOBIAa/IbHOI 3a 3AiICHEHHS

6e3 peyenma

UA/9842/01/02
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

thapmakoHarnsay; KOHTakTHOT
ocobu 3 hapmakoHarnsgy
3asBHUKA 4151 34iCHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BiiMiHHa Bif, YyNOBHOBaXeHOT|
ocobu, BiANOBIAa/IbHOI 3a
3[jiCHEeHHSs1 hapmakoHaragy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cuctemun
thapmakoHarnagy) - 3amiHa
YMNOBHOBaXeHOT 0CO6M 3asBHMKA,
BiANOBIAA/IbHOT 32
thapmakoHarnsag.
MponoHoBaHa pepakuis: Thomas
Nisslein, DVM, PhD / Tomac
Hiccnaiin, DVM, PhD. 3miHa
KOHTaKTHUX AaHUX YNOBHOBaXKEHOT
0co6u 3asiBHMKA, BiAMNOBIAA/IbHOT
3a hapmakoHarnsg

108.

KPEOH® 40000

Kancynu TBepai 3
racTpope3nNCTeHTHUMM
rpaHynamu no 400 mr;
no 20 a6o 50, a6o 100
Kancyn y dpnakoHi; no 1
(h/1aKOHY B KapTOHHii
Kopobui; no 10 kancyny
6nicTepi; no 2 6nictepn
B KapTOHHI kopobLyi

AG6OTT Jlaboparopis
m6X

HimeyunHa

A660TT abopatopi3
X

HimeuunHa

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
ofo 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy hapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTemy dpapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIA&/IbHOI 3a 3AiICHEHHS
thapmakoHarnsay; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 34IACHEHHSA
thapmakoHarnagy B YKpaiHi, AKLio
BOHa BiZiMiHHa Bif, yNOBHOBaXeHO|
ocobu, BiANOBIAA/IbHOI 3a
3[jiCHEeHHs1 hapmakoHariagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cuctemun
thapmakoHarnagy) - 3amiHa
YMOBHOB&XEHOT 0COOM 3as1BHMKA,
BiANOBiAA/IbHOT 32
thapmakoHarnsag.
MponoHoBaHa pepakuis: Thomas
Nisslein, DVM, PhD / Tomac
Hiccnsaii, DVM, PhD. 3miHa
KOHTaKTHUX A@HNX YNOBHOBaXKEHOT

6e3 peyenma

UA/9842/01/03
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

0co6u 3asiBHMKA, BiAMNOBIAA/IbHOT
3a hapmakoHarnsg

109.

KPEOH®YUK

racTpope3nCTEHTHI
rpaHynu, no 60,12
Mr/100 mr; no 20 r
rpaHysn y CKNsHiin
nasawyi; no 1 naswuyi 3
MipPHOK JTOXKOH Y
KapTOHHI Kopoo6Li

AG6OTT Jlaboparopis

m6X

HimeyunHa

A660TT abopatopi3

X

HimeuunHa

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Lofo 6e3nekun/edekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy hapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTemy dpapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIA&/IbHOI 3a 3AiICHEHHS
thapmakoHarnsay; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 34IACHEHHSA
thapmakoHarnagy B YKpaiHi, AKLio
BOHa BiZiMiHHa Bif, YNOBHOBaXeHOI
ocobu, BiANOBIAA/IbHOI 3a
3[jiCHEeHHs1 hapmakoHariagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cuctemun
thapmakoHarnagy) - 3amiHa
YMOBHOB&XEHOT 0COOM 3as1BHMKA,
BiANOBIAA/IbHOT 32
thapmakoHarnsag.
MponoHoBaHa pepakuis: Thomas
Nisslein, DVM, PhD / Tomac
Hiccnsaii, DVM, PhD. 3miHa
KOHTaKTHUX AaHUX YNOBHOBaXKEHOT
0co6u 3as1BHMKA, BiANOBiAa/IbHOT
3a hapmakoHarnsg,

6e3 peyenma

UA/15046/01/01

110.

KPOMMBWU NNCTA

nuncta no 50 ry navkax 3
BHYTPILLHIM NaKkeToMm; no
1,5 r y chinbTp-nakeTi; no
20 dhinbTp-nakeTiB y
navyi

MpAT
dapmaueBTUyHa
habpuka "Biona"

Ykpaina

habpuka "Biona

MpAT
dPapmaueBTUyHa

"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
ofo 6esnekun/edpekTMBHOCTI Ta
hapmakoHarnsay - 3MiHM BHECEHI
B TEKCT MapKyBaHHS YNakoBKu
nikapcbkoro 3acoby (n.17) woao
HaHeCeHHsA TOProBoi MapKu

6e3 peyenma

UA/2127/01/01

111.

KPOMY NAXYUOro
nnoan

nnogu no 50 r y naykax
3 BHYTPILLHIM NakeToM,;
no 3 1y QinbTp-nakeTi;
no 20 hinbTp-nakeTiB y
nauui

MpAT
PapmaLeBTUYHa
thabpuka "Biona"

YKpaiHa

habpuka "Biona

MpAT
PapmaneBTUYHa

"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Lof0 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy - 3MiHM BHECeHi
B TEKCT MapKyBaHHS yNakoBOK
nikapcbkoro 3acoby (n.17) woao

6e3 peyenma

UA/2257/01/01
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
HaHeCeHHA TOProBoi Mapku
112. | KCANONTUK Kpanni O4Hi, po34nH, No dapmaLeBTUYHNIA Monbwa TaexyH ®APM. Ko. Kopes/ BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/13411/01/01
KOMBI 2,5 mny chnakoHi 3 3aB0O/, T, Kopes MonbLa marepianis: 3mMiHu | TMny - 3MiHN 3
KpanenbHuueto; no 1 "MONTIbOAPMA" (Bpo6HMLTBO 13, akocTi. A®l. BupobHuuTBO. 3MiHa
ab6o no 3 goakoHn 3 C.A. nepBuHHE Ta po3Mipy cepil (Bk/Ito4aoun
KparnesibHULEo B BTOPVHHE Aiana3oHn) A®l abo npoMixHoro
KapTOHHIA KOpoo6Li nakyBaHHs, NpOoAyKTY, SKNii 3aCTOCOBYETLCH Y
KOHTPO/Ib SIKOCTI); npoueci BupobHuuTea APl
dapmaueBTUYHNI (36inbLieHHs go 10 pasis
3aBof "Monbcapma" NOPIBHSHO i3 3aTBEPIKEHVM
C.A, MonbLla PO3MIpOM) - 36i/IbLUEHHS PO3MIPY
(BTOPUHHE cepii A®I lataHonpocT Big 100 r
nakyBaHHs, £o300r
KOHTPO/b AKOCTI
N3 1a Bunyck cepii)
113. | KCEHIKAN® Kancynu no 120 mr, no YEMNNA®APM HimeuyunHa [Jenbthapm MinaHo, ITania/ BHECEHHS 3MiH 0 peecTpavinHmx 3a peyernmom UA/10540/01/01
21 kancyni y 6nictepi; ApuHaiimiTTens C.P.N., Itanis LLseiiuapisi/ marepianis: 3MiHu | TURY - 3MiHK
no 1, 2 a6o 4 6nictepun B m6X (BunpobyBaHHs HimeuunHa Lofo 6e3nekn/edekTMBHOCTI Ta
KapTOHHI ynakoBLi KOHTPOJIIO SIKOCTI); thapmakoHarnagy - BHECEHHS 3MiH
Lenbthapm MinaHo, 00 po3ainy «MapkyBaHHA» MKA
C.P.N,, Itanis na:
(BMPOBHNLTBO 3anponoHoBaHo: MapKyBaHHS.
Hepo3dgacoBaHOl 3rigHO 3aTBEpAXEHOr0 TEKCTY
npoaykuii); MapKyBaHHA. OHOB/IEHHS TEKCTY
Jenbthapm MinaHo, MapKyBaHHS YNakoBKV NikapCbKoro
C.P.N., Itanis 3acoby 3 BHECEHHSM iHdhopMaLii
(nepBuHHe Ta LLI0A0 3a3HaYeHHs OANHULb
BTOPVHHE BMMIpIOBaHHA y cuctemi Sl
nakyBaHHs);
®.XodhcpmaHH-/15
Pow 1A,
Lseiiapis
(nepBuHHe Ta
BTOPWHHE
nakyBaHHs);
YEMNNADAPM
ApuHaiimiTTens
'M6X, HimeuunHa
(Buinyck cepii)
114. | KYBAH® TabneTky po3ymHHI No BioMapwvH IpnaHgis BioMapuvH Ipnangis/ BHECEHHS 3MiH 0 peecTpavinHmx 3a peyernmom UA/12202/01/01
100 wr; no 30 a6o no IHTepHewwHn NimiTeq, IHTEepHeLHN Himeuunna marepianis: 3MiHu | TURY -

120 TabneToK y
nonieTnneHoBoMy
hnakoHi; no 1 chnakoHy

Nimiten, IpnaHgis
(BignoBifanbHwWii 3a
BMNyCK cepil);

BWJ/TyYEHHSI NOCU/IaHHS Ha METOZ,
KifIbKICHOrO BU3HAYEHHSA
(cbnyopecueHuis) 3rigHo USP 3i

Y KapTOHHIl Kopobui BioMapuH crneungikauii puéodnasiny;
IHTEepHeLHN 3MiHuW | TUNY - 3MiHW B Npoueci
Nimiten, Ipnaxgis BMPO6HMLTBA ADI, 06
(MapKyBaHHs 3a26e3Ne4YnT OHOB/IEHHSA PO34iny
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
chnakoHiB Ta 3.2.5.2.2 ans 6inbLly TOYHOro
BTOPWHHE onucy BUPoBHMYOro npoLecy Ta
nakyBaHHs); obnagHaHHs, LWo
Ekcenna 'm6X eHg, BVIKOPVICTOBYETLCS Ha AiNIbHUL
Ko. KI, HimeuunHa Dotticocon, sika 6yna
(BPOGHMLTBO 3apeecTpoBaHa B 2016 pou,i; 3MiHK
Hepo3dacoBaHoi | TNy - 3mMiHK B Mpoueci
nNpoAayKLUii, NepBnHHe BUpo6HUUTBa AdPI, 106
nakyBaHHs y 3a6e3neynTy OHOB/IEHHSA PO3Ainy
hnakoHn Ta 3.2.5.2.2 ans 6inbLy TOYHOro
KOHTPO/b AKOCTI onucy BUPoBHMYOro npoLecy Ta
nikapckoro 3acoby); obnagHaHHsA, Wwo
Na6op /1IC CE eHa BVIKOPVICTOBYETLCS Ha AiNIbHUL
Ko. KI, HimeuunHa Dotticon, sika 6yna 3apeectpoBaHa
(KOHTPO/b SKOCTI B 2016 poui. 3miHa y napameTpax
nikapcbKoro 3acoby cneumdikauii Ha fjilovy peqyoBUHY,
(mikpobHe L0 BUrOTOBASIETLCA HA AiNbHUL
TecTyBaHHs)); Rohner, 3 MeTOI0 BUTyYEHHSA
MinnmayHT 3acTapifioro nokasHuka sikocTi A1s
Xenckeap /114, OM® Ta y3rogkeHHs iioro 3
IpnaHgjs YMHHOIO creumndikauico AdI
(mapkyBaHHs anbTepHaTUBHOI AinbHULU Dotticon
hnakoHiB Ta (Buny4yeHHs n. Demethyformide);
BTOPWHHE 3MiHU | TUNY - BUNYYEHHS
nakyBaHHs); CI'C BMPOGHMYOI AinbHNLi Exova Inc.,
IHCTUTYT PpeseHiyc 9240 Santa Fe, Springs Road,
'M6X, HimeuyunHa Santa Fe Springs, CA 90670,
(KOHTpO/b AKOCTI UCLLA, sk ginbHuui,
niKkapcbkoro 3acoby BiANOBIAa/IbHOT 38 BUNPO6YBaHHSA
(mikpobHe KOHTPO/IIO SIKOCTI Aito4oi
TeCTYBaHHs)) PEYOBUHM; 3MiHK | TUny -
He3HayHa 3MiHa B nNpoLeci
BMPOGHMLTBA ADI, a cave
36inblUEHHS Temnepatypu 3 3-8 -C
0o 3-15 -C npu gogaBaHHi
nepokcmay BOAHIO AN BUAANEHHS
cheHinrigpasoHoBaHoro
hparmeHTa Ta OTPUMaHHI CNosnyku
8 ( BuUXif, yicTOoTa Ta KiflbKiCHe
BU3HAYEHHS BULLi, KON
[ofaBaHHsA BifbyBaeTbCA Npu
6iNbLL BUCOKili TeMnepartypi);
3MiHN | TUNY - BUNYYEHHS
He3Ha4yHoro napameTpy
cneumdikauii «Baxki meTanu» 3i
cneundikauii API
115. | KYKYPYA3U CTOBMNYMKM i3 MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH j0 peecTpaLiinHmx 6e3 peyenma UA/2477/01/01
CTOBM4YMKN 3 npuiiMoukamu no 30 ry PapmaLeBTUYHa PapmaueBTUYHaA marepianis: 3MiHu | TUMY - 3MiHK
MNPUAMOYKAMMN naykax 3 BHYTPILLUHIM abpuka "Biona" habpuka "Biona" o0 6e3nekn/edpekTMBHOCTI Ta
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
naketom; mo 1,5ry thapmakoHarnsay - 3MiH1 BHECEHI
inbTp-nakeTi; no 20 B TEKCT MapKyBaHHS ynakoBK1
hiNbTp-NakeTiB y naui nikapcbKoro 3acoby (n.17) wopao
HaHEeCeHHs TOProsol Mapku
116. | KYTEPH TabneTku, BKPUTI ACTPA3EHEKA Ab Lseuis AcTtpa3eHeka Ab, Lseuis/ BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/17484/01/01
NAIBKOBOK 060/I0HKOHO, Lseuis (nepBuHHe Himeuunna/ marepianis: 3MiHu | TURY -
5 mr/10 wmr; no 14 Ta BTOpPVHHE CLIA/ aAMiHiCTpaTVBHI 3MiHW. 3MiHa
Tabnetok y 6nictepi, no nakyBaHHs, Benvka HalilMeHyBaHHs1 Ta/abo agpecu
2 6nicTepu y KapTOHHI KOHTPO/b AKOCTI, BpuTtaHis MiCLiA NPOBaKEHHS AiS/IbHOCTI
Kopoo6Li BUMYCK cepii); BMPOGHMKa (BK/OUaKouH, 3a
AcTtpa3eHeka 'M6X, Heo6XiAHOCTI, MicLie NpoBeAEHHS
HimeuunHa KOHTPO/O SIKOCTI), 260 BriacHMKa
(nepBuHHE Ta MacTep-caiina Ha Adl, abo
BTOPUHHE noctavanbHuka A®I/BuxigHoro
nakyBaHHs, BUMYCK marepiany/peareHTy/npomikHOro
cepii); AcTpa3eHeka NPOAYKTY, WO 3aCTOCOBYOTLCA Y
dapmacbloTukanc BMPOOHULTBI ADI (AKLLO
NN, CWA (BMpOGHMK 3a3HayeHo y A0CbE Ha NikapCbKuii
in bulk, nepBuHHe 3acib) 3a BigcyTHOCTI cepTudpikata
nakyBaHHs, BiANOBIAHOCTI EBpONechkili
KOHTPO/Ib SKOCTI); hapmakonei y 3aTBepiKeHOMY
AcTtpa3eHeka FOK [ocbe, abo BUPOOHMKa HOBOT
NimiTen, Benvka [0MNOMDKHOT PEYOBMHU (AIKLLLO
BputaHis (nepBuHHe 3a3Ha4yeHo y [0CbE) - 3MiHa
Ta BTOPVHHE HaliMeHyBaHHSA nocTtavaibHuKa
nakyBaHHs1, BUNYCK BUXiZHOro matepiany, Lo
cepii) 3aCTOCOBYETLCS Y BUPOBGHULTBI
A®| cakcarnintuH.
3anponoHoBaHo: Patheon Austria
GmbH & Co. KG; 3MiHu | Tuny -
3MiHu 3 akocTi. AdL.
Bupo6bHMLTBO. 3MiHK
BMNpo6yBaHb abo A0MyCTUMUX
MeX y npoueci BupobHuytea Adl,
LLIO0 BCTAHOB/EHI Y cnevumaikaLisx
(nopaBaHHA HOBOrO
BUNPOOYBaHHA Ta AONYCTUMUX
MeX) - BBeJleHHS a/lbTepHaTUBHOT
MeToAMKM BUNpoGyBaHHs Fourier
transform infrared (FTIR) gns
iaeHTudiKalii KpucTanivyHol
hopmMK AjoU0i pevyoBUHN
cakcarainTuHy
117. | NEBOAAP B/B po34mH ana iHdysiii, 500 AAP ®APMA NT[, CnonyyeHe €sponaiic IHAis BHECEHHS 3MiH 10 peecTpaLiiHnX 3a peyenmom UA/16259/01/01

Mr/100 mn no 100 mny
KOHTeliHepi; no 1
KOHTElHepy y nniBLj B
Kopoo6Li

KoponiscTBO

Xentkeap lMBT. /174,

marepianis: 3MiHu | TUMY - 3MiHW
Lwoao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy - OHOBJ/IEHHS
TEKCTY MapKyBaHHS YNaKkoBKM
niKapcbKoro 3acoby BiANoBiAHO A0
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BMMOr Hakaly MO3 Ykpainu Big,
23.07.2015 p. Ne460 3 BHECEHHAM
iHchopmauii Lwoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHS Y CUCTEMI
Sl. BHeceHHs 3MiH 0 po3ainy
MKSA: MAPKYBAHHA
[MponoHoBaHa pepgakuisi: 3rigHo
3aTBEPKEHOr0 TEKCTY
MapKyBaHHS. BBeeHHs 3MiH
NpoTArom 6-Tn MicAUiB nmicns
3aTBEPAKEHHS
118. | NTEBOMAK TabneTkn, BKPUTI Makneopc IHais Makneogc IHais BHECEHHS 3MiH 0 peecTpauiiHnX 3a peyenmom UA/8637/01/01
NAiBKOBOK 060I0HKOMO, dapmacbloTrKanc dapmacboTrKanc marepianis: 3MiHu | TUMY - 3MiHK
no 250 mr, no 5 Nimitepn NimiTen ofo 6e3nekn/edekTMBHOCTI Ta
Tabnetok y 6nictepi, no hapmakoHarnsgy - BHECEHHS 3MiH
1 ab6o no 2 6nictepu B 00 po3ainy «MapkyBaHHs» MKA
KapTOHHIA ynakoBLi; no na:
5 Tabnetok y 6nictepi, 3anponoHoBaHo: MAPKYBAHHSA
no 4 6nictepw, 3rifHO 3aTBEPAKEHOrO TEKCTY
3'elHaHNX Mix cobolo, MapKyBaHHs1. OHOB/MIEHHS TEKCTY
no 5 6nictepis, MapKyBaHHS yNakoBKM NiKapCbKoro
3'egHaHNX MK CO60t0 B 3ac06y 3 BHECEHHSM iHchopMmalii
ynakosLij; no 10 LLIOA0 3a3HAYEHHST OAVHNLL
Tabnetok y 6nictepi; no BVMIiptOBaHHA y cuctemi Sl.
10 6nicTepis B BBefeHHs1 3MiH NpoTArom 6-tu
KapTOHHI ynakoBLi MiCALB Nicnsa 3aTBepAKeHHs
119. | NTEBOMAK TabneTkn, BKPUTI Makneopc IHais Makneogc IHais BHECEHHS 3MiH 40 peecTpauiiHnX 3a peyenmom UA/8637/01/02
NAiBKOBOK 000I0HKOMO, dapmacbloTukanc dapmacbloTukanc marepianis: 3MiHU | TUMY - 3MiHK
no 500 mr, no 5 Nimiteq NimiTen ofo 6e3nekn/epekTMBHOCTI Ta
Tabnetok y 6nictepi, no hapmakoHarnsgy - BHECEHHS 3MiH
1 ab6o no 2 6nictepu B 00 po3ainy «MapkyBaHHs» MKA
KapTOHHI ynakoBL,i; no na:
5 TabneTok y 6nictepi, 3anponoHoBaHo: MAPKYBAHHSA
no 4 6nictepw, 3rigHo 3aTBEpAXXEHOro TEKCTY
3'elHaHNX MixX cobol0, MapKyBaHHs1. OHOBMIEHHS TEKCTY
no 5 6nictepis, MapKyBaHHS yNakoBKM NiKapCbKoro
3'egHaHNX M CO60t0 B 3ac06y 3 BHECEHHSIM iHchopMalyii
ynakosLj; no 10 LLL0A0 3a3HAYEHHS OAVHNLb
TabneTtok y 6aictepi; no BVMIiptOBaHHSA y cuctemi Sl.
10 6nicTepis B BBeneHHs 3MiH NpoTAroM 6-u
KapTOHHI ynakoBLi MiCALiB nicnsa 3aTBepAKeHHs
120. | TEBOMAK 750 TabneTkn, BKPUTI Makneopc IHais Makneogc IHais BHECEHHS 3MiH 40 peecTpaliiHnx | 3a peyenmom: UA/15561/01/01
NAiBKOBOK 000I0HKOHD, $apmacbroTUkanc dapmacbloTukanc marepianis: 3MiHU | TUMY - 3MiHK Ne 10 (10x1);
no 750 wmr, no 10 Nimiteq Nimiten ofo 6esnekun/edpekTMBHOCTI Ta mifibku 015
TabneTtok y brictepi, no dhapMakoHaraisgy - OHOB/IEHHSI 3acmocysaHH
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
1 6nicTepy B KapTOHHIl TEKCTYy MapKyBaHHS ynakoBKu 5.8 ymoBax
ynakosLi; no 10 NiKapcbKoro 3acoby 3 BHECEHHAM cmavyioHapy:
Tabnetok y 6nictepi, no iHcbopmawii WwoA0 3a3HaYeHHs Ne 100
10 6nicTepiB y OAVHWLb BUMIPIOBAHHS Y CUCTEMI (10x10)
KapTOHHI ynakoBLi Sl. BHeceHHs 3MiH 0 po3ainy
«MapkyBaHHA» MKA /13:
3anponoHosaHo: MAPKYBAHHA
3rigHO 3aTBEPL)KEHOTO TEKCTY
MapKyBaHHS. TepMiH BBELEHHS
3MiH NpoTAroM 6 MicAuiB nicns
3aTBEPAKEHHS
121. | NETPAM KOHLeHTpaT Ans Acnipo ®apma IHAaiA Acnipo ®apma IHAis BHECEHHS 3MiH [0 peecTpaLliniHux | 3a peyenmom UA/17233/01/01
PO34uHy ANs iHQy3il, Nimiten Nimiten marepianis: 3MiHu | TUMY - 3MiHK
100 mr/mn no 5 mn (500 ofo 6e3nekn/edekTMBHOCTI Ta
mr) y donakoHi, no 1 a6o thapmakoHarnsgy - OHOB/IEHHS
no 10 dpnakoHiB y TEKCTY MapKyBaHHS ynakoBKu
Kopoobui NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmawii LWoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHS Y CUCTEMI
Sl. BHeceHHs 3MiH 0 po3ainy
«MapkyBaHHA» MKA N13:
3anponoHosaHo: MAPKVPOBKA.
B cOOTBETCTBUM C YTBEPXAEHHBIM
TEKCTOM MapK1MpoBKW. TepMmiH
BBE/leHHS 3MiH NpoTArom 6
MiCALB Nicnsa 3aTBepAKeHHs
122. | NOPATAAVH Tabnetkn no 0,01 r, in MpuBatHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHnX - UA/4058/01/01
bulk: no 5000 TabneTok akuioHepHe akuioHepHe marepianis: 3MiHU | TUMY - 3MiHK
Y KOHTelHepax TOBapuCTBO TOBapWCTBO wono 6e3nekun/edekTMBHOCTI Ta

nnacTMacoBux 3
KPULLIKOIO 3 KOHTPOJIEM
NEepLLOro Po3KPUTTS

"Nlekxim-Xapkis"

"Nekxim-Xapkis"

hapMakoHarniagy - OHOB/IEHHS
BXE 3aTBePAXKEHOro TEeKCTy
MapkyBaHHs in bulk: no 5000
TabneTok y KOHTeliHepax
N1acTMacoBMX 3 KPULLKOLO 3
KOTpONeM NepLUOro po3KpUTTS
(BHECEHHS MO3HaYeHb OANHULLb
BUMIPIOBaHHS, 3 BUKOPUCTaHHAM
niTep natuHCbLKOro andasity,
TOLLO). BHECEHHS 3MiH A0 po3giny
“MapkyBaHHS" MKA N13:
3anponoHoBaHo: MAPKYBAHHA
BignosigHo Ao 3aTBEpAXeHOro
TEKCTY MapKyBaHHS.
MAPKYBAHHSA. BignosigHo fo
3aTBEPLKEHOr0 TEKCTY
MapKyBaHHS, WO AO0AAETHCS.
OHOB/IEHHA TEKCTY MapKyBaHHSA

84




Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
yMakoBKM NikapcbKoro 3acoby 3
BHECEeHHSAM iHdhopMaui Wwoao
3a3HayYeHHs OAMHNLb
BVIMIipIOBaHHSA y cuctemi Sl.
TepMiH BBEEHHS - NPOTArom 3
MicsLiB NicNs 3aTBEPAYKEHHS
123. | NOPATAAVH Tabnetku no 0,01 r no MpvBaTHe YkpaiHa MpuBaTtHe YkpaiHa BHECEHHS 3MiH 0 peecTpavlinHmx 6e3 peyenma UA/4033/01/01
10 Tabnetok y 6nictepi; akuioHepHe akuioHepHe marepianis: 3MiHu | TUNY - 3MiHK — Ne 10, Ne 20;
no 1 a6o 2 6nictepu B TOBapUCTBO TOBapUCTBO LoAo 6e3nekn/edeKTMBHOCTI Ta ons
nauuj 3 kKapToHy; no 10 "Nlekxim-Xapkis" "Nlekxim-Xapkis" thapmakoHarnsgy - OHOBJ/IEHHS cmayioHapis —
Tabnetok y 6nictepi, no BXE 3aTBEPIXEHOro TEKCTY Ne 500, Ne
50 a6o 100 6nicTepiB y MapKyBaHHSI. BHECEHHS 3MiH A0 1000
nauuj 3 KapToHy po3gainy “MapkyBaHHa” MKA N13:
3anponoHosaHo: MAPKYBAHHA
BignosigHo fo 3aTBepAkeHOro
TEKCTy MapKyBaHHA. OHOBEHHS
TEKCTY MapKyBaHHS ynakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmawii Lwoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. TepmiH BBEAEHHS - NpoTsArom 3
MiCSLIB Nicns 3aTBEpA)KEHHS
124. | NOCNMNPUH® TabneTkn, BKPUTI TOB "KYCYM Ykpaina TOB "KYCYM YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 6e3 peyenma UA/9202/01/01
KVLLKOBOPO3YMHHOIO PAPM" PAPM" mMarepianis: 3mMiHu | TMny - 3MiHN 3

060/10HKO0, M0 75 Mr Mo
10 Tabnetok y cTpuni;
no 3 a6o no 10 cTpunis
Y KapTOHHII1 ynakoBLi;
no 30 TabneTok y
cTpuni; no 1 a6o 4
CTPUNY B KAPTOHHIV
ynakoBLi

sKocTi. FoToBwMIA Nnikapcbkuii 3aci6.
KOHTpO/b roTOBOrO NiKapCbKoro
3acoby. 3miHa y meTogax
BUMPOBYBaHHA roTOBOIO
nikapcbkoro 3acoby (iHWi 3mMiHW y
mMeToAax BMnNpobyBaHb
(BkTrovatoum 3amiHy abo
[OMNOBHEHHS)): CynyTHSA 3MiHa
- 3MiHu 3 sKocTi. FoToBMIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKapCbKOro 3acoby.
3MiHa y meToAax BMNpo6yBaHHS
roTOBOrO JlikapcbKoro 3acoby (iHLwi
3MiHM) - 3MiHK [0 cneungikauii Ta
mMeTogiB BUNpobysaHHs 13 3a
nokasHuKamu: |. «PO3UMHEHHSI».
Crtafis po3umHeHHs Il -3miHeHO
cepefoByLLe A5 PO3UYMHEHHS, a
camve: BBeJeHO 3MillaHuii
docchaTHUiA BychepHuii po3unH pH
6,8, SKUiA TakoX
BUKOPWCTOBYETLCA Npn
NpUroTyBaHHi BUNPO60BYBAHOr0
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3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

Ta CTaHJapTHOrO PO3YMHIB Ta
BHeceHa iH(popmalia woao
NPUroTyBaHHA 3MiLLIAaHOTO

86

dhocdpaTHOro 6ychepHoro posuvHy

cepeaoByLLe A8 PO3UMHEHHS, L0

3MiHU: - 3MIHEHO cepefoBULLLEe AN

pH 6,8. 1l. Ockinbku ans
NokasHunky «Po3nagaHHa»
BMKOPUCTOBYETLCA TE came

i Ansa TecTy "PO3YMHEHHA", AK
Hacnifok, 6y/10 BHECEHO HACTYMHi

PO3UMHEHHS TAabNEeTOK, a came:
BBE/EHO 3MilLaHunii chocchaTHui
6ychepHunii po3unH pH 6,8. -
BHeceHi 3MiHn cTURiCTUYHOro
xapakrepy.
3aTBepmKeHi Kputepil
NPUIAHATHOCTI A1 NOKa3HWKIB
"Po3nagaHHa" Ta PO34nMHeHHA"
3a/mwarTbes 6e3 3MiH; 3MiHu |
TUMY - 3MiHU 3 AKOCTi. FOTOBUIA
nikapcbkuii 3aci6. KoHTposb
roToBOro Nikapcbkoro 3acoby.
3MiHa y MeToAax BUNPOGyBaHHSA
rOTOBOrO JliKapCbkoro 3acoby
(He3HayHa 3MiHa y 3aTBepIKEHNX
MeToAax BUNPOGYBaHHS): CYnyTHS
3MiHa - 3MiHK 3 AKocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /iKapCbKOro 3acooy.
3MiHa y MeToAax BUNpoGyBaHHS
roToBOro Nikapcbkoro 3acoby
(He3HayHa 3MmiHa y 3aTBEPAKEHNX
MeToAax BUNPOGYBaHHS) - 3MiHN
[0 cneumdikauii Ta meToaiB
BunNpobyeaHHA 13 3a
nokasHukamu: |. «KinbkicHe
BU3HAYEHHS» - BHECEHA
iHchopmauis Wwoao HeobXigHOCTI
BifKnAaHHA nepwmx 5 mn
inbTparty nig vyac npuroTyBaHH
BMNPOBOBYBAHOTO PO3UMHY Ta
BHECeHa iHhopmauis B ymMOBM

caniumnosa» - BHECEHa

A

XpomaTorpadyBaHHs LoA0 Yacy
xpomaTtorpadysaHHs; Il. «Kucnota

iHbopmauis Woao HeobxigHOCTI

BiKNAaHHA nepwmx 5 mn

QinbTpaTy nig yac NnpuroTyBaH

HA




n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BMMPOG0BYBAHOIO PO3UMHY Ta
iH(hopMmauis Wwoao ymoB
XpomartorpacdyyBaHHs Ta yacy
XpomarorpadyyBaHHs

125.

MAIHE-B6®
AHTUCTPEC

TabneTku, BKPUTI
N/1iBKOBOK 060/10HKOI0,
Ne 60 (15x4): no 15
Tabnetok y 6nictepi; no
4 6nicTepun B KAPTOHHIN
Kopoo6Li

TOB "CaHodi-
ABeHTIC YKpaiHa"

YKpaiHa

CaHocpi BiHTpon
IHaacTpia, ®paHuis;
XIHOIH 3aBog,
dapmMaveBTUYHUX Ta
XimiyHnx MpogykTis
Mpaiisit Ko. NiT4,.
MignpuemcTso 2
(nignpnemcteo
Bepelueabxas),
YropLmHa

PpaHuia/
YropumHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3miHu | Tuny - 3miHn
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BeeneHHs a6o
3MiHW [0 y3arasibHEHUX AaHuX Mpo
cuctemy hapMmakoHarnagy
(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa YNOBHOB&XeHOI 0coou,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHoOT
ocobu 3 hapmakoHarnagy
3aABHUKa 419 3MiACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNOBHOB&XXEHOI
ocobw, BiaNoBiAa/IbHOT 3a
3fjiicHeHHs hapmakoHarnsgy
(BKIHOYAKOYM KOHTAKTHI AaHi)
Ta/ab0 3MiHN Y PO3MILLEHHI
mMacTep-haiina cuctemm
thapmakoHarnagy) - 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHYKA,
BiANOBiAaIbHOT 3a
thapmakoHarnsag,.

[Oitova pepakuin: KnilimH AHTOH
MwkonaioBsuy. MNponoHoBaHa
pepakuis: Xogakiscbka TeTsHa
BauecnasiBHa. 3MiHa KOHTaKTHUX
LaHNX YNOBHOBaXXEHOT 0CO6U
3as1BHMKA, BignoBigasbHOI 3a
hapmakoHarnsg.

6e3 peyenma

UA/4130/01/01

126.

MATEPUHKA
TPABA

Tpasa no 50 r y naykax 3
BHYTPILLHIM NaKkeToMm; no
1,5 r y chinbTp-nakeTi; no
20 dpinbTp-nakeTiB y
navyi

MpAT
dapmaueBTUyYHa
habpuka "Biona"

YkpaiHa

MpAT
dPapmaueBTUyHa
thabpuka "Biona"

Ykpaina

BHECEHHS 3MiH 40 peecTpalinHmx
marepianis: 3MiHU | TUMY - 3MiHK
ofo 6e3snekn/edpekTMBHOCTI Ta
hapmakoHarnsigy - 3MiHM BHECEHI
B TEKCT MapKyBaHHS ynakoBOK
nikapcbkoro 3acoby (n.17) woao
HaHeCceHHsA TOProBoi Mapku

6e3 peyenma

UA/2358/01/01

127.

ME3AKAP®

cycneHsist opasibHa, 100
Mr/5 mn no 100 mn y

dnakoHi; no 1 doakoHy
3 MipHVM CTaKaH4MKOM Y

TOB "Tneadapm
nTar

YKpaiHa

TOB "KYCYM
PAPM"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3MiHu | TUNY -
OHOBJIEHHA BXE 3aTBEPKEHNX
METO/AiB KOHTPO/IHO SKOCTI

3a peyenmom

UA/9832/03/01
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KapTOHHI KOpooLi nikapcbKoro 3acoby, a came
BUKNAEHHS TEKCTY AEePXaBHO
MOBOIO 3TifJHO Cy4aCHWX BUMOT;
3MiHM | TUNY - BHECEHHS 3MiH A0
po3ziny «YmoBu 36epiraHHA»
BHaC/NiA0K rapmoHizavii
iHchbopmavii B MKA /13 Ta TekcTi
MapKyBaHHSI: 3anponoHOBaHO:
YMOBW 3BEPIFTAHHSA 36epiratn
npu Temneparypi He Buwe 25 °C.
Micns nepLluoro BigKpUTTA
chnakoHa npenapar 36epirati He
6inblue 4 TXHIB. BBeAeHHS 3MiH
NPOTAroM 6-Tu MicAuiB nicns
3aTBEPKEHHS;
3MiHW | TUMY - OHOB/IEHHA TEKCTY
MapKyBaHHS yNakoBKV NikapCbKoro
3ac06y 3 BHECEHHAM iHthopmalii
LLOA0 3a3HaYEHHS OOVHNLB
BUMIpPIOBaHHSA Y cuctemi Sl.
BHeceHHs 3MiH [0 po3giny
«MapKyBaHHS»: 3anpornoHoOBaHo:
MapkyBaHHSA 3rigHo i3
3aTBEPKEHUM TEKCTOM
MapKyBaHHSA. BBefeHHs 3MiH
NpPOTAroM 6-Tu MicAuiB nicns
3aTBEPKEHHS
128. | METOTPEKCAT PO34uH NS iH'ekuii, 10 EBEBE ®apma ABCTpIs EBEBE ®apma ABcTpisi/ BHECEHHS 3MiH 0 peecTpauliiiHux | 3a peyenmom UA/0513/02/01
"EBEBE" mr/mn no 1 mn (10 mr), Fec.m.6.X. Hopr.KI ec.m.6.X. Hdpr. KI HimeyuunHa marepianis: 3MiHu | TUNY - 3MiHK
no 5 mn (50 mr) y (NOBHUIA LKA ofo 6e3nekn/edhekTMBHOCTI Ta
chnakoHi; no 1 conakoHy BMPOGHMLTBA); hapmakoHarnsgy - BHECEHHS 3MiH
Y KapTOHHIi1 ynakoBL; Na6op N+C Al, 00 po3ainy «MapkyBaHHA» MKA
no 0,75 mn (7,5 mr), no 1 HimeuyunHa n3
mn (10 mr), no 1,5 mn (TecTyBaHHs); M1 3anponoHoBaHo: MapkyBaHHS
(15 mr), no 2 mn (20 mr) Mikpo6ionoriwec 3rigHO 3aTBEpAXEHOro TEKCTY
y nonepeaHLo Mptodpnabop MmoX , MapKyBaHHA. OHOB/IEHHS TEKCTY
3anoBHEHOMY LUNPWLY; ABCTpIA MapKyBaHHS YNakoBKV NikapCbKoro
no 1 cpnakoHy B (TecTyBaHHs) 3acoby 3 BHeCEHHsIM iHdhopMaLii
KapTOHHI kopobuj; no 1 LLIOA0 3a3HaYEeHHS OAMHULIb
abo no 5 nonepegHLO BVMIipIOBaHHSA y cuctemi Sl.
3anoBHEHMX LINpULB Yy BBegeHHs1 3MiH npoTsarom 6-Tu
KapTOHHI Kopoo6Li MicSLiB NicNsA 3aTBEPAYKEHHS
pasom 3i CTEPU/IbHO
iH'eKLiliHOO TO/IKOK Ta
cepseTkamu
129. | MINICTAH NOpOLLOK AN Mini Xenckepe Benvka IkCEnb IHais BHECEHHS 3MiH 0 peecTpavinHmx 6e3 peyenma UA/2368/01/01
FAPSUMIA YA 3l OpasIbHOro PO34KHY No 6 Nimiteq BpuTtaHis Nab6opaTtopiec lMBT. martepianis: 3miHu Il Tuny -
CMAKOM JIMMOHA | ry naketukax Ne 10 nrg. Be/lEHHS [0AATKOBOro BUPOOHMKa

[it040i peqyoBUHY heHipamiHy
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Manearty Supriya Life Science
Limited, IHAis; 3miHy 1l Tuny —
BEJIEeHHA [04aTKOBOro BUPOOHMKaA
Ait040T pevoBUHN dheHinedprHy
rigpoxnopugy Malladi Drugs &
Pharmaceutical Limited, IHgis

130.

MIONTOKAPA

pO34unH NS iHexuii 100
Mr/mn, no 5 mn B amnyni
CKNSHIA, no 5 amnyn'y
6nicTepi; no 2 6nictepn
B NauLli 3 KapToHYy

TOB "®APMACE/N"

YKpaiHa

MNpuBatHe
akuioHepHe
TOBapUCTBO

"Nlekxim-Xapkis"

Ykpaina

BHECEHHS 3MiH 0 peecTpavlinHmx
marepianis: 3MiHu | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBNEHHS

TEKCTY MapKyBaHHS ynakoBKm
nikapcbkoro 3acoby BigNoBiAHO A0
BMMOr Hakaly MO3 Ykpainu Big,

23.07.2015 p. Ne460 3 BHECEHHAM

iHchopmawii LWoao 3a3HaveHHs

OAVHWLb BUMIPIOBAHHS Y CUCTEMI

Sl. BHeceHHs 3MiH 0 po3ainy
MKSA: MAPKYBAHHS.
MponoHoBaHa pegakuis:
MAPKYBAHHSA 3rigHo
3aTBEPLKEHOr0 TEKCTY
MapKyBaHHSA. BBeeHHs 3MiH
nNpoTArom 3-X MicAuis nicas
3aTBEPIKEHHS

3a peyenmom

UA/15151/01/01

131.

MOHTENYKACT-
TEBA

TabneTku XyBasbHi No 4
Mr, o 7 TabneTok y
6nicTepi, no 4 6nictepn
B KapPTOHHI kopobuj

TeBa
dapmaueBTikan
IHpgacTpi3 /T4,

13painb

TOB TeBa
OnepeiiwH3 Monaxg,

Monba

BHECEHHS 3MiH 0 peecTpavinHmx
martepianis: 3miHu | Tuny -
nofaHHsS OHOBJ/IEHOTO cepTuduikara
BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 2011-
131-Rev 00 (process —I CYTAM)
4ns pitovoi pevosrHN Montelukast
sodium Big, BXe 3aTBepKeHOro
BMPOGHMKa TEVA
PHARMACEUTICAL
INDUSTRIES LTD, sik Hacnigok
3MiHa B p. 3.2.S5.2.1; 3minu | Tuny -
nofaHHA OHOBJ/IEHOrO cepTudikaTa
BiAANOBIAHOCTI EBpONechbkili
dhapmakonei Ne R1-CEP 2011-
131-Rev 01(process —I CYTAM)
4ns pitovoi pevosrHn Montelukast
sodium Big, BXe 3aTBepAKEHOro
BMpOGHMKa TEVA
PHARMACEUTICAL
INDUSTRIES LTD, sik Hacnigok
BWIyYeHHS 3i cneumndikauii APl
KOHTPO/1b 38 MNOKAa3HMKOM "Badkki

3a peyernmom

UA/12439/01/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

mMeTanu"; 3miHu | Tuny - NnogaHHsA
HOBOro cepTucpikata BianoBiAHOCTI
€sponelicbkili hapmakonei Ne RO-
CEP 2017-131-Rev 01 (process —
I CYTA) ans Aitoyoi peqoBuHu
Montelukast sodium Big, Bxe
3aTBepMKeHoro BupobHuka TEVA
PHARMACEUTICAL
INDUSTRIES LTD;
3MiHN | TUNY - BUNYYEHHS
nokasHuka «Tapped density» 3i
cneuudikauii Ha A®I Big,
BMPOGHMKa /13; 3miHKW | Tuny -
BBE/leHHs nepiofy NOBTOPHOrO
BMNpobyBaHHA 36 MicAuiB ANns
aitoyoi peyoBrHn Montelukast
sodium (o Bmpo6nseTbca TEVA
PHARMACEUTICAL
INDUSTRIES LTD. 3rigHo
npouecy Il CYTA)

132.

MOHTENYKACT-
TEBA

TabneTku xysBasibHi No 5
Mr, no 7 TabneTok y
6nictepi, no 4 6nictepu
B KApPTOHHIli Kopobu,i

TeBa
dapmaueBTikas
IHoacTpi3 114,

I13pains

TOB TeBa
OnepeiiwH3 MNonaxg,

Monbwa

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3MiHu | TURY -
nofaHHA OHOB/IEHOro cepTudikaTa
BIANOBIAHOCTI EBPONENChbkili
thapmakonei Ne R1-CEP 2011-
131-Rev 00 (process —I CYTAM)
ans givoyoi peyosnHy Montelukast
sodium Big, BXe 3aTBEpPAKEHOr0
BUpo6HMKa TEVA
PHARMACEUTICAL
INDUSTRIES LTD, sik Hacnigok
3MiHa B p. 3.2.S.2.1; 3miHu | Tuny -
nofaHHs OHOBJ/IEHOrO cepTuduikara
BiANOBIAHOCTI EBpONechbkili
hapmakonei Ne R1-CEP 2011-
131-Rev 01(process —| CYTAM)
Ans givoyoi peyoBrHy Montelukast
sodium Big, BXe 3aTBeppKeHOoro
BMPO6HMKa TEVA
PHARMACEUTICAL
INDUSTRIES LTD, sik Hacnigok
BUNyYeHHS 3i cneuudikadii A®I
KOHTPO/Ib 3@ NMOKa3HUKOM "Baxki
MeTann"; 3MiHK | Tuny - NoAaHHA
HOBOro cepTudikara BifgnoBigHOCTI
€sponelicbkin hapmakonei Ne RO-
CEP 2017-131-Rev 01 (process —
Il CYTA) ans gjiroyoi peqoBunHn
Montelukast sodium Big Bxe

3a peyernmom

UA/12439/01/02
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3aTBepMKeHoro BupobHuka TEVA
PHARMACEUTICAL
INDUSTRIES LTD;
3MiHN | TUNY - BUNYYEHHS
nokasHuka «Tapped density» 3i
cneuudikauii Ha A®I Big,
BMPOGHMKa /13; 3miHKM | Tuny -
BBE/leHHs nepiofy NOBTOPHOrO
BMNpobyBaHHA 36 MicAuiB ANns
aitoyoi peyosrHn Montelukast
sodium (o Bmpo6nseTbca TEVA
PHARMACEUTICAL
INDUSTRIES LTD. 3rigHo
npouecy Il CYTA)

133.

MYKANTUH®

nopoLLOK (CybcTaHuis) y
naketax
nonieTMNeHoBUx ans
BMPOGHMLITBA
HecTepuIbHNX
nikapcbknx hopm

NAT "Tanudcpapm”

Ykpaina

MNAT "Tanuacpapm”

YkpaiHa

BHECEHHS 3MiH 0 peecTpalinHmx
Marepianis: 3mMiHu | TMny - 3MiHN 3
AKocTi. A®Pl. BUpo6HULTBO. 3MiHN
B npoueci Bupo6HuuTea AdI
(He3HauHa 3miHa y mpoueci
BUpo6HMUTBa ADI) -

BHECEHHS 3MiH A0 po3giny 3.2.S.2.

Mpouec BrpobHuLTBa AdI,
30Kpema: BUKIaeHHS TEKCTY
KOPOTKOro Onmcy TEXHOMNOTYHOro
npoLecy Ta TEXHOJOTIYHOI CXeMMn
BMPOGHULTBA AD| B HOBIlA
pegakuii. TexHonoriyHuiA npouec,
cTagii Ta onepavii BAPOGHMLTBA
3a/IMLLNANCE HE3MIHHMM

UA/10042/01/01

134.

M'ATU NEPLEBOI
nncTAa

nuncta no 50 ry navkax 3
BHYTPILLHIM NaKkeToMm; no
1,5 r y chinbTp-nakeTi; no
20 dhinbTp-nakeTiB y
navyi

MpAT
dapmaueBTUyYHa
habpuka "Biona"

Ykpaina

MpAT
dPapmaueBTUyHa
thabpuka "Biona"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHK
wofo 6e3snekn/epekTMBHOCTI Ta
hapmakoHarnsigy - 3MmiHM BHECEHI
B TEKCT MapKyBaHHS yNakoBOK
nikapcbkoro 3acoby (n.17) woao
HaHeCceHHsA TOProBoi Mapku

6e3 peyenma

UA/2261/01/01

135.

HATPIIO
AMIHOCANIUWNNAT

rpaHynm
KWLLKOBOPO34MHHI 0,8 r/1
rno 100 r y nakeTi; no 1
nakeTy pasom i3
[03Y04UM NPUCTPOEM Y
KOHTeliHepi

MpAT "TexHonor"

YKpaiHa

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Lof0 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy - 3MiHM BHECeHi
B TEKCT MapKyBaHHS yNakoBKu
nikapcbKkoro 3acoby Lwoa0
3a3HaYeHHs OAUHULb
BVMIiptOBaHHSA y cuctemi Sl.
BBefileHHs1 3MiH NpoTsarom 6-Tu

3a peyenmom

UA/10531/01/01
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n/n

Hasga snikapcbko20

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MiCALIB NicNs 3aTBEPAKEHHS

136.

HATPIIO
BIKAPBOHAT

pO34uH ANs iHgysili 4
%, no 100 mn a6o no
200 mn, a6o no 400 mn
y NAsilKax

MpuBatHe
akujioHepHe
TOBapUCTBO

"IHdpy3ia"

YKpaiHa

MNpvBaTHe
akujioHepHe
TOBapuCTBO

"IHdpy3in”

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3mMiHu | TMny - 3MiHN 3
sKocTi. [oToBWIA Nikapcbkuii 3aci6.
3MiHM Y BUPOBHULTBI. 3MiHa
po3mipy cepii (BkrouYatoun
AianasoH po3Mipy cepii) roToBoro
niKkapcbKoro 3acoby (36i/bLIeHHs
[0 10 pasiB NMOPIBHAHO i3
3aTBEPIKEHUM PO3MIpPOM) -
BBEJEHHA [0AaTKOBOro po3mipy
cepii roToBOro NikapcbKoro
3acoby. 3anponoHoBaHo: 500,0 n;
2000,0 n (100 mn — 19723
nnsawok; 200 mn - 9925 nAsALwWok;
400 mn — 4961 nasLwWok)

3a peyenmom

UA/10413/01/01

137.

HAOTUAEPUN

PO3YUH HaLLKIpHWIA 1%
no 10 mn y pakoHi, no
1 cpnakoHy y nauui 3
KapToHYy

MpAT "TexHonor

YKpaiHa

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Lwoao 6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy - 3mMiHM BHeCeHi
B TEKCT MapKyBaHHS yNakoBKU
nikapcbKoro 3acoby oo
3a3HaYeHHS OAUHULb
BVMIiptOBaHHSA y cuctemi Sl.
BBeneHHs 3MiH NpoTAroM 6-tu
MiCALiB Nicna 3aTBepAKEeHHs

6e3 peyenma

UA/16382/01/01

138.

HA®TUAEPUN

PO34MH HaLLKipHWil 1%
no 10 mn y dpnakoHi, no
1 donakoHy y nauui 3
KapToHYy

MpAT "TexHonor

YkpaiHa

MpAT "TexHonor"

YKpaiHa

BHECEHHS 3MiH [0 peecTpauiiHnX
MaTepianis: 3MiHU | TUNYy - 3MiHKN 3
AKOCTI. FOTOBMIA Nnikapcbkuii 3aci6.
3MiHM Y BUpOGHULTBI. 3MiHa
po3Mipy cepil (Bk/to4aoun
nianasoH po3mipy cepii) roToBoro
NiKapcbKoro 3acoby (36i/bLUeHHst
00 10 pasiB NOpiBHAHO i3
3aTBEPHKEHUM PO3MIPOM) -
BBEAEHHSA AOAATKOBOrO PO3Mipy
cepii 48,00 kr (50,0 n) (Big 4 750
00 5 000 ynakoBoOK).
3anponoHoBaHo: 4,80 «r (5,0 n)
(Big 310 go 505 ynakosok); 48,00
kr (50,0 n) (8ig 4 750 go 5 000
YyNaKoBOK)

6e3 peyenma

UA/16382/01/01

139.

HEMPOKCOH®

TabneTku, BKPUTI
N/iBKOBOK 060/10HKOI0,
no 500 mr no 10
TabneTok y 6nictepi; no

MAT
"Kuismegnpenapar"

YKpaiHa

MAT
"Knismegnpenapar”

YkpaiHa

BHECEHHS 3MiH j0 peecTpaviinHmx
marepianis: 3MiHu |l TUMY - 3MiHK 3
akocTi. A®l. BupobHuuTBO. 3MiHa
BMPOBGHUKA BMXiAHOrO/NMPOMIXXHOro

3a peyenmom

UA/13305/01/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

2 abo no 3 6nictepu B
nauui 3 KapToHy

npoayKTy/pearenTy, Wwo
BUKOPWCTOBYHOTHLCH Y
BMPOGHMYOMY npotieci AdPl, abo
3MiHa BUpPO6HUKa (BK/TOYatoum, ae
Heo6XifHO, Micue NpoBefeHHs
KOHTpOnto skocTi) APl (3a
BiICYTHOCTI cepTudikara
BiANOBIAHOCTI EBpONechbkili
hapmakonei y 3aTBepiKeHOMY
[0Cbe)(BBEA,EHHS HOBOMO
BMpOGHMKa AP| 3 HaaHHAM
macTep-alina Ha Adl) -
BBEJEHHA [10AaTKOBOro
BUpo6HUKa A®I LinTukoniHy
HaTpito Kaiping Genuine
Biochemicals Pharmaceutical Co.,
Ltd., China 3 HagaHHsIM malicTep-
(paiiny Ha A®I. 3anpornoHoBaHo:
«Kyowa Hakko Bio Co., LTD.»,
AnoHis «Kaiping Genuine
Biochemicals Pharmaceutical Co.,
Ltd.», Knutaii

140.

HEO®EH BENYIO
DOPTE

TabneTku, BKPUTI
N/1iBKOBOK 060/10HKOI0,
no 400 mr; no 10
Tabnetok y 6nictepi; no
1 6nicTepy y KapTOHHii
nauuj

Benyno, nikn Ta
KocmeTuka, A4.4.

Xopsaris

Benyno, nikn Ta
KocmeTwuka, 4.4.

Xopsaris

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TURY -
nofaHHA OHOBJ/IEHOrO cepTudikaTa
CEP R1-CEP 2000-087-Rev 03
ana A®l ibynpodeH, Name of
holder: BASF SE, Germany
(paHiwe Name of holder — BASF
Corporation, Germany) Bif yxe
3aTBepAKeHOro BMpobHuka BASF
corporation, USA.
3anponoHosaHo: CEP (R1-CEP
2000-087-Rev 03); 3miHu | Tuny -
3MiHK 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKapCbKOro 3acoby.
3MiHa y MeTofax BUNPO6yBaHHA
roTOBOro NikapCbKoro 3acoby
(He3HauHa 3miHa y 3aTBEpAKEHNX
MeTofax BUNPO6YyBaHHS) -
He3HauyHa 3MiHa y 3aTBepAyKeHOMY
MeTogi BEPX ansi BU3HauYeHHsi
[OMILLOK

6e3 peyenma

UA/14740/01/01

141.

HIMEAAP

rpaHynun gnsa opasibHol
cycneHsii, 100 mr/2 r no
2 rrpaHyn B
0[HO030BOMY MaKeTi;

MpAT
"®GapmaueBTuyHa
ipma "OapHuus”

Ykpaina

MpAT
"®apmaueBTnyHa
ipma "JapHuus”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
ofo 6e3snekn/edpekTMBHOCTI Ta
dhapMakoHaraisgy - OHOB/IEHHS

3a peyernmom

UA/15433/01/01
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
no 9 a6o no 15, a6o no TEKCTY MapKyBaHHS ynakoBKu
30 nakeTiB y KOpOOL NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmauii Lwoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHS Y CUCTEMI
Sl. BHeceHHs 3MiH 0 po3ainy
“MapkyBaHHa" MKA /13.
3anponoHoBaHo: MAPKYBAHHA
BignosigHo o 3aTBEpAXeHOro
TEeKCTY MapKyBaHHS. TepMiH
BBE/IeHHS 3MiH NpoTArom 6
MicALiB nicna 3aTBepAKeHHs
142. | HIMECYNIA, Tabnetkn no 0,1 r, no 10 MpuBatHe Ykpaina MpuBaTHe YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnX 3a peyenmom UA/6540/01/01
Tabnetok y 6nictepi; no akKujioHepHe akujioHepHe marepianis: 3MiHu | TURY -
1 a6o 3 6nictepu y TOBapuCTBO TOBapuCTBO
nauuj 3 KapToHy

"Nlekxim-Xapkis"

"Nlekxim-Xapkis"

nofaHHA OHOB/IEHOro cepTudikaTa
BIANOBIAHOCTI EBPONENChbkili
thapmakonei Ne R1-CEP 2002-
046-Rev 06 ona Ait04oi pevoBUHU
Nimesulide Big Bxe
3aTBEepXEHOro BUpobHuka Aarti
Drugs Limited, sik Hacnigok 3miHa
agpecu BupobHuka Adl
3arBeppkeHo: Plot. No. Ne-198,
M.L.D.C., Tarapur, Boisar, Tal.
Palghar, Dist THANE
Mabharashtra, India finsiHka Ne N-
198, M.I.A.C., Tapanyp, Bolicap,
Tan. Manrap, p-H TaHe,
MarapawuTpa, IHais
3anponoHoBaHo: Plot. No. N-198,
M.L.D.C., Tal. Palghar, District
Thane, India -401 506 Tarapur,
Maharashtra finsiHka Ne N-198,
M.I.A.C., Tan. Nanrap, p-H TaHe,
IHpis-401 506 Tapanyp,
MarapaLuTpa. -3miHu B p.
«YnakoBka»: 3anponoHOBaHoO: B
noABiliHMX NakeTax 3 NonieTusIeHy,
SIKi BMiLLEHI Y NoNieTuIeHoBnin abo
hibposuii 6apabaH. Ha 6apabaH
HaKNeTb eTUKETKY.
MprBefeHHA METOAUKMN KOHTPO/IO
A®I| 32 NOKa3HMKOM «3aNLLKOBI
KifIbKOCTi OpraHiyHnx
PO3UMHHNKIB>» Y BIANOBIAHICTb A0
sumor CEP; 3miu | Tuny - 3miHn 3
akocTi. CepTudpikat
BignosigHocTI/TE-cepTudpikat

BiANOBIAHOCTI EBpONenchbkili
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

thapmakonei/moHorpadii. 3miHu,
noB'si3aHi 3 HEOOXiAHICTIO
npuBeLEeHHs Yy BIANOBIAHICTb A0
MoHorpadii 4PY abo
€Bponeiicbkoi thapmakonei, abo
iHLWOT HauioHaNbHOT hapmMakonei
aepxasu €C (3miHa 'y
cneumaikauisx, nos'a3aHa 3i
3miHamu B 1®Y, abo
€Bponeiicbkili hapmakonei, abo
iHLLIA HawioHanbHil hapmakonei
aepxasun €C): cynyTHA 3MiHa -
3miHu 3 AkocTi. CepTudikar
BignosigHocTI/TE-cepTudpikar
BiZiNOBIAHOCTI €BPONENCHKIit
thapmakonei/moHorpadii. 3miHu,
noB'si3aHi 3 HEOOXiAHICTIO
npuBeLeHHs Yy BIANOBIAHICTb A0
MoHorpadii 4PY abo
€Bponeiicbkoi thapmakonei, abo
iHLWOT HauioHaNbHOT hapMakonei
aepxasu €C (iHWi 3MiHN) -
npuBefeHHs cneundikadii Ta
MeToZiB KOHTpoNo Ad|y
BigMNOBIAHICTb 40 BUMOT
MoHorpadii EP, 3o0kpema
BUTYYEHHS MOKa3HMKa «Baxki
MeTanu», Ta NPUBELEHHS
METOAMKM 3a NOKa3HVKOM
«CynpoBigHi OMILLKW» [0 BUMOT
MoHorpadii EP

143.

HIMECYNIg

Tabnetkm no 0,1, in
bulk: no 3000 TabneTok
Y KOHTelHepax

MpuBatHe
akujioHepHe
TOBapUCTBO

"JlekxiM-Xapkis"

YKpaiHa

MNpvBaTHe
akujioHepHe
TOBapuCTBO

"JlekxiMm-Xapkis"

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TURY -
nofaHHA OHOBJ/IEHOrO cepTudikaTa
BiAANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 2002-
046-Rev 06 ans Aitoyoi pevoBuHN
Nimesulide Big Bxe
3aTBEPAKEHOro BMPOGHHMKa Aarti
Drugs Limited, sk Hacnigok 3miHa
anpecu BupobHuka Adl
3arBepmkeHo: Plot. No. Ne-198,
M.1.D.C., Tarapur, Boisar, Tal.
Palghar, Dist THANE
Maharashtra, India finsHka Ne N-
198, M.I.A.C., Tapanyp, Bolicap,
Tan. Manrap, p-H TaHe,
MarapawTpa, IHais

UA/6541/01/01
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

€Bponeiicbkoi thapmakonei, abo
iHLWOT HauioHanbHOI thapMakonei

3anponoHosaHo: Plot. No. N-198,
M.L.D.C., Tal. Palghar, District
Thane, India -401 506 Tarapur,
Maharashtra finsiika Ne N-198,
M.I.AO.C., Tan. Nanrap, p-H TaHe,
IHAain-401 506 Tapanyp,
MarapawTpa. -3miHu B p.
«YNakoBKa»: 3anponoHOBaHoO: B
noAgiliHNX NakeTax 3 NonieTuseHy,
AKi BMiLLEHi y nonieTuneHoBuid abo
pibpoBuii 6apabaH. Ha 6apabaH
HaKNEeTb ETUKETKY.
MprBefeHHA METOAUKMN KOHTPO/IO
A®| 3a NOKa3HUKOM «3aNLLKOBI
KiNIbKOCTi OpraHiyHnx
PO3YMHHVKIB» Y BifMOBIAHICTb JO
BuMor CEP; 3MiHu | Tuny - 3miHn 3
akocTi. CepTtudikat
BignosigHocTi/l E-cepTudikat
BiANOBIAHOCTI EBpONechbkili
hapmakonei/moHorpadii. 3miHu,
NnoB'sA3aHi 3 HEOOXiAHICTIO
npuBeAeHHs y BiANOBIAHICTb A0
MOHorpadii AdY abo
€Bponeiicbkoi thapmakonei, abo
iHLWOT HaujoHanbHOI thapMakonei
Aepxasun €C (3miHa 'y
cneumdikauisix, NoB'A3aHa 3i
3MiHamu B A®Y, abo
€Bponeiicbkiii hapmakonei, abo
iHLLIA HawioHanbHiV hapmakonei
nepxasun €C): cynyTHA 3MiHa -
3MiHn 3 aKocTi. CepTudpikar
BignosigHocTi/l E-cepTudikat
BiANOBIAHOCTI EBpONechbkili
hapmakonei/moHorpadii. 3miHu,
NnoB'sA3aHi 3 HEOOXiAHICTIO
npuBeAeHHs y BiANOBIAHICTb [0
MOHorpadii AdY abo

fepxasn €C (iHWi 3MiHN) -
npuBeaeHHs cneuudikauii Ta
MeTOAiB KOHTposo APl y
BIAMNOBIAHICTL 4,0 BUMOT
MoHorpadii EP, 3okpema
BUTYYEHHS NoKasHuKa «Baxki
MeTanu», Ta NPUBELEHHS
METOAMKM 38 NOKA3HVKOM
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
«CynpoBifHi AOMILLK/» [0 BUMOT
MOHorpadii EP
144. | HITPOrNILEPUH TabneTtkn cybniHrBasIbHI MpAT "TexHonor" Ykpaina MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnX 6e3 peyenma UA/6393/01/01
no 0,5 mr no 40 marepianis: 3MiHu | TUMY - 3MiHK
TabNeToK y KOHTelHepi; Lofo 6e3nekun/edekTMBHOCTI Ta
no 1 KoHTelHepy B nauuli thapmakoHarnagy - 3MiH1 BHECEHI
3 KapTOHY B TEKCT MapKyBaHHS YNakoBK
nikapcbKoro 3acoby Lwoao
3a3Ha4YeHHs OAnHWLb
BVMIiptOBaHHSA y cuctemi Sl.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicSLiB NicNsA 3aTBEPAYKEHHS
145. | HI®GEAUNIH- TabneTku, BKPUTI MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpavinHmx 3a peyernmom UA/4738/02/01
OAPHULUA 060/10HKO10, M0 10 Mr no "PapmaLeBTnyHa "®apmMaueBTUYHA marepianis: 3MiHu | TURy - 3MiHK
10 TabNeToK y KOHTYpHIl ipma "OapHuus" ipma "AapHuus" LoAo 6e3nekn/edeKTMBHOCTI Ta
YapyHKOBI ynakosLi; no chapmakoHarnsgy - OHOBNEHHS
5 KOHTYPHUX TEKCTY MapKyBaHHS ynakoBKu
YapyHKOBMX YNaKoBOK B NiKapcbKoro 3acoby 3 BHECEHHSAM
navyi iHbopmauii WwoAo 3a3HaveHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BHeceHHs1 3MiH 0 po3gainy
“MapkyBaHHs" MKA 3.
3anponoHoBaHo: MAPKYBAHHA
BignosigHo Ao 3aTBEpAXeHOro
TEKCTy MapKyBaHHs. BeefeHHs
3MiH NPOTAroMm 6-Tu MicALiB nicns
3aTBEPIKEHHS
146. | HOBOMIKC® 30 CyCneHsist ANs iH'eKuiid, AIT Hoso Hopgick [Janis A/T Hoso Hopgick, [Oanisa/ BHECEHHS 3MiH 0 peecTpaviinHmx 3a peyernmom UA/4862/01/01
®JIEKCIMNEH® 100 OfA/mnno 3 mny [JaHis (BUpo6HUK Bpasunis/ marepianis: 3miHu |l TUNY - 3MiHK
KapTpuaXi, BKNageHomy 051 30UpaHHs, dpaHuis BHECEHO A0 IHCTpyKUii Ans

B 6araTto030Biii
0[IHOPa30Biit LWNpuL-
pyuui; no 1 aéo 5
LUNPUL-PYYOK Y
KapTOHHiiA KOpo6Li

MapKyBaHHS Ta
yNakoBKn
®nekcleH®,
BTOPVHHOIO
nakysaHHs); AIT
HoBo Hopaick,
[LaHisi (BUpOGHMK
Hepo3dacosaHoro
NpOAYyKTY,
HanoBHEHHS B
MeHdin®, nepsuHHa
ynakoBka, KOHTPO/1b
AKOCTi Ta
BiNOBIAabHUIA 3a
BUMYCK Cepilt
KiHLUEeBOro

Me/JMNYHOro 3aCTOCYBaHHs
nikapcbKoro 3acoby A0 po3ainis
"B3aemogis 3 iHWMMM NiKapCbKUMmn
3acobamu Ta iHWi BUau
B3aemogiit", "Cnoci6
3acTocyBaHHsA Ta fosu" -
OHOBJIEHA iHhopMaList 3 6e3neku
LL{0/10 3aCTOCYBaHHA OHOYACHO 3
aroHictamu peuenTopis
rnokKaroHonogi6Horo nentuay-1
(FNM-1). BeefeHHs 3MiH NpoTArom
6-TW MicALiB Nic/1A 3aTBEPAKEHHS

97




Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
npoaykty); A/IT Hoso
Hopgaick, JaHis
(mMapkyBaHHs Ta
ynakoBKn
dnekcleH®,
BTOPVHHOTO
nakyBaHHs); HoBo
Hopgaick Mpopykao
dapmaceyTika [0
Bpasinb NTaa.,
Bpasunis (BUpo6HWK
Hepo3dgacoBaHOl
npoaykuii,
HanoBHEHHS B
MeHdin®, nepsuHHa
ynakoska Ta
36MpaHHs,
MapKyBaHHS Ta
ynakoska
dnekcleH®,
BTOPWHHE
nakyBaHHs); HoBo
Hopgaick
MpogatokcboH CAC,
®paHuia (BUPOOHUK
npoAayKLii 3a MOBHUM
LMKIOM)
147. | HOPMAKON PO3YUH pPeKTasTbHUIA, N0 HOPX>XWH CAC ®paHuis HopxuH ®apma ®paHuis BHECEHHS 3MiH 40 peecTpavlinHmx 6e3 peyenma UA/3635/01/01
KNISMA 60 mn a6o no 130 mny marepianis: 3MiHu | TUNY - 3MiHK
donakoHi; no 1 donakony ofo 6e3nekn/edhekTMBHOCTI Ta
Y KapTOHHIli kopobLi thapmakoHarnsgy - OHOBJ/IEHHS
TEKCTY MapKyBaHHS ynakoBKm
NiKapcbKoro 3acoby 3 BHECEHHSM
iHchopmawii Lwoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BHeceHHs1 3MiH 0 po3ainy
«MapkyBaHHA» MKHA N13:
3anponoHoBaHo: Po3gin
«MapkyBaHHs». 3rigHo
3aTBEPKEHOr0 TEKCTY
MapkyBaHHS. BBegeHHs 3MiH
NpoOTArom 6-T1 MicALIB nicns
3aTBEPAKEHHS
148. | HOPMAKC Kpanni ouHi/ByLHi 0,3 %,; Inka Na6opatopi3 IHais AnkoH MapeHTepasic IHAis BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyenmom UA/4980/01/01

no 5 mn y nnactukosomy
dhnakoHi-KpanesibHULj
abo CKIAHOMY h1aKoHi
3 KpanensHuueto; no 1
hNakoHy B KAPTOHHIl

Nimiten

() NimiTepq,

marepianis: 3MiHu | TUMY - 3MiHW

Lwoao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy - OHOBJ/IEHHS
TEeKCTYy MapKyBaHHS ynakoBKu/

NiKapCbKoro 3aco6by 3 BHECEHHSAM
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
nauuj iHchopmawii Lwoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BBeieHHS 3MiH NPOTArom 6-Tu
MicAILiB Nic/a 3aTBepAKEHHs!
149. | OKTAHAT NOPOLLOK A1 PO3UNHY OkTathapma ABCTpIs OkTtadhapma AB, Lseuis/ BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/15468/01/01
Ans iH'ekuin no 50 PapmaveBTVKa LLisewjs Himeuunna/ marepianis: 3mMiHu | TMny - 3MiHN 3
MO/mn. KapToHHa MpopaykTioHcrec. (BMpPOGHMLTBO 3a ABcTpisi/ AKOCTi. 3MiHN [0 peecTpavjiiiHoro
Kopo6ka Nel: no 1 M.6.X. NOBHUM LMK/IOM, 3a PpaHuin NOCBIAYEHHA BHACNIAOK iHLLINX

NakoHy 3 NOPOLLKOM
AN PO34NHY AnA
iH'EKULIN.

KapToHHa kopo6ka Ne2:
no 1 doakoHy 3
PO34MHHKKOM (BOAa AN
iH'ekuiii), no 5 mn (250
MO/chnakoH) a6o 10 mn
(500 MO/dpnakoH)
pa3oMm 3 KOMMIEKTOM
AN PO3UYNHEHHA Ta
BHYTPILLHLOBEHHOTO
BBefeHHs (1 wnpuy,
ofHopazoBuii, 1
[BOCTOPOHHSA ronka, 1
ronka 3 ginbTpom, 1
rofika ans iH'exuin, 2
NPOCOYEHi CIMPTOM
TamnoHu). Kopobka Ne 1
Ta kopobka Ne 2
06'€AHYIOTbCA MiXK
€060t0 NNacTUKOBOIO
MN/iBKOI.

BUK/TIOYEHHAM
BTOPUHHOT
yNakoBKM);

Oxktadhapma [eccay

Mv6X , HimevunHa
(BTOpPUHHE
nakyBaHHs,
BisyasibHa
iHCnekuis);
OkTadapma

MpogaykuioHcrecenn

wadT foiunaHg,

M.6.X., HimeuyunHa

(BMpPOGHMLTBO

Kpionpeduinitara);
OkTadapma

dapmaueBTuKa
MpopykTioHcrec
M.6.X, ABCTpist

(BMpPOGHMLTBO 3a

MOBHUM LIMIK/TOM,
BK/IHOYA0UMN
BisyaslbHy
iHCneku;o);

OxkTadhapma,
®paHuia

(BMPOGHMLTBO 3a

NOBHUM LMK/IOM, 38

BUK/OYEHHAM
BTOPUHHOI
yMakoBKM)

perynsiTopHux npoueayp.
MM®/BA3® (macTep-haiin Ha
nnasmy/3arasibHuii chainn Ha
BaKLUVHHWA aHTUreH). BkoyeHHs
HOBOr0, OHOB/IEHOIO a60
3MiHeHOro macTtep-gaiina Ha
nnasmy y peectpadiiiHe fOCbe Ha
nikapcbkuii 3aci6 (npoueaypa 2-ro
etany gns NM®) (BkYEHHA
OHOB/1EHOrO/3MIHEHOTO MacTep-
thaiina Ha nnasmy, SKLLO 3MiHN He
BN/IMBAIOTb Ha BNacTUBOCTI
roToBOro NikapcbKoro 3acoby) -
OHOBJ/IEHHSI MacTep-haiina Ha
nnasmy. 3anponoHosaHo: Plasma
Master File Certificate Ne
EMEA/H/PMF/000008/05/11/015/G;
3MiHK | TUNY - 3MiHW 3 AKOCTI.
3MiHn [0 peecTpauiiHoro
NOCBIAYEHHS BHACNIAOK iHLLIMX
perynsTopHux npoueayp.
MM®/BA3® (macTep-haiin Ha
nnasmy/3arasibHuii dainn Ha
BaKLWMHHWIA aHTuUreH). BkitoyeHHs
HOBOr0, OHOBJ/IEHOIO a60
3MiHeHoro mactep-gaiina Ha
nnasmy y peectpauiiiHe JOCbe Ha
nikapcbkuii 3aci6 (npoueaypa 2-ro
etany ans NMM®) (BKIHOYEHHS
OHOB/IEHOTr0/3MiHEHOr0 MacTep-
thaiina Ha nnasmy, SKLLO 3MiHN He
BN/IMBAIOTb Ha BACTUBOCTI
roToBOro NikapcbKoro 3acooby) -
OHOBJ/IEHHSI MacTep-haiina Ha
nnasmy. 3anponoHosaHo: Plasma
Master File Certificate Ne
EMEA/H/PMF/000008/05/AU/016/
G; 3MiHU | TMNY - 3MiHK 3 SKOCTI.
3MiHM [0 peecTpauiliHoro
nocBiAYeHHS BHACNIAOK IHLLIMX
perynsTopHuX npoueayp.
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MM®/BA3® (macTep-haiin Ha
nnasmy/3arasibHuii dhainin Ha
BaKLUVHHWIA aHTWUreH). BKIoYeHHs
HOBOr0, OHOB/IEHOIO a60
3MiHeHOro macTtep-gaiina Ha
nnasmy y peectpaviiiHe JOCbe Ha
nikapcbkuii 3aci6 (npoueaypa 2-ro
etany gns NM®) (BKIYEHHA
OHOB/1EHOrO/3MIHEHOIO MacTep-
thaiina Ha nnasmy, SKLLO 3MiHN He
BN/IMBAIOTb Ha BNacTUBOCTI
roToBOro NikapcbKoro 3acoby) -
OHOBJ/IEHHSI MacTep-haiina Ha
nnasmy. 3anponoHoBaHo: Plasma
Master File Certificate
NeEMEA/H/PMF/000008/05/11/017/
G;
3MiHW | TUMY - 3MiHX 3 AKOCTI.
3MiHM [0 peecTpaviiiHoro
NOCBIAYEHHA BHACNIAOK iHLLINX
perynsiTopHux npoueayp.
MM®/BA3® (macTep-haiin Ha
nnasmy/3arasibHuii dhainn Ha
BaKLUVHHWIA aHTWUreH). BKIoUeHHA
HOBOr0, OHOB/IEHOrO a60
3MiHeHOro macTtep-gaiina Ha
nnasmy y peectpaviiiHe JOCbe Ha
nikapcbkuii 3aci6 (npoueaypa 2-ro
etany gns NM®) (BKIYEHHA
OHOB/1EHOrO/3MIHEHOTO MacTep-
thaiina Ha nnasmy, SKLLLO 3MiHN He
BN/IMBAIOTb Ha BNacTUBOCTI
roToBOro NikapcbKoro 3acoby) -
OHOBJ/IEHHSI MacTep-haiina Ha
nnasmy. 3anponoHosaHo: Plasma
Master File Certificate Ne
EMEA/H/PMF/000008/05/AU/018/
G; 3MiHW | TUMY - 3MiHKU 3 AKOCTI.
3MiHM [0 peecTpaLjiiiHoro
NOCBIAYEHHSI BHACNIAOK iHLLIMX
perynsaTopHux npoueayp.
MM®/BA3® (macTep-oaiin Ha
nnasmy/3arasibHuii dainn Ha
BaKLWHHWIA aHTWUreH). BkoueHHs
HOBOr0, OHOBJ/IEHOrO a60
3MiHeHoro macTtep-gaiina Ha
nnasmy y peectpauiiiHe JOCbe Ha
nikapcbkuii 3aci6 (npoueaypa 2-ro
etany ansi NIM®) (BKAYEHHS
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

OHOBJ1EHOr0/3MiHEHOIO MacTep-
thaiina Ha nnasmy, sIKLLO 3MiHU He
BN/IMBAIOTb Ha BNAacTUBOCTI
roTOBOrO JIiKapCbKOro 3acoby) -
OHOBJIEHHA MacTep-ghaiina Ha
nnasmy. 3anponoHosaHo: Plasma
Master File Certificate Ne
EMEA/H/PMF/000008/05/11/019/G;
3MiHW | TUMY - 3MiHX 3 AKOCTI.
3MiHM [0 peecTpaviiiHoro
NoCBiAYEHHA BHACNIAOK iHLLINX
perynsiTopHux npoueayp.
MM®/BA3® (macTep-haiin Ha
nnasmy/3arasibHuii dhainn Ha
BaKLVHHWIA aHTWUreH). BKIOUeHHSA
HOBOr0, OHOB/IEHOrO a60
3MiHeHOro mactep-gaiina Ha
nnasmy y peectpaviiiHe JOCbe Ha
nikapcbkuii 3aci6 (npoueaypa 2-ro
etany gns NM®) (BKIYEHHA
OHOB/1EHOrO/3MIHEHOTO MacTep-
thaiina Ha nnasmy, SKLLLO 3MiHN He
BN/IMBAIOTb Ha BNacTUBOCTI
roToBOro NikapcbKoro 3acoby) -
OHOBJ/IEHHSI MacTep-haiina Ha
nnasmy. 3anponoHosaHo: Plasma
Master File Certificate Ne
EMEA/H/PMF/000008/05/AU/020/
G.

150.

OKTAHAT

MOPOLLOK A1 PO3UMHY
ONns iH'ekuin no 100
MO/mn KapToHHa
Kopo6ka Nel: no 1
ch/1aKkoHy 3 NOPOLUKOM
AN PO34MHY Ans
IH'EKLN.

KapToHHa kopo6ka Ne2:
no 1 cpnakony 3
PO34MHHKKOM (BOAA NS
iH’exuiii) 10 mn (1000
MO/chnakoH) pa3om 3
KOMMN/IEKTOM AN
PO3UYMHEHHA Ta
BHYTPILLHLOBEHHOTO
BBeAeHHs (1 wnpuy,
ofHopazoBuii, 1

OkTadhapma
PapmaueBTmka
MpopykTioHcrec.
M.6.X.

ABCTpis

OkTachapma AB,
LLBeuis
(BMPOGHMLTBO 3a
NMOBHUM LMK/IOM, 38
BUK/TOYEHHAM
BTOPUHHOI
yMakoBKM);
OkTadapma [eccay
mM6X , HimeyunHa
(BTOPUHHE
nakyBaHHS,
BisyasibHa
iHcnekuis);
OkTadhapma
MpoaykuioHcrecenn
wadT foiunaHg,
M.6.X., HimeuunHa

LWsewis/
Himeyunna/
AscTpisi/
®paHuis

BHECEHHS 3MiH 0 peecTpaLinHmx
Marepianis: 3mMiHu | TMny - 3MiHN 3
SIKOCTi. 3MiHW [0 peecTpaviiiHoro
nocBiAYEeHHSA BHACNIAOK IHLLIMX
perynsTopHux npoueayp.
MM®/BA3® (macTep-goaiin Ha
nnasmy/3arasibHuii dann Ha
BaKLUVHHWI aHTureH). BkioyeHHs
HOBOr0, OHOB/IEHOrO a60
3MiHEHOrO MacTep-chaiina Ha
nnasmy y peecTpadiiiHe fOCbe Ha
nikapcbkuii 3aci6 (npoueaypa 2-ro
etany ans NMM®) (BkIHOYEHHSA
OHOBJ1EHOr0/3MiHEHOIO MacTep-
thaiina Ha nnasmy, sIKLLO 3MiHU He
BMN/IMBAIOTb Ha BNAcTUBOCTI
roTOBOrO JlikapcbKoro 3acoby) -

[BOCTOPOHHS rofika, 1 (BMPOGHMLTBO OHOBJ/IEHHSI MacTep-gpaiina Ha
ronka 3 ginbTpom, 1 Kpionpedujinitara); nnasmy. 3anponoHosaHo: Plasma
rosika Ans iH'exuin, 2 OkTadhapma Master File Certificate Ne

3a peyernmom

UA/15468/01/02
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
NpoCoYeHi CNMpToM dapmaueBTrKa EMEA/H/PMF/000008/05/11/015/G;
TamnoHu). Kopo6bka Ne 1 MpopykTioHcrec 3MiHK | TUNY - 3MiHW 3 AKOCTI.
Ta Kopobka Ne 2 M.6.X, ABCTpist 3MiHM [0 peecTpauiliHoro

06’€QHYIOTbCS MK
€060t0 MNacTMKOBOLO
NAiBKOIO.

(BMpOGHMLTBO 3a
MOBHUM LMIK/TOM,
BK/THOHAI0YM
Bi3yaslbHy
iHCneku;o);
OxkTadhapma,
®paHuisa
(BUpPOGHMLTBO 3a
MOBHUM LMK/IOM, 3a
BUK/OYEHHAM
BTOPUHHOI
yNakoBKM)

NOCBIAYEHHS BHACNIAOK iHLLIMX
perynsaTopHux npoueayp.
NMV®/BA3® (macTep-thaiin Ha
nnasmy/3arasibHuii dainn Ha
BaKLWHHWIA aHTWUreH). BkoueHHs
HOBOr0, OHOBJ/IEHOIO a60
3MiHeHoro mactep-gaiina Ha
nnasmy y peectpauiiiHe JOCbe Ha
nikapcbkuii 3aci6 (npoueaypa 2-ro
etany ans NMM®) (BKIHOYEHHS
OHOBJ/IEHOTr0/3MiHEHOr0 MacTep-
dhaiina Ha nnasmy, AKLWO 3MiHN He
BMN/IMBAIOTb Ha B1ACTUBOCTI
roTOBOrO JlikapcbKoro 3acoby) -
OHOBJIEHHA MacTep-ghaiina Ha
nnasmy. 3anponoHosaHo: Plasma
Master File Certificate Ne
EMEA/H/PMF/000008/05/AU/016/
G; 3MiHM | TMNY - 3MiHK 3 SKOCTI.
3MiHM [0 peecTpauiliHoro
nocBiAYeHHsA BHACNIAOK IHLLIMX
perynsTopHuX npoueayp.
MM®/BA3® (macTep-goaiin Ha
nnasmy/3aranbHuii haiin Ha
BaKLUWHHWIA aHTUreH). BkitoyeHHs
HOBOrO, OHOB/IEHOTO a60
3MiHeHOro macTtep-gaiina Ha
nnasmMy y peectpadiiiHe fOCbE Ha
nikapcbkuii 3aci6 (npoueaypa 2-ro
etany ans NMM®) (BKIHOYEHHSA
OHOBJ1EHOr0/3MiHEHOIO MacTep-
thaiina Ha nnasmy, sIKLLO 3MiHU He
BN/IMBAIOTb Ha BNAacTUBOCTI
roTOBOrO JIiKapCbKOro 3acoby) -
OHOBJIEHHA MacTep-ghaiina Ha
nnasmy. 3anponoHosaHo: Plasma
Master File Certificate
NeEMEA/H/PMF/000008/05/11/017/
G;
3MiHM | TUMy - 3MiHU 3 AKOCTI.
3MiHM [0 peecTpauiliHoro
nocBiAYeHHsA BHACNIAOK IHLLIMX
perynsTopHuX npoueayp.
MM®/BA3® (macTep-oaiin Ha
nnasmy/3aranbHuii haiin Ha
BaKUMHHWIA aHTUreH). BK/IOYeHHs
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

HOBOr0, OHOB/IEHOIO a60
3MiHeHOro mactep-gaiina Ha
nnasmy y peectpaviiiHe JOCbe Ha
nikapcbkuii 3aci6 (npoueaypa 2-ro
etany gns NM®) (BKYEHHA
OHOB/1EHOr0/3MIHEHOIO MacTep-
thaiina Ha nnasmy, SKLLO 3MiHN He
BN/IMBAIOTb Ha BNacTUBOCTI
roToBOro NikapcbKoro 3acoby) -
OHOBJ/IEHHSI MacTep-haiina Ha
nnasmy. 3anpornoHoBaHo: Plasma
Master File Certificate Ne
EMEA/H/PMF/000008/05/AU/018/
G; 3MiHW | TUMY - 3MiHK 3 AKOCTI.
3MiHM [0 peecTpaLiiiHoro
NOCBIAYEHHS BHACNIAOK iHLLIMX
perynsaTopHux npoueayp.
MM®/BA3® (macTep-oaiin Ha
nnasmy/3arasibHuii dainn Ha
BaKLWHHWIA aHTWUreH). BkoyeHHs
HOBOr0, OHOBJ/IEHOrO a60
3MiHeHoro macTtep-gaiina Ha
nnasmy y peectpauiiiHe JOCbe Ha
nikapcbkuii 3aci6 (npoueaypa 2-ro
etany ans NMM®) (BKIHOYEHHS
OHOBJ/IEHOT0/3MiHEHOr0 MacTep-
dhaiina Ha nnasmy, AKLWO 3MiHN He
BMN/IMBAIOTb Ha B1ACTUBOCTI
roTOBOrO JliKapcbKoro 3acoby) -
OHOBJIEHHA MacTep-ghaiina Ha
nnasmy. 3anponoHosaHo: Plasma
Master File Certificate Ne
EMEA/H/PMF/000008/05/11/019/G;
3MiHM | TUMy - 3MiHU 3 AKOCTI.
3MiHM [0 peecTpauiliHoro
nocBiAYeHHsA BHACNIA0K IHLLIMX
perynsTopHuX npoueayp.
MM®/BA3® (macTep-oaiin Ha
nnasmy/3aranbHuii haiin Ha
BaKLUVHHWIA aHTureH). BktoueHHs
HOBOrO, OHOB/IEHOTO a60
3MiHeHOro macTtep-gaiina Ha
nnasmMy y peectpadiiiHe fOCbE Ha
nikapcbkuii 3aci6 (npoueaypa 2-ro
etany ans NMM®) (BKIHOYEHHSA
OHOBJ1EHOr0/3MiHEHOIO MacTep-
thaiina Ha nnasmy, sIKLLO 3MiHU He
BN/IMBAIOTb Ha BNAacTUBOCTI
roToBOro fikapcbKoro 3acoby) -

103




KOHTeliHepi; no 1
KOHTeliHepy B nakeTi; no
1 nakeTy B KapTOHHIl
Kopoobui

MpopykTioHcrec.

M.6.X.

BiANoBigabHUIA 3a
BMPOGHULITBO 3a
MOBHUM LMK/IOM)

ofo 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy - 3MiHn go
IHCTPYKUIiT AN MeguyHoro
3aCTOCYyBaHHSA NikapcbKoro 3acoby
00 po3ginis "B3aemogist 3 iHLWMMK
nikapcbknMmn 3acobamu Ta iHLWi
BUAM B3aemogiit, "OcobnmBocTi
3acTocyBaHHs", "Cnoci6
3acTocyBaHHs Ta o3u", "TobiuHi
peakuii”, "TepMiH npugatHocTi"
(6€e3 3miH TepMiHY NpuAaTHOCTI
Ti/IbKM 3aCTepexeHHs 3 6esneku),
"HecyMicHicTb" BiANOBIAHO A0
marepianis peecTpaujinHoro
[ocbe. TepMiH BBEAEHHS 3MiH -
npoTsirom 6 micsuis nicns
3aTBEPAKEHHS; 3MiHM || TRy -
3MiHM Wwozao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnsgy. 3mMiHu y
KOPOTKIil XapakTepucTuui
NiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTpyKLU|ii Ans
MeAMYHOr0 3aCTOCYBaHHSA y
3B'A3KY i3 HOBUMM JaHNMU 3
SKOCTi, AOKMIHIYHUMU, KAIHIYHUMUW
JaHyMK Ta AiaHumm 3
thapmakoHarnagy - 3miH1 fo
IHCTPYKUiT AN MeguuHoro
3aCTOCYyBaHHSA NiKapcbKoro 3acoby
00 po3gainy "OcobnusocTi
3acTocyBaHHsA" (iHchopmalis Lwoao
BipyCHOi 6e3neku). TepMmiH
BBEJEHHSA 3MiH - NpoTArom 6
MiCALIB MiCNSA 3aTBEPLKEHHS;
3MiHuW |l TMRy - 3MiHK WoAo
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnsgy. 3mMiHu y
KOPOTKIil XapakTepucTuui
NiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKLU|ii Ans

Mean4HOro 3aCToCyBaHHA y

Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
OHOBJ/IEHHSI MacTep-haiina Ha
nnasmy. 3anponoHosaHo: Plasma
Master File Certificate Ne
EMEA/H/PMF/000008/05/AU/020/
G.
151. | OKTANNAC Nr pO3unH aNns iHdysii, 45- OkTtadapma ABCTpis OkTachapma AB, Lsewis BHECEHHS 3MiH [0 peecTpaliniHux | 3a peyenmom UA/15584/01/01
70 mr/mn no 200 mny dapmaueBTMKa LLiBeuist (BUPOGHUK, marepianis: 3miHu |l TURY - 3MiHK
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3B'A3KY i3 HOBUMM JaHNMU 3
AKOCTI, AOKNIHIYHUMU, KIHIYHUMUN
JaHUMU Ta A@aHUMK 3
hapmakoHarnsgy - 3MiHu go
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3acToCcyBaHHSA NikapcbKoro 3acoby

Company Core Safety Information

IHCTPYKLUIT ANA MeanyHoro

o posginy "lMNepenosyBaHHs"
BifNOBIAHO 4,0 OHOBNEHHSA

(CCsl), pepakuis 13. TepmiH
BBEJEHHSA 3MiH - NpOTArom 6
MiCALIB MiCNA 3aTBEPLKEHHS;
3MiHun |l Tuny - 3miHK Wwoao
6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. 3MiHu y
KOPOTKIil XapakTepucTuui
NiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKLU|i Ans
MeAMYHOr0 3aCTOCYBaHHSA y
3B'A3KY i3 HOBUMM JaHNMU 3
SAKOCTIi, AOKNIHIYHUMU, KAIHIYHUMMW
JaHnMK Ta laHumm 3
thapmakoHarnagy - 3miH1 fo
IHCTPYKUiT AN MefUUHOro
3aCTOCYyBaHHS /iKapcbKoro 3acoby
00 po3gainy "rMo6iyHi peakuii”
BiANOBIAHO A0 OHOB/IEHHSA
Company Core Safety Information
(CCsSl), pepakuis 13. TepMiH
BBE/IEHHS 3MiH - NPOTArom 6
MiCALIB MiCNA 3aTBEPPKEHHS;
3MiHK |l TNy - 3MiHK Woao
6e3nekn/edeKkTMBHOCTI Ta
hapmakoHarnsgy - 3MiHu go
IHCTPYKLUIT ANA MeanyHoro
3acToCyBaHHSA NikapcbKoro 3acoby
[0 po3giny "Cnoci6 3actocyBaHHs
Ta 031" CTOCOBHO pekoMeHAaLlil
00 PO3MOPOXYBaHHS
3amopoxeHoro Okrannacy J1I
nepeg, Moro 3acTocyBaHHAM.
TepmiH BBEAEHHS 3MiH - NPOTArom
6 micsiB nicns 3aTBepoKEeHHS;
3MiHK | TNy - 3MiHK Woao
6e3nekn/edeKkTMBHOCTI Ta
hapmakoHarnsgy - 3MiHu go
IHCTPYKLUIT ANA MeanyHoro

3acToCcyBaHHSA NikapcbKoro 3acoby

00 posginy "OcobnmnBocTi




dopma sunycky

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Ymosu

PeecmpayjiliHa npoyedypa
Bionycky

3acTocyBaHHS" BHacNigoK
OHOB/IEHHA 3arasibHol

Xapaktepuctuku MpoaykTy:
3a3HavaeTbCA iHhopmavis Wwoao

Howmep
peecmpayiliHo2o
nocsio4yeHHs

n/n

Hasga snikapcbko20
3acoby

(nikapcbka ¢hopma,
ynakoska)

KiNIbKicHOro BMICTy Hatpito. TepMiH
BBE/IEHHS 3MiH - NPOTArom 6
MiCALIB MiCNA 3aTBEPPKEHHS;

3MiHK | TNy - 3MiHK Woao

6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnsgy. 3mMiHu y
KOPOTKIil XapakTepucTuLi
nNikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTpyKLUii Ans
MeAUYHOr0 3aCTOCYBaHHSA y
3B'A3KY i3 HOBUMM JaHUMU 3
SAKOCTi, AOKMIHIYHUMU, KIHIYHMUW
JaHUMK Ta AaHumm 3
hapmakoHarnagy - 3MiHn fo
IHCTPYKLi 415 MegnyHOro
3aCTOCYyBaHHSA MikapcbKoro 3acoby
0o posginis "OcobamBocTi
3acTocyBaHHs" Ta "Cnoci6
3aCToCyBaHHA Ta f03Un"
BiAANOBIAHO [0 OHOB/IEHHSA
Company Core Safety Information
(CCsl), Bepcis 14. TepmiH
BBEJEHHS 3MiH - NPOTArom 6
MiCALIB MIiCNSA 3aTBEPPKEHHS;
3MiHK |l TNy - 3MiHK Woao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnsgy. 3miHa 'y
KOPOTKIil XapakTepucTuLi
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTpyKLUii Ans
MeAUYHOro 3aCTOCYBaHHS Ha
nigcrasi perynspHo
OHOBJ/IHOBAHOIO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo
pocnigpkeHb 3 6e3neku
3aCTOCYyBaHHS NiKapcbKoro 3acoby
B nicnsipeecTpadiiHuii nepiog, abo
AK pe3ynbTaT OLiHK/ 3BITY 3
JocnimKeHb, NPoBeAeHNX
BiAMNOBIAHO A0 NnaHy
negiatpuyHux gocnigpkers (PIP)
(3miHa noTpebye nogasbLIoro
06r'pyHTYBaHHSA HOBUMMU

[04aTKOBUMW faHUMK) - 3MiHW A0
iHCTPYKUIi AN1s1 MeguyHoro
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3aCTOCYyBaHHS iKapcbKoro 3acoby
[0 po3sgainis "®apmakoguHamika”,
"Oco611BOCTI 3acTOCyBaHHA" Ta
"[iTn" BigNOBIAHO A0
pekomeHaauiii Paediatric
Worksharing procedure
SE/W/0028/pdWS/001. TepmiH
BBEJEHHSA 3MiH - NpOTArom 6
MicsILiB Nicns 3aTBEPAKEHHS

152.

OKTPA®

PO34uH NS iH'ekuid, 0,1
Mmr/mn, no 1 mn B
amnyni, no 5 amnyn'y
nauuj; mo 1 mna B ammnyni,
no 5 amnyn y 6nictepi,
no 1 6nictepy B nauuj

AT "dapmak"

YKpaiHa

AT "dapmak"

Ykpaina

BHECEHHS 3MiH 40 peecTpavlinHmx
MaTepianis: 3miHu | TUny - 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbkuit 3acib.
KOHTpO/b roTOBOrO NiKapCbKoro
3acoby. 3miHa napameTpis
crneundikauii Ta/abo gonycTnMmx
MeX roTOBOrO J1iKapCbKOro 3acoby
(iHWi 3miHW) - CynyTHA 3MiHa -
3MiHu 3 sKocTi. FoToBUIA
nikapcbkuii 3aci6. 3miHn y
BUPOGHMUTBI. 3MiHU BUNPObOYBaHb
abo 4ONyCTUMUX MEX,
BCTaHOB/IEHNX Y cneyudikauisx,
nif, yac BUPOBHULITBA FOTOBOrO
nNiKapcbKoro 3acoby (iHLi 3MiHK) -
3i cneuwndpikauii N3 Ta 3i
cneungikaLii HemapkoBaHoil
nNpoAyKLUil 3a MOKa3HMKOM
«CynpoBigHi AOMILLKW» BUTy4YEHO
HopMyBaHHs1 «CymMa BCix
HeigeHTUMIKOBaHNX JOMILLIOK».
3MiHn | TURY - 3MiHK 3 AKOCTI.
[oTOBMIA NikapcbKuii 3aci6.
KOHTpO/1b rOTOBOrO NiKapCbKoro
3acoby. 3miHa y meTogax
BUNPOBYBaHHA roTOBOrO
NiKapcbKoro 3acoby (HesHayHa
3MiHa Y 3aTBeppKeHUX MeTogax
BUNPOBYBaAHHS) - HE3HAYHI 3MiHU
00 MeToankn BUNpobysaHHsa MN3
3a NoKasHMKOM «CynpoBigHi
[LOMILLKM»

3a peyernmom

UA/11626/01/01

153.

OMEHAKC®

MOPOLLOK A4/151 PO3YUHY
ons iv'ekyin no 40 mr, 1
(h/TaKoH 3 NOPOLLKOM B
KapTOHHI Kopoo6Li

Abpun
dopmyneiwH3 MBeT.
nra.

IHais

JNEMO C.A.
dapmacbioTikas
IHpacTpi

pevyis

BHECEHHS 3MiH 40 peecTpaLinHmx
mMartepianis: 3miHu | TUny - 3MiHn
ofo 6esnekun/edpekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
OHOB/IEHHA TEKCTY MapKyBaHHSA
yNaKoBKM NiKapCbKoro 3acoby 3
BHECEHHAM iHthopMmalLlii Loao
3a3HaYeHHs OUHULb

3a peyernmom

UA/15268/01/01
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BVIMIipIOBaHHS y cuctemi Sl.
BHeceHHs 3MiH fo po3giny MKA:
MAPKYBAHHA. 3aTtBepaxeHa
pepakuis: MAPKYBAHHSA Tekct
MapKyBaHHA NepBUHHOT Ta
BTOPVHHOI YNakoBKW [04aTKOBO
fopaetbes. Hoea pefakuis:
MAPKYBAHHSA 3rigHo
3aTBEPLKEHOTO TEKCTY
MapkKyBaHHSA. TepMiH BBELEHHSA
3MiH NPOTArom 6 Micsuis nicns
3aTBEPAKEHHS.
154. | OMENPA3O0I/- niodpinisat Ans po3unHy dapmaneBTUYHA Ipevis AHDAPM XENNAC pevis BHECEHHS 3MiH 0 peecTpauliiHux | 3a peyenmom UA/1030/01/01
BOKATE Ans iH'ekuii no 40 wr, 1 KoMnaHisn «BOKATE C.A. marepianis: 3miHu | Tuny - 3miHn
dnakoH 3 niocpinizaTom C.A» ofo 6e3nekn/edekTMBHOCTI Ta
y KOMNekTi 3 1 hapmakoHarnsgy (iHwi 3miHn) -
amnysoto 3 POUNHHUKOM OHOB/EHHA TEKCTY MapKyBaHHSA
no 10 mn YyNaKoBKM NiKapCbKoro 3acoby 3
(nonieTnnenrnikons 400, BHECEHHSAM iHchopMalLlii Lwoao
KNCNOTN TMMOHHOT 3a3HaYeHHs OAUHULb
MOHOrigpar, Bogy Ans BUMIPIOBaHHS y cuctemi Sl.
iH'EKL) Y KAPTOHHIi
Kopobui
155. | OMENPA3OI/1- kancynu no 20 mr; no 10 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/6542/01/01
OAPHULUA Kancys y KOHTYpHii "apmaueBTnyHa "papmMaueBTNYHa marepianis: 3MiHU | TUMY - 3MiHK

YapyHKOBIli ynakoBLj; no
1 ab0 3 KOHTYpHI
YapyHKOBI YNakoBKW y
nauui

ipma "OapHuus”

ipma "JapHuus”

wofo 6esnekn/edpekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy hapMakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTemy dphapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0cobH,
BiANOBIAA/IbHOI 3a 3AiICHEHHS
hapmMakoHarnagy; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANS 34IACHEHHSA
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BifiMiHHa Bif, YNOBHOBaXeHOI
ocobu, BiANOBIAA/IbHOI 3a
3[jiCHEeHHs1 hapmakoHariagy
(BKTHOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnagy) - 3amiHa
YMOBHOB&XeHOT 0CO6M 3as1BHMKA,
BignoBigasnbHOI 3a
hapmakoHarnsag.
MponoHoBaHa pegakuis: Typok
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

B'auyecnae B'auecnasoBuy

156.

OHTAGSEH - 1000

MOPOLLOK A4/15 PO3YNHY
Ans iH'ekuii no 1000 wmr;
1 donakoH 3 NOPOLLKOM y
KapTOHHI ynakoBLi

CeHc Jlabopartopic
Met. /114,

IHais

CeHc J/labopaTtopic
MeT. 14,

IHais

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3miHu | Tuny - 3miHn
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu) -
OHOB/EHHSI TEKCTY MapKyBaHHS
yMakoBKM NikapcbKoro 3acoby 3
BHECEHHSM iHdhopMauii Woao
3a3Ha4YeHHs OAnHWLb
BVMIiptOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH [0 po3ainy
«MapkyBaHHA» MKA N13:
3aTBepaxeHo: BignosigHo o
3aTBEPLKEHOr0 TEKCTY
MapKyBaHHS1, L0 A0AAETbCS.
3anponoHoBaHo:
BignosigHo o 3aTBEpAXEeHOro
TEeKCTY MapKyBaHHS. TepMiH
BBE/leHHS 3MiH NpoTArom 6
MicAILiB NicNns 3aTBePAKEHHS.

3a peyenmom

UA/17128/01/01

157.

MINOBAKT HEO

KOMGIHOBaHMiA Habip
AN NepopasibHOro
3aCcTOCyBaHHSA
(TabneTkn, BKpUTI
060/10HKO0, M0 1000 Mr
+ TabneTkn, BKpUTI
060/10HKO0, 10 500 Mr +
Kancynu no 20 mr);
KOMGi-ynakoBka: 2
TabneTkn opaHXeBoro
Konbopy + 2 TabneTku
CBIT/10-)XOBTOr0 KO/1bOPY
+ 2 Kancynu B cTpuni; no
7 CTpWNIB y KAPTOHHIi
KOpo6Li 3 MapKyBaHHAM
YKpPaiHCbKOK MOBOIO;

CaH
dapmacbloTuKan
IHaacTpi3 Mivitesq

IHais

CaH
PapmacboTuKa
IHpacTpi3 Nlimiteq,

IHais

BHECEHHS 3MiH 40 peecTpaLinHmx
mMartepianis: BUNpaBieHHsA
TEXHIYHOT MOMWSKUN Y TeKCTi
MapKyBaHHs ynakosku J13;
3ATBEP)KEHO: 2. KinbkicTb
Lit040i pevoBuHM YNakoBka
MiCTUTb 7 cTpuniB 1 cTpun
MIiCTUTb: 2 Kancy/im omenpasony (1
Kancyna mictutb: omenpasony 20
Mr (mg); 3. MNepenik 4ONOMIKHNX
pevoBUH. JONOMIXHI peyoBuHU: E
110, E421, nponineHrnikonsb,
LyKpo3a Ta iH. na fgoknagHoi
iHbopmaLii AVBUCH IHCTPYKLiO
ONA MeiYHOro 3aCTOCyBaHHS.
3AMPOMNOHOBAHO: 2. KinbkicTb
Lir040i pevyoBUHM YnakoBka
MiCTUTb 7 cTpunis 1 cTpun
MICTWTb: 2 Kancynn omenpasony (1
Kancyna mictutb: omenpasony 20
Mr (mg)); 3. Mepenik 4ONOMKHMX
pevoBUH. [JONOMiXHI peyoBuHM: E
110, E104, nponineHrniikonb Ta iH.
[ns poknagHoi iHpopmaii
[OVIBUCb iHCTPYKLO Ans
MeJMNYHOro 3aCTOCYBaHHS.
3a3HayeHe BunNpaB/eHHs
BiANoBigae apxiBHMM MaTepiaiam

3a peyernmom

UA/0130/01/01
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
peecTpauiiHoro Aochbe
158. | PECT®YN pO34uH ANs iH'ekuiid, 100 BPOC NTA peuis BPOC NTA, peuis BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/7735/01/01
Mr/2 MmA; No 2 Mn B marepianis: 3miHu | Tuny - 3miHn
amnysi; no 6 amnyn'y Loao 6e3nekn/edeKTMBHOCTI Ta
6nictepi; no 1 abo no 5 thapmakoHarnagy (iHwi 3miHu) -
6nicTepiB y KAPTOHHIi OHOBNEHHSA TEKCTY MapKyBaHHA
Kopoo6Li yMakoBKM NikapcbKoro 3acoby 3
BHECEHHSM iHdhopMauii Woao
3a3Ha4YeHHs OAnHWLb
BUMIpIOBaHHS y cuctemi Sl.
159. | PISAMIIT'PEH Tabnetkn no 5 mr; no 1 ToBapucTso 3 YKpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyenmom UA/14053/01/01

abo no 3 Tabnetkn y
6nictepi; no 1 6nictepy
Y KOpO6Lji 3 KApTOHY

obmexeHoro
BiANOBIAANLHICTIO
"GapmaleBTuyHa
KomnaHis "3gopos'a"

0bMexeHo
Bif4NoBiAaNbHICTIO
"®apmaueBTnyHa
KomnaHis "3gopos'a”

mMarepianis: YTOYHEHHS A0 Hakasy
MOS3 Ykpainu Ne 2854 Big,
10.12.2020 poky, woao onucy
npoueaypv B NPOLECi BHECEHHS
3MiH. HeobxigHo - 3rigHO
eKcnepTHOro BucHoska A®[:
3MiHM | TUny - AgMiHICTpaTWBHI
3MiHW. BrnyyeHHs BUPO6HUYOI
OinbHULI (BKNHOYAKOUN AiNbHUL
ons A®l, npoMiXXHOro NPoAYKTY
ab0 roToBOro slikapcbkoro 3acoby,
LiNbHULI 015 NPOBEeAeHHS
nakyBaHHs, BUPOBHYKa,
BiANOBIAA/ILHOIO 3a BUNYCK Cepii,
MicLie NPOBEAEHHS KOHTPO/IHO
cepii) abo nocTavasibHMKa
BMXIZHOro MaTepiany, peareHTy
a60 AONOMDKHOT PEYOBMHU (SIKLLLO
3a3HayeHo y A0CbE) - BUNTYyYeHHS
3aTBepAXeHOro BupobHuka Adl
PuzaTtpuntaHy 6eH3oaty Porus
Laboratories Pvt. Ltd., India 3
marepianis peecTpauiiiHoro
[0CLE, Y 3B'A3KY 3 NMPUMNHEHHAM
nocrayaHHa A®| PusatpuntaHy
6eH30aT faHUM BUPOGHMKOM. Ta,
SK HACMIOK, BUYYEHO NMOKa3HWUKN
“Bakki meTanin” Ta “3anviikosa
KiNbKICTb OpraHiyHMX PO34YNMHHUKIB
3i cneumaikau,i i3 BignosigHUM
METOA0M KOHTPOSIIO SKOCTI, Lo
KOHTPOJIIOETLCA 3riAHO
HOPMaTUBHUX [OKYMEHTIB AAaHOro
BMPOGHWKA; 3MiHW | TUMY - 3MiHK 3
sKocTi. FoToBwMIA Nnikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKynoploBabHuii
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3aci6. 3miHa nocTavasibHMKa
nakyBaslbHUX MaTepianis abo
KOMMIEKTYOUMX (SKLWO 3a3Ha4YeHo
B [OCbE) (3aMiHa abo fofaBaHHs
nocravyasnbHvKa) - BHECEHHS 3MiH
[0 MaTepianiB peecTpauiiHoro
pocbe p. 3.2.P.7. Cuctema
KOHTeliHep/ 3aKynoproBasibHWi
3acib, a came [04aTKOBO [0
3aTBEPKEHNX NOCTAYASTbHYIKIB
NnepBMHHOrO NakyBaHHS (honbru
asIloMiHIEBOT) BBOAWTLCA HOBWIA
noctavanbHuk TOB “AnTtpeng”,
YkpaiHa. Cneumdikayii Ta metoamn
KOHTPOJIHO AKOCTI IAEHTUYHI. FKICHI
ab0 KifbKiCHI 3MiHU cknagy
nakyBaslbHOro Matepiany BiACYTHI.
3aTtBepmkeHo: BAT «Pycan
CasiHan» Pocilicbka ®epnepavis,
AT «TexHonorisa», Ykpaiva,;
3anponoHosaHo: BAT «Pycan
CasiHan» Pocilicbka ®epnepavis,
AT «TexHonoris», YkpaiHa TOB
“ANTpeng”, YkpaiHa; 3aminu | tuny -
3MiHKM 3 sikocTi. CepTudikat
BignosigHocTI/TE-cepTudpikar
BiZiNOBIAHOCTI €BPONENCHKIit
thapmakonei/mMmoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO
cepTtudpikaTa BignosigHocTi abo
BW/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei: gna Ad®l; ans
BUXiAHOTO
matepiany/peareHTy/npoMiXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS
y BUpOGHMLTBI ADI; ans
[L,OMOMDKHOT PeYOBUHU
(cepTtudhikaT BigNOBIAHOCTI
€Bponeiicbkii hapmakonei) -
HoBuii cepTudikar Big, HOBOro
BMPOGHMKA (3aMiHa abo
[IOMOBHEHHS) - NOAAHHS HOBOTO
cepTuagikaTa BignoBigHOCTI
€sponeiicbkiii hapmakonei CEP
Ne R1-CEP 2012-108-Rev 00 gns
A®I PusatpuntaHy 6eH3oar Bif
HoBOro BMpo6Hnka GLENMARK
LIFE SCIENCES LIMITED, India.
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MprBeaeHHs crnieumdikaii Ta
MEeTOAIB KOHTPOJIIO AKOCTi Ha
Aitody peyoBuHy PusatpuntaHy
6eH30aT B MaTepianax
peecTpauiiHoro A0Cbe BUPOGHUKA
'N3 ToBapucTBO 3 06MEXEHOID
BiANOBIAA/IbHICTIO
"papmMaueBTUYHa KOMNaHis
"300poB'a", YkpaiHa 3a
nokasH1kamu “3anvLiKoBa
KiNbKIiCTb OpraHivyHux
PO34YnHHYKIB", “1-(4-
lapasuHodeHin)-metnn-1,2,4-
Tpuasony gurigpoxnopug”, “N,N-
[vmeTtnn-4-amiHo- 6yTaHasib
Aietun auetans” o MaTepiasis
BMPOGHMKa cybCTaHLji
GLENMARK LIFE SCIENCES
LIMITED, India (3rigHo
npegcrasneHoro Hosoro CEP)

160.

PI3BAMITPEH

Tabnetkn no 10 mr; no 1
abo no 3 TabneTtkn y
6nictepi; no 1 6nictepy
Y KOpO6L,j 3 KApPTOHY

ToBapucTBO 3
06MEXEHOI0
BiANOBIAANIbHICTIO
"dbapmaLeBTnyHa
KomMaHis "3gopos'a”

Ykpaina

ToBapucTso 3
0bMexeHot
BiANOBIAANILHICTIO
"PapmaueBTnyHa
KomnaHis "3gopos'a”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHmx
Marepianis: yTOYHEHHS A0 Hakasy
MO3 Ykpainu Ne 2854 Big
10.12.2020 poky, wogo onucy
npoueaypu B NpoLeci BHECEHHS
3MiH. HeobxigHo - 3rifHO
eKcnepTHoro BucHoska AP [;
3MiHY | TRy - AgMiHICTpaTWBHI
3MiHW. BunyyeHHs BUpO6HMYOT
AiNbHULI (BKAOYAOYM AiNbHUL
ans A®l, npomikHOro NpoayKTy
a60 roToBOro Nikapcbkoro 3acooby,
OiNbHWL 418 NPOBEeAEHHS
nakyBaHHS, BUPOOHMKa,
BiANOBIAA/ILHOIO 3a BUNYCK Cepiid,
MicLie NPOBEAEHHS KOHTPO/IHO
cepii) abo nocTavanbHVKa
BMXIZHOrO MaTepiany, peareHTy
a60 AONOMIXKXHOT PevyoBUHU (SIKLLO
3a3HayeHo y OCbE) - BUSTYUYEHHS
3aTBEpPKEHOro BUPO6HMKa AdI
PusaTtpuntaHy 6eH3oaty Porus
Laboratories Pvt. Ltd., India 3
marepianis peecTpauiinHoro
[0CbE, Y 3B'A3KY 3 NPUMNUHEHHAM
nocrtadaHHsa A®| PusarpuntaHy
6eH30at faHuM BUPOOHUKOM. Ta,
AIK HACNIAOK, BUTYYEHO MOKA3HUKM
“Baxkki meTann” Ta “3anuiukosa

3a peyernmom

UA/14053/01/02
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

KINIbKICTb OpraHivyHMX PO34NHHKKIB”
3i cneumaikau,i i3 BignosigHUM
METO0M KOHTPOSII0 SKOCTI, Lo

KOHTPOJTIOETLCSA 3rigHO

HOPMAaTVBHMX AOKYMEHTIB AAaHOro

BMPOGHWKA; 3MiHW | TUMY - 3MiHKN 3

sKocTi. [oToBWIA Nikapcbkuii 3aci6.

Cuctema
KOHTelHep/3akynoptoBasibHUiA
3aci6. 3miHa nocTavasibHMKa
nakyBaslbHUX MaTepianis abo

KOMNEKTYHUMX (FKLLLO 3a3Ha4YeHO

B [OCbE) (3aMiHa abo foaBaHHs

nocravyasnbHvKa) - BHECEHHS 3MiH
[0 MaTepianiB peecTpauiiHoro

pocbe p. 3.2.P.7. Cuctema
KOHTeliHep/ 3aKynoproBasibHWi

3acib, a came [04aTKOBO [0
3aTBEPKEHNX NOCTAYASTbHYIKIB

NnepBMHHOrO nakyBaHHS (honbru
asNItoMiHIEBOT) BBOAWTLCA HOBWIA
noctavanbHuk TOB “AnTtpeng”,

YkpaiHa. Cneumdikayii Ta metoamn

KOHTPOJIIO AKOCTI IAEHTUYHI. FKICHI

ab0 KifbKiCHI 3MiHU cknagy
nakyBaslbHOro Matepiany BiACYTH.
3aTtBepmkeHo: BAT «Pycan

CasHan» Pocilicbka ®epnepavis,

AT «TexHonorisa», Ykpaiva,;
3anponoHosaHo: BAT «Pycan

CasiHan» Pocilicbka ®epnepavis,

AT «TexHonoris», YkpaiHa TOB

“ANTpeng”, YkpaiHa; 3aminu | tuny -
3MiHuM 3 sikocTi. CepTudikat
BignosigHocTI/TE-cepTudpikar
BiZiNOBIAHOCTI €BPONENCHKIit
thapmakonei/moHorpadii.

MopaHHA HOBOro abo OHOB/IEHOTO

cepTtudpikaTa BignosigHocTi abo

BW/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei: gna Ad®l; ans
BUXiAHOTO
matepiany/peareHTy/npoMiXHOro

NPOAYKTY, WO BUKOPUCTOBYHOTHCS

y BUpOGHMLTBI ADI; ana
[L,OMOMDKHOT PeYOBUHU
(cepTtudhikaT BigNOBIAHOCTI
€Bponeiicbkii dhapmakonei) -
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Ymosu

Howmep

n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Bionycky

peecmpayiliHo2o
nocsio4yeHHs

HoBuii cepTudikar Big HOBOro
BMPOGHMKa (3aMiHa abo
[IOMOBHEHHS) - NOAAHHSI HOBOTO
cepTudpikaTa BignoBiAHOCTI
€Bponelicbkiii hapmakonei CEP
Ne R1-CEP 2012-108-Rev 00 ans
A®| PuszatpunTtaHy 6eH30aT Bij,
HOoBOro BMpo6Hnka GLENMARK
LIFE SCIENCES LIMITED, India.
MprBeaeHHs crieumdikauii Ta
MEeTOAIB KOHTPOJIIO AKOCTi Ha
Ailouy peyoBuHy PusatpunTaHy
6eH30at B MaTepianax
peecTpauiiHoro A0cbe BUPOGHUKA
N3 ToBapucTBO 3 06MEXEHOID
BiANOBIAA/IbHICTIO
"papMaueBTUYHa KOMNaHis
"300poB'a", YkpaiHa 3a
nokasH1kamu “3anvLiKosa
KiNbKIiCTb OpraHivyHux
PO34YnHHYKIB", “1-(4-
lapasuHodeHin)-metnn-1,2,4-
Tpuasony gurigpoxnopug”, “N,N-
[vmeTtnn-4-amiHo- 6yTaHasib
Aietun auetans” o MaTepiasis

BMPOGHMKa cybeTaHLji
GLENMARK LIFE SCIENCES
LIMITED, India (3rigHo
npegcrasneHoro Hosoro CEP)

UA/17028/01/01

161.

POMIBAKAIHY
rAPOXIOPU],

KpucTaniyHWin NOpPoLLIOK
(cybcTaHuis) y
noABiliHMx
nonieTnIeHoBmx
naketax gns
chapmaLeBTUYHOro
3aCcTOCyBaHHSA

Ekcenna 'm6X eHg
Ko. KI

HimeyunHa

Ekcenna 'm6X eHg,
Ko. KI

HimeuunHa

BHECEHHS 3MiH 0 peecTpaLinHmx
mMarepianiB: yTOYHEHHS B Hakasi
MOS3 Ykpainu Ne 238 Bif
11.02.2021p. WOA0 HaNMCcaHHA
chopmm BUMYCKY: 3MiHWM | TRy -
3MiHU 3 sikocTi. A®I. Cuctema
KOHTeliHep/3aKynopoBabHuWit
3aci6 (iHWi 3MiHW) - 3MiHa
hopMy/IHOBaHHSA po3ainy
«YnakoBka» B MKA.
3anponoHoBaHo: MepBryHas
ynakoBka: BOliHble
NoNN3TUIEHOBbIE NaKeTbI.
BTopuuHas ynakoska:
aIlOMMHNEBbIE/NONNITUNEHOBbIE
KOMMO3WTHbIE NakeTbl C
OCYLUMTENAMM, B/IOKEHHbIE B
KapTOHHble 6apabaHbl

UA/18155/01/01

162.

CAriniAa

Tabnetkn no 1 mr no 10
TabneTtok y 6nicrepi, no

Megokemi IT/,

Kinp

[Nlenopbic
dapmacboTikasic

Kinp/

MopTyranis

BHECEHHS 3MiH 40 peecTpaLinHmx

MaTepianis: 3MiHK | TUMNY - 3MiHK

3a peyernmom
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3 a6o 10 6nicTepiB y
KapTOHHIA Kopoo6Li

NTA, Kinp
(BUPOBHMLTBO
roTOBOroO
nikapcbKoro 3acoby,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/Ib SKOCTI);
Ip6ecpap - IHgacTpia
dapmachbHoTika,
C.A., MopTtyranis
(BPOGHMLTBO
roTOBOro
niKkapcbKoro 3acoby,
nepBuHHE Ta
BTOPUHHE
nakyBaHHS,
KOHTPO/Ib AKOCTI);
Megokemi NTA
(3aBog AZ), Kinp
(nepBuHHe Ta
BTOPUHHE
nakyBaHHs1, BUNYCK
cepii); Cochapimekc -
IHpacTpia Kimika e
dapmachbioTika,
C.A., Moprtyranis
(nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/b SIKOCTi)

LoAo 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBNEHHS
TEKCTYy MapKyBaHHS ynakoBKu/
NiKapCbKOro 3acoby 3 BHECEHHAM
iHbopmauii Wwoao 3a3HaYeHHs
OAVHMLb BUMIPIOBaHHSA Y cUCTEMI
Sl. BBeEeHHS 3MiH NpOTArom 3-x
MicALiB nicna 3aTBepAKeHHs

163.

CANbBYTAMOI/1-
IHTENI

iHranayia nig TMckom,
cycneHnsisi, 100 mkr/go3a
no 200 pos (10 mn) B
a/1lOMiHIEBOMY Gas1oHi;
no 1 6as0Hy 3
NAacTUKoBUM
afanTepoMm Ta KpULLIKOK
Y KapTOHHIl kopoobLi

3AT "IHTEN
FEHEPVKC HOPA"

NutBa

NabopaTtopio
Anbpo-tOHioH, C.J1.

IcnaHis

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnsgy - BHECEHHS 3MiH
00 po3giny “MapkyBaHHs” MKA

n3”:

3anponoHoBaHo: Mapkuposka. B
COOTBETCTBUU C YTBEPXKAEHHBIM

TEKCTOM MapKupoBKN. OHOB/IEHHS

TEKCTY MapKyBaHHS ynakoBKm

NiKapcbKoro 3acoby 3 BHECEHHSM

iHchopmawii Lwoao 3a3HaveHHs

OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. Ha BTOpWHHIli ynakosLi y n.7

"IHLI OCOBNUBI
3ACTEPEXXEHHSA" Ta nepBuHHili
ynakosui .6 "IHWE" 3amiHa
opasn "He mMicTUTb hpeoHy" Ha

3a peyenmom

UA/8338/01/01
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
dhpasy "He mictutb
030HOPYIAHIBHNX PEYOBUH".
BBefieHHs1 3MiH NpoTArom 6-Tu
MicAILiB Nic/a 3aTBepAKEHHs!
164. | CAH®YP - 750 NOPOLLOK A1 PO3UNHY CeHc Jlabopartopic IHais CeHc J/labopaTtopic IHAis BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/17158/01/01
AN iH ekuin no 750 wmr, Met. /114, MeT. 14, marepianis: 3miHu | Tuny - 3miHn
1 do1akoH 3 MOPOLLKOM Y Loao 6e3nekn/edeKTMBHOCTI Ta
KapTOHHI ynakoBLi thapmakoHarnagy (iHLwi 3miHu) -
OHOB/EHHSI TEKCTY MapKyBaHHS
yMakoBKM NikapcbKoro 3acoby 3
BHECEHHSM iHdhopMauii Wwoao
3a3Ha4YeHHs 0AnHWLb
BVMIipIOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH [0 po3ainy
«MapkyBaHHA» MKA N13:
3aTBepaxeHo: BignosigHo oo
3aTBEPLKEHOr0 TEKCTY
MapKyBaHHS1, L0 A0AAETbCS.
3anponoHoBaHo: BignosigHo o
3aTBEPLKEHOr0 TEKCTY
MapKyBaHHs. TepMiH BBEAEHHS
3MiH MpOTAroM 6 MicAuiB nicns
3aTBEPAKEHHS.
165. | CNIN30OH® TabneTku, BKPUTI KPKA, a.4., Hoso CnoBeHis BMPOGHMLTBO "in CnoBeHis BHECEHHS 3MiH 40 peecTpaLinHmx Ne 10 — 6e3 UA/17627/01/01
NAiBKOBOK 000I0HKOMO, MecTo bulk", nepBuHHe Ta mMartepianis: 3MiHu | TUNy - 3MiHK 3 peyenma; Ne
no 15 mr no 10 Ta6netok BTOPVIHHE siKocTi. FoToBwWIA Nnikapcbkuii 3aci6. | 20, Ne 30 — 3a
y 6nictepi no 1, no 2 nakyBaHHs, CrabinbHicTb. 3MiHa y TepMiHax peyenmom
abo no 3 6nictepu B KOHTPO/b Ta BUMYCK npuaaTHoOCTi abo ymoBax
KapTOHHIA Kopoo6Li cepi: 36epiraHHsa roToBOro JliKapCbKOro
KPKA, 4.4., Hoso 3ac006y (36ibLUEeHHS TEPMiHY
mecTo, CrioBeHis; NpUAATHOCTI TOTOBOrO NiKapCbKOro
KOHTPO/Ib cepil 3aco6y) - [1na ToproBoi ynakoBku
(Tinbkn dpisnuHi Ta (nigTBEPAXYETLCA AaHUMN
XiMiYHi meToau peasbHOro yacy). 36inbLIeHHs
KOHTPO/H0): TepMiHy NpuAaTHOCTI FOTOBOro
KPKA, g.4., Hoso nikapcbKoro 3acoby.
mMecTo, CrnoBeHis 3aTtBepmkeHo: TepmiH
NPUAATHOCTI. 2 POKK.
3anponoHoBaHo: TepMiH
npuaaTHocTi. 3 poku. BeeaeHHs
3MiH NPOTAroMm 6-Tu MicAuiB nicns
3aTBEPMAKEHHS.
166. | CMEKTANIA® CyCneH3sisi opaibHa, 3 T; INCEH ®paHuin Boduyp InceH ®paHuis BHECEHHS 3MiH 0 peecTpaviinHmx 6e3 peyenma UA/16696/01/01
no 10,27 r cycneHsii KOHCbIOMEP IHAYyCTpi, ®paHLis marepianis: 3MiHu | TUMY - 3MiHK
OpasIbHOI B NaKETHKY; MO XENICKEA, (Bnpo6HuuTBO, Lof0 6e3nekn/edekTMBHOCTI Ta
12 nakeTukiB y aKLioHepHe nepBuHHe Ta chapmakoHarnsgy - BHECEHHS 3MiH
KapTOHHiiA KOpo6Li TOBapuCTBO BTOPVHHE 00 po3giny «MapkysaHHs» MKA
CMPOLLEHOro Tuny nakyBaHHs, ns:

KOHTPO/b SIKOCTI,

3anponoHoBaHo: MapKyBaHHS.
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BUMYyCK cepii Ta 3rifiHO 3aTBEPLKEHOTO TEKCTY
36epiraHHs); MapKyBaHHS. 3aTBepKeHHs
dapmaric, PpaHuisa aNbTepPHAaTUBHOIO TEKCTY
(BupobHuuTBO, MapKyBaHHS1 YNakoBKW J1ikapCbKOro
nepBuHHe Ta 3aco0y i3 3a3HaYeHHAM
BTOPWHHE MiKHapPOAHUX NO3HAYEHb OAUHULB
nakyBaHHS, BUMiptOBaHHSA. BBefeHHS 3MiH
KOHTPO/b AKOCTI, NpPOTAroM 6-Tu MicAuiB nicns
BUMNYCK cepil Ta 3aTBepPKEHHA
36epiraHHs)
167. | CMO®AINIAL 20 % emynbCis Ans iHys3iid; ®pe3seHiyc Kabi HimeuyunHa ®peseHiyc Kabi ABCTpist BHECEHHS 3MiH j0 peecTpaLiinHmx 3a peyenmom UA/13846/01/01
no 100 mn, a6o no 250 [onunang MrmeX AscTpia F'm6X marepianis: 3miHu | TMny - 3MiHu 3
M, abo no 500 mn y sKocTi. [oToBwWIA Nikapcbkuii 3aci6.
donakoHi Cuctema
KOHTeliHep/3aKkynopoBasbHuWi
3aci6. 3MiHa po3mipy ynakoBku
roTOBOro Nikapcbkoro 3acoby
(BMlyYEHHS yNaKOBKW NEBHOTO
po3mipy). BHeceHHsi 3miH g0 p.
«¥YnakoBka» MKA 113, y 3B8’A3Ky 3
YTOUYHEHHSIM (DOPMY/IHOBAHHS
KOMMN/IEKTHOCTi NaKyBasIbHOro
marepiany nikapcbkoro 3acoby,
LLIO0 He KOHTaKTYye 6e3nocepeHbo
3 NliKapCbKVM 3aC060M BXe
3aTBEPMAKEHNX YNAKOBOK. 3MiHU
BHECEHO B IHCTPYKL,il0 AN1A
MeANYHOro 3aCTOCYBaHHS
niKkapcbKoro 3acoby y p.
"Ynakoska'". BBefeHHs 3MiH
npoTArom 6-Tn MicAUiB nmicns
3aTBEPAKEHHS.
168. | CONMY-KOPTE® MOPOLLIOK A1 PO3UMHY N®ANIEP IHK. CLUA Mdpaiizep Benbris BHECEHHS 3MiH 0 peecTpaLliiHux | 3a peyenmom UA/9873/01/01
Ans iH'ekuii no 100 mr, 1 MeHtodhekyypuHr marepianis: 3MiHU | TUMY - 3MiHK
Benbris HB ofo 6esnekn/edpekTMBHOCTI Ta

h/1aKoOH 3 MOPOLLUKOM Y
KapTOHHI kopobuj; 25
hNakoHiB 3 MOPOLLKOM Y
nigaoHi aAns
TpaHcnopTyBaHHs (6e3
BTOPVHHOI YNakoBKN)

hapmakoHarnsgy. BeegeHHs abo
3MiHV [0 Y3arasibHEHUX JaHuX rnpo
cuctemy thapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTemy thapmakoHarnsagy,
3MiHa YNOBHOBaXEHOT 0cobH,
BiANOBIAA/IbHOI 3a 3AiICHEHHS
hapmMakoHarnagy; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANS 34IACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BifiMiHHa Bif, YNOBHOBaXeHOI
ocobu, BiANOBIAA/IbHOI 3a
3fiicHeHHs1 chapmakoHarnsagy
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n/n

Hasga snikapcbko20

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

(BK/IHOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
MacTep-caiina cuctemu
thapmakoHarnsgy) - 3miHa
YMNOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBiAAIbHOT 3a 34iiCHEHHS
thapmakoHarnsgy: MponoHosBaHa
pepakuis: bap6apa e BepHapai/
Barbara De Bernardi. 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI
0cobu 3asiBHUKa, BiANOBIA&/IbHOT
3a 3fiicHeHHs dhapmakoHarnsay

169.

COCHW BPYHbKIN

6pyHbKM, Mo 50 r abo no
100 r y naykax 3
BHYTPILLHIM NakeTom

MpAT
dapmaueBTUyYHa
habpuka "Biona"

YKpaiHa

MpAT
dapmaueBTMyHa
habpuka "Biona"

YkpaiHa

BHECEHHS 3MiH 40 peecTpavinHmx
marepianis: 3MiHu | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta

thapmakoHarnsay - 3MiH1 BHECEHI

B TEKCT MapKyBaHHS yNakoBOK
nikapcbkoro 3acoby (n.17) woao
HaHeCceHHA TOProBoi Mapku

6e3 peyenma

UA/2268/01/01

170.

COTANON
CAH03®

Tabnetku no 40 mr; no
10 Tabnetok y 6nicTepi;
no 5 6nictepiB y
KapTOHHI kopobLji abo
no 25 TabneTok y
6nicTepi; no 2 6nictepn
Y KapTOHHIli kopobLi

CaHpo3
dapmacbioTikan3
a.a.

CnoBeHis

Canwtac dapma
'm6X, HimeyunHa
(BMpPOGHMLTBO 3a
NMOBHUM LK/IOM)

HimeuunHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3mMiHu |l TUMY - 3MiHK 3
sKocTi. FoToBWIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO NiKapCbKoro
3acoby. 3viHa napaveTpis
cneuudikauin Ta/abo gonycTummx
MeX roTOBOr0 JlikapCbKOro 3acoby
(3miHa 3HaxoguTbCA nosa
3aTBEPAKEHNMUN JONYCTUMUMM
Mexamu cneumdikadiii) - 3miHa
A0MNYCTUMUX MEX BUCOTU
Tabnetku y cneuudikadii npu
BUMYCKY Ta 415 TEPMiHY
NPWAATHOCTI TOTOBOTO JTiKAPCbKOro
3acoby 3 2,8-3,0 Mmm Ha 2,5-2,9
MM; 3MiHW Il TMRY - 3MiHK 3 AKOCTI.
"OTOBUIA NiKAPCLKMIA 3aCi6. 3MiHK
Y BUPOGHULTBI. 3MiHN
BMNPO6YBaHb abo A0NYCTUMUX
MeX, BCTAHOB/IEHNX Y
crneundikayisx, nig vyac
BMPOGHWLTBA FOTOBOrO
nikapcbKoro 3acoby (po3LwvpeHHs
3aTBEPMKEHNX AOMYCTUMUX MEX
0151 NOKA3HUKIB, SIKi MOXYTb MaTu
iCTOTHWI1 BN/IB Ha 3arasibHy
AKICTb TOTOBOTO J1iKapPCbKOro
3aco06y) - PO3LUMPEHHS MEX
cneumdikauii B mpoueci

3a peyenmom

UA/4449/01/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BMPOOHWLTBA FOTOBOTO
nikapcbKoro 3acoby ans BUCOTH
Tabnetkn 3 2,8-3,0 mm Ha 2,5-2,9
MM

171.

CNASMA/TTOH®

PO34UH A8 iH'EKL no 2
M1 abo 5 mn B amnyni;
no 5 a6o 10 amnyn y
6nictepi; no 1 6nictepy
B KQPTOHHIN nayui

AT "Coghapma”

Bonrapis

AT "Codhapma”

Bonrapis

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TURY -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs1 Ta/abo agpecu
3asBHMKa (BNacHvka
peecTpaL,iiHOro NocBigYeHHs) -
3MiHa HaliMeHyBaHHS Ta agpecu
3asBHMKa aHININCbKO MOBOID;
3MiHM | TRy - AgMiHICTpaTWBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micusa
NPOBaKEHHS AiNIbHOCTI
BUPOGHMKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKOYaum
AinbHULI BUNYCKy cepii abo micue
npoBeAeHHS KOHTPOO AKOCTI.
(@isnbHiCTb, 3a AKy Bignosigae
BMPOGHUK/iMNIOpPTEp, BK/IKOYAKO4M
BUWMYCK Cepiii) - 3MiHa HanucaHHs
HallMeHyBaHHS Ta agpecu micus
NPOBaKEHHS AiNIbHOCTI
BMPOGHMKa 13 aHrNiicbKo
MOBOI0, 6€3 3MiHM MicLA
BMPOGHULTBA

3a peyenmom

UA/3531/01/01

172.

CNACKYNPENb

PO34UH A5 iH'EKLA; NO
1,1 mn B amnyni; no 5
amnyn y KOHTYPHIi
YapyHKOBIli ynakoBLj; no
1, abo no 2, a6o no 20
KOHTYPHUX YapyHKOBUX
yNakoBOK y KOpo6L;i 3
KapToHYy

Bionoriwe
Xalinbmitrens
Xeenb M'm6X

Himeyunna

Bionoriwe
XalinbmitTens
Xeenb M'M6X

HimeuunHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3miHu | Tuny - 3miHa y
cneundikavii 4na BUXigHoro
martepiany Magnesium
phosphoricum, 30kpema: 3amiHa
MoHorpadii DAB Ha MoHorpadito
EP. 3anponoHoBaHo:
«Specification according to Ph.
Eur. Monograph»; 3miHu | Tuny -
3MiHa y cneuudpikauii ans
MaTpUYHOI HAaCToMKM Amanita
muscaria, 30Kpema: 3amiHa
MOHOrpadii KoMnaHii Ha
MoHorpadito HAB.
3anponoHoBaHo: "Specification
according to HAB monograph";
3MiHM | Tuny - 3miHa y
cneundikavii 4na BUXigHoro
mMaTepiany Amanita muscaria,
30Kpema: 3aMiHa MoHorpadii

3a peyenmom

UA/11194/01/01
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KomnaHii Ha moHorpadito HAB.
3aTBepmxaeHo: "Specification
according to company own
monograph”. 3anponoHoBaHo:
"Specification according to HAB
monograph”
173. | CTAMAPUN MOPOLLIOK AJ151 CyCneH3il CaHodpi MacTep ®paHLis CAHO®I BIHTPOI PpaHuis/ BHECEHHS 3MiH 0 peecTpauliiHux | 3a peyernmom UA/16354/01/01
BAKUUHA And ONs iH'EKUA, He MeHLLe IHOACTPIA, YropwumHa martepianis: 3MmiHu | Tuny -
NMPODITAKTUKN Hi>k 1000 MO/go3a, no 1 ®paHuia (NoBHWMIA OHOBJIEHHS ONWCY BUPOGHNYOro
YXOBTOI [03i y donakoHi Ta LMK BUPOBOHNLTBA, npouecy npv BUTOTOB/IEHHI
NNXOMAHKHU PO3UYMHHUK (HaTpito nepBuHHE roToOBOro Nikapcbkoro 3acoby aAns
(KNBA xsiopug, sofa ans nakyBaHHs, npuseaeHHs inpopmauii y
ATEHYNOBAHA) iH'exuiid) no 0,5 mny KOHTPO/Ib SKOCTI BiANOBIAHICTb A0 BUPOGHMYOT
nonepeaHLo PO3YMHHVIKA); NpakTVKK: - 3MiHa gjianasoHy pH 3

3aMoBHEHOMY LIMPULY 3
NPVIKPIN/IEHOO TONKOI;
no 1 cpnakony 3
nopotukom Ta 1
nonepeaHL0
3anoBHEHOMY LUMPULLY 3
MPUKPINIEHOIO FONKOI0 B
KapTOHHI kopo6uj; no 1
ch/1aKkoHy 3 NMOPOLLKOM
Ta 1 nonepefHLO
3anoBHEHOMY LUMPULLY 3
NPYIKPINIEHOO TONKOI B
CTaHA4apTHO-EKCMOPTHIl
yMaKkoBLji, fika MICTUTbCS
Y KapTOHHIl1 kopobL,i 3
iHCTpYKUieto ans
MeANYHOro
3acTocyBaHHs; - no 1
[03i y donakoHi Ta
PO3YUHHVIK (HaTpito
xnopwva, Boga ans
iH'ekuii) no 0,5 mny
nonepeaHL0
3anoBHEHOMY LUMPULLY 3
ofHieto abo gsoma
OKpPemMVMU rofikamu; no
1 cdhnakoHy 3 NOPOLLKOM
Ta 1 nonepefHLO
3anoBHEHOMY LUMPULLY 3
1 abo 2 okpemumu
ronkamn y 6nictepi B
KapTOHHI kopo6uj; - Mo
1 no3i y dhnakoHi Ta
PO3YMHHKK (HaTPpito

CaHodpi MNactep,
®paHLia (nepBrHHE
Ta BTOpWHE
nakyBaHHS,
KOHTPO/b SIKOCTI,
BUNYCK cepil;
NOBHWI LMK
BMPOGHMLTBA,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/b SKOCTi Ta
BMMYCK cepil
PO3YUHHNKA);
CaHodpi MNactep,
®paHuia (NoBHWIA
LMK BUPOBHULTBA,
3anoBHeHHs,
niocpinizauis,
nepBuHHe Ta
BTOPVHE NaKyBaHHS,
KOHTPO/b SIKOCTI,
BWMNYCK Cepil;
NOBHUIA LMK
BMPOGHMLTBA,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/1b SIKOCTi Ta
BMNYyCK cepii
PO3YMHHNIKA);
CaHodi-ABEHTIC
Mpaiisit Ko. N1T4,,
Mnatcopma

7.30+£0.05 Ha 7.2-7.4 npn
niAroToBLji cTabinisy4oro
cepefoBuLLa, sike
BUKOPWCTOBYETLCA Npu
BMpo6HMLTBI Final Bulk Product; -
3MiHa po3mipy nop ¢inbTpy 3 0.2
UT Ha 0.22 pT, Wwo
BUKOPVCTOBYETLCA Nif, Yac
BUpo6HMUTBa Final Bulk Product;
3MiHK | TUNY - NPUBELEHHS
cneuudikaLii NepBMHHOI YNakoBKu
roToBOro NikapcbKoro 3acoby Ao
BMMOr moHorpacii Ph. Eur. 3.2.1 -
[0faBaHHA BUNPOGyBaHHS Arsenic
test
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

xnopwg, soga ans
iH'ekuiid) no 0,5 mny
nonepegHL0
3anoBHEHOMY LUMPULLY 3
ofHieto abo ABoma
OKpeEMUMU rosikamu; no
1 donakoHy 3 NOPOLLKOM
Ta 1 nonepegHsL0
3aMoBHEHOMY LINpULY 3
1 abo 2 okpeMumu
ronkamu y énictepi B
CTaHapTHO-EeKCMOPTHIl
yMakoBLji, fika MICTUTbCS
Y KapTOHHIl1 kopobu,i 3
IHCTpYKUieto aAns
MeANYHOro
3aCTOCyBaHHS.
MapkyBaHHs
YKpPaiHCbKOI0 MOBOW0. MO
1 no3i y donakoHi Ta
PO3UYMHHVIK (HaTPitO
xnopwvg, soga ans
iH'ekuiid) no 0,5 mny
nonepegHL0
3anoBHEHOMY LUMPULLY 3
NPVIKPINIEHOIO TONKOHO;
no 1 donakony 3
nopowkom Ta 1
nonepeaHLo
3aMoBHEHOMY LINpULY 3
MPVIKPIN/IEHOO TONKOIO B
KapTOHHI Kopoo6ui 3i
CTMKEPOM YKPaiHCbKOIO
MOBOIO; Mo 1 fo3iy
hNakoHi Ta PO3UMHHUK
(natpito xnopug, Boga
Ans iH'ekyin) mo 0,5 mny
nonepeaHLo
3aMoBHEHOMY LINpULY 3
ofHieto abo gsomMa
OKpPemMVMU rofikamu; no
1 chnakoHy 3 NOpPOLLKOM
Ta 1 nonepegHbLo
3anoBHEHOMY LLUMPULY 3
1 a6o 2 okpemumu
ronikamu y 6nictepi B
KapTOHHI Kopoo6Lli

NoricTuKM Ta
ancTpubyuii y m.
Byaanewr,
YropwmHa
(BTOpPUHHE
nakyBaHHs1, BUNYCK
cepii)

174.

CYNbMNEPA3OH®

NMOPOLLIOK AJ151 PO3UMHY
ons iH'ekuin no 500

M®ANIEP IHK.

CLUA

Mdpaiizep
dapmacbioTikan

KuTaii/
ITanis

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3MiHK | TUMy - 3MiHK

3a peyenmom

UA/3754/01/01
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
mr/500 mr, no 1 r (500 NimiTeq , Kutai LoAo 6e3nekn/edeKTMBHOCTI Ta
Mr/500 Mr) NopoLUKy y (BUPOBHMLTBO thapmakoHarnagy. BeegeHHs a6o
chnakoHi; no 1, abo no 5, CTEPUIIBHOT CyMiLLli 3MiHW [0 y3arasibHEHUX AaHuX npo
a6o no 10 chnakoHiB y uedonepasoHy cuctemy chapmakoHarnsgy
KapTOHHIA Kopoo6Li HaTpito Ta (BBELEHHSA y3araslbHEHNX AaHnX
cynbbakTamy npo cucTemy chapmakoHarnsgy,
HaTpilo); Xaynt 3MiHa yNOBHOB&XeHOI 0cobu,
$apma fatiHa BiANOBIAA/IbHOI 3a 3AiICHEHHS
C.p.n., Itanis hapMakoHarnaay; KOHTaKTHOI
(BMPOGHMLTBO ocobu 3 hapmakoHarnagy
(HanoBHeHHs 3aABHUKa 419 34iACHEHHS
hnakoHiB Ta hapmakoHarnsagy B YkpaiHi, Ko
ynakoBKa), KOHTPO/b BOHa BiIMiHHA Bif, yNTOBHOB&XXEHOI
SAKOCTi Ta BMMNYyCK ocobw, BiANoBiAa/IbHOT 3a
cepii) 3pjiicCHeHHs chapmakoHarnagy
(BK/IHOYAKOYUM KOHTAKTHI AaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
MacTep-caiina cuctemu
thapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHYKA,
BiNOBiAAIbHOT 3a 34iiCHEHHS
thapmakoHarnsgy: MponoHosBaHa
pepakuis: bap6apa e BepHapai/
Barbara De Bernardi. 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI
0cobu 3asiBHUKa, BiANOBIA&/IbHOT
3a 3fjiicHeHHs hapmakoHarnsgy
175. | CYNbMEPA30OH® MOPOLLIOK A1 PO3UMHY MN®ANIEP IHK. CLIA Mdpaiizep Kuraid/ BHECEHHS 3MiH 0 peecTpauiiiHux | 3a peyernmom UA/3754/01/02
Ans iH'ekuii no 1000 dapmachbioTikan ITania marepianis: 3MiHu | TUNY - 3MiHK

Mr/1000 mr, no 2 r (1000
Mr/1000 Mr) NOpOLLKY Y
dhnakoHi; no 1, abo no 5,
a6o no 10 chnakoHis y
KapTOHHIA KopooLi

Niviteq , Kutaii
(BMpPOGHMLTBO
CTEepPW/IbHOT CyMiLLli
uedonepasoHy
HaTpilo Ta
cynbbakTamy
HaTpilo); Xaynt
dapwma JlaTiHa
C.p.n., Itanis
(BPO6GHMLTBO
(HanoBHEeHHs
donakoHiB Ta
ynakoBka), KOHTPO/b
AKOCTI Ta BUMYCK
cepir)

LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHNX AaHnX Npo

cuctemy thapmakoHarnagy

(BBEAEHHSA y3araslbHEHNX AaHUX

npo cucTemy dhapmakoHarnsgy,

3MiHa yNOBHOB&XeHOi 0cobu,

BiANoBiAa/IbHOI 3a 34jACHEHHSI

hapMakoHarnaay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iCHEeHHS
thapmakoHarnsgy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNTOBHOB&XEHOI
ocobw, BignoBiAa/IbHOI 3a
3[jiCHEeHHS1 hapMakoHarnagy
(BKNHOYAKOYUN KOHTaKTHI AaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
YMOBHOB&XeHOT 0CObM 3as1BHMKA,
BiANOBIAA/IbHOI 3a 3AiiCHEHHS
thapmakoHarnsgy: NponoHosaHa
pepakuis: bapbapa [le BepHapgi/
Barbara De Bernardi. 3miHa
KOHTaKTHUX AaHUX YrOBHOBaXKEHOT
0co6u 3asiBHMKA, BiAMNOBIAA/IbHOT
3a 3gjlicHeHHsa hapmakoHarnsay
176. | CynbniPUA -3H PO34nH AN4 iH'eKLii, 50 TOB "XapkiBcbke Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH 40 peecTpaLinHmx 3a peyenmom UA/11476/02/01
Mr/MA, Mo 2 M B thapmaueBTUYHe BMPOGHMLTBA, Marepianis: 3miHu | Tuny -
amnyni; no 10 amnyn y nigNpPUEMCTBO KOHTPO/b AKOCTI, AAMIHICTpaTMBHI 3MiHW. 3MiHa
Kopo6Li; no 2 Mn B "3p0pos.'s Hapoay" BWNYCK cepil: HalilmeHyBaHHs Ta/abo agpecu
amnyni; no 5 amnyn'y ToBapucTBO 3 MiCLil NPOBaKEHHS AiS/IbHOCTI
6nicTepi; no 2 6nictepu 06MeXeHo BUPOGHMKa/iMnopTepa rotoBoro
y KOpoo6Lj; o 2 Mn B BiANOBIAA/ILHICTIO NiKapcbKoro 3acoby, BKIOYaum
amnyrni; no 10 amnyn y "XapkiBcbke AinbHULI BUNYyCKy cepii abo micue
6nictepi; no 1 6nictepy hapmaLeBTUYHE nNpoBeAeHHS KOHTPOJSIKO AKOCTI.
y kopo6ui niANPMEMCTBO (@isnbHiCTb, 3a AKy Bignosigae
"3p0poB's Hapoay" BMPOGHUWK/iMNOpPTEp, BK/IKOYAKOUM
YkpaiHa; BUMYCK Cepiii) 3MiHa
BCi cTagii HallMeHyBaHHS Ta agpecu micus
BMPOGHMLTBA, NPOBaKEHHS AiNbHOCTI
KOHTPO/Ib SIKOCTI: BMpo6HUka N3 ToBapucTeo 3
ToBapucTso 3 06MEXEHOI0 BifNOBIAABHICTIO
0bMexeHoto "XapkiBcbke thapmaveBTUYHE
BiANOBIAANILHICTIO nignprueMcTBo "340p0B'A Hapoay",
«dapmaveBThyHa 6e3 3MiHn Micua BUPOGHMLTBA:
KOMnNaHis BBegeHHs1 3MiH npoTsarom 6-Tu
"3p0poB'a", MiCAILiB NicNs 3aTBEPKEHHS.
YkpaiHa
177. | CYIb®OKAM®OK pO3uMH s iH'ekuiin, 100 MpAT YkpaiHa MpAT " YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/7392/01/01
AIH-AAPHUUA Mr/mn, no 2 Mmn B "apmaueBTnyHa $apmaueBTUYHA martepianis: 3mMiHu | TUny -

amnyni; no 5 amnyn y
KOHTYPHIli YapyHKOBIi1
YNakoBLii; MO 2 KOHTYPHI
YapyHKOBI yNakoBK/ B
nauu,i

ipma "OapHuus”

ipma "JapHuus”

aAMIHICTPaTUBHI 3MiHW.
BunyyeHHss BUPOGHMYOT finbHNL
(Brovatoum ginbHuLi ansa Adl,
NPOMIXHOro NPoAyKTy abo
rOTOBOTO JliKapCbKOro 3acoby,
LinbHUU 015 NPOBeAeHHS
nakyBaHHs1, BUPOOHMKa,
BiANOBIAA/ILHOrO 3a BUNYCK Cepii,
MicLie NPOBEeAEHHSI KOHTPO/I0
cepii) abo noctavasibHUKa
BMXIAHOrO MaTepiany, peareHTy
ab0 AONOMIXHOT PevyoBUHU (SIKLLO
3a3HaYeHO Y OCLE) - BUTYUYEHHS
BMpo6HUKa APl HoBokaiHy ocHoBa
AT «OpraHika», Pocilicbka
Pepepauis. 3anponoHosaHo: TOB
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
«PAPMXIM», YkpaiHa
178. | CYPBAHTA cycneHsisa gns E66BI LLiBeiiuapis E66BI IHK. CWA BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/11404/01/01
iHTpaTpaxeasbHOro BiochapmacbioTikan3 mMarepianis: BUNpPaBfeHO TEXHIUHY
BBeEHHS Mo 25 mMr/mn v6X NMOMWJ/IKY B TEKCTi MapKyBaHHs
no 4 mn abo 8 Mny BTOPUHHOI ynakoBku J13.
CKNSIHOMY dh/1akoHi; no 1 3ATBEP)XKEHO: 16.
h1aKoHY B KapTOHHii IHOOPMALLIA, AKA
KOpo6Li HAHOCUTbLCA WPNSTOM
BPAIS CypBaHTa.
3AMNPOMNOHOBAHO: 16.
IHPOPMALIA, AKA
HAHOCUTLCA WPNPTOM
BPANNA --
179. | CYP®AKTAHT-Mb cycneHsisa gns M.BioTek flimiTeq Benvka BNEC KaHnapa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyenmom UA/15565/01/01
iHTpaTpaxeasibHOro BpuTanis BIOYEMIKAJIC IHK marepianis: 3MiHu | TUMY - 3MiHK
BBeEHHS, 27 Mr/mM; no Lwoao 6e3nekn/edeKTMBHOCTI Ta
3 mn abo no 4 mn, abo 5 hapmakoHarnagy - OHOB/IEHHS
My dhnakoHi; no 1 TEKCTY MapKyBaHHS YNakoBKu
chnakoHy y nauui 3 NiKapCcbKoro 3acoby 3 BHECEHHAM
KapToHy iHcbopmauii WwoA0 3a3HaYeHHs
OAVHWLb BUMIPIOBAHHS Y CUCTEMI
Sl. BHeceHHs 3MiH 0 po3ainy
«MapkyBaHHs» MKA /13;
3anponoHoBaHo: [1151 rotoBOro
nikapcbKoro 3acoby:
MAPKYBAHHSA 3rigHo
3aTBEPLKEHOr0 TEKCTY
MapKyBaHHSI.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicsILiB Nicns 3aTBepAKEHHS
180. | CYTEHT Kancynu no 12,5 mr; no MOAN3EP IHK. CWA Mdpaiizep ITanis ITanis BHECEHHS 3MiH 0 peecTpavinHmx 3a peyernmom UA/7785/01/01

7 kancyn y 6nictepi; no
4 6nicTepN y KapPTOHHIN
KopooLi

C.p.n.

marepianis: 3MiHu | TUMY - 3MiHK
Lof0 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHUX AaHnX Npo
cuctemy hapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXEHOT 0CcO6H,
BiANOBIAA/IbHOI 3a 3AiiCHEHHS
thapmakoHarnamy; KOHTakTHoOl
0co6u 3 hapmakoHarnsgy
3aABHUKa 419 34iACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiMiHHA Big, yNOBHOBa)XEHOI
ocobu, BiANOBIAa/IbHOI 3a
3pjiicHeHHs chapmakoHarnagy
(BK/IHOYAKOYM KOHTAKTHI AaHi)
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CObM 3as1BHMKA,
BiANOBIAA/IbHOI 3a 3AiICHEHHS
thapmakoHarnsgy: NponoHosaHa
pepakuis: bapbapa [le BepHapg,i/
Barbara De Bernardi. 3miHa
KOHTaKTHUX AaHUX YyrOBHOBaXKEHOT
0co6u 3asiBHMKA, BiAMNOBIAA/IbHOT
3a 34jiicHeHHsA hapmakoHarnsay

181.

CYTEHT

Kancynu no 25 mr; no 7
Kancyn y 6nictepi; no 4
6nicTepun y KapTOHHiIl
Kopoo6Li

MN®ANIEP IHK.

CLUA

Mdpaizep ITanisa
C.p.n.

ITanis

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
ofo 6e3snekn/edekTMBHOCTI Ta
hapmakoHarnsagy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy hapmakoHarnagy
(BBEAEHHS y3arasIbHEHNX AaHUX
npo cucTemy dpapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIA&/IbHOI 3a 3AiICHEHHS
thapmakoHarnsay; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 34IACHEHHSA
thapmakoHarnagy B YkpaiHi, AKLo
BOHa BiZiMiHHa Bif, YNOBHOBaXeHOI
ocobu, BiANOBIAA/IbHOI 3a
3[jiCHEeHHs1 hapmakoHariagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cuctemun
thapmakoHarnagy) - 3amiHa
YMOBHOB&XEHOT 0COOM 3as1BHMKA,
BigNoBiAa/IbHOI 3a 34jACHEHHSI
chapmakoHarnsgy: MponoHoBaHa
pepakuis: bapbapa [le BepHapgi/
Barbara De Bernardi. 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI
0cobu 3asBHWKa, BiANOBIAAbHOI
3a 3filicHeHHs1 hapMakoHarisgy

3a peyernmom

UA/7785/01/02

182.

CYTEHT

Kancynu no 50 mr; no 7
Kancyn y énictepi; no 4
6nicTepun y KapTOHHIl
KopoobLi

MN®ANIEP IHK.

CWA

Mdpaiizep ITanis
C.p.n.

ITanisa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Lwoao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BeeneHHs a6o

3MiHV [0 y3araslbHEHUX AaHuX Mpo

cuctemy thapmakoHarnsagy
(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cuctemy chapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0Co6MU,

3a peyenmom

UA/7785/01/03
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BiANoBiAa/IbHOI 3a 3[jACHEHHSI
hapmMakoHarnagy; KOHTakTHOI
0cobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iNCHEeHHS
hapmakoHarnagy B YKpaiHi, AKLLo
BOHa BifIMiHHA Bif, yNTOBHOB&XEHOI
ocobw, BignoBiAa/IbHOI 3a
3[jiCHEeHHS1 hapMakoHarnagy
(BKNHOYAKOYUN KOHTAKTHI AaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CO6M 3as1BHMKA,
BiANOBIAA/IbHOI 3a 3AiICHEHHS
thapmakoHarnsgy: NponoHosaHa
pepakuis: bapbapa [le BepHapgi/
Barbara De Bernardi. 3miHa
KOHTaKTHUX AaHUX YNOBHOBaXKEHOT
0co6u 3asiBHMKA, BiAMNOBIAA/IbHOT
3a 34jlicHeHHsA hapmakoHarnsay

183.

CYTEHT

kancynu no 37,5 mr; no
7 kancyn y 6nictepi; no
4 6nicTepun y KapTOHHIi
Kopoo6Li

M®ANIEP IHK.

CLUA

Mdpaizep ITanisa
C.p.n.

ITanis

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
ofo 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy hapmakoHarnagy
(BBEAEHHS y3arasIbHEHVX AaHUX
npo cucTemy dpapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIA&/IbHOI 3a 3AiICHEHHS
thapmakoHarnsay; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 34IACHEHHSA
thapmakoHarnagy B YKpaiHi, AKLio
BOHa BiZiMiHHa Bif, YNOBHOBaXeHOI
ocobu, BiANOBIAA/IbHOI 3a
3[jiCHEeHHs1 hapmakoHariagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cuctemun
thapmakoHarnagy) - 3amiHa
YMOBHOB&XEHOT 0COOM 3as1BHMKA,
BigNoBiAa/IbHOI 3a 34jACHEHHSI
chapmakoHarnsgy: MponoHoBaHa
pepakuis: bapbapa [le BepHapgi/
Barbara De Bernardi. 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI
0cobu 3asBHWKa, BiANOBIAAbHOI
3a 3filicHeHHs1 hapMakoHarisgy

3a peyernmom

UA/7785/01/04
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

184. | CYDEP® po3uuH Ans TOB "lOpis-®apm” YkpaiHa TOB "tOpis-Papm” YkpaiHa BHECEHHS 3MiH [0 peecTpauliiHux | 3a peyenmom UA/13269/01/01

BHYTPILLUHbOBEHHMWX mMartepianis: 3miHu | TUny - 3MiHn

iH'ekuild, 20 mr/mn; no 5 Lofo 6e3nekun/edpekTMBHOCTI Ta

M abo no 10 mn, abo thapmakoHarnsgy. 3mMiHu y

no 20 Mn 'y donakoHi KOPOTKIil XapakTepucTuLi

cknsiHomy; no 1 NiKapcbKoro 3acoby, TekcTi

dhnakoHy y nauui 3 MapKyBaHHS Ta IHCTpyKLUii Ans

KapToHy; Mo 5 mn B MeANYHOr0 3aCTOCYBaHHS

amnyni CKAsHIRA; no 5 reHepuyHUX/ribpuaHux/6ionoaioHM

amnys1 y KOHTYpPHii X niKapcbknx 3aco6iB nicns

YapyHKOBIli yrnakoBLi; BHECEHHS Tiel caMoi 3MiHN Ha

no 1 KOHTYPHIi pecbepeHTHUIA Npenapar (3mMiHa He

YapyHKOBIli ynakoBLi y noTpebye HafaHHS XOAHVUX HOBUX

nadui 3 KapToHy; no 5 [0[aTKOBUX AaHuX) - 3MiHU

My h1aKoHi CKISIHOMY; BHECEHO 10 IHCTPYKL,ii Ta KOPOTKOI

no 1 conakoHy B XapakTepucTUKn 415 MeLUYHOTO

KoMnnekTi 3 1 3acTocyBaHHSA NikapcbKoro 3acoby

KOHTeliHepom no 100 mn y po3ginu:

3 PO3YMHHUKOM (PO34MH "papmakoTepanesTuyHa rpyna’,

HaTpito xnopuay— "Kog ATX". 3ateBepaxeHo: BO3A

ContoBeH, 9 mr/mn) y C02. 3anponoHoBaHo: BO3A

KOHTYPHIli YapyHKOBIi C ,"dapmakosnoriyHi BnacTneocTi",

ynakosui; no 1 "MokasaHHA" (iHdopMmauis 3

KOHTYPHIli YapyHKOBIlA 6e3neku), "MpoTunokasaHHs",

ynakoBLuji y nayui; no 10 "B3aemogist 3 iHWMMMU SlikapCbKuMun

M1y p/1aKoHi CKISIHOMY; 3acobamu Ta iHWi B1au

no 1 conakoHy B B3aemogijit", "OcobmBocTi

KomnekTi 3 1 3acTocyBaHHA", "3acTocyBaHHA y

KoHTeliHepom no 100 mn nepiog BariTHOCTi abo rogyBaHHS

3 PO3UYMHHUKOM (PO34MH rpyaar”, "Cnocib 3actocyBaHHs

Hartpito xnopugy— Ta gosun”, "Aitn", "MNo6iyHi peakuii”

ContoeH, 9 mr/mn) y 3riHO 3 iHhopmaLieto Wwoao

KOHTYPHIli YapyHKOBIlA MeJNYHOro 3aCTOCyBaHHS

ynakosLi; no 1 pedhepeHTHOro nikapcbkoro

KOHTYPHili YapyHKOBIi 3acoby (BEHO®EP®, po3unH ans

ynakoBLji y nauui BHYTPILLUHLOBEHHUX iH'EKLLilA).

BBegeHHs1 3MiH npoTsarom 6-Tu
MicsILiB Nicns 3aTBepKEHHS.

185. | TAMCIH ®OPTE Tabnetkn Mera JlaiicbcaiieHci3a ABcTpanis Loxi | Bonrapis/ BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyernmom UA/14197/01/01

NPOJIOHroBaHoI Aji No (ABcTpanis) Mri dapmachbloTikasc, Icnanis marepianis: 3MiHu | TUMY - 3MiHK

0,4 mr no 10 TabneTok y
6nicTepi; no 3 6nictepn
B KQpPTOHHI kopobLj

Nimitepn

N, Bonrapis
(nepBuHHe Ta
BTOPUHHE
nakyBaHHs); CIHTOH
Xicnanis, C.J1.,
Icnanis
(BMPOGHMLTBO 3a
MOBHWM LK/IOM)

ofo 6e3nekn/edekTMBHOCTI Ta
hapMakoHarniagy - OHOB/IEHHS
TEKCTY MapKyBaHHS ynakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmawii LWoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHS Y CUCTEMI
Sl. 3amiHa po3giny «IpadiuHe
0hOpMNEHHS YNaKOBKM» Ha
po3ain «MapkyBaHHsI» MKA N13:
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3anpornoHoBaHo: MapkyBaHHS
3rigHO 3aTBEPL)KEHOTO TEKCTY
MapKyBaHHSA.
TepMmiH BBeZlEHHS 3MiH NPOTSArom 6
MicALiB Nicna 3aTBepKeHHs
186. | TAMCYNIA Kancynm 3 My6niuHe Ykpaina My6niyHe YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnX 3a peyenmom UA/16198/01/01
MoZAmnpikoBaHUM akujioHepHe akujioHepHe marepianis: 3miHu | Tvny - 3MiHu 3
BUBI/IbHEHHAM 10 0,4 Mr TOBapuCTBO TOBapuCTBO siKocTi. FoToBWMIA Nnikapcbkuii 3aci6.
no 10 kancyn B 6nicTepi; "HaykoBo- "HaykoBo- CrabinbHicTb. 3MiHa y TepMiHax
no 3 6nictepu B nayui BVMPOGHWYMNIA LEHTP BMPOGHUYNIA LEHTP npugaTHocTi abo ymoBax
"BopLyariBcbkuii "BopLyariBcbkuii 36epiraHHsa roToBOro J1iKapCbKOro
XiMiko- XimiKO- 3ac006y (36inbLUEeHHS TEPMIHY
hapmaLeBTUYHNIA thapmaLeBTUYHWI NpuAaTHOCTI FOTOBOrO NiKapCbKOro
3asof” 3asofa” 3aco6y) - [1na ToproBoi ynakoBku
(chacyBaHHs i3 (nigTBEPAXYETLCA AaHUMM
chopmu "in bulk" peasibHOro yacy) - 36i/bLIeHHS
BUPOGHUKIB CIHTOH TepMiHy NpuaaTHOCTI FOTOBOro
XicnaHis C.J1., niKapcbKoro 3acooby.
Icnanisa, ®amap 3aTBepaKeHo: 2 poKu.
A.B.E. AHToycca 3anponoHoBaHo: 3 PoKK.
MnanT, Mpeuis; BBefeHHs1 3MiH NpoTArom 6-tu
PoTtTeHgopd dapma MiCALIB MiCNA 3aTBEPKEHHS.
'M6X, HimeyunHa)
187. | TAHTIBEPT TabneTkn 3i CMakom ToBapucTBO 3 YkpaiHa Bunyck cepii: YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnX 6e3 peyenma UA/16484/01/01
eBkaninty no 3 mr, no 10 o6MexeHo ToBapucTBo 3 MaTepianis: 3miHu | TMny - 3MiHK 3
Tabnetok y 6nictepi; no BiANOBiAANLHICTIO 06MmexXeHo akocTi. CepTudikat
1, 2 abo 3 6nictepu B "®apmaveBTUYHa BiANOBIAA/LHICTIO BignosigHocTi/l E-cepTudikat
nauui thipma "BepTekc” "hapmMaueBTNYHa BiANOBIAHOCTI EBpONeichbkili
thipma "BepTekc", hapmakonei/MoHorpadii. 3mMiHu,
YkpaiHa; nos'sA3aHi 3 HeO6XiAHICTIO

Bci cTagii umkny
BMPOBHULTBA, KPIM
BUMYCKY Cepii:
TOB "®APMEKC
reyn.,
YkpaiHa

npuBeAeHHs y BiANOBIAHICTb [0
MOHorpadii AdY abo
€BponeiiceKoi hapmakonei, abo
iHLOT HaujoHanbHOT thapmakonei
aepxasun €C (iHWi 3miHK) 3MiHa
KpUTEpIiB MPUAHATHOCTI 3a
nokasHukom «MikpobionoriyHa
yucToTa» y cneyudpikauisx Ha
[0MNOMDKHI peYOBMHYM rinpoMesosa,
MarHito cTeapaT Ta caxapuH
Hatpito.
3MiHn | TURY - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. Onuc
Ta cknag,. 3miHa y cknagi
(/OMOMDKHMX peYOBMHAX) FOTOBOTO
nikapcbKoro 3acoby (CMakoBi
nobaBku abo 6apBHUKM) -
[lonasaHHs, BUTyYeHHst abo
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Hasga snikapcbko20

dopma sunycky

3asiBHUK

KpaiHa

n/n

3acoby

(nikapcbka ¢hopma,
ynakoska)

3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

188.

TAHTIBEPT

TabneTkn 3i cMakom

ToBapucTBO 3

3amiHa - BUTy4YeHo 3i cknagy
[LOMOMDKHUX PEYOBUH eqipHMX
onili Ta 3MiHEHO apomaTu3aTopu.
3MiHn | TURY - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3miHK
y BUPOBHMLTBI. 3MiHa po3Mipy
cepii (BKItOYatoum dianasoH
po3Mipy cepif) rotoBoro
nikapcbKoro 3acoby (iHLWi 3MiHW)
BBEJlEeHHSA [0AaTKOBOro po3mipy
cepii N3 (3aTBEepAxeHO: 5,0 Kr;
35,0 kr; 50,0 Kr; 3anponoHoBaHo:
5,0 kr; 20,0 kr; 35,0 kr;50,0 kr)

M aTK no 3 mr, no 10
Tabnetok y 6nictepi; no
1, 2 a6o 3 6nictepu B
navu,i

obmexeHor
BigNOBiAa/IbHICTIO
"GapmaueBTuyHa
thipma "BepTekc"

YKpaiHa

Bunyck cepii:
ToBapucTso 3
06MeXeHoto
BiANOBIAA/ILHICTIO
"PapmaueBTnyHa
thipma "BepTtekc”,
YKpaiHa;

Bci ctagji umkny
BMPOGHMLTBA, KPiM
BUNYCKyY cepil:
TOB "®APMEKC
reyn-,
YkpaiHa

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | Tuny - 3MiHN 3
akocTi. CepTudpikat
BignosigHocTI/TE-cepTudpikat
BIANOBIAHOCTI EBPONENChbkili
hapmakonei/moHorpadii. 3miHu,
noB'sA3aHi 3 HEOOXIAHICTIO
npuBELEHHS Y BIANOBIAHICTb A0
MoHorpadii 4PY abo
€Bponeiicbkoi thapmakonei, abo
iHLOT HaujoHaNbHOT hapmMakonei
fepxasu €C (iHWi 3MiHN) 3MiHa
KpUTEpIiB NPUAHATHOCTI 3a
nokasHukom «MikpobiosioriyHa
yncToTa» y cneyudikauisx Ha
[L0MOMDKHI peyoBUHU FiNpoMenosa,
MarHito cTeapar Ta caxapuH
HaTpito.
3MiHu | TUNY - 3MiHK 3 AKOCTI.
[oTOBMIA NiKapcbkuii 3aci6. Onuc
Ta cknag,. 3miHa y cknagj
(JONOMDKHMX peyoBUHaXxX) roTOBOro
NiKapcbKoro 3acoby (CmakoBi
[o6aBkn abo 6GapBHUKN) -
[JofasaHHs, BUNyYeHHs abo
3aMmiHa - BUyYeHo 3i cknagy

[LONOMIKHMX PeYOBUH edDipHNX
oniil Ta 3MiHEHO apomMaTn3aTopu.
3MiHn | TURY - 3MiHM 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3miHu
Yy BUPOGHULTBI. 3MiHa po3Mipy
cepii (BKtOYatoun gianasoH
po3mipy cepii) roToBoro
nikapcbKoro 3acoby (iHLi 3MiHW)
BBEEHHSA AOAATKOBOrO PO3Mipy

cepii N3 (3aTBepaxeHo: 5,0 kr;

6e3 peyenma

UA/16483/01/01
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Ne | Ha3ssa nikapcbko20 ®Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
ynaxKosKa) nocsio4eHHs!
35,0 kr; 50,0 Kr; 3anponoHoBaHo:
5,0 kr; 20,0 kr; 35,0 kr;50,0 kr)
189. | TAHTIBEPT TabneTkn 3i CMakom ToBapucTBO 3 Ykpaina Bunyck cepii: YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnX 6e3 peyenma UA/16482/01/01
anenbcuHy no 3 mr, no o6MexeHo ToBapucTBoO 3 Marepianis: 3MiHu | Tuny - 3MiHn 3
10 Tabnetok y 6nictepi; BiANOBiAA/ILHICTIO 06MeXeHo aKocTi. CepTudikat
no 1, 2 abo 3 6nictepu B "dapmavueBTuyHa BiANOBIAA/LHICTIO signosigHocTi/l E-cepTudikar
nauu,i thipma "BepTekc" "®apmavneBTUYHa BiANOBIAHOCTI EBpONechbkili
thipma "BepTekc”, thapmakonei/MoHorpadii. 3MiHu,
YKpaiHa; noB'sA3aHi 3 HEO6XiAHICTIO
Bci ctagji umkny npuBeLeHHs Yy BiANOBIAHICTb A0
BMPOBHULTBA, KPIM MoOHorpadii AdY abo
BWMYCKY Cepii: €Bponeiicbkoi thapmakonei, abo
TOB "®APMEKC iHLIOT HauioHa/IbHOI dhapmakonei
reymn:, aepxasu €C (iHWi 3mMiHK) 3MiHa
YkpaiHa KpUTEpIiB NPUAHATHOCTI 3a
nokasHukom «MikpobionoriyHa
yucToTa» y cneuudpikauisx Ha
[OOMNOMDKHI pEYOBMHY rinpoMesnosa,
MarHito cTeaparT Ta caxapuH
Hartpito.
3MiHn | TURY - 3MiHM 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. Onuc
Ta cknaj,. 3miHa y cknagi
(/ONOMDKHMX pEeYOBMHAX) FOTOBOTO
nikapcbKoro 3acoby (CMakoBi
nobaBku abo 6apBHUKM) -
[opasaHHs, BUyYeHHss abo
3amiHa - BU/Ty4YeHo 3i cknagy
[LOMOMDKHUX PEYOBUH eqipHMX
oniil Ta 3MiHEHO apomaTn3aTopu.
3MiHn | TURY - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3miHa po3mipy
cepii (BkItoYaoun gianasoH
po3Mipy cepil) rotoBoro
nikapcbKoro 3acoby (iHLWi 3MiHW)
BBEJEHHA [0AaTKOBOro po3mipy
cepii N3 (3aTBEpAXeHO: 5,0 Kr;
35,0 kr; 50,0 Kr; 3anponoHoBaHoO:
5,0 kr; 20,0 kr; 35,0 kr;50,0 kr)
190. | TAPLEBA® TabneTkn, BKPUTI ®.XodpdpmaHH-/15 LLiBeiiuapis Jenbthapm MinaHo, ITania/ BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyenmom UA/5372/01/02
NAiBKOBOK 060SI0HKOHO, Pow Ntg, C.P.N,, Itanis LLiBeiuapis marepianis: 3MiHu | TURY -
no 100 wmr; no 10 (BMpPOGHMLTBO BHECEHHS He3HaYyHOI 3MiHU
Tabnetok y 6nictepi; no Hepo3dacoBaHOl po3Mipy NOPOXHUHY BicTepa
3 6nicTepun B KAPTOHHIN NPOAYKLUIT, (PVC) pns npenapary
KopooLi nakyBaHHs, TAPLIEBA®, TabneTku, MOKpUTI
BMNPO6YBaHHA nniBKOBOK 060/10HKO Mo 100 Mr

KOHTPO/IHO SIKOCTI);
®.XopdpmaHH-/1a

Ta no 150 mr, skuit BUpobaseTbCA
Ta NaKyeTbCA Ha AiIbHALL
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Pow /7g, [Jenbdapm MinaHo C.P.J1, Itanis
LBeiiLapis (BUPOBHMLTBO HEPO3(hacoBaHOI
(BnpobyBaHHs NpPOoAYKLi, NaKkyBaHHs,
KOHTPOJII0 SIKOCTI, BMMNPOGYBaHHSA KOHTPOJIHO SKOCTI).
nakyBaHHs1, BUNYCK 13 BnpoBamxeHHsM Jenbthapm
cepii); MinaHo K AiNbHUL NEPBUHHOIO i
®.XodhcpmaHH-/15 BTOPUHHOIO NakyBaHHS
Pow Ntp, cneumaikauii nakyBanbHOro
LBeliuapia (Bunyck marepiany samwatTbes
cepii); He3MiHHUMK. BBeeHHs 3MiH
®.XohhmaHH-/1a NpPOTAroM 6-Tu MicAuiB nicns
Pow Jltg, 3aTBEPMKEHHS; 3MiHK | TUny -
LlBeiiuapis BHECEHHS1 HE3HAYHOI 3MiHN 40
(BUPOBHMLTBO Cknagy 30BHILLHLOrO LWapy
Hepo3dgacoBaHOl 6nicTepy, KU He KOHTAKTYE i3
npoaykujii, rOTOBVM NiKapCbKNM 3ac060M
BMNPOGYBaHHSA TAPLIEBA®, TabneTku, NOKpUTI
KOHTPOJIH0 SIKOCTI) nniBkoBOK 060/10HKO0 Mo 100 i
150 wr, siKmii BUpo6NseTbCA Ta
NakyeTbCs Ha AiNbHULI Jenbdapm
MinaHo C.P./1, ITanisa
(BMPOGHMLTBO Hepo3thacoBaHOl
NPOAYKLIT, NakyBaHHS,
BMNPOGYBaHHA KOHTPO/IIO AKOCTI).
13 BnpoBamxeHHaM [enbdapm
MinaHo K AiNbHUL NePBUHHOIO i
BTOPVHHOTIO NaKyBaHHS
cneuyudikauii nakyBasibHOro
maTepiany 3anuwatTbes
HEe3MIHHVMMU, 3MiHW SKICHOTO
CKnafy NepBUHHONO NakyBaHHs,
sIke KOHTaKTye 3 npenapaTom He
Bifgbynock. Cknag, asltoMiHieBoi
NOKPUBHOT DO/ IAEHTUYHWIA
BHYTPILLHII YaCTWHI, sika KOHTaKTye
3 npenaparom. MNponoHyeTbLCA
3MiHa Nnaky 30BHILLHLOTO LUapy
1IOMIHIEBOT NOKPUBHOT (honbru
Ans 3abe3neyeHHs nasepHoro
ApyKy. BBegeHHs 3MiH npoTarom
6-TW MicALiB Nicna 3aTBEPAKEHHS
191. | TAPLEBA® TabneTkn, BKPUTI ®.XothdpmaHH-/15 LLisefuapis [Jenbdhapm MinaHo, ITanis/ BHECEHHS 3MiH [0 peecTpaliniHux | 3a peyenmom UA/5372/01/03
NAiBKOBOK 060I0HKOIO, Pow Ntg, C.P.N., Itanis LLiBefiuapis marepianis: 3MiHu | TURY -
no 150 wmr; no 10 (BUPOBHMLTBO BHECEHHS He3HaYHOI 3MiHU
TabneTtok y 6nictepi; no Hepo3dgacoBaHOl pO3Mipy NOPOXHWHK GiicTepa
3 6nicTepu B KAPTOHHiIl npoaykuii, (PVC) pns npenapary
Kopoobui nakyBaHHs, TAPLEBA®, TabneTku, NoKpuTi
BMNPO6YBaHHSA N/1iBKOBOK 060/10HKOK Mo 100 M
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KOHTPOJIO SIKOCTI); Ta no 150 mr, Sknii BUpobISETbCA
®.XohhmaHH-/1a Ta NakyeTbCsA Ha AiNTbHULL
Pow Jltg, Hensdapm MinaHo C.P.J, Itania
LlBeiiuapis (BMPOGHMLTBO Hepo3thacoBaHOl
(BunpobyBaHHs NPOAYKLIT, NakyBaHHS,
KOHTPO/HO AKOCTI, BMNPOGYBaHHA KOHTPO/IIO AKOCTI).
nakyBaHHS1, BUNYCK 13 BnpoBamxeHHsM [enbthapm
cepii); MinaHo K AiNbHUL NePBUHHOIO i
®.XothpbmarH-/15 BTOPVMHHOIO NnakyBaHHs
Pouw NiTg, cneuyudikauii nakyBasibHOro
LLiBeiiuapis (Bunyck mMarepiany 3a/mwanTbCs
cepii); He3MiHHUMW. BBeeHHS 3MiH
®.XodhcpmaHH-/15 NpoTArom 6-Tn MicAUiB micns
Pow NTpA, 3aTBEPKEHHS; 3MiHU | Tuny -
LBeliuapis BHECEHHS He3HauyHOol 3MiHN [0
(BMPOGHMLTBO CKnagy 30BHILLHBOrO Lapy
Hepo3dhacoBaHOl 6nicTepy, SIKUiA He KOHTAKTYE i3
npoaykuii, rOTOBMM NiKapCbKNM 3aC060M
BMNPOGYBaHHSA TAPLIEBA®, TabneTtkv, MOKpUTI
KOHTPOJIH0 SIKOCTI) NNiBKOBOK 060/10HKOK Mo 100 i
150 Mr, siKniA BUPOBNSIETLCA Ta
nakyeTbCs Ha AinbHuli Jenschapm
Minato C.P./, ITanis
(BUPOBHMLTBO HEPO3(hacOBaHOI
NpoAyKLii, NaKkyBaHHs,
BUNPOGYBAHHS KOHTPOSIIO SKOCTI).
13 BnpoBamKeHHsaM Jensdapm
MinaHo K AinbHUL NEPBUHHOIO i
BTOPVHHOIO NaKyBaHHS
cneuyudikaLii nakyBasibHOro
maTepiasy 3anuwatTbes
He3MiHHVMMU, 3MiHW SKICHOTO
cKnagy NepBYHHOTO NakyBaHHS,
sIke KOHTaKTye 3 npenapaTom He
Bifbynocb. Cknag, asltomiHieBoi
NOKPVBHOT (hONbMM ifLEHTUYHWIA
BHYTPILLHI YaCTWHi, sika KOHTaKTye
3 npenaparom. MponoHyeTbCA
3MiHa NaKy 30BHILLHbOrO Lapy
a/1IIOMiHIEBOT MOKPUBHOI ¢hoNbrn
AnA 3a6e3neyeHHs asepHoro
[ApyKy. BBeaeHHs 3MiH NpoTsArom
6-T MicALIB MiCNA 3aTBEPMAKEHHS
192. | TAY®OH- Kpanni oO4Hi, po3unH, 40 MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/1894/01/01
AAPHUUA mr/mn; no 5 mn aéo 10 "dbapmaLeBTnyHA "®apmMaueBTnYHa marepianis: 3MiHu | TUMY - 3MiHW
My donakoHi no 1 ipma "JapHuus" thipma "AapHuus" Loao 6e3nekn/edeKTMBHOCTI Ta
donakoHy B nauuj hapmMakoHarnagy - OHOB/IEHHS
TEKCTY MapKyBaHHS yNakoBKM
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

NiKapCbKOro 3acoby 3 BHECEHHAM
iH(bopmauii Wwoao 3a3HaYeHHs
OAVHMLb BUMIPIOBaHHSA Y cUCTEMI
Sl. BHeceHHs 3MiH [0 po3ainy
“MapkyBaHHA" MKA /13.
3anponoHoBaHo: MAPKYBAHHA
BignosigHo Ao 3aTBEpPAXEHOr0
TEKCTY MapKyBaHHs. TepMiH
BBEZEHHS 3MiH NPOTSArom 6
MicAILiB Nic/a 3aTBepAKEHHSs!

193.

TENCAPTAH

Tabnetku no 80 mr; no
10 Tabnetok y 6nictepi;
no 1 a6o 3 6nictepu B
KapTOHHIA KOopoo6Li

A-p Peppi'c
Nab6opaTopic /T4,

IHais

A-p Pepgic
Na6opartopic 114,
Bupo6Huya
AinbHuuA - 11

IHais

BHECEHHS 3MiH j0 peecTpaLiinHmx
marepianis: 3MiHu | TURY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy - BHECEHHS 3MiH
00 po3ainy «MapKyBaHHA»:
3anpornoHoBaHo: MapkyBaHHS
3rigHO 3aTBEP)KEHOTO TEKCTY
MapKyBaHHs. BBefeHHs
[04aTKOBOro nakyBaHHS 3
BHECEHHSM iHdhopMaui Wwoao
3a3Ha4YeHHs 0AnHWLb
BVMIipIOBaHHSA y cuctemi Sl.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MiCALIB MiCNSA 3aTBEPLKEHHS;
3MiHW | TUny - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO NiKapCbKoro
3ac00y - OHOB/IEHHS BXe
3aTBEPAKEHNX METOZIB KOHTPO/O
AIKOCTi Nlikapcbkoro 3acoby, a came
BUK/MNAEHHS TEKCTY AePXaBHO
MOBOIO 3TiJHO Cy4aCHWX BUMOT.
BBefeHHs1 3MiH NpoTArom 6-tu
MicSALIB NicNs 3aTBEpPAKEHHS

3a peyenmom

UA/14589/01/01

194.

TENCAPTAH

Tabnetku no 40 mr; no
10 Tabnetok y 6nicTepi;
no 1 a6o 3 6nictepu B
KapTOHHIA Kopoo6Li

A-p Peppi'c
Na6opaTopic /T4,

IHais

A-p Peagic
Nabopartopic /114,
Bupo6Huya
AinbHuua - 11

IHAis

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Lwoao 6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy - BHECEHHS 3MiH
00 po3ainy «MapKyBaHHA»:
3anpornoHoBaHo: MapKyBaHHS
3rifHO 3aTBEPAKEHOIO TEKCTY
MapKyBaHHs. BBefeHHsA
[0aTKOBOrO MnakyBaHHs 3
BHECEHHSM iHdhopMaLii Wwoao
3a3Ha4YeHHs oAnHWLb
BUMIpPIOBaHHSA y cuctemi Sl.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicsLIB MiCNsA 3aTBEPKEHHS;

3a peyenmom

UA/14589/01/02
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MiHW | TUny - 3MiHK 3 AKOCTI.
[oTOBWMIA NikapcbKuii 3aci6.
KOHTpO/1b rOTOBOrO NiKapCbKOoro
3ac00y - OHOB/IEHHS BXe
3aTBEPMKEHNX METOAIB KOHTPOIO
AKOCTI NikapcbKoro 3acoby, a came
BUK/AAEHHS TEKCTY [epPXaBHO
MOBOIO 3TiJHO Cy4aCHWX BUMOT.
BBefieHHs1 3MiH NpoTArom 6-Tu
MiCALIB NicNs 3aTBEpPAKEHHS

195.

TEHOXOMN-E

TabneTku, BKPUTI
N/1iBKOBOK 060/10HKOI0,
no 300 mr/200 mr; no 30
Tabnetok y gonakoHi, no
1 donakoHy B KapTOHHIi
yrakoBLi

Makneopc
PapmacsoThKanc
Nimiteq

IHais

Makneogc
PapmMacboTUKaNC
NimiTen

IHais

BHECEHHS 3MiH j0 peecTpaLiinHmx
mMarepianis: BUNpPaBfeHO TEXHIUHY
NOMWJIKY B IHCTPYKUIiT Ans
MeAUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby, a came
BUNpaBseHi opdorpadiyHi
NOMUWJIKK Yy po3ginax
"®apmMakonoriyHi BnactneocTi”,
"Oco61MBOCTI 3aCTOCYBaHHA" Ta
"Mo6iuHI peakui”. 3a3HaveHe
BUMPaB/IEHHS BignoBigae
marepianam peecTpauiiHoro
[0CbE

3a peyenmom

UA/13280/01/01

196.

TEPA®JIEKC®

kancysnu, no 30, a6o 60,
a6o 120, a6o 200
Kancyn y nnactukoBomy
thnakoHi; no 1 conakoHy
B KapPTOHHI kopobuj

TOB "baiiep"

Ykpaina

BUpo6HMK,
BiANOBiAa/IbHWIA 3a
nakyBaHHS,
KOHTPO/b Ta BUMYCK
cepii:
KoHTpakT ®apmakan
KopnopeiiwH, CLUA;
Brpo6HuK,
BiAnoBiganbHUIA 3a
BMPOGHMLTBO in
bulk:
KoHTpakT ®apmakan
KopnopeiiwH, CLUA

CLIA

BHECEHHS 3MiH 40 peecTpaLinHmx
mMartepianis: 3MiHu | TUNy - 3MiHK 3
sKocTi. FoToBWMIA Nikapcbkuii 3aci6.
Cucrtema
KOHTeliHep/3aKynopoBanbHWii
3aci6. 3miHa po3mipy ynakoBku
roTOBOro NikapCcbKoro 3acoby
(3MiHa KinbKOCTi 0ANHULB
(Hanpuknag TabneTok, amnyn
TOLLO) B yMakoBLi:) - 3miHa nosa
Aiana3oHoM 3aTBepKEeHUX
po3MipiB ynakoBku. ofaBaHHA
HOBOI YNakoBKW: N1aCTUKOBUI
donakoH no 200 kancyn B
KapTOHHIiA KopobLi, 6e3 3MiH
NepBUHHOIO NakKyBaslbHOro
MaTtepiany, 3 BignoBigH1NMu
3MiHaMK B p. «YNakoBka» Ta p.
«TepMiH npuaaTHocTi». BBefeHHs
3MiH NPOTArom 6 MicsuiB nicns
3aTBEPAKEHHS.

6e3 peyenma

UA/7749/01/01

197.

TEPXWHAH

TabneTku BariHasbHi No
6 a6o no 10 TabneToK y

JNlabopaTopii
Bywapa PekopgarTi

dpaHuis

CodgpapTekc

dpaHuis

BHECEHHS 3MiH [0 peecTpauiiHnX
MaTepianis: 3MiHK | TUNY - 3MiHK

3a peyenmom

UA/8116/01/01
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n/n

Hasga snikapcbko20

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

cTpuvni; no 1 ctpuny y
KapTOHHIA Kopoo6Li

LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs a6o
3MiHW [0 y3arasibHEHUX AaHuX npo

cuctemy hapmakoHarnagy

(BBEAEHHSA y3araslbHEHVX AaHUX

npo cuctemy thapmakoHarnsgy,

3MiHa yNOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiICHEHHS
thapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnagy
3aABHUKa 419 34iACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNTOBHOB&XXEHOI
ocobw, BiANoBiAa/IbHOT 3a
3pjiicCHeHHs chapmakoHarnagy
(BK/IHOYAKOYUM KOHTAKTHI AaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
MacTep-caiina cuctemu
thapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHYKA,
BiANOBIAaALHOI 3a
thapmakoHarnag.

MponoHoBaHa pepakuis: Paola

Pirovano. 3miHa KOHTaKTHUX
[aHnx ynoBHOBaXeHOI 0cobw,
BiANOBIAa/IbHOT 3a
thapmakoHarnag.
3MiHa Micusa 34iiCHEHHA OCHOBHOI
LifNbHOCTI 3 hapmakoHarnsgy

198.

TETPAKCUM®/
TETRAXIM
BAKLUMHA ANnsi
MPODINAKTUKN
ONOTEPII,
MPABLS,
KALLITHOKY
(ALEENIONAPHUIA
KOMMOHEHT) TA
nonioMieNITY
AACOPBEOBAHA,
IHAKTUBOBAHA,
PIOKA

CyCneHsis gns iH'ekujin,
no 1 nonepegHsL0
3anoBHEHOMY LLUMPULY
no 0,5 mn (1 gosa) 3
NPVIKPIN/IEHOO TONKOO
(abo 2-ma okpemumu
rosikamu), Lo MiCTUTb
CyCneHsito oNs iH'ekwuji,
B KapTOHHIl kopobuj; no
1 nonepegHLO
3anoBHEHOMY LLUMPULLY
no 0,5 mn (1 gosa) 3
NPUKPIN/IEHOID FOJIKOKO
(abo 2-ma okpemMummn
rofikamu), Lo MiCTUTb
CycneHsito ANns iH'ekujin B
KapTOHHI kopobuj, B
AKil MicTUTbCA
CTaHAAPTHO-EKCMOpTHA

CaHocpi MNactep

PpaHuis

CaHodpi MNactep,
®paHuia (MoBHWI
LMKN BUPOGHULTBA,
KOHTPO/b SIKOCTI,
BTOpPUHHE
nakyBaHHs, BUMYCK
cepii); CaHodi-

ABeHTic MpaiisiT Ko.

Nta., Nnatdgopma
NOTicTVKN Ta
AncTpubyuii y m.
Bypanewr,
YropumHa
(BTOPUHHE
nakyBaHHs1, BUNYCK
cepii)

PpaHuis/
YropwmHa

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3MiHu | TURY -
OHOBNEHHSA po3ainie CTD focbe
Ans giryoi peyoBuHK Inactivated
Vero Trivalent Poliovaccine Bulk 3
MeTO rapmoHisauji iHpopmad,ii Ta
OHOBJIEHHS AaHUX ANsi
BiAMOBIAHOCTI 3 MPOMUCIOBOID
OOoKyMeHTauieto. TepMiH BBEAEHHS
3MiH - ciyeHb 2022; 3MiHu | Tuny -
3BY)XEHHS [OMYyCTUMNX MEX Mpu
BU3HAYEHHI 6akTepiasibHUX
€HJ0TOKCUHIB y NpoLLeci
BMPOGHMLITBA Ajil0HO0T PeYOBUHU
Inactivated Vero Trivalent
Poliovaccine Bulk 3 < 50 IU/ml go
< 50 IU/ml. TepmiH BBEEHHS 3MiH
- CiyeHb 2022; 3MiHu | TUny -
BuAaneHHs Tecty Mycoplasma

3a peyernmom

UA/13069/01/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

yrnakoBka Ta iHCTPyKUis
NSt MEeAUYHOrO
3acToCyBaHHs

NS CynepHaTaHTIB KOHTPOJSIbHUX
KNITUH y npoueci BUpo6HULTBa
iHaKTMBOBaHMX MONIOBIPYCIB TUMIB
1, 2 Ta 3. TepmiH BBEAEHHS 3MiH -
ciyeHb 2022; 3MiHu | TUMNYy -
BM3HAYEHHA BMICTY 6aKTepiasibHUX
€HJO0TOKCUHIB y NpoLieci
BUPOGHMLTBA iIHAKTUBOBAHMX
noniosipycis Tvnis 1, 2 Ta 3 Ha
CTagii KOHLEHTPOBaHUX OUULLIEHNX
BipyCHuX cycneHsili (CPVS) Ta
MOHOB&JIEHTHUX H6asIKiB 3aMiCTb
KOHTPO/10 Y NpoLeci BUPO6HMLTBA
(IPC) Ha cTagii npomikHux CPVS.
TepMmiH BBEAEHHSA 3MiH - CiueHb
2022; 3miHu | TNy - 3MiHK Y
BMNPOGYBaHHI NpU BU3HAYEHHI
aKTMBHOCTI 3BOPOTHOT
TPaHCKpUNTa3y MeToA0M
dhnyopecueHTHO-MiYeHOT
3BOPOTHOI TpaHcKpunTasn
(FPERT, fluorescent product
enhanced reverse transcriptase),
LLIO BUKOPUCTOBYETLCA 1A
KOHTPO/0 po6040i NOCiBHOT NapTil
y npoveci BUpo6bHMLTBa
iHaKTMBOBaHMX MONIOBIPYCIB TUMIB
1, 2 Ta 3. TepMmiH BBEAEHHS 3MiH -
ciyeHb 2022; 3MmiHu | TUnNYy -
[0faBaHHsA anbTepHaTUBHOIO
meTtoay M/IP 3 MmikpoMaTpryHUM
aHanizom (PCR and microarray)
0151 BU3Ha4YeHHss Mycoplasma Ha
cTagii 360py 0AMHUYHMX BipyCiB
(Single Virus Harvest) y npoueci
BMPOGHMLTBA IHAKTUBOBaHMUX
noniosipycis TvniB 1, 2 Ta 3.
TepMiH BBEAEHHS 3MiH - CiYeHb
2022; 3miHu Il TUny - 3MiHK Y
npoteci BUpO6HMLTBA Ha cTagil
Concentrated Trivalent
Poliovaccine Bulk Ha ocHOBI
aHanizy KpMTUYHOCTI mpovuecy,
nepernsg napameTpis
BMPOGHMLTBA. TEPMIH BBEAEHHSA
3MiH - ciueHb 2022

199.

TIAMEKC

pO34uH A5 iH ekuyiin 50
Mr/Mn, No 2 M B

MpuBatHe
akKuioHepHe

YKpaiHa

MNpvBaTHe
akKuioHepHe

YkpaiHa

BHECEHHS 3MiH j0 peecTpaLiinHmx
mMarepianis: 3miHu | TMny - 3MiHK 3

3a peyenmom

UA/16935/01/01
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
amMnynax, no 5 amnyny TOBapUCTBO TOBapuCcTBO akocTi. A®l. KoHTposnb Adl. 3miHa
6nicTepi, no 2 6nictepu "JlekxiMm-Xapkis" "JlekxiM-Xapkis" y napameTpax cneuudikawiii
B Mauyyj, no 5 mn B Ta/abo fonycTUMUX MEX,
amnynax, no 5 amnyn y BM3HAYEHNX Y cneundikauisx Ha
6nictepi, no 1 6nictepy A®I, ab0 BMXigHWIA/NPOMIKHWIA
B nauu, npoaykT/peareHT, Lwo
BUKOPVCTOBYHOTBCS Y NPOLECI
BUpoOHULUTBa API (BUNYUYEHHS
He3Hay4yHOro nokKasHuka sKocTi
(Hanpviknag, BUy4YeHHs
3acTapisioro NoKasHUKa)): CynyTHs
3MiHa - 3MiHK 3 SKocTi. AdDI.
KoHTponb A®l. 3miHa y meTogax
BuNpobyBaHHA A®l abo BMXigHOTO
martepiany/npomikHOro
npoayKTy/pearenTy, Wwo
BUKOPVCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA AD| (HE3HAYHI 3MiHN
y 3aTBEPKEHNX MeTodax
BuNpobyBaHHs) (b.1.6.2. (a)
IA),BunydeHHs 3i Cneundikauii /
MeTopiB BUNpobyBaHHS KOHTPO/Tb
3a MoKasHMKOM "Baxki meTann”
ona Aol
ETunmeTunrigpokcunipugnHy
cyKumHaTty
200. | TIKOBAK CyCneHsis gNs iH'ekujn NPANIEP CLUA Bakctep Al', ABcTpis AscTpis/ BHECEHHS 3MiH [0 peecTpaliniHux | 3a peyenmom UA/16695/01/01
BAKUVHA AnA no 2,4 mkr/0,5 mn (1 EWY.CLMI. (BMpPOGHMLTBO Benebris Marepianis: 3mMiHu | TMny - 3MiHN 3
MPO®INTAKTUKU [03a 4ns opocsinx), no KOPMOPEWLUH npoaykTy y chopmi in siKocTi. FoToBWIA Nikapcbkuii 3aci6.
KNILWoBoro 0,5 mn cycnexsii y bulk; HanoBHeHHs 3MiHU Yy BUPOGHMLTBI - peAakuiliHe
EHUE®PANITY nonepeaHsLo wnpuuis); Bakctep oHoBsieHHs1 eCTD gocbe po3giny
KYNbTYPANIbHA 3anoBHEHOMY Al', ABCTpist 3.2.P.3.5 Process Validation
IHAKTUBOBAHA 01HOPa30BOMY LLMPULY; (KOHTPO/b SKOCTI); Summary Report - Introduction of
OYULEHA no 1 wnpuuy Bakctep Al', ABCTpist Human Serum Albumin Next
COPBOBAHA BKNafeHoMy y 6nicTep; (KOHTpPOSIb AKOCTI); Generation; 3miHu | TUNYy - 3MiHK 3

no 1 6nictepy Ta
OKPEMOIO FOJIKOH Y
KapTOHHIA Kopoo6Li

Mdpaiizep
MeHtodekvypuHr
ABcTpis 'M6X,
ABCTpif (KOHTPOSIb
skocTi); Mdpaiizep
MeHtoghekUypuHr
Benbris HB, Benbris
(nakyBaHHs,
MapKyBaHHS, BUNYCK
cepii)

AKOCTi. [OTOBWIA Nikapcbknii 3aci6.
KOHTpO/b roTOBOrO NiKapCbKoro
3acoby. 3miHa y MeToAax
BMNPOBYBaHHSA rOTOBOrO
nikapcbKoro 3acoby (HesHayHa
3MiHa Y 3aTBepKeHNX MeTogax
BMNPOGYBaHHSA) - 3amiHa
XpomaTorpadiyHoro o6nagHaHHs
Akta FPLC System Ha
obnagHaHHs Akta Pure System 1
Ta Akta Pure System 2 ans
npoBefeHHs BUNpobyBaHHS 3a
NoKa3HMKOM SKOCTi BmicT
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Ne HasBa snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
aHTureHy (Antigen content) 6e3
3MiHVU METOANKN
201. | TIKOBAK CyCneHsis gNs iH'ekujn NPANIEP CLUA Bakctep Al', ABCTpist AscTpis/ BHECEHHS 3MiH [0 peecTpaLliiHux | 3a peyenmom UA/16695/01/01
BAKUVHA ANA no 2,4 mkr/0,5 mn (1 EWY.CLMI. (BMpPOGHMLTBO Benebris marepianis: 3MiHu | TUMY - 3MiHK
MPO®INTAKTUKUN [03a A4ns opocsnunx), no KOPMOPEWLUH npoAaykTy y chopmi in Lofo 6e3nekun/edekTMBHOCTI Ta
KniwoBoro 0,5 mn cycneHsii y bulk; HanoBHeHHs thapmakoHarnagy. BeegeHHs abo
EHUE®PANITY nonepeaHLo wnpuuis); Bakctep 3MiHV [0 y3ara/ibBHEHUX AaHuX Mpo
KYNbTYPANIbHA 3anoBHeHOMyY Al', ABCTpist cuctemy hapmakoHarnagy
IHAKTUBOBAHA 01HOPa30BOMY LLMPULY; (KOHTPO/b SKOCTI); (BBEAEHHSA y3araslbHEHUX AaHNX
OYUNLLEHA no 1 wnpuuy Bakctep Al', ABCTpist npo cucTemy chapmakoHarnsgy,
COPBOBAHA BKNafeHoMYy y 6nicTep; (KOHTpPOSIb AKOCTI); 3MiHa YNOBHOBaXEHOT 0cobu,
no 1 6nictepy Ta Mdpaizep BiANOBIA&/IbHOI 3a 3AiICHEHHS
OKPEeMOI0 TO/IKOK Y MeHtodekuypuHr chapmakoHarnsgy; KOHTakTHoI
KapTOHHIA KOopoo6Li ABcTpis 'M6X, ocobu 3 hapmakoHarnsgy
ABCTpIsi (KOHTPO/Ib 3as1BHMKa AN 34INCHEHHS
skocTi); Mdpaiizep thapmakoHarnagy B YKpaiHi, AKLio
MeHtodhekUypuHr BOHa BiZiMiHHa Bif, YNOBHOBaXeHOI
Benbris HB, Benbris ocobw, BiaNoBiAa/IbHOT 3a
(nakyBaHHs, 3[jiCHEeHHs1 hapmakoHariagy
MapKyBaHHS, BUMYCK (BK/THOYAKOYM KOHTAKTHI AaHi)
cepii) Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cuctemun
thapmakoHarnagy) - 3amiHa
YMOBHOB&XEHOT 0COOM 3as1BHMKA,
BiANoBiAa/IbHOI 3a 34jACHEHHSI
chapmakoHarnsgy: MponoHoBaHa
pepakuis: bapbapa [le BepHapgi/
Barbara De Bernardi. 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI
0cobu 3asBHWKa, BiANOBIAAbHOI
3a 3[jiicHeHHsa hapmakoHarnsgy
202. | TIKOBAK CYCNeH3ist A5t iH'eKL;iA MOAN3EP CWA BakcTep All, ABCTpist AscTpisi/ BHECEHHS 3MiH j0 peecTpaLiinHmx 3a peyenmom UA/16694/01/01
MKYHIOP no 1,2 mkr/0,25 mn (1 EWY.CLMI. (BMPOGHMLTBO Benbris mMarepianis: 3mMiHu | TMny - 3MiHN 3
BAKUVHA ANnA f[o3a gns gitei), no 0,25 KOPMOPEWLUH npoaykTy y hopmi in sKocTi. FoToBWIA Nnikapcbkuii 3aci6.
NMPO®INTAKTUKU MJ1 cycneHsii y bulk; HanoBHeHHs 3MiHM Y BUPOGHULITBI - pefakLiiiHe
KniwoBoro nornepenHL0 wnpwuis); bakctep oHoBNeHHss eCTD gocke po3giny
EHUE®DANITY 3arnoBHeHoOMy ATl', ABCTpist 3.2.P.3.5 Process Validation
KYNbTYPANIbHA OlHOPa30BOMY LUMPULL; (KOHTPOSIb AKOCTI); Summary Report - Introduction of
IHAKTUBOBAHA no 1 wnpuuy Bakctep Al', ABCTpist Human Serum Albumin Next
OYMLLEHA BK/1afieHOMY Y 6nicTep; (KOHTpPOJIb AKOCTI); Generation; 3miHu | TUNYy - 3MiHu 3
COPBOBAHA no 1 6nictepy Ta Mdpaiizep siKocTi. FoToBWIA Nikapcbkuii 3aci6.
OKpPEMOI0 TroJIKo Y MeHtochekuypuHr KOHTpO/1b rOTOBOrO NiKapCbKoro

KapTOHHI Kopoo6Li

ABcTpist TM6X,
ABCTpIst (KOHTPO/b
sKocTi); MNdpainzep
MeHtodhekyypuHr

Benbria HB, benbris

3acoby. 3miHa y meTogax

BUNPOBYBaHHS roTOBOrO
NiKapcbKoro 3acoby (HesHauyHa
3MiHa Y 3aTBeppKeHUX MeTogax

BMNPOGYBaHHS) - 3aMiHa
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
(nakyBaHHs, XpomaTorpadiyHoro o6nagHaHHsA
MapKyBaHHS, BUNYCK Akta FPLC System Ha
cepii) obnagHaHHsA Akta Pure System 1
Ta Akta Pure System 2 ans
npoBefeHHs BUNpobyBaHHS 3a
NMOKa3HWKOM SIKOCTi BmicT
aHTureHy (Antigen content) 6e3
3MiHW METOAUKN
203. | TIKOBAK CyCneHsist gNs iH'ekujin NPANIEP CLUA Bakctep Al', ABcTpis AscTpis/ BHECEHHS 3MiH [0 peecTpaliniHux | 3a peyenmom UA/16694/01/01
MDKYHIOP no 1,2 mkr/0,25 mn (1 EWY.CLMI. (BMpPOGHMLTBO Benebris marepianis: 3MiHu | TUMY - 3MiHK
BAKUUHA And n[o3a gns giteit), no 0,25 KOPMOPEWLUH npoaykTy y chopmi in ofo 6e3nekn/edekTMBHOCTI Ta
NMPODITAKTUKN MJ1 cycneHsii y bulk; HanoBHeHHs thapmakoHarnagy. BeegeHHs abo
KniwoBoro nonepeaHsLo wnpuuis); Bakctep 3MiHV [0 y3ara/ibHEHUX AaHuX Mpo
EHUE®PANITY 3anoBHeHOMy Al', ABCTpist cuctemy hapmakoHarnagy
KYNbTYPAJIbHA 01HOPa30BOMY LLMPULY; (KOHTPO/b SKOCTI); (BBEAEHHSA y3araslbHEHUX AaHNX
IHAKTUBOBAHA no 1 wnpuuy Bakctep Al', ABCTpist npo cuctemy chapmakoHarnsgy,
OYMLLEHA BKNafeHoMy y 6nicTep; (KOHTpPOSIb AKOCTI); 3MiHa YNOBHOBaXEHOT 0cobu,
COPBOBAHA no 1 6nictepy Ta Mdpaizep BiANOBIA&/IbHOI 3a 3AiICHEHHS
OKPEeMOI0 TO/IKOK Y MeHtodekuypuHr chapmakoHarnsgy; KOHTakTHOI
KapTOHHIA Kopoo6Li ABcTpis 'M6X, ocobu 3 hapmakoHarnsgy
ABCTpIst (KOHTPO/Ib 3as1BHVKa AN 34INCHEHHS
skocTi); Mdpaiizep thapmakoHarnagy B YKpaiHi, AKLio
MeHtoghekUypuHr BOHa BiZiMiHHa Bif, YNOBHOBaXeHOT|
Benbris HB, Benbris ocobw, BigNoBiAa/IbHOT 3a
(nakyBaHHs, 3[jiCHEeHHSs1 hapmakoHariagy
MapKyBaHHS, BUMYCK (BK/THOYAKOYM KOHTAKTHI AaHi)
cepii) Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cuctemun
hapmakoHarnagy) - 3amiHa
YMOBHOB&XEHOT 0COOM 3as1BHMKA,
BiANoBiAa/IbHOI 3a 34jACHEHHSI
chapmakoHarnsgy: MponoHoBaHa
pepakuis: bapbapa [le BepHapgi/
Barbara De Bernardi. 3miHa
KOHTaKTHUX A@aHNX YNOBHOBaXKEHOI
0cobu 3asBHWKa, BiANOBIAAbHOI
3a 3[jiicHeHHs hapmakoHarnsgy
204. | TOBPEKC® 2X Kpanni o4Hi, 3 Mmr/mM; no Hosaprtic ®apma Al LLiBeiiuapis AnkoH Kysi, C.A., Icnanis/ BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyenmom UA/5438/01/01
5 mMny dhnakoHi- Icnanis; ANKoH- Benbris mMarepianis: BUNPaBAeHO TEXHIUHY

KpanesnbHuui “Apon-
TeiitHep®"; no 1
hnakoHy-kpanenbHuLj y
KOpOO6Lii 3 KapTOHY

KyBpbop, Benbris

MOMUJIKY B TEKCTi MapKyBaHHS
BTOPVHHOI ynakoBku J13 (BUPOGHMK
«AnkoH Kysi, C.A., IcnaHis).
3AMNPOMNOHOBAHO: 4.
JNNIKAPCbKA ®OPMA TA
KINbKICTb OAVNHNLb B
YMAKOBLU|I Kpanni o4Hi 5 mn 5 ml
5 M/ (ml) ®NNAKOH-
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KPAMNENbHNLA APOIM-
TEMHEP®11. HAMEHYBAHHS |
MICUE3HAXO0)XEHHA
BUPOBHUKA TA/ABO
3AABHVKA BUpo6HMK:
AJTIKOH KY3lI, C.A. K/Kamin
dabpa, 58, 08320 Enb MacHoy,
BapcenoHa, IcnaHis. BunpasneHo
TEXHIYHY MOMW/IKY B TEKCTI
MapKyBaHHS BTOPVHHOI yrakoBKW
N3y ApykoBaHOMy BUNAMI
(BUPOGHUK «AsKoH Kysi, C.A.,
Icnanis). 3AMPOMNOHOBAHO: 13.
HOMEP CEPII IKAPCBKOIO
3ACOBY MNapr.: 3a3HaveHe
BMNpaB/IEHHS BiANOBifae
apxiBHUM marepiasiam
peecTpaLiiiHoro Aocke

205.

TOHOPMA®

TabneTku, BKPUTI
060/10HKO0, Mo 10
TabneTokK y KOHTYPHii
YapyHKOBIli ynakoBLj; Mo
1 ab0o No 3 KOHTYPHI
YapyHKOBi YNakoBKW Yy
nauuj

MpAT
"GapmaueBTuyHa
ipma "OapHuus"

YKpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuug"

YkpaiHna

BHECEHHS 3MiH 40 peecTpavlinHmx
MaTepianis: 3MiHU | TUNY - 3MiHK 3
akocTi. A®l. KoHTposnb AdI. 3miHa
y MeTogax BunpobysaHHa A®l a6o
BUXIAHOIO MaTepiany/npoMiKHOro
nNpoAaykTy/pearexTy, o
BUKOPVCTOBYETLCA Y NPOLIECI
BMpo6HULUTBA AP (iHLWI 3MiHK Y
mMeTodax BUNPOGyBaHHS
(BKTrovatoum 3amiHy abo
[0MoBHEHHS)) AdD| abo
BMXi4HOr0/MPOMIXXHOIO NPOAYKTY) -
3MiHV B MeToAax KOHTposio Ad|
ATeH010N 3a NOKa3HNKOM
«3a/TNLLKOBI KifIbKOCTi OpraHivyHmnX
PO3UYMHHVIKIB» NPUBELEHO Y
BiANOBIAHICTbL 4O MaTepianis
BMpo6HuKa Kopran Research
Laboratories Limited, India.
HopmyBaHHs Ta MeTofuka
BMNPOGYBaHHA 3aUnLLEHI 6€3 3MiH

3a peyenmom

UA/0516/01/01

206.

TPAUNKOP® 145 Ml

TabneTku, BKPUTI
NAiBKOBOK 0B0I0HKOIO,
no 145 wmr; no 10
Tabnetok y 6nictepi; no
2 abo 3 6nictepu y
KapTOHHI Kopoo6Li

AB6OTT Jlabopatopi3
6X

HimeyunHa

IpnaHacobki
Nab6opaTtopii PypHbE
Niviten, Ipnaxgis
(BUpOGHMLTBO in
bulk); Peundapm
®oHTeH, PpaHuis
(nakyBaHHs, BUMYCK
Ta KOHTPO/Ib Cepiid)

Ipnangis/
PpaHuis

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis: 3MiHu | TURy - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta

thapmakoHarnsgy. BeefeHHs abo

3MiHU [0 y3araslbHEHNX AaHnX Npo

cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy dhapmakoHarnsgy,
3MiHa YNOBHOB&XeHOi 0cobu,

3a peyernmom

UA/7921/01/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BiANoBiAa/IbHOI 3a 3[jACHEHHSI
hapmMakoHarnagy; KOHTakTHOI
0cobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iNCHEeHHS
hapmakoHarnagy B YKpaiHi, AKLLo
BOHa BifIMiHHA Bif, yNTOBHOB&XEHOI
ocobw, BignoBiAa/IbHOI 3a
3[jiCHEeHHS1 hapMakoHarnagy
(BKNHOYAKOYUN KOHTAKTHI AaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CO6M 3as1BHMKA,
BiANOBIA&/IbHOT 382
hapmakoHarnsg.
MponoHoBaHa pepakuis: Thomas
Nisslein, DVM, PhD / Tomac
Hiccnsiin, DVM, PhD. 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI
ocobu 3asiBHUKa, BiANOBIA&/IbHOT
3a (papmakoHarnag

207.

TPUAEPM®

Kpem; no 15r B
atloMiHieBI Ty6i; no 1
Ty6i y KapTOHHiIl
Kopo6ui; no 30 r B
atoMiHieBIN Ty6i; no 1
Ty6i y KApTOHHIli KOpoo6Li

OpraHoH CeHTpaui
lcT TM6X

LLiBefiuapis

LWepiHr-Mnay /1a6o
H.B.

Benbris

BHECEHHS 3MiH 40 peecTpavlinHmx
mMartepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
3anBHUKa (BacHuKa
peecTpavuiiiHoro NocBig4YeHHs).
3MiHa Ha3BW 3asiBHMKA BigNoBiAHO
[0 pilleHHa KoMnaHii Ta
YTOUHEHHS afpecy 3asiBHVKa 4151
npuBeLeHHs Yy BiANOBIAHICTb A0
OHOB/IEHOr0 BUTArY 3 TOProBoro
PeecTpy KpaiHn 3asBHUKA.
BBegeHHs1 3MiH npoTArom 6-Tu
MicAILiB Nicns 3aTBePAKEHHS.

3a peyenmom

UA/2022/01/01

208.

TPASUNUH® NTOHI

Tabnetku
NPONOHToBaHOT Aji No
500 wmr; no 28 TabneTok
y 6aHuj; no 1 6aHui B
nauui 3 KapToHy

TOB HB®
"MIKPOXIM"

Ykpaina

TOB HB®
"MIKPOXIM"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
MaTepianis: 3MiHU | TUNY - 3MiHKN 3
AKocTi. A®l. KoHTponb Adl. 3miHa
y napameTpax cneuudikawii
Ta/abo JonycTUMUX MeX,
BM3HAYeHUX y cneuudpikauisx Ha
A®I, abo BUXIAHNA/NPOMDKHWI
npoAyKT/peareHT, Wwo
BUKOPWCTOBYHOTHCS Y NPOLECI
BMpO6HMLTBA AP - 3MiHN Y
crneundikauii A®ly posgini I3,y
3B°A3KY 3 NPYBEAEHHSAM METO/iB
KOHTPO/O SIKOCTi Ai040i peYoBUHN
0,0 BUMMOr MoHorpadii EP gitoyoro

3a peyernmom

UA/12303/01/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BUAAHHA 3aTBEPAKEHO: METOA
TWX, %, He 6inbLue 0,2;
3anponoHoBaHo: lgeHTundikosaHi
pomiwkm(metog BEPX-MC/MC):
[Jowmiwka A He 6inbwe 0,15% ;
[Jowmiwka B He 6inbwe 0,15% ;
[Jowmiwka C He 6inbwe 0,15% ;
[Jowmiwka DHe 6inbwe 0,15%
[Jowmiwka E He 6inbwe 0,15% ;
[Jowmiwka F He 6inblwe 0,15% ;
KoxHa HeigeHTugikoBaHa
AoMilka He 6inbLue 0,10%; Cyma
[OOMILLOK - He Ginblue 0,3%);
3MiHu | TUNy - 3MiHK 3 AkocTi. ADI.
KoHTponb A®I. 3miHa y meTogax
BMNpobyBaHHA APl abo BMXigHOTO
marepiany/npomiKHOro
nNpoAykTy/pearexTy, Lo
BUKOPVCTOBYETLCA Y NPOLIECI
BMpoGHULUTBA AP (iHLWI 3MiHK Y
mMeTofax BUNPO6yBaHHSA
(BKTrovatoum 3amiHy abo
[ONOBHEHHS) A®I abo
BUXiHOr0/MPOMIXXHOI0 NPOAYKTY) -
npviBeleHHA MeTo/ BUNPOOyBaHHA
y BiANOBIAHICTb [0 BUMOT
MoHorpadii EP gitouoro BugaHHs
po3gin "CynpoBigHi gomiwku", a
came BM3HAYEHHS BMICT JOMILLOK
3 BUKOPUCTaHHAM MeToAy
pigvHHOT Xxpomatorpadii 3 mac-
[eTekTopoMm, sikuii nepegbaveHo
EP

209.

TPUSUMNWH® NOHI

Tabnetku
NPONOHIoBaHol Aji No
750 wr; no 28 TabneTtok
y 6aHuj; no 1 6aHui B
nauui 3 KapToHy

TOB HB®
"MIKPOXIM"

YKpaiHa

TOB HB®
"MIKPOXIM"

YkpaiHa

BHECEHHS 3MiH 40 peecTpavlinHmx
MaTepianis: 3MiHU | TUNY - 3MiHK 3
akocTi. A®l. KoHTposnb AdI. 3miHa
y napameTpax cneuudikawii
Ta/abo fonycTUMUX MEX,
BM3HAYEHNX Y cneundikaLlisx Ha
A®I, ab0 BUXIQHMA/NPOMDKHUIA
NpoAyKT/peareHT, LWwo
BMKOPMCTOBYHOTLCS Y MPOLECi
BMpO6HULTBA ADI - 3MiHN Y
cneundikauii A®ly posgini I3,y
3B 53Ky 3 NPMBEAEHHSAM METOAIB
KOHTPO/0 AKOCTI AiH040i peyoBUHM
00 BUMOr moHorpadii EP gjtovoro
BWAAHHS 3aTBEPKEHO: MeToq

3a peyernmom

UA/12303/01/02
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

TWX, % , He GinbLe 0,2;
3anpornoHoBaHo: |aeHTudikoBaHi
pomiwkm(metog BEPX-MC/MC):

[owmiwka A He 6inbwe 0,15% ;
[Jowiwka B He 6inbwe 0,15% ;
[Jowmiwka C He 6inbwe 0,15% ;
[Jowmiwka DHe 6inbwe 0,15%
[Jowmiwka E He 6inbwe 0,15% ;
[Jowmiwka F He 6inblwe 0,15% ;

KoxHa HeigeHTudhikoBaHa

[oMillka He 6inbLue 0,10%; Cyma
[OOMILLOK - He 6inbLue 0,3%;
3MiHM | Tuny - 3MiHK 3 skocTi. AdI.
KoHTponb A®L. 3miHa y meToaax
BunpobysaHHA APl abo BMXigHOTO
marepiany/npomikHOro
npoayKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y NPOLIECI
BMpOo6HUMLTBA ADI (iHLWi 3MiHN Y
mMeToAax BUNpo6yBaHHSA

(BKtovatoun 3amiHy abo

[0noBHEHHS) A®| abo
BMXiZAHOrO/NMPOMIXXHOro NPOAYKTY) -
npvBeAeHHA MeToz BUNPOBYBaHHS

Y BigNOBigHICTb 4O BUMOT
MoHorpadii EP gitoyoro BugaHHs
po3gin "CynposigHi Aomilku", a
came BV3HaYeHHS BMICT [JOMILLIOK

3 BUKOPUCTaHHAM MeToay
piavHHOT Xxpomatorpadii 3 mac-
[OeTeKTopoMm, sikuii nepegbaveHo

EP

210.

TPASUMNWH® NNTOHI

Tabnetku
NPOJIOHroBaHoI Aji No
1000 mr; no 28
Tabnetok y 6aHui; no 1
6aHLi B mayLi 3 KapToHy

TOB HB®
"MIKPOXIM"

Ykpaina

TOB HB®
"MIKPOXIM"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
Marepianis: 3mMiHu | TMny - 3MiHN 3
AKocTi. A®l. KoHTponb A®I. 3miHa
y napameTpax cneuudikawii
Ta/abo JonyCTMMUX MEX,
BM3HAYeHUX y cneuudpikauisx Ha
A®I, ab0o BUXIAHNA/NPOMDKHUI
npoAayKT/peareHT, Wwo
BUKOPWCTOBYHOTHLCS Y NPOLECI
BMPO6HMLTBA AP - 3MiHN Y
cneuudikauii A®ly po3gini M3,y
3B°A3KY 3 NPYBEAEHHAM METOSiB
KOHTPO/O SIKOCTi Ai040i peYOBUHN
[0 BuMor MoHorpadii EP gitoyoro
BUAAHHA 3aTBEPAKEHO: METOA
TLWX, % , He 6inble 0,2;

3a peyenmom

UA/12303/01/03
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3anponoHoBaHo: lgeHTndikoBaHi
powmiwkn(metos BEPX-MC/MC):
[Jowmiwka A He 6inbwe 0,15% ;
[owmiwka B He 6inbwe 0,15% ;
[Jowmiwka C He 6inbwe 0,15% ;
[Jowmiwka DHe 6inbwe 0,15%
[owmiwka E He 6inbwe 0,15% ;
[Jowmiwka F He 6inbwe 0,15% ;
KoxHa HeigeHTudikoBaHa
Oomiwka He 6inbwe 0,10%; Cyma
[OMILLOK - He 6inbLue 0,3%;
3MiHW | Tuny - 3MiHK 3 aAkocTi. AdI.
KoHTponb A®l. 3miHa y meTogax
BuNpobyBaHHA A®l abo BMXigHOTO
martepiany/npomikHOro
npoayKTy/pearenTy, Wwo
BUKOPVCTOBYETLCA Y NPOLIECI
BMpo6HMLTBA AP (iHLWI 3MiHK Y
mMeToAax BUNpobyBaHHSA
(BKKOYALOUM 3aMiHy ab0
[0noBHEHHS) A®| abo
BUMXi4HOr0/MPOMiXXHOIO NPOAYKTY) -
npvBefeHHA MeToA BUNpPobyBaHHA
Yy BiANOBIAHICTb 4,0 BUMOT
MoHorpadii EP gitouoro BugaHHs
po3zin "CynposigHi foMmilku", a
came BM3HAYEHHS BMICT JOMILLOK
3 BUKOPUCTaHHAM MeToay
pignHHOT Xpomatorpadii 3 mac-
[EeTeKTopoM, SKnii nepes6ayeHo
EP

211.

TPUMEK

MOPOLLIOK A4/15 PO3YNHY
408 iH'exuin, no 1000 wmr,
1 donakoH 3 NOPOLLKOM Yy
KapTOHHIA Kopoo6Li

TOB "Ctenekc"

YKpaiHa

TOB "ABAHT",
YkpaiHa (nakyBaHHs
i3 chopmu in bulk
ipMU-BUPOBHMKA
HCIC Xe6eli
XyamiH
dapmachbioTikan
Komnasi flimites,
Kutai)

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3miHu | Tuny —
3BY)XXEHHS JOMYyCTUMUX MEX Ta
3MiHa NPogi/Ito AOMILLIOK
(npvBegeHo y BIANOBIAHICTL A0
BMMOr MoHorpadii «Ceftriaxone
for injection» USP Ta matepianis
BMPOGHMKA) 38 MOKa3HMKOM
«CTOPOHHI JOMILLKMN>
crneundikauii Ha M'N3;
3anpornoHoBaHo
CTOpOHI fOMILLKM
[JeaueTnnuedoTakCuM NakToH <
0,5%, LlecbTprakcoH TpnasmH
aHanor < 1,0%, LiedpTpnakcoH
6eH30Tiazonin okeum < 0,2%,
[fiaumn uedpTprakcoH < 1,0%,

3a peyenmom

UA/15392/01/01
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
LlecbTprakcon-3-eHe izomep <
0,3%, LedTprakcoH E-isomep <
1,0%, bByapb-aka iHauBIgyaibHa

HecneyudiyHa gomiwka < 0,2%,
Cyma foMiloK < 2,5%; 3MiHn |
Tuny - cneyudikauito M3
[IOMOBHEHO MOKA3HUKOM
«KpucTanivHicTb» 3 BignoBigHNM
MeTOA0M BUNPOGYBAHHS Y 3B'A3KY
3 MPYBEAEHHAM Y BifMNOBigHICTb [0
BUMOT MoHorpadii «Ceftriaxone
for injection» USP; 3minu | Tvny:
3MiHKM 3 sIKOCTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /iKapCbKOro 3acoby.
3miHa napameTpiB cneuudikauii
Ta/abo fonyCTUMUX MEX rOTOBOrO
nNikapcbKoro 3acoby (BUyYeHHs
HE3HaYyHOro NoKasHuka
(Hanpuknapg, 3actapinoro
rokasHuKa, Takoro sik 3anax Ta
cmMak, abo igeHTudikauis
6apBHYIKIB Y/ CMaKOBUX
[06aB0oK)): CynyTHs 3MiHa: 3MiHK 3
sKocTi. [oToBWIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO NiKapCbKoro
3acoby. 3miHa y meTofax
BUMPOOYBaHHA rOTOBOIO
nikapcbKoro 3acoby (ans
npvBELEHHS Y BiANOBIAHICTb 3
[®Y abo €BponelicbKoro
chapmakoneeto Ta BUNyYEHHS
NoCcWNaHHs Ha 3acTapinuii
BHYTPILLHI MeToA, BUNPObyBaHHS i
10ro Homep) — BUYYEHO peakLito
Ha HaTpili 3 NokasHuka
«lgeHTudikayis» cneundikadii
[N13 y 3B’A3Ky 3 NpUBEAEHHAM Y
BIAMNOBIAHICTL 4,0 BUMOT
MoHorpadii «Ceftriaxone for
injection» USP; 3miHu | TUny —
3MiHU METOAMKM 3a NOKa3HMKaMM
«lpeHTudikayis» (Metogom
2.2.24. A6cop6uiiHa
cnekTpochoToMeTpis B
iHcbpayepBoHiIn 06nacTi),
«BifHOBNEHW PO3UMHY»,
«OfHOPIgHICTb [030BaHNX

0AMHNLb», «KinbKicHe
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BU3HAYEHHA», «MexaHiuHi
BK/IIOUEHHS», «CynpoBigHi
OOMILLKM» (NpUBELEHO Y
BigMNOBIAHICTb 40 BUMOT
MoHorpadii «Ceftriaxone for
injection» USP)
212. | TPUMCIA 200 TabneTku, BKPUTI Makneoac IHais Makneoac IHais BHECEHHS 3MiH 0 peecTpavlinHmx 3a peyenmom UA/8739/01/01
NNiBKOBOK 060/I0HKOHO, $apmacbloTukanc dapmacbloTukanc marepianis: 3MiHu | TUNY - 3MiHK
no 200 wmr, no 6 Nimiteq NimiTeq ofo 6e3nekn/edekTMBHOCTI Ta
Tabnetok y cTpuni, no 1 thapmakoHarnsgy - OHOBJ/IEHHS
abo no 5 ctpunis y TEKCTY MapKyBaHHS ynakoBKm
KapTOHHIN ynakosLi; no NiKapcbKoro 3acoby 3 BHECEHHAM
15 TabneTok y cTpuni; iHchopmawii LWoao 3a3HaveHHs
no 1 aéo no 2 ctpunu y OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
KapTOHHIN ynakoBLi Sl. BHeceHHs1 3MiH g0 po3giny
«MapkyBaHHA» MKA N13:
3anponoHosaHo: MAPKYBAHHA
3rifHO 3aTBEPAKEHOrO TEKCTY
MapKyBaHHSA. BBeeHHs 3MiH
NpOTAroM 6-Tu MicAliB nicas
3aTBEPMKEHHS
213. | TPOMBOHET®- TabneTku, BKPUTI AT "dapmak” Ykpaina AT "dapmak” YkpaiHa BHECEHHS 3MiH 40 peecTpaviinHmx 3a peyernmom UA/17513/01/01
DAPMAK NNiBKOBOK 060/1I0HKOHO, mMaTtepianis: 3miHu | TNy -

no 75 mr no 10 Tabnetok
y 6nicTepi; no 1 a6o 3,
abo 6, abo 8 bnicTepis y
nauu,i

AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
3asBHUKa (B1acHMKa
peecTpauiiiHoro noceig4yeHHs)
3MiHa HaliMeHyBaHHSA Ta agpecu
3asBHUKA (BlacHMKa
peecTpavuiiiHoro NocBig4YeHHs).
BBefeHHs 3MiH NpoTAroMm 6-x
MiCAILiB MicNs 3aTBEPKEHHS.
3MiHu | TURY - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micusa
NPOBaAKEHHS AISSTbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nNiKapcbKoro 3acoby, BKIOYaum
AinbHULI BUNYCKy cepii abo micue
NpoBeAeHHs KOHTPO/IO AKOCTI.
(AisnbHICTb, 3a SKy BigNOBifaE
BMPOGHMK/IMNOPTEp, BKIKOYAKOUM
BWMNYCK Cepiii) 3MiHa Ha3Bu Ta
aapecu BupobHuka M3, 6e3 3miH
Micus BUpO6HMLTBA. BBEAEHHSA
3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPXKEHHS. 3MiHM | Tvny -
3MiHM Woao
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
6e3nekn/edeKTUBHOCTI Ta

thapmakoHarnagy (iHwi 3MiHwn)
[opasaHHA po3ainy MapkyBaHHS.
3anponoHoBaHo: MAPKYBAHHA
3rigHO 3aTBEPL)KEHOTO TEKCTY
MapKyBaHHs1. OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKV NikapCbKOro
3aco0by 3 BHeCeHHsM iHdhopMaii
LLIOA0 3a3HAYEHHS OANHULb
BVIMIipIOBaHHS y cuctemi Sl.
BBeneHHs 3MiH NpoTAroM 6-Tu
MiCALIB MIiCNA 3aTBEPAYKEHHS.
3MiHn | TURY - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. Onuc
Ta cknag, (iHLWi 3MiHK) YTOYHEHO
Konip TabneTok, 3 METOID
yHichikauii onucy konbopy Ta
BIATIHKY AN151 TabNeToK Lo MICTATb
y CKnagi o4HaKoBY CyMmill Ans
nniBkoBOro NoKpuTTs Opadry
85F40069 (konip siKoro
BWU3HAYEHNI BUPOBHUKOM 5K
poxeBwii). BBefieHHS 3MiH
NpoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS.
3MiHu | TUNY - 3MiHK 3 AKOCTI.
[OTOBWIA NikapcbKuMii 3aci6. 3MiHK
y BUPOGHMLTBI. 3MiHa po3Mipy
cepil (BkItoYaoun gianasoH
po3Mipy cepii) roToBoro
nikapcbKoro 3acoby (36inbLeHHs
00 10 pasiB NOpiBHAHO i3
3aTBEPHKEHUM PO3MIPOM)
BHECEHHS [0aTKOBOro po3mipy
cepii gns N3 3 meTo0
pauioHaNIbHOro BUKOPUCTaHHS
BMPOGHNYMX MOTYXKHOCTENA.
TexHosoris BUrOTOBMEHHS, cknag,
OnMc BUPOBHMYOrO npouecy Ta
KOHTPOJIIO NpoLecy, cxema
Banigauii 13 3anvwaioTbcs 6e3
3MiH; 3MiHY | TUnYy - 3MiHK 3
AKocTi. FoToBWIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO NiKapCbKoro
3acoby. 3miHa y meTofax
BUMPOOYBaHHA rOTOBOIO
nikapcbkoro 3acoby (HesHauyHa
3MiHa y 3aTBepKeHNX MeTofax

BMNPOOYBaHHS) HE3HAYHI 3MiHM A0
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3aTBEepAKEHOr0 MeToAy

ineHTudikauii N3 metogom Y
3MiHu | TURY - 3MiHM 3 AKOCTI.
["oTOBWMIA NiKapcbKuii 3aci6.
KOHTpO/b roTOBOrO NiKapCbKoro
3acoby. 3miHa y meTofax
BUMPOOYBaHHA rOTOBOIO
nikapcbkoro 3acoby (He3HauyHa
3MiHa Y 3aTBEpKEHUX METOAaxX
BMNPOGYBaHHS) 3MiHa A0 nigxoay
BVK/AAEHHS TEKCTY B fitoyili
MeToAMLj BUSHAUYEHHS
«CynpoBigHux gomiwok» (MeTop,
1) IN3. MeToauka BU3HAYEHHS
3a/MeHa 6e3 3miH.
3MiHn | TURY - 3MiHK 3 AKOCTI.
[oTOBWMIA NikapcbKuii 3aci6.
KOHTpO/1b rOTOBOrO NiKapCbKoro
3acoby. 3miHa y meToaax
BUMNPOBYBaHHA roTOBOrO
nNikapcbkoro 3acoby (HesHauyHa
3MiHa Y 3aTBEpKEHUX MeTogax
BUNPOGYBaHHS)3MiHa BUKNALEHHS
TEKCTY B Aitouiili MeToauLi
BU3HauYeHHs «KinbkicHe
BM3HaYeHHs» (MeTtog 1) 3miHn |
TMny - 3MiHW 3 IKOCTi. TOTOBWIA
nikapcbkuii 3aci6. KoHTposb
roToBOrO Nikapcbkoro 3acoby.
3MiHa y MeToAax BUNPOGyBaHHS
rOTOBOrO JliKapcbKoro 3acoby (iHLwi
3MiHM Y MeTogax BunpobyBaHb
(BKtovatoun 3amiHy abo
[OOMOBHEHHS)) — BBOAWUTLCSA
anbTepHaTVBHa MeToauKa
BM3HAYEHHS CYNPOBIAHUX [OMILLOK
metogom BEPX gns N3 (MeTog,
2) 3MiHu | TUNY - 3MiHK 3 AKOCTI.
[OTOBWIA NiKapCbKMii 3aci6.
KOHTpO/b roTOBOrO MliKapCbKoro
3acoby. 3miHa y MmeTofax
BMNPOBYBaHHA rOTOBOrO
nikapcbKoro 3acoby (iHWi 3MiHN Y
mMeTogax BunpobysaHb
(BKtovatoun 3amiHy abo
[OMOBHEHHS)) BBEAEHHS
a/IbTEPHATUBHOT METOANKN
BM3HAYEHHS KiNIbKICHOTO BMICTY

meTogom BEPX ans M3 (Metog
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
2)3MiHu | TURY - 3MiHM 3 AKOCTI.

[oTOBWMIA NikapcbKuii 3aci6.
KOHTpO/1b rOTOBOrO NiKapCbKOoro
3acoby. 3miHa y meToaax
BUMPOBYBaHHA roTOBOrO
nikapcbKoro 3acoby (iHLWi 3MiHN Y
meTogax BunpobysaHb
(BKKOYALOUM 3aMiHy ab0
[OOMOBHEHHS)) Y 3B'A3KY 3
BBE/IeHHAM [0AaTKOBOro MeToay
0N KiNbKICHOTO BU3HaYeHHA AdI
(MeTog 2) y cknagi N3, wo
[104aTKOBO BMKOPUCTOBYETLCS A/1A
iaeHTuikauii cybcTaHuii, goaaHo
ineHTudbikauito metTofom 2.
3MiHu | TURY - 3MiHK 3 aKocTi. AdI.
KoHTposnb A®L. 3miHa y
napameTpax cneuudikauii Ta/abo
[OMYCTUMUX MEX, BUSHAYEHUX Y
crneundikauisx Ha A®l, abo
BUXIZAHWUA/NPOMIXHWIA
NpoAyKT/peareHT, wWwo
BUKOPVCTOBYHOTHCS Yy NPOLECI
BMPO6HULTBA AD| (BUNYYEHHS
HEe3HaYyHOro NoKa3Huka AKoCTi
(Hanpviknag, BUy4YeHHs
3acTapifioro NokasHuka))
BUJTYYEHHS NOKa3HMKa
«PO34MHHICTb» 3i cneumaikaui
Ad| Knonigorpento 6icynbgary,
BMPOGHMLTBaA Praveen
Laboratories Pvt. Ltd., IHAis 3MiHK
| TMny - 3miHK 3 AkocTi. AdI.
KoHTponb A®l. 3miHa y meTogax
BuNpobyBaHHA A®l abo BMXigHOTO
martepiany/npomikHOro
npoayKTy/pearenTy, Wwo
BUKOPVCTOBYETLCA Y NPOLIECI
BMpo6HMLTBA AP (iHLWI 3MiHK Y
mMeToAax BUNpobyBaHHSA
(BKKOYALOUM 3aMiHy ab0
[0noBHEHHS) A®| abo
BUXi4HOro/MPOMiXXHOro NPoAyKTY)
BBEJEHHA aNlbTepHaTUBHOMO
mMeToay BMNpoByBaHHA 3a
nokasHukoM «CynpoBigHi
nomiwkn. Metog 2» ans Adl
BMpOGHULTBa Praveen

Laboratories PVT. LTD. 3MmiHu |
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

TUny - 3MiHK 3 skocTi. AdI.
KoHTponb A®L. 3miHa y MeToAax
BunpobysaHHA APl abo BMXigHOTO
marepiany/npomikHOro
npoayKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y NPOLIECI
BMpo6HUMLTBA AP (iHLWi 3MiHN Y
mMeToAax BUNpobyBaHHSA
(BKtovatoun 3amiHy abo
[ONoBHEHHS) A®| abo
BMXiIZAHOrO/NPOMIXHOro NPOAYKTY) y
3B'A3KY 3 BBEJIEHHAM [04aTKOBOro
meToAy N5 BUSHAYEHHS
EHaHTiOMepHOT unctotn ans Adl
Knonigorpento bicynbarty
(MeTog 2), Wwo BMKOPUCTOBYETLCSA
ons igeHtTudikauii Al
BMpOGHULTBa Praveen
Laboratories PVT. LTD., IHgjs,
[ofaHo po3ain “lgeHTudikauis
2.3.” (Metog 2). 3miHu | Tvny -
3miHu 3 axkocTi. A®l. KoHTponb
A®|. 3miHa y MeToax
BunpobysaHHA APl abo BMXigHOTO
marepiany/npomikHOro
npoayKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y NPOLIECI
BMpo6HUMLTBA AP (iHWi 3MiHN Y
mMeToAax BUNpobyBaHHSA
(BKtovatoun 3amiHy abo
[0noBHEHHS) A®| abo
BUXiIZAHOrO/NPOMIXHOr0 NPOAYKTY)
npuBefeHHA 3aTBepaXKeHol
METOAVKN BU3HAYEHHS 3a
nokasHuKoM «EHaHTiomepHa
yuctotu» (Metog 1) ana Adl
BMPOGHMLTBaA Praveen
Laboratories PVT. LTD. no sumor
MoHorpadii EP
3MiHu | TURY - 3MiHK 3 aKocTi. AdI.
KoHTponb A®L. 3miHa y MeToAax
BunpobysaHHA APl abo BMXigHOTO
marepiany/npomikHOro
npoayKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y NPOLIECI
BMpo6HMLTBA ADI (iHLWI 3MiHN Y
mMeToAax BUNpobyBaHHSA
(BKtovatoun 3amiHy abo
[0MOBHEHHS) Ad| abo
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

BWXi4HOr0/MPOMiXXHOIO NPoAyKTY) y
3B'A3Ky 3 BBEAEHHAM [,0jaTKOBOro
mMeToAy 415 BUSHAYEHHS
KiNIbKiCHOro BU3HauyeHHs ans Ad|
BMpOo6HMLUTBA Ind-Swift
Laboratores Limited, (MeTog 2),
LLIO BUKOPUCTOBYETLCS [0AATKOBO
ons igeHtudikauii A®I fogaHo
po3gin «lgeHTudikavin 2.2.)
(MeTog 2) gns BupobHuka Ind-
Swift Laboratores Limited, IHgis
3MiHn | TURY - 3MiHK 3 aKocTi. API.
KoHTponb A®l. 3miHa y meTogax
BuNpobyBaHHA A®l abo BMXigHOTO
martepiany/npomikHOro
npoayKTy/pearenTy, Wwo
BUKOPVCTOBYETLCA Y NPOLIECI
BMPO6HUMLTBA AP (iHLLI 3MiHK)
npvBeAeHHsA 3aTBepaKeHol
MeTOAVKN BU3HAYEHHS 3a
NoKa3HNKOM «EHaHTioOMepHa
ynctot» (Metopg 1) ana Adl
BMPOGHMLTBaA Praveen
Laboratories PVT. LTD. go sumor
MoHorpadii EP 3minu | Tvny -
3MiHu 3 sikocTi. A®l. KoHTponb
A®|. 3miHa y napameTpax
cneuudikauin Ta/abo gonycTummx
MeX, BU3HaYeHnX y cneuundikadisax
Ha A®I, a60 BUXiZHWIA/NPOMIDKHNIA
NpoAyKT/peareHT, wWwo
BUKOPVCTOBYIOTHLCS Yy NPOLEC
BMPO6HUMLTBA AP (iHLLI 3MiHN)
3anpoBapKeHo NepioanyHiCTb
KoHTponto APl BUpobHMLTBaA Ind-
Swift Laboratores Limited, IHais
0N nokasHvka «MikpobionoriyHa
ynctoTa» — nepuly (nepiuy
nocTaBKy NMOTOYHOrO POKy) Ta
KOXHY [eCcATy HacCTyMHi cepii, ane
He pifLe o4HOro pasy Ha pik
3MiHn | TURY - 3MiHK 3 aKocTi. API.

KoHTponb A®l. 3miHa y meTogax
BuNpobyBaHHA A®l abo BMXigHOTO
martepiany/npomikHOro
npoayKTy/pearenTy, Wwo
BUKOPVCTOBYETLCA Y NPOLIECI
BMpo6HMLTBA AP (iHLWI 3MiHK Y
MeToAax BUNpobyBaHHSA
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
(BrTrovatoum 3amiHy abo

[ONOBHEHHS) A®I abo
BWXi4HOr0/MPOMIXXHOro NPOAYyKTY)
BBE[IEHHA a/lbTePHaTUBHOIO
MeToAy BUNpPOOyBaHHS 3a
nokasHukoM «CynpoBigHi
nomilwkn. Metog 2» ans Adl
BMpO6HMLUTBA Ind-Swift
Laboratores Limited, IHgis 3minn |
TUny - 3MiHK 3 skocTi. AdI.
KoHTponb A®L. 3miHa y MeToAax
BunpobysaHHA APl abo BMXigHOTO
marepiany/npomikHOro
npoAayKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y NPOLIECI
BMpo6HMLTBA ADI (iHLWI 3MiHN Y
mMeToAax BUNpobyBaHHSA
(BKtovatoun 3amiHy abo
[0noBHEHHS) A®| abo
BUXIZAHOrO/NPOMIXHOro NPOAYKTY)
BBEJEHHSA a/lbTePHATUBHOIO
mMeToAy BUNPOOyBaHHS 3a
nokasHukom «KinbkicHe
BU3HauYeHHs. MeTog 2» ans Adl
BMPO6HMLUTBA Ind-Swift
Laboratores Limited, IHgjs, sika
NpoBOAMTLCA B YMOBaX po3giny
«CynpoBigHi gomiwku. MeTtog, 2»
3MiHu | TUNYy - 3MiHKM 3 AKocTi. AdI.
KoHTponb A®I. 3miHa y meTogax
BMnNpobyBaHHA APl abo BMXigHOTO
marepiany/npomiKHOro
nNpoAaykTy/peareHTy, Lo
BUKOPVCTOBYETLCA Y NPOLIECI
BUpoGHULUTBA AP (iHLWi 3MiHK Y
mMeTofax BUNPO6yBaHHSA
(BKTrovatoum 3amiHy abo
[ONOBHEHHS) A®I abo
BWXi4HOr0/MPOMIXXHOro NPOAYyKTY)
3MiHa NigxoAay y BUKNaAEeHHI
TEKCTy Aitoyoi pefakuii MeToanku
BM3HAYEHHS 3a MOKa3HWKOM
«Knonigporpento gomiwka C» ans
A®| BupobHUUTBa Ind-Swift
Laboratores Limited, IHgjs, a came
a came BUK/IafleHHA NPUroTyBaHHSA
PO34MHIB NPUBEAEHO Y
BiANOBIAHICTL 3 MOHOrpadieto

USP, meToavka BU3HAYEHHS Ta
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
HOPMYBaHHS 3a/MLIeHOo 6e3 3MiH
3MiHu | TUNYy - 3MiHK 3 AKOCTi. AD|

BMnNpobyBaHHA APl abo BMXigHOTO
marepiany/npomiKHOro
nNpoAaykTy/peareHTy, Lo

BUKOPVCTOBYETLCA Y NPOLIECI
BUpoGHULUTBA AP (iHLWi 3MiHK Y
mMeTofax BUNPO6yBaHHSA
(BrTrovatoum 3amiHy abo
[ONOBHEHHS) A®I abo
BWXi4HOr0/MPOMIXXHOro NPOAYyKTY)

— BBE[IEHHS a/IbTEPHATUBHOIO
mMeToAdy BUNpPOOyBaHHS 3a
nokasHukom «Knonigporpento
powmiwka C. Metog 2» gns Ad|
BMpOo6HMLUTBA Ind-Swift

Laboratores Limited, IHgjs, ska

NpoOBOANTLCA B YMOBax po3giny

«CynpoBigHi fomiwkn. MeTtog, 2»

3MiHn | TURY - 3MiHK 3 aKocTi. API.

KoHTponb A®l. 3miHa y meTogax

BuNpobyBaHHA A®l abo BMXigHOTO
martepiany/npomikHOro

npoayKTy/pearenTy, Wwo

BUKOPVCTOBYETLCA Y NPOLIECI

BMPO6HULTBA AP (iHLLI 3MiHK) —

npvBeAeHHsA 3aTBepaKeHoil
MeTOAVKN BU3HAYEHHS 3a
nokasHukoM «CynpoBigHi
pomiwkm» (Metog 1) ans Adl
BMPOGHMLTBaA Praveen

KoHTponb A®I. 3miHa y meTogax
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Laboratories PVT. LTD. go sumor
MoHorpadii EP. 3miHu | Tvny -
3MiHu 3 sikocTi. A®l. KoHTponb
A®I. 3miHa y meTodax
BMnNpobyBaHHA APl abo BMXigHOTO
martepiany/npomiKHOro
nNpoAykTy/pearexTy, LWwo
BUKOPVCTOBYETLCA Y NPOLIECI
BUpO6HMUTBA AP (HLWi 3MiHW) —
npuBefeHHA 3aTBepaXKeHol
METOAVKN BU3HAYEHHS 3a
nokasHukoM «CynpoBigHi
fomiwkm» (Metog 1) ans Ad|
BMPO6HMUTBA Ind-Swift
Laboratores Limited, IHgis fo
BMMOr MoHorpadii USP. 3MiHu |

TMNY - 3MiHK 3 sikocTi. API.




Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

KoHTponb A®l. 3miHa y meTogax
BuNpobyBaHHA A®l abo BMXigHOTO
martepiany/npomikHOro
npoayKTy/pearenTy, Wwo
BUKOPVCTOBYETLCA Y NPOLIECI
BMPOG6HULTBA AP (iHLLI 3MiHK) —
3MiHa NigxoAay y BUKNAAEHHI
TEKCTy Aito4oi pefakuii MeToanku
BM3HAYEHHS 3a MOKa3HWKOM
«KinbkicHe BM3HaueHHs» ans Adl
BMpOo6HMUTBA Ind-Swift
Laboratores Limited, IHgjs, a came
BUKNAAEHHS NMPUTOTYBaHHSA
PO34MHIB NpUBEAEHO Y
BiANOBIAHICTL 3 MOHOrpadieto
USP, meToavka BU3HAYEHHS Ta
HOPMYBaHHS 3a/1MLWeHo 6e3 3MiH.
3MiHn | TURY - 3MiHK 3 aKocTi. API.
KoHTponb A®l. 3miHa y
napameTpax cneuucpikaii Ta/abo
O0NYCTUMUX MEX, BUSHAUYEHUX Y
cneuudikalisx Ha Ad®l, abo
BUXIiAHWA/NPOMIKHWIA
npoAayKT/peareHT, Wo
BUKOPVCTOBYHOTBCS Y NPOLEC
BUpoOHULUTBa API (BUNYUYEHHS
He3Hay4yHOro nokKasHuka sKocTi
(Hanpviknag, BUy4YeHHs
3acTapifioro NokasHuka))
BWUYYEHHS MOKa3HMKa
«Po3unHHICTb» 3i cneuudikawii
A®| Knonigorpento 6icynbgary,
BMPO6HMLUTBA Ind-Swift
Laboratores Limited, IHAjis 3MiHn |
My - 3MiHK 3 AKocTi. API.
KoHTponb A®I. 3miHa y meTogax
BMnNpobyBaHHA APl abo BMXigHOTO
martepiany/npomiKHOro
nNpoAykTy/pearexTy, LWwo
BUKOPVCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA AD| (HE3HAYHI 3MiHN
y 3aTBepPKEHNX MEeTOoAaX
BMMPOGYBaHHS) — BHECEHHS 3MiH
[10 METOAVKN BU3HAYEHHS
«lpaeHTudikauis» (Metog 14) ana
A®| BupobHuLTBa Praveen
Laboratories Pvt. Ltd., IHAiA. 3MiHK
| TMny - 3miHK 3 AkocTi. AdI.
KoHTposb A®L. 3miHa y meTodax
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BMnNpobyBaHHa APl abo BMXigHOTO
marepiany/npomiKHOro
nNpoAykTy/peareHTy, Lo

BUKOPVCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA AD| (HE3HAYHI 3MiHN
y 3aTBepPKEHNX MeToAaxX
BMMPOOYBaHHS) — BHECEHHS 3MiH
[10 METOAVKN BU3HAYEHHS
«lpaeHTudikauis» (metog 14) ana
A®| BupobHuyTBa Ind-Swift
Laboratores Limited, IHAja. 3miHu |
TMny - 3MiHW 3 IKOCTi. TOTOBWIA
nikapcbkuii 3aci6. KoHTposb
roToBOrO NiKapcbKoro 3acoby.
3MiHa y MeToAax BUNPOGyBaHHS
rOTOBOrO JliKapCbKoro 3acoby

(He3HayHa 3MiHa y 3aTBepIKEHNX

MeTofax BUNPOOyBaHHS) —
BHECEHHS 3MiH 10 METOAUKN
BUNPO6YBaHHA «PO3UYNHEHHS», Y
3B'A3KY 3 BBE[EHHAM [04aTKOBOro
MeToay AN KibKiCHOro

BU3HAYEHHS Npy NpoBefeHi TecTy

«P0O34YMHEHHS» BUKOPUCTOBYOTLCA
PO3YMH MOPIBHAHHA Ta
XpomatorpadiyHi ymosu

3a3HaueHi y po3gini «KinbkicHe

BM3Ha4YeHHsI» MeToa 1 ab6o MeToa

2

214.

TPYBAJA®

TabneTkn, BKPUTI
NNiBKOBOK 060/1I0HKOIO,
no 200 mr/300 wmr; no 30
TabneTok y gonakoHi; no
1 donakoHy B KapTOHHii
Kopoobui

lneap CaiteHcus,
IHK.

CLUA

lnean CaieHcus
AlieneHg tOC,
IpnaHgis (Bunyck
cepili, NepBrHHaA Ta
BTOPWHHA yNakoBKa,
KOHTPO/Ib SIKOCTI);
KataneHT [hxepmai
LLlopHaopd M6X,
HimeuyunHa
(nepBuHHa Ta
BTOPWHHA
ynakoBKa);
MinmayHT Xenckea
NTa., lpnaHgisa
(BTOpPUHHA
ynakoBka); Takega
'mM6X, HimewunHa
(BMPOGHULTBO,
nepBunHHa Ta
BTOPWHHA YMakoBKa,

IpnaHgis/
HimeuunHa

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3MiHu |l TUny - 3a
pesynbTatamm ekcnepTuau
HagaHnx martepianis
BCTaHOB/IEHO, LLIO: 3aBHIKOM
HafaHo OHOBMEHWIA MnaH
ynpasniHHA pu3nkamu Bepcis 16.0
0115 NikapcbKoro 3acoby
TPYBALA®, Tabnetku, BKpUTI
N/1iBKOBOK 060/10HKOI0, No 200
mr/300 wmr; no 30 TabneTok y
hnakoHi; no 1 chnakoHy B
KapTOHHI Kopo6Li. 3MiHN BHECEHO
[10 BCIX YaCTWH: Yy 3B’A3KY 3
BUAaIeHHAM iHdhopMaLii Npo
BaXX/IMBI iAeHTUDiKoBaHI pusmnku Ta
BiCYTHIO iHchopMmaLito,
[0aTKOBUX 3aX0/iB 3 MiHIMi3aLil
pu3ukiB 3 NYPa 'y 38’A3Ky 3
3aBepLUEHHAM AOoCAiMKeHb Ta

3a peyernmom

UA/8375/01/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KOHTPO/Ib SIKOCTI)

OHOBJ/IEHHSIM chopmary MYPa
BiANOBIAHO [0 pekomeHaaLii
Guideline on good
pharmacovigilance practices
(GVP) Module V - Risk
management systems (Rev 2)

215.

YKPNIB®

Tabnetkn 500 mr no 10
Tabnetok y 6nictepi; no
3 a6o 10 6nicTepiB y
KapTOHHI ynakoBL,i

TOB "KYCYM
DAPM"

YKpaiHa

TOB "KYCYM
PAPM"

Ykpaina

BHECEHHS 3MiH 0 peecTpavlinHmx
marepianis: 3MiHu | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnsgy - BHECEHHS 3MiH
00 po3giny “MapkyBaHHs" MKA

na:
3anponoHoBaHo: MAPKYBAHHA
3riiHO i3 3aTBEPKEHVM TEKCTOM

MapKyBaHHS. OHOB/IEHHS TEKCTY

MapKyBaHHS YNakoBKV NikapCbKoro
3acoby 3 BHeCEHHSIM iHdhopMaLii
LLI0A0 3a3HAYEHHS OANHULb
BVMIipIOBaHHSA y cuctemi Sl.
BBeneHHs1 3MiH NpOTAroM 6-Tu
MicSLiB NicNsA 3aTBEPAYKEHHS

3a peyenmom

UA/11750/01/02

216.

YKPNIB®

TabneTkn no 250 mr, no
10 Tabnetok y 6nictepi;
no 3 a6o 10 6nictepis y
KapTOHHI ynakoBLi

TOB "KYCYM
DAPM"

YKpaiHa

TOB "KYCYM
PAPM"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaviinHmx
marepianis: 3MiHU | TURy - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBNEHHS

TEKCTY MapKyBaHHS ynakoBKm

NiKapcbKoro 3acoby 3 BHECEHHSAM
iHbopmauii WwoAo 3a3HaveHHs

OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BHeceHHs1 3MiH 0 po3gainy

“MapkyBaHHs" MKA N3:
3anponoHosaHo: MAPKYBAHHA
3rifHo i3 3aTBEPAXEHUM TEKCTOM

MapKyBaHHSA. BBegeHHs 3MiH
NpoTArom 6-Tu MicAuiB 3 AaTu
3aTBEPKEHHS

3a peyernmom

UA/11750/01/01

217.

YKPNIB®

cycneHsisi opasibHa, 250
mr/5 mn, no 200 mny
dnakoHi; no 1 doakoHy
pasom 3 MipHOK
JIOKEUKOK Y KapTOHHilA
ynakoBui; no 30 mny
dhnakoHi; no 1 dpnakony
pasom 3 MipHOI0
JNIOXKEYKOH Y KapTOHHIl
ynakosui; no 40 may

TOB "KYCYM
PAPM"

YKpaiHa

TOB "KYCYM
PAPM"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Lof0 6e3nekn/edekTMBHOCTI Ta
chapmakoHarnsgy - OHOBNEHHS

TEKCTY MapKyBaHHS ynakoBKm

NiKapCcbKoro 3acoby 3 BHECEHHSM
iH(bopmauii Wwoao 3a3HaYeHHs

OAVHMLb BUMIPIOBaHHSA Y cUCTEMI
S|. BHeceHHs1 3MiH o po3giny

“MapkyBaHHs" MKA J13:

3a peyenmom

UA/11750/02/01
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
6aHuj; no 1 6aHuji y 3anponoHoBaHo: MAPKYBAHHA
KapTOHHI ynakoBLi 3riHOo i3 3aTBEPKEHM TEKCTOM
pa3om 3 MipHOI0 MapKyBaHHs. BBeieHHS 3MiH
JI0OXEUKOI0 NpOTArom 6-Tn MicAuiB 3 gatu
3aTBEPAKEHHSA
218. | YMKA/IOP® PO34MH opanbHuiA no 20 [oliue Xomeonari- HimeuunHa [Op. Binbmap LLBa6e HimeyunHa BHECEHHS 3MiH 0 peecTpauiiHnX 6e3 peyenma UA/6691/01/01
M abo 50 mny YHioH OXY- v6X i Ko. KI marepianis: 3MiHu | TUMY - 3MiHK
donakoHi; no 1 dpnakoHy ApuHaiimiTTens ofo 6e3nekn/edekTMBHOCTI Ta
B KApPTOHHIli Kopobu,i v6X & Ko.KI hapmakoHarniagy - 3amiHa
po3gainy «I'pachiuHe 0hopMIEHHS»
Ha po3ain «MapkyBaHHs» MKHA
13; 3anponoHoBaHo:
MAPKYBAHHSA 3rigHo
3aTBEPLKEHOr0 TEKCTY
MapKyBaHHs1. 3MiHN BHECEHI B
TEKCT MapKyBaHHS ynakoBku
nikapcbKoro 3acoby Lwoao
3a3Ha4YeHHs 0AnHWLb
BMMipOBaHHSA y cuctemi Sl
219. | ®Arouee NOPOLLOK A1 PO3UNHY BPOC NTA, Ipeuis BPOC NTA, Ipeuis BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyenmom UA/0783/01/01
Ans iH'ekuii no 1000 wmr; marepianis: 3MiHu | TUMY - 3MiHW
1 cpnakoH 3 NOPOLLKOM Y Lwoao 6e3nekn/edeKTMBHOCTI Ta
KapTOHHIA KOpoo6Li hapmakoHarnagy - OHOB/IEHHS
TEeKCTYy MapKyBaHHS ynakoBK/
NiKapCbKOro 3acoby 3 BHECEHHAM
iHcbopmauii WwoA0 3a3HaYeHHS
OAVHWLb BUMIPIOBaHHS Y CUCTEMI
Sl. BHeceHH#A 3MiH o po3giny “
Mapkuposka” MKA N13.
3anponoHosaHo: Mapkuposka. B
COOTBETCTBUM C YTBEPXKAEHHBIM
TEKCTOM MapKMpOBKM
220. | PAUTOBAKT 1T NMOPOLLOK A1 PO3UNHY Kagjna IHais Kagina IHais BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/10802/01/02
Ans iH ekuiin, 0,5 /0,5 T; dapmacbloThKans dapmacboTukans3 mMartepianis: 3miHu | TUny - 3MiHn
1 donakoH 3 NOPOLLKOM Y Nimiten Nimiten LoAo 6e3snekn/edeKTMBHOCTI Ta

KapTOHHI KOPOOL;i

thapmakoHarniagy (iHwi 3miHu) -
OHOB/IEHHSI TEKCTY MapKyBaHHS
yNaKkoBKM NMikapCbKoro 3acoby 3
BHECEHHSM iHhopMaLii Woa0
3a3HayYeHHs 0AVHULb
BVMIiptOBaHHSA y cuctemi Sl.
OHOB/IEHHS BXE 3aTBEPKEHOr0
TEKCTYy MapKyBaHHS /151 yNakoBKN
in bulk: 50 chnakoHIiB 3 NOPOLLKOM
Y KapTOHHIlA KOpobLi (BHECEHHS
no3HayYeHb OANHULb
BVMIpIOBaHHS, 3 BUKOPUCTAHHSAM
NiTep NaTUHCLKOro andgiasiTy).
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BHeceHHs 3MiH Jo po3giny
«MapkyBaHHsa» MKA N13:
3aTBepXeHo:

TekcT MmapKyBaHHs NEepPBUHHOT,
BTOPUHHOI YNakoBKW, TEKCT
MapKyBaHHS ynakoBku in bulk
JopaoTbes. 3anpornoHosaHo: [ns
roToBOrO Nikapcbkoro 3acoby:
3rifHO 3aTBEPAKEHOrO TEKCTY
MapKyBaHHSA. [115 nikapcbkoro
3acoby y chopmi in bulk: 3rigHo
3aTBEPLPKEHOr0 TEKCTY
MapKyBaHHs, LLIO AOA4AETLCA.
TepMiH BBEAEHHS 3MiH - MPOTATOM
6 micsliB nicns 3aTBepKEHHS.

221.

DPANTOBAKT 1T

MOPOLLOK A/151 PO3UNHY
Ans iH ekuiin, 0,5r1/0,5T;
in bulk: 50 chnakoHiB 3
MOPOLLKOM Y KapTOHHIl
Kopoobui

Kagjna
®PapmacboTuKan3
Nimiten

IHais

Kagina
dapmacboTrKan3
Nimiteq

IHais

BHECEHHS 3MiH 40 peecTpavlinHmx
mMartepianis: 3miHu | TUny - 3MiHn
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn) -
OHOB/EHHA TEKCTY MapKyBaHHSA
yMakoBKM NikapcbKoro 3acoby 3

BHECEHHSAM iHchopMalLlii Lwoao
3a3HaYeHHs OAUHULb
BVMIiptOBaHHA y cuctemi Sl.

OHOBJIEHHS BXe 3aTBEPKEHOrO

TEKCTY MapKyBaHHS A/19 yNakoBKu
in bulk: 50 chnakoHIiB 3 NOPOLLKOM
Y KapTOHHIi1 kopobu,i (BHECEHHS

no3HavyeHb OAMHULb

BUMIPIOBaHHS, 3 BUKOPUCTAHHAM

niTep naTuHcbKoro andasity).
BHeceHHs 3MiH [0 po3ainy
«MapkyBaHHA» MKA N13:
3aTBepkeHo:

TeKCT MapKyBaHHS NEPBUHHOI,
BTOPWHHOI YNaKOBKW, TEKCT
MapKyBaHHS1 ynakoBku in bulk
popatotbes. 3anponoHosaHo: Ans
rOTOBOrO /iKapCbKOro 3acoby:
3rifHO 3aTBEPL)KEHOrO TEKCTY
MapkyBaHHS. [lnsa nikapcbkoro
3acoby y copwmi in bulk: 3rigHo
3aTBEPKEHOr0 TEKCTY
MapKyBaHHS, L0 AOAAETHCS.
TepmiH BBEA,EHHS 3MiH - MPOTArOM
6 MicaLiB nic/ia 3aTBepAKEHHS.

UA/10803/01/02

222,

®ANTOBAKT 2T

MOPOLLIOK A4/151 PO3UNHY
Ans iHekyin, 1r/lr; 1
ch/1aKoH 3 NOPOLLKOM Y

Kagina
PapmacboTrKan3
Jlimiteq

IHais

Kagina
PapmacbioTrKan3
JNimiTen

IHAis

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3miHu | TNy - 3miHK
L1010 6e3nekn/edpekTMBHOCTI Ta

3a peyenmom

UA/10802/01/03
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Hasga snikapcbko20

dopma sunycky

3asiBHUK

n/n

3acoby

(nikapcbka ¢hopma,
ynakoska)
KapTOHHI KOpooLi

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

223.

®ANTOBAKT 2T

NOPOLLIOK ANSi PO3UUHY

Kapgina

IHais

thapmakoHarnsgy (iHwi 3MiHn) -
OHOB/EHHA TEKCTY MapKyBaHHSA
yNakoBKM NikapcbKoro 3acoby 3
BHECEHHSAM iHthopMmalLlii Lwoao
3a3HaYeHHs OAUHULb
BVMIiptOBaHHSA y cuctemi Sl.
OHOBJIEHHS BXE 3aTBEPKEHOrO
TEKCTY MapKyBaHHs A/19 YNakoBKu
in bulk: 50 chnakoHIB 3 NOPOLLKOM
Y KapTOHHIi1 kopobu, (BHECEHHS
no3HayeHb OAMHULb
BUMIPIOBaHHS, 3 BUKOPUCTAHHAM
niTep naTuHcbKoro andasity).
BHeceHHs 3MiH [0 po3giny
«MapkyBaHHA» MKA /13:
3aTBepkeHo:

TeKCT MapKyBaHHS NEPBUHHOI,
BTOPWHHOI YNaKOBKW, TEKCT
MapKyBaHHs1 ynakoBku in bulk
pogatotbcs. 3anponoHosaHo: ns
rOTOBOrO /iKapCbKOro 3acoby:
3rifHO 3aTBEPL)KEHOTO TEKCTY
MapkyBaHHS. [lnsa nikapcbkoro
3aco6y y copwi in bulk: 3rigHo
3aTBEPKEHOrO TEKCTY
MapKyBaHHS, L0 A0AAETHCS.
TepmiH BBEL,EHHS 3MiH - NPOTAroM
6 MicaLiB nic/1a 3aTBepAKEHHS.

Ans iHekyiin, 1 r/lr; in
bulk: 50 chnakoHis 3
MOPOLLKOM Y KapTOHHilA
Kopoo6Li

PapmacboTrKan3
Nimiteq

Kagina
PapmacboTrKan3
NimiTen

IHais

BHECEHHS 3MiH j0 peecTpaLiinHmx
marepianis: 3miHu | Tuny - 3miHn
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHLwi 3MiHu) -
OHOB/EHHSI TEKCTY MapKyBaHHS
yMakoBKM NikapcbKoro 3acoby 3
BHECEHHSM iHdhopMauii Woao
3a3Ha4YeHHs OAnHWLb
BVMIipIOBaHHSA y cuctemi Sl.
OHOBJIEHHS BXe 3aTBEPAKEHOrO
TEKCTYy MapKyBaHHS A1 yNakoBKn
in bulk: 50 chnakoHiB 3 NOPOLLKOM
Y KapTOHHIi1 kopobL,i (BHECEHHS
no3HaYeHb OAMHWLb
BUMIPIOBaHHS, 3 BUKOPUCTaHHAM
niTep NaTMHCLKOro andgasiTy).
BHeceHHs 3MiH J0 po3giny
«MapkyBaHHA» MKA N13:
3arBepaKeHo:
TeKCT MapKyBaHHA NepBUHHOT,

BTOPWHHOT YNaKoBKW, TEKCT

UA/10803/01/03
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MapKyBaHHs1 ynakoBku in bulk
pogatotbcs. 3anponoHosaHo: Ans
rOTOBOrO /iKapCbKOro 3acoby:
3rifHO 3aTBEPL)KEHOTO TEKCTY
MapkyBaHHS. [lnsa nikapcbkoro
3aco6y y copmi in bulk: 3rigHo
3aTBEPKEHOrO TEKCTY
MapKyBaHHS, L0 A0AAETHCS.
TepmiH BBEL,EHHS 3MiH - NPOTAroM
6 MicaLiB nic/ia 3aTBepAKEHHS.

224.

DEBAPUH®

TabneTku, BKPUTI
N/1iBKOBOK 060/10HKOI0,
no 50 wr, no 15
Tabnetok y 6nictepi; no
1 a6o no 2 6nictepu B
KapTOHHI Kopo6Lj; no
20 Tabnetok y 6nictepi;
no 3 6nictepu B
KapTOHHIA KopooLi

ABOGOTT Xenckea
MpopaxTtc B.B.

HigepnaHan

MalinaH
NabopaTtopiz CAC

PpaHuin

BHECEHHS 3MiH j0 peecTpaLiinHmx
marepianis: 3MiHu | TURY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BeeneHHs abo
3MiHW [0 y3arasibHEHUX AaHnX Mpo
cuctemy hapmakoHarnagy
(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa YNOBHOB&XeHOI 0coou,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHoOI
ocobu 3 hapmakoHarnagy
3aABHUKa 419 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNTOBHOB&XEHOI
ocobw, BiANoBiAa/IbHOT 3a
3fjiicHeHHs chapmakoHarnsgy
(BKIIOYAKOYM KOHTAKTHI AaHi)
Ta/ab0 3MiHN Y PO3MILLEeHHI
mMacTep-haiina cuctemm
thapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHYKA,
BiANOBiAaIbHOT 3a
thapmakoHarnsag,.
MponoHoBaHa pepakuis: Thomas
Nisslein, DVM, PhD / Tomac
Hiccnaiin, DVM, PhD. 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI
0cobu 3asBHWKa, BiANOBIAAbHOI
3a papmakoHarnsag

3a peyenmom

UA/7599/01/01

225.

DEBAPUH®

TabneTkn, BKPUTI
NNiBKOBOK 060/10HKOI0,
no 100 mr, no 15
Tabnetok y 6nictepi; no
1 a6o no 2 6nictepu B
KapTOHHI Kopo6uj; no
20 Tabnetok y 6nictepi;
no 3 6nictepu B
KapPTOHHI KOpoOLj

ABOGOTT Xenckea
MpopgaxTtc B.B.

HigepnaHan

MalinaH
Nab6opaTtopiz CAC

PpaHuis

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Lwoao 6e3nekn/edeKTMBHOCTI Ta

thapmakoHarnagy. BeeneHHs a6o

3MiHV [0 y3araslbHEHUX AaHuX Mpo

cuctemy thapmakoHarnsagy
(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cuctemy chapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0Co6MU,

3a peyenmom

UA/7599/01/02
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BiANoBiAa/IbHOI 3a 3[jACHEHHSI
hapmMakoHarnagy; KOHTakTHOI
0cobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iNCHEeHHS
hapmakoHarnagy B YKpaiHi, AKLLo
BOHa BifIMiHHA Bif, yNTOBHOB&XEHOI
ocobw, BignoBiAa/IbHOI 3a
3[jiCHEeHHS1 hapMakoHarnagy
(BKNHOYAKOYUN KOHTAKTHI AaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CO6M 3as1BHMKA,
BiANOBIA&/IbHOT 382
hapmakoHarnsg.
MponoHoBaHa pepakuis: Thomas
Nisslein, DVM, PhD / Tomac
Hiccnsiin, DVM, PhD. 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI
ocobu 3asiBHUKa, BiANOBIA&/IbHOT
3a (papmakoHarnag

226.

DEMOCTOH®

TabneTku, BKpUTI
NNiBKOBOK 060/I0HKOHO,
no 1 mr + TabneTku,
BKPUTi NNIBKOBOO
060/10HKOH0, M0 1 Mr/10
Mr;

Kombi-ynakoBka Ne 28
(28x1); Ne 56 (28x2); Ne
84 (28x3): 14 TabneTok,
BKPUTUX NNIBKOBOIO
060/10HKO10, 6inoro
Konbopy no 1 mr + 14
TabneTok, BKPUTUX
NNiBKOBOK 060/I0HKOHO,
ciporo konsopy no 1
Mr/10 mry 6nicTepi; no 1
abo 2, abo 3 6nictepu B
Kopoo6L;

AG6OTT Xesnckea
Mpopaxrtc B.B.

HigepnaHngu

ABGOTT
Bionopxikans b.B.

HigepnaHgu

BHECEHHS 3MiH 40 peecTpavlinHmx
marepianis: 3MiHu | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy thapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy dhapmakoHarnsgy,
3MiHa yNOBHOB&XeHOi 0cobu,
BiANoBiAa/IbHOI 3a 34jACHEHHSI
hapMakoHarnaay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iCHEeHHS
thapmakoHarnagy B YKpaiHi, kLo
BOHa BiIMiHHA Bif, yNTIOBHOB&XEHOI
ocobw, BignoBiAa/IbHOT 3a
3[jliCHEHHS1 hapMakoHarnagy
(BKNHOYAKOUN KOHTaKTHI AaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa
YMOBHOB&XeHOT 0CobM 3as1BHMKaA,
BiANOBIAa/ILHOT 3a
hapmakoHarnsg.
MponoHoBaHa pepakuis: Thomas
Nisslein, DVM, PhD / Tomac
Hiccnsiin, DVM, PhD. 3miHa
KOHTaKTHUX A@HNX YNOBHOB&XKEHOI

3a peyenmom

UA/4836/01/01
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
0co6u 3asiBHMKA, BiAMNOBIAA/IbHOT
3a hapmakoHarnsg
227. | PEMOCTOH® TabneTkn, BKPUTI AG60TT Xenckea HigepnaHgn A660TT HigepnaHngmn BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/4836/01/02
NAiBKOBOK 060I0HKOMO, Mpopaktc B.B. Bionoaxikans b.B. marepianis: 3MiHu | TUMY - 3MiHK
no 2 mr + TabneTku, Lofo 6e3nekun/edekTMBHOCTI Ta
BKPWTi NNiBKOBOIO thapmakoHarnagy. BeegeHHs abo
060/10HKOI0, MO 2 Mr/10 3MiHV [0 y3ara/ibBHEHUX AaHuX Mpo
Mr; cuctemy hapmakoHarnagy
Kombi-ynakoska Ne 28 (BBEAEHHSA y3araslbHEHUX AaHNX
(28x1); Ne 56 (28x2); No npo cucTemy chapmakoHarnsgy,
84 (28x3): 14 Tabnetok, 3MiHa YNOBHOBaXEHOT 0cobu,
BKPUTWX M/1IBKOBOKO BiANOBIA&/IbHOI 3a 3AiICHEHHS
060/10HKOI0, Lier/IAHO- chapmakoHarnsgy; KOHTakTHoI
4epBOHOTrO KO/1bOpY Mo 2 ocobu 3 hapmakoHarnsgy
Mr + 14 TabneTok, 3asBHUKA ANA 34IACHEHHSA
BKPUTUX M/TIBKOBOIO thapmakoHarnagy B YKpaiHi, AKLio
060/10HKOI0, XOBTOIO BOHa BiZiMiHHa Bif, YNOBHOBaXeHOI
Konbopy no 2 mr/10 mry ocobu, BiANOBIAA/IbHOI 3a
6nictepi; no 1 a6o 2, 3[jiCHEeHHs1 hapmakoHariagy
abo 3 6nictepu B (BK/THOYAKOYM KOHTAKTHI AaHi)
Kopoo6Li Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cuctemun
thapmakoHarnagy) - 3amiHa
YMOBHOB&XEHOT 0COOM 3as1BHMKA,
BiANOBIAA/IbHOT 32
hapmakoHarnsg.
MponoHoBaHa pepakuis: Thomas
Nisslein, DVM, PhD / Tomac
Hiccnsaii, DVM, PhD. 3miHa
KOHTaKTHUX AaHUX YNOBHOBaXKEHOT
0co6u 3as1BHMKA, BiANOBiAa/IbHOT
3a hapmakoHarnag
228. | PEHOBAPBITAN Tabnetku no 5 mr, no 10 ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/4052/01/01
IC Tabnetok y 6nictepi; no [04aTKOBOK [04aTKOBOKO MaTepianis: 3MiHU | TUNY - 3MiHKN 3
5 6nicTepiB y navui BiANOBiAANLHICTIO BiANOBIAANILHICTIO sKocTi. FoToBWMIA Nikapcbkuii 3aci6.
"IHTEPXIM" "IHTEPXIM" 3MiHU Yy BUPOGHMLTBI. 3MiHK

BMNpo6yBaHb abo A0MyCTUMUX
MeX, BCTAHOB/EHWX Y
cneuudikauisix, nig yac
BMPOOHWLTBA FOTOBOrO
niKkapcbKoro 3acoby (BUAyYeHHsS
HecyTTEBOro BUNPObyBaHHS B
npoveci BUpo6bHULTBA) -
BUTYYEHHS NOKa3HMKa
«3a/nLLKOBa BOJIONICTb> i3
crneundikauii Ta MeToais
KOHTPO/0 NMPOMIXKHOIO NPOAYKTY
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
«["paHynsaT HeonyApeHuii»; 3MiHu |

CYNyTHS 3MiHa - 3MiHM 3 SKOCTI -

niKapcbKoro 3acoby (iHLwi 3MiHW) -

MKA TN3 ( Tect «PO34YMHEHHS»,

TUNYy - 3MiHW 3 SKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTponb
[OMOMDKHUX PEYOBWH - 3MiHU Y
crneundikalisx Ta MeToamkax
KOHTPOJIH0 AKOCTi [LOMOMDKHOI
PEYOBVHW: 1AKTO3M MOHOTIApaT
(3a nokasHMKamy «PO3UMHHICTb»,
«OnNTUYHA ryCTUHA»), KPOXMaUTb
KapTonnsHWiA (3a NoKasHUKkamm
«PO3UnHHICTb», «laeHTudikaLis,
«[lioKeug, Cipkn»), KanblLjito
CTeapar (3a nokasHukamm
«PO34MHHICTb», «KNCMOTHICTL 260
NYXHICTb», «KifbKicHe
BM3HAYEHHSA»), )XenaTuH (3a
nokasHukam «laeHTudikayis»,
«[liokeug, Cipkn»), HaTpito
Kpockapmesio3a (3a nokasHukamm
«Onue», «lpeHTudikadis»); 3miHu |
TUMY - AOMNOBHEHHS cneuudikawii
Ta METOZjiB KOHTPOJ1t0 NEPBUHHOTO
nakyBasibHOro matepiany 13
nniska nonisiHixaopugHa Tectom
"laeHTudpikayia” 3 BignoBigHUM
MeTOA0M BUNPOGYBaHHS; 3MiHW |
TUMY - 3MiHKU 3 AKOCTi. FOTOBUIA
nikapcbkuii 3aci6. KoHTposb
roToBOro Nikapcbkoro 3acoby:
CYMYTHS 3MiHa - 3MiHW 3 SKOCTI.
[oTOBMIA NiKapcbkuii 3aci6. 3miHu
Y BUPOGHULTBI. 3MiHN
BMNpo6yBaHb abo A0MyCTUMUX
MeX, BCTAHOB/IEHVX Y
crneundikayisx, nig vyac
BVMPOGHMLTBA rOTOBOIO

NpVBEAEHHA HA3B PeaKTMBIB A0
AdY (pitoya pefakuin) y TekcTi

«CynpoBigHi AOMILLIKW»,
«KinbKicHe BU3HaYeHHs») Ta 'y
MKS$ Ha npomixHi mpoaykTu (K
CYNYTHS 3MiHA); 3MiHU | Tuny -
3MiHK 3 AKOCTi. FoTOBMIA
nikapcbkuii 3aci6. KoHTposb
roToBOro Nikapcbkoro 3acoby:

3MiHM 3 sIKOCTi. [oTOBMNA
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

nikapcbkuii 3aci6. 3miHn y
BMPOGHULTBI. 3MiHN BUNpPOOYyBaHb
abo 4oNyCTUMUX MEX,
BCTaHOBJIEHNX Y cneuudikauisx,
nif yac BUPOBGHMLTBA FOTOBOrO
NiKapcbKoro 3acoby - yTOYHEHHS
chopMy OBaHHSA HOPMYBaHHS
TecTy «PO34nHeHHA» Ta TecTy
«OfHOPIgHICTb [030BaHNX
oanHNnLb» y MKA MN3 (i3
BiJNOBIAHOI CYMYTHHLOI 3MIHOK Y
cneumdikaLisx Ta metToguui
KOHTPO/I0 SIKOCTi NPOMIDKHOrO
npoaykty Hepo3sdacosaHi
TabneTkn); - 3MiHa HOpMyBaHHA Ta
METOAMKN BUKOHaHHA TECTY
«lgeHTudpikauisi», 3mMiHa MeToANKN
BMKOHaHHSA TecTiB «OfHOPIHICTbL
[030BaHNX 0AUHULB», «KinbKicHe
BM3HAYeHHs» (i3 BiAMNOBIAHOWO
CYNYTHBLOO 3MIHOI Y
cneumdikauisix Ta MmeToguui
KOHTPOJI0 SAKOCTi NPOMIXXHUX
npoaykTis 'paHynaT
HeonyAapeHwuii, HeposdacosaHi
TabneTkun, y MeToauLi KOHTPOsIo
AKOCTi «BU3HauYeHHs1 ofHOPIAHOCTI
BMICTY fjl0401 peYOBUHU B
NPOMDKHUX NPOAYKTax NMikapCbKoro
3acoby PEHOBAPBIN IC, »); -
YTOUYHEHHS METOAVIKN BUKOHaHHS
TecTy «Po3unHeHHa» y MKA 13
(HaBeeHHst onucy NPUroTyBaHHSA
PO34YUHY MOPIBHAHHSA); -
npvBeAeHHs Ha3B peakTuBiB [0
[OoY (gitoyva pegaxuis) B MKA M3
(TecTn «PO34MHEHHA» Ta
«CynpoBigHi AoMiLLKM») Ta y MKA
Ha NPOMIKHI NPOAYKTM (SIK CynyTHSA
3MiHa); 3MiHK | TMny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy - npuBefeHHs
chopmysitoBaHHS po3ainy
«MapkyBaHHs1» 1o chopmaTty
BIZANOBIAHO BUMOT [il040r0
3aKOHOAaBCTBa, 3aTBEPAKEHO:
NPONOHOBAaHWI TEKCT MapKyBaHHS
[04a€eTbCA; 3anpONOHOBAHO:

3rijHO 3aTBEPKEHOrO TEKCTY
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
MapKyBaHHs1

229. | ®EHOBAPBITAN Tabnetku no 50 mr, no ToBapucTso 3 YKpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/4052/01/02

IC 10 Tabnetok y 6nictepi; [04aTKOBOO [04aTKOBOO marepianis: 3mMiHu | TMny - 3MiHN 3

no 5 6nictepiB y nauvui BigNoBiAa/IbHICTIO BiANOBiAA/IbHICTIO sKocTi. [oToBWIA Nikapcbkuii 3aci6.

"IHTEPXIM" "IHTEPXIM" 3MiHV Y BUPOOHMUTBI. 3MiHN

BMNpo6yBaHb abo AoMyCTUMUX
MeX, BCTAHOB/EHVX Y
cneundikayisx, nig vyac
BVMPOGHMLTBA rOTOBOIO
nikapcbKoro 3acoby (BUy4YeHHs
HecyTTeBOro BUNpobyBaHHA B
npoueci BUPOGHNLTBA) -
BUTYYEHHS NOKa3HMKa
«3a/MLLIKOBa BOJIOTICTb» i3
cneuudikaLii Ta MeToaiB
KOHTPO/1t0 NMPOMDKHOIO NPOAYKTY
«paHynsaT HeonyApeHW»; 3MiHu |
MRy - 3MiHK y cneyudikalisx Ta
MeToAVKax KOHTPOSIO AKOCTI
[0NOMDKHOT PEYOBMHU: 1aKTO3U
MOHOrigpaT (3a NnokasHukamm
«PO3YMHHICTb», «ONTHUYHA
ryCTUHa»), KpoXmasib
KapTonnsHui (3a noKasHukamm
«PO3uUnHHICTb», «lgeHTrdikauis,
«[liokenp cipkun»), KanbLiiio
cTeapart (3a nokasHukamu
«PO3YMHHICTb», «KNCNOTHICTL ab0
NYXHiCTb», «KinbkicHe
BM3HAYEHHS»), )XenaTuH (3a
nokasHukam «laeHTudikauis»,
«[liokeup Cipkux), HaTpilo
KpocKapmesosa (3a nokasHukamu
«Onue», «lpeHTrdikauis); 3miHu |
TUNY - OOMOBHEHHS cneumadikawi
Ta METOAjiB KOHTPO/II0 NEPBUHHOIO
nakyBaJsibHOro matepiasny '3
nniska nonisiHinxaopugHa Tectom
"laeHTudpikauis” 3 BignosigHMM
METOA0M BUMPOOYBaHHS; 3MiHM |
TMMYy - 3MiHW 3 SKOCTi. FOTOBUIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKapCbKOro 3acoby:
CYMYTHS 3MiHa - 3MiHM 3 SIKOCTI.
oTOBUIA NiKapCbKMin 3aci6. 3MiHK
Y BUPOGHULTBI. 3MiHN
BMNPO6YBaHb abo A0NYyCTUMUX
MeX, BCTAHOB/IEHNX Y
cneundikauisx, nig yac
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BMPOOHWLTBA FOTOBOTO
nNiKapcbKoro 3acoby - yTOYHEHHS
hOpMyHOBaHHSI HOPMYBaHHS
TecTy «Po3unHeHHa» Ta
«OfHOPIAHICTL A030BAHNX
oanHULb» y MKA N3 (i3
BiANOBIAHOK CYMYTHLOK 3MIHOK Y
crneuuqikaliax Ta MeToamui
KOHTPOJI0 AKOCTI NPOMDXHOrO
npoaykty Hepo3sdacoBaHi
TabneTkn); - NpuBeAEHHS Ha3B
peakTusis Ao AdPY (aitoua
pepakuis) y Tekcti MKA M3
( TecTn «PO3UMHEHHS»,
«CynpoBigHi AOMILLKM»,
«KinbKicHe BU3HAYEHHSsI») Ta 'y
MKSA Ha npomixHi NpoayKTu (SK
CyNyTHS 3MiHa); 3MiHW | Tuny -
3MiHK 3 AKOCTI. FoTOBUIA
nikapcbkuii 3aci6. KoHTponb
roTOBOro NikapCbKoro 3acob:
CYNyTHS 3MiHa - 3MiHM 3 AKOCTI.
(iHWi 3MiHW) - 3MiHK 3 AKOCTI.
[OTOBWIA NikapcbKuMii 3aci6. 3MiHK
Y BUPOBGHMLTBI. 3MiHN
BMNPO6YBaHb abo A0NyCTUMUX
MeX, BCTAHOB/EHUX Y
cneuudikauisix, nig yac
BMPOGHWLTBA FOTOBOrO
niKapcbKoro 3acoby; - 3miHa
HOPMYyBaHHS Ta METOAVIKMN
BUKOHaHHS TecTy
«lgeHTudpikauis», 3miHa METOANKM
BMKOHaHHS TecTiB «OgHOpIgHICTb
[1030BaHNX OANHULbL», «KinbkicHe
BMU3HaYeHHs» (i3 BIANOBIAHO0
CYMNyTHbLOIO 3MIHO Y
crneuuqikaliax Ta MeToamui
KOHTPO/IO SKOCTI MPOMIDKHUX
npoaykTiB MpaHynaTt
HeonyAapeHuii, HeposdacoBaHi
TabneTkn, y MeToAuL KOHTPOSIO
AKOCTi «Br3HauyeHHs1 04HOPIAHOCTI
BMICTY [Jit040i pe4yoBUHY B
NPOMDKHUX NPOAYKTax NikapCbKoro
3acoby PEHOBAPEI/ IC»); -
YTOUYHEHHSI METOAVKN BUKOHaHHS
TecTy «Po34nHeHHa» y MKA 13
(HaBeleHHs1 ONMCy NPUroTyBaHHSA
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

PO34YUHY MOPIBHAHHSA); -
npvBeAeHHs Ha3B peakTuBiB f0
[OdY (gitoyva pegakuis) B MKA MN3
(TecTn «PO34MHEHHA» Ta
«CynpoBifHi AoMiLLKM») Ta y MKA
Ha NPOMKHI NPOAYKTK (SIK CynyTHSA
3MiHa); 3MiHW | TUNy - 3MiHK WoA0
6e3nekn/edeKkTMBHOCTI Ta
chapmakoHarnsgy - NpuBeAeHHS
chopmystoBaHHS po3ainy
«MapkyBaHHs1» 1o chopmaTty
BIZANOBIAHO BUMOT [il040r0
3aKOHOAaBCTBa, 3aTBEPAKEHO:
NPONOHOBAaHWI TEKCT MapKyBaHHS
[101aE€TLCA; 3aMpPONOHOBaHO:
3riiHO 3aTBEPIKEHOTO TEKCTY
MapKyBaHHs1

230.

®EHOBAPBITAN
IC

Tabnetkn no 100 mr, no
10 Tabnetok y 6nicTepi;
no 5 6nictepis y navuj

ToBapucTBO 3
[04aTKOBOO
BiANOBiAA/ILHICTIO
"IHTEPXIM"

Ykpaina

ToBapucTso 3
[04,aTKOBOO
BiANOBIAANILHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHmx
Marepianis: 3mMiHu | TMny - 3MiHN 3
siKocTi. FoToBWIA Nnikapcbkuii 3aci6.
3MiHN Yy BUPOGHMLTBI. 3MiHK
BMNpoGyBaHb abo AOMYyCTUMUX
MeX, BCTAHOBNEHWX Y
cneuudikauisix, nig yac
BMPOOHWLTBA FOTOBOrO
niKkapcbKoro 3acoby (BUyYEHHS
HeCyTTEBOro BUNPOOYBaHHS B
npoveci BUpobHULTBA) -
BUTYYEHHS NOKa3HMKa
«3a/nLLKOBa BOJIONICTb> i3
cneuudikauii Ta MeTogiB
KOHTPO/0 NPOMIKHOIO NPOAYKTY
«["paHynsaT HeonyapeHuii»; 3MiHu |
MRy - 3MiHK y cneuudikalisx Ta
MeToAVKax KOHTPOSIO AKOCTI
[OMOMDKHOT PEYOBUHW: NaKTO3M
MOHOrigpaT (3a NoKasH1KaMm
«PO34MHHICTb», «ONTUYHA
ryCTUHa»), KpoXmasib
KapTonnsHWiA (3a NoKasHUKamm
«PO3UnHHICTb», «laeHTudikaLis,
«[lioKeug, Cipkn»), Kasbljito
CTeapar (3a nokasHukamm
«PO3UMHHICTb», «KNCNOTHICTL 260
NYXHICTb», «KiflbKicHe
BM3HAYEHHS»), XenaTuH (3a
nokasHukam «laeHTudikayis»,
«[lioKcug Cipkn»), HaTpito

3a peyernmom

UA/4052/01/03
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Kpockapmesiosa (3a nokasHukamm

nakyBasibHOro matepiany 13
"laeHTudpikayia” 3 BignoBigHUM

TUMY - 3MiHKU 3 AKOCTi. FOTOBUIA
nikapcbkuii 3aci6. KoHTposb
roToBOro Nikapcbkoro 3acoby:
CYMYTHS 3MiHa - 3MiHM 3 SIKOCTi.
[oTOBMIA Nikapcbkuii 3aci6. 3miHu
Y BUPOGHULTBI. 3MiHN
BMNpo6yBaHb abo A0MyCTUMUX
MeX, BCTAHOB/IEHVX Y
crneundikayisx, nig vyac
BVMPOGHMLTBA rOTOBOIO
NiKapCbKOro 3acoby - yTOYHEHHS
chopMytoBaHHSA HOPMyBaHHS
TecTy «PO3UMHEHHA» Ta
«OHOPIAHICTb [030BaHNX
oanHULG» Y MKA MN3 (i3
BiANOBIAHO CYMYTHLOIO 3MIHOKO Y
cneumdikauisix Ta MmeToauui
KOHTPO/H0 SAKOCTi NPOMiXHOro
npoaykty HeposdgacosaHi
TabneTkn); - NpuBEAEHHS Ha3B
peakTusis fo APY (pjtova
pefaxuis) y tekcti MKA 13
( TeCTn «PO3UYMHEHHN,
«CynpoBigHi AOMILLIKW»,
«KinbKicHe BU3HaYeHHs») Ta 'y
MKS$ Ha npomixHi mpoaykTu (K
CYNYTHS 3MiHA); 3MiHU | Tuny -
3MiHK 3 AKOCTi. FoTOBMIA
nikapcbkuii 3aci6. KoHTposb
rOTOBOrO JliKapCbKOro 3acob:
CYMYTHS 3MiHa - 3MiHW 3 SKOCTI.
(iHLWi 3MiHW) - 3MiHK 3 SKOCTI.
[OTOBMIA Nikapcbkuii 3aci6. 3miHK
Y BUPOBGHULTBI. 3MiHN
BMNpOoGYyBaHb abo AOMYyCTUMUX
MeX, BCTAHOB/NEHVX Y
cneuudikauisix, nig yac
BMPOOHWLTBA FOTOBOTO
niKkapcbKoro 3acoby; - 3miHa
HOPMYyBaHHS Ta METOAVKM

«Onuc», «laeHTudikauis»); 3MiHu |
TUMY - AOMNOBHEHHS cneuudikawii
Ta METOZjiB KOHTPOJ1t0 NEPBUHHOTO
nniska nonisiHixaopugHa Tectom

MeTOZ0M BUMPOBYBaHHS; 3MiHU |

BUKOHaHHA TECTY
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n/n

Hasga snikapcbko20

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

«laeHTudikauis», 3MiHa MeTOANKM
BMKOHaHHSA TecTiB «OAHOPIHICTb
[030BaHNX OAUHULE», «KinbKicHe
BM3Ha4eHHs» (i3 BIiANOBIAHO
CYNyTHbLOIO 3MIHOI Y
cneumdikaLisx Ta metToguui
KOHTPOJTH0 SIKOCTi MPOMIKHNX
npoaykTiB MpaHynaTt
HeonyapeHuii, HeposdacoBaHi
TabneTkn, y METOAULI KOHTPO/TIO
AKOCTi «BU3HaYeHHSA O4HOPIAHOCTI
BMICTY Ait040i peYOBUHY B
NPOMDKHUX NPOAYKTax /ikapCbKoro
3acoby PEHOBAPEIN IC»); -
YTOUYHEHHSI METOAVKN BUKOHAHHS
TecTy «Po34nHeHHA» y MKA 13
(HaBeAeHHs onMcy NPUroTyBaHHSA
PO34YUHY NOPIBHAHHSA); -
npvBeAeHHs Ha3B peakTuBiB [0
Aoy (gitoywa pepakuis) B MKA MN3
(TecTn «Po34nHeHHs» Ta
«CynpoBigHi Aomilkm») Tay MKA
Ha NPOMiXHI NPOAYKTYU (1K CYNyTHS
3MiHa); 3MiHW | TUnNy - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta
chapmakoHarnsgy - npuBeaeHHs
hopMy/ItOBaHHSA po3ainy
«MapkyBaHHs» [j0 chopmaTy
Bi4NOBIAHO BMMOT Ait04Oro
3aKOHOJABCTBA, 3aTBEPKEHO:
NPONOHOBAHWI TEKCT MapKyBaHHS
[0[a€ETLCA; 3anpONOHOBaHO:
3riHO 3aTBEPPKEHOTO TEKCTY
MapKyBaHHsI

231.

®IANTKA TPABA

Tpasa no 50 r y naukax 3
BHYTPILLHIM NakeToMm; rno
1,5 ry dinbTp-nakeTi, no
20 oinbTp-nakeTiB y
nauui

MpAT
dapmaueBTUYHa
habpuka "Biona"

YkpaiHa

MpAT
dPapmaueBTUyHa
habpuka "Biona"

YKpaiHa

BHECEHHS 3MiH [0 peecTpauiiHnX
marepianis: 3MiHu | TUMY - 3MiHK
oo 6e3snekn/edeKTMBHOCTI Ta
hapmakoHarnsigy - 3MiHM BHECEHI
B TEKCT MapKyBaHHS1 yNakoBOK
nikapcbkoro 3acoby (n.17) woao
HaHeCeHHsA TOpProsol Mapku

6e3 peyenma

UA/2269/01/01

232.

®IHFOMIMOA-
BICTA

kancynu no 0,5 mrno 7
Kancyn y 6nictepi; no 4
6nicTepy B KAPTOHHIA
Kopobui

TOB
"dbapmaLieBTnyHa
KoMnaHis Bicta"

YKpaiHa

Brpo6HMUTBO,

nepBUHHE, BTOPUHHE

nakyBaHHA,
KOHTPOJ1b SAKOCTI:

Yuni/
Icnanis/
Yecbka

Pecny6nika

BHECEHHS 3MiH j0 peecTpaviinHmx

marepianis: 3miHu | Tuny - 3miHn

LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy. 3miHun y

3a peyenmom

UA/17846/01/01
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
CiHTOH Yuni NiTpa., KOPOTKIil XapakTepucTuui
Yuni; nNiKapcbKoro 3acoby, TekcTi
[MepBuHHE, MapKyBaHHS Ta IHCTPYKLU|i Ans
BTOPVHHE NaKyBaHs, MeJMNYHOr0 3aCTOCYBaHHS
KOHTPO/b AKOCTI, reHepuyHUX/ribpuaHMx/6ionoaioHN
BUNYCK cepil: X NiKapcbknx 3acobis nicns
CiHTOH XicnaHis, BHECEHHS Tiel caMoi 3MiHM Ha
C.J1., IcnaHis; pedhepeHTHW npenapaT (3MiHa He
KoHTposb akocTi noTpebye HafaHHsS XXOAHUX HOBUX
hi3NKO XiMIYHWIA: [0[aTKOBUX AaHWX) - 3MiHN
KBiHTa - AHaniTika BHECeHi [0 IHCTPYKUii ons
c.p.o., Yecbka MeJNYHOro 3aCTOCyBaHHS
Pecny6nika nikapcbKoro 3acoby y po3ginu
"®apmMakonoriyHi BnactnsocTi”,
"MokasaHHa" (AofaHHs iHdopmaLii
LLIOA0 3aCTOCYBaHHA y AiTeli BikoM
Big 10 pokiB Ta cTapLue),
"MpoTunokasaHHs", "OcobaMBOCTI
3acTocyBaHHA", "3acTocyBaHHA Y
nepiog, BaritTHoOCTi abo rogyBaHHs
rpyaar”, "Cnocib 3actocyBaHHs
Ta gosun”, "Aitn",
"Mepepo3yBaHHs", "TO6IYHI
peakuii" 3rigHo 3 iHdhopmaujieto
00 MEMYHOIO 3aCTOCYyBaHHS
pedrepeHTHOro /ikapcbKoro
3acoby (FineHis, kancynv TBepai
no 0,5 mr). BBeeHHS 3MiH
NpPOTAroM 6-Tu MicAuiB nicns
3aTBEPAKEHHS.
233. | ®NIEBOTOH renb 2 % no 40 r y Ty6i; AT "Codpapma" Bonrapis Brpo6HMLUTBO Bonrapis BHECEHHS 3MiH 40 peecTpavlinHmx 6e3 peyenma UA/0747/01/01
no 1 Ty6i B KAPTOHHiIl Hepo3dgacoBaHOl mMartepianis: 3miHu | Tuny -

navu,i

NpOoAyKLii, NepBUHHA
Ta BTOPVHHA
ynakoBka:

AT "Codpapma”,
Bonrapis;
[l03Bin Ha BMNycK
cepii:

AT "Codpapma”,
Bonrapis

AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
3anBHUKa (BacHuKa
peecTpavLinHOro Noceig4YeHHs) -
3MiHa HalilMeHyBaHHs Ta agpecu
3asBHUKA aHr/iNCbKOI0 MOBOIO;
3MiHM | TUny - AgMiHICTpaTWBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaAKEHHS AISSIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIOYaum
AinbHULI BUNYCKy cepii abo micue
NpoBeAEeHHS KOHTPO/IO AKOCTI.
(aisnbHICTb, 3a SAKy BignoBifae
BMPOGHUK/IMNOPTEP, BK/IKOYAKOUM
BUNYCK Cepiit) - 3MiHa HanMcaHHs
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

HalilMeHyBaHHS Ta agpecu micus
NPOBaPKEHHA Ai/IbHOCTI
BMPO6HMKa 13 (403BiN Ha BUMYCK
cepil) aHrilicbKo MOBOIO, 6e3
3MiHM MiCLA BUPOBHULTBA; 3MiHM |
TMNy - AGMIHICTPaTUBHI 3MiHW.
3miHa HalimeHyBaHHA Ta/abo
afpecu MicLa NPOBaKeHHN
AiSNbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO JliKapCbKOro 3acoby,
BK/THOYAKOUN AiNbHULL BUMYCKY
cepii abo micue nposefeHHs
KOHTPO/IO SIKOCTI. (AIANbHICTb, 3a
Ky Bignosigae
BMPOGHMK/iIMNopTep, He
BK/IO4AI0UM BUMYCK CEpii) - 3MiHa
HanucaHHs HaliMeHyBaHHs Ta
agpecu Micus NpoBaKeHHs
AisnbHOCTI BUpo6Huka M3
(BignoBiganbHOro 3a BUPOGHULTBO
Hepo3chacoBaHol NPoAYyKL;i,
NepPBUHHY Ta BTOPUHHY YNaKoBKy),
aHrnilicbkolo MoBOto, 63 3MiHN
MicLs BUPOGHMLITBA

234,

DNEKCENIT

PO34uH ANs iH'eKuid, 250
mr/mn, no 1 mn (250 wmr),
no 2 mn (500 mr), no 4
M (1000 mr) B amnyni 'y
nnacTMkoBomy 6nicTepi,
no 1 6nictepy B
KapTOHHI KOopooLi

BEPOC NTA

pevis

BEPOC NTA,

pevis

BHECEHHS 3MiH 0 peecTpavlinHmx
marepianis: 3MiHu | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBNEHHS

TEKCTY MapKyBaHHS ynakoBKm

NiKapcbKoro 3acoby 3 BHECEHHAM

iHchopmawii Lwoao 3a3HaveHHs

OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. 3amiHa po3giny «IpadiuHe

0hOpPMNEHHS YNaKOBKV» Ha

«MapKyBaHHs1» B 3aTBEPAXKEHNX

MK$ 13. 3anponoHoBaHo:
MapkyBaHHs. BignosigHo o
3aTBEPKEHOr0 TEKCTY
MapKyBaHHs1

3a peyenmom

UA/0436/01/01

235.

PIOKCAN®

mMa3b 0o4Ha 0,3 % no 3r1
y NamiHoBaHili Ty6i; no 1
Ty6i B KAPTOHHI KOpOo6Lyi

TOB «BAYLI
XENC»

YKpaiHa

Ap. F'epxapg MaHH
XeM.-chapMm. ®abpuk
6X

HimeuunHa

BHECEHHS 3MiH 0 peecTpavinHmx
mMaTepianis: 3miHu | TNy -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
MicLs NPOBaMKEHHS AiSNIbHOCTI
BVPOGHMKa/imnopTepa rotoBoro
NikapcbKoro 3acoby, BK/IKHa0UM
AinbHUUI BUNYycKy cepii abo micue
NpoBefieHHS KOHTPOJ/IK0 SKOCTI.

3a peyernmom

UA/8528/02/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

(@isnbHiCTb, 3a AKy BignoBinae
BMPOGHUK/iMNOPTEP, BK/IOYAKUM
BUMYyCK cepili) He3HayHa 3miHa B

HalilMeHyBaHHi Ta agpeci
BMPOGHUWKa /13 BHOCUTLCSA 3
METO0 NPUBEAEHHS Y
BiAMNOBIAHICTb A0 NileHsii Ha
BMPOBOHULTBO 3asBNeHOl [P y
KpaiHi BUpo6HUKa. BeBeAeHHS 3MiH
NpoTArom 6-Tn MicAUiB nmicns
3aTBEPAKEHHS.

236.

®/TIOKCAN®

masb o4Ha 0,3 %; no 31
y namiHoBaHili Ty6i; no 1
Ty6i B KAPTOHHI KOpo6Lyi

TOB "bayw Xenc"

Ykpaina

Ap. F'epxaps MaHH
Xewm.-thapm. Pabpuk
M6X

HimeuunHa

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
ofo 6e3snekn/edekTMBHOCTI Ta
hapMakoHarnisgy - OHOB/IEHHS

TEKCTY MapKyBaHHS ynakoBKu

NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmawii LWoao 3a3HaveHHs

OAVHWLb BUMIPIOBAHHS Y CUCTEMI
Sl. BHeceHHs 3MiH 0 po3ainy

MKS: Ipachmyeckoe ochopmnenne

ynakoBsku. [ponoHoBaHa
pefakuif: MapkyBaHHs. 3rigHo
3aTBEPLKEHOrO TEKCTY
MapkKyBaHHSA. TepMiH BBELEHHS
3MiH NpoTArom 6 Micsuis nicns
3aTBEPKEHHS

3a peyernmom

UA/8528/02/01

237.

DNY3AMEL

Kancynu teepai 150 wmr,
no 1 kancyni B 6nictepi,
no 1 6nictepy B
KapTOHHI Kopoo6Li

YOP/A, MEAVLH
INIAY CAH. BE
TIDK. A.LL.

TypeuunHa

YOPNA, MEAVLMH
INIAY CAH. BE
TIDK. A.LL.

TypeyunHa

BHECEHHS 3MiH 40 peecTpavliinHmx
mMartepianis: TEXHIYHY NOMUKY
BUMNpPaBEHO Y TEKCTi MapKyBaHHS
Ha BTOPWHHI ynakoBu,i /13.
3arBepmkeHo: 13. HOMEP CEPIi
NIKAPCbKOIO 3ACOBY -
3anponoHoBaHo: 13. HOMEP
CEPII NIKAPCBKOIO 3ACOBY
HasBHWIA. 3a3HaueHe
BUNpaB/IEHHS Bignosigae
marepiasiam peecTpauiiiHoro
[0CbE

6e3 peyenma

UA/18328/01/01

238.

DTYIMYUUN

pO34uH ANs iH'ekuiid, 100
Mr/Mn no 3 mMn B amnysni;
no 5 amnyny
naacTMKOBOMY NifA0HI B
KapTOHHI nau

3am6oH C.M.A.

ITanis

3amb6oH C.M.A.

ITanisa

BHECEHHS 3MiH 0 peecTpavinHmx
mMarepianis: 3mMiHu | TMNy - 3MiHN 3
AKOCTI. [O0TOBMIA Nikapcbkunii 3aci6.
3MiHU Y BUPOGHULTBI. 3MiHK
BMNpobyBaHb abo AoMyCTUMUX
MeX, BCTAHOB/IEHVX Y
cneundikayisx, nig vyac
BVMPOGHMLTBA rOTOBOIO
NiKapcbKoro 3acoby - 3miHa
MEeToAy BUNPOGYBAHHS Li/TICHOCTI

3a peyenmom

UA/8504/01/01
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
chinbTpa B NpoLeci BUPO6GHMLTBA
N3 3 meToaa «bubble point
method» Ha meTog, «forward flow
test method»
239. | ®/TYKOAAP B/IB po34mH ana iHdpysiii, 200 AAP ®APMA NT[, CnonyyeHe €sponaiic ITanisa BHECEHHS 3MiH [JO peecTpaviiHnX 3a peyenmom UA/15995/01/01
mr/100 mn no 100 mn y KoponisctBo | Xentkeap MBsT. 174, marepianis: 3MiHu | TUMY - 3MiHK
KOHTeliHepi; no 1 Loao 6e3nekn/edeKTMBHOCTI Ta
KOHTeliHepy B NniBLi B hapmMakoHarnagy - OHOB/IEHHS
Kopoo6Li TEeKCTYy MapKyBaHHS ynakoBK/
nikapcbKoro 3acoby BignoBigHO Ao
BUMOT Hakasy MOS3 YkpaiHu Big,
23.07.2015 p. Ne460 3 BHECEHHAM
iHchopmawii LWoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BHeceHHs1 3MiH g0 po3giny
MKA: MAPKYBAHHA
MponoHoBaHa pepfakuis: 3rigHo
3aTBEPLKEHOrO TEKCTY
MapKyBaHHSA. BBeeHHs 3MiH
NpOTAroM 6-Tu MicAliB nicas
3aTBEPMKEHHS
240. | ®PArMIH® PO34UH NS iH'EKLNA M®ANIEP IHK. CWA Brpo6HMUTBO, Benbris/ BHECEHHS 3MiH 40 peecTpaviinHmx 3a peyernmom UA/1581/01/01
5000 MO (aHTu-Xa)/0,2 BTOPVIHHE HimeyuunHa MaTepianis: 3MiHU | TUNY - 3MiHK 3
M no 0,2 mn B nakyBaHHs, akocTi. A®Il. KoHTponb AdI -
0/lHOPa30BOMY LUMPULL; KOHTPO/b AKOCTI, OHOBNEHHS nigpo3ainy 3.2.S.5
no 5 wnpuuis y énictepi; BUNYCK cepil, CTraHpapTHi 3pasku abo
no 2 6nictepu B BVBYEHHSA npenaparu Wwozao NigroToBKu
KapTOHHI Kopoo6Li cTabinbHOCTI: eTasIOHHUX CTaHdapTiB
Mdpaiizep LanTenapuiHy Hatpito
MeHtochekuypuHr

Benvria HB, benbris
BupobHuuTBo Ta
KOHTPO/Ib AKOCTI

(BizyanbHuii

KOHTPO/1b, KOHTPO/Ib

Ha CTepW/bHICTb Ta
KOHTpO/b 06°emy,
LLIO BUTAraeTLCA):

Betep ®apma-
depTuryHr NrM6X &
Ko. KI', HimeuyunHa

BizyanbHuii

KOHTPO/1b, KOHTPO/1b

Ha CTEPWU/bHICTB!
Betep ®apma-
depTuryHr NrM6X &
Ko. KI', HimeuyunHa
BizyanbHuii
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KOHTpO/b: Betep
Papma-PepTUryHr
6X & Ko. KT,
Himeuunna
BizyanbHuii
KOHTPO/1b, KOHTPOJIb
Ha CTEepPW/bHICTb Ta
BTOPWHHE
nakyBaHHs: Betep
Papma-dPepTuryHr
v6X & Ko. KT,
HimeyunHa
241. | ®PArMIH® PO34UH A4 iH'eEKLiANO MOANIEP IHK. CWA Brpo6HMUTBO, Benbrisi/ BHECEHHS 3MiH 40 peecTpavinHmx 3a peyenmom UA/1581/01/02
2500 MO (aHTn-Xa)/0,2 BTOPVIHHE HimeyuunHa MaTepianis: 3MiHU | TUNY - 3MiHK 3
mn; no 0,2 mn B nakyBaHHs, saKocTi. A®l. KoHTponb AdI -
0[iHOPa30BOMY LUMPULY; KOHTPO/b AKOCTI, OHOB/IEHHS migpo3giny 3.2.S.5
no 5 wnpuuis y énictepi; BUNYCK cepil, CTtaHpapTHi 3pasku abo
no 2 6nictepu B BVBYEHHA npenaparu Wwozao NigroToBku
KapTOHHIA KopooLi cTabinbHOCTI: eTa/IOHHMX CTaH4apTiB
Mdpaiizep LantenapuiHy Hatpito
MeHtochekuypuHr

Benbria HB, benbris
BupobHuuTBO Ta
KOHTPO/Ib AKOCTI

(BizyanbHwuii

KOHTPO/1b, KOHTPO/b

Ha CTEPW/bHICTb Ta
KOHTPO/b 06°emy,
LLIO BUTAraeTLCA):

Betep ®apma-
®epTuryHr NrM6X &
Ko. KI, HimeuunHa

BizyanbHuii

KOHTPO/1b, KOHTPO/Ib

Ha CTEPWU/bHICTB!
Betep ®apma-
®epTuryHr NrM6X &
Ko. KI, HimeuunHa
BizyanbHuii
KOHTpO/b: BeTep
Papma-PepTUryHr
Mv6X & Ko. KT,
HimeuyunHa
BizyanbHuii
KOHTPO/b, KOHTPONb
Ha CTepWbHICTb Ta
BTOPWHHE
nakyBaHHs: Betep
Papma-PepTUryHr
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
v6X & Ko. KT,
HimeyunHa
242. | ®PArMIH® PO34MH N8 iH'ekuin 10 MOANIEP IHK. CWA Mdpaiizep Benbris BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/1581/01/03
000 MO (aHTu-Xa)/mn MeHtochekuypuHr Marepianis: 3mMiHu | TMny - 3MiHN 3
no 1 mn B amnysi; no 10 Benbris HB AKocTi. A®l. KoHTponb AdI -
amnys B KapTOHHI OHOB/IEHHSA nigpo3giny 3.2.S.5
Kopoo6Li CraHgapTHi 3pa3ku abo
npenaparu LWoAo NigroToBKu
eTa/IOHHMX CTaH4apTiB
AantenapuHy HaTtpito
243. | ®YPA3O0NIAOH Tabnetku no 0,05 r no MAT "MoHdapm" YkpaiHa MAT "MoHcapm" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyenmom UA/3834/01/01
20 Tabnetok y 6nicTepi; mMarepianis: BUNPaBAeHO TEXHIUHY
no 1 a6o 5, a6o 10 nomusnky y n. 16 tekcry
6nicTepiB y nayui 3 MapKyBaHHS YNakoBKM NiKapcbKoro
KapTOHY 3aco6by (HeBipHO 3a3HayeHa Ha3Ba
nikapcbKoro 3acoby):
3anpornoHosaHo: 16.
IHPOPMALIA WOJ0
MAPKYBAHHSA LWPN®TOM
BPANS dypasonifoH TabneTku
no 0,05r
3a3HaueHe BUMpaBeHHs
BignoBigae marepianam
peecTpauiiiHoro 4ocbe
244. | oYUNC® AT TabneTkun aucneproBaHi KYCYM XENTXKEP IHais KYCYM XENTXKEP IHais BHECEHHS 3MiH 0 peecTpavinHmx 3a peyernmom UA/7617/02/01

no 50 mr no 4 TabneTtkn
y CTpuni abo 6nicTepi,
no 1 ctpuny a6o
6nicTepy B KAPTOHHIi
ynakoBLji

nBT NT4,

MBT NTL,

marepianis: 3MiHu | TUMY - 3MiHK
napameTpiB cneungikauii gis
NoKa3HMKa «CynpOoBiAHi SOMILLK/»
(BEPX) y 3B'A3Ky 3 OHOB/IEHHAM
MeToAy BUNPOGYBaHHS;
3anpornoHoBaHo [omillka A He
6inbLwe 0,5% [omiwka B He
6inbwe 0,3% Lomiwka C He
6inbLe 0,3% Jomiwka RRT
6n13bKo 0,55 He GinbLue 0,5%
HeigeHTndhikoBaHa fomilka He
6inblue 0,2% Cyma [OMILLOK He
6inbLue 1,5%; 3MiHK | TURY - 3MiHK
y MeTogax BunpobysaHb 3a
NOKa3HUKOM «KiflbKicHe
BM3HAYEHHSA», & Came - BHECEHHSA
OnuCy NPUroTyBaHHA X0J10CTOr0
PO34MHY, PO3UYNHHUKA | yTOYHEHO
KiNbKICTb iHXEKLi po34unHIB; -
3MiHEHO CniBBigHOLLEHHS
peakTuBiB NpY NPUIoTYBaHHiI
pyxomoi hasu; -gofaHo popmMyny
po3paxyHKy dilykoHas3ony B % Big
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3asB/IEHOr0 BMICTY; -NepernsHyTo
KoedpiuieHT cumeTpii niky
dNyKoHa30ny ANs LOCATHEHHS
Kpawoi npugaTHoCTI
XpomatorpagiyHoi cuctemu; 3MiHu
| TMNy - 3MiHa MeToAy KOHTPOSIO
SIKOCTi 32 MOKA3HMKOM «CYNpOBIiJHi
OoMiLWkn»(BEPX) y 3B'A3Ky 3
onTuMisatieto metoay
BMNPOOGYBaHb; 3MiHM | TuMy -
OHOBJIEHHS 3aTBEPAXEHOro
MeToAy KOHTPOso sikocTi M3, a
came BUKIafaHHA TEKCTY
[ep>XaBHO MOBOIO, 3TifHO
Cy4yacHWXx BUMOr
245. | XIBEPUKC™ | nioghinisat Ans po3unHy "nakcoCmiTKnsiiH Benuka "nakcoCmiTKnsiiH Benebris BHECEHHS 3MiH 0 peecTpauliiiHux | 3a peyernmom UA/13048/01/01
HIBERIX™ Ans iH'ekuiii; no 1 fosiy Ekcnopt NimiTeq BputaHis Bionompxikans C.A. mMartepianis: 3miHu | Tuny -
BAKUUHA Ana hnakoHi Nel B BW/TyYEHHS TECTY /1 BU3HAYEHHA
MPO®DITAKTUKUN KOMIMEKTI 3 MiHiMa/IbHOT NeTasbHOI 4031
3AXBOPHOBAHDb, PO3UYMHHUKOM (Minimal Lethal Dose) in vivo 3i
36YAHNKOM (cTepunbHuin BHECEHHS cneuudikawii
AKX € dpizionoriyHniA PO34nH) npasL,eBOro aHaTtokcuHy (Tetanus
HAEMOPHILUS no 0,5 mn y nonepeaHL0 Toxoid), L0 NpoBOANTLCA Ha PiBHI
INFLUENZAE TUMY | HanoBHeHoMy wnpuui Ne po604oro NOCiBHOrO MaTepiasny
B 1 3 gBOMa ronkamu B (Working Seed); 3miHu | Tuny -
Kopo6uj; no 1 fosiy BU/TYYEHHS TECTY A/15 BU3HAYEHHSA
thnakoHax Ne 100 y cneumdivyHOT TOKCUYHOCTI in Vivo 3i
KOMIMEKTI 3 cneuudikayii npaBLEBOro
PO3UYMHHUKOM aHaTokcuHy (Tetanus Toxoid), Wwo
(cTepunbHuin NPOBOAMTLCSA Ha PIiBHI
dpizionoriyHniA PO34nH) Heou4uLL,EHOro NPaBL,EBOro
no 0,5 mn y amnynax Ne aHaTtokcuHy (Tetanus Crude
100 B oKpemmx Toxoid)
Kopobkax
246. | XYMOAAP® P pO34uH NS iH'ekuiid, 100 MpAT «[Mo Ykpaina MpAT "Mo YkpaiHa BHECEHHS 3MiH 0 peecTpavinHmx 3a peyernmom UA/1232/01/01
100P MO/mnno 3 mny BUPOBHULTBY BMPOBOHULTBY marepianis: 3MiHu | TURY - 3MiHK
KapTpuaxi; no 3 abo no iHCyniHiB "IHoap" iHcyniHiB "IHOAP" LoAo 6e3nekn/edeKTMBHOCTI Ta

5 KapTpuaxis y navui 3
KapToHy; no 10 mny
thnakoHi; no 1 conakoHy
B nauL,i 3 KapToHy; no 5
My hnakoHi; no 1 aéo
no 5 cprakoHiB y nauui 3
KapToHYy

hapmakoHarnagy. 3miHa y
KOPOTKIil XxapakTepucTuLi
nikapcbKoro 3acoby, TeKCTi
MapKyBaHHA Ta IHCTPYKLi An1A
MEJMYHOr0 3aCTOCYBaHHS Ha
nigcrasi perynspHo
OHOBJ/IKOBAHOIO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo
pocnigpkeHb 3 6e3neku
3aCTOCYyBaHHSA MiKapcbKoro 3acoby
B nicnsipeecTpadiiiuii nepiog, abo
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

AK pe3ynbTaT OLiHK/ 3BITYy 3
JocnimkeHb, NpoBeAeHUxX
BIANOBIAHO A0 NnaHy
negiatpnyHux gocnigpkeHs (PIP)
(3MiHy y3rofkeHo 3 KOMMETEHTHUM
YNOBHOB&XEHVNM OPraHoM) - 3MiHu
BHECEHO A0 IHCTpyKuii ans
MeANYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3ginis
"Oco6MBOCTI 3acTOCyBaHHS",
"Cnocib 3acTocyBaHHs Ta fo3un",
"Mo6iuHi peakuii" BigNoBigHO A0
pekomeHgauii PRAC EMA wogo
MOX/TIMBOTO PU3NKY PO3BUTKY
aminoigosy LWkipn Ta
ninogmcTpodii

247.

LENECTOAEPM-
B® 3
FAPAMILIIHOM

Masb no 30 ry Ty6i; no 1
Ty6i y KapTOHHIli KOpooL,i

OpraHoH CeHTpan
lct TM6X

LLiBeiiuapis

LepiHr-Mnay Na6o
H.B.

Benbris

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TURY -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs1 Ta/abo agpecu
3asBHMKa (BNacHvka
peecTpauiiiHOro NoCBigYEHHS).
3MiHa Ha3BY 3asBHMKa BiANOBIAHO
[0 pilleHHA KoMNaHii Ta
YTOUHEHHS afpecy 3asBHUKa 415
npuBeAeHHs y BiANOBIAHICTb A0
OHOBJ/IEHOTO BUTATY 3 TOProBOro
PeecTpy kpaiHu 3asBHUKa.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MiCALIB MiCNSA 3aTBEPKEHHS.

3a peyenmom

UA/3403/02/01

248.

LENECTOAEPM-
B® 3
rAPAMILMHOM

Kpem no 30 ry Ty6i; no 1
Ty6i Y KApTOHHIlA KOpOO6Li

OpraHoH CeHTpaui
lcT TM6X

LLiBeiuapis

LWepiHr-Mnay /1a6o
H.B.

Benbria

BHECEHHS 3MiH 40 peecTpaviinHmx
martepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
3asBHUKa (B1acHMKa
peecTpavuiiiHoro NocBig4YeHHs).
3MiHa Ha3BW 3asiBHMKa BiAMNOBIAHO
[0 pilleHHa KoMnaHii Ta
YTOUYHEHHSI agpecy 3asiBHMKa 415
npuBeAeHHs y BiANOBIAHICTb [0
OHOB/IEHOrO BUTArY 3 TOProBoro
PeecTpy kpaiHu 3asBHUKA.
BBeneHHs 3MiH NpoTAroM 6-u
MiCAILiB Micns 3aTBEPAKEHHS.

3a peyernmom

UA/3403/01/01

249,

LENICTA®

cnpeli gna poToBOi
NOPOXHUHWU, 0,1 Mr/mn
no 50 mn y piakoHi; no
1 donakoHy 3 Hacagkoto-
posnuaoBayemM y nayui

MpAT
"GapmaueBTuyHa
dipma "dapHuus"

YkpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuua"

YKpaiHa

BHECEHHS 3MiH [0 peecTpauiiHnX
mMartepianis: 3MiHu | TUNY - 3MiHK 3
AKOCTI. FOTOBMIA Nnikapcbkuii 3aci6.
CT1abifibHICTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax

6e3 peyenma

UA/16494/01/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

36epiraHHsA roTOBOro NiKapCcbKoro
3ac006y (36i1bLUEHHS TEPMIHY
NPUAATHOCTI FOTOBOTO J1iKAPCbKOro
3acoby) - [N TOproBoi ynakoBku
(niaTBEPOXKYETHCA AAHUMU
peasibHOr0 Yacy) - 36iNbLUEHHs
TepMiHy NpVAATHOCTI FOTOBOTO
nikapcbKoro 3acoby Ha OCHOBI
NO3UTUBHUX pe3y/bTarTiB
[0BrOCTPOKOBUX AOCAIAKEHD
CTabinbHOCTI y peasibHOMY Yaci:
3aTBepmkeHo: TepMmiH
npugaTHocTi
2 poku. 3anponoHoBaHo: TepMmiH
npugaTHoCTi 3 poku. 3MiHK
BHECEHI B iHCTPYKLit0 ANs
Me[nYHOro 3actocysaHHa /13 'y p.
"TepMiH npugaTtHocTi". BBeeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPAKEHHS.

250.

LE®A3O/IH

MOPOLLOK A4/151 PO3YUHY
ons id'ekyii no 1,0, in
bulk: 50 cpnakoHis 3
MOPOLLKOM Y KOpobKax 3
KapToHy

MpusatHe
akujioHepHe
TOBapuCTBO

"Nlekxim-Xapkis"

Ykpaina

Ksiny
dapmaueyTikan Ko.,
nra

KuTan

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
ofo 6e3nekn/edekTMBHOCTI Ta
hapMakoHarniagy - OHOB/IEHHS

BXE 3aTBEPAXKEHOro TEKCTY
MapKyBaHHA A1 BTOPUHHOT
ynakoskn «KOPOBKA» Ta

BHECEHHS 3MiH An1s /13 'y doopmi in

bulk go posainy MKA

«MAPKYBAHH®»: MNMponoHoBaHa

pepakuis: MAPKYBAHHA
BignosigHo fo 3aTBEpAXeHOro
TEKCTY MapKyBaHHS, Lo
fofaeTbes. BeefeHHs 3MiH
nNpoTArom 3-X MicAis nicas
3aTBEPMKEHHS

UA/15381/01/01

251.

LE®A3ONIH

MOPOLLIOK A4/151 PO3UUHY
ons iH'ekuiino 1,0r, 1
abo 5, abo 50 chnakoHis
3 NMOPOLLKOM Yy navuj 3
KapToHy; 1 chnakoH 3
nopoLukom Ta 1 amnyna
3 PO3UYMHHUKOM (BOZA
Ans iH'ekuiid) no 10 mn B
6nicTepi; no 1 6nictepy
B NauLli 3 KapTOHY

MpuBartHe
akuioHepHe
TOBapUCTBO

"JlekxiM-Xapkis"

YKpaiHa

MNpvBaTHe
akuioHepHe
TOBapUCTBO

"JlekxiM-Xapkis",
YKpaiHa (nakyBaHHs
i3 hopmu in bulk
ipMu1-BMPOGHMKA
Ksiny
dapmaueyTikan Ko.,
Nta., Kntaid)

YkpaiHa

BHECEHHS 3MiH 40 peecTpaviinHmx
marepianis: 3MiHu | TURY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta

thapmakoHarnagy - BHECEHHS 3MiH

ons M3 po po3ainy MKA:
MAPKYBAHHA. NponoHosaHa
pepakuis: MAPKYBAHHA
BignosigHo f0 3aTBEpAXEHOro
TEKCTy MapKyBaHHS. OHOB/EHHS
TEKCTY MapKyBaHHS ynakoBKu

NiKapcbKoro 3acoby 3 BHECEHHAM

iHhopmauii Loao 3a3HavYeHHs

3a peyernmom

UA/15387/01/01
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
OAVHWL BUMIPIOBAHHS Y CUCTEMI
Sl. BBeieHHS 3MiH NpoTAroMm 3-x
MicsLiB NicNs 3aTBEPAYKEHHS
252. | UE®A3OMIH- MOPOLLIOK A1 PO3YMHY MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpauliiiHux | 3a peyenmom UA/6216/01/01
OAPHULUA ons iH'ekuiino 0,5, 1 "PapmaLeBThYHA "GapMaueBTNYHA marepianis: 3MiHu | TUNY - 3MiHK
h/1aKOH 3 MOPOLLUKOM B ipma "OapHuus" ipma "AapHuug" LoAo 6e3nekn/edeKTMBHOCTI Ta
nauuj; 5 dpiakoHis 3 thapmakoHarnsay - 3MiH1 BHECEHI
MOPOLLKOM B KOHTYPHIlA B TEKCT MapKyBaHHS1 yNakoBKu
YapyHKOBIli ynakoBLij; no nikapcbKoro 3acoby woao
1 KOHTYpHIiA YapyHKOBIli 3a3HayYeHHs 0AVHULb
ynakosLi B nayui; 1 BUMIPIOBaHHSA y cuctemi Sl.
h/1aKOH 3 MOPOLLKOM Y 3amiHa po3giny «IpadiuHe
KomnekTi 3 1 amnyno 0hOpPMNEHHS YNaKOBK/» Ha
po3unHHKKa (Boga ans «MapKyBaHHs1» B 3aTBEPIXEHNX
iH'ekyjin-QapHuus) no 5 MKA 13. 3anponoHoBaHo:
MJ1 B KOHTYpHIiA MAPKYBAHHSA. BignosigHo go
YapyHKOBI ynakoBLii; no 3aTBEPLKEHOr0 TEKCTY
1 KOHTYpHI YapyHKOBIl MapKyBaHHs. BBeAeHHS 3MiH
ynakoBLi B nauui; 40 npoTArom 6-Tn MicAUiB nmicns
ch/1aKOHIB 3 MOPOLLKOM Y 3aTBEPAKEHHS
Kopoo6Li
253. | UE®PA3O/IH- MOPOLLIOK A1 PO3UMHY MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLliiHux | 3a peyenmom UA/6216/01/02
AAPHNLUA ons iH'ekuinno 1,0r, 1 "apmaueBTnyHa "hapmMaueBTNYHa marepianis: 3MiHU | TUMY - 3MiHK
¢hNakoH 3 NOPOLUKOM B ipma "OapHuus” ipma "JapHuus” ofo 6e3snekn/edpekTMBHOCTI Ta
nauuj; 5 dpnakoHis 3 thapmakoHarnsgy - 3MiH1 BHECEHI
MOPOLLKOM B KOHTYPHIli B TEKCT MapKyBaHHS YNakoBK
YapyHKOBIli ynakoBLj; no nikapcbKoro 3acoby Lwoao
1 KOHTYpHI YapyHKOBIli 3a3HayveHHsA OAUHULb
ynakosLi B nayui; 1 BUMIpPIOBaHHSA y cuctemi Sl.
¢NakoH 3 NOPOLUKOM Y 3amiHa po3sginy «[padiyHe
KomnnekTi 3 1 amnyrnoto 0hOPMEHHS YNaKOBKM» Ha
po3unHHuKa (Boga ans «MapKyBaHHS» B 3aTBEPIKEHNX
iH'ekyjin-OapHrus) no 10 MK$A N13. 3anponoHoBaHo:
MJ1 B KOHTYPHili MAPKYBAHHSA. BignosigHo go
YapyHKOBI ynakosLi; no 3aTBEPKEHOr0 TEKCTY
1 KOHTYpHIiA YapyHKOBIli MapKyBaHHs. BBeeHHs 3MiH
ynakoBLi B naui; 40 npoTArom 6-T1 MicALiB micns
ch/1aKOHIB 3 MOPOLLKOM Y 3aTBEPAKEHHS
KopoobLi
254, | UE®ENIM MOPOLLIOK A1 PO3UMHY MpuBaTHe YkpaiHa Ksiny KnTaii BHECEHHS 3MiH 1O peecTpaviiHnx - UA/13348/01/01
ons iH'ekuin no 1,0 rin akuioHepHe dapmaueyTikan Ko., marepianis: 3MiHK | TUMy - 3MiHK
bulk: 50 dpnakoHis 3 TOBapuCTBO nra. Loao 6e3nekn/edeKTBHOCTI Ta

NOPOLLKOM Y KopobLi

"Nekxim-Xapkis"

thapmakoHarnsgy - OHOB/IEHHSA
BXXE 3aTBEP)KEHOr0 TEKCTY
MapKyBaHHA A1 BTOPUHHOT
ynakoBkn «KOPOBKA» Ta
BHECeHHs 3MiH a5 J13 y doopmi in
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
bulk go po3giny MKA «FPA®IYHE
OPOPMNEHHSA YMAKOBKW»:
MponoHoBaHa pepakuis:
MAPKYBAHHSA BignosigHo ao
3aTBEPKEHOr0 TEKCTY
MapKyBaHHS, L0 A0A€ETLCS.
BeefieHHs 3MiH npoTarom 3-x
MicALiB nicna 3aTBepAKeHHs
255. | UE®ENIM MOPOLLOK A1 PO3UMHY MpuBaTHe YkpaiHa MpuBatHe YkpaiHa BHECEHHS 3MiH [0 peecTpaliniHux | 3a peyenmom UA/13564/01/01
ons iH'ekuiino 1,0r; 1 akujioHepHe akujioHepHe marepianis: 3MiHu | TUMY - 3MiHK
abo 5, abo 50 chnakoHiB TOBapuCTBO TOBapuCTBO ofo 6e3nekn/edekTMBHOCTI Ta
3 MOPOLUKOM Y nauvj 3 "Nlekxim-Xapkis" "lekxim-Xapkis", hapmakoHarnsgy - BHECEHHS 3MiH
KapToHy; 1 chnakoH 3 YkpaiHa (nakyBaHHS 719 TOTOBOrO NiKapCbKOro 3acoby
nopoLukom Ta 1 amnyna i3 popmu in bulk 0o posainy MKA: FTPAGIYHE
3 PO34MHHUKOM (BOAa ipMun-BMPOGHMKA OPOPMNEHHA YNAKOBKN
Ans iH'ekuid) no 10 mn 'y KBiny lMponoHoBaHa pepakuis:
6nictepi, no 1 6nictepy dapmaueyTikan Ko., MAPKYBAHHSA BignosigHo fo
y nayui 3 KapToHy N1a, Kutaid) 3aTBEpP)KEHOro TeKCTy
MapKyBaHHS. OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBK/ NikapCbKoro
3ac00y 3 BHECEHHAM iHchopmaii
LLOA0 3a3HaYEeHHS OAVHNLb
BUMIPIOBaHHSA Y cuctemi Sl.
BBefeHHst 3MiH NpoTArom 3-x
MicSLIB Nicns 3aTBEpAKEHHS
256. | LE®OMNEKTAM NOPOLLOK A1 PO3UNHY My6niuHe Ykpaina My6niyHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyenmom UA/13412/01/01
Ans iH'ekuid, 500 mr/500 akujioHepHe akujioHepHe marepianis: 3MiHu | TURY -
Mr; no 1 donakoHy 3 TOBapuCTBO TOBapuCTBO afMiHICTPaTUBHI 3MiHWN. 3MiHa
nopoLukom; no 1 "HaykoBo- "HaykoBo- HalilMeHyBaHHs1 Ta/abo agpecu
NakoHy 3 NOPOLLKOM B BUPOOHNUMI LLEHTP BMPOBHNYMI MicLst NPOBaKEHHS AisiSIbHOCTI
nadui 3 KapToHy; no 5 "BopLyariBcbKuii LeHTp"bopLuariBcbk BMPOGHMKa (BK/OUaKuH, 3a
hNakoHIiB 3 MOPOLLKOM Y XiMiKo- NiA XiMiKo- Heo6XiAHOCTI, MicLie NPOBeAEHHS
KaceTi; no 1 kaceTiy thapmaueBTUYHMIA hapmaLeBTUYHWI KOHTPO/IO AKOCTI), a60 BlacHuka
neHani 3 KapToHy 3asof” 3asofa” MacTep-caiina Ha Adl, abo

noctavanbHuka A®I/BuxigHoro
martepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO 3aCTOCOBYOTLCA Y
BMPOOHULTBI ADI (SKLWO
3a3HayYeHo Y OCbE Ha Nikapcbkuii
3acib) 3a BigCyTHOCTI cepTudpikata
BiANOBIAHOCTI EBpONechbkili
hapmakonei y 3aTBepiKeHOMY
[ocbe, abo BUPOOHMKaA HOBOT
[0MNOMDKHOT PEYOBMHU (SIKLLLO
3a3HaYeHo Yy A0CLE) - 3MiHa
aapecy BMpo6Huka AdI
(uedonepasoHy HaTpieBa Cisb)
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Zhuhai United Laboratories Co.,
Ltd, China, 6e3 3MiHK micus
BMPOGHULITBA: 3aMPONOHOBaHO:
No. 2428, Anji Road, Sanzao
Town, Jinwan District, Zhuhai,
Guangdong- 519040, P.R. China

257.

LE®OMEKTAM

MOPOLLOK A/151 PO3UUHY
Ans iH'ekuid, 1 r/lr; no 1
h1akoHy 3 NOPOLLKOM;
no 1 doakoHy 3
MOPOLLKOM B naulj 3
KapToHy; No 5 donakoHiB
3 NOPOLLKOM Y KaceTi; no
1 kaceTi y neHani 3
KapTOoHY

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-

BMPOBHWYMIA LIEHTP
"BopLuariscbkuii
XiMiKo-
hapmaLeBTUYHNIA
3aBof”

YKpaiHa

My6niyHe
akuioHepHe
TOBapWCTBO

"HaykoBo-
BMPOGHUYUIA

LeHTp"bopLyariscbk
Wi Ximiko-
hapmaLeBTUYHNI
3asofa”

Ykpaina

BHECEHHS 3MiH 0 peecTpavlinHmx
martepianis: 3MmiHu | Tuny -
aAMiHICTpaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
MicUs NPOBaMKEHHS AiSNIbHOCTI
BMPOGHMKa (BKIOYaKouH, 3a
HeobXiaHOCTI, MicLe NpoBeAeHHS
KOHTPOJO SIKOCTI), 260 BiacHMKa
MacTep-thaiina Ha A®l, abo
noctayanbHuka A®I/BuxigHoro
matepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 3aCTOCOBYOTbCH Y
BMPO6HULTBI ADI (SKLO
3a3HayYeHo y fOCLE Ha NiKapCbKuii
3acib) 3a BigcyTHOCTI cepTuddikara
BiANOBIAHOCTI EBpONechbkili
thapmakonei y 3aTBepyxeHoMy
nocbe, abo BMPOOHMKA HOBOI
[OMOMDKHOT pEYOBUHY (SIKLLO
3a3HayvyeHo Yy [10CbE) - 3MiHa
agpecu BupobHuka Adl
(uecbonepasoHy HaTpieBa Cinb)
Zhuhai United Laboratories Co.,
Ltd, China, 6e3 3MiHn MicuA
BMPOGHMLITBA: 3aMPOMNOHOBAHO:
No. 2428, Anji Road, Sanzao
Town, Jinwan District, Zhuhai,
Guangdong- 519040, P.R. China

3a peyenmom

UA/13412/01/02

258.

LE®POTAKCUM

MOPOLLOK A4/151 PO3UNHY
Ans iH'ekuii no 1,0 r; in
bulk: 50 dpnakoHis 3
NOpPOLLKOM Y KopobLi

MpuBatHe
akujioHepHe
TOBapUCTBO

"Jlekxim-Xapkis"

YKpaiHa

Ksiny
dapmaueytikan Ko.,
nra.

KuTtaii

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Lwoao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy - OHOBJIEHHSA

BXE 3aTBEP)KEHOr0 TEKCTY
MapKyBaHHA A1 BTOPUHHOT
ynakoBkn «KOPOBKA» Ta

BHECEHHS 3MiH Ans 13 'y doopmi in

bulk fo po3giny MKA «FPA®IYHE
O®OPMNEHHA YMNAKOBKW»:

MponoHoBaHa pegakuis:
MAPKYBAHHSA BignosigHo go
3aTBEPLPKEHOr0 TEKCTY

UA/13414/01/01
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
MapKyBaHHS, WO A0AAETLCS.
BBeneHHs 3MiH NpoTArom 3-x
MicsLiB NicNs 3aTBEPAYKEHHS
259. | UE®OTAKCUM MOPOLLIOK A1 PO3YMHY MpvBaTHe YkpaiHa MpuBaTtHe YkpaiHa BHECEHHS 3MiH 0 peecTpauliiiHux | 3a peyenmom UA/13415/01/01
ons iH'ekuiino 1,0r 1 akuioHepHe akuioHepHe marepianis: 3MiHu | TUNY - 3MiHK
abo 5, abo 50 chnakoHis TOBapuCTBO TOBapuCTBO ofo 6e3nekn/edhekTMBHOCTI Ta
3 MOPOLUKOM Y nauv 3 "Nlekxim-Xapkis" "[lekxim-XapkiB" , hapmakoHarnsgy - BHECEHHS 3MiH
KapToHy; 1 chnakoH 3 YkpaiHa (nakyBaHHS [N TOTOBOrO NiKapCbKoro 3acoby
nopotLukom Ta 1 amnyna i3 chopmu in bulk Ao posginy MKA: FTPAGIYHE
3 PO34YMHHMKOM no 10 Mn ipMK1-BMPOGHMKa O®OPMNEHHA YNAKOBKU
(Boma pns iH ekuyjin) y Qilu Pharmaceutical MponoHoBaHa pepakuis:
6nictepi; no 1 6nictepy Co. Ltd., Kutait) MAPKYBAHHA BignosigHo go
y nauuii 3 KapToHy 3aTBEPKEHOr0 TEKCTY
MapKyBaHHs1. OHOBMIEHHS TEKCTY
MapKyBaHHS1 YNakoBKW J1iKapCbKOro
3ac06y 3 BHECEHHSM iHchopMmalii
LLIOA0 3a3HAYEHHST OANHNLb
BVMIiptOBaHHA y cuctemi Sl.
BeefieHHs 3MiH npoTarom 3-x
MicALiB nicna 3aTBepAKeHHs
260. | LE®POTAKCUM MOPOLLIOK A1 PO3UMHY MpuBaTHe YkpaiHa MpuBaTtHe YkpaiHa/ BHECEHHS 3MiH [0 peecTpaLliiHux | 3a peyenmom UA/18260/01/01
KOMBI Ans iH'ekuii no 0,5 1 akuioHepHe akuioHepHe KuTalicbka mMartepianis: BUNpPaB/ieHO TEXHIYHY
nopoLuky y chnakoHi; 1 TOBapuCTBO TOBapWCTBO HapogHa NMOMWIIKY B IHCTPYKLT -
a6o 10, abo 50 "Nlekxim-Xapkis" "lekxim-Xapkis", Pecny6nika rpamaTvyHa noMuska y posginax
hnakoHiB y nayui; a6o 1 YkpaiHa "Cknag'", "Nlikapcbka chopma”,
hNakoH 3 NOPOLUKOM Ta (BMPOGHMLTBO Ta "®apmakonoriyHi BnactnsocTi”,
1 amnyna 3 nepBuHHE "B3aemogis 3 iHWMMU flikapCbKumum
po3unHHKKOM (Boga ans nakyBaHHS 3acobamu Ta iHWi Buan
iH'ekLjii no 5 mn B PO3UMHHNKIB; B3aemogijit", "OcobmBocTi
amnyni) B 6nictepi, 1 BTOPVIHHE 3acTocyBaHHA", "Cnoci6
6nictep y nauui nakyBaHHS, 3aCTOCyBaHHA Ta Ao3un",
KOHTPOb Ta BUMYCK "Mepeno3yBaHHs", "TMO6IYHI
cepii roToBoro peakuii”, "YnakoBka". 3asHaueHe
NiKapcbKoro BUNpaB/IEHHS Bignosigae
3acoby); PetoHr marepianiam peecTpauiiiHoro
dapmacbloTUKan [0CbE
Ko., 1A, KnTalicbka
HapogHa
Pecny6nika
(BMpOGHMLTBO Ta
nepBuHHE
nakyBaHHs
NOPOLUKY)
261. | LE®POTAKCUM MOPOLLOK A1 PO3UNHY MpuBatHe YkpaiHa MpusaTHe YkpaiHa/ BHECEHHS 3MiH 10 peecTpaviiiHnx 3a peyenmom UA/18260/01/02
KOMBI onsiH'ekuimno 1 r akuioHepHe akuioHepHe Kutaiiceka mMaTepianis: BUNpPaB/ieHO TEXHIYHY
nopoLuKy y cpnakoHi; 1 TOBapUCTBO TOBapWCTBO HapogHa NOMWIIKY B IHCTPYKLIT -
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
h/1aKOH 3 MOPOLLUKOM Ta "Nlekxim-Xapkis" "[lekxim-Xapkis", Pecny6nika rpamaTvyHa noMuska y posginax
1 amnyna 3 YkpaiHa "Cknag", "NNikapcbka chopma”,
po3unHHKKOM (Boga ans (BMPOGHMLTBO Ta "®apmakonoriyHi BnacTmseocTi”,
iH'ekyin no 10 mn B nepBUHHE "B3aemogis 3 iHWMMMU SliKkapCbKuMun
amnyni) B 6nicTtepi, 1 nakyBaHHs 3aco6amu Ta iHWi B1uau
6nictep y nauy; 1 PO3UMHHVIKIB; B3aemogiji", "OcobnueocTi
b/1aKOH 3 MOPOLLUKOM Ta BTOPUHHE 3acTocyBaHHs", "Cnoci6
1 amnyna 3 nakyBaHHs, 3acToCyBaHHA Ta f03n",
PO34MHHUKOM (JligoKaiH, KOHTPO/b Ta BUMYCK "Mepepo3ysaHHs", "Mo6IYHI
PO34uH NS iH'ekuii 10 cepii rotoBoro peakuii”, "YnakoBka". 3asHauyeHe
Mr/mn no 5 mn B amnyni) niKapcbKoro BUNpaB/ieHHs Bignosigae
B 6nictepi, 1 6nictep y 3aco6y); PetoHr marepiasiam peecTpauiiHoro
nauui dapmacbloTUKa [0CbE
Ko., iTa, Kutaiicbka
HapogHa
Pecny6nika
(BUpOGHMLTBO Ta
nepBuHHe
nakyBaHHS
NOPOLLIKY)
262. | UE®PTA3INONM MOPOLLOK A1 PO3UMHY MpuBaTHe YkpaiHa Ksiny Kutaw BHECEHHS 3MiH 0 peecTpaLinHmx - UA/13654/01/01
Ans iH'ekuii no 1,0 r; in akujioHepHe dapmaueyTikan Ko., marepianis: 3MiHu | TUMY - 3MiHK
bulk: 50 cpnakoHis 3 TOBapuCTBO nra. ofo 6e3nekn/edekTMBHOCTI Ta
MOPOLLKOM Y KOpobLj "Nlekxim-Xapkis" thapmakoHarnsgy - OHOB/IEHHS
BXE 3aTBEPAXKEHOro TEKCTY
MapKyBaHHA A1 BTOPUHHOT
ynakoskn «KOPOBKA» Ta
BHECEHHS 3MiH An1s /13 'y doopmi in
bulk fo po3giny MKA «MPA®IYHE
O®OPMNEHHSA YMAKOBKW»:
MponoHoBaHa pegakuis:
MAPKYBAHHSA BignosigHo fo
3aTBEPLKEHOrO TEKCTY
MapKyBaHHS, L0 AOAAETHCS.
BBeneHHs 3MiH NpoTArom 3-x
MicSLiB NicNsA 3aTBEPAYKEHHS
263. | UE®TA3NANM NOPOLLOK A/19 PO3UYUNHY MpuBatHe Ykpaina MpuBaTHe YkpaiHa BHECEHHS 3MiH 40 peecTpaviinHmx 3a peyernmom UA/13768/01/01
ons iH'ekuii no 1,0r; 1, akuioHepHe akuioHepHe marepianis: 3MiHu | TURY - 3MiHK
abo 5, abo 50 hnakoHis TOBapuCTBO TOBapuCTBO Lofo 6esnekn/edekTMBHOCTI Ta

3 NMOPOLLKOM Yy navuj 3
KapToHy, 1 chnakoH 3
nopoLukom Ta 1 amnyna
3 PO3UYMHHUKOM (BOZA
Ans iH'ekuiid) no 10 mn B
6nicTepi, no 1 6nictepy
B NauLli 3 KapTOHY

"JlekxiM-Xapkis"

"JlekxiM-Xapki"

thapmakoHarnagy - BHECEHHS 3MiH
[OJ151 TOTOBOTO NiKapCbKoro 3acoby
Ao posginy MKA: FTPA®IYHE
OPOPM/IEHHA YMAKOBKU
MponoHoBaHa pefakuis:
MAPKYBAHHA BignosigHo go
3aTBEPKEHOr0 TEKCTY
MapKyBaHHs1. OHOBMIEHHS TEKCTY
MapKyBaHHS1 yNakoBKW J1ikapCbKOro
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3ac00y 3 BHECEHHAM iHthopmaii
LLOA0 3a3HAaYEHHS OAVHNLb
BVMIiptOBaHHSA y cuctemi Sl.
BeefieHHs 3MiH npoTarom 3-x
MicALiB Nicna 3aTBepKeHHs

264.

LE®TPUAKCOH

MOPOLLOK A4/151 PO3YUHY
onsiH'ekuiino 1, in
bulk: 50 cpnakoHis 3
NOPOLLKOM Yy KopobL,i 3
KapToHYy

MpusatHe
akujioHepHe
TOBapuCTBO

"Nlekxim-Xapkis"

Ykpaina

Ksiny
dapmaueyTikan Ko.,
nra

KuTan

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
ofo 6e3nekn/edekTMBHOCTI Ta
hapMakoHarniagy - OHOB/IEHHS

BXE 3aTBEPAXKEHOro TEKCTY
MapKyBaHHA A1 BTOPUHHOT
ynakoskn «KOPOBKA» Ta

BHECEHHS 3MiH An1s /13 'y doopmi in

bulk fo po3giny MKA «FPA®IYHE
OPOPMNEHHA YNAKOBKW»:

MponoHoBaHa pegakuis:
MAPKYBAHHSA BignosigHo fo
3aTBEPLKEHOr0 TEKCTY
MapKyBaHHS, L0 AOAAETHCS.
BBeneHHs 3MiH NpoTArom 3-x
MicSLiB NicNsA 3aTBEPAYKEHHS

UA/13156/01/01

265.

LE®YPOKCUM

NOPOLLOK A/ PO3UUHY
ONs iHekyin no 0,75 ; in
bulk: 50 chnakoHis 3
MOPOLLKOM Y KOpoObLj

MpuBartHe
akuioHepHe
TOBapUCTBO

"JlekxiM-Xapkis"

YKpaiHa

Ksiny
dapmaueytikan Ko.,
nrg.

Kutaii

BHECEHHS 3MiH 40 peecTpaviinHmx
marepianis: 3MiHU | TURy - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy - OHOBJIEHHSA

BXE 3aTBEPPKEHOr0 TEKCTY
MapKyBaHHA 1 BTOPUHHOT
ynakoBkn «KOPOBKA» Ta

BHeCeHHS 3MiH Ans J13 y chopmi in

bulk go posginy MKA

«MAPKYBAHHS#»: MponoHoBaHa

pepaxuis: MAPKYBAHHA
BignosigHo Ao 3aTBEpAXeHOro
TEKCTY MapKyBaHHs, Lo
fopaetbes. BeefeHHA 3MiH
npoTArom 3-x MicAuiB nicns
3aTBepKEHHs

UA/15364/01/01

266.

LE®YPOKCUM

MOPOLLOK A/15 PO3UNHY
Ons id'ekyii no 1,5r; in
bulk: 50 dpnakoHis 3
MOPOLLKOM Y KOpobLji

MpusatHe
akuioHepHe
TOBapUCTBO

"Nekxim-Xapkis"

YkpaiHa

Ksiny
dapmaueyTikan Ko.,
nra.

KuTtaii

BHECEHHS 3MiH 1O peecTpaviiHnx
marepianis: 3MiHK | TUMy - 3MiHK
Loao 6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy - OHOB/IEHHSA

BXe 3aTBEPXKEHOro TEKCTY
MapKyBaHHA A1 BTOPUHHOT
ynakoBkn «KOPOBKA» Ta

BHECeHHs 3MiH a5 J13 y doopmi in

UA/15364/01/02
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
bulk go po3giny MKA
«MAPKYBAHHS»: MNponoHoBaHa
pepakuis: MAPKYBAHHA
BignosigHo Ao 3aTBEpPAXEHOrO
TEKCTYy MapKyBaHHS, L0
[ofaeTbes. BBegeHHS 3MiH
npoTsArom 3-x MicAuiB nicas
3aTBEPAKEHHS
267. | UWWNNEH MOPOLLOK 419 PO3UNHY MpusatHe Ykpaina MpuBaTHe YkpaiHa BHECEHHS 3MiH 40 peecTpaLinHmx 3a peyenmom UA/17717/01/01
Ans iHdysii, 500 mr/500 akujioHepHe akujioHepHe marepianis: 3MiHu | TURY -
Mmr no 1 a6o 10 a6o 50 TOBapuCTBO TOBapuCTBO AAMIHICTpaTMBHI 3MiHW. 3MiHa
h/1aKOHIB 3 NOPOLLKOM Y «Jlekxim-Xapkis» «J1ekxim-Xapkis» Ha3BW /likapCbKOro 3acoby - 3MiHW
nauuj (BMpPOGHMLTBO 3 BHeCeHi o0 Haseu J13.
npoaykuii in bulk 3arBepoKeHo:
ipMun-BMPOGHMKA IMINMEHEM/UMNACTATUH
ACS DOBFAR (IMIPENEM/CILASTATIN).
S.p.A, ltaly) 3anponoHosaHo: LIINEH
(CILPEN). BBegeHHs 3MiH
npoTsArom 3-x MicAuiB nicns
3aTBEPAKEHHS.
268. | UUTOCENB® pO3unH ANs iH'ekuid, 100 TOB HB® YkpaiHa BiANOBIAaIbHNIA 3a YkpaiHa BHECEHHS 3MiH [0 peecTpaLliiiHux | 3a peyenmom UA/18016/01/01
Mmr/mn; no 5 mn B «MIKPOXIM» BMPOGHULITBO Ta mMarepianis: YTOYHEHHS [0 Hakasy
amnyni; no 5 amnyn y KOHTPO/b/BUNPOGYB MO3 Ykpainu Ne 2854 Big
KaceTi; No 2 KaceTn B aHHs cepii, He 10.12.2020p. WoA0 HanMcaHHA
nauLi 3 kKapToHy; no 5 BK/THOHAI0UM BUNYCK peecTpauiiHoi npoueaypu, a
M/ B amnyni; no 10 cepii: MpusatHe came: 3MiHu | TUny - 3MiHK Woao
amnyn y 6nictepi; no 1 akujioHepHe 6e3nekn/edeKTMBHOCTI Ta
6nictepy B nauui 3 TOBapuUCTBO “J1eKXiM hapmakoHarnsgy - 3mMiHM BHeCeHi
KapTOHY — Xapkis” , YkpaiHa B TEKCT MapKyBaHHS NepBUHHOI Ta
BiANOBiAa/IbHWIA 32 BTOPMHHOI YNakoBOK LLOA0
BUNYCK cepii, He popaHHa B n. 1 "Hassa
BK/IOYA0UU nikapcbKoro 3acoby", Ha3By Ajito4oi
KOHTPO/b/BUNPOGYB PEYOBUHW. BBEAEHHS 3MiH
aHHsA cepii: TOB NPOTAroM 6-Tu MicAuiB nicas
HB® "MIKPOXIM", 3aTBEPAXKEHHSA
YkpaiHa
269. | UNDPPAH TabneTkn, BKPUTI CaH IHais CaH IHais BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/2897/01/02
060/10HKo0 No 500 wr, dapmacbloTuKan PapmacboTuKa mMartepianis: BUNpaBieHHSA

no 10 TabneTtok y
6nicTepi; no 1 6nictepy
Y KapTOHHiIli kopobLi

IHpacTpi3 Nimiten

IHpacTpi3 Nimiteq,

TEXHIYHOT MOMWSIKKN Y TeKCTi
MapKyBaHHS1 BTOPUHHOT YNaKoBKM.
3arBepmKeHo: 2. KinbkicTb Aitoyol

peyoBUHN
uunpodonokcaunH 1 tabnetka,

BKpUTa 060/IOHKOH, MiCTUTL!
uunpodpnokcaunHy rigpoxnopug,
€KBIBa/TEHTHO LMnpodhioKcalmHy

500 mr (mg). 5000 mr (mg);
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3anponoHoBaHo: 2. KinbkicTb
Lito40i pevyoBuHU
umnpocpnokcauuH 1 Tabnetka,
BKpWTa 060/IOHKOIO, MICTUTB!
uunpodpaiokcaunHy rigpoxnopua,
€KBIBaUTEHTHO LmnpodyiokcauuHy
500 mr (mg). 500 mr (mg).
3a3HaueHe BUMpaBeHHs
BiANoBigae apxiBHUM mMaTepianiam
peecTpauiiiHoro Aochbe

270.

LIAHOKOBANAMI
H (BITAMIH B12)

PO34uH ANs iH'ekuid, 0,5
Mr/mMa no 1 mn B amnyni;
no 10 amnyny
KOHTYPHili YapyHKOBIi
ynakosLi; no 1
KOHTYPHIli YapyHKOBIi
ynakoBLi B nayLi

MAT "Tanuudapm”

YKpaiHa

MAT "Tanuudapm”

YkpaiHa

BHECEHHS 3MiH j0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHW
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmMakoHarnagy. 3miHa y
KOPOTKIil xapaktepucTunui
nikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLUIi AN
MeJMYHOro 3aCTOCyBaHHSA Ha
nigcrasi perynsipHo
OHOB/IIOBAHOIO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo
[ocnigpkeHb 3 6e3nekn
3aCTOCYyBaHHSA NikapcbKoro 3acoby
B nicnsipeecTpauiiinii nepiog, abo
AK pe3ynbTaT OLiHK/ 3BITYy 3
JocnimKeHb, NpoBeAeHUX
BIANOBIAHO A0 MiaHy
nepjatpuyHux gocnigpkers (PIP) -
3MiHM BHECEHO B iHCTPYKLiIO AN
MeJMNYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3giny
"Oco6nmBOCTi 3aCTOCyBaHHA"
BiANOBIAHO A0 OHOBNEHOI
iHchopmawuii 3 6e3nekn
3aCTOCYBaHHA JOMNOMDKHUX
peyoBuH. BBeaeHHS 3MiH
npoTArom 6-Tn MicAUiB nmicns
3aTBEPAKEHHS

3a peyenmom

UA/7360/01/01

271.

WABIT NUCTA

nmcta, no 40 r abo no
50r,a60no 601y
naykax 3 BHYTPILLHIM
naketom; no 1,5ry
inbTp-nakeTi; no 20
inbTp-nakeTiB y naywi

MpAT
dapmaueBTUyYHa
habpuka "Biona"

Ykpaina

MpAT
dPapmaueBTUyHa
thabpuka "Biona"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
wofo 6e3snekn/epekTMBHOCTI Ta
hapmakoHarnsigy - 3MmiHM BHECEHI
B TEKCT MapKyBaHHS yNakoBOK
nikapcbkoro 3acoby (n.17) woao
HaHeCceHHsA TOProBoi MapKu

6e3 peyenma

UA/2356/01/01
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MEPENIK

AopaTtok 4

[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu

Big Ne

NIKAPCbKUX 3ACOBIB, AKI HE PEKOMEHAOBAHI 4O ,D,EP)‘!(ABHOII' PEECTPALLII, NEPEPEECTPALYI TA BHECEHHSA 3MIH A0
PEECTPALINHUX MATEPIANIB

Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky

3asasHUK

KpaiHa

Bupo6Huk

Kpaina

iocmasa

lpoyedypa

BIKC AHTUIPUN
MAKC

MOPOLLOK AN1A
OpasIbHOrO PO3YMHY
3i CMakoM NMMoHa
no 5 a6o 10 cawe y
KopoobLi

MpokTep eHy,
Fem6n
IHTepHeLHN
OnepeiiwH3 CA

LLiBefiuapis

PadhToH /labopatopi3
Nimiten

Benuka
BpuTaHis

3acigaHHa HTP
Ne 2 Big,
21.01.2021

He peKkoMeHAyBaTW [0 3aTBep[KeHHA -
3MiHM | Tuny - 3MiHM 3 akocTi. CepTudpikat
BignosigHocTi/TE-cepTudpikat  BiANOBIgHOCTI
€Bponeiicbkii hapmakonei/MoHorpadii.
MopaHHs HOBOrO abo OHOBJ/IEHOrO
ceptudhikata BigNoBigHOCTI abo BWIyYeHHS
ceptudhikata  BiAMOBIAHOCTI  €Bponechbkili
tapmakonei: ana  A®l;  ana  BUXigHOrO
MaTepiany/peareHTy/npoMiKHOro NpoAayKTY,
L0 BUKOPUCTOBYHOTbCA Y BUPOOHULTBI AdI;
0N QOMOMDKHOI  peyoBuHM  (cepTudikat
BiANOBIAHOCTI EBponelicbkin dapmakonei) -
OHOBJIEHWIA ceptudikat Bif, yxe
3aTBEPXEHOTO BMPOOHMKA, Y 3B'A3KY 3 TUM,
o 3asBy 6y/n10 HafaHO MOMWJIKOBO, OCKiNbKM
BMpo6HUK A®| Angiu Lu‘an Pharmaceutical
Co., Ltd. He 3apeecTpoBaHwuii B YKpaiHi

JIOKCOPYBILVH
MEAAK

PO34MH NS iHAY3iNA,
2 mr/mn no 5 mn (10
Mr) a6o no 10 mn
(20 mr), abo no 25
mn (50 wmr), abo no
100 mn (200 mr) y
cnakoHi, no 1 abo 5
hnakoHIiB B ynakoBL,i

meaak M6X

HimeuunHa

Megak Nesenbadt gorop
KNiHiwe
Lneujanbnpenapate M6X,
HimeuuunHa (Bignosigae 3a
BTOPUHHE NaKyBaHHs,
HaHEeCEeHHs 3aX1CHOT N/IBKK
Ha h1akoH (OnuioHasIbHO),
[,03BiN Ha BUNYCK cepii);
Mepa-IKC-Mpecc M'm6X,
HimeuumnHa (Bignosigae 3a
BTOPUHHE NaKyBaHHs,
HaHEeCEeHHs 3aX1CHOT N/IBKK
Ha gonakoH (onuioHanbHO));
OukoTtek ®apma MNpogakLuH
'm6X , HimeuunHa
(BignoBigae 3a BUPOOGHNULTBO
Hepo3dhacoBaHOT NPoAyKLi,
nepBUHHE Ta BTOPUHHE
nakyBaHHs, KOHTPO/Tb
SAKOCTI)

HimeuunHa

3acigaHHa HTP
Ne 03 Big,
28.01.2021

He peKoMeHAyBaTW [0 3aTBEePKEHHs -
nepepeecTpaL;io Nikapcbkoro 3acoby y 3's3ky
3 HEMOX/IMBICTHO BHECEHHSI  OHOBMEHHOI
iHbopmauii 3 6e3nekn B IHCTPYKUilO Ans
MeANYHOro 3acToCyBaHHA Yepe3 3aKiHYeHHs
TepMmiHy aii P, He 3Baxaloun Ha No3unTUBHE
CMiBBIAHOLLEHHS KOPUCTbL/PU3NK
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UMTEPAN® TabneTkn, BKpUTI

NNiBKOBOH
mr, 500 wmr; no 10

no 1 6nictepy y
nauui

060/10HKOH0, MO0 250

TabneTok y 6nictepi;

AJTTKANOIQ AL
Ckon'e

Pecny6nika
MiBHiYHaA
MakefoHis

Ankanoig AL - Ckon'e

Pecny6nika
MakefoHisA

3acigaHHa HTP
Ne 04 Big
11.02.2021

He peKoMeHAyBaTW [0 3aTBEePKEHHs -
nepepeecTpaLjiio Nikapcbkoro 3acoby y 3's3ky
3 HEMOX/IMBICTHO BHECEHHSI  OHOBMEHHOI
iHbopmauii 3 6e3nekn B IHCTPYKUilO Ans
MeANYHOro 3acToCyBaHHA Yepe3 3aKiHYeHHs
TepMiHy aii PN, He 3BaXalun Ha No3unTUBHE
CMiBBIAHOLLIEHHS KOPUCTbL/PU3NK

FeHepanbHUN AUpeEKTOop

AupekToparty hapmaleBTUYHOro 3a6e3neyeHHs
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