NEPENIK

NIKAPCbKUMX 3ACOBIB, LLO NPOMOHYKOTbLCA A0 AEP>XABHOI PEECTPALLII

Jopartok 1
po Hakasy MiHicTepcTBa OXOpPOHU

304,0POB’A YKpaiHu

Ne

Ne
n/n

Ha3zsa sikapcbko20
3acoby

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asBHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep

peecmpayjitiHo2o

nocBi04YeHHs1

1.

CMVPT ETUNOBUNA
70%

po34unH 70 % no 100 mn
y thnakoHax CkIsHMX

TOB "KATPIH-
TPENA"

YKpaiHa

T30B «€NALAYM
DAPMA»

Pecny6nika
MongoBsa

peecTpauist Ha 5 pokis

MepiognyHICTb NOgAHHS
perynsipHo
OHOB/tOBAHOTO 3BITY 3
6e3neku, BigNOBIAHO A0
Mopsaaky 34iACHEeHHS
hapmakoHarnagy,
3aTBEPKEHOr0 HaKasom
MiHicTepcTBa OXOPOHU
30,0p0OB’A YKpaiHu Bif, 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
YKkpaiHu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOpPOHU
3/10pOB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HayYeHMun y
nepioguYHOCTI NoAAHHS
perynsapHux 3BiTiB 3
6esneku.

3a
peyenmom

He
nionsieae

UA/18953/01/01

CNUPT ETUNOBUN
96 %

po34urH 96 % no 100 mn
y hnakoHax CKIsHNUX

TOB "KATPIH-
TPENA"

YKpaiHa

T30B «EJTAAYM
DAPMA»

Pecny6nika
MongoBa

peecTpauisi Ha 5 pokis

MepiognyHICTb NogAHHS
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaaky 34iiCHEeHHS
chapmakoHarnsgy,

3a
peyenmom

He
nionsieae

UA/18953/01/02




Ne HasBga snikapcbko20 Popma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjitiHo2o
ynakoska) nocBi04Y€eHHs1

3aTBEPAKEHOr0 Hakasom
MiHicTepcTBa 0XOpOHK
3[10pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuHa 2007
poky 3a Ne 73/13340 (y
peaakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riHO
3i cTpokamu,
3a3HavyeHnMun y
nepioguyYHOCTI NOAAHHSA
perynspHux 3BiTiB 3
6esneku.

B.o. l'eHepanbHOro gupekropa Aimpekropary
chapmaueBTUUHOro 3abesneyvyeHHs

IBaH SAABOPHUX




Jopatok 2
po Hakasy MiHicTepcTBa OXOpPOHU

304,0POB’A YKpaiHu

Ne
NEPEJIK
NIKAPCbKNX 3ACOBIB, WO NMPOMOHYOTbLCA A0 AEP>XXABHOI NMEPEPEECTPALIII
Ne HasBa nikapcbko2o dopma sUMYCKY 3asasHuUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjiliHo2o
yrnakoska) nocsi04YeHHs1
1. ANEPIrO4EPM Masb, 0,25 mr/rno 15ry ToBapucTBo 3 Ykpaina BCi cTagii YkpaiHa nepepeecTpawis Ha 3a He UA/15784/01/01
Ty6i, no 1 Ty6i y kopo6uji 06MEXEHO BMPOOHULTBA, He0bMeXeHWi TepMiH peyenmom nionsieae
3 KapTOHY BiANOBIAA/IbHICTIO KOHTPO/b SIKOCTI,
"papmaueBTNYHa BUNYCK cepil: OHOB/IEHO iH(hopmaLLito
KOMMaHis ToBapucTBo 3 B IHCTPYKU|i ans
"3popoB's" 06MeXeHOo Megu4Horo
BiAMNOBIAA/IbHICTIO 3acToCyBaHHSA
"®apmMaueBTUYHA niKapcbKoro 3acoby
KOMMNaHis BigMnoBigHO Ao
"3popos'a”, pedyepeHTHOoro
YkpaiHa; Bci cTagji niKapcbKoro 3acoby
BMPOBGHMLTBA, (PNYUMHAP®, masb no
BUNYCK cepil: 0,25 mr/r) y po3ginax
ToBapucTBO 3 "Oco6mBoCTI
06MeXeHOo 3acTocyBaHHsa" Ta
BiAMNOBIAA/IbHICTIO "Mo6iuHi peakwyji.
"®apmMavLeBTnYHa
KOMMNaHis MepioAnyHICTb NOAAHHS
"3popos'a”, perynsapHo
YKpaiHa; KOHTpO/1b OHOB/OBAHOTO 3BITY 3
SIKOCTI: 6e3neku, BigNoBigHO 40
ToBapucTso 3 Mopsaky 34iACHEeHHS
06MexeHo thapmakoHarnagy,
BiANOBIAA/IbHICTIO 3aTBEPAKEHOro Haka3oMm
"®APMEKC MiHicTepcTBa OXOPOHU

FPYI", YkpaiHa

370pOB’A YKpaiuu Bif 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHM
3[10pOB'st YKpaiHu Big 26




Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepioguyYHOCTi NOAAHHSA
perynsipHmx 3BiTiB 3
6e3neku.

FEMNAPU3NH®

PO34KH N8 iH eKuild; no
20 mn B amnyni; no 10
amnys y KapTOHHii
nauuj

TOB "BAJTAPTIH
OAPMA"

Ykpaina

TOB "BeliugiH
KeBiH TexHonoaxi
Lelip-XongiHr
Ko."

Kutaii

nepepeecTpauis Ha
HeobMeXeHWi TEpPMIH.

OHoBEHO iHhopmaLio
B IHCTPYKLU|i Ans
MeAnYHOro
3acTOCyBaHHSA
nikapcbKoro 3acoby y
po3gaini "OcobmBocTi
3acTocyBaHHA"
BignoBigHO Ao
OHOB/EHOT iHthopmaLi
wofo 6esneku
[OMOMDKHOT PEYOBUHN.
MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iACHEHHS
chapmakoHarnsgy,
3aTBEPAKEHOIO HakasoMm
MiHicTepcTBa OXOpPOHYU
340pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa OXOpPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3rifHO
3i cTpokamu,
3a3HavYeHMn y
nepiognyYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.

3a
peyerimom

He
nidnsieae

UA/15589/01/01

rMYTAMIHOBA

TabneTku, BKpUTI

AT "KUIBCbKUIA

YKpaiHa

AT "KNIBCbKU

YKpaiHa

nepepeecTpauisi Ha

6e3

niosisieae

UA/6723/01/01

4




Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

KACNOTA

N/1iBKOBOK 060/IOHKOHD,
no 250 wmr, no 10
TabneTok y 6nictepi; no
3 6nicTepn B navui; no
10 TabneTok y
6nictepax

BITAMIHHWIA
3ABOA"

BITAMIHHUW
3ABOJ"

HeobMeXeHWin TepMiH

MepioAnyHICTb NOAAHHS
perynsipHo
OHOB/1OBAHOTO 3BITY 3
6e3neku, BigNoBigHO 40
Mopsaky 34iACHEeHHS
hapmakoHarnagy,
3aTBEPIXEHOr0 Haka3oMm
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiuu Bif 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHU
3710p0B's YKpaiHu Bif, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMun y
nepiognYHOCTI NOAAHHS
perynsapHux 3BiTiB 3
6e3neku.

peyenma

EHANO3NA® MOHO

Tabnetkv no 5 mr, no 10
TabneTok y 6nictepi, no
2 abo 3 6nictepn y
navui

AT "®apmak”

YkpaiHa

AT "®dapmak”

YkpaiHa

MepepeecTpauis Ha
HeobMeXeHW TepMiH

OHoB/EHO iHdhopMaLto
B IHCTPYKUiT Ans
MeanYHOro
3aCcTOCyBaHHSA
nikapcbKkoro 3acoby
BiANoBIgHO A0
pedhepeHTHOro
nikapcbKkoro 3acoby
(PEHITEK®, Tabnetku)
y po3ginax
"®apMaKoorivHi
BN1ACTUBOCTI",
"MpoTunokasaHHA",
"B3aemopis 3 iHWMMKN
nikapcbknmy 3acobamu
abo iHWi B1An
B3aemogjin",

3a
peyenmom

He
nionsieae

UA/15415/01/01




Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

"Oco61MBOCTi
3acTocyBaHHs", "Cnoci6
3acTocyBaHHsa Ta gosn”

Ta "MMob6iuHi peakuii".
MepioagnyHiCTb NoAaHHSA
perynspHo
OHOBJIHOBAHOrO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsiaky 34iiCHEHHS
hapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHM
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainum 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa 0XOpOHU
3[,0pOB'st YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepioguyYHOCTi NOAAHHSA
perynsipHmx 3BiTiB 3
6e3neku

EHANO3NA® MOHO

Tabnetkv no 10 mr, no
10 TabneTok y 6nicTepi,
no 2 a6o 3 6nictepun y
nauuj

AT "®apmak”

Ykpaina

AT "®apmak”

YkpaiHa

MepepeecTpavis Ha
HeobMeXeHWin TepMiH

OHoBEeHO iHhopmaLio
B IHCTPYKLU|i Ans
MeAnYHOro
3aCTOCyBaHHSA
nikapcbKoro 3acoby
BignosigHo oo
pedyepeHTHOoro
nikapcbKoro 3acoby
(PEHITEK®, Tabnetkn)
y po3sginax
"®apmakonorivHi
B/1acTmMBoCTi",
"MpoTunokasaHHa",
"B3aemogis 3 iHWMMKn
niKkapcbknmy 3acobamu

3a
peyerimom

He
nionsieae

UA/15415/01/02




Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

abo iHWi Buan
B3aEMOgjin",
"Oco6nmBOCTi
3acTocyBaHHs", "Cnocio
3acTocyBaHHA Ta 4o3un”
Ta "MNob6iyHi peakuii”.
MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa OXOpOHU
34,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO
3i cTpokamu,
3a3HavYeHmMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6e3nekun

1I30D/TYPAH

napv onas iHransuii,
pignHa 100% no 100 mn
abo 250 mn npenapaty
y chnakoHi; no 1
(h1akoHy B KapTOHHIlA
KOpOoO6Li

Mipaman
EHTepnpaiisuc
NimiTen

IHais

Mipaman
EHTepnpaiisnc
NimiTeq

IHais

MepepeecTpauis Ha
HEO6MeXeHU TePMiH.
OHoB/EHO iHdhopMaLito

B IHCTPYKUiT Ans
MeanYHOro
3aCcTOCyBaHHSA
nikapcbKkoro 3acoby y
po3gini "Mob6iuni peaxuii"
BignoBigHO Ao
OHOBNEHOT iHthopmMaLi 3
6e3nekun gjtoyoi
PeyvoBUHM.

MepioAnYHICTb NOAAHHS
perynsipHo
OHOBJIHOBAHOrO 3BITY 3

3a
peyenmom

He
nionsieae

UA/15274/01/01




Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

6e3neku, BignoBigHO A0
Mopsaaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa 0XOpOHU
34,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riHO
3i cTpokamu,
3a3HavYeHMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6esneku.

KCANO-®APM

Kpanni o4Hi, po34nH, No
5 mn 'y chnakoHi 3
KPWLLIKOO-
KpanenbHuueto; no 1
hnakoHy y Kopobui 3
KapTOHY

ToBapucTso 3
obmexeHor
BiANOBIAA/IbHICTIO
"[locnigHwii 3aBog,
"rHuaCc"

YKpaiHa

ToBapucTso 3
06MexeHo
BiANOBIAA/IbHICTIO
«®PAPMEKC
TPYT»

YKpaiHa

nepepeecTpauis Ha
HEo6MeXeHU TepMiH.

OHOB/EHO iH(hopmaLLito
y po3ginax:
"®apmakonorivHi
BNacTuBocCTi",
"MpoTunokasaHHaA",
"Oco6nmBOCTi
3acTocyBaHHA",
"3acTocyBaHHS y nepioz
BariTHocTi abo
rogysaHHs rpyaaro”,
"Mo6iuHi peakwii"
IHCTPYKLii Ans
MeAnYHOro
3acTOCyBaHHSA
BignoBigHO Ao
iHchopMmauiT
pedyepeHTHOoro
nikapcbKoro 3acoby
(Kcanakom).

MepiognyHICTb NoAaHHSA
perynsipHo

3a
peyenmom

He
nionsieae

UA/15905/01/01




Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

OHOB/IHOBAHOrO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsiaky 34iiCHEHHS
hapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHM
3[10pOB’A YKpaiHuu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa OXOpOHU
3[,0pOB'st YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepioguyYHOCTi NOAAHHSA
perynsipHmx 3BiTiB 3
6e3neku.

NnAUMAgoO®IN

kancysu, no 10 kancyn B
anoMiHieBili 6iCTepHii

ynakoBLi; no 2 6nictepu
B KAPTOHHIli KOpOGL

TOB "YOPA[,
MEANLAH"

Ykpaina

BMPOGHULITBO in
bulk:
NanbmaH Xenc
ConoLwmrH3 [HK.,
KaHaga; nepBuHHa
Ta BTOpPVHHA
ynakoBka, [j03BiN
Ha BUMYCK cepii:
Takepa dapma
Cn.3o0.0,
Monbwa

KaHnapa/
Monba

nepepeecTpauis Ha
HeobMeXeHW TepMiH

OHoBEHO iHhopmaLio
B IHCTPYKLU|i Ans
MeAnYHOro
3acTOCyBaHHSA
nikapcbkoro 3aco6y B
po3ginax "lMokasaHHA",
"MpoTunokasaHHa",
"B3aemogis 3 iHWMMKn
nikapcbknmu 3acobamu
Ta iHWi BUan
B3aemMogijin",
"Oco61mBOCTi
3acTocyBaHHS",
"3acTocyBaHHs y nepiof
BariTHocTi abo
roflysaHHa rpyaao”
(kopuryBaHHs TEKCTY),
"Cnoci6 3acTocyBaHHs
Ta [03n" (KopuryBaHHs
TEKCTY Ta YTOYHEHHS
iHpopmadii), "Mo6GiyHi

6e3
peyenma

nionsieae

UA/15132/01/01




Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

peaxuii” BignosigHo A0
iHbopmaLii cTocoBHO
6e3neku, sika 3a3HaueHa
B MaTepianax
peecTpaLiiHoro Aoche.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa OXOpOHU
34,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO
3i cTpokamu,
3a3HavYeHmMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6esneku.

MATHEMAKC-
310POB'AA

TabneTkn, BKpUTI
MNiBKOBOK 060/10HKOI0
no 10 TabneTok y
6nicTepi; no 3 abo 6
6nicTepis y kopobu,i 3
KapTOHY

ToBapucTso 3
obmexeHoro
BiANOBIAA/IbHICTIO
"PapmaueBTnyHa
KOMNaHis
"3p0pos'a"

YKpaiHa

ToBapucTso 3
06MexeHo
BiANOBIAA/IbHICTIO
"®apmaueBTnyHa
KOMMNaHis
"3p0pos'a”

YKpaiHa

nepepeecTpauis Ha
HeobMexeHuii TepMiH

OHOB/EHO iH(hopmaLLito
B IHCTPYKUiT Ans
MeAnYHOro
3acToCyBaHHSA
nNiKapcbKoro 3acoby y
po3sginax "OcobnmBocTi
3acTocyBaHHA",
"3acTocyBaHHS y nepioz
BariTHoOCTi abo
rofyBaHHs
rpyAAH0" (YTOUHEHHSA
iHchopmawii), "
lMepepno3ysaHHa",

6e3
peuyenma

nionsieae

UA/15597/01/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

"Mo6iuHi peakwyii”
BiAnNoBigHO A0
OHOB/EHOT iHChopMmaLii 3
6e3nekn 3acTocyBaHHs
Lit0Y0T PEYOBUHN.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa OXOpOHU
34,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO
3i cTpokamu,
3a3HavYeHmMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6esneku.

10.

HILEPOMAKC

niodpinizaT 4N po3unHy
Ans iH'ekui no 4 wmr, 4
chnakoHu 3 niodpinizatom
B KOHTYPHIli YapyHKOBIli
ynakosui; no 1
KOHTYPHIli YapyHKOBI
yNaKoBLi B KAPTOHHIi
nauuj

TOB "®APMEKC
reymn"

YKpaiHa

TOB "®APMEKC
reyn"

YKpaiHa

nepepeecTpauis Ha
HeobMeXeHuli TEePMiH.

OHOB/EHO iH(hopmaLLito
B IHCTPYKLU|i ans
MeAnYHOro
3acToCyBaHHSA
nNiKapcbKoro 3acoby y
posginax:
"TMpoTunokasaHHa",
"Ocob6nuBoCTi
3acTocyBaHHA"
BignosigHo oo
iHchopmawii wopo
MeAnYHOro
3acToCyBaHHsA

3a
peyenmom

He
nionsieae

UA/12022/01/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

pedyepeHTHOoro
nikapcbKoro 3acoby
(CEPMIOH®, niodcpinizat

N5 PO3UMHY Ansi
iH'EKLiA).

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa OXOpOHU
34,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO
3i cTpokamu,
3a3HavYeHmMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6esneku.

11.

O®DJ/TIOKCALIMH

Tabnetkv no 0,2 r no 10
TabneTtok y 6nictepi, no
1 6nicTepy y nauui 3
KapToHy; no 10
TabneTok y 6nictepi, no
50 a6o 100 6nicTepiB y
naJi 3 KapToHy

MNpvBaTHe
akujioHepHe
TOBapuCTBO

"Jlekxim - Xapkis"

YKpaiHa

MNpuBatHe
akujioHepHe
TOBapuCTBO

"Jlekxim - Xapki"

YKpaiHa

nepepeecTpauis Ha
HEO6MeXeHU TePMiH.

BHeceHO OHOBNEHy
iHcpopmawiito B
IHCTpyKUito Ans

MeAnYHOro
3aCTOCyBaHHSA
nikapcbkoro 3aco6y Ao
po3ainy "MokasaHHA"
(YTOUYHEHHST), a TakoX A0
po3gainis

"TMpoTunokasaHHa",

"B3aemogis 3 iHWmMn
nikapcbknMmn 3acobamu
Ta iHWi BUan

3a
peyenmom

He
nionsieae

UA/5050/01/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

Irer

B3aEMOgjn",
"Oco6nmBOCTi
3acTocyBaHHs","3acTocy
BaHHA y nepiog,
BariTHocTi abo
rogysaHHsa rpyaar”
(iHchopmauist 3 6e3neku),
"Cnoci6 3acTocyBaHHs
Ta go3un" (YTOUHEHHS),
"Mepepno3yBaHHA",
"Mo6iuHi peakwi"
BignoBigHO Ao
OHOB/EHOT iHthopMaLi 3
6e3neku gjtoyol
PEYOoBVHM NiKapCbKOro
3aco0by.

MepioAnYHICTb NOAAHHS
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
hapmakoHarnagy,
3aTBEPIXEHOr0 Hakasom
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiuu Bif 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHM
3710p0B's YKpaiHu Bif, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMun y
nepiognYHOCTI NOAAHHS
perynsapHux 3BiTiB 3
6e3neku.

12.

O®NOKCALVH

Tabnetkn no 0,2 r; in
bulk: no 3000 TabneTok
Y KOHTelHepax

MNpvBaTHe
akuioHepHe
TOBapUCTBO

"Nekxim - Xapkis"

YkpaiHa

MpuBatHe
akuioHepHe
TOBapUCTBO

"Jlekxim - XapkiB"

YkpaiHa

nepepeecTpauis Ha
HE0OMEeXeHW TEPMiH.

MepiognyHICTb NoAaHHSA
perynsipHo

He
nionsieae

UA/5049/01/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

OHOB/IHOBAHOrO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsiaky 34iiCHEHHS
hapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHM
3[10pOB’A YKpaiHuu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa OXOpOHU
3[,0pOB'st YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepioguyYHOCTi NOAAHHSA
perynsipHmx 3BiTiB 3
6e3neku.

13.

ODTAH®
AEKCAMETA3OH

Kpanni o4Hi, 0,1%; no 5
My h/1akoHi 3
KpanenbHuueto ; no 1
(h1akoHy B KapTOHHIlA
KOpOoO6Li

CaHTeH AT

PiHNAHAIA

B1po6HMK
BiANOBIAA/IbHWIA 32
BUPOBHMLTBO in
bulk, nepsuHHy Ta
BTOPVIHHY
yNaKkoBKy,
KOHTPOb AKOCTI:
Hekctd®apma AT,
PiHNAHAIA;
AnbTepHATUBHUIA
BMPOGHUK,
BiAnoBiganbHMIA 3a
BTOPUHHE
nakyBaHHS:
MaHyakTypiHr
MakariHr ®apmaka
(MMo) B.B.,
HigepnaHaw,;
B1po6HMK
BiANOBIAA/IbHWIA 32
BUNYyCK cepil:
CaHTeH AT,
iHnAHgis

PiHnaHpia/
HigepnaHvgn

nepepeecTpauis Ha
HeobMeXeHW TepMiH

MepioAnYHICTb NOAAHHS
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHU
3[10pOB’A YKpaiHuu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa OXOpPOHU
300pOoB's YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HaYeHMn y

3a
peyerimom

He
nidnsieae

UA/5051/01/01
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6e3neku.
14. PUTMOKOP® PO34MH NS iH'eKLiA; No TOB Ykpaina BTOPVHHE YkpaiHa nepepeecTpawis Ha 3a He UA/3122/02/01
5 mn B amnyni; no 5 "papmaueBTnyHa nakyBaHHs, HeobMexeHuii TepMiH peyenmom nionsi2ae
amnyn y 6nictepi; no 2 KOMMaHis KOHTPO/b, BUMYCK
6nicTepu y nauui 3 "®apKoC" cepii: TOB OHOB/EHO iH(hopmaLLito
KapTOHY "®apmMaueBTUYHA y po3gini "OcobnmBocTi
KOMMaHis 3acTocyBaHHA"
dapKoC", IHCTPYKUiT aNns
YkpaiHa; MeanyHoro
BMPOGHUK in bulk, 3aCTOCyBaHHS
nepBuHHeE, nikapcbKoro 3acoby
BTOPUHHE BigNoBigHO A0
nakyBaHHS: OHOBJIEHOT iHdhopMaLii
MpuBatHe wono 6esneku
akujioHepHe 3aCTOCyBaHHA AjtloumX
TOBapUCTBO PEYOBVH.
"Jlekxim-Xapkis",
YkpaiHa MepioanyHICTb NoAaHHSA
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsagy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHU
3[10pOB’A YKpaiHuu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa OXOpPOHU
300pOoB's YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HaYeHIMn y
nepioguYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku.
15. CTPENCI/IC® cnpeii OpoOMyKO3HWIA, PekkiTT BeHkizep Benvka BMNYCK cepil: Benvka MepepeecTpauis Ha 6e3 nidnsieae UA/15692/01/01
IHTEHCU/B po3uuH 8,75 mr/gosa, no Xenckep BpuTaHis PekkiTT BeHkizep BpuTtaHis/ HeobMeXeHWi TepMiH. peyenma
15 My pnakoHi; no 1 IHTEpHELUHN Xenckep TainaHg OHOBJIEHO iH(hopMmaLLito
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

h1akoHy B KapTOHHIlA
Kopoo6Li

NimiTen

IHTEepHeLHN
Nimiten, Benuka
BpuTaHis;
BMPOGHMLITBO,
nakyBaHHs Ta
NepBUHHWIA BUMYCK
roToBOro
niKapcbKoro
3acoby:
PekkiTT BeHkizep
Xenckep
MaHydhekuypiHr
(TainaHg) Nimites,
TainaHpg

B IHCTPYKUiT Ans
MeAnYHOro
3acToCyBaHHs
nikapcbkoro 3aco6y B
posginax "B3aemopis 3
iHLWIMMK NiKapCbKMK
3acobamu Ta iHLWi BUan
B3aEMOgjin",
"Oco6nmBOCTi
3acTocyBaHHs", "Cnoci6
3acTocyBaHHA Ta 4o3un"
(BHECEHO YTOYHEHHS),
"MNepeno3syBaHHsA"
BiANoBIgHO A0
iHdhopmauii cTOCOBHO
6e3neku, sika 3a3HayeHa
B MaTepianax
peecTpaLiniHOro 4OoChE.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOBJIHOBAHOrO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsiaky 34iiCHEHHS
hapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHM
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainum 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa OXOpOHU
3[,0pOB'st YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepioguyYHOCTi NOAAHHSA
perynsipHmx 3BiTiB 3
6e3neku.

16.

dNOTTO

Kpanni ByLUHi; no 15 mn
PO34mHy y haKoHi-
KpanenbHu; no 1

[enbTa Megiken
MpomoyLH3 Al

LBeliuapis

K.O. Pomcbapm
Komnani C.P.J1.

PymyHis

nepepeecTpauis Ha
HeoOMeXeHW TEPMIH.

6e3
peyenma

nionsieae

UA/15844/01/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

hnakoHy-kpanenbHuLi y
KapTOHHI Kopobuj

OHOB/IEHO iH(hopmaLLito
B IHCTPYKU|i ans
MeAnYHOro
3acToCcyBaHHSA
nikapcbKoro 3acoby y
po3gini “rNo6iuHi peakwyi”
BignosigHo 0
iHchopmawii Wwopo
6e3nekun gjryoi
PEYOoBVHN.

MepioAnyHICTb NOAAHHS
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
hapmakoHarnagy,
3aTBEPIXEHOr0 Haka3om
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiuu Bif 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHM
3710p0B's YKpaiHu Bif, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMun y
nepiognYHOCTI NOAAHHS
perynsapHux 3BiTiB 3
6e3neku.

17.

DNYPA-5

PO34mH AN iH'ekuiid, 50
mr/mn; no 5 mn aéo 10
My donakoHi; no 1
dh/1aKoHy B KapTOHHIiA
KopooLi

Mini Xenckepe
NimiTen

Benuka
BpuTaHis

BeHyc Pemegic
NimiTen

IHais

nepepeecTpauis Ha
HeobMeXeHW TepMiH

OHoB/EHO iHdhopMaLto
B [HCTpYKUii gns
MeanYHOro
3aCcTOCyBaHHSA
nikapcbkoro 3acoby y
po3ginax
"®apmakonorivHi
B/1ACTMBOCTI"

3a
peyenmom

He
nionsieae

UA/10633/01/01
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
(8ONOBHEHHS
iHdpopmauii),
"MpoTnnokasaHHA",

"Oco6nuBi 3ax0am
6e3nekun”, "Bsaemopis 3
iHLWIMMK NiKapCbKMK
3acobamu Ta iHLWi BUan
B3aEMOgjin",
"Oco6nmBOCTi
3acTocyBaHHA",
"3acTocyBaHHSA y nepioz
BariTHocTi abo
rofyBaHHs
rpyAA0" (YTOUHEHHSA
iHhopmauii), "
Mepepno3ysaHHA",
"Mo6iuHi peakwi"
BigMnoBigHO Ao
OHOB/EHOT iHthopMaLi 3
6e3nekn 3acTocyBaHHs
Lit040T PEYOBUHN.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOBJIHOBAHOrO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsiaky 34iiCHEHHS
hapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHU
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa OXOpOHU
3[,0pOB'st YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepioguyYHOCTi NOAAHHSA
perynsipHmx 3BiTiB 3
6e3neku.
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B.o. NeHepanbHOro gupekropa Aimpekropary
chapmaueBTUUHOroO 3a6e3nevyeHHA IBaH SAABOPHUX
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MEPENIK

Aopatok 3
po Hakasy MiHictepcTBa OXOpPOHU

300pOB’A YKpaiHu

Ne

NIKAPCbKUX 3ACOBIB, 040 AKNX MPOMOHYETLCA BHECEHHSA 3MIH 40 PEECTPALJIAHNX MATEPIANIB

(100 wmr) abo 16 mn (400
Mr) y doniakoHi; no 1
(pNakoHy B KAPTOHHIl
KopoobLi

nNpoAayKLUii, NnepBNUHHE
nakyBaHHs); PoLu
[iarHocTrke M'vbX,
HimeuyunHa
(BPO6HMLTBO
Hepo3dacoBaHOl
nNpoAayKLii, NnepBNUHHE
nakyBaHHs,
BTOPUHHE
nakyBaHHs,
BMNPO6YBaHHSA
KOHTPOJII0 AKOCTi Ta
BUNYCK cepil);
®.XodhpmanH-/15
Pow /T4,
LBeiiLapis
(BnpobyBaHHs
KOHTPO/O AKOCTI
(kpim BUNpo6yBaHHsA
ineHTudikaui
6eBaunsymaby);
®.XohhmaHH-/1a
Pow Jltg,
LLBeliyapis
(BMPOGHMLTBO
Hepo3dgacoBaHOl
npoAyKLUii, NepBNHHE
nakyBaHHs,
BTOPUHHE
nakyBaHHs,
BMNPOGYBaHHSA
KOHTPOJIO AKOCTi Ta
BUNYyCK cepii)

6eBauu3ymaby, a came 3miHa
[0BroCTPOKOBMX YMOB 36€epiraHHs
Ad| B 3aMOpPOXEHOMY CTaHi 3
«20°C+5°C» 0 «40 °C+10°C» 3
MakcyMasibHUM poboUnM Yacom
36epiraHHa 200 gHIB Npu
20°C+5°C T1a 45 gHis npu
5°C+3°C; 3miHu | Trny —
BMNPOBaPKEHHSA 3MiH,
nepefo6aqyeHnx 3aTBepiKeHNm
NPOTOKO/IOM YNpaBiHHA 3MiHamu,
anst Roche Singapore Technical
Operations (RSTO) ansa
3a6e3neyeHHs HacTynHoro Habopy
JaHUX: aHaNiTUUHY
NOPIBHANBHICTb, NOPIBHAHHA
npoueciB Ta AaHi Npo cTabiNbHICTb
A®| npoTsirom 3 Micsiyis;
[04aTKOBO BMMPaB/EHHS
pefakLiiiHoT NOMWUKN B MOAYNi
3.2.S.2.2., Wo noB’si3aHi 3
BMCOKOTEMMNEPaTYPHUM
KOPOTKOYACHNM MEeTOA0M 06PO6KU
(HTST), sikmit 6yB norogxeHnii 3
PACMP Post-Approval Change
Management Protocol; 3miHn |
TVNy — HE3HaYHa 3MiHa y npoueci
BUpo6HMUTBa AP, a came 3MiHa
TpuBasnocTi 36epiraHHs 3i6paHoi
KynbTypaUsibHOI pignHn (HCCF)
ons pinbHUUi Roche Singapore
Technical Operations (RSTO) Big
«5 °C£3 °C go 10 gHiB Ha «5 °C+3
°C [0 3 AHIiB»; 3MiHK | Tuny —
3BY)XEHHSI BEPXHbOI MeXi

Ne Ha3sBa nikapcbko2o dopma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BIiOnycKy peecmpayjiliHo2o
ynakoska) nocsi0O4YeHHs1
1. ABACTUH® KOHUeHTpaT ans ®.XodhdpmaHH-/15 LBeiiLapis [bKkeHeHTeK IHK., CWA BHECEHHS 3MiH [10 peecTpaviiiHnX 3a peyernmom UA/16665/01/01
PO34nHy ANs iHdys3ii, Pow Jtg, CLUA (BMpO6HMLTBO HimeuunHa marepianis: 3MiHu | TUNY — 3MiHa
100 mr/4 mn; no 4 mn Hepo3dacoBaHoi LLIBeliyapis yMOB 36epiraHHss AdI
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OpPa/IbHOIO PO34UHY 3i
CMakKoM YOpHOT
cMopoauHM no 5,2 r B
calue; no 10 cawe B

mMaTtepianis: 3MiHu | Tuny -
nofaHHsa HOBOro cepTuddikara
BIANOBIAHOCTI EBpONechbkili
thapmakonei Ne RO-CEP 2018-

Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
[0MyCTUMOro AianasoHy
caHiTapHOi 06pPO6KM KOTOHOK AN
aHIOHO06MIHHOT XpomaTorpadii Ta
KaTiOHOGMIHHOT xpomatorpadii Ha
BMPOGHWYIl AiNbHUL
®.XothbdmaHH-N5 Pow /T4,
Bazensb, LWBeliyapis nig vac
BUrOTOB/IEHHSA aKTUBHOI PEYOBUHU
Bif «9 CV» [0 «6 CV»; 3MiHu |
TUNY — BNPOBAKEHHS 3MiHN
nepegbayeHi NpoToKo10M
ynpasniHHA 3MiH gna Ad|
6eBauusymadby v1.2 OPT Ha
BUPOGHNUNX AiNbHULAX
[oxeHeHTek IHK., OylueHcaiig,
(CWA), Pow Cinranyp TekHikan
OnepeiiwH3 (CiHranyp),
®.XothbdmaHH-N5 Pow /T4,
Basenb (LUBeliLapis); BHECEHHS
pefakuiiiHux 3MiHM fo po3giny
3.2.5.2 1a 3.2.R.3. Ta OHOBJIEHHSA
KPUTUYHMX NapameTpis npolecy
“[oAaTtkoBi Migb, LUMHK Ta
MapraHeLp” y npoueci
BMPOGHULITBA KY/IbTYpU KNITWH i3
3aTBepaxeHoro CMP
2. A3INEKT Tabnetku no 1 mr; no 10 TeBa 13painb BMPOOHUK, SKWNIA I13painb BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyernmom UA/13573/01/01
Tabnetok y 6nictepi; no dapmaueBTikas BignoBigae 3a HigepnaHgn marepianis: 3MiHu |l TUMy - 3MiHK
3 6nicTepu B KAPTOHHiIl IHpacTpi3 14, BUPOGHMLTBO BHECEHO [0 IHCTPYKUiT ANns
Kopoobui npoaykty in bulk, MeANYHOro 3aCToCyBaHHSA
nepBUHHE nikapcbKoro 3acoby A0 po3ainy
nakyBaHHs, "Oco611BOCTi 3acTOCyBaHHA"
BTOPVHHE BIANOBIAHO A0 pe3ynbTaTis
nakyBaHHs, KniHiYHoro gocnigpkeHHs TV1030-
KOHTPONb cepil, CNS-50024; BBejeHHA 3MiH
BWMNYCK Cepil: npoTtArom 3-x MicAuiB nicas
TeBa 3aTBEPAKEHHS
dapmaveBTikan
IHpacTpis N14.,
I3painb; BUPOOHUK,
SIKWIA BignoBifgae 3a
KOHTpPOb cepii:
dapmaxewmi B.B.,
Higepnanan
3. AVAPIHK® MOPOLLIOK A5 AT "dapmak" Ykpaina AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiHnX 6e3 peyenma UA/14814/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

nauuj 3 KapToHy

053-Rev 00 151 [jitoy0i pevyoBUHU
deHinedpuHy rigpoxsiopuay Big,
BXE 3aTBEP)KEHOro BUPOOHMKA
Unichem Laboratories Limited,
India. fk HacnigoK BUNy4YeHHs
NokasHnKa «PO34YMHHICTb»;
po34iny «3aNLWKOBI KiTbKOCTI
opraHiYHUX PO34YMHHUKIB» Ta
«MikpobionoriyHa unctora»
NpUBELEHO Y BiANOBIAHICTb A0
CEP Ta Bumor €0

ANAPIHK®

NMopoLUOK ANA
Opa/IbHOTO PO3YMHY 3i
CMaKoM fIMMOHY o 4,8 1
B cawe; no 10 cawe B
nauuj 3 KapToHy

AT "dapmak"

Ykpaina

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
Marepianis: 3miHu | Tuny -
nofaHHsa HOBOro cepTudpikara
BIANOBIAHOCTI EBPONENChKili
thapmakonei Ne RO-CEP 2018-
053-Rev 00 ansa Aito4oi pevyoBuHU
deHinedpuHy rigpoxnopugy sig
BXe 3aTBepAKEeHOro BUPo6HMKa
Unichem Laboratories Limited,
India. Ak HacnigoK BUNYyYEHHS
MoKasHMKa «PO3UMHHICTb;
po34inn «3asIULLKOBI KiNbKOCTI
OpraHiYHUX PO3UYMHHUKIB» Ta
«Mikpob6iosnoriyHa uncrota»
npuBeAEHO Y BIANOBIAHICTb A0
CEP Ta Bumor €0

6e3 peyenma

UA/14813/01/01

AKTUNI3E®

niodpinizat Ans po3ynHy
Ans iHdy3iii no 50 mr; 1
chnakoH 3 niodpinizaTom
y KOmnaekTi 3 1
dh1aKoHOM PO3UMHHMKA
(BoAa Ans iH'exuiii) no
50 MN y KapTOHHii
Kopobui

BepiHrep
IHrenbxanm
IHTepHewHn MM6X

HimeyunHa

BepiHrep
IHrenbxaim ®apma
m6X i Ko. KI

HimeuunHa

BHECEHHS 3MiH 10 peecTpaviiiHnX
MaTepianis: 3mMiHu Il TMny - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHu y
KOPOTKIil XapakTepucTumui
nNikapcbKoro 3acoby, TeKCTi
MapKyBaHHA Ta IHCTPYKLUIi 4115
MEJMYHOIO 3aCTOCYBaHHS Y
3B'AA3KY i3 HOBUMW JaHUMU 3
AKOCTI, AOKNIHIYHUMWN, KNIHIYHUMK
JaHVMU Ta AaHuMK 3
thapmakoHarnsgy - 3miHW BHeCeHO
00 IHCTPYKUiT AN MeguyHoro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby
0o posginis "Cknag" Ta "/ikapcbka
dhopma”, a Takox A0 po3ainis
"®apmakonoriyHi BnactnsocTti”,
"MokasaHHs" (BHECEHI YTOUHEHHS
3 6e3snekun 3acToCcyBaHHs
niKapcbKoro 3acoby),

3a peyenmom

UA/2944/01/01
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KOHTPO/O AKOCTI
(mikpobionoriuHa
yucrtoTa): Jlabop J1IC
CE eHp Ko. KT,
HimeuumnHa;
BMNPOGYBaHHSA
KOHTPO/O AKOCTI
(eTnnxnopug):
EBOHiK OnepeiwH3

Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
"MpoTunokasaHHsa", "OcobaMBOCTi
3acTocyBaHHs", "3aTHICTb
BMAVBATY Ha LUBWAKICTb peakLil
npv KepyBaHHi aBTOTPaHCNOPTOM
abo iHWKYMKY MexaHi3mammn”,
"Cnoci6 3acTocyBaHHA Ta fo3mn"
(BHECEHI yTOUHEHHS), "Mo6iuHI
peakuii” Ta "HecymicHicTb"
BiANOBIAHO A0 MaTepiasniB
peecTpaujiiiHoro Aocke. BBeaeHHs
3MiH NpOTArom 6 MicsLiB nicns
3aTBEPAKEHHS.

6. ANEKEH3A® kancynv TBepgi no 150 ®.XobpmaHH-/15 LBeiiuapis BWMNYCK Cepil: LLiBefiuapis BHECEHHS 3MiH IO peecTpaljiiiHux | 3a peyenmom UA/16997/01/01
M, M0 8 Kancyn TBepanx Pow Ntg, ®.XodhhmaHH-/1a ITania mMartepianis: 3mMiHu Il TUNy - 3MiHK
y 6nicTepi; no 7 Pow Jltg, HimeuunHa BHECEHO [10 IHCTPYKLi Ans
6nicTepiB y KAPTOHHIl LLiBeiuapis; MeJNYHOro 3aCTOCYBaHHS
nadui, no 4 naykn y nepBuHHE Ta nikapcbKoro 3acoby A0 po3ainis
KapTOHHI Kopoobui BTOPUHHE "Cnoci6 3acTocyBaHHs Ta fo3un",

nakyBaHHs, "Mo6iuHi peaku,ii";BBeAEHHS 3MiH
BMNPO6YBaHHsA npoTAarom 6 Micauis nicns
cTabinbHoCTI, 3aTBEPMKEHHS
BWMNYCK Cepil:
®.XodhhmaHH-/1a
Pow NTp,
LLiBeiuapis;
BMNPO6YBaHHsA
CTabifIbHOCTI
(mikpobionoriyHa
yncToTa):
®.XodhpmarH-/15
Pow NTA,
LLiBeiilapis;
BMNPOGYBaHHSA
CTabiNbHOCTI,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS:
Jenbchapm MinaHo,
C.P.N., Itanis;
BMNPOGYBaHHSA
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(cybcTaHuis) B
noaBiliHMX
nonieTuIeHoBMX
naketax gns
chapmaLeBTUYHOTO
3acTocyBaHHs

hapmaueBTuyHe
nigNPUEMCTBO
"380poB'a
Hapoay”

MPAVBET NIMITEL

mMartepianis: 3MiHu | Tuny - 3MiHK 3
saKocTi. CepTudikar
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONechbkili
hapmakonei/MoHorpadil.
MoaaHHsA HoBOro abo OHOBIEHOTO
cepTudpikaTa BignosigHoCTi abo
BWJTyYEHHS cepTudikaTa
BIANOBIAHOCTI EBpONechbkili
thapmakonei: gnsa A®l; ans
BUXIAHOTO
MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUPO6GHULTBI ADI; ans
[0MOMDKHOT PEYOBUHN
(cepTudpikat BiANOBIAHOCTI
€Bponelicbkiin hapmakoner) -
HoBwuii cepTudikar Big Bxe
3aTBEPAKEHOIO BUPOOHMKA -
nofaHHsa HOBOro cepTuddikara
BIANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 2008-
229-Rev 02 Big BXe
3aTBEPAKEHOro BUPOGHMKa Lake
Chemicals Pvt. Ltd., IHgjsa. Sk
HacnifoK: peaakuiliHi 3MiHu B
iHchopmawii o0 BUPO6HUKaA
NiKapcbKoro 3acoby Ta y po3aini

Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Mm6X, HimeuunHa;
BUPOGHMLTBO
Hepo3dgacoBaHOl
npoaykuii,
BMNPOGYBaHHSA
KOHTPOJIHO AKOCTI:
Ekcenna 'm6X eHg,
Ko. KI', HimeyunHa
7. ANNErPA® 120 Ml | TabneTtku, BKPUTI TOB "Onenna YkpaiHa CAHO®I BIHTPOIN ®paHuis BHECEHHS 3MiH 0 peecTpaLiiHnx 6e3 peyenma UA/8500/01/01
060n10HKot0, No 120 wmr; Xenckea YkpaiHa" IHOACTPIA - TYP3 mMarepianis: 3MiHa 3asBHUKa
Ne 10, Ne 20 (10x2): no (BnacHvka peecTpadiiHoro
10 TabneTok y 6nictepi; noceigyeHHs) (3rigHo Hakasy MO3
no 1 a6o no 2 6nictepu Bia 23.07.2015 Ne 460). 3miHn
B KapTOHHI Kopo6Lyi BHECEHO B IHCTPYKLitO A/1A
Me[MYHOro 3aCTOCYBaHHS LLOA0
HaliMeHyBaHHS 3asBHMKa 3
Bi4NOBIAHMMM 3MiHAMU Y TEKCTI
MapKyBaHHS YNakoBKW NiKapcbkoro
3acoby. BBefeHHs 3MiH MPOTAroM
6-TN MicALIB Nic/1a 3aTBEPKEHHS
8. ANMPA30/1AM MOPOLLIOK KpUCTauTIYHUIA TOB "XapkiBcbke Ykpaina NEVK KEMIKAN3 IHAis BHECEHHS 3MiH [0 peecTpavuiiHnX - UA/12562/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

«TepMiH NePeKOHTPOT0»
(3aTBEpPAXEHO «TEepMiH
NPUAATHOCTI»); NPUBELEHHS
HOPMyBaHHS | METOAVKM 3a
nokasHukoMm «CynpoBigHi
Aomiwkn» o CEP; npueeaeHHs
METOAMKMN 38 NOKa3HNKOM
«3a/INLLKOBI KiNIbKOCTi opraHivyHnx
pPO34MHHKKIB» [0 CEP;
npvBeAeHHs METOAMK 3a
nokasHukamu «Onume»,
«lpeHTudikayis», «BTparta B maci
NPy BUCYLLYBaHHi» [0 AiH40ro
BMAAHHA MoHorpacii EP

AMIUNTPOH®
EKCTPATAB

TabneTkn, BKPUTI
NNiBKOBOK 060/I0HKOIO,
no 10 TabneTtok y
6nictepi; no 1 6nictepy
B nauui

ToBapucTBO 3
[0aTKOBOO
BigNoBigasIbHICTIO
"IHTEPXIM"

Ykpaina

ToBapucTso 3
[04,aTKOBOO
BiANOBIAA/ILHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3mMiHu | TMny - 3MiHK 3
siKocTi. FOTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/1b roTOBOro NikapcbKoro
3aco06y (iHLWi 3MiHN).
CynyTHS 3MiHa - 3MiHW 3 AKOCTI.
[oToBUiA nikapcbkuii 3aci6. 3miHn
Y BUPOGHULTBI. 3MiHK
BMNPO6YBaHb abo A0NyCTUMUX
MeX, BCTAHOB/IEHUX Y
cneumdikauisix, nig yac
BMPOGHMLITBA FOTOBOTO
nikapcbKoro 3acoby (iHLWi 3MiHW).
YTOYHEHHS POPMY/IIOBAHHSA
HOPMYBaHHS Ta 3MiHW Y MeTOAULL
BMKOHaHHS TeCcTy «OHOPIAHICTb
[030BaHnX 0guHULGL» Y MKA /13
Ta 'y cneuudpikauii Ta meToauLi
KOHTPO/0 NPOMDKHOIO MPOAYKTY
«Hepo3dacoBaHi TabneTkm»(sK
CYNYTHSA 3MiHa). 3MiHu | Tuny -
3MiHM 3 AKocTi. FoTOoBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO NiKapCbKOro 3acoby (iHLwi
3MiHM). CynyTHA 3MiHa - 3MiHU 3
SKocTi. [0TOBWIA Nikapcbkuii 3aci6.
3MiHV Y BUPOOHMUTBI. 3MiHU
BMNpoGyBaHb abo AoNyCTUMUX
MeX, BCTAHOBNEHNX Y
cneuungikauisx, nig vac
BMPOBHMLTBA FOTOBOrO
nikapcbKoro 3acoby (iHLWi 3MiHw).
3MiHa MeTOAMKN BUKOHAHHSA TecTy
«KinbkicHe BU3HaYeHHs» Ta
BiNOBiAHE YTOYHEHHS

6e3 peyenma

UA/15430/01/01

25




Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

HaViMeHyBaHHS1 PO34nHY
NOPIBHAHHA Y TeCTi
«lgeHTudpikauis» y MKA N3 tay
cneuudikayisix i MeToaukax
KOHTPOJH0 MPOMDKHUX NPOLYKTIB
"IpaHyNaT HeonyapeHuid",
"TabneTtku-agpa”,
"Hepo3dacosaHi TabneTkn, BKPUTI
nniBkoBot 06010HKOK" Ta'y MKA
"Br3HaYeHHs OJHOPIAHOCTI BMICTY
[ito40i pevoBUHY B NPOMDKHUX
npogykTax nikapcbkoro 3acooby"
(K cynyTHs 3MiHa). 3MiHu | TNy -
3MiHU 3 AKOCTi. FoTOBUIA
nikapcbkuii 3acié. KoHTponb
rOTOBOrO J1ikapCbKoro 3acoby (iHLwi
3MiHW). YTOYHEHHS
hopMy/toBaHHSA HOPMYBaHHA Ta
3MiHWN Y METOAML BUKOHAHHS
TecTy «Po34nHeHHs» y MKA J13.
3MiHN | TUMY - 3MiHK 3 AKOCTI.
[oTOBMIA NiKapcbKuii 3acio.
KOHTpO/b roTOBOrO MiKapcbKoro
3ac0o6y (iHLWi 3MiHK). 3MiHK
HOPMYyBaHHS Ta METOAVKM
BUKOHaHHSA TecTy «CynpoBiaHi
AoMiwkv» y MKA N13. 3minm | Tvny
- 3MiHM 3 AKOCTi. [oTOBWMIA
nikapcbkuii 3aci6. 3mMiHu y
BMPOOGHULTBI. 3MiHW BUNpPObYyBaHb
abo JonyCTUMUX MEX,
BCTaHOB/IEHUX Y cnieuundikauisx,
nif, yac BMPOBHULITBA FOTOBOrO
nNiKapcbKoro 3acoby (BUyYeHHs
HecyTTeBOro BUNpobyBaHHsA B
npoeci BUPO6HULITBA).
BunyyeHHs nokasHuka
"3anmLukoBa BosoricTb" i3
cneuucikaLii Ta MeToais
KOHTPO/10 MPOMDDKHOIO NPOAYKTY
«paHynsaT HeonyApeHWi». 3MiHu |
TUNY - 3MiHKU 3 AKOCTI. FOTOBUIA
nikapcbkuii 3aci6. KoHTponb
[LOMOMDKHUX PEeYOBUH (iHLUI 3MiHNM).

3MiHn y cneundoikauii Ta MeTogax
KOHTPOJIH0 AKOCTi AONOMDKHMX
PEYOBMH: -KPOXMaslb KapTOMASHUIA
(3a nokasHukamu
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
"Po3unHHicTb","Jiokeug cipkn®), -

HOPMYBaHHS TecTiB "PO3UMHHICTB",

(xnopdheHipamiHy maneat (BAHL).
3MiHW | TUNY - 3MiHK 3 AKocCTi. API.

BMNpobyBaHHA APl abo BuXigHOTO

HaTpito kpockapmeriosa (3a
nokasHukamm "Onuc",
"laeHTudikayis", "Po34nHHICTB"), -
MarHito cteapart (3a nokasHvkamu
"PO34MHHICTB", "KMCNOTHICTL abo
NYXHicTb"), - NOBIAOH ( 3a
nokasH1KaMmm "PO34MHHICTB",
"loeHTudpikayia”, "B'AsKicTb ,
BUPaXKEHA 3HAYEHHAM BeNINYNHN
K", "CynpoBiZHi AOMiLLKV
(Oowmiwka B)"; -uentonosa
MiKpokpucTasivHa (3a
nokasHukamu "Onuc",
"loeHTudikauis", "PO34nHHICTB",
"PO34YMHHICTb Y Migi
TeTpaamiakaTy po3UuHI
amiayHomy", "PeyoBVHN, PO3UNHHI
B edipi").
3MiHM | TUNY - 3MiHW 3 AKOCTI.
CeprtucpikaT BignosigHocTi/lE-
cepTudikart BiAMOBIAHOCTI
€Bponelicbkii
thapmakonei/mMoHorpadii. 3miHu,
noB'si3aHi 3 HEOOXIiAHICTIO
npuBeAeHHs y BiANOBIAHICTb [0
MoHorpadii AdY abo
€Bponeiicbkoi thapmakonei, abo
iHLWOT HauioHanbHOI thapmMakonel
aepxasun €C (3miHa y
cneuudikauisix, NoB'A3aHa 3i
3miHamu B A®Y, abo
€Bponeiicbkiii hapmakonei, abo
iHLWIM HauioHanbHIN thapmakonei
nepxasun €C). YTOUHEHHSA

"CynpoBigHi
Aomiwkn","MikpobionoriyHa
yucToTa", yTOYHEHHA METOANKN
BMKOHaHHS TecTy "CynpoBigHi
OoMilwkKn"y cneundikauii Ta
mMeToAax BunpopbysaHHa Ad|

KoHTponb A®I. 3miHa y MeToaax

mMaTtepiany/npomiKHOro
npoaykTy/peareHty, Lo

BUKOPUCTOBYETHLCS Y MPOLECI
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BMPOGHMLTBA AD| (HE3HAYHI 3MiHN
y 3aTBEPMXEHNX MeTodax
BMNPOO6YBaHHSA). 3MiHa METOAVKN
BMKOHaHHS TecTy "3asIMLLKOBI
KiNbKOCTi opriraHiyHmux
PO34YMHHVUKIB" y MeToAax
KoHTposito A®I XnopodeHipamiHy
maneat" (BAH)
10. AMnoaunn Kancynv Teepgi no 5 wmr, BocHanek g.4. BocHis i BocHanek 4.4 BocHis i BHECEHHS 3MiH [0 peecTpavuiiHnX 3a peyenmom UA/1794/01/01
BOCHANEK® no 10 kancyn y 6nicTtepi; lepueroBuHa IepuerosuH Marepianis: 3miHu | Tuny -
no 2 6nictepu y a npusefeHHsa Cneuudikauii /

KapTOHHI Kopoobui

MeTogis BunpobysaHHsA Ad|
Amnogunivy 6esunnarty y
BignoBigHicTb oo Bumor EP, a
came 3miHu B po3gini 3.2.5.4.2.
AHaniTU4YHI MeToauKM 3a
nokasHukom «Related
substances»; aminu | Tvny -
nofaHHA OHOBMEHOTO cepTudikara
BiANOBIAHOCTI EBpONeiichbkili
thapmakonei Ne R1-CEP 2006-003
Rev 01, R1-CEP 2006-003 Rev 02
onsa A®l AmnoguniHy 6esunnaty
Bif, BXXE 3aTBEPAKEHOro
BMpo6HMka HETERO DRUGS
LIMITED, IHgis, y Hacnigok 3miHu
Ha3BW NPOBIHL y agpeci
B/1aCHWKa Ta BUPOBHMNYOT AiNbHULL;
3MiHM Y BUPOBHNYOMY MPOLLEC;
BBE/IEHHS 1BOX [04aTKOBUX
noctavasibHWKIB BUXigHOI
peyoBUHM; 36iMbLLEHHS PO3MIPY
cepii A®I - nponoHoBaHa
pegpakuis: R1-CEP 2006-003 Rev
01 - HaliMeHyBaHHS1 BNacHuKa:
HETERO DRUGS LIMITED
Survey No. 213,214 & 255,
Jinnaram Mandal, Medak District,
India-502 313 Bonthapally Village,
Telangana; Bupo6HM1Ya LinbHULS:
HETERO DRUGS LIMITED
Survey No 213, 214 & 255,
Jinnaram Mandal, Medak District,
India — 502 313 Bonthapally
Village, Telangana; R1-CEP 2006-
003 Rev 02; 3miHu | Tuny -
nofaHHsA HOBOro cepTudpikara
BIANOBIAHOCTI EBPONENChbKili
hapmakonei Ne RO-CEP 2016-077
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Rev 00, RO-CEP 2016-077 Rev
01, RO-CEP 2016-077 Rev 02 gns
A®| AMmnoauniHy 6e3vnarty Big
BXe 3aTBEPAKEHOro BUPOGHYMKa
HETERO DRUGS LIMITED, IHgjs,
y Hacnifky 3miHv agpecu
BrnacHuka CEP 6e3 3miHv agpecu
BUPOBHULTBA; 3MIHN Y
BMPOGHMYOMY NPOLIEC; 3MiHa
Ha3ByW palioHy Ta MaHgasny B
afpeci BUPOBHMKa; 3MiHU Y
po3mipy cepii - npornoHoBaHa
pegpakuisi: RO-CEP 2016-077 Rev
00; HalilMeHyBaHHS BflacHUKa:
HETERO DRUGS LIMITED
Hetero Corporate, 7-2-A2,
Industrial Estates, Sanath Nagar,
India 500 018 Hyderabad,
Telangana; RO-CEP 2016-077
Rev 01, Bupo6bHMYa AinibHULUSA:
HETERO DRUGS LIMITED Unit-I,
Survey No 213, 214 & 255,
Gummadidala Mandal,
Sangareddy District India-502 313
Bonthapally Village, Telangana;
RO-CEP 2016-077 Rev 02

11.

AHTPANb®

TabneTku, BKpUTI
o6onoHkoto, no 0,1 r, No
10 TabneTok y 6nicTepi;
no 3 6nictepu y nauui 3
KapToOHyY

AT "dapmak"

YKpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH 10 peecTpavLiiiHnX
MaTepianis: 3MiHu | Tuny -
NpVBEAEHHs AOMYyCTUMUX MEX 3a
nokasHukoMm «CynpoBigHi
[OOMILLKM» Y BiANOBIAHICTL A0
BMMOT, SiKi HABeAEeHi y MeToaunLi
(meTopg TLWX) 3a 3a3Ha4YeHUM
NMOKa3HWKOM - 3arpONOHOBaHO:
CynpoBifHi AOMILLKM - Ha
XpomaTtorpami BUnpobysaHoro
po3unHy goaaTkosa nnama 3 Rf,
6inbLMM HiX 3 Rf ocHOBHOI Nnsamu
He Mae GyTu iIHTEHCMBHILLIO 3a
NAsMYy Ha Xpomartorpami po3unHy
nopisHaHHSA (b) (0,5%); 6yap-aka
nasiMa, KpiM OCHOBHOI, | NISMK 3
Rf, 6inbwmm Hix Rf ocHOBHOT
nasiMu, He Mae 6yTu

6e3 peyenma

UA/6893/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

iHTEHCMBHILLIOI 3@ MIAMYy Ha
XpomaTorpami po3unHy
nopisHaHHA (c) (0,2%)

12.

AHTPANb®

TabneTku, BKpUTI
060n0Hkoto, no 0,2 1, No
10 TabneTok y 6nicTepi;
no 3 6nictepu y nauui 3
KapToOHyY

AT "dapmak"

YKpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH 10 peecTpavLiiiHnX
MaTepianis: 3MiHu | Tuny -
NpVBEAEHHs AOMYyCTUMUX MEX 3a
nokasHukoMm «CynpoBigHi
[OOMILLKM» Y BiANOBIAHICTL A0
BMMOT, SiKi HABeAEeHi y MeToaunLi
(meTopg TLWX) 3a 3a3Ha4YeHUM
NMOKa3HWKOM - 3arpONOHOBaHO:
CynpoBifHi AOMILLKM - Ha
XpomaTtorpami BUnpobysaHoro
po3unHy goaaTkosa nnama 3 Rf,
6inbLMM HiX 3 Rf ocHOBHOI Nnsimu
He Mae GyTu iIHTEHCMBHILLIO 3a
NAsSMY Ha XpoMartorpami po3unHy
nopisHaHHSA (b) (0,5%); 6yap-aka
nasiMa, KpiM OCHOBHOI, | NIAMK 3
Rf, 6inbwmm Hix Rf ocHOBHOT
nasiMu, He Mae 6yTu
iHTEHCVBHILLOIO 3a NNSMY Ha
Xpomarorpami po3unHy
nopisHaHHA (c) (0,2%)

6e3 peyenma

UA/6893/01/02

13.

ATTEHTO® 20/5

TabneTku, BKpUTI
N/1iBKOBOK 0BOJIOHKOIO,
no 20 mr/5 mr; no 14
Tabnetok y 6nictepi; no
1 a6o 2 6nictepu B
KapTOHHI KopoobLi

MeHapiHi
IHTepHeLLoHan
OnepeiiwoHc
Mokcembypr C.A.

Nokcembypr

Bupo6HuuTBO in
bulk, koHTponb Ta
BWMYCK cepiii: [aivi
CaHkio FOpoyn
M6X, HimeuuunHa;
MakyBaHHA Ta
BWMNYCK Cepiii:
BEPNIH-XEMI AT,
HimeuumnHa;
Bupo6HMLTBO in

bulk, koHTposb cepii:

MeHapiHi-®oH
XeigeH Mv6X,
HimeuuunHa;
MakyBaHHA,
KOHTPO/b Ta BUMYCK
cepii: Jlabopatopioc
MeHapiHi C. A,
IcnaHis

Himeuunna/
IcnaHis

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMartepianis: AAMiHiCTpaTMBHI
3MiHW. BunyyeHHs BUpOGHUYOI
OinbHULI (BKNOYAKOUN AiNTbHUL
ans A®l, npoMixXHOro NpoayKTy
ab0 roToBOro NiKapcbkoro 3acooby,
OinbHUL 4NS NPOBeEeHHSA
nakyBaHHsl, BAPOGHUKa,
BiANOBIAa/IbHOrO 3a BUNYCK cepii,
MicLie NpoBeAeHHs1 KOHTPO/0
cepii) abo nocTadasibHUKa
BUXIQHOTO MaTepiasty, peareHty
ab0 AONOMIXHOT PevOBMHU (SIKLLO
3a3HauYeHo y OCbE)- BUNYUYEHHS
BMPOGHNYOI dOYHKL,iT NaKyBaHHS
[ONs 3aTBEPAKEHOro BUPO6HMKa
[Jaivi CaHkio KOpoyn MmM6X,
HimeuunHa BeefeHHs 3MiH
NpoTArom 6-Tv MicALiB nicns
3aTBEPAKEHHS; 3MiHM 3 IKOCTI.
A®I. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneumdikauisx Ha A®l, abo
BUXiAHWIA/MPOMiIDKHWIA

3a peyernmom

UA/13780/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

npoAayKT/pearexT, wo
BUKOPVCTOBYHOTHCS Y NPOLECI
BMpo6HUUTBa AP| (A0AaBaHHSA
abo 3amiHa (3a BMHATKOM aKTUBHOI
peyoBUHU GionoriyHoro abo
IMYHO/IOMYHOTO NOXOZPKEHHS)
napameTpa cneuudikadii 3
Bi4NOBIAHUM METOA0M
BUNPOBYBaHHA 3a pe3ynbTaTamu
AocnimpKeHb 3 6e3mnekn abo SKOCTi)
- BBEfEHHA NepexigHnX Mex y
cneundikauito A®I onmecaptaHy
MeZ[OoKCOMiny Big BupobHuka 13
3a nokasHvkamy NDMA (NMT
2,400 ppm) Ta NDEA (NMT 0.663
ppmM); 3MiHK 3 AKOCTi. AdI.
Brvpo6HMLTBO. 3MiHa BUPOGHMKA
BVIXiZHOr0/NMPOMIXHOr o
npoayKTy/pearenTy, Wwo
BUKOPVCTOBYHOTHCS Y
BMPOGHUYOMY npoveci APl abo
3MiHa BUpPO6HUKa (BKIOYatoun, ae
Heo6XifHO, Micue NpoBefeHHs
KOHTponto akocTi) APl (3a
BiICYTHOCTI cepTudikata
BiANOBIAHOCTI EBpONechbkili
hapmakonei y 3aTBepiKeHoOMy
[0Cbe)(3MiHM [0 3aX0fiB,
noB'sA3aHnX 3 KOHTponem A®l, abo
[ofasaHHA finbHuL, ae
NpoBOANTLCA
KOHTPONb/BUNPOGYBaHHSA cepii) -
[JopasaHHA Labor Veritas AG y
AKOCTI aNlbTEPHATUBHOI AiNbHNL,
LLIO BiAMNOBiAA€E 32 KOHTPO/Ib AKOCTI
A®| Ha TeCTyBaHHS HITPO3aMiHIB;
3MiHM 3 sKkocTi. CepTuddikat
BignosigHocTI/lE-cepTudikart
BiNOBIAHOCTI E€BpPONENChKiit
thapmakonei/moHorpadii.
MogaHHA HoBOro abo OHOB/IEHOrO
cepTudpikaTa BignosigHoOCTI abo
BU/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
hapmakonei: ana A®l; gns
BMXiAHOTO
MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS
y BUPO6HUUTBI ADI; ans
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

[0MOMDKHOT PEYOBUHU
(cepTudpikat BiANOBIAHOCTI
€sponelicbkili hapmakoner) -
HoBwii cepTudikar Big HOBOrO
BMpo6HUKa (3amiHa abo
[OMOBHEHHS) - MoAaHHs HOBOTO
CEP Ne RO-CEP 2013-268-Rev 02
ansa A®l onmecapraHy
Mef0KCOMIfy Big, HOBOro
BMpo6HMKa Zhejiang Tianyu
Pharmaceutical Co., Ltd. 3miHa
Knacugikyetbcs 3a Tunom 16,
OCKi/IbKM YMOBa 2 He BUKOHYETbLCS,
OCKi/TbKW HOBWi BUPOBHWK
NPOBOAUTL CTafito MiKPOHi3aL,i;
3MiHM 3 sKkocTi. CepTuddikat
BignosigHocTI/lE-cepTudcikat
BiNOBIAHOCTI E€BpPONENChKiit
thapmakonei/mMoHorpadii.
MogaHHA HoBOro abo OHOB/IEHOrO
cepTudpikaTa BignosigHoOCTI abo
BU/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONechkili
hapmakonei: ana A®l; gns
BMXiAHOTO
MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCS
y BUpO6HNLTBI ADI; ans
[0MOMDKHOT peYOBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponelicbkin hapmakoner) -
HoBuii cepTudikar Bif, HOBOro
BMPOGHMKa (3amiHa abo
[ONOBHEHHS)- MNoAaHHsA HOBOro
CEP Ne RO-CEP 2013-268-Rev 01
ana A®l onvecapraHy
MeJO0KCOMINy Big, HOBOro
BMpobHUKa Zhejiang Tianyu
Pharmaceutical Co., Ltd.; 3miHu 3
akocTi. A®l. KoHTposb AdL. 3miHa
y napameTpax cneuudikadii
Ta/abo fonyCcTUMUX MEX,
BM3HAYEHNX Yy cneuudikauisx Ha
A®I, ab0 BUXigHWIA/NPOMDKHWIA
npoayKT/peareHT, Wo
BUKOPVCTOBYHOTBCS Y NPOLEC
BMpobOHULUTBa AP| (noaaBaHHSA
a60 3amiHa (3a BUHATKOM aKTUBHOI
PEYOBUHM 6ioNoriYHOro abo
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
iMYHO/TIOMYHOTO MOXOZPKEHHST)

napameTpa cneumadikauii 3
BIANOBIAHUM METOL0M
BMMNPOOYBaHHA 3a pesysibTatammu
[ocnimpKeHb 3 6e3nekn abo AKOCTi)
- flonosHeHHSA cneuudikauii APl
ofiMecapTaHy MefoKCoMiny
nokasHnkamy NDMA (NMT 0.03
ppm) Ta NDEA (NMT 0.03 ppm)
Bif BMpOGHMKa Tianyu; 3mMiHuW 3
AKOCTi. A®I. KoHTponb A®I. 3miHa
y NapameTpax cneuudikawii
Ta/abo fonycTMMmNX Mex,
BM3HAYeHUX y crneyndikauisx Ha
A®I, abo BUXiAHWUA/NPOMIXKHWIA
npoAayKT/pearexT, wo
BUKOPVCTOBYHOTHCS Y NPOLECI
BMPOGHMLTBA AD| (JONOBHEHHSA
cneuudikaLii HOBUM NMOKa3HUKOM
AKOCTI Ta BiANOBIAHNM METOA0M
BMNpPo6yBaHHSA) - [l0ONOBHEHHS
cneuudikaLii HOBUM NMOKa3HUKOM
AKOCTi «PO3Mip YacTok» 3
BIANOBIAHUM METOL0M
BMNpPOGYyBaHHA J0 cneuudikawii
noApibHeHoro onmepcapTaHy
MeL0KCOMINy 718 BUPOGHMKa
MeHapiHi-®oH XeligeH MM6X.;
3MiHU 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3amiHa abo
BBEEHHS [0AATKOBOI AiNbHUL
BVMPOGHMLTBA A1 YacTUHU abo
BCbOr0 BMPOOHMYOro npouecy
roTOBOrO J1iKapCbKOro 3acoby
(ZinbHWUA, Ha Skl NpOBOAATLCA
6yApb-AKi BUPOGHWYI cTagii, 3a
BWHATKOM BUMYCKY Cepil,
KOHTPOJH0 AKOCTi, NEPBUHHOTO Ta
BTOPVIHHOIO NakyBaHHSA, A1
HeCcTepUbHUX NiKapCbKunx
3aco6iB) - BeegeHHs aoaatkosol
AiNbHULI BUPOBHMLTBA, LLIO
BiAnoBigasIbHa 3a BUPOOHMLTBO in
bulk, MeHapiHi-®oH XeiigeH TM6X
(Menarini-Von Heyden GmbH) 3
afpecoro MicLA NpoBaKeHHS
nisnbHocTi fleinujrep wrpace 7-

13, 01097 Ape3aeH, HiveuunHa
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

(Leipziger Strasse 7013, 01097
Dresden, Germany). BBefeHHs
3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPAKEHHS; 3MiHW 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. 3MiHK
y BUPOBGHMLTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYHOThCA
BUNYCKY cepii Ta KOHTPOIO AKOCTI
roTOBOrO NikapCbKOro 3acoby
(3amiHa abo goaaBaHHs AibHUL,
Ha SKii 34jiicCHI0ETbCSA
KOHTPONb/BUNPOGYBaHHSA cepii) -
BBeneHHs1 1oaaTKoBOIl AiflbHML
BMPOOGHULTBA, WO BignosigansHa
3a KOHTPO/L/BUNPOBYBaHHA cepil,
MeHapiHi-doH XeingeH MmM6X
(Menarini-Von Heyden GmbH) 3
aApecor MicLa NPOBamXeHHSs
aisnbHocTi Nlelinuirep wrpace 7-
13, 01097 Ape3aeH, HiveuunHa
(Leipziger Strasse 7013, 01097
Dresden, Germany). BBegeHHs
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPMAKEHHS; 3MiHM 3 SIKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHN
y BUPOGHMLTBI. 3MiHa po3Mipy
cepii (BKNOYaOun gianasoH
po3mipy cepii) roToBoro
nikapcbKoro 3aco6y (36i/bLIeHHs
[0 10 pasiB NOPIiBHAHO i3
3aTBEPKEHUM PO3MIpPOM) -
36inblUeHHs po3mipy cepii N3 3
300 kr go 320 kr (ans 3aBogy
BMPO6HMKa MeHapiHi-PoH XeigeH
'M6X); 3MiHK 3 siKOCTi. [OTOBWIA
nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3MiHN Y NpoLeci
BMPOGHMLITBA FOTOBOTO
NiKapcbKoro 3acoby, BKIOYaum
NPOMDKHUIA NPOAYKT, WO
3aCTOCOBYETHCS MPU BUPOOHULTBI
roTOBOrO NikapCbKOro 3acoby
(He3HauHa 3miHa y mpoueci
BMPOGHMLTBA) - BuganeHHs etany
noapibHeHHs A®| onmvecapTaHy
MeZoKCoMiNy nig, vac
BUpo6HUUTBa 13 ANs 3aBoay
BMPOGHMKa MeHapiHi-®oH XeligeH
"M6X.; 3MiHM 3 AKOCTI. [0TOBWMI
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

nikapcbkuii 3aci6. 3mMiHn y
BUPOGHMUTBI. 3MiHK Y npoveci
BMPOBHULTBA FOTOBOrO
NiKapcbKoro 3acoby, BKIOUaUn
NPOMIKHUIA MPOAYKT, L0
3aCTOCOBYETLCS NMPY BUPOOHULITBI
rOTOBOrO J1iKapCbKOro 3acoby
(He3HayHa 3MiHa y npoueci
BMPO6GHULTBA) - He3HayHa 3miHa y
npoueci BupobHuuTtea N3, a
came 3MiHa cTagii Ha Skiil
[0OaETbCA MarHito cteaparty 4o
MOPOLLKOBOT CyMiLli 4515 3aBoay
BMPOGHUKa MeHapiHi-PoH XeiaeH
MM6X.; 3MiHK 3 AKoCTi. FoToBWMIA
nikapcbkuii 3aci6. 3mMiHn y
BUPOBHMUTBI. 3MiHK y npoveci
BMPOBHULTBA FOTOBOrO
NiKapcbKoro 3acoby, BKIOUaUn
NPOMIKHUIA MPOAYKT, L0
3aCTOCOBYETLCSA MPY BUPOOHULITBI
rOTOBOrO J1iKapCbKOro 3acoby
(He3HayHa 3MiHa y npoueci
BMPOGHULTBA) - 3MiHa Yacy
3MillyBaHHA NPOTAroM TPETbOro
eTany 3milyBaHHsA 3 10 xB go 15
XB [/151 3aBOAY BUPOGHMKA
MeHapiHi-®oH XeligeH MM6X.;
3MiHU 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3MiHN Y NpoLeci
BMPOGHMLITBA FOTOBOTO
NiKapcbKoro 3acoby, BKIUaum
NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETHCS MPU BUPOOHULTBI
rOTOBOrO J1iKapCbKOro 3acoby (iHLi
3MiHW) - logaBaHHA MaTepiany
BTOPWHHOTO MakKyBaHHS NPOAYKTY
in bulk, siknit He KoHTakKTye 3
NPOAYKTOM; 3MiHM 3 SIKOCTi.
[oTOBMIA NikapcbKuii 3acio.
KOHTpO/1b roTOBOrO NikapcbKoro
3acoby. 3miHa y meTogax
BUMNPOOYBaHHA rOTOBOr0
nNikapcbKoro 3acoby (iHLWi 3MiHW Y
MeTogax BunpobysBaHb
(BKTHOYatOUM 3aMiHy abo
[ONOBHEHHS))- BBEAeHHsA
a/ibTepHaTuBHoOro metogy BEPX
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

0719 BUNPOOYBaHHA Ha YMCTOTY
4ns BUpobHMKa MeHapiHi-®oH
XeligeH MM6X.; 3MiHM 3 SKOCTI.
[oTOBMIA NiKapcbKuii 3acio.
KOHTpO/b roTOBOrO MikapcbKoro
3acoby. 3miHa y meTofax
BUMNPOOYBaHHA rOTOBOIO
nikapcbKoro 3acoby (iHLWi 3MiHK y
MeTofax BunpobysaHb
(Brntovatoum 3amiHy abo
[ONOBHEHHS)) - BBEAeHHS
aslbTepHaTUBHOIO metody Y& ans
BMNPOGYBaHHSA Ha PO3YMHEHHS Bif,
BMPOGHUKa MeHapiHi-PoH XeiaeH
MM6X.; 3MiHK 3 AKoCTi. FoToBWMIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKoro 3acoby.
3MiHa y meToax BUNpo6yBaHHS
rOTOBOrO JlikapCbkoro 3acoby (iHLwi
3MiHM Y MeToAax BUnNpobyBaHb
(Bkntovaroun 3amiHy abo
[LONOBHEHHS))- BBeaeHHs
nopatkosoro metogy BEPX ans
BMNPOGYBaHHSA Ha ifeHTudikaLito,
KINIbKICHWI BMICT Ta OA4HOPIAHICTb
[030BaHVX OANHULb Bif,
BMPOGHMKa MeHapiHi-®oH XeligeH
M6X.; 3MiHM 3 AKocCTi. [oToBWMIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /1iKaPCbKOro 3acooby.
3MiHa napameTpiB cneuudikauii
Ta/abo fonycCTUMUX MEX rOTOBOrO
NiKapcbKOro 3acoby (BUyYeHHs
HE3HAYHOro MokKasHuka
(Hanpuknag, 3actapinoro
rokasHuKa, Takoro sk 3anax Ta
cmMak, abo igeHTudikauis
6apBHYKIB YN CMaKOBUX 106ABOK))
- BunyyeHHs nokasHuka sKocTi 3i
cneuudikayii MN13: lgeHTudikayis
TUTaHy fiokcuay Ans 3aBofy
BMPOGHMKa MeHapiHi-®oH XeligeH
Mv6X. JofaTkoBO B paMkax
npoueaypu KopuUryeTbCst KpuTepili
NpUAHATHOCTI y cneumdikauii M3
3a NnokasHUkoM «KinbkicHe
BU3HAYEHHA am104UnNiHy Ha
nepiog, TepmiHy 36epiraHHs»: Bif,
«92-105 % Bif 3asBNEHOI
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KiNbKOCTi» g0 «95-105 % Big
3asB/1€HOI KiNIbKOCTi». BBeeHHs
3MiH NpoTArom 6-Tu MicAuiB nicns

3aTBEPAKEHHS; 3MiHW 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. 3MiHK
y BUPOBGHMLTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYHOThCA
BUNYCKY cepii Ta KOHTPOIO AKOCTI
roTOBOrO NikapCbKOro 3acoby
(3amiHa abo foaaBaHHSA

BMPOGHMKa, Lo BiAMNoBiAae 3a

BBE3EHHA Ta/abo BMNYCK cepii) -
Bktouaroun
KOHTPO/b/BUNPOBYBaHHSA cepil -
[lopasaHHsa BUPOOHWMKa, LLLO
BiANOBIAaE 3a BUMYCK cepii
BK/THOHAI0UM
KOHTpONto/BUNpobyBaHHA cepil
NabopaTopioc MeHapiHi C. A.
(Laboratorios Menarini S. A.) 3
aApecoro MicLa NPOBafXeHHSs
aisnbHocTi AnbdoHc XII, 587,
BapanoHa, bapcesioHa, 08918,
Icnanisa (Alfonso XIl, 587,
Badalona, Barcelona, 08918,
Spain) 3MiHK BHECEHO 10
IHCTPYKUiT AN MeguyuHoro
3aCTOCYyBaHHS Nikapcbkoro 3acoby

[0 po3gainy "BuMpo6bHuKn" Ta
"MicLe3HaxoMKeHHs1 BUPOOHUKIB
Ta agpecu MicLa NPoBaMKeHHs iX

LOisNbHOCTI" Ta 4,0 MapKyBaHHSA
yNakoBKM NikapcbKoro 3acoby.
BBegeHHs 3MiH npoTArom 6-tm
MiCALB NiCNA 3aTBEPOXKEHHS;
3MiHU 3 AKOCTi. FoTOoBUIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3amiHa abo
BBEJEHHS 40AaTKOBOT AifIbHUL
BVMPOGHMLTBA A1 YaCTUHU abo
BCbOro BMPOBHMYOro npouecy
roTOBOrO NikapCbKOro 3acoby
(BinbHULA ON18 NEPBUHHOIO
nakyBaHHs) - lofgaBaHHs
BMPOGHUKA, LU0 Bignosigae 3a
NepBUHHE NaKyBaHHS
Na6opaTopioc MeHapiHi C. A.
(Laboratorios Menarini S. A.) 3
apecoro MicLA NpoBaKeHHS
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
aisnbHocTi AnbdoHc XII, 587,

BapanoHa, bapcesioHa, 08918,
Icnanisa (Alfonso XIl, 587,
Badalona, Barcelona, 08918,
Spain). BBefieHHs 3MiH NPOTArom
6-TV MicALiB NiCNA 3aTBEPLYKEHHS;
3MiHU 3 AKOCTI. FoTOBUIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3amiHa abo
BBEAEHHS 40AATKOBOI AiNbHUL
BMPOGHMLTBA AJ151 YaCTUHU abo
BCbOr0 BUPOGHMYOro npoLiecy
rOTOBOrO J1iKapCbKOro 3acoby
(8iNbHULA 4N BTOPUHHOTO
nakyBaHHs) - foaBaHHs
BMPOGHMKa, LU0 Bignosigae 3a
BTOPVHHE NakKyBaHHA
NabopaTopioc MeHapiHi C. A.
(Laboratorios Menarini S. A.) 3
afpecoro MicLA NpoBaKeHHS
AisnsHocTi AnboHc XII, 587,
BapanoHa, bapcenona, 08918,
IcnaHis (Alfonso XIl, 587,
Badalona, Barcelona, 08918,
Spain). BBegeHHA 3MiH NpoTSArom
6-Tn MicAUIB NicNA 3aTBEPKEHHS;
3MiHM 3 aKkocTi. CepTuddikat
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONechbkili
thapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOrO
cepTugikaTa BignoBigHoOCTi abo
BUyYEHHA cepTudikata
BiANOBIAHOCTI EBpONechbkil
chapmakonei: ana Adl; ons
BUXi4HOro
Marepiany/peareHTy/npomiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUPOGHULTBI ADI; ans
[0MOMIKXHOT PEYOBUHU
(cepTudpikat BiANOBIAHOCTI
€sponelicbkili hapmakoner) -
OHoBReHWi cepTuddikaT Big yxe
3aTBEPAKEHOrO BUPOOHMKA -
MopaHHA oHosieHoro CEP Ne RO-
CEP 2012-398-Rev 04 ans Adl
onMecapTaHy MefloKCOMINy Bif,
3aTBEpAXeHOro BUpo6Hvka Daiichi

Sankyo Co., Ltd. (3aTBepAXeHO:
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

RO-CEP 2012-398-Rev 03) 3
OHOBJ/IEHHAM cepTuddikaTy oauH i3
3aTBEPAKEHMX BUPOBHNYUMX
maligaHuukis, Daiichi Sankyo
Chemical Pharma Co. Ltd., 6yno
BWUIYYEHO; 3iHN 3 AKOCTI.
CeprtucpikaT BignosigHocTi/l E-
cepTudikaT BiANOBIAHOCTI
€Bponeiicbkiit
thapmakonei/mMoHorpadii.
MofaHHA HoBOro abo OHOB/IEHOrO
cepTudpikaTa BignosigHoOCTI abo
BU/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONeichbkili
hapmakonei: ana A®l; gns
BMXiAHOTO
MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS
y BUpO6HNLTBI ADI; aAns
[0MNOMDKHOT peYOBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponelicbkin hapmakoner) -
OHOBNEeHWi cepTuddikaT Big yxe
3aTBEPKEHOr0 BUPOOHUKA -
nogaHHsa oHossieHoro CEP Ne RO-
CEP 2012-398-Rev 05 gns A®|
onimecapTaHy MefoKCOMiny Bif
3aTBepMxeHoro Bupo6bHuka Daiichi
Sankyo Co., Ltd. (3aTBepaXeHo:
RO-CEP 2012-398-Rev 04) B
OHOBJ/IEHOMY cepTudikaTi BBEAEHO
HOBI NiMITY LWOAO0 AOMILLOK
HITpO3aMmiHy 3 BignoBigHUM
MeTOZA0M BUNPOOYBaHHAM,
BUTYYEHO BaXKi MeTasin; 3MiHW 3
akocTi. CepTudikar
BignosigHocTi/l E-cepTudpikar
BiANOBIAHOCTI EBpONechbkili
thapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOrO
cepTugikaTa BignoBigHoOCTi abo
BUyYEHHA cepTudikata
BiANOBIAHOCTI EBpONechbkil
chapmakonei: ana Adl; ons
BUXiAHOro
Marepiany/peareHTy/npomiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUPOGHULTBI ADI; ans
[,0MOMiDKHOT peYOBMHM
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
(cepTudpikaT BigMoBIgHOCTI

€Bponelicbkiin hapmakone) -
OHoBNEHWIA cepTudikar Big, yxe
3aTBEPAKEHOI0 BUPOOHMKA -
MNoaaHHA oHosneHoro CEP Ne R1-
CEP 2012-398-Rev 00 ana Adl
onimecapTaHy MefoKCOMiny Bif
3aTBepxeHoro Bupo6Hvka Daiichi
Sankyo Co., Ltd. (3aTBepgxeHo:
RO-CEP 2012-398-Rev 05); 3MiHu
3 AkocTi. CepTudikat
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONechbkil
thapmakonei/MoHorpadir.
MoaaHHA HoBOro abo OHOB/IEHOTO
cepTudiikaTa BignosigHocTi abo
BWJTyYEeHHs cepTudikaTa
BiNOBIAHOCTI E€BpPONENChKiit
hapmakonei: ana Ad®l; pns
BUXiAHOTO
mMaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPNCTOBYIOTHCA
y BUPOGHMLTBI ADI; Ans
[0MOMDKHOT pEYOBUHN
(cepTudikaT BigMoOBIAHOCTI
€Bponelicbkiin hapmakonei) -
OHoBNEHWIA cepTudikar Big, yxe
3aTBEPAKEHOI0 BUPOOHMKA -
MNoaaHHA oHosneHoro CEP Ne R1-
CEP 2013-105-Rev 00 ana Adl
onimecapTaHy MefoKCOMiny Bif
3aTBEPAKEHOrO BUPOOHMKA
Chinoin Pharmaceutical And
Chemical Works Private Co., ltd.
(3arBepmxeHo: RO-CEP 2013-
105-Rev 01); 3MiHK 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-
cepTudikaT BiANOBIAHOCTI
€Bponelicbkiit
thapmakonei/moHorpadii.
MogaHHA HoBOro abo OHOB/IEHOrO
cepTudpikaTa BignosigHoOCTI abo
BU/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
hapmakonei: ana A®l; gns
BMXiAHOTO
MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS

y BUPO6HUUTBI ADI; ans
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
[0MOMDKHOT PEYOBUHU

(cepTudpikat BiANOBIAHOCTI
€sponelicbkili hapmakoner) -
OHoBReHWi cepTuddikaT Big yxe
3aTBEPAKEHOrO BUPOOHMKA -
MNogaHHA oHoBneHoro CEP Ne R1-
CEP 2013-105-Rev 01 gns Adl
onMecapTaHy MefloKCOMINy Bif,
3aTBEPAKEHOr0 BUPOGHMKA
Chinoin Pharmaceutical And
Chemical Works Private Co., Itd.
(3aTBeppxeHo: R1-CEP 2013-
105-Rev 00); 3MiH/ 3 AIKOCTI.
CepTudpikat BignosigHocTi/lE-
cepTudikart BiANOBIAHOCTI
€Bponeiicbkii
thapmakonei/MoHorpadir.
MoaaHHsA HoBOro abo OHOB/IEHOTO
cepTudiikaTa BignosigHocTi abo
BWJTyYEeHHs cepTudikaTa
BiNOBIAHOCTI E€BpPONENChKiit
hapmakonei: ana A®l; pns
BUXiAHOTO
MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPNCTOBYIOTHCA
y BUPOGHMLTBI ADI; ans
[0MOMDKHOT PEYOBUHM
(cepTudpikaT BigMoOBIAHOCTI
€Bponelicbkiin hapmakone) -
OHoBNEHWIA cepTudikar Big, yxe
3aTBEPAKEHOI0 BUPOOHMKA -
MNoaaHHA oHosneHoro CEP Ne RO-
CEP 2013-268-Rev 03 ana Adl
onimecapTaHy MefoKCOMiny Bif
3aTBEPAKEHOTO BUPOOHMKA
Zhejiang Tianyu Pharmaceutical
Co., Ltd. (3aTBepmxkeHo: Ne RO-
CEP 2013-268-Rev 02); 3miH1
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BHeceHHs abo
3MiHa(v) [0 3060B'A3aHb Ta YMOB
BMAAui peecTpaujiitHoro
nocBig4YeHHs, BkIovaoun Mnax
ynpasniHHA pusnkamu
(3acTocyBaHHsI TEKCTY, SIKWIA
NOrOKEHNI 3 KOMMETEHTHNUM
opraHom) - JaHot 3MiHO
3asBHUK X04e NpeAcTaBUTW HOBI

YMOBM A1 A03BOJTY HA MPOAAaX siK
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

HaBegeHo y flogatky Il oo
PilueHHsa BMKOHABYOT KOMICIT, ¥
pamkax CtatTi 31 AupekTusm

2001/83/EC €Bponeiicbkoro
napnameHTy Ta Pagu, 403Bin Ha
NpOAAX MeANYHNX NPOAYKTIB A4S
BUKOPWCTaHHSA IIOANHOI0 SiKi
MICTSATb Y IKOCTi aKTUBHUX
PEeYoBUH KaHaecapTaH,
iapbecapTaH, /103apTaH,
onvecapTaH, BasicapTaH. Lis
3MiHa byna ysromkeHa CMDh y
nigcymky ctartTi 31 HanpasneHoi
Ha aHTaroHiCTiB aHrioTeH3uH 2
peuenTopiB ( capTaHu), LWo
MICTATb TeTPa3osibHy rpyny
(EMEA/H/A-31/1471); 3BIT 3ycTpiyi
CMDh Big 26 6epe3sHs 2019
(EMA/CMDh/89897 1/20 18);
3MiHM WoAa0
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHn y
KOPOTKIil XapakTepucTumui
NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTpyKLUii Ans
MeJUNYHOrO 3aCTOCYBaHHS Yy
3B'A3KY i3 HOBUMM JaHNMU 3
SKOCTi, AOKMIHIYHUMM, KTiHIYHUMM
JaHuMK Ta AaHumm 3
thapmakoHarnsgy - 3miHW BHeCEHO
00 IHCTPyKUiT AN MeanyHoro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby
[0 po3ainis "B3aemogis 3 iHWMMK
nikapcbknMmn 3acobamm Ta iHLWi
BMAW B3aeMOZjin" BiANoBigHO A0
maTepianiB peecTpauiiHoro
[0Cbe. BBEAEHHS 3MiH NPOTArom
6-Tn MicAUiB NicNA 3aTBEPKEHHS.

14.

ATTEHTO® 40/10

TabneTkn BKpUTI,
N/1iBKOBOK 060/I0HKOIO
no 40 mr/10 mr; no 14
Tabnetkn y 6nictepi; no
1 abo 2 6nictepu B
KapTOHHI Kopoobui

MeHapiHi
IHTepHeLloHan
OnepeiwoHc
Mokcembypr C.A.

Nokcembypr

Bupo6HMuTBO in
bulk, koHTponb Ta
BWMNYCK cepiii: [aivi
CaHkio HOpoyn
M6X, HimeuuunHa,;
MakyBaHHA Ta
BWMNYCK Cepiii:
BEPNIH-XEMI AT,
HimeuumnHa;
BUpPOGHMUTBO in

HimeuunHa/
IcnaHis

BHECEHHS 3MiH 10 peecTpavLiiiHnX
mMartepianis: AAMiHICTpaTUBHI
3MiHW. BunyyeHHs BMpoOHUYOI
AinbHUUI (BKTOYAOYM AiNbHUL
ans A®l, NpoMiXHOro NPoayKTy
ab60 roToBOro Nikapcbkoro 3acooby,
OiNbHULI ANA NpoBeAeHHs
nakyBaHHsl, BAPOGHUKa,
BiANOBIA&/IbHOIO 3a BUNYCK Cepii,
MicLie NpoBeAEHHSI KOHTPO/0

3a peyernmom

UA/13780/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

bulk, koHTposb
cepiii: MeHapiHi-PoH
XeligeH TM6X,
HimeyumnHa;
[MakyBaHHs,
KOHTPO/b Ta BUMYCK
cepiii: Jlaboparopioc
MeHapiHi C. A,,
Icnanis

cepii) abo nocTayasibHMKa
BUXiQHOIO Matepiasty, peareHty
ab0 AONOMIKHOT PeYOBUHN (SIKLLO
3a3HayeHo y [JOCbE)- BUNYUYEHHS
BUPOBHNYOT (PYHKLT NakyBaHHA
[ONs 3aTBEPAKEHOr0 BUPOOHUKA
[Jaiui CaHkio FOpoyn 'm6X,
HimeyunHa BBefieHHA 3MiH
npoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS; 3MiHW 3 AKOCTI.
A®I. KoHTposnb A®L. 3miHa y
napameTpax cneuudikalii Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneundikauiax Ha A®l, abo
BWXiAHUIA/NPOMIXHWIA
npoAayKT/pearexT, wo
BUKOPVCTOBYHOTHCS Y NPOLECI
BMpo6HUUTBa AP| (A0AaBaHHSA
abo 3amiHa (3a BUHATKOM aKTUBHOI
peyoBUHU GionoriyHoro abo
IMYHO/IOMYHOTO NOXOZPKEHHS)
napameTpa cneuudikadii 3
Bi4NOBIAHUM METOA0M
BUNPOBYBaHHA 3a pesynbTaTamu
AocnimpKeHb 3 6e3mnekn abo SKOCTi)
- BBEfEHHA NepexigHnX Mex y
cneundikauito A®I onmecaptaHy
MeZ[OoKCOMiny Big BupobHuka 13
3a nokasHvkamy NDMA (NMT
2,400 ppm) Ta NDEA (NMT 0.663
ppmM); 3MiHK 3 AKOCTi. AdI.
Buvpo6HMLTBO. 3MiHa BUPOGHMKA
BVIXiZHOr0/NMPOMIXHOr0
npoayKTy/pearenTy, Wwo
BUKOPVCTOBYHOTbCS Y
BMPOGHUYOMY npoveci APl abo
3MiHa BUpPO6HUKa (BKIOYatoun, ae
Heo6XifHO, Micue NpoBefeHHs
KOHTPO/t0 sIKOCTi) AdI (3a
BiCYTHOCTI cepTudikata
BiANOBIAHOCTI EBpONeichbkili
hapmakonei y 3aTBepiKeHoOMy
[0CbE)(3MiHM [0 3aX0fiB,
noB'A3aHuX 3 KOHTponem A®l, abo
[ofasaHHA finbHuL, ae
NpoBOANTBLCA
KOHTPONb/BUNPOGYBaHHSA cepii) -
[JopasaHHA Labor Veritas AG y
SIKOCTi a/IbTEPHATMBHOI AiNbHULLI,
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

LLIO BifnoBiga€ 3a KOHTPO/Ib SKOCTI
A®| Ha TeCTYBaHHSA HITPO3aMiHIB;
3MiHM 3 aKkocTi. CepTuddikat
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONechbkili
thapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOrO
cepTugikaTa BignoBigHoCcTi abo
BUyYEHHA cepTudikata
BIANOBIAHOCTI EBpONechbkil
chbapmakonei: ana Adl; ons
BUXiAHOro
Marepiany/peareHTy/npomiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpO6HMLTBI ADI; Ans
[0MOMDKHOT PEYOBUHU
(cepTudpikat BiANOBIAHOCTI
€sponelicbkili hapmakoner) -
HoBwii cepTudikar Big HOBOrO
BMpo6HUKa (3amiHa abo
[OMOBHEHHS) - MoAaHHs HOBOTO
CEP Ne RO-CEP 2013-268-Rev 02
ansa A®l onmecapraHy
Mef0KCOMIfy Big, HOBOro
BMpo6HMKa Zhejiang Tianyu
Pharmaceutical Co., Ltd. 3miHa
Knacugikyetbcs 3a Tunom 16,
OCKi/IbKM YMOBa 2 He BUKOHYETbLCS,
OCKi/TbKV HOBWi1 BUPOBHWK
NPOBOAUTL CTafito MiKPOHi3aL,i;
3MiHM 3 sKkocTi. CepTuddikat
BignosigHocTI/lE-cepTudikat
BiNOBIAHOCTI E€BpONeNChKiit
thapmakonei/MoHorpadii.
MofaHHA HoBOro abo OHOB/IEHOrO
cepTtudpikaTa BignosigHoCTI abo
BU/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
hapmakonei: ana A®l; gns
BMXiAHOTO
MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS
y BUpO6HNLTBI ADI; ans
[0MNOMDKHOT peYOBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponelicbkiin hapmakoner) -
HoBuii cepTudikar Bif, HOBOro
BMPOGHMKa (3amiHa abo

[ONOBHEHHS)- MoaaHHA HOBOTO
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

CEP Ne RO-CEP 2013-268-Rev 01
ansa A®l onmecapraHy
Mef0KCOMIfy Big, HOBOro
BMpo6HUuKa Zhejiang Tianyu
Pharmaceutical Co., Ltd.; 3miHu 3
akocTi. A®l. KoHTposnb A®L. 3miHa
y napameTpax cneuudikawii
Ta/abo JonycTMUX MeX,
BM3HAYEHMX Y cneuudikauisx Ha
A®I, ab0 BMXigHWIA/NPOMDKHWIA
npoAayKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y NpOLLEeCi
BMpo6HULUTBa AP| (f0AaBaHHSA
a60 3amiHa (3a BUHATKOM aKTUBHOI
pevoBUHM GionoriyHoro abo
iMYHO/IOMYHOTO MOXOZPKEHHST)
napameTpa cneumadikauii 3
BIANOBIAHUM METOL0M
BMMNPOOYBaHHA 3a pesysibTatamm
[ocnimpKeHb 3 6e3nekn abo AKOCTi)
- flonosHeHHSA cneuudikauii APl
ofiMecapTaHy MefoKCoMiny
nokasHnkamy NDMA (NMT 0.03
ppm) Ta NDEA (NMT 0.03 ppm)
Bif BMpO6HMKa Tianyu; 3mMiHuW 3
AKOCTi. A®I. KoHTponb A®L. 3miHa
y NapameTpax cneuudikawii
Ta/abo fonycTMMmNX Mex,
BM3HAYeHUX y crneyndikauisx Ha
A®I, abo BUXiAHWUA/NPOMIXKHWIA
npoAyKT/pearexT, wo
BUKOPVCTOBYHOTHCS Y NPOLEC
BMPOGHMLTBA AD| (JONOBHEHHSA
cneuudikaLii HOBUM NMOKa3HUKOM
AKOCTIi Ta BiANOBIAHMM METOAO0M
BMNpPo6yBaHHS) - [l0ONOBHEHHSA
cneuudikaLii HOBUM NMOKa3HUKOM
AKOCTi «PO3Mip YacTok» 3
BIANOBIAHUM METOL0M
BMNpOoGYyBaHHA J0 cneuudikawii
noApibHeHoro onmepcapTaHy
MeL0KCOMINy 718 BUPOGHMKa
MeHapiHi-®oH XeligeH MM6X.;
3MiHU 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3amiHa abo
BBEeEHHS [0AATKOBOI AiNbHUL
BMPOGHMLTBA A1 YacTUHU abo

BCbOTO BUPOGHMYOro npouecy
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

rOTOBOrO J1iKapCbKOro 3acoby
(minbHMUSA, Ha AKili NpoBOASATLCSA
6yAb-aKi BUPOGHWYI cTagii, 3a
BVIHSAATKOM BWMNYCKY CepiA,
KOHTPO/I0 AKOCTi, NEPBUHHOTO Ta
BTOPVHHOIO NakyBaHHS, A1
HeCTepUsIbHNX NiKapCbKunx
3acobiB) - BBegeHHs fonaTkoBoi
AiNbHULI BUPOBHULTBA, LLIO
BiANOBiAa/IbHA 3@ BUPOOHULITBO in
bulk, MeHapiHi-®oH XeligeH MTM6X
(Menarini-Von Heyden GmbH) 3
aipecoro MicLA NPOBaKeHHS
nisnbHocTi Nlefinuirep wrpace 7-
13, 01097 Ope3aeH, HimeyunHa
(Leipziger Strasse 7013, 01097
Dresden, Germany). BBefeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPAKEHHS; 3MiHW 3 AKOCTI.
['oTOBWIA Nnikapcbkuii 3aci6. 3MiHK
y BUPOBGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYHOThCA
BUNYCKY cepii Ta KOHTPOIO AKOCTI
roTOBOrO NiKapCbKOro 3acoby
(3amiHa abo goaaBaHHSA AibHUL,
Ha SKil 34jiicCHI0ETbCSA
KOHTPONb/BUNPOGYBaHHSA cepii) -
BBeneHHs1 [oaaTkoBOl AiflbHMLI
BMPOOGHULTBA, WO BignosiganbHa
3a KOHTPO/IL/BUNPOBYBaHHA cepil,
MeHapiHi-doH XeingeH MmM6X
(Menarini-Von Heyden GmbH) 3
aApecoro MicLa NPOBafXeHHSs
aisnbHocTi Nlelinuirep wrpace 7-
13, 01097 Ope3aeH, HivevunHa
(Leipziger Strasse 7013, 01097
Dresden, Germany). BBegeHHs
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPMAKEHHS; 3MiHM 3 SIKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHN
y BUPOGHMLTBI. 3MiHa po3Mipy
cepii (BKNOYaOun gianasoH
po3mipy cepii) roToBoro
nikapcbKoro 3aco6y (36i/bLIeHHs
[0 10 pasiB NOPiBHAHO i3
3aTBEPKEHUM PO3MIpPOM) -
36inblUeHHs po3mipy cepii N3 3
300 kr go 320 kr (ans 3aBogy
BMpo6HMKa MeHapiHi-®oH XeligeH
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
'M6X); 3MiHM 3 AkoCTi. [0TOBWIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHULTBI. 3MiHW Y NpoLeci
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BMPOGHMLITBA FOTOBOTO
NikapcbKoro 3acoby, BK/IOHa0um
NPOMIXXHUIA NPOAYKT, L0
3aCTOCOBYETLCSA NMPU BUPOOHULTBI
roTOBOrO J1iKapCbKOro 3acoby
(He3HayHa 3MiHa y npoueci
BMPOGHMLTBA) - BuganeHHs etany
noapiéHeHHss APl onimecapTaHy
MeLOoKCOMIfy nig, vyac
BMpo6HULTBa /13 Ans 3aBoay
BMPOGHUKa MeHapiHi-PoH XeiaeH
MM6X.; 3MiHK 3 AKoCTi. FoToBWMIA
nikapcbkuii 3aci6. 3mMiHn y
BUPOBHMUTBI. 3MiHK y npoveci
BMPOBHULTBA FOTOBOrO
NiKapcbKoro 3acoby, BKIOUaUn
NPOMIKHUIA MPOAYKT, L0
3aCTOCOBYETLCSA MPY BUPOOHULITBI
rOTOBOrO J1iKapCbKOro 3acoby
(He3HayHa 3MiHa y npoueci
BMPO6GHULTBA) - He3HauHa 3miHa y
npoueci BupobHuutea N3, a
came 3MiHa cTagii Ha Skiil
[0JaETbCA MarHito cteaparty 4o
MOPOLLKOBOT CyMiLli 4515 3aBoay
BMPOGHUKa MeHapiHi-PoH XeiaeH
MM6X.; 3MiHK 3 AKoCTi. FoToBWMIA
nikapcbkuii 3aci6. 3mMiHn y
BUPOGHMUTBI. 3MiHK y npoveci
BMPOBHULTBA FOTOBOrO
NiKapcbKoro 3acoby, BKIOUaUn
NPOMDKHUIA MPOAYKT, L0

rOTOBOrO J1iKapCbKOro 3acoby
(He3HayHa 3MiHa y npoueci
BMPOGHULTBA) - 3MiHa Yacy
3MillyBaHHA NPOTAroM TPETbOro

XB [/151 3aBOAY BMPOGHMKA
MeHapiHi-®oH XeligeH MM6X.;
3MiHU 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3MiHN Y NpoLeci
BMPOGHMLITBA FOTOBOTO

3aCTOCOBYETLCS MPY BUPOOHULITBI

eTany 3milyBaHHs 3 10 xB go 15

NiKapcbKoro 3acoby, BKIOYaum

NPOMiXXHUA NPOAYKT, L0




Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3aCTOCOBYETLCA NPU BUPOGHULTBI

roTOBOrO JliKapCbKoro 3acoby (iHLwi
3MiHW) - logaBaHHA MaTepiany
BTOPWHHOTO MakKyBaHHS NPOAYKTY
in bulk, sknit He koHTakTyE 3
NPOAYKTOM; 3MiHU 3 SIKOCTI.
[oTOBMIA NiKapcbKuii 3acio.
KOHTpO/b roTOBOrO MikapcbKoro
3acoby. 3miHa y meTogax
BUMNPOOYBaHHA rOTOBOIO
nikapcbKoro 3acoby (iHLWi 3MiHK y
MeToAax BunpobysaHb
(Brntovatoum 3amiHy abo
[OMOBHEHHSA))- BBEeAEHHSA
anbTepHatMBHOro Mmetody BEPX
0719 BUNPOOYBaHHA Ha YMCTOTY
4ns BUpobHuKa MeHapiHi-®oH
XeligeH TM6X.; 3MiHM 3 SKOCTI.
[oTOBMIA NiKapcbKuii 3acio.
KOHTpO/b roTOBOrO MikapcbKoro
3acoby. 3miHa y meTogax
BUMPOOYBaHHA rOTOBOIO
nikapcbKoro 3acoby (iHLWi 3MiHK y
MeTofax BunpobysaHb
(BKntovatoum 3amiHy abo
[ONOBHEHHS)) - BBEAeHHS
a/lbTepHaTBHOro Metody Y® ans
BMNPOGYBaHHSA Ha PO3YMHEHHS Bif,
BMPOGHUKa MeHapiHi-PoH XeiaeH
MM6X.; 3MiHK 3 AKoCTi. FoToBWMIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKoro 3acoby.
3MiHa y meToax BUNpo6yBaHHSA
rOTOBOrO JlikapCbkoro 3acoby (iHLwi
3MiHM Y MeToAax BUnNpobyBaHb
(Bkntovaroun 3amiHy abo
[LOMNOBHEHHS))- BBeaeHHs
nopatkosoro metogy BEPX ans
BMNPOGYBaHHSA Ha ifeHTudikaLito,
KINIbKICHWI BMICT Ta OA4HOPIAHICTb
[030BaHVX OAVHULb Bif,
BMPOGHMKa MeHapiHi-®oH XeligeH
M6X.; 3MiHM 3 AKoCTi. [oTOBWMIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /1iKaPCbKOro 3acooby.
3MiHa napameTpiB cneuudikauii
Ta/abo fonyCTUMUX MEX rOTOBOrO
NiKapcbKOro 3acoby (BUyYeHHs

HE3Ha4yHOro rnokasHuka
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

(Hanpuknag 3actapinoro
rokasHuKa, Takoro sk 3anax Ta
cMak, abo igeHTudikauis
6apBHVKIB YN CMaKOBUX J06ABOK))
- BunyyeHHs nokasHuka sKocTi 3i
cneuudpikauii M13: laeHTudikauin
TUTaHy fiokcuay Ans 3aBofy
BMPOGHUKa MeHapiHi-PoH XeiaeH
Mv6X. JoaaTKOBO B pamkax
npoueaypu KOpUryeTbCst KpUTepil
NPUIAHATHOCTI y cneuudikayii M3
3a NokKasHMKOM «KinbkicHe
BU3HAYEHHSA am/I04UMNIHY Ha
nepiog TepMmiHy 36epiraHHs»: Bif
«92-105 % Big, 3asBN1EHOI
KiNbKOCTi» g0 «95-105 % Big
3asB/1€HOI KiNbKOCTi». BBeeHHA
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPAKEHHS; 3MiHW 3 AKOCTI.
['oTOBWIA Nnikapcbkuii 3aci6. 3MiHK
y BUPOBGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYHOThCA
BUNYCKY cepii Ta KOHTPOIO AKOCTI
roTOBOrO NiKapCbKOro 3acoby
(3amiHa abo foaaBaHHSA
BMpPOGHMKa, Lo BiAMNOBiAaE 3a
BBE3EHHA Ta/abo BMNYCK cepii) -
Btouaroun
KOHTPO/b/BUNPOBYBaHHSA cepil -
[lopasaHHsa BUPOOHWMKa, LLLO
BiANOBIAaE 3a BUMYCK cepii
BK/THOHAI0UM
KOHTpONto/BUNpobyBaHHA cepil
NabopaTopioc MeHapiHi C. A.
(Laboratorios Menarini S. A.) 3
aApecoro MicLa NPOBamXeHHs
aisnbHocTi AnbdoHc XII, 587,
BapanoHa, bapcesioHa, 08918,
Icnanisa (Alfonso XIl, 587,
Badalona, Barcelona, 08918,
Spain) 3MiHK BHECEHO 0
IHCTPYKUiT AN MeguyuHoro
3aCTOCYyBaHHSA NiKapcbkoro 3acoby
[0 po3gainy "BuMpobHuKn" Ta
"MicLe3HaxoMKeHHs1 BUPOOHUKIB
Ta agpecu MicLa NPoBaMKeHHS iX
LOisNbHOCTI" Ta 4,0 MapKyBaHHSA
yNakoBKM NikapcbKoro 3acoby.
BBegeHHsA 3MiH NpoTArom 6-tm
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
MiCALIB MiCNS 3aTBEPAXKEHHS;
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MogaHHA HOBOro abo OHOB/IEHOrO
cepTugikaTa BignoBigHoCcTi abo

(Laboratorios Menarini S. A.) 3
afpecoro MicLA NpoBaKeHHS
AisnsHocTi AnboHc XII, 587,

BapanoHa, bapcenona, 08918,

Badalona, Barcelona, 08918,
Spain). BBegeHHsA 3MiH NpoTSArom
6-Tn MicAUIB NiCNA 3aTBEPKEHHS;
3MiHM 3 aKkocTi. CepTuddikat
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONechbkili

3MiHU 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3amiHa abo
BBEeEHHS [0AATKOBOI AiNbHUL
BVMPOGHMLTBA A1 YacTUHU abo
BCbOr0 BMPOOHMYOro npouecy
roTOBOrO J1iKapCbKOro 3acoby
(AinbHULA NS NEPBUHHOIO
nakysaHHs) - [lofgaBaHHs
BMPOGHMKa, Lo BiAMNoBiAae 3a
NepBUHHE NaKyBaHHS
NabopaTopioc MeHapiHi C. A.
(Laboratorios Menarini S. A.) 3
aApecor MicLa NPOBamXeHHSs
aisnbHocTi AnbdoHc XII, 587,
BapanoHa, bapcesioHa, 08918,
Icnanisa (Alfonso XIl, 587,
Badalona, Barcelona, 08918,
Spain). BBefieHHs 3MiH NPOTArom
6-TV MicALiB NiCNA 3aTBEPLYKEHHS;
3MiHU 3 AKOCTI. FoTOBUIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3amiHa abo
BBEAEHHS 40AATKOBOI AiNbHML
BMPOGHMLTBA AJ151 YACTUHU abo
BCbOr0 BUPOGHMYOro npoLiecy
rOTOBOrO J1iKapCbKOro 3acoby
(8iNbHULA 4N BTOPUHHOTO
nakyBaHHs) - fJoaBaHHS
BMPOGHMKa, LU0 Bignosigae 3a
BTOPVHHE NakKyBaHHA
NabopaTopioc MeHapiHi C. A.

IcnaHis (Alfonso XIl, 587,

thapmakonei/MoHorpadii.

BiANOBIAHOCTI €EBpoNeichbKil

BUyYEHHA cepTudikata




Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

hapmakonei: ana A®l; pns
BUXiAHOTO
mMaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPNCTOBYIOTHCA
y BUPOGHMLTBI ADI; Ans
[0MOMDKHOT pEYOBUHN
(cepTudikaT BigMoOBIAHOCTI
€Bponelicbkiin hapmakone) -
OHoBNEHWIA cepTudikar Big, yxe
3aTBEPAKEHOI0 BUPOOHMKA -
MNoaaHHA oHosneHoro CEP Ne RO-
CEP 2012-398-Rev 04 gns Ad®|
onimecapTaHy MefoKCOMiny Bif
3aTBepxeHoro Bupo6Hvika Daiichi
Sankyo Co., Ltd. (3aTBepaxeHo:
RO-CEP 2012-398-Rev 03) 3
OHOBJ/IEHHAM cepTuddikaTy oauH i3
3aTBEPAKEHMX BUPOBHNYMX
maligaHuukis, Daiichi Sankyo
Chemical Pharma Co. Ltd., 6yno
BWUIYYEHO; 3iHN 3 AKOCTI.
CeprtucpikaT BignosigHocTi/l E-
cepTudikaT BiANOBIAHOCTI
€Bponelicbkiit
thapmakonei/MoHorpadii.
MofaHHA HoBOro abo OHOB/IEHOrO
cepTtudpikaTa BignosigHoCTI abo
BU/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
hapmakonei: ana A®l; gns
BMXiAHOTO
MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS
y BUpO6HNLTBI ADI; ans
[0MNOMDKHOT peYOBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponelicbkin hapmakoner) -
OHOBNEeHWi cepTuddikaT Big yxe
3aTBEPKEHOr0 BUPOOHUKA -
nogaHHsa oHosieHoro CEP Ne RO-
CEP 2012-398-Rev 05 gns A®|
onimecapTaHy MefoKCOMiny Bif
3aTBepmxeHoro BupobHuka Daiichi
Sankyo Co., Ltd. (3aTBepaXeHo:
RO-CEP 2012-398-Rev 04) B
OHOBJ/IEHOMY cepTudikaTi BBEAEHO
HOBI NiMITY LWOAO0 AOMILLOK
HITpO3amiHy 3 BignoBigHUM
METO/0M BUNPO6YBAHHAM,
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BUJTYYEHO BaKKi MEeTasn; 3MiHN 3
AKocTi. CepTudikar
BignosigHocTi/lE-cepTudikar
BIANOBIAHOCTI EBpONechbkil
thapmakonei/MoHorpadir.
MoaaHHsA HoBOro abo OHOB/IEHOTO
cepTudiikaTa BignosigHocTi abo
BWJTyYEeHHs cepTudikaTa
BiNOBIAHOCTI E€BpPONENChKiit
hapmakonei: ana A®l; pns
BUXiAHOTO
mMaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUPOGHMLTBI ADI; Ans
[0MOMDKHOT PEYOBUHM
(cepTudpikaT BigMoBIAHOCTI
€Bponelicbkiin hapmakone) -
OHoBNEHWIA cepTudikar Big, yxe
3aTBEPAKEHOIO BUPOOHMKA -
MNoaaHHA oHosneHoro CEP Ne R1-
CEP 2012-398-Rev 00 gns Ad®|
onimecapTaHy MefoKCOMiny Bif
3aTBepxeHoro Bupo6Hvka Daiichi
Sankyo Co., Ltd. (3aTBepgxeHo:
RO-CEP 2012-398-Rev 05); 3MiHK
3 AkocTi. CepTudikat
BignosigHocTi/lE-cepTudikar
BIANOBIAHOCTI EBpONechbkil
thapmakonei/MoHorpadir.
MoaaHHsA HoBOro abo OHOB/IEHOTO
cepTudiikaTa BignosigHocTi abo
BWJTyYEeHHs cepTudikaTa
BiNOBIAHOCTI E€BpONeNChKiit
hapmakonei: ana A®l; pns
BUXiAHOTO
mMaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPNCTOBYIOTHCA
y BUPOGHMLTBI ADI; ans
[0MOMDKHOT PEYOBUHM
(cepTudpikaT BigMoOBIAHOCTI
€Bponelicbkiin hapmakone) -
OHoBNEHWIA cepTudikar Big, yxe
3aTBEPAKEHOIO BUPOOHMKA -
MNoaaHHA oHosneHoro CEP Ne R1-
CEP 2013-105-Rev 00 gns A®l
onimecapTaHy MefoKCOMiny Bif
3aTBEPAKEHOTO BUPOOHMKA
Chinoin Pharmaceutical And
Chemical Works Private Co., ltd.
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
(3atBeppxeHo: RO-CEP 2013-
105-Rev 01); 3MiHW 3 AKOCTI.

CeprtucpikaT BignosigHocTi/lE-
cepTudikart BiAMOBIAHOCTI
€Bponelicbkii
thapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOrO
cepTugikaTa BignoBigHoCcTi abo
BUyYEHHA cepTudikata
BIANOBIAHOCTI EBpONechbkil
chbapmakonei: ana Adl; ons
BUXiAHOro
Marepiany/peareHTy/npomiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpO6HMLTBI ADI; Ans
[0MOMDKHOT PEYOBUHU
(cepTudpikat BiANOBIAHOCTI
€sponelicbkili hapmakoner) -
OHoBReHWi cepTuddikaT Bif yxe
3aTBEPAKEHOrO BUPOOHMKA -
MNogaHHA oHoBneHoro CEP Ne R1-
CEP 2013-105-Rev 01 ans Adl
onmMecapTaHy MefloKCOMINy Bif,
3aTBEPAKEHOr0 BUPOGHMKA
Chinoin Pharmaceutical And
Chemical Works Private Co., Itd.
(3aTBeppxeHo: R1-CEP 2013-
105-Rev 00); 3MiH/ 3 AIKOCTI.
CepTudpikat BignosigHocTI/lE-
cepTudikart BiANOBIAHOCTI
€Bponeiicbkii
thapmakonei/MoHorpadir.
MoaaHHsA HoBOro abo OHOB/IEHOTO
cepTudiikaTa BignosigHocTi abo
BWJTyYEeHHs cepTudikaTa
BiNOBIAHOCTI E€BpPONENChKiit
hapmakonei: ana Ad®l; pns
BUXiAHOTO
mMaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUPOGHMLTBI ADI; Ans
[0MOMDKHOT pEYOBUHN
(cepTudpikaT BigMoBIgHOCTI
€Bponelicbkiin hapmakonei) -
OHoBNEHWIA cepTudikar Big, yxe
3aTBEPAKEHOI0 BUPOOHMKA -
MNoaaHHA oHosneHoro CEP Ne RO-
CEP 2013-268-Rev 03 ana A®I

ofiMecapTaHy MefoKCOMINy Bif,
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3aTBEPAKEHOT0 BUPOGHHMKA

Zhejiang Tianyu Pharmaceutical
Co., Ltd. (3aTBepmxeHo: Ne RO-
CEP 2013-268-Rev 02); 3miHu
Lwoao 6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy. BHeceHHs abo
3miHa(1) 4o 3060B'A3aHb Ta yMOB
BMAaui peecTpaujiinHoro
noceigyeHHs, BkIoyaroun Mnax
ynpasAiHHA pUsnkamu
(3acTocyBaHHA TEKCTY, AKWIA
NOrOKEHWI 3 KOMMETEHTHUM
opraHom) - [laHot 3MiHO
3asBHUK X04e NpeAcTaBUTW HOBI
YMOBU 4171 LO3BOJTY Ha NPOAax AK
HaBegeHo y flogatky Il oo
PilueHHsa BMKOHABYOT KOMICIT, ¥
pamkax CtatTi 31 AupekTusm
2001/83/EC €Bponeiicbkoro
napnameHTy Ta Pagu, 403Bin Ha
NpOAAX MeANYHNX NPOAYKTIB A4S
BUKOPWCTaHHSA IIOANHOI0 SiKi
MICTSATb Y IKOCTi aKTUBHUX
PeYoBUH KaHaecapTaH,
iapbecapTaH, /103apTaH,
onvecapTaH, BasicapTaH. Lis
3MiHa byna ysromkeHa CMDh y
nigcymky ctartTi 31 HanpasneHoi
Ha aHTaroHiCTiB aHrioTeH3nH 2
peuenTopiB ( capTaHu), LWo
MICTATb TeTPa3osibHy rpyny
(EMEA/H/A-31/1471); 3BIT 3ycTpiyi
CMDh Big 26 6epe3Hs 2019
(EMA/CMDh/89897 1/20 18);
3MiHM Woa0
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHn y
KOPOTKIil XapakTepucTumui
NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTpyKLUii Ans
MeANYHOr0o 3aCTOCYBaHHS y
3B'A3KY i3 HOBUMM JaHUMU 3
SAKOCTi, AOKMIHIYHUMM, KTiHIYHUMK
JaHuMK Ta AaHumm 3
thapmakoHarnsgy - 3miHW BHeCEHO
00 IHCTPyKUiT AN MeanyHoro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby
[0 po3ainis "B3aemogis 3 iHWMMK

NiKapCbKnMy 3acobamm Ta iHLWi

54



Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BMAN B3aEMOIii" BigNoBiAHO A0
mMarepianis peecTpadiiHoro
[ocbe. BBefieHHs1 3MiH NpoTArom
6-TV MicALIB MiC/1A 3aTBEPLKEHHS.
15. ATTEHTO® 40/5 TabneTkun, BKpUTI MeHapiHi Nokcembypr Brpo6HuuTBO in Himeuunna/ BHECEHHS 3MiH [0 peecTpavuiiHnX 3a peyenmom UA/13781/01/01
N1iBKOBOK 060/IOHKOLO, IHTepHeLloHan bulk, koHTponb Ta Icnanis marepianis: AOMiHICTpaTUBHi
no 40 mr/5 wmr; no 14 OnepeiiloHc BWMNYCK cepiii: Aaivi 3MiHW. BunyyeHHs BUpoOHUYOT
TabneTtok y 6nictepi; no NMokcembypr C.A.

1 a6o 2 6nicTepu B
KapTOHHIlA KOpooLi

CaHkio HOpoyn
rm6X, HimevunHa;
MakyBaHHs Ta
BWNYCK Cepiit:
BEPNIH-XEMI AT,
HimeuumnHa,;
Brnpo6HuuTBO in
bulk, koHTposb
cepiii: MeHapiHi-PoH
XengeH M'm6X,
HimeyumnHa;
MNakyBaHHs,
KOHTPO/b Ta BUMYCK
cepiii: Jlaboparopioc
MeHapiHi C. A,,
Icnanis

AinbHUUI (BKIOYAOYM AiNbHUL
ans A®l, npoMiXXHOro NpoayKTy
a60 roToBOro Nikapcbkoro 3acooby,
OiNbHULI ANS NPOBeAEHHS
nakyBaHHs!, BUPOGHUKa,
BiANOBIAaA/ILHOIO 3a BUNYCK Cepiid,
MicLe NpoBefEHHS KOHTPO/HO
cepii) abo nocTayasibHuKa
BUXIQHOIO Matepiasny, peareHty
a60 AONOMIXXHOT PEYOBMHN (SIKLLO
3a3HayeHo y JOCbE)- BUNYUYEHHS
BUPOBHNYOT (PYHKLT NakyBaHHA
01151 3aTBEPAKEHOr0 BMPOOHMKA
[Jaiui CaHkio FOpoyn 'm6X,
HimeuyunHa BBefeHHSA 3MiH
npoTArom 6-T1 MicAuis nicns
3aTBEPMAKEHHS; 3MiHW 3 AKOCTI.
A®I. KoHTposnb A®L. 3miHa y
napameTpax cneuudikauii Ta/abo
[OMYCTUMUX MEX, BU3HAYEHUX Y
cneundikauiax Ha A®l, abo
BVIXiZHWUIA/MPOMDKHWIA
npoAayKT/pearexT, Wwo
BUKOPVCTOBYIOTHCS Y NPOLEC
BMpo6HUUTBa AP| (A0AaBaHHSA
abo 3amiHa (3a BUHATKOM aKTUBHOI
peyoBUHM GionoriyHoro abo
iMYHO/IOMYHOTO MOXOZPKEHHS)
napameTpa cneuydikadii 3
Bi4NOBIAHUM METOA0M
BMNPOGYyBaHHA 3a pe3ynbTaramu
AocnimpKeHb 3 6e3nekn abo AKOCTi)
- BBEfEHHA NepexifgHnX Mex y
cneumndikauito A®I onmecaptaHy
MeZO0KCOMiny Big BupobHuka M3
3a nokasHvkamy NDMA (NMT
2,400 ppm) Ta NDEA (NMT 0.663
ppm); 3MiHM 3 AKOCTi. AdI.
Buvpo6bHMLTBO. 3MiHa BUPOGHMKA
BVIXiZLHOr0/MPOMiXXHOr0

npoayKTy/peareHTy, Lo
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Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BUKOPVCTOBYHOTBCS Y
BMpo6GHUYOMY npoueci AdPl, abo
3MiHa BMPOGHWMKa (BKOUatoun, ae
HeobXxiAHO, MicLe NpoBeAeHHS
KOHTPO/O sKOCTi) APl (3a
BifICYTHOCTI cepTudikara
BiANOBIAHOCTI EBpONechbkil
thapmMakonei y 3aTBepyxeHomMy
00Cbe)(3MiHM 40 3ax0p4iB,
noB'A3aHuX 3 KOHTponem Adl, abo
[ofaBaHHA OinbHULi, ae
npoBOANTbLCA
KOHTPO/b/BMNPOGYBaHHSA cepii) -
[opasaHHsa Labor Veritas AG y
AKOCTI aNlbTEPHATUBHOI AiNbHUL,
LLIO BifnoBiga€ 3a KOHTPO/b SKOCTI
A®| Ha TECTYBaHHSA HITPO3aMiHIB;
3MiHM 3 aKkocTi. CepTuddikat
BignosigHocTi/l E-cepTudpikar
BiANOBIAHOCTI EBpONeichbkili
thapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOrO
cepTugikaTa BignoBigHoOCTi abo
BUyYEHHA cepTudikata
BiANOBIAHOCTI EBpONechbkil
chapmakonei: ana Adl; ons
BUXi4HOro
mMarepiany/peareHTy/npomiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUPOGHULTBI ADI; ans
[0MOMDKHOT PEYOBUHU
(cepTudpikat BiANOBIAHOCTI
€sponelicbkili hapmakoner) -
HoBwii cepTudikar Big HOBOrO
BMpo6HUKa (3amiHa abo
[OMNOBHEHHS) - [oAaHHA HOBOro
CEP Ne RO-CEP 2013-268-Rev 02
ansa A®Il onmecapraHy
Mef0KCOMIfy Big, HOBOro
BMpo6HMKa Zhejiang Tianyu
Pharmaceutical Co., Ltd. 3miHa
Knacugikyetbcs 3a Tunom 16,
OCKi/IbKM YMOBa 2 He BUKOHYETbLCS,
OCKi/TbKV HOBWi BUPOBHWK
NPOBOAUTL CTafito MiKPOHi3aL,i;
3MiHM 3 sKkocTi. CepTuddikat
BignosigHocTI/lE-cepTudikart
BiNOBIAHOCTI E€BpPONENChKiit
chapmakonei/MoHorpadii.
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MogaHHA HOBOro abo OHOB/IEHOrO
cepTugikaTa BignoBigHoCcTi abo
BUyYEHHA cepTudikata
BIANOBIAHOCTI EBpONechbkil
chbapmakonei: ana Adl; ons
BUXi4HOro
Marepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCA
y BUPO6GHULTBI ADI; ans
[0MOMDKHOT PEYOBUHU
(cepTudpikat BiANOBIAHOCTI
€sponelicbkili hapmakoner) -
HoBwii cepTudikar Big HOBOrO
BMpo6HUKa (3amiHa abo
[ONOBHEHHS)- [oAaHHA HOBOro
CEP Ne RO-CEP 2013-268-Rev 01
ansa A®l onmecapraHy
Mef0KCOMIfy Big, HOBOro
BMpo6HUKa Zhejiang Tianyu
Pharmaceutical Co., Ltd.; 3miHu 3
akocTi. A®l. KoHTposnb A®L. 3miHa
y napameTpax cneuudikawii
Ta/abo JonycTMUX MeX,
BM3HAYEHNX Y cneundikauisx Ha
A®I, abo BMXigHWIA/NPOMDKHWIA
npoAayKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y NPOLLEC
BMpo6HULTBa AP| (f0AaBaHHSA
a60 3amiHa (3a BUHATKOM aKTUBHOI
peyoBUHM GionoriuHoro abo
iMYHO/IOMYHOTO MOXOZPKEHHST)
napameTpa cneuuadikauii 3
BIANOBIAHUM METOL0M
BMMNPOOYBaHHA 3a pesysibTatamm
[ocnimpKeHb 3 6e3nekn abo AKOCTi)
- flonosHeHHSA cneuudikavii APl
ofiMecapTaHy MefoKCoMiny
nokasHnkamy NDMA (NMT 0.03
ppm) Ta NDEA (NMT 0.03 ppm)
Bif BMpOG6HMKa Tianyu; 3mMiHuW 3
AKOCTi. A®I. KoHTponb A®I. 3miHa
y NapameTpax cneuudikawii
Ta/abo fonycTMMmNX Mex,
BM3HAYeHNX y crneyndikauisx Ha
A®I, abo BUXiAHWUA/NPOMIXKHWIA
npoAayKT/pearexT, wo
BUKOPVCTOBYIOTHCS Y NPOLEC
BMPOGHMLTBA AD| (JONOBHEHHSA
crneungikauii HOBUM NOKA3HUKOM
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

SIKOCTi Ta BigNOBIAHNM METOA0M
BMNPO6YBaHHS) - [loNOBHEHHS
cneumdikaLii HOBUM NMOKa3HUKOM
AKoCTi «Po3mip yacTok» 3
BiANOBIAHUM METOA0M
BMNpo6yBaHHA 40 cneuudikawii
nogpibHeHoro onmepcapTaHy
MeOoKCOMINy AN BUPOGHMKA
MeHapiHi-®oH XeligeH TM6X.;
3MiHU 3 AKOCTI. FoTOBUIA
nikapcbkuii 3aci6. 3mMiHu y
BMPOGHMLTBI. 3amiHa abo
BBEAEHHS 40AATKOBOI AiNbHUL
BMPOGHMLTBA AJ151 YACTUHU abo
BCbOr0 BUPOGHMYOro npoLiecy
rOTOBOrO J1iKapCbKOro 3acoby
(minbHMUSA, Ha AKili NpoBOASATLCSA
6yAb-aKi BUPOGHWYI cTagii, 3a
BVIHSAATKOM BWMNYCKY CepiA,
KOHTPO/I0 AKOCTi, NEPBUHHOTO Ta
BTOPVHHOIO NakyBaHHS, A1
HeCTepUsIbHNX NiKapCbKunx
3acobiB) - BBegeHHs fonatkoBoi
AiNbHULI BUPOBHULTBA, LLIO
BiANOBiAa/IbHA 3@ BUPOOHULITBO in
bulk, MeHapiHi-®oH XeligeH MM6X
(Menarini-Von Heyden GmbH) 3
apecoro MicLA NPoBaKeHHS
nisnbHocTi Nlefnuirep wrpace 7-
13, 01097 Ope3aeH, HimeyunHa
(Leipziger Strasse 7013, 01097
Dresden, Germany). BBefeHHs
3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPAKEHHS; 3MiHW 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. 3MiHK
y BUPOBGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYHThCA
BUNYCKY cepii Ta KOHTPOIO AKOCTI
roTOBOrO NikapCbKOro 3acoby
(3amiHa abo goAaBaHHSA AiTbHUL,
Ha SIKih 34jiiCHI0ETbCSA
KOHTPONb/BUNPOGYBaHHSA cepii) -
BBeneHHs1 1oaaTkoBol AiflbHML
BMpOOGHULTBA, WO BignosiganibHa
3a KOHTPO/L/BUNPOBYBaHHA cepil,
MeHapiHi-doH XeingeH MM6X
(Menarini-Von Heyden GmbH) 3
aApecoro MicLa NPOBafXeHHSs
OisnbHOCTI Jlelinuirep wrpace 7-
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13, 01097 Ape3aeH, HimeuunHa
(Leipziger Strasse 7013, 01097
Dresden, Germany). BeegeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEePAKEHHS; 3MiHU 3 IKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. 3MiHK
Yy BUPOGHULTBI. 3MiHa po3Mipy
cepii (BKIOYaoun dianasoH
po3Mipy cepii) rotToBoro
nikapcbKoro 3acoby (36inbLeHHs
00 10 pasiB NOpiBHAHO i3
3aTBEPLKEHUM PO3MIPOM) -
36inblueHHs po3mipy cepii N3 3
300 kr o 320 kr (ans 3aBoay
BMPOGHMKa MeHapiHi-®oH XeligeH
'M6X); 3MiHM 3 AkOCTi. [0TOBWIA
nikapcbkuii 3aci6. 3MiHu y
BMPOGHULTBI. 3MiHW Y NpoLeci
BMPOGHMLITBA FOTOBOTO
NikapcbKoro 3acoby, BKIOHaoum
NPOMIXXHUIA NPOAYKT, L0
3aCTOCOBYETHCSA NMPU BUPOOGHULTBI
roTOBOrO J1iKapCbKOro 3acoby
(He3HayHa 3MiHa y npoeci
BMPOGHMLTBA) - BuganeHHs etany
noapiéHeHHss APl onimecapTaHy
MeLOoKCOMIfy nig, vyac
BMpo6HULTBa /13 Ans 3aBoay
BMPOGHUKa MeHapiHi-PoH XeiaeH
MM6X.; 3MiHK 3 AKoCTi. FoToBWMIA
nikapcbkuii 3aci6. 3mMiHn y
BUPOGHMUTBI. 3MiHK y npoveci
BMPOBHULTBA FOTOBOrO
NiKapcbKoro 3acoby, BKIOUaUn
NPOMDKHUIA MPOAYKT, L0
3aCTOCOBYETLCS MPY BUPOOHULITBI
rOTOBOrO J1iKapCbKOro 3acoby
(He3HayHa 3MiHa y npoueci
BMPO6GHULTBA) - He3HayHa 3miHa y
npoueci BupobHuutea 13, a
came 3MiHa cTagii Ha Skiit
[0OaETbCA MarHito cteaparty 4o
MOPOLLKOBOT CyMiLli 4515 3aBoay
BMPOGHUKa MeHapiHi-PoH XeiaeH
MM6X.; 3MiHK 3 AKoCTi. FoToBWMIA
nikapcbkuii 3aci6. 3mMiHn y
BUPOBHMUTBI. 3MiHK y npoLeci
BMPOBHULTBA FOTOBOrO
NiKapCbKOoro 3acoby, BKAYakum
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
NPOMDKHUIA NPOAYKT, WO
3aCTOCOBYETLCA NPU BUPOGHULTBI
roTOBOrO NikapCbKOro 3acoby

(He3HauHa 3miHa y mpoueci
BUpPO6GHMLTBA) - 3MiHa Yacy
3MiLLlyBaHHS NPOTArOM TPETLOro
eTany 3miwyBaHHs 3 10 xB go 15
XB [151 3aBOAY BMPO6GHMKA
MeHapiHi-®oH XeligeH TM6X.;
3MiHU 3 AKOCTI. FoTOBUIA
nikapcbkuii 3aci6. 3mMiHu y
BMPOGHMLTBI. 3MiHW Y NpoLeci
BMPOGHMLITBA FOTOBOTO
NikapcbKoro 3acoby, BK/IOHaoum
NPOMIXXHUIA NPOAYKT, L0
3aCTOCOBYETLCSA NMPU BUPOOHULTBI
roTOBOrO liKapCbKoro 3acoby (iHLwi
3MiHW) - logaBaHHA MaTepiany
BTOPWHHOTO MakKyBaHHS NPOAYKTY
in bulk, siknit He koHTakTyE 3
NPOAYKTOM; 3MiHU 3 SIKOCTI.
[oTOBMIA NiKapcbKuii 3acio.
KOHTpO/b roTOBOrO MiKapcbKoro
3acoby. 3miHa y meTofax
BUMNPOOYBaHHA rOTOBOIO
nikapcbKoro 3acoby (iHLWi 3MiHK y
MeTofax BunpobysaHb
(Brntovatoum 3amiHy abo
[OMOBHEHHSA))- BBEeAEHHSA
anbTepHatMBHOro Mmetody BEPX
0719 BUNPOOYBaHHA Ha YMCTOTY
ONns BUpobHuKa MeHapiHi-®oH
XeligeH MM6X.; 3MiHM 3 SKOCTI.
[oTOBMIA NiKapcbKuii 3acio.
KOHTpO/b roTOBOrO MikapcbKoro
3acoby. 3miHa y meTogax
BUMPOOYBaHHA rOTOBOIO
nikapcbKoro 3acoby (iHLWi 3MiHK y
MeTofax BunpobysaHb
(Brntovatoum 3amiHy abo
[ONOBHEHHS)) - BBEAEHHS
asnlbTepHaTUBHOIO metoay Y& ans
BMNPOGYBaHHSA Ha PO3YMHEHHS Bif,
BMPOGHUKa MeHapiHi-PoH XeiaeH
MM6X.; 3MiHK 3 AKoCTi. FoToBWMIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKoro 3acoby.
3MiHa y meToax BUNpo6yBaHHSA

roTOBOrO JliKapCcbKoro 3acoby (iHLwi
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

3MiHM Y MeTogax BUNpobyBaHb
(BKTHOYatOUM 3aMiHy abo
[ONOBHEHHS))- BBEAeHHsA
popatkosoro metogy BEPX ana
BMNPOGYBaHHSA Ha ifeHTudiKaLito,
KiNbKiCHWIA BMICT Ta O4HOPIAHICTD
[030BaHVX OANHULb Bif,
BMPOGHUKa MeHapiHi-PoH XeiaeH
MM6X.; 3MiHK 3 AKoCTi. FoToBWMIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKoro 3acoby.
3MiHa napameTpiB cnewuudikawii
Ta/abo [oNyCTUMUX MEX FOTOBOTO
nikapcbkoro 3acoby (BUy4YeHHs
He3Ha4yHOro nokasHuka
(Hanpuknag 3actapinoro
nokasHuKa, Takoro sk 3anax Ta
cmMak, abo igeHTudikauis
6apBHVKIB YN CMaKOBMX J06ABOK))
- BunyyeHHs nokasHuka sKocTi 3i
cneuudpikauii M13: laeHTudikauin
TUTaHy fiokcuay Ans 3aBofy
BMPOGHUKa MeHapiHi-PoH XeiaeH
Mv6X. JoaaTKoBO B pamkax
npoueaypu KOpUryeTbCst KpUTepil
NPUAHATHOCTI y cneuudikavii M3
3a NokasHMKOM «KinbkicHe
BU3HAYEHHSA am/I04UMNIHY Ha
nepiog TepMmiHy 36epiraHHs»: Bif
«92-105 % Big, 3asBN1E€HOI
KiNbKOCTi» g0 «95-105 % Big
3asB/1€HOI KiNbKOCTi». BBeeHHA
3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPAKEHHS; 3MiHW 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. 3MiHK
y BUPOBGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYHThCA
BUNYCKY cepii Ta KOHTPOIO AKOCTI
roTOBOrO NikapCbKOro 3acoby
(3amiHa abo foaaBaHHSA
BMPOGHMKa, Lo BiAMNoBiAae 3a
BBE3EHHA Ta/abo BMNYCK cepii) -
Bkitouaroun
KOHTPO/b/BUNPOBYBaHHSA cepil -
[lopasaHHsa BUPOOHWMKa, LLLO
BiANOBIAaE 3a BUMYCK cepii
BK/THOHAI0UM
KOHTpONto/BUNpobyBaHHA cepil
JlabopaTopioc MeHapiHi C. A.
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Spain). BBefieHHs 3MiH NPOTArom
6-

BBEAEHHS 40AATKOBOI AiNbHUL
BMPOGHMLTBA AJ151 YACTUHU abo
BCbOr0 BUPOGHMYOro npoLiecy

BMPOGHMKa, LU0 Bignosigae 3a

(Laboratorios Menarini S. A.) 3
afpecoro MicLA NpoBaKeHHS
AisnsHocTi AnboHc XII, 587,
BapanoHa, bapcenona, 08918,
IcnaHis (Alfonso XIl, 587,
Badalona, Barcelona, 08918,
Spain) 3miHV BHECEHO A0
IHCTPYKLUIT ANnA MeanyHOoro
3acToCyBaHHSA NikapCbKoro 3acoby
[0 po3gainy "BupobHukun” Ta
"MicLe3Haxo4KeHHS1 BUPOOHUKIB
Ta agpecu MicLa NPoOBaMKEHHS iX
[OISNbHOCTI" Ta 40 MapKyBaHHS
yNakoBKW NiKapCbKoro 3acoby.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALIB MiCNS 3aTBEPAXKEHHS;
3MiHU 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3amiHa abo
BBEAEHHS [0AATKOBOI AiNbHUL
BMPOGHMLTBA A1 YacTUHU abo
BCbOr0 BMPOOHMYOro npouecy
roTOBOrO J1iKapCbKOro 3acoby
(AinbHULA ANA NEPBUHHOIO
nakysaHHs) - [logaBaHHs
BMpPOGHMKa, Lo BiAMNOBiAaE 3a
NepBUHHE NaKyBaHHS
NabopaTopioc MeHapiHi C. A.
(Laboratorios Menarini S. A.) 3
aApecoro MicLa NPOBafXeHHSs
aisnbHocTi AnbdoHc XII, 587,
BapanoHa, bapcesioHa, 08918,
Icnanisa (Alfonso XIl, 587,
Badalona, Barcelona, 08918,

TN MicALiB NicNs 3aTBEPXKEHHS;
3MiHU 3 AKOCTI. FoTOBUIA

nikapcbkuii 3aci6. 3mMiHu y

BMPOGHMLTBI. 3amiHa abo

rOTOBOrO J1iKapCbKOro 3acoby
(8iNbHULA 4N BTOPUHHOTO
nakyBaHHs) - fJoaBaHHS

BTOPUHHE NakKyBaHHA

NabopaTopioc MeHapiHi C. A.
(Laboratorios Menarini S. A.) 3
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ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

aipecoro MicLA NPOBaKeHHS
nisinbHocTi AnbgoHc X, 587,
BapanoHa, bapcenona, 08918,
Icnanis (Alfonso XIl, 587,
Badalona, Barcelona, 08918,
Spain). BBegeHHsA 3MiH NpoTsArom
6-TV MicALIB NiC/1A 3aTBEPLKEHHS;
3MiHu 3 AKocTi. CepTudikar
BignosigHocTi/lE-cepTudikar
BIANOBIAHOCTI EBpONechbkil
thapmakonei/MoHorpadir.
MoaaHHA HoBOro abo OHOB/IEHOTO
cepTudiikaTa BignosigHocTi abo
BWJTyYEeHHs cepTudikaTa
BiNOBIAHOCTI E€BpPONENChKiit
hapmakonei: ana A®l; pns
BUXiAHOTO
MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPNCTOBYIOTHCA
y BUPOGHMLTBI ADI; Ans
[0MOMDKHOT PEYOBUHM
(cepTudikaT BigMOBIAHOCTI
€Bponelicbkiin hapmakonei) -
OHoBNEHWIA cepTudikar Big, yxe
3aTBEPAKEHOIO BUPOOHMKA -
MNoaaHHA oHosneHoro CEP Ne RO-
CEP 2012-398-Rev 04 gns A®|
onimecapTaHy MefoKCOMiny Bif
3aTBepxeHoro Bupo6Hvka Daiichi
Sankyo Co., Ltd. (3aTBepmxeHo:
RO-CEP 2012-398-Rev 03) 3
OHOBJ/IEHHAM cepTuddikaTy oauH i3
3aTBEPAKEHMX BUPOBHNYMX
maligaHuukis, Daiichi Sankyo
Chemical Pharma Co. Ltd., 6yno
BWUYYEHO; 3iHN 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-
cepTudikaT BiANOBIAHOCTI
€Bponelicbkiit
thapmakonei/moHorpadii.
MogaHHA HoBOro abo OHOB/IEHOrO
cepTudpikaTa BignosigHoOCTI abo
BU/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
hapmakonei: ana A®l; gns
BMXiAHOTO
MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS
y BUPO6HUUTBI ADI; ans
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
[0MOMDKHOT PEYOBUHU

(cepTudpikat BiANOBIAHOCTI
€sponelicbkili hapmakoner) -
OHoBReHWi cepTuddikaT Big yxe
3aTBEPAKEHOrO BUPOOHMKA -
nogaHHsa oHossieHoro CEP Ne RO-
CEP 2012-398-Rev 05 ans Adl
onMecapTaHy MefloKCOMINy Bif,
3aTBEpAXeHoro BUpo6Hvka Daiichi
Sankyo Co., Ltd. (3aTBepmxeHo:
RO-CEP 2012-398-Rev 04) B
OHOB/IEHOMY cepTudikaTi BBEAEHO
HOBI NIMITYK LL{OA0 AOMILLOK
HITPO3aMiHy 3 Bi4NOBIAHUM
MEeTOOM BUNPOBYBaHHAM,
BUJTYYEHO BaKKi METasn; 3MiHN 3
AKocTi. CepTudikar
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONechbkil
thapmakonei/MoHorpadir.
MoaaHHsA HoBOro abo OHOB/IEHOTO
cepTudiikaTa BignosigHocTi abo
BWJTyYEeHHs cepTudikaTa
BiNOBIAHOCTI E€BpONeNChKiit
hapmakonei: ana A®l; pns
BUXiAHOTO
mMaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUPOGHMLTBI ADI; ans
[0MOMDKHOT PEYOBUHM
(cepTudikaT BigMOBIAHOCTI
€Bponelicbkiin hapmakone) -
OHoBNEHWIA cepTudikar Big, yxe
3aTBEPAKEHOIO BUPOOHMKA -
MNoaaHHA oHosneHoro CEP Ne R1-
CEP 2012-398-Rev 00 ana A®I
onimecapTaHy MefoKCOMiny Bif
3aTBepxeHoro Bupo6Hvka Daiichi
Sankyo Co., Ltd. (3aTBepgxeHo:
RO-CEP 2012-398-Rev 05); 3MiHK
3 AkocTi. CepTudikat
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONechbkil
thapmakonei/MoHorpadir.
MoaaHHsA HoBOro abo OHOB/IEHOTO
cepTudiikaTa BignosigHoCTI abo
BWJTyYEeHHs cepTudikaTa
BiNOBIAHOCTI E€BpPONENChKiit

chapmakonei: ana Adl; ans
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BMXiAHOTO
MaTepiany/peareHTy/npomiKHOro

NPOAYKTY, L0 BUKOPUCTOBYIOTLCSA
y BUpO6HNLTBI ADI; aAns
[0MNOMDKHOT peYOBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponelicbkin hapmakone) -
OHOBNEHWi cepTuddikaT Big yxe
3aTBEPKEHOr0 BUPOOHUKA -
MNogaHHA oHoBneHoro CEP Ne R1-
CEP 2013-105-Rev 00 gns A®l
onimecapTaHy MefoKCOMiny Bif
3aTBEPAKEHOTO BUPOOHMKA
Chinoin Pharmaceutical And
Chemical Works Private Co., Itd.
(3atBeppxeHo: RO-CEP 2013-
105-Rev 01); 3MiHW 3 AKOCTI.
CeprtucpikaT BignosigHocTi/lE-
cepTudikart BiAMOBIAHOCTI
€Bponelicbkii
thapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOrO
cepTugikaTa BignoBigHoOCTi abo
BUyYEHHA cepTudikata
BiANOBIAHOCTI EBpONechbkil
chapmakonei: ana Adl; ons
BUXi4HOro
mMarepiany/peareHTy/npomiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUPOGHULTBI ADI; ans
[0MOMDKHOT PEYOBUHU
(cepTudpikat BiANOBIAHOCTI
€sponelicbkili hapmakoner) -
OHoBReHWi cepTuddikaT Big yxe
3aTBEPAKEHOrO BUPOOHMKA -
MNogaHHA oHoBneHoro CEP Ne R1-
CEP 2013-105-Rev 01 ans Adl
onMecapTaHy MefloKCOMINy Bif,
3aTBEPAKEHOr0 BUPOGHMKA
Chinoin Pharmaceutical And
Chemical Works Private Co., Itd.
(3atBeppxeHo: R1-CEP 2013-
105-Rev 00); 3MiH/ 3 AIKOCTI.
CepTudpikat BignosigHocTi/lE-
cepTudikart BiAMNOBIAHOCTI
€Bponeiicbkii
thapmakonei/MoHorpadir.
MoaaHHsA HoBOro abo OHOB/IEHOTO

cepTudikaTa BignoBigHocTi abo
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

BU/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONeichbkili
hapmakonei: ana A®l; gns

BMXiAHOTO
MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCSA

y BUpO6HNLTBI ADI; ans

[0MNOMDKHOT peYOBUHU
(cepTuddikaT BiANOBIAHOCTI

€Bponelicbkiin hapmakoner) -
OHOBNEeHWi cepTuddikaT Big yxe
3aTBEPKEHOr0 BUPOOHUKA -
MNogaHHA oHoBneHoro CEP Ne RO-
CEP 2013-268-Rev 03 gns A®|
onimecapTaHy MefoKCOMiny Bif
3aTBEPAKEHOTO BUPOOHMKA
Zhejiang Tianyu Pharmaceutical
Co., Ltd. (3aTBepmxeHo: Ne RO-
CEP 2013-268-Rev 02); 3miHu
Lwoao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. BHeceHHs abo
3miHa(1) 4o 3060B'A3aHb Ta yMOB
BMAaui peecTpaujiinHoro
noceigyeHHs, BkIoyaroun Mnax
ynpasAiHHA pUsnkamu
(3acTocyBaHHA TEKCTY, AKWIA
NOrOKEHWI 3 KOMMETEHTHUM
opraHom) - [laHoto 3MiHO
3asBHUK X04e NpeAcTaBUTW HOBI
YMOBU 4171 LO3BOJTY Ha NPOJaX AK
HaBefeHo y flogatky Il oo
PilueHHsa BMKOHABYOT KOMICIT, ¥
pamkax CtatTi 31 AupekTusm
2001/83/EC €Bponeiicbkoro
napnameHTy Ta Pagu, 403Bin Ha
NpOAAX MeANYHNX NPOAYKTIB A4S
BUKOPWCTaHHS IIOANHOI0 SiKi
MICTSATb Y IKOCTi aKTUBHUX
PEeYoBUH KaHaecapTaH,
iapbecapTaH, /103apTaH,
onvecapTaH, BasicapTaH. Lis
3MiHa byna ysromkeHa CMDh y
nigcymky ctartTi 31 HanpasneHoi
Ha aHTaroHiCTiB aHrioTeH3uH 2
peuenTopiB ( capTaHu), LWo
MICTATb TeTPa3osibHy rpyny
(EMEA/H/A-31/1471); 3BIT 3ycTpiyi
CMDh Big 26 6epesHs 2019

(EMA/CMDh/89897 1/20 18);
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MiHK WoA0
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy. 3MiHn y
KOPOTKIil XapakTepucTumui
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTpYKLU|i Ans
MEMNYHOr0o 3aCTOCYBaHHSA y
3B’AA3KY i3 HOBUMM AaHUMK 3
SAKOCTIi, AOKMIHIYHUMM, KTiHIYHUMK
JaHyMK Ta AaHumm 3
thapmakoHarnagy - 3MiHM BHECEHO
00 IHCTPYKUiT 4N MeanyHoro
3aCTOCYyBaHHS Nikapcbkoro 3acoby
[0 po3ginis "B3aemogis 3 iHWMMK
niKkapcbknMmu 3acobamm Ta iHLWi
BMAN B3aEMOIii" BigNoBigHO A0
mMarepianis peecTpadiiHoro
[ocbe. BBefieHHs1 3MiH NpoTArom
6-TV MicALIB NiC/1A 3aTBEPLKEHHS.

16.

AYTMEHTUH™

TabneTtkn, BKPUTI
o6onoHkoto, 500 mr/125
Mr, o 7 TabneTok y
6nicTepi (koxeH 6nictep
pasom 3
BOJ10r03aXMCHUMM
rpaHynamu-cawle y
nakeTi 3 aJlloMiHiEBOT
donbrn); no 2 6nictepu
B NakeTax Yy KapTOHHIl
ynakoBLi

"nakcoCmiTKnsaiiH
Ekcnopt flimiteq,

Benvka
BputaHis

"nakco Bensnkom
MpoaakLuH,
®paHuia; CMITKNsiH
Biuem
dapmacbloTuKaUc,
Benvka bputaHis

PpaHuis/
Benvka
BpuTaHis

BHECEHHS 3MiH [0 peecTpavuiiHnX
Marepianis: 3miHu | Tuny -
noAaHHA OHOB/EHOTO cepTudikarta
BIANOBIAHOCTI EBPONENChbkili
thapmakonei Ne R1-CEP-2005-
179-Rev 03 gnsa A®l Kanito
KnaBynaHaTy, pO3BEAEHOrO Bif,
BXe 3aTBepAKEeHOro BUPO6HMKa
CKD Bio Corporation, Kopes, y
Hacnigok: - 3MiH y agpeci
BMPO6HUMKa, a came 3amiHa
LIECTU3HAYHUX NOLUTOBYWX iHAEKCIB
Ha nm'aTusHauHi (ctano: CKD Bio
Corporation 292, Sinwon-ro,
Danwon-gu Korea (Republic of)-
15604, Ansan-si, Gyeonggi-do); -
[04aTKOBMX 3MiH B 06CSI3i OL|iHKM
EDQM: fofgaBaHHA BUPOGHMKA
6e3nocepefHbOi yNakoBKU
KIHLLeBOi PeyOBMHN Ta A0AaBaHHSA
IHLLIOro copTy MIKpOKpUCTasTivHOT
Liesio103u Bif BXe
3apPEeECcTPoBaHOro BUPOOHNMKA,; -
pefakuiiHUX OHOB/EHb PO3ainis
S.4.2 AHaniTnyHI Npoueaypu Ta
S.4.3 Banigauisi aHaniTM4HNX
npoueayp; 3MiHu | Tuny -
noJaHHs OHOB/IEHOro cepTucpikata
BiANOBiAHOCTI EBponeicbkil

3a peyenmom

UA/0987/02/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

thapmakonei Ne R1-CEP-2005-
179-Rev 02 gna A®l Kanito
KnaBynaHaTy, pO3BeAEHOr0 Bif,
BXe 3aTBEPAKEHOro BUPOGHYMKa
CKD Bio Corporation, Kopes, y
HacnigoK OHOBJIEHHS PO3ainy
oo crabinbHocTi A®I; 3MiHM |
TMNY - NOA@HHS OHOB/IEHOTO
cepTucpikaTa BiANOBIAHOCTI
€sponelicbkiin dhapmakonei Ne R1-
CEP-2005-179-Rev 01 gns A®l
Kanito knaBynaHaTy, po3BefeHOoro
Bif] BXE 3aTBEPAKEHOI0
BMpo6HMKa CKD Bio Corporation,
Kopes, y Hacnifok 3miH y agpeci
BMPOGHMKa, a came 3amiHa cTapoi
aZipecHol cucTemMun HOBOH
CUCTEMOIO, L0 6a3yeTbCA HA
Ha3Bax By/M1Lb Ta HOMepax
bygaisenb

17.

AYITMEHTUH™(BD
)

TabneTkn, BKPUTI
NNiBKOBOK 060/I0HKOIO,
875 mr/125 wmr; no 7
Tabnetok y 6nictepi; no
1 6nicTepy B MakeTi; No
2 nakeTa y KapTOHHIi
ynakoBLi

"nakcoCmiTKnsaiiH
Ekcnopt flimiteq,

Benvka
BputaHis

"nakco Bennkom
MpoaakLuH,

®paHuia; CMITKNsiH

Biuem
dapmacbloTrKaUic,
Benvka bputaHis

PpaHuis/
Benvka
BpuTaHis

BHECEHHS 3MiH [0 peecTpavLiiHnX
Marepianis: 3miHu | Tuny -
BHECEHHS HE3HAYHWX 3MiH A0
aitoyoro metogy BEPX ans
BM3HAYEHHS CYNYTHIX AOMILLIOK
AMOKCULMAIHY, a came: 3MiHW Y
npoueci NigrotToBky 3paskis,
Jojatn aBTomaTn3oBaHy
nifroToBKy 3paska fo
3apeecTPoBaHOro py4yHoOro Metoay
Ta BHECEHHS 3MiHU Y MPUroTyBaHHi
€Ta/IOHHOTO CTaHAapTHOro
PO34YMHY AOMILLOK AMOKCULMAIHY;
3MiHU | TUNY - BHECEHHSA
He3HauYHWX 3MiH 40 Ailoyoro
meToay BEPX g9 BU3HAYEHHSA
CYMYTHIX AOMILLOK AMOKCULNAIHY

3a peyernmom

UA/0987/02/01

18.

ALETUACANILWN
OBA KUC/OTA-
JAPHULA

Tabnetku no 500 mr; no
10 TabneTok y
KOHTYPHUX YapyHKOBUX
ynakoskax; no 10
TabneToK y KOHTYpPHii
YapyHKOBIli ynakoBLyj; Mo
1 KOHTYpHIli YapyHKOBIli
ynakoBLi B nauli

MpAT
"dapmaueBTnyYHa
hipma "OapHuus”

YKpaiHa

MpAT
"PapmaueBTnyHa
chipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3mMiHu | TMny - cynyTHA
3MiHa - BUTyYeHHS 3 cneuudikauii
Ta MeTOAiB KOHTposto Ha AdI
nokasHuka «Baxki meTann»; 3miHn
I Tnny -

BHECEHO pefakLUiliHi npaBku 3a
NoKasHNKOM «KinbKicHe
BU3HAUYEHHA», SKi 0DOpPMIIEHI
BiANOBIAHO [0 pekoMeHAauiin Ta
ctunictukn AdY. MeToamka Ta
KpUTEpIii NPUIAHATHOCTI He

6e3 peyenma

UA/2992/01/02

68




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MIHWAUCS; 3MiHW | TURY - CynyTHSA
3MiHa - 3MiHM Y cneumdikauii Ta
MeTogax KoHTponto APl 3a
nokasHKaMm: «PO3UMHHICTb»
«lpeHTudikayis», «Mpo3opicTb
PO34KHY», «KONbOPOBICTb
PO34UMHY» BHECEHO pedaKLiiiHi
npasku, ki ochopMeHi BiANOBIAHO
[10 pekomeHaaLiil Ta CTUNICTUKK
[dY; «CynpoBigHi LOMILLKN»
MeToAMKa AOMNOBHEHA AAHVUMV PO
TePMiH NPUAATHOCTI PO3UMHIB i
YTOUYHEHO TOProOBi Ha3BYU
XpomatorpagiyHol KONOHKN;
BHECEHO pefakLiiiHi npaBku, ki
odhopMeHi BiANOBIAHO A0
pekomeHAaLili Ta cTunicTukm AdY.
HopmyBaHHS 3a/1MLLEHO 6€3 3MiH;
«Onuc» Buny4YeHa iHdopmais
npo TemnepaTypy nnaBneHHs
cy6CeTaHUil; «MikpobionoriyHa
4yMCTOTa» HOPMYBaHHSA MOKa3HMKa
npuBeAEeHO Y BIANOBIAHICTb A0
Bumor €9, 5.1.4.
3MiHM | TURY - fo npoekty MKA N3
0151 BXIHOTO KOHTPO/o Ha AdI
aueTunicaniymnosa kucnota
BHOCATbCS peAakuiliHi yTOUHEeHHS
[0 po3giny «YMoBY 36epiraHHs»
(3anponoHoBaHO: «Y LUiIbHO
3aKynopeHOMyY KOHTelHepi npu
Temneparypi He BuLle 25 ?»)

19.

BAIHBE/Ib MA3b
IHTEHCU/B

ma3b, no 50 r a6o 100 r
y Ty6i; no 1 Ty6i B
KapTOHHIlA KOpooLi

[Op. Taiicc
HartypBapeH M'm6X

HimeuyunHa

[p. Taiicc
HatypBapeH 'm6X
(KOHTPO/b SIKOCTI Ta
BWNYCK cepil;
BMPOGHMLTBO
Hepo3dgacoBaHOl
npoAyKuii, NnepBuHHe
Ta BTOPVHHE
nakyBaHHs)

HimeuunHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHu | TUNY - 3MiHa
HaliMeHyBaHHs Ta agpecu
AiNbHULI 3 NPOBEAEHHS KOHTPOSIO
AKOCTI,6€3 3MiHM BUPOOHNLTBA -
3anpornoHOBaHO: AiNbHULSA, Ha SiKili
3[iICHIOETLCA KOHTPO/b cepil
(chi3vKo-ximiuHi BUNPOBbyBaHHS):
DSG Biotec GmbH Institut fur
Pharma - Analytik Rosenheimer
Strasse 3 83229 Aschau im
Chiemgau /Germany; 3MiHu | Tuny
- 3MiHa MiCLLe3HaxX0MKEHHS
[iNbHULI 3 TPOBEAEHHS KOHTPONS
AKOCTi (MiKpO6ioNoriyHi
BMMPOGYBaHHS) - 3aMpONoHOBaHO:
MikroBiologie Kramer GmbH

6e3 peyenma

UA/9105/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Primsaue 7 66809 Nalbach
Germany; 3MiHu | Tuny - 3MiHa y
MeToAax BUNpobyBaHHSA roToBOro
nikapcbKoro 3acoby, ans
ONTMMI3aLil BUSHAYEHHS Ailunx
peyoBuH B /13, O METOAMKU
BBOAATLCA [0AATKOBI PO3YMHN
NopiBHAHHSA edhipHUX onili (onil
COCHOBOI XBOI, ckunugapy, onii
eBKaninToBoi) cneyundiyHnx ans
N3; 3MiHK | TUNY - 3MiHK Y
NePBUHHIl yNakoBKy - 3MiHa
N1acTMKOBOI Ty6y Ha asTloMiHIEBY
Ty6y; 3MiHW | TUNY - BUNTYYEHHSA
ynakoBK1 po3MipoM 75 r; 3MiHW
BHECEHI B po3gin "Ynakoska" B
IHCTPYKLi0 ANA MeguyHoro
3acToCyBaHHSA NikapCbKoro 3acoby
Yy 3B’A3KY 3 BU/TYYEHHSAM NEBHOrO
PO3Mipy ynakoBKu, IK HACNifOK -
BUJTYYEHHS TEKCTY MapKyBaHHS
BifNOBIAHOT YNakoBKM

20.

BIOBEH MOHO®

pO34uH ANs iHgysili 5%;
in bulk: no 25 mny
nAswui abo dpakoHi; no
96 nnawok abo
h/1aKoHIB y rpymnosii
Tapi; in bulk: no 50 mny
nnawLi abo nakoHi; no
56 nnswok abo
ch/1aKoHIB y rpymnosii
Tapi

TOB "BIO®PAPMA
MJIA3MA"

YKpaiHa

TOB "BIO®PAPMA
MIA3SMA"
(BUpOGHMLTBO,
nepBuHHE
nakyBaHHS;
BMPOGHMLTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS1, BUNYCK
Ccepiii; KOHTPO/b
AKOCTI)

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHu | TUnNy - 3MiHN 3
SKoCTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO MiKapcbKoro
3acoby. 3viHa napameTpis
cneuudikauin Ta/abo AonycTUMmX
MeX roTOBOro JlikapCbKoro 3acoby
(iHWi 3miHW) - 3amiHa NokasHuKa
SIKOCTi 3 BiAMNOBIAHUM METOA0M
KOHTpO/0 ManbTo3u MoHorigpaT
Ha niyyH 4Ns rotoBoro
nikapcbKoro 3acoby y 3B'A3KY i3
3MiHOO JONOMDKHOT pevyoBUHY;
3MiHM | TUnY - 3MiHK 3 AKOCTI.
[oTOBMIA NikapcbKuii 3acio.
Cucrema
KOHTeliHep/3aKynoptoBasbHuWi
3aci6 (iHwWi 3MiHK) - HagaHHs
neTanbHoi iHdopmauii B
peecTpauiiniHOMy A0CbE w040
NEepPBUHHOTO MaKyBaHHS MPOMDKHOT
(Hepo3sdpacoBaHoi) Npoayku;i, a
came 36epiraHHs npoaykTy y 3D-
KoHTeliHepi ALLEGRO single use
system; 3miHu Il Tuny - 3MiHu 3
akocTi. A®l. BUpobHULTBO. 3MiHK
B npoueci BupobHuuTBa AP (iHwi

UA/14527/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

3MiHN) - 36ibLUEHHS 06'EMY
BMPOGHMYOro nysy naasmu ans
opakuioHyBaHHs fo 2100 n Ha
BMPOGHWUYIN AinbHuui y M. Bina
LlepkBa.; 3miHu Il TUny - 3MiHu 3
AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
Onuc Ta cknag. 3miHa y cknagi
(4ONOMDKHMX peyoBUHaX) roTOBOro
nikapcbKoro 3acoby (iHwi
[OOMOMDXHI peYoBMHNM) - 3MiHa Y
nikapcbkoMy 3acobi
6i0N10riYHOro/iMyHOONYHOr0
MOXOKEHHS - 3MiHW BHECEHO [0
po3giny "Cknag" (3mMiHeHa
[0MNOMDKHA PevoBMHA), TaKoX
3MiHW BHECEHO [0 TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro
3aco06y. 3MiHM TakoX BHOCATbCSA
[0 peecTpauiiHoro nocBigYeHHs
Ta MKA. 3miHa y cknagi
(BONOMDKHMX peYvOBMHAX) rOTOBOTO
nikapcbKoro 3acoby; 3miHu Il Tuny
- 3MiHu 3 AKocTi. API.
Brpo6HMUTBO (iHLLi 3MiHK) -
MepechopmartyBaHHs iHdopmMaLii
3ara/ibHOro TeXHIYHOro JOKYMeHTa
Mogynb 3 yactuHa S
peecTpauiiHoro AockbeE; 3MiHu |
TUny - 3MiHK 3 AKoCTi. [0TOBWMIA
nikapcbkuii 3aci6. Onuc Ta cknag,
(iHWi 3miHW) - MNepedopmaTyBaHHSA
iHhopmaLii 3aranbHOro
TEXHIYHOTrO AoKyMeHTa Mogaynb 3
yacTuHa P peecTpauiiiHoro AOCbE;
3MiHu |l TNy - 3MiHK Wwoao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. BHeceHHs abo
3MiHa(v) [0 3060B'A3aHb Ta YMOB
BMAAui peecTpaujiitHoro
nocBig4YeHHs, BkIovaoun Mnax
ynpasniHHA pusnkamu
(3acTocyBaHHs 3MiH(1), sKi(a)
B/MaratTb(€) NogasbLIOro
06I'pYHTYBaHHA HOBMMM
[00aTKOBUM AaHVIMW, L0 MaloTb
Ha/faBaTnca KOMNETEHTHUM
opraHoMm, OCKiflbk/ BUMaraeTbcs
CyTTEBA OLLiHKA KOMMNETEHTHUM
opraHom)- 3asiBHUKOM HafaHo
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

OHOBJ/IEHWIA NNaH ynpas/liHHA
pu3unkamu Bepcis 2.0. 3MiHu
BHECEeHO 0 YacTuH: | «3arasibHa
iHchopmauis», Il «Cneundikauis 3
6e3neku», Il «MnaH 3
thapmakoHarnsgy», IV «fnaxu
oo nicnspeecTpauiiHnx
nocnimkeHb eqpekTMBHOCTI», V
«3axoay 3 MiHiMisauii pusukis», VI
«Pestome nnaHy ynpaeniHHs
pusmkamm», VIl «logatkn» Ha
OCHOBI BU/TYYEHHSI BaXK/IMBOTO
ileHTNIKOBAHOTO PU3MKY
"MopyLUeHHsA aHani3y piBHSA
T/1I0KO3M B KPOBI" Y 3B'A3KY i3
3MIHOI [OMOMDKHUX PEYOBUWH, &
came MasibTO3V MOHOrigpaT Ha
TAILWH.

Pestome MNnaHy ynpasiHHA
pusnkamu Bepcisa 2.0 gogaeTbes;
3MiHW Il Tuny - 3MiHK 3 AKocTi. ADI.
Brpo6HMUTBO. 3MiHM B Mpoueci
BUpo6HULUTBa API (3HaYHA 3MiHa Y
npoteci BupobHuutea A®I, o
MOXe MaTu iCTOTHWIA BN/IMB Ha
AKICTb, 6e3neky abo eheKTUBHICTb
nikapcbKoro 3acoby) - BeefeHHs
[0[aTKoBOro etany
BipyciHakKTMBaLii y npoueci
BMpo6HULUTBA AP| — eTan
HaHoiNbTpaLji nepeq eTanom
ynbTpadinbTpaLii 3 MeTot
BUa/IEHHSA NOTEHLAHO NPUCYTHIX
6€3060/10HKOBUX BipYyCiB.

21.

BIOBEH MOHO®

pO34uH ANs iHgysili 5%;
no 25 mn, 50 mn a6o
100 mn y nnsAwyi abo
dhonakoHi; no 1 nnswi
a60 hnakoHy y nauui 3
KapTOHY

TOB "BIO®PAPMA
MJIA3MA"

YKpaiHa

TOB "BIO®PAPMA
MIA3SMA"
(BUpOGHMLTBO,
nepBuHHE
nakyBaHHS;
BMPOGHMLTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS1, BUNYCK
Ccepiii; KOHTPO/b
AKOCTI)

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHu | TUnNy - 3MiHN 3
SKocTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO MiKapcbKoro
3acoby. 3viHa napameTpis
cneuudikauin Ta/abo AonycTUMmX
MeX roTOBOrO JlikapCbKoro 3acoby
(iHWi 3miHW) - 3amiHa NokasHuKa
SIKOCTi 3 BiAMNOBIAHUM METOA0M
KOHTpO/0 ManbTo3u MoHorigpaT
Ha niuyH 4Ns rotoBoro
nikapcbKoro 3acoby y 3B'A3KY i3
3MiHOO JONOMDKHOT pevyoBUHY;
3MiHM | TUny - 3MiHK WoAo
6e3nekn/eddeKTNBHOCTI Ta

UA/14526/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

thapmakoHarnagy (iHwi 3MiHn) -
3MiHV BHeceHo A0 IHCTpykKuii ans
MeJNYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby A0 po3ainy
"Nikapcbka hopma. OCHOBHI
Pi3nKo-ximiyHi BnactusocTi."
(BHeceHa pefakuiiiHa npaska 6e3
hakTUYHOT 3MiHM iHdhopmaLii),
TakoX 3MiHN BHECEHO [10 KOPOTKOT
XapakTepuUCTUKN NiKapcbKoro
3acoby go posginy "4.5. Ocobnusi
3acTepeXeHHs Ta 3anobiKHi
3ax04M Npu 3acToCcyBaHHI"
(y3romxeHo iHdhopmadito,
HaBefeHy B IHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHS Ta B
KOPOTKIil XapakTepucTumui
nikapcbKoro 3acoby); 3MiHu | Tuny
- 3MiHK 3 KOCTi. FoTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBasibHUiA
3aci6 (iHwi 3miHW) - HagaHHsa
neTtanbHoi iHdhopmauii B
peecTpauiiHomMy [OCbE LL0A0
NEePBUHHOTO MaKyBaHHS MPOMKHOT
(Hepo3sdpacoBaHoi) Npoayku;i, a
came 36epiraHHs npoaykTy y 3D-
KoHTeliHepi ALLEGRO single use
system; 3miHu Il Tuny - 3MiHu 3
akocTi. A®l. BUpobHULTBO. 3MiHK
B npoveci Bupo6bHuuTea A®| (iHwwi
3MiHW) - 36iNbLUeHHsA 06’emy
BVMPOGHWYOrO Myny nnasmu ans
dhpakuioHyBaHHs 7o 2100 11 Ha
BMPOGHUUIl AinbHUUi y M. Bina
Llepksa.; 3minu Il TMny - 3miHu 3
AKocTi. [oToBWIA Nikapcbknii 3aci6.
Onuc Ta ckiag,. 3miHa y cknagi
(BONOMDKHMX peYvOBMHAX) rOTOBOTO
nikapcbKoro 3acoby (iHwi
[LOMOMDKHI pe4yoBrHK) - 3MiHa Y
nikapcbKomy 3acobi
6ion10riYHOro/iMyHoNoriYHOro
MOXOAKEHHS - 3MiHW BHECEHO 10
IHCTPYKUiT AN MeguuHoro
3aCTOCYyBaHHS Nikapcbkoro 3acoby
0o posginy "Cknag" (3miHeHa
[0MNOMDKHA PevoBMHA), TaKoX
3MiHM BHECEHO [0 KOPOTKOI
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

XapaKTepuCTUKN NiKapcbKoro
3acoby A0 po3giny "2. FAKiCHWi i
KinbKicHuiA cknag" (3MiHeHa
[OMOMDKHA PEYOBMHA), K
Hacnigok, 3MiHW BHECEHO A0
TEKCTY MapKyBaHHS yNakoBKM
nikapcbKoro 3acoby. 3MiHN Takox
BHOCSITbCA 10 peecTpaviiiHoro
nocsigyeHHsa Ta MKA. 3miHa 'y
cknagi (4oNOMKHUX peyOBMHAX)
roTOBOrO /liKapCbKoro 3acoby;
3MiHW Il Tuny - 3MiHK 3 AKocTi. ADI.
Brpo6HMUTBO (iHLLi 3MiHK) -
MepedropmaTyBaHHs iHhopmaLi
3arasibHOro0 TEXHIYHOrO JOKYMEeHTa
Mogynbe 3 yactuHa S
peecTpaLiiiHoro Aocke; 3MiHu I
TMNy - 3MiHW 3 SIKOCTi. FOTOBWIA
nikapcbknii 3aci6. Onuc Ta cknag
(iHWi 3miHW) - MepedopmaTyBaHHSA
iHchopmaw,ii 3arasibHoOro
TEXHIYHOro fokymeHTa Mogynb 3
yacTuHa P peecTpauiiHoro Aocbe;
3MiHK |l Tuny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BHeceHHs abo
3MiHa(1) L0 3060B'A3aHbL Ta YMOB
BMAaui peectpauiinHoro
nocBig4eHHs, Bkoyatoun Mnax
ynpaBnAiHHA pu3nKamu
(3acTocyBaHHs 3MiH(1), sKi(a)
BUMaratoTb(€) nogasibLIoro
06r'pyHTYBaHHSI HOBUMM
[0AaTKOBUM AaHVIMW, L0 MaloTb
Ha/faBaTnca KOMMNETEHTHUM
OpraHoMm, OCKiflbki BUMaraeTbcs
CyTTEBA OL,iHKa KOMNETEHTHUM
opraHom)- 3asiBHUKOM HafaHo
OHOBJIEHWIA NNaH yNpaB/iHHA
pv3vikamu Bepcis 2.0. 3miHu
BHECEHO [0 YaCTuH: | «3aranbHa
iHdbopmauis», Il «Cneundikauis 3
6e3nekn», Il «MnaH 3
hapmakoHarnagy», IV «Mnavu
oo nicnsipeecTpauiiHmnx
JocnimpKeHb edheKTUBHOCTI», V
«3axoay 3 MiHiMi3aLii pusukis», VI
«Pestome nnaHy ynpasniHHA

pusmkamn», VIl «Jogatkmu» Ha
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

OCHOBI BW/TyYEHHS BEXK/IMBOTO
ileHTUIKOBAHOro pU3NKy
"MopyLUEHHA aHani3y piBHA
T/1I0KO3M B KPOBI" Y 3B'A3KY i3
3MIHOI AOMNOMDKHUX PEYOBWH, a
came MasibTO3M MOHOrigpaT Ha
TAIUMH.

Pestome MNnaHy ynpaBniHHA
pu3nkamu Bepcia 2.0 goaaeTbes;
3MiHn Il Tuny - 3MiHK 3 skocTi. AdI.
Bupo6bHMLTBO. 3MiHM B npoLeci
BMPO6HULTBA AP| (3HAYHA 3MiHa Y
npoteci BupobHuutea A®I, o
MOXe MaTu iCTOTHWIA BNIMB Ha
AKiICTb, 6e3neky abo e(peKTUBHICTb
nikapcbKoro 3acoby) - BeegeHHs
[oJaTkoBoro etany
BipyCiHakTuBaLii y npoueci
BMpo6HULTBa AP| — eTan
HaHoiNbTpaLii nepes eTanom
ynbTpadinbTpaLii 3 MeTot
BWAAIEHHS MOTEHLIAHO MPUCYTHIX
6€3060/10HKOBUX BipyCiB. 3MiHU
BHECEHO A0 IHCTPYKUIT Ans
MeJNYHOr0o 3acCTOCYBaHHS
niKapcbKoro 3acoby A0 po3ainy
"®apmakonoriyHi BnactnsocTi”,
TaKOX 3MiHN BHECEHO A0 KOPOTKOI
XapaKTepuCTUKK Nikapcbkoro
3acoby fo po3giny "5.1.
dapmakoguHamiuHi BNacTuBoCTi"
(BHeceHo iHdhopMaLito LWwoao
MeToay 06pO6K/ Ta OUULLLEHHS
PO34MHY /iKaPCbKOro 3acoby)

22.

BICENTON

cycneHsis opanbHa, 200
Mmr/40 mr/5 mn; no 80 mn
y donakoHi; no 1
donakoHy i Mipkoto 3
noginkamu B KapTOHHIi
Kopobui

MepaHa Papma
AKuiOHepHe
ToBapucTeBo

MonbLa

MepaHa ®apma
AKuUioHepHe
ToBapucTeo

MonbLa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHN | TUMY - 3MiHW
BHECEHO A0 IHCTPYKUIiT Ans
MeAMUYHOr0o 3aCTOCYBaHHS
nNikapcbKoro 3acoby 4o po3ainy
"Oco6nMBOCTI 3acTOCyBaHHS"
o0 6e3neky 3acToCyBaHHs
[il04NX peyvoByH, BiAMNOBIAHO A0
pekomeHgauii PRAC; 3minm | Tuny
- 3MiHM BHECEHO A0 IHCTPYKUii ans
MeJNYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby A0 po3ainy
"Mo6iyHi peakuii” BignosigHO A0
OHOB/IEHOT iHdhOpMaLii 3 6e3neku
3aCTOCYBaHHSA [1il04MX PEYOBUH

3a peyenmom

UA/9311/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
23. BICENTO/ 480 KOHLeHTpaT Ans BapLuaBcbkuii Monbwa BapLuaBcbkuii Monbwa BHECEHHS 3MiH [10 peecTpauiiiHux | 3a peyenmom UA/3795/01/01
NPUrOTYBaHHSA PO3YMHY hapmaLeBTUYHNIA hapmaLeBTUYHNI MaTepianis: 3MiHu | Tuny -
Ans iHdysiii (80 mr+16 3aBog, Monbha AT 3aBog Monbdha AT nogaHHa oHossieHoro CEP R1-
mr)/mn, no 5 mn B CEP 1999-172-Rev 02 ana A®I
amnyni; no 5 amnyn y cynbhameToKcasony, Bif BXe
KOHTYPHIIn YapyHKOBIlA 3aTBEPAKEHOT0 BUPOOHUKA
YMaKoBLi; MO 2 KOHTYpHI Virchow Laboratories Limited,
YapyHKOBI yNakoBKU B IHAiA, Ta AK HacMi40K BUNYYeHHS i3
KapTOHHIlA KOpO6L cneumdikaLlii noKkasHuka «Baxki
meTanm»
24, BICENTO/N 480 KOHLeHTpar ans BapLuaBcbkuii MonbLa BapLuaBchbKuii MonbLa BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/3795/01/01
NPUroTyBaHHA PO3UYUHY hapmaueBTUYHWI hapMaLeBTUYHWIA marepianis: 3MiHu | TURY - 3MiHK
ans iHdysin (80 mr+16 3aBof Monbdha AT 3aBog Monbcha AT BHECEHO A0 IHCTPYKUIiT Ans
mr)/mn, no 5 mn B MeAMUYHOr0o 3aCTOCYBaHHS
amnyni; no 5 amnyny nikapcbkoro 3acoby 4o po3ainy
KOHTYPHIli YapyHKOBIi "Oco6nMBOCTI 3aCTOCYBaHHS"
YNakoBLii; N0 2 KOHTYPHi o0 6e3neky 3acToCyBaHHsS
YapyHKOBI YNakoBKV B [il04NX peyvoByH, BiAMNOBIAHO A0
KapPTOHHIi KOpooOLii pekomeHgauin PRAC
25. BICONPONO/- Tabnetku no 10 mr no 10 TOB "TeBa Ykpaina Mepkne 'vbX, HimeyunHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/1728/01/02
TEBA Tabnetok y 6nictepi; no YkpaiHa" HimeuunHa marepianis: 3MiHN | TUNY - 3MiHa
3 abo 5 6nicTepis B (BMPOGHMLTBO 3asB/ieHa 3 METOK BUJTyYEHHS
Kopobui Hepo3hacoBaHOro ninbHULi CORDEN PHARMA
npoaykTy, A03BIN Ha CHENOVE (France), wo
BUNYCK cepil; BiANOBIAaEe 3a BUPOOGHMLTBO ADI,
nepBuHHa Ta Ans sikoro 3apeecTpoBaHuii CEP
BTOpPUHHA ynakoBKa, R1-CEP 2008-143-Rev 01,
KOHTOJ1b cepii) BHECEHHS 3MiHM A0 po3ainy MKA
N3 «Cknapgy» - npornoHoBaHa
pefakuis - giroya pevyoBmHa:
6iconponony remidoymapar 5 mr;
BMpo6HUKKM: Unichem Laboratories
Limited (India); Moehs Catalana
S.L. (Spain)
26. BICOMPONOJ- Tabnetkn no 5 mr no 10 TOB "TeBa YKpaiHa Mepkne 'vbX, HimeuunHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/1728/01/01
TEBA TabneTtok y 6rictepi; no YkpaiHa" HimeyunHa marepianis: 3MiHu | TUMy - 3MiHa
3 abo 5 bnicTepis B (BMPOBHNLTBO 3asB/ieHa 3 MEeTO BUJTyYEHHS
KopooLi Hepo3dacosaHoro AinbHuui CORDEN PHARMA
NPOAYKTY, AO3BiN HA CHENOVE (France), wo
BUNYCK cepil; BiANoOBiAae 3a BUPO6GHMLTBO ADI,

nepBunHHa Ta
BTOPWHHA yNaKoBKa,
KOHTOJ1b cepii)

Ans sikoro 3apeecTpoBaHuii CEP
R1-CEP 2008-143-Rev 01;
BHECEHHS 3MiHM A0 po3ainy MKA
N3 «Cknap» - nponoHoBaHa
pefakuis - giroya pevyoBmHa:
6iconponony remidoymapart 5 mr;
BMPO6HMKM: Unichem Laboratories
Limited (India); Moehs Catalana
S.L. (Spain)
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
27. BPUNBbAHTOBUNA pO34MH AN My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH [0 peecTpavyiiiHnX 6e3 peyenma UA/3274/01/01
3EJIEHNIA 30BHILUHLOrO akuioHepHe akuioHepHe MaTepianis: 3MiHu | Tuny -
3acToCyBaHHs, TOBapUCTBO TOBapUCTBO BBE/iEHHSA a/lbTEPHATUBHOMO
cnupToBuii 1 % no 20 "HaykoBo- "HaykoBo- TEKCTY MapKyBaHHA yNakoBKu
My hnakoHax- BMPOGHNYNIA BMPOGHUYNIA LEHTP niKapcbKoro 3acoby i3
KpanenbHUUAxX LLeHTp "BopLyariBcbKuii 3a3HayYeHHsAM noroTuny
"BopLuariBCcbkuii XimiKO- ancTpub'iotopa
XiMiKo- hapmaLeBTUYHNI
thapmMaueBTUYHUI 3asoq"
3asoga”
28. BYCKOMAH® pO34uH AN iH'eKuUiid, 20 TOB "Onenna YkpaiHa BepiHrep IcnaHis BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/6378/02/01
mr/M; no 1 mn B Xenckea YkpaiHa" IHrenbxaiv Ecnaa, marepianis: 3MiHa 3asBHuKa
amnyni; no 5 amnyn'y CA (BnacHvika peecTpadiiHoro
KapTOHHIlA KOpooLi noceigyeHHs) (3rigHo Hakasy MO3
Bif 23.07.2015 Ne 460). 3miHn
BHECEHO B iHCTPYKL,il0 Ans
MeAMYHOro 3aCTOCyBaHHSA LLLOAO
HalilMeHyBaHHS 3asiBHUKa 3
BiANOBIAHMMN 3MiHAMMW Y TEKCTI
MapKyBaHHS YNakoBKW Nikapcbkoro
3acoby. BBefeHHs 3MiH NpOTSrom
6-TK MicALIB Nic/1a 3aTBEPAKEHHS
29. BEHOIEMAHON renb no 40 ry Ty6i; no 1 My6niuHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 peyenma UA/16813/01/01
1000 Ty6i B nayuj akujoHepHe akujioHepHe marepianis: 3miHu | Tuny -
TOBapUCTBO TOBapWCTBO noAaHHA OHOBMEHOTO cepTudikara
"HaykoBo- "HaykoBo- BiANOBIAHOCTI EBpONechbkili
BMPOGHNYNIA BMPOGHNYNIA LEHTP thapmakonei Ne R1-CEP 2006-
LeHTp "BopuyariBcbKuii 233-Rev 01 ana Aol
"BopLuariBcbkuii XiMiKo- [JekcnaHTeHony Big, BXe
XiMiKo- hapmaLeBTUYHWI 3aTBepaxeHoro BupobHnka BASF
hapmaLeBTUYHNI 3asopg" SE, HimeyunHa; 3MiHu | Tuny -
3aBog” nofaHHA OHOB/EHOTO cepTudikarta

BIANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 2006-
233-Rev 02 gna Adl
[ekcnaHTeHony Big, BXe
3aTBEpAKEHOro BMpobHuka BASF
SE, HimeuunHa; 3MiHu | Tuny -
BW/TyYEHHS NMOKasHMKa «Baxki
mMeTanu» 3i cneumdikauii APl
[JekcnaHTeHony 06ymoB/IeHO
npuBeAeHHSAM Y BIANOBIAHICTb A0
BMMOTr MOHorpadiii E®; 3minHu |
TUMY - 3MiHW Y MEeTOAULL
BMNPOOYBaHHA 3a NOKa3HUKOM
«CynpoBigHi JoMiLLKkm» ADI
[JekcnaHTeHony 06ymoBieHO
HEMOX/IMBICTIO BiATBOPEHHS
MeToamnKn HaBegeHoi y CEP;
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KpuTepii NPUAHATHOCTI, MeToA
KiNbKiCHOro BU3Ha4YeHHs JOMILLOK
He 3MiHeHi
30. BEPTIFTOXEE/Nb pO34MH A1 iH'eEKUI No Bionoriwe HimeyunHa Bionoriwe HimeuunHa BHECEHHS 3MiH 10 peecTpavLiiiHnX 3a peyenmom UA/5303/01/01
1,1 mn B amnyni; no 5 XaiinbMmiTTens XainbmitTens MaTepianis: 3MiHu | Tuny -
amnyn y KOHTYpPHIi Xeenb M'm6X Xeenb Mv6X BHeCEeHHS iHthopmauii npo
YapyHKOBIli ynakoBLyj; Mo ch/lyopecueHLito eTUKeTKn y n. 6
1 a6o no 2 a6o no 20 IHLLE TekcTy MapKyBaHHs
KOHTYPHUX YapyHKOBUX NepPBUHHOT YNakoBKW NiKapCbKoro
yMakoBOK y KOpoo6Lii 3 3acoby
KapTOHyY
31. BISAPCUH® Q- TabneTtku, o KPKA, 4.4., HoBo CnoseHis BUPOBHUK, CnoBeHis BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/13484/01/02
TAB® aucnepryoTbes B MecTo BiANOBIgaIbHUIA 32 mMartepianis: 3MiHu | Tuny - 3MiHK 3
POTOBI NOPOXHWHI, NO BUPOBHMUTBO "in siKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
50 wmr, no 1 Tabnetui y bulk", nepBrHHy Ta KOHTPO/1b FOTOBOrO NiKapcbkoro
6nicTepi; no 1 abo no 2 BTOPVHHY YNaKoBKy, 3aco06y (iHWi 3MiHK) - nepeknag,
6nicTepy B KAPTOHHii KOHTPOb Ta BUMYCK MK$A N3 3 pocilicbkoi MOBY Ha
Kopob6ui; no 4 TabneTtku cepii: YKpaiHCbKy MOBY BBeAeHHS 3MiH
y 6nicTepi; no 1, abo no KPKA, a.4., Hoso NpOTArom 6-Tv MicALiB nicns
2, abo no 3 6nictepu B mMecTo, CroBeHis; 3aTBEPKEHHS; 3MiHU | Tuny -
KapTOHHI KOpooLyi BUpo6HMK, 3MiHuM 3 SIKOCTi. [0TOBMIA
BiANOBiAa/IbHWIA 3a nikapcbkuii 3aci6. Onuc Ta ckiag.
NnepBuHHY Ta 3MmiHa y cknagi (40noMiKHMX
BTOPVHHY YMaKoBKY: peyoBMHaXx) roToBOro /ikapcbKoro
KPKA, a.4., HoBo 3acoby (cmakoBi fo6aBku abo
mMecTo, CnoBeHis 6apBHYVIKN) - loaaBaHHs,
BWyYeHHS abo 3amiHa -
3anponoHoBaHo 3MiHy B cknagi
apomaTusaropa M’aTu nepLesoi
(replace sorbitol with sucrose)
3anponoHoBaHo: Composition of
the Flavour peppermint:
maltodextrine, gum Arabic power
E414, sucrose, cornmint oil, L-
Menthol NA 3miHu BHeceHi go
IHCTPYKLii 4Nns MegnyHoro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby
y po3gin "Cknag" Ta, K Hacnifok,
-y po3gain "OcobnnBocCTi
3acTocyBaHHS" (oo 6e3nekn
[0NOMDKHOT pevyoBMHN)
32. BISAPCUH® Q- TabneTtku, Wwo KPKA, a.4., HoBo CnoBeHis BUPOBHUK, CnoBeHisi BHECEHHS 3MiH 40 peecTpaLiiHnx 3a peyenmom UA/13484/01/03
TAB® aucnepryloTbes B MecTo BiANOBigabHNIA 3a mMartepianis: 3MiHu | Tuny - 3MiHK 3

POTOBI NOPOXHWHI, NO
100 wmr, no 1 TabneTujy
6nicTepi; no 1 abo no 2
6nicTepy B KAPTOHHIiA
Kopo6ui; no 4 TabneTku
y 6nictepi; no 1, abo no

BMPOGHMLTBO "in
bulk”, nepBrHHYy Ta
BTOPUHHY YNaKOBKY,
KOHTPO/b Ta BUMYCK

cepi:

KPKA, a.4., Hoso

AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
KOHTpO/1b roTOBOrO /1iKapCbKoro
3aco06y (iHWi 3MiHK) - nepeknag,
MKS N3 3 pociiicbkoi MOBY Ha
yKpaiHCbKy MOBY BBef€eHHS 3MiH

npoTsarom 6-Tm Micsuis nicns
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

2, abo no 3 6nictepu B
KapTOHHilA KopooLi

mecTo, CroBeHis;
Bnpo6HuK,
BiZiNOBIAabHUIA 3a
NnepBuHHY Ta

BTOPUHHY YMaKOBKY:

KPKA, 4.4., Hoso
MecTo, CnoBeHis

3aTBEPMKEHHS; 3MiHM | TUny -
3MiHu 3 siKocTi. FoToBMIA
nikapcbkuii 3aci6. Onuc Ta cknag,
3MiHa y cknagi ([ONOMiXHMX
peyoBMHax) roToBOro NikapcbKoro
3acoby (cmakoBi fob6aBku abo
6apBHUKN) - [loAaBaHHs,
BW/IyYeHHs1 ab0 3amiHa -
3anponoHoBaHo 3MiHy B cKnagi
apomaTtusaropa M’aTu nepLesoi
(replace sorbitol with sucrose)
3anponoHosaHo: Composition of
the Flavour peppermint:
maltodextrine, gum Arabic power
E414, sucrose, cornmint oil, L-
Menthol NA 3miHn BHeceHi go
IHCTPYKUIT AN MeguyHoro
3acToCyBaHHSA NikapCbKoro 3acoby
y po3gin "Cknag" Ta, ik Hacnigok,
-y po3gin "OcobnunBocCTi
3acTocyBaHHa" (oo 6e3nekn
[0NOMIKHOT peyoBMHN)

33.

BITAMIH E -
CAHO®I

Kancynu m'siki no 100 wmr,
Ne 30: no 30 kancyny
chnakoHi; no 1 donakoHy
B KapTOHHIi Kopo6Lyi

TOB "Onenna
Xerckea YkpaiHa"

YKpaiHa

AT "CaHeka
dapmacbloTikans"

CnoBaLbka
Pecny6nika

BHECEHHS 3MiH [10 peecTpaviliHnx
mMaTtepianis: 3MmiHa 3asiBHUKaA
(BnacHvika peecTpadiiHoro
NnocBifYEeHHs1). 3MiHU BHECEHO B
IHCTPYKLilO ANs MeanyHOro
3aCTOCyBaHHSA LWOA0
HaliMeHyBaHHS 3asiBHMKa 3
BiANOBIAHMMW 3MiHAMW Y TEKCTI
MapKyBaHHS YNakoBKW NiKapCbkoro
3acoby. BBefieHHs 3MiH NPOTArom
6-TV MiCALIIB MiC/1A 3aTBEPAKEHHS

6e3 peyenma

UA/3392/01/03

34.

BITAMIH E 200 -
CAHO®I

Kancynu m'ski no 200 wmr,
Ne 30: no 30 kancyn y
chnakoHi; no 1 dpnakoHy
B KapTOHHIi Kopo6ui

TOB "Onenna
Xernckea YkpaiHa"

YKpaiHa

AT "CaHeka
dapmacbloTikans"

CnoBalbka
Pecny6nika

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMaTtepianis: 3MmiHa 3asBHUKaA
(BnacHvika peecTpadiiHoro
NnocBifYeHHs1). 3MiHW BHECEHO B
IHCTPYKLi0 AN MeguyHoro
3aCTOCyBaHHSA W00
HaliMeHyBaHHS 3asBHMKa 3
Bi4NOBIAHMMM 3MiHAMU Y TEKCTI
MapKyBaHHS yMakoBKU iKapCbKOro
3aco0by. BeefieHHs 3MiH MPOTArom
6-TN MicALIB Nic/a 3aTBEPIKEHHS

6e3 peyenma

UA/3392/01/01

35.

BITAMIH E 400 -
CAHO®I

Kancynu m’siki no 400 mr
Ne 30: no 30 kancyn y
donakoHi; no 1 dpnakoHy
B KQPTOHHIi1 KOpoou,i

TOB "Onenna
Xerckea YkpaiHa"

YkpaiHa

AT "CaHeka
$apmacbloTikans"

CnoBaLbka
Pecny6nika

BHECEHHS 3MiH 40 peecTpaLiiHnx
mMartepianis: 3MmiHa 3asiBHUKa
(BnacHvKa peecTpauiiiHoro
NOCBigYEHHST). 3MiHVN BHECEHO B
IHCTPYKLiIO AN MeanYHOro

6e3 peyenma

UA/3392/01/02
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3aCTOCyBaHHSA LWOA0
HaliMeHyBaHHS 3asBHMKa 3
BIANOBIAHUMM 3MiHAMW Y TEKCTI
MapKyBaHHS YNakoBKW NiKapCbkoro
3acoby. BBefieHHs 3MiH NPOTArom
6-TV MiCALIIB MiC/1A 3aTBEPKEHHS
36. BOJBIT® TabneTku, BKpUTI KYCYM IHais KYCYM XENTXKEP IHais BHECEHHS 3MiH [0 peecTpavyiiiHnX 6e3 peyenma UA/9290/01/01
060/10HKOI0, MO 5 Mr; Mo XENTXKEP MNBT MBT NTA marepianis: 3mMiHW | TUNY - 3MiHK
10 TabneTok y 6nicTepi; nTa po3mipy cepii Ha foAaTKOBIN
no 3 6nictepn y pinbHUui ans KYCYM XENTXKEP
KapTOHHIA ynakoBL,i MBT NT/A 3a agpecoto Mot Ne M-
3, IHgop Cnewwen IKOHOMiK 30yH,
®einz-1l, Nitamnyp, dict, Axap -
3anponoHosaHo: 150 000
Tabnetok, 1 500 000 TabneTok
37. FANA30/IH® cnpeii HasaslbHUIA, BapLuaBcbkuii Monbua BapLuaBcbkuii Monbwa BHECEHHS 3MiH 10 peecTpaviiiHnX 6e3 peyenma UA/16346/01/02
KOMBI po3uuH, (0,5 mr + 50,0 hapmaLeBTUYHNIA hapmaueBTUYHNIA mMartepianis: 3MiHu | TUNY - 3MiHK 3

mr)/mn; no 10 mny
donakoHi-kpanenbHUL;
no 1 chnakony 3
PO34YMHOM Y KOPOO6L
KapTOHHIiA

3aBof Monbdha AT

3aBog, Monbgha AT,
MonbLa (KOHTPosb
Ta BUNyck cepii);
MepgaHa ®apmva
AKLjOHepHe
ToBapucTBo,
MonbLla
(BUpOGHMLTBO,
nepBuHHE Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepii)

akocTi. A®l. KoHTponb AdL. 3miHa
y napameTpax cneuudikawii
Ta/abo fonyCcTUMUX MEX,
BM3HAYEHWX Yy cneundikauisx Ha
A®I, ab0 BMXigHWIA/NPOMDKHWIA
NpoAyKT/peareHT, Wwo
BMKOPMCTOBYOTbCS Y NpoLieCi
BMPOGHULTBA ADI (BUNYYEHHS
He3HaYyHOro MokasHuka SKoCTi
(Hanpuknag BUMyYeHHs
3acTapifioro nNokasHuka)) -
BWIYYeHHS 3i cneuudikauii Adb|
[lekcnaHTeHony, Lo BUMYCKAETLCA
KomnaHieto DSM Nutritional
Products Ltd., BU3HaueHHs
3a/IMLLKOBUX PO3YNHHUKIB
(avxnopmeTaH Ta MeTaHos)
BignosiaHo no CEP No R1-CEP
1997-113-Rev 02 Ta Bumor
MoHorpadii € 0761. Takox
3aCTOCYBaHHS TEXHIYHUX BUMOT
ana A®l Big Bupo6Hukis DSM
Nutritional Products Ltd., Ta BASF
SE, HimeuunHa, npeacTas/ieHi B
moayni 3.2.5.4.1 Bepcii 01/2017
(3aTBEpAXEHO: BUPOOHK DSM
Nutritional Products Ltd.:
SC/151/02/11 wydana:
10.10.2011; BupobHuk BASF SE:
Version 2015/01). 3miHn | Tny -
3MiHM 3 aKkocTi. CepTuddikat
BignosigHocTi/lE-cepTudcpikat
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

BiANOBIAHOCTI EBpONechbkil
thapmakonei/MoHorpadir.
MoaaHHsA HoBOro abo OHOB/IEHOTO
cepTudiikaTa BignosigHocTi abo
BWJTyYEHHs cepTudikaTa
BiNOBIAHOCTI E€BpONeNChKiit
hapmakonei: ana A®l; pns
BUXiAHOTO
mMaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPNCTOBYIOTHCA
y BUPOGHMLTBI ADI; ans
[0MOMDKHOT PEYOBUHN
(cepTudpikaT BigMoOBIAHOCTI
€Bponelicbkiin hapmakone) -
OHoBNEHWIA cepTudikar Big, yxe
3aTBEPAKEHOIO BUPOOHMKA -
nofaHHa OHOBIEHOTO
CepTudpikaTy BifnoBigHOCTI
€Bponeiicbkili hapmakonei ans
A®| Dexpanthenolum Big
3aTBEpAKEHOro BMpo6Hnka BASF
SE, HimeuuuHa, i3 R1-CEP 2006-
233-Rev 00 Ha R1-CEP 2006-233-
Rev 01. 3MiHu | Tuny - 3mMiHKn 3
akocTi. CepTudpikar
BignosigHocTI/lE-cepTudikart
BiNOBIAHOCTI E€BpPONENChKiit
thapmakonei/MoHorpadii.
MofaHHA HoBOro abo OHOB/IEHOrO
cepTudpikaTa BignosigHoOCTI abo
BU/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONeichbkili
hapmakonei: ana A®l; gns
BMXiAHOTO
MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCS
y BUpO6HNLTBI ADI; aAns
[0MOMDKHOT peYOBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponelicbkin hapmakoner) -
OHOBNEeHWi cepTuddikaT Big yxe
3aTBEPKEHOr0 BUPOOHUKA -
nofaHHA OHOBIEHOTO
CepTudikaty BigNoBiAHOCTI
€Bponeiicbkiii hapmakonei ans
A®| Dexpanthenolum Big,
3aTBEPAKEHOr0 BMpo6HMKa BASF
SE, HimeuuunHa, i3 R1-CEP 2006-

233-Rev 01 Ha R1-CEP 2006-233-
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Rev 02.
38. FANA30MIH® cnpeii HasaslbHUiA, BapLuaBcbkuii Monbwa BapLuaBchbKuii Monbua BHECEHHS 3MiH [10 peecTpaviiiHnx 6e3 peyenma UA/16346/01/01
KOMBI po3unH, (1,0 mr + 50,0 hapmaLleBTUYHNI thapmaLeBTUYHWI marepianis: 3mMiHu | TMny - 3MiHK 3

mr)/mn; no 10 mny
dhnakoHi-kpanenbHUL;
no 1 dpnakony 3
PO34YMHOM Yy KOpPOO6L
KapTOHHIlA

3aBof Monbdha AT

3aBog Monbdha AT,
MonbLwa (KOHTposb
Ta BuUnyck cepii);
MepaHa ®apma
AKLjioOHepHe
ToBapucTBo,
MonbLa
(BMPOGHMLTBO,
nepBuHHE Ta
BTOPUHHE
naKkyBaHHs,
KOHTPO/b Ta BUMYCK

cepii)

akocTi. A®l. KoHTposnb AdL. 3miHa
y napamMmeTpax cneuudikadlii
Ta/abo fonyCTUMUX MEX,
BM3HAYEHNX Y cneyndikauisx Ha
A®I, a60 BMXigHWIA/NPOMIKHWIA
npoaykT/peareHT, wo
BUKOPVCTOBYHOTBCS Y NPOLEC
BUpo6HULUTBa API (BUTYYEHHS
He3HayYyHOro nokKasHuka sKocTi
(Hanpviknag, BUyYeHHA
3acTapifioro nokasHuka)) -
BUYYEHHS 3i cneyndikauii A®I
[JlekcnaHTeHosy, Lo BUNYCKAETLCA
KomnaHieto DSM Nutritional
Products Ltd., Bu3HaueHHs
3TLLKOBUX PO3UNHHWKIB
(avxnopmeTaH Ta MeTaHon)
signosigHo go CEP No R1-CEP
1997-113-Rev 02 Ta BUMOr
MoHorpadgii € 0761. Takox
3aCTOCYBaHHS TEXHIYHUX BUMOT
ana A®l Big Bupo6HukiB DSM
Nutritional Products Ltd., Ta BASF
SE, HimeuunHa, npeacTas/ieHi B
mogayni 3.2.S.4.1 Bepcii 01/2017
(3aTBEpAXKEHO: BUPO6HMK DSM
Nutritional Products Ltd.:
SC/151/02/11 wydana:
10.10.2011; BupobHMK BASF SE:
Version 2015/01). 3MmiHn | Tuny -
3MiHM 3 skocTi. CepTuddikat
BignosigHocTI/TE-cepTudcikat
BIANOBIAHOCTI EBPONENChKili
thapmakonei/moHorpadii.
MofaHHA HoBOro abo OHOB/IEHOrO
cepTudpikaTa BignosigHoCTi abo
BU/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONeichbkili
apmakonei: ana A®l; gns
BMXiAHOTO
MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS
y BUPOGHNLTBI ADI; aAns
[0MOMDKHOT peYOBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponelicbkili hapmakonei) -
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Ha3sBsa nikapcbko20

dopma sunycky

3asiBHUK

n/n

3acoby

(nikapcbka ¢hopma,
ynakoska)

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

39.

FEHCYNIH H

OHOBREeHWi cepTuddikaT Big yxe
3aTBEPAKEHOrO BUPOOHMKA -
nofiaHHs OHOB/IEHOTO
CepTudpikaTy BignoBigHOCTI
€Bponeiickkili hapmakonei ans
A®| Dexpanthenolum Big
3aTBEPAKEHOr0 BMpobHuka BASF
SE, HimeuuuHa, i3 R1-CEP 2006-
233-Rev 00 Ha R1-CEP 2006-233-
Rev 01. 3miHu | Tuny - 3miHK 3
aKocTi. CepTudikar
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONechbkil
thapmakonei/MoHorpadir.
MoaaHHA HoBOro abo OHOB/IEHOTO
cepTudiikaTa BignosigHocTi abo
BWJTyYEeHHs cepTudikaTa
BiNOBIAHOCTI E€BpPONENChKiit
thapmakonei: gns Adl; ana
BUXiAHOTO
mMaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPNCTOBYIOTHCA
y BUPOGHMLTBI ADI; Ans
[0MOMDKHOT pEYOBUHN
(cepTudikaT BigMoOBIAHOCTI
€Bponelicbkiin hapmakonei) -
OHoBNEHWIA cepTudikar Big, yxe
3aTBEPAKEHOI0 BUPOOHMKA -
nofaHHA OHOBIEHOTO
CepTudpikaTy BifnoBigHOCTI
€Bponeiicbkili hapmakonei ans
A®| Dexpanthenolum Big
3aTBEpAKEHOro BMpo6Hunka BASF
SE, HimeuuuHa, i3 R1-CEP 2006-
233-Rev 01 Ha R1-CEP 2006-233-
Rev 02.

CycneHsis ons iH'ekuii,
100 O4/mn; no 10 mn y
CKNSAHOMY ¢h/1akoHi; no 1
h/1aKoHY B KapTOHHii
naJui; no 3 mn B
KapTpuaxi; no 5
KapTpuaxiB y 6nictepi;
no 1 6nictepy B
KapTOHHIW nayu,i

BIOTOH C.A.

MonbLa

BIOTOH C.A.,
Monbua (BUPOGHUK,
BiANOBIAa/IbHNIA 3a
BMPOGHMLTBO,
nepBuHHE i
BTOPWHHE
nakyBaHHS,
KOHTPO/b Ta BUMYCK
cepii); IHCTUTYT
BioTexHonorii Ta
AHTNGIOTHKIB,
Monbwa (BUpoBHYK,

BiANoBiAa/IbHWIA 32

Monbwa

BHECEHHS 3MiH [0 peecTpaviiiHnX
marepianis: 3mMiHW | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -

BHECEHHS 3MiH [0 po34iny
“MapkyBaHHsA" MKA J13:
3anponoHoBaHo: MAPKYBAHHA.
3rigHo 3 3aTBEPAXXEHVM TEKCTOM

MapKyBaHHS. OHOB/IEHHS TEKCTY

MapKyBaHHS YNakoBKW NiKapcbkoro

3acoby 3 BHeCEHHSM iHchopmait

LLI0A0 3a3HAYEHHS OAMHULbB

BMMIpIOBaHHs y cuctemi Sl.

3a peyernmom

UA/1016/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KOHTpPO/b cepii) BBeAeHHS 3MiH NpoTArom 6-Tu
MicALiB Nic/1A 3aTBEPIAKEHHS.
40. FENAP KOMM. PO34MH ONs iH'EKUIA No Bionoriwe HimeuunHa Bionoriwe HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/6553/01/01
XEE/b 2,2 mn B amnyni; no 5 XainbmitTens XaiinbmiTrens Marepianis: 3miHu | Tuny -
amnyn y KOHTYpHIiA Xeenb Mv6X Xeenb M'v6X BHECEHHS iHhopMaLii npo
YapyHKOBIli ynakoBLyj; no h/lyopecLeHLito eTUKeTKN Y M. 6
1 a60 2 KOHTYpHI IHLE TekcTy MapKyBaHHs
YapyHKOBi YNakoBKu B NepBMHHOT YNaKoBKM NiKapCbKOro
KOpo6L,i 3 KapTOHyY; No 3acoby
2,2 mn B amnyni; no 5
amnyn y KOHTYPHIiA
YapyHKOBIli ynakoBLyj; no
20 KOHTYPHUX
YapyHKOBUX YNaKkoBOK Y
KOpo6L,i 3 KApTOHY
41. FEPLUENTUH® PO34MH ON1 iH e, & . XodhdpmaHH-/15 LBeiiLapis ®.XohhmaHH-/18 LLiBefiuapis BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/14303/01/01
600 mr/5 mn 1 pnakoH 3 Pow Ntg, Pow Ntp, MaTepianis: 3MiHu Il TUNy - 3MiHK 3
PO34YMHOM Y KapTOHHIiA Llseiiuapis akocTi. A®l. BUpobHULTBO. 3MiHK
Kopoobui (BnpobyBaHHs B npotieci BMpo6HuuTea AdI
KOHTPOJIO SIKOCTI); (3MiHa cTOCY€ETbCA aKTUBHOT
®.XodhcpmaHH-/15 peyoBUHN
Pow Ntg, 6ionoriyHoro/iMmyHonoriYHoro
Lseliuapis NOXOAKEHHSA ab0 BUKOPUCTaHHSA
(BMPOGHMLTBO XiMiyHUX AD| y BUPOBHNLTBI
Hepo3dacoBaHoi nikapcbKkoro 3acoby
NpoAYyKLUiT, 6i0N0rivYHOro/iMyHOOrN4YHOro
nakyBaHHS, NOXOKEHHS, fiKa MOXe MaTK
BMNPOGYBaHHSA 3HaYHUIA BNIMB Ha SKICTb, 6Ge3neky
KOHTPOJIO SIKOCTI, Ta e(peKTUBHICTb NiKapCbKOro
BUNYyCK cepii) 3acoby, i He CTocyeTbCs
NPOTOKO/Y) - BBEAEHHS HOBOrO
npoTokony keasidpikauii ans
niaroToBkM Ta kBanidikawi
po6oyoro 6aHky knituH WCB ans
pPEKOMOBIHaHTHOT rianypoHigasmn
nogmHn rHuPH20
42, FAUVHTIA TabneTku, BKpUTI AT "KMUIBCbKUIA Ykpaina AT "KNIBCbKWUN YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHnX 3a peyernmom UA/17455/01/01

N1iBKOBOK 060/IOHKOIO,
no 10 mr, no 10
Tabnetok y 6nictepi, no
3 6nicTepu y naywi

BITAMIHHWM
3ABOJ"

BITAMIHHWIA
3ABOJ"

marepianis: 3mMiHu | TMny - 3MiHK B
crneunqikauii Ha NPOMiXHY
npoaykuito (macy ans
TabneTyBaHHs) 3a NOKa3HUKOM
«Op[HOPIZHICTb BMICTY Ajitoyoi
PEYOBUHM B O MHWLL J030BaHOI0
nikapcbKkoro 3acoby» (4PY, 2.9.6.
METOZ, PigNHHOI Xpomatorpadii
(AdY, 2.2.29)), a caMe YTOUYHEHHS
NpUroTyBaHHs BUNPO6GOBYBAHOroO
pO34nHy Ta nNpuBeAeHHs hopmMyn
po3paxyHKy Yy BiAnoBigHiCTb A0
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BHECEHMX 3MiH, @ TakoX 3MiHa
nepiognYHOCTI KOHTPOJIIO
43, FIAUMHTIA TabNETKN, BKPUTI AT "KMIBCbKIN YkpaiHa AT "KMIBCbKNW YkpaiHa BHECEHHS! 3MiH [0 peecTpaliiiHix | 3a peyernmom UA/17455/01/02
N1iBKOBOK 060/IOHKOLO, BITAMIHHWIA BITAMIHHWIA mMarepianis: 3mMiHu | TMny - 3MiHN B
no 20 mr, no 10 3ABO4" 3ABOA" crneundikaLii Ha NPOMiXHY
Tabnetok y 6nictepi, no npogykuito (macy ans
3 6nictepu y navui TabneTyBaHHs) 3a NOKa3HNKOM
«OpfHOPIAHICTL BMICTY Aito4ol
PEeYOBUHN B OMHULI JO30BaHOIO
nikapcbkoro 3acoby» (4dY, 2.9.6.
MeTOoZ, piguHHOI Xpomatorpadii
APy, 2.2.29)), a came YTOUYHEHHS
NpUroTyBaHHs BUNPO6OBYBaHOIO
pO34MHy Ta NpuBeAEeHHS hopmyn
po3paxyHKy Yy BifnoBigHICTb J0
BHECEHMX 3MiH, @ TakoX 3MiHa
nepioanYHOCTI KOHTPOJIHO
44. raPOKCUKAPBA kancynu no 500 mr no MicTpan Kenitan AHrnisA [eBa XongiHr A.LLl. TypeyunHa BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyernmom UA/18217/01/01
MIA-BICTA 10 kancyn y 6nictepi; no MeHeKMeHT mMaTtepianis: 3MiHu | Tuny -
10 6nictepiB y Nimiteq He3HayHa 3MmiHa y npoueaypi
KapTOHHI KopoobLi TecTyBaHHS1 aHani3y po3mipy
4acToK 3a [0NoMOroto nasepHor
andppaxuii ceitna (Malvern MS
3000) ans A®l Figpokcukapbamia,
a came: 3MiHa TUCKY MOBITPS B
pobouomy pexmmi 3 «1,0 6ap» Ha
«3,0 6ap», AN 3anobiraHHs
arniomepaduii Ta 3/IMnaHHA 4acTok
nif, Yac BMMIpHOBaHHA po3noainy
PO3Mipy YacToK
45, FNIOKCA/b 034VH ANA iH'exUili No Bbionoriwe HimeyunHa Bionoriwe HimeyunHa BHECEHHS 3MiH [10 peecTpaviiiHnX 3a peyernmom UA/7275/01/01
KOMMO3NTYM 2,2 mn B amnyni; no 5 XainbmitTenb Xainbmitrens marepianis: 3miHu | Tuny -
amnyn y KOHTYPHIN Xeenb M'm6X Xeenb M'M6X BHECEHHS iH(hopMaLiii mpo
YapyHKOBIli ynakoBLyj; Mo donyopecueHLilo eTUKeTKN Y Nn. 6
1 KOHTYpHIli YapyHKOBIA IHLLE TekcTy MapKyBaHHS
ynakoBLji B Kopobu,i 3 NEPBVHHOI YNaKOBKM JTiKapCbKOro
KapToHy; Nno 2,2 M1 B 3acoby
amnyni; no 5 amnyn y
KOHTYPHIli YapyHKOBIl
ynakoBLi; M0 2 KOHTYPHI
YapyHKOBI YNaKoBKW B
KOpo6L,i 3 KapTOHY; No
2,2 Mmn B amnyni; no 5
amnyn y KOHTYPHiiA
YapyHKOBI yNakoBL,i; No
20 KOHTYPHUX
YapyHKOBMX YNakoBOK Y
KOpo6L,i 3 KAPTOHY
46. TPUHTEPO/I® Kancynu Teepai no 250 AT "'piHaekc" Nartsis AT "I'piHgekc" Nartsis BHECEHHS 3MiH [10 peecTpaLiiHnX 3a peyenmom UA/15941/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

mr o 10 kancyn y
6nicTepi; no 5 a6o 10
6nicTepis y nayui 3
KapTOHY

Marepianis: 3miHu | Tuny -
nogaHHa Hosoro CEP Ne RO-CEP
2018-237-Rev 00 ana Adl
YPCOAEe30KCMX0NEBOT KNCNOTK Bif,
HOBOro BMpo6HuMka Zhongshan
Belling Biotechnology Co., Ltd.,
KnTaii fo BXe 3aTBepaKeHnx
BUPOGHMKIB - 3anponoHoBaHo: RO-
CEP 2012-057-Rev 02 (AS
GRINDEKS); RO-CEP 2015-310-
Rev 00 (AS GRINDEKS); R1-CEP
2004-108-Rev 05 (DIPHARMA
FRANCIS S.R.L.); R1-CEP 2005-
198-Rev 04 (ICE S.P.A.); RO-CEP
2018-237-Rev 00 (Zhongshan
Belling Biotechnology Co.,
Ltd.) ;3MiHW | TMNY — AONOBHEHHS
cneuudpikaLii API
YPCOAEe30KCMX0N1EeBOT KNCNOTK Bif,
BMpo6HUKa 13 HoBUM
NOKa3HNKOM «ALETOH» 3
BigMNOBIAHMM METOA0M
BMNPO6YBaHHS BiJ HOBOrO
BMpobHuka A®l Zhongshan Belling
Biotechnology Co., Ltd.; 3MiHu |
TMNY — NPoBeAEeHHS MiKpOoHi3au;i
A®| ypcoe30KCMX0NEBOI KNCNOTN
Bif nocTavanbHvka Zhongshan
Belling Biotechnology Co., Ltd. Ha
BUPOGHMYIN fginbHUUi AS Grindeks,
Natsist; 3miHu | TUNY - BUTYYeHHS
3i cneumdikauii Ad®I
YPCOAE30KCUXO0IEBOI KNCNOTH Bif,
BMPOGHMKa /13 nokasHuka
«XapakTepucTuKm»

47.

rPUN-XEENb

pO34MH A1 iH'eEKUI No
1,1 mn B amnyni; no 5
amnyn y KOHTYpPHIi
YapyHKOBIli ynakoBLyj; Mo
1, a6o no 2, a6o 20
KOHTYPHUX YapyHKOBUX
yMakoBOK y KOpoo6Lii 3
KapTOHyY

Bionoriwe
XainbmitTenb
Xeenb M'v6X

HimeyunHa

Bionoriwe
XanbMitTTenb
Xeenb M'm6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpaviiiHnX
MaTepianis: 3MiHu | Tuny -
BHeCEeHHS iHthopmauii npo

ch/lyopecueHLito eTUKeTKn y n. 6
IHLIE TekcTy mapKyBaHHs

NepBUHHOT YNakoBKW NiKapCbKoro

3acoby

3a peyernmom

UA/4268/01/01

48.

AA3ATUHIB-BICTA

TabneTkn, BKPUTI
NNiBKOBOK 060/IOHKOIO,
no 20 wmr, rno 60
TabneTokK y oNakoHi 3

Mictpan Kenitan
MeHeXmeHT
NimiTen

AHrnis

BMPOGHMLTBO
(MoBHWIA LMKN):
CiHTOH XicnaHis,

C.J1., lcnaHis;

Icnanis/
Yecbka
Pecny6nika/
Bonrapisi/

BHECEHHS 3MiH [0 peecTpavliiiHnX
marepianis: 3MiHa 3aABHMKa
(BnacHvka peecTpadiiHoro

nocBeigyeHHs) (3rigHo Hakaly MO3

3a peyernmom

UA/17829/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
nonieTuaeHy B1COKOI KOHTPO/Ib SKOCTI Higepnavgy | Big 23.07.2015 Ne 460) BeeaeHHs
LWiNbHOCTI i3 (chi3uKo-XiMiuHMIA): 3MiH NPOTArom 6-Tu MicsLiB nicns
noninponineHoBo KBiHTa-AHaniTika 3aTBepKeHHS
KPWLLIKOIO 3 CUCTEMOIO c.p.o., Yecbka
3axuCTy Bif BigKpUTTA Pecnyb6nika;
AiTbMu, no 1 donakoHy B KOHTPO/Ib AKOCTI
KapTOHHI KopoobLi (mikpobionorivHmi):
ITECT nntoc, c.p.o.,
Yecbka Pecnybnika;
ITECT nntoc, c.p.o.,
Yecbka Pecnybnika;
nakyBaHHS:
i |
dapmacbloTikanc
Nta, Bonrapis;
Bunyck cepii: CiHTOH
BB, Higepnanau
49. AA3ATUHIB-BICTA | Tabnetku, BKpUTI MicTtpan Kenitan AHrnis BUPOBHMLTBO Icnanis/ BHECEHHS 3MiH 40 peecTpaLiiHnx 3a peyernmom UA/17829/01/02
N1iBKOBOK 060/IOHKOLO, MeHepKMeHT (MoBHWIA LMKN): Yecbka marepianis: 3MiHa 3asBHMKa
no 50 mr, no 60 NimiTen CiHTOH XicnaHis, Pecny6nika/ (BnacHvka peecTpadiiHoro
Tabnetok y priakoHi 3 C.J1., IcnaHis; Bonrapis/ noceigyeHHs) (3rigHo Hakaly MO3
nonieTuneHy BUCOKOT KOHTPO/Ib SKOCTI Higepnavgyn | Big 23.07.2015 Ne 460) BeeaeHHs
LWiNbHOCTI i3 (chizvKo-XimMiuHMIA): 3MiH NPOTArom 6-Tu MicsLiB nicns
noninponinieHoBo KBiHTa-AHaniTika 3aTBepKEHHSA
KPWLLKOIO 3 CUCTEMOIO c.p.o., Yecbka
3axuCTy Bif BigKpUTTS Pecnyb6nika;
AitbMu, no 1 donakoHy B KOHTPO/Ib AKOCTI
KapTOHHIA KopoobLi (mikpobionorivHwmi):
ITECT nntoc, c.p.o.,
Yecbka Pecnybnika;
ITECT nntoc, c.p.o.,
Yecbka Pecnybnika;
nakyBaHHS:
Loxi |
dapmacbloTikanc
Nta, Bonrapis;
Bunyck cepii: CiHTOH
BB, Hinepnavau
50. AA3ATUHIB-BICTA | Tabnetku, BKpUTI MicTpan Kenitan AHrnisA BUPOBHMLTBO Icnanis/ BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyernmom UA/17829/01/03
N1iBKOBOK 060/I0HKOMO, MeHeKMeHT (MoBHWIA LMKN): Yecbka marepianis: 3MiHa 3aABHMKa
no 70 mr, no 60 NimiTen CiHTOH XicnaHis, Pecny6nika/ (BnacHvka peecTpadiiHoro
Tabnetok y priakoHi 3 C.J1., IcnaHis; Bonrapis/ nocBeigyeHHs) (3rigHo Hakaly MO3
nosieTunery BUCOKOT KOHTPO/1b AKOCTI Higepnanan | Big 23.07.2015 Ne 460) BBefeHHs

LWiNbHOCTI i3
noninponinieHoBo
KPWLLIKOIO 3 CUCTEMOIO
3axuCTy Bif BigKpUTTS
AiTbMu, no 1 donakoHy B
KapPTOHHIi KOpoOLi

(chizuKo-XimiuHWMiA):
KBiHTa-AHaniTika
C.p.0., Yecbka
Pecnyb6nika;
KOHTPO/Ib AKOCTI
(MiKpo6ionoriyHmii):

3MiH NPOTArom 6-Tu MicsiLiB nicns
3aTBEPMXKEHHS
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
ITECT nntoc, c.p.o.,
Yecbka Pecnybnika;
ITECT nnioc, c.p.o.,
Yecbka Pecnybnika;
nakyBaHHS:
i |
dapmacbloTikanc
Nta, Bonrapis;
Bunyck cepii: CIHTOH
BB, Higepnanamn
51. AA3ATUHIB-BICTA | Tabnetku, BKpUTI MicTtpan Kenitan AHrnisA BUPOGHMLTBO IcnaHis/ BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/17829/01/04
N1iBKOBOK 060/IOHKOIO, MeHemKMeHT (noBHWI LKN): Yecbka marepianis: 3MiHa 3asBH/Ka
no 140 mr o 30 Niviten CiHTOH XicnaHis, Pecny6nika/ (BnacHvika peecTpadiiHoro
Tabnetok y donakoHi 3 C.J1., IcnaHis; Bonrapis/ noceigyeHHs) (3rigHo Hakasy MO3
nonieTuaeHy BUCOKOI KOHTPO/Ib AKOCTI Higepnangn | Big 23.07.2015 Ne 460) BeeaeHHs
LWinbHOCTI i3 (chi3vKo-XimMiuHWIA): 3MiH MPOTAroM 6-Tu MicsLiB nicns
noninponisieHoBo KBiHTa-AHaniTika 3aTBEPKEHHS
KPULLKOKO 3 CUCTEMOIO c.p.o., Yecbka
3axuCTY Bif, BiAKpUTTS Pecny6nika;
AiTbMU; No 1 donakoHy B KOHTPO/1b SAKOCTI
KapTOHHI Kopobui (mikpobionoriuHwmi):
ITECT nntoc, c.p.o.,
Yecbka Pecnybnika;
ITECT nnioc, c.p.o.,
Yecbka Pecnybnika;
nakyBaHHS:
Loxi |
dapmacbloTikanc
Nta, Bonrapis;
Bunyck cepii: CIHTOH
6B, Higepnanau
52. AENO-MEAPON CycneHsist aNs iH'ekLiid, MOAN3EP IHK. CWA Mdpaiizep Benbris BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/10030/01/01
40 mr/mna, no 1 mny MeHtochekuypuHr marepianis: 3miHu | Tuny -
donakoHi, no 1 dpnakony Benbris HB BW/IyYEHHS aNlbTePHATUBHOIO

B KapTOHHIi Kopo6Lyi

meToay BunpobysaHHss GP0207
ana A®l meTunnpegHisonoHy
aueTary 3a nokasHUKoMm «Assay»,
3aMLLEeHO MeTOoZ, Y BiANOBIAHOCTI
o sumor Ph.Eur.; 3miHu | Tuny -
npuBefeHHA crneundikadii Ta
MeTOAiB KOHTposo Ad|
MEeTWINPeAHi30/I0Hy aueTary y
BifNOBIAHICTb A0 BUMOT
MoHorpadii «methylprednisolone
acetate» (Ph.Eur.) 3a nokasHukom
«Assay»(3anponoHoBaHo; Assay
(dried substance) 97,0 - 102,0
%);3MiHV | TUNY - NpuBEAEHHS
cneumadikauii Ta Mmetogis
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KOHTpO/0 Ad|
MeTWUNNPEeAHI30/0HyY aueTaTy y
BiANOBIAHICTb 40 BUMOT
MoHorpadii «methylprednisolone
acetate» (Ph.Eur.) 3a nokasHUKOM
«Specific Optical Rotation»
(3anponoHoBaHo; Specific Optical
Rotation (dried substance) +1077? -
+1137?); 3minm | TNy -
npuBefeHHs cneuudikauii Ta
MeTOAiB KOHTposo Ad|
MEeTWINPeAHI30/10Hy aueTary y
BiANOBIAHICTb A0 BUMOT
MoHorpadii «methylprednisolone
acetate» (Ph.Eur.) 3a nokasHukom
«Apperance» (3anponoHoBaHo;
White or almost white, crystalline
powder»); 3MiHu | Tuny -
npuBefeHHs cneuudikauii Ta
MeTOAiB KOHTposo Ad|
MEeTWINPeAHI30/I0Hy aueTary y
BiANOBIAHICTb A0 BUMOT
MoHorpadii «methylprednisolone
acetate» (Ph.Eur.) 3a nokasHukom
«ldentification B», 3amiHa meTogy
(3anponoHoBaHo: (HPLC)); 3miHu |
TUMy - NpUBELEHHS cneuudikawii
Ta mMeTogiB KoHTposio Ad|
MeTWUNNPEeAHI30/0HY aueTaTy y
BiANOBIAHICTb 40 BUMOT
MoHorpadii «methylprednisolone
acetate» (Ph.Eur.) 3a nokasHUKOM
«Related Substances»; 3miHu |
TUNY - BUNYYEHHSA
anbTepHaTUBHOrO MeToay
BunNpobyBaHHA ana Ad|
MeTWINPeAHI30N0HY aueTary 3a
nokasHvnkoMm «Particle Size»

53.

JIVNCKYC
KOMMO3UTYM

PO34UH A5 iH'EKUI No
2,2 Mn B amnyni, no 5
ammyn y KOHTYpHIiA
YapyHKOBIli ynakoBLyj; no
1 a6o no 2, a6o no 20
KOHTYPHUX YapyHKOBUX
ynakoBOK y KOpob6Li 3
KapToHy

Bionoriwe
XalinbMmiTTenb
Xeenb M'm6X

HimeyunHa

Bionoriwe
XainbmitTens
Xeenb M'M6X

HimeuunHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHW | TUMY - 3MiHW
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3miHu) -

BHeCEeHHS iHthopmauii npo
ch/lyopecueHLito eTUKeTKn y n. 6
IHLIE TekcTy mapKyBaHHs
NepBUHHOI yNakoBKMW NiKapCbKoro

3a peyenmom

UA/3959/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3aco6y.
54. DLIKNOCEN®® cynosuTopii no 100 mr KYCYM IHais KYCYM XENTXKEP IHais BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/16445/01/01
no 5 cynosutopiis y XENTXKEP MNBT MBT NTA marepianis: 3mMiHu | TMny - 3MiHK 3
cTpuni, no 1 a6o no 2 nTa SKocTi. [0TOBWIA Nikapcbkuii 3aci6.
CTPUNW Y KAPTOHHIM KOHTpO/b roTOBOrO MiKapcbKoro
ynakoBLi 3aco06y (iHLUi 3MiHW) - OHOBMIEHHSA
BXe 3aTBepAKeHNX MeTofiB
KOHTPOJI0 SAKOCTi NiKapCbKOro
3acoby, a came BUKNaAeHHs
TEKCTY iep>XaBHOI MOBOIO 3rigHO
Cy4acHWUX BUMOT
55. AOKCENIH kancynu no 10 mr no 10 TOB "TeBa YkpaiHa TOB TeBa Monba BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/7467/01/01
kancyn y 6nictepi; no 3 YkpaiHa" OnepeiiwH3 MNonaHg, mMaTtepianis: 3MiHu | Tuny -
6nictepy B KOPO6L BWJ/TyYEHHS NOKa3HMKa
«Microbiological purity» Ta
«Solubility» 3i cneumdikau,ii gitovor
PeyoBUHM AOKCENIHY
rigpoxnopvay; 3MiHu | Tuny -
BUJTyYEHHSA NoKasHuKa «Baxki
mMeTann» 3i cneumdikayii Ha A®I
BiANOBIAHO [0 BUMOT Y/MHHOI €Bp.
Papm.
56. AOKCENIH Kancynu no 25 mr no 10 TOB "TeBa YKpaiHa TOB TeBa Monbla BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/7467/01/02
Kancyn y 6nictepi; no 3 YkpaiHa" OnepeiwHs MonaHg MaTepianis: 3MiHu | Tuny -
6nictepy B KOPOOLI| BU/TY4YEHHS NOKa3HMKa
«Microbiological purity» Ta
«Solubility» 3i cneundikauii gitouoi
PEeYOoBVHM AOKCENIHY
rigpoxnopuay; 3MiHu | Tuny -
BUJTyYEHHA NOoKasHuKa «Baxki
MeTann» 3i cneumdikauii Ha A®I
BiANOBIAHO [0 BUMOT YAHHOI €Bp.
Papwm.
57. APOTABEPVH Tabnetku no 40 mr no 10 MAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHnx 6e3 peyenma UA/6289/01/01
Tabnetok y 6nictepi; no "KviBmegnpenapa "Kvismegnpenapart” marepianis: 3mMiHu | TUNy - 3MiHK 3
1 a6o 2, abo 3 6nictepun T AKocTi. [oToBWIA Nikapcbkuii 3aci6.

y nauuj

3MiHU Yy BUPOGHMLTBI. 3MiHa
po3mipy cepii (BkouYaroun
AianasoH po3Mipy cepii) roToBoro
nikapcbKoro 3aco6y (36i/bLIeHHs
[0 10 pasiB NOPIiBHAHO i3
3aTBEPMKEHUM PO3MipPOM)
(B.1.6.4. (a) IA)
BBefeHHs [0AaTKOBOro po3mipy
cepii [N13. 3anponoHoBaHo: 39,76
Kr, WO cTaHoBMTb 284 000 Tabn.
( Big 35,78 kr no 43,74kr abo Bif,
255 571 Tabn. po 312 428 tabn.)
ab6o 123,37 kr, L0 CTAHOBUTb
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

881214 tabn. (Big 111,04 kr go
135,71 «r, a6o Big 793 142 Tabn.
00 969 357 Tabn.) abo 200,60 kr,

Lo cTaHoBUTL 1 432 857 Tabn.
(i 180,55 kr o 220,65 kr, a6o
BiA 1 289 642 Ttabn. go 1576 071

Tabn.)

440 Kr, Wwo ctaHoBuUTb 3 142 857
Tabn (Big 400,0 kr o 480,0 kr abo
Big 2 857 142 Tabn. go 3 428 571

Tabn.)

58.

OYAK

renb; no 15 r, abo no 25
r,abono 50 r reno B
Ty6i; no 1 Ty6i B
KapTOHHI Kopobui

"nakcoCmiTKnsaiiH
Ekcnopt flimiteq,

Benvka
BputaHis

Cricben
Na6opaTopi3
(lpnaHgis) Nta,.,
IpnaHgis;
'nakco OnepeliLHe
tOK Nimiten, Benuka
BputaHis

IpnaHgjs
Benvika
BpuTaHis

BHECEHHS 3MiH [0 peecTpavuiiHnX
Marepianis: 3miHu | Tuny -
BW/IyYEHHS1 BUPOOHMKaA Ajto4oTl
peyoBuHM KNiHAamiuuHy docdar
Uquifa Italia S.P.A.; 3miHu | Tuny -
noJaHHsA HOBOro cepTudikara
BIANOBIAHOCTI EBPONENChbkili
thapmakonei Ne R1-CEP 2013-
178-Rev 00 gna Aitoyoi peyoBuHU
Clindamycin phosphate Big Bxe
3aTBepaxeHoro BupobHuka (CEP
holder ZHEJIANG HISOAR
PHARMACEUTICAL CO., LTD. Ha
iHLY BUPOGHMYY AinbHULLo (Site of
production Zhejiang Hisoar
Chuannan Pharmaceutical Co.,
Ltd.); 3MiHM | TUNY - NogaHHs
OHOBJIEHOTO cepTudikaTa
BIANOBIAHOCTI EBPONENChbKili
thapmakonei Ne R1-CEP 2000-
256-Rev 03 gna aitoyoi peyoBuHU
Clindamycin phosphate Big Bxe
3aTBEPAKEHOrO BUPOOHMKA
ZHEJIANG HISOAR
PHARMACEUTICAL CO., LTD,;
3MiHK | TUMY - NoAaHHA
OHOBJIEHOTO cepTudikaTa
BIANOBIAHOCTI EBPONENChbKili
thapmakonei Ne R1-CEP 2000-
256-Rev 04 gna aitoyoi peyoBuHU
Clindamycin phosphate Big Bxe
3aTBEPAKEHOrO BUPOOHMKA
ZHEJIANG HISOAR
PHARMACEUTICAL CO., LTD.

6e3 peyenma

UA/8202/01/01

59.

OYTAMIH

Kancynu tBepgi, 0,5
mr/0,4 mr; no 6 kancyny
6nicTepi, no 5 6ictepis

TOB
"YHIBEPCAJIbHE
ArEHTCTBO

YKpaiHa

BMNPOGYBaHHSA
KOHTPO/O AKOCTI
(i3nYHI/XIMUYHI),

IcnaHis/IHaisa

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMartepianis: 3MiHu | Tuny - 3MiHK 3
AKOCTi. [0TOBWIA NikapCbkuMii 3aci6.

3a peyernmom

UA/18461/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Y KapTOHHIl nauyui, no 6 "MPO-®APMA" BWMNYCK Cepil: 3MiHn y BUPOGHMLTBI. 3MiHa
Kancyn y 6nictepi, no 15 FANEHIKYM XEJC, iMnopTepa/3miHu, Lo CTOCYHTbCA
6nicTepiB Y KAPTOHHIl C.J1., IcnaHis; BWMYCKY Cepii Ta KOHTPO/IH0 AKOCTI
nauuj, mo 9 kancyny BMPOGHMLTBO, rOTOBOrO J1iKapCbKOro 3acoby
6nictepi, no 10 nakyBaHHs, (3amiHa abo foaaBaHHSA AiNbHUL,

6nicTepiB Y KAPTOHHIl
nauui

KOHTPO/b SKOCTI,
Bunyck cepii: CAl’
MAHY®AKTYPIHT,
C.1.Y., IcnaHis;
KOHTPO/Tb AKOCTI
(mikpobionoriyHwmi):
NNTABOPATOPIO
EUEBAPHE, C.A,,
IcnaHis; BUPOBGHUK
NpPoOMiXHOro
NPOAYKTY -
Aytactepup,
Kancynu m siki, no
0,5 mr:
BMNPOGYBaHHSA
KOHTPO/O SIKOCTI
(piznyHi/XiMnyHI),
BUNYCK cepil:
FTANNEHIKYM XEJC,
C.J1., Icnanis;
KOHTPO/b AKOCTI
(MiKpOGioNOrivHWiA):
NNABOPATOPIO
EYEBAPHE, C.A,,
IcnaHis;
BMPOGHMLTBO,
nakyBaHHS,
KOHTPO/b SKOCTI,
BWMNYCK Cepil:
CIHOEA ®APMA
C.N, IcnaHis;
BMNPOGYBaHHSA
KOHTPOJIO AKOCTI:
IHPAPMAJLE, C.J1.,
Icnanis; BUPOGHUK
NPOMiXXHOro
NPOAYKTY -
TamcynosiHy
rigpoxnopua,
nenetu, no 0,4 mr:
BMNPOGYBaHHSA
KOHTPO/O AKOCTI
(hiznyHi/XiMUYHI),
BMNYCK cepii):

Ha siKill 3AjlicHI0ETbCA
KOHTPO/b/BMNPOGYBaHHSA cepii) -
3aMiHa AifbHUL, Ha Kl
3AiiCHIOETLCA KOHTPOb SKOCTI
(mikpobionoriyHuin)
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
FTANEHIKYM XENC,
C.J1., IcnaHis;
KOHTPO/b SKOCTI,
Bunyck cepii: CAl’
MAHY®AKTYPIHT,
C.1.Y., IcnaHis;
KOHTPO/Tb AKOCTI
(mikpobionoriyHwmi):
NABOPATOPIO
EYEBAPHE, C.A,,
Icnanis;
BMPOGHULTBO,
nakyBaHHs,
KOHTPO/b SIKOCTI,
Bunyck cepii: CAH
SAPMACBIOTIKAN
IHOACTPI3 NTA.,
IHAis
60. AYTAMIH kancynv TBepgi, 0,5 TOB YkpaiHa BMNPOGYBaHHSA IcnaHis/Ingis | BHeceHHs 3MiH [0 peecTpauiiHnx | 3a peyernmom UA/18461/01/01
mr/0,4 mr; no 6 kancyny "YHIBEPCAJIbHE KOHTPO/O SKOCTI mMartepianis: 3MiHu | Tuny - 3MiHK 3
6nicTepi, no 5 6nictepis AFEHTCTBO (hiznyHi/xiMnyHI), AKOCTi. [OTOBWIA Nikapcbkuin 3aci6.
Y KapTOHHiIl nauyui, no 6 "MPO-®APMA" BWMNYCK Cepil: Cucrtema
Kancyn y 6nictepi, no 15 FANEHIKYM XEJC, KOHTelHep/3aKynopoBasbHWi
6nicTepiB y KAPTOHHIN C.J1., IcnaHis; 3aci6. 3miHa po3mipy ynakoBku
nauuj, mo 9 kancyny BMPOGHMLTBO, rOTOBOrO J1iKapCbKOro 3acoby
6nictepi, no 10 nakyBaHHs, (3MiHa KiIbKOCTi 0ANHULb

6nicTepiB y KAPTOHHIN
nauui

KOHTPO/b SIKOCTI,
Bunyck cepii: CAl’
MAHY®AKTYPIHT,
C.1Y., IcnaHis;
KOHTPO/Tb AKOCTI
(mikpo6ionorivyHmi):
EBPO®IHC
BIO®APMA
NMPOAAKT
TECTUHI CMEMH,
C.J1.Y, IcnaHis;
BUPOGHUK
NPOMiXHOro
NPOAYKTY -
Aytactepup,
Kancynum M siki, no
0,5 mr:
BMNPO6YBaHHsA
KOHTPO/O SIKOCTI
(piznyHi/XiMUYHI),
BUNYCK cepil:
FTANEHIKYM XENC,
C.J1., Icnanis,

(Hanpuknag TabneTok, amnyn
TOLL0) B yNakoBLi:) - 3miHa y
Jiana3oHi 3aTBepoKeHUX po3mipis
yNakoBKW - BBEAEHHS [0AATKOBOro
pO3Mipy ynakoBKW NiKapCbKoro
3aco6by Ne 90 (9x10) y bnictepax y
KapTOHHI nayui, 6e3 3MiHn
NepPBUHHOTO NaKyBaslbHOro
martepiany, 3 BignoBigHMn
3MiHaMK B pO34i/i «YnakoBKa».
3MiHV BHECEHI B iHCTPYKLjt0 ANs
Me[nYHOro 3actocysaHHa /13y p.
"YnakoBka'", AK Hacnigok nosisa
[0AaTKOBOrO NaKyBaHHS.
BBefeHHA 3MiH NPOTArom 6-1u
MicSLiB MiCNSA 3aTBEPAYKEHHS;
3MiHN | TURY - 3MiHK 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
CrabinbHicTb. 3MiHa y TepMiHax
npuaaTHocTi abo ymoBax
36epiraHHsa roToBOro J1iKapCbKOro
3ac006y (36i1bLUEHHS TEPMIHY
NPUAATHOCTI TOTOBOTO NiKapCbKOro
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KOHTPO/Tb AKOCTI
(mikpobionoriyHwmi):
EBPO®IHC
BIODPAPMA
NMPOJOAKT
TECTUHI CMEMH,
C.J1.Y, IcnaHis;
BUPOBHMLTBO,
nakyBaHHS,
KOHTPO/b SIKOCTI,
BUNYCK cepil:
CIHOEA ®APMA
C.N, IcnaHis;
BMNPOGYBaHHSA
KOHTPOJIHO AKOCTI:
IHPAPMAJE, C.J1.,
IcnaHis; BUPOBGHUK
NPOMiXHOro
NPOAYKTY -
TamcynosiHny
rigpoxnopwua,
nenetu, no 0,4 mr:
BMNPOGYBaHHSA
KOHTPO/O SIKOCTI
(piznyHi/XiMnYHI),
BUNYCK cepir):
FTANNEHIKYM XEJC,
C.J1., IcnaHis;
KOHTPO/b SIKOCTI,
Bunyck cepii: CAl’
MAHY®AKTYPIHT,
C.J1.Y., IcnaHis;
KOHTPO/Ib AKOCTI
(mikpobionoriuHmi):
EBPO®IHC
BIO®APMA
MPOJAKT
TECTWUHI CMENH,
C.J1.Y, IcnaHis;
BMPOGHMLTBO,
nakyBaHHS,
KOHTPO/b SKOCTI,
Bunyck cepii: CAH
DPAPMACBIOTIKAN
IHOACTPI3 NTA.,
IHais

3acoby) - s ToproBoi ynakoBKu
(niaTBEPOXYETHCA AAHUMU
peasibHOro yacy) - 36i/bLUEHHS
TepmiHy npugatHocTi [N3:
3arBepKeHo: TepMiH
npugaTHocTi —33 micsu,
3anponoHoBaHo: TepMmiH
npuaaTHocTi —3 POk 3MiHU
BHECEHI B iHCTPYKLiito AN
MeAMYHOro 3actocyBaHHs 13y p.
"TepMmiH npugaTHoCTI". BBeAeHHs
3MiH NpoTArom 6-Tn MicAuiB nicns
3aTBEPAKEHHS

61.

OYTAMIH

Kancynu tBepai, 0,5
mr/0,4 mr; no 6 kancyny
6nictepi, no 5 6nictepis

ToBapucTBO 3
obmexeHoro
BigNoBiga/IbHICTIO

YKpaiHa

BMNPO6YBaHHsA
KOHTPO/O SIKOCTI
(dpi3NYHI/XIMWYHI),

IcnaHis/IHgis

BHECEHHS 3MiH [10 peecTpaviiiHnx
marepianis: 3miHu | Tuny -
nofaHHA OHOBJ/IEHOTO cepTudlikaTy

3a peyenmom

UA/18461/01/01

94




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Y KapTOHHIl nauyui, no 6
Kancyn y 6nictepi, no 15
6nicTepiB Y KAPTOHHIl
nauui, no 9 kancyny
6nictepi, no 10
6nicTepiB Y KAPTOHHIl
nauui

"YHiBepcasnbHe
areHcTso "TIPO-
SAPMA"

BWMNYCK Cepil:
FTANTEHIKYM XEJC,
C.J1., lcnaHis;
BMPOGHMLTBO,
nakyBaHHS,
KOHTPO/b SKOCTI,
Bunyck cepii: CAl’
MAHY®AKTYPIHT,
C.1.Y., IcnaHis;
KOHTPO/Tb AKOCTI
(mikpobionoriyHwmi):
EBPO®IHC
BIODPAPMA
NMPOJOAKT
TECTUHI CMEMH,
C.J1.Y, IcnaHis;
BUPOGHUK
NPOMiXHOro
NPOAYKTY -
Aytactepupg,
Kancynu m siki, no
0,5 mr:
BMNPOGYBaHHSA
KOHTPO/O SIKOCTI
(piznyHi/XiMnYHI),
BUNYCK cepil:
FTANNEHIKYM XEJC,
C.J1., IcnaHis;
KOHTPO/b AKOCTI
(MiKpoGionorivHWiA):
EBPO®IHC
BIO®APMA
NMPOJOAKT
TECTUHI CMEH,
C.J1.Y, IcnaHis;
BMPOGHULTBO,
nakyBaHHS,
KOHTPO/b SIKOCTI,
BUNYCK cepil:
CIHOEA ®APMA
C.J1, IcnaHis;
BMNPOGYBaHHSA
KOHTPOJIO AKOCTI:
IHPAPMAJLE, C.J1.,
Icnanis; BUPOGHUK
NPOMiXHOro
NPOAYKTY -
TamcynosiHny
rigpoxnopuga,

BignosigHocTi €d R1-CEP 2014-
019-Rev 00 Big, 3aTBEPIKEHOTO
BMpO6HMKa APl MSN
LABORATORIES PRIVATE
LIMITED, Ingis
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
nenetu, no 0,4 mr:
BMNPOGYBaHHSA
KOHTPO/O SIKOCTI
(piznyHi/XiMnyHI),
BUNYCK cepir):
FANEHIKYM XENC,
C.J1., Icnanis;
KOHTPO/b SIKOCTI,
Bunyck cepii: CAl’
MAHY®AKTYPIHT,
C.J1.Y., IcnaHis;
KOHTPO/Ib AKOCTI
(mikpobionoriuHmi):
EBPO®IHC
BIOPAPMA
MPOAAKT
TECTUHI CMEMH,
C.J1.Y, IcnaHis;
BMPOGHMLTBO,
nakyBaHHS,
KOHTPO/b SKOCTI,
Bunyck cepii: CAH
PAPMACBIOTIKAN
IHOACTPI3 NTA.,
IHais
62. AOYTACTEPUA- Kancynu m'saki no 0,5 mr, MicTpan Kenitan AHrnisA OinbHUUSA, Wo IcnaHis BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/18199/01/01
BICTA no 10 kancyn y 6nictepi, MeHemKMeHT Bignosigae 3a marepianis: 3MiHN | TUNY - 3MiHa
no 3 a6o 9 6nictepiB y Nimiten KOHTPO/Ib SKOCTI afpecy MicLs NpoBaXeHHs
KapTOHHIlA KOpooLi (chizuKo-ximiuHWMiA), AisinbHOCTI BUpobHUuKa A®I Dr.
BWMNYCK Cepil: Reddy’s Laboratories Limited,
FANEHIKYM XENC, India - 3anponoHoBaHo:
C.J1., IcnaHis; Chemical Technical Operations —
AinbHMUSA, Wo Unit-1l Plot No 1, 75A, 75B, 105,
BignoBigae 3a 110, 111, & 112, Sri Venkateswara
BUPOBHMLTBO, Co-Operative Industrial Estate,
nepBuHHE Ta Bollaram Village, Jinnaram Mandal
BTOpPUHHE Sangareddy District, Telangana
nakyBaHHs, pisnko- 502 235, India; 3miHu | TUny -
XiMiYHMI Ta 36i/IbLUEHHS NEPioAy NOBTOPHOIO
MiKpOG6iooriuHuiA BMNpo6yBaHHA A®I yTacTepugy 3
KOHTPO/b AKOCTI, 48 micAauis Ao 60 micauis
BWMNYCK Cepil:
LMHOEA ®APMA,
C.J.
63. AYTACTEPUA- kancynu m'ski no 0,5 mr, MicTpan Kenitan AHrnisA [aneHikym Xenc, IcnaHis BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/18199/01/01
BICTA no 10 kancyn y 6nicTepi, MeHeKMeHT C.J1., IcnaHis mMartepianis: 3MiHU | TUNY - 3MiHU 3
no 3 abo 9 bnictepis y Nimiten (ainbHMLA, WO saKocTi. CepTudikar
KapTOHHI KopoobLi Bignosigae 3a BignosigHocTi/lE-cepTudikar
KOHTPO/Ib SKOCTi BiANOBIAHOCTI €EBponeicbkil

96




Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
(chi3vKo-XimiuHWMIA), thapmakonei/mMmoHorpadii.
BUNyCK cepir); MopaHHA HoBOro cepTudikaTy
LIMHOEA ®APMA, BignosigHocTi E® R1-CEP 2003-
C.N1, IcnaHis 172-Rev 02 Big HOBOro BUpOGHMKa
(ainbHMULA, WO Gelita Group, AOMNOMDKHOT
Bignosigae 3a PEYOBUHM - XKXeNaTuH.
BMPOGHMLTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs, doi3vKo-
XiMiYHWI Ta
MiKPOGIONOTiUHMIA
KOHTPO/b SIKOCTI,
BUNYyCK cepii)
64. EHricTon PO34MH A1 iH'EKUINA, MO Bionoriwe HimeuunHa Bionoriwe HimeuunHa 3MiHW | TUNY - BHECEHHS 3a peyenmom UA/2053/01/01
1,1 mn B amnyni; no 5 XainbmitTens XaiinbmiTTens iHchopmawii npo dhnyopecueHLio
amnyn y KOHTYpHIiA Xeenb Mv6X Xeenb Mv6X eTukeTkn y n. 6 IHWE Tekcty
YapyHKOBIli ynakoBLyj; no MapKyBaHHA NMEPBUHHOT YNaKoBKn
1, abo no 2, a6o no 20 nikapcbKkoro 3acoby
KOHTYPHUX YapyHKOBUX
yMakoBOK y KOpo6Lii 3
KapTOHY
65. ECNA-BACTUH® TabneTtku, o Ecnapma Mv6X HimeyunHa dapma BepHirepoge HimeyunHa BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 peyenma UA/17918/01/01
AucnepryloTees B v6X, HimeuuunHa; marepianis: 3miHu | Tuny -
POTOBI NOPOXHWHI NO AgsaHc ®apma BW/TyYEHHS MOKasHuKa «BucoTta
10 mr no 10 TabneTtok y 'm6X, HimeyunHa TabneTkn», Ik He060B'A3KOBUIA
6nicTepi, no 1 6nictepy Ans cneyudikalii Ha BUNycK
B yMaKoBLyj rOTOBOrO MPOAYKTY, OCKINbKM
BMCOTa TabneTky Takox
nepesipATLCA y NpoLLeci
BMPOGHULITBA
66. ECMNA-BACTUH® TabneTtku, o Ecnapma Mv6X HimeyunHa dapma BepHirepoge HimeuunHa BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 peyenma UA/17918/01/02
AncneprylTses B v6X, HimeuunHa,; MaTepianis: 3MiHu | Tuny -
POTOBI NOPOXHWHI NO AgsaHc ®apma BW/TYYEHHS NOKasHuKa «BucoTta
20 mr no 10 TabneTtok y M6X, HimeuunHa TabneTkn», Ik He060B'A3KOBUIA
6nictepi, no 1 6nictepy 015 cneymdikayii Ha BUNycK
B yMaKoBLyj rOTOBOrO NPOAYKTY, OCKINbKN
BuCOTa TabneTkn Takox
nepeBipATLCA Y NPOLECI
BMPOGHULITBA
67. ETON ®OPT TabneTky BKpUTI HOBEN INAY TypeuunHa HOBE INAY TypeuunHa BHECEHHS 3MiH 10 peecTpaliiiHnux | 3a peyenmom UA/3962/01/01
060/10HKOI0 Mo 400 Mr, CAHAI BE CAHAI BE marepianis: 3miHn | TNy - cynyTHs
no 4 Tabnetkn y TIIKAPET A.LL. TIOKAPET A.LL. 3MiHa - NOKa3HWK AKOCTI

6nictepi; no 1 6nictepy
B KapTOHHI ynakoBsLi;
no 14 tabneTtok y
6nictepi, no 1 a6o no 2
6nicTepy B KAPTOHHIi
ynakoBLi

"CynposigHi gomiwkun" (BEPX, EP
2.2.29) B cneuudpikauii Ta
MeTogax KoHTponto M3
npuBeLEeHO Yy BiANOBIAHICTb A0
thapmakoneHnx BUMor Ta
OHOB/IEHMX [JOKYMEHTIB
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BUPOGHMKA, a came: po3LUNPEHO
npoinb AOMILLIOK 3a3HAYEHHSAM
BiJOMUX [OMILLOK, Ta SIK HACNIAOK,
3MiHEHO METOAVKY BU3HAYEHHS;
3MiHUW | TUNY - CyNnyTHA 3MiHa -
3MiHV 3@ NOKa3HWKOM
«loeHTudikauis. Etogonak. Metog
BEPX», a came: 3amicTb
NOCWIaHHA Ha METOAUKY, Lo Byna
onucaHa B TecTi "CynpoBiaHi
[LOMILLKM" Tenep onucyeTbes
BMKOHAHHS L€l METOANKN 3
BiANOBIAHMMY KOPEKTUBaMM W00
NPUroTyBaHHS PO3YNHY
MOPIBHAHHSA; 3MiHW | TUnYy -
npouec BnpobHuyTea 13
OHOBJ/IEHO, & came: BBeEeHO
anbTepHaTUBHE YCTaTKyBaHHs AN
HaHeCeHHs1 060/T0HKN Ta 3MIHEHO
yac nepemillyBaHHs
68. 3A®IPOH Kancynu, wo MicTsTb AT "Apaves Monbwa AT "Apgamepn Monbwa BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/3759/01/01
MOPOLLIOK A5 iHFaNALiA, dapma" dapma", MNonbLia marepianis: TEXHIYHA MOMUIKa
no 12 mkr no 10 kancyn (BUPOBHWK (3rigHo Hakasy MO3 Big
y 6nicTepi; no 6 abo no NepBUHHOIO Ta 23.07.2015 Ne 460). BunpasneHo
12 6nicTepis pa3om 3 BTOPUHHOTO TEXHiYHY NMOMWJIKY Y TEKCTI
iHranaTopom y nakysaHHs); AT MapKyBaHHS MepBUHHOT YNakoBKN
KapTOHHI Kopobui "Apaveg ®apma”, N3. 3ANPONOHOBAHO: 1.
Monbwa (BUpo6HWK, HA3BA JIIKAPCbKOIO 3ACOBY
BiANoBigabHUIA 3a 3aipoH Kancynu, LWo MicTaTb
BUMYCK cepii); MOPOLLIOK ANS iHranauin, no 12
Na6opaTopioc Mkr/mkg
NikoHca, C.A.,
IcnaHis (BMpO6HUK
"in bulk" Ta
KOHTPO/b cepii)
69. 3NMOMILVH® TabneTkn, BKPUTI KYCYM IHais KYCYM XENTXKEP IHais BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyernmom UA/10672/01/01
060n10HKo0, No 250 Mr XENTXKEP MNBT NBT NTA, IHAis; YkpaiHa mMaTtepianis: 3MiHu | Tuny -
no 6 abo no 21 TabneTuji nTa TOB "KYCYM BHECEHHS 3MiH Yy cneuudikadito

y 6nictepi; no 1
6nicTepy y KapTOHHii
ynakoBLi

PAPM", YkpaiHa

nig Yyac BUPO6HMLITBA FOTOBOTO
nikapcbKoro 3acoby 3a
NnoKasHUKaMm: «3asINLLKOBI
KifIbKOCTi OpraHivyHmnx
PO34YMHHVKIB» Ta NOKa3HMKa
«Onuc» Ha cTagil BUCYLLIYBaHHS.
Moka3HWK «3a/nLLKOBI KiNlbKOCTI
OpraHiYH1X PO3UNHHUKIB»
nepeHocnTbEA 3 cneumdikalii Ha
roToBwiA Nikapcbkuii 3aci6 Ta
3aMWAaETbCA 6e3 3MiH i3
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3a3HavyeHHaM "pe3ynbTatun
BUMPOBYBaHHA NePeHOCATLCS 3
KOHTPO/O B NpoLieci
BMPO6HMLTBA"; 3MiHM | TURYy -
OHOBJIEHHA 3aTBepaKeHoro MK4,
a came BUKNafEeHHS TEKCTY
[lep>XXaBHO MOBOIO, 3TifHO
Cy4acHWX BUMOr

70.

SNOMIUNH®

TabneTkn, BKPUTI
060n0Hkoto, no 500 Mr
no 3 Tabnetkn y
6nictepi; no 1 6nictepy
Y KapTOHHIi1 ynakoBLi

KYCYM
XENTXKEP MNBT
nTa

IHais

KYCYM XENTXKEP
NBT NTA, IHais;
TOB "KYCYM
PAPM", YkpaiHa

IHais
Ykpaina

BHECEHHS 3MiH [0 peecTpavuiiHnX
Marepianis: 3miHu | Tuny -
BHECEHHS 3MiH Yy cneuudikadito
nig Yyac BUPO6HMLITBA FOTOBOTO
nikapcbKoro 3acoby 3a
noKasHUKaMm: «3asINLLKOBI
KifIbKOCTi OpraHivyHmnx
PO3YMHHMKIB» Ta NOKa3HMKa
«Onuc» Ha cTagii BUCYLLIYBaHHS.
Moka3HWK «3a/InLLKOBI KiNlbKOCTI
OpraHiYHUX PO3YNHHUKIB»
nepeHocuTbEA 3 cneumdikalii Ha
roToBWiA Nikapcbkuii 3aci6 Ta
3aMwaeTbea 6e3 3MiH i3
3a3HayvyeHHaM "pe3ynbTatun
BMNPOBYBaHHSA NEPEHOCATLCS 3
KOHTPO/IO B NPOLIECI
BMPOOHULTBA"; 3MiHM | TvNy -
OHOB/EHHSA 3aTBepakeHoro MKH,
a came BUIK/afieHHs TEKCTY
[ep>XXaBHOI MOBOIO, 3TifHO
CyYacHVX BUMOr

3a peyenmom

UA/10672/01/02

71.

30/IMIF'PEH®
CMNPEN

cnpeii HasaslbHUiA
[030BaHwii, 2,5 mr/gosa
no 2 mn (20 go3) y
donakoHi, no 1 dpnakony
y nayui 3 kKapToHy

AT "dapmak”

YKpaiHa

AT "®apmak”,
YkpaiHa
(BignoBiganbHuii 3a
BUNYCK cepil,
BK/THOHA0YM
KOHTpO/b/
BMNPOGYBaHHSA
cepii); TOB
HaykoBo-BMpo6HUMYa
chipma "MIKPOXIM",
YkpaiHa
(BignoBiganbHuii 3a
BMPOGHULITBO Ta
KOHTpONb/
BMNpOGYBaHHSA cepii,
He BK/0Yaoun
BUNYCK cepil;
ropuanyHa agpeca,
na6oparopis

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMartepianis: 3MiHu | TUNY - 3MiHK 3
sikocTi. CepTudikat
BignosigHocTI/lE-cepTudpikar
BiANOBIAHOCTI EBpONechbkili
thapmaxkonei/moHorpadii.
MpuBegeHHs cneunikauii Ha A®I
00 BUMOr MoHorpacii EP
"30NMiTpUNTaH" 3a NOKa3HMKaMu:
"Onuc”, "PO3YMHHICTL",
"laeHTudpikanis”, "CynposigHi
nomiwkn", "CynbchaTHa 3ona",
"KinbkicHe BU3HauYeHHS",
"Mpo30opicTb po3ynHy",
"KonbopoBicTb po3uunHy",
"Temnepartypa nnaBneHHsa",
"OnTuyHe obepTaHHA", "Baxki
meTanun", "Btpata B maci npu
BUCyLWyBaHHI", "EHaHTiOMeTpnYHa

3a peyenmom

UA/15215/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

hi3nKO-XiMiYHOrO

aHanisy i KOHTPOs
BMPOGHULTBA,;
naboparopis
6ionoriuHoro

aHanisy;

TEeXHO/OrivHi cTagji

BMPOGHMLTBA)

yuctoTa", "Boga", "3asmLLIKOBI
PO3UMHHUKN". 3MiHU | TUMY - 3MiHK
3 aKocTi. CepTtudikat
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONechbkili
thapmakonei/moHorpadii. 3miHu B
cneuudikaLito BXigHOTO KOHTPOSIO
BMpOGHUKa /13 TOB HOP
"Mikpoxim" - npuBeAEeHHA
cneuudikauii Ha A®l y
BiANOBIAHICTb 40 BUMOT
MoHorpadii EP 2737 Zolmitriptan
(airoue BugaHHs). 3MiHn | Tuny -
3MiHu 3 gKocTi. A®l. KoHTponb
A®I. 3miHK B cneyudpikadito
KOHTpoNo A®| - foaaBaHHA
napameTpa cneumadikauii 3
BIANOBIAHUM METOL0M
BMNPOOYBaHHSA -"3aLLKOBI
PO3YMHHUKM"(2-NponaHon — He
6inbwe 0,5 %; eTnnayertaT — He
6inbLlue 0,5 %). 3miHun Il Tnny -
3MiHu 3 AKoCTi. A®l. BupobHMUTBO.
BBefeHHs HOBOro
(anbTepHaTMBHOr0) BUPO6HUKA
A®I| 3 HaaHHAM MacTep-ghaiina
Ha A®| - Alembic Pharmaceuticals
Limited, India. 3minu Il Tvny -
3MiHU 3 AKoCTi. A®l. BupobHMLUTBO.
BBefeHHs HOBOro
(anbTepHaTMBHOr0) BUPO6HUKA
A®I| 3 HaaHHAM MacTep-ghaiina
Ha A®| - HETERO DRUGS
LIMITED, India.

72.

30/IMIF'PEH®
CNPEN

cnpeii HazaslbHUA
[030BaHwuit, 5 mr/gosa
no 2 mn (20 go3) y
dhnakoHi, no 1 dpnakoHy
y nauui 3 kKapToHy

AT "dapmak”

YKpaiHa

AT "®apmak”,
YkpaiHa
(BignoBiganbHWiA 3a
BUNYCK cepil,
BK/THOHAI0UM
KOHTpO/b/
BMNPO6YBaHHsA
cepii); TOB
HaykoBo-BUpo6HMYa
thipma "MIKPOXIM",
YkpaiHa
(BignoBiganbHWiA 3a
BUPOBHMUTBO Ta
KOHTpO/b/
BMNPOGYBaHHS cepii,

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3mMiHu | Tuny - 3MiHK 3
akocTi. CepTudpikar
BignosigHocCTI/IE-cepTudcpikat
BIANOBIAHOCTI EBPONENChbKili
thapmakonei/mMoHorpadii.
MpuBeneHHs cneuunikauii Ha A®I
[0 Bumor moHorpadii EP
"3onMiTpunTaH" 3a NoKasHUKamu:
"Oonuc", "PO3YMHHICTL",
"loeHTndikauis", "CynposigHi
nomiwkn", "CynbchaTHa 30na",
"KinbkicHe BU3Ha4YeHHs",
"Mpo3opicTb po3ynHy",
"KONbOPOBICTb PO3UMHY",

3a peyenmom

UA/15215/01/02
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
He BKNoYauu "Temnepartypa nnaBneHHsa",
BUNYCK cepil; "OnTuyHe obepTaHHA", "Bakki
opngnyHa agpeca, meTann", "Btpata B maci npu
naboparopis BMCYLLYBaHHI", "EHaHTiOMeTpnyHa
Pi3nKo-XiMiYHOTO yucroTa", "Boga", "3asmLLKOBI
aHani3y i KOHTposo PO3UYMHHUKM". 3MiHW | TUMY - 3MiHK
BMPOGHWLTBA; 3 akocTi. CepTtudikat
nab6oparopis BignosigHocTI/lE-cepTudikart
6ionoriyHoro BiNOBIAHOCTI E€BpPONENChKiit
aHanisy; thapmakonei/moHorpadii. 3miHu B
TeXHONOrivHi cTagji creundikaLito BXigHOro KOHTPO/0
BUPO6GHMLTBA) BUpo6HMKa /13 TOB HPP
"Mikpoxim" - npuBeAEeHHS
crneundikauii Ha APl y
BiANOBIAHICTb 40 BUMOT
MoHorpadii EP 2737 Zolmitriptan
(aitoye BugaHHs). 3MiHun | Tuny -
3MiHu 3 siKocTi. A®l. KoHTponb
A®I. 3miHM B cneuudikawiio
KOHTpONt A®I - foaaBaHHA
napameTpa cneuudikauii 3
BigMNOBIAHMM METOA0M
BMNPO6YBaHHS -"3asInLLKOBI
PO3UYMHHUKM"(2-NpoNaHon — He
6inbwe 0,5 %; eTnnayertaT — He
6inblue 0,5 %). 3miHu Il Trny -
3MiHU 3 AKkocTi. A®I. BUpo6HULTBO.
BeefieHHst HOBOTO
(anbTepHaTUBHOr0) BUpOOHUKA
A®I| 3 HagaHHAM MacTep-ghaiina
Ha A®I - Alembic Pharmaceuticals
Limited, India. 3miHn Il TNy -
3MiHM 3 AKkocTi. A®I. BUpo6bHULTBO.
BeefieHHst HOBOTO
(anbTepHaTUBHOr0) BUpOOHUKA
A®I| 3 HagaHHAM MacTep-ghaiina
Ha A®l - HETERO DRUGS
LIMITED, India.
73. IBYNPO®EH TabneTtkn, BKPUTI My6niuHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHnx 6e3 peyenma UA/3304/01/01
N1iBKOBOK 060/I0HKOLO, akujioHepHe akujioHepHe Marepianis: 3miHu | Tuny -
no 200 wmr, no 10 TOBapuUCTBO TOBapuUCTBO BBe/leHHs a/lbTePHaTUBHOrO BUAY
Tabnetok y 6nictepi, no "HaykoBo- "HaykoBo- BTOPWHHOT YMakoBKX i3
5 6nicTepis y nauyi BVMPOGHWYNIA BMPOGHUYNIA LEHTP 3a3HavyeHHaAM y n. 17"[HLE"
LeHTp "BopLyariBcbKuii norotuny guctpué'totopa TOB
"BopLuariBCbkuii XimiKO- "MapkeT YHisepcan 74"
XimiKo- thapmaueBTUYHWI (3a3HaveHnn Ha ynakoBLii)
hapmaLeBTUYHNIA 3asofa”
3asog”
74. 1I30P/TYPAH napu ans iHraasuin, Mipaman IHAjs MNipaman IHAiA BHECEHHS! 3MiH 10 peecTpaLiiHnxX 3a peyenmom UA/15274/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

pianHa 100% no 100 mn
a6o 250 mn npenapaty
y donakoHi; no 1
th/1aKOHY B KapPTOHHii
KopoobLi

EHTepnpaiiznc
NimiTen

EHTepnpaiizuc
NimiTen

marepianis: 3miHu | TMny - 3miHn
Lwoao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3arasIbHEHUX AaHNX
npo cucTemy thapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0Co6H,
BiiNOBIAabHOT 3a 34iICHEHHS
thapmakoHarnsay; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3asBHUKA A1 3MiACHEHHS
thapmakoHarnagy B YkpaiHi, SKL0
BOHa BifjMiHHa Bif, yNOBHOB&XeHOT
ocobu, BifnoBifabHOI 3a
3[jiCHeHHs1 hapMakoHarnsgy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
mMacTep-caiina cucremm
thapmakoHarnsagy) - 3miHa
YMNOBHOBaXeHOT 0COOM 3asBHMKA,
BignoBigasibHOI 3a
hapmakoHarnsg.

[itoua pepakuis: Dr. Ruchi Pande.
MponoHoBaHa pepakuis: Dr. Manoj
Swaminathan. 3MiHa KOHTaKTHMUX
[aHVX YNOBHOB&XeHOI 0cobu
3as1BHMKA, BignoBiAa/bHOT 3a
hapmakoHarnsg.

75.

1I30D/TYPAH

napwv gns iHransuin,
pianHa 100% no 100 mn
a6o 250 mn npenapaty
y donakoHi; no 1
h/1aKoHY B KapTOHHii
Kopobui

Mipaman
EHTepnpaiiznc
Nimiteq

IHais

Mipaman
EHTepnpaiizuc
NimiTen

IHais

BHECEHHS 3MiH [0 peecTpavLiiHnX
marepianis: 3miHu | TMny - 3miHK
Lofo 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
BHeceHHs 3MmiH go po3ainy MKA:

MAPKYBAHHA

[litoua pepakuyis: MAPKYBAHHA

TekCT MapKyBaHHSA [04a€TbCS.
MponoHoBaHa peaakuis:
MAPKYBAHHSA 3rigHo
3aTBEPAKEHOr0 TEKCTY

MapkKyBaHHSA. OHOB/IEHHSA TEKCTY

MapKyBaHHS YNakoBKW NiKapcbkoro
3ac06y 3 BHECEHHAM iHchopmavi

00 3a3HAYEHHS OAVHULB
BMMIptOBaHHA y cuctemi Sl.
BBegeHHS 3MiH NpoTArom 6-tm
MiCALIB NiC/1A 3aTBEPAXKEHHS.

3a peyernmom

UA/15274/01/01

76.

IKCO)XXEBA®

PO34nH A1 iH'eKUii, 70
mr/ma; no 1,7 mn (70

AmMIXeH Espona
b.B.

HigepnaHngu

BMPOBHUK
Hepo3sdiacoBaHol

HigepnaHgm
CLIA

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHum | Tuny -

3a peyernmom

UA/15390/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
mr/Mn) y dprakoHi; mo 1 NpoAyKuii, NepBuUHHe OHOBJ/IEHHS ONUCY aHaNITUYHOI
dhiakoHy B KapTOHHIiA nakyBaHHs: AMKeH MeTOAVKM Ta NiATBEPAKEHHS
KopoobLi MaHyhekuypiHr cneumdivHoI igeHTudikauii 3a
Nimiten, CLWA; MeToAoM PamaHiBCbKOT
BTOPUHHE cnekTpockonii Ans Ajtyol
nakyBaHHs Ta peyoBuHu jeHocymab
BWMNYCK Cepil:
AMIXeH €spona
B.B., Higepnanau
77. IMYHOrnobyniH po3unH ANns iH'ekuin 10% | TOB "BIO®APMA Ykpaina BMPOGHMLTBO, YkpaiHa BHECEHHS 3MiH 10 peecTpaljiiiHux | 3a peyenmom UA/15902/01/01
N anHnN no 1,5 mn B amnyni; no MNA3MA" nepBuHHE mMartepianis: 3MiHu | Tuny - 3MiHK 3
HOPMANBHWI - 10 amnyn y navu,i nakyBaHHs; akocTi. A®l. BupobHULTBO. 3MiHK
BIO®APMA BMPOGHMLTBO, B npoteci Bupo6HuuTea AdI
nepBuHHE Ta (He3HayHa 3MiHa y npoueci
BTOPUHHE BMpo6HuuTBa A®I) - MNepeHoc
nakyBaHHs, TOuKM Bif6OpY Npobu Ans

KOHTPO/b SIKOCTI,
BWNYCK Cepiii;
KOHTPO/b SIKOCTI:
TOB "BIO®APMA
MNA3MA"

KOHTPO/T0 NEepLLOro roMOreHHoro
BUPOBHMYOrO Nyny naasmu 3
«CTagis 1 dopmyBaHHs
BMPOGHMYOro Ny sy naasmm
Onepauis 1.2 dopmyBaHHSA
BMPOGHMNYOro Nysy naasMu» Ha
«Ctapgia 3 OTpMMaHHsA
ueHTpudpyraty | Onepauis 3.1
OTpuMaHHs cymiui |» y 3B'A3Ky 3
BUKOPWCTaHHAM 06/1aHaHHS
6iNbLLIOT MICTKOCTi Ha HOBIM
BMPOGHUYIN AinbHuUi y M. Bina
LlepkBa. CneuudpikaLlisi KOHTPOSO
He3MiHHa; 3MiHu | Tuny - 3miHn 3
SKocTi. [0TOBWIA Nikapcbkuii 3aci6.
3MiHM Y BUPOBHULTBI. 3MiHa
po3mipy cepii (BkoUYaoun
AianasoH po3Mipy cepii) roToBoro
niKkapcbKoro 3acoby (36inbLIeHHs
[0 10 pasiB NOPIBHAHO i3
3aTBEPKEHUM PO3MIpPOM) -
36inbLUeHH:A po3mipy cepii N3
415 BUPOOHWNYOT AiNbHULI Y M.
Bina LlepkBa. 3anponoHoBaHo:
58000 (41550 — 75330) amny;
3MiHM | TUnY - 3MiHK 3 AKOCTI.
[oTOBMIA NikapcbKuii 3acio.
Cucrema
KOHTeliHep/3aKynoptoBasbHuWi
3aci6 (iHwWi 3MiHK) - HagaHHs
LeTanbHoi iHdopmauii B
peecTpavuiiniHOMy A0CbE w040
NEePBUHHOTO MaKyBaHHS MPOMKHOT
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
(Hepo3dhacoBaHoi) npoAykLujii, a

came 36epiraHHs npoaykTy y 3D-
KoHTelHepi ALLEGRO single use
system; 3miHu Il Tuny - 3miHK 3
sKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
3MiHN y BUPO6HMLTBI. 3amiHa abo
BBEAEHHS 40AATKOBOI AiNbHML
BMPOGHMLTBA AJ151 YACTUHU abo
BCbOr0 BUPOGHMYOro npoLiecy
rOTOBOrO J1iKapCbKOro 3acoby
(minbHMUSA, Ha AKili NpoBOASATLCSA
6yAb-aKi BUPOGHMYI cTagii, 3a
BVIHSAATKOM BWMNYCKY CepiA,
NpoBefeHHs KOHTPOJ0 SKOCTi Ta
BTOPVHHOTIO NakyBaHHS, A1
nikapcbknx 3acobis
6ionoriyHoOro/iMmyHos10rvyHoro
NOXOLPKEHHSA abo NiKapCbKnX
chopM KOMM/IEKCHOrO (CKMagHoro)
BMPOGHMYOro npoLecy) -
[LopaBaHHA dyHKLili BUPOGHULITBO
Ta NepBUHHE NakyBaHHA A1
BUPOGHUYOT AinbHULi y M. bina
LlepkBa
CynyTHS 3MiHa
- 3MiHK 3 sIKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3amiHa abo
BBEEHHS [0AATKOBOI AiNbHUL
BMPOGHMLTBA A1 YacTUHU abo
BCbOr0 BMPOOHMYOro npouecy
roTOBOrO JliKapCbKOro 3acoby
(AinbHULA ANA NEPBUHHOIO
nakyBaHHs);
3MiHu |l TNy - 3MiHW 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHK
y BUPOBGHMLTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYHTbCA
BWMYCKY Cepii Ta KOHTPO/IH0 AKOCTI
rOTOBOrO J1iKapCbKOro 3acoby
(3amiHa abo foaaBaHHSA AiNbHUL,
Ha SIKill 34iACHIOETLCA KOHTPOb
AKOCTI/BMNPOBYBaHHA cepii Ans
6ionoriyHOro/iMmyHo10rvyHoro
NiKapcbKoro 3acoby, Ta 6yab-sKoi
OiNbHWL|, Ha AKili 3aCTOCOBYETLCSA
6i0N10riYHMIA/iMyHONOrYHNI MeTop,
BMNpo6yBaHHSA) - [logaBaHHA

OYHKLii KOHTPONb AKOCTI ANst
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

BMPOGHWYOI AinbHNL Y M. Bina
LlepkBa. joaaBaHHs BUPOGHMYOT
AiNbHULI, Ha SiKili 34jCHI0ETbCA
KOHTPO/b AKOCTi; 3MiHu |l Tuny -

3MiHu 3 aKocTi. API.

Brpo6HMUTBO. 3MiHM B npoueci
BMPO6HMLTBA AP (iHLWi 3MiHN) -

36i/bLLEHHA 06'EMY BUPOGHMYOrO
nyny nnasmuv ans
thpakuioHyBaHHs 3 300 51 go 2100
N Ha HOBIli BUPOBHMYIN AiNbHULI Y
M. bina Lepksa y 3B’A3ky 3
BUKOPWCTaHHAM 06/1aAHaHHS
6inbLIoi MicTKOCTi; 3MiHu Il Tuny -
3MiHu 3 aKocTi. API.
Brpo6HMLUTBO. 3MiHa BUPOOHMKA
BUXiQHOrO/NPOMIXHOro
npoaykTy/peareHty, Lo
BUKOPVCTOBYHOTBCS Y
BMpo6GHUYOMY npoueci AdPl, abo
3MiHa BMPOGHWMKa (BKOUatoun, ae
HeobXxiAHO, MicLe NpoBeAeHHS
KOHTPO/tO sKOCTi) APl (3a
BifICYTHOCTI cepTudikara
BiANOBIAHOCTI EBpONechbkil
thapmMakonei y 3aTBepyxeHomMy
[0CbE)(iHLWi 3MiHN)- [lofaBaHHsA
BMPOGHWYOT AibHNL ANS
OTPUMaHHS Ail040i PeYOBUHY 3
nnasmu NauHn ans
chpakuioHyBaHHs; 3miHu Il Tuny -
3MiHu 3 aKocTi. API.
Brpo6HMUTBO. 3MiHM B npoueci
BMPOG6HMLTBA AP| (3HAYHA 3MiHa Y
npoteci Bupo6Huutea A®I, o
MOXe MaTu iCTOTHWIA BN/IMB Ha
AKICTb, 6e3neKy abo edheKTUBHICTb
nikapcbKoro 3acoby) - BeefeHHs
[04aTKoBOro etany
BipyCiHakTuBaLUii y npoueci
BMpobHUUTBa APl — eTan
HaHogiNbTpaLji nepeq etTanom
ynbTpadinbTpaLii 3 MeTo
BUAAIEHHS NMOTEHLIAHO NPUCYTHIX
6e3060/10HKOBUX BipyCiB. 3MiHM

BHECEHO [0 IHCTPYKLi Ans

MeAUYHOro 3aCTOCYBaHHS

nNikapcbKoro 3acoby A0 po3ainy

"IMYyHO/IOTiYHi i BioN0riYHi

105




Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
B/1ACTMBOCTI" Ta A0 KOPOTKOI
XapaKTepuCTUKK Nikapcbkoro
3acoby Ao po3giny
"5.1.dbapmakognHaMi4Hi
B/1acTMBocCTi”
78. IHOAHPUKC cycneHsis (DTPa-HBV- nakcoCmiTKnsiiH Benuka nakcoCmiTKnsiH Benbris BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyernmom UA/16235/01/01

FEKCA™/INFANRIX | IPV) ans iH’ekuiin no 0,5 Ekcnopt flimiteq, BputaHis Bionomxikans C.A. marepianis: 3MiHu |l TUMy - 3MiHK
HEXA™ M (1 posa) Ta KpUTEpIiB NPUAHATHOCTI ANs
KOMBIHOBAHA niodhinizat (Hib) 1 BunpobysaHHa Molecular size
BAKUVHA And nonepegHLO distribution by HPLC 3
NMPO®ITAKTUKU HanoBHeHU BUKOPUCTaHHAM KONOHKMN
ANDTEPI, 0/[1HOpa30BUit WnpuL, (No GMPWXL y cnedigikauisax: ans
NPABLS, 0,5 mn (1 gosa)) y NPOMKHOrO NPOAYKTY OUMLLIEHWIA
KALLJTIOKY KOMNJEKTi 3 ABOMa nonicaxapug Haemophilus
(ALENIONAPHUIA ronkamu Ta go1akoH 3 Influenzae (PRP bulk) -
KOMMOHEHT), niodgpinizatom (Hib) gns 3anponoHoBaHo: “Not less than
FENATUTY B, 1 no3u, Wo 3MilyTbes 66% before cut-off 300 kDa"; ans
noniomMienITy TA nepes BUKOPUCTaHHAM NPOMKHOrO NPOAYKTY OUMLLIEHWIA
3AXBOPHOBAHb, (wnpwy, 3 ronkamu nonicaxapwg Haemophilus
3bYAHNKOM 3aKpuTi rymoBUMU Influenzae, koH'toroBaHuii 3
AKX € KoBnaykamu); ABi ronkun npasLueByM aHaTtokcuHom (PRP-
HAEMOPHILUS (ogHoro posmipy), TT bulk) - 3anponoHoBaHo: Not
INFLUENZAE TUNY | wnpwy Ta donakoH less than 75% before cut-off 825
B repmMeTVYHO 3anakoBaHi kDa

y NNacTKoBWii
KOHTeliHep; no 1 a6o no
10 nnacTmkoBmx
KOHTEHepIB Y KapTOHHIlA
KOpo6Li 3 MapKyBaHHAM
YKpaiHCbKO MOBOIO; 1
nonepegHL0
HanoBHeHW
0fHopas3oBwuiA WNpuy, (no
0,5 mn (1 gosa)) y
KOMNNEeKTi 3 ABOMa
rofikamv Ta oNakoH 3
niodgpinizatom (Hib) gns
1 f03w, WO 3MillyTbeA
nepes, BUKOPUCTAHHAM
(Wwnpwy, 3 ronkamu
3aKpUTi TyMOBVMM
KoBnaykamu); ABi ronkun
(ogHoro posmipy),
wnpuy, Ta ch1akoH
repMeTMyHO 3anakoBaHi
y NNacTKoBWiA
KOHTeliHep; no 1 a6o no
10 nnacTmkoBmx
KOHTENHEPIB Y KApTOHHIl

PekaTeropusauist Tecty Molecular
size distribution by HPLC 3
BUKOPWUCTAHHSIM KOJTOHKU
GMPWXL Ans npomixXHOro
NPOAYKTY aKTUBOBaHWIA OUMLLEHWIA
nonicaxapwg Haemophilus
Influenzae (PSAH bulk) 3 Tecty
NPUAHATTA PILLIEHHS LLOAO AKOCTI
(in-process quality decision test)
Ta TecTy npu Bunycky (quality
release test) 3 kputepiem
npuiinaTHocTi “Not less than 28%
before cut-off 275 kDa” Ha
MOHITOPUHT Yy NpoLLeci
BMPOGHULTBA (in-process
monitoring) 3 kpuTepiem
npuiiHsaTHocTi “ To be Monitored”
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Kopobui
79. IHPAHPUKC™ INB | cycneHsia (DTPa-IPV) nakcoCmiTKnsiAH Benuvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/15832/01/01
XIB | INFANRIX™ Ans iv'ekuin no 0,5 mn (1 Ekcnopt fimiteq BputaHis Bionomxikans C.A. marepianis: 3MiHu |l TURY - 3MiHK
IPV HIB [03a) Ta niodinisar KpUTEpIiB NPUAHATHOCTI ANs
KOMBIHOBAHA (Hib); cycneHsia (DTPa- BUNpobyBaHHs Molecular size
BAKUUHA And IPV) pns iH'ekuiin no 0,5 distribution by HPLC 3
MPO®INTAKTUKN mn (1 gosa) y BUKOPUCTaHHAM KONOHKMN
DUNOTEPII, nonepeHLo GMPWXL y cneujcpikauisx: ans
NPABLA, HanoBHeEHOMY NPOMIKHOrO NPOAYKTY OUMLLIEHWIA
KALUMOKY 0HOPa30BOMY LUMPUL nonicaxapwg Haemophilus
(ALENMIONAPHNIA Nel y kOMMekTi 3 Influenzae (PRP bulk) -
KOMMOHEHT), [ABOMa rosikamm Ta 3anponoHosaHo: “Not less than
NONIOMIENITY TA | niodpinizart (Hib) y 66% before cut-off 300 kDa"; ans
3AXBOPHOBAHDb, donakoHi Nel, wo NPOMXHOr0O NPOAYKTY OUMLLIEHWIA
3bYAHUNKOM 3MILLYHOTBCA Nepes, nonicaxapwg Haemophilus
AKX € BMKOpPUCTaHHAM: no 1 Influenzae, koH'toroBaHuii 3
HAEMOPHILUS nonepegHL0 npasLEeBM aHaTokcMHoM (PRP-
INFLUENZAE TUMY | HanoBHeHOMY TT bulk) - 3anponoHoBaHo: Not
B 0HOPa30BOMY LUMPULY less than 75% before cut-off 825
Yy KOMMNAEKTi 3 ABOMa kDa
ronkamy Ta 1 dplakoHOM PekaTteropu3sauis Tecty Molecular
3 niodpinizatom (Hib) y size distribution by HPLC 3
BaKyyMHiii CTEpUNbHIiA BUKOPUCTAHHSIM KOJTOHKU
ynakosui; no 1 GMPWXL ans npomikHOro
BaKyyMHill CTepUbHIl NPOAYKTY aKTUBOBaHWIA OUMLLEHWIA
yNaKoBLi y KAPTOHHii nonicaxapug Haemophilus
KOpOO6Li 3 MapKyBaHHAM Influenzae (PSAH bulk) 3 Tecty
YKPaiHCbKOI0 MOBOIO NPUAHATTA PiLUEHHS WOA0 AKOCTI
(in-process quality decision test)
Ta TecTy npu Bunycky (quality
release test) 3 kpuTepiem
npuiinsaTHocTi “Not less than 28%
before cut-off 275 kDa” Ha
MOHITOPUHT y NpoLieci
BMpO6HULTBA (in-process
monitoring) 3 KpuTepiem
npuiHATHOCTI “ To be Monitored”
80. INPIKCOH HEB PO34UH A5 iHraNALi, AT "Apaves Monbwa BiAnoBiganbHUIA 3a MonbLa BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/17999/01/01
0,5 mMr+2,5 mr/2,5 mn no Papma” BUMYCK cepiii: AT ITanisa marepianis: 3MiHW | TUMY - 3MiHK

2,5 Mn B amnyni 3
nonieTuneHy H13bKOI
LWiNbHOCTI; No 5 amnyn y
KOHBEepTi 3 laMiHOBaHOT
honbru; No 4 KoHsepTa
Y KapTOHHIll kopoobLi

«Apamveq ®apma,
MonbLua;
BMPOGHULITBO Ta
nakyBaHHs:
"TeHeTtuk" C.IN.A,,
ITanisa

BHECEeHO A0 [HCTpyKUii ans
Me[IM4YHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby [0 po3ginis:
"Oco6MBOCTI 3aCTOCYBaHHSA",
"Mepepno3ysaHHsA" Ta "MNobiyHi
peakuii” oo 6esneku
3aCTOCYBaHHA fjil0UMX PEYOBUH,
BiANOBIAHO A0 pekomeHaaLii
PRAC; BBEfIEHHS 3MiH NPOTArom
6-TV MicAUiB Nicaa 3aTBEPAKEHHS

107




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

81.

KAOTONPUN

TabneTkun no 25 mr, no
10 TabneTok y 6nicTepi;
no 2 6nictepu B nayLj

NAT
"KuiBmegnpenapa
-

YkpaiHa

MAT
"Kuismegnpenapar”

Ykpaina

BHECEHHS 3MiH [0 peecTpavyiiiHnX
mMartepianis: 3MiHu | Tuny - 3MiHK 3
AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
3MiHn y BUPOGHMLTBI. 3MiHa
po3Mipy cepil (BKHoYaoUn
fianasoH po3mipy cepii) roToBoro
nikapcbKoro 3acoby (36inbLeHHs
00 10 pasiB NOpiBHAHO i3
3aTBEPAKEHNUM PO3MIPOM)
3arBepaKeHo:
200 Kr cyMiLli KOMMOHEHTIB, W0
cTaHoBuTb 2 000 000 Tabn. (3
[ONYyCTUMUM BigXUIEHHSAM Bif,
180,0 kr go 220,0 kr a6o Big 1 800
000 Tabn. go 2 200 000 Tabn.)
3anponoHoBaHo:
200 Kr cyMiLli KOMMOHEHTIB, W0
cTaHoBuTb 2 000 000 Tabn. (3
[ONYyCTUMUM BigXUIEHHSAM Bif,
180,0 kr go 220,0 kr a6o Big 1 800
000 Tabn. fo 2 200 000 Tabn.);
400 Kr cyMmiLli KOMMOHEHTIB, WO
cTtaHoBuTb 4 000 000 Tabn. (3
O0NYyCTUMUM BIAXWUNEHHAM Bif,
360,0 kr go 440,0 kr a6o Big 3 600
000 Tabn. fo 4 400 000 Tab..)

3a peyenmom

UA/7638/01/01

82.

KAPAVKET®
PETAP[,

TabneTku
MPOJIOHroBaHoi Aji o 20
Mmr, no 10 TabneTok y
6nictepi; no 5 6nictepis
B KapTOHHI kopo6ui

3eHTiBa, K.C.

Yecbka
Pecny6nika

Elicika
PapmacboTrKan3
'v6X , HimeuunHa

(Bupo6Huk
BiANOBiAa/IbHWIA 3a
KOHTPO/Ib AIKOCTI
Hepo3dgacoBaHOl
npoaykuii); Eiicika
PapmacboTrKan3
'm6X , HimeuunHa
(MepBuHHE Ta
BTOPUHHE
nakyBaHHs); Eiicika
PapmacboTrKan3
'M6X, HimeyunHa
(Bupo6Huk
BiANOBiAa/IbHWIA 3a
BMNYCK cepii );

Elicika
PapmacboTVKan3
'M6X, HimeyunHa

(Bupo6Huk
Hepo3dacoBaHoi

HimeuunHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHN | TUMY - 3MiHK
Lofo 6e3nekn/edpekTMBHOCTI Ta

hapmakoHarnagy. BunyyeHHs

(cvna gii) - BUAyYeHHs cunm gii 60

mr
3anponoHoBaHo: TabneTtkn
nposioHroBaHoi gii no 20 mr, 40 Mr

BunyueHHs cunm aji 60 mr, Ta K
HacCnifoK BHECEHHS A0 IHCTPYKL,i

AN8 MeANYHOro 3acTOCyBaHHs
niKapcbKoro 3acoby 3miH A0
posginis "Cknag", "/ikapcbka
chopma”, "Cnocib 3actocyBaHHs Ta
no3un", "YMoBu 36epiraHHs".

3a peyenmom

UA/4491/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
npoaykuii Ta
KOHTPO/b SIKOCTI)
83. KAPOWKET® TabneTtkn 3eHTiBa, K.C. Yecbka Eicika HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyernmom UA/4491/01/02
PETAPL NPOJIOHroBaHoi Aji no 40 Pecny6nika dapmacboTrKan3 marepianis: 3MiHW | TUMY - 3MiHK
Mmr, no 10 TabneTok y 'v6X , HimeuunHa Lofo 6e3nekn/edekTMBHOCTI Ta
6nicTepi; no 5 6nictepis (Bupo6Huk hapmakoHarnagy. BunyyeHHs
B KapTOHHIi kopo6ui BiANOBIgaIbHNIA 32 (cvna gii) - BUyYeHHs cunm gii 60
KOHTPO/b AKOCTI mr
Hepo3dgacoBaHOl 3anponoHoBaHo: TabneTtkn
npoaykuii); Eficika nposioHroBaHoi aii no 20 mr, 40 mr
PapmacboTrKan3 BunyueHHst cunm gji 60 mr, Ta K
v6X , HimewunHa HacCnifoK BHECEHHS A0 IHCTPYKL,i
(MepBuHHe Ta ANA MeANYHOro 3acTOCyBaHHs
BTOPVIHHE niKapcbKoro 3acoby 3miH A0
nakyBaHHs); Eicika po3ginis "Cknag", "Nlikapcbka
dapmacboTrKan3 chopma”, "Cnocib 3actocyBaHHs Ta
'M6X, HimeyunHa no3un", "YMoBu 36epiraHHs".
(Bupo6Huk
BiANOBiAA/IbHWIA 3a
BMNYCK cepil );
Elicika
PapmacboTrKan3
'M6X, HimeuunHa
(Bupo6Huk
Hepo3dacoBaHoi
npoAaykuii Ta
KOHTPO/1b SIKOCTI)
84. KBALEBIT® TabneTku, BKpUTI AT "KUIBCbKUIA Ykpaina AT "KNIBCbKWN YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHnX 6e3 peyenma UA/8633/01/01

N/1iBKOBOK 060/IOHKOIO,
no 10 TabneTtok y
6nicTepi, no 3 6nictepu
B nauuj; no 15 TabneTok
y 6nicTepi; no 4 a6o no
6 6nicTepiB y nauyi

BITAMIHHWI
3ABOJ"

BITAMIHHWIA
3ABOJ"

MaTepianis: 3MiHu Il TUNy - 3MiHK 3
akocTi. A®l. BupobHuuteo. 3miHa
BMPOGHMKA BUXiAHOro/NpOMKHOrO
npoaykTy/peareHty, Lo
BMKOPUCTOBYIOTbCSH Y
BMPO6HMYOMY npoLieci AdDl, abo
3MiHa BMPOGHWMKa (BKNOYatouu, ae
HeobXxigHO, MicLe NpoBeAeHHS
KOHTPO/tO AKOCTi) APl (3a
BifCYTHOCTI cepTudikaTa
BIANOBIAHOCTI EBpONechbkili
thapmMakonei y 3aTBepykeHomy
[0cbe)(BBEAEHHS HOBOrO
BMPO6HMKa APl 3 HaAaHHAM
macTep-gaiina Ha Adl) - 3miHa
noB’sA3aHa 3i 3MiHOK BUPOBHNYOT
[iNbHULI Big, BXe 3aTBepAyKeHoro
BMpOGHMWKa TiaMmiHy rigpoxnopuay
«Huazhong Pharmaceutical Co.,
Ltd.», China (3aTBEepaxeHa
BMpPO6HMYA AinbHuus: No. 71 West
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Chunyuan Road, Xiangyang,
Hubei, China; 3anponoHoBaHa
BMpO6HMYa AinbHuusa: No. 118

Xianshan Road, Xiangyang City,
Hubei Province). Cy6cTaHLis

TiamiHy rigpoxnopwvg, 3 HOBOI Ta

3aTBEPKEHOI BUPOOHNYMX
LiNbHUUB Ma€e CyMipHi cnocio
BMPOGHULITBA Ta onNnc MeToay
CUHTE3y.

85.

KNALNL®

rpaHynu ansa opanbHoi
cycneHsii, 125 mr/5 mn 1
dhnakoH 3 rpaHynamu
[ONA NpurotysaHHA 60
M a6o 100 mn
cycneHxsii 3 MipHot
NIOXKO0 ab0 MipHUM
LUNPULOM B KaPTOHHIi
Kopobui

ABGOTT
NabopaTtopis
vmeX

HimeyunHa

A66BI C.p.n.

ITanisa

BHECEHHS 3MiH [10 peecTpaviiiHnx
marepianis: 3miHu | Tuny - 3miHn
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOPOTKIil xapakTepucTumui
NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUi Ans
MeJMYHOro 3aCTOCyBaHHsA Ha
nigcTasi perynsipHo
OHOBJ1HOBAHOrO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo
[ocnipkeHb 3 6e3nekn
3aCTOCYyBaHHSA Nikapcbkoro 3acoby
B nicnsapeecTpauiiinii nepiog, abo
AIK pe3ynbTaT OLHK/ 3BITYy 3
JocnifKeHb, NpoBeAeHUxX
BiANOBIAHO A0 nnaHy
negiatpuyHux gocnimpkeHs (PIP)
(3MiHy y3rof>keHO 3 KOMMETEHTHUM
YMOBHOB&XEHVNM OpraHom) - 3MiHu
BHECEHO [0 iHCTPYKLi Ans
MeAMUYHOr0o 3aCTOCYBaHHS
NiKkapcbKoro 3acoby Ao po3ginis
"MpoTunoka3aHHs", "B3aemogis 3
iHLWIMMK NikapcbkMMK 3acobamu Ta
iHLWIi BMAW B3aemogiin",
"Oco6MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHSA y nepiog
BariTHOCTi abo rogyBaHHs rpyaar”
LLIOA0 OHOBJ/IEHHS iHGhopMaLi 3
6e3nekun Aitoyoi pevyoBuHU
"KnapuTpoMiuuH" BignoBigHO A0
pekomeHgauin PRAC

3a peyenmom

UA/2920/04/01

86.

KNALNL®

rpaHynu ansa opanbHol
cycneHsii, 250 mr/5 mn 1
h/1akoH 3 rpaHyiamu
ONA NpurotysaHHA 60
mn a6o 100 mn
cycneHsii 3 MipHO

ABGOTT
NabopaTopis
r6X

HimeyunHa

A668i C.p.Nn

ITanisa

BHECEHHS 3MiH [10 peecTpaviliHnx

marepianis: 3mMiHu | Tuny - 3MiHn

Lwoao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOPOTKiil XapakTepucTuui
NiKapCbKoro 3acoby, TeKCTi

3a peyenmom

UA/2920/04/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

JIOXKOK abo MipHUM
LUNPULLOM B KapPTOHHIlA
KopoobLi

MapKyBaHHS Ta iHCTpyKLUii Ans
MeAMYHOro 3aCTOCYBaHHSA Ha
nigcTasi perynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
pocnipkeHs 3 6e3nekn
3aCTOCYyBaHHS Nikapcbkoro 3acoby
B nicnsipeecTpadiiHuii nepiog, abo
AK pe3ynbTaT OLiHK/ 3BITY 3
JocnifpKeHb, NpoBeAeHnx
BiAMNOBIAHO [0 NnaHy
negiarpuyHux gocnimpkers (PIP)
(3MiHy y3rofpKeHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpPraHom) - 3MiHu
BHECEHO [10 IHCTPYKL,i ANnA
MeJMYHOr0o 3acTOCYBaHHS
nikapcbKkoro 3acoby A0 po3ginis
"MpoTunokasaHHa", "B3aemogis 3
iHWKMKW NikapcbkMKM 3acobamu Ta
iHLWI BMAW B3aemogiin"”,
"Oco61MBOCTI 3aCTOCYyBaHHA",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHsA rpyaa”
LLIOA0 OHOBJ/IEHHS iHChopMaLi 3
6e3nekun Ailo4oi pevoBUHN
"KnapuTpoMmiuuH" BiANOBIAHO A0
pekomeHaaLin PRAC

87.

KNALVA®

TabneTku, BKpUTI
N/1iBKOBOK 060JI0HKOIO,
no 250 mr no 10
Tabnetok y 6nictepi; no
1 6nicTepy B KApTOHHiIl
Kopobui

ABGOTT
Nab6opaTtopi3
6X

HimeyunHa

AG6BI C.p.n.

ITanis

BHECEHHS 3MiH [0 peecTpavLiiiHnX
marepianis: 3mMiHW | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta

thapmakoHarnagy. 3miHa y
KOPOTKIil XapakTepucTumui
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTpyKLUii gns
MeAMYHOro 3aCTOCYBaHHSA Ha
nigcrasi perynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
pocnigkeHs 3 6e3nekn
3aCTOCYyBaHHSA NiKapcbkoro 3acoby

B nicnsipeecTpaLiiHuii nepiog, abo

AIK pe3ynbTaT OLiHKV 3BITY 3
JocnifKeHb, NpoBefeHnx
BiANOBIAHO [0 NnaHy
negiarpuyHux gocnigpkers (PIP)

(3MiHy y3ro[pKEHO 3 KOMMETEHTHUM

YNOBHOB&XXEHUM OpraHoM) - 3MiHU

BHECEHO [0 IHCTPYKLi ANns
MeAMYHOr0 3aCTOCYBaHHS

3a peyernmom

UA/2920/03/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

nikapcbkoro 3acoby A0 po3gainis
"MpoTunokasaHHA", "B3aemogis 3
iHWKMKN NikapcbkrMKn 3acobamu Ta
iHLWIi BMAW B3aemogiin”,
"Oco6NMBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHs rpyaat”
LLLOZI0 OHOBJ/IEHHS iH(hopmaLii 3
6e3nekun Aito4oi pevoBUHN
"KnapuTpoMiLuuH" BigNoBigHO A0
pekomeHgauili PRAC.

88.

KNALMA® CP

TabneTkn, BKPUTI
N1iBKOBOK 060/I0HKOLO,
NPOJIOHIOBaHOT Aji No
500 mr no 5, abo no 7
Tabnetok y 6nictepi, no
1 6nicTepy B KApTOHHiIl
Kopobui; no 7 TabneTok
y 6nicTepi, no 2
6nicTepy B KAPTOHHii
Kopobui

ABGOTT
NabopaTtopis
mM6X

HimeuyunHa

A668I C.p.n.

ITanis

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHN | TUMY - 3MiHK
Lofo 6e3nekn/edpekTMBHOCTI Ta

thapmakoHarnagy. 3miHa 'y
KOPOTKIil XapakTepucTumui
nNiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTpyKLUii Ans
MeAMYHOro 3acTOCYBaHHSA Ha
nigcTasi perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
pocnipkeHb 3 6e3neku
3acToCyBaHHS NikapCbKoro 3acoby

B nicnspeecTpauiiiuii nepiog, abo

K pe3ynbTart OLiHKM 3BIiTY 3
[ocnigpKeHb, NpoBeAeHnX
BiANOBIAHO [0 nMiaHy
negiatpuyHux gocnimpxkers (PIP)

(3MiHY Y3rof)kKeHO 3 KOMNETEHTHUM

YMOBHOB&XEHVM OPraHoM) - 3MiHV

BHECEHO [0 IHCTPYKUiT ANns
MEJUYHOIO 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3ginis

"MpoTunokasaHHA", "B3aemogis 3

HWKMKN NikapcbkrMmn 3acobamu Ta

iHWIi BMAW B3aemogiin”,
"Oco61M1BOCTI 3aCTOCYyBaHHA",
"3acTocyBaHHs y nepiog
BariTHoCTi abo rogyBaHHs rpyaat”
LLLOZ10 OHOBJ/IEHHS iH(hopMmaLii 3
6e3nekun Aito4oi pevoBrHN
"KnapuTpoMiuuH" BigNoBigHO A0
pekomeHaauili PRAC.

3a peyernmom

UA/2920/01/01

89.

KOMMNNEBIT®

Kancynu Teepai; no 10
kancyn y 6nictepi; no 2
6nictepu B nauuj

AT “KI/ITBCbKI{II/I
BITAMIHHUN
3ABOL"

Ykpaina

AT "KI/I'I'BCbKI{I n
BITAMIHHU
3ABOA"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMartepianis: 3mMiHu Il Trny - 3MiHK 3
AKOCTi. A®l. BUpo6HMLTBO. 3MiHa
BMPOGHMKA BUXIAHOro/NPpOMKHOrO
npoayKTy/peareHTy, Wo

6e3 peyenma

UA/2090/01/01
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Ymosu

n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BUKOPVCTOBYHOTBCS Y
BMpo6GHUYOMY npoueci AdPl, abo
3MiHa BMPOGHWMKa (BKOUatoun, ae
HeobXxiAHO, MicLe NpoBeAeHHS
KOHTPO/O sKOCTi) APl (3a
BifICYTHOCTI cepTudikara
BiANOBIAHOCTI EBpONechbkil
thapmMakonei y 3aTBepyxeHomMy
[ocbe)(BBEAEHHA HOBOrO
BMpO6HUKa APl 3 HaAaHHAM
macTep-gaiina Ha Adl) - 3miHa
nos’sa3aHa 3i 3MiHOI0 BUPOBHUYOT
[iNbHULI Bif, BXe 3aTBEepA)KEHOro
BUpo6HUKa TiaMiHy rigpoxnopuay
«Huazhong Pharmaceutical Co.,
Ltd.», China (3aTBEpaxeHa
BMpPOGHMYa AinbHuusa: No. 71 West
Chunyuan Road, Xiangyang,
Hubei, China; 3anponoHoBaHa
BUpOGHMYa AinbHuusA: No. 118
Xianshan Road, Xiangyang City,
Hubei Province). Cy6cTaHuis
TiamiHy rigpoxsiopuz, 3 HOBOI Ta
3aTBEPL)KEHOI BUPOOHNYNX
OiNbHMLB Mae CyMipHi cnoci6
BMPOGHMLITBA Ta ONWC MeToay
CUHTE3y

90.

KOPJAPOH®

pO34MH A4 iH'ekuid, 50
mr/mn, Ne 6: no 3 mn B
amnyni; no 6 amnyn B
noniMepHUX YapyHkax y
KapTOHHIlA KOpooLi

TOB "CaHodi-
ABeHTIC YKpaiHa"

YKpaiHa

CaHodpi BiHTpon
IHaacTpia

®paHuis

BHECEHHS 3MiH [0 peecTpavLiiiHnX
mMartepianis: TeXHiYHa NoMusIKa
(3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460) BunpasneHo
TeXHiYHY NOMUKY B iHCTPYKUIT ANs
MeJMNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3gini
«PapmakoTepanesT1yHa rpyna.
Kog ATX», gonyLueHy npu
npoueaypi nepepeectpavii (Hakas
MO3 Ne1250 Big 26.05.2020p)
3arBepaxkeHo: KapgionoriyHi
npenapartu. AHTUApPUTMIYHI
npenapatu Il knacy. AMiogapoH.
Kog ATX CO1B 3anpornoHoBaHo:
KapgionoriuHi npenapatu.
AHTHapuTMmiyHi npenapatu Il
knacy. AmiogapoH. Kog ATX C01B
DO01. 3a3HayeHe BUNpaB/ieHHSA
Bignosigae marepianam
peecTpauiiiHoro Aocbe

3a peyenmom

UA/3683/01/01

91.

KCEOMIH

MOPOLLOK /11 PO3YUHY

Mepu

HimeyunHa

BUPOGHMUTBO

Himeyunna/

BHECEHHS! 3MiH 10 peecTpaLiiHnxX

3a peyenmom

UA/15447/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Ans iH ekuiin, no 50 LDso dapmacbloTikans Hepo3dhacoBaHoro IpnaHgjs marepianis: 3MiHu | TMNYy - 3MiHK 3
OAnHULB, 1 chnakoH 3 v6X NpoAayKTY, sKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
MOPOLLKOM Y KapTOHHil BMNPOGYBaHHSA 3MiHN Y BUPOGHULTBI. 3MiHN Y
Kopo6ui KOHTPO/I0 AIKOCTi B npoLeci BUpo6bHULITBA FOTOBOTO
npoueci NikapcbKoro 3acoby, BK/IOHa0um
BUPOGHMLTBA, NPOMKHUIA NPOAYKT, L0
KiflbKicHe 3aCTOCOBYETLCS MNPV BUPOOHULTBI
BU3HAYEHHA Ha roTOBOro NiKapcbKoro 3acoby
OCHOBI (He3HayHa 3MmiHa y npoueci
K/TITUH,KiTbKiCHE BMPOGHMLTBA) - He3HauHi 3MiHN y
BU3HAYEHHS npoLeci BUpo6HMLITBA FOTOBOMO
BoTyniHiyHoOro nikapcbKoro 3acoby, a came
HENpPOTOKCUHY 36iNbLUEHHS Yac 36epiraHHs
Clostridium Hepo3hacoBaHOro po3ynHy Big, 24

Botulinum tuny A
(ELISA), nepBuHHE
nakysaHHs: Mepu,
dapma 'm6X i Ko.
KraA, HimeuunHa;
BUPOGHMLTBO
Hepo3dacosaHoro
NPOAYKTY,
BMNPOGYBaHHSA
KOHTPO/IO AKOCTI B
npoueci
BUPOGHMLTBA,
BMNPOGYBaHHSA
KOHTPO/O AKOCTI
npv BUNYyCKy Ta
cTabinbHoOCTI,
nepBuHHE
nakyBaHHS:
IAT Bionorika TM6X,
HimeyumnHa;
BTOPWHHE
nakyBaHHs1, BUNYCK
cepii: Mepy, ®apma
M6X i Ko. KlraA,
HimeuumnHa,;
BMNpo6yBaHHSA LDso
(kinbkicHe
BU3HAYEHHSA
6ionoriyHoT
aKkTmBHoCTI): J1IOT
NabopaTopis
dapmakororii Ta
Tokcukonorii TM6X
Ta Ko.KTI,
HimeyunHa; Yapnb3

rofuH Ao 14 gHis. Lie 36inbLlieHHs
[a€e MOX/MBICTb 36epiratn
Hepo3acoBaHuin PO34NH y ABOX-
Tpbox Miwkax Flexboy npu
Temneparypi 2-8 °C NpoTArom He
6inble 14 AHIB 0O PO3/IMBY 3
noAasibLIMM MPoLecom 06po6ku
[0 24 roguH (cTepinisytoya
hinbTpavis, po3nue Ao novatky
niocpinizavii) 3amicTb po3nmBy
Hepo3acoBaHOro Po3ynHy
npoTsArom 24 roauH. PepakuiiiHi
3MiHW B Ha3Bi HEPOHIB, L0
BUKOPVCTOBYHOTBCSA Y
BUNpo6yBaHHi M3 3a n.
«KinbKicHe BU3Ha4YeHHs1 Ha OCHOBI
KNiTUH», a came 6yno — HelipoHn
iCell, ntogcbki, Cellular Dynamics
international Ne CPH-100-010-001;
3anponoHoBaHo — HelpoHu iCell
GABA, NOACHKi, Lo
noctavatotbes Cellular Dynamics
international (CDI); 3miHu | Tvny -
AMIHICTPaTVBHI 3MiHW.
BunyyeHHss BUPOOGHMYOI finbHUL,
(Brrovaroun ginbHuui ans Adl,
NPOMIXHOro NPoAYyKTy abo
roTOBOro NikapCcbKoro 3acooby,
OiNbHULI ANA NpOBeAeHHS
nakyBaHHsl, BAPOGHUKa,
BiZINOBIAA/ILHOMO 3a BUMYCK Cepild,
MicLie NpoBeAEeHHsI KOHTPO/I0
cepii) abo nocTayasibHuKa
BUXIOHOIO MaTepiasy, peareHty
ab0 AONOMIXKHOT PeYOBMHU (SIKLLLO
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
PiBep /labopatopi3

Alineng Nimites,
IpnaHgis; BTOPYHHE
nakyBaHHS:
MpecTtmx MpomoyLLH
Bepkaydcchbopaepy
Hr Ta Bepbecepsic
'mM6X, HimeuunHa

3a3HayvyeHo y A0CbE) - BunyyenHi 3
po3ainy pocbe 3.2.S.2.3 KoHTposb
MaTepianis Ha3BM NocTavyasibHYKIB
marepianis, L0
BMKOPWCTOBYHOTLCS B MOCIBHUX
KynbTypax Ta pepMeHTauji
aKTUBHOTO IHrpefieHTa Ta
nocravasnibHUKIB Martepianis, L0
BUKOPWCTOBYHOTLCS A/19 OUULLEHHS
aKTVBHOTO iHrPeAieHTa; 3MiHu |
TUNYy - AOMIHICTPaTUBHI 3MiHU.
BunyyeHHss BUPOOGHMYOI finbHUL,
(Brrovaroun ginbHuui ans Adl,
NPOMIXHOro NPoAYyKTy abo
roTOBOro NikapCcbKoro 3acooby,
OiNbHULI ANA NpOBeAeHHS
nakyBaHHsl, BAPOGHUKa,
BiZINOBIAA/ILHOMO 3a BUMYCK Cepild,
MicLie NpoBeAEeHHs1 KOHTPO/I0
cepii) abo nocTayasibHMKa
BUXIOHOIO MaTepiasy, peareHty
ab0 AONOMIXHOT PevOBMHN (SIKLLO
3a3HayeHo y 10CbE) - BunyueHHi
anbTepPHATUBHOIO BUPOGHMKA,
BiANOBIAA/IbHOTO 3a BTOPUHHE
nakyBaHHs NiKapcbKoro 3acoby —
4T Bionorika T'M6X, AM
dapmanapk, 06861 feccay-
Poccnay, HimeuunHa. JaHwii
BMPOOHUK 3a/IMLIAETLCSA
BiANOBIAA/IbHAM 3@ BUPOOHULITBO
Hepo3dhacoBaHOro NPOAYKTY,
BUNPOGYBaHHA KOHTPO/IIO SKOCTI B
npoveci BUpobHULTBA,
BUNPOBYBaHHA KOHTPOSIIO SKOCTI
npu BUNYyCKy Ta cTabifibHoCTi,
NepBUHHE NakKyBaHHS; 3MiHW | TUny
- 3MiHK 3 sIKOCTi. FOTOBWIA
nikapcbkuii 3acié. KoHTponb
rOTOBOrO J/IiKapCbKOro 3acoby.
3MmiHa y MmeTogax BunpobyBaHHs
rOTOBOrO J1iKapCbKOro 3acoby (iHLi
3MiHM Y MeTogax BUNpobyBaHb
(BKTHOYatOUM 3aMiHy abo
[ONOBHEHHS)) -
[JlofasaHHA BapiaHTy yTpUMaHHSA
TBapWH (fyMaHHWUX KiHLEBUX TOYOK)
£o metogy «KinbkicHe BU3HAYeHHS

LD50», SIKMiA BUKOPUCTOBYETbLCS
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3MiHN | TURY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHN
Yy BUPOBHULTBI. 3MiHW Y npoueci
BMPOBGHULTBA rOTOBOrO
NiKapcbKoro 3acoby, BKIOUaUn
NPOMIKHUIA MPOAYKT, L0
3aCTOCOBYETLCS MPY BUPOOHULITBI
rOTOBOrO J1iKapCbKOro 3acoby
(He3HayHa 3MiHa y npoueci
BMPOGHMLTBA) - He3HauHi 3MiHi B
npoeci BUpo6bHULITBA FOTOBOTO
nikapcbkoro 3acoby, a came:
nporpamy aioginisadii 6yno
OMTMMI30BaHO LLUIAXOM
NigBULLLEHHS TUCKY Nig vac
nepBUHHOT cyLwkn 3 0,009 mbap Ao
0,09 mbap.; 3MiHu | TUNY - 3MiHK 3
sKocTi. FoTOBWIA Nikapcbkuii 3aci6.
KOHTpO/1b roTOBOrO NikapcbKoro
3acoby. 3miHa y meTogax
BUMPOOYBaHHA rOTOBOr0
nNiKapcbKoro 3acoby (HesHauyHa
3MiHa Y 3aTBEpAKEHUX MeToaax
BMNPOo6YBaHHS) - He3HauHi 3MiHi B
3aTBEPAKEHOMY METOA|
BUMNPOOYBaHHA rOTOBOrO
nikapcbKoro 3acoby 3a
NOKa3HUKOM «BMICT Bifikax.
AHaNITUYHNIA METOZ,
BUMPOBYBaHHSA 3arasiom
3amwaeTbea 6e3 3miH. OgHak
ouiHKa xpomarorpam BEPX
3MIHIOETLCA Bif PyYHOI iHTerpauii
[0 aBTOMAaTU30BaHOI; KiNbKiCTb
Ccepiid, Lo BUNPO6OBYOTHCH B
nocnifoBHOCTI, 0BMEXYETbCS; a
BMNpobyBaHHA Npu CTabifibHOCTI
Ta BUNYCKY PO34iNseTbCS; 3MiHM |
MYy - 3MiHU 3 AKOCTi. ADI.
KoHTponb A®I. 3miHa y MeToaax
BMNpobyBaHHA APl abo BuXigHOTO
mMaTtepiany/npomibKHOro
npoaykTy/peareHty, Lo
BMKOPWCTOBYETLCA Y NPOLIECI
BUpO6HULUTBA AP| (HE3HAYHI 3MiHW
y 3aTBEPKEHUX MeTogax

BMNPOOGYBaHHs) - He3HauHi 3mMiHW B

Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
0151 BU3HAYEHHS 6i0NorivHOl
aKTMBHOCTI NiKapcbKoro 3acooby;
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
meTogi bpeadopaa, wo

BMKOPWUCTOBYETLCSA A/1A
BM3HAYEHHA BMICTY 6inka B A®| B
npoteci BUPO6HMLTBA, a came:
3MiHa peakLiiiH1X NocyauH ans
romoreHisauii Ta iHky6auii. 3miHa
CTOCYETbCA TiNbKM iHKy6aUii Ta
roMoreHisadii peakuiiiHoi cymii y
NiAX0XUX peakLiniHX nocyamHax
(nanpwvknag npobipku Eppendorf
loBind) 3amicTb kioBeT. Takox
rnepeBepTaHHs KIOBET 3aMiHEHO
nepemillyBaHHAM peakLinHnX
NOCyZIMH Ha Millanuji Tuny vortex.;
3MiHW | TUny - 3MiHK 3 AkocTi. AdI.
Brpo6HMUTBO (iHLLi 3MiHK) -
O6’egHaHHA po3ginis 3.2A.1.1
(A®I) Ta 3.2.A.1.2 (nikapcbkuii
3acib), OCKiIbkU BOHU
NOCMNAIOTLCS Ha OAVH i TOW Xe
MaiicTep-chaiin AinbHWL, a Takox
BUyYeHHi Joaatky 1, Wwo mictuTb
MacTep-haiin ainbHULi Ans
BMpO6HMKa Mepu, dapma MoX i
Ko. KlraA, HimeuuuHa, 3 po3giny
3.2.A.1, Ta 3amiHO0 NocunaHb Ha
Jopatok 1 nocunaHHAMN Ha
«macTep-aiin AinbHuli B iioro
nitoviii pegakuii»; 3miHu | Trny -
3MiHK 3 iKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHULTBI (iHLWWi 3MiHN) -
0O6’egHaHHA po3ginis 3.2A.1.1
(A®I) Ta 3.2.A.1.2 (nikapcbkuii
3acib), OCKiNbK/ BOHU
NOCMNAIOTLCS Ha OAVH i TOW Xe
MaricTep-thainn ginbHNLI, a TaKkoxX
BUAYyYeHHi JoaaTky 1, Wo MicTUTb
mMacTep-haiin ginbHuui ans
BMpOGHMKa Mepu, ®apma MvbX i
Ko. KlFaA, HimeuuuHa, 3 po3gainy
3.2.A.1, Ta 3amiHO0 NocunaHb Ha
Jopartok 1 nocunaHHAMU Ha
«macTep-gaiin ginbHuli B iioro
Aitouiin pepakujii»; 3MiHW | TUNY -
3MiHu 3 sKOCTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /1iKaPCbKOro 3acooby.

3MiHa y MeTogax BUMNpobyBaHHs
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

rOTOBOrO J1iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBepAKEeHNX
mMeTofax BUNpobyBaHHS) -
HesHauHi 3mMiHM B 3aTBEpPAKEHOMY
MeToAji BUNpobyBaHHSA roTOBOrO
nikapcbKoro 3acoby 3a
nokasHukom «KinbkicHe
BM3HAYEHHSA HA OCHOBI KNiTUH», a
came B 3MiHi 06’eMHOT
KOHLleHTpaU,ii BOAHIO nepokcuay B
po3uunHi cybetpary HRP ans
KinbKicHOro BU3Ha4eHHS Ha OCHOBI
KNiTnH 3 0,007 % po 0,07 % ans
nokpaLleHHs KoHBepCii cybeTpaTy
HRP. Ockinbkun BOAHIO Nepokcug
He BU3HAYaETbCA AK KPUTUHHWUIA
peareHT, KinbkicHe BU3HaYeHHA Ha
OCHOBI KNiTUH CYTTEBO He
3MIHIOETBCS, TakK AK CKNag po3ynHy
cybctparty HRP 3anunwaeTbes 6e3
3MiH. 36iNbLUYETLCA TiNbKN
KOHLIEHTpAL,ist TEXHIYHOI f06aBKM
BOZHIO Nepokcuay; 3amiHum | Tuny -
3MiHK 3 iKOCTi. TOTOBWIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3amiHa abo
BBEEHHS 40AaTKOBOT AiNIbHULL
BVMPOGHMLTBA A1 YacTUHU abo
BCbOro BMPOBHMYOro npouecy
roTOBOrO NikapCbKOro 3acoby
(ZinbHULSA ON18 BTOPUHHOMO
nakyBaHHs) - lofgaBaHHs
aNbTepPHATUBHOIO BUPOGHMKaA ANst
BTOPVHHOTO MakKyBaHHSA roTOBOrO
nikapcbkoro 3acoby, a came:
MpecTnx MpomoyLLH
BepkaydcchbopaepyHr Ta
Bep6ecepsic MM6X,
Ningirwtpacce 6, 63801
KneiiHocTxalim, HiMmevunHa.; 3mMiHu
| TMny - 3MiHK 3 AkocTi. API.
KoHTponb A®I. 3miHa y MeToaax
BMNpobyBaHHA APl abo BuXigHOTO
mMaTtepiany/npomibKHOro
npoaykTy/peareHty, Lo
BMKOPWCTOBYETLCA Y NPOLIECI
BMpo6HULTBa API (iHLWi 3MiHK Y
mMeTofax BUNPo6yBaHHSA

(BK/IKOYAKOYM 3aMiHy ab0
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
[0noBHEHHs) Ad®| abo

BUXiAHOIO/NPOMIXHOr0 NPOAYKTY) -
3MiHN B MeTOgji BUNPO6YBaHHSA
Ail040T peyvoBrHN, a came,
BBEEHHS r'YMaHHUX KiHLLeBUX
TOYOK 4717 BUNPODOYBaHHA 3a
nokasHukom «KinbkicHe
BM3HayeHHsA LD50», wo
CYNPOBOMXYE NepeHeceHHs
MEeTOoAY 3 Y)XXe 3aTBepayKeHol
ginbHuui LPT Laboratory of
Pharmacology and Toxicology
GmbH & Co.KG, Germany Ha
anbTepHaTUBHY AinbHuuto Charles
River Laboratories Ireland Limited,
Ireland, ge npoBoAMTLCS KOHTPOb
AKOCTI; 3MiHW | TUNy - 3MiHK 3
AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO /iKapcbKoro
3aco6y (iHLWi 3MiHK); 3MiHM MOBM
BMKNaAeHHs MeToaiB KOHTPO/I0
AKOCTI NlikapcbKoro 3acoby 3
pOCiIAiCbKOT Ha YKpaiHCbKY; 3MiHu 11
TUNYy - 3MiHW 3 SIKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKoro 3acoby.
3MiHa y meTofax BUNpo6yBaHHS
rOTOBOrO J1iKapCbKOro 3acoby
(cyTTeBa 3MiHa y
6ionoriyHoMy/iMyHONOriYHOMY/iMYH
OXiMiYHOMY MeToZi BUNpobyBaHHS
abo meTogj, y Akomy
BWKOPUCTOBYETLCA 6i0N0riYHNIA
peareHT, abo ix 3amiHa, abo
6ionoriyHoro npenapaTty
MOPIBHAHHSA (CTaH4apTHOrO
npenapary), Lo He 3a3Ha4YeHnn y
3aTBepXeHOMyY NPOTOKONi) -
BBefieHHs1 HOBOrO BTOPUHHOTO
CTaHJapTHOro 3paska Ans
nokasHukiB «KinbkicHe
BM3HAYEHHS HA OCHOBI KNITUH» Ta
«KinbkicHe Bu3HaueHHs LD50»
0N BU3HAYeHHs 6ioNorivyHol
aKTMBHOCTI FOTOBOIO J1iKapCbKOro
3acoby; 3miHu Il Tuny - 3miHn 3
AKOCTi. A®I. KoHTponb A®L. 3miHa
y MeTogax sunpobysaHHa APl abo

BUXiAHOrO MaTepiany/npomixXHOro
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

npoayKTy/peareHTy, Wwo
BMKOPWCTOBYETLCA Y NPOLIECI
BMpO6HMLTBa ADI (CyTTEBA 3MiHA

6ionoriyHoMy/imyHonoriYHomy/imyH
OXiMiYHOMY MeTofi BUNPoByBaHHSA
abo meTogi, y KoMy
BVIKOPVCTOBYETbLCS BIO/IOrYHWIA
peareHT 115 6ionoriyHoro Adl,
abo oro 3amiHa) - 3mMiHK B
3aTBEPMKEHOMY MeTOog|
BuNpobyBaHHA A®| 3a NOKa3HUKOM
«KoHUeHTpauis 60TyniHi4YHOro
TOKCUHY Tvny A». MeTog
BMNPOGYBaHHA 3arasiom
3amMwaeTbesl 6e3 3MiH. BBegeHHs
KBanigpikoBaHi 3pa3ku BiANOBILHO
[0 cepefiHiX BUMOT OO0 aHanisy
3aMiCTb CTaH4apPTHOrO 3paska;
3MiHu |l TNy - 3MiHW 3 SKOCTI.
FOTOBWIA niKkapcbkuii 3aci6.
KOHTpO/b roTOBOrO iKapCbKoro
3acoby. 3miHa y MeTogax
BMNPOGYBaHHA roTOBOro
nikapcbkoro 3acoby (cyTreBa
3MiHa y
6ionoriyHoMy/iMyHONOriYHOMY/iMYH
OXiMiYHOMY MeToZi BUNpobyBaHHS
abo meTogi, y Akomy
BWKOPUCTOBYETLCA 6i0N0riYHNIA
peareHT, abo ix 3amiHa, abo
6ionoriyHoro npenapaTty
MOPIBHAHHSA (CTaH4apPTHOrO
npenapary), Lo He 3a3Ha4YeHnn y
3aTBepXeHOMY NPOTOKON) -
3MiHN B 3aTBEPKEHOMY METOZj
BUMPOOYBaHHA rOTOBOIO
nikapcbKoro 3acoby 3a
nokKasHMKoM «bionoriyHa
aKTUBHICTb (KiNbKICHUIA BMICT).
KinbkicHe BU3HaYeHHs1 Ha OCHOBI
KNITUH». 3amiHa cTaHAapTHOro
3paska Ha kBaslichikoBaHy cepito
NT 201.; 3miHu Il TMny - 3MiHK 3
AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO /iKapCbKoro
3acoby. 3miHa y MeTogax
BMNPOGYBaHHA roTOBOro
NiKapcbKoro 3acoby (cyTreBa
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MiHa Yy
6ionoriyHoMy/imyHonoriYHomy/imyH
OXiMiYHOMY MeTofi BUNpoByBaHHSA
abo meTogi, y skomy
BVIKOPVCTOBYETbLCS 6IO/IOrYHWIA
peareHT, abo ix 3amMiHa, abo
6ionoriyHoro npenapary
NOPIBHAHHSA (CTaH4APTHOro
npenapary), Lo He 3a3HayYeHuin y
3aTBEPIAKEHOMY NPOTOKON) -
3MiHV B 3aTBEPKEHOMY MeTofi
BMNPOGYBaHHA roTOBOro
nikapcbKoro 3acoby 3a
nokasHukoM «KoHueHTpauis
60TYNIHIYHOTO TOKCUHY TUMy A».
3amiHa cTaHAapTHOro 3paska Ha
kBanidpikoBaHy cepito NT 201.;
3MiHW Il Tuny - 3MiHK 3 AKocTi. ADI.
Brpo6HMLUTBO. 3MiHa BUPOOHMKa
BUXiQHOro/NPOMIXHOro
npoaykTy/peareHty, Lo
BUKOPVCTOBYHOTBCS Y
BMpOo6GHUYOMY npoueci AdPl, abo
3MiHa BMPOGHUMKa (BKOUaoun, ae
HeobXxiAHO, MicLe NpoBeAeHHS
KOHTPO/tO sKOCTi) APl (3a
BifICYTHOCTI cepTudikara
BIANOBIAHOCTI EBpONechbkil
thapmMakonei y 3aTBepxeHoMy
[0Cbe)(3MiHM 40 3ax0p4iB,
NMoB’A3aHNX 3 KOHTPONIEM aKTUBHOT
peyoBUHM 6iONOTIYHOIO
NOXOMKEHHS: 3amiHa abo
[OOJaBaHHsA ginbHUL, e
nNpoBOANTbLCA
KOHTPONb/BMNPOGYBaHHSA cepii,
BK/THOHAI0UM 3aCTOCYBaHHS
6ionoriyHoro/iMyHosoriyHoro/imyH
oximiYHOro metoay) - JofaBaHHs
anbTepHaTUBHOI AiNbHULI, ae
NPOBOANTLCA KOHTPOSIb AKOCTI
Ait04OT PEYOBVHYM 3a NOKA3HUKOM
«KinbkicHe Bn3HaueHHs LD50», a
came: Charles River Laboratories
Ireland Limited, Ireland, go
3aTBEPXEHOI Ha AaHnii yac
ginbHuui LPT Laboratory of
Pharmacology and Toxicology
GmbH & Co.KG, Germany; 3miHu
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Il TMny - 3miHK 3 SKoCTi. FoTOBUIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO J1iKapCbKOro 3acoby (iHLi
3MiHW) - MNpuBeAeHHsA MeToAiB
KOHTPO/I0 SAKOCTi NiKapCbKOro
3acoby Yy BignoBigHICTb A0
marepianis peecTpauiiHoro AockLe
BMPOGHMKA
92. KCEOMIH MOPOLLOK A/19 PO3UUHY Mepuy HimeuunHa BMPOGHMLTBO Himeuunna/ BHECEHHS 3MiH [0 peecTpavuiiHnX 3a peyenmom UA/15447/01/02
Ans iH ekuiin, no 100 dapmacbloTikans Hepo3dacoBaHoro IpnaHgjs marepianis: 3MiHu | TMNYy - 3MiHK 3
LDso 0anHMLb 1 dhnakoH 6X NpoAayKTY, siKocTi. FOTOBWMIA Nikapcbkuii 3aci6.
3 MOPOLLUKOM Y KapTOHHIiA BMNPOGYBaHHSA 3MiHN Yy BUPOGHMLTBI. 3MiHN Y
KopoobLi KOHTPO/I0 SIKOCTi B npoveci BUpobHULITBA FOTOBOTO
npoueci niKkapcbKoro 3acoby, BKIYaum
BMPOGHMLTBA, NPOMiXXHWUIA NPOAYKT, L0
KinbKicHe 3aCTOCOBYETLCS MNPV BUPOOHULITBI
BU3HAYEHHSA Ha roTOBOrO NiKapcbkoro 3acoby
OCHOBI (He3HayHa 3miHa y npoueci
K/TITUH, KiTbKiCHE BMPOGHMLTBA) - HesHauHi 3MiHn y
BU3HAYEHHS npoLeci BUpo6HMLITBA FOTOBOMO
BoTyniHiyHoro nikapcbkoro 3acoby, a came
HEeNpPOTOKCUHY 36iNbLUEHHS Yac 36epiraHHs
Clostridium Hepo3ghacoBaHOro po3ynHy Big, 24

Botulinum tuny A
(ELISA), nepBuHHE
nakyBaHHs: Mepy,
dapma 'm6X i Ko.
KraA, HimeuunHa;
BUPOGHMLTBO
Hepo3acosaHoro
NPOAYyKTY,
BMNPO6YBaHHsA
KOHTPO/IO SIKOCTi B
npoueci
BUPOGHMLTBA,
BMNPOGYBaHHSA
KOHTPO/O AKOCTI
npv BUNYCKy Ta
cTabinbHoOCTI,
nepBuHHE
nakyBaHHS:
IAT Bionorika TM6X,
HimeyumnHa;
BTOPWHHE
nakyBaHHs1, BUNYCK
cepii: Mepy, ®apma
M6X i Ko. KlraA,
HimeuumnHa;
BMNPO6YBaHHs LDso

roguH o 14 gHis. Lie 36inbLlieHHs
[a€e MOX/MBICTb 36epiratn
Hepo3acoBaHuit PO34NH y ABOX-
Tpbox Miwkax Flexboy npu
Temneparypi 2-8 °C NpoTArom He
6inblle 14 AHIB 00 PO3/MBY 3
noAasibLIMM NPoLEecom 06po6ku
[0 24 roguH (cTepinisytoua
inbTpaLis, po3nue 40 novatky
niocpinizauii) 3amicTb po3nmBy
Hepo3acoBaHOro PO3ynHy
npoTsArom 24 roauH. PepakuiiHi
3MiHM B Ha3Bi HEMPOHIB, L0
BUKOPVCTOBYHOTBCS Y
BUNPo6yBaHHi M3 3a n.
«KinbKicHe BU3HAYeHHs1 Ha OCHOBI
KNiTUH», a came 6yno — HelipoHun
iCell, ntoackki, Cellular Dynamics
international Ne CPH-100-010-001;
3anponoHoBaHo — HelpoHu iCell
GABA, NOACHKi, L0
noctavatotbes Cellular Dynamics
international (CDI); 3miHu | Tvny -
AMIHICTPaTVBHI 3MiHW.
BunyyeHHss BUPOGHMYOI finbHUL,
(BKAKOYaumM ginbHuULi ans Adl,
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
(kinbKicHe NPOMKHOr0 NPOAYKTY abo
BU3HAYEHHS roTOBOrO /liKapCbKoro 3acoby,
6ionorivyHoi AiNbHULI ANA NPOBeAEHHS
akTuBHocTi): 1PT nakyBaHHs, BUPOGHYKa,
NabopaTopist BiANOBIAA/ILHOIO 3a BUNYCK Cepiid,

dapmakonorii Ta
Toxkeumkonorii TM6X
Ta Ko.KT,
HimeyunHa; Yapnb3
PiBep /laboparopi3
Alineng Nimites,
IpnaHgis; BTOPYHHE
nakyBaHHs:
MpecTtmx MpomoyLLH
Bepkaycdbopaepy
Hr Ta Bepbecepsic
v6X, HimeuunHa

MicLie NPoBeLEHHS KOHTPO/HO
cepii) abo nocTayasibHMKa
BUXIQHOIO Matepiasty, peareHty
ab0 AONOMIKHOT PeYOBUHN (SIKLLO
3a3Ha4yeHo y A0CbE) - BunyyenHi 3
po3ainy pocbe 3.2.S.2.3 KoHTposb
MaTepianis Ha3BM NocTavyasibHUKIB
marepianis, L0
BMKOPWCTOBYHOTLCS B MOCIBHUX
KynbTypax Ta pepMeHTau;i
aKTUBHOTO IHrpefieHTa Ta
nocravanbHUKIB martepianis, L0
BUKOPWCTOBYHOTLCS A/19 OUULLEHHS
aKTVBHOTO iHFPeAieHTa; 3MiHu |
TUNYy - AOMIHICTPaTUBHI 3MiHU.
BunyyeHHss BUPOOGHMYOI finbHUL,
(Brrovaroun ginbHuui ans Adl,
NPOMIXHOro NPoAyKTy abo
roTOBOro NikapCcbKoro 3acooby,
OiNbHULI ANS NpOBeAeHHS
nakyBaHHsl, BAPOGHUKa,
BiZJNOBIAA/ILHOMO 3a BUMYCK Cepild,
MicLie NpoBeAEeHHsI KOHTPO/0
cepii) abo nocTayasibHuKa
BUXIOHOIO MaTepiasy, peareHty
ab0 AONOMIXHOT PevOBMHN (SIKLLO
3a3HayeHo y 0CbE) - BunyueHHi
anbTepPHATUBHOIO BUPOGHMKA,
BiANOBIAA/IbHOTO 3a BTOPUHHE
nakyBaHHs NiKapcbKoro 3acoby —
4T Bionorika T'M6X, AM
dapmanapk, 06861 [eccay-
Poccnay, HimeuunHa. JaHwii
BMPOOHUK 3a/IMLIAETLCSA
BiANOBIAA/IbHAM 3@ BUPOOHULITBO
Hepo3dhacoBaHOro NPOAYKTY,
BUNPOGYBaHHA KOHTPO/IIO SKOCTI B
npoveci BUpobHULTBA,
BUNPOBYBaHHA KOHTPOSIIO SKOCTI
npu BUNYyCKy Ta cTabifibHoCTi,
NepBUHHE NakKyBaHHS; 3MiHW | TUny
- 3MiHK 3 sIKOCTi. FOTOBWIA
nikapcbkuii 3acié. KoHTponb
roTOBOrO /likapCbKOro 3acoby.
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3MiHa y meTogax BMNpoGyBaHHS
roTOBOrO JliKapCbKoro 3acoby (iHLwi
3MiHV Y MeTogax BUnpobysaHb

(Brntovatoum 3amiHy abo
[OMOBHEHHS)) - [lofaBaHHSA
BapiaHTy YTPUMaHHSA TBapuH
(ryMaHHMX KiHLEBMX TOYOK) A0
MeToay «KinbkicHe BU3HaYeHHS
LD50», sKuii BUKOPUCTOBYETHLCS
0151 BU3HAYEHHS 6i0NorivHOl
aKTMBHOCTI NiKapcbKoro 3acoby;
3MiHW | TURY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHN
Y BUPOBHULTBI. 3MiHW Y npoueci
BMPOBGHULTBA rOTOBOrO
NiKapcbKoro 3acoby, BKIOUaUn
NPOMIKHUIA MPOAYKT, L0
3aCTOCOBYETLCS MPY BUPOOHULITBI
rOTOBOrO J1iKapCbKOro 3acoby
(He3HauyHa 3MiHa y npoueci
BMPOGHMLTBA) - He3HauHi 3MiHi B
npoLeci BUpo6bHULITBA FOTOBOTO
nikapcbkoro 3acoby, a came:
nporpamy aioginisadii 6yno
OMTMMI30BaHO LUIAXOM
NigBULLLEHHS TUCKY Nig vac
nepBUHHOT cyLwkn 3 0,009 mbap Ao
0,09 mbap.; 3MiHu | TUNY - 3MiHK 3
sKocTi. FoTOBWIA Nikapcbkuii 3aci6.
KOHTpO/1b roTOBOrO NikapcbKoro
3acoby. 3miHa y meTogax
BUMNPOOYBaHHA rOTOBOr0
nNiKapcbKoro 3acoby (HesHauyHa
3MiHa Y 3aTBEpAKEHUX MeToAax
BMNPOo6YBaHHS) - He3HauHi 3MiHi B
3aTBEPAKEHOMY METOA|
BUMPOOYBaHHA rOTOBOIO
nikapcbKoro 3acoby 3a
NOKa3HUKOM «BMICT Bifikax.
AHaNITUYHNIA METOZ,
BUMPOBYBaHHSA 3arasiom
3amwaeTbea 6e3 3miH. OgHak
ouiHKa xpomarorpam BEPX
3MIHIOETLCA Bif PyYHOI iHTerpauii
[0 aBTOMAaTU30BaHOI; KiNbKiCTb
Ccepiid, Lo BUNPO6OBYOTHCH B
nocnifoBHOCTI, 0BMEXYETbCS; a
BMNpobyBaHHA Npu CTabifibHOCTI

Ta BMNYCKY PO3AINSIETLCS; 3MiHu |
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

TMny - 3MiHK 3 aKocTi. AdI.
KoHTponb A®L. 3miHa y MeTodax
BunpobyBaHHA APl abo BUXigHOTO
mMarepiany/npoMixXHOro
npoayKTy/peareHTy, Lo
BVIKOPVCTOBYETLCS Y NpoLeci
BMPOGHMLTBA AD| (HE3HAYHI 3MiHN
y 3aTBEPXEHNX MeTodax
BMNPOGYBaHHS) - He3HauHi 3MiHN B
meTogi bpeadopaa, wo
BMKOPWUCTOBYETHCSA A/1A
BM3HAYEHHA BMICTY 6inka B A®| B
npoteci BUpo6HMLTBA, a came:
3MiHa peakLiiiH1X NocyauH ans
romoreHisauii Ta iHky6auii. 3miHa
CTOCYETbCA TiNbKM iHKy6auUii Ta
roMoreHisadii peakujiiiHoi cymii y
NiAX0XUX peakLiiHX nocyamHax
(nanpwvknag npobipku Eppendorf
loBind) 3amicTb kioBeT. Takox
nepeBepTaHHs KIOBET 3aMiHEHO
nepemillyBaHHAM peakLinHnX
NOCyZIMH Ha Millanuji Tuny vortex.;
3MiHW | TUny - 3MiHK 3 AkocTi. AdI.
Brpo6HMUTBO (iHLLi 3MiHK) -
O6’egHaHHA po3ginis 3.2A.1.1
(A®I) Ta 3.2.A.1.2 (nikapcbkuii
3acib), OCKiIbKU BOHU
NOCMNAIOTLCS Ha OAVH i TOW Xe
MaiicTep-chaiin AinbHWL, a Takox
BUyYeHHi Joaatky 1, Wwo mictuTb
MacTep-haiin ainbHULi Ans
BMpO6HMKa Mepu, dapma MoX i
Ko. KlraA, HimeuuunHa, 3 po3giny
3.2.A.1, Ta 3amiHO0 NocunaHb Ha
Jopatok 1 nocunaHHAMN Ha
«macTep-aiin AinbHuli B iioro
nitoviii pegakuii»; 3miHu | Trny -
3MiHK 3 iKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHULTBI (iHLWWi 3MiHN) -
0O6’egHaHHA po3ginis 3.2A.1.1
(A®I) Ta 3.2.A.1.2 (nikapcbkuii
3acib), OCKiNbK/ BOHU
NOCMNAIOTLCS Ha OAVH i TOW Xe
MaricTep-hain ginbHNL, a Takox
BUAYyYeHHi JoaaTky 1, Wo MicTUTb
mMacTep-haiin ginbHuui ans
BMpo6HMKa Mepu, ®apma FTmoeX i
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

Ko. KlraA, HimeuuunHa, 3 po3giny
3.2.A.1, Ta 3aMiHOI0 NocUNaHb Ha
Jopatok 1 nocunaHHAMN Ha
«macTep-aiin AinbHuli B iioro
nitoviii pegakuii»; 3miHu | Trny -
3MiHK 3 iKOCTi. TOTOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKoro 3acoby.
3MiHa y meToax BUNpo6yBaHHS
rOTOBOrO J1iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBepMKEHNX
mMeTofax BUNpobyBaHHS) -
HesHauHi 3mMiHu B 3aTBEpPAKEHOMY
MeToAji BUNpobyBaHHSA roTOBOrO
nikapcbKoro 3acoby 3a
nokasHukom «KinbkicHe
BM3HAYEHHSI HA OCHOBI KNiTUH», a
came B 3MiHi 06’eMHOT
KOHLieHTpaUii BOAHIO nepokcnay B
po3uunHi cybetpaty HRP ans
KinbKicHOro BU3Ha4eHHs Ha OCHOBI
KNiTnH 3 0,007 % po 0,07 % ansa
nokpaLleHHs KoHBepcCii cybeTpaTy
HRP. Ockinbkun BoAHIO nepokcug
He BU3HAYaETbCA AK KPUTUYHHUIA
peareHT, KinbkicHe BU3HaYeHHA Ha
OCHOBI KNITUH CYTTEBO He
3MIHIOETBCS, TakK AK CKNag po3ynHy
cy6ctpary HRP 3anunwaeTbes 6e3
3MiH. 36iNbLUYETLCA TiNbKN
KOHLIEHTpAL,ist TEXHIYHOI f06aBKM
BOZHIO Nepokcuay; 3amiHum | Tuny -
3MiHK 3 iKOCTi. TOTOBWIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3amiHa abo
BBEEHHS 40AaTKOBOT AiNIbHULL
BVMPOGHMLTBA A1 YaCTUHU abo
BCbOro BMPOBHMYOro npouecy
roTOBOrO NikapCbKOro 3acoby
(ZinbHUUSA AN1A BTOPUHHOMO
nakyBaHHs) - lofgaBaHHs
aNbTepPHATUBHOIO BUPOGHMKaA ANst
BTOPVHHOTO MakKyBaHHSA roTOBOrO
nikapcbkoro 3acoby, a came:
MpecTnx MpomoyLH
BepkaydcchbopaepyHr Ta
Bep6ecepsic MM6X,
Ningirwtpacce 6, 63801
KneiHocTxaiim, HimeyumnHa.; 3miHu
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
| TNy - 3MiHK 3 AKocTi. AdI.
KoHTponb A®L. 3miHa y MeTodax

BunpobyBaHHA APl abo BUXigHOTO
mMarepiany/npoMixXHOro
npoayKTy/peareHTy, Lo

BVIKOPVCTOBYETLCS Y NpoLeci

BMpo6HULTBa AP (iHWi 3MiHN Y
mMeToAax BUNpoGyBaHHSA
(Bkntovaroun 3amiHy abo

[0noBHEHHs) A®| abo
BUXiAHOIO/NPOMIXHOr0 NPOAYKTY) -
3MiHN B MeTOgji BUNPO6YBaHHSA
Ail040T peyvoBrHK, a came,
BBEEHHS r'YMaHHUX KiHLLeBUX
TOYOK AN151 BUNPOGYBaHHS 3a
nokasHukom «KinbkicHe
BM3HayeHHsA LD50», wo
CYNpPOBOMXYE NepeHeceHHs
MEeTOoAY 3 Y)XXe 3aTBepayKeHol
AginbHuui LPT Laboratory of
Pharmacology and Toxicology
GmbH & Co.KG, Germany Ha
anbTepHaTuUBHY AinbHuuto Charles

River Laboratories Ireland Limited,

Ireland, ge npoBoAMTLCS KOHTPONb

AKOCTI; 3MiHU | TUNy - 3MiHK 3
AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO /iKapCbKoro
3aco6y (iHLWi 3MiHK); 3MiHM MOBM
BMKNaAeHHs MeToaiB KOHTPO/I0
AKOCTI NlikapcbKoro 3acoby 3
pOCiiCbKOT Ha YKpaiHCbKY; 3MiHu 11

TUNYy - 3MiHW 3 SIKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKoro 3acoby.
3MiHa y meTodax BUNpo6yBaHHSA
rOTOBOrO J1iKapCbKOro 3acoby
(cyTTeBa 3MiHa y
6ionoriyHoMy/iMyHONOriYHOMY/iMYH
OXiMiYHOMY MeToZi BUNpobyBaHHS
abo meTogj, y Akomy
BWKOPUCTOBYETLCA 6i0N0riYHNIA
peareHT, abo ix 3amiHa, abo
6ionoriyHoro npenapaTty
MOPIBHAHHSA (CTaH4apPTHOrO
npenapary), Lo He 3a3Ha4YeHnn y
3aTBepXeHOMyY NPOTOKONi) -
BBefeHHs1 HOBOTO BTOPMHHOTO

CTaHAAPTHOrO 3paska Asisi
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

nokasHukiB «KinbkicHe
BU3HAYEHHSI HA OCHOBI KNiTUH» Ta
«KinbkicHe Bu3HaveHHs LD50»
0151 BU3HAYEHHS 6i0NorivHOl
aKTMBHOCTI FOTOBOrO /iKapCbKoro
3aco6y; 3miHu Il Tuny - 3miHn 3
akocTi. A®l. KoHTposb AdL. 3miHa
y MeTogax BunpobysaHHa APl a6o
BMXifHOro martepiany/npomMikHOro
npoayKTy/pearenTy, Wwo
BMKOPWCTOBYETHCA Y NPOLIECI
BMpO6HMLTBa ADI (CyTTEBA 3MiHA

6ionoriyHoMy/imyHONoriYHoMy/imyH
OXiMiYHOMY MeTofi BUNPoByBaHHSA
abo meTogi, y KoMy
BVIKOPVCTOBYETbLCS BIO/I0rYHWIA
peareHT a5 6ionoriyHoro Adl,
abo oro 3amiHa) - 3mMiHK B
3aTBEPMKEHOMY MeTOog|
BuNpobyBaHHA A®| 3a NOKa3HUKOM
«KoHUeHTpaujis 60TyniHi4YHOro
TOKCUHY Tvny A». MeTog
BMNPOGYBaHHA 3arasiom
3amMwaeTbesl 6e3 3MiH. BBegeHHs
KBanigpikoBaHi 3pa3ku BiANOBILHO
[0 cepefiHiX BUMOT OO0 aHanisy
3aMiCTb CTaH4apPTHOIO 3paska;
3MiHu |l TNy - 3MiHW 3 SKOCTI.
FOTOBWIA niKkapcbkuii 3aci6.
KOHTpO/b roTOBOrO iKapCbKoro
3acoby. 3miHa y MeTogax
BMNPOGYBaHHA roTOBOro
nikapcbkoro 3acoby (cyTresa
3MiHa y
6ionoriyHoMy/iMyHONOriYHOMY/iMYH
OXiMiYHOMY MeToZi BUNpobyBaHHS
abo meTogi, y Akomy
BWKOPUCTOBYETLCA 6i0N0riYHNIA
peareHT, abo ix 3amiHa, abo
6ionoriyHoro npenapaTty
MOPIBHAHHSA (CTaH4apPTHOrO
npenapary), Lo He 3a3Ha4YeHnn y
3aTBepXeHOMY NPOTOKON) -
3MiHN B 3aTBEPKEHOMY METOZj
BUMNPOOYBaHHA rOTOBOIO
nikapcbKoro 3acoby 3a
nokKasHMKoM «bionoriyHa
AKTMBHICTb (KiNIbKICHWIA BMICT).
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KinbkicHe BU3Ha4YeHHs Ha OCHOBI
KNiTUH». 3aMiHa cTaH4apTHOro
3paska Ha ksasichikoBaHy cepito
NT 201.; 3minHm Il Tvny - 3MiHK 3
sKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/1b roTOBOrO NikapcbKoro
3acoby. 3miHa y meTogax
BUMNPOOYBaHHA rOTOBOr0
nikapcbKoro 3acoby (cyTtreBa
3MiHa y
6ionoriyHoMy/imyHonoriYHomy/imyH
OXiMiYHOMY MeTofi BUNPoByBaHHSA
abo meTogi, y KoMy
BVIKOPVCTOBYETbLCS BiO/IOrYHMIA
peareHT, abo ix 3amiHa, abo
6ionoriyHoro npenapary
NOPIBHAHHA (CTaH4APTHOro
npenapary), Lo He 3a3Ha4YeHuin y
3aTBEPIAKEHOMY NPOTOKON) -
3MiHV B 3aTBEPKEHOMY MeTogi
BMNPOGYBaHHA roTOBOro
nikapcbKoro 3acoby 3a
nokasHukoM «KoHLueHTpaujis
60TYNIHIYHOTO TOKCUHY TUMy A».
3amiHa cTaHAapTHOro 3paska Ha
kBanidpikoBaHy cepito NT 201.;
3MiHW Il Tuny - 3MiHK 3 AKocTi. ADI.
Brpo6HMLUTBO. 3MiHa BUPOOHMKA
BUXiQHOrO/NPOMIXHOr0
npoaykTy/peareHty, Lo
BUKOPVCTOBYHOTBCS Y
BMpOo6GHUYOMY npoueci AdPl, abo
3MiHa BMPOGHUMKa (BKOUaoun, ae
HeobXxiAHO, MicLe NpoBeAeHHS
KOHTpO/tO sKOCTi) APl (3a
BifICYTHOCTI cepTudikara
BiANOBIAHOCTI EBpONechbkil
thapmMakonei y 3aTBepyxeHomy
[0Cbe)(3MiHM 40 3ax0p4iB,
NMoB’A3aHNX 3 KOHTPONIEM aKTUBHOT
peyoBUHM 6iONOTIYHOIO
NOXOMKEHHS: 3amiHa abo
[OOJaBaHHsA ginbHUL, e
nNpoBOANTbLCA
KOHTPONb/BMNPOGYBaHHSA cepii,
BK/THOHAI0UMN 3aCTOCYBaHHS
6ionoriyHoro/iMyHosoriyHoro/imyH
oximiYHOro metoay) - JofaBaHHs
albTepHATMBHOI AiNbHULI, Ae
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

NPOBOANTLCA KOHTPO/Ib AKOCTI
Lit040i pevoBUHY 3a NOKA3HUKOM
«KinbkicHe B13HaueHHs LD50», a
camve: Charles River Laboratories

Ireland Limited, Ireland, go
3aTBEPKEHOI Ha AaHuii yac
AinbHuui LPT Laboratory of

Pharmacology and Toxicology
GmbH & Co.KG, Germany; 3MiHu
Il TMny - 3miHK 3 SKoCTi. FoTOBUIA

nikapcbkuii 3aci6. KoHTponb
rOTOBOrO J1iKapCbKOro 3acoby (iHLi
3MiHW) - MNpuBeAeHHsA MeToAiB

KOHTPO/IH0 SAKOCTi NiKapCbKOro

3acoby Y BignoBigHICTb A0
marepianiB peecTpauiiHoro AockLe
BMPOGHMKA

93.

NA30/NBAH®

po3unH ANns iHdysii, 15
Mr/2 MA; No 2 MN B
amnynax; no 10 amnyn y
KapTOHHI Kopobui

TOB "Onenna
Xernckea YKkpaiHa'

Ykpaina

BepiHrep
IHrenbxaiim EcnaHa,
CA

IcnaHis

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHa 3asBHMKa
(BnacHvka peecTpadiiHoro

noceigyeHHs) (3rigHo Hakaly MO3

Big 23.07.2015 Ne 460). 3miHn
BHECEHO B IHCTPYKLitO A/1A
MeMYHOro 3acTOCyBaHHS LLOAO
HaliMeHyBaHHS 3asBHMKa 3
Bi4NOBIAHVMM 3MiHAMU Y TEKCTI

MapKyBaHHS yMakoBKU iKapCbKOro

3acoby. BBefeHHs 3MiH MPOTAroM

6-TN MicALIB Nic/1a 3aTBEPIKEHHS

3a peyernmom

UA/3430/04/01

94.

NA3OPUH®

cnpeii HasasbHWiA, 1,18
mr/mn; no 10 mny
CKNISIHOMY 6asfIoHuUMKy 3
[103YH0UMM NPUCTPOEM;
no 1 6a/I0HYMKY B
KapTOHHIlA KopooLi

TOB "Onenna
Xernckea YKkpaiHa'

Ykpaina

IcTiTyTO e Axeni
C.p.n.

ITanis

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMartepianis: 3MmiHa 3asBHUKa
(BnacHvka peecTpadiiHoro
nocBeigyeHHs) (3rigHo Hakaly MO3
Big 23.07.2015 Ne 460). 3miHK
BHECEHO B IHCTPYKLit0 415
MeMYHOro 3acTOCyBaHHS LLOAO
HaliMeHyBaHHS 3asBHMKa 3
Bi4NOBIAHMMMN 3MiHAMK Y TEKCTI
MapKyBaHHS yNakoBKU iKapCbKOro
3acoby. BeefieHHsA 3MiH MPOTArom
6-TN MicALIB Nic/a 3aTBEPIKEHHS

6e3 peyenma

UA/3590/01/01

95.

NAUNO®IN

kancynu, no 10 kancyn B
aIlOMIHIEBIV GnicTepHii

ynakosLi; no 2 énictepu
B KQPTOHHIi1 Kopoou,i

TOB "YOPA,
MEONLIAH"

YkpaiHa

BUPOBHMLTBO in
bulk:
NanbMaH Xenc
CONOLWKNH3 IHK.,
KaHapa;
nepBuHHa Ta
BTOPVIHHA yNakoBKa,
[03BiN Ha BMNYyCcK

KaHapga/
MonbLua

BHECEHHS 3MiH 40 peecTpaLiiHnx
marepianis: 3MiHa 3asBHMKa
(BnacHuka peecTpauiiiHoro

noceigyeHHs) (3rigHo Hakasy MO3

Big 23.07.2015 Ne 460). 3miHK
BHECEHO B iHCTPYKL,il0 ANA
MeAMYHOro 3acTOCyBaHHS LLIOAO
HaliMeHyBaHHS 3asBHMKa 3

6e3 peyenma

UA/15132/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
cepii: BiANOBIAHMMW 3MiHAMMW Y TEKCTI
Takepa ®apma Cn. 3 MapKyBaHHS YNakoBKY /liKapCbKoro
0.0., Monbwa 3acoby. BBefieHHsA 3MiH NPOTAroM

3-X MicsLiB MiC/1S 3aTBEPKEHHS;
3MiHK | TUNYy - 3MiHK WoA0
6e3nekn/edpeKTUBHOCTI Ta

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3ara/lbHEHVX AaHuX Npo
cuctemy hapmakoHarnsgy

(BBEAEHHSA y3arasIbHEHVX AaHUX

npo cucTemy chapmakoHarnsgy,
3MiHa yNOoBHOBaXeHOI 0cobu,
BigNoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnaay; KOHTaKTHOI
ocobu 3 hapmakoHarnagy
3asiBHMKa AN 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, KO

BOHa BifMiHHa Bif, yNOBHOBaXEHOI

ocobw, BignoBigasibHOI 3a
3[iiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI faHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-cbaiina cuctemm
thapmakoHarnsgy) - 3miHa

YMOBHOB&XEHOT 0CObM 3as1BHMKA,

BignoBiganbHOI 3a
thapmakoHarnag. [ivoua pefakuis:
Dr. Caroline Navarre.
MponoHoBaHa pepakuis: Myano
laHHa CtanicnasiBHa. 3MiHa

KOHTaKTHUX JaHWX YNOBHOBaXKEHOT

0cobu 3asiBHUKA, BiANOBIAa/IbHOI

3a hapmakoHarnag. 3miHa micus

3[iiCHEHHS] OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsagy. 3miHa

MiCLie3HaXOMKEHHSA MacTep-
thaiina cuctemu
hapMakoHarnagy; aminum | tuny -
3MiHV Wwoao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3miHu) -
BHeceHHs 3MiH 40 po3ainy
“MapkyBaHHA" MKA N13:
3arBepaeHo: MapKyBaHHs
JoaaeTbes. 3anpornoHoBaHo:
MapkyBaHHs BignosigHo o
3aTBEPAKEHOrO TEKCTY

MapKyBaHHS. OHOB/IEHHS TEKCTY

MapKyBaHHS YNakOBKW NiKapCbkoro

131




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3acoby.
BBefeHHs 3MiH NpoTArom 3-x
MiCALIB MiCNsA 3aTBEP)KEHHS

96.

NIBEKCUH®

TabneTkun no 100 mr; Ne
20 (20x1): no 20
Tabnetok y 6nictepi; no
1 6nicTepy B KapTOHHIl
Kopobui

TOB "Onenna
Xerckea YkpaiHa"

YKpaiHa

XIHOIH 3aBog,
dapmMaveBTUYHUX Ta
XimiyHnx MpogykTis

Mpaiisit Ko. NiT4,.

MignpuemcTso 2

(nignpnemcteo

Bepeluegpxas)

YropwmHa

BHECEHHS 3MiH 10 peecTpavLiiiHnX
mMartepianis: 3MiHa 3asBHUKa
(BnacHvika peecTpaduiiHoro
nocBeigyeHHs) (3rigHo Hakasy MO3
Big 23.07.2015 Ne 460). 3miHK
BHECEHO B TEKCT MapKyBaHHS
YMakKoBKM MikapcbKoro 3acoby
LLIOAI0 HAaIMEeHYBaHHSA 3asiBHUKA.
BBeaeHHs 3MiH NpoTArom 6-Tu
MicSLIB MiCNS 3aTBEPAXKEHHS;
3MiHK | TUNYy - 3MiHK WoA0
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
3MiHV BHECEHO B IHCTPYKLiO Ans
MeAMYHOro 3acTtocyBaHHs /13
LoAo AofaBaHHs iHhopmawi
CTOCOBHO HaliMeHyBaHHS Ta
MiCLie3HaXOMKEHHS 3asBHMKA.
BBegeHHS 3MiH NpoTArom 6-tm
MicsILiB Micns 3aTBepIKEHHS

6e3 peyenma

UA/8252/01/01

97.

MAA/TOKC® MIHI

cycneHsis opasibHa Ne
20:no4,3mn(6r)y
cauwle; no 20 cawe y
KapTOHHI KopoobLi

TOB "Onenna
Xernckea YkpaiHa"

Ykpaina

CaHodpi C.n.A.,
ITanis;
Eii. HatTepmaHH
eHg Caiii. FTmM6X,
HimeyunHa

ITanis/
HimeuunHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHa 3aABHMKa
(BnacHvka peecTpadiiHoro

nocBeigyeHHs) (3rigHo Hakaly MO3

Bifg, 23.07.2015 Ne 460) BeefeHHs

3MiH NPOTArom 6-Tu MicsiLiB nicns

3aTBEPMKEHHS; 3MiHM | Tuny -
3MiHM Woao
6e3nekn/edeKkTBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHN) -
3MiHV BHECEHO B IHCTPYKLi0 ANs
MeMYHOro 3actocysaHHs /13
LLOA0 AoAaBaHHs iHhopmavii
CTOCOBHO HaliMeHyBaHHS Ta
MiCLie3HaXOKEHHS 3asBHMKA.
BBefeHHs 3MiH NpoTArom 6-Tu
MicsLiB MicNsa 3aTBEPAKEHHSA

6e3 peyenma

UA/10145/01/01

98.

MABTEPA®

PO3YMH ANA iH'EKLN,
1400 mr/11,7 mn no 11,7
M1y dpnakoHi; no 1
(h/1aKOHY Y KapTOHHilA
Kopobu,i

®.XothdpmaHH-/15
Pow J1Tq,

Lseliuapis

®.XodhpmanH-/15
Pow 14,
LBeiiLapis
(BnpobyBaHHs
KOHTPOJIHO SIKOCTI);
®.XohhmaHH-/1a

LBeliuapis

BHECEHHS 3MiH 10 peecTpavuintHnx
mMartepianis: 3MiHu Il TMny - 3MiHK 3
saKocTi. A®l. BUpo6HMLUTBO. 3MiHM
B npotieci Bupo6HuuTea AdI
(3MiHa cTOCY€ETbCSA aKTUBHOT
peyoBUHN

Pow NTpA, 6i0N0rivyHOro/iMyHOM0r4YHOro
LLBeliyapis NOXOA)KEHHS 260 BUKOPUCTAHHS
(BUPOGHMLTBO XiMiyHMX APl y BUPOOHMLTBI

3a peyenmom

UA/14231/01/01

132




Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Hepo3acoBaHoi nikapcbKkoro 3acoby
npoAayKLii, nepBnHHe 6ionoriyHOro/iMmyHo10rvyHoro
Ta BTOPVHHE NOXOPKEHHS, SiKa MOXe MaTK
nakyBaHHs, 3HaYHUIA BNIMB Ha SKICTb, 6e3neky
BMNPOGYBaHHSA Ta epeKTUBHICTb JliKapCbKOro
KOHTPOJHO SIKOCTI, 3acoby, i He cTocyeTbCs
BWMYCK Cepil) npoTokosy). BBegeHHs HOBOro
npoTokony kBasidpikauii ans
niAroToBKM Ta kBanidikawi
po6oyoro 6aHky knituH WCB gns
pPEeKOMBIHaHTHOT riaslypoHiaasun
noguHn rHuP20
99. MEPOHEM MOPOLLIOK A1 PO3UMHY MNeANIEP CLIA AcTpa3eHeka HOK Benuka BHECEHHS 3MiH IO peecTpaljiiiHux | 3a peyenmom UA/0186/01/01
Ans iH'ekuid abo iHgy3il EVY.CLML. NimiTen, Benvka BpuTaHis marepianis: 3MiHW | TUNY - 3MiHK
no 500 wmr; no 10 KOPTMOPENLLH BpuTaHis LLiseliyapis ofo 6e3nekn/edekTMBHOCTI Ta
h/1aKOHIB 3 MOPOLLKOM Y (BUPOGHNK, AnoHis thapmakoHarnagy (iHwi 3MiHn) -
KapTOHHIlA KOpooLi BiANoBigabHUIA 3a ITania 3MiHW BHECEHO B TEKCT
BTOPWHHY YNaKoBKY, MapKyBaHHS yMakoBKU iKapCbKOro
BUMYCK cepii); 3acoby. BBefeHHs 3MiH MPOTAroM
EiCiEc Jo6dap 6-Tn MicAUIB NicNA 3aTBEPKEHHS.
Cna, ITanis
(B1po6HKK "in bulk");
3am60oH
CeiTuepnang Nta,
LBeiiuapis
(BUPOBHUK,
BiANOBIAa/IbHNIA 3a
NepBUHHY YNakoBKy,
BTOPWHHY YNaKoBKY,
BUMYCK cepii);
CymiTomo
[OeiHinnoH ®apma
Ko., NT4., AnoHis
(BUPOGHMK "in bulk™)
100. | MEPOHEM NOPOLUOK A/15 PO3YUHY MNOAN3EP CLWA AcTpa3eHeka FOK Benuka BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/0186/01/02
Ans iH'ekui abo iHdys3il EWY.CLMI. Nimitea, Benuka BpuTtaHis marepianis: 3MiHW | TUMY - 3MiHK
no 1000 mr; no 10 KOPIMOPEWLLH BpuTaHis ITanis Lwoao 6e3nekn/edeKTBHOCTI Ta
pN1akoHIB 3 NOPOLLKOM Y (BUPOBHUK, LLiBeiiuapis hapmakoHarnagy (iHwi 3miHu) -
BiANOBIAaIbHNIA 3a AnoHis 3MiHV BHECEHO B TEKCT

KapTOHHI KopoobLi

BTOPUHHY YNaKOBKY,
BMNyCK cepil);
ENCiEc fJobdap
Cna, Itanisa
(BUPOGHKK "in bulk™);
3amboH
CeiTuepnaHg /ta,
Lseiiapis
(BUPOGHUK,
BiAnoBiAanbHWiA 3a

MapKyBaHHS YNakoBKW NikapCbkoro
3acoby. BBefieHHs 3MiH NPOTSArom
6-TV MicALiB NiCNsA 3aTBEPLXKEHHS.
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
NepBUHHY YNakoBKy,
BTOPWHHY YNaKoBKY,
BUMYCK cepii);
CymiTomo
[OeiHinnoH ®apma
Ko., NT4., AnoHis
(BUPOGHMK "in bulk™)
101. | METPOHIAA30N KpUCTaniuyHWin NOPOLLIOK TOB "HOpia-®apm” YkpaiHa YxaHb Bysio Kutaii BHECEHHS 3MiH [10 peecTpaviliHnx - UA/12790/01/01
(cy6eTaHuin) y dapmac'totikan Ko., mMartepianis: 3MiHU | TUMY - 3MiHK 3
nonieTuIeHoBmX nTa. akocTi. CepTudpikar
naketax gns BignosigHocCTI/IE-cepTudcpikat
thapmaueBTUYHOro BIANOBIAHOCTI EBPONENChkili
3acTocyBaHHSA thapmakonei/mMoHorpadii.
MofaHHA HoBOro abo OHOB/IEHOrO
cepTudiikaTa BignosigHoCTi abo
BU/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONeiichbkili
apmakonei: ana A®l; gns
BMXiAHOTO
MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTbLCSA
y BUPOGHNLTBI ADI; aAns
[0MNOMDKHOT peYOBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponelicbkiin hapmakone) -
HoBuii cepTudpikat Big Bxe
3aTBEPXEHOr0 BUPOOHUKA -
3MiHa BHOCUTLCA Y 3B'A3KY 3
nofaHHam Ceptudikaty
BIANOBIAHOCTI EBPONENChbKili
dapmakonei 4ilo4MM BUPOOHNKOM
A®| Ne R1-CEP 2007-083-Rev 03.
102. | MIAA30ONAM PO34nH A1 iH'eKUin, 5 AT "Kanuekc" Natsis AT "I'piHgekc”, NaTBis BHECEHHS 3MiH 10 peecTpaLiiiHux | 3a peyenmom UA/18291/01/01
KANLUEKC mr/mn; no 1 mn abo 3 mn NaTtBis (KOHTPO/Ib CnosayunHa marepianis: 3MiHW | TUNY - 3MiHK
B amnyni, no 5 amnyny cepii/BMnpobyBaHHs) ofo 6esnekn/edpekTMBHOCTI Ta
KOHTYPHIli YapyHKOBIi ; AT "Kanuekc", thapmakoHarnagy (iHwi 3MiHN) -
ynakosui (niggoxi), no 1 Natsia (Bunyck 3MiHM BHECEHI B TEKCT MapKyBaHHs
a60 2 KOHTYpHI cepii); XBM dapma Ha NepBUHHI ynakoBsL,i
YapyHKOBI YNaKOBKU c.p.o., CnosayunHa NiKkapcbKoro 3acoby, a came -y .
(nigaoHn) B navui 3 (Bci cTagji 6 “IHLUE" 3a3aHa4eHo: "MNoaBiiHa
KapToHyY BMPOGHNYOro YyepBOHa cMmyra (HasiBHa Ha
npouecy, Kpim ynakoBLi)
BUNYCKY cepii) BBefeHHA 3MiH NPOTArom 6-1u
MiCALIB MiC/A 3aTBEPAKEHHS.
103. | MIPAMIAE3® PO3YMH HaLLKIpHWIA, KHBMIM "ICHA" YkpaiHa TOB "TepHodhapm" YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiHnx 6e3 peyenma UA/0237/01/01

cnupToBuii, 0,1%, no
100 mn 'y cpnakoHi; no 1
(pNakoHy B KAPTOHHIl
naywi

mMartepianis: 3MiHu | Tuny - 3MiHK 3
AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
KOHTpO/1b roTOBOrO /liKapCbKoro
3aco6y. 3miHa y MeTogax
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BUMPOOYBaHHA rOTOBOrO
nikapcbKoro 3acoby (iHLWi 3MiHK y
MeTofax BunpobysaHb
(Brntovatoum 3amiHy abo
[O0NOBHEHHS)) -Po3ain «KinbkicHe
BU3HAYEHHS» [JONOBHEHO OMWUCOM
METOAVKN 3 HaJaHHAM
BifnoBigHOro 3BiTY 3 Basligau,i;
3MiHW | TURY - 3MiHK 3 SKOCTI.
[oTOBMIA NiKapcbKuii 3acio.
KOHTpO/b roTOBOrO MikapcbKoro
3acoby. 3miHa y meTogax
BUMNPOOYBaHHA rOTOBOIO
nikapcbKoro 3acoby (iHLWi 3MiHK y
MeToAax BunpobysaHb
(Brntovatoum 3amiHy abo
[OMOBHEHHS)) - Po3ain
«MikpobionoriyHa unctora»
[OMOBHEHO ONVICOM METOAMKM 3
HaJaHHAM BiAMNOBIAHOIO 3BITY;
3MiHN | TURY - 3MiHK 3 SKOCTI.
[oTOBMIA NiKapcbKuii 3acio.
KOHTpO/b roTOBOrO MiKapcbKoro
3aco6y (iHLWi 3MiHK) - BuknagaHHa
po3ainis 3aTBEpAKEHNX METOAIB
KOHTPO/II0 AKOCTi FOTOBOTO
nikapcbKoro 3acoby 3i 3miHamu
[ep>XXaBHO MOBOIO; 3MiHM | TuMy -
AMIHICTPaTVBHI 3MiHW.
BunyyeHHss BUPOOGHMYOI finbHUL,
(Brrovaroun ginbHuui ans Adl,
NPOMIXHOro NPoAYyKTy abo
roTOBOro NikapCcbKoro 3acooby,
OiNbHULI ANA NpOBeAeHHS
nakyBaHHsl, BAPOGHUKa,
BiZJNOBIAA/ILHOMO 3a BUMYCK Cepild,
MicLie NpoBeAEeHHsI KOHTPO/I0
cepii) abo nocTayasibHuKa
BUXIOHOIO MaTepiasy, peareHty
ab0 AONOMIXHOT PeHOBMHU (SIKLLO
3a3HayeHo y [0CbE) - BunyyeHHs
BMPOGHMNYOI Ai/TbHUL TOTOBOrO
nikapcbKkoro 3acoby
(BMPOBHMLTBO, NaKyBaHHs,
KOHTPO/b i BUNYcK cepii) TOB
«Bunpo6HMye 06'eaHaHHSA
«TeTepiB» YkpaiHa, 07200,
KuiBcbKka 06711., IBaHKIBCbKWiA
palioH, cenuule Micbkoro Tuny
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n/n

Ha3sBsa nikapcbko20

dopma sunycky

3asiBHUK

Kpaina

3acoby

(nikapcbka ¢hopma,
ynakoska)

3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

104.

MIPAMIOE3®

Kpanni ByLUHi, pO34uH

KHBMI "ICHA"

Ykpaina

TOB "TepHodhapm"

YkpaiHa

3MiHV BHeCeHi y po3ginu
"BnpobHuK" Ta
"MicLe3HaxomKeHHs BUPOGHMKa
Ta iloro agpeca micus
NpoBaPKEHHS AisNIbHOCTI" B
IHCTPYKLilO ANS MeanyHOro
3aCTOCYyBaHHA Ta K HaCNiAoK -
BIANOBIAHI 3MiHW Y TEKCTi
MapKyBaHHS YNakoBKW NiKapCbkoro
3acoby

IBaHkiB, Byn. ®pyH3se, 6yauHok 49.

cnupToBuii, 0,1 %, no 5
My NoniMepHOMyY
donakoHi 3
KpanenbHuLeto; no 1
onakoHy B nauui 3
KapToHyY

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHu | TMNY - 3MiHK 3
siKocTi. FOTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/1b roTOBOro NikapchbKoro
3acoby. 3miHa y meTogax
BUMNPOOYBaHHA rOTOBOr0
nikapcbKoro 3acoby (iHLWi 3MiHN Y
MeTogax BunpobyBaHb
(BK/THOYatOUM 3aMiHy abo
[OMNOBHEHHS)) - Po3ain «KinbkicHe
BU3HAYEHHS» [JONOBHEHO OMWUCOM
MeTOAVKM 3 HaJaHHAM
BiANOBIAHOrO 3BTy 3 Bastigauii;
3MiHN | TURY - 3MiHK 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
KOHTpO/1b roTOBOro NikapcbKoro
3acoby. 3miHa y meTogax
BUMNPOOYBaHHA rOTOBOr0
nikapcbKoro 3acoby (iHLWi 3MiHN Y
MeTogax BunpobysBaHb
(BKIHOYAtOUM 3aMiHy abo
[0NOBHEHHS)) - Po3ain
«Mikpob6iosnoriyHa uncrota»
[OMOBHEHO ONVMCOM METOAMKM 3
HaZjlaHHAM BifnoBIgHOrO 3BITY 3
Banigauii; 3miHu | Tuny - 3MiHn 3
siKocTi. FOTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/1b roTOBOro NikapcbKoro
3aco6y (iHwWi 3miHK) - BuknagaHHsa
po3ainis 3aTBEPIKEHNX METOLIB
KOHTPOJH SIKOCTi FOTOBOro
nikapcbKoro 3acoby 3i 3MiHamu
[ep>XXaBHO MOBOIO; 3MiHM | TUMy -
AAMIHICTPaTUBHI 3MiHN.
BunyyeHHst BUPOOHMYOT AibHNL,
(Bkntovatoum ginbHuULi ansa Adl,
NPOMIXXHOr0 NPOAYKTY abo

roTOBOrO /likapCcbKoro 3acoby,

6e3 peyenma

UA/0237/02/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

OiNbHULI ANS NPOBeAeHHS
nakyBaHHsl, BAPOGHUKa,
BiZINOBIAA/ILHOMO 3a BUMYCK Cepild,
MicLie NpoBeAEeHHs1 KOHTPO/0
cepii) abo nocTayasibHuKa
BUXIOHOIO MaTepiasy, peareHty
ab0 AONOMIXXHOT PeHOBMHU (SIKLLO
3a3HayeHo y [0CbE)- BunyyeHHs
BMPOGHMNYOI Ai/TbHULL TOTOBOrO
nikapcbKkoro 3acoby
(BMPOBHMLTBO, NaKyBaHHs,
KOHTPONb i BUNYycK cepii) TOB
«Bunpo6HuYye 06'egHaHHSA
«TeTepiB» YkpaiHa, 07200,
KuiBcbKka 06711., IBaHKIBCbKWiA
paiioH, cenuiie MicbKoro Tuny
IBaHKiB, Byn. ®pyH3e, 6yauHOK 49.
3MiHU BHECEHI Yy po3ginun
"BnpobHuK" Ta
"Micue3HaxomKeHHA BUPOGHMKa
Ta lioro agpeca micus
NPOBaKEHHS AiSNIbHOCTI" B
IHCTPYKLi0 ANA MeguyHoro
3aCTOCYBaHHSA Ta K HacNigokK -
BiAMNOBIAHI 3MiHM Yy TEKCTi
MapKyBaHHS YNakoBKW Nikapcbkoro
3acoby.

BBegeHHA 3MiH npoTArom 6-tm
MicsILiB Micns 3aTBepAKEHHs

105.

HEMWPOKOBAN®

TabneTkn, BKPUTI
N1iBKOBOK 060/IOHKOLO,
no 500 mkr; no 10
Tabnetok y 6nictepi; no
3 abo no 10 6nicTepiB y
KapTOHHIA ynakoBL,; no
30 TabneTtok y bnictepi;
no 3 6nictepa B
KapTOHHIA ynakoBL,i

KYCYM
XENTXKEP MNBT
nTa

IHais

KYCYM XENTXKEP
NBT NTA

IHais

BHECEHHS 3MiH [0 peecTpavLiiHnX
marepianis: 3mMiHu | TMny - 3MiHK 3
siKocTi. FOTOBWMIA Nikapcbkuii 3aci6.
3MiHu y BUPOGHMLTBI. 3MiHa
po3mipy cepii (BktoYaun
[ianasoH po3mipy cepii) roToBoro
niKapcbKoro 3acoby (36iNbLUeHHs
[0 10 pasiB MOPIiBHSAHO i3
3aTBEPKEHVMM PO3MIPOM) - 3MiHU
po3mipy cepii Ha foAaTKOBIN
pinbHUui ans KYCYM XENTXKEP
MBT NT/A 3a agpecoto Mot Ne M-
3, IHgop Cnewwen IKOHOMiK 30yH,
®eiiz-1l, Mitamnyp, Aict, Axap,
Maaxbsa Mpageww, MiH 454774,
IHgia, 3anponoHoBaHo: 200 000
Tabnetok, 1 500 000 Tabnetok

3a peyernmom

UA/14887/01/01

106.

HEOBITAM

TabneTtku, BKPUTI
NiBKOBOK 060/I0HKOIO;
no 10 TabneTtok y

AT "KUTBCBKMIA
BITAMIHHWA
3ABOJ"

YKpaiHa

AT "KUIBCbKWIA
BITAMIHHMIA
3ABOJ"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
mMarepianis: 3miHu Il TMny - 3MiHM 3
AKOCTi. A®l. BUpo6HMUTBO. 3MiHA

6e3 peyenma

UA/11551/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

6nicTepi, no 3 6rictepu
B nauuii

BMPOGHMKA BUXiAHOro/NPOMKHOIO
npoAayKTy/peareHTy, Wo
BUKOPWCTOBYHOTLCS Y
BMPO6HUYOMY npoueci Adl, abo
3MiHa BMPOGHWMKa (BKNOYaouu, ae
HeobXxifHO, MicLe NpoBeAeHHS
KOHTposito skocTi) APl (3a
BifiCYTHOCTI cepTudikaTta
BiNOBIAHOCTI E€BpPONENChKiit
hapmakonei y 3aTBepAKeHOMY
[ocbe)(BBEAEHHA HOBOTrO
BMPO6HUKa APl 3 HaAAHHAM
macTep-aiina Ha Adl) - 3miHa
noB’si3aHa 3i 3MiHOK BUPOBHUYOT
[OiNbHUL Big, BXe 3aTBepayKeHoro
BMPOGHMKa TiamiHy rigpoxnopvay
«Huazhong Pharmaceutical Co.,
Ltd.», China (3aTBepaxeHa
BMPOGHMYa AinbHuusa: No. 71 West
Chunyuan Road, Xiangyang,
Hubei, China; 3anponoHosaHa
BMpOGHMYa ainbHuus: No. 118
Xianshan Road, Xiangyang City,
Hubei Province). Cy6cTaHuis
TiamiHy rigpoxnopwvg 3 HOBOI Ta
3aTBEepPAKEHOI BUPOOHNYMX
AiNbHWLB Mae CyMipHi cnoci
BMPOGHMLITBA Ta ONWC MeToay
CUHTE3y.

107.

HEOMIAAHTAH

kancynu no 100 wmr, no
10 kancyn y 6nictepi, no
5 6nicTepiB y nayui

AT "OnaiiHdpapm"

Nartsia

AT "Onaiinchapm”

Nartsia

BHECEHHS 3MiH [0 peecTpavLiiHnX
marepianis: 3MiHW | TUMY - 3MiHK
Lofo 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -

3amiHa po3giny «[paciyHe

0hOPMNEHHS YNaKoBKM» Ha
po3gin «MapkyBaHHs» MKA N3:
3anponoHoBaHo: MapKk1poBkKa.

CornacHo yTBepXaeHHOMY TeKCTy

MapK1poBKK.
3MiHN BHECEHO B TEKCT

MapKyBaHHS YNakoBKW Nikapcbkoro

3acoby. BBefeHHs 3MiH NpOTSArom

6-TU MicsLIB Nic/1s 3aTBEPKEHHS.

3a peyernmom

UA/6205/01/01

108.

HEO®EH BENYMNO
nnoc

renb, 50 mr/r; no 15 r
a6o 50r,a60100ry
Ty6i; no 1 Ty6i B
KapTOHHI nayw,i

Benyno, nikn Ta
KOCMeTUKa, A.4.

Xopsartis

Benyno, nikn Ta
KocmeTuka, 4.4.

Xopsaris

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHW | TUMY - 3MiHK
Lwoao 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnsgy. 3miHa y
KOPOTKiil XapakTepucTuui
NiKapCbKoro 3acoby, TeKCTi

6e3 peyenma

UA/14739/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MapKyBaHHS Ta iHCTpyKLUii Ans
MeAMYHOro 3aCTOCYBaHHSA Ha
nigcTasi perynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
pocnipkeHs 3 6e3nekn
3aCTOCYyBaHHS Nikapcbkoro 3acoby
B nicnsipeecTpadiiHuii nepiog, abo
AK pe3ynbTaT OLiHK/ 3BITY 3
JocnifpKeHb, NpoBeAeHnx
BiAMNOBIAHO [0 NnaHy
negiarpuyHux gocnimpkers (PIP)
(3MiHy y3rofpKeHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHoM) - 3MiHU
BHECEHO A0 IHCTPYKUIT Ans
MeJMYHOr0o 3acTOCYBaHHS
niKapcbkoro 3acoby A0 po3ainy
"Mo6iuHi peakyii" wWono 6esneku
3aCTOCYBaHHS Ajil040i PeYOBUHM
ibynpodpeH, BignoBigHo Ao
pekomeHaaLii PRAC. BBefeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPAKEHHS.

109.

HE®POTEKT

pO3unH A8 iHdysili; no
250 mn a6o no 500 mny
donakoHi; no 10
(h/1aKOHIB y KapTOHHIi
Kopobui

®pe3seHiyc Kabi
[Loliunang MrmeX

HimeuyunHa

®pe3seHiyc Kabi
AscTpif FTM6X

AscTpis

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3miHu | Tuny -
aAMIHICTPATUBHI 3MiHW.
BunyyeHHss BUPOGHMYOI finbHUL,
(Brrovaroun ginbHuui ans Adl,
NPOMIXHOr0o NPoAYyKTY abo
roTOBOro NikapCcbKOro 3acooby,
OiNbHULI ANA NpoBeAeHHS
nakyBaHHs1, BAPOGHUKa,
BiANOBIA&/IbHOIO 3a BUNYCK Cepii,
MicLie NpoBeAeHHsI KOHTPO/0
cepii) abo nocTayasibHUKa
BUXIGHOTO MaTepiasty, peareHty
ab0 AONOMIXHOT pevOBMHU (KLU0
3a3HaYeHo y [OCbE) - BUAANEHHS
BMPOGHMYOI AinbHuLi Shanghai
Kyowa Amino Acid Co., Ltd. gns
Lit040T pevyoBuHN L-dheHinanaHiH.
3MiHn | TUNY - agMiHiCTpPaTUBHI
3MiHW. BunyyeHHs BUpO6HUYOT
OinbHULI (BKNOYAKOUN AiNbHULI
ans A®l, NpoMiXXHOro NpoAyKTy
ab0o roToBOro sikapcbKoro 3acooy,
LOiNbHUL ANS NPOBEAEHHS
nakyBaHHs, BUPOGHMKa,
BiNOBIAA/ILHOIO 3a BUMYCK Cepild,

3a peyenmom

UA/10733/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

MicLie NpoBeAEeHHSI KOHTPO/0
cepii) abo nocTayasibHMKa
BUXIOHOIO MaTepiasy, peareHty
ab0 AONOMIXHOT PevOBMHN (SIKLLO
3a3HayeHo Y AOCLE) - BUTYYEHHS
BMPOGHWYOI finbHuLi Kyowa
Hakko Bio Co. Ltd., Hofu Plant
018 Ajlo4ol peyoBrHK L-nponiH.
3MiHn | TUNY - agMiHICTPaTUBHI
3MiHW. BunyyeHHs BUpOGHUYOI
OinbHUUI (BKNOYAKOUN AiNbHUL
ans A®l, NpoMiXXHOro NPoAyKTy
ab0o roToBOro fiKkapcbLKoro 3acooy,
OinbHUL 4NS NPOBeEeHHSA
nakyBaHHs, BUPOGHMKa,
BiANOBIA&/IbHOIO 3a BMUMNYCK CepiiA,
MicLie NpoBeAEeHHS KOHTPO/I0
cepii) abo nocTayasibHUKa
BVXiJHOTO MaTtepiany, peareHty
a60 AONOMIXHOT PeHOBUHU (SIKLLO
3a3HaYeHo y [0CLE) - BUTYYEHHS
BMPOGHMYOI AinbHuLi Evonik
Rexim S.A.S. ans pgitoyoi
peyoBuHM L-TpuntodhaH. 3miHu |
TUMy - 3MiHu 3 AkocTi. CepTudikar
BignosigHocTI/lE-cepTudikart
BiNOBIAHOCTI E€BpPONENChKiit
thapmakonei/MoHorpadii.
MofaHHA HoBOro abo OHOB/IEHOrO
cepTudpikaTa BignosigHoOCTI abo
BU/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONeichbkili
hapmakonei: ana A®l; gns
BMXiAHOTO
MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCS
y BUpO6HNLTBI ADI; aAns
[0MOMDKHOT peYOBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponelicbkin hapmakoner) -
OHOBNEeHWi cepTuddikaT Big yxe
3aTBEPKEHOr0 BUPOOHUKA -
nofAaHHA OHOB/EHOTO cepTudikarta
BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 1996-
002-Rev 05 (3aTBepaxeHo: R1-
CEP 1996-002-Rev 04) ans
Aitoyoi pevoBuHN Acetylcysteine
Bif] BXXE 3aTBEPAKEHOI0
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BMpo6HMKa Moehs Catalana S.L.

3MiHM | TUNY - 3MiHW 3 AKOCTI.
CeprtucpikaT BignosigHocTi/lE-
cepTudikart BiAMOBIAHOCTI
€Bponelicbkii
thapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOrO
cepTugikaTa BignoBigHoCcTi abo
BUyYEHHA cepTudikata
BIANOBIAHOCTI EBpONechbkil
chbapmakonei: ana Adl; ons
BUXiAHOro
Marepiany/peareHTy/npomiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpO6HMLTBI ADI; Ans
[0MOMDKHOT PEYOBUHU
(cepTudpikat BiANOBIAHOCTI
€sponelicbkili hapmakoner) -
OHoBReHWi cepTuddikaT Bif yxe
3aTBEPAKEHOrO BUPOOHMKA -
noJaHHs OHOBNIEHOro cepTucpikata
BIANOBIAHOCTI EBpONechbkil
thapmakonei Ne R1-CEP 2004-
086-Rev 05 (R1-CEP 2004-086-
Rev 04) ans Aio4oi peyoBmHU
Alanine Bif BXe 3aTBep)KeHOro
Bupo6Huka EVONIK REXIM
(NANNING) PHARMACEUTICAL
CO., LTD. 3MiHu | TMNY - 3MiHK 3
akocTi. CepTudikar
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONeichbkili
thapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOIO
cepTugikaTa BignoBigHoCcTi abo
BUyYEHHA cepTudikata
BiANOBIAHOCTI EBpONechbkil
chbapmakonei: ana Adl; ons
BUXiAHOro
Marepiany/peareHTy/npomiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpO6HMLTBI ADI; Ans
[0MOMDKHOT PEYOBUHU
(cepTudpikat BiAMNOBIAHOCTI
€sponelicbkili hapmakoner) -
OHoBReHWi cepTuddikaT Big yxe
3aTBEPAKEHOrO BUPOOHMKA -
noJaHHs OHOBNIEHOro cepTucpikata

BiANOBIAHOCTI €EBpoNeichbKil
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

thapmakonei Ne R1-CEP 2007-
351-Rev 00 (3aTBEepmxeHo: RO-
CEP 2007-351-Rev 03) gns
Aitoyoi pevoBuHM Alanine Big Bxe
3aTBEPAKEHOTO BUPOOHMKA
SHANGHAI KYOWA AMINO ACID
CO., LTD., Kvtait. 3minu | Tvny -
3MiHu 3 AKocTi. CepTudikar
BignosigHocTi/lE-cepTudikar
BIANOBIAHOCTI EBpONechbkil
thapmakonei/MoHorpadir.
MoaaHHA HoBOro abo OHOB/IEHOTO
cepTudiikaTa BignosigHocTi abo
BWJTyYEeHHs cepTudikaTa
BiNOBIAHOCTI E€BpPONENChKiit
hapmakonei: ana A®l; pns
BUXiAHOTO
MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPNCTOBYIOTHCA
y BUPOGHMLTBI ADI; Ans
[0MOMDKHOT PEYOBUHM
(cepTudikaT BigMOBIAHOCTI
€Bponelicbkiin hapmakonei) -
OHoBNEHWIA cepTudikar Big, yxe
3aTBEPAKEHOIO BUPOOHMKA -
nofaHHA OHOBMEHOTO cepTudikara
BiNOBIAHOCTI E€BpPONENChKiit
thapmakonei Ne R1-CEP 1998-
107-Rev 04 (3aTBepaxeHo: R1-
CEP 1998-107-Rev 03) ans
aitoyoi peyoBmHy Histidine Big Bxe
3aTBEPAKEHOr0 BUPOOHUKA, SKUI
3MiHVB Ha3BY (3aTBEPLKEHO:
Ajinomoto North America Inc.;
3anponoHoBaHo: Ajinomoto Health
and Nutrition North America, Inc.),
afipeca BMpOOHMLTBA
3aMLWAETLCA HE3MIHHOLO.
BeefeHHs nepiofy NOBTOPHOroO
BMNpoGyBaHHA 48 micAuiB. 3miHu |
MMy - 3MiHK 3 SKocTi. CepTudikar
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONechbkil
thapmakonei/MoHorpadir.
MoaaHHsA HoBOro abo OHOB/IEHOTO
cepTudiikaTa BignosigHoCTI abo
BWJTyYEeHHs cepTudikaTa
BiNOBIAHOCTI E€BpPONENChKiit
chapmakonei: ana Adl; ans
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BMXiAHOTO

MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS
y BUpO6HNLTBI ADI; aAns
[0MNOMDKHOT peYOBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponelicbkin hapmakone) -
OHOBNEHWi cepTuddikaT Big yxe
3aTBEPKEHOr0 BUPOOHUKA -
nofAaHHA OHOB/EHOTO cepTudikara
BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 2008-
099-Rev 03 (3aTBEpAKeHO: R1-
CEP 2008-099-Rev 02) ans
Aitoyoi peyosuHn Glycine Big Bxe
3aTBEPAKEHOTO BUPOOHMKA
EVONIK REXIM (NANNING)
PHARMACEUTICAL CO., LTD.
3MiHU | TUMY - 3MiHK 3 AKOCTI.
CepTudpikat BignosigHocTi/lE-
cepTudikart BiANOBIAHOCTI
€Bponeiicbkii
thapmakonei/MoHorpadir.
MoaaHHsA HoBOro abo OHOB/IEHOTO
cepTudiikaTa BignosigHocTi abo
BWJTyYEeHHs cepTudikaTa
BiNOBIAHOCTI E€BpPONENChKiit
hapmakonei: ana Ad®l; pns
BUXiAHOTO
mMaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPNCTOBYIOTHCA
y BUPOGHMLTBI ADI; Ans
[0MOMDKHOT pEYOBUHN
(cepTudpikaT BigMoBIAHOCTI
€Bponelicbkiin hapmakonei) -
OHoBNEHWIA cepTudikar Big, yxe
3aTBEPAKEHOIO BUPOOHMKA -
nofaHHA OHOBMEHOTO cepTudikara
BiNOBIAHOCTI E€BpPONENChKiit
thapmakonei Ne R1-CEP 2012-
052-Rev 00 (3aTBEepmxeHo: RO-
CEP 2012-052-Rev 01) gns
[ilo4oi peyoBrHY Leucine Big BXe
3aTBEPAKEHOTO BUPOOHMKA
Shanghai Kyowa Amino Acid Co.,
Ltd. 3MiHn | TURY - 3MiHW 3 AKOCTI.
CepTudpikat BignosigHocTI/lE-
cepTudikart BiANOBIAHOCTI

€Bponeicbkii
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

thapmakonei/moHorpadii.
MogaHHA HoBOro abo OHOB/IEHOrO
cepTudpikaTa BignosigHoOCTI abo
BU/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
hapmakonei: ana A®l; gns
BMXiAHOTO
MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCS
y BUpO6HNLTBI ADI; aAns
[0MOMDKHOT peYOBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponelicbkiin hapmakoner) -
OHOBNEHWi cepTuddikaT Big yxe
3aTBEPKEHOr0 BUPOOHUKA -
nofAaHHA OHOB/EHOTO cepTudikarta
BiANOBIAHOCTI EBpONeichbkili
thapmakonei Ne R1-CEP 2010-
155-Rev 00 (3aTBeppxeHo: Ne RO-
CEP 2010-155-Rev 00) ans
Aitoyoi pevoBuHM Lysine acetate
Bif] BXE 3aTBEPAKEHOI0
BMpo6HMKa EVONIK REXIM
S.A.S. 3MiHn | TUNY - 3MiHK 3
akocTi. CepTudpikar
BignosigHocTI/lE-cepTudikart
BiNOBIAHOCTI E€BpPONENChKiit
thapmakonei/MoHorpadii.
MofaHHA HoBOro abo OHOB/IEHOrO
cepTudpikaTa BignosigHoOCTI abo
BU/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONeichbkili
hapmakonei: ana A®l; gns
BMXiAHOTO
MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCS
y BUpO6HNLTBI ADI; aAns
[0MOMDKHOT peYOBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponelicbkin hapmakoner) -
OHOBNEeHWi cepTuddikaT Big yxe
3aTBEPKEHOr0 BUPOOHUKA -
nofAaHHA OHOB/EHOTO cepTudikarta
BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 2010-
155-Rev 01 (3aTBeppxeHo: Ne R1-
CEP 2010-155-Rev 00) ans
Aitoyoi pevoBuHM Lysine acetate
Bif] BXXE 3aTBEPAKEHOI0
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

BMpo6Huka EVONIK REXIM
S.A.S. 3MiHu | TNy - 3MiHK 3
akocTi. CepTudikar
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONechbkili
thapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOrO
cepTugikaTa BignoBigHoCcTi abo
BUyYEHHA cepTudikata
BIANOBIAHOCTI EBpONechbkil
chbapmakonei: ana Adl; ons
BUXiAHOro
Marepiany/peareHTy/npomiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpO6HMLTBI ADI; Ans
[0MOMDKHOT PEYOBUHU
(cepTudpikat BiANOBIAHOCTI
€sponelicbkili hapmakoner) -
OHoBReHWi cepTuddikaT Bif yxe
3aTBEPAKEHOrO BUPOOHMKA -
noJaHHs OHOBNIEHOro cepTucpikata
BIANOBIAHOCTI EBpONechbkil
thapmakonei Ne RO-CEP 2014-
063-Rev 01 (3aTBEpaKeHo: RO-
CEP 2014-063-Rev 00) ans
njitoyoi pevyoBuHHK Lysine acetate
Bif, BXE 3aTBEPAKEHOro
BMPOGHMKA, SIK HAC/iLOK 3MiHa
Ha3BY BUPOOHMKA (3aTBEPKEHO:
Ajinomoto North America Inc.;
3anponoHoBaHo: Ajinomoto Health
and Nutrition North America, Inc.),
agpeca BUpo6HMLUTBA
3a/IMWAETLCA HE3MIHHOIO.
BBegeHHs nepiofly NOBTOPHOTO
BUNpo6yBaHHA 48 micAuiB. 3MiHu |
TUMy - 3MiHu 3 AkocTi. CepTudikar
BignosigHocTI/lE-cepTudikart
BiNOBIAHOCTI E€BpPONENChKiit
thapmakonei/moHorpadii.
MogaHHA HoBOro abo OHOB/IEHOrO
cepTudpikaTa BignosigHoOCTI abo
BU/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
hapmakonei: ana A®l; gns
BMXiAHOTO
MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS
y BUPO6HUUTBI ADI; ans
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

[0MOMDKHOT PEYOBUHU
(cepTudpikat BiANOBIAHOCTI
€sponelicbkili hapmakoner) -
OHoBReHWi cepTuddikaT Big yxe
3aTBEPAKEHOrO BUPOOHMKA -
noJaHHs OHOBNIEHOro cepTucpikata
BiANOBIAHOCTI EBpONechbkil
thapmakonei Ne R1-CEP 2005-
190-Rev 03 (3aTBEpakeHo: R1-
CEP 2005-190-Rev 02) ans
niroyoi pevoBuHN Methionine Big,
BXe 3aTBEpAKEHOro BUPO6HMKa
EVONIK REXIM (NANNING)
PHARMACEUTICAL CO., LTD.
3MiHN | TUMY - 3MiHK 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-
cepTudikaT BiANOBIAHOCTI
€Bponelicbkiit
thapmakonei/mMoHorpadii.
MogaHHA HoBOro abo OHOB/IEHOrO
cepTudpikaTa BignosigHoOCTI abo
BU/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONechkili
hapmakonei: ana A®l; gns
BMXiAHOTO
MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCS
y BUpO6HNLTBI ADI; ans
[0MOMDKHOT peYOBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponelicbkin hapmakoner) -
OHOBNEeHWi cepTuddikaT Big yxe
3aTBEPKEHOr0 BUPOOHUKA -
nofAaHHA OHOB/EHOTO cepTudikarta
BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne RO-CEP 2013-
211-Rev 01 (3aTBEpgeHo: RO-
CEP 2013-211-Rev 00) gns
Aito4oi peyosrHK Serine Process Il
Bif] BXE 3aTBEPAKEHOI0
BMPOGHUKA. 3MiHW | TUMY - 3MiHK 3
akocTi. CepTudikar
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONechbkili
thapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOrO
cepTugikaTa BignoBigHoCcTi abo
BUyYEHHA cepTudikata
BiANOBIAHOCTI €EBpoNeichbKil
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
hapmakonei: ana A®l; pns

MPOAYKTY, L0 BUKOPUCTOBYHOTLCS

NoAaHHs OHOB/IEHOTO cepTudikaTa

aitoyoi peyoBrHK Serine Process Il

BUXiAHOTO
mMaTepiany/peareHTy/npomMiKHOro

y BUPOGHMLTBI ADI; Ans
[0MOMDKHOT pEYOBUHN
(cepTudikaT BigMoOBIAHOCTI
€Bponelicbkiin hapmakone) -
OHoBNEHWIA cepTudikar Big, yxe
3aTBEPAKEHOI0 BUPOOHMKA -

BiNOBIAHOCTI €BpONeNChKiit
thapmakonei Ne R1-CEP 2013-
211-Rev 00 (3aTBEpmxeHo: RO-

CEP 2013-211-Rev 01) ans

Bif} BXe 3aTBEPAKEHOr0
BMPOGHMKA, SIKUIA 3MIHWB Ha3BY
(3aTBepmxeHo: Ajinomoto North
America Inc.; 3anpornoHoBaHo:
Ajinomoto Health and Nutrition

North America, Inc.), agpeca
BMPOGHMLTBA 3a/TULLIAETLCA
He3MiHHOW. BBeaeHHs nepiogy
NOBTOPHOTrO BMNPoOyBaHHA 48
MicauiB. 3MiHY | TUNY - 3MiHK 3
akocTi. CepTudikar
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONechbkili
thapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOrO
cepTugikaTa BignoBigHoOCTi abo

BUyYEHHA cepTudikata

BiANOBIAHOCTI EBpONechbkil
chapmakonei: ana Adl; ons
BUXi4HOro
Marepiany/peareHTy/npomiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUPOGHULTBI ADI; ans
[0MOMIKXHOT PEYOBUHU

(cepTudpikat BiANOBIAHOCTI

€sponelicbkili hapmakoner) -
OHoBReHWi cepTuddikaT Big yxe

3aTBEPAKEHOrO BUPOOHMKA -
noJaHHs OHOBNIEHOro cepTucpikata

BIANOBIAHOCTI EBpONechbkil

thapmakonei Ne R1-CEP 1998-
137-Rev 04 (3aTBepmkeHo: R1-

CEP 1998-137-Rev 03) ans
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

aitoyoi peyosrHy Tryptophan Big,
BXe 3aTBepAKeHOro BUpPobHYKa,
AK HACNiAOK 3MiHa Ha3BM
BMPOGHMKA (3aTBEPAKEHO:
Ajinomoto North America Inc.;
3anponoHosaHo: Ajinomoto Health
and Nutrition North America, Inc.),
afpeca BMPO6GHMLTBA
3a/IMLAETLCA HE3MIHHOIO.
BBegeHHs1 nepiofly NOBTOPHOTO
BMNPO6YBaHHsA 48 micsuiB. 3miHn |
TUMY - 3MiHK 3 AKocTi. CepTudikar
BignosigHocTi/l E-cepTudpikar
BiANOBIAHOCTI EBpONeichbkili
thapmaxkonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOIO
cepTugikaTa BignoBigHoOCTI abo
BUyYEHHA cepTudikata
BiANOBIAHOCTI EBpONechbkil
hbapmakonei: ana Adl; ons
BUXiAHOro
Marepiany/peareHTy/npomiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUPO6GHULTBI ADI; ans
[0MOMDKHOT pEYOBUHU
(cepTudpikat BiAMNOBIAHOCTI
€sponelicbkili hapmakoner) -
OHoBREeHWi cepTuddikaT Big yxe
3aTBEPAKEHOrO BUPOOHMKA -
noJaHHs OHOBNIEHOro cepTucpikata
BiANOBIAHOCTI EBpONechbkil
thapmakonei Ne R1-CEP 1998-
106-Rev 06 (3aTBepmkeHo: R1-
CEP 1998-106-Rev 05) ans
nitoyoi pevoBuHK Valine Big BXe
3aTBEPAKEHOr0 BUPOGHNMKA, SIK
HacnifoK 3MiHa Ha3BW BUPOOHMKA
(3aTBepmkeHo: Ajinomoto North
America Inc.; 3anponoHOBaHo:
Ajinomoto Health and Nutrition
North America, Inc.), agpeca
BMPOGHMLTBA 3a/INLIAETHLCSA
He3MmiHHOW. BBeaeHHs nepiogy
NOBTOPHOro BUNpobyBaHHA 48
MicAuiB. 3MiHu | TNy - 3MiHK 3
akocTi. CepTudpikar
BignosigHocTI/lE-cepTudikart
BiNOBIAHOCTI E€BpPONENChKiit
chapmakonei/MoHorpadii.
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MogaHHA HOBOro abo OHOB/IEHOrO
cepTugikaTa BignoBigHoCcTi abo
BUyYEHHA cepTudikata
BIANOBIAHOCTI EBpONechbkil
chbapmakonei: ana Adl; ons
BUXi4HOro
Marepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCA
y BUPO6GHULTBI ADI; ans
[0MOMDKHOT PEYOBUHU
(cepTudpikat BiANOBIAHOCTI
€sponelicbkili hapmakoner) -
OHoBReHWi cepTuddikaT Bif yxe
3aTBEPAKEHOrO BUPOOHMKA -
noJaHHs OHOBNIEHOro cepTucpikata
BiANOBIAHOCTI EBpONechbkil
thapmakonei Ne R1-CEP 2008-
128-Rev 02(3aTBepmkeHo: R1-
CEP 2008-128-Rev 01) ans
nitoyoi pevosBuHM Valine Bif BXe
3aTBEPAKEHOr0 BUPOGHMKA
EVONIK REXIM (NANNING)
PHARMACEUTICAL CO., LTD.
3MiHN | TURY - 3MiHK 3 AKOCTI.
CeprtucpikaT BignosigHocTi/l E-
cepTudikaT BiANOBIAHOCTI
€Bponeiicbkiit
thapmakonei/MoHorpadii.
MofaHHA HoBOro abo OHOB/IEHOrO
cepTudpikaTa BignosigHoOCTI abo
BU/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONeichbkili
hapmakonei: ana A®l; gns
BMXiAHOTO
MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCS
y BUpO6HNLTBI ADI; aAns
[0MOMDKHOT peYOBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponelicbkin hapmakoner) -
HoBuii cepTucpikat Ha
HecTepunbHUiA AdI, siknin 6yae
BUKOPWCTOBYBATUCA 4151
BMPOGHMLTBA CTEPUIBHOTO
niKapcbKoro 3acoby, Ko Boga
BUKOPVCTOBYETLCA HA OCTaHHIX
eTanax cuHTesy Ta maTepian He
BiNTbHWIA Bif, 6akTepianbHNX
€HAO0TOKCUHIB - NOAaHHA HOBOTO

149




Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

cepTucpikaTta BiANOBIAHOCTI
€Bponelicbkiin hapmakonei Ne RO-
CEP 2013-179-Rev 00 gns gitoyoi
peyoBuHM Glycine Big HOBOro
BUpobHuKa AMINO GMBH,
HimeuumnHa. 3MiHn | TURY - 3MiHK 3
akocTi. CepTudpikar
BignosigHocTI/lE-cepTudikart
BiNOBIAHOCTI E€BpPONENChKiit
thapmakonei/mMoHorpadii.
MofaHHA HoBOro abo OHOB/IEHOrO
cepTudpikaTa BignosigHoOCTI abo
BU/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONeichbkili
hapmakonei: ana A®l; gns
BMXiAHOTO
MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS
y BUpO6HNLTBI ADI; aAns
[0MNOMDKHOT peYOBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponelicbkin hapmakoner) -
HoBuii cepTucpikat Ha
HecTepunbHUiA AdI, siknin 6yae
BUKOPWCTOBYBATUCA 4151
BMPOGHMLTBA CTEPUIBHOTO
niKapcbKoro 3acoby, K0 Boga
BUKOPVCTOBYETLCA HA OCTaHHIX
eTanax cuHTesy Ta maTepian He
BiNTbHWIA Bif, 6akTepianbHNX
€HA0TOKCUHIB - NOAaHHA HOBOTO
cepTudikarta BiANoOBIAHOCTI
€sponelicbkili hbapmakonei Ne RO-
CEP 2015-005-Rev 01 gns gitouoi
peyoBunHu Methionine Big HoBOro
BMpo6HMka AMINO GMBH,
HimeuunHa. 3MiHn | TURY - 3MiHK 3
AakocTi. A®l. CTabinbHiCTb. 3MiHa
nepiofy NOBTOPHUX
BMNpoGyBaHb/nepioay 36epiraHHs
abo ymoB 36epiraHHa Ad®I (3a
BIICYTHOCTI y 3aTBEPKEHOMY
[0Cbe cepTuduikaTa BignoBigHOCTI
€Bponeiicbkili hapmakonei, Lo
BK/1IOYA€E Nepios NOBTOPHOrO
BMNpobyBaHHs) (nepios
NOBTOPHOro BUNpoByBaHHs/nepios,
36epiraHHs) - 36inbLIeHHs abo
BBE/IEHHS Mepiofy NOBTOPHOrO
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BMNpobyBaHHsA/nepiogy
36epiraHHa Ha OCHOBI pe3y/bTaTiB
JocnifXeHb y peanibHOMY 4aci.
BBegeHHs1 nepiofly NOBTOPHOTO
BMNPO6YBaHHA 48 micauis ons
airoyoi pevoBuHu Glycine
BMpO6HMLTBA Amino GmbH Ha
OCHOBI pe3y/ibTaTiB J0C/iAXeHb Y
peasibHOMY 4aci.
110. | HIKAPAOIA®PETAP TabneTku, BKpUTI "FOHik IHais "HOHiK IHais BHECEHHS 3MiH [0 peecTpavyiiiHnX 3a peyenmom UA/3971/01/01
Jil 060/10HKOI0, dapmacboTuKan PapmacbloTUkan marepianis: 3mMiHW | TUNY - 3MiHK
NPONOHIoBaHOI Aji no 20 Nab6opaTopiz" Nabopatopis" ofo 6e3nekn/edekTMBHOCTI Ta
mr; no 10 Tabnetok y (BippineHHs dipmu (BipgineHHs dipmun thapmakoHarnagy (iHwi 3MiHn) -
6nictepi; no 3 a6o 10 "x. B. Kemikans "x.B.Kemikans eHg OHOBJIEHHSA TEKCTY MapKyBaHHS
6nicTepis y KOpoobLi eHa PapmacbloTVKan3 yMakoBKM MiKkapcbKoro 3acoby 3
dapmacbloTmkans nra") BHECEHHAM iHchopmalii Lwoao
nra.") 3a3HayvyeHHs o4MHULb
BMMIptOBaHHA y cuctemi Sl.
BHECEHHS 3MiHV A0 po3ainy
«MapkyBaHHs» MKA N13:
3anponoHoBaHo: MapKyBaHHS.
3rifHO 3aTBEpPL)KEHOr0 TEKCTY
MapKyBaHHsI
BBefeHHs 3MiH npoTarom 3-x
MicAILiB Mic/1A 3aTBEPAKEHHS.
111. | HIKOPENb® Tabnetku no 10 mr no 10 [ekcenb ®apma 13painb TOB IHCTUTYT 13painb BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/17691/01/01
TabneTtok y 6nictepi; no TexHonomxums Ntg Xap4yoBoi marepianis: 3MiHW | TURY - 3MiHK
3 abo 6 6nicTepis B Mikpobiosorii Ta Lwoao 6e3nekn/edeKTMBHOCTI Ta
KapTOHHI nayw,i CMOXVBYMX TOBAPIB, hapmakoHarnagy (iHwi 3miHu) -
I13painb 3MiHV BHECEHO B TEKCT
(BMNpobyBaHHs MapKyBaHHS YNakoBKW Nikapcbkoro
KOHTPOJO SIKOCTI 3acoby.
(mikpobionoriuHuia
KOHTPOb)); Aekcenb
nra., 13pains
(B1pOGHMLTBO,
nakyBaHHS,
BMNPO6YBaHHA
KOHTPO/O SIKOCTI
(chizmKO-XiMiYHWMIA
KOHTPO/Ib) Ta BUMYCK
cepii)
112. | HIKOPE/Nb® Tabnetku no 20 mr no 10 [ekcenb ®apma 13painb TOB IHCTUTYT 13painb BHECEHHS 3MiH [10 peecTpaviiiHnX 3a peyenmom UA/17691/01/02
Tabnetok y 6aictepi; no TexHoNnomxu3 XapyoBofl marepianis: 3MiHW | TUMY - 3MiHK
3 abo 6 6nicTepis B NTa. Mikpo6iosorii Ta o040 6e3nekn/edekTMBHOCTI Ta
KapTOHHI navwi CMOXVBYMX TOBApIB, thapmakoHarnagy (iHwi 3miHK) -
13pains 3MiHV BHECEHO B TEKCT
(BMnpobyBaHHs MapKyBaHHS YNakoBKW NiKapCbKoro
KOHTPO/IO AKOCTI
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
(mikpobionoriyHwuia 3acoby.
KOHTpONb)); Aekcenb
Nta., 13painb
(BUpOGHMLTBO,
nakyBaHHS,
BMNPOGYBaHHSA
KOHTPO/O AKOCTI
(chizmKO-XiMiUHWMIA
KOHTPO/Ib) Ta BUMYCK
cepii)
113. | HO-LUNA® pO34uH AN iH'eKuUiid, 20 TOB "Onenna YkpaiHa XIHOIH 3aBog YropwumHa BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/0391/02/01
mr/mn Ne25 (5x5): no 2 Xenckea YkpaiHa" PapmaueBTUYHUX Ta marepianis: 3MiHa 3asBH/Ka
M1 B amnysii; no 5 XimiyHnx MpoaykTis (BnacHvika peecTpadiiHoro
amnys, po3MiLLeHNX y Mpaiisit Ko. N1T4,, noceigyeHHs) (3rigHo Hakasy MO3
nigaoHi; no 5 nigaoHis y Mignpnemctso Ne3 Bifg 23.07.2015 Ne 460) BeefgeHHs
KapTOHHIA KopoobLi (NignpviemcTBO B 3MiH MPOTAroM 6-Tu MicsLiB nicns
YaHiksenb/b) 3aTBEPKEHHS; 3MiHU | Tuny -
3MiHV Wwoao
6e3nekn/edreKTBHOCTI Ta
hapmakoHarnagy (iHwi 3miHu) -
3MiHU BHECEHO B IHCTPYKLi0 AN1s
MeAMYHOro 3acTOCyBaHHA Ta 'y
TEKCT MapKyBaHHSA ynakosku 113
LLOA0 AoAaBaHHs iHhopmavii
CTOCOBHO HaliMeHyBaHHS Ta
MiCLIe3HaXOMKEeHHA 3asABHMKA.
BBefeHHs 3MiH NpoTArom 6-Tu
MicsILiB Micnsi 3aTBEpPAKEHHS
114. | HYPO®EH®EKCIMP | kancynu M'aki no 200 wmr; PekkiTT BeHkizep Benvka MateoH Cochmxenc HigepnaHnamn BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 peyenma UA/13599/01/01
EC YNIbTPAKAN no 4 a6o 10 kancyny Xenckep BputaHis B.B., HigepnaHnam CnonyyeHi marepianis: 3MiHW | TUMY - 3MiHK
6nicTepi; no 1 6nictepy IHTepHeLwHN (BignoBiganbHWiA 3a LWratm Lwoao 6e3nekn/edeKTMBHOCTI Ta
B KapTOHHIi Kopo6Li; no Nimiteq BUPOBHMLTBO in Amepukn hapmakoHarnsgy. 3miHa y
8 kancyn y 6nicTepi; no bulk, Bktouatoum Benuka KOPOTKIil XxapakTepucTuui
2 6nicTepu B KAPTOHHIl npoBeeHHsA BpuTaHis nNikapcbKoro 3acoby, TEKCTi
Kopobui KOHTPOJIO SIKOCTI); MapKyBaHHS Ta IHCTPYKLUIii Ans
PB Xenc MeANYHOro 3aCToCyBaHHA Ha
MaHyeKkTypuHr nigcTasi perynsapHo
(KOC) nnc, OHOB/ItOBAHOTO 3BITY 3 6e3neku
Cnonyueni LWtatn nikapcbKoro 3acoby, abo
AmepurKm JocnimpkeHb 3 6e3neku

(BignoBifanbHuii 3a
BMPOGHMLTBO in
bulk, nepsuHHe,

BTOPWHHE
nakyBaHHs,
KOHTPO/Tb AKOCTI
roTOBOro NPOAYKTY);
PekkiTT BeHkizep
Xenckep

3aCTOCYyBaHHSA Nikapcbkoro 3acoby
B nicnsapeecTpauiiinii nepiog, abo
K pe3ynbTar OLiHKM 3BiTY 3
JocnifxeHb, NpoBeAeHUX
BiANOBIAHO A0 nnaHy
negiatpuyHux gocnigpxkers (PIP)
(3MiHy y3rofp>keHO 3 KOMMETEHTHUM
YNOBHOB&XEHVM OpPraHoM) - 3MiHU
BHECEHO B iHCTPYKLtO Ans
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
IHTepHeLwHN MeJMYHOr0o 3acTOCYBaHHS
NimiTen, Benvika nikapcbKkoro 3acoby A0 po3ginis
BpuTaHis "Oco61MBOCTI 3aCTOCyBaHHA" Ta

(BignoBiganbHWii 3a
nepBUHHE, BTOPUHHE
nakyBaHHS,
KOHTPO/Ib SIKOCTI
roTOBOrO NPOAYKTY
Ta BUNyck cepii)

"Cnoci6 3acTocyBaHHS Ta fo3un”
3rifHO 3 pekoMeHpauismm PRAC.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALIB MiCNS 3aTBEPAXKEHHS.
3MiHY | TUNY - 3MiHK WoA0
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. 3miHa 'y
KOPOTKIil XapakTepucTumui
NikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTpyKLUii Ans
MeAMYHOro 3aCTOCYBaHHSA Ha
nigcTasi perynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
pocnipkeHs 3 6e3nekn
3aCTOCYyBaHHS Nikapcbkoro 3acoby
B nicnsipeecTpadiiiuii nepiog, abo
AK pe3ynbTaT OLiHK/ 3BITY 3
JocnifpKeHb, NpoBeAeHnx
BiAMNOBIAHO [0 NnaHy
negiatpuyHux gocnimpkers (PIP)
(3MiHy y3rofpKeHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHoM) - 3MiHU
BHECEHO B IHCTPYKLit0 A/1A
MeJMYHOr0o 3acTOCYBaHHS
nikapcbKkoro 3acoby A0 po3gainis
"Oco6nMBOCTI 3acTOCyBaHHA" Ta
"Mo6iuHi peakuyii" 3rigHo 3
pekomeHpauismu PRAC.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALIB MiCNS 3aTBEPAXKEHHS.
3MiHY | TUNY - 3MiHK WoA0
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3miHa 'y
KOPOTKIil XapakTepucTumui
NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTpyKLUii Ans
MeAMYHOro 3aCTOCYBaHHSA Ha
nigcTasi perynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
pocnipkeHs 3 6e3nekn
3aCTOCYyBaHHS Nikapcbkoro 3acoby
B nicnsipeecTpadiiiuii nepiog, abo
AK pe3ynbTaT OLiHK/ 3BITY 3
JochnifKeHb, NPOBEAEHUX
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

115.

BiANOBIAHO A0 MiaHy
negiatpuuHux gocnigpxkers (PIP)
(3MiHY Y3ro)KeHO 3 KOMMNETEHTHUM
YMOBHOB&XEHVIM OPraHoM) - 3MiHV
BHECEHO B IHCTPYKLitO A/1A
MEJUYHOI0 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3ainy
"Mo6ivHi peakuii™ 3rigHo 3
pekomeHgauiamu PRAC.
BBegeHHs 3MiH npoTArom 6-tm
MiCALIB NiCNA 3aTBEPAXKEHHS.
3MiHu | TUNY - 3MiHK LWoA0
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOPOTKill XxapakTepuctu,i
NiKapCcbKoro 3acoby, TEKCTi
MapKyBaHHSA Ta IHCTPYKLii AnA
MeAMYHOr0o 3aCTOCYBaHHS Ha
nigcTasi perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
[ocnigpkeHb 3 6e3nekn
3aCTOCYyBaHHSA Nikapcbkoro 3acoby
B nicnsipeecTpauiiiinii nepiog, abo
SIK pe3ynbTarT OLiHKU 3BITY 3
JocnifxeHb, NpoBeaeHnx
BiANOBIAHO [0 nnaHy
negiatpuyHux gocnimpkers (PIP)
(3MiHy y3roKeHO 3 KOMMETEHTHUM
YNOBHOB&XEHNM OpraHom). 3MiHu
BHECEHO B iHCTPYKL,il0 ANA
MeAUYHOro 3acTOCYBaHHS
nNikapcbKoro 3acoby A0 po3ainy
"Mo6iuHi peakuyii" 3rigHo 3
pekomeHpauismu PRAC.
BBefeHHs 3MiH NpoTArom 6-Tu
MicAILiB Mic/1A 3aTBEPAKEHHS.

OKCVIKOZ,OH
KAJLIEKC

pO34uH AN iH'ekuiid, 10
mr/mn no 1 mn abo 2 mn
B amnyni; no 5 amnyn y
KOHTYPHIli YapyHKOBIi
ynakosui; no 1 a6o 2
KOHTYPHUX YapyHKOBUX
yNakoBOK B nauLi i3
KapToHyY

AT "Kanuekc"

Nartsia

AT "TpiHaekc",
Natsis (BUPOGHYK,
KWl Bignosigae 3a

KOHTPO/b
cepii/snunpobyBaHHs)

; AT "Kanuekc",
NartBis (BUPOBGHNK,
AKWI BignoBigae 3a
BMMycK cepii); XBM

dapma c.p.o.,

CnosayuuHa (BCi

cTagjii BUpo6HN4oro

Nartsia
CnosayuymHa

BHECEHHS 3MiH [10 peecTpaviiiHnx
marepianis: 3MiHN | TUMY - 3MiHW
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3miHu) -

3MiHV BHECEHI B TEKCTI
MapKyBaHHS Ha NEPBUHHIN
ynakoBLii NikapcbKoro 3acoby y n.
"6 IHWE", a came gonaHa
iHchopmauis "MoagiliHa yepBoHa
cmyra". BBefieHHs 3MiH NpoTArom
6-TV MicALiB NiCNA 3aTBEPLYKEHHS.

3a peyenmom

UA/18551/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
npovecy, Kpim
BMNYCKY cepii)
116. | OKCUKOAOH PO34nH AN4 iH'ekuUid, 50 AT "Kanuekc" Natsis AT "I'piHgekc", Natsis BHECEHHS 3MiH 10 peecTpaLjiiiHux | 3a peyenmom UA/18551/01/02
KANLUEKC Mr/Ma no 1 mn B amnysii; NatBis (BUPOGHNK, CnoBayunHa marepianis: 3MiHW | TUMY - 3MiHK
no 5 amnyn y KOHTYpHIiA SIKWIA BignoBigae 3a Lofo 6e3nekn/edekTMBHOCTI Ta
YapyHKOBIli ynakoBLyj; no KOHTPO/1b thapmakoHarnagy (iHwi 3MiHn) -
1 a60 2 KOHTYpHMX cepii/BnnpobyBaHHs) 3MiHV BHECEHI B TEKCTI
YapyHKOBUX YNakoBOK B ; AT "Kanuekc", MapKyBaHHS Ha NEPBUHHIN
nauuj i3 KapToHy Natsis (BUPOGHNK, ynakoBLi NikapcbKoro 3acoby y n.
SAKuiA Bignosigae 3a "6 IHLLE", a came gogaHa
BUnyck cepii); XbM iHchopmauis "MopgiliHa yepBOHa
dapwma c.p.o., cmyra'. BBeeHHs 3MiH MpOTArom
CnoBayuuHa (BCi 6-TV MicALIB NiC/1A 3aTBEPIKEHHS.
cTagii BUpo6HNYoro
npovecy, Kpim
BUMYCKy cepil)
117. | OKTANNEKC 500 NOPOLUOK Ta PO3UNHHUK OkTaghapma ABCTpis OkTadhapma [eccay HimeyunHa BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyernmom UA/14313/01/01
MO 0151 pO3UMHY oNns dapmaueBTUKa v6X, HimeuunHa ABCTpif mMarepianis: 3MiHu | TUMY - 3MiHU 3
iHpysiii no 500 MO; agi MpopykTioHcrec. (BUPOBHYK PpaHuis AKOCTi. A®l. BUpo6HULTBO. 3MiHU
KOPO6KU 06’eAHYI0TbHCA M.6.X. (anbTepHaTuBHWI), BMNpoGyBaHb abo AoMyCTUMUX
MiX CO60t0 BiANOBiAa/IbHWIA 3a MeX y npoueci BupobHuutea Adl,
NAacTUKOBOK M/IBKOIO: BTOPVIHHE LLIO BCTAHOB/EHI Y cnevmdikayisax
KapToHHa Kopobka Nel: nakyBaHHs Ta (mopasaHHsA abo 3aMiHa
no 1 donakoHy 3 Bi3ya/lbHy BUMNPOOYBaHHA 3a pesysibTatamu
NMOPOLLUKOM A/191 PO3UUHY iHCneKu;i); pocnimpkeHb 3 6e3neku abo AKOCTI)
0N iH'ekuin Ta OkTadhapma - BBEA,eHHS Big60opy npobu
IHCTPYKUi€0 Npo dPapmaLeBTnka Sample 5 Pool y npoueci
3aCTOCYBaHHS; KapTOHHA MpopaykTioHcrec BUPOGHMLITBA Ha eTani OTpUMaHHs
Kopobka Ne2: no 1 M.6.X., ABCTpis Final Bulk Solution, Lo
donakoHy i3 (BUPOGHNK, BMKOHYETbCS Micns

pO34MHHMKOM (BOAa AN
iH’exuin, 20 mn) y
KapTOHHIA KopoobLi
pa3oM 3 KOMMIEKTOM
0N PO3YMHEHHS Ta
BHYTPILLHLOBEHHOTO
BBefeHHs (1 wnpuy
opHopasosuid; 1
KOMMNEKT AN5 nepeHocy
(1 pByxkiHUeBa rosika, 1
(piNbTPOBasIbHA r0/1KA);
1 KOMNNeKT Ans iHdysiit
(ronka-meTtenuk); 2
MPOCOYEHNX CIMPTOM
TaMroHiB)

BiAnoBiganbHUIA 3a
BMPOGHULITBO 3a
NMOBHUM LMK/IOM);

Oxktadhapma,
®paHLin (BUPOOHUK,

BiANOBiAa/IbHWIA 3a
BMPOBHMUTBO 3a

MOBHWUM LMK/IOM 3@

BUK/OYEHHAM
BTOPUHHOI
yMakoBKM)

PO3MOpPOXyBaHHA Ta
HeOo6OB'A3KOBOr0 eTany
06'egHaHHs bulk solution Ha
AinbHuuax OkTachapma
dapmaueBTurKa MNpoaykTioHcrec
M.6.X., ABcTpisi Ta OkTadhapma,
®paHuif. 3miHy | TUNY - 3MiHK 3
akocTi. A®l. BUpobHULTBO. 3MiHK
BMNpo6yBaHb abo A0MyCTUMUX
MeX y npoLieci BUpobHuutea Adl,
LLIO BCTAHOB/EHI Y cneuudikauisx
(iHWi 3miHW). MNprBeaeHHSA
KpUTEpIiB NPUAHATHOCTI ANs
nokasHuka Total Viable Count
(TVC) y BignosigHicTe go Eur.Ph.
5.1.4. 3anponoHosaHo: FFP/Pool:
TVC ? 200 cfu/ml. Sample 1:
TVC ? 200 cfu/ml. Sample 4:
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Ha3sBsa nikapcbko20
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Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

TVC ? 50 cfu/ml. Sample 5: TVC ?
50 cfu/ml. 3miHu Il TUNY - 3MiHK 3
akocTi. A®l. BUpobHULTBO. 3MiHK

B npoveci Bupo6Huutea AdI
(3MiHa cTOCYETbCA aKTUBHOT
peyoBUHN
6ion10riYHOro/iMyHONOriYHOrO
NOXOMAKEHHA abo BUKOPUCTaHHSA
XiMiYHUX AD| y BUPOBHULTBI
nikapcbKkoro 3acoby
6ionoriyHOro/imyHo0ryHoro
NMOXOKEHHS, SKa MOXe MaTh
3HaYHUIA BN/IMB Ha SKICTb, 6e3neky
Ta epeKTUBHICTb JliKapCbKOro
3acoby, i He cTocyeTbCs
NPOTOKO/Y)- BBEEHHS
HeobO0B'A3KOBMX eTanis
3aMOpOXyBaHHA Ta 06'egHaHHs
bulk solution Ha ginbHUUSAX
Oktathapma dapmaueBTmka
MpopykTioHcrec M.6.X., ABCTpis Ta
OkTadhapma, PpaHuis.

118.

O®DJIOKCALMH
€BPO

TabneTtku, BKPUTI
MN/iBKOBOK 060/10HKOIO,
no 200 mr no 10
Tabnetok y 6nictepi; no
1 6nicTepy B KApTOHHIl
Kopobui

€BPO JIAVNOKEP
NPAMBIT
NIMITEL

IHais

dAC NimviTep,

IHais

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | TUny - 3MiHN 3
SKoCTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO MiKapcbKoro
3acoby. 3miHa y meTogax
BUMPOOYBaHHA rOTOBOrO
nNiKapcbKoro 3acoby (iHWi 3MiHK y
mMeToAax BunpobysaHb
(Bkntovatoum 3amiHy abo
[ONOBHEHHS)). CynyTHA 3MiHa
- 3MiHM 3 AKocTi. [oTOoBWMIA
nikapcbkuii 3aci6. KoHTponb
roTOBOro NikapcbKoro 3acooby.
3MiHa napameTpiB cneuudikawii
Ta/abo [onNyCTUMUX MEX rOTOBOrO
nNiKapcbKoro 3acoby (40NOBHEHHSA
ab0 3aMiHa NoKasHuka
cneundikauii 3a pesynbtatamu
pocnimpkeHb 3 6e3neku abo AKOCTi
(32 BUHATKOM nlikapCbknx 3acobiB
6ionoriyHoOro/iMmyHonoriYHOro
NOXOKEHHS)) - MPUBELEHHS Y
BIANOBIAHICTb TEKCTY cneumdikawi
Ta MEeTOfiB KOHTPO/IIO AKOCTI
nikapcbKoro 3acoby, Wwo
3aTBEpPAKEHI B YKpaiHi A0 TEKCTY,
3aTBEpKEHOro B KpaiHi

3a peyenmom

UA/7685/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)
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3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BMPO6HUKa. BBEAEHHS 3MiH
npoTArom 3-X MicsAwis nicas
3aTBepKeHHs. 3MiHu | Tuny -
3MiHU 3 AKOCTI. FoTOBUIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /1iKapCbKOro 3acooby.
3MiHa napameTpiB cneuudikauiii
Ta/abo fonyCTUMUX MEX rOTOBOrO
NikapcbKoro 3acoby (iHLUi 3MiHN) -
3MiHa JONyCTUMUX MEX
cneuundikavii 13 Ha BMUNycK 3a .
«KinbKicHe BU3HAUYEHHS» -
3aTBepmxeHo: «OT 196,0 mr go
205,0 mr ocpnokcaumHa B 1
Tabnetke(98,0%-102,5 % ot
3as1B/IEHHOTO KonnyecTea)», «OT
392,0 mr go 410,0 mr
odhnokcaumHa B 1
Tabnetke(98,0%-102,5 % ot
3asB/IEHHOTO KO/IMYECTBA)»,
3anponoHoBaHo: «OT 190,0 mr go
210,0 mr odpriokcauymHa B 1
Tabnetke.(95,0%-105,0 % ot
3as1B/IEHHOrO KoNmnyecTea.)», «OT
380,0 mr oo 420,0 mr
ocbnokcauyHa B 1 Tabnetke.
(95,0%-105,0 % OT 3asB/IEHHOr0
KonmyecTaa.)».

119.

O®DJIOKCALMH
€BPO

TabneTtku, BKPUTI
N1iBKOBOK 060/IOHKOIO,
no 200 wmr in bulk: no
1000 TabneTtok y 6aHkax

€BPO JIAVNOKEP
NPAMBIT
NIMITEL

IHais

dAC NimviTep,

IHais

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | TUny - 3MiHN 3
SKocTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO MiKapcbKoro
3acoby. 3miHa y meTogax
BUMPOOYBaHHA rOTOBOrO
nNiKapcbKoro 3acoby (iHWi 3MiHK y
mMeToAax BunpobysaHb
(Bkntovatoum 3amiHy abo
[ONOBHEHHS)). CynyTHA 3MiHa
- 3MiHM 3 AKocTi. [oTOoBWMIA
nikapcbkuii 3aci6. KoHTponb
roTOBOro NikapcbKoro 3acooby.
3MiHa napameTpiB cneuudikaLii
Ta/abo [onNyCTUMUX MEX rOTOBOrO
nNiKapcbKoro 3acoby (4ONOBHEHHSA
ab0 3aMiHa NokasHuka
cneundikauii 3a pesynbtatamu
pocnimpkeHb 3 6e3neky abo AKOCTi
(32 BUHSITKOM JlikapCbknX 3aco6iB

3a peyenmom

UA/7686/01/01
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Ha3sBsa nikapcbko20
3acoby

dopma sunycky
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Howmep
peecmpayiliHo2o
nocsio4yeHHs

6ion10riYHOro/iMyHONOriYHOrO
NOXOKEHHS)) - NPUBEAEHHS Y
BIANOBIAHICTb TEKCTY cneumdikawii
Ta METOZiB KOHTPO/TO AKOCTI
nikapcbKoro 3acoby, LWwo
3aTBEpPKEHI B YKpaiHi A0 TEKCTY,
3aTBEPIKEHOrO B KpaiHi
BUPOGHMKa. BBEAEHHS 3MiH
npotArom 3-x MicauiB nicns
3aTBeppKeHHs. 3MiHn | Tuny -
3MiHU 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO J/IiKapCbKOro 3acoby.
3MiHa napameTpiB cneuudikadiii
Ta/abo fonyCTUMUX MEX roTOBOro
nikapcbKoro 3acoby (iHLWi 3MiHN) -
3MiHa JONYyCTUMUX MeX
cneuudikauii /13 Ha BUNycK 3a n.
«KinbKicHe BU3HAUYEHHSA» -
3aTBepmxeHo: «OT 196,0 mr o
205,0 mr odpriokcaymHa B 1
Tabnetke(98,0%-102,5 % ot
3aAB/IEHHOr0 KO/IMYecTBa)», «OT
392,0 mr oo 410,0 mr
ochriokcauuHa B 1
Tabnetke(98,0%-102,5 % ot
3a51B/IEHHOr0 KOMM4YecTBa)»,
3anpornoHosaHo: «OT 190,0 mMr go
210,0 mr ochnokcaumHa B 1
Tabnetke.(95,0%-105,0 % ot
3as1B/IEHHOTO KonnyecTsa.)», «OT
380,0 mr go 420,0 mr
odpsiokcaumHa B 1 TabneTke.
(95,0%-105,0 % OT 3asB/IEHHOrO
KonmyecTsa.)».

120.

ODNOKCALVIH
€BPO

TabneTkn, BKPUTI
NNiBKOBOK 060/TIOHKOHO,
no 400 mr no 10
Tabnetok y 6nictepi; no
1 6nicTepy B KapTOHHiIl
Kopobui

€BPO NANOKEP
MPAMBIT
NIMITEL

IHais

®AC Nimiten

IHais

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3miHu | TUny - 3MiHK 3
siKocTi. FOTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/1b roTOBOro NikapcbKoro
3acoby. 3miHa y meTogax
BUMNPOOYBaHHA rOTOBOr0
nikapcbKoro 3acoby (iHLWi 3MiHN Yy
mMeTogax BunpobysBaHb
(BK/THOYAtOUM 3aMiHy abo
[0NOBHEHHS)). CynyTHS 3MiHa
- 3MiHM 3 AKOCTi. [oTOBWMIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO J1iKapCbKOro 3acoby.

3a peyenmom

UA/7685/01/02

158




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MiHa napameTpiB cneuudikauii
Ta/abo fonyCTUMUX MEX rOTOBOrO
nikapcbKoro 3acoby (f0NOBHEHHS
ab0 3aMiHa NokasHuka
cneumdikauii 3a pesynbtatamu
pocnimpkeHb 3 6e3neky abo AKOCTi
(32 BUHSITKOM JlikapCbknx 3acob6iB
6ionoriyHoro/iMmyHo1oriyHoro
MOXOMKEHHS)) - MPUBEAEHHS Y
BIANOBIAHICTb TEKCTY cneumndikawi
Ta MeTOLiB KOHTPOSIIO AKOCTI
nikapcbKoro 3acoby, Wwo
3aTBEepXEHI B YKpaiHi [0 TEKCTy,
3aTBepXEeHOro B KpaiHi
BMPOOHUKA. BBEAEHHS 3MiH
npoTsArom 3-x MicAuiB micas
3aTBEepMKEHHS. 3MiHu | TUny -
3MiHU 3 AKOCTI. FoTOBUIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKoro 3acoby.
3MiHa napameTpiB cnewudikawii
Ta/abo [oNyCTUMUX MEX rOTOBOTO
nikapcbKoro 3acoby (iHLi 3MiHN) -
3MiHa AONyCTUMMNX MEX
cneuudikauii /13 Ha BUNycK 3a n.
«KinbkicHe BU3HaUYeHHs» -
3aTBepmKeHo: «OT 196,0 mr o
205,0 mr odpriokcaumHa B 1
Tabnetke(98,0%-102,5 % ot
3as1B/IEHHOrO KoNnyecTaa)», «OT
392,0 mr oo 410,0 mr
oghnokcaumHa B 1
Tabnetke(98,0%-102,5 % ot
3asB/IEHHOTO KO/IMYECTBA)»,
3anponoHoBaHo: «OT 190,0 mMr go
210,0 mr odpriokcaymHa B 1
Tabnetke.(95,0%-105,0 % ot
3aAB/IEHHOr0 KOMyecTBa.)», «OT
380,0 mr go 420,0 mr
odpriokcaumHa B 1 Tabnetke.
(95,0%-105,0 % OT 3aAB/IEHHOr0
KonuyecTaa.)».

121.

OD/TIOKCALMH
€BPO

TabneTku, BKpUTI
NAiBKOBOK 060/IOHKOHO,
no 400 wr; in bulk: no
1000 TabneTok y 6aHkax

€BPO JIAVIOKEP
MPAMBIT
NIMITES,

IHais

o AC NiviTepq,

IHais

BHECEHHS 3MiH [0 peecTpaviiiHnX
mMartepianis: 3MiHu | TUNY - 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbkuin 3aci6.
KOHTpO/b roTOBOrO MiKapCbKoro
3acoby. 3miHa y meTofax
BMNPOGYBaHHSA roTOBOro

3a peyernmom

UA/7686/01/02

159




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

nikapcbKoro 3acoby (iHLWi 3MiHN Y
MeTogax BunpobyBaHb
(Bkntovaroun 3amiHy abo
[OMNOBHEHHS)). CynyTHS 3MiHa
- 3MiHM 3 AKOCTi. [oTOBWMIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO J1iKapCbKOro 3acoby.
3MiHa napameTpiB cneuudikadiii
Ta/abo fonyCTUMUX MEX roTOBOro
nikapcbKoro 3acoby (4ONOBHEHHS
abo 3aMiHa nokasHuka
cneumdikauii 3a pesynbtatamu
[ocnimpkeHb 3 6e3nekn abo AKOCTi
(32 BUHATKOM JliKapCbKUX 3ac06iB
6i0N10riYHOro/iMyHOONYHOr0
NMOXOMKEHHS)) - MPUBEAEHHS Y
BiANOBIAHICTb TEKCTY cneuunadikawi
Ta METO/iB KOHTPO/IO AKOCTI
nikapcbKoro 3acoby, Lo
3aTBepXeHi B YKpaiHi 40 TeKCTy,
3aTBEPKEHOrO B KpaiHi
BMPO6HUKa. BBEAEHHS 3MiH
npoTArom 3-X MicsAwis nicas
3atBepKeHHs. 3MiHu | Tuny -
3MiHU 3 AKOCTI. FoTOBUIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /1iKapCbKOro 3acooby.
3MiHa napameTpiB cneuudikauii
Ta/abo fonyCTUMUX MEX rOTOBOrO
NikapcbKoro 3acoby (iHLUi 3MiHN) -
3MiHa JONyCTUMUX MEX
cneundikavii 13 Ha BMUNycK 3a .
«KinbKicHe BU3HAUYEHHS» -
3aTBepmxeHo: «OT1 196,0 mr fo
205,0 mr ocpnokcaumHa B 1
Tabnetke(98,0%-102,5 % ot
3as1B/IEHHOTO Konnyectea)», «OT
392,0 mr go 410,0 mr
odhnokcaumHa B 1
Tabnetke(98,0%-102,5 % ot
3asB/IEHHOTO KO/IMYECTBA)»,
3anponoHoBaHo: «OT 190,0 mr go
210,0 mr odpriokcaumHa B 1
Tabnetke.(95,0%-105,0 % ot
3as1B/IEHHOrO KoNMyecTaa.)», «OT
380,0 mr oo 420,0 mr
ocbnokcauuHa B 1 Tabnetke.
(95,0%-105,0 % OT 3asB/1IEHHOI0
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n/n

Ha3sBsa nikapcbko20

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KonmnyecTsa.)».

122.

MAPALEETAMO/

KpuCTaniuHmiA NopoLLOK
(cy6eTaHuisa) y naketax
NoABINHMX
nonieTMneHoBux ans
thapmaueBTUYHOro
3aCTOCyBaHHsA

ToBapucTBO 3
obmexeHoro
BigNoBiga/IbHICTIO
"GapmaueBTnyHa
KoMnaHis
"3p0pos'a”

YKpaiHa

LeHbuxoy Li3ixeH
dapmacbtoTikan Ko.,
nra.

Kutaii

BHECEHHS 3MiH [10 peecTpaviiiHnx
marepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
MiCLA NMPOBAKEHHS AiS/IbHOCTI
BMPOGHMKa (BK/IOYaouu, 3a
Heo6XiAHOCTI, Micue NpoBeAeHHs
KOHTPO/IO SKOCTi), a60 BriacHUka
macTep-aiina Ha Adl, abo
nocravansbHuka A®l/BuxigHoro
mMaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 3aCTOCOBYOTLCA Y
BMPOGHULTBI ADI (AKLWO
3a3HaYeHo Y AOCbE Ha NikapCbkui
3acib) 3a BigCyTHOCTI cepTudikata
BiANOBIAHOCTI EBpONeiichbkili
hapmakonei y 3aTBepiKeHOMY
[ocbe, abo BUPOOHMKaA HOBOT
[LOMOMDKHOI peYOBUHM (SKLLO
3a3HayYeHo Y JOCbE) - 3MiHA
HaliMeHyBaHHS Ta YyTOYHEHHS
anpecu BupobHuka Ad|
(NapaueTtamon), 6e3 3mMiHN Micus
BMPOGHULITBA

UA/17745/01/01

123.

NEHILWIH G
HATPIEBA CIflb
CAHJ03®

NOPOLLOK A/15 PO3UNHY
Ans iH'ekuii no 1 000
000 MO; 100 donakoHiB
3 MOPOLLKOM Y KapTOHHIl
Kopobui

CaHpo3 M'meX

ABCTpist

CaHpo3 'm6X-
TexOnc

ABCTpist

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHW | TUMY - 3MiHK
Lwoao 6e3nekn/edeKTBHOCTI Ta

hapmakoHarnsgy. 3miHa y
KOPOTKiil XapakTepucTuui
nNikapcbKoro 3acoby, TEKCTi
MapKyBaHHs Ta IHCTPYKLIii Ans
Me[MYHOro 3aCTOCyBaHHsA Ha
nigcTasi perynsapHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
JocnigpkeHb 3 6e3neku
3aCTOCYyBaHHSA Nikapcbkoro 3acoby

B nicnspeecTpauiiinii nepiog, abo

K pe3ynbTar OLiHKM 3BiTY 3
JocnifxeHb, NpoBeAeHUxX
BiANOBIAHO A0 nnaHy
negiatpuyHux gocnigpxkers (PIP)

(3MiHy y3rofp>keHO 3 KOMMETEHTHUM

YNOBHOB&XEHVM OpPraHoM) - 3MiHU

BHECEeHO A0 [HCTpyKUii ans
MeJUYHOr0o 3aCTOCYBaHHS
NiKapcbKoro 3acoby Ao po3giny

3a peyenmom

UA/3977/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

"Mob6iuHi peakyii" wono 6esnekn
3acToCyBaHHSA Ait04ol pevoBUHN,
BiNOBIAHO [0 pekoMeHaau;i
PRAC. BBegeHHs 3MiH NpOTAroM
6-TW MicALIB Nic/1a 3aTBEPIKEHHS

124.

niHOCON®

cnpeli HazaNbHUA,
po3uuH; Ne 1: no 10 mny
hNakoHi B KOMNAEKTI 3
HacocoM-[103aTopoMm 3
posnusoBavem
HasabHOro
Npu3HaYeHHs; no 1
h1aKoHy Y KapTOHHIl
Kopobui

TOB "Onenna
Xernckea YkpaiHa"

Ykpaina

BignosiganbHuii 3a
BMPOGHMLTBO
PO34MHY, NEPBUNHHE
Ta BTOPUHHE
nakyBaHHS:

AT "dapmak”,
YKpaiHa;
BignosigansHuii 3a
KOHTPO/b Ta BUMYCK
cepiii:

AT "CaHeka
dapmacbioTikans",
CnoBaubka
Pecny6nika

YkpaiHa/
CnoaLbka
Pecny6nika

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMarepianis: 3MiHa 3asBHUKa
(BnacHvka peecTpadiiHoro
noceigyeHHs) (3rigHo Hakasy MO3
Bia 23.07.2015 Ne 460). 3miHn
BHECEHO B IHCTPYKLitO A4/1A
MeMYHOro 3acTOCyBaHHS LLOAO
HaliMeHyBaHHS 3asBHMKa 3
Bi4NOBIAHMMUN 3MiHAMU Y TEKCTI
MapKyBaHHS yMakoBKU iKapCbKOro
3acoby. BBefeHHs 3MiH NPOTAroM
6-TN MicALIB Nic/a 3aTBEPAKEHHS

6e3 peyenma

UA/6606/01/01

125.

MIPOKCUKAM
CO®DAPMA

Kancynu tBepAi no 10 mr
no 10 kancyn y 6nictepi;
no 2 6nictepu B
KapTOHHI navw,i

AT "Cogpapma”

Bonrapis

AT "Codhapma”

Bonrapis

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHW | TUMY - 3MiHK
Lwoao 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnsgy. 3miHa y
KOPOTKIil XxapakTepucTuui
nNikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUIii Ans
MeJMYHOro 3aCTOCyBaHHsA Ha
nigcTasi perynsapHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
JocnimpkeHb 3 6e3neku
3aCTOCYyBaHHSA Nikapcbkoro 3acoby

B nicnsapeecTpauiiinii nepiog, abo

K pe3ynbTar OLiHKM 3BiTY 3
JocnifxeHb, NpoBeAeHUX
BiANOBIAHO A0 nnaHy
negiatpuyHmx gocnigpxkers (PIP)

(3MiHy y3rofp>keHO 3 KOMMETEHTHUM

YNOBHOB&XEHVM OpPraHoM) - 3MiHU

BHECEeHO A0 [HCTpyKUii ans
MeJUYHOr0o 3aCTOCYBaHHS
nNikapcbKoro 3acoby Ao po3ainy
"Oco6MBOCTI 3aCTOCYBaHHSA",

"Mo6iuHI peakyii" Wwoao 6e3nekn
3aCTOCYBaHHS Ail040i peHOBUHM,

BiAMNOBIAHO A0 pekomeHAaLii
PRAC.

3a peyenmom

UA/2936/01/01

126.

MIPOKCUKAM
CODAPMA

Kancynu Teepgi no 20 mr
no 10 kancyn y 6nictepi;

AT "Codpapma”

Bonrapis

AT "Codhapma”

Bonrapis

BHECEHHS 3MiH 40 peecTpauiiHnx
MaTepianis: 3MiHK | TUNY - 3MiHK

3a peyenmom

UA/2936/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

no 2 6nictepu B
KapTOHHI navwi

LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOPOTKill XxapakTepuctu,i
NiKapCcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLii AnA
MeAMYHOIO 3aCTOCYBaHHS Ha
nigcTasi perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
[ocnigpkeHb 3 6e3nekn
3aCTOCYyBaHHSA Nikapcbkoro 3acoby
B nicnsipeecTpauiiiinii nepiog, abo
SIK pe3ynbTarT OLiHKU 3BITY 3
JocnifxeHb, NpoBeaeHnx
BiANOBIAHO A0 nnaHy
negiatpuyHux gocnimpkers (PIP)
(3MiHy y3roKeHO 3 KOMMETEHTHUM
YNOBHOB&XEHVM OpPraHoM) - 3MiHU
BHECEHO A0 IHCTPYKUIiT Ans
MeAUYHOr0 3aCTOCYBaHHS
nNikapcbKoro 3acoby A0 po3ainy
"Oco6nMBOCTI 3aCTOCYBaHHSA",
"Mo6iuHi peakyii" woao 6esneku
3aCcTOCyBaHHSA Ail040l peYOBUHN,
BiAMOBIAHO A0 pekomeHAaLii
PRAC.

127.

NPEBEHAP® 13 |
PREVENAR® 13
BAKLMHA
NHEBMOKOKOBA
MONICAXAPUIHA
KOH’IOrOBAHA
(TPUHAOUATUBA
NEHTHA
AICOPBOBAHA)

cycneHsis ans iH'ekujn
no 1 gosi (0,5 mn) y
nonepegHLo
HarnoBHEHOMY LLNPULL;
no 1 nonepegHLo
HanoBHEHOMY LINPULY
Ta OAHili BiOKPEM/IEHIN
ronui B
iHAUBIAYa/IbHOMY YOX/i
y 3aKpuTOMy
nnacTyKoBoMy
KOHTeliHepi; no 1
n1acTMKoOBOMY
KOHTEHEepy y KapTOHHIi
Kopobui

NOAVIZEP
ENY.CLIL.
KOPMOPEVILLH

CLUA

Bakctep
dapmaceyTukan
ContowmHe J/1C,

CLUA; Baet
dapmaceyTumkasic,
Benuka bpuTaHis;
Mdparizep IpneHg,
dapmaceyTumkasic,

IpnaHpgis; Mdaiizep
MeHtochekuypuHr
Benbria HB, benbris

CWA
Benwuka
BpuTaHis
IpnaHgjs
Benbris

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3mMiHu | TMny - 3MiHK 3
AKocTi. A®l. BUpo6HULTBO. 3MiHa
BMPOGHMKA BUXIAHOro/NPOMKHOrO
npoayKTy/peareHTy, Wo
BUKOPVCTOBYHOTHCS Y
BMPOGHUYOMY npoueci AdDl, abo
3MiHa BUPO6HUKa (BKIoYatoun, ae
HeobXifHO, MicLue NpoBefeHHs
KOHTPO/tO sIKOCTi) AdI (3a
BiACYTHOCTI cepTudikata
BiANOBIAHOCTI EBpONeiichbkili
hapmakonei y 3aTBepiKeHOMY
[ocbe)(HoBa AiNbHUUS oNns
36epiraHHsa [0/10BHOrO 6aHKy
KNiTUH Ta/abo Pobounx 6aHkiB
KNMITWH) - 3aMiHa Micus 36epiraHHs
6aHky KniTuH Fisher BioServices 3
OinbHUL 36epiraHHs 3a afgpecoto
685 Lofstrand Land, Rockville, MD
20850, USA Ha ainbHuLo
36epiraHHA 3a agpecoto 4650 New
Design Road, Frederick, MD

3a peyenmom

UA/15864/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

21703, USA

128.

NMPOCIMNAH®
®OPTE TABJIETKA
wnnydi Big
KALLTHO

Tabnetku Wwunydyi no 65
mr, no 1 Tabnetuiy
catue; rno 2 caiwe
Crosy4eHi B
nepchopoBaHmnin cTpun;
no 5 a6o 10 cTtpuniB y
KapTOHHIlA KOpooLi

EHrenbrapg
ApuHaiimiTTens
M6X & Ko.KI

HimeyunHa

F'epmec
ApuHarimitTTens
'mM6X, HimewunHa
(BUPOGHUK in bulk,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs);
EHrenbrapg
ApuHaiimitTTens
v6X & Ko. KT,
HimeuunHa
(BMPOGHYMK
BiANoBigabHUIA 3a
BWMYCK Cepil)

HimeuunHa

BHECEHHS 3MiH [10 peecTpaviiiHnx
marepianis: 3mMiHu | TMny - 3MiHK 3
akocTi. A®l. KoHTponb A®I (iHwi
3MiHK) - 3MiHK y po3gini 3.2.S.5
CTaHgapTHi 3pasku abo
npenapartu.
3MiHM | TUNY - 3MiHK 3 AKOCTI.
CeprtuchikaT BignosigHocTi/l'E-
cepTudikart BiAMNOBIAHOCTI
€Bponeliicbkii
thapmakonei/moHorpadii. 3miHu,
noB'si3aHi 3 HEOOXIiAHICTIO
npuBeAeHHs y BiANOBIAHICTb A0
MoHorpadii AdY abo
€Bponeiicbkoi thapmakonei, abo
iHLWOT HauioHanbHOI thapMakonel
aepxasun €C (3miHa y
cneuudikauisix, NoB'A3aHa 3i
3MiHamu B Y, abo
€Bponeiicbkin thapmakonei, abo
iHLWIN HauioHanbHIN thapmakonei
aepxasun €C) - 3MiHW Y po3ini
3.2.S.5 CraHgapTHi 3pa3ku abo
npenapatu, a came: KOHTPObHUI
PO34UH Y PiAVHHIN xpomaTorpadii
3MIHEHO i3 «CTaHAapTU30BaHoO!
HacToikn nucta naowa CRS» Ha
«CYXWI eKCTPaKT IMCTA naoLa
HRS». Cyxuii ekcTpakT nmcTs
nnowa HRS BMKOPUCTOBYETLCA AK
eTasIoHHWI CTaHgapT Ana
KiNbKiCHOro aHanisy
Xepepakosugy Cy nuctkax
naLwa.

6e3 peyenma

UA/12942/01/01

129.

PEATINA

Kancynu TBepgi no 1,5
Mr, Nno 7 kancyny
6nictepi; no 1 a6o 4
6nicTepy B KAPTOHHIi
ynaxoBLii

BAT "lefeoH
PixTep"

YroplmHa

BAT "T'efieoH
PixTep"

YroplmHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMaTtepianis: 3MiHu | Tuny -
BBEJEHHS HOBOI AiNSAHKN
BMPOGHMLITBA aKTUBHOI CybCTaHLi
KapunpasuHy rigpoxnopua:
Gedeon Richter Plc., Budapest
site Budapest, Gyomroi ut 19-21,
Hungary, H-1103 Postal address:
Budapest, P.O.B. 27, Hungary, H-
1475 ; oHoBNeHHsA n. 3.2.S.1.1.
HomeHknarypa- 3anpornoHoBaHo:
pekomeHf0BaHa MixxHapoaHa
HenareHToBaHa Ha3Ba MHH —
KapunpasuH; iHLwa HenaTeHToBaHa

3a peyernmom

UA/17545/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Ha3Ba: kapunpasuHy rigpoxnopua

130.

PEATINA

kancynu Teepai no 3 mr,
no 7 kancyny énicrepi;
no 1 a6o 4 6nictepu B
KapTOHHIiA ynakoBLi

BAT "TeneoH
PixTep"

YropumHa

BAT "TepeoH
PixTep"

YropLmHa

BHECEHHS 3MiH [10 peecTpaviiiHnx
marepianis: 3miHu | Tuny -
BBEEHHSI HOBOI [iNSIHKN
BMPOBHMLTBA aKTUBHOT Cyb6CTaHL;ji
KapvnpasuHy rigpoxnopua;
Gedeon Richter Plc., Budapest
site Budapest, Gyomroi ut 19-21,
Hungary, H-1103 Postal address:
Budapest, P.O.B. 27, Hungary, H-
1475 ; oHoBneHHsa n. 3.2.S.1.1.
HomeHknartypa- 3anponoHOBaHo:
pekoMeHAOBaHa MKHapogHa
HenareHToBaHa Ha3Ba MHH —
KapvnpasuH; iHLwa HenaTeHToBaHa
Ha3Ba: kapunpasuHy rigpoxnopug

3a peyenmom

UA/17545/01/02

131.

PEATINA

Kancynu Teepai no 4,5
M, MO 7 Kancyny
6nicTepi; no 4 6nictepu
B KapTOHHIiA ynakoBL,i

BAT "TepeoH
PixTep"

YropLmHa

BAT "TepeoH
PixTep"

YropLimHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
BBEEeHHSI HOBOI AiNAHKN
BMPOBHMLTBA aKTUBHOT Cyb6CTaHLji
KapunpasuHy rigpoxaopua;
Gedeon Richter Plc., Budapest
site Budapest, Gyomroi ut 19-21,
Hungary, H-1103 Postal address:
Budapest, P.O.B. 27, Hungary, H-
1475 ; oHoBneHHsa n. 3.2.S.1.1.
HomeHknartypa- 3anponoHoOBaHo:
pekomeHA0BaHa MixxHapoaHa
HenareHToBaHa Ha3Ba MHH —
KapvnpasuH; iHla HenaTeHToBaHa
HasBa: kapunpasuHy rigpoxaopug

3a peyenmom

UA/17545/01/03

132.

PEATINA

kancynu Teepgi no 6 mr,
no 7 kancyn y énicrepi;
no 4 6nictepu B
KapTOHHIiA ynakoBL,i

BAT "TefieoH
PixTep"

YropLumHa

BAT "TefeoH
PixTep"

YropLmHa

BHECEHHS 3MiH 10 peecTpavuintHnx
MaTepianis: 3MiHu | Tuny -
BBEJEHHSA HOBOI [iNsAHKN
BMPOGHULITBA aKTUBHOI CybCTaHLi
KapunpasuHy rigpoxiopug:
Gedeon Richter Plc., Budapest
site Budapest, Gyomroi ut 19-21,
Hungary, H-1103 Postal address:
Budapest, P.O.B. 27, Hungary, H-
1475 ; oHoBneHHa n. 3.2.S.1.1.
HomeHknartypa- 3anpornoHoBaHo:
pekomeHA0BaHa MixxHapoaHa
HenareHToBaHa Ha3Ba MHH —
KapunpasuH; iHLWa HenaTeHToBaHa
HasBa: kapunpasuHy rigpoxnopug

3a peyenmom

UA/17545/01/04

133.

PEBIT

apaxe, no 80 apaxe B
KOHTeliHepax
(6aHou4kax); no 80

AT "KUIBCbKMN
BITAMIHHW
3ABOA"

YkpaiHa

AT "KUIBCbKWIA
BITAMIHHUIA
3ABOS"

YkpaiHa

BHECEHHS 3MiH 10 peecTpavyiintHnx
Marepianis: 3miHu Il Tuny - 3mMiHM 3
AkocTi. A®l. BupobHuuTBO. 3MiHa

6e3 peyenma

UA/4680/01/01
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Ha3sBsa nikapcbko20

n/n

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)
[Apaxe B KOHTeliHepi

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

134.

PUHOMICTUH®

(6aHouuj); no 1
KOHTelHepy (6aHouL)
nauui

<

BMPOGHMKA BUXiAHOro/NPOMKHOIO
npoAayKTy/peareHTy, Wo
BUKOPWCTOBYHOTLCS Y
BMPO6HUYOMY npoueci Adl, abo
3MiHa BMPOGHWMKa (BKNOYaouu, ae
HeobXxifHO, MicLe NpoBeAeHHS
KOHTposito skocTi) APl (3a
BifiCYTHOCTI cepTudikaTta
BiNOBIAHOCTI E€BpPONENChKiit
hapmakonei y 3aTBepAKeHOMY
[ocbe)(BBEAEHHA HOBOTrO
BMPO6HUKa APl 3 HaAAHHAM
macTep-aiina Ha Adl) - 3miHa
noB’si3aHa 3i 3MiHOK BUPOBHUYOT
[OiNbHUL Big, BXe 3aTBepayKeHoro
BMPOGHMKa TiamiHy rigpoxnopvay
«Huazhong Pharmaceutical Co.,
Ltd.», China: 3anponoHoBaHa
BMpOGHMYa ainbHuus: No. 118
Xianshan Road, Xiangyang City,
Hubei Province). Cy6cTaHuis
TiamiHy rigpoxnopwvg 3 HOBOI Ta
3aTBEepPAKEHOI BUPOOHMYMX
AiNbHWLB Mae CyMipHi cnoci
BMPOGHMLITBA Ta ONWC MeToay
CUHTE3y.

Kpanni Ha3asibHi,
po3unH, 0,1 %/0,01 %
no 10 mn y donakoHi 3
KpanesnsHuueto, no 1
h/1aKoHY B KapTOHHii
nauui

KHBMI "ICHA"

Ykpaina

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3mMiHu | TMny - 3MiHK 3
AKoCTi. A®Il. KoHTponb A®L. 3miHa
y MeToamui BunpobyeaHHa APl 3a
NoKasHUKOM «pH», a came 3MiHa
KOHUeHTpauii BunpobysaHoro
PO3unHy - 3aTBEpAXKEHO: (Ons
BM3Ha4eHHs 6epyTb 0,1% po3umH
y Bogi P); 3anponoHoBaHo: (41
BM3HauYeHHsa 6epyTb 0,01% po3unH
y Bogj P). 3miHu Il Tuny - 3miHuM 3
AKoCTi. A®Il. KoHTponb A®L. 3miHa
y napameTpax cneuudikawiii
Ta/abo fonycTMMmNX MexX,
BM3HAYeHUX y cneyndikauisx Ha
A®I, ab0 BMXigHWA/NPOMDKHWIA
npoAayKT/pearexT, Wwo
BUKOPVCTOBYHOTHCS Y NPOLEC
BMPOG6HMLUTBA AD| (3miHa no3a
MexXamu 3aTBepKeHoro
Aiana3oHy y cneuudpikauii Ha Adl)
- 3MiHa KpUTepIiiB NPUAHATHOCTI y

crneungikauii A®I 3a NoOKa3HMKOM

6e3 peyenma

UA/14095/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
«pH>» - 3anponoHoBaHo: (Big 3,8
00 6,8); 3MiHn Il TMNY - 3MiHK 3
akocTi. A®l. KoHTposnb A®L. 3miHa
y napameTpax cneuudikawii
Ta/abo JonycTUMUX MeX,
BM3HAYEHNX Y cneundikauisx Ha
A®I, abo BMXigHWIA/NPOMDKHWIA
npoAayKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y NPOLLEC
BMPOG6HMLUTBA AD| (3miHa no3a
MeXamu 3aTBepKeHoro
AianasoHy y cneuudikauii Ha Adl)
- 3MiHa KpUTEpIiiB NPUAHATHOCTI y
cneuungikauii A®I 3a NnokasHUKOM
«Bopa» - 3anponoHoBaHo: (Big 4,0
00 5,5%).
135. | CEAAPACTOH® kancynu no 10 kancyny ecnapma Mv6X HimeyunHa ApsaHc ®apma HimeyunHa BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 peyenma UA/13150/01/01
KAMNCYNn 6nictepi; no 3 a6o 6, 'm6X, HimeyunHa marepianis: 3MiHW | TURY - 3MiHK
abo 10 6nicTepiB y (BMpPOGHMLTBO Loao 6e3nekn/edeKTMBHOCTI Ta
KapTOHHIlA KOpooLi Hepo3hacoBaHoOro hapmakoHarnagy (iHwi 3miHu) -
NpoAyKTy, NepBuHHe 3MiHV BHECEHO A0 IHCTPpYKUiT Ans
nakyBaHHs, MeAMYHOro 3aCTOCYBaHHS
BTOPVIHHE nNiKapcbKoro 3acoby A0 po3ainy
nakyBaHHs, "B3aemogis 3 iHWMMU NliKapCbKUMu
KOHTPO/b AKOCTI, 3acobamu Ta iHLWi BUAu
BMNyCK cepil); B3aeMogiit" 1oao 6e3neku
ecnapma dapma 3aCTOCYBaHHS fjil0UMX PEYOBUH,
Cepgices 'M6X, BiAMNOBIAHO A0 pekomeHAawii
HimeyunHa PRAC. TepmiH BBeieHHS 3MiH
(BTOPUHHE npoTarom 6 Micsauis nicns
nakyBaHHs); ®apma 3aTBEPAKEHHS.
BepHirepoge Mv6X,
HimeuunHa
(KOHTPO/Ib SIKOCTI)
136. | CO/TY-KOPTE® MOPOLLOK A1 PO3UNHY MOANIEP IHK. CWA Mdcpaiizep Benebris BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/9873/01/01
Ans iH'ekuiii no 100 mr, 1 MeHtochekuypuHr marepianis: 3MiHW | TUMY - 3MiHK
hN1akoH 3 MOPOLLUKOM Y Benbris HB Lwoao 6e3nekn/edeKTBHOCTI Ta

KapTOHHI Kopobui; 25
h/1aKOHIB 3 MOPOLLKOM Y
nigaoHi ans
TpaHcnopTyBaHHs (6e3
BTOPUHHOI yNakoBKm)

hapmakoHarnsgy. 3miHa y
KOPOTKiil XapakTepucTuui
nNiKapcbKoro 3acoby, TEKCTi
MapKyBaHHs Ta IHCTPYKLIii Ans
Me[MYHOro 3aCTOCyBaHHsA Ha
nigcTasi perynsapHo
OHOBJ/ItOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
JocnigpkeHb 3 6e3neku
3aCTOCYyBaHHSA Nikapcbkoro 3acoby
B nicnspeecTpauiiinii nepiog, abo
K pe3ynbTaT OLiHKK 3BIiTY 3
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

JocnifpKeHb, NpoBeAeHnxX
BiAMNOBIAHO [0 NnaHy
negiatpuyHux gocnimpkers (PIP)
(iHLWi 3MiHW) - 3MiHV BHECEHO A0
IHCTPYKLUIT ANnA MeanyHOoro
3acToCyBaHHSA NikapCbKoro 3acoby
40 posginis "Aitn", "To6iuHI
peaxuii” BignosigHO A0
pekomeHAaLii PRAC.
BBegieHHs1 3MiH npoTsirom 6
MiCALIB NiCNA 3aTBEPAXKEHHS.
3MiHu Il TUNY - 3MiHK Woa0
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHu y
KOPOTKill XxapakTepuctu,i
NiKapCcbKoro 3acoby, TEKCTi
MapKyBaHHSA Ta IHCTPYKLii AnA
MeJMNYHOro 3aCTOCYBaHHS y
3B'A3KY i3 HOBUMM JaHNMU 3
AKOCTI, AOKMIHIYHUMM, KIHIYHUMU
JaHuMy Ta JaHuMK 3
thapmakoHarnsgy. 3MiH1 BHECEHO
00 IHCTPYKUiT ons MeguyHoro
3acToCyBaHHSA NikapCbKoro 3acoby
[0 po3ainis "®apmakosnoriyHi
BnactusocTi", "lMpoTunokasaHHsA",
"B3aemogis 3 iHWMMK NliKapCbKUMu
3acobamu Ta iHwWi Buan
B3aemogjin", "3actocyBaHHs y
nepiog, BaritTHOCTi abo rofyBaHHsA
rpyaa” (popasaHHs iHdopmauii 3
6e3nekn 3aCTOCyBaHHS)
BiANOBIAHO A0 MaTepiasniB
peecTpaujiiiHoro Aocke. BBeaeHHs
3MiH NpOTArom 6 MicsLiB nicns
3aTBEPKEHHS

137.

CO/NY-KOPTE®

MOPOLLIOK Ta PO3UYUNHHUK
NS po34nHy Ans
iH'ekuin no 100 mr/2 mn;
NMOPOLLOK Ta 2 MN
po34MHHMKa (Boga ANns
iH'ekuiin) y donakoHi Tuny
Act-O-Vial y kapTOHHili
Kopobui

MOANSEP IHK.

CLUA

Mdpaiizep
MeHtoghekUypuHr
Benbria HB

Benbris

BHECEHHS 3MiH [0 peecTpaviiiHnX
marepianis: 3mMiHW | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta

thapmakoHarnagy. 3miHa y
KOPOTKIil XapakTepucTumui
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTpyKLUii gns
MeAMYHOro 3aCTOCYBaHHSA Ha
nigcrasi perynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
pocnigkeHs 3 6e3nekn

3aCTOCYBaHHS /likapCbKOro 3acoby

3a peyernmom

UA/9891/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

B nicnspeecTpauiiinii nepiog, abo
K pe3ynbTart OLiHKM 3BIiTY 3
[ocnigpKeHb, NpoBeaeHnX
BiANOBIAHO [0 MiaHy
negiatpuuHux gocnigpxkers (PIP)
(iHLWi 3MiHW)-3MiHN BHECEHO [0
IHCTPYKUIiT AN MeAnYHOro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby
£o posginis "Aitn", "Mo6iyHi
peakujii" BiANOBIAHO A0
pekomeHgauiii PRAC.
BBefieHHs1 3mMiH npoTsArom 6
MiCALIB MiCNS 3aTBEPAXKEHHS.
3MiHu Il TUNY - 3MiHW Woao
6e3nekn/edpeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHn y
KOPOTKIil XapakTepucTumui
NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTpyKLUii Ans
MeAUNYHOr0o 3aCTOCYBaHHS y
3B'A3KY i3 HOBUMM JaHUMU 3
SAKOCTi, AOKMIHIYHUMM, KTiHIYHMK
JaHuMK Ta AaHuMm 3
thapmakoHarnagy. 3MiH1 BHECEHO
00 IHCTPyKUiT AN MeanyHoro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby
00 po3giniB "®apmakonoriyHi
BnactmsocTi”, "MpoTunokasaHHs",
"B3aemogis 3 iHWMMU NiKapCbKuMu
3acobamu Ta iHLWi BUAn
B3aemogiin", "3actocyBaHHs y
nepiog, BaritTHOCTi abo rogyBaHHs
rpyaar” (nogasaHHs iHchopmadii 3
6e3nekn 3actocyBaHHs), "MobiyHi
peaxuii” BignosigHO A0 Matepianis
peecTpaujiiiHoro Aocke. BBeaeHHs
3MiH NpoTAromM 6 MicAuiB nicns
3aTBEPAXKEHHS

138.

conym oun

piavHa HalwkipHa; no 50
mn a6o 100 mny
h/1aKOHi Y KapTOHHIl
Kopobui

BANIA
Xannbmitrenb
rm6X

HimeuyunHa

BANA
Xannbmitresib MTM6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHN | TUMY - 3MiHK
Lofo 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
OHOBJ/IEHHS TEKCTY MapKyBaHHS
yNakoBKU NiKapCbKoro 3acoby 3

BHECEHHAM iHthopmawii Lwoao
3a3HaYeHHs OAUHULb
BMMIpIOBaHHSA y cuctemi Sl.

6e3 peyenma

UA/17959/01/01

139.

CNA3SMA/ITOH®

PO34MH A5 iH'eKLin no 2

AT "Codpapma”

Bonrapis

AT "Codhapma”

Bonrapis

BHECEHHS 3MiH 10 peecTpaLiiHnX

3a peyenmom

UA/3531/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

mn abo 5 mn B amnyni;
no 5 a6o 10 amnyny
6nictepi; no 1 6nictepy
B KapTOHHIi nav,i

marepianis: 3mMiHu | TMny - 3MiHK 3
sKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/1b roTOBOrO NikapcbKoro
3acoby. 3miHa y meTogax
BUMNPOOYBaHHA rOTOBOr0
NikapcbKoro 3acoby (iHLWi 3MiHW Y
mMeTogax BunpobysBaHb
(BKTHOYatOUM 3aMiHy abo
[OMNOBHEHHS)) - 3MiHa Yy MeTofax
BMNpobyBaHHA 13, a came
3aTBepmxeHuii metog BEPX (EP,
2.2.29) pns BU3HAYEHHSA
CYNPOBiAHNX AOMILLOK B FOTOBOMY
nikapcbkoMy 3ac06i 3MiHeHUI Ha
HoBwii meTog BEPX BignosigHo Ao
MeTOAy BU3HAYEHHS [OMILLOK Y
cybcTaHUil MmeTami3on HaTtpito
MOHOrigpart, 3a3Ha4eHoro B
MoHorpadii Eur. Ph. 1346
Metamizole sodium monohydrate.
3MiHN | TUMY - 3MiHK 3 AKOCTI.
[oTOBMIA NiKapcbKuii 3acio.
KOHTpO/b roTOBOrO MiKapcbKoro
3acoby. 3miHa y meTofax
BUMNPOOYBaHHA rOTOBOIO
nikapcbKoro 3acoby (iHLWi 3MiHK y
MeTofax BunpobysaHb
(Brntovatoum 3amiHy abo
[OOMNOBHEHHS)). 3amiHa meToay
ineHTudikauii Airo4oi pevyoBuHN
(MeTami3on HaTpilo MOHOrigpaT) B
roTOBOMY JliKapCbKOMY 3ac06i:
AKICHa peakujis 3amMiHeHa Ha MeTop,
BEPX, EP 2.2.29 Y®-cnekTp 3
BUKOPVCTaHHAM
XpomaTorpadiyHoi cuctemu 3
DAD (peTekTop Ai0gHWUX MacuBiB).
e 3MiHu | TUNY - 3MiHW 3 AKOCTI.
FOTOBWIA niKapcbkuii 3aci6.
KOHTpO/b roTOBOrO MiKapcbKoro
3aco006y (iHLLi 3MiHW)- OHOBNEHHS
BXE 3aTBEPKEHUX METO/B
KOHTposto sikocTi 13, a came
BUKNAEHHS TEKCTY [iepXXaBHO0
MOBOIO 3lijHO Cy4acCHUX BUMOT.

140.

CNOPAKCON

Kancynu no 100 mr; no 5
Kancyny ctpuni; no 2
CTpvna B KApTOHHIW

3AT "dapmnira”

JInToBCbka
Pecny6nika

Na6opaTopioc
NikoHca, C.A.

IcnaHis

BHECEHHS 3MiH 10 peecTpavLiiiHnX
mMartepianis: 3MiHu | TUNY - 3MiHK 3
AKOCTi. [0TOBWIA NlikapCbkunii 3aci6.

3a peyernmom

UA/13899/01/01
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Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
nauui; no 6 kancyny KOHTpO/b roTOBOrO MiKapcbKoro
cTpuni; no 5 cTpunis y 3aco6y (iHLUi 3MiHW) - OHOBJIEHHSA
KapTOHHI/ nayui; no 6 BXE 3aTBEPKEHUX METOAB
kancyny ctpuni; no 1 KOHTPOJTI0 AKOCTi IIKapCbKOro
CTpUNY B KAPTOHHIiA 3acoby, a came: BUKIafeHHS
nauui TEKCTY [lepXXaBHOI MOBOH 3riAHO
CY4acHWUX BUMOT
141. | CTONTYCWUH cupon; no 100 mn y TOB «TeBa YkpaiHa TeBa Yex IHAacTpi3 Yecbka BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 peyenma UA/2447/02/01
®ITO-TEBA thnakoHi; no 1 dpnakoHy YkpaiHa» c.p.o. Pecny6nika marepianis: 3MiHW 3 AKOCTI.

pa3oM 3 MipHUM
KOBMa4KoM Yy KOpPOOLLi

CeprtudpikaT BignosigHocTi/l E-
cepTudikaT BiANOBIAHOCTI
€Bponelicbkiii
thapmakonei/mMoHorpadii. 3miHu,
noB'A3aHi 3 HeO6XIiAHICTIO
npuBELEHHS Y BiANOBIAHICTb A0
MoHorpadii 4PY abo
€Bponeiicbkoi thapmakonei, abo
iHLWOT HavujoHaNbHOI hapmMakonei
nepxasu EC (3miHa 'y
cneumaikauisx, nos'a3aHa 3i
3MiHamu B 1®Y, abo
€Bponeiicbki hapmakonei, abo
iHLWIM HauioHanbHiI thapmakonei
aepxaBun €C) - OHOBJIEHHS
cneumdikauii Ha filo4y peqyoBUHy
EKCTpakT noAopoxHuKa pigkuid, a
came npuBeAeHHs Y BIANOBIAHICTb
[0 BYMOT Y/HHOTO BUAAHHSA
HauioHasbHOT chapmakonel
Yecbkoi Pecnybniku
(Pharmacopoea Bohemica). B
3anponoHoBaHili cneuudikai
YiTKO BKa3y€eTbCA NOCUIAHHS Ha
YVHHE BUZaHHS hapmakonei
Yecbkoi Pecny6niku. 3miHu 3
akocTi. A®l. KoHTponb A®L. 3miHa
y napameTpax cneuudikawii
Ta/abo fonyCcTUMUX MEX,
BM3HAYEHMX Y cneundikauisx Ha
A®I, ab0 BMXigHWIA/NPOMDKHWIA
npoAyKT/peareHT, Wwo
BMKOPMCTOBYHOTLCS Y NPOLLECi
BMPOGHMLTBA AD| (4ONOBHEHHS
cneuudikaLii HOBUM NOKa3HUKOM
AKOCTI Ta BifMNOBIAHVM METOL0M
BMNPOGYBaHHS) - AONOBHEHO
crneunqikaLilo Ha Ailody pevyoBuHy
EKCTpakT nofopoXHUKa pigkmia
HOBWUM MOKa3HUKOM SIKOCTi

171




Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep

n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o

ynakoska) nocsi04YeHHs1
«Microbial limits» Ha OCHOBI
CcTaHfapTiB KOMNaHii Wwoao
BUXigHWX MaTepianis, Lo
BUKOPWCTOBYIOTbCS A1
BMPOGHMLTBA PiAKUX JTIKAPCbKMX
dhopM 418 opasibHOro
3acTocyBaHHsA. MeTog,
BMNPO6YBaHHA BiAMNOBiAae MeToay
EP. Mexi BCTaHOB/IOOTbCA
BiANOBIAHO A0 crewjiasibHNX BUMOr
EP po nikapcbkux popm ans
0OpaIbHOro 3aCTOCYBaHHS, LU0
MICTATb CUPOBUHY POC/IMHHOIO
NMOXOKEHHS.

142. | TEMOANTH® TabneTkun, BKpUTI AT "Codhapma" Bonrapis AT "BITAMIHW", YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiHnX 6e3 peyenma UA/3553/01/01
o6onoHkoto no 10 YkpaiHa (BTopvHHa Bonrapis marepianis: 3MiHN | TUMY - 3MiHK
Tabnetok y 6nictepi; no ynakoBka, [03BiN Ha ofo 6e3snekun/edpekTMBHOCTI Ta
1 a6o 2 6nicTepu B BUMYCK cepii); AT thapmakoHarnagy. 3miHa y
KapTOHHI navu,i "Cocpapma”, KOPOTKIil XapakTepucTumui

Bonrapis nNiKapcbKoro 3acoby, TeKcTi
(BPO6GHMLTBO MapKyBaHHS Ta IHCTpyKLUii Ans
Hepo3dacoBaHoi MeAMYHOro 3acTOCYBaHHSA Ha
NpoAayKLUii, NepBnUHHa nigcTasi perynsipHo
Ta BTOpPVHHA OHOB/IIOBAHOrO 3BITY 3 6e3neku
ynakoBka); AT nikapcbkoro 3acoby, abo
"Codhapma”, pocnimpkeHb 3 6e3neku
Bonrapis 3acToCyBaHHS NikapCbKoro 3acoby
(BMpPOGHMLTBO B nicnsipeecTpauiiiuii nepiog, abo
Hepo3dgacoBaHOl K pe3ynbTar OLiHKM 3BIiTY 3
NpoAyKLUii, NepBUHHA [ocnigpkeHb, NpoBefeHNX
yMakoBKa, [103BiN1 Ha BiANOBIAHO [0 nMiaHy
BUNycK cepii abo negiatpuyHmx gocnimpxkeHs (PIP)
BMPOGHULITBO 3a (3MiHY Y3rogKeHo 3 KOMNETEHTHUM
NOBHUM LUKIOM); AT YMOBHOB&XEHVM OpPraHoM) - 3MiHU
"Codhapma”, BHECEHO A0 IHCTpyKUii ans
Bonrapis (ans MeZMYHOro 3acTocyBaHHsA
ynakoBku in bulk: nikapcbKkoro 3acoby A0 po3gainis
BUPOGHMLTBO "B3aemopis 3 iHWMMKU NiKapCbKUMu
Hepo3dgacoBaHOl 3acobamu Ta iHWi Buan
NpoAyKLii, NepBUHHA B3aemogiin”, "OcobmBocTi
yrakoBKa; 3acTocyBaHHs", "lMo6ivHi peakuii”
BMPOGHMLTBO BiANOBIAHO 40 OHOBNEHOI
Hepo3dacoBaHoi iHchopmawii 3 6e3nekn
NPOAYKLiT, NnepB1MHHA 3aCTOCYBaHHS fjl0UnX PEYOBYH.
ynakoBka, f103Bif1 Ha
BUNYyCK cepii)

143. | TEMMNA/NTIH® in bulk Ne 1590: no 10 AT "Codcpapma" Bonrapis AT "BITAMIHWA", YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 peyenma UA/13243/01/01

Tabnetok y 6nictepi; no YkpaiHa (BTopuHHa Bonrapis marepianis: 3MiHW | TUMY - 3MiHK

159 6nicTepiB y

ynakoBKa, A103BiN Ha

L1010 6e3nekn/edpekTMBHOCTI Ta
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
noNinponisIeHoBI BUMYCK cepii); AT thapmakoHarnagy. 3miHa y
KopoobLL; "Cothapma”, KOPOTKIil XapakTepucTuui
in bulk Ne 1620: no 10 Bonrapis NiKapcbKoro 3acoby, TekcTi
Tabnetok y 6nictepi; no (BMPOGHMLTBO MapKyBaHHS Ta iHCTpyKLUii Ans
162 6nictepu y Hepo3dacoBaHOl Me[MUYHOro 3acTocyBaHHA Ha
noninponineHosil NpoAyKLii, NnepBuUHHa nigcTasi perynspHo
KopobL; Ta BTOpPMHHA OHOB/IHOBAHOrO 3BITY 3 6e3neku
in bulk Ne 1650: no 10 ynakoska); AT nikapcbKoro 3acoby, abo
Tabnetok y 6nictepi; no "Cochapma”, pocnigpkeHb 3 6e3neku
165 6nicTtepiB y Bonrapis 3aCTOCyBaHHS NiKapcbKoro 3acoby
noninponisieHoB.i (BUPOBHMLTBO B nicnsipeecTpadiiiuii nepiog, abo
Kopobui Hepo3dgacoBaHOl AK pe3yibTar OLiHKN 3BIiTY 3
NPOAYKLii, NnepBuHHA JocnifpKeHb, NpoBefeHnx
ynakoBka, [03BiN Ha BiAMNOBIAHO [0 NnaHy
BUMNYCK cepii abo negiarpuyHux gocnimpxkers (PIP)
BMPOGHMLTBO 3a (3MiHy y3ro[pKEHO 3 KOMMETEHTHUM
NOBHUM LUKIoM); AT YNOBHOB&XXEHUM OpraHoM) - 3MiHU
"Cochapma”, BHECEHO A0 IHCTPYKUiT Ans
Bonrapis (gns MeJMYHOr0o 3acTOCYBaHHS
ynakosku in bulk: nikapcbKoro 3acoby A0 po3ainis
BMPOGHMLTBO "B3aemogis 3 iHWMMK NliKapCbKumu
Hepo3dacoBaHoi 3aco6amu Ta iHLWi BUAu
nNpoAayKLUii, nepBnHHa B3aemogiin", "OcobmBocTi
yrnaKkoBKa; 3actocyBaHHs", "MobiuHi peakwi"
BMPOGHMLTBO BiMNOBIAHO A0 OHOB/IEHOT
Hepo3dhacoBaHOl iHchopMmaLii 3 6e3neku
NpoAyKLii, NnepBuHHa 3aCTOCYBaHHS fil0UMX PEYOBUH.
ynakoBka, f103BiN Ha
BUNYyCK cepii)
144. | TUPEOIAEA PO34MH A8 iH'EKUIR, NO Bionoriwe HimeuunHa Bionoriwe HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyernmom UA/4248/01/01
KOMMO3NTYM 2,2 mn B amnyni; no 5 XainbmitTens XaiinbmiTrens marepianis: 3MiHW | TUMY - 3MiHK
ammnyn y KOHTYpHIiA Xeenb Mv6X Xeenb Mv6X Lofo 6e3nekn/edpekTMBHOCTI Ta
YapyHKOBIli ynakoBLyj; no thapmakoHarnagy (iHwi 3MiHn) -
1 a6o no 2, a6o no 20 BHeCeHHS iHchopmauii npo
KOHTYPHUX YapyHKOBUX chnyopecueHLjto eTukeTkn y n. 6
yMakoBOK y KOpo6Lii 3 IHLLE TekcTy MapKyBaHHS
KapTOHY NepBMHHOT YNaKoBKM NTiKapCbKOro
3acoby.
145. | TPAYME/Ib C PO34MH N8 iH'EKUIA No Bionoriwe HimeyunHa Bionoriwe HimeyunHa BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/5934/03/01
2,2 Mn B amnyni; no 5 XainbmiTTens XalinbmiTTens marepianis: 3MiHW | TUNY - 3MiHK
amnyn y KOHTYpHIiA Xeenb Mv6X Xeenb M'm6X ofo 6esnekn/edpekTMBHOCTI Ta
YapyHKOBIli ynakoBLyj; no thapmakoHarnagy (iHwi 3MiHN) -
1, 2 a6o no 20 BHECEHHS iHdhopMaLii npo
KOHTYPHUX YapyHKOBUX chnyopecueHLjio eTuKeTkn y n. 6
yrnakoBOK B kopobLi 3 IHLLE TekcTy mapKyBaHHS
KapToOHy NepBUHHOT YNaKoBKM NiKapCbKOro
3acoby.
146. | TPUDAC® 20 PO34MH N8 iH'ekuin, 20 MeHapiHi Jlrokcembypr A. MeHapiHi ITanis BHECEHHS 3MiH 40 peecTpauiiHnx UA/2540/03/02
AMOYNn Mr/ 4 mn; no 4 Mn B IHTepHeLoHan MaHypakTypiHr Marepianis: 3MiHX | TURY - 3MiHKX 3
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

amnyni; no 5 amnyn y
KapTOHHilA KopooLi

OnepeiiwoHc
Mokcembypr C.A.

JloricTikc eHpg,
Cepsicec C.p.J1.

AKocTi. [oToBWIA Nikapcbknii 3aci6.
3MiHV Y npoueci KOHTPOO Nif, Yac
BMPOBHULTBA FOTOBOrO
nikapcbKoro 3acoby, a came
BBEJEHHA anbTepHaTUBHWIA TecT
Ha LiNiCTHICTb chinbTpayiiHoi
cuctemu "bubble point test" o
BXe 3arBepaxeHoro foreward-flow
test (TecT NpAMOro NoTokKy). 3MiHK
| TMny - 3iHK 3 AKocTi. FoTOBMIA
nikapcbkuii 3aci6. 3mMiHu y
BMPOGHMLTBI. 3MiHW Y NpoLeci
BMPOGHMLITBA FOTOBOTO
NikapcbKoro 3acoby, BK/IOHaoum
NPOMIXXHUIA NPOAYKT, L0
3aCTOCOBYETLCSA NMPU BUPOOHULTBI
roTOBOrO J1iKapCbKOro 3acoby
(He3HayHa 3MiHa y npoeci
BVMPOGHMLTBA) - 3MiHa YMOB
cTepwnisauii Ta feniporeHisauii
amnyn 3a Temnepatypu 230? C
BNpoAoBX 60 XB. O OTPMMAHHSA
3HauveHHst FH = 30 value

147.

TPOMICETPOH

PO34MH AN
iH'ekujin/iHdoy3ili, 1 mr/mn
no 5 mn B amnyni; no 5
amnyn B nauui

AT "BIOJTIK"

Ykpaina

AT "BIONTIK"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHu | TMNYy - 3MiHK 3
siKocTi. FOoTOBWIA Nikapcbkuii 3aci6.
3MiHu y BUPOGHMLTBI. 3MiHa
po3mipy cepii (BktoYaun
[ianasoH po3mipy cepii) roToBoro
nNikapcbKoro 3acoby (iHLi 3MiHN) -
3MiHa po3mipy cepii N3
(3aTBepmxeHo: 30 n;
3anponoHoBaHo: 30 n, 120 n);
3MiHN | TURY - 3MiHK 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
Cucrema
KOHTelHep/3aKynopoBanbHWi
3aci6. 3MiHa po3mipy ynakoBku
roTOBOrO NiKapCbKOro 3acoby
(BMNYyYEHHS YNAaKOBKW MEBHOTO
PO3MipYy) - BUSTYYEHHS YNAKOBKM NO
2 Mn, no 5 amnyn B nayui. 3MiHn
BHECEHI B po3fin "YnakoBka" B
IHCTPYKLi0 ANA MeguyHoro
3acToCyBaHHS NikapCbKoro 3acoby
Yy 3B’A3KY 3 BU/TyYEHHAM NEBHOrO
PO3Mipy ynakoBKu, SIK HACNIfOK -
BUJTYYEHHS TEKCTY MapKyBaHHS
BiNOBiAHOT yNakoBKW. TekCT

3a peyenmom

UA/6402/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
MapKyBaHHA 3aTBepaKeHol
ynakoBku (no 5 mn B amnyni, no 5
amnyn B nayLj) sasmwaetsca 6e3
3MiH; 3MiHW || TNy - 3MiHK 3
akocTi. A®l. BupobHuuTBO. 3MiHa
BMPOGHUKA BUXIAHOro/NPOMKHOrO
npoayKTy/pearenTy, Wwo
BUKOPVCTOBYHOTbCS Y
BMPOGHUYOMY npoveci APl abo
3MiHa BUpPO6HUKa (BKIOYatouu, ae
Heo6XifHO, Micue NpoBefeHHs
KOHTPO/t0 sIKOCTi) AdI (3a
BiCYTHOCTI cepTudikata
BiANOBIAHOCTI EBpONeichbkili
hapmakonei y 3aTBepiKkeHoOMy
[ocbe)(BBEAEHHA HOBOrO
BUpo6HUKa ADI 3 HagaHHAM
macTtep-galina Ha Adl) — 3miHa
BVMPOGHMKA Ait040T PEHOBVHN
TPOMiCETPOHY rapoxaopuay
(3aTBEepaxeHo: TOB «CiHbiac
$apma», YkpaiHa,;
3anponoHoBaHo: Shandong Qidu
Pharmaceutical Co., Ltd., Kutai)
148. | YBIXIHOH PO34MH A4 iH'EKUIA, MO Bionoriwe HimeyunHa Bionoriwe HimeuunHa BHECEHHS 3MiH [0 peecTpauiiiHux | 3a peyenmom UA/0018/01/01
KOMMNO3UTYM 2,2 Mn B amnyni; no 5 XaiinbMmiTTens XainbmitTens MaTepianis: 3MiHu | Tuny -
amnyn y KOHTYpPHIi Xeenb M'm6X Xeenb Mv6X BHeCEeHHS iHthopmauii npo
YapyHKOBIli ynakoBLyj; Mo ch/lyopecueHLito eTMKeTKn y n. 6
1 KOHTYpHIlA YapyHKOBIli IHLIE TekcTy mapKyBaHHs
ynakosLji B kopobu,i 3 NepPBUHHOT YNakoBKW NiKapCbKoro
KapToHy; No 2,2 M/ B 3acoby
amnyni; no 5 amnyny
KOHTYPHIli YapyHKOBIi
YMaKoBLi; MO 2 KOHTYpHI
YapyHKOBi YNakoBKu B
KOpOO6Lii 3 KAPTOHY; MO
2,2 mn B amnyni; no 5
amnyn y KOHTYPHIiA
YapyHKOBIli ynakoBLyj; no
20 KOHTYPHUX
YapyHKOBUX YNaKkoBOK Y
KOpo6L,i 3 KApTOHY
149. | YMKA/IOP® pO34uH opasbHUiA; no 20 | [doiye Xomeonari- HimeyunHa Brpo6HMUTBO HimeyunHa BHECEHHS 3MiH 10 peecTpaviiiHnX 6e3 peyenma UA/6691/01/01

M1 abo no 50 mny
chnakoHi; no 1 dpnakoHy
B KapTOHHIi kKopo6ui

YHioH OXY-
ApuHaiimiTTens
v6X & Ko. KI

npoaykuii in bulk,
nepBunHHa Ta
BTOPWHHA yNakoBKa,
KOHTPO/Ib SIKOCTi Ta
BWMNYCK Cepiit:
[Op. Binbmap LLBabe

mMartepianis: 3mMiHu | Tuny - 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbkuin 3aci6.
Cucrema
KOHTeliHep/3aKynoptoBasbHWiA
3aci6. 3miHa popmu abo po3mipy
KOHTeliHepa 4un
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
v6X i Ko. KT, 3aKyrnoproBasibHOro 3acoby
HimeuuunHa; (NepBUHHOI ynakoBKK)

MepBuHHA Ta
BTOPWHHA ynakoBKa:
[Op. Binbmap LLIBa6e

m6X i Ko. KT,

HimeuunHa

(HecTepunbHi Nikapcbki 3acobm) -
BHECEHHS 3MiH [0 MaTepiasiB
peecTpadiiiHoro gocke, 3.2.P.7.
Cucrema
KOHTeliHep/3aKynopoBabHWi
3aci6, a came 3MiHa po3mipis
CKNAHMX hnakoHiB 20 mn
(3aranibHa BuCOTA: 3aTBEPAKEHO
66,0 — 67,0 MM; 3anponoHoBaHo
66,8 — 67,8 MM); 3MiHK | TUny -
3MiHK 3 sKOCTi. FoTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBasibHUiA
3aci6. 3miHa y meTogax
BMNPO6YBaHHA NepPBUHHOT
yMakoBKM rOTOBOrO NiKapCbKoro
3ac00y (iHWi 3MiHK y MeToaax
BMNPOGYBaHb (BK/THOUAKUM 3aMiHy
ab0 fofaBaHHs)) - BHECEHHS 3MiH
[0 marepianiB peecTpauiiHoro
pocke, 3.2.P.7. Cuctema
KOHTelHep/3akynoptoBasibHUiA
3acib, a came 3amiHa meToay
BUNPo6yBaHHsA BIY-cnekTpockonii
(6nuxkHs iHtbpayepBoHa
cnekTpockonisi) Ha 14-
cnekTpockonito (iHgpayepBoHa
cnekTpockonis) 418 Nepesipku
i€HTNYHOCTI KpanenbHuui. HoBwii
MeToZ BUNpobyBaHb NpUHaiMHI
eKBiBa/IEHTHWIA nonepeaHii
npoueaypi BUNpobyBaHsb i €
3ara/ibHOBIJOMUM CTaHAAPTHUM
MeTOA0M, SKWU BUKOPUCTOBYETLCS
ans igeHTudikayii srigHo EP.
3arBepmKeHo: [OCTOBIPHICTDb -
BIY-cnekTpockonis: BifnoBigHO [0
€Ta/IOHHOTO CNeKTpy;
3anponoHoBaHo: [JOCTOBIPHICTb -
IY-cnekTpockonis: BiANOBIAHO A0
€TasIOHHOTO CNeKTPy; 3MiHu | Tuny
- 3MiHK 3 sIKOCTi. FOTOBWIA
nikapcbkuii 3aci6. Cucrema
KOHTelHep/3aKynopoBanbHWi
3aci6. 3miHa y meToax
BMNPOGYBaHHSA NEPBUHHOT
YNaKOBKM rOTOBOTO /1iKapCbKOro
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

3aco06y (iHWi 3MiHK y MeToaax
BMNPOGYBaHb (BK/THOUAKUM 3aMiHy
abo fofaBaHHsA)) — BHECEHHS 3MiH
[0 marepianiB peecTpauiiHoro
pocke, 3.2.P.7. Cuctema
KOHTelHep/3akynoptoBasibHUiA
3acib, a came 3amiHa meToay
BUNPo6yBaHHsA BIY-cnekTpockonii
(6nuxkHs iHtbpayepBoHa
cnekTpockonisi) Ha 14-
cnekTpockonito (iHgpayepBoHa
cnekTpockonis) A9 Nepesipku
ilEHTUYHOCTI FTBUHTOBOT KPULLIEYKW.
Hoswit meTog, BUNpobyBaHb
NpVYHaiMHi eKBIBaNIEHTHWI
nonepegHivi npoueaypi
BUNPOOYBaHhb i €
3arasibHOBIAOMUM CTaHAAPTHUM
MeTOAO0M, SKWUA BUKOPUCTOBYETLCSA
ons igeHTugikauii srigHo EP.
3aTBepaXeHo: [1oCTOBIpHICTb -
BIY-cnekTpockonisi: BifnoBigHO A0
€TasIoHHOr0 CNeKTpy;
3anponoHoBaHo: [JOCTOBIPHICTb -
IY-cnekTpockonis: BiANOBIAHO A0
€TasIoHHOT0 CNeKTPy; 3MiHu | Tuny
- 3MiHK 3 siKOCTi. FOTOBMWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBanbHWi
3aci6. 3miHa popmu abo po3mipy
KOHTeliHepa un
3aKynoplBasIbHOTO 3ac0by
(NepBMHHOI ynakoBKu)
(HecTepunbHi Nikapcbki 3aco6u)

- BHECEHHS 3MiH 0 MaTepianis
peecTpauiiHoro gocke, 3.2.P.7.
Cucrema
KOHTeliHep/3aKynopoBabHWi
3acib, a came 3miHa po3mipis
TBMHTOBOI KPULLKK, LLOAO
3ara/ibHOi BUCOTW, 3arajibHoro
AiameTpa Ta BHYTpILIHbOro
AdiameTpa. 3aTBepxeHo:
3aranbHa Bucota 14,8 — 15,4 mm
3arasibHWii 30BHILLHIN fiameTp
23,3 -23,7 MM BHyTpilWwHiiA giameTp
18,1 — 18,4 MM 3anponoHoBaHo:
3aranbHa Bucota 19,4 — 19,8 mm
3arasibHoro giameTpa (30BHILLHIN,
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3HK3Y) 26,6 — 27,0 mm [iameTp
BHYTPILLHIA 17,9 -18,2 MM.; 3MiHu |
TMNy - 3MiHW 3 SIKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3amiHa abo
BBEEHHS 40AAaTKOBOT AifIbHUL
BVMPOGHMLTBA A1 YaCTUHU abo
BCbOro BMPOBHMYOro npouecy
roTOBOrO NikapCbKOro 3acoby
(ZinbHUUSA ONA BTOPUHHOMO
nakyBaHHs1) - BBE,EHHSA
[04aTKOBOT BUPOBGHWYOT AiNbHUL
BiANOBIAA/IbHOI 32 BTOPVHHE
nakyBaHHs [p. Binbmap LLIBabe
'm6X i Ko. KI, HimewuunHa (Dr.
Willmar Schwabe GmbH & Co.
KG, Germany), agpeca micus
BMPOGHMLTBA ByH3eHwWwTpacce 6-
10, 76275, ETTniHreH, Himeuunna,;
3MiHM | TUNY - 3MiHU 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3amiHa abo
BBEeEHHS [0AATKOBOI AiNbHUL
BVMPOGHMLTBA A1 YacTUHU abo
BCbOr0 BMPOOHMYOro npouecy
roTOBOrO J1iKapCbKOro 3acoby
(AinbHULA NS NEPBUHHOIO
nakyBaHHS) - BBEL,EHHSA
[04aTKOBOT BUPOGHMYOT AiNbHULI
BiANOBIA&/IbHOI 3a NepBUHHE
nakyBaHHs [p. Binbmap LLIBabe
'M6X i Ko. KI', HimewuunHa (Dr.
Willmar Schwabe GmbH & Co.
KG, Germany), agpeca micus
BMPOGHMLTBA ByH3eHLWwTpacce 6-
10, 76275, ETTniHreH, HimeyunHa.
3a3HayeHHs yHKUil
3aTBepAXeHOro BUpo6Huka Jp.
Binbmap LBa6e Mv6X i Ko. KT,
HimeuumnHa, agpeca micua
BMPOGHULTBA Binbmap-LLBabe-
LWtpacce, 4, 76227 Kapncpye,
HimeyunHa

150.

DIHA/ITOH®

Ma3b o 20 ry Ty6i; no 1
Ty6i y KOMMNeKTi 3
ansikaTopom y
KapTOHHIlA KOpooLi

TOB "Onenna
Xerckea YkpaiHa"

YKpaiHa

FNMOBO®APM
PapmavoniTie
MpoayKLUioH3-yHA,
Xangenbcresenblua
T M.6.X.

ABCTpist

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHa 3asiBHMKa
(BnacHvika peecTpadiiHoro

noceigyeHHs) (3rigHo Hakasy MO3

Bif 23.07.2015 Ne 460) BeegeHHs

3MiH NpOTArom 6-Ty MicsLiB micns

6e3 peyenma

UA/1909/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3aTBEPMKEHHS; 3MiHM | TUny -
3MiHV Wwoao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
3MiHN BHECEHO B TEKCT
MapKyBaHHs ynakosku /13 Lwoa0
[oaaBaHHs iHhopmMaLlii CTOCOBHO
3asnBHUKa. BBeeHHsA 3MiH
npoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS
151. | ®ITOBPOHXON 36ip, no 50 r y naykax 3 MpAT "Niktpasn" YkpaiHa MpAT "NikTpasun" YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHnx 6e3 peyenma UA/14186/01/01
BHYTPILLHIM NakeToMm; no marepianis: 3MiHN | TURY - 3MiHW
1,5 ry chinbTp-nakeTi; no Loao 6e3nekn/edeKTMBHOCTI Ta
20 hinbTp-nakeTiB y hapmakoHarnagy (iHwi 3miHu) -
nauuj; no 1,5 ry ginbTp- BHECEHO A04aTKOBY iHthopmaL,ito y
naketi; no 20 dpinbTp- n. 17 TekcTy MapKyBaHHS
nakeTiB y nayui 3 BTOPWHHOT YNakoBKW MiKapCbKoro
BHYTPILUHIM NakeTom 3acoby. BBefieHHs 3MiH NpOTSArom
6-TU MicsLIB Nic/1s 3aTBEPKEHHS.
152. | ®ITOFACTPO/ 36ip, no 50 r y naykax i3 MpAT "Niktpasn" Ykpaina MpAT "NikTpasun" YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 peyenma UA/14230/01/01
BHYTPILLHIM NakeToMm; no marepianis: 3MiHW | TUMY - 3MiHK
1,5 ry chinbTp-nakeTi; no Lwoao 6e3nekn/edeKTMBHOCTI Ta
20 hinbTp-nakeTiB y hapmakoHarnsagy (iHwi 3miHn).
nadyui abo y nauui 3 BHeceHo fopaTtkoBy iHhopmalito
BHYTPILLHIM NakeTom y n. 17 TeKcTy MapKyBaHHA
BTOPWHHOT YNakoBKW NiKapCbKoro
3acoby. BBefieHHs 3MiH NpOTSArom
6-TV MicALIB MiCNA 3aTBEPMKEHHS.
153. | ®PITOHE®PPO/ 36ip, no 50 r y naykax 3 MpAT "NikTpasun” YkpaiHa MpAT "MikTpasn” YkpaiHa BHECEHHS 3MiH 10 peecTpavuiniHnx 6e3 peyenma UA/14132/01/01
BHYTPILLHIM NakeToMm; Mo marepianis: 3MiHW | TUMY - 3MiHK
1,5 ry chinbTp-nakeTi; no Lwoao 6e3nekn/edeKTMBHOCTI Ta
20 ohinbTp-nakeTiB y thapmakoHarnagy (iHwi 3MiHn) -
nadui; no 1,5 r y ginbtp- BHECEHO [04aTKOBY iHGhopMaL,iio y
naketi; no 20 inbTp- n. 17 TekcTy MapKyBaHHs
nakeTiB y nayui 3 BTOPWHHOT YNaKoBKW NiKapCbKoro
BHYTPILUHIM NakeToMm 3acoby. BBefieHHs 3MiH NpOTSArom
6-TW MicALiB MiCNsa 3aTBEPMKEHHS.
154. | XENE/Nb H PO34UH A8 iH'EKUIA, NO Bionoriwe HimeyunHa Bionoriwe HimeuunHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/5818/01/01
1,1 mn B amnyni; no 5 XainbmitTens XalinbmiTrens marepianis: 3MiHW | TUMY - 3MiHW
ammnyn y KOHTYpHIiA Xeenb M'm6X Xeenb M'M6X Loao 6e3nekn/edeKTBHOCTI Ta
YapyHKoBIli ynakoBLi; No thapmakoHarnagy (iHwi 3MiHn) -
1, abo no 2, a6o no 20 BHECEeHHS iHchopmauii npo
KOHTYPHUX YapyHKOBUX chnyopecueHLjito eTUKeTkn y . 6
ynakoBOK B kOpobL,i 3 IHLLE TekcTy mapKyBaHHS
KapTOHY NepBMHHOT YNaKOBKM iKapCbKOro
3acoby.
155. | LENAHIA Tabnetku no 0,25 mr, no ToBapucTBO 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/5533/01/01
30 TabneTok y 6aHkax o6MexeHo BMPOGHMLTBA, Marepianis: 3miHu | Tuny -

nosiMepHux abo

Bi4NoBifa/IbHICTIO

KOHTPOJ1b SAKOCTI,

AOMiHICTpaT1BHI 3MiHW. 3MiHa
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KOHTeliHepax "[locnigHwin 3aBof BWMNYCK Cepil: HalilmeHyBaHHs Ta/abo agpecu
nnactmacosux; no 30 "rTHUAC" ToBapucTso 3 MiCLS MPOBaMKEHHS AiANbHOCTI
Tabnetok y 6aHkax 06MeXeHo BMPOGHMKa/iMnopTepa roToBoro
nonimepHnx; no 10 BiANOBIAA/BHICTIO NiKapcbKoro 3acoby, BKIOUaUn
Tabnetok y 6nictepi, no "[locnigHwii 3aBog, AinbHULI BUNYyCKy cepii abo micue
3 6nicTepun y naywi 3 "THLICY, NpoBeAEHHS KOHTPO/IHO AKOCTI.
KapToHy YkpaiHa; (misnbHiCTb, 3a Ky BignoBigae
BCi cTagii BMpPOGHUK/IMMOpTep, BKIOYaKUM
BMPOGHULTBA, BUNYCK cepili) - 3MiHa agpecy
KOHTPO/b SKOCTI, BMpOGHMKa /13 ToBapucTBO 3
BUNYCK cepil: 06MEXEHOH0 BifNOBiAaNbHICTIO
ToBapucTso 3 "®APMEKC I'PYM", YkpaiHa (BCi
obmexeHot cTagii BAPO6HMLTBA, KOHTPO/b
BiANOBIAA/ILHICTIO SIKOCTI, BUNYCK cepii), 6e3 3MiHn
"®APMEKC Irpyn-, MicLS BUPOGHMLITBA. 3MiHM
YkpaiHa; BHECEeHIi y po3gin
BCi cTagii "Micue3HaxomKeHHA BUPOGHMKa
BMPOGHMLITBA, Ta iloro agpeca micus
KOHTPO/b SKOCTI, NPOBaKEHHS AiS/IbHOCTI" B
BUNYCK cepil: IHCTPYKLi0 ANA MeguyHoro
ToBapucTso 3 3aCTOCYBaHHSA Ta K HacNifokK -
06MEXeHOo BiAMNOBIAHI 3MiHN Yy TEKCTi
BiANOBIAA/TLHICTIO MapKyBaHHS YNakoBKMW JiKapCbKOro
"®apmaueBTnyHa 3acoby. BBefieHHs 3MiH NpOTSArom
KOMMaHis 6-TV MiCALIB MiC/1A 3aTBEPMAKEHHS
"3popoBs”,
YKpaiHa
156. | UENb T PO34MH A4 iH'EKUIA, MO Bionoriwe HimeyunHa Bionoriwe HimeuunHa BHECEHHS 3MiH [0 peecTpavLiiiHnX 3a peyenmom UA/0020/01/01
2,0 mn B amnyni; no 5 XainbMmiTTens XainbmitTens marepianis: 3mMiHW | TUNY - 3MiHK
amnyn y KOHTYpPHIi Xeenb M'm6X Xeenb Mv6X LoAo 6e3nekn/edeKTMBHOCTI Ta
YapyHKOBIli ynakoBLyj; Mo thapmakoHarnagy (iHwi 3MiHn) -
2 KOHTYpPHI YapyHKOBI BHECEHHS iHdhopMaLiii npo
yNaKkoBKU y KOPOOLi 3 donyopecueHLilo eTUKeTkn y n. 6
KapToHy; no 2,0 mn B IHLLUE TekcTy mapKyBaHHsA
amnyni; no 5 amnyny NepBMHHOT YNaKoBKM NiKapCbKOro
KOHTYPHIli YapyHKOBIi 3aco6y.
ynakosLi; no 20
KOHTYPHUX YapyHKOBUX
yMakoBOK y KOpo6Lii 3
KapTOHY

B.o. NeHepanbHOro gupekropa Aupekropary
chapmaveBTUYHOro 3abesnevyeHHs
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