Jopartok 1
po Hakasy MiHicTepcTBa OXOpPOHU

304,0POB’A YKpaiHu

Mopsaaky 34iiCHEeHHS
chapmakoHarnagy,

Ne
NEPENIK
NIKAPCbKUX 3ACOBIB, WO NMPONMOHYKTbLCA 40 AEP>XXABHOI PEECTPALUII
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) nocBi04YeHHs1
1. KCUDAKCAH TabneTku, BKpUTI Anbthacirma ITanisa Anbgacirma ITanisa peecTpadisi Ha 5 pokis 3a He UA/19008/01/01
NAiBKOBOK 060/IOHKOHO, C.n.A. C.n.A. peuyenmom nionsieae
no 550 mr; no 14 MepiognyHICTb NOgAHHS
Tabnetok y 6nictepi 3 perynsipHo
MBX-NE-MBAX/antomiHi OHOB/IHOBAHOrO 3BITY 3
10, Mo 2, 3 abo 4 6e3neku, BigNOBIAHO A0
6nicTepa y KapTOHHil Mopsaaky 34iACHEeHHS
KopooLi hapmakoHarnagy,
3aTBEPKEHOI0 Haka3oMm
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
6e3neku.
2. NAHTEHO/- KpeM A5 30BHILIHbOrO ToBapucTBo 3 YkpaiHa ToBapucTBO 3 YkpaiHa peecTpauisi Ha 5 pokis 6e3 nionsizae UA/19009/01/01
3400POB'A 3acTocyBaHHs, 5 % no 06MeXeHo 06MeXeHo peyenma
15 ra6o no 30r, abo no BiANOBIAA/LHICTIO BIANOBIAA/LHICTIO MepiognyHicTb NogaHHA
100 ry Ty6i, no 1 Ty6i y "®apmaveBTUyHa "apmaueBTUYHa perynsipHo
KopobLi 3 KapTOHY KOMnaHis KOMnaHis OHOBJ/IOBAHOTO 3BITY 3
"3p0pos'a” "3p0pos'a" 6e3neku, BigNoBigHO A0




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. ACITATIOKC TabneTkn BKpUTI Aypob6iHao ®apma IHais AypobiHgo ®apma IHais nepepeecTpawis Ha 3a He UA/11661/01/01
NAiBKOBOK 060/I0HKOI0 nra Nimiten - FOHIT Il He0bMeXeHWi TepMiH peyenmom nionsieae
no 10 mr, no 7 TabneTok

y 6nicTepi, no 4
6nicTepy B KAPTOHHIl
Kopobu,i

OHOB/IEHO iH(hopmaLLito
B IHCTPYKU|i ans
MeAnYHOro
3acToCyBaHHSA
nikapcbKoro 3acoby y
po3ginax
"MMpoTunokasaHHa",
"Ocob6nmBOoCTi
3acTocyBaHHA",
"3acTocyBaHHSA y nepios
BariTHocTi abo
rogysaHHs rpygaro”,
"Cnocib 3acTtocyBaHHs
Ta fo3smn”, "Mo6iuHi
peakuii” BignoBigHo A0
iHchopMmauit
pedyepeHTHoro
NiKapcbKoro 3acoby
Linnpanekc, Tabnetku,
BKPUTI MNiBKOBOIO
060/10HKOH0.

MepioAnyHICTb NOAAHHS
perynspHo
OHOBJIHOBAHOrO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsiaky 34iiCHEHHS
thapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHM
30p0B’ YKpaiHu Big 27




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

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,
3a3HaveHmMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6e3nekn

ACITATIOKC

TabeTkn BKpUTI
N/1iBKOBOK 060/IOHKOIO
no 20 wr; no 7 TabneTok
y 6nicTepi, no 2
6nicTepy y KapTOHHiIl
KOpoo6Li

Aypob6iHao dPapma
nrta

IHais

Aypob6iHgo Papma
Nimiteq - FOHIT I

IHais

nepepeecTpauis Ha
HeobMexeHuii TepMiH

OHOB/EHO iH(hopmaLLito
B IHCTPYKLU|i ans
MeAnYHOro
3acToCyBaHHSA
nNiKapcbKoro 3acoby y
po3sainax
"TMpoTunokasaHHa",
"Ocob6nuBoCTi
3acTocyBaHHsa",
"3acTocyBaHHS y nepios
BariTHocTi abo
rogysaHHa rpyaaro”,
"Cnoci6 3acTocyBaHHs
Ta go3smn”, "Mo6iyHi
peakujii" BiANOBIAHO A0
iHchopMmauiT
pedyepeHTHOro
nikapcbKoro 3acoby
Linnpanekc, Tabnetku,
BKPUTI MNiBKOBOIO
060/10HKOIO.

MepioAnyHICTb NOAAHHS
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,

3a
peyenmom

He
nionsieae

UA/11661/01/02




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

3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa 0XOpOHU
3[,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
6e3nekn

AYPOKCOH

MOPOLLIOK 4718 PO3YNHY
Anst iH'ekuin abo iHdys3ild
no 500 mr, no 1
hnakoHy y nauui 3
KapTOHY

Aypob6iHao dPapma
nrta

IHais

Aypob6iHgo Papma
nig

IHais

nepepeecTpauis Ha
HeobMexeHuii TepMiH

OHOB/EHO iH(hopmaLLito
B IHCTPYKLU|i ans
MeAnYHOro
3acToCyBaHHSA
niKapcbKoro 3acoby y
po3sginax "lNokasaHHsa"
(yTouHeHHs iHdopMaLii),
"Cnoci6 3acTtocyBaHHs
Ta gosun”, "Mo6iyHi
peaxuii” BignosigHo A0
iHdpopmauii
pedhepeHTHOro
nikapcbKkoro 3acoby
(Rocephin 1 g Powder
for solution for injection
or infusion, B YkpaiHi He
3apEECTPoBaHUiA).

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iACHEHHS
chapmakoHarnsgy,
3aTBEPAKEHOIO HakasoM

3a
peyenmom

He
nionsieae

UA/11624/01/01




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

MiHicTepcTBa OXOPOHU
370pOB’A YKpaiuu Bif 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
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.

AYPOKCOH

MOPOLLIOK A/ PO3YNHY
Ans iH'ekuili abo iHdy3ilt
no 1000 mr no 1
dhnakoHy y nauui 3
KapTOHY

Aypob6iHgo ®apma
nra

IHais

Aypob6iHao ®apma
nra

IHais

nepepeecTpauis Ha
HeobMeXeHW TepMiH

OHoB/EHO iHdhopMaLto
B IHCTPYKUiT Ans
Mean4HOro
3aCcTOCyBaHHSA
nikapcbKkoro 3acoby y
po3ginax "lMoka3saHHs"
(yTOYHeHHs iHdhopmauii),
"Cnoci6 3acTocyBaHHs
Ta go3smn", "Mo6iyHi
peakujii" BiANOBIAHO A0
iHchopMmauiT
pedoepeHTHOoro
nikapcbKoro 3acoby
(Rocephin 1 g Powder
for solution for injection
or infusion, B YkpaiHi He
3apeecTpoBaHuii).

MepiognyHICTb NoAaHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEHHS
thapmakoHarnagy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOPOHU

3a
peyenmom

He
nionsieae

UA/11624/01/02




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

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: 3rifHO
3i cTpokamu,
3a3HavyeHVMun y
nepioguyYHOCTI NOAAHHSA
perynsipHmx 3BiTiB 3
6e3neku.

AYPOKCOH

MOPOLLIOK 47181 PO3UMHY
Ans iH'ekuiii abo iHdysin
no 2000 mr no 1
dhnakoHy y nauuj 3
KapTOHY

AypobiHgo ®apma
nTg

IHais

AypobiHao ®apma
nTa,

IHais

nepepeecTpauis Ha
HeobMeXeHWin TepMiH

OHoBEeHO iHhopmaLio
B IHCTPYKLU|i Ans
MeAnYHOro
3aCTOCyBaHHSA
nikapcbKoro 3acoby y
po3ginax "lMoka3aHHa"
(yTOUYHeHHs iHdhopmauii),
"Cnocib 3acTtocyBaHHs
Ta go3smn”, "MobiyHi
peakuii" BiAnoBigHO A0
iHchopmauit
pedyepeHTHoro
nikapcbKoro 3acoby
(Rocephin 1 g Powder
for solution for injection
or infusion, B YkpaiHi He
3apEeECTPoBaHuiA).

MepioAnyHICTb NOAAHHS
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa 0XOpOHU
3410pOB’sA YKpaiuu Big 27

3a
peyerimom

He
nionsieae

UA/11624/01/03




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

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,
3a3HaveHmMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6esneku.

BoripP-3

PO34unH opasbHuiA, 0,5
mr/mn no 60 mn a6o 120
My doriakoHi, no 1
hnakoHy pasom 3
MipPHOIO NTOXEYKOI (Ha
2,5 mn abo 5 mn) B
KapTOHHIN nayui

Benyno, nikn Ta
KocmeTuka, 4.4.

Xopsaris

BMPOBHUK
roToBOro
nikapcbkoro
3acoby, nepBuHHe,
BTOPUHHE
nakyBaHHS:
®AMAP AB.E.,
Mpevis;
BiANOBIAA/IbHWIA 32
BTOPUHHE
nakyBaHHs, BUNYCK
cepii:
Benyno, nikn tTa
KocmeTuka, 4.4.,
XopBsarTis

peuis/
Xopsaris

nepepeecTpauis Ha
HeobMexeHuii TepMiH

OHOB/EHO iH(hopmaLLito
B IHCTPYKLU|i ans
MeNYHOro
3aCTOCyBaHHsA
nNiKapcbKoro 3acoby y
posginax:
"®apMaKkonorivHi
BracTmsBocTi”,
"MpoTunokasaHHA",
"B3aemopis 3 iHWMMKN
nikapcbknmy 3acobamu
Ta iHWi Bnan
B3aemogijin",
"Ocob6nuBocCTi
3acTocyBaHHsa",
"3acTocyBaHHS y nepios
BariTHOCTi abo
rogysaHHa rpyaaro”,
"3paTHICTb BNAMBATU Ha
LIBMAKICTb peakuii npu
KepyBaHHi
aBToTpaHcnopToM abo
iHWMK MexaHismamn®”,
"0iTn" (yTOUHEHHS
iHdhopmawii), "MoGiyHi
peakuii" BiAnoBigHO A0
iHchopmawii wopao
MeZIM4HOro

6e3
peuenma

nionsieae

UA/15359/02/01




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

3aCTOCyBaHHS
pedyepeHTHOoro
NiKapcbKoro 3acoby
(Aerius ® oral solution,
0,5mg/ml, He
3apeecTpoBaHuii B
YkpaiHi).

MepioAnyHICTb NOAAHHS
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BignNoBigHO A0
Mopsaky 34iACHEeHHS
hapmakoHarnagy,
3aTBEPIXEHOr0 Haka3oMm
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiuu Big 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHM
3710p0B's YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMun y
nepiognYHOCTI NOAAHHS
perynsapHux 3BiTiB 3
6e3neku.

E3OMENPA30/1-
DAPMEKC

niodpinizaT A9 PO3UnHY
[ONA iH eKUiA Ta iHdysiit
40 wmr, no 40 mry
dhnakoHi; no 1 dpnakoHy
y nauuj

TOB "®APMEKC
reyn

YkpaiHa

TOB "®APMEKC
reymn"

YkpaiHa

nepepeecTpauis Ha
HeobMeXeHWi TepMiH

OHoB/EHO iHdhopMaLto
B IHCTPYKUiT Ans
MeNYHOro
3acToCyBaHHsA
nikapcbkoro 3acoby y
posginax:
"bapmakoTepaneBTMyHa
rpyna" (yTOYHEHHs
Ha3BsMu),"PapmakooriyHi
BN1aCTVBOCTI",
"B3aemogis 3 iHWMMKn

3a
peyenmom

He
nionsieae

UA/15738/01/01




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

nikapcbknMmn 3acobamm
Ta iHWi BUan
B3aemMogijin",
"Oco6nMBOCTi
3acTocyBaHHA",
"3acTocyBaHHs y nepiog
BariTHocTi abo
rogysaHHs rpyaanro”,
"3paTHiCTb BNMBaTU Ha
LWBWUAKICTb peakuii npu
KepyBaHHI
aBTOTpaHcrnopToM abo
HLWIMMK MexaHi3mMammn®,
"Mo6iuHi peakwi"
BigMnoBigHO Ao
iHdhopmauii woao
MeaNYHOro
3aCTOCyBaHHS
pedyepeHTHOoro
nikapcbKoro 3acoby
(Hekciym, nopoLuok ans
pO34nHYy AN iH'eKUI Ta
iHdy3iii no 40 mry
nakoHax).

MepioanyHiCTb NoAaHHSA
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsiaky 34iiCHEHHS
chapmakoHarnsagy,
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,
3a3HaYeHUMU Y
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KapTOHHI Kopo6Lyi

OHOB/EHO iH(hopmaLLito
B IHCTPYKLU|i ans
MeAnYHOro
3acToCyBaHHSA
nNiKapcbKoro 3acoby y
po3sainax
"®apMaKonorivHi
BN1ACTUBOCTI",
"MpoTunokasaHHaA",
"B3aemopis 3 iHWMMKN
nikapcbknmy 3acobamu
Ta iHWi Bnan
B3aemogijin",
"Ocob6numBoCTi
3acTocyBaHHsa",
"3acTocyBaHHS y nepios
BariTHOCTi abo
rogysaHHa rpyaaro”,
"3paTHICTb BNAMBATU Ha
LUBMAKICTb peakuii npu
KepyBaHHi
aBTOTpaHcnopTom abo
iHWMK MexaHismamn®”,
"Cnocib 3acTtocyBaHHs
Ta fosn”,
"Mepepno3yBaHHA",
"Mo6iuHi peakwyii"
BignosigHo oo
iHdpopmauii
pedhepeHTHOro
nikapcbKkoro 3acoby
(NAMI3NN®, TabneTkn
no 250 mr)

MepioAnyHICTb NOAAHHS
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,

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
6esneku.
8. EK3N®DIH® Tabnetku no 250 mr, no O-p Peppi'c IHais O-p Peppi'c IHais nepepeecTpawis Ha 3a He UA/4720/02/01
4 TabneTkn y 6nictepi, Nab6opaTopic /T4, NabopaTtopic He0bMeXeHW TepMiH peuyenmom nionsieae
no 4 6nictepu B Nimiteq
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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

3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa 0XOpOHU
3[,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.

ECKY3AH® JTIOHI

Karncynu nposioHrosaHoil
4ii no 50 wmr; no 10
Kancyn y 6nictepi; no 3,
abo no 6, abo no 9
6nicTepIB Yy KAPTOHHIi
Kopo6ui; no 30 kancyn y
6nicTepi; no 1, a6o no 2,
abo no 3 6nictepu y
KapTOHHI Kopo6Lyi

Ecnapma 'mM6X

HimeyunHa

BUPOBHMLTBO in
bulk, KoHTpOsb
cepii:
Temmnep IpenaHpg
Nimiten, lpnaHgis;
nepBuHHe Ta
BTOPUHHE
nakyBaHHs:
[OpareHocapm
Anotekep Mownb
'm6X, HimeuunHa;
nepBuHHe Ta
BTOPUHHE
nakyBaHHs:
Csicc Kenc M'v6X,
HimeuuunHa,
BUMNYCK Cepii:
Ecnapma M'm6X,
HimeuunHa,
BTOPUHHE
nakyBaHHS:
ecnapma ®apma
Cepsices 'M6X,
HimeyunHa

IpnaHgis/
HimeuunHa

nepepeecTpauis Ha
HeobMexeHuii TepMiH

OHOB/EHO iH(hopmaLLito
y po3gini "Ocobnusi
3axoau 6esnekun”
IHCTPYKUiT aNns
MeaNYHOro
3acToCyBaHHsA
nikapcbKkoro 3acoby
oo 6esneku
3acTocyBaHHs Ajtoyoi
peyoBuHN.

MepiognyHICTb NoAaHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BignNoBigHO A0
Mopsaaky 34iiCHeHHA
thapmakoHarnagy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiHuu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y

6e3
peuyenma

nionsieae

UA/15249/01/01
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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
pepaxuii Hakasy
MiHicTepcTBa 0XOpOHU
3[,0pOB'st YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3rifHO
3i cTpokamu,
3a3HaYeHMn y
nepioguyYHOCTi NOAAHHSA
perynsipHmx 3BiTiB 3
6e3neku.
10. 3EPLU/M TabneTtku Mera ABcTpanis letepo /1ab3 IHais nepepeecTpavis Ha 5 3a He UA/14835/01/01
racTpope3vCTEeHTHi Mo NavidcaiieHcis Nimiteq pokiB peyenmom nionsizae
20 ™mr; no 7 TabneTok y (ABcTpanis) MTi
6nictepi; no 4 6nictepn ntp

Y KapTOHHIi kopobu,j

OHoBEeHO iHhopmaLio
B IHCTPYKLU|i Ans
MeNYHOro
3acTOCyBaHHSA
nikapcbKoro 3acoby y
posginax:
"®apMaKoorivHi
BN1ACTVBOCTI",
"Moka3aHHs" (YTOYHEHHS
iHdhopmauii),
"MpoTunokasaHHA",
"B3aemopis 3 iHWMMKN
nikapcbknmy 3acobamu
Ta iHWi Bnan
B3aemogijin",
"Ocob6nuBocCTi
3acTocyBaHHsa",
"3acTocyBaHHS y nepios
BariTHOCTi abo
rogysaHHa rpyaaro”,
"3paTHICTb BNAMBATU Ha
LUBMAKICTb peakuii npu
KepyBaHHi
aBToTpaHcnopToM abo
iHWMK MexaHismamn®”,
"Cnocib 3acTtocyBaHHs
Ta gosun”, "Oitn "
(yTOUYHeHHs iHdhopmauii),
"Mepepno3yBaHHA",
"Mo6iyHI peakuir”
BiANoBIgHO A0
iHchopmawii wopao
MeZIM4HOro
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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

3aCcToCyBaHHS
pedyepeHTHOoro
NiKapcbKoro 3acoby
(HEKCIYM, TabneTku,
BKPUTI MNiBKOBOIO
0060/10HKOH).

MepioAnyHICTb NOAAHHS
perynspHo
OHOBJIHOBAHOrO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsiaky 34iiCHEeHHS
thapmakoHarnsgy,
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 0XOpOHU
3[,0pOB'st YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepiognyYHOCTI NOAAHHSA
perynsipHmx 3BiTiB 3
6e3neku.

11.

3EPLIM

Tabnetkun
racTpopesnCTeHTHI Mo
40 mr; no 7 Tabnetok y
6nictepi; no 4 6nictepu
Y KapTOHHIi kopobuj

Mera
NavidcaineHcis
(ABcTpanis) MTi
nrtg

AscTpanis

letepo /1ab3
NimiTeq

IHais

nepepeecTpavis Ha 5
pokiB

OHoBEHO iHhopmaLio
B IHCTPYKLU|i Ans
MeAnYHOro
3acTOCyBaHHSA
nikapcbKoro 3acoby y
posginax:
"®apMaKoorivHi
BN1aCTVBOCTI",
"Moka3aHHs" (YTOYHEHHS
iHdhopmauii),
"MpoTunokasaHHa",
"B3aemogis 3 iHWMMKn

3a
peyerimom

He
nidnsieae

UA/14835/01/02
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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

nikapcbknMmn 3acobamm
Ta iHWi BUan
B3aemMogijin",
"Oco6nMBOCTi
3acTocyBaHHA",
"3acTocyBaHHs y nepiog
BariTHocTi abo
rogysaHHs rpyaanro”,
"3paTHiCTb BNMBaTU Ha
LWBWUAKICTb peakuii npu
KepyBaHHI
aBTOTpaHcrnopToM abo
HLWIMMK MexaHi3mMammn®,
"Cnoci6 3acTtocyBaHHs
Ta gosun”, "Aitn "
(yTouHeHHs iHdopMmauii),
"Mepepno3yBaHHA",
"Mo6iuHI peakuii”
BignosigHoO o0
iHchopmawii Wwopao
MeaNYHOro
3aCTOCyBaHHS
pedyepeHTHoro
NiKapcbKoro 3acoby
(HEKCIYM, TabneTku,
BKPUTI MNiBKOBOIO
0060/10HKOH).

MepioAnyHICTb NOAAHHS
perynspHo
OHOBJ/IOBAHOI O 3BITY 3
6e3neku, BigNoBigHO A0
Mopsiaky 34iiCHEHHS
thapmakoHarnagy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHM
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

BepecHs 2016 poky Ne
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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
996), CTaHOBUTb: 3riHO
3i cTpokamu,
3a3HaveHmMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6e3neku.
12. IPUHOTEKAHY KOHUEeHTpaT ans MpuBaTHe Ykpaina Ksiny Kutaii nepepeecTpawis Ha - He UA/15592/01/01
riaPOXNIOPUA, po3unHy ans iHdpysili, 20 akujioHepHe dapmavneyTikan HeobMexeHuii TepMiH nionsi2ae
mr/m; in bulk Ne40: no 2 TOBapUCTBO (XaiiHaHb) Ko.,
MmNy cpnakoHi, no 1 "JlekxiM-Xapkis" nra. MepioAnyHICTb NOAAHHSA
dhnakoHy y 3ano6ixHii perynsapHo
N1acTUKOBIl kopobuj, Mo OHOB/IHOBAHOrO 3BITY 3
4 3ano6iXHi KOPOOKMN B 6e3neku, BiANOBIAHO A0
nauuj, no 10 nayok B Mopsaky 34iiCHeHHs
Kopob6ui; in bulk Ne32: no thapmakoHarnsgy,
5 mn y cpnakoi, no 1 3aTBEPAKEHOIO HakasoMm
thnakoHy y 3anobixHii MiHicTepcTBa OXOpPOHU
N1acTUKOBI kopobuj, No 340pOB’sA YKpaiHu Big 27
2 3ano6ixHi KOpobkK B rpyaHs 2006 poky Ne
naui, no 16 navyok B 898, 3apeecTpoBaHoro B
KOpoo6Li MiHicTepcTBi tocTuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riHO
3i cTpokamu,
3a3HavYeHMn y
nepiognyYHOCTi NOAaHHSA
perynsipHux 3BiTiB 3
6e3neku.
13. KAHE®POH® H Kpanni opasbHi, no 100 BioHopuvka CE HimeuuunHa BioHopuka CE HimeyunHa nepepeecTpawis Ha 6e3 niosnsieae UA/4708/01/01
My chrakoHi 3i ckna 3 HEOBMEXeHU TEPMIH peyenma

[103y04UM KpanebHUM
NPUCTPOEM; Nno 1
hnakoHy B KOpo6Lii 3
KapToHY

OHOB/IEHO iH(hopmaLLito
B IHCTPYKUiT Ans
MeAnYHOro
3acToCyBaHHSA
NiKapcbKoro 3acoby y
po3sainax
"MpoTunokasaHHA" ,
"B3aemogis 3 iHWmMn
nikapcbknMmn 3acobamu
Ta iHWi BUan
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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

B3aemogiin",
"Oco6nmBOCTi
3acTocyBaHHA",
"3acTocyBaHHSA y nepios
BariTHocTi abo
rogysaHHsa rpyaar”
(yTouHeHHs iHdopMmauii),
"Cnoci6 3acTocyBaHHs
Ta fo3n" (YTOYHEHHS
iHcpopmawii), "MobiuHi
peakuii" BiAnosigHo A0
mMaTepianis
peecTpauiiHoro Aocbe.

MepioAnyHICTb NOAAHHS
perynsipHo
OHOB/1OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
hapmakoHarnagy,
3aTBEPAXEHOr0 Hakasom
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiuu Big 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHU
3710p0B's YKpaiHu Bif, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMun y
nepiognYHOCTI NOAAHHS
perynsapHux 3BiTiB 3
6e3neku.

14.

KAHE®POH® H

TabneTkn, BKpUTI
060/10HKOI0, M0 20
TabneTok y 6nictepi; no
3 6ricTepn B KAPTOHHIi
KopooLi

BioHopuka CE

HimeuunHa

BioHopuka CE

HimeuunHa

nepepeecTpauis Ha
HeobMeXeHWi TepMiH

OHoB/EHO iHdhopMaLito
y posginax
"3acTocyBaHHS y nepioz
BariTHocTi abo
rogyBaHHs

6e3
peyenma

nionsieae

UA/A708/02/01
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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

rpyaa”(yTouHeHHs
iHchopmawii), "Cnocié
3aCTOCyBaHHA Ta
[031"(YTOYHEHHSA
iHdhopmawii), "Mo6GiyHi
peakuii” iHCTpyKLii gns
MeAnYHOro
3aCcTOCyBaHHSA
NiKapcbKoro 3acoby
BignosigHo 0
OHOB/IEHOT iHdopMaLLii
o0 6e3neku
3aCTOCyBaHHS fjHounx
PEYOBUH.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
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,
3a3HavYeHmMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6esneku.

15.

KAPLAITAB® IC ®ITO

TabneTkn, BKpUTI
MNiBKOBOK 060/10HKOI0
no 10 TabneTok y
6nicTepi; no 1 6nictepy
B nauuj

ToBapucTso 3
[04aTKOBOO
BiANOBIAA/IbHICTIO
"IHTEPXIM"

YKpaiHa

ToBapucTso 3
[04aTKOBOO
BiANOBIAA/IbHICTIO
"IHTEPXIM"

YKpaiHa

nepepeecTpauis Ha
HeobMexeHuii TepMiH

BHeceHO OHOBNEHy
iHcpopmawiito B
IHCTpyKUito ans

MeAnYHoro

6e3
peuyenma

nionsieae

UA/15572/01/01
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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

3aCTOCyBaHHS
nikapcbKoro 3acoby Ao
po3ginis
"MMpoTunokasaHHa",
"Oco6nmBOCTi
3actocyBaHHs", "OiTn"
(yTOYHEHHS
hopmy oBaHHS),
"MNepepo3syBaHHA",
"Mo6iuHi peakwyii”
BiAnNoBigHO A0
OHOB/EHOT iHChopMmaLii 3
6e3nekn 3acTocyBaHHs
AiloYnX peyvoBuH
niKapcbKoro 3acooby.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOBJIHOBAHOrO 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 0XOpOHYU
3[,0pOB'st YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepiognyYHOCTI NOAAHHSA
perynsipHmx 3BiTiB 3
6e3neku.

16.

HIKOTUHAMIZ,
(HIALMHAMI)

KPUCTanNiuHNIA NOPOLLIOK
(cybeTaHuis) y
noaBinHMX
nonieTUIEHOBMX MilLiKax
4na dhapmaueBTU4HOro
3aCTOCYBaHHs!

MpAT "TexHonor"

Ykpaina

Amcan Kem
MpaiigeT JlimiTeq,

IHais

nepepeecTpauis Ha
HeobMeXeHW TepMiH

He
nionsieae

UA/16124/01/01
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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
17. PEHHI® BE3 LLYKPY Tab1eTkn XyBasbHi 3 Baiiep KoHcblomep LLiBefiuapis Lenbchapm PpaHuis nepepeecTpawis Ha 6e3 niosnsieae UA/6025/01/01
M'ATHAM CMaKoM; no 6 Kep Al [ailapg HeobMeXeHWi TepMiH peyenma

TabneTok y 6nictepi; no
2 abo 4 6nictepn B
KapTOHHi Kopobuj; no
12 TabneTok y 6icTepi 3
nepcpopauieto; no 1 abo
2 6nicTepy B KAPTOHHIl
KopoobUi

OHOB/IEHO iH(hopmaLLito
B IHCTPYKU|i ans
MeaNYHOro
3acTOCyBaHHS
nikapcbKoro 3acoby B
posginax "Bsaemogis 3
HLWIMMK NiKapCbKMun
3acob6amu Ta iHLWi BUAn
B3aemMogijin",
"Oco61MBOCTi
3acTocyBaHHA",
"3acTocyBaHHs y nepiog
BariTHocTi abo
roflysaHHs rpyaato”
(yTOYHEeHHS iHdhopMmaLii)
BignosigHoO o0
marepianis
peecTpavuiiHoOro Aocbe
Ta HajaHo po3LUMpeHy
Ha3By
hapmakoTepaneBTUYHOT
rpynu 3rigHo 3
MiXXHapoAHUM
Knacudikatopom BOO3
y po3gini
"GapmakoTepaneBTnyHa
rpyna. Kog ATX" 6e3
3MiHn kogy ATX.

MepioAnyHICTb NOAAHHS
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
hapmakoHarnagy,
3aTBEPAXEHOr0 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
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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

pepaxuii Hakasy
MiHicTepcTBa 0XOpOHU
3[,0pOB'st YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3rifHO
3i cTpokamu,
3a3HavYeHMUN y
nepioguyYHOCTi NOAAHHSA
perynsipHmx 3BiTiB 3
6e3neku.

18.

PELITA-10

TabneTku, BKPUTI
NNiBKOBOK 060/TI0HKOH0
no 10 mr, no 14
TabneTtok y 6nictepi, no
2 6nicTepn y KapTOHHIi
nauui

Inka Na6opatopi3
NimiTen

IHais

Inka Jlabopatopi3
NimiTeq

IHais

nepepeecTpauis Ha
HeobMeXeHW TepMiH

OHoBEeHO iHhopmaLio
B IHCTPYKLU|i Ans
MeAnYHOro
3acTOCyBaHHSA
nikapcbKoro 3acoby y
po3ginax
"MpoTunokasaHHaA",
"B3aemogis 3 iHWMMKn
nikapcbknmy 3acobamu
Ta iHWi BUan
B3aemMogijin",
"Oco611BOCTi
3acTocyBaHHS",
"3acTocyBaHHs y nepiof
BariTHocTi abo
rogyBaHHs rpyanro”,
"Mo6iuHi peakwyii"
BignosigHo oo
OHOB/IEHOT iHdopMaLlii 3
6e3nekun gjtoyoi Ta
[,0MOMIDKHOT PEeUYOBYH.

MepiognyHICTb NoAaHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopaaky 34iiCHeHHA
thapmakoHarnagy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiHuu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B

3a
peyerimom

He
nidnsieae

UA/15158/01/02
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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

MiHicTepcTBi tocTuuii
Ykpainu 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
nepiognyYHOCTI NOAAHHSA

perynsipHmx 3BiTiB 3

6e3neku.

19.

PELITA-20

TabneTku, BKPUTI
NNiBKOBOK 060/TI0HKO0
no 20 mr; no 14
TabneTtok y 6nictepi, no
2 6ricTepn y KapTOHHIN
nauui

Inka Na6opatopi3
NimiTen

IHais

Inka labopatopi3
NimiTeq

IHais

nepepeecTpauis Ha
HeobMeXeHW TepMiH

OHoBEeHO iHhopmaLo
B IHCTPYKLU|i Ans
MeAnYHOro
3acTOCyBaHHSA
nikapcbKoro 3acoby y
po3ginax
"MpoTunokasaHHa",
"B3aemogis 3 iHWMMKn
nikapcbknmu 3acobamu
Ta iHWi BUan
B3aemMogijin",
"Oco61mBOCTi
3acTocyBaHHS",
"3acTocyBaHHs y nepiof
BariTHocTi abo
rogyBaHHs rpyanro”,
"Mo6iuHi peakwyii"
BignosigHo oo
OHOB/IEHOI iHdopMaLlii 3
6e3nekn gjtoyoi Ta

[,0MOMKHOT PEeUYOBYH.

MepiognyHICTb NoAaHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEHHS
thapmakoHarnagy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOPOHU

3a
peyerimom

He
nidnsieae

UA/15158/01/03
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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

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: 3rifHO
3i cTpokamu,
3a3HavyeHVMun y
nepioguyYHOCTI NOAAHHSA
perynsipHmx 3BiTiB 3
6e3neku.

20.

PELIITA-5

TabneTku, BKPUTI
NNiBKOBOK 060/I0HKOH0
no 5 wmr, no 14 TabneTok
y 6nictepi, no 2
6nicTepy y KapTOHHIl
nauui

Inka NNa6opatopi3
NimiTen

IHais

Inka labopatopi3
NimiTeq

IHais

nepepeecTpauis Ha
HeobMeXeHWin TepMiH

OHoBEeHO iHhopmaLio
B IHCTPYKLU|i Ans
MeAnYHOro
3acTOCyBaHHsA
nikapcbKoro 3acoby y
po3ginax
"MpoTunokasaHHa",
"B3aemogis 3 iHWMMKn
nikapcbknmy 3acobamu
Ta iHWi BUan
B3aemMogijin",
"Oco611BOCTi
3acTocyBaHHS",
"3acTocyBaHHs y nepiof
BariTHocTi abo
rogyBaHHs rpyanro”,
"Mo6iuHi peakwyii"
BignosigHo oo
OHOB/IEHOT iHdhopMaLlii 3
6e3nekun gjtoyoi Ta
[,0MOMKHOT PEeUYOBYH.

MepiognyHICTb NoAaHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iCHeHHs

3a
peyerimom

He
nionsieae

UA/15158/01/01
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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

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.

21.

PO3YBACTATUH
KPKA

TabneTku, BKPUTI
NNiBKOBOK 060/IOHKOIO,
no 15 wmr, no 10
TabneTok y 6nictepi; no
3, 6 abo 9 6nicTepiB y
KapTOHHI Kopo6Lyi

KPKA, 4.4., Hoso
MECTO

CnoBeHis

KPKA, a.4., Hoso
MecTo

CnoBeHis

nepepeecTpauis Ha
HeobMeXeHWin TepMiH

OHoBEeHO iHhopmaLio
B IHCTPYKLU|i Ans
MeNYHOro
3acTOCyBaHHsA
nikapcbKoro 3acoby y
po3ginax
"®apMaKoorivHi
BN1ACTVBOCTI",
"Moka3aHHs" (YTOYHEHHS
iHdpopmauii),
"MpoTunokasaHHA",
"B3aemopis 3 iHWMMKN
nikapcbknmy 3acobamu
Ta iHWi Bnan
B3aemogijin",
"Ocob6nuBocCTi
3acTocyBaHHsa",
"3acTocyBaHHsA y nepios
BariTHOCTi abo
rogysaHHa rpyaaro”,
"Cnoci6 3acTocyBaHHs
Ta gosu", "ditn"
(yTOYHeHHs iHdhopmauii),
"Mo6iyHI peakuir”

3a
peyerimom

He
nionsieae

UA/14745/01/01
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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

BignosigHoO o0
OHOB/IEHOT iHdopMaLLii
pedoepeHTHOro
nikapcbKoro 3acoby
(KpecTop, Tabnetku,
BKPUTi NMiBKOBOKO
o6onoHkoto, no 5 mr, 10
Mmr, 20 mr a6o 40 wmr).

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa 0XOpOHYU
3[,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.

22.

PO3YBACTATUH
KPKA

TabneTkn, BKpUTI
MNiBKOBOK 060/10HKOIO,
no 30 wr; no 10
TabneTok y 6nictepi; no
3, 6 abo 9 bnicTepis y
KapTOHHI Kopo6Lyi

KPKA, a.4., Hoso
MECTO

CnoBeHis

KPKA, a.4., Hoso
MecTo

CnoseHis

nepepeecTpauis Ha
HeobMexeHuii TepMiH

OHOB/EHO iH(hopmaLLito
B IHCTPYKLU|i ans
MeNYHOro
3aCTOCyBaHHsA
niKapcbKoro 3acoby y
po3sainax
"®apMaKonorivHi
BN1ACTUBOCTI",
"Moka3aHHa" (YTOUHEHHS

iHbopMmawi),

3a
peyenmom

He
nionsieae

UA/14745/01/02
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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
"MMpoTunokasaHHa",

"B3aemogis 3 iHWmMu
nikapcbknmy 3acobamu
Ta iHWi BUan
B3aEMOgjin",
"Oco6nmBOCTi
3acTocyBaHHSA",
"3acTocyBaHHS y nepioz
BariTHocTi abo
rogysaHHs rpyaar”,
"Cnoci6 3acTocyBaHHs
Ta gosu", "Aitn"
(yTouHeHHs iHdopMauii),
"Mo6iuHi peakwi"
BigMnoBigHO Ao
OHOB/EHOT iHthopmaLi
pedyepeHTHoro
NiKapcbKoro 3acoby
(KpecTtop, Tabnetku,
BKPUTI MNiBKOBOIO
o6onoHkoto, no 5 mr, 10
mr, 20 Mr a6o 40 mr).

MepioAnyHICTb NOAAHHS
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
hapmakoHarnagy,
3aTBEPAXEHOr0 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 OXOpPOHU
3710p0B's YKpaiHu Bif, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMun y
nepiognYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
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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

6e3neku.

23.

COPBEHTOrE/Ib

renb opasibHUiA no 0,7
r/r; no 200 r y Ty6i; no 1
Ty6i y kOpo6L;i 3
KapToHy; no 15ry
calue; no 20 cawe y
KOpOOL 3 KAPTOHY

ToBapucTso 3
06MEXEHO
BiANOBIAA/ILHICTIO
"papmaueBTnyHa
thipma "BepTekc"

Ykpaina

ToBapucTso 3
0bMexeHot
BiANOBIAA/IbHICTIO
«PapmaueBTuyHa
hipma «BepTekc»,
Ykpaina
(BMPOGHMLTBO 3
npoaykuii in bulk
ToBapucTsa 3
obMexeHoto
BiANOBIAA/IbHICTIO
«®apmauleBTUiHa
KOMMNaHis
«3,0pOB'sA»,
YkpaiHa)

YkpaiHa

nepepeecTpauis Ha
HeobMeXeHWin TepMiH

OHoBEHO iHhopmaLio
B IHCTpYKUii Ans
MeAnYHOro
3acTOCyBaHHsA
nikapcbKoro 3acoby y
po3ginax
"PapmakoTepaneBTnyHa
rpyna" (YTOYHEHHS
iHdpopmauii), "Cnocié
3acTocyBaHHA Ta o3un"
(yTouHeHHs iHchopmawii)
BignosigHo oo
OHOB/IEHOT iHdhopMaLlii 3
6e3nekn 3acToCyBaHHs
Lito40i pevyOBUHN.

MepiognyHICTb NoAaHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaaky 34iiCHeHHA
thapmakoHarnagy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiHuu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpOHU
3710p0B's YKpaiHu Bif, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepioguYHOCTI MoAaHHS
perynspHux 3BiTiB 3
6e3neku.

6e3
peyenma

nionsieae

UA/15901/01/01

24.

CVPT
KAM®OPHWIA

PO3YMH HALLKIpHWA,
cnupToBuii 10 %, no 40

Mnn "Kinadpdp"

YkpaiHa

MM "Kinagpdp”

YkpaiHa

nepepeecTpauis Ha
HeobMeXeHW TepMiH

6e3
peyenma

nionsieae

UA/15714/01/01
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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
M/ Y dhriakoHax
25. TOPACEMIA, MOPOLLIOK (Cy6CcTaHLis) y MpAT YkpaiHa XYBEW BIOKO3 KnTaii nepepeecTpauis Ha - He UA/15894/01/01
BE3BOAHWNN noABINHNX "®apmavueBTUYHa XEWSIEH HeobMeXeHWin TepMiH nionsieae
(MIKPOHI3OBAHWI) | nonieTuneHosux hipma "JapHuus” PAPMACBHIOTIKA
naketax gns NKO., NTA.
dhapmaLeBTU4YHOro
3aCTOCYyBaHHSA
26. XIKOHUUN kancynu no 250 mr, no 8 KPKA, g.4., Hoso CnoseHis BiAnoBigabHNI 3a AscTpis/ nepepeecTpauis Ha 3a He UA/2896/02/01
Kancyn y 6nictepi, no 2 MecTo BMPOGHMLTBO "in IHpis/ HeobMeXeHWi TepMiH. peyenmom nionsizae
bulk", nepsuHHY CnoseHis

6nicTepy y KapTOHHiIl
KopoobUi

yNaKoBKY,
BTOPVIHHY
yNakoBKy:
CaHpo3 'm6X,
ABCTpiIst;
BiAnoBiganbHNIA 3a
BMPOGHMLTBO "in
bulk", nepBrHHe
nakyBaHHs,
BTOPUHHE
nakyBaHHS:
tOHiuem
Nab6opaTtopiec
Nimiteq, IHAis;
BiANoBiganbHNIA 3a
KOHTPO/b Cepii,
[103BiN HA BUMYCK
cepi:
KPKA, 4.4., Hoso
MecTto, CrioBeHis;
BiAnoBiganbHNIA 3a
KOHTpOnb cepii:
KPKA, a.4. Hoso
mMecTo, CnoBeHis

OHoBEHO iHhopmaLio
B IHCTpYKUii Ans
MeAnYHOro
3acTOCyBaHHSA
nikapcbKoro 3acoby y
po3ginax
"PapmakoTepaneBTnyHa
rpyna" (YTOUHEHHS
iHhopmawi),
"MpoTunokasaHHsa",
"Ocob6nmBoCTi
3acTocyBaHHA",
"3acTocyBaHHS y nepiog
BariTHoOCTi abo
rofyBaHHs
rPyAAH0" (YTOUHEHHSA
iHchbopmawii), " 3paTHicTb
BMN/IMBATY Ha LIBUAKICTb
peakujii npy KepyBaHHI
aBTOTpaHcnopToM abo
HLWIXMKU MeXaHi3mamn®,
"Mepepno3yBaHHA",
"Mo6iuHi peakwyii™
BignoBigHO A0
OHOB/IEHOT iHdopMaLiii 3
6e3nekn 3acToCyBaHHSA
Lit0Y0T PEYOBUHN.

MepiognyHIiCTb NoAaHHSA
perynsipHo
OHOB/1OBAHOTO 3BITY 3
6esneku, BigNoBigHO A0
Mopsaky 34iACHEHHS
thapmakoHarnsgy,
3aTBEPXEHOr0 HakasoMm
MiHicTepcTBa OXOpPOHU
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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

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: 3rifHO
3i cTpokamu,
3a3HavyeHVMun y
nepioguyYHOCTI NOAAHHSA
perynsipHmx 3BiTiB 3
6e3neku.

27.

XIKOHLUWN

kancysiv no 500 mr; no 8
Kancyn y 6nictepi, no 2
6nicTepy y KapTOHHil
KopoobLi

KPKA, 4.4., Hoso
MECTO

CnoBeHis

BiANOBIAaNbHMIA 3a
BMPOGHMLTBO "in
bulk", nepsuHHY

yNaKoBKY,
BTOPVIHHY
yNakoBKy:
CaHpo3 'm6X,
ABCTpiIst;

BiAnoBiganbHMIA 3a
BMPOGHMLTBO "in
bulk", nepsnHHe

nakyBaHHs,
BTOPUHHE
nakyBaHHS:
tOHiuem
Nab6opaTtopiec
Nimiteq, IHAis;

BiAnoBiganbHMIA 3a
KOHTPO/b cepii,
[103BiNT HA BUMYCK

cepii:
KPKA, a.4., Hoso
mecTo, C/oBeHis;

BiAnoBiganbHMIA 3a
KOHTpONb cepii:
KPKA, a.4. Hoso
mecTo, C/ioBeHis

AscTpis/
IHgis/
CnoseHis

nepepeecTpauis Ha
HeobMeXeHWi TepPMIH.

OHoBEeHO iHhopmaLio
B IHCTpYKUii Ans
MeAnYHOro
3acTOCyBaHHsA
nikapcbKoro 3acoby y
po3ginax
"PapmakoTepaneBTnyHa
rpyna" (YyTOYHEHHS
iHhopmawi),
"MpoTunokasaHHaA",
"Ocob6nvBocCTi
3acTocyBaHHA",
"3acTocyBaHHS y nepioz
BariTHoOCTi abo
rofyBaHHs
rpyAAH0" (YTOUHEHHSA
iHchbopmawii), " 3paTHicTb
BMN/IMBATY Ha LIBUAKICTb
peakuii npy KepyBaHHI
aBTOTpaHcnopTom abo
HLWYMKU MeXaHi3mamn®,
"Mepepno3yBaHHA",
"Mo6iuHi peakwyii"
BignosigHo oo
OHOB/IEHOI iHdopMaLlii 3
6e3nekn 3acTocyBaHHs
L0401 PEYOBUHW.

3a
peyerimom

He
nionsieae

UA/2896/02/02
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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

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 0XOpOHYU
3[,0pOB'st YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepioguyYHOCTi NOAAHHSA
perynsipHmx 3BiTiB 3
6e3neku.

B.o. l'eHepanbHOro gupekropa Ainpekropary
chapmaueBTUUHOro 3a0e3nevyeHHsA
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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

KpaiHa

PeecmpayjitliHa npoyedypa

Ymosu

Howmep

Ne
n/n

Ha3ssa sikapcbKo20
3acoby

dopma sunycky
(nikapcbka cpopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKA

Bupo6Huk

BUPOGHUKa

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviiiHnX

BionyckKy

3a peyenmom

peecmpayjiliHo2o
nocsio4yeHHs
UA/2131/01/01

L-NIBNHY
ECLUMHAT®

pO34uH A5 iH'eKUiiA, 1
Mr/Mn no 5 mn B amnyni;
no 5 amnyn y 6nictepi,
MOKPUTOMY M/iBKOIO; MO
2 6nictepu y nayui

MAT "Tannudapm”

YKpaiHa

MAT "Tannudpapm”

marepianis: 3mMiHu | TUny - 3MiHK 3
AKOCTI. [O0TOBMIA NikapCbkunit 3aci6.
KOHTPO/b fONOMDKHUX PEHOBUH.
3MmiHa napameTpiB cnewudikawii
Ta/abo fonycTMMUX Mex ans
[0MNOMDKHOT PEYOBWMHM; CYMNyTHSA
3MiHa - 3MiHKW 3 IKOCTi. FOTOBUIA
nikapcbkuii 3aci6. KoHTponb
[OONOMDKHUX pevoBUH. 3MiHa Y
MeTofax BUNPo6yBaHHSA
[0MNOMDKHOT PeUYOBMHM (iHLLIi 3MiHK
y MeTogax BuMnpobyBaHHA
(Bkntovaroun 3amiHy abo
AofaBaHHs)). MNpruBeaeHHs y
BiANOBIAHICTb A0 MOHOrpadii
€sp.Papm./JPY Cneundikauii Ta
METOZIB KOHTPOJItO SKOCTi Ha
[0MoMiXHY pedyoBuHy ETaHon
96%; 3MiHK | TUNY - BUTYYEHHSA
iHchopmawii, y po3gini 3.2.P.4,
00 Ha3BW BUPOGHUKA
[0MNOMDKHOT peyoBrHY ETaHon
96%

UA/9507/01/01

L-NIBNHY
ECUNHAT®

pO34UH ANs iH'eKUiid, 1
mr/mn in bulk: no 5 mn B
amnyni; no 462 amnynu
B KOPO6i KapTOHHOMY

MAT "Tanuudapm”

YKpaiHa

MAT "lranuudpapm”

YkpaiHa

KOHTPO/b AONOMDKHUX PEHOBUH.
3MiHa napameTpiB cnewuudikawii
Ta/abo JoMyCTUMUX MeX A7s
[0MNOMDKHOT PEYOBWMHM; CYyNyTHSA
3MiHa - 3MiHKW 3 iKOCTi. FOTOBUIA
nikapcbkuii 3aci6. KoHTponb
[OONOMDKHUX peyoBUH. 3MiHa Y
mMeTofax BUNPo6yBaHHSA

BHECEHHS 3MiH [10 peecTpaviiiHnx
marepianis: 3mMiHu | TUNy - 3MiHK 3
AKocTi. [oToBWIA Nikapcbknii 3aci6.

O0NOMDKHOT peyoBMHM (iHLLi 3MiHK
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

y MeTogax BMnpobyBaHHs
(BKTHOYatOUM 3aMiHy abo
fopasaHHs)). MprBeaeHHs y
BIANOBIAHICTb A0 MOHOrpadil
€p.Papm./0PY Cneuudpikauii Ta
MeTOZIB KOHTPO/IIO AKOCTi Ha
[OMoMiXHY pedoBuHy ETaHon
96%; 3MiHW | TUNY - BUSTYYEHHS
indpopmauii, y posgaini 3.2.P.4,
00 Ha3BW BUPOGHUKA
[0MOMKHOT peyoBuHM ETaHon
96%

ABACTUH®

KOHLieHTpaT Ans
pO34uHy A5 iHgy3ild,
100 mr/4 mn; no 4 mn
(100 wmr) abo 16 mn (400
Mr) y donakoHi; no 1
pNakoHy B KApTOHHIl
Kopobui

®.XohbpmaHH-/15
Pow Jtg,

LLiBefiuapis

JKeHeHTeK IHK.,
CLA (BMpo6HULTBO
Hepo3dgacoBaHOl
NpoAyKLuii, NnepBuHHe
nakyBaHHs); PoLu
[iarHocTrke M'vbX,
Himeuunna
(BUPOBHMLTBO
Hepo3dgacoBaHOl
NpoAyKLuii, NnepBuHHe
nakyBaHHs,
BTOPUHHE
nakyBaHHS,
BMNPO6YBaHHsA
KOHTPOIO SIKOCTi Ta
BUMYCK cepii);
®.XodhhmaHH-/1a
Pow NTp,
LBeiiuapis
(BunpobyBaHHs
KOHTPO/O SIKOCTI
(kpim BUNpO6YyBaHHs
iaeHTdikaui
6eBaunsymaby);
®.XodhcpmaHH-/15
Pow NTpA,
Llseiiuapis
(BMpPOGHMLTBO
Hepo3dgacoBaHOl
npoAyKuii, NnepBuHHe
nakyBaHHS,
BTOPWHHE
nakyBaHHs,
BMNPOGYBaHHSA
KOHTPOJIH0 AKOCTi Ta
BWMNYCK cepii)

cua/
Himeuunna/
LLiseiuapis

BHECEHHS 3MiH 10 peecTpaviiiHnX
MaTepianis: 3MiHu | TUNy - 3amMiHa
cneumdikauii 418 BUXigHOro
NpoAYyKTYy xnopuay
TeTpameTunammoHito (TMAC) wo
BVIKOPVCTOBYETLCS Y NpoLecCi
BMPOGHMLTBA AD| Ha BUPOOHNYIN
ninbHUUi Roche Singapore 3
BVMMOramu Ansi KpUctanivuHol
dopmu (Konip: Big 6e36apBHOro
6inoro, 30BHiLLHIl BUTNAA;
KpuctaniyHa cTpykTypa, KinbkicHe
BM3Ha4eHHs: He meHLwe 98 %) Ha
cneumaikauito, L0 3aCTOCOBHA
ans 50 % pigkoi dhopmu (Konip:
He iHTeHcuBHiwe Hix APHA Ne 40,
3oBHiLLHIl BUrnaa: Mpo3opa
pigviHK, KinbkicHe BU3HAYEHHS:
48,5 % - 51,5 %,
BionoriyHe HaBaHTaxeHHA: TAMC
He 6inbLie 100 KYO/r, TYMC He
6inble 100 KYO/r); 3miHu | Tuny -
3amiHa cneumadikauii ans
NoKa3HuKiB «Konip» Ta «30BHILLHI
BUMNSAA» AN BUXIAHOTO NPOAYKTY
neneTu rigpokcuay Hatpito
(NaOH), L0 BUKOPUCTOBYETLCA Y
npoteci Bupo6HuuTea Ad®| Ha
BMPOGHUUIli AinbHULI Roche
Singapore 3 Konip: Big,
6e36apBHMIi SIK BOoAa [0 cipyBaTa
cchopmoBaHa pifnHa. 30BHiLLHIl
BUINS4: Npo3opa pignHa, He
MICTUTb CTOPOHHIX 4acTokK; A0
Konip: 6inuii. 30BHILWHIl BUrNAA:
neneTun; 3MiHu | Tuny - 3By)XKeHHs

3a peyernmom

UA/16665/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

[OnyCcTUMMX MeX y cneuudikawii
BUXigHOro npoaykty TRIS
rigpoxnopuay ANs KinbkicHOro
BM3Ha4YeHHsA 3 2 95 % Ha = 99,0%,
LLI0 BUKOPUCTOBYETLCSA Y NpoLeci
BMPO6HMLTBA AD| HA BUPOBHWYIi
nOinbHUUi Roche Basel; 3MiHu |
TUNY - 3BYXXEHHA JONYCTUMUX MEX
y cneyucpikauii BuxigHoro
NPOAYKTY PEKOMOBIHAHTHWIA iHCY iH
NOANHW ANA KiSTbKICHOTO
BM3HAYEHHs 3 = 23,5 O[/mr Ha =
27,5 O4/wmr, wo
BMKOPWCTOBYETLCA Y NPOLIECI
BMPO6HMLTBA AD| HA BUPOBHWYIi
noinbHMUi Roche Basel; 3MiHu |
TUMY - AONOBHEHHS cneumdikauii
BVXiZHOrO NPOAYKTY
PEKOMOIHAHTHWIA IHCY IH NIOAUHN
TecTaMu Ha BU3HAYEHHS
6i0/10r4YHOr0 HaBaHTaXKEHHA Ta Ha
€HAO0TOKCUHM, L0
BMKOPWCTOBYETLCA Y NPOLIECI
BMPO6HMLTBA AD| HA BUPOBHWYIi
ninbHUUi Roche Basel.
3anponoHoBaHi nimitn: bionoriyHe
HaBaHTaxeHHsA: TAMC He 6inbLue
100 KYOIr, TYMC He 6inbLie 100
KYOIr EHgoTOKCUHM > 100 EOIT;
3MiHK | TUNY - AOMNOBHEHHSA
cneumdikauii BUXiZHOro NpoaykTy
L-rnyTamiH TecTamu Ha
BM3HAYEHHS 6i0N10riYHOro
HaBaHTaXKEHHs Ta Ha
€HAO0TOKCUHM, L0
BVIKOPVCTOBYETbLCS Y NpoLeci
BMPOGHMLTBA AD| Ha BUPOOHNYINA
ninbHUUi Roche Basel.
3anponoHoBaHi NiMiTK:
BionoriuHe HaBaHTaxeHHs:: TAMC
He 6inbLue 100 KYO/r, TYMC He
6inblue 100 KYO/r EHOOTOKCUHMN >
100 EO/r; 3MmiHn | Tuny -
[OMOBHEHHSA creuudikawii
BWXifHOro Nnpoaykty D-ritoko3a

MOHOrigpaT (4eKCTpo3a) TecTamu
Ha BU3HAYeHHs1 6i0N0riYHOro
HaBaHTaXKEHHS Ta Ha
€HAO0TOKCUHM, L0
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BMKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA AD| Ha BUPOGHNYIiA
AinbHuUi Roche Basel.
3anponoHoBaHi niMiTu: BionoriyHe
HaBaHTaXeHHs: TAMC He 6inbLie
100 KYOIr, TYMC He 6inbLie 100
KYOIr EHgoTOoKCUHM > 16 EO/T

AOQBAHTAH®

Kpem 0,1 %; no 5 r abo
no 15 ry Ty6i; no 1 Ty6i
B KapTOHHIi kopo6ui

NEO dapma A/IC

[aHis

JIEO dapma
MaHyhakTypiHr
ITani CPN

ITanisa

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

thapmakoHarnsgy. BeefeHHus abo

3MiHW [0 y3arasibHEHUX JaHuX Npo
cuctemy thapmakoHarnsagy
(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy apmakoHarnsgy,
3MiHa YNOBHOB&XEHOI 0coou,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
thapmakoHarnsay; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3aABHUKA 419 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, SKLo
BOHa BifMiHHA Bif, yNIOBHOBaXEHOI
ocobw, BignoBiganbHoI 3a
3gificHeHHs chapmakoHarnagy
(BK/HOYAKOUN KOHTAKTHI JaHi)
Ta/ab0 3MiHN Y PO3MILLEHHI
MacTep-haiina cuctemm
hapmakoHarnsgy) - 3miHa

KOHTaKTHOT 0CO6U YNOBHOBaXEHOT
ocobu 3asBHUKA, BiANOBIAAUIbHOI

3a hapmakoHarnag B Ykpaii.

MponoHoBaHa pepakuis: JaHinosa
Napuca BonognmmpisHa. 3miHa

KOHTaKTHUX JaHnX KOHTaKTHOT

0Cco6M yNnoBHOBaXKEHOI 0Co6YU

3asBHWKa, BiANOBIAaIbHOT 3a
dhapMakoHarsiag B YKpaiHi

6e3 peyenma

UA/0784/01/01

ALEHI3-AM

TabneTtku, BKPUTI
NiBKOBOK 06O/IOHKOLO,
no 80 mr/5 mr no 10
Tabnetok y 6nictepi, no
3 6nicTepun y nauu,i 3
KapToOHy

TOB HB®
"MIKPOXIM"

YKpaiHa

TOB HB®
"MIKPOXIM",
YkpaiHa (lopyanyHa
agpeca Ta
naboparopis
i3nKO-XiMiYHOTO
aHanisy Ta
KOHTPO/0
BMPOGHWLTBA;
na6oparopist
6ionoriyHoro
aHanisy; BUpobHM4a

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3mMiHu | TMny - 3MiHK 3
sKocTi. FoTOBWIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO MikapcbKoro
3acoby. 3miHa y meTogax
BUMPOOYBaHHA rOTOBOrO
nNiKapcbKoro 3acoby (iHWi 3mMiHW y
mMeToAax BunpobysaHb
(Bkntovaoum 3amiHy abo
[LOMOBHEHHSA)); CYNyTHA 3MiHa
- 3MiHu 3 sKocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb

3a peyenmom

UA/17887/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

OiNbHULS)

rOTOBOrO /TiKaPCbKOro 3acoby.
3MiHa napameTpiB cneuudikadiii
Ta/abo fonyCTUMUX MEX roTOBOro
nikapcbKoro 3acoby (iHLi 3MiHN) -
3MiHU y cneyudpikavii, MeTogax
BUNPOOGYBaHHSA 3a T. "PO34YMHEHHA"
y 3B'A3KY 3 NPUBELEHHAM A0
BMMOT MOHorpacii USP
Amlodipine and Valsartan Tablets
3 METOH [OTPUMaHHSA
chapmakoneiiHmx B1umor
PO34MHEHHS (3MiHa cepefoBuLLAa
PO34YMHEHHS Ha BinbLu
OVCKpUMIHaL,iiHe),
3anponoHOBaHO: BasicapTaH
Q=85% 3a 30 xB.; amno4uniH
Q=80% 3a 30 xB.

AAEHI3-AM

TabneTkn, BKPUTI
NNiBKOBOK 060/TIOHKOHO,
no 160 mr/5 mr; no 10
Tabnetok y 6nictepi, no
3 6nicTepu y navyj 3
KapToHY

TOB HB®
"MIKPOXIM"

Ykpaina

TOB HB®
"MIKPOXIM",
YkpaiHa (lopyamyHa
afgpeca Ta
naboparopis
pi3nKo-XiMiYHOTO
aHanisy Ta
KOHTPO/0
BUPOOHMLTBA;
naboparopis
6ionoriyHoro
aHanisy; BUpobHMYa
OiNbHULS)

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3mMiHu | TMny - 3MiHK 3
siKocTi. FOoTOBWIA Nikapcbkuii 3aci6.
KOHTpO/1b roTOBOro NikapcbKoro
3acoby. 3miHa y meTogax
BUMNPOOYBaHHA rOTOBOr0
nikapcbKoro 3acoby (iHLWi 3MiHN Yy
MeTogax BunpobyBaHb
(BK/IHOYatOUM 3aMiHy abo
[IONOBHEHHS)); CYNyTHSA 3MiHa
- 3MiHK 3 sKOCTi. FoTOBWMIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /1iKapCbKOro 3acooby.
3MiHa napameTpiB cneuudikauiii
Ta/abo fonyCTUMUX MEX rOTOBOIO
nNikapcbKoro 3acoby (iHLi 3MiHN) -
3MiHM y crneumdikauii, meTogax
BUNPOOBYBaHHSA 3a T. "PO34YMHEHHA"
y 3B'AI3Ky 3 NPUBEAEHHSM 10
BMMOr MoHorpadii USP
Amlodipine and Valsartan Tablets
3 METOH AOTPUMAHHS
thapmakonenHux BUMor
pPO34MHEHHS (3MiHa cepefoBMLLa
PO3YMHEHHS Ha BiNbLU
OVICKpUMIHaLiHe),
3anponoHoOBaHo: BasicapTaH
Q=85% 3a 30 xB.; amnoauniH
Q=80% 3a 30 xB.

3a peyernmom

UA/17887/01/02

AJEHI3-AM

TabneTkn, BKpUTI

TOB HB®

YKpaiHa

TOB HB®

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLiliHnX

3a peyenmom

UA/17887/01/03
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10 TabneTok y 6nicTepi;
no 5 6nictepis y nauui 3
KapToHy; no 50
TabneTok y KOHTelHepi;
no 1 KoHTeliHepy y nadui
3 KapTOHY

marepianis: 3mMiHu | TMny - 3MiHK 3
akocTi. CepTudpikar
BignosigHocTI/lE-cepTudcikat
BIANOBIAHOCTI EBPONENChKili
thapmakonei/mMoHorpadii.
MofaHHA HoBOro abo OHOB/IEHOrO
cepTudiikaTa BignosigHoCTi abo
BU/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONeichbkili
apmakonei: ana A®l; gna
BMXiAHOTO
MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS
y BUPOGHMLTBI ADI; Ans
[0MOMDKHOT peYOBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponelicbkiin hapmakone) -
HoBuii cepTudikar Bif, HOBOro
BMPO6HMKa (3amiHa abo

Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
N/1iBKOBOK 06GO/IOHKOLO, "MIKPOXIM" "MIKPOXIM", marepianis: 3mMiHu | TMny - 3MiHK 3
no 160 mr/10 mr; no 10 YkpaiHa (lopyamyHa sKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
TabneTtok y 6nictepi, no ajpeca Ta KOHTpPO/1b FOTOBOrO NiKapcbkoro
3 6nicTepu y navuyj 3 naboparopis 3acoby. 3miHa y meTogax
KapToHy Pi3nKo-XiMiYHOTO BMNPO6YBaHHSA roTOBOIO
aHanisy Ta NikapcbKoro 3acoby (iHLWi 3MiHW Y
KOHTPO/0 mMeTogax BunpobysBaHb
BUPOOHULTBA; (BKTHOYatOUM 3aMiHy abo
na6opatopisi [IONOBHEHHSA)); CYNyTHA 3MiHa
6ionoriyHoro - 3MiHK 3 KOCTi. FoTOBWIA
aHanisy; BUpo6HMYa nikapcbkuii 3aci6. KoHTponb
OiNbHULS) roTOBOrO /1iKapCbKOro 3acooby.
3MiHa napameTpiB cneuudikauii
Ta/abo fonycCTUMUX MEX rOTOBOrO
NikapcbKoro 3acoby (iHLUi 3MiHN) -
3MiHM y cneumdikauii, meTogax
BMNpPoOYyBaHHSA 3a T. "PO34MHEHHSA"
y 3B'I3Ky 3 NPUBEAEHHSM 10
BMMOr MOHorpadii USP
Amlodipine and Valsartan Tablets
3 METOH AOTPUMAHHS
chapmakonenHux BUMor
PO34MHEHHS (3MiHa cepefoBuLLa
PO3YMHEHHS Ha BiNbLU
OVCKpUMIHaLiiHe),
3anponoHOBaHoO: BasicapTaH
Q=85% 3a 30 xB.; amio4uniH
Q=80% 3a 30 xB.
8. A3ANENTON Tabnetku no 25 mr, no MpAT "TexHonor" Ykpaina MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/6059/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

[IOMOBHEHHS) - NOAAHHS HOBOIO
cepTudikara BiANoBIAHOCTI
€sponelicbkili hbapmakonei Ne R1-
CEP 2012-006-Rev 00 gns A®l
Kno3aniHy Big HOBOrO BUPOGHMKA
Shouguang Fukang
Pharmaceutical Co., Ltd., China
(4ONOBHEHHS). 3anponoHOBaHO:
Taizhou Xingming Pharmaceutical
Co., Ltd., China; Zhejiang
WanBang Pharmaceutical Co.,
Ltd, China; Shouguang Fukang
Pharmaceutical Co., Ltd., China.

A3SANENTON

Tabnetku no 100 mr, no
10 TabneTok y 6nicTepi;
no 5 6nicTtepis y nauui 3
KapToHy; no 50
TabneTok y KOHTelHepi;
no 1 KoHTeliHepy y nauui
3 KapTOHY

MpAT "TexHonor"

YKpaiHa

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3mMiHu | TMny - 3MiHK 3
akocTi. CepTudpikar
BignosigHocCTI/IE-cepTudcikat
BIANOBIAHOCTI EBPONENChbkili
thapmakonei/moHorpadii.
MofaHHA HoBOro abo OHOB/IEHOrO
cepTudpikaTa BignosigHoCTi abo
BU/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONeiichbkili
apmakonei: ana A®l; gns
BMXiAHOTO
MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHLCSA
y BUPOGHMLTBI ADI; Ans
[0MOMDKHOT peYOBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponelicbkiin hapmakoner) -
HoBuii cepTudikar Bif, HOBOro
BMPOGHMKa (3amiHa abo
[IOMOBHEHHS) - NOAAHHS HOBOIO
cepTudpikara BiZANoBIAHOCTI
€sponelicbkin dhapmakonei Ne R1-
CEP 2012-006-Rev 00 gns A®l
Kno3aniHy Big HOBOrO BUPOGHMKA
Shouguang Fukang
Pharmaceutical Co., Ltd., China
(8ONOBHEHHS). 3anponoHOBaHO:
Taizhou Xingming Pharmaceutical
Co., Ltd., China; Zhejiang
WanBang Pharmaceutical Co.,
Ltd, China; Shouguang Fukang
Pharmaceutical Co., Ltd., China.

3a peyenmom

UA/6059/01/02

10.

A3NMAKC

TabneTkn, BKpUTI

Aypob6iHgo Papma

IHais

AypobiHgo Papma

IHAis

BHECEHHS 3MiH [10 peecTpaLiliHnX

3a peyenmom

UA/18430/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

NAiBKOBOK 060/IOHKOHO,
no 250 wmr, no 3
Tabnetkn y 6nictepi, no
2 6nicTepu y KapTOHHIi
KopoobLi

n1g,

NimiTea-tOHIT VII

marepianis: 3mMiHu | TMny - 3MiHK 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) -
HoBwii cepTudikar Big HOBOro
BMPOGHMKa (3amiHa abo
[LOMOBHEHHS) - B AKOCTI
aNbTepPHATNBHOIO BUPOGHMKA ANst
aitoyoi pevoBuHN Azithromycin
Dihydrate 6yno 3anponoHoBaHo
CSPC OUYI PHARMACEUTICAL
CO., LTD. i3 nogaHHaM BiagnoBiaHO
HoBoro CepTtudikaty
BiZJNOBIAHOCTI €BPONENCHKOI
Papmakonei Ne R1-CEP 2008-
315-Rev 04

11.

A3MMAKC

TabneTkn, BKPUTI
NNiBKOBOK 060/I0HKOIO,
no 500 wmr, no 3
Tabnetkn y 6nictepi, no
1 6nicTepy y KapTOHHIl
Kopobui

Aypo6iHgo dapma
n1g,

IHais

AypobiHgo ®apma
NimiTea-tOHIT VII

IHais

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3mMiHu | TMny - 3MiHK 3
aKocTi. CepTudikar
signosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONeichbkili
hapmakonei/MoHorpadir.
MoaaHHsA HoBOro abo OHOBIEHOTO
cepTudpikaTa BignosigHocTi abo
BUJTyYEHHs cepTudikaTa
BIANOBIAHOCTI EBPONENChbKili
thapmakonei: gns Adl; ans
BMXiZAHOTO
mMaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUPO6GHULTBI ADI; ans
[0MNOMDKHOT PEYOBUHN
(cepTudpikaT BigMoBIgHOCTI
€Bponelicbkiin hapmakone) -
HoBwii cepTudikar Bifg HOBOTO

3a peyernmom

UA/18430/01/02
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BMPOGHMKa (3amiHa abo
[LOMOBHEHHS) - B AKOCTI
a/lbTEePHATUBHOIO BUPO6HMKA ANA
aitoyoi pevoBuHN Azithromycin
Dihydrate 6yno 3anponoHoBaHo
CSPC OUYI PHARMACEUTICAL
CO., LTD. i3 nogaHHaM BiagnoBiaHO
HoBoro CepTtudikaty
BiZJNOBIAHOCTI €BPONENCHKOI
dapmakonei Ne R1-CEP 2008-
315-Rev 04
12. A3UNTPO TabneTkn, BKPUTI CaHpos CnoseHis C.K. Cangos C.P.N., PymyHis/ BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/11332/01/01
CAHOO3® N1iBKOBOK 060/I0HKOLO, dapmacbloTikans PymyHis Himeuunna/ marepianis: 3MiHN | TUMY - 3MiHK
no 250 mr no 6 TabneTok o.4. (BMPOGHMLTBO 3a TypeuunHa BHECEHI [0 iIHCTPYKUii aNns
y 6nicTepi, no 1 MOBHVM LVK/IOM ); MeANYHOro 3aCToCyBaHHSA
6nicTepy B kopobLj Cantotac ®apma nikapcbKoro 3acoby y po3ginu
'M6X, HimeyunHa "B3aemopis 3 iHWMMU NiKapCbKuMu
(nepBuHHa Ta 3acobamu Ta iHWi BuAn
BTOPUHHA YNaKoBKa, B3aemogiin”, "OcobmBocTi
KOHTPONb cepil, 3aCcToCyBaHHS", "3acTocyBaHHs Y
[03BiN Ha BUMYCK nepiog, BaritTHOCTi abo rogyBaHHs
cepii); CaHpo3 Inak rpyaar”, "MepenosysaHHS",
CaHaii Be TikapeT "Mo6ivHi peakuii” BignNoBigHO A0
A.C., TypeuunHa OHOB/EHOI iHChopMaLii Wwoao
(BMPOGHMLTBO 6e3neku gjtoyoi pevoBUHN.
Hepo3dhacoBaHOl BBefeHHA 3MiH NPOTArom 6-1u
NpoAYyKLUiT) MicsILiB Micnsi 3aTBEPAKEHHS
13. A3NTPO TabneTku, BKpUTI CaHpo3 CnoseHis C.K. Cangos C.P.J1., PymyHis/ BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/11332/01/02
CAHAO3® NAiBKOBOK 060/IOHKOHO, dapmacboTikan3 PymyHis Himeuuunna/ marepianis: 3mMiHW | TURY - 3MiHK
no 500 mr no 3 a6o 6 a.4. (BMpPOGHMLTBO 3a TypeuunHa BHECEeHI [0 iHCTPYKLiT Ans
TabneTok y 6nictepi, no MOBHUM LIMK/IOM ); MeJMYHOr0o 3aCTOCYBaHHS
1 6nicTepy B KOpooOLi Canotac dapmva niKapcbKoro 3acoby y po3ainv
v6X, HimeuunHa "B3aemogis 3 iHWMMK fliKkapCbKUMu
(nepBuHHa Ta 3acobamu Ta iHLWi B1am
BTOPVHHA yNnakoBkKa, B3aemogiit", "OcobmBocTi
KOHTpOnb cepii, 3acTocyBaHHA", "3acTocyBaHHA Y
[03BiN Ha BUNYyCK nepiog, BariTHOCTi abo rogyBaHHs
cepii); CaHgo3s lnak rpypar”, "MepenosysaHHs",
CaHaii Be TikapeT "Mo6iuHi peakuii" BigNoBigHO A0
A.C., TypeyunHa OHOB/EHOI iHhopMaLii LWoao
(BUPOBHMLTBO 6e3nekun 4ityoi pevyoBUHN.
Hepo3cacoBaHoi BBefeHHs 3MiH NpoTArom 6-Tu
NPOoAYKLIT) MicsILiB Micns 3aTBepPKEHHS
14. ANEPIK HEO pO34nH opasbHuiA 0,5 tOHinab, NN CWA BupobHnuTBO, Ipeuisi/ BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 peyenma UA/16526/01/01
mr/mn; no 60 mn i 150 KOHTPO/Ib AKOCTI Monbwa MaTepianis: 3miHu | Tuny - 3MiHK 3
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
MYy NAAWLUI; Y (pi3nyHiI/XiMiYHI), akocTi. CepTudpikar
KOMMNEKTi 3 MipHOO nepBuHHe BignosigHocTI/lE-cepTudikat
NIOXeYKor abo 3 MipHUM nakyBaHHs, BiNOBIAHOCTI E€BpPONENChKiit
LUNPULLOM B KaPTOHHIl BTOPUHHE thapmakonei/moHorpadii. 3miHu,
KopoobLi nakyBaHHs, BUMYCK noB'A3aHi 3 HeO6XIiAHICTIO
cepii: npuBeLEeHHs Y BiANOBIAHICTb A0
SAMAP A.B.E. MoHorpadii 4PY abo
3ABO/[, ABJTIOH 49- €Bponeiicbkoi thapmakonei, abo
i km EPYXABHOI iHLLIOT HaLioHaNbHOI chapmakonei
OOPOI'MN A®IHU- aepxasu EC (3miHa 'y
NAMIA, Mpeuis; cneumgikauisx, nos'a3aHa 3i
Mikpo6ionoriyHuii 3MiHamu B Y, abo
KOHTPO/b! €Bponeiicbkii hapmakonei, abo
®AMAP A.B.E. iHLWIM HauioHanbHI thapmakonei
3ABO/] ABJIOH 48- fepxasun €C) 3miHa Ha3Bun
i km JEP>XABHOT [L0MOMDKHOT PEYOBVHM «KUC/oTa
OOPOIU A®IHW- JNIMMOHHA 6e3BoHa» Ha «kucnorta
NAMISA, peuis; JIMMOHHa» 06yMOB/IeHa
KoHTponb sikocTi, OHOBJ/IEHHSIM MOHOrpadii €Bp.
BUNYCK cepil: ®apm. 4719 IMMOHHOT KUC/IOTW.
IKEH®APM CA., TakoX 3MiHN BHECEHI B IHCTPYKLitO
Mpeuis; 4719 MeANYHOro 3acTOCyBaHHs
Bunyck cepii: nikapcbKoro 3acoby y po3ain
TOB HOC dapmaldlis, "Cknag" ([OMOMKHI peyoBUHM).
MonbLa BBeAeHHS 3MiH NpoTArom 6-Tu
MiCALIB NiCNA 3aTBEPOXKEHHS.
15. AJ/TbBEH3I TabneTkn XyBasibHi MO €BPO NANDPKEP IHais IHooko Pemegic IHais BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/18079/01/01
400 wmr, no 3 Tabnetkn y MPAVBIT NIMITEA, Niviten marepianis: 3mMiHu | TMny - 3MiHK 3
6nictepi; no 1 6nictepy siKocTi. FOTOBWMIA Nikapcbkuii 3aci6.
Y KapTOHHIli Kopobui; no KOHTPO/Ib FOTOBOrO NiKapcbkoro
1 tabnetuyj y 6ictepi; 3acoby. 3miHa y meTogax
no 3 6nictepu y BMNPOGYBaHHS rOTOBOIO
KapTOHHI Kopobui nikapcbKoro 3acoby (iHLWi 3MiHN Yy
mMeTogax BunpobysBaHb
(BK/THOYAtOUM 3aMiHy abo
[OOMOBHEHHS)) - BHECEHHSA
He3HauHWX 3MiH 0 MeToay
BMNpobyasHHsa (TLWX) N3 3a
nokasHukom "laeHTudikauis"”
16. ANb®PAPEKIH® niodpiniszat Ans po3ynHy TOB "BANIAPTIH Ykpaina TOB "HaykoBo- YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/14777/01/01

Ans iH'ekuii no 1 mMaH
MO; 10 cnakoHis 3
niodpinizatom y
nNacTuKoBil kaceTi; no 1
n1acTVKoBIli KaceTi B
KapTOHHI kopobuj; 1
donakoH 3 niocpinizaTom

DAPMA"

BUpPOGHMYaA
KOMMaHis
"IHTepcapmbioTek”

MaTepianis: 3MiHu | Tuny -
He3HayHa 3MiHa B TEXHOOTYHOMY
npoLeci BUpO6HMLITBA, a came
3anpornoHoBaHO BUKOPUCTOBYBATH
HacTyMHy EMHICTb AN5 PigKoro
npenapary: Milku CTEPUIIBHI.
3anponoHosaHo y n. 3.2.P.3.3.
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
B KOMMN/IeKTi 3 1 Onuc BMpobHUYOro npouecy Ta
amny ol pPo3vMHHMKA KOHTPO/T0 NPOLLECY: MILLIOK
(BoAa Ans iH'ekuiid) no 2 CTEPUSIbHUIA OAHOPA30BUIA; 3MiHU |
M1y NAacTUKOBIN TUMY - 3MiHW 3 SKOCTi. [0TOBWIA
KaceTi; No 1 nnacTuKoBili nikapcbkuii 3aci6. 3mMiHn y
KaceTi B KapTOHHii BMPOGHULITBI. 3MiHa po3mipy cepii
Kopobui; 5 dhnakoHis 3 (BkNtOYAKOUM AjanasoH po3mipy
niocpinizatom B cepil) roToBOro nikapcbkoro
KomnnekTi 3 5 amnynamum 3aco6y - 3mMiHa po3mipy cepii
pO34nHHKKa (Boga Ans (7300 mn 3aMicTb 3aTBEPMAKEHNX
iH'eKUiil) Mo 2 MmNy 7500 mn), B 3B'A3KY 3
nnacTukoBili kaceTi; no 1 ONTMMI3alie TEXHONONYHOIOo
N1acTVKoBIli kKaceTi B npouecy
KapTOHHIlA KopooLi
17. ANb®APEKIH® niodpinizat ANns po3vnHy TOB "BANIAPTIH Ykpaina TOB "HaykoBo- YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/14777/01/02
Ans iH'ekuiii no 3 MaH PAPMA" BMPOGHMYA marepianis: 3miHu | Tuny -
MO; 10 cnakoHiB 3 KOMMaHis He3HayHa 3MiHa B TEXHO/IOTYHOMY
niocpinizatom y "IHTepdapmbioTek" npoueci BUpo6HULTBA, a came
n1acTuKoBili kaceTi; o 1 3anponoHoBaHO BMKOPUCTOBYBATH
N1acTVKOoBIli KaceTi B HacCTyMHy EMHICTb ANS PigKoro
KapTOHHI kopobu; 1 npenapary: MillKu CTEPUIbHI.
chnakoH 3 niodpinizaTom 3anponoHoBaHo y n. 3.2.P.3.3.
B KOMMN/IeKTi 3 1 Onuc BMpo6HMYOro npouecy Ta
amny o pPo3vMHHMKA KOHTPO/T0 NPOLECY: MILLIOK
(Boga Ans iH'ekuiid) no 2 CTEepPW/IbHWIA 0AHOPA30BUIA; 3MiHN |
M1y NAacTUKOBIN TUMY - 3MiHW 3 SKOCTi. [0TOBWIA
KaceTi; No 1 nnacTuKoBili nikapcbkuii 3aci6. 3MiHn y
KaceTi B KapTOHHIi BMPOGHULTBI. 3MiHa po3mipy cepii
Kopobui; 5 dhnakoHiB 3 (BkNHOYAKOUM AjanasoH po3mipy
niocpinizatom B cepil) roToBOro Nikapcbkoro
KomnnekTi 3 5 amnynamun 3acoby - 3miHa po3mipy cepii
pO34nHHKKa (Boga Ans (7300 M1 3aMicTb 3aTBEPAKEHNX
iH'eKUiil) no 2 MmNy 7500 mn), B 3B'A3KY 3
NAacTUKOBIN KaceTi; no 1 ONTMMI3auiE TEXHOMONYHOIO
N1acTVKOoBIli KaceTi B npouecy
KapTOHHIlA KOpooLi
18. AMI3OH® TabneTtku, BKPUTI AT "dapmak” YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 10 peecTpavuiiHnx 6e3 peyenma UA/6493/01/01

060/10HKO0, M0 0,25 T,
no 10 a6o 20 Tabnetok
y 6nictepi; no 1
6nictepy B naudi 3
KapToHYy

marepianis: yTO4YHEHHA
peecTpauiiiHoro Homepa B
Hakasi MO3 YkpaiHu
Ne 938 Big 14.05.2021 B npoueci
BHECEHHS 3MiH (3MiHu | Tuny -
3MiHV Wwoao
6e3nekn/edpeKkTBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn) -
3MiHM BHECEHO [10 TEKCTY
MapKyBaHHS yNakoBKU iKapCbKOro
3acoby. BeefieHHsA 3MiH MPOTArom
6-T1 MicsALIB NicNsa 3aTBEPKEHHS.
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Ha3sBsa nikapcbko20

3asiBHUK

n/n

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

19.

AMI3OH®

3minu |l Tuny - 3MiHn Woao
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
[0 IHCTPYKUIT 4na MeagnyHoro
3aCTOCYyBaHHS Nikapcbkoro 3acoby
[0 po3giny "®apmMakonorivHi
BNaCcTUBOCTI" Bi4NOBIAHO A0
pe3ynbTaTiB in vitro focnigxeHb
NPOTUBIPYCHOI aKTUBHOCTI.
BBefieHHs1 3mMiH npoTsarom 6
MiCALIB MiCNS 3aTBEPAXKEHHS.
3MiHu 1l TUny - 3MiHKU Woa0
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 IHCTPYKLiT 4518 MeguyHoro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby
00 po3giniB "®apmakonoriyHi
B/1ACTMBOCTI. ®apmakokiHeTuka",
"Cnoci6 3acTocyBaHHsA Ta f03u1"
BIAANOBIAHO A0 pe3ynbTaTiB
nocnigpkeHb FAVOOA-IA, FAVOOA-
IB, FAVOOA-IC, FAVOOA-ID.
BBefieHHs1 3mMiH npoTsArom 6
MICALIB MIiC/1A 3aTBEPLKEHHS).
Pepakuis B Hakasi: gns
po3yBaHHA 0,25 T -
UA/6493/01/02; pns fo3yBaHHSA
0,125 r - UA/6493/01/01.
3anponoHoBaHa pefakuia: ans
po3yBaHHA 0,25 T -
UA/6493/01/01; pna fo3yBaHHA
0,125 r - UA/6493/01/02.

TabNeTkn, BKPUTI

AT "dapmak"

YKpaiHa

AT "dapmak™

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLiiHnX

6e3 peyenma
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

060/10HKO, M0 0,125 T,
no 10 a6o 20 Tabnetok
y 6nicTepi; no 1
6nicTepy B nauui 3
KapToHy

marepianiB: yTO4YHEHHSA
peecTpauiiiHoro Homepa B
Hakasi MO3 YkpaiHun
Ne 938 Big 14.05.2021 B npoueci
BHECEHHSA 3MiH (3MiHu | Tuny -
3MiHV Wwoao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3miHu) -
3MiHN BHECEHO [10 TEKCTY
MapKyBaHHS YNakoBKW NiKapCbkoro
3acoby. BBefieHHs 3MiH NPOTArom
6-TV MicALiB NiCNA 3aTBEPLYKEHHS.
3minu |l Tuny - 3MiHn WoAo
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHn y
KOPOTKIil XapakTepucTuui
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTpYKLU|i Ans
MEJMNYHOr0o 3aCTOCYBaHHSA y
3B’A13KY i3 HOBUMM AaHUMK 3
SAKOCTIi, AOKMIHIYHUMM, KTiHIYHUMK
JaHyMK Ta AaHumn 3
thapmakoHarnagy - 3MiHU BHECEHO
[0 IHCTPYKLIT 4na MegnyHoro
3aCTOCYyBaHHS Nikapcbkoro 3acoby
00 po3giny "®apmMakonorivHi
BNaCcTUBOCTI" Bi4NOBIAHO A0
pe3ynbTaTiB in vitro focnigxeHb
NPOTUBIPYCHOI aKTUBHOCTI.
BBefieHHs1 3mMiH npoTsArom 6
MiCALIB MiCNS 3aTBEPAXKEHHS.
3MiHu Il TUny - 3MiHK Woa0
6e3nekn/edpeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHn y
KOPOTKIil XapakTepucTumui
NikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTpyKLUii Ans
MeJMNYHOr0o 3aCTOCYBaHHS y
3B'A3KY i3 HOBUMM JaHUMU 3
SAKOCTi, AOKMIHIYHUMM, KTiHIYHUMK
JaHuMK Ta AaHuMK 3
thapmakoHarnsgy - 3miHW BHeCEHO
00 IHCTPYKUiT 4518 MeguyHoro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby
00 po3ginis "®apmakonoriyHi
B/1ACTMBOCTI. ®apmakokiHeTuka",
"Cnoci6 3acTocyBaHHsA Ta 4031"
BIAANOBIAHO A0 pe3ynbTaTiB
nocnigpkeHbs FAVOOA-IA, FAVOOA-
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

IB, FAVOOA-IC, FAVOOA-ID.
BBeneHHA 3MiH NpoTArom 6
MICALIB MIiCNA 3aTBEPLKEHHS).
Pepakuia B Hakasi: gnsa
Ao3yBaHHA 0,25 T -
UAI6493/01/02; pna fo3yBaHHA
0,125 r - UA/6493/01/01.
3anponoHoBaHa pegakuis: ans
po3yBaHHA 0,25 T -
UA/6493/01/01; pns fo3yBaHHSA
0,125 r - UA/6493/01/02.

20.

AMI3OHYNK®

cupon, 10 mr/mn; no 100
My chnakoHi; no 1
hnakoHy Ta 1
[003yBasTbHIl TOXL B
nauui

AT "®dapmak”

Ykpaina

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3mMiHu | TMny - 3MiHK 3
siKocTi. FOTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/1b roTOBOro NikapchbKoro
3acoby. 3miHa y meTogax
BUMNPOOYBaHHA rOTOBOr0
NiKapcbKoro 3acoby (HesHayHa
3MiHa y 3aTBEpAKEHUX MeToaax
BUNPOBYBaHHSA) - 3MiHW 0
MeToAnKM BUNpobysaHHs 13 3a
nokasHukom «CynpoBigHi
LOMILLKM» Lo 0O6YMOBNEHI
BBE[EHHS1 YTOUHEHHS L0
HeBpaxyBaHHs Miky nnauebo 3
RRT 61u13bko 0,9 (1o niky
OpraHiYHoi YaCTUHW MOJEKY N
ami3oHy) npy po3paxyHKy BMICTY
[OMILLOK Y 3B'A3KY 3 BBEAEHHAM
[0 cknafy BOJOPO34YMHHOMO
apomatuzaropy "TyTTi-pyTTi".
HOPMYBaHHS1 BMICTY JOMILLOK Ta
MeToAMKa aHaslisy
(xpomaTtorpaciyHi ymoBu,
BMKOPUCTOBYBaHHI peakTnBK) He
3MiHUAnCS

6e3 peyenma

UA/11862/01/01

21.

AM®ONIN

CYCMEH3iA AN PO3YNHY
Ans iHdy3iid, 5 mr/mn; no
2 mn, abo no 10 mn, a6o
no 20 MmNy CKNstHOMY
donakoHi; no 1 dpnakoHy
B 6icTepi; mo 1
6nictepy pasom 3
rofIKo-hiNbTPOM y
6nicTepi B KAPTOHHIN
Kopoobui

Bxapat Cipamc eHp,
BakuuHc Nimiteq,

IHAjA

Bxapart Cipamc eHp,
BakuwuHc Nimiteq,

IHAjA

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMaTepianis: BUNPaBNEHO TEXHIYHY
NMOMW/IKY B TEKCTi MapKyBaHHS: —
BTOPVHHOT YNaKoBKWN; — NepPBUHHOT
YyNakKoBKW (ETUKEeTKa Ha (oNakoHi);
— BTOPUHHOI ynakoBku, chosbra
antominiesa. 3AMPOMOHOBAHO:
2. KINbKICTb Alto4or
PEYOBVHW 1 ma (ml) mictuTs:
AmdchoTepuuyH B (MiKpoHizoBaHWi1)
..... 5,0 mr (mg). 3a3HauyeHe
BUMNpaB/IEHHS BigNoBifae

3a peyenmom

UA/5704/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

apxiBHVM marepianam
peecTpaLujiiHoro focke

22,

APTME®TIO®

TabneTtkn, BKPUTI
NNiBKOBOK 060/I0HKOIO,
no 50 mr; no 10
Tabnetok y 6nictepi; no
1 a6o 3 6nicTepu B
KapTOHHIlA KOpooLi

CninbHe TOBap1CTBO
3 06MexeHo
BiANOBiAA/ILHICTIO
"Nekcpapm" (CTOB
"Nexdapm”)

Pecny6nika
Binopycb

CninbHe TOBapnCTBO
3 06MexeHo
BiANOBIAANBLHICTIO
"Nekdapm" (CTOB
"Nekdapm")

Pecny6nika
Binopycb

BHECEHHS 3MiH [0 peecTpavLiiHnX
marepianis: 3MiHW | TUMY - 3MiHK
Lofo 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsay - OHOB/IEHHSA

TEKCTY MapKyBaHHS ynakoBKu
niKkapcbKoro 3acoby 3 BHECEHHAM
iHcbopmauii Woao 3a3HaYeHHs

OAVHWLb BUMIPOBaHHS Y CUCTEMI
Sl. BHECEHHSA 3MiHV 0 po34iny

«MapkyBaHHs» MKA N13 - gna N3
Apredno®, TabneTkn, BKPUTI

NNiBKOBOK 060/10HKOIO;
3anponoHosaHo: ans /13
Apredno®, TabneTkn, BKPUTI
N/1iBKOBOK OBOJIOHKOIO :
Mapkuposka. CorniacHo
YTBEPXEHHOrO TeKcTa
MapKvpoBKW. BBeEHHSA 3MiH
npoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS

6e3 peyenma

UA/11712/01/01

23.

APMNE®NHO®

TabneTtku, BKPUTI
MiBKOBOK 060/10HKOIO,
no 100 mr; no 10
Tabnetok y 6nictepi; no
1 a6o 3 6nicTepu B
KapTOHHIA KopoobLi

CninbHe TOBap1CTBO
3 06MEXEHOI0
BiANOBIAANLHICTIO
"Nekcpapm" (CTOB
"Nekdapm™)

Pecny6nika
Binopycb

CninbHe TOBapnCTBO
3 0O6MEXEHOI0
Bif4NoBiAaNbHICTIO
"Nekdapm" (CTOB
"Nekdapm™)

Pecny6nika
Binopycb

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

TEeKCTYy MapKyBaHHS ynakoBKu

NiKapCbKOro 3acoby 3 BHECEHHAM
iHcbopMmaLii woao 3a3HaYeHHS

OAVHWLb BUMIPIOBaHHS Y CUCTEMI
Sl; 3amiHa po3sginy «IpadiyHe

0hOPMNEHHS YNaKOBKM» Ha
po3gin «MapkyBaHHs» MKA N3 -
onsa N13 Apnedpnito®, Tabnetku,
BKPWTi NNIBKOBOK O60/I0HKOO:
3anpornoHosaHo: ans /13
Apnecnio®, Tabnetku, BKpUTI
nniBKoBOI 060/10HKOIO, M0 100 Mr:
Mapkuposka. CornacHo
YTBEPXIEHHOrO TeKcTa
MapKvpoBkW. BBeAEHHSA 3MiH
npoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS

6e3 peyenma

UA/11712/01/02

24,

APTPOKON

renb, 25 mr/rno45r B
Ty6i; no 1 1y6i B

YOPNL MEAVLMH
NIMITES,

Benuka
BpuTaHis

K.O. C/1IABIA ®APM
C.P.J.

PymyHis

BHECEHHS 3MiH 10 peecTpavyinHnx
mMaTtepianis: 3MiHu | Tuny - 3miHn

3a peyenmom

UA/14118/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KapTOHHI KopoobLi

LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOPOTKill XxapakTepuctu,i
NiKapCcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLii AnA
Me[MYHOro 3aCTOCyBaHHA 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&XEHVUM OpraHom). 3MiHu
BHECEHO [0 iHCTPYKLi Ans
MeAUYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu:
"®apmMakooriyHi BNacTuBoCTi"
(iHchopmawuisi 3 6e3nekn),
"MokasaHHA" (YTOYHEHHS
iHchbopmawii), "MNpoTrnokasaHHsA",
"B3aemogis 3 iHWMMU NiKapCbKnmu
3aco6amu Ta iHLWi BUAn
B3aemogii", "OcobamBocCTi
3aCcToCyBaHHSA", "3acTocyBaHHs Y
nepiog, BaritTHOCTi abo rofyBaHHsA
rpyAAat”, "3partHicTb BIIMBATY HA
LWIBWAKICTb peakuii npy KkepyBaHHi
aBTOTPaHCMNOPTOM a60 iHWKMK
mexaHizmamu”, "Cnocio
3acToCcyBaHHA Ta fo3n”
(iHdbopmauis 3 6esnekw), "diTn"
(3aTBeEppXKeHO: Jlikapcbkuii 3acio
He 3aCTOCOBYBaTM AiTAM BiKOM A0
15 pokis. 3anponoHoBaHo:
Nikapcbkuit 3aci6 He
3acTocoByBaTy AiTAM.),
"Mepeno3yBaHHa", "TMO6IYHI
peakuji" BignoBigHO A0 OHOBEHOI
iHbopmauii 3 6e3nekun giroyoi
peyoBUHM.

BBegeHHA 3MiH npoTArom 6-tm
MicsILiB Micns 3aTBepAKEHHs

25.

ATAKAHA

Tabnetku no 8 mr no 14
TabneTok y 6rictepi; no

ACTPA3EHEKA Al

LLisefuapis

AcTpa3eHeka Ab,
LLIBeuist

Lseuis/
HimeyunHa

BHECEHHS 3MiH [0 peecTpavLiiHnX
marepianis: 3MiHW | TUMy - 3MiHK

3a peyernmom

UA/6559/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
2 6nicTepu y KapTOHHIN (BUpO6HMLTBO, LoAo 6e3nekn/edeKTMBHOCTI Ta
KopoobLi KOHTPO/b AKOCTI, thapmakoHarnsgy. BeegeHHs a6o
nepBuHHa Ta 3MiHU [0 y3araslbHEHUX AaHuX Npo
BTOPWHHA yNakoBKa, cuctemy chapmakoHarnsagy
BUNyCK cepir); (BBELieHHSA y3araslbHEeHNX AaHUX
AcTpa3eHeka 'M6X, npo cuctemy capmakoHarnsgy,
HimeuyunHa 3MiHa YyNOBHOB&XeHOI 0cobu,
(nepBuHHa Ta BiANOBIAa/IbHOI 3a 34iiCHEHHS
BTOPWHHA yNakoBKa, chapmakoHarnsgy; KOHTakTHOI
[03BIi/NT HAa BUMYCK 0ocobu 3 hapmakoHarnsgy
cepir) 3asBHUKA A5 34iACHEHHS
thapmakoHarnagy B YkpaiHi, SKLo
BOHa BifMiHHA Bif, yNIOBHOBaXXEHOI
ocobu, BignoBifanbHOI 3a
3pjiicCHeHHs1 hapmakoHarnagy
(BK/IHOYAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnsgy) - 3miHa
KOHTaKTHOI 0CO6M 3asBHUKA,
BiiNOBIAaIbHOT 3a 34iICHEHHS
chapmakoHarnsgy B Ykpaii.
MponoHoBaHa pepakuis: Mpyaies
[Jennc AmuTposuy. 3miHa
KOHTaKTHUX aHNX KOHTaKTHOT
0co6u 3asBHKKa, BigNoBigasIbHOT
3a 3fiiicHeHHs hapmakoHarnsgy
26. ATAKAHA Tabnetkn no 16 mr no 14 | ACTPA3EHEKA Al LLiBefiuapis AcTtpa3eHeka AB, LLIBeuis/ BHECEHHS 3MiH [0 peecTpaviiiHnX 3a peyenmom UA/6559/01/02
Tabnetok y 6nictepi; no LiBeuis HimeuunHa marepianis: 3mMiHW | TUNY - 3MiHK
2 6nicTepun y KapTOHHIl (BMPOGHMLTBO, Lofo 6e3nekn/edekTMBHOCTI Ta

Kopobui

KOHTPO/b SIKOCTI,
nepBuHHA Ta
BTOPWHHA yNakoBKa,
BUMYCK cepii);
AcTpa3eHeka 'M6X,
HimeuunHa
(nepBuHHa Ta
BTOPWHHA yNakKoBKa,
[03BiN Ha BUMYCK
cepii)

thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHWX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy chapmakoHarnsgy,
3MiHa yNOBHOB&XeHOi 0cobu,
BignoBifa/IbHOI 3a 34jACHEHHS
hapMakoHarnaay; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iiCHEeHHS
hapmMakoHarnagy B YkpaiHi, KO
BOHa BifMiHHA Bif, yNOBHOBaXXEHOI
ocobw, BignoBigasibHOI 3a
3[jiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KOHTaKTHOI 0CO6W 3asiBHUKA,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy B Ykpaiti.
MponoHoBaHa pepakuisi: Mpygies
[JeHnc AMnuTpoBuy. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI
0Cco6M 3as1BHMKA, BignoBigasibHOT
3a 3gjlicHeHHs hapmakoHarnsay

27.

ATAKAHA NnoC

Tabnetkv no 16 mr/12,5
Mr; no 14 tabnetok y
6nictepi; no 2 6nictepu
B KapTOHHIi kopo6Lyi

ACTPA3EHEKA Al

LLsefuapis

AcTpa3eHeka Ab,
LLBeuis
(BMPOGHULTBO,
KOHTPO/b SIKOCTI,
nepBuHHA Ta
BTOPWHHA yNakKoBKa,
BUMYCK cepii);
AcTpa3eHeka 'M6X,
HimeyunHa
(BUPOGHUK,
BiANOBiAA/IbHWIA 3a
nakyBaHHA Ta
BWMYCK Cepil)

Lseuis/
HimeuunHa

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

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEeHVX AaHuX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHNX AaHNX
npo cucTemy thapmakoHarnsgy,
3MiHa YyNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
thapmakoHarnsay; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 34ICHEHHSA
hapmakoHarnagy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, YyNOBHOBaXEHOT
ocobu, BiAnoBifabHOI 3a
3AjiCHeHHs1 hapMakoHarnagy
(BK/THOYAKOYMN KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnagy) - 3miHa
KOHTaKTHOI 0CO6W 3asiBHUKA,
BignoBifa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy B Ykpaii.
MponoHoBaHa pepakuis: Mpyaies
[Jennc AmuTpoBuy. 3MiHa
KOHTaKTHUX AaHuX KOHTaKTHOT
ocobu 3asBHUKA, BiANOBIAAUTbHOI
3a 3[jiicHeHHs hapmakoHarnsgy

3a peyenmom

UA/7620/01/01

28.

ADDPULA DPOPT-
HIMECYNI4

rpaHynv ans opanbHol
cycneHsii, 100 mr/2 r no
2 ry cauwe; no 1 a6o no
3, abo no 6, a6o no 30
abo no 999 calue,
3'efjHaHVX No Tpu 3
niHieto nepdoopadii, B
KapTOHHI KopoobLi

Jenbta Megiken
MpomoyLH3 Al

LLiBeiiuapis

daiiH dyac eHp
dapmacbioTikans
H.T.M. C.IMN.A.

ITanisa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
nofaHHA OHOBJ/IEHOTO cepTudikaTy
BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 2002-046
Rev 06 Ha A®| Himecynig, Big
3aTBEPAKEHOrO BUPOBHMKA AitoHoT
peyosuHn AARTI DRUGS
LIMITED, India, Ta sk Hacnigok
BHECEHHS 3MiH 0 MKA 13 y

3a peyenmom

UA/12718/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

po3gini «Cknag», Wwoao
3a3HayvyeHHs NoBHOI Ha3BM
BMpo6HMKa A®PI: MponoHoBaHa
pepakuis: AAPTI APAIC
NIMITEL, IHajs / AARTI DRUGS
LIMITED, India

29.

ALENI3NH

MOPOLLOK A/15 PO3UNHY
ans iv'exuii no 1,0 r; 10
h/1aKOHIB 3 MOPOLLKOM Y
KOHTYPHIli YapyHKOBIi
ynakosLi; no 1
KOHTYPHIli YapyHKOBIi
yrakoBLji B mauui

MAT

"Kuismegnpenapar”

YKpaiHa

MAT

"Kuiemegnpenapar”

Ykpaina

BHECEHHS 3MiH [0 peecTpavyiiiHnX
marepianis: 3mMiHW | TUNY - 3MiHK
BHECEHO B IHCTpyKLUito aNns
MeAMYHOro 3aCTOCYBaHHS
nNiKapcbkoro 3acoby A0 po3ainy
"B3aemogis 3 iHWMMU fliKapCbKUMu
3aco6amu Ta iHwWi Buan
B3aemogjin" (B3aemogis 3
MeTami30/10M) BifnoBigHO A0
OHOBJIEHOT iHdhopMaLii 3 6e3neku
3aCTOCyBaHHSA Ait0H0i peYOBUHMU
nikapcbKoro 3acoby (pekomeHgawji
PRAC). BBegeHHs 3MiH MPOTAroM
6-Tn micsauiB nicns
3aTBEPLKEHHS;3MiHN | TURy -
3MiHV BHECEHO B IHCTPYKLUil0 ANns
MeAUYHOr0o 3aCTOCYBaHHS
nikapcbKoro 3acoby [0 po3ginis:
"MpoTunoka3aHHs", "B3aemogis 3
iHLWIMMK NikapcbkMMK 3acobamu Ta
iHLWIi BMAW B3aemogiin",
"Oco6nMBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHSA y nepiog
BariTHOCTi abo rogyBaHHs rpyaar”
(6esneka), "OiTn" (YTOUHEHHS),
"Mo6ivHi peakuii” BignoBigHO A0
OHOB/IEHOT iHdhopMaLii 3 6e3neku
3aCTOCYBaHHS Ajl040i PeYOBUHM
nikapcbKoro 3acoby. BeefeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPAKEHHS

3a peyenmom

UA/2181/01/01

30.

ALUEPBIH

po3umH no 30 mn a6o 80
My chakoHi 3
posnuntoBayem; no 1
oNakoHy B ynakoBLi

dapmaueyTiwe
dabpik MoHTaBIT
6X

ABCTpIs

dapmaueyTile
thabpik MoHTaBIT
mM6X

ABCTpist

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

hapmakoHarnsgy - 3MiH1 BHECEHO

B TEKCT MapKyBaHHA NepBUHHOT Ta
BTOPUHHOT YMakoBOK NiKapCbKoro

3acoby

6e3 peyenma

UA/10200/02/01

31.

BENOrNEHT

Kpem no 15ra6o 30rB
Ty6i; no 1 Ty6i B

Benyno, nikn Ta
KOcMeTuka, A.4.

Xopsaris

Benyno, nikn Ta
KOCMeTuKa, A.4.

Xopgaris

BHECEHHS 3MiH 40 peecTpaLiiHnx
marepianis: 3mMiHuM | TMNY - 3amiHa

3a peyenmom

UA/10920/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KapTOHHIM navu,i BMpO6HUKa A®I, BiANOBIAa/IbHOIO
3a A0CNIMKEHHS 3a/INLLKOBOrO
rictamiHy B A®| reHTamiyuny
CynbhaT - 3aMiCTb 3aTBEPKEHOr0
BMpo6HMKa BioCentrum Sp. z.0.0.,
MonbLua 3anpornoHoBaHwii
BMpo6HUK Neotron Pharma S.p.A.,
ITanis
32. BENONEHT Ma3b Mo 15ra6o 30ry Benyno, nikn Ta Xopsaris Benyno, nikn Ta Xopsaris BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyernmom UA/10920/02/01
Ty6i; no 1 Ty6i B KocMmeTuka, 4.4. KocMmeTuka, 4.4. Marepianis: 3miHu | Tvny - 3amiHa
KapTOHHI nauui BMpo6HUKa A®I, BignosiganbHOro
3a JOCAIAKEHHS 3a/TULLKOBOrO
rictamiHy B A®I| reHTamiyuHy
cynbart - 3aMiCTb 3aTBEpPAKEHOr0O
BMpO6HUMKa BioCentrum Sp. z.0.0.,
MonbLya 3anponoHoBaHwi
BUpo6HMK Neotron Pharma S.p.A.,
ITanisa
33. BEP/ITIOH® 300 KoHueHTpat ansa BEPNIH-XEMI Al HimeuyunHa Bengik ®annep HimeyunHa BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/6426/01/01
oa pO34uHy ANs iHgy3il, dapmaceyTikan MaTepianis: 3MiHu | Tuny -
300 OJ, (300 mr)/12 mn; Cepsicec 'M6X, 3BY)XEHHS AONYCTUMUX MEX Y
no 12 mn B amnyni; no 5, HimeyunHa cneuungikauii Ha A®I 3a
ab6o no 10 amnyn y (BTOpUHHE NoKasHNKOM «bakTepiasibHi
KapTOHHI KopoobLi nakyBaHHs); €HJ0TOKCMHM» (3anpOnoHOBaHO:
BEPNIH-XEMI AT, He 6inbLue Hixx 30 MO/T); 3MiHu |
HimeyunHa TMny - 3MiHa NnapameTpy
(BTOPUHHE cneuudpikauii /13 "30BHiLUHii
nakyBaHHS, BUINIAA" NPY BUMYCKY i HA Nepiof
KOHTPONb Ta BUMYCK npuAaTHOCTI. 3MiHW BHECEHO B
cepiii); EBEP IHCTPYKLilO ANS MeAnyHOro
dapma Mena Mm6X, 3acToCyBaHHS NiKapcbKoro 3acoby
HimeuyunHa

(BUpPOGHMLTBO "in
bulk”, nepsuHHe
nakyBaHHS,
KOHTPO/b cepilf;
BTOPWHHE
nakyBaHHS (Tisbku
MapKyBaHHs
amnyn)); YHitakc-
$apmanoricTik
'm6X, HimeyunHa
(BTOpUHHE
nakyBaHHs)

y p. "OCHOBHI (i31KO-XiMiUHi
BnacTmBocTi". BBefeHHs 3MiH
NpoTArom 6-Tv MicALiB nicns
3aTBEPMKEHHS; 3MiHM | TUNY -
BW/TyYEHHS HE3HAYHOTO
napametpa crneuudikaLii roroBoro
niKkapcbKoro 3acoby:
"laeHTudbikavis nponineHraikona”
npu BUNYCKY Cepiii i Ha nepiog
TepMiHy npugartHocTi. BBeaeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPMKEHHS; 3MiHM | TUny -
BUJTYYEHHSA HE3HAYHOrO
napameTpa cneumdikavii rotoBoro
nikapcbkoro 3acoby: "KinbkicHuiA

BMICT eTuneHgiamiHy" npu Bunycky
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

cepiii i Ha nepiog, TepMiHy
npuaaTHocTi. BBegeHHS 3MiH
npoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS; 3MiHM | TUny -
BU/TyYEHHSA HE3HAYHOrO
napameTpa cneumdikaLii rotoBoro
nikapcbkoro 3acoby: "KinbkicHuiA
BMICT nponineHrnikons” npu
BUMYCKY Cepili i Ha nepiog, TepMiHy
npuaaTHocTi. BBeAeHHS 3MiH
NpoTArom 6-Tv MicsLiB nicns
3aTBEPKEHHS;
3MiHN | TUNY - BUNYYEHHA
He3HayHoro napameTpa
cneumdikaLii roToBoro
nikapcbKoro 3acoby: "XimivyHa
ynctoTta(6,8-eniTpuTiooKTaHoBa
Kucnota)" npu BUNYycKy cepii.
BBegeHHA 3MiH npoTArom 6-tm
MiCALIB NiCNA 3aTBEPOXKEHHS;
3MiHU | TUNY - BUNYYEHHSA
He3Ha4yHoro napameTpa
cneumagikaLii rotoBoro
nikapcbKkoro 3acoby: "XimivyHa
uncToTa(P -ninoesa kucioTa)" npm
BWMYCKy Cepiii. BBeAeHHS 3MiH
npoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS; 3MiHM | TUnY -
BU/TyYEHHSA HE3HAYHOrO
napameTpa cneumdikaLii rotoBoro
nikapcbKoro 3acoby: "XimivyHa
yucToTa (HeBiLOMi OMILLKK,
3arasibHa KinbKicTb)" Npu BUNYCKY
cepiii i Ha nepiog, TepMiHy
npuaaTHocTi. BBegeHHS 3MiH
npoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS; 3MiHM | Tuny -
BU/TyYEHHSA HE3HAYHOrO
napameTpa cneumdikaLii rotoBoro
nikapcbKoro 3acoby: "XimivyHa
yucToTa (cynbdig)" npyu BUNYyCKy
cepiit i Ha nepiog, TepMiHy
npuaaTHocTi. BBeAeHHS 3MiH
NpoTArom 6-Tv MicsLiB nicns
3aTBEPMKEHHS; 3MiHW | TUNY -
3MiHa JONyCTUMUX MEX
napameTpa crneuudikaLii rotoBoro
nikapcbkoro 3acoby "MexaHiuHi

BK/IFOYEHHS: BUAMMI YaCTUHKKN" Npun
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BWMYCKy cepiii 3 "[Mpo3opuid i
NPaKTUYHO BiflbHWIA Bif YacTUHOK"

52

KUCNOTU. BBEAEHHS 3MiH NPOTArOM
6-TV MicALIB NiC/1A 3aTBEPLKEHHS;

3MiHM | TUMY - 3MiHW B yMOBax
36epiraHHsa roToBOrO J1iKapCbKOro

3acoby BignoBigHO A0 pe3ynbTaTiB

Ha "MpaKTUYHO BiNbHWUIA Big,
YacTUHOK". BBeaeHHS 3MiH
NpoTArom 6-Tv MicsLiB nicns
3aTBEPMKEHHS; 3MiHW | TUNY -
[LOMNOBHEHHS crieumdikavi
roTOBOro NikapcbKoro 3acoby Ha
nepiog, TepmiHy npuaaTHoCTI
NOKa3HUKOM "MexaHiuHi
BK/IIOYEHHSA(BUAUMI YaCTKM):
MpaKTUYHO BiNbHWUIA Bif, YaCTUHOK".
BBegeHHA 3MiH npoTArom 6-tm
MiCALIB NiCNA 3aTBEPOXKEHHS;
3MiHK | TUNY - AONOBHEHHSA
cneuudikauii roToBoro
nikapcbKoro 3acoby HoOBUM
nokasHukoM "XimiuHa uncrora
(BCbOro AoMmiLLoK(kpiM nonimepis))”
npu BUNYCKY cepiit i Ha nepiog
TepMiHy npuaatHocTi. BBegeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPMKEHHS; 3MiHM | TURY -
[0MNOBHEHHA crieumdikavi
rOTOBOrO J1iKapCbKOro 3acoby
HOBWM MOKa3HWKOM "XiMiuHa
yucrota (N-(2-amiHoeTnn)-5-(1,2-
Av-Tionax-3-un)-neHTaHamia)" npu
BUMYCKY Cepiii i Ha nepiog, TepMiHy
npuaaTHocTi. BBeAeHHS 3MiH
npoTArom 6-Tm MicAuiB nicns
3aTBEPAKEHHS;
3MiHU | TUNY - LONOBHEHHSI HOBOTO
MeToAy BUNPOOYBaHHS rOTOBOIO
nikapcbkoro 3acoby ans
ineHTudikauii, KinbkicHoro
BU3HAYEHHS Ta BU3HAYEHHS
XiMiYHOT YNCTOTU TIOKTOBOT

3MiHU | TUMY - JONOBHEHHSA
a/1bTepHaTVBHOIO NepBUHHOIO
CTaHfapTHOro 3paska ana 3 -
NiNOEBOI KNCNOTU A1 HOBOI
aHaniTMYHOI METOAVKM;

HOBOTO AOC/IKEHHS]




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

dhoTocTabinbHOCTI,

npegcrasneHux y posgini 3.2.P.8.
CrabifnbHicTb. TEKCT MapKyBaHHSA

yNakoBOK Ta METOAW KOHTPO/THO

AIKOCTi NikapcbKoro 3acoby Bxe
MICTATb Lie MOCUNAHHA Ha YMOBM

36epiraHHs, y 3B'A3Ky 3 UMM He

noTpebytoTb OHOB/IEHHS

34.

BICAKOAUN

KpMcTaniuyHWin NOPOLLIOK
(cybcTaHuis) y nakeTax
noaBiliHMX
nonieTuneHoBux ans
BMPOGHMLITBA
HecTepuIbHMUX
nNikapcbknx hopm

MpAT
"GapmateBTnyHa
ipma "OapHuus”

Ykpaina

Kambpekc
Mpodchapmako
MinaHo C.p.n.

ITanis

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHW | TUMY - 3MiHK
o cneumndikauii A®l, a came
BWYYEHHS po3ainy «Baxki
MeTann»; 3MiHW | TMny - 3MiHK Y
mMeToAax BUNpoGYBaHHSA Y 3B'A3Ky
3 MPVMBEAEHHAM iX Y BIANOBIAHICTb
[0 BUMOT €BponeincbKol
thapmakonei, USP Ta maTepianis
chipMun BUpoOHWMKa, a came
BHECEHHI pefakLiiiHi npaBku Ta
YTOUYHEHHS A0 po3A4inis:
-«lgeHTudikayis» 4ONOBHEHO
MEeTOA0M 3 BUKOpUCTaHHAM FT-14
cnekTpometpa Perkin Elmer
Spectrum-Two 3 yHiBEpCa/IbHOI
NPUCTaBKOIO NOPYLUEHOTO MOBHOIO
BHYTPILLUHLOrO BiOGpaXKeHHs
(MNBBY); -«CynpoBigHi AOMILLIKN>»
[OMOBHEHO PO34YMNHOM YyT/IMBOCTI,
3a J0MOMOrot0 SIKOr0 NePeBipPsIIOTb
NOKa3HUK «CUrHaN/LWym»; -
«3a/IMLLIKOBI KifIbKOCTi OpraHiuyHux
PO3UNHHWKIB» AONOBHEHO
PO34YMHOM YyTAMBOCTI (BYr/1euto
TeTpaxnopug Ta 1,2-auxnopeTaH)
3a KM NepeBipaloTb Yy TANBICTb
METOAMKMN, YTOYHEHO Yacu
YTPMMYBaHHSI MeTaHosy Ta
eTunauerary, BHeCEeHi yacu
BVXOAY NiKIB PO3YMHHUKIB Ta
OHOB/IEHO hOPMY/TY PO3PaXyHKY;
-«KinbKicHe BU3HaYeHHs»
YTOYHEHO yac
XpomatorpadyBaHHs Ta BUMOTU
[0 BiJHOCHOrO CTaHAAPTHOro
BIAXWNEHHA M'ATU IHXEKLLRA
PO34VHY NOPIBHAHHSA

UA/6500/01/01

35.

BOPTEBIH

MOPOLUOK A5t
MPUroTYBaHHSA PO3YMHY

Aypob6iHgo dapma
Nt

IHais

HOpxia dapma
CneuwieniTi3 NlimiTeq,

IHAis

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: TEXHIYHY NOMWUIIKY

3a peyenmom

UA/18782/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Ans iH'ekuii no 3,5 mry

dhnakoHi, no 1 dpnakony

3 NMOPOLLKOM Y KapTOHHil
Kopobui

BMNpaB/IEHO B PyKOBaHii BepCii
IHCTPYKUIT AN MeguyHoro
3acToCyBaHHSA NikapCbKoro 3acoby
B po3gini "MobivHi peakuii”, a
came B/AaneHHs NOBTOPHO
3a3HaveHol iHdopmaui "...
MO3KOBOrO HepBa*, napaniy*,
napes*, npecuHkone, CUHAPOM
YPaXeHHS MO3KOBOro cToBbypa,
LepebpoBackyIApHWIA po3nag,
ypaXeHHs ... " Ta fofaHHA
nponyLyeHoi iHdopmauii ...
rinoKcemist*, NoripLUeHHs
NPOXiAHOCTI ANXa/IbHUX LUNAXIB*,
rinokcis, NNeBpuT*, rukaska,
pviHopes, ACOoHisA, CBUCTSYE
OnxaHHs ...". IHdhopMmauia byna
npogy6nboBaHa Ta nponyieHa 3
TEXHIYHMX NPUYMH. 3a3HadeHe
BUNpaB/ieHHs Bignosigae
maTepianam peecTpauiiiHoro
[0CbE

36.

BOPTEKCA CAH

niodpinizat ANs po3vmHy
ANs iH ekuin no 3,5 mr
no 1 dpriakoHy 3
NOPOLLKOM Y KapTOHHilA
Kopobui

CaH
PapmacboTuKan
IHgacTpi3 Nimiten

IHais

CaH
dapmacbloTUKan
IHpacTpi3 /174,

IHais

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

hapmakoHarnsgy. BeefeHHus abo

3MiHW [0 y3arasibHEHUX JaHuX Npo
cuctemy chapmakoHarnsagy

(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy apmakoHarnsgy,

3MiHa YNOBHOB&XEHOI 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHoOI
ocobu 3 hapmakoHarnisgy
3aABHUKa 419 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, SKLo
BOHa BifMiHHA Bif, yNIOBHOBaXEHOI
ocobw, BignoBiganbHoI 3a
3gificHeHHs chapmakoHarnagy
(BK/IHOYAKOUN KOHTAKTHI JaHi)
Ta/ab0 3MiHWN Y PO3MILLEHHI
mMacTep-haiina cuctemm
thapmakoHarnsgy) - amiHa

YNOBHOB&XEHOI 0CO6U 3as1BHYKA,

BiANOBIA&/IbHOI 3a
thapmakoHarnsag.

MponoHoBaHa pepgakuis: Dr. Vivek
Ahuja. 3miHa KOHTaKTHVX AaHnX

3a peyenmom

UA/17634/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

YMOBHOB&XEHOT 0cobw,
BignoBiganbHOI 3a
hapmakoHarnsg. BeegeHHs
afipecu MiCLie3HaxoMKeHHS
macTep-cbaiina cuctemm
thapmakoHarnsgy. BeegeHHs
agpecw, ae 34iCHI0ETbCA
OCHOBHa iSNbHICTb 3
hapmakoHarnsay

37.

BPOHXO TAUCC
KPANMI

Kpanni ans
nepopasibHOro
3acTocyBaHHs, no 30 mMn
y donakoHi-KpanenbHuLi;
no 1 cpnakoHy-
KpanesnbHuULi B
KapTOHHIA KopoobLi

[Op. Taiicc
HaTypsapeH M6X

HimeuunHa

[Op. Taiicc
HaTypBapeH M6X

HimeuunHa

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

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHWX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy chapmakoHarnsgy,
3MiHa yNOBHOB&XeHOi 0cobu,
BignoBifa/IbHOI 3a 34jACHEHHS
hapMakoHarnaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iiCHEeHHS
hapmMakoHarnagy B YkpaiHi, Ko
BOHa BifMiHHA Bif, yNOBHOBaXXEHOI
ocobw, BignoBigasibHOI 3a
3[jiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa

KOHTaKTHOT 0CO6U YNOBHOBaXKEHOT

0co6u 3asBHKKa, BigNOBiAa/IbHOT
3a hapmakoHarnag B Ykpaii.
MponoHoBaHa pepakuisi: Pumap
Makcum Biktoposud. 3miHa
KOHTaKTHUX AaHWUX KOHTaKTHOT
0cobu ynoBHOBaXeHOT 0cobum
3as1BHVIKa, BigNoBiAa/IbHOT 3a
hapmakoHarnag, B Ykpaini

6e3 peyenma

UA/9794/01/01

38.

BPOHXOCTON®
MACTUNTKN

nactunkm no 59,5 mr; no
10 nactunok y 6nictepi;
no 2 6nictepn y
KapTOHHIA KopoobLi

KBizga ®apma M'v6X

ABCTpIs

Bonpep
Ap3sHeimiTTen M6X
& Ko.KI, HimeyunHa

(BUpOGHMLTBO,
KOHTPONb SIKOCTI,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs); Ksizaa

Himeuunna/
ABCTpist

BHECEHHS 3MiH 10 peecTpaviiiHnX
marepianis: 3mMiHu | TUNy - 3MiHa
KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT
0Cco6M 3as1BHMKA, BignoBigabHOT
3a (hapmakoHarnag, B YkpaiHi.
MponoHoBaHa pegakuis: JaHinosa
Napuca BonogumupiBHa. 3miHa
KOHTaKTHUX AAaHUX KOHTaKTHOI

6e3 peyenma

UA/9915/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

dapma 'm6X,
ABCTpIf (BUNYCK
cepii)

0cobu ynoBHOBaXeHOT 0cobum
3asBHVIKa, BigNOBiAa/IbHOT 38
hapmakoHarnag B Ykpaini

39.

BPOHXOCTON®
PO341H

PO34MH OpasibHWiA N0
150 mn 'y cpnakoHi; no 1
pNakoHy y KapTOHHIN
KOpOo6Li 3 MipHUM
CTakaH4yMKoM

KBizga ®apma M'v6X

ABCTpIs

KBizga ®apma Mv6X

ABCTpis

BHECEHHS 3MiH 10 peecTpavLiiiHnX
marepianis: 3mMiHW | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3ara/lbHEHNX AaHnX Npo
cuctemy hapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy chapmakoHarnsgy,

3MiHa yNOBHOB&XeHOi 0cobu,
BignoBifa/IbHOI 3a 34jACHEHHS
hapMakoHarnaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iiCHEeHHS
hapmMakoHarnagy B YkpaiHi, KO
BOHa BiMiHHA Bif, yNOBHOBaXXEHOI
ocobw, BignoBigasibHOI 3a
3[iiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa

KOHTaKTHOT 0CO6U YNOBHOBaXKEHOT
0co6u 3asBHKKa, BigNoBiAa/IbHOT

3a hapmakoHarnag B Ykpaii.

MponoHoBaHa pepakuis: JaHinosa
Napuca BonogmmupiBHa. 3miHa

KOHTaKTHUX AaHUX KOHTaKTHOI

0cobu ynoBHOBaXeHOT 0cobum

3asBHVIKa, BigNoBiAa/IbHOT 3a
hapmakoHarnag B Ykpaini

6e3 peyenma

UA/13470/01/01

40.

BPOHXOCTON®
cupon

cupon no 120 mny
donakoHi; no 1 dpnakoHy
Y KOMNEKTi 3 MipHUM
CTakaH4MKOM B KOpobui
3 KapPTOHY

KBizga ®apma M'v6X

ABCTpIs

KBizga ®apma M6X

ABCTpif

BHECEHHS 3MiH 10 peecTpaviiiHnX
marepianis: 3mMiHW | TURY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta

chapmakoHarnsgy. BeefeHHs abo

3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy thapmakoHarnsgy,

3MiHa yNOBHOB&XeHOI 0cobu,
BignoBigabHOI 3a 34jACHEHHS
hapMakoHarnaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3aABHUKa A1 3MiICHEHHS
dhapmMakoHarnagy B YkpaiHi, Ko

6e3 peyenma

UA/9915/02/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BOHa BifMiHHA Bif, yNIOBHOBaXXEHOI
ocobu, BignoBifanbHOT 3a
3pjiicCHeHHs1 hapmakoHarnagy
(BK/IHOYAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnsgy) - 3miHa
KOHTaKTHOT 0CO6U YNOBHOBaXEHOT
ocobu 3asBHUKA, BiANOBIAAUTbHOI
3a hapmakoHarnag B Ykpaii.
MponoHoBaHa pepakuisa: JaHinosa
Napuca BonognmumpisHa. 3miHa
KOHTaKTHUX JaHNX KOHTaKTHOT
0Cco6M YNoBHOBaXXEHOI 0Cco6YU
3asBHMKa, BiANOBIAaIbHOT 3a
thapmakoHarnsg B YkpaiHi

41.

BPYCTAH

TabneTku, BKPUTI
NiBKOBOK 060/10HKOIO,
no 10 Tabnetok y
6nictepi; no 1 6nictepy
B KapTOHHI kopo6Lyi

CaH
PapmacboTuKan
IHgacTpi3 Nimiteq

IHais

CaH
dapmacbloTUKan
IHpacTpi3 Nimiteq,

IHais

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

hapmakoHarnsgy. BeefeHHs abo

3MiHW [0 y3arasibHEHUX JaHuX Npo
cuctemy chapmakoHarnsagy

(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy capmakoHarnsgy,

3MiHa yNOBHOB&XEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarnsay; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3aABHUKa 419 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, SKLo
BOHa BifMiHHA Bif, yNIOBHOBaXEHOI
ocobw, BignoBiganbHoI 3a
3gificHeHHs chapmakoHarnagy
(BK/HOYAKOUN KOHTAKTHI JaHi)
Ta/ab0 3MiHN Y PO3MILLEHHI
mMacTep-haiina cuctemm
thapmakoHarnsgy) - amiHa

YNOBHOB&XEHOI 0CO6U 3as1BHYKA,

BiANOBIAa/IbHOI 3a
thapmakoHarnsag.
MponoHoBaHa pegakuis: Dr. Vivek
Ahuja. 3MiHa KOHTaKTHVX AaHnX
YMOBHOBaXeEHOT 0cobwy,
BignoBiganbHOI 3a
thapmakoHarnsg. BeegeHHs
afipecun MicLie3HaxoMKeHHs
macTep-chaiina cuctemm
hapmakoHarnsgy. BeegeHxs

6e3 peyenma

UA/4617/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

agpecw, ae 34iCHI0ETbCA
OCHOBHa iSNbHICTb 3
hapmakoHarnsay

42,

BYNPEKCOH-3H

Tabnetkun cy6GniHrBabHi,
2 mr/0,5 wr; no 10
Tabnetok y 6nictepi; no
1 a6o no 5 6nictepiB y
KopoOLi 3 KapTOHY

ToBapucTBO 3
obmexeHoto
BiANOBIAA/LHICTIO
"XapkiBcbke
hapmaueBTUyHe
nignpMeMCTBO
"300poB's Hapoady

YKpaiHa

ToBapucTso 3
06MexeHot
BiANOBIAA/LHICTIO
"XapkiBcbke
hapmaLeBTUyHE
nigNpPMEMCTBO
"30,0p0oB's Hapoay

YkpaiHa

BHECEHHS 3MiH 10 peecTpavLiiiHnX
MaTepianis: 3miHu | TUny - 3MiHK 3
akocTi. CepTudikar
BignosigHocTi/l E-cepTudpikar
BiANOBIAHOCTI EBpONeiichkili
thapmaxonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOrO
cepTugikaTa BignoBigHOCTI abo
BUyYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
hapmakonei: ana Adl; ons
BUXigHOrO
Marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCA
y BUPO6GHULTBI ADI; ans
[0MOMIXHOT PEYOBUHU
(cepTudpikat BiANOBIAHOCTI
€sponelicbkin hapmakone) -
HoBuii cepTudikar Big HOBOro
BMpo6HUKa (3amiHa abo
[IOMOBHEHHS) - BBEIEHHA HOBOTO
BMpo6HMKa A®| BynpeHopdiHy
rigpoxnopuay Rusan Pharma Ltd.,
India i3 HagaHHAM CepTucpikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei RO-CEP 2017-228-
Rev 00 3 BignosigHNMn 3MiHaMun B
cneumdikauii Ta aHaniTUYHNX
MeToAvVKax 3a NoKasHUKaMu:
«3a/IMLLKOBI KifIbKOCTI OpraHivyHnx
PO34YUHHKKIB», «llanagiin».
3aTtBepmkeHo: Macfarlan Smith
Limited, United Kingdom,
AREVIPHARMA GMBH,
Germany. 3anponoHoBaHo:
Macfarlan Smith Limited, United
Kingdom, AREVIPHARMA GMBH,
Germany, Rusan Pharma Ltd.,
India

3a peyernmom

UA/13443/01/01

43.

BYNPEKCOH-3H

Tabnetku cy6niHrBanbHi,
8 mr/2 mr; no 10
Tabnetok y 6nictepi; no
1 a6o no 5 6nictepiB y
Kopo6Li 3 KapTOHY

ToBapucTBO 3
obmexeHoro
BiANOBIAA/ILHICTIO
"XapkiBcbke
hapmaueBTUyHe
nignpveMcTBO

YKpaiHa

ToBapucTso 3
06MexeHo
BiANOBIAA/LHICTIO
"XapkiBcbke
hapmaLeBTUyHE
nignpMeMcTBO

Ykpaina

BHECEHHS 3MiH 10 peecTpaviiiHnX
MaTepianis: 3miHu | TMny - 3MiHK 3
sikocTi. CepTudikat
BignosigHocTI/lE-cepTudpikar
BiANOBIAHOCTI EBpONechbkili
hapmakonei/MoHorpadii.

3a peyernmom

UA/13443/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

"3p0poB's Hapoay"

"3p0poB's Hapoay"

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
[OMNOBHEHHS) - BBEAEHHSA HOBOrO
BMpo6HMKa AP| BynpeHopdiHy
rigpoxnopuay Rusan Pharma Ltd.,
India i3 HagaHHAM CepTucpikata
BiANOBIAHOCTI EBpONechbkil
thapmakonei RO-CEP 2017-228-
Rev 00 3 BignosigH1MK 3MiHaMun B
cneumdikauii Ta aHaniTUYHNX
MeToAvKax 3a NOKasHUKaMu:
«3a/IMLLKOBI KifIbKOCTI OpraHiyHnx
PO3UYNHHKKIBY», «[lanagin».
3aTtBepmkeHo: Macfarlan Smith
Limited, United Kingdom,
AREVIPHARMA GMBH,
Germany. 3anponoHoBaHo:
Macfarlan Smith Limited, United
Kingdom, AREVIPHARMA GMBH,
Germany, Rusan Pharma Ltd.,
India

BAJIMICAP 160

TabneTku, BKpUTI
N/1iBKOBOK 060JIOHKOIO,
no 160 mr, no 30
Tabnetok y dpriakoHi; no
1 dp1akoHy B KapTOHHii
Kopob6ui; no 90 TabneTok
y donakoHi; no 1
(h/1aKOHY B KapTOHHIii
Kopob6ui; no 10 TabneTok
y 6nicTepi; no 1 a6o 3
6nicTepy y KapTOHHiIl
Kopobui

Makneogc
dPapmacbroTrKanc
Nimiten

IHais

Makneoac
dapmMacboTUKanc
Nimiteq

IHais

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

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHWX Npo
cuctemy hapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy chapmakoHarnsgy,

3MiHa yNOBHOB&XeHOi 0cobu,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapMakoHarnaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iiCHEeHHS
hapmakoHarnagy B YkpaiHi, Ko

BOHa BiMiHHA Bif, yNOBHOBaXXEHOI

0cobw, BignoBigasbHOI 3a

3a peyernmom

UA/16186/01/03
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3[jiCHeHHs hapMakoHarnsgy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
mMacTep-caiina cucremm
thapmakoHarnagy) - 3miHa
YMNOBHOBaXeHOT 0COOM 3asBHMKA,
BigNoBiAa/IbHOI 3a 34jACHEHHS
dhapmakoHarnsgy: MponoHoBaHa

pepakuis: Dr. Ashish Mungantiwar.

3MiHa KOHTaKTHUX AaHnX
YMOBHOBaXeEHOT 0co6Y,
BiNOBIAabHOT 3a 34iICHEHHS
thapmakoHarnsgy. 3miHa
KOHTaKTHOT 0CO6U YNOBHOBaXEHOT
ocobu 3asBHUKA, BiANOBIAAUTbHOI
3a 3pjlicHeHHs chapmakoHarnsgy B
YkpaiHi: NponoHoBaHa pefakuis:
Kyunba TeTsiHa BacunisHa. 3miHa
KOHTaKTHUX JaHNX KOHTaKTHOT
0Cco6M YNoBHOBaXXEHOI 0Cco6YU
3asBHMKa, BiANOBIAaIbHOT 3a
3[ificCHEHHS hapMakoHarsay B
YkpaiHi. 3miHa HoMmepa macTep-
thaiina cuctemun chapmakoHarnsgy

45,

BAJIMICAP 320

TabneTku, BKpUTI
N/1iBKOBOK 060JIOHKOIO,
no 320 mr, no 30
Tabnetok y dpriakoHi; no
1 dp1akoHy B KapTOHHii
Kopob6ui; no 90 TabneTok
y donakoHi; no 1
(h/1aKOHY B KapTOHHIii
Kopob6ui; no 10 TabneTok
y 6nicTepi; no 1 a6o 3
6nicTepy y KapTOHHiIl
Kopobui

Maxkneogc
dPapmacbroTrKanc
Nimiten

IHais

Makneoac
dapmMacboTUKanc
Nimiteq

IHais

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

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHVX AaHuX Npo
cuctemy hapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy chapmakoHarnsgy,

3MiHa yNOBHOB&XeHOi 0cobu,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapMakoHarnaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iiCHEeHHS
hapmakoHarnagy B YkpaiHi, Ko
BOHa BiMiHHA Bif, yNOBHOBaXXEHOI
ocobu, BignoBigasibHOI 3a
3[iiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa

YMOBHOBaXeHOT 0CObM 3as1BHMKaA,
BiANOBIAaA/IbHOI 3a 34iiCHEHHS

dhapmakoHarnagy: NponoHosaHa

3a peyenmom

UA/16186/01/04
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

pepakuis: Dr. Ashish Mungantiwar.

3MiHa KOHTaKTHUX AaHnX
YNOBHOBAXEHOT 0CO6M,
BignoBiAa/IbHOI 3a 34jACHEHHS
thapmakoHarnagy. 3miHa
KOHTaKTHOI 0CO6U YNOBHOBaXXEHOT
0Cco6M 3as1BHMKA, BignoBigasibHOT
3a 3pjlicHeHHs chapmakoHarnsay B
YkpaiHi: MpornoHoBaHa pefakuis:
Kyumba TeTaHa BacuniBHa. 3MiHa
KOHTaKTHUX AaHUX KOHTaKTHOI
0Cc0o6M YyNoBHOBaXKEHOI 0CO6YU
3as1BHMKA, BignoBiAa/bHOT 3a
3[ifiCHEHHS1 hapMakoHarsay B
YkpaiHi. 3MiHa Homepa macTep-
thaiina cuctemun chapmakoHarnsgy

46.

BAJIMICAP 40

TabneTku, BKPUTI
NiBKOBOK 060/10HKOIO,
no 40 wr, no 30
Tabnetok y h1akoHi, no
1 chnakoHy y KapTOHHI
ynakosui; no 10
Tabnetok y 6nictepi, no
1 a6o 3 6nictepn y
KapTOHHIA Kopoo6Li

Makneopc
PapmacboThKanc
Nimiteq

IHais

Makneogc
PapmMacboTUKaIC
NimiTen

IHais

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

hapmakoHarnsgy. BeefeHHs abo

3MiHW [0 y3arasibHEHUX JaHuX Npo
cuctemy chapmakoHarnsagy

(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy capmakoHarnsgy,

3MiHa yNOBHOB&XEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarnsay; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3aABHUKa 419 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, SKLo
BOHa BifMiHHA Bif, yNIOBHOBaXEHOI
ocobw, BignoBiganbHoI 3a
3gificHeHHs chapmakoHarnagy
(BK/HOYAKOUN KOHTAKTHI JaHi)
Ta/ab0 3MiHN Y PO3MILLEHHI
mMacTep-haiina cuctemm
thapmakoHarnsgy) - amiHa

YNOBHOB&XEHOI 0CO6U 3as1BHYKA,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA

dhapmakoHarnsgy: MponoHoBaHa

pegakuis: Dr. Ashish Mungantiwar.
3MiHa KOHTaKTHUX AaHnxX

YMOBHOBaXeEHOT 0cobwy,
BiANOBIAA/IbHOI 3a 34iiCHEHHS

thapmakoHarnsgy. 3miHa

KOHTaKTHOT 0CO6U YNOBHOBaXKEHOT

0co6u 3asBHKKa, BiANOBiAa/IbHOT

3a 34jiicHeHHs chapmakoHarnsay B

3a peyenmom

UA/16186/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
YkpaiHi: MponoHoBaHa pefakuis:
Kyunba TeTsHa BacunisHa. 3miHa
KOHTaKTHUX JaHUX KOHTaKTHOT
0cobu ynoBHOBaXeHOT 0cobum
3asBHVIKa, Bi4NOBIAA/IbHOT 38
3ailicHeHHA hapMakoHarnsgy B
YkpaiHi. 3MiHa HoMepa macTep-
thaiina cuctemu chapmakoHarnsgy
47. BAJIMICAP 80 TabneTkn, BKPUTI Makneopc IHais Makneogc IHais BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/16186/01/02
N1iBKOBOK 060/IOHKOLO, dapmacbloTrKanc dapmacboTrKanc marepianis: 3MiHW | TUMY - 3MiHK
no 80 mr, no 30 Nimitepn NimiTen Lofo 6e3nekn/edpekTMBHOCTI Ta

TabneTok y hNakoHi; no
1 dpnakoHy B KapTOHHIi
Kopobui; no 90 TabneTok
y donakoHi; no 1
h/1aKoHY B KapTOHHii
Kopobui; no 10 Tabnetok
y 6nicTepi; no 1 a6o 3
6nicTepy y KapTOHHIl
Kopobui

thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEeHVX AaHuX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHNX AaHNX
npo cucTemy thapmakoHarnsgy,
3MiHa YyNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
thapmakoHarnsay; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 34ICHEHHSA
hapmakoHarnagy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, YyNOBHOBaXEHOT
ocobu, BiAnoBifabHOI 3a
3AjiCHeHHs1 hapMakoHarnagy
(BK/THOYAKOYMN KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnagy) - 3miHa
YMOBHOB&XEHOT 0CO6M 3as1BHMKA,
BignoBifa/IbHOI 3a 34jACHEHHS
chapmakoHarnsgy: MponoHoBaHa
pegakuisi: Dr. Ashish Mungantiwar.
3MiHa KOHTaKTHUX AaHnX
YNOBHOBA&XEHOT 0Cco6M,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
thapmakoHarnsgy. 3miHa
KOHTaKTHOT 0CO6U YNOBHOBaXEHOT
ocobu 3asBHUKA, BiANOBIAAUIbHOI
3a 3[jlicHeHHs chapmakoHarnsgy B
YkpaiHi: NponoHoBaHa pefakuis:
Kyunba TeTsiHa BacunisHa. 3miHa
KOHTaKTHUX JaHnX KOHTaKTHOT
0Cco6M yNnoBHOBaXKEHOI 0Co6YU
3asBHWKa, BiANOBIAaIbHOT 3a
3[iicCHEHHS hapMakoHarsay B
YKpaiHi. 3MiHa HoMepa mMacTep-
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
thaiina cuctemun chapmakoHarnsgy
48. BAPIIPUKC™ | niogpinizat gns posunHy nakcoCmiTKNAiiH Benuvka nakcoCmiTKnsinH Benebris BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/15966/01/01
VARILRIX™ ANs iH'ekuiii y donakoHi Ekcnopt flimiteq BpuTanis Bionomxikans C.A. marepianis: 3MiHu |l Tuny - 3miHa
BAKUUHA ANnA no 1 go3i Ta pPO3YNHHMK MeToay BMNpobyBaHHSA rOTOBOroO
MPO®ITAKTUKN (BoZa Ans iH'ekUiiA) no nikapcbKoro 3acoby 3a
BITPAHOI BICMNN 0,5 mn B amnyni Nel a6o NOKa3HVKOM «laeHTudikaLis»
XUBA nonepegHL0 (Identity). 3anponoHoBaHo:
ATEHYNOBAHA HanoBHEHOMY LUNPULi Identity: Quantitative-Polymerase
Nel B KOMMNEKTI 3 Chain Reaction (Q-PCR). TepmiH
[BOMa rofikamvt abo no BBEJIEHHS 3MiH - NPOTArom 6
100 dhnakoHis Ta 100 MiCALIB MiCNA 3aTBEPOXKEHHS;
amnys 3 pO34MHHUKOM B 3MiHu Il TMny - 3miHa meToay
OKpemMmnx Kopobkax BUMPOOYBaHHSA 3a NOKa3HNKOM
«laeHTndikauis» (Identity), sikuit
BMKOHYETbLCA Ha eTanax
BMPOGHULITBA Ail040T PEYOBYH
Single Harvest Ta Virus pool.
3anponoHosaHo: Identity:
Quantitative-Polymerase Chain
Reaction (Q-PCR). TepMmiH
BBEAEHHS 3MiH - NPOTArom 6
MiCALIB MiC/1A 3aTBEPKEHHS
49. BEHOIEMAHON renb no 40 ry Ty6i; no 1 My6niuHe Ykpaina My6niyHe YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 peyenma UA/16813/01/01
1000 Ty6i B nayuj akujioHepHe akujioHepHe marepianis: 3miHu | Tuny -
TOBapuCTBO TOBapuCTBO BW/IYYeHHs 3i cneuudikauii APl
"HaykoBo- "HaykoBo- BeHOpyTMHOM NOKa3HUKIB

BVPOGHWYMNIA LEHTP
"BopLyariBcbKuii
XiMiKo-
hapMaLeBTUYHWIA
3aBog”

BMPOGHNYNIA LEHTP
"BopuyariBcbKuii
Ximiko-
hapmaLeBTUYHWI
3asop"

"Cynbthatn" Ta "Baxki metanun" 3
Bi4NOBIAHMMM MeToAamn
BUNPOBYBaHHS; 3MiHW | TvnYy -
BHECEHHS 3MiH 40 cneuudikawii
A®I| BeHopyTuHO, 30Kpema: - 3a
nokasHnkom "Onuc" Buy4eHo
XapaKTepucTuKy LLoA0
TirpOCKONIYHOCTI; - 38 MOKa3HNKOM
"KoMnoHeHTHuit cknag O-(B-
rigpOKCMeTUN)- PyTO3nAIB | pyTUH"
YTOYHEHHS KpUTEepiiB
NPUIAHSATHOCTI BigNOBIAHO A0
MEeTOAVKN BUMPOGYBaHHS; - 3a
nokasHukamu "lgeHTudikauis.
thnasoHOIAN", "3anLLKOBI
KifIbKOCTi OpraHivyHmnx
PO34MHHMKIB", "IpO30piCTb
po3uumHy", "HaTpito xnopua",
"CynbhaTHa 30/1a" - BBEAEHHS
nepiogNYHOCTI KOHTPOSIIO:
KOHTPOJIIOI0TH MEpLLY Ta KOXHY

63




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

n'ATY Cepito NOTOYHOro PoKy";
3MiHUW | TUMNY - BHECEHHS 3MiH A0
MeTofiB BUNpo6yBaHHA AdI
BeHopyTuHon, 30kpema: 3a
MOKa3HUKOM "3a/TINLLKOBI KifIbKOCTI
OpraHiyHNX PO3UYMHHUKIB" -
06'eHaHO METOAUKN BU3HAYEHHS
eTaHony Ta eTUNEHNIKONMIo,
OCKi/IbKM 3a3HaueHi orpaHiyHi
PO3UYMHHVIKMN MOXHa BU3Ha4YaTh
MeToA0M ra3oBoi
Xpomarorpadiito, Tomy
po3pobnemy yHidhikoBaHy
MeTOAWKY; 3MiHuW | TRy -
BHECEHHS 3MiH 0 METOAIB
BMNpobyBaHHA APl BeHopyTuHON,
30KpemMa: 3a NoKasHVKOM
"KomnoHeHTHuUiA cknag, O-(B-
rigpoKcMeTnn) pyTo3ngis i pyTuH" -
3MiHeHO xpomartorpacdiuHy
KOJIOHKY Ta BHECEHO
[eMOHCTpavjiliHy Xxpomatorpamy

50.

BEPAMAMI/I-
JAPHULA

pO34uH ONs iH'eKUiid, 2,5
Mr/MA; o 2 MmN B
amnyni; no 5 amnyny
KOHTYPHIli YapyHKOBIi
yMakoBLii; N0 2 KOHTYpPHI
YapyHKOBi YNakoBK/ B
naJui; no 2 mn B amnyni;
no 10 amnyny
KOHTYPHIli YapyHKOBIi
ynakosLi; no 1
KOHTYPHIli YapyHKOBIi
yrakoBLji B mauui

MpAT
"dbapmaLeBTnyHa
ipma "JapHuus”

YKpaiHa

MpAT
"PapmaueBTnyHa
cipma "AapHuus”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
BHECEHHS 3MiH 40 creuudikauii
N3 3a nokasHMKom
"NpaenTudikauia B", a came:
BUyYEHHS ifeHTndikauii Ha
X10pUaY;
3MiHW | TUny - nepeknag
3aTBepaxeHnx MKA Ha
nikapcbkuii 3aci6 3 pociliicbkoi Ha
YKpaiHCbKy MOBY. Y 3B'SI3KY 3 LM
BHOCSTbCS 3MiHM [0 pO34iniB:
«Onue», «laeHTudikauis A»,
«[Mpo3opicTb», «KoNbopoBICTb»,
«pH», «CynpoBiZHi AOMILLIKV»,
«O6’eM, L0 BUTArAETLCA»,
«MeXaHiyHi BKITHOYEHHS»,
«CTepwubHICTb», «bakTepiasbHi
eHA0TOKCUHM», «KifnbkicHe
BU3HAYEHHS», <YMOBU
36epiraHHs», «TepmiH
NPUAATHOCTI»; 3MiHW | TUnY -
[OMNOBHEHHA crevumdikalii HoBUM
NOKa3HNKOM 3 BignoBigHUM
MeTOA0M BUMNPOOYBaHHS, a came:
BHECEHO ifeHTMdikaLio Ha

3a peyenmom

UA/3582/02/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Bepanamis NoKasHMKOM
«lpeHTudikalia B» (AkicHa
peakuist). ditova pegakuis
WpeHTndmkaumsa B. PacTtBop
npenapara faeT peakuuio (a) Ha
xnopugpl.(FeY, 2.3.1)
MponoHoBaHa pegakuis
laeHTudikauia B. AkicHa peakuis.
(BisyasibHO); 3MiHM | TUny -
BHECEHHS 3MiH 0 cneuudikayii Ha
Hepo3dacoBaHy NPOAYKLi0 A0
po3giny "lgeHTudikauin”, a came:
3amiHa igeHTudikauii Ha xopuan
6i/TbLL KOPEKTHOK METOAUKOLO-
ineHTudbikaLieto Ha Bepanamin

51.

BEPIOCTUH

TabneTkn no 8 mr no 10
Tabnetok y 6nictepi, no
3 6nicTepu B KAPTOHHIl
Kopobui

CaH
dapmacboTuKan
IHgacTpi3 Nimiteq

IHais

CaH
PapmacboTuKan
IHpacTpi3 Nimiteq,

IHais

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

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHVX AaHWX Npo
cuctemy hapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy chapmakoHarnsgy,

3MiHa yNOBHOB&XeHOi 0cobu,
BignoBifa/IbHOI 3a 34jACHEHHS
hapMakoHarnaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iiCHEeHHS
hapmakoHarnagy B YkpaiHi, Ko
BOHa BiMiHHA Bif, yNOBHOBaXXEHOI
ocobw, BignoBigasibHOI 3a
3[iiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa

YMOBHOBaXeHOT 0CObM 3as1BHMKaA,

BignoBiganbHOI 3a
hapmakoHarnsg.

MponoHoBaHa pepakuis: Dr. Vivek
Ahuja. 3MiHa KOHTaKTHUX SaHUX

YNOBHOBaXEHOT 0CO6M,
BignoBigasibHOI 3a
thapmakoHarnsg,. BeegeHHs
afpecy MicLLe3Hax0ooKEHHS
MacTep-caiina cucremm
chapmakoHarnsgy. BeegeHHs
agpecu, ae 34iACHIETbCS

3a peyernmom

UA/12034/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

OCHOBHa fiSiNIbHICTb 3
chapmakoHarnsgy

52.

BEPIOCTUH

Tabnetkn no 16 mr no 10
Tabnetok y 6nictepi, no
3 6nicTepu B KAPTOHHIl
Kopobui

CaH
dapmacbloTuKan
IHaacTpi3 MiviTesq

IHais

CaH
dapmacboTuKa
IHpacTpi3 Nimiteq,

IHais

BHECEHHS 3MiH [0 peecTpavLiiHnX
marepianis: 3MiHW | TUMY - 3MiHK
Lofo 6e3nekn/edekTMBHOCTI Ta

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHUX Npo
cuctemy chapmakoHarnagy

(BBEAEHHSA Y3araslbHEHNX AaHNX
npo cucTemy thapmakoHarnsgy,

3MiHa YyNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
thapmakoHarnsay; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3as9BHUKA ANA 34ICHEHHSA
hapmakoHarnagy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, yNOBHOBaXEHOT
ocobu, BiAnoBifabHOI 3a
3AjiCHeHHs1 hapMakoHarnagy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnagy) - 3mMiHa

YMOBHOBaXeHOT 0CO6M 3as1BHMKA,

BignoBigasibHOI 3a
hapmakoHarnsg.

MponoHoBaHa pepakuis: Dr. Vivek
Ahuja. 3MiHa KOHTaKTHVX AaHNX

YNOBHOBAaXEHOT 0Cco6M,
BiANOBIAa/IbHOI 3a
thapmakoHarnsg,. BeefeHHs
afpecun MicLLe3HaxoMKeHHS
mMacTep-haiina cuctemm
chapmakoHarnsgy. BeegeHHs
agpecu, ae 34iNCHI0ETbCA
OCHOBHa fjsfIbHICTb 3
chapmakoHarnsgy

3a peyernmom

UA/12034/01/02

53.

BEPIOCTUH

Tabnetku no 24 mr no 10
Tabnetok y 6nictepi, no
3 6nicTepu B KAPTOHHiIl
Kopobui

CaH
PapmacbioTuKan
IHaacTpi3 flimiTes

IHais

CaH
dapmacbloTUKan
IHpacTpi3 flimiteq,

IHAis

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

hapmakoHarnsgy. BeeneHHs abo

3MiHM [0 y3arasibHEHUX JaHuX Npo
cuctemy chapmakoHarniagy

(BBEAEHHSA Y3arasIbHEHUX AaHWX
npo cuctemy capmakoHarnsgy,

3MiHa YNOBHOBaXEHOI 0Co6H,
BiANOBIga/IbHOI 3a 34iiCHEHHS

3a peyenmom

UA/12034/01/03
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

thapmakoHarnsay; KOHTakTHOT
ocobu 3 hapmakoHarnsgy
3asBHUKA A1 3MiACHEHHS
thapmakoHarnagy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, YyNOBHOBaXeHOT
ocobu, BifnoBifabHOI 3a
3[jiCHeHHs1 hapMakoHarnsgy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
mMacTep-aiina cucremm
thapmakoHarnagy) - 3amiHa
YMNOBHOBaXeHOT 0COOM 3as1BHMKA,
BignoBigasibHOI 3a
hapmakoHarnsg.
MponoHoBaHa pepakuis: Dr. Vivek
Ahuja. 3MiHa KOHTaKTHMX AaHNX
YMOBHOBaXEHOT 0co6Y,
BiANOBIAa/IbHOI 3a
thapmakoHarnsg,. BeegeHHs
afpecun MicLLle3HaxoMKeHHS
MacTep-caiina cucremm
chapmakoHarnsgy. BeegeHHs
agpecw, ae 34iNCHI0ETbCA
OCHOBHa fjsfIbHICTb 3
dhapmakoHarnsgy

54.

BIHMOLIETUH-
ACTPA®APM

Tabnetkn no 5 mr no 10
Tabnetok y 6nictepi; no
2,a6ono 3,abo no5
6nictepis y Kopobui 3
KapTOHy

TOB "AcTpadapm”

YKpaiHa

TOB "AcTpadapm"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
noAaHHA HOBOTO cepTudikaty
BiANOBIAHOCTI EBpONechbkili
hapmakonei Ans filo4oi peyoBmHN
BiHMOLETUHY, Big, HOBOrO
BMpo6HUKa Linnea S.A.,
Switzerland, B SiIKOro HasiBHWiA
CeprtudpikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei Ne RO-
CEP 2016-251-Rev 00 (3amiHa
BMpoGHMKa Ad| «Quad
Lifesciences Pvt. Ltd», IHAis)

3a peyenmom

UA/5622/01/01

55.

BITANINIA

KOHLeHTpaT Ans
pO34uHy A1 iHdy3il; no
10 mn y cknaHild amnyni;
no 10 amnyny
KapTOHHIA KopoobLi

®peseHiyc Kabi
[Loliunang Tm6X

HimeyunHa

®peseHiyc Kabi Ab

LLiBewjs

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMaTtepianis: 3MiHu | Tuny -
NnoAiaHHA OHOBJIEHOTO cepTuddikaTa
BIANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 2003-
085-Rev 05 gna Adl
hiTomeHagioHy Big BXe
3aTBEpAXEHOro BUpobHnka DSM
Nutritional Products Ltd., y

3a peyernmom

UA/16590/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
HaC/iOK OHOB/IEHHS METOANKM
BU3HAYEHHS 33 MOKa3HNKOM
«3a/IMLLKOBA KiNIbKICTb OpraHivyHux
PO3UUHHVIKIB»
56. BITANINIA ANA KOHUeHTpaT ans ®pe3seHiyc Kabi HimeuyunHa ®pe3seHiyc Kabi Ab. LLiBeuis BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/16591/01/01
DITENA PO34MHy A8 iHdys3ii; no [oliunang M6 X MaTepianis: 3MiHu | Tuny -
10 mn y cknsaHii amnyni; NnoAaHHs OHOBJIEHOTO cepTudiikaTa
no 10 amnyny BiANOBIAHOCTI EBpONeiichkili
KapTOHHI Kopobui thapmakonei Ne R1-CEP 2003-
085-Rev 05 gnia Adl
hiTOMeHafioHy Bif, Bxe
3aTBEpPKEHOro BUPo6HMKa DSM
Nutritional Products Ltd., y
Hacnif oK OHOB/IEHHS METOANKM
BM3HAYEHHS 38 NOKa3HWKOM
«3a/IMLLKOBA KifIbKICTb OpraHiuyHux
PO3YMHHVKIB»
57. FANA30MIH® cnpeli HazaNbHUiA, BapLuaBcbkuii Monbwa BUPOBHMLTBO, Monbwa BHECEHHS 3MiH 0 peecTpaLiiHnx 6e3 peyenma UA/16346/01/01
KOMBI po3uuH, (1,0 mr + 50,0 hapmaLeBTUYHNIA nepBuHHE Ta mMaTtepianis: 3MiHu | Tuny -
mr)/mn; no 10 mny 3aBog, Monbtha AT BTOPVIHHE AOMIHICTPaTBHI 3MiHW. 3MiHa
chnakoHi-kpanenbHuL,; nakyBaHHs, HalilmeHyBaHHs Ta/abo agpecu
no 1 cpnakoHy 3 KOHTPO/b Ta BUMYCK MicLS MPOBaKEHHS AiANIbHOCTI
PO34YMHOM Y KOPOOLLi cepi: BMPOGHMKa/iMnopTepa rotToBoro
KapTOHHI dapmaueBTUYHNI nNikapcbKoro 3acoby, BkIoHaun
3aBoj, AinbHULI BUNYyCKy cepii abo MicLe
"MONb®APMA" NpoBeAEeHHS KOHTPO/IO AKOCTI.
C.A. Bigain MegaHa (misnbHiCTb, 3a AKy BignoBsifae
B Cepagsi, MNonbLya; BMPOGHUK/IMNOPTEp, BK/IKOYAKUM
KOHTPONb Ta BUMYCK BWMYCK Cepiii) - 3MiHa Ha3BM
cepii: BMpO6HUKa /13, BiANOBIgaU/ILHOrO
BapLuascbkuii 3a BUPOGHULITBO, MEPBUHHE Ta
chapmaLeBTUYHMIA BTOPVHHE MakKyBaHHS, KOHTPO/b Ta
3aBog, Monbcha AT, BWMNYCK cepii, 6e3 3MiHN Micus
Monbwa BMPOGHMLTBA. 3MiHN B iHCTPYKLiT
[N MeAMYHOro 3acTOCyBaHHA Y p.
"BUpOo6HMK" 3 BiAMNOBIAHMMU
3MiHamMW Y TeKCTi MapKyBaHHS
yNaKoBKM NiKapCbKoro 3acoby.
BBefeHHs 3MiH NpoTArom 6-Tu
MicsLiB MicNsa 3aTBEPAKEHHSA
58. FANA30/MIH® cnpeii HazaslbHUiA, BapLuaBcbkuii Monbwa BUPOBHMLTBO, Monbua BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 peyenma UA/16346/01/02
KOMBI po3uuH, (0,5 mr + 50,0 hapMaLeBTUYHWI nepBuHHE Ta MaTepianis: 3MiHu | Tuny -
mr)/mn; no 10 mny 3aBog, Monbtha AT BTOPVIHHE AOMiHICTpaTUBHI 3MiHW. 3MiHa
hnakoHi-kpanenbHuL,; nakyBaHHs, HaliMeHyBaHHs Ta/abo agpecu
no 1 cprakoHy 3 KOHTPO/b Ta BUMYCK MiCLst MPOBAIKEHHS AisiNIbHOCTI
PO34MHOM Yy KOPOOL cepi: BMPOGHMKa/imnopTepa rotoBoro
KapTOHHIiiA dapmMaLeBTUUYHUIA nNikapcbKoro 3acoby, BkIoYaun
3aB0Oj, AiNbHUUI BUMYCKY cepii abo micue
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
"MONTb®APMA" NpPOBELEHHS KOHTPOJTO AKOCTI.
C.A. Bigain MegaHa (misnbHICTb, 3a SAKy BignoBifae
B Cepaasi, MNonbLya; BMPOGHUK/IMNOpTEp, BKIOYAKUM
KOHTPO/b Ta BUMYCK BWMYCK CEPiii) - 3MiHa Ha3BM
cepi: BMpo6HuKa M3, BignosigabHOro
BapLuaBcbkuii 3a BUPOGHMLTBO, NEPBUHHE Ta
dhapmaLeBTNYHMI BTOPVHHE MaKyBaHHS, KOHTPO/b Ta
3aBop, Monbtha AT, BUNYCK cepii, 6e3 3MiHV Micus
Monbwa BMPOGHULTBA. 3MiHW B iIHCTPYKLT
AN MeANYHOro 3aCTOCYBaHHA Y p.
"BUpO6HMK" 3 BigMNOBigHMU
3MiHaMW y TEKCTi MapKyBaHHS
YMakoBKM NiKapCbKoro 3acoby.
BBefeHHA 3MiH NPOTArom 6-1m
MiCALIB MiCNsA 3aTBEPKEHHS
59. FEKCABIT Apaxe, no 50 gpaxe y AT "KMIBCbKIMN YkpaiHa AT "KMIBCbKM YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHnX 6e3 peyenma UA/4914/01/01
KOHTeliHepax BITAMIHHUA BITAMIHHUIA mMartepianis: 3miHu Il TMNy - 3miHa
(6aHoukax); no 1 kr 3ABOA" 3ABO" noB’s3aHa 3i 3MiHO0 BUPOBHMYOT
Apaxe B MakeTi [iNbHULI Bif, BXe 3aTBEepA)KEHOro
nosnieTueHoBoMy BUpo6HMKa TiaMiHy rigpoxnopuay
noAgiiHoMy «Huazhong Pharmaceutical Co.,
Ltd.», China (3aTBEepaxeHa
BUpOGHMYa AinbHuusA: No. 71 West
Chunyuan Road, Xiangyang,
Hubei, China; 3anponoHoBaHa
BUpPOGHMYa AinbHuusA: No. 118
Xianshan Road, Xiangyang City,
Hubei Province). Cy6cTaHuis
TiamiHy rigpoxsiopuz 3 HOBOI Ta
3aTBEPLKEHOI BUPOOHNYNX
OiNbHMLB Mae cyMipHi cnocio
BMPOGHMLITBA Ta ONWC MeToay
CUHTE3Y
60. FENTPAN® NMOpPOLLOK AB6OTT Jlabopatopi3 HimeuyunHa Bionogxici ITanis ITania/ BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/6993/02/02
niochinizoBaHuin ans 6X Na6opaTtopi3z C.P.J1., DdpaHuia/ MaTepianis: 3MiHu | Tuny -
PO3unHy A5 iH'eEKUi No ITanisa Ipeuis He3HauHi 3MiHY B METOANKY
500 mr, 5 cknsHMX (BMpO6HMLTBO, BUMPOOYBaHHA 3a NoKasHMKamm
oN1akoHIB 3 NOPOLLKOM nepBuHHe «lgeHTundikauis, BU3Ha4eHHs

nioghinizoBaHum Ta 5
amnys 3 PO3YNHHVKOM
(L-ni3uH, HaTpito
rigpokcua, Boga ans
iH’exUii) Nno 5 mn B
KOHTYPHIli YapyHKOBIi
ynakoBLij, 3aneyaTaHii
/1IOMIHIEBOIO (PONLIOLO;
no 1 KOHTYpHIl
YapyHKOBIli ynakoBLj y

nakyBaHHS Ta
KOHTPO/Tb AKOCTI
nopotuka
niodinisoBaHoro;
BTOPWHHE
nakyBaHHS,
KOHTPO/b AKOCTi Ta
BWMNYCK Cepiii
roToBOro
nikapcbkoro

KifIbKICHOrO BMICTY afleMETIOHIHY i
BW3HAYEHHS BMICTY NPOAYKTIB
po3snagy (kpim FomocepuHy i 2-
amiHo-4-6yT1ponakToHy)» Ans
N3 (metog BEPX, €® 2.2.29).
BBeaeHHs 3MiH NpoTArom 3-x

MiCALIB MiCNSA 3aTBEPL)KEHHS
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KapTOHHI KopoobLi

3acoby); bionogxici
ITanis laboparopi3
C.P.N., Itanis
(BUpOGHMLTBO,
nepBuHHE
nakyBaHHSA Ta
KOHTPO/Tb AKOCTI
PO3UMHHUKA);
Oendapm CeH Pewmi,
®paHuisa
(BUpOGHMLTBO,
nepBuHHE
nakyBaHHSA Ta
KOHTPO/b AKOCTI
nopotuka
niodpinizoBaHoro;
BTOPWHHE
nakyBaHHS,
KOHTPO/1b SIKOCTi Ta
BUMNYCK Cepiii
roToBOro
nikapcbkoro
3acoby); ®amap
A.B.E. Animoc
MnaHT 63, BYN. Ar.
Aimitpiy, Mpeuis
(B1pOGHMLTBO,
nepBuHHE
nakyBaHHS,
KOHTPO/b AKOCTi Ta
BWMNYCK Cepiii
po34mHHKKaA in bulk)

61.

FEPBAMNAKC
cupon

cupon no 150 mny
chnakoHi; no 1 donakoHy
3 03yBa/IbHUM
CTaKaH4MKOM y
KapTOHHIA Kopoo6Li

Kaccenna-mef
v6X & Ko. KI

HimeyunHa

Knoctepdpay
BepniH TM6X,
HimeyunHa
(B1pOGHMLTBO,
aHaniTuyHe
TeCTyBaHHs,
nepBUHHE Ta
BTOpPUHHE
nakyBaHHs1, BUMYCK
cepii)

HimeuunHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
Marepianis: BUNPaBMEHO TEXHIUHY
NOMUJIKY Y TEKCTi MapKyBaHHS
yNakoBKK NiKapcbKoro 3acoby, a
came BHeceHO oauHuli Sl Ta
BW/Ty4EHO OZHOTO 3 BUPOGHKKIB
nikapcbkoro 3acoby, Lo 6yno
3aTBepxeHo Hakazom MO3 Ne
2854 Big 10.12.2020 p. Ta He
BpaxoBaHo Mif yac npoueaypuv
nepepeectpaujii

6e3 peyenma

UA/15165/01/01

62.

FNIATUNIH

PO34UH A151 iH'EKLLNA,
1000 mr/4 mni; no 4 mn B
amnyni; no 3 amnynun 'y
nnacTykoBoMy
KOHTelHepi; no 1

ITATGPAPMAKO
C.n.A.

ITanis

ITandapmako C.n.A.

ITanisa

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

hapmakoHarnsgy. BeeneHHs abo

3MiHM [0 y3araJibHEHUX faHuX Npo

3a peyenmom

UA/2196/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KOHTeliHepy B kopobu, 3
KapTOHY

cuctemy thapmakoHarnsagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy capmakoHarnsgy,
3MiHa YNOBHOB&XeHOI 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
thapmakoHarnagy; KOHTakTHoOl
0ocobu 3 hapmakoHarnisgy
3aABHUKa AN 34iACHEHHS
thapmakoHarnagy B YkpaiHi, SKLo
BOHa BifMiHHA Bif, yNTOBHOBaXEHOI
ocobu, BignoBifanbHOT 3a
3pjiicCHeHHs1 hapmakoHarnagy
(BK/IHOYAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnsgy) - 3miHa
KOHTaKTHOT 0CO6U YNOBHOBaXEHOT
ocobu 3asBHUKA, BiANOBIAAUIbHOI
3a hapmakoHarnag B Ykpaii.
MponoHoBaHa pepakuis: Mopinuk
Aptem Bonogumumposuy. 3miHa
KOHTaKTHUX aHnNX KOHTaKTHOT
0Cco6M YyNoBHOBaXXEHOI 0Co6YU
3asBHWKa, BiANOBIAaIbHOT 3a
thapmakoHarnsg, B YkpaiHi

63.

FNMIATUNIH

Kancynu m'ski no 400 mr;
no 14 kancyn y 6nictepi;
no 1 6nictepy B KOpo6Li

ITATGPAPMAKO
C.n.A.

ITanisa

ITandgapmako
C.n.A,, lTania
(BignoBiganbHWiA 3a
nepBUHHE, BTOPUHHE
nakyBaHHS,
KOHTPO/b Ta BUMYCK
cepii); KataneHt
ITani C.IN.A. , ITania
(BignoBiganbHWiA 3a
BUPOGHMLTBO
Hepo3dgacoBaHOl
NpoAyKLii)

ITanisa

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

thapmakoHarnsgy. BeefeHHus abo

3MiHW [0 y3arasibHEHUX JaHuX Npo
cuctemy chapmakoHarnsagy

(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy capmakoHarnsgy,

3MiHa YNOBHOB&XEHOI 0coou,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarnsay; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3aABHUKa 419 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, SKLo
BOHa BifMiHHA Bif, yNIOBHOBaXEHOI
ocobw, BignoBiganbHoI 3a
3gificHeHHs chapmakoHarnagy
(BK/HOYAKOUN KOHTAKTHI JaHi)
Ta/ab0 3MiHN Y PO3MILLEHHI
mMacTep-haiina cuctemm
hapmakoHarnsgy) - 3miHa

KOHTaKTHOT 0CO6U YNOBHOBaXEHOT

0ocobu 3asBHUKA, BiANOBIAA/IbHOI

3a peyenmom

UA/2196/02/01
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n/n

Ha3sBsa nikapcbko20

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3a hapmakoHarnag B Ykpaii.
MponoHoBaHa pepakuis: Mopinuk
Aptem Bonogumumposuy. 3miHa
KOHTaKTHUX aHnNX KOHTaKTHOT
0Cco6M YNoBHOBaXKEHOI 0Cco6YU
3asBHWKa, BiANOBIAaIbHOT 3a
thapmakoHarnsg, B YkpaiHi

64.

rMIATOH®

Kancynu m'siki no 400 wr,
no 10 kancyn y 6nictepi;
no 3 abo 6 6nictepiB y
nauui

AT "®dapmak”

YKpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3mMiHu | Tuny - 3MiHK 3
SKoCTi. [0TOBWIA Nikapcbkuii 3aci6.
3MiHM Y BUPOBHULTBI. 3MiHa
po3mipy cepii (BkouYaoun
AianasoH po3Mipy cepii) roToBoro
nikapcbKoro 3acoby (36inbLIeHHs
[0 10 pasiB NOPIBHAHO i3
3aTBEPKEHUM PO3MIpPOM) -
BBEEHHS [OAATKOBUX PO3MIpIB
cepii roTOBOro NikapCbKOro
3acoby. 3anponoHoBaHo: 60 TuC.
Kanc., 120 Tuc kanc., 188 tuc.
Kanc., 282 tuc. kan., 375 Tuc.
Karc., 468 Tuc. karic., 562 Tuc.
Kanc.

3a peyenmom

UA/14536/01/01

65.

FNYTOKCUM

PO34nH A8 iH'eKUid 3 %
no 1 mn B amnyni; no 5
amnyn y 6nictepi, no 1
6nictepy B naudi 3
KapTOHy; MO 2 MN B
amnyni; no 5 amnyny
6nictepi, no 1 abo no 2
6nicTepy B navi 3
KapToHyY

TOB "34PABO"

Ykpaina

MpAT "/lekxim-
Xapkis"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
martepianis: 3miHu Il Tuny -
3a5iBHUKOM HafaHO OHOBMEHUIA
MnaH ynpaBniHHA pu3vkamu
Bepcia 5.0. 3MiHN BHeCeHO 10
YyacTuH: | «3aranbHa iHhopmaLlis»
Il «Cneundikauis 3 6e3nekms»
(mogyni Cl «Enigemionoris
nokasaHb [10 3aCTOCYBaHHA Ta
ginboa(i) nonynsauisa(i)», Il «MnaH
3 chapmakoHarnsgy», V «3axoam 3
MiHiMi3aLii pusukie», VI «Pe3tome
nnaHy ynpasniHHSA pusnkamms» VII
«[lopatkn» y 3B’A3KY 3
NpPOBELEHOI0 OLLIHKOI
eheKTNBHOCTI 3anponNoHOBaHNX
3axofiB 3 MiHiMi3aLii pu3uKiB.
Pestome MnaHy ynpaBniHHA
pu3nkamu Bepcis 5.0 gogaeTbcs

3a peyernmom

UA/5228/01/02

66.

rNYTOKCUM

pO34nH ANa iH'ekuUiid 1 %,
no 1 mn abo no 2 mn B
amnynax; no 5 amnyn y

TOB "34PABO"

YKpaiHa

MpAT "Nekxim-
Xapkis"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviiiHnX
marepianis: 3minu Il Tuny -
3a5BHUKOM HafjaHO OHOBJIEHUI

3a peyenmom

UA/5228/01/01

72




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

6nicTepi B navuj 3
KapTOHY

MnaH ynpasniHHA pu3nkamm
Bepcia 5.0. 3MiHN BHECeHO 10
yacTuH: | «3aranbHa iHhopmauis»
Il «Cneundikauis 3 6e3nekms»
(mogyni Cl «Enigemionoris
nokasaHb [10 3aCTOCyBaHHA Ta
ginboBa(i) nonynauisa(i)», [l «MnaH
3 chapmakoHarnagy», V «3axoau 3
MiHiMi3aLji pusukiB», VI «Pe3tome
nnaHy ynpasniHHSA pusnkammus VII
«[lopatkn» y 3B'A3KY 3
NpoBELEHOI0 OLLIHKOI
eheKTNBHOCTI 3anponoHOBaHNX
3axo0fiB 3 MiHiMi3aLiT puU3KKiB.
Pestome MNnaHy ynpas/iHHA
pu3nkamu Bepcis 5.0 fogaeTbes

67.

FTIOKO3AMIHY
CYNIb®AT HATPIIO
Xnoeup,

NopoLUoK (cybeTaHuis) y
MiLLKax NonieTIeHoBUX
NnoABINHMX Ans
hapmaLeBTUYHOro
3acToCyBaHHs

BIOIBEPIKA, C.ALY.

IcnaHis

BIOIBEPIKA, C.AY.

IcnaHis

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
3asBHMKa (BNacHvka
peecTpaLiiHOro NocBigYeHHS) -
3MiHa agpecu BUPOGHMKa
BIOIBEPIKA, C.A.Y., IcnaHis.
3MiHu | TUNY - AgMiIHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micusa
NPOBaKEHHS AiNbHOCTI
BUPOGHMKa (BK/THOYaKOUK, 3a
HeobXigHOCTI, MicLe NpoBeAeHHS
KOHTPO/O SIKOCTi), ab0 BriacHuka
macTep-aiina Ha Adl, abo
noctavyanbHuka Adl/BuxigHoro
Marepiany/peareHTy/npomMiKHOro
NPOAYKTY, LU0 3aCTOCOBYOTLCA Y
BMPOOHULTBI ADI (AKLLO
3a3Ha4YeHo y J0CbE Ha NikapCbkuii
3acib) 3a BiACYTHOCTI cepTudpikara
BIANOBIAHOCTI EBPONENChbKili
hapmakonei y 3aTBepAKeHOMY
nocbe, abo BUPOOHUKA HOBOI
[,0MNOMIXHOT PeYOBUHU (SIKLLO
3a3HavYeHo y A0CbE) - 3MiHa
anpecu BupobHuka BIOIBEPIKA,
C.AlY., IcnaHis (6e3 thakTnyHoi
3MiHV MiCLLe3HaXOMKEHHS). 3MiHu |
MYy - 3MiHU 3 AKOCTI. ADI.
KoHTponb A®I. 3miHa y
napameTpax crneumdikauii Ta/abo

UA/16938/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneundikauiax Ha A®l, abo
BWXiAHUIA/NPOMIXHWIA
npoAyKT/pearexT, wo
BUKOPVCTOBYHOTHCS Y NPOLEC
BMPO6HULTBA AD| (BUNYYEHHS
HEe3HaYyHOro MoKa3HuKa AKOCTi
(Hanpviknag, BUNyYeHHs
3acTapisioro NnokasHuka)) -
BUyYeHHA 3i cneyudikauii A®I
He3Ha4yHOro MokasHunka «Baxki
mMeTanin». 3MiHu | Tuny - 3MiHu 3
akocTi. A®l. KoHTposb AdL. 3miHa
y napameTpax cneuudikadii
Ta/abo fonyCcTUMUX MEX,
BM3HAYEHNX Yy cneuudikauisx Ha
A®I, ab60 BMXigHWIA/NPOMKHWIA
npoagyKT/peareHT, Wo
BUKOPVCTOBYHOTBCS Y NPOLEC
BUpPO6HUUTBA AD| (LONOBHEHHSA
cneumdikaLii HOBUM NMOKa3HUKOM
SIKOCTi Ta Bi4NOBIAHNM METOA0M
BUNPOBYBAHHS) - [OMNOBHEHHS
crneundikaliss HOBUM MNOKa3HUKOM
AkocTi «MikpobionoriyHa uncrora:
Escherichia coli Ta BignosigHum
MeToA0M BUMPOGYBaHHSA. 3MiHM |
TMny - 3MiHK 3 aKocTi. AdI.
KoHTponb A®L. 3miHa y MeTodax
BunpobyBaHHA APl abo BUXigHOTO
mMarepiany/npoMixXHOro
npoayKTy/peareHTy, WWo
BVIKOPVCTOBYETLCS Y NpoLeci
BMpo6HULTBa AP (iHLWi 3MiHN Y
mMeToAax BUNpoGyBaHHSA
(Bkntovaroun 3amiHy abo
[0noBHEHHs) Ad®| abo
BUXiAHOIO/NPOMIXHOr0 NPOAYKTY) -
BHECEHHS 3MiH 0 METOAIB
KOHTPOJTH0 SIKOCTI NTiKapCbKoro
3aco0y y 3B’13Ky 3 aKTyasizavjieto
Ta BUyYEHHSIM NOBHOTO BUKNaAy
NpoBefEeHHA METOAUKN
«MikpobionoriyHa uncToTa,
«bakTepiasibHi €HO0TOKCUHN»

68.

JNEGOPA

TabneTku, BKpUTI
NAiBKOBOK 060/IOHKOHO;
no 21 tabnetyiy
6nictepi; no 1 6rictepy

CaH
dapmacboTuKan
IHgacTpi3 Nimiteq

IHais

CaH
PapmacboTuKan
IHgacTpi3 ITg,

IHais

BHECEHHS 3MiH 10 peecTpavLiiiHnX
marepianis: 3mMiHW | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta

hapMakoHarnsgy. BeegeHHs a6o

3a peyernmom

UA/18036/01/01

74




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

B KapTOHHI kopo6ui

3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cucTemy thapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0Co6H,
BiiNOBIAaAbHOT 3a 34iICHEHHS
thapmakoHarnsay; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3aABHUKA A1 3MiACHEHHS
thapmakoHarnagy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, YyNOBHOB&XeHOT
ocobu, BifnoBifabHOI 3a
3[jiCHeHHs1 hapmMakoHarnsgy
(BK/THOYAKOUM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnagy) - 3miHa
YMNOBHOBaXeHOT 0COOM 3asBHMKA,
BignoBigasibHOI 3a
hapmakoHarnsg.
MponoHoBaHa pepakuis: Dr. Vivek
Ahuja. 3MiHa KOHTaKTHMX AaHNX
YMOBHOBaXEHOT 0co6Y,
BiANOBIAa/IbHOI 3a
thapmakoHarnsag.
BBeneHHA agpecu
MiCLie3HaXOMKEHHSA MacTep-
thaiina cuctemu
chapmakoHarnsgy. BeegeHHs
aapecy, ae 34iiCHI0ETLCSA
OCHOBHa fiSiNIbHICTb 3
dhapmakoHarnsgy

69.

[IA®OPMIH® SR

TabneTku
MPOJIOHroBaHoI Aji No
1000 mr; no 10
Tabnetok y 6nictepi; no
3, a6o 6, abo 10
6nicTepiB y nayky 3
KapToHy

AT "dapmak”

Ykpaina

AT "®apmak”
(nakyBaHHS i3
dopmum in bulk
ipMun-BMPOGHMKA
"USV Private
Limited", IHAis)

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3mMiHu | Tuny - 3MiHK
ofo 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. 3MiHn y
KOPOTKIil XapakTepucTumui
NiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTpyKLUii Ans
MeANYHOro 3acTOCYBaHHS
reHepuYHUX/ri6praHnx/6ionogioHN
X nikapcbknx 3acobis nicns
BHECEHHS Ti€i camoi 3MiHV Ha
pethepeHTHW npenapat (3MiHa He
noTpebye HafiaHHS XOLHUX HOBUX
[O0[ATKOBUX AaHKX) - 3MiHK
BHECEHI [0 iIHCTPYKUii aNns
MeJNYHOro 3aCTOCyBaHHS
NiKapCbKOro 3acoby y po3ainu:

3a peyenmom

UA/11857/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

70.

"MokasaHHa" (pegaryBaHHs),
"®apmMakonoriyHi BnacTnsocTi”,
"MpoTunokasaHHs", "B3aemogis 3
iHWKMKW NikapcbkMKM 3acobamu Ta
iHLWI BMAW B3aemogiit",
"Oco61MBOCTI 3aCTOCYyBaHHA",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rofyBaHHs
rpyaar”, "Cnocié 3actocyBaHHs
Ta gosun", "MNo6ivHi peakuii" 3rigHoO
3 iHbopmaLieto Woao MeguyHoro
3acTocyBaHHS ped)epeHTHOro
nikapcbkoro 3acoby (I'nokodax
SR, TabneTkM NPoIOHroBaHoT Aji
no 500 mr, 1000 mr). BBegeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPAKEHHSA

AIA®OPMIH® SR

TabneTku
MPOJIOHroBaHoI Aji No
500 mr; no 10 TabneTok
y 6nictepi; no 3, a6o 6,
abo 10 6nicTepiB y
nauky 3 KapToHYy

AT "dapmak”

Ykpaina

AT "®apmak”
(nakyBaHHS i3
dopmum in bulk
ipMun-BMPOGHMKA
"USV Private
Limited", IHAis)

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3mMiHu | Tuny - 3MiHK
ofo 6e3snekun/edpekTMBHOCTI Ta
thapmakoHarnagy. 3MiHn y
KOPOTKIil XapakTepucTumui
nNiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTpyKLU|i Ans
MeAMYHOro 3aCTOCYBaHHS
reHepuYHUX/ri6praHnx/6ionogioHN
X nikapcbknx 3acobis nicns
BHECEHHS Ti€i camoi 3MiHM Ha
pethepeHTHW npenapat (3MiHa He
noTpebye HafaHHS XOAHUX HOBUX
[00[AaTKOBUX AaHKX) - 3MiHK
BHECEHI [0 iIHCTPYKUii aNns
MeJMNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ginu:
"MokasaHHs" (pegaryBaHHs),
"®apmakonoriyHi BnactnsocTi”,
"MNMpoTunokasaHHs", "B3aemogis 3
iHLWIMMK NikapcbkMMK 3acobamu Ta
iHLWI BMAW B3aemogiin",
"Oco6MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHSA y nepiog
BariTHOCTi abo rogyBaHHs
rpyaat”, "Cnocib 3actocyBaHHS
Ta fo3un", "MobivHi peakuii" 3rigHO
3 iH(hopMaLi€eto Woa0 MeanyHOro
3aCTOCyBaHHA ped)epeHTHOro
nikapcbkoro 3acoby (MFnokochax
SR, TabneTkn NponIoHroBaHoi Aii

no 500 mr, 1000 mr). BBegeHHs

3a peyernmom

UA/11857/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPKEHHS

71.

AOJTIT® NPCbKA
COCHA

PO34MH HaLLKIpHWiA, NO
100 mn a6o 250 mn, abo
500 mn, a6o 1000 mn y
noNieTUNEHOBIN NAALLILL;
no 1 NAswuUi y KapTOHHii
Kopobui

[Op. Taiicc
HatypBapeH 'm6X

HimeyunHa

[p. Taiicc
HatypBapeH 'm6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpavLiiHnX
marepianis: 3MiHW | TUMY - 3MiHK
Lofo 6e3nekn/edekTMBHOCTI Ta

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHUX Npo
cuctemy chapmakoHarnagy

(BBEAEHHSA Y3araslbHEHNX AaHNX
npo cucTemy thapmakoHarnsgy,

3MiHa YyNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsay; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3as9BHUKA ANA 34ICHEHHSA
hapmakoHarnagy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, YNOBHOBaX€EHOT
ocobu, BiAnoBifabHOI 3a
3AjiCHeHHs1 hapMakoHarnagy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnagy) - 3mMiHa

KOHTaKTHOI 0CO6U YNOBHOBaXXEHOT

0Cco6M 3as1BHMKA, BignoBigasibHOT
3a (papmakoHarnsg B YkpaiHi.
MponoHoBaHa pepakuis: Pumap
Makcum BiktopoBuy. 3miHa
KOHTaKTHUX AaHuUX KOHTaKTHOT
0C06M YNOBHOBaXKEHOI 0CO6YU
3as1BHMKA, BignoBiaa/bHOT 3a
dhapmakoHarniag B YkpaiHi

100 mn — 6e3
peyenma; 250
m/1, 500 mn,
1000 mn - 3a
peyenmom

UA/10820/01/01

72.

LYOMPOCT

Kpanni O4Hi, PO34¥H Mo
2,5 Mn y donakoHi-
KpanenbHuyj; no 1
th1akoHy-KpanenbHuL,i y
KapTOHHIA KopoobLi

K.T. POM®APM
KOMMAHI C.P./1.

PymyHis

K.T. Pomdchapm
Komnani C.P.J1.

PymyHis

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMaTtepianis: 3MiHu | Tuny -
aAMIHICTPaTUBHI 3MiHW.
BunyyeHHss BUPOGHMYOT AinbHUL,
(Bkntovatoum ginbHuui gnsa Adl,
NPOMIXHOr0 NPoAYKTY abo
roTOBOro NikapCbKOro 3acooby,
OinbHUL 4N NPOBEEeHHSA
nakyBaHHsl, BAPOGHUKa,
BiANOBIAa/IbHOrO 3a BUNYCK cepii,
MicLie NpoBeAeHHs1 KOHTPO/0
cepii) abo nocTadasibHUKa
BUXIQHOTO MaTepiasty, peareHty
ab0 AONOMIXHOT pevOBMHU (SIKLLO
3a3HayeHo Y JOCLE) - BUTYUYEHHS
O[1HOTO 3 BMPOGHMKIB Ajitoyol
peyoBmHKM JlataHonpocT Cayman

3a peyernmom

UA/15824/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Pharma s.r.o. Czech Republic.
3anponoHoBaHo:
Industriale Chimica S.r.1., Italy

73.

ENbNTAH

TabneTku, BKpUTI
NAiBKOBOK 060/IOHKOHO,
no 80 mr no 3 TabneTku
y 6nicTepi, no 1
6nictepy B nauui

MpAT
"GapmaueBTuyHa
ipma "OapHuus"

YKpaiHa

Padhapm CA

Ipeuis

BHECEHHS 3MiH 10 peecTpavLiiiHnX
martepianis: 3miHu Il Tuny -
HagaHHA oHossieHoro DMF Ha
aitody peyosuy (version[AP3/11-
09-2020] September 2020)

3a peyernmom

UA/18414/01/03

74.

ECCNIBEP
DOPTE®

kancynu no 10 kancyny
6nicTepi; no 3 abo no 5
6nicTepiB y KAPTOHHiIl
ynakoBLi

Habpoc dapma lMBT.

nra.

IHais

Habpoc ®apma lMBT.
nra.

IHais

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHW | TUNY - 3MiHK
ofo 6e3nekn/eekTMBHOCTI Ta

thapmakoHarnsgy. BeegeHHs abo

3MiHV [0 y3arasibHEHUX JaHnX npo
cuctemy thapmakoHarnagy

(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTtemy thapmakoHarnsagy,

3MiHa YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
hapmMakoHarnagy; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3asBHUKaA ANA 34ICHEHHSA
thapmakoHarnagy B YkpaiHi, AKLO
BOHa BifjMiHHa Bif, YyNOBHOBaXEHOT
ocobu, BiAgnoBifanbHOI 3a
3[jiCHeHHs1 hapMakoHarnsgy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnagy) - 3miHa

YMOBHOB&XeHOT 0CObM 3as1BHMKA,

Bi4noBiganbHOT 3a
hapmakoHarnsg.
MponoHoBaHa pegakuis: Mr.
Manthan Shah / MaHTxaH LLlax.
3MiHa KOHTaKTHUX JaHnx
YNOBHOBaXEHOT 0CO6M,
Bi4noBiganbHOT 3a
hapmakoHarnsg. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI
0Cco6M 3as1BHMKA, BignoBigabHOT
3a thapmakoHarnag B Ykpaii.
3MiHa Homepa MacTep-hainna
cuctemu chapmaxoHarnagy

6e3 peyenma

UA/7474/01/01

75.

SEPBAKCA®

MOPOLLOK ANS
KOHLieHTpaTy Ansi

Mepk Wapn i Joym
I0EA TM6X

LBeliuapis

BMPOGHULITBO 3a
MOBHUM LIMK/IOM:

CLia/
PpaHuis

BHECEHHS 3MiH 10 peecTpavyinHnx
martepianis: 3miHu | Tuny -

3a peyenmom

UA/16362/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

pO34nHy Ans iHdysin, 1
r/0,5 r; no 10 donakoHiB 3
NOPOLLKOM Y KapTOHHilA
Kopobui

Crepi-®apwma, JI/1C,
CLUA;
a/lbTepHaTUBHWIA
BUPOGHMK: BTOPUHHE
nakyBaHHS,
BiZiNOBIgabHUIA 3a
BWMNYCK Cepil:
Na6opaTtopii Mepk
LWapn i foym
LLinbpe, ®paHuis

AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
3asBHMKa (BNacHvka
peecTpauiiHoro NocBigYeHHS)
3MiHa agpecu 3asaBHUKA
(BnacHwvKa peecTpauiiiHoro
nocBigYeHHs);
3MiHu | TUNYy - 3MiHK Woa0
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy chapmakoHarnsgy,
3MiHa yNOBHOB&XeHOI 0cobu,
BigNoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy; KOHTaKTHoOI
ocobu 3 hapmakoHarnagy
3asiBHMKa AN 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, KO
BOHa BifMiHHA Bif, yNOBHOBaXEHOI
0ocobw, BignoBigasibHOI 3a
3[iiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI faHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXKEHOT
0co6u 3asBHKKa, BigNoBiga/IbHOT
3a hapmakoHarnag. 3miHa micus
3[iiCHEHHS] OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnagy. 3miHa
MiCLie3HaXOMKEHHS MacTep-
thaiina cuctemu
chapmakoHarnsgy.

76.

IBYNMPO®EH

TabneTkn, BKPUTI
NNiBKOBOK 060/TIOHKOHO,
no 200 wmr, no 10
Tabnetok y 6nictepi, no
5 6nicTepis y nauyi

My6niuHe
akujioHepHe
TOBapuCTBO

"HaykoBo-

BVMPOGHWYMNIA LEHTP
"BopLyariBcbkuii
XiMiko-
hapmaLeBTUYHNIA
3asof”

Ykpaina

My6niyHe
akujioHepHe
TOBapMCTBO

"HaykoBo-

BMPOGHUYNIA LEHTP
"BopLyariBcbKuii
XimiKO-
thapmaueBTUYHWI
3asofa”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
Marepianis: 3miHu | Tuny -
noAaHHA OHOBEHOTO cepTudikarta
BIANOBIAHOCTI EBPONENChbKili
thapmakonei Ne R1-CEP 2002-
099-Rev 06 ansa Ait04oi pevyoBuUHU
Ibuprofen Big, BXe 3aTBEpAKEHOIO
BMPOGHMWKA, SKWIA 3MIHVB Ha3By Ha
HUBEI BIOCAUSE HEILEN
PHARMACEUTICAL CO., LTD.,
Kutaii (3atBepaxeHo: Hubei
Granules Biocause
Pharmaceutical Co. Ltd., Kutaii);
3MiHW | TMMY - NogaHHSA

6e3 peyenma

UA/3304/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
OHOBJ/IEHOTO cepTudikaTa
BiANOBIAHOCTI EBpONeichbkili
thapmakonei Ne R1-CEP 2002-
099-Rev 07 ons fjito40i peyoBUHU
Ibuprofen Big BXe 3aTBEpPAKEHOIO
Bmpo6Huka HUBEI BIOCAUSE
HEILEN PHARMACEUTICAL CO.,
LTD. Kutaii
77. IMOBAKC MOJIO® | cycneHsis gns iH'ekuin CaHocpi MNactep dpaHuis CAHO®I BIHTPOIN DdpaHuia/ BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/14266/01/01
BAKUVHA ONA no 0,5 mn (1 gosa) y IHOACTPIA, YropwuHa Marepianis: 3miHu | Tuny -
NMPO®ITAKTUKU nonepeaHL0 PpaHuis [ofaBaHHsA TecTy Arsenic fo
noniomMienity 3anoBHEHOMY LUNPWL 3 (3anoBHeHHSA cneumdikauii 10-Tm f030BKX
IHAKTUBOBAHA MPUKPIN/IEHOIO FO/KOHO LUNPULIB, KOHTPOJb th/1aKOoHIB, L0 BUKOPUCTOBYHOTHCS
PIAKA (a0 2-ma okpeMumu AKOCTI Y SIKOCTi MaTepiasiiB NepBUHHOIO

ronkamu); no 1 wnpuuy
B KapTOHHIi kopo6Lj; no
0,5wmn (1 po3a) y
nonepeAHbL0
3aMnoBHEHOMY LUMPWLL 3
NPYIKPINIEHO0 FONKOK
(abo 2-ma okpemMmmun
rosikamun) B CTaHAapTHO-
€KCMOPTHil ynakoBLi,
AKa MiCTUTbCS Yy
KapTOHHI Kopobui 3
iHCTpYKUieto ans
MeLMYHOro
3aCTOCYBaHHS;

no 5 mn (10 po3s) y
oNaKoHi 3 3aXMCHUM
koBnaykom; no 1 a6o 10
(h/1aKOHIB B KApPTOHHiIl
Kopobui; no 5 mn (10
[03) y donakoHi 3
3aXMCHUM KOBMaYKoM;
no 1 a6o 10 donakoHis B
CTaHAApPTHO-EKCMOPTHIl
ynakoBLi, fKa MiCTUTbCSA
Y KapTOHHIi kopobu,i 3
iHCTpyKUi€et0 Ans
MeAMYHOro
3acToCyBaHHs

(cTepunbHicTb));
CaHodpi MacTep,
®paHLia (NoBHWI
LKA BUPOBHMLTBA,
BUMYCK cepii);
CaHodpi-ABeHTiC
Mpaiisit Ko. 1174,
Mnartdpopma
NOTIiCTUKN Ta
AncTpubyuii y m.
Bypanewr,
YropLmHa
(BTOPUHHE
nakyBaHHS1, BUNYCK
cepir)

nakyBaHHS rOTOBOr0 NiKapCbKoro
3acoby, 3 BiANOBIAHUM KpUTEpieEM
NPUAHATHOCTI. 3aNPONOHOBAHO:
Arsenic — Not more than 0,1 ppm;
3MiHW | TUMY - OHOB/IEHHSA
iHdhopmaLii, npeacTaBneHol B
3T/, 3 METOK YCYHEHHSA
po36ikHOCTEl Ta NpUBEAEHHS Y
BigNoBIAHICTb A0 BUPOOHMYOT
NpakTVKW Ta AOKyMeHTau|i 3 AKOCTI
ansa N3y nonepefHbo
3anoBHeHux wnpuuax (1 fosa);
3MiHM | TUNY - AofaBaHHA TecTy
Arsenic Ao cneuudikauii Wwnpuuis,
LLI0 BUKOPUCTOBYHOTLCA Y SIKOCTI
marepianis NepBUHHOIO
nakyBaHHS roTOBOrO /iKapCbKoro
3aco6y, 3 BigNOBIAHUM KpUTEpIiEM
NPUIAHATHOCTI. 3anpoNoHOBaHO:
Arsenic — Not more than 0,1 ppm;
3MiHW | TUMY - OHOB/IEHHS
iHchbopmawii, npeacTaBneHol B
3T/, 3 METOl YCyHEHHS
pO36iXHOCTEl Ta NPUBELEHHS Y
BiAMNOBIAHICTb A0 BUPOGHMYOT
npakTukv Ta JOKyMeHTaLii 3 AKOCTi
ona rn3y 10 - Tn go3oBux
hnakoHax; 3MiHu Il Tuny -
nepernsg napameTpis, L0
BiACTEXYIOTbCA B NPOLLEC
BMPOBHMLTBA FOTOBOrO
nikapcbKoro 3acoby y nonepeaHb0
3arnoBHEHVX LWNpuLax, BignosigHo
[0 aHas1i3y KpUTUYHOCTI NpoLiecy
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

(PCA) pns y3romxeHHsi npouecy
MOHITOPUHTY npoLiecy
BMPOOHULITBA, 3riAHO 3

pekomeHgauismu HactaHosu ICH

Q8 - Q11. TepmiH BBELEHHS 3MiH -
TpaseHb 2022; 3MiHu Il Tuny -
nepernsg napameTpis, Lo
BiACTEXYIOTbCA B NPOLLEC
BMPOBGHULTBA rOTOBOrO
nikapcbKoro 3acoby y 10-1n
[030BUX (p1akoHax, BiAnoBigHO A0
aHanisy KpMTUYHOCTI npouecy

(PCA) pns y3romxeHHsi npouecy
MOHITOPUHTY npoLiecy
BMPOOHULITBA, 3riAHO 3

pekomeHgauismu HactaHosu ICH

Q8 - Q11. TepmiH BBELEHHS 3MiH -
TpaBeHb 2022.

78.

IHBYTON®

pO34MH A4 iH'ekuiid, 100
mr/mn no 10 mn a6o 20
My chnakoHax

TOB "tOpis-®apm”

YKpaiHa

TOB "tOpis-®apm”

YkpaiHna

BHECEHHS 3MiH [0 peecTpaviiiHnX
MaTtepianis: BUNPaBNEHO TEXHIYHY
NOMW/IKY, a came ApyKapCbKy
NOMW/IKY [OMYLUEHY B IHCTPYKL,i
AN MeANYHOro 3acTOCyBaHHs
nikapcbKoro 3acoby B po3gini
"Mo6iuHi peakwii”, nig vac
nposefeHHs Mpouenypu
MepepeecTpauii (Hakaz MO3
Ykpainm Ne 1327 Big 02.07.21p).
3a3HaueHe BUMpaBeHHs
BiANoBigae marepianam
peecTpauiiiHoro Aocbe

3a peyernmom

UA/4798/01/01

79.

IHPAHPUKC™ INB
XIB | INFANRIX™

cycneHnsisa (DTPa-IPV)
Ans iH'ekuin no 0,5 mn (1

FnakcoCmiTKnsiiH
Ekcnopt Mimiteq

Benvka
BpuTanis

nakcoCmiTKnsiiH
Bionomxikans C.A.

Benbris

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu Il Tuny -

IPV HIB [03a) Ta nioginisar peecTpaList HOBOro mxepena
KOMBIHOBAHA (Hib); cycnensia (DTPa- remiHy, L0 BUKOPUCTOBYETLCS Y
BAKUVHA And IPV) gns in'ekyiin no 0,5 npoueci BUPOOHNLTBA OYULLEHOMO
MPO®INTAKTUKN M (1 gosa) y nonicaxapngy Haemophilus
ONDTEPII, nonepeaHLo influenzae Tuny b (PRP).
NPABLA, HanoBHeHOMY 3anponoHoBaHo: equine hemin,
KALLUJTHOKY 0HOPA30BOMY LUMPULL BMpo6HMK LIFE TECHNOLOGIES
(ALENIONAPHUNA Nel y komnnekTi 3 NEW ZEALAND LIMITED
KOMMOHEHT), ABOMa rosikamu ta

NoNIoOMIENITY TA | niogpinizar (Hib) y

3AXBOPHOBAHDb, onakoHi Nel, wo

36YAHNKOM 3Mily0TbCS Nepes

AKUX € BUKOPUCTaHHAM: no 1

HAEMOPHILUS nonepeaHL0

INFLUENZAE TUMY | HanoBHeHOMY

3a peyenmom

UA/15832/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
B OfIHOPa30BOMY LLMPULLY
y KOMMNeKTi 3 ABOMa
ronkamu Ta 1 dpnakoHom
3 niodpinizatom (Hib) y
BaKyyMHill CTEpUNbHIl
ynakosui; no 1
BaKyyMHill CTEpUNBHIN
yNaKoBLi y KAPTOHHIi
KopoobLi
80. KAACINA® MOPOLLIOK A8t ®.XohbpmaHH-/15 LLiBefiuapis MarteoH CLIA/ BHECEHHS 3MiH 10 peecTpaljiiiHux | 3a peyenmom UA/13770/01/01
KOHUeHTpaTy ans Pow Ntg, MaHyheKkTypuHr HimeuuunHa/ martepianis: 3mMiHu Il Tuny -
PO34rHy a8 iHdysii no Cepsicus, JI1Ci, LLiseliyapis 3as1BHMKOM HaJaHO OHOB/IEHWN
100 wr; 1 chnakoH 3 CLLUA (BMpO6HMLUTBO nnaH ynpasniHHSA pU3nkaMu Bepcis
NMOPOLLKOM B KApTOHHIlA Hepo3dgacoBaHOl 13.0. 3MiHM BHeCeHO [0 YacTuH: I
Kopoobui NpoAyKLuii, NnepBuUHHe «Cneundikauis 3 6esnekn», |l
nakyBaHHs); Pou «MnaH 3 dhapmakoHarnagy», V
[OiarHocTrke MvbX, «3axoay 3 MiHiMi3auii pusnkis», VI
HimeuunHa «Pesome nnaHy ynpasniHHA
(BnpobyBaHHs pusnkammn», VII «logatkm» y
KOHTPO/II0 AKOCTi); 3B'A3KY BUAAIEHHAM AOCNIAKEHHS
Pow ®apma AT, 3 nepeniky 3axopis 3
HimeuyunHa chapmakoHarnsgy Ha nigcrasi
(BunpobyBaHHs nofaHHsa pesynbTartis
KOHTPOJIHO SIKOCTI); OOCNIMKEHHS, LLIO BUMarasiucb
®.XodhcpmaHH-/15 perynaTopHuM opraHom, a Takox
Pow /Ta, BUAANEHHAM Npobnemu 6e3neku.
Llseiiuapis
(BnpobyBaHHs
KOHTPOJIO SIKOCTI);
®.XodhpmarH-/15
Pow NTA,
LLiBeiiuapis (Bunyck
cepii);
®.XohcpmaHH-/15
Pow NTpA,
Llseiiuapis
(BMpPOGHMLTBO
Hepo3dgacoBaHOl
npoAyKuii, NnepBuHHe
nakyBaHHs);
®.XodhhmaHH-/1a
Pow NTp,
LBeiiuapis
(BTOpPUHHE
nakyBaHHs)
81. KAACINA® NopoLIoK AN & .XoddpmaHH-/15 LLiBefiuapis MateoH cuA/ BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/13770/01/02
KOHUeHTpaTy ans Pow Ntg, MaHyeKkTypuHr Himeuuunna/ martepianis: 3mMiHu Il Tuny -
PO34rHy a8 iHdysiii no Cepsicus, JI1Ci, LLIseliapis 3asiBHMKOM HaaHO OHOB/IEHWI

160 mr; 1 doniakoH 3

CLA (BMpo6HULTBO

nnaH ynpas/iHHA pyU3nkamu Bepcist
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
MOPOLLKOM B KApTOHHIA Hepo3acoBaHoi 13.0. 3MiHM BHECEHO A0 YacTuH: I
KopoobLi NPOAyKLii, NnepBuUHHe «Cneyudikauist 3 6esneku», Il
nakyBaHHs); PoLu «MnaH 3 dhapmakoHarnagy», V
[iarHocTrkc M'vbX, «3axoay 3 MiHimisauii pusukie», VI
HimeyunHa «Pe3tome nnaHy ynpasiHHA
(BnpobyBaHHs pusukamu», VII «logatkn» y
KOHTPOJTIO AKOCTi); 3B’A3KY BUAAIEHHAM AOCNIAKEHHS
Pow ®apma Al 3 nepeniky 3axogis 3
HimeuunHa thapmakoHarnsgy Ha nigcrasi
(BnpobyBaHHs NoAaHHsa pesynbTaTis
KOHTPOSIIO SIKOCTI); [LOCNIMKEHHS, WO BUMArasimcb
®.XothpmarH-/15 PerynaTopHNM OpraHoMm, a Takox
Pow JlTg, BUAAIEHHAM Npobaemu 6e3neku.
LBeiiLapis
(BnpobyBaHHs
KOHTPOJIO SIKOCTI);
®.XohhmaHH-/1a
Pow Jltg,
LLiseiiuapis (Bunyck
cepii);
®.XodhpbmarH-/15
Pow 1A,
LBeiiLapis
(BPOGHMLTBO
Hepo3dacoBaHoi
nNpoAayKLUii, NepBnHHe
nakyBaHHs);
®.XodhcpmaHH-/15
Pow NTpA,
Lseliuapis
(BTOPUHHE
nakyBaHHs)
82. KAHAIA renb BariHanbHUiA, 20 FneHmapk IHais neHmapk IHais BHECEHHS 3MiH 0 peecTpaLiiHnx 6e3 peyenma UA/0847/04/01
mr/r, no 30 ry Ty6i; no 1 dapmacbloTmkans dapmacboTrKan3 Marepianis: 3miHu | Tuny -
Ty6i 3 annikatopom B nra. nra. [onoBHeHHS Creundikadii/
KapTOHHIi ynakosLi MeToay BunpobyBaHHs 13 3a
napameTtpom “MikpobionoriyHa
ynucToTa" NnokasHMKoM
"Burkholderia cepacia” 3
BigNOBiAHMM METOA0M
BUNPOOYBaHHA Ta 3a3HaYeHHs
NOCWNAHHSM Ha Ajlo4e BUAAHHS
UspP
83. KBETUKCO/N TabneTku, BKpUTI 3AT "®apmnira” JNlnToBCcbKa AkTasic /1T4. ManbTa BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/13882/01/01
NAiBKOBOK 060/IOHKOHO, Pecny6nika MaTepianis: 3MiHu | Tuny -

no 25 mr, no 10

OHOBJIEHHS! BXE 3aTBEPIKEHNX
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Tabnetok y 6nictepi, no MeTOZIB KOHTPOJIO AKOCTI
3 6nicTepu y KapTOHHIN nikapcbKoro 3acoby, a came:
nauui BUKaEHHS TEKCTY AEPXaBHO
MOBOIO 3TifJHO Cy4aCHWX BUMOT
84. KBETUKCO/ TabneTku, BKPUTI 3AT "dapmnira” JinToBCcbKa AkTasic /114. ManbTa BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/13882/01/02
N1iBKOBOK 060/IOHKOIO, Pecny6nika marepianis: 3miHu | Tuny -
no 100 wmr, no 10 OHOBJIEHHSA BXe 3aTBepKeHnX
Tabnetok y 6nictepi, no METOAIB KOHTPOJItO AKOCTI
3 6nicTepun y KapTOHHIN nikapcbKoro 3acoby, a came:
naui BUK/NAEHHS TEKCTY [ilepXXaBHO
MOBOIO 3TiJHO Cy4acHWX BUMOT
85. KBETUKCO/ TabneTkn, BKPUTI 3AT "dapmnira” JInToBCbKa AkTasic J1T4. ManbTa BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/13882/01/03
N1iBKOBOK 060/I0HKOMO, Pecny6nika mMaTtepianis: 3MiHu | Tuny -
no 200 wmr, no 10 OHOBJIEHHSA BXE 3aTBepKeHNX
Tabnetok y 6nictepi, no MeTOoZiB KOHTPOSIO AKOCTI
3 6nicTepu y KapTOHHIN nikapcbKoro 3acoby, a came:
nauui BUKNAEHHS TEKCTY [iepXXaBHO0
MOBOIO 3TiiHO Cy4aCHUX BUMOT
86. KBETUPOH® XR Tabnetku TOB "ACIHO Ykpaina PAPMATEH Ipeuis BHECEHHS 3MiH [10 peecTpaviiiHnX 3a peyernmom UA/18040/01/01
ACIHO NPOJIOHroBaHoi Aji no 50 YKPAIHA" IHTEPHELLH CA, marepianis: 3miHu | Tuny -
Mmr no 10 TabneTok y Ipeuis noJaHHs OHOB/IEHOro cepTucpikata
6nicTepi; no 3 abo no 6 (BUpO6HMLTBO, BiANOBIAHOCTI EBpONeichbkili
6nicTepiB y KAPTOHHIl nakyBaHHs, thapmakonei Ne RO-CEP 2017-
nauui KOHTPO/b SKOCTi Ta 175-Rev 01 gns gitoyoi peyoBuHn
BUNYCK cepil); KBeTianiHy Bif BXe 3aTBepP)KEHOro
®APMATEH C.A., Bupo6Huka ZCL CHEMICALS
[peuis (NakyBaHHS, LTD, IHgis, y Hacnigok
KOHTPO/b AKOCTi Ta 36iNbLUEHHS PO3MIpY cepil;
BUMYCK cepil) AofaBaHHA BUPOOHMKa Anst
BUXIQHOTO MaTepiasly; BBEAEHHS
nepiogy nepekoHTposo 36
MicALiB; 3MiHW Yy po3gini
«YnakoBKa»,
3MiHW | TUMY - NoAgaHHA
OHOB/IEHOTO cepTudikaTa
BiAMOBIAHOCTI €BpONeNchKil
thapmakonei Ne RO-CEP 2017-
175-Rev 02 ans Aito4oi peyoBuHU
KBeTianiHy Bif BXe 3aTBEPAKEHOrO
BMpo6HMKa ZCL CHEMICALS
LTD, IHAis, y Hacnifok 3miHun
afipecu BnacHvika
87. KBETUPOH® XR TabneTku TOB "ACIHO Ykpaina PAPMATEH Ipeuis BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/18040/01/02
ACIHO NPOJIOHroBaHoI Aji No YKPAIHA" IHTEPHELLH/ CA, mMarepianis: 3minu | Tuny -
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
150 mr no 10 TabneTok y Ipeuis NoAaHHA OHOBMIEHOTO cepTudiikaTa
6nicTepi; no 3 abo no 6 (BUpOGHMLTBO, BiANOBIAHOCTI EBpONeichbkili
6nicTepiB Y KAPTOHHIl nakyBaHHs, thapmakonei Ne RO-CEP 2017-
nauui KOHTPO/b AKOCTi Ta 175-Rev 01 ans Aito4oi pevoBrHN
BUNyCK cepir); KBeTianiHy Bif BXe 3aTBEP)KEHOro
®APMATEH C.A,, BUPO6HMKa ZCL CHEMICALS
[peuis (nakyBaHHS, LTD, IHgis, y Hacnigok
KOHTPO/b AKOCTi Ta 36iNbLUEHHS PO3MIpY cepil;
BUMNYCK cepil) AofaBaHHA BUPOOHMKa Ans
BVXiJHOTO MaTtepiany; BBeAEHHS
nepiogy nepekoHTposto 36
MicALiB; 3MiHW Yy po3gini
«YnakoBKa»,
3MiHK | TUMY - NogaHHA
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI EBpONechbkil
thapmakonei Ne RO-CEP 2017-
175-Rev 02 ans Aito4oi peyoBrHM
KBeTianiHy Bif, BXe 3aTBepAXEHOro
BMpOoGHMKa ZCL CHEMICALS
LTD, IHais, y Hacnifok 3miHun
afipecy BracHvika
88. KBETUPOH® XR Tabnetku TOB "ACIHO Ykpaina SAPMATEH Ipeuis BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/18040/01/03
ACIHO MPOJIOHroBaHoI Aji No YKPAIHA" IHTEPHELLH CA, marepianis: 3miHu | Tuny -
300 mr no 10 TabneTok y Ipeuis NnoAaHHs OHOBJIEHOTO cepTudiikaTa
6nictepi; no 3 abo no 6 (BUPOGHULTBO, BiANOBIAHOCTI EBpONeiichkili
6nicTepiB y KAPTOHHIN nakyBaHHs, thapmakonei Ne RO-CEP 2017-
nauui KOHTPO/b AKOCTi Ta 175-Rev 01 ans Aito4oi peyoBrHN
BMNyCK cepil); KBeTianiHy Bif BXe 3aTBEP)KEHOr0
®APMATEH C.A,, BMPO6HMKa ZCL CHEMICALS
Ipeuis (nakyBaHHS, LTD, IHgis, y Hacnigok
KOHTPO/b AKOCTi Ta 36i/1bLLEHHST PO3MIpY Ccepil;
BWMYCK Cepil) AofaBaHHA BUPOOHMKa Ans
BVXiJHOTO MaTepiany; BBeAEHHS
nepiogy nepekoHTposto 36
MicALiB; 3MiHW Yy po3gini
«YnakoBKa»,
3MiHK | TUMY - NoAaHHSA
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI EBpONechbkili
hapmakonei Ne RO-CEP 2017-
175-Rev 02 ans Aito4oi pevoBrHN
KBETianiHy Bif, BXe 3aTBepAXeHOro
BUpo6HMKa ZCL CHEMICALS
LTD, IHais, y Hacnifgok 3miHun
afipecu BacHvika
89. KNCEHb ras y ctasieBux 6anoHax MpuBatHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH [10 peecTpaLiliHnX 3a peyenmom UA/6447/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MEANYHUN
FA30onoaisHNn

o6'emom o 1 n, no 2 n,
3n,no5n,6n,8n,no
10n,20n,33 1,40 n,
50 n, y rpynax 6anoHis
06'emom 480 n (40 n x
12), y rpynax 6as1oHis
o06'emom 600 n (50 n x
12)

akujioHepHe
ToBapucTBo "/iHae
a3 YkpaiHa"

akujioHepHe
ToBapucTeo "/liHae
a3 Ykpaina",
YKpaiHa;
Kuiscbka chinis
MpusaTHoro
aKujioHepHoro
ToBapucTea "/liHge
a3 Ykpaina",
Ykpaina

marepianis: 3MiHu | TMNYy - 3MiHK 3
sKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKynopoBanbHWii
3aci6. 3MiHa po3mipy ynakoBku
roTOBOrO NiKapCbKOro 3acoby
(3miHa macu/o6'emy BMICTY
KOHTelHepa 6araTo4030B0ro
nikapcbKoro 3acoby Ans
HenapeHTepabHOro
3acTocyBaHHA (abo
0f}HOZJ030BOr0, YaCTKOBOrO
BVIKOPVCTaHHS)) - BBEAEHHS
[00aTKOBMX YNakoBOK HOBOrO
po3Mipy, a came cTanesi 6as10HU
o6'emomno1n,3n,6n,8n,20
n, 33 n, 50 n; y rpynax 6asoHis
o6'emom 480 n (40 n x 12), y
rpynax 6asoHiB 06'emom 600 11 (50
n x 12), 6e3 3MiHn Matepiany
NepPBUHHOTO NakyBaHHS, 3
BiANOBIgHMMW 3MiHaMK Y p.
«YnakoBKa»

90.

KNOTPUMAS3ON

kpem 1 %; no 20 r y Ty6i;
no 1 Ty6i B KApTOHHii
Kopobui

"nakcoCmiTKnsiiH
Ekcnopt flimiteq

Benuvka
BpuTaHis

nakcoCmiTKnsiiH
dapmacboTrKan3
C.A.

Monbwa

BHECEHHS 3MiH [0 peecTpavuiiHnX
Marepianis: 3miHu | Tuny -
BHECEHHS 3MiH 10 MeTopiB

BMNpo6ysaHHA /13 3a
nokasHukoMm "KinbkicHe
BU3HAYEHHSA KoTpumasony”,
30Kpema: BUyYEHHS MeToay
TUTPYBaHHS, OCKINbKN METOA,
BEPX € 3aTBEpAXEHUM
albTePHATUBHUM METOA0M; 3MiHM
| TNy - 3miHa po3mipy cepii ['N13.
BHeceHHs He3HaYHNX 3MiH [0
p.3.2.P.1. Onuc Ta cknag,
NikapcbKoro 3acoby: KopekTHe
3a3HavYeHHs KinbKOCTi BOAM

ouuuieHoi Ha 100 r npoaykTy 3 71

r Ha 70 r. 3anponoHoBaHo: 1000 kr

(50 000 yn.), 500 kr (25 000 yn.)

6e3 peyenma

UA/2564/02/01

91.

KOAENCUH

Tabnetku no 10
Tabnetok y 6nictepi; no
1 6nicTepy B nauuj 3
KapToHyY

TOB "ACIHO
YKPAIHA"

Ykpaina

TOB "®apma Crapt"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMaTtepianis: 3MiHu | Tuny -
nofaHHA OHOB/IEHOTO
CepTudpikaTy BifnoBigHOCTI
€Bponelicbkiin hapmakonei RO-
CEP 2016- 295 - Rev 03 gns A®|
KogeiHy choccpary remirigpart Bif

3a peyernmom

UA/11812/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3aTBEPAKEHOrO BUPOOHMKA
Macfarlan Smith Limited. Ak
HacnifoK 36iNbLeHHs TepMiHY
NOBTOPHOro BMUNpobyBaHHA Ad®I 3
24 wmicuis o 36 micsuis.
3anponoHosaHo: RO-CEP 2016-
295 - Rev 03
92. KOEH3M PO34UH A8 iH'eKUIA; No Bionoriwe HimeuyunHa Bionoriwe HimeuunHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/6999/01/01
KOMMOO3UTYM 2,2 Mn B amnyni; no 5 Xannbmittenb Xahnbmittenb marepianis: 3MiHu | TURY - 3MiHK
ammyn y KOHTYpHIiA Xeenb M'm6X Xeenb M'M6X Loao 6e3nekn/edeKTMBHOCTI Ta
YapyHKOBIli ynakoBLii; No thapmakoHarnsgy - BHECeHHs
1 KOHTYPHI1 YapyHKOBIN iHchopmauii npo chnyopecueHuito
ynakoBLji B kopobu,i 3 eTukeTkn y n. 6 IHLWE TekcTy
KapToHy; No 2,2 M1 B MapKyBaHHS MepBUHHOT YNakoBKN
amnyni; no 5 amnyny NiKapcbKoro 3acoby
KOHTYPHIli YapyHKOBIi
yNakoBLi; N0 2 KOHTYPHI
YapyHKOBI yNaKOBKMN B
KOpOO6Lii 3 KApTOHY;
no 2,2 Mn B amnyni; no 5
amnyn y KOHTYpPHIi
YapyHKOBIli ynakoBLyj; Mo
20 KOHTYPHUX
YapyHKOBMX YNakoBOK Y
KOpo6Li 3 KAPTOHY
93. KOPUH®AP® TabneTkun TOB "TeBa YkpaiHa" YkpaiHa MNIBA XpBaTcka Xopsartis BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/9815/01/01
PETAPJ MPOJIOHroBaHoi Aji o 20 A.0.0. marepianis: 3mMiHu | Tuny - 3MiHa B
mr, no 10 TabneTok y ymMoBax 36epiraHHs roTOBOro
6nictepi; no 3 6nictepu nikapcbKoro 3acoby Ha "36epiratu
B KOpob6Li; no 50 a6o npu Temneparypi He Buwe 25 °C B
100 TabneTok y opuriHanbHili ynakoBsLi ans
donakoHi; no 1 dpnakoHy 3axucTy Big csiTna" (6yno:
B KOpOO6Li "36epiraTv Npn Temneparypi He
Buwe 30 °C B opuriHa/bHii
ynakoBLi 4151 3axXuCTy Big, ceiTna")
06yMOB/IEHO BI3HEC PiLLIEHHAM:
MPOMNOHYETHLCA BUPIBHATU YMOBU
36epiraHHsa 415 BCiX pUHKIB. 3MiHK
BHECEHO B IHCTPYKLit0 415
MeAMYHOro 3aCTOCYBaHHA Y p.
"YMOBW 36epiraHHa" 3
BiANOBIAHMMW 3MiHAMW Y TEKCTi
MapKyBaHHS YNakoBKW NiKapcbkoro
3acoby.
BBefeHHs 3MiH NpoTArom 6-Tu
MicsLiB MicNsa 3aTBEPAKEHHSA
94. KCENbAH3 TabneTkn, BKPUTI Mdpaiizep Eiry.Ci.Mi. CWA BMPOBHMUTBO 3a HimeuunHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/14485/01/01

NAiBKOBOK 060/I0HKOHO,

KopnopeiiwH

MOBHUM LIMK/1OM!

mMaTtepianis: 3miHu Il TMny - 3MiHK
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
no 5 wmr; Mdpaiizep LoAo 6e3nekn/edeKTMBHOCTI Ta
no 14 tabneTtok y MeHtohekyypuHr hapmakoHarnsgy. 3miHu y
6nicTepi; no 1 abo 4 [Loiiunens rv6X KOPOTKill XxapakTepuctu,i
6nicTepy y KapTOHHIl NiKapCcbKoro 3acoby, TEKCTi
nauui; MapKyBaHHS Ta IHCTPYKLii AnA
no 14 tabnetok y MeIYHOro 3acTocyBaHHA y
6nicTepi; no 1 a6o 4 3B'AA3KY i3 HOBUMU JaHUMK 3
6nicTepy y KapTOHHiIl AKOCTI, AOKMIHIYHUMM, KIHIYHUMU
nauui JaHuMy Ta JaHuMK 3
hapmakoHarnsgy - 3miHu BHECEHO
00 IHCTPYKUiT ons MeguyHoro
3acToCyBaHHSA NikapCcbKoro 3acoby
00 po3ginis "lNoka3aHHsA"
(peparyBaHHs TekcTy), "Cnoci6
3acTocyBaHHSA Ta fo3n"
(peparyBaHHs TEKCTy) Ta
BiANOBiAHI 3MiHW BHECEHO 0
KopoTKOT XxapakTepucTukm
nikapcbkoro 3acoby A0 po3ginis
4.1 TepaneBTWUYHI NOKa3aHHsA
(peparyBaHHs TekcTy), 4.2. jo3n
Ta cnocib 3acTocyBaHHs
(peparyBaHHsi TekCTy). BBefeHHs
3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPAKEHHS.
95. KCUBYNAH NOPOLLOK A/19 PO3UUNHY AHTUBIOTUKN CA PymyHis AHTUBIOTUKN CA PymyHis BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/18686/01/01
Ans iH'ekuiii abo iHdysii marepianis: 3MiHu | TUnNy - 3MiHN 3
no 1,2 r (1000 mr/200 SKocTi. [0TOBWIA Nikapcbkuii 3aci6.
mr), no 1 a6o no 10 CT1abinbHiCTb. 3MiHa y TepMiHax
h/1aKOHIB y KapTOHHIi npugaTHocTi abo ymoBax
nauuj 36epiraHHsA roTOBOro J1iKapCbKOro
3aco06y (36iNbLUeHHs TepMiHY
NPWAATHOCTI TOTOBOrO /iKapCbKOro
3acoby) - s ToproBoi ynakoBKu
(niaTBEPOXKYETHCA AAHUMU
peasibHOro Yacy) - 36i/bLUEHHSI
TepMiHy NpUAAaTHOCTI NiKapCcbKoro
3aco0by. 3aTBepaKeHO: 2 POKW.
3anponoHoBaHo: 3 poku. 3MiHu
BHECEHIi B iHCTPYKLito AN
MEJMNYHOrO 3aCTOCYBaHHS y
po3gin "TepmiH npugatHocTi"
96. NA30J/IBAH® 3I cupon, 15 mr/5 mn; no TOB "Onenna Ykpaina BepiHrep IcnaHis/ BHECEHHS 3MiH 10 peecTpaviiiHnX 6e3 peyenma UA/9887/01/01
CMAKOM 100 mn a6o 200 mn y Xenckea YkpaiHa" IHrenbxaiim Ecnaa, PpaHuis mMaTtepianis: 3mMiHa 3asaBHUKaA
nicoBux Arig CKNSIHOMY h/1akoHi 3 CA, IcnaHis (BnacHuKa peecTpauiintHoro
NnAacTUKOBUM abo noceigyeHHs) (3rigHo Hakasy MO3
3aKynoprBa/IbHUM Oenbhapm, PpaHuin Big 23.07.2015 Ne 460): BBeaeHHs

NPUCTPOEM i3 3aXNCTOM
Bif, BiAKPUTTA AiTbMW; NO

3MiH NpoTArom 6-Tu MicAuiB nicns
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
1 dhnakoHy B KOMMNEKTI 3aTBEPAKEHHS.
3 MNACTUKOBUM MipHUM
KOBMAYKOM Y KapTOHHiIl
Kopobui
97. NA®EPOH- CYNno3uTopIi peKTasbHI ToBapucTBO 3 Ykpaina TOB "HaykoBo- YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/13825/02/01
DAPMBIOTEK® no 250 tuc. MO; no 5 obmexeHoro BMPOGHMYA marepianis: 3MiHu | TUMY - 3MiHK Y
CynosunTopiiB B BigNoBiAa/IbHICTIO KOMMaHisi cneuudikauii A®l, a came:
KOHTYPHIli YapyHKOBIi "HaykoBo- "IHTepdapmbioTek" BKJ/THOYEHHS! MOKa3HWKIB SKOCTI
yMakoBLi, N0 2 KOHTYpPHI BMPOBHMUYA «lgeHTucpikauis» metog B i metog,
YapyHKOBi YNakoBKW B KOMMaHis I, «3aranbHa JHK», i «3anuwkosi
KapTOHHIlA KOpooLi "IHTepchapmbioTek” 6iNKK KNITUHW Xa3aiHa» B
cneumdikaLito A1 nocepinHoro
KOHTpono A®I — [HTepdepoHy
anba-2b pekombiHaHTHOro
N0ANHN
98. NA®PEPOH- CYNno3uTOpIi peKTasIbHI ToBapucTBo 3 Ykpaina TOB "HaykoBo- YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/13825/02/02
DAPMBIOTEK® no 500 Tuc. MO; no 5 06MEXEHO BUpPOGHMYA marepianis: 3MiHW | TURY - 3MiHN Y
cynosnTopiis B Bi4NOBiAA/IbHICTIO KOMnMaHis crneungikauii A®l, a came:
KOHTYPHIli YapyHKOBIi "HaykoBo- "IHTepcapmbioTek” BKJ/THOYEHHS MOKa3HWKIB AKOCTI
yNakoBLi, N0 2 KOHTYPHI BMPOGHUYa «lpeHTudpikauis» metog B i metop,
YapyHKOBI YNakoBKW B KOMMaHis I, «3arasibHa JHK», i «3a/mwwiKoBi
KapTOHHIlA KopoobLi "IHTepcapmbioTek" GiNIKM KNITUHU Xa3siHa» B
cneuudikauito A5 nocepinHoro
KOHTpoNto A®| — [HTepdhepoHy
anba-2b pekombiHaHTHOrO
NOANHN
99, NA®PEPOH- Cyno3nTopii peKkTasbHI ToBapucTBO 3 YkpaiHa TOB "HaykoBo- YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiHnx 3a peyenmom UA/13825/02/03
DPAPMBIOTEK® no 1 maH MO; no 5 o6MexeHo BMPOGHMYaA marepianis: 3MiHW | TUMY - 3MiHN Y
cynosuTopiis B BiANOBiAA/IbHICTIO KOMnaHis crneundikauii A®l, a came:
KOHTYPHIli YapyHKOBIl "HaykoBo- "IHTepdapmbioTek” BKJ/THOUYEHHS MOKa3HMKIB SKOCTI
ynakoBLi, M0 2 KOHTYPHI BMPOBHMYA «lpeHTudpikauis» metog B i metop,
YapyHKOBI YNaKoBKW B KOMMaHis I, «3aranibHa [HK», i «3anunwiKoBsi
KapTOHHI KOpoOLyi "IHTepcapmbioTek” BiNKK KNITUHW Xas3saiHa» B
cneuudikauio Ans nocepinHoro
KOHTponto A®Il — [HTepdepoHy
anbga-2b pekombiHaHTHOro
NOANHN
100. | NADEPOH- Cyno3nTopii peKkTasbHi ToBapucTBO 3 Ykpaina TOB "HaykoBo- YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/13825/02/04

DAPMBIOTEK®

no 3 mnH MO; no 5
CynosnTopiis B
KOHTYPHII1 YapyHKOBIlA
yMakoBLi, N0 2 KOHTYpHI
YapyHKOBi YNakoBKu B
KapTOHHilA KOpO6L

o6MexeHo
BiANOBiAA/IbHICTIO
"HaykoBo-
BMPOBHMYA
KOMNaHis
"IHTepcapmbioTek"

BMPOGHMYaA
KOMMaHis
"IHTepdapmbioTek

marepianis: 3MiHU | TUNY - 3MiHK Y
crneundikauii A®l, a came:
BKJ/THOYEHHS MOKa3HWKIB SKOCTI
«lgeHTudikauis» metog B i meTopg,
I, «3aranbHa JHK», i «3anuikosi
6iNKK KNITUHW Xa3saTHa» B
crneunqikauilo ans nocepiiHoro
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KOHTponto A®I — IHTepdepoHy
anba-2b pekoMbiHaHTHOro
NOANHN
101. | IA®EPOH- niodpinizat gns ToBapucTBo 3 YkpaiHa TOB "HaykoBo- YkpaiHa BHECEHHS 3MiH 10 peecTpavLiiiHnX 6e3 peyenma UA/15811/01/01
DPAPMBIOTEK® NPUroTyBaHHA Kpanesb 06MEXEHO BUpPOGHMYA marepianis: 3MiHW | TUNY - 3MiHN Y
HA3A/IbHUI Ha3as/IbHUX No 1 MH Bi4NOBiAA/IbHICTIO KOMnaHis crneundikauii A®l, a came:
MO; no 1 chnakoHy 3 "HaykoBo- "InTepcapmbioTek” BK/TIOUEHHS NMOKa3HUKIB AKOCTI
niocpinizatom B BMpPOOHUYa «lpeHTudpikauis» metog B i metop,
KOMMNEKTI 3 KPULLKOIO- KOMMaHis I, «3aranibHa JHK», i «3asmwwikoBi
KpanesnbHULet y "IHTepcapmbioTek" GifIKM KNITUHU Xa3siHa» B
KapTOHHIlA KOpooLi cneuudikadiio A nocepinHoro
KOHTpoNto A®| — [HTepdhepoHy
anba-2b pekombiHaHTHOrO
NOANHN
102. | NEBOAPONMPOMNI3 MOPOLLIOK (Cy6CcTaHuis) y TOB "BOPBAPTC Ykpaina XyHaHb Li3toasHb KuTalicbka BHECEHHS 3MiH [0 peecTpavLiiHnX - UA/18455/01/01
NH noABiiHMX PAPMA" XOH'sIH HapogHa mMartepianis: BUNpPaBneHHs
nonieTuIeHoBMX dapmacbloTukan Pecny6nika TEXHIYHUX MOMUIIOK, 3rigHO N.2.4.
naketax gns Ko., T4 po3giny VI Hakasy MO3 Ykpainu
hapmaueBTUYHOTO Bif, 26.08.2005p. Ne 426 (y
3acTocyBaHHA pepakuii Hakasy MO3 YkpaiHu Big
23.07.2015 p Ne 460) —
BUMPAaBIEHHSI TEXHIYHOT NOMU/IKM
Aka 6yna gonyLieHa npu
peecTpavjii nikapcbkoro 3acoby
(Haka3 MO3 YkpaiHun 2669 Big,
18.11.2020 p.) B MKA
MPONYLLEHOr0 NoKasHKKa SKOCTi
(mikpobionoriyHa unctoTa) B
cneuundgikanii MK, npu HasiBHOCTI
B MeTofax KOHTPO0.
BunpasneHHs Mexi ApiKAKOBUX
Ta nniceHesux rpubis(TYMC) He
6inbwe 100 KYO/r. 3a3HaueHe
BUNpaB/ieHHs Bignosigae
marepianiam peecTpauiiHoro
[0CbE
103. | NEBOMILETUH Kpanni o4Hi 0,25 % no MPAT "®ITO®APM" Ykpaina MPAT "®ITO®APM" YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHnX 3a peyernmom UA/8046/01/01

10 mn y chnakoHax; no
10 mn y donakoHi; no 1
dhnakoHy y nauui 3
KapToHY

marepianis: 3miHu | Tuny -
BHECEHHS 3MiH [0
Cneuudpikanii /MeTogis
BunpobysaHHsA 13 3a
NoKasHNKOM "KonbOpOoBICTb",

30Kpema: BUYHEHHS MOCUMaHHSA

Ha meTog 1 A®Y* ana
PO3LUNPEHHA MEX NMPOBEAEHHSA
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
aHanisy, a came, 415 MOX/IMBOCTI
BUKOHAHHS aHani3y nokasHuka
"KonboposicTb" 3a PY* Ak 3a
mMeTogoMm 1 Tak i 3a MeTofoMm 2.
3MiH B IKOCTi NlikapCbKOro 3acoby
He BifbyBaeTbcs. [itoya pefakuis
MponoHoBaHa pegakuis
KonboposicTb MpenapaT mae 6yTn
6e36apsHuM 3a n. 4. Py*2.2.2
MeTop 1 KonboposicTb Mpenapar
Mae 6yTu 6e36apBHUM 3a . 4.
LdYy*2.2.2
104. | NIHKOMIUWHY kancynv no 250 wmr; no My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 10 peecTpaljiiiHux | 3a peyenmom UA/1562/01/01
rigpoxnoprup 10 kancyn y 6nictepi, no akuioHepHe akuioHepHe MaTepianis: 3MiHu | Tuny -
2 6nictepu y nayui TOBapuCTBO TOBapuCTBO BWYYEHHS YMAKOBKMN NiKapCbKOro
"HaykoBo- "HaykoBo- 3aco0by in bulk: no 1000 kancyn B
BMPOBHWYMIA LIEHTP BUPOGHNUNIA KOHTelHepi nnacTMacoBoMy.
"BopLuariscbkuii LeHTp"bopLyariscbk 3anponoHosaHo: no 10 kancyn y
XimiKO- WA XiMiKo- 6nicTepi; no 2 6nictepy B navi
hapmaLeBTUYHNIA hapmaLeBTUYHNIA
3asof” 3asofa”
105. | IO3APTAH TabneTku, BKpUTI TOB "TeBa YkpaiHa" Ykpaina AT YropwmHa/ BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/16519/01/01
NAKOC-TEBA NAiBKOBOK 0H60/TI0HKOI0 dapmaLleBTUYHNIA IcnaHis MaTepianis: 3MiHu | Tuny -
no 50 mr/12,5 mr no 10 3aBog TEBA, NoJaHHS OLIHKN PU3MKIB 3 METOIO
Tabnetok y 6nictepi; no YropwumHa 06rpyHTYBaHHS BiACYTHOCTI
3 abo no 6, abo no 9 (BMPOGHMLTBO 3a HeOoO6XiAHOCTI KOHTPOIO
6nicTepiB y KAPTOHHIN MOBHWUM LMK/IOM); HiTpo3amiHoBUX fomilok (NDEA i
Kopoobui TeBa ®apma C.J1.Y., NDMA) B N3
IcnaHist (nepBuHHA
ynakoBKa, BTOPUHHA
ynakoBka Ta A03Bin
Ha BMNycK cepii)
106. | JIOSAPTAH TabneTkn, BKPUTI TOB "TeBa YkpaiHa" YkpaiHa AT YropuwmHa/ BHECEHHS 3MiH 40 peecTpaLiiHnx 3a peyenmom UA/16519/01/02
MNAKC-TEBA NiBKOBOK 060/I0HKOO dapmayleBTUYHNI IcnaHis MaTtepianis: 3MiHu | Tuny -
no 100 mr/25 wmr, no 10 3aBof TEBA, NnofaHHs OLLIHK/ PU3NKIB 3 METOIO
TabneTtok y 6rictepi; no YropwumHa 0BrpyHTYBaHHS BiACYTHOCTI
3 6nicTepa y KapTOHHil (BMpPOGHMLTBO 3a HEeOo6XiAHOCTi KOHTPO/IHO
KopooLi MOBHWUM LMK/OM); HiTpo3amiHoBUx fomillok (NDEA i
TeBa d®apwma C.J1.Y., NDMA) B MN3
IcnaHis (nepBuHHA
yrnakoBka, BTOPUHHA
ynakoBska Ta A03Bin
Ha BMNYyCK cepii)
107. | NO3APTAH-TEBA TabneTkn, BKPUTI TOB "TeBa YkpaiHa" Ykpaina AT YropuymHa/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/16398/01/01
N/1iBKOBOK 06GO/IOHKOLO, dapmaleBTUYHNI Icnanis Marepianis: 3miHu | Tuny -
no 12,5 mr, no 10 3aBof TEBA, noJaHHs OLHKN PU3NKIB 3 METOIO
Tabnetok y 6nictepi; no YropuwuHa 06rpyHTYBaHHS BiCYTHOCTI

3 6nicTepPU Y KAPTOHHI

(BMPOGHMLTBO 3a

HEeoOXiAHOCTi KOHTPO/I0
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Kopobui MOBHUM LMK/IOM); HiTpo3amiHoBUX Aomilok (NDEA i
TeBa ®apma C.J1.Y., NDMA) B N3
Icnanisa (nepBrHHA
ynakoBka, BTOPVHHA
ynakoBka Ta A03Bin
Ha BUNyCK cepii)
108. | IO3BAPTAH-TEBA TabneTku, BKpUTI TOB "TeBa YkpaiHa" YkpaiHa AT YropmHa/ BHECEHHS 3MiH 10 peecTpaljiiiHux | 3a peyenmom UA/16398/01/02
NAiBKOBOK 060/IOHKOHO, dapmaLleBTUYHNI IcnaHis MaTepianis: 3MiHu | Tuny -
no 25 wmr, no 10 3aBog, TEBA, NOAAHHS OLHKN PU3MKIB 3 METOHO
Tabnetok y 6nictepi; no YropwuHa 06rpyHTYBaHHS BiACYTHOCTI
3 6nicTepU y KapTOHHIN (BMPOGHMLTBO 3a HeOoB6XiAHOCTI KOHTPO/IO
Kopoobui MOBHWUM LMK/IOM); HiTpo3amiHoBUX fomilok (NDEA i
Tea ®apma C.J1.Y., NDMA) B 113
IcnaHist (nepBMHHA
ynakoBka, BTOPYHHA
ynakoBska Ta A03Bin
Ha BMnycK cepii)
109. | IOSAPTAH-TEBA TabneTkn, BKPUTI TOB "TeBa YkpaiHa" YkpaiHa AT YropwmHa/ BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/16398/01/03
N1iBKOBOK 060/I0HKOMD, dapmaleBTUYHNI IcnaHis mMaTtepianis: 3MiHu | Tuny -
no 50 mr no 10 TabneTok 3aBof TEBA, NoJaHHs OLLIHKN PU3NKIB 3 METOIO
y 6nicTepi; no 3 YropwumHa 0BrpyHTYBaHHS BiACYTHOCTI
6nicTepy y KapTOHHIl (BMpPOGHMLTBO 3a HEeOobXiAHOCTi KOHTPO/HO
Kopobui; no 9 6nictepis NOBHUM LMK/IOM); HiTpo3amiHoBMX fomiwok (NDEA i
Y KapTOHHIll kopoobLi Tesa ®apma C.J1.Y., NDMA) B 113
IcnaHis (nepBuHHA
ynakoBka, BTOPYHHA
ynakoBka Ta [03Bif
Ha BMNycK cepii)
110. | NIO3APTAH-TEBA TabneTkn, BKPUTI TOB "TeBa YkpaiHa" YkpaiHa AT YropumHa/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/16398/01/04
NAiBKOBOK 060/TIOHKOHO, dapmaueBTUYHNI Icnanis martepianis 3MiHu | TUMY - NoAaHHs
no 100 wmr, no 10 3aBof TEBA, OLiHKM PU3UKIB 3 METOIO
Tabnetok y 6aictepi; no YropuyHa 06rpyHTYBaHHS BifICYTHOCTI
3 6nicTepun y KapTOHHiIl (BMPOGHMLTBO 3a HEeOoO6XiAHOCTI KOHTPOSIO
KopoobLi NMOBHUM LMK/IOM); HiTpo3amMiHoBMX fomiwok (NDEA i
Tesa ®apma C.J1.Y., NDMA) B /13
IcnaHist (nepBMHHA
ynakoBka, BTOPYHHA
ynakoBska Ta [03Bis
Ha BMMycK cepii)
111. | NOPATAAWNH- Tabnetku no 10 wmr, no ToBapucTBO 3 YKpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHnx 6e3 peyenma UA/0100/01/01
340POB'A 10 TabneTok y 6nicTepi; 06MEXEHOI0 06MeXeHo MaTepianis: 3MiHu | Tuny -
no 1 a6o 2 6nictepn y BiAMNOBIAA/TILHICTIO BiANOBIAA/LHICTIO NoAaHHs OHOBJIEHOTO cepTudikaTty
KapTOHHilA KopooLi "apmaueBThYHA "PapMaueBTUYHA BignosigHocTi €EP Ne R1-CEP

KomnaHis "3g0pos'a"

KomnaHis "3gopos'a”

2009-009-Rev 02 Big BXe
3aTBepAKEeHOro BMpobHuka Ad|
NopatagnHy, VASUDHA PHARMA
CHEM LIMITED, India, Ta 5K
HacnifokK AoAaBaHHA [04aTKOBOI
BMPOBHUYOI AinbHUL, 63 3MiHK
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n/n

Ha3sBsa nikapcbko20

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

npoLecy BUPOGHULTBA Ta CXeMM
CUHTe3Y Ailo40i pevyoBrHK — Unit-
I, Plot Ne 79, Jawaharlal Nehru
Pharma City Parawada Mandal,
Visakhapatnam India-531019
Thanam Village, Andhra Pradesh,
India

112.

NOPAEC®

TabneTkn BKpUTI
060/10HKOI0 110 5 Mr, Mo
10 TabneTok y 6nicTepi,
no 1, 2 a6o 3 6nictepu y
KapTOHHI/ ynakosL,i

HOBEJ INAY
CAHAI BE
TIIXKAPET A.LL.

TypeyunHa

HOBE/ IN1AY
CAHAI BE
TIIXKAPET A.LL.

TypeyunHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHu | Tuny - 3mMiHu 3
SKoCTi. [0TOBWIA Nikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKynoptoBasbHuWi
3aci6. 3miHa po3mipy ynakoBku
roTOBOrO iKapCbKOro 3acoby
(3miHa KilbKOCTi OAMHMLbB
(Hanpuknag Tabnetok, amnyn
TOLLLO) B yNakoBLi:) - 3miHa nosa
AianasoHoOM 3aTBepKEHNX
PO3MipiB yNakoBKM - BBEAEHHS
[0AaTKOBOI yNakoBka Nikapcbkoro
3aco6y Ne 10 (10x1) y 6nicTepax,
6€3 3MiHM NePBUHHOIO
nakyBa/lbHOrO mMaTepiasny, 3
BIANOBIAHUMY 3MiHaMV B PO34iNi
«YnaxkoBKa»
3MiHM BHECEHI B iHCTPYKL,it0 Ansa
MEJUYHOIO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ain
"YnakoBka", Ik Hac/if4oK nosia
[10aTKOBOrO NaKyBaHHS.

3a peyenmom

UA/11552/02/01

113.

NOPICTA® HD

TabneTku, BKpUTI
N/1iBKOBOK 060/IOHKOIO,
100 mr/25 wmr; no 10
Tabnetok y 6nictepi; no
3, abo no 6, abo no 9
6nicTepiB y KAPTOHHIN
Kopo6ui; no 14 TabneTok
y 6nictepi, no 1, a6o no
2, abo no 4, abo no 6,
abo no 7 6nictepiB y
KapTOHHIlA KopooLi

KPKA, a.4a., HoBo
MecTo

CnoseHisa

BMPOGHMLTBO "in
bulk", nepBrHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/Ib Ta BUMYCK
cepii: KPKA, a.4.,
HoBso mecTo,
C0BEHis1; KOHTPO/1b
cepii:

KPKA, a.4a., Hoso
mMecTo, CoBeHis;
KOHTpPO~b cepii:
NlabeHa p.0.0.,
CnoBeHis

CrnoseHis

BHECEHHS 3MiH 10 peecTpaviiiHnX
MaTepianis: 3MiHu | Tuny -
BUKNageHHa MKA M3
YKpaiHCLKOH MOBOO
(3aTBEpPXEHO POCIliCbKO
MOBOI0). BunpasieHHs TeXHIYHUX
NMOMW/IOK Ta HEe3HAYHI KOpeKLiT
Onncy MeTOoZiB KOHTPOSIO SAKOCTI 3
6iNbLL Cy4acCHUM OMMCOM MEeTOANK.
BBefeHHA 3MiH NPOTArom 6-1n
MiCALIB MiCNA 3aTBEPAXKEHHS;
3MiHM | TUNY - HE3HAYHI 3MiHV B
Onuci 3aTBepXeHOi METOANKN
BMNpo6YyBaHHSA «laeHTudikauis i
KiNlbKiCHE BU3HAYEHHS /103apTaHy
Kaunito i rigpoxnopTiasuay B
Tabnetkax» (BEPX) — kopekuist Ta
JeTanisauis onucy MeToamku.

3a peyenmom

UA/6454/01/02
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BBefeHHs 3MiH NPOTAroM 6-Tu

MiCALIB NiCNA 3aTBEPOXKEHHS;
3MiHW | TUNY - HE3HAYHI 3MiHV B
OnuCi 3aTBEPAXKEHOT METOAMKM

nosapTtaHy Kanito i
rigpoxnopriasngy B Tabnetkax»
(BEPX) — onTumizaujia Ta
AeTanisauis onicy Metoauku, 6es
3MiH BCTAHOBJ/IEHUX KPUTEPIii
NPUAHATHOCTI. BBEAEHHS 3MiH
npoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS; 3MiHM | TUny -
3amiHa MeToay «laeHTudikauia Ta
KiNlbKiCHe BU3HAYEHHS /103apTaHy
Kanito Ta rigpoxnopTiasugy B
Tabnetkax» Ha «OOHOPIAHICTb
[030BaHVX OAMHULL —
OHOPIZHICTb BMICTY, KiflbKiCHE
BM3HAYEHHS Ta igeHTudikalis
nosapTtaHy Kanito i

rigpoxnoptiasngy» (BEPX).
BBefeHHA 3MiH NPOTArom 6-1u
MicsLiB NiCNsA 3aTBEPAYKEHHS;

BMNPOGYBaHHSA «CynyTHi LOMILLKM

«P034nMHeHHA». BBeAeHHA 3MiH

94

3MiHW | TUNY - OHOB/IEHHA MeToay,
Yy 3B'A3Ky 3 TUM, LLO Hapasi meTopg,
6yae BMKOPUCTOBYBATUCA A1
BM3HAYEHHS Ki/TbKICHOTO BMICTY Ta
iaeHTudikauji. 3aTBepaKeHo:
«OAHOPOAHOCTb A03MPOBAaHHbIX
eanHuL. OfHOPOAHOCTb
cofiepxaHus nosapTaHa kanus u
rmgpoxnopTuasugar.
3anponoHoBaHo: «OgHOPIAHICTb
[030BaHVX OAVHULL —
O[HOPIJHICTb BMICTY, KiflbKiCHE
BM3HA4YEeHHA Ta igeHTudikayis
nosapTaHy Kanito i
rigpoxnoptiasngy» (BEPX).
BBegeHHA 3MiH npoTArom 6-tm
MiCALIB NiCNA 3aTBEPOXKEHHS;
3MiHW | TUNY - BUNYYEHHS 3i
cneumdikauii [N13 nokasHuka
AKOCTI «Po3nagaHHsa» (€Bp.
®apwm., 2.9.1), 3a HasABHOCTI
3aTBEPKEHOr0 NapameTpy

npoTArom 6-T1 MicAuiB nicns

3aTBEPKEHHS!; 3MiHWM | TUny -




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

He3HauHi 3MiHV B NpoLeci
BMPOGHMLTBA /13, 3 METO
NOKpaLLEHHSI TEXHONOFYHOCTI
rpaHyAaLiiHOT cymiLli, onTumizawi
NPUroTYBaHHSA CycneHsii ons
NOKPUTTA TabneTok; 3miHun | Tuny -
[ONoBHEHHSA cnevudikauii AdI
nosapTaH Kaito (B BUPOGHMKa
'N3) [ofaTKoBMM NOKA3HUKOM
akocTi: «Impurity NDMA — not
more than 0,03 ppm; Impurity
NDEA — not more than 0,03 ppm»;
BUy4eHHA 3i cneyudikauii A®I
nosapTaH Kaslito nokasHuka «Baxki
MeTanIn»; 3MiHW | TUny - 3MiHN Y
appeci BupobHuka APl noszaprtaH
Kanito Zhejiang Menovo
Pharmaceutical Co., Ltd: 3miHK y
afMiHiCTpaTuBHIl agpeci Ta
BMPOGHWYIl AiNbHUL

114.

MANXEN

TabneTkn, BKPUTI
NNiBKOBOK 060/I0HKOIO,
no 400 wmr; no 28
TabneTok y hNakoHi, no
1 dpnakoHy B KapTOHHii
ynakoBLi

MaiinaH
NabopaTtopis
Nimitepn

IHais

MAMNAH
NABOPATOPI3
NIMITEL

IHais

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3mMiHu | Tuny - 3MiHK
ofo 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. 3MiHn y
KOPOTKIil XapakTepucTuui
nNiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTpyKLU|i Ans
MeANYHOro 3acTOCYBaHHS
reHepuYHNUX/ri6praHnx/6ionogioHN
X Nnikapcbknx 3acobis nicns
BHECEHHS Ti€i camoi 3MiHu Ha
pethepeHTHW npenapat (3MiHa He
noTpebye Hafi@HHS XOLHUX HOBUX
[0[AaTKOBUX AaHWX) - 3MiHW
BHECEHI [0 iIHCTPYKUii ans
MeJMNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ginu
"®apmMakonoriyHi BnacTnsocTi”,
"B3aemogis 3 iHWMMU fliKapCbKUMu
3aco6amu Ta iHwWi Buan
B3aemogiit”, "OcobmBocTi
3actocyBaHHs", "lNo6iyHi peakuji"
BiANOBIAHO A0 iHhopmav,i
pedyepeHTHOro Nikapcbkoro
3acoby SOVALDI™ (sofosbuvir)
400 mg film coated Tablets Gilead
Sciences, Inc. Foster City, CA
94404 USA (B YKpaiHi He

3a peyernmom

UA/18369/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3apeecTpoBaHuii) BBeaeHHs 3MiH

NpoTArom 6-Tv MicsLiB nicns
3aTBepKeHHs; 3MiHu | Tuny -
3MiHM Wwoao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
3MiHV BHECEHI 10 TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro
3acoby (OHOB/IEHHA TEKCTY
MapKyBaHHs1). BBegeHHs 3MiH
NpoTArom 6-Tv MicsLiB nicns
3aTBEPMKEHHS; 3MiHW | TUNY -
3MiHK 3 sKOCTi. FoTOBWIA
nikapcbkuii 3aci6. CTabinbHICTb.
3MiHa y TepmiHax npuaaTHoCTI
abo ymoBax 36epiraHHsi roTOBOro
nikapcbKoro 3aco6y (36i/bLUeHHs
TEepMiHy NpUAATHOCTI FOTOBOTO
nikapcbKoro 3acoby) - Ans
TOProBOi yrnaKoBKu
(nigTBEPAXYETLCA AaHUMU
peasnibHoro 4vacy) - 36ibLIeHHs
TepMiHy NpuAaTHOCTI TOTOBOrO
nikapcbKoro 3acoby 3 24 micsuis
00 36 micsuiB 3MiHM BHECEHI A0
IHCTPYKUIT AN MeguuHoro
3acToCcyBaHHSA NikapCbKoro 3acoby
y po3gin “TepmiH npugaTHocTi".
BBefeHHA 3MiH NPOTArom 6-1m
MicsLiB NiCNsA 3aTBEPAYKEHHS;
3MiHun Il Tuny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. BHeceHHs abo
3miHa(1) 4o 3060B'A3aHb Ta yMOB
BMAaui peecTpaujiinHoro
noceigyeHHs, BkIoyaroun Mnax
ynpasiHHA pu3vkamn (iHLWi 3MiHW)
- OHoB/eHO MNnaH ynpasniHHA
pv3nkamu, Bepcis 6.0 ans
nikapcbkoro 3acoby MaiiXen,
TabneTku, BKpUTI NNiBKOBOKO
060/10HKO0, 10 400 Mr; o 28
TabneTok y cpnakoHi, mo 1
th1akoHy B KapTOHHI ynakoBLi
3MiHN BHECEHI A0 YacTuHM I
«Cneuundpikauisi 3 6esnekm»
(Mogyni CIl, CVII), yactHu VI
«Pestome nnaHy ynpasniHHA

pusukammu» Ta yactuHu VIl
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
[ogaTkn. BBeAeHHS 3MiH
NpoTArom 6-Tv MicsLiB nicns
3aTBEPAXKEHHS
115. | MAUXEN ONN TabneTku, BKpUTI MaiinaH IHais MANNAH IHais BHECEHHS 3MiH 10 peecTpavLiiiHnX 3a peyenmom UA/18504/01/01
NAiBKOBOK 060/IOHKOHO, Nab6opaTtopi3 NABOPATOPI3 mMartepianis: 3MiHu | Tuny - 3MiHK 3
no 400 mr/100 mr; no 28 Nimiten NIMITEL AKOCTi. [OTOBWIA Nikapcbkuin 3aci6.

Tabnetok y dpriakoHi; no
1 p1akoHy B KapTOHHii
ynakoBLi

CTabinbHicTb. 3MiHa y TepMiHax
npuaatHocTi abo ymoBax
36epiraHHsA roTOBOro NiKkapcbKoro
3ac00y (36i/1bLUEeHHS TEPMIHY
NpYAATHOCTI FOTOBOTO NiKapCbKOro
3acoby) - 1 ToproBoi ynakoBKu
(nigTBEPOAXKYETLCA AaHUMMN
peanbHOro Yacy). 36ibLUeHHA
TepMiHy NpUAATHOCTI FTOTOBOrO
nikapcbKoro 3acoby 3 24 micsyis
00 36 micsuiB. 3MiHN BHECEHO B
IHCTPYKLilO ANs MeAnyHOro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby
y p. "TepmiH npugaTHoOCTI".
BBefeHHs 3MiH NpoTArom 9-Tu
MicSLIB MiCNS 3aTBEPAXKEHHS.
3MiHu | TUNYy - 3MiHK Woa0
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu).
3MiHN BHECEHO B TEKCT
MapKyBaHHS YNakoBKW NiKapcbkoro
3acoby. BBefeHHs 3MiH MPOTAroM
9-Tn MicAUIB NicNA 3aTBEPKEHHS.
3Mminn |l Tuny - 3MiHn Wopo
6e3nekn/edreKTBHOCTI Ta
thapmakoHarnagy. BHeceHHs abo
3MiHa(1) 40 3060B'A3aHb Ta YMOB
BMAaui peectpaujiinHoro
nocBig4eHHs, Bkovatoun Mnax
ynpasnAiHHA pu3nkamu (iHwWi
3MiHM). OHoBNEeHO MNnaH
ynpaB/iHHA pu3nkamu, Bepcis 2.0
415 nikapcbkoro 3acoby MaiiXen
OJ1/1, TabneTkun, BKPUTI MiBKOBOO
060/10HKO10, N0 400 Mr/100 mr; no
28 TabneTtok y chnakoHi; no 1
h1akoHy B KApPTOHHI ynakoBLi.
3MiHM BHECeHi A0 YacTuHu |l
«Cneuundikauis 3 6esnekm»
(Mogyni Cll, CVIl), yactuxm VI
«Pe3tome nnaHy ynpasiHHA
pusukamu» Ta vyactuHn VI
[opaTkn. BBeAeHHS 3MiH
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
npoTarom 9-tm MicAuiB nicns
3aTBEPAKEHHS.
116. | MAKCIBPEH Tabnetku no 250 mr no PYM Pecny6nika Pecny6nikaHcbke Pecny6nika BHECEHHS 3MiH 0 peecTpaLiiHnx 6e3 peyenma UA/18113/01/01
10 TabneTok y 6nicTepi; "Benmegnpenaparun’” Binopycb YHiTapHe BMpOo6HUYe Binopycb Marepianis: 3miHu | Tuny -

no 1 a6o 2, a6bo 5
6nicTepis pasom y
KapTOHHI navu,i

nignpueMcTBO
"Benmegnpenapartn”

BUTYYEHHS NOKa3HMKa
"BakTepianibHi eHA0TOKCMHN" 3i
cneuudikauii BXiGHOT0 KOHTPONs
A®I. MponoHoBaHa pefakLis
3.2.5.4.1. Cneupndpikauis
Mokasatens Hopma - - ; 3miHK |
TMNY - BUlyYEHHS MoKa3HMKa
"Bavkki meTanu" 3i cneupdikadii
BXiIHOrO KOHTposnA AdI.
MponoHoBaHa pepakuis 3.2.5.4.1.
Cneuucpikauisi. Mokasartesb.
Hopma - -; 3MiHu | TUny - 3mMiHn B
cneumngikauii Ha A®I woao
nokasHuka "MikpobionoriyHa
yucrtoTa" - BUTydeHo BUMOrun ans
CTepPU/IbHUX NiKapcbkux hopm;
3MiHW | TUny - 3MiHK 3 AkocTi. AdI.
KoHTponb A®l. 3miHa y meTogax
BUNpo6yBaHHA APl abo BUXigHOrO
mMaTepiany/npombKHOro
npoayKTy/peareHTy, Wo
BMKOPWCTOBYETLCA Y NPOLIECI
BMpO6HULTBa AP (iHLWI 3MiHN Y
mMeToAax BUNPoGyBaHHSA
(BKTHOYAtOUM 3aMiHy abo
[0noBHEHHS) Ad®| abo
BUWXi4HOro/MpOMiXXHOro NpoayKTy);
CYNyTHS 3MiHa - 3MiHU 3 IKOCTI.
A®I. KoHTponb A®Il. 3miHa y
napameTpax crneuudikauii Ta/abo
[O0MyCTUMUX MEX, BU3HAYEHUX Y
cneumdikauisx Ha A®l, abo
BVIXiZHWIA/MPOMIXHWIA
npoAayKT/peareHT, Wwo
BMKOPMCTOBYHOTbCS Y NPOLLECI
BMpo6HULTBa API - 3MiHa Y
MeTofax BunpobysaHHa AdL: -
MeTO/, BU3HAUYEHHS CYMYyTHIX
[OMILLIOK 3MIHEHO i3 3acTapisioro
TWX Ha 6inblu cyyacHuiA MeTon
BEPX, ik Hacnigok 3miHa
OONyCTUMMX MEX creumdikaw,ii
BXiiHOrO KOHTPONA
(3anponoHoBaHo:
«ConyTcTByIOLME NPUMECH:
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

nobas egvHNYHasA NpUMech — He
6onee 0,1 %, cymMMa npumeceil —
He 6osiee 1,0 %»); 3miHu | TUNYy -
3MiHn 3 sKkocTi. A®l. KoHTponb
A®l. 3miHa y napameTpax
cneuudikavii Ta/abo AonycTUMmX
MeX, BU3HaueHux y cnewmdikauisax
Ha A®|, abo BMXigHWIA/NPOMIKHWIA
npoayKT/peareHT, Wo
BUKOPVCTOBYHOTBCS Y NPOLEC
BUPOGHMLTBA AD| (3BYXKEHHS
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneuudikauii); cynyTHs 3MiHa -
3MiHu 3 gKocTi. A®l. KoHTponb
A®I. 3miHa y meTogax
BMNpobyBaHHA APl abo BuXigHOTO
mMaTtepiany/npomiKHOro
npoaykTy/peareHty, Lo
BMKOPWCTOBYETLCA Y NPOLIECI
BUpO6HULUTBA AP| (HE3HAYHI 3MiHW
y 3aTBEPKEHUX MeTogax
BMMPOGYBaHHS) - 3BY)XXEHHS
[OMyCTUMMUX MeX cnevudikauii
BXiIHOro KoHTpona A®l 3a n.
«3anizo», a TakoX MeToAuKa
BW3HAYEHHS 3MIHIOETLCA Ha
dhapmakoneiiHy. MNMponoHoBaHa
pepakuis 3.2.S.4.1. Cneundpikauis
Moka3artens Hopma XXeneso He
6onee 50 ppm; 3miHu | TNy -
3BY)XXEHHSA JONYCTUMUX MEX
crneundikavii BXigHOro KOHTpons
Al 3a n. «KinbkicHe
BU3HauYeHHs». [TponoHoBaHa
pepakuisa 3.2.S.4.1. Cneuundikanis
MNoka3artesib Hopma
KonnuectseHHoe onpegenexvie
He meHee 99,0 % 1 He 6onee
101,0% (B nepecyeTe Ha cyxoe
BELLLECTBO)

117.

MAJIbTODEP®

cupon, 10 mr/mn no 75
M1 a6o no 150 mny
chnakoHi; no 1 donakoHy
3 MipHWUM KOBNaukoMm y
KapTOHHI Kopobui

Bidhop (IHTepHeLwuHn)
IHK.

LLiBeiiuapis

Bidhop (IHTepHeLuHN)
IHK., LWBeiuapis
(KOHTpONb SKOCTI,
[03BiN Ha BUMNYCK
cepii); Bichop C.A.,
LBeiiuapis
(BUPOBHMLTBO
Hepo3dgacoBaHOl
NPOAYKLT, KOHTPO/Ib

LLiBeiiuapis

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

hapmakoHarnsgy. BeefeHHus abo

3MiHW [0 y3arasibHEHUX JaHuX Npo
cuctemy thapmakoHarnsagy

(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy apmakoHarnsgy,

3MiHa YNOBHOBaXEHOI 0cobu,

3a peyenmom

UA/5869/04/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

SIKOCTi, NepBUHHA Ta
BTOPMHHA yNaKoBKa)

BignoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnagy
3as1BHMKA AN 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, KO
BOHa BifMiHHa Bif, yNOBHOBaXEHOI
ocobw, BignoBigasibHOI 3a
3[iiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI faHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CObM 3as1BHMKA,
BignoBiganbHOI 3a
thapmakoHarnag.
MponoHoBaHa pepakuisi: Gabriele
Fox. 3MiHa KOHTaKTHUX JaHuX
YMNOBHOBaXeHOT 0COOM 3asBHMKA,
BignoBigasibHOI 3a
hapmakoHarnsg.
3MiHa KOHTaKTHOT 0cobm
3asIBHMKA, BignoBiAa/IbHOT 3a
hapmakoHarnsg B Ykpaii.
MponoHoBaHa pegakuis:
Muixavintiok MapuHa
CraHicnasiBHa. 3MiHa KOHTaKTHUX
[aHVX KOHTaKTHOI 0co6u
3as1BHMKA, BignoBiAa/bHOT 3a
thapmMakoHarnag B Ykpaini. 3miHa
MiCLie3HaXOMKEHHSA MacTep-
thaiina cuctemun chapmakoHarnsgy

118.

MAJIbTODEP®

Kpanni opasbHi, 50
mr/mn no 10 mn a6o 30
My chnakoHi abo
KOHTEeliHepi (Ty6i) 3
KpanesnsHuueto; no 1
chnakoHy abo
KOHTeliHepy (Ty6i) B
KapTOHHI Kopobui

Bidhop (IHTepHeLwuHn)
IHK.

LLiBeiiuapis

Bidhop (IHTepHeLuHN)
IHK., LWBeiuapis
(KOHTpONb SKOCTI,
[03BiN Ha BUMNYCK
cepii); Bichop C.A.,
LBeiiuapis
(BUPOBHMLTBO
Hepo3dgacoBaHOl
NpOoAYKLU,i, KOHTPO/Tb
AKOCTi, NepBMHHA Ta
BTOPUHHA YNaKoBKa)

LLiBeiiuapis

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

hapmakoHarnsgy. BeefeHHus abo

3MiHW [0 y3arasibHEHUX JaHuX Npo
cuctemy chapmakoHarnsagy

(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy apmakoHarnsgy,

3MiHa YNOBHOB&XEHOI 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHoOI
ocobu 3 hapmakoHarnisgy
3aABHUKa 419 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, SKLo
BOHa BifMiHHA Bif, yNIOBHOBaXEHOI
ocobw, BignoBiganbHoI 3a
34ificHeHHs chapmakoHarnsgy

3a peyenmom

UA/5869/03/01

100




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

(BK/HOHAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnsgy) - 3miHa
YMNOBHOBaXEHOT 0CO6M 3asiBHMKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnsag.
MponoHoBaHa pepfakuis: Gabriele
Fox. 3MiHa KOHTaKTHUX AaHuX
YMOBHOB&XEHOT 0CObM 3as1BHMKA,
BignoBiganbHOI 3a
thapmakoHarnag.
3MiHa KOHTaKTHOT 0co6u
3asBHVKa, BigNoBiAa/IbHOT 38
thapmakoHarnag B Ykpaii.
MponoHoBaHa pegakuis:
Muxavintok MapuHa
CraHicnasiBHa. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0cobu
3asBHVIKa, BigNOBiAa/IbHOT 38
hapmakoHarnag B Ykpaiti. 3miHa
MiCLie3HaxopKeHHs1 macTep-
dhaiina cuctemu chapmakoHarnsay

119.

MANbTO®EP®

TabneTku XyBasibHi N0
100 mr no 10 TabneTok y
6nictepi; no 3 6nictepu
B KapTOHHI kopo6Lyi

Bichop (IHTepHeLwHN)
IHK.

LLisefuapis

Bichop (IHTEpHeLLHN)
IHK., LBeiiuapis
(KOHTPO/Ib IKOCTI,
[03BiN Ha BUMYCK
cepii); Bichop C.A.,
LBeiiLapis
(BPO6GHMLTBO
Hepo3dacoBaHoi
NPOAYKLT, KOHTPO/b
AKOCTI, NepBNHHA Ta
BTOPWHHA YNakoBKa)

LLiseiuapis

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHW | TUMY - 3MiHK
Lofo 6e3nekun/edekTMBHOCTI Ta

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEeHVX AaHuX Npo
cuctemy chapmakoHarnagy

(BBEAEHHSA Y3araslbHEHNX AaHNX
npo cucTemy thapmakoHarnsgy,

3MiHa YyNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
thapmakoHarnsay; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 34ICHEHHSA
hapmakoHarnagy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, yNOBHOBaXEHOT
ocobu, BiAnoBifabHOI 3a
3AjiCHeHHs1 hapMakoHarnsgy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnagy) - 3amiHa

YMOBHOB&XEHOT 0CO6M 3as1BHMKA,

BignoBigasibHOI 3a
hapmakoHarnsg.

MponoHoBaHa pepakuis: Gabriele

Fox. 3MiHa KOHTaKTHUX AaHnX

3a peyenmom

UA/5869/02/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

YMOBHOB&XeHOT 0CObM 3as1BHMKA,
BignoBiganbHOI 3a
thapmakoHarnag.

3MiHa KOHTaKTHOT 0co6u
3asBHVIKa, Bi4NOBIAA/IbHOT 38
thapmakoHarnag B Ykpaii.
MponoHoBaHa pegakuis:
Muxavinok MapuHa
CraHicnasiBHa. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0cobu
3asBHVKa, Bi4NOBiAa/IbHOT 38
hapmakoHarnag B Ykpaini. 3miHa
MiCLie3HaxopKeHHs1 MacTep-
thaiina cuctemun chapmakoHarnsgy

120.

MANbTO®EP®
»on

Tabnetku xysasbHi, 100
mr/0,35 mr no 10
Tabnetok y 6nictepi; no
3 6nicTepu B KAPTOHHIl
Kopobui

Bichop (IHTEepHeLwHN)
IHK.

LLisefuapis

Bichop (IHTEpHEeLLHN)
IHK., LBeiiuapis
(KOHTPO/Ib AKOCTI,
[03BiN Ha BUMYCK
cepii); Bichop C.A.,
LBeiiLapis
(BPO6GHMLTBO
Hepo3dacoBaHoi
NPOAYKLT, KOHTPO/b
AKOCTI, NepBMNHHA Ta
BTOPWHHA YNakoBKa)

LLiseiuapis

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHN | TUMY - 3MiHK
ofo 6e3snekun/edekTMBHOCTI Ta

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHUX Npo
cuctemy chapmakoHarnagy

(BBEAEHHSA Y3araslbHEHNX AaHNX
npo cucTemy thapmakoHarnsgy,

3MiHa YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
thapmakoHarnsay; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 34ICHEHHSA
hapmakoHarnagy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, yNOBHOBaXEHOT
ocobu, BiAnoBifabHOI 3a
3AjiCHeHHs1 hapMakoHarnagy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnagy) - 3amiHa

YMNOBHOBaXEHOT 0CO6M 3as1BHMKA,

BignoBigasibHOI 3a
hapmakoHarnsg.

MponoHoBaHa pepakuis: Gabriele
Fox. 3MiHa KOHTaKTHUX AaHnX

YNOBHOBA&XEHOI 0CO6U 3as1BHYMKA,

BiANOBIA&/IbHOI 3a
thapmakoHarnsag.
MponoHoBaHa peaakuis:
Muxaiiniok MapuHa
CraHicnasiBHa. 3MiHa KOHTaKTHUX
[aHuX KOHTaKTHOI ocobu
3asBHMKA, BiANOBIAaIbHOT 3a

3a peyenmom

UA/5870/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

hapmakoHarnsg B YkpaiHi. 3miHa
MicLLe3HAXOKEHHSI MacTep-
thaiina cuctemun chapmakoHarnsgy

121.

MECAKON

TabneTku, BKpUTI
060/10HKOIO,
KMLLKOBOPO3YMHHI NO
400 wr, no 10 TabneTok
y cTpuni, no 1 a6o 3,
ab6o 5 cTpunis y
KapTOHHIA ynakoBL,i

CaH
dapmacboTuKan
IHgacTpi3 Nimiteq

IHais

CaH
PapmacboTuKan
IHgacTpi3 ITg,

IHais

BHECEHHS 3MiH 10 peecTpavLiiiHnX
marepianis: 3mMiHW | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3ara/lbHEHNX AaHnX Npo
cuctemy hapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy chapmakoHarnsgy,

3MiHa yNOBHOB&XeHOi 0cobu,
BignoBifa/IbHOI 3a 34jACHEHHS
hapMakoHarnaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iiCHEeHHS
hapmMakoHarnagy B YkpaiHi, KO
BOHa BiMiHHA Bif, yNOBHOBaXXEHOI
ocobw, BignoBigasibHOI 3a
3[iiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa

YMOBHOBaXeHOT 0CObM 3as1BHMKa,

BignoBiganbHOI 3a
hapmakoHarnsg.

MponoHoBaHa pepakuis: Dr. Vivek
Ahuja. 3MiHa KOHTaKTHUX SaHUX

YNOBHOBaXEHOI 0COo6M,
BignoBigasibHOI 3a
hapmakoHarnsg.
BBeneHHA agpecu
MiCLie3HaxopKeHHs1 MacTep-
thaiina cuctemu
thapmakoHarnsgy. BeegeHHs
agpecw, ae 34iCHI0ETbCA
OCHOBHa [iiNbHICTb 3
thapmakoHarnagy

3a peyernmom

UA/11631/01/01

122.

METOK/ONPAMI,
Y MAPOXNOPUS,

pO34uH A1 iH'eKUI, 5
Mr/mMn; No 2 M B
amnyni; no 5 amnyn'y
Kaceri; No 2 kaceTu B
naJi 3 KapToHy

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-

BUPOBHWNYMIA LIEeHTP
"BopLuariscbkuii
Ximiko-
hapmaLleBTUYHMIA

YKpaiHa

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-

BUPOGHNUNIA LIEeHTP
"BopLuariscbkuii
Ximiko-
hapmaueBTUYHWIA

Ykpaina

BHECEHHS 3MiH 10 peecTpaviiiHnX

mMartepianis: 3MiHu | TUNY - 3MiHK 3

AKOCTi. [OTOBWIA Nikapcbkuin 3aci6.

3MiHN Yy BUPOGHMLTBI. 3MiHa

po3Mipy cepii (BkHo4Yaoun

fianasoH po3mipy cepii) roToBOro

nikapcbKoro 3acoby (36i/bLIeHHs
00 10 pasiB NOpiBHAHO i3

3a peyenmom

UA/3802/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3aBsog”

3ason"

3aTBEPKEHUM PO3MIpPOM) -
36inbLUEHHS po3Mipy cepii MN3.
3anpornoHoBaHo: ammny/sv no 2 min:
Big 21 100 amnyn go 41 400
amnyn; 3MiHu | Tuny - 3miHn 3
AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKynopoBanbHWi
3aci6. 3miHa napameTpis
cneuudikauin Ta/abo AonycTuMumX
MeX NepBUHHOI YNaKoBKu
roTOBOrO NiKapCbKOro 3acoby
(3BY)KEHHS AOMYCTUMMX MEX,
BM3HaYeHNX y crneyndikaui) -
BHECEHHS 3MiH f0 Cneumndikavi
nepBNHHOrO Martepiany (amnynu),
30Kpema: 3MiHa KpuTepiiB
NPUIAHATHOCTI 32 NOKa3HVKOM
"rgponiTnuyHa cTilikicTs" ans
amnyn 2 mn 3 "He 6Ginblue 1,8" Ha
"He Ginbwe 1,6"; 3miHu | TMNY -
BHECEHHS 3MiH f0 Crneumndikaui
nepBUHHOrO mMarepiasny (amnynu),
30Kpema: 3miHa nepioAgnyHoOCTI
KOHTPOJTHO NMOKa3HWKIB AKOCTI
"MakcumasibHe nponyckaHHsa
ceitna (%)", Ta "rgponitnyHa
CTIfKICTb" - KOHPOJTIOKOTb KOXHY
nepLuy Ta N'aTy cepito NOTOYHOro
POKY KOXXHOTO BYPOGHMKA KOXXHOTO
pO3Mipy. BHECEHHSA HEe3HaUYHNX
pepakuiiHnx npasok go p. "Onunc”
Ta p. "Po3mipu". BHeceHHs
YTOYHEHHA Ao p. 3.2.P.7. Cuctema
KOHTelHep/3aKynopoBanbHui
3aci6 WoAo rigponiTMyHOro kiacy
CTIKOCTi NEPBUHHOTIO
nakyBaslbHOrO mMaTtepiany

123.

METOHAT®

pO3unH N8 iHekuin 100
mr/mn no 5 mn B
amnynax; no 5 amnyn B
6nicTepi
OfIHOCTOPOHHLOMY, N0 2
6nictepa y nayuj
KapTOHHIW

TOB
"GapmaueBTnyHa
KOMNaHis
"CantoTtapic”

Ykpaina

MpAT "/Nlekxim -
Xapkis"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
Marepianis: 3miHu | Tuny -
AOMiHICTPaTUBHI 3MiHW. 3MiHa
Has3BW NiKapPCbKOro 3acoby - 3MiHu
BHECEHI W00 Ha3BM NiKapCbKOoro
3acoby: 3aTtBepmkeHo: METOHAT
(METONAT) 3anponoHoBaHo:
METOHAT® (METONAT); 3MiHu |
TMny - 3MiHK Woao
6e3nekn/edpeKTNBHOCTI Ta

3a peyernmom

UA/11449/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

thapmakoHarnagy (iHwi 3MiHn) -
BHeceHHs 3MiH f0 po3ainy
«MapkyBaHHs» MKA N13:
3aTtBepmxkeHo: MAPKYBAHHA
BignosigHo fo 3aTBEpAKEHOr0
TEKCTy MapKyBaHHs, L0
[oAaeTbcA 3anponoHOBaHO:
MAPKYBAHHSA 3rigHo
3aTBEPAKEHOTO TEKCTY
MapKyBaHHS1 OHOB/IEHHSA TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro
3ac06y 3 BHECEHHAM iHchopmaLii
LLOA0 3a3HaYEeHHS OANHNLB
BMMIipoBaHHsA y cuctemi Sl

124.

METONPONON

Tabnetkun no 50 mr no 10
Tabnetok y 6nictepi; no
3 6nicTepun y naywi

MAT
"Kuismeanpenapat"

Ykpaina

MAT
"Kunismegnpenapar”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3mMiHu | TMny - 3MiHK 3
siKocTi. FOTOBWMIA Nikapcbkuii 3aci6.
3MiHu y BUPOGHMLTBI. 3MiHa
po3mipy cepii (BktoYaKun
[ianasoH po3mipy cepii) roToBoro
niKapcbKoro 3acoby (36iNbLUeHHs
[0 10 pasiB MOPIiBHSAHO i3
3aTBEPKEHVUM PO3MIPOM) -
BBE/EHHS 404AaTKOBOro PO3mipy
cepii ['N3; 3anponoHoBaHo: 195,0
Kr, W0 CTaHOBUTL 696 498
Tabnetok (3 fonycTtMMmum
BiAXuneHHsm Big 175,5 kr o
214,5 kr abo Big 626 785
Tabnetok fo 766 071 TabneTok);
429,0 kr, Wwo cTtaHoBUTb 1 532 142
Tabnetok (3 LonycTMMUM
BiAXuneHHam Big 386,1 kr fo
471,9 kr a6o Big 1 378 928
Tabnetok Ao 1 685 357 TabneTok)

3a peyenmom

UA/2548/01/02

125.

METONPOMON

Tabnetku no 100 Mr no
10 TabneTok y 6nictepi;
no 3 6nictepun y navu,i

MAT
"Kuismegnpenapar”

YKpaiHa

MAT
"Kniemegnpenapar”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMartepianis: 3MiHu | TUNY - 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbkuin 3aci6.
3MiHN Yy BUPOGHMLTBI. 3MiHa
po3Mipy cepii (BkHo4aoun
fianasoH po3mipy cepii) roToBoro
nikapcbKoro 3acoby (36i/bLIeHHs
00 10 pasiB NOpiBHAHO i3
3aTBEPKEHUM PO3MIPOM) -
BBE/leHHA JOAATKOBOro PO3Mipy
cepii MN3; 3anponoHoBaHo: 195,0
Kr, WO CTaHOBUTL 348 214

3a peyenmom

UA/2548/01/03
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
TabneTok (3 gonyctummm
BigXuneHHsam Big 175,5 kr o
214,5 kr abo Big 313 392
Tabnetok fo 383 035 TabneTok);
429,0 Kr, WO cTaHoBUTL 766 071
Tabnetok (3 fonycTMMmum
BiaXuneHHsm Big 386,1 kr o
471,9 xr abo Big 689 464
Tabnetok Ao 842 678 TabneTok)
126. | MOKCWUH TabneTku, BKpUTI CKAH BIOTEK 1TA, IHais BadHa IHais BHECEHHS 3MiH [0 peecTpavyiiiHnX 3a peyenmom UA/11530/01/01
NAiBKOBOK 060/IOHKOHO, dapmacbloTikanc MaTepianis: 3MiHu | Tuny -
no 400 mr, no 5 nrp. AOMiHiCTpaTMBHI 3MiHU. 3MiHa

Tabnetok y 6nictepi; no
1 6nicTepy B KApTOHHiIl
Kopobui

HalilmeHyBaHHs Ta/abo agpecu
MiCLSi MPOBAMKEHHS AiANIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro
nNikapcbKoro 3acoby, BKIoYa4n
AOinbHULI BUNYyCKy cepii abo micue
NPOBEAEHHSI KOHTPOJO SIKOCTI.
(misnbHicTb, 3a Ky BignoBigae
BMpPOGHUK/IMNOPTEp, BKIOYAKUM
BUMYCK Cepiid) - 3MiHa agpecu
MiCL MPOBaKEHHS AiSSTIbHOCTI
BUpo6HUKa BadHa
dapmacsbtoTikanc 17a., IHais, 6e3
3MiHM MicUSl BUPO6HULTBA. 3MiHM
BHECEHI B IHCTPYKL,t0 ANns
MEJUYHOIO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ain
"Micue3HaxompKeHHA BUPOGHMKa
Ta oro agpeca micus
NPOBaPKEHHS AiSNIbHOCTI"; 3MiHW |
TMny - 3MiHK Woao
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
3MiHM g0 p. «MapKyBaHHs»
3aTtBepmkeHo: MapknpoBska.
MpunaraeTcsa. 3anponoHOBaHO:
Mapkuposka. CornacHo
YTBEPXKAEHHOMY TEKCTY
MapK1poBKW. OHOBNEHHS TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro
3ac06y 3 BHECEHHAM iHchopmaLi
LLOA0 3a3HaYeHHS OANHNLB
BUMIpIOBaHHA y cucteMi Sl; 3miHm |
MMy - AGMIHICTPaTUBHI 3MiHW.
BunyyeHHst BUPOOHMYOT AibHNL,
(Bkntovatoum ginbHuULi ansa Adl,
NPOMIXXHOr0 NPOAYKTY abo
roTOBOrO /likapCcbKoro 3acoby,
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
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 AOCLE) - BUTYUYEHHS
BMpo6HuKa M3 Bisimes, /labc
Nita, IHAis. 3MiHK BHECeHi B
IHCTPYKLil0 ANA MeguyHoro
3acToCyBaHHSA NikapCcbKoro 3acoby
y po3ainu "Bnpo6bHuk",
"Micue3HaxomKeHHA BUPOGHMKa
Ta lioro agpeca micus
NPOBaPKEHHS AiS/IbHOCTI"
(BUNYyYEHHA BUPOBHNYOT AiNbHULL)

127.

MOKCWUH

TabneTku, BKpUTI
NNiBKOBOK 060/IOHKOHO,
no 400 wr, in bulk: Ne
1000 (5x200): no 5
TabneTtok y 6nictepi; no
200 6nicTepiB y
KapTOHHIA Kopobui; in
bulk: Ne 1000: no 1000
Tabnetok y
KOHTeliHepax

CKAH BIOTEK T4

IHais

BadHa
dapmacbloTikanc
nrp.

IHais

BHECEHHS 3MiH [0 peecTpaviiiHnX
MaTepianis: 3MiHu | Tuny -
AOMiHiCTpaTMBHI 3MiHU. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
MiCLisi MPOBAMKEHHS AiANIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro
nNikapcbKoro 3acoby, BKIoYa4n
AOinbHULI BUNYyCKy cepii abo micue
NPOBEAEHHSI KOHTPOJO SIKOCTI.
(misnbHicTb, 3a Ky BignoBigae
BMPOGHUK/IMNOPTEp, BKIOYaKUM
BUMYCK Cepiid) - 3MiHa agpecu
MiCL MPOBaKEHHS AiSSTIbHOCTI
BUpo6HUKa BadHa
dapmacbtoTikanc ftg., IHgisa, 6e3
3MiHM MicLUS BUPO6HULITBA. 3MiHM
BHECEHI B IHCTPYKL,t0 ANns
MEJUYHOIO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ain
"Micue3HaxompKeHHA BUPOGHMKa
Ta oro agpeca micus
NPOBaPKEHHS AiSNIbHOCTI"; 3MiHW |
TMny - 3MiHK Woao
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
3MiHM g0 p. «MapKyBaHHs»
3aTtBepmkeHo: MapknpoBska.
MpunaraeTcsa. 3anponoHOBaHO:
Mapkuposka. CornacHo
YTBEPXKAEHHOMY TEKCTY
MapK1MpoBKK. [nsi ynakoBku in bulk

UA/11531/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

TEKCT MapKMpOBKM NpuiaraeTcs.
3MiHM Y TEKCTi MapKyBaHHA a1
ynakoBku in bulk, a came -
BBEEHHA MDKHapPOLHNX
no3Ha4yeHb OAVHWL BUMIPIOBAHHS
y TEKCTi MapKyBaHHS NiKapCbKOro
3aco06y; 3MiHu | Tuny -
AMiHICTPaTVBHI 3MiHW.
BunyyeHHss BUPOGHMYOI finbHUL
(Brrovaroun ginbHuui ans Adl,
NPOMIXHOro NPoAyKTy abo
roTOBOro NikapCcbKoro 3acooby,
OiNbHULI ANA NpOBeAeHHS
nakyBaHHsl, BAPOGHUKa,
BiZJNOBIAA/ILHOMO 3a BUMYCK Cepild,
MicLie NpoBeAEeHHsI KOHTPO/I0
cepii) abo nocTayasibHyKa
BUXIOHOIO MaTepiasny, peareHty
ab0 AONOMIXHOT PevOBMHU (KLU0
3a3HayeHo Y JOCLE) - BUTYYEHHS
BMpo6HuKa N3 Bisimes, /labc
Nta, IHgis

128.

HAIMA3NM

KOHLLeHTpaT Ans
pO34nHy ANns iHdysii, 1
Mr/mn; no 5 mny
thnakoHi; no 1 dpnakoHy
B KapTOHHIi kopo6ui

BioMapuH
IHTepHewwHn JlimiTeq,

Ipnangis

AHfepcoHBbpekoH
(FOK) Nimiten,
Benvka bputaHis
(mapkyBaHHs Ta
BTOPUHHE
nakyBaHHS rOTOBOro
nikapcbkoro
3acoby); bioMapuH
IHTEepHeLWwHN NlimiTep,
, Ipnangis (koHTponb
AKOCTi FOTOBOTO
niKkapcbKoro 3acoby,
MapKyBaHHs,
BTOPUHHE
nakyBaHHs,
BiANOBIAa/IbHNIA 3a
BUMYCK cepii);
BetTep ®apma-
®eptiryHr F'm6X i Ko.
K, Himeuunna
(KOHTPO/b AKOCTI
roTOBOroO
nikapcbkoro
3acoby); Bettep
dapma-depTiryHr
v6X i Ko. KT,

Benvka
BpuTanis/
Ipnangis/

HimeuunHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHW | TUMY - 3MiHK
Lofo 6e3nekun/edekTMBHOCTI Ta

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEeHVX AaHuX Npo
cuctemy chapmakoHarnagy

(BBEAEHHSA Y3araslbHEHNX AaHNX
npo cucTemy thapmakoHarnsgy,

3MiHa YyNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
thapmakoHarnsay; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 34ICHEHHSA
hapmakoHarnagy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, yNOBHOBaXEHOT
ocobu, BiAnoBifabHOI 3a
3AjiCHeHHs1 hapMakoHarnsgy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnagy) - 3amiHa

KOHTaKTHOI 0CO6U YNOBHOBaXXEHOT
0Cco6M 3as1BHMKA, BignoBigasbHOT

3a thapmakoHarnag B Ykpaii.

MponoHoBaHa pegakuis: Mopinuk
ApTem BonoanmmpoBuy. 3miHa

3a peyenmom

UA/13183/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Himeuunna KOHTaKTHUX JaHNX KOHTaKTHOT
(BUPOBHMLTBO 0Cco6M YNoBHOBaXXEHOI 0COo6YU
6asky, HanoBHEHHS 3as1BHYIKA, BignoBiAa/IbHOT 38
B NepBUHHY thapmakoHarnsg, B YkpaiHi
ynakoBky Ta
KOHTPO/b 6anky);
BetTtep ®apma-
®epTiryHr Mm6X i Ko.
KI', HimeuunHa
(KOHTpO/b AKOCTI
roToBOro
nikapcbkoro
3acoby); Bettep
Papma-PepTiryHr
v6X i Ko. KT,
Himeuunna
(KOHTPO/b AKOCTI
roTOBOro
niKapcbKoro 3acoby)
129. | HA30-CNPEN cnpeii HazanbHuiA, 0,5 ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHnx 6e3 peyenma UA/9393/01/01
mr/mn no 15 mny obmexeHor 06MexeHo marepianis: 3miHu | Tuny -
KOHTEliHepi 3 BigNoBiAa/IbHICTIO BiANOBiAA/IbHICTIO noAaHHsa HOBOro cepTudikata
posnuaoBavem; no 1 "[locnigHnii 3aBof, "[locnigHnii 3aBog, BiANOBIAHOCTI EBpONeiichbkili
KOHTeliHepy 3 "rHuact "r'HUNC", Ykpaina thapmakonei Ne R1-CEP 2008-
po3nuioBaYemM B navi (KOHTpONb AKOCTI, 064-Rev 02 gns Al
3 KapTOHY BMNyCK cepil); OKCUMEeTa30/iHy rigpoxnopuay Bif
ToBapucTBO 3 BXE 3aTBEPL)KEHOr0 BUPOOHMKa
06MeXeHoto SIEGFRIED
BiANOBIAANBLHICTIO PHARMACHEMIKALIEN MINDEN
"PapmaueBTnyHa GMBH, HimeuuunHa. fk Hacnigok
KOMMaHis npuBeaeHHs nepiogy
"3p0poB'sa", YkpaiHa nepekoHTposnto — 5 pokis (6yno: 3
(Bci cTagji pokw) y BignosigHicTe o CEP
BMPOGHMLTBA,
KOHTPO/b SIKOCTI,
BWMNYCK cepi)
130. | HABOPAH cnpeii HasaslbHUiA, TOB «TeBa Ykpaina TeBa Yex IHAacTpi3 Yecbka BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/6758/01/01
cycneHsis, 50 Mkr/no3y YkpaiHa» c.p.o. Pecny6nika | martepianis: 3MiHu | TUNY - 3MiHK 3

no 120 a6o no 150 fo3y
donakoHi; no 1 dpnakony
B KapTOHHIi Kopo6Lyi

AKOCTi. [OTOBWIA Nikapcbkuin 3aci6.
CTabinbHicTb. 3MiHa y TepMiHax
npuaatHocTi abo ymoBax
36epiraHHsA roTOBOro /iKapCbKoro
3ac06y (3MEHLLUEeHHS TEPMiHY
NpYAATHOCTI FOTOBOTO NiKapCbKOro
3aco6y) - [1519 TOpProsoi ynakoBkm -
3MEeHLUEHHSI TepMiHY NpUAaTHOCTI
roTOBOrO NikapcbKoro 3acoby ans
3akpuTOro chakoHy 3 36 micauis
00 24 MicsauiB. 3MiHM BHECEHI B
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
po3gin "TepMiH npugaTHocTi" B

IHCTPYKLi0 ANA MeguyHoro
3acToCyBaHHSA NikapCbKoro 3acoby
Yy 3B"513Ky 3i 3MEHLLEHHAM TEPMiHY
npuaatHocTi. 3MiHW | TUny - 3MiHK

3 AIKOCTi. FOTOBUIA NnikapcbKuii
3aci6. CtabinbHicTb. 3miHa 'y
TepMiHax NpuAaTHOCTi abo ymMoBax

36epiraHHA roTOBOro JIiKapCbKOro
3ac006y (iHWi 3MiHN) BUTyYEeHHS 3
NpoTOKO/Y NicnsipeecTpaLiiHoro
BMBYEHHS CTabiNbHOCTI
iHchopmawito Wwoao noganbLIoro
[ocnigpKeHHs cTabinibHOCTI.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALIB MiCNS 3aTBEPAXKEHHS.
3MiHY | TUNY - 3MiHW 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. 3MiHK
Y BUPOGHMLTBI. 3MiHK
BUNpobyBaHb abo AoNyCTUMUX
MEX, BCTAHOBMEHNX Y
cneumdikauisix, nig yac
BMPOGHMLITBA FOTOBOTO
NiKapcbKOro 3acoby (BUyYeHHs
HecyTTeBOro BUNpobyBaHHsA B
npoueci BUPOBHULTBA) BUYYEHHSA
BMNpPoByBaHHA 3i cneumndikaii Ha
Hepo3chacoBaHy npoAykuito (in
bulk) 3a nokasHukom
«lgeHTudikauis», «BMicT» gjiroyoi
peyoBuHM (dhTyTUKA30HY
nponioHaty) (HasiBHWIA TECT Ha
BWMYCK, HA TEPMIH NPUAATHOCTI).
BBegeHHs 3MiH npoTArom 6-tm
MiCALIB NiCNA 3aTBEPOXKEHHS.
3MiHu | TURY - 3MiHKU 3 SKOCTI.
[oTOBMIA NiKapcbKuii 3acio.
KOHTpO/b roTOBOrO MikapcbKoro
3acoby. 3miHa napameTpis
cneuudikauin Ta/abo AonycTuMmX
MeX roTOBOrO /liKkapCbKoro 3acoby
(IHWi 3mMiHW) NpuBEEHHS
BVKTaAEHHSA Mex cneuudikauii
Ansa napametpa «MikpobiosioriyHi
BUMOTV» Y BiAMNOBIAHICTb A0
BUKN3AEHHS MEX, 3a3Ha4eHOro B
Aitovili €EBponelicbkiii
chapmakonei, cT. 5.1.4.; pegakuiiHi

npaBku. BBeAEHHS 3MiH NPOTAroM
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

6-TV MicALIB NiC/1A 3aTBEPLKEHHS.
3MiHY | TUNY - 3MiHW 3 AKOCTI.
FOTOBWIA niKkapcbkuii 3aci6.
KOHTpO/b roTOBOrO iKapCbKoro
3acoby. 3miHa napameTpis
cneuudikavii Ta/abo AonycTUMmX
MeX roTOBOrO JliKapCbKOro 3acoby
(iHWi 3mMiHM) 3MiHK onucy BUMOT
cneuudikavii: 4ns napameTpy
«OAHOpIgHICTb» «laeHTndikauis»,
«BMmicT dpnyTrKasoHy nponioHaTy»
Ta «Maca HeTTO». BBefeHHs 3MiH
npoTArom 6-Tn MicAuiB nicns
3aTBEepMKEHHS. 3MiHU | TUny -
3MiHK 3 IKOCTi. TOTOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKoro 3acoby.
3MiHa y meToax BUNpo6yBaHHS
rOTOBOrO JlikapCbkoro 3acoby (iHLwi
3MiHM Y MeToAax BUnNpobyBaHb
(Bkntovaroun 3amiHy abo
[OMOBHEHHS))

AN BU3HAYEHHA BMICTY Ta
iaeHTudikauii 6eH3anKoHit0
xnopwgy 6yna po3pobneHa HoBa
MeToAMKa BUNPOGYBaHHSA 3
BMKOPUCTaHHSAM HOBOT KOMTOHKY, (3
QDP0034334 V2.0 Ha
QDP0139348 V1.0). BBeaeHHs
3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBepKeHHs. 3MiHu | Tuny -
3MiHK 3 sKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO JIiKapCbKOro 3acoby.
3MmiHa y meTogax BunpobyBaHHs
roTOBOrO NikapCbKOro 3acoby
(He3HayHa 3miHa y 3aTBEpMAKEHNX
MeTogax BUNpobyBaHHSA)
OHOB/IEHHSA @aHaNITUYHOrO METOAY
BUMPOOYBaHHA 3a NokasHMKkamm
«lpeHTudpikauis dpnyTukasoHy
nponioHaTy», «BmicT
hIyTUKA30HY NponioHaTy»,
«[oMilkn» Ta «OQHOPIAHICTL
0031, Lo A0CTaBNSAETLCSA» i3
BHECEHHSM iHhopmMaLlii
BiANOBIAHO A0 3BiTY AOCMIMKEHHSA
KOHTponto fomiwkn K. BeegeHHs
3MiH NPOTArom 6-TM MicsALiB nicas
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3aTBEpPMKEHHA. 3MiHu | Tuny -

3MiHK 3 sKOCTi. FOTOBWIA
nikapcbkuii 3acié. KoHTponb
rOTOBOrO J1iKaPCbKOro 3acoby.
3MmiHa y MmeTogax BunpobyBaHHs

3MiHM Y MeTogax BUNpobyBaHb
(BKTHOYatOUM 3aMiHy abo
[ONOBHEHHS))
OHOBJIEHHSA aHaIITUYHOI METOANKM
BUMPOOYBaHHA 3a NoKasHMKamm
«BMmicT peHineTnnoBoro cnupTy»
Ta «lgeHTudikayis
doeHineTnnoBoro cnmpTty», (3 QD P
0016350 V1.0 Ha QDP0139343
V1.0), a came 3MiHEHO TUM
rasoBoro xpomartorpdy,
BUMNpaB/IEHO APYKaPCbKy NOMUSIKY
B CNiBBIAHOLIEHHI po3noginy
noToKy. BBefeHHsA 3MiH MPOTAroM
6-TV MicALiB NiCNA 3aTBEPLYKEHHS.
3MiHu | TUNY - 3MiHKU 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
KOHTpO/1b roTOBOrO NikapcbKoro
3acoby. 3miHa y meTogax
BUMNPOOYBaHHA rOTOBOr0
nNiKapcbKoro 3acoby (HesHauyHa
3MiHa Y 3aTBEpAKEHUX MeToAax
BUMPOBGYBaHHSA) OHOBMEHHS
aHaniTMYHOI METOANKN
BUMPOOYBaHHA 3a NoKasHMKamm
«Onue», «laeHTrdikawi
hyTUKa3oHy nponioHaTty» 3a
[onoMorow Yo, «<Maca HeTTo»,
«MpoayKTUBHICTL Hacoca». Bei
npowecy MeTOANKM 3aULLIAI0TLCA
He3MiHHUMU. [0 MeToANKN
BW3HAYEHHS NPOAYKTUBHOCTI
Hacoca 6y/10 BHECEHO PO3paxyHOK
Macu oKpemoi 031 3 MeTo
iH(hopMaTMBHOCTI Ta BigNoBigHOCTI
napameTpy cnevmddikau;i.
BBegeHHs 3MiH npoTArom 6-tm
MiCALIB NiCNA 3aTBEPOXKEHHS.
3MiHu | TURY - 3MiHKU 3 SKOCTI.
CeprtucpikaT BignosigHocTi/l E-
cepTudikaT BiANOBIAHOCTI
€Bponelicbkiit

rOTOBOrO J1iKapCbKOro 3acoby (iHLi

hapmakonei/MoHorpadii. 3miHu,
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Ha3sBsa nikapcbko20

n/n

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

131.

HATPIIO XNOPUA-

noB'si3aHi 3 HEOOXIiAHICTIO
npuBeAeHHs y BiANOBIAHICTb J0
MoHorpadii AdY abo
€Bponeiicbkoi thapmakonei, abo
iHLWOT HauioHanbHoI thapmMakonel
aepxasun €C (3miHa y
cneumdikauisix, NoB'A3aHa 3i
3amiHo BUMOT MoHorpadii APy
a60 iHWOI HauioHasTbHOT
thapmakonei gepxasu €C Ha
BMMOrY MoHorpadii €sponeincbkol
hapmMakonei) OHOBMEHHS
cneundikauii Ha OMOMiIKHY
peuoBuHy «Llentonosa gucnepcHa
(Avicel RC 591)» i3 3amiHOlO
BMMOT crneumdikawii MoHorpadii
BP Ha BuMOru moHorpadii girouoi
EP Ta 3miHO0 Ha3BW [OMNOMDKHOI
peyoBuHM Ha «Llentonosa
MiKpOKpUCTaslivyHa i HaTpito
kapmeno3sa (Avicel RC
591)».3MiHN BHeCeHi y po3gin
"Cknag" B IHCTPYKLi0 ANns
Me[NYHOro 3aCTOCyBaHHS
NiKapCcbKOro 3acoby y 3B"A3Ky 3i
3MIiHOI Ha3BU AONOMDKHOT
PEeYOBUHM Ta K HACMILOK - Y TEKCT
MapKyBaHHS YNakoBKW NiKapCbkoro
3acoby.

JAPHULA

PO34nH N8 iH'EKUIn, 9
mr/mn, no 5 mn B
amnyni; no 5 amnyny
KOHTYPHIli YapyHKOBIi
YMaKoBLi; MO 2 KOHTYpHI
YapyHKOBi YNakoBKu B
nauuj; no 10 mn B
amnyni; no 5 amnyny
KOHTYPHIli YapyHKOBIi
yMakoBLii; N0 2 KOHTYpPHI
YapyHKOBi YNakoBK/ B
nauui

MpAT
"GapmaueBTuyHa
ipma "OapHuus”

Ykpaina

MpAT
"®apmaueBTnyHa
hipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavLiiHnX
Marepianis: 3miHu | Tuny -
36i/IbLUEHHSI TEPMIHY 36epiraHHs
MPOMiXHOro NPOAYKTY 3 24 rognH
80 32 roaviH nicns onepauii 1.2.
MpuroTyBaHHA po3unHy Ta nepeg,
onepadieto 1.3. dinbTpauis
PO34MHY; 3MiHU | TUMY - BHECEHHSA
3MiH g0 Cneuudikauii n(pPoOMiXHOro
NpOAYKTY Nig, yac BUPOBHNYOTrO
npouecy, 30Kpema: 3MiHeHO
KpuTepii NPUAHATHOCTI 3a
nokasHukom "KinbkicHe
BM3Ha4YeHHsA" 3 "He MeHee 8,85 Mr
1 He 6onee 9,15 Mr HaTpus
xnopuga B 1 M1 npenapara” Ha
"He MeHwwe 8,73 Mr i He Ginblue
9,27 mr HaTpito xnopuay B 1 mn
npenapary"

3a peyernmom

UA/7493/01/01
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n/n

132.

Ha3sBsa nikapcbko20
3acoby

HIKOPETTE®

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)
NbOJSAHVKY NPecoBaHi

3asiBHUK

MakHin Ab

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

133.

KPMXAHA M'ATA

HIKOPETTE®

no 2 mr; no 20
NbOoAsAHUKIB Y donin-
ynakoBLi

LLiBeuis

MakHin Ab

LLBeuis

BHECEHHS 3MiH [0 peecTpavyiiiHnX
marepianis: 3MiHW | TUNy - 3MiHa Y
mMeTogi BunpobysaHHs M3 3a
NOKa3HUKOM «PO3UYNHEHHA», a
came meTtog BEPX 3miHeHO Ha
YBEPX/Y®; 3MmiHu | TUny - 3miHa y
MeTogi BunpobysaHHs 13 3a
NOKa3HWKOM «laeHTudikauis», a
came, metog TLUX 3amiHeHO Ha
YBEPX/Y®. 3rigHo HOBOI
MeTOAVKN BUNPOOYBaHHS
NpoBOANTLCHA OAHOYACHO
KOHTpPO/b 3a N. «KinbkicHe
BM3HAYEHHs», «CynpoBigHi
LOMiLLKM» Ta «OAHOPIgHICTb
[1030BaHNX OANHNLIb»

6e3 peyenma

UA/14535/01/01

134.

KP/MKAHA M'ATA

NbOAAHUKN NPecoBaHi
no 4 mr; no 20
NbOASAHUKIB Y dontin-
ynakoBLiji

MakHin Ab

Lseuis

MakHin Ab

LiBeuis

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHu | TUNYy - 3miHa Yy
MeTogi BunpobysaHHs 13 3a
NOKa3HUKOM «P0O3UMHEHHS:», a
came meTog BEPX 3miHeHO Ha
YBEPX/Y®; 3MmiHu | TUny - 3miHa y
meTogi BunpobysaHHs 13 3a
NOKa3HNKOM «laeHTudikauis», a
came, metog TLUX 3amiHeHO Ha
YBEPX/Y®. 3rigHo HOBOI
MEeTOAMKM BUNPOBYBaHHSA
NpPOBOANTLCA OAHOYACHO
KOHTPONb 3a N. «KinbkicHe
BM3HAUYEHHA», «CynpoBigHi
OOMiLKn» Ta «OAHOPIAHICTb
[1030BaHNX OAMHULIb»

6e3 peyenma

UA/14535/01/02

HOPAZAPEHANIHY
TAPTPAT AFETAH
2 Mr/MN (BE3
CYNbOITIB)

KOHLLeHTparT ans
pO34nHy ONs iHdysil, 2
mr/Mn no 4 mn abo 8 mn
y amnyni; no 5 amnyny
6nicTepi; no 2 6nictepu
Y KapTOHHili kopobLi

Nab6opaTopis AreTaH
CAC

PpaHuis

NabopaTopia AretaH

®paHuis

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHW | TUNY - 3MiHK
ofo 6esnekn/edpekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHV [0 y3ara/ibHEHUX JaHnX npo
cuctemy thapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTtemy thapmakoHarnsagy,
3MiHa YyNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
hapmMakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANS 34ICHEHHS
thapmakoHarnagy B YkpaiHi, AKLO
BOHa BifjMiHHa Bif, YyNOBHOBaXEHOT
ocobu, BiAgnoBifanbHOI 3a

3fiicHeHHs1 chapMakoHarasgy

3a peyernmom

UA/4671/01/01

114




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

(BK/HOHAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnsgy) - 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXXeHOT
ocobu, BifnoBifabHOI 3a
hapmakoHarnsg. 3miHa
KOHTaKTHOI 0CO6M 3asBHUKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnag B YkpaiHi.
MponoHoBaHa pepakuis: MNyHs
Onbra OnekcaHgpiHa. 3miHa
KOHTaKTHUX JaHNX KOHTaKTHOT
ocobu, BignoBifanbHOI 3a
hapmakoHarnag B Ykpaini

135.

HYPO®EH®

TabneTku, BKpUTI
060/10HKOt0, N0 200 Mr;
no 6 TabneTok y
6nicTepi; no 1 6nictepy
B KapTOHHI Kopo6Li; no
8 TabneTtok y 6nictepi;
no 1 6nictepy B
KapTOHHIA Kopo6Lii; no
12 TabneTok y 6nictepi;
no 1 a6o 2 6nictepu B
KapTOHHIlA KOpooLi

PekkiTT BeHkizep
Xernckep
IHTepHewwHn Jimiteq,

Benuka
BputaHis

PekkiTT BeHkizep
Xenckep
IHTepHewHn fMimiTeq,

Benuka
BpuTaHis

BHECEHHS 3MiH [0 peecTpaviiiHnX
MaTepianis: 3MiHu | Tuny -
BWNYYEHHS BUPOOHUKa AdDI

ibynpodpeHy Albemarle

Corporation, USA; 3MiHu | Tuny -

noAaHHs OHOB/IEHOTO cepTugikaTy

BiANOBIAHOCTI EBpONechbkili
thapmakonei R1-CEP 2000-087-
Rev 02 ans gjtoyoi peyoBuHmn
Ibuprofen Big, BXxe 3aTBEpAKEHOrO
BMpobHuka BASF Corporation,
USA; 3miHu | Tvny - nogaHHA
OHOBJ/IEHOTO cepTudikaTty
BiANOBIAHOCTI EBpONechbkili
thapmakonei R1-CEP 2000-087-
Rev 03 o514 Ajtouoi pe4yoBuHm
Ibuprofen Big BXe 3aTBEPAKEHOIO
BMpo6Huka BASF Corporation,
USA; 3miHu | Tvny - nogaHHs
OHOB/IEHOTO cepTudikaTa
BIANOBIAHOCTI EBPONENChKili
thapmakonei Ne R1-CEP 1996-
061-Rev 06 ans Aito4oi pevyoBuHU
Ibuprofen Big, BXe 3aTBEpAKEHOIO
BVMPOGHMKA, SKWIA 3MIHWB Ha3BY
(3anponoHoBaHo: SHASUN
PHARMACEUTICALS LIMITED);
3MiHK | TUMY - NoAaHHA
OHOB/IEHOTO cepTudikaTa
BIANOBIAHOCTI EBPONENChbKili
thapmakonei Ne R1-CEP 1996-
061-Rev 07 ans Ajito4oi pevyoBuHu
Ibuprofen Big BXe 3aTBEPAKEHOIO

6e3 peyenma

UA/6313/02/02
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

BMpo6HMKa SHASUN
PHARMACEUTICALS LIMITED;
3MiHM | TURY - NOAAHHSA
OHOBJ/IEHOTO cepTudikaTa
BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 1996-
061-Rev 08 ons f[it0y0i peyoBUHU
Ibuprofen Big BXe 3aTBEPAKEHOIO
BMpo6HMKa SHASUN
PHARMACEUTICALS LIMITED;
3MiHK | TUMY - NogaHHA
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI EBpONechbkil
thapmakonei Ne R1-CEP 1996-
061-Rev 09 gns fir0yoi pevyoBnHN
Ibuprofen Big, BXxe 3aTBEpAKEHOrO
BUpo6HMKa SHASUN
PHARMACEUTICALS LIMITED;
3MiHK | TUMY - NoAgaHHSA
OHOBJIEHOTO cepTudikaTa
BiNOBIAHOCTI E€BpPONENChKiit
thapmakonei Ne R1-CEP 1996-
061-Rev 10 ans Aito4oi pevyoBuHU
Ibuprofen Big, BXe 3aTBEpAKEHOIO
BMpo6HMKa SHASUN
PHARMACEUTICALS LIMITED;
3MiHM | TURY - NOAAHHSA
OHOBJ/IEHOTO cepTudikaTa
BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 1996-
061-Rev 11 gns fjitoyoi pevyoBuHN
Ibuprofen Big BXe 3aTBEPAKEHOIO
BMPOGHMKA 3i 3MIHOIO Ha3BM
BMPOGHMKa (3anpOMNOHOBAaHO:
STRIDES SHASUN LIMITED,
India); 3MiHu | TUNY - NogaHHA
OHOBJ/IEHOTO cepTudikaTa
BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 1996-
061-Rev 12 gns fjitoyoi pevyoBuHN
Ibuprofen Big BXe 3aTBEPAKEHOIO
BUpo6HMKa STRIDES SHASUN
LIMITED, India; 3miHu | Tuny -
nofaHHA OHOBMEHOTO cepTudikara
BiNOBIAHOCTI E€BpONENChKiit
thapmakonei Ne R1-CEP 1996-
061-Rev 13 ans fitoyoi pevyoBuHU
Ibuprofen Big, BXe 3aTBEpAKEHOIO
BMPOGHMKA 3i 3MIHOK Ha3BM
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BMPOGHMKa (3anpOMNOHOBAaHO:
SOLARA ACTIVE PHARMA
SCIENCES LIMITED, India);
3MiHK | TUMY - NoAgaHHSA
OHOBJIEHOTO cepTudikaTa
BiNOBIAHOCTI E€BpONeNChKiit
thapmakonei Ne R1-CEP 1996-
061-Rev 14 ans fito4oi pevyoBuHU
Ibuprofen Big, BXe 3aTBEpAKEHOIO
BMpo6HMka SOLARA ACTIVE
PHARMA SCIENCES LIMITED,
India; 3miHu | Tvny - nogaHHA
HOBOTO cepTudikaTta BifnoBigHOCTI
€Bponelicbkiin hapmakonei Ne R1-
CEP 2008-316-Rev 01 ans gitoyoi
peyoBuHu Ibuprofen Big HoBOro
BMpo6HMKa lol Chemicals And
Pharmaceuticals Ltd., IHAis; 3miHK
| TMny - NoAaHHA OHOB/IEHOTO
cepTudikara BiANoBIAHOCTI
€sponelicbkili hapmakonei Ne R1-
CEP 2008-316-Rev 02 gns gitouoi
peyoBuHu Ibuprofen Big,
BMpo6HuMKa lol Chemicals And
Pharmaceuticals Ltd., IHgjs; 3MiHK
| TMny - NogaHHA OHOBNEHOTO
cepTucpikaTa BiANOBIAHOCTI
€sponelicbkiin dhapmakonei Ne R1-
CEP 2008-316-Rev 03 ans gitoyoi
peyvosuHu Ibuprofen Big Bxe
3aTBEpAKEHOro BMpobHuka IOL
CHEMICALS AND
PHARMACEUTICALS LTD., IHgis

136.

HYPO®EH®
IHTEHC/B

TabneTku, BKpUTI
NAiBKOBOK 060/IOHKOHO;
no 6 abo 12 TabneTok y
6nicTepi; no 1 6nictepy
B KapTOHHI Kopo6Lyi

PekkiTT BeHkizep
Xernckep
IHTepHewwHn Jimiteq,

Benuka
BputaHis

PekkiTT BeHkizep
Xenckep
IHTepHewHn Mimiteq,

Benuka
BpuTaHis

BHECEHHS 3MiH [0 peecTpaviiiHnX
MaTepianis: 3MiHu | Tuny -
noJaHHs OHOB/IEHOro cepTucpikata
BiANOBIAHOCTI EBpONechbkili
hapmakonei Ne R1-CEP 1996-
061-Rev 07 gns fjit0y0i peyoBnHN
Ibuprofen Big, BXxe 3aTBEpAKEHOrO
BUpo6HMKa SHASUN
PHARMACEUTICALS LIMITED;
3MiHK | TUMY - NoAaHHA
OHOB/IEHOTO cepTudikaTa
BIANOBIAHOCTI EBPONENChbKili
thapmakonei Ne R1-CEP 1996-
061-Rev 08 ansa fito4oi pevyoBuHU
Ibuprofen Big, BXe 3aTBEpAKEHOIO
BMpo6HMKa SHASUN

6e3 peyenma

UA/14588/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

PHARMACEUTICALS LIMITED;
3MiHK | TUMY - NogaHHA
OHOB/IEHOTO cepTudikaTa
BIANOBIAHOCTI EBpONechbkil
thapmakonei Ne R1-CEP 1996-
061-Rev 09 gns fir0yoi pevyoBnHN
Ibuprofen Big, BXxe 3aTBEpAKEHOrO
BUpo6HMKa SHASUN
PHARMACEUTICALS LIMITED;
3MiHK | TUMY - NoAgaHHSA
OHOBJIEHOTO cepTudikaTa
BiNOBIAHOCTI €BpONeNChKiit
thapmakonei Ne R1-CEP 1996-
061-Rev 10 ans gjito4oi pevyoBuHU
Ibuprofen Big, BXxe 3aTBEpAKEHOIO
BMpo6HMKa SHASUN
PHARMACEUTICALS LIMITED;
3MiHM | TURY - NOAAHHSA
OHOBJ/IEHOTO cepTudikaTa
BiANOBIAHOCTI EBpONeichbkili
thapmakonei Ne R1-CEP 1996-
061-Rev 11 gns fjitoyoi pevyoBuHN
Ibuprofen Big BXe 3aTBEPAKEHOIO
BMPOGHMKA 3i 3MIHOIO Ha3BM
BMPOGHMKa (3anpOMOHOBAaHO:
STRIDES SHASUN LIMITED,
India); 3MiHu | TUNY - NogaHHA
OHOBJ/IEHOTO cepTudikaTa
BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 1996-
061-Rev 12 gns fjitoyoi pevyoBuHN
Ibuprofen Big BXe 3aTBEPAKEHOIO
BUpo6HMKa STRIDES SHASUN
LIMITED, India; 3miHu | Tuny -
nofaHHA OHOBMEHOTO cepTudikara
BiNOBIAHOCTI E€BpPONENChKiit
thapmakonei Ne R1-CEP 1996-
061-Rev 13 ans fitoyoi pevyoBuHU
Ibuprofen Big, BXe 3aTBEpAKEHOIO
BMPOGHMKA 3i 3MIHOI Ha3BM
BMPOGHMKa (3anNponoHOBaHO:
SOLARA ACTIVE PHARMA
SCIENCES LIMITED, India);
3MiHK | TUMY - NogaHHA
OHOB/IEHOTO cepTudikaTa
BIANOBIAHOCTI EBpONechbkil
thapmakonei Ne R1-CEP 1996-
061-Rev 14 gns firoyoi pevyoBnHN
Ibuprofen Bif BXe 3aTBEPAKEHOIO
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Ymosu
Bionycky

Howmep
peecmpayiliHo2o

3asssHUK Kpaina

BUPOOGHUKa

Kpaina PeecmpayjiliHa npoyedypa

3asiBHUKa

Ne Ha3sBsa nikapcbko20 Bupo6HuK

n/n 3acoby

dopma sunycky
(nikapcbka ¢hopma,

ynakoska)

nocsio4YeHHs

BMpo6HMka SOLARA ACTIVE
PHARMA SCIENCES LIMITED,
India; 3miHm | TMny - nogaHHA
OHOBJ/IEHOTO cepTudikaTty
BiANOBIAHOCTI EBpONechbkili
thapmakonei R1-CEP 2000-087-
Rev 03 o515 Ajtouoi pevyoBuHm
Ibuprofen Big BXe 3aTBEPAKEHOIO
BMpo6HMKa BASF Corporation,
USA; 3miHu | Tvny - nogaHHs
OHOBJIEHOTO cepTudikaTa
BiNOBIAHOCTI €BpONeNChKiit
thapmakonei Ne R1-CEP 1996-
039-Rev 04 ans fjito4oi pevyoBuHU
Paracetamol Big Bxe
3aTBEPAKEHOr0 BUPOOHUKA, AKNI
3MiHMB Ha3By 3 Mallinckrodt Inc.
Ha SPECGX LLC; 3minu | Tvny -
nofAaHHA OHOBEHOTO cepTudikara
BiANOBIAHOCTI EBpONeichbkili
chapmakonei Ne R1 CEP-2000-124
Rev 07 ans fjtoyoi pe4yoBuHmn
Paracetamol Big Bxe
3aTBEPIKEHOr0 BUPOOHUKa Andiu
Lu'an Pharmaceutical Co., Ltd;
3MiHK | TUMY - NogaHHA
OHOB/IEHOTO cepTudikaTa
BIANOBIAHOCTI EBpONechbkil
thapmakonei Ne R1-CEP 2000-
124-Rev 08 ans Aito4oi pevoBuHN
Paracetamol Big Bxe
3aTBEPAKEHOr0 BUPOOGHMKa Angiu
Lu'an Pharmaceutical Co., Ltd.

137.

ONNPEH®
rAaPOrenb

renb 1 %, no 20 r a6o
50 rrento abo 1001 B
Ty6i; no 1 Ty6i B KOpOO6L

TOB «TeBa
YkpaiHa»

YKpaiHa

Mepkne Mv6X
(BUPOGHWK, AKNIA
Bignosigae 3a
BMPOGHMLTBO
npoaykty in bulk,
nepBuHHE
nakyBaHHS,
BTOPWHHE
nakyBaHHS,
KOHTpOsb cepii;
BMPOGHUK, KW
Bignosigae 3a
BWMYCK cepil)

HimeuunHa

BHECEHHS 3MiH [0 peecTpaviiiHnX
mMartepianis: 3MiHu | Tuny - 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbkuin 3aci6.
Cucrema
KOHTelHep/3aKynopoBabHWi
3aci6. 3miHa po3mipy ynakoBku
rOTOBOrO J1iKapCbKOro 3acoby
(3miHa macu/o6'eMy BMICTY
KOHTeliHepa 6araTof030B0ro
nikapcbKoro 3acoby ans
HenapeHTepaibHOro
3acTocyBaHHs (abo
0fIHOA030BOr0, YacTKOBOrO
BUKOPUCTaHHS)) - AOAaBaHHSA
[04aTKOBOrO PO3Mipy ynakoBKu, a
came 100 r rento y Ty6i; no 1 1y6i

6e3 peyenma

UA/0646/02/01
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Bupo6HuK

Kpaina

PeecmpayjiliHa npoyedypa Ymosu

Howmep
peecmpayiliHo2o

n/n

Ne Ha3sBsa nikapcbko20

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

BUPOOGHUKa

Bionycky

B Kopobui aAns N3 OndeH®

nocsio4YeHHs

YkpaiHa

MAPOrENb, renb 1 %, 6e3 3MiHK
NepPBYHHOIO NaKyBaslbHOro
marepiany, 3 BignoBigHNMM
3MiHaMW B pO34i/i «YNakoBKa».
3MiHW BHECEHI B iHCTPYKLi0 ANs
MeJNYHOr0o 3acCTOCYBaHHS
nikapcbKoro 3acoby y po3ain
"YnakoBka'", K Hacnifok nosisa
[0AaTKOBOrO NaKyBaHHS.
BBefeHHA 3MiH NPOTArom 6-1m
MicsLIiB 3 AaTW 3aTBEPAKEHHS
BHECEHHS 3MiH IO peecTpaljiiiHux | 3a peyenmom

UA/6542/01/01

138.

OMENPA3O/T-
JAPHULA

Kancynu no 20 mr; no 10
Kancyn y KOHTYPHIi
YapyHKOBIli ynakoBLyj; no
1 a60 3 KOHTYpHI
YapyHKOBi YNakoBKu Y
nauuj

MpAT
"GapmaueBTuyHa
dipma "OapHuus"

YKpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuug"

mMartepianis: 3MiHu | TUNY - 3MiHU 3
AKOCTi. [OTOBWIA Nikapcbkuin 3aci6.
KOHTpO/b roTOBOrO MiKapCbKoro
3acoby. 3miHa y meTofax
BMNPOGYBaHHA roTOBOro
nikapcbKoro 3acoby (iHWi 3MiHN Y
MeToAax BunpobyBaHb
(Bkntovaroum 3amiHy abo
[OOMOBHEHHS)); CYyNyTHS 3MiHa
- 3MiHK 3 sIKOCTi. FOTOBMIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKOro 3acoby.
3MiHa napameTpiB cneuudikadliii
Ta/abo [onyCTUMUX MEX roTOBOro
NiKapcbKoro 3acoby - 3MiHa
MeTOAVKM BUNPOGYBaHHSA 3a
nokasHukom «CynposigHi
Jomiwkm» (AdDY, 2.2.29), AoMiLKy
C 3anponoHoBaHO KOHTPO/OBATH
B TecTi «CynyTHi AOMILLKMN», K
Hacnigok, 3MiHa BUMOT
cneumaikauii, 3a gaHum
napameTpoM. BBegeHHs 3MiH
npoTArom 6-Tu MicAuiB nicns
3aTBEPMKEHHS; 3MiHM | TURY -
3MiHn 3 sKocTi. FoToBMiA
nikapcbkuii 3aci6. KoHTponb
roTOBOro NikapcbKoro 3acooby.
3MiHa y meTodax BMNpo6yBaHHS
rOTOBOrO J1iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBepAKEHNX
MeTofdax BUNPOGYBaHHS); CynyTHS
3MiHa - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /1iKapCbKOro 3acooby.
3MiHa napameTpiB cneumndikauii
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

Ta/abo [oNyCTUMUX MEX rOTOBOTO
NiKapcbKoro 3aco6y - He3HauHi
3MiHU Ta peAaKLiiiHi yTOYHEHHS
BIANOBIAHO [0 pekoMeHAauiin Ta

cTunictukm 4dY, €S no posginis:

«lgeHTucpikauis» (yTo4HeHO Ha3By
po3ainy Ta BHECEHO pefakuiiHi

npaskn); «OAHOPIAHICTb
[030BaHVX OAMHNLb»,
«Po3unHeHHs», «KinbkicHe
BM3HAYEHHS» (BHECEHO pefaKLiiHi
npaBky Ta 3a pesynbTaTamu
Banigavii BHECEHO TepMiHu
NPUAATHOCTI PO34YMHIB),
«MikpobionoriyHa unctora»
(npviBeAeHo y BiANOBIAHICTL A0
BUMOT €®), yci po3ainu
BUKNAAEHO YKPAiHCLKOKO MOBOIO, Y
TOMY uncri po3gin «Onue».
BBefeHHA 3MiH NPOTArom 6-1u
MicsLiB NiCNsA 3aTBEPAYKEHHS;
3MiHW | Tuny - 3MiHK 3 skocTi. AdI.
KoHTponb A®L. 3miHa y MeTodax
BunpobyeaHHA APl abo BUXigHOTO
mMarepiany/npoMixXHOro
npoAayKTy/peareHTy, Wo
BVIKOPVCTOBYETbLCS Y NpoLeci
BMpo6HULTBa AP (iHWi 3MiHN Y
mMeToAax BUNpPoGyBaHHSA
(Bkntovaroun 3amiHy abo
[0noBHEHHs) Ad®| abo

BVXiZAHOr0/NPOMIXXHOr0 NPOAYKTY);

CYNYTHS 3MiHa - 3MiHM 3 SIKOCTi.
A®I. KoHTponb A®Il. 3miHa y
napameTpax crneuudikauii Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneumdikauisx Ha Adl, abo
BUVIXiZHWNIA/MPOMIXHWIA
npoayKT/peareHT, Wo
BUKOPVCTOBYHOTBCS Y NPOLEC
BUpoOHULUTBA API - BHECEHHS 3MIH
00 po3ainy «lgeHtudpikauis»,
«Po3unHeHHs B dpocchaTHOMY
6ychepi» - BHECEHO pefaKLiiiHi
npaBku; «KUCNOTOCTIlKICTb,
«KinbKicHe BU3HAUYEHHSA» -
[OMOBHEHO TepMiHammn
npuaaTHOCTI PO34YUHIB BiANOBILHO
[0 3BiTYy 3 Basligauji;
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

«MikpobiosnoriyHa uncrora»
npuBeAEeHO Y BIANOBIAHICTb A0
BMMOr €®; ans onTumisawii
BXIIHOr0O KOHTPO/IO cybcTaHLii
nokKasHuK «JJomiwka C»
3anponoHOBaHO KOHTPOOBATH Y
po3gaini «CynpoBigHi OMILLIKN» -
3MiHa MeToAMKN BUNPOBYBaHHS.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALIB MiCNSA 3aTBEPAXKEHHS;
3MiHM | TUNY - po3ain «TepMiH
npugatHocTi» A®| npuBegeHo y
BIANOBIAHICTb A0 aKTya/lbHNX
marepianis BUPOGHMKa (chipMu
Lee Pharma Limited, India):
3anpornoHOBaHoO: 3 POKW.
BBefeHHA 3MiH NPOTArom 6-1m
MiCALIB MiCNA 3aTBEPL)KEHHSN

139.

OHEKNAN3

TabneTku, BKpUTI
N/1iBKOBOK 060JI0HKOIO,
no 75 wmr; no 10
Tabnetok y 6nictepi, no
3 6nicTepu B KAPTOHHiIl
Kopobui

Aypo6ingo ®apma
nrtp,

IHais

Aypob6iHgo ®apma
NimiTen (FOHIT 1)

IHais

BHECEHHS 3MiH [0 peecTpaviiiHnX
MaTepianis: 3MiHu | Tuny -
nofaHHsA HOBOro cepTuddikara
BiANOBIAHOCTI EBpONechbkili
hapmakonei Ne RO-CEP 2014-
176-Rev 02 ans Aito4oi peyoBrHN
Clopidogrel hydrogen sulfate Big,
HoBOro BMpo6Huka PRAVEEN
LABORATORIES PRIVATE
LIMITED, B AONOBHEHHA [0 BXe
3aTBEpAKEHOro BUPOOHNKa AD|
AUROBINDO PHARMA LIMITED
(CEP R1-CEP 2011-260-Rev 00);
3MiHK | TUNY - NoAaHHSA
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI EBpONeichbkili
hapmakonei Ne R1-CEP 2014-
176-Rev 00 ans Aito4oi pevoBrHN
Clopidogrel hydrogen sulfate Big,
BUpobHuka PRAVEEN
LABORATORIES PRIVATE
LIMITED

3a peyernmom

UA/14263/01/01

140.

OPACENT®

cnpeii opansHuii 1,4 %;
no 177 mn cnpew y
NNacTyKoBUX hnakoHax

ON "CTAA-
YKPAIHA"

YKpaiHa

damap A.B.E.
ABNOH MnaHT

Ipeuis

BHECEHHS 3MiH [10 peecTpaviliHnx
martepianis: 3MiHa 3asABHMKa
(BnacHvika peecTpadiiHoro

noceigyeHHs) (3rigHo Hakasy MO3

Bia 23.07.2015 Ne 460). BeeaeHHs

3MiH NPOTArom 6-Tu MicsLiB nicns

3aTBEPKEHHSA. 3MiHM | Tvny -
3MiHM Wwoao

6e3 peyenma

UA/7397/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs a6o
3MiHW [0 y3ara/lbHEHUX JaHuX Npo
cuctemy chapmakoHarnsagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy capmakoHarnsgy,
3MiHa YyNOBHOB&XeHOI 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
thapmakoHarnagy; KOHTakTHoOl
0ocobu 3 hapmakoHarnsgy
3aABHUKa 419 34iACHEHHS
thapmakoHarnagy B YkpaiHi, SKLo
BOHa BifMiHHA Bif, yNIOBHOBaXXEHOI
ocobu, BignoBifanbHOI 3a
3pjiicCHeHHs1 hapmakoHarnagy
(BK/IHOYAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnsgy). 3miHa
YMNOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnag. [ivoya pegakuis:
BepemiioBa PeHaTa €BreHisHa.
MponoHoBaHa pepakuis: Mpycbkuii
CraHicnas. 3MiHa KOHTaKTHMX
[aHux yrnoBHOBaXXeHO! 0cobu
3asBHMKa, BiANOBIAaIbHOT 3a
thapmakoHarnsg. 3miHa micus
3[jACHEHHSI OCHOBHOT AisiNIbHOCTI 3
thapmakoHarnsagy. 3miHa
MiCLie3HaxopKeHHs1 macTep-
thaiina cuctemun chapmakoHarnsgy
Ta ioro Homepa.

141.

NAPANEH®
TAM'AH

cupon Ne 1: no 100 mny
hnakoHi; no 1 dpnakoHy
Y KapTOHHIl kopoobui

TOB "Onenna
Xernckea YkpaiHa"

YKpaiHa

Eii. HatTepmaHH
eHp Caiii. TmM6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpaviiiHnX
mMartepianis: 3MiHa 3asiBHMKa
(BnacHvika peecTpadiiHoro

nocBeigyeHHs) (3rigHo Hakasy MO3

Big 23.07.2015 Ne 460). BBefeHHs

3MiH NpoTArom 6-Tu MicauiB nicns

3aTBepKeHHs. 3MiHu | Tuny -
3MiHV Wwoao
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu).
3MiHV BHECEHO B IHCTPYKLiO Ans
MeAMYHOro 3actocyBaHHs /13
LoAo AofaBaHHs iHhopmawi
CTOCOBHO HaliMeHyBaHHS Ta
MiCLie3HaXOMKEHHS 3asBHMKA.
BBegeHHS 3MiH NpoTArom 6-tm

6e3 peyenma

UA/10763/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MicAILiB Mic/1A 3aTBEPAKEHHS.

142.

MAPANNEKCIH®

PO34MH ONA iH EKLin 5
Mr/mMA, o 1 M po34nHy
B amnyni; no 5 amnyn B
6nictepi; no 2 6nictepu
B nauLj 3 KapToHy

TOB
"dbapmaLeBTnyHA
KOMnaHis
"CANNIOTAPIC"

YKpaiHa

MpAT "“/lekxim -
Xapkis"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviiiHnx
mMarepianis: BUNPaBAEHO TEXHIUHY
nomusKy y po3gini "KinbkicTb
Lit0Y0i pevyoBUHN" TEKCTY
MapKyBaHHA BTOPVHHOI YNakoBKu
ONna fosyBaHHsa 15 mr/mn, a came
6YyNn0 He KOPEKTHO 3a3HaYeHo
OAVHWL BUMIPIOBaHHS B CUCTEMI
S| (nonepeaHs pegakuis - 15 mr
(ml), HoBa pepakuis - 15 Mr (mg)),
a Takox B po3gini "Mepenik
[OOMOMIXHMX peqyoBUH" (NonepeaHs
pefakuis - LONOMDKHI pevoBUHa,
HOBa pefakuis - 4oNOMiXHa
peyoBuHa) ANs [o3yBaHHS 15
mr/mn Ta 5 mr/mn. 3a3HaveHe
BUMNpaB/IEHHS BigNoBifae
marepianam peecTpauiiHoro
[0Cbe

3a peyenmom

UA/15763/01/01

143.

MNAPANNEKCIH®

PO34MH A1 iH ekuin 15
mr/mn, no 1 Ma po3unHy
B amnyni, no 5 amnyn B
6nicTepi, no 2 6nictepu
B MauLii 3 KApTOHY

TOB
"®GapmaueBTuyHa
KOMMaHis
"CAJIIOTAPIC"

Ykpaina

MpAT "lekxim -
Xapkis"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMartepianis: BUNPaBNeHO TEXHIYHY
noMuAKy y po3gini "Kinekicts
L0401 peYOBUHN" TEKCTY
MapKyBaHHSA BTOPVHHOI YNakoBKK
0N5 fo3yBaHHA 15 mr/mn, a came
6Y/10 He KOPEKTHO 3a3HayYeHo
O VHWLi BUMIPIOBAHHS B CUCTEMI
S| (nonepegHs pefakuis - 15 mr
(ml), HoBa pepgakuis - 15 mr (mg)),
a Takox B po3gini "Mepenik
[LOMOMDKHUX pevoBuH" (nonepesHs
pefakuisi - LONOMKHI pevoBUHa,
HOBa pejakuis - OMNOMiKHA
peyoBuHa) AN A03yBaHHA 15
mr/Mn Ta 5 mr/mn. 3a3HaveHe
BUNpaB/ieHHs Bignosigae
marepianiam peecTpauiiHoro
[0CbE

3a peyernmom

UA/15763/01/02

144.

MEHTA/TTIH ®C
EKCTPA KANCYNN

kancynu, no 10 kancyny
6nictepi; no 1 a6o 2
61icTepy B KApTOHHIl
nauui

TOB "ACIHO
YKPAIHA"

YKpaiHa

TOB "®apma Crapt”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviiiHnX
marepianis: 3miHu | Tuny -
nofaHHA OHOB/IEHOTO
CepTudikaty BianoBiAHOCTI
€sponeiicbkiii hapmakonei RO-
CEP 2016- 295 - Rev 03 gns A®I
(Kogeiny chocdpaty remirigpat) Big

3a peyenmom

UA/10881/01/01

124




Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3aTBEPAKEHOrO BUPOOHMKA
Macfarlan Smith Limited. Ak
HacnifoK 36iNbLeHHs TepMiHY
NOBTOPHOro BMUNpobyBaHHA Ad®I 3
24 wmicsauis fo 36 micAuis.
3anponoHosaHo: RO-CEP 2016-
295 - Rev 03
145. | NEHTAMTIH-®C Tabnetku no 10 TOB "ACIHO Ykpaina TOB "dapma Crapt" YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/2617/01/01
Tabnetok y 6sicTepi; no YKPAIHA" marepianis: 3MiHu | Tuny -
1 6nicTepy B nauuj 3 noAaHHs OHOB/IEHOTO
KapToHy; no 10 CepTudikaty BiANOBIAHOCTI
Tabnetok y 6nictepax €sponelicbkiin thapmakonei RO-
CEP 2016- 295 - Rev 03 gns Adl
(KopeiHy chocchaty remirigpar) Big
3aTBEPAKEHOr0 BUPOGHMKA
Macfarlan Smith Limited. Ak
Hacnifok 36iNbLIEHHA TepMiHy
NoBTOPHOro BMUNpobysaHHA A®| 3
24 wmicsauiB go 36 micauis.
3anponoHosaHo: RO-CEP 2016-
295 - Rev 03
146. | MO/IbKOPTO/IOH aepo30/1b AN TapXOMiHCbKWiA Monbwa TapXoMiHCbKWiA MonbLa BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/4559/01/01
TC 3acToCyBaHHA Ha LUKipY, hapmaueBTUYHNMIA hapmaueBTUYHNIA martepianis: 3mMiHu Il Tuny -
cycnensia (23,12 mr + 3aBog, "Monbga" AT 3aBog "Monbga" AT OHOBJ/IEHHS BIAKPUTOT YaCTUHN
0,58 mr)/r,no 17,3t ASMF Ta BefieHHA 3aKpuToi
cycneHsii B yactTuHu ASMF ans
aepo30/1bHOMY 6aoHi, MiKpPOHI30BaHOI fjt040i pevyoBnHU
no 1 6a/10Hy Y KapTOHHIl TeTpauunkniny rigpoxnopug, sig
Kopobui yXe 3aTBEpPKEHOr0 BUPOGHMKA
A®| Tarchomin Pharmaceutical
Works "Polfa" S.A., Poland
147. | NPOTOMNUK masb 0,03 %, 0,1 %; no NNEO dapma A/IC [Janis JIEO Na6opartopic Ipnangis BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/7779/01/01

10 ra6o no 301, abo no
60 ry Ty6i; no 1 Ty6i B
KapTOHHi KOpO6L

Nimiten, IpnaHgis
(BUpPOGHMLTBO 3a
MOBHUM LKIOM)

marepianis: 3MiHW | TUMY - 3MiHK
Lwoao 6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHM [0 y3ara/ibHEHUX JaHuX Npo
cuctemy hapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cuctemy dapmakoHarnsgy,
3MiHa yNOBHOBaXEHOI 0co6H,
BiNOBIAaALHOT 3a 34iICHEHHS
hapMakoHarnsay; KOHTaKTHOI
ocobu 3 hapMakoHarnsgy
3asBHUKa 419 3[iACHEHHS
hapMakoHarisgy B YkpaiHi, KO
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BOHa BifMiHHA Bif, yNIOBHOBaXXEHOI
ocobu, BignoBifanbHOT 3a
3pjiicCHeHHs1 hapmakoHarnagy
(BK/IHOYAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnsgy) - 3miHa
KOHTaKTHOT 0CO6U YNOBHOBaXEHOT
ocobu 3asBHUKA, BiANOBIAAUTbHOI
3a hapmakoHarnag B Ykpaii.
MponoHoBaHa pepakuisa: JaHinosa
Napuca BonognmumpisHa. 3miHa
KOHTaKTHUX JaHNX KOHTaKTHOT
0Cco6M YNoBHOBaXXEHOI 0Cco6YU
3asBHMKa, BiANOBIAaIbHOT 3a
thapmakoHarnsg B YkpaiHi

148.

NMPOTOMUK

masb 0,1 %; no 10 r abo
no30r,abono60ry
Ty6i; mo 1 Ty6i B
KapTOHHIlA KOpooLi

NEO dapma A/IC

[JaHis

JIEO Na6opartopic
Niviten, Ipnaxgis
(BMpPOGHMLTBO 3a
NOBHUM LK/IOM)

IpnaHgis

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

hapmakoHarnsgy. BeefeHHs abo

3MiHW [0 y3arasibHEHUX JaHuX Npo
cuctemy chapmakoHarnsagy

(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy capmakoHarnsgy,

3MiHa yNOBHOB&XEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarnsay; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3aABHUKa 419 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, SKLo
BOHa BifMiHHA Bif, yNIOBHOBaXEHOI
ocobw, BignoBiganbHoI 3a
3gificHeHHs chapmakoHarnagy
(BK/HOYAKOUN KOHTAKTHI JaHi)
Ta/ab0 3MiHN Y PO3MILLEHHI
mMacTep-haiina cuctemm
thapmakoHarnsgy) - amiHa
KOHTaKTHOT 0CO6U YNOBHOBaXEHOT
ocobu 3asBHUKA, BiANOBIAAUIbHOI
3a hapmakoHarnag B Ykpaii.
MponoHoBaHa pepakuis: JaHinosa
Napuca BonognmmpisHa. 3miHa
KOHTaKTHUX JaHnX KOHTaKTHOT
0Cco6M yNnoBHOBaXKEHOI 0Co6YU
3asBHWKa, BiANOBIAaIbHOT 3a
hapmakoHarnsg, B Ykpaini

3a peyenmom

UA/7779/01/02

149.

PE3OHATWMB

PO34MH ANs iH'eKLiin, 625

OkTadhapma

ABCTpIst

Oktadpapma AB,

Lseuis/

BHECEHHS 3MiH [10 peecTpaLiliHnX

3a peyenmom

UA/14323/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
MO/mn; no 1 mn B dapmaueBTMKa LLisewjst (BUpOGHWK, HimeuunHa marepianis: 3MiHu |l Tuny - 3amiHa
amnyni abo no 2 mn B MpopaykTioHcrec. BifiNOBIAabHUIA 3a obnafHaHHA Ta MeToay
amnyni, no 1 amnyni B M.6.X. BMPOGHULITBO 3a BUNPOBYBaHHA 3a NOKa3HUKOM
N1acTVKOBIl 6iCTepHii NMOBHUM LMK/IOM, 3a AakocTi «AHTUTINA g0 HbsAg».
ynakosui, no 1 BUK/TIOYEHHAM 3anponoHoBaHo: Ph. Eur. 2.7.1,
NNacTuKOBIl GnicTepHili BTOPUHHOT cuctema Access2, Beckman
yMakoBLji B KApPTOHii yMakoBKM); Coulter. TepMiH BBeAEHHS 3MiH -
KopooLi OkTtadapma [eccay npoTArom 6 Micsuis nicns
'M6X, HimeuyunHa 3aTBEPLAXKEHHSA
(BUPOGHNK,
BiANOBigabHUIA 3a
BTOPWHHE
nakyBaHHs)
150. | PEKOBE/b PO34UH A5 iH'EKUI No deppiHr [JaHis BUPOBHMLTBO, HimeuuunHa/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/17969/01/01

12 mkr/0,36 mny PapmaLeBTUkan3 nepBuHHE Benukobput | matepianis: 3minu | Tvny - 3miHu 3
CKISiHOMY AIC nakyBaHHs, aHis/ SKocTi. [0TOBWIA Nikapcbkuii 3aci6.
6araTto030BOMY NPOMiXKHUIA 3MiHM Y BUPOBHULTBI. 3MiHa
KapTpuaxi 06'emom 3 M KOHTPONb B NpoLeci iMnopTepa/3miHu, Lo CTOCYHTbCA
3 MopLUHEM Ta BMPOOHMLTBA BUMYCKY Cepii Ta KOHTPO/IIO AKOCTI

06XVMHOIO KPULLIKOHO,
AKWIA NOMILLLEHNI y
LUNpUL-pyyKy; no 1
LWINpNL-pyyLi y
KOMMekTi 3 3
CTePUIbHUMU TONTKaMM
ans iH'exuini (3
Hepxasitouoi cTani) y
KapTOHHIA KopoobLi

(mikpobionoriyHui,
3arasibHuiA Ta
hyHKLiOHaNbHWIA),
KOHTPO/b AKOCTI
(mikpobionoriunHwi),
Bi3yasibHUiA
KOHTPONb:
BetTtep ®apma-

®eptiryHr F'm6X i Ko.

K, HimewyunHa;
NPOMDKHUI
KOHTPO/1b B MPOLIECI
BUPOGHMLTBA
(mikpo6ionoriyHuii,
3aranbHuii Ta
PYHKLiOHaNbHWIA),
KOHTPO/Ib AKOCTI
(mikpobionoriunHwmii),
Bi3yasibHUiA
KOHTPO/b:
Bettep ®apma-

®epTiryHr MTm6X i Ko.

K, HimeyuunHa;
NPOMKHUIA
KOHTPO/1b B MPOLLECI
BMPOGHMLTBA
(mikpobionorivHuii,
3aranbHuii Ta
PYHKLiOHaNbHWIA),
KOHTPO/Ib AKOCTI

roTOBOrO NiKapCbKOro 3acoby
(3amiHa abo goAaBaHHs AisibHUL,
Ha sAKili 3QiCHI0ETbCSA
KOHTPONb/BUNPOBYBaHHSA cepil) -
[opaBaHHA asfibTepHATUBHOI
OinbHUUi Bio-TexHonopxi
xeHepan (I3painb) NTA., Beep
Togis IHgacTpian Mapk, M.0. Boke
571, Kip'at Manaxi
8310402,I13painb/Bio-Technology
General (Israel) Ltd., Be'er Tuvia
Industrial Zone, POB 571, Kiryat
Mal’achi 8310402, Israel, Ha skili
3[iICHIOETLCA KOHTPOSIb AKOCTI
(6ionoriyHuii) s rotoBoro
nikapcbKoro 3acoby. BignosigHi
OHOBJIEHHS! BHECEHI: - 40 pO34iny
3.2.P.5.1.Cneundpikauisi(i)13279
(oHOBNEHHSA Bepcii
cneumdikauis(i) 3 2 Ha 3),
napameTtpu “lgeHTndikauis. FE
999046” Ta “AKTUBHICTb. BigHOoCHa
aKTVBHICTb” [ONOBHEHO HOMEPOM
COnMn [Q-3.2.P.5.2-9923],

- 0o po3giny 3.2.P.5.2. AHaniTuyHi
MEeTOAVKM A0AAHO HOMEpP
NOCWNAHHA Ha MeTOo[, KNITUHHOTO
aHanisy in vitro o
BVKOPVCTOBYETLCS Ha AifIbHULL
Bio-TexHonomxi [)keHepan
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KpaiHa

Bupo6HuK

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o

Ne Ha3sBsa nikapcbko20
n/n 3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

3asiBHUKa

(mikpobionoriunHwmi),

BUPOOGHUKa

(I3painb) NTA., I3painb, ansa

nocsio4YeHHs

Bi3yasibHUiA
KOHTPO/b:
BetTtep ®apma-
®epTiryHr MTm6X i Ko.
K, HimeuuunHa;
Bi3yasibHUiA
KOHTPONb:
BetTtep dapma-
®eptiryHr F'm6X i Ko.
KI, HimewunHa;
BVMPOGHMLTBO
(36ipka wnpuu-
PYYKM ONS iH'EKUIN),
MapKyBaHHS,
BTOPUHHE
nakyBaHHA Ta
BUNYCK cepil,
KOHTPO/Tb AKOCTI
(TouHicTb
[03yBaHHsA):
®eppiHr
KoHTponnen
TepanesTikc
Niviteq,
BenukobpuTaHis;
KOHTPO/Ib AKOCTI
(6ionoriynunii):
KoBaHc la6opaTtopi3s
Nimviten,
BenukobpuTaHis;
BiANoOBigabHUIA 3a
BUNYCK cepil,
KOHTPO/Tb AKOCTI
(XiMiuHWA Ta
TOYHICTb
[03yBaHHs):
®eppiHr FTM6X,
HimeuumnHa,;
KOHTPO/Tb AKOCTI
(6ionoriyHuii):
Bio-TexHonoaxi
[bxeHepan (I3painb)
N14., 13pains
BMPOGHMLTBO,

Himeyunna/

BijoOpaXKeHHs ABOX METOAIB.

BHECEHHS 3MiH [0 peecTpavLiiHnX

3a peyenmom

UA/17969/01/02

151. | PEKOBE/Ib

PO34MH A1 iH'EKUI No
36 mkr/1,08 mny
CKNSIHOMY

6aratof030B0MYy

PeppiHr
dapmaueBTUKa3
AIC

[JaHis

nepBuHHE
nakyBaHHS,
NPOMDKHUI

Benunkobput
aHis/

KOHTPO/Ib B NPOLECI

Marepianis: 3MiHu | Tuny - 3mMiHu 3
siKocTi. FOTOBWMIA Nikapcbkuii 3aci6.
3MiHu y BUPOGHMLTBI. 3MiHa

iMnopTepa/3miHu, Lo CTOCYHTbCS

KapTpuaki 06'emom 3 M/
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3 NopLUHeM Ta BMPOGHULTBA BUMYCKY Cepii Ta KOHTPO/O AKOCTI

06XVMHOIO KPULLIKOHO,
AKUIA NOMILLEeHWI y
LUMPUL-pyYKy; Mo 1
LWINpNL-pyyLi y
KOMMNeKTi 3 6
CTEPUIbHUMU TOTKaMM
ans iH'exuini (3
Hepxasitouoi cTani) y
KapTOHHI KopoobLi

(mikpobionoriyHui,
3aranbHuii Ta
hyHKLiOHaNbHWIA),
KOHTPO/b AKOCTI
(MikpoGionorivyHwni),
Bi3yasibHUiA
KOHTPONb:
BetTtep dapma-
®eptiryHr F'm6X i Ko.
KI, HimewunHa;
NPOMiKHUIA
KOHTPO/1b B MPOLIECI
BUPOGHMLTBA
(mikpob6ionoriyHui,
3aranbHuii Ta
PYHKLiOHaNbHWIA),
KOHTPO/Ib AKOCTI
(mikpobionoriunHwmii),
Bi3yasibHUiA
KOHTPO/b:
BetTtep ®apma-

®epTiryHr MTm6X i Ko.

KI, HimeyuunHa;
NPOMDKHUI
KOHTPO/b B MPOLLECI
BMPOGHMLTBA
(mikpobionorivHuni,
3aranbHuii Ta
doyHKLiOHaNbHNMIA),
KOHTPO/Tb AKOCTI
(mikpobionoriunHwmii),
Bi3yasbHUA
KOHTPO/b:
BetTep ®apma-

depTiryHr MTm6X i Ko.

Kr, HimeuunHa,;
Bi3yasibHUiA
KOHTPO/b:
BetTtep ®apma-

®epTiryHr MTm6X i Ko.

K, HimeuuunHa;
BMPOGHMLTBO
(36ipKka wnpuw-
PYYKM ANA TH'EKLIN),
MapKyBaHHS,
BTOPWHHE
nakyBaHHSA Ta
BMNYCK cepil,

roTOBOrO JliKapCbKOro 3acoby
(3amiHa abo foAaBaHHS AifibHUL,
Ha sKili 34jCHIOETbCS
KOHTPO/b/BUNPOGYBaHHSA cepii) -
[opaBaHHA asfibTepHATUBHOI
OinbHUUi Bio-TexHonopxi
xeHepan (I3painb) NTA., Beep
Tosis IHgacTpian Mapk, M.0. Bokc
571, Kip'at Manaxi
8310402,I13painb/Bio-Technology
General (Israel) Ltd., Be'er Tuvia
Industrial Zone, POB 571, Kiryat
Mal’achi 8310402, Israel, Ha akili
3AiiCHIOETLCA KOHTPOb SKOCTI
(6ionoriyHuii) s rotoBoro
nikapcbKoro 3acoby. BignosigHi
OHOBJIEHHS BHECEHI: - 40 pO34iny
3.2.P.5.1.Cneundpikauisi(i)13279
(oHOBNEHHSA Bepcil
cneumdikauisi(i) 3 2 Ha 3),
napameTpu “laeHTndikauis. FE
999046” Ta “AKTUBHICTb. BigHOoCHa
aKTVBHICTb” ,ONOBHEHO HOMEPOM
COnn [Q-3.2.P.5.2-9923],

- 0o po3giny 3.2.P.5.2. AHaniTuuHi
MEeTOAMKM A0AAaHO HOMEpP
NOCWNAHHA Ha MEeTOo[, KNITUHHOTO
aHanisy in vitro wo
BVKOPVCTOBYETLCSA Ha AiNIbHUL
Bio-TexHonoaxi JxeHepan
(13painb) NTA., 13painb, ana
BiJO6PaXKEHHA [BOX METO/,B.
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KOHTPO/Tb AKOCTI
(TouHicTb
[03yBaHHsA):
®eppiHr
KoHTponnen
TepanesTikc
Niviteq,
BenukobpuTaHis;
KOHTPO/Ib AKOCTI
(6ionoriynunii):
KoBaHc la6opaTtopi3s
Niviten,
BenukobpuTanis;
BiANOBigabHUIA 3a
BUNYCK cepil,
KOHTPO/Tb AKOCTI
(XiMiuHWA Ta
TOYHICTb
[03yBaHHs):
®eppiHr FTM6X,
HimeuumnHa,;
KOHTPO/Tb AKOCTI
(6ionoriyHuif):
Bio-TexHonoaxi
[bxeHepan (I3painb)
N14., 13pains

152.

PEKOBE/1b

PO34MH A1 iH'EKUI No
72 Mkr/2,16 mny
CKNSIHOMY
6aratof030B0MYy
KapTpuaxi 06'emomM 3 M
3 MopLUHEM Ta
0GXMMHOIO KPULLKOO,
AKWIA NOMiLLLeHNI y
LUMpUL-pyYKy; no 1
WnpuUL-pyyLi y
KOMNIekTi 3 9
CTepUIbHUMU TONKaMM
ans iH'ekuin (3
Hepxagitouoi cTai) y
KapTOHHIlA KOpooLi

PeppiHr
dapmaueBTuKan3
AIC

[JaHis

BMPOGHMLTBO,
nepBuHHE
nakyBaHHs,
NPOMDKHUI
KOHTPO/1b B MPOLIECI
BUPOGHMLTBA
(mikpo6ionoriyHuii,
3aranbHuii Ta
PYHKLiOHaNbHWIA),
KOHTPO/Ib AKOCTI
(mikpobionoriunHwmii),
Bi3yasibHUiA
KOHTPO/b:
Bettep ®apma-
®epTiryHr MTm6X i Ko.
KI, HimeuuunHa;
NPOMKHUIA
KOHTPO/1b B MPOLLECI
BMPOGHMLTBA
(mikpoGionoriyHui,
3aranbHuii Ta
PYHKLiOHaNbHWIA),
KOHTPO/Ib AKOCTI

Himeyunna/
Benunkobput
aHis/

BHECEHHS 3MiH [0 peecTpavuiiHnX
Marepianis: 3MiHu | Tuny - 3MiHu 3
siKocTi. FOTOBWMIA Nikapcbkuii 3aci6.
3MiHu y BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYIOThCA
BUNYCKY Cepii Ta KOHTPOIO AKOCTI
roTOBOrO NiKapCbKOro 3acoby
(3amiHa abo goaaBaHHSA AibHUL,
Ha SIKil 34jiicCHI0ETbCS
KOHTPONb/BMNPOGYBaHHSA cepii) -
JoaasaHHA asibTEpHATUBHOT
LinbHUUi Bio-TexHonoaxi
xeHepan (I3painb) NTA., Beep
Togis IHgacTpian Mapk, M.0. Bokc
571, Kip'atT Manaxi
8310402,I3pains/Bio-Technology
General (Israel) Ltd., Be'er Tuvia
Industrial Zone, POB 571, Kiryat
Mal'achi 8310402, Israel, Ha skili
3[iICHIOETLCS KOHTPOSIb SKOCTI
(6ionoriyHuii) ons rotoBoro
nikapcbKoro 3acoby. BignosigHi
OHOBJIEHHS] BHECEHI: - A0 po34iny

3a peyenmom

UA/17969/01/03
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

(mikpobionoriunHwmi),
Bi3yasibHUiA
KOHTPO/b:
BetTtep ®apma-
®epTiryHr MTm6X i Ko.
KI, HimeyuunHa;
NPOMDKHUI
KOHTPO/b B MPOLLECI
BMPOGHMLTBA
(mikpoGionoriyHui,
3aranbHuii Ta
doyHKLiOHaNbHNMIA),
KOHTPO/Tb AKOCTI
(mikpobionoriunHwmii),
Bi3yasibHU
KOHTPO/b:
Bettep ®apma-
®epTiryHr F'm6X i Ko.
Kr, HimeuunHa,;
Bi3yasibHUiA
KOHTPO/b:
BetTtep ®apma-
®epTiryHr MTm6X i Ko.
K, HimeuuunHa;
BMPOGHMLTBO
(36ipKka wnpuw-
PYYKM ANA TH'EKLIN),
MapKyBaHHS,
BTOPWHHE
nakyBaHHSA Ta
BWMNYCK Cepil,
KOHTPO/b AKOCTI
(TouHicTb
[03yBaHHs):
PeppiHr
KoHTponnen
TepaneBTikc
Nimiten,
BenvkobputaHis;
KOHTPO/Tb AKOCTI
(6ionoriyHuii):
KosaHc Jlabopatopi3
Niviteq,
BenukobpuTaHis;
BiZiNOBIgaNbHUIA 3a
BWMNYCK Cepil,
KOHTPO/b AKOCTI
(XiMiYHW Ta
TOYHICTb

3.2.P.5.1.Cneundpikauis(i)13279
(oHOBNEHHSA Bepcil
cneumdikauisi(i) 3 2 Ha 3),
napameTpu “laeHTndikauis. FE
999046” Ta “AKTUBHICTb. BigHOCHa
aKTVBHICTb” ,ONOBHEHO HOMEPOM
COnn [Q-3.2.P.5.2-9923],

- 0o po3giny 3.2.P.5.2. AHaniTuuHi
MEeTOAMKM A0AAaHO HOMEpP
NOCWNAHHA Ha METO[, KNITUHHOTO
aHanisy in vitro wo
BVKOPUCTOBYETLCSA Ha AiNIbHUL
Bio-TexHonoaxi JxeHepan
(13painb) NTA., 13painb, ana
BiJO6PaXKEHHA [BOX METOIB.
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
[03yBaHHs):
®eppiHr FTM6X,
HimeuumnHa,;
KOHTPO/Tb AKOCTI
(6ionoriyHuii):
Bio-TexHonoaxi
[bxeHepan (I3painb)
N14., 13pains
153. | PEHHI® BE3 TabneTkn XyBaslbHi 3 Baliep KoHcblomep LLIseliyapis [enbthapm Maviapa ®paHuis BHECEHHS 3MiH 0 peecTpaLiiHnx 6e3 peyenma UA/6025/01/01
LYKPY M'STHUM CMakoMm; no 6 Kep Al Marepianis: 3miHu | Tuny -
TabneTtok y 6nictepi; no noJiaHHs OHOBJIEHOrO cepTudpikata
2 abo 4 6nictepu B BIANOBIAHOCTI EBPONENChkili
KapTOHHI Kopo6Lij; Mo thapmakonei Ne R1-CEP 2008-
12 TabneTok y 6nicTepi 3 071-Rev 02 ana A®I marHito
nepdhopadieto; no 1 abo KapboHaTy BaXKOro Bif, BXe
2 6nicTepu B KAPTOHHIl 3aTBEepXEHOro BUpobHuka Dr.
Kopobui Paul Lohmann GmbH KG,
Germany, sikuii 3MiHUB Ha3BYy Ha
Dr. Paul Lohmann GmbH & Co.
KGaA, Germany
154. | PEHHI® 3 TabneTkn XyBasibHi; N0 Baliep KoHcblomep LLIseliyapis [enbthapm Maviaps dpaHuis BHECEHHS 3MiH 0 peecTpaLiiHnx 6e3 peyenma UA/7799/01/01
AMNENbCNHOBUM 12 TabneTok y 6nicTepi 3 Kep Al mMaTtepianis: 3MiHu | Tuny -
CMAKOM nepdhopadieto; no 1 abo noJaHHs OHOBJIEHOro cepTudpikata
no 2 6nictepu B BIANOBIAHOCTI EBpONechbkili
KapTOHHI KopobLi; no 6 thapmakonei Ne R1-CEP 2008-
Tabnetok y 6nictepi; no 071-Rev 02 ana A®I marHito
2 abo no 4 6nictepn B Kap6oHaTy BaXKOro Bif, BXe
KapTOHHIA KopoobLi 3aTBepXeHOro BUpobHuka Dr.
Paul Lohmann GmbH KG,
Germany, sikuii 3MiHUB Ha3BYy Ha
Dr. Paul Lohmann GmbH & Co.
KGaA, Germany
155. | PELITA-10 TabneTkn, BKPUTI Inka NNabopatopi3 IHais Inka labopatopi3 IHais BHECEHHS 3MiH 40 peecTpaLiiHnx 3a peyenmom UA/15158/01/02

NiBKOBOK 060/I0HKOO
no 10 wmr, no 14
TabneTtok y 6nictepi, No
2 6nicTepu y KapTOHHIN
nauuj

Nimitepn

NimiTen

marepianis: 3mMiHW | TUNY - 3MiHK
oo 6e3snekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHV [0 y3ara/ibHEHUX JaHuX Npo
cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHWX
npo cuctemy capmakoHarnsgy,
3MiHa yNoBHOB&XeHOI ocobu,
Bi4NoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnagy
3asiBHMKA 4N 34iICHEHHS
cthapmakoHarnsay B YkpaiHi, Skuio
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BOHa BifMiHHA Bif, yNIOBHOBaXXEHOI
ocobu, BignoBifanbHOT 3a
3pjiicCHeHHs1 hapmakoHarnagy
(BK/IHOYAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnsgy) - 3miHa
YMNOBHOBaXXEHOT 0CO6M 3as1BHMKA,
BiiNOBIAabHOT 3a 34iICHEHHS
dhapmakoHarnsgy. MponoHosaHa
pepakuisi: Ms Geeta Shanbhag /
naHi MiTa LWaH6xar. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXKEHOT
ocobu, BignoBifanbHOI 3a
hapmakoHarnsg. BeegeHHs
KOHTaKTHOi 0CO6U 3asBHUKA,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
thapmakoHarnsgy B Ykpaiti.
MponoHoBaHa pepakuis: Dr Satish
Chandra / g-p Cartiw YaHgpa.
BBefeHHS KOHTaKTHUX AaHuX
KOHTaKTHOi 0CO6U 3asBHUKA,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
thapmakoHarnagy B YkpaiHi. 3miHa
MiCLS1 34iACHEHHA OCHOBHOT
LisANbHOCTI 3 hapmakoHarnsgy.
BBepeHHs1 agpecy mactep-chaiina
Ta /ioro Homepa

156.

PELITA-20

TabneTtku, BKPUTI
M/1iBKOBOK 060/10HKOIO
no 20 wr; no 14
Tabnetok y 6nictepi, no
2 6nicTepu y KapTOHHIN
nauui

Inka Na6opatopi3
Nimiten

IHais

Inka Na6opatopi3
Nimiteq

IHais

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

thapmakoHarnsgy. BeefeHHus abo

3MiHW [0 y3arasibHEHUX JaHuX Npo
cuctemy thapmakoHarnsagy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy apmakoHarnsgy,

3MiHa YNOBHOB&XeEHOI 0cobu,
BiANOBIAaA/IbHOI 3a 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3aABHUKa 419 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, SKLo
BOHa BifMiHHA Bif, yNIOBHOBaXEHOI
ocobw, BignoBiganbHoI 3a
3gificHeHHs chapmakoHarnagy
(BK/HOYAKOUN KOHTAKTHI JaHi)
Ta/ab0 3MiHN Y PO3MILLEHHI
MacTep-aiia cuctemm

3a peyenmom

UA/15158/01/03
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

thapmakoHarnsgy) - 3miHa
YMNOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiiNOBIAaIbHOT 3a 34iICHEHHS
dhapmakoHarnsgy. MponoHosaHa
pepakuis: Ms Geeta Shanbhag /
naHi MiTa LWaHn6xar. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXKEHOT
ocobu, BignoBifanbHOI 3a
hapmakoHarnsg. BeegeHHs
KOHTaKTHOi 0CO6U 3asBHUKA,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnagy B Ykpaiti.
MponoHoBaHa pepakuis: Dr Satish
Chandra / g-p Cartiw YaHgpa.
BBefleHHS KOHTaKTHUX AaHuX
KOHTaKTHOi 0CO6U 3asBHUKA,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
thapmakoHarnagy B YkpaiHi. 3miHa
MicLS1 34iACHEHHA OCHOBHOT
LisANbHOCTI 3 hapmakoHarnsgy.
BBepneHHst agpecy mactep-chaiina
Ta /ioro Homepa

157.

PELITA-5

TabneTtku, BKPUTI
N1iBKOBOK 06O/IOHKOO
no 5 mr, no 14 TabneTok
y 6nictepi, no 2
6nicTepy y KapTOHHIN
nauui

Inka Na6opatopi3
Nimiten

IHais

Inka Nabopatopis
Nimiteq

IHais

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

hapmakoHarnsgy. BeefeHHus abo

3MiHW [0 y3arasibHEHUX JaHuX Npo
cuctemy chapmakoHarnsagy

(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy apmakoHarnsgy,

3MiHa YNOBHOB&XEHOI 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHoOI
ocobu 3 hapmakoHarnisgy
3aABHUKa 419 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, SKLo
BOHa BifMiHHA Bif, yNIOBHOBaXEHOI
ocobw, BignoBiganbHoI 3a
3gificHeHHs chapmakoHarnagy
(BK/IHOYAKOUN KOHTAKTHI JaHi)
Ta/ab0 3MiHWN Y PO3MILLEHHI
mMacTep-haiina cuctemm
thapmakoHarnsgy) - amiHa

YNOBHOB&XEHOI 0CO6U 3as1BHYKA,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA

dhapmakoHarnsgy. MponoHoBaHa

pepakuisi: Ms Geeta Shanbhag /
naHi [iTa LWaHn6xar. 3miHa

3a peyenmom

UA/15158/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KOHTaKTHUX JaHWX YNOBHOBaXKEHOT
ocobu, BignoBifanbHOT 3a
hapmakoHarnsg. BeegeHHs
KOHTaKTHOi 0CO6U 3asBHUKA,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
thapmakoHarnsgy B Ykpaiti.
MponoHoBaHa pepakuis: Dr Satish
Chandra / g-p Cartiw YaHgpa.
BBefeHHS1 KOHTaKTHUX AaHnX
KOHTaKTHOi 0CO6U 3asBHUKA,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
thapmakoHarnagy B YkpaiHi. 3miHa
MicLS1 34 ACHEHHS OCHOBHOT
LisANbHOCTI 3 hapmakoHarnsgy.
BBepgeHHst agpecy mactep-chaiina
Ta /ioro Homepa

158.

POAUVHIP

NOPOLUOK A1 OpasIbHOT
cycneHsii no 250 mr/5
M1 no 60 ma, 100 mny
donakoHi; no 1 dpnakoHy
3 MiPHOIO JI0XKOIO B
Kopobui

POTA®APM
INAYNAPI NTA.
LTI,

TypeyunHa

dapmaBixH CaH. Be
Timk. A.LL.

TypeyuunHa

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

3MiHN BHECEHI B TEKCT

MapKyBaHHS YNakoBOK NiKapCbkoro

3aco0y LWoA0 BUTYYEHHS Ha
nepBuHHI ynakosLi y n. 6 IHLWE
iHcbopmaw,ii Wwoao cknagy

NiKapcbKoro 3aco6y, Ha BTOPUHHIi
ynakosui y n. 16 IHGOPMALLIA,

AKA HAHOCUTBLCA WWPNDTOM

BPAIS: yTOUHEHHSA Ha3BN
nikapcbKoro 3acoby Ta nikapcbkoi

chopmMK, Ha BTOPVHHIIA ynakoBLji y
n.17 IHWE gogaHHA norotuny.

3a peyenmom

UA/18546/01/01

159.

CEPTO®EH

renb 12,5mr/rno 60 ry
Ty6i; 1 Ty6a B B
KapTOHHIlA KopooLi

YOPA, MEAVLH
INIAY CAH. BE
TIDK. A.LLL

TypeyunHa

YOPNA MEOVLMH
INIAU CAH. BE
TIDK. A.LLL

TypeuunHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMaTtepianis: 3MiHu | Tuny -
OHOB/IEHHS TEKCTY MapKyBaHHS
yMakoBKM MikapcbKoro 3acoby 3
BHECEHHAM iHdhopMaLii Wwoao
3a3HaYEeHHs OAUHULL
BVMIiptOBaHHA y cuctemi Sl Ta
BHECEeHHS iHdhopMiLiT Wwoa0
0COB6/IMBUX 3aCTEpPEXEHb Nepes,
3acToCyBaHHSA NikapCbKoro
3acoby. BeefieHHsA 3MiH MPOTArom
6-TN MiCALIB NicNsA 3aTBEPAKEHHS

3a peyernmom

UA/17608/02/01

160.

CEPTO®EH

TabneTkn, BKPUTI
N1iBKOBOK 06GOMOHKOM,

YOPAA, MEAVLH
I/IAY CAH. BE

TypeyunHa

YOPNA, MEAVLMH
IN1AY CAH. BE

TypeuunHa

BHECEHHS 3MiH 40 peecTpaLiiHnx
marepianis: 3MiHum | Tuny -

3a peyenmom

UA/17608/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
no 25 mr; no 10 TIAXK. A.LL. TIOK. A.LL. OHOBJ/IEHHSA TEKCTY MapKyBaHHA
Tabnetok y 6nictepi; no ynakoBKU NiKapcbKoro 3acoby 3
1 a6o 2 6nicTepu B BHECEHHAM iHthopmalii Lwoao
Kopobui 3a3HayYeHHs OAVHULb
BMMIpIOBaHHsA y cuctemi Sl ta
BHECEHHS iHdopmaLii Lwoao
0CO6/IMBUX 3acTepexeHb nepeg
3acToCyBaHHAM NikapcbKoro
3acoby.
BBegeHHs 3MiH npoTArom 6-tm
MicsILiB Micns 3aTBepoKEHHS
161. | CUTHI®OP NNAP MOPOLLIOK AJ15 CycneH3il HosapTic ®apma Al LLisefuapis BTOPVHHE LLseiuapis/ BHECEHHS 3MiH [0 peecTpavuiiHnX 3a peyenmom UA/15926/01/01
Ans iH ekuin no 20 mr; 1 nakyBaHHs1, BUMYyCK HigepnaHvgn marepianis: 3miHu | Tuny -
pN1aKoH 3 MOPOLLUKOM Y cepi: / AOMiHICTPaTUBHI 3MiHW. 3MiHa
KOMMNEKTi 3 HoBapTic ®apma ABcTpisi/ HaliMeHyBaHHs Ta/abo agpecu
PO3YMHHMKOM MO0 2 MNTY LLTeiH AT, HimeuunHa MiCL MPOBAKEHHS AiS/IbHOCTI
nonepegHsL0 LLiBeiilapis; BUPOGHMKa/iMnopTepa rotoBoro
3anOBHEHOMY LUMPUL BMPOGHMLTBO, NiKapcbKoro 3acoby, BkIoHaun
(kapmenosa Hatpito, KOHTPO/b AKOCTI, AinbHULI BUNYCKy cepii abo Micue
MaHIT (E421), nepBuHHE NpoBeAeHHS KOHTPO/IKO AKOCTI.
nosokcamep 188, soga nakyBaHHs (misnbHiCTb, 3a AKy Bignosifae
Ans iH'ekuiid), 1 ronkoto PO34YMHHMKA Ta BMPOGHUWK/iMNopTep, He
Ta 1l agantepom B BTOPWHHE BK/THOHAI0UM BUMNYCK cepiil) 3amiHa
KapTOHHI KopoobLyi nakyBaHHsi TOTOBOIO IOPUANYHOT afpecy BUPOGHMKa
NpoayKTy: "'N3 EypodpiHc Biodhapma
AB6OTT MpoaakT TecTiHr MioHix Mv6X,
Bionogxukanc b6.B., HimeuyumHa (KOHTPO/b SIKOCTI 3a
Higepnangu; nokasHukom "bakTepianbHi

KOHTPO/b AKOCTI 3a
BCiMa napameTpamu
3a BUK/IIOUEHHAM
TecTy "bakTepiasibHi
€HA,0TOKCUMHK",
nepBuHHE
naKyBaHHs MOPOLLKY:
CaHpos 'm6X,
ABCTpist;
KOHTPO/b AKOCTI 3a
BCiMa napameTpamu
3a BUK/TIOUEHHAM
MOJEKYIAPHOI Macu
nonimepy Ta Tecty
"BakTepiaibHi
€HA0TOKCUMHN™:
CaHpos 'm6X,
ABCTpiIst;
BUPOGHMLTBO
nopoLuky in bulk ans

€HO0TOKCUHN") Ha haKTU4Hy, 6e3
3MiHM Micus BUpPOGHULTBA
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
cycneHsii ons
iH'eKLi:
Hosaptic ®apma Al’,
LLiBeiuapis;
KOHTPO/b SIKOCTI 3a
NOKa3HUKOM
"BakTepiasibHi
€HA0TOKCUMHN™:
EypodiHc Biochapma
Mpopakt TecTiHr
MioHix F'm6X,
HimeyuunHa;
TepMiHasIbHa
cTepunisauis
hNakoHIB:
CiHepmxu Xenc
[eHikeH Al,
Lseliuapis
162. | CUTHI®POP NAP MOPOLLIOK AJ151 CyCneH3il HoBapTic ®apma Al LLiBefiuapis BTOpPUHHE LLiseiiuapis/ BHECEHHS 3MiH 10 peecTpauiiiHux | 3a peyenmom UA/15926/01/02
[ANs iH ekuin no 40 mr; 1 nakyBaHHs, BUMYCK HigepnaHnamn mMartepianis: 3miHu | TUny -
h/1aKOH 3 NOPOLLKOM Y cepii: / AOMiHiCTpaTMBHI 3MiHU. 3MiHa
KOMMEKTI 3 HoapTic ®apma ABcTpisi/ HalilmeHyBaHHs Ta/abo agpecu
PO3YMHHMKOM MO 2 MY LLTelH AT, HimeuunHa MiCLisi MPOBAMKEHHS AiANIbHOCTI
nonepeaHe0 LLIselinapis; BMPOGHMKa/iMnopTepa roToBoro
3arnoBHEHOMY LUNpULi BMPOGHMLTBO, nNikapcbKoro 3acoby, BKIoYa4n
(kapmernosa Hatpito, KOHTPO/b AKOCTI, AOinbHULI BUNYyCKy cepii abo micue
MaHiT (E421), nepBuHHE NpPOBELEHHS KOHTPOJTHO SKOCTI.
nonokcamep 188, Boga nakyBaHHs (misnbHicTb, 3a Ky BignoBigae
Ans iH'ekuiid), 1 ronkoro PO3YMHHVKA Ta BUpPOGHUK/iMNopTep, He
Ta 1 agantepom B BTOPVHHE BK/IOYaK0UM BUMYCK cepili) 3amiHa
KapTOHHIA Kopoo6Li naKyBaHHs FOTOBOTO IOPUAMYHOIT agpecy BUPOOHUKa
NPOAYKTY: 'N3 EypodiHc Biochapma
AG6OTT MpopgakT TecTiHr MioHix MM6X,
Bionogxwukanc 6.B., HimeyumHa (KOHTpO/b SKOCTi 3a
HigepnaHaw; NoKasHWKOM "BakTepiasibHi

KOHTPO/b AKOCTi 3a
BCiMa napameTpamu
3a BUK/TIIOYEHHAM
TecTy "BakTepiasbHi
€HOOTOKCUHN",
nepBuHHe
naxkyBaHHS MOPOLLKY:
CaHpo3 'm6X,
ABCTpIsi;
KOHTPO/b AKOCTi 3a
BCiMa napameTpamu
3a BUK/TIIOYEHHAM
MOEKY/IAPHOT Macu

nosiimepy Ta Tecty

€HA0TOKCUHKN") Ha hakTUyHy, 6e3
3MiHW MicLl BUPOGHMLTBA
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

"BakTepiasibHi
€HA0TOKCUMHN™:
CaHpos 'm6X,
ABCTpiIst;
BUPOGHMLTBO
nopoLuky in bulk gns
cycneHsii gns
iH'eKLji:
Hosaptic ®apma Al’,
LLiBeiuapis;
KOHTPO/1b SIKOCTI 3a
NOKa3HUKOM
"BakTepiasibHi
€HA0TOKCUMHN™:
EypodiHc Biochapma
Mpopakt TecTiHr
MioHix F'm6X,
HimeuuunHa;
TepMiHa/IbHa
cTepunisauis
hNakoHIB:
Cinepmxu Xenc
[eHikeH Al,
Lseliuapis

163.

CUrHI®OP NAP

MOPOLLIOK AJ151 CyCneH3il
[ANs iH ekuiin no no 60
Mmr; 1 doniakoH 3
MOPOLLKOM Y KOMMNJIEKTi 3
PO3YMHHMKOM MO 2 MN1Y
nonepeAHbL0
3aMNOBHEHOMY LLIMPUL
(kapmernosa Hatpito,
MaHiT (E421),
nosnokcamep 188, soga
Ans iH'ekuiid), 1 ronkoro
Ta 1 agantepom B
KapTOHHIA Kopoo6Li

HoBapTic ®apma Al

LLiBefiuapis

BTOPUHHE
nakyBaHHs1, BUNYCK
cepii:
HoapTic ®apma
LTeiiH AT,
LLseiuapis;
BMPOGHMLTBO,
KOHTPO/b SIKOCTI,
nepBuHHE
nakyBaHHS
PO3YMHHMKaA Ta
BTOPWHHE
nakyBaHHS r0TOBOrO
NPOAYKTY:
AG6OTT
Bionogxukanc b6.B.,
HigepnaHaw;
KOHTPO/b AKOCTi 3a
BCiMa napameTpamu
3a BUK/IOYEHHAM
TecTy "BakTepiasbHi
€HOOTOKCUHN",
nepBuHHE
nakyBaHHS NOPOLLKY:

CaHpgos 'M6X,

LLiseiiuapis/
HigepnaHaun
/

ABcTpisi/
HimeuunHa

BHECEHHS 3MiH [0 peecTpavyiiiHnX
mMartepianis: 3miHu | TUny -
AOMiHiCTpaTMBHI 3MiHU. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
MiCLisi MPOBAMKEHHS AiANIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro
nNikapcbKoro 3acoby, BKIoYa4n
AOinbHULI BUNYyCKy cepii abo micue
NPOBELEHHS KOHTPO/THO SKOCTI.
(misnbHicTb, 3a Ky BignoBigae
BUpPOGHUK/iMNopTep, He
BK/THOYAKOUN BUMYCK cepili) 3amiHa
IOPUAVYHOIT agpecy BUPOOHUKa
'N3 EypodiHc Biochapma
MpopgakT TecTiHr MioHix MM6X,
HimeyumHa (KOHTpO/b SKOCTi 3a
NoKasHWKOM "BakTepiasibHi
€HA0TOKCUHKN") Ha hakTUyHy, 6e3
3MiHW MicLl BUPOGHMLTBA

3a peyernmom

UA/15926/01/03
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

ABCTpiIst;
KOHTPO/b SIKOCTI 3a
BCiMa napameTpamu
3a BUK/TIOYEHHAM
MOJIEKYIAPHOI Macu
nonimepy Ta Tecty
"BakTepiasibHi
€HA0TOKCUMHN™:
CaHpos 'm6X,
ABCTpiIst;
BUPOGHMLTBO
nopoLuky in bulk gns
cycneHsii ons
iH'eKLi:
Hosaptic ®apma Al’,
LLiBeiuapis;
KOHTPO/b SIKOCTi 3a
NMOKa3HNKOM
"BakTepiasibHi
€HA0TOKCUMHN™:
EypodiHc Biochapma
Mpopakt TecTiHr
MioHix F'm6X,
HimeuuunHa;
TepMiHasIbHa
cTepunisauis
hNakoHIB:
Cinepmxu Xenc
[eHikeH Al,
Lseliuapis

164.

CUH®IOPUKC™
BAKUVIHA AN1s1
NPODINTAKTUKN
MHEBMOKOKOBOI
IHOEKLJI
(MONMICAXAPUAHMN
W AHTUTEH) TA
HETUMOBAHOI
FEMO®INTbHOI
IHOEKLY,
KOH’HOrOBAHA,
AICOPEOBAHA

CycneHsis ons iH'eku;ji;
no 1 aosi (0,5 mn)
cycnensii Ans iH'exuini y
nonepegHL0
HarnoBHEHOMY CK/ISIHOMY
LINpUL Y KOMMAIEKTI 3
OpHi€eto ronkoro abo 3
[BOMa rofikamu Ta 6e3
rosiok; 1 nonepegHL0
HamnoBHEHWI Wwnpu, 3
ronkoto abo fgsoma
ronkamu, abo 6e3 ronok
y iHAVBIgya/IbHOMY
repMeTnyHo
3anakoBaHoMy
nnacTyKoBoMy
KOHTeliHepi; no 1
nnacTykoBoMy
KOHTEHepY Y KapTOHHIl

nakcoCmiTKnsiiH
Ekcnopt NimiTeq

Benuka
BputaHis

nakcoCmiTKnsiiH
Bionompxikans C.A.

Benbris

BHECEHHS 3MiH 10 peecTpavLiiiHnX
MaTepianis: 3MiHu | Tuny -
He3HauHi 3MiHN [0 cTpaTeriyHoro
nnaHy cTabifbHOCTI MOCIBHOTO
matepiany Clostridium tetani Ta
3apeecTpoBaHoro
KBaUTidhikaLiiHOro NpPoToKoYy, WO
3aCTOCOBYHOTLCA B NPOLIECI

BMPOGHULITBA aKTUBHOI PEYOBUHM.

PepakuiiiHi npaBku fo posginy
3.2.5.2.3. peecTpauiiiHoro focCheE;
3MiHY | TUny - 3MiHK A0
3aTBEPAKEHOr0 NMPOTOKO/Y
cTabinbHOCTIi po6040ro NOCiBHOro
matepiany C. tetani, wo
BMKOPWCTOBYETLCA Y NPOLIECI
BUPOGHMLITBA aKTUBHOI PEYOBVHMN

3a peyernmom

UA/15363/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

kopobui; no 1 gosi (0,5
MJ1) cycneHsii ans
iH'eKLili y nonepesHb0
HarnoBHEHOMY CK/ISSHOMY
wnpuuyi; no 10 wnpuuis
310 ronkamu abo 6e3
rO/OK y IHAUBIAYaTbHUX
repMeTnyHo
3anakoBaHux
NNacTUKOBUX
KOHTEliHepax y
KapTOHHI kopo6Li; no 1
no3i (0,5 mn) cycnensii
ANs iH'eKUiid y
MOHOZ030BOMY
CKNsiHOMY h1aKoHi; No
1, 10 a6o 100 chnakoHiB
Y KapTOHHii kopobuj; no
2 po3wu (1 mn) cycneHsii
ANs iH'eKUiid y
MYNbT,030BOMY
chnakoHi; no 100
(h/1aKOHIB Y KapTOHHIl
KopoobLi

165.

CMo®nInig 20 %

emynbCis AN iHys3ii;
no 100 mn, a6o no 250
ms1, abo no 500 mn y
chnakoHi

®peseHiyc Kabi
Hoiunang MrmeX

HimeuunHa

®peseHiyc Kabi
ABcTpis TM6X

ABCTpis

BHECEHHS 3MiH [0 peecTpavyiiiHnX
MaTepianis: 3MiHu | Tuny -
npuBELEHHS Y BiANOBIAHICTb A0
MoHorpadii €E® BHYTPILLHLOT
crneundikaLii BUpobHuKa
[0MNOMDKHOT PEYOBUHN
drocdhoninifgiB AEYHUX OUNLLLEHMX

3a peyenmom

UA/13846/01/01

166.

CYTEHT

Kancynu no 12,5 mr; no
7 kancyn y 6nictepi; no
4 6nicTepun y KapTOHHIl
Kopobui

MN®ANIEP IHK.

CWA

Mdpaiizep ITanis
C.p.n.

ITanisa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHW | TUMY - 3MiHK
BHECEHO B IHCTPYKLit0 A/1A
MeJUYHOr0o 3aCTOCYBaHHS
NiKkapcbKoro 3acoby Ao po3ginis
"Ocob6nMBOCTI 3aCTOCyBaHHS" Ta
"Mo6ivHi peakuii™ 3rigHo 3
pekomeHgauiamvu PRAC.
BBefeHHA 3MiH NPOTArom 6-1u
MiCALIB MiCNA 3aTBEPAXKEHHS;
3MiHuW |l TMNy - 3MiHN BHECEHO B
IHCTPYKLi0 ANA MeguyHoro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby
00 posginis "Oco6mBocCTi
3acTocyBaHHs" Ta"Cnoci6
3aCTOCYBaHHA Ta A03W"(YTOYHEHHS
iHchopmawii). BBeAeHHS 3MiH
npoTarom 6-Tu Micsuis nicns

3a peyenmom

UA/7785/01/01
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Ymosu

Howmep

n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Bionycky

peecmpayiliHo2o
nocsio4yeHHs

ITanis

3aTBEPMKEHHS; 3MiHu |l Tuny -
3MiHM BHECEHO B iHCTPYKLjl0 AN
MeJNYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby A0 po3ginis
"®apmMakonoriyHi BnacTnsocTi”,
"B3aemogis 3 iHWMMK NliKapCbKumu
3acob6amu Ta iHWi Buan
B3aemogiin”, "OcobmBocTi
3acTocyBaHHSA", "3acTocyBaHHsA Y
nepiog, BariTHOCTi abo rogyBaHHs
rpyaato”(yTouHeHHs iHdhopmadir),
"Mo6iyHi peakuii”. BBefeHHS 3MiH
npoTArom 6-Tn MicAuiB nicns
3aTBEPAXKEHHS

BHECEHHS 3MiH [0 peecTpavuiiHnX

3a peyenmom

UA/7785/01/02

167.

CYTEHT

Kancynu no 25 mr; no 7
kancyn y 6nictepi; no 4
6nicTepy y KapTOHHIl
Kopobui

MN®ANIEP IHK.

CLUA

Mdpaizep ITanisa
C.p.n.

marepianis: 3MiHN | TUMY - 3MiHK
BHECEHO B IHCTPYKLitO A4/1A
MeJMNYHOro 3aCTOCyBaHHS
nikapcbKkoro 3acoby A0 po3ginis
"Oco611BOCTI 3aCTOCyBaHHA" Ta
"Mo6ivHI peakuii™ 3rigHo 3
pekomeHgauismu PRAC.
BBefeHHA 3MiH NPOTArom 6-Tu
MicSLiB MiCNSA 3aTBEPAYKEHHS;
3MiHu |l TMny - 3MiHN BHECEHO B
IHCTPYKLi0 ANA MeguyHoro
3acToCyBaHHS NikapCbKoro 3acoby
[0 posginis "OcobnusocTi
3acTocyBaHHA" Ta"Cnoci6
3acTOoCyBaHHSA Ta 403U"(YyTOYHEHHS
iHcbopmawii). BBeAeHHS 3MiH
NpOTArom 6-Tv MicALiB nicns
3aTBEPMAKEHHS; 3MiHK Il Tuny -
3MiHV BHECEHO B iHCTPYKLil0 Ans
MeAUYHOr0o 3aCTOCYBaHHs
NiKapcbKoro 3acoby Ao po3ginis
"®apmakonorivyHi BnacTmBocTi”,
"B3aemopis 3 iHWMMKU NiKapCbKUMu
3aco6amu Ta iHLWi BUAm
B3aemogii", "OcobmBoCTi
3aCcToCyBaHHSA", "3acTocyBaHHsA Y
nepiog, BaritTHOCTi abo rogyBaHHs
rpyaAro” (yTouHeHHs iHchopmalii),
"Mo6ivHi peakui™. BBeeHHS 3MiH
npoTArom 6-T1 MicAuis nicns
3aTBEPAKEHHS

BHECEHHS 3MiH [10 peecTpaLiliHnX

3a peyenmom

UA/7785/01/03

MN®ANIEP IHK.

CWA

Mdpaiizep ITanis

ITanisa

168.

CYTEHT

Kancynu no 50 mr; no 7
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PeecmpayjiliHa npoyedypa

Ymosu

Howmep

n/n

Ne Ha3sBsa nikapcbko20

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

marepianis: 3MiHN | TUMY - 3MiHK

Bionycky

peecmpayiliHo2o
nocsio4yeHHs

kancyn y 6nictepi; no 4
6nicTepy y KapTOHHiIl
KopoobLi

CWA

C.p.n.

Mdpaiizep ITanis

ITanisa

BHECEHO B IHCTPYKLitO A/1A
MeJNYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby A0 po3ginis
"Oco6nMBOCTI 3aCTOCyBaHHS" Ta
"Mo6iuHi peakuyii" 3rigHo 3
pekomeHgauismvu PRAC.
BBefeHHA 3MiH NPOTArom 6-1u
MicsLiB NiCNsA 3aTBEPAYKEHHS;
3MiHu |l TMNy - 3MiHN BHECEHO B
IHCTPYKLil0 ANA MeguyHoro
3acToCyBaHHSA NikapCcbKoro 3acoby
[0 po3ginis "OcobnusocTi
3acTocyBaHHs" Ta"Cnoci6
3acTOCyBaHHSA Ta 403U"(YTOYHEHHS
iHchopmawii). BBeAeHHS 3MiH
NpoTArom 6-Tv MicALiB nicns
3aTBEPLKEHHS; 3MiHK Il Tuny -
3MiHV BHECEHO B iHCTPYKLil0 ANs
MeAUYHOr0 3aCTOCYBaHHS
NiKkapcbKoro 3acoby A0 po3ainis
"®apmakonorivyHi BnacTmeBocTi”,
"B3aemogis 3 iHWMMU NiKapCbKUMu
3acobamu Ta iHLWi BUAn
B3aemogiin", "OcobamBoCTi
3aCcToCyBaHHSA", "3acTocyBaHHs Y
nepiog, BaritTHOCTi abo rofyBaHHsA
rpyaaro” (yTouHeHHs iHchopmauii),
"Mo6ivHi peakui. BBefeHHSA 3MiH
npoTArom 6-T1 MicAuiB nicns
3aTBEPAXKEHHS

BHECEHHS 3MiH [10 peecTpaviliHnx

3a peyenmom

UA/7785/01/04

169.

CYTEHT

kancynu no 37,5 mr; no
7 kancyn y 6nictepi; no
4 6nicTepun y KapTOHHIl
Kopobui

MN®ANIEP IHK.

C.p.n.

marepianis: 3MiHW | TUMY - 3MiHW
BHECEHO B iHCTPYKL,il0 Ans
MeAUYHOr0o 3aCTOCYBaHHs
NiKapcbKoro 3acoby Ao po3ginis
"Ocob6nMBOCTI 3acTOCyBaHHS" Ta
"Mo6ivHi peakuii™ 3rigHo 3
pekomeHgauiamu PRAC.
BBegeHHS 3MiH NpoTArom 6-tm
MiCALIB NiCNsA 3aTBEPLXKEHHS;
3MiHuM |l TMNYy - 3MiHN BHECEHO B
IHCTpYKLlO ANs MeauyHOro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby
00 po3ginis "Oco6mBoCTi
3acTocyBaHHs" Ta"Cnoci6
3aCTOCYBaHHA Ta A03n"(YTOYHEHHS

iHchopmawii). BBeAeHHS 3MiH
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
npoTArom 6-Tu MicAuiB nicns
3aTBEePXEHHS; 3MiHK Il Tuny -
3MiHV BHECEHO B iHCTPYKLil0 ANA
MeJMYHOr0o 3acTOCYBaHHS
nikapcbKkoro 3acoby A0 po3ginis
"®apmakonoriyHi BnactnsocTi”,
"B3aemogis 3 iHWMMW SliKapCbKUMU
3aco6amu Ta iHLWi B1am
B3aemogiit”, "OcobmBocTi
3acTocyBaHHA", "3acTocyBaHHA Y
nepiog, BaritTHOCTi abo rogyBaHHs
rpyaar0" (yTouHeHHs iHchopmadii),
"Mo6iyHi peakuii”. BBeAeHHS 3MiH
NpoTArom 6-Tv MicsLiB nicns
3aTBEPMKEHHS

170. | TA®IHNAP® kancynv TBepgi no 50 HoBapTic ®apma Al LLiBefiuapis "nakco Bennkom Icnanisa/ BHECEHHS 3MiH 10 peecTpaljiiiHux | 3a peyenmom UA/14420/01/01
Mr; no 120 kancyny C.A., IcnaHis Benvka marepianis: 3mMiHW | TUNY - 3MiHK
thnakoHax (BMpOGHYVK AnA BpuTaHis/ BHECEHO [10 IHCTPYKLi Ans

nakyBaHHSA Ta CnoseHis/ MeANYHOro 3acTOCYBaHHS
BUNYyCKy cepii); IcnaHis nikapcbKoro 3acoby A0 po3ainis
nakco OnepenLHc "Oco61MBOCTI 3aCTOCYyBaHHA",
tOK NimiTep, Benuka "Mo6iyHi peakyii woa0
BpuTaHis (BUpPO6HMK OHOBNEHHS iHopMaLi 3 6e3neku
Hepo3dgacoBaHOl Ait040i peyoBUHY BiANOBIAHO A0
npoaykuii); Jlek pekomeHgauiin PRAC EMA.
dapmMacboTUKanc BBefeHHA 3MiH NPOTArom 6-1u
a.4., CnoseHis MiCALIB MiCNA 3aTBEPLKEHHS
(anbTepHaTMBHA
AinbHUUA
BiAnoBifgasibHa 3a
nepBuHHe Ta
BTOPWHHE
nakyBaHHs);
HoBaprTic
dPapmacbioTmka
C.A., IcnaHis
(anbTepHaTMBHA
AinbHUUA
BiAnoBifgasibHa 3a
BMPOGHMLTBO
Hepo3dgacoBaHOl
npoaykuii Ta
KOHTPO/b SKOCTI)

171. | TADIHNAP® Kancynu TBepai no 75 Hosaprtic ®apma Al LLiBeiiuapis "nakco Bennkom IcnaHis/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/14420/01/02
mr; no 120 kancyn y C.A., IcnaHis Benvka marepianis: 3MiHW | TUMY - 3MiHK
donakoHax (BMpOGHYKK Ans BpuTanis/ BHECEHO [0 IHCTPYKUiT ANns

nakyBaHHSA Ta CnoBeHisi/ MeJUYHOr0o 3aCTOCYBaHHS
BMMYCKy cepii); Icnanis nikapcbkoro 3acoby A0 po3finis
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
nakco OnepeiHe "Oco6nMBOCTI 3aCTOCYBaHHSA",
HOK Nimiten, Benuka "Mo6ivHi peakui™ woao
BpuTtaHis (BUPOGHMK OHOBJ/IEHHS iHhopMaL,ii 3 6e3neku
Hepo3dacoBaHoi Ail040i peyoBVHY BIANOBIAHO A0
npoaykuii); flek pekomeHgauiiit PRAC EMA.
dPapmacbloTukanc BBefeHHs 3MiH NpoTArom 6-Tu
A.4a., CnoeeHis MICALIB MiC/1A 3aTBEPLKEHHS
(anbTepHaTnBHA
AinbHUUA
BignoBigasibHa 3a
nepBuHHe Ta
BTOPUHHE
nakyBaHHs);
Hosapric
PapmacbioTmKa
C.A., Icnanis
(anbTepHaTnBHA
AinbHUUA
BignoBigasibHa 3a
BUPOGHMLTBO
Hepo3dgacoBaHOl
npoaykuii Ta
KOHTPO/b SIKOCTI)

172. | TBIHPUKC™ CycneHsis gns iH'ekuin nakcoCmiTKNsiiH Benvka nakcoCmiTKnsiH Benbris BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/13056/01/01
BAKUVHA ONA no 1 gosi (1 mn/go3sy) y Ekcnopt flimiteq BpuTaHis Bionomxikans C.A. marepianis: 3MiHu |l TUny - 3amiHa
MPO®ITAKTUKN nonepegHsL0 cepii pobo4oro NociBHOro
FENATUTIB A HarnoBHeHoMy Lunpuui Ne marepiany (WS) gnsa
(IHAKTUBOBAHA) | | 1y koMnnekTi 3 roKo BMPOGHMLTBA aKTMBHOI CyOCTaHLi
B Bipycy renatuty A (HAV) 3 HAV
(AACOPBOBAHA) Working Seed lot AHAVBWAO002

Ha HAV Working Seed lot
AHAVBWAQO3 Ta OHOB/IEHHA
KBanichikaLinHOro NpoTokony Ass
pOo60YOro NOCIBHOTO 6aHKy KIiTUH

173. | TETPAKCUM®/ CYCNeHs3ia AN iH'eKLild, CaHodpi MacTep PpaHLis CaHodpi MacTep, PpaHuis/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/13069/01/01
TETRAXIM no 1 nonepeaHL0 ®paHuia (NoBHWI YropumHa marepianis: 3miHu | Tuny -
BAKUVHA AnA 3anoBHeHOMY LnpuLy LMK BUPOOHMLTBA, nepedopmaTyBaHHs iHdopmavii
MPO®ITAKTUKN no 0,5 mn (1 posa) 3 KOHTPO/b SKOCTI, po3ginis 3.2.P, 3.2.ATta3.2.R
BUNOTEPII, MPUKPINIEHOI0 FOKO0 BTOPVHHE Mogayns 3 Ta BignosigHUX po3ginis
NMPABLA, (abo 2-ma okpeMummn nakyBaHHs, BUMYCK Mogyns 2 3ara/ibHOro TeXHIYHOro
KALLUTIOKY rofikamu), Lo MiCcTuTb cepii); CaHodi- nokyMeHTy (CTD); 3miHu Il Tuny -
(ALENIONAPHUIA CycneHsito ans iH'eku;iin, AseHrTic MpaiisiT Ko. BBEAEHHS TPbOX KPUTUYHNX
KOMMOHEHT) TA B KapTOHHIi kopo6Lj; no Nta., Nnatdopma napameTpiB npoecy (TpuBanictb
noniomMienity 1 nonepefHbO NoricTukM Ta KOHTakTy oinbTpa / NpoayKTy;
AACOPBOBAHA, 3arnoBHEHOMY LUNpuULY AncTpubyLii y m. cniBBigHOLWEHHSA BUTpaTn /
IHAKTUBOBAHA, no 0,5 mn (1 posa) 3 Bypanewr, noBepxHi inbTpawii;
PIAKA NPUKPINIEHOI0 rONKO YropwuHa CriBBiAHOLLEHHA 06'eM / NOBEPXHSA

(abo 2-ma okpemummn (BTOpUHHE dinbTpauii), ki nignaraoTe
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

ronkamu), Lo mMicTUTb
CycneHsito oNns iH'ekwiin B
KapTOHHiiA KopobLyi, B
AKIA MiCTUTBCA
CTaHf4apTHO-eKCnopTHa
yrnakoBka Ta IHCTPYKUis
AN MegnyHoro
3aCTOCYBaHHSA

nakyBaHHS1, BUNYCK
cepir)

KOHTPO/O Nif, Yac CTepWIi3yroHOoi
QiNbTpauil KOMNOHEHTIB BaKUUHU
DTacP-IPV (Final Bulk Product) Ha
BMPOGHUUIN AinbHUUI Mapci
NMEtyans, ®paHuis

174.

TIOMEHTAN

niodhinizat gnsa po3unHy
ONs iH'ekuii no 0,5 ;
dhnakoHu 3 nioghinizatom

MAT
"Kuismeanpenapat"

Ykpaina

MAT
"Kunismegnpenapar”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
Marepianis: 3miHu | Tuny -
BHECEHHS 3MiH 10 MaTepianis
peecTpauinHoro gocke, p. 3.2.S.6
Cucrema
KOHTelHep/3aKynopoBabHWi
3acib, a came nNpuBeaeHHs A0
OHOB/IEHUX MaTepiasiisa DMF
BMpOOHUKa ADI TioneHTasny
HaTpito (geTanisauis onucy
NepBUHHOI ynakosku Ad|
(Matepian nepB1UHHOrO NakyBaHHS
He 3MiHMBCS), 3MiHW B OMUCI
BTOPVHHOTO, TPAHCMOPTHOrO
nakyBaHHS Ta BU/TYYEHHS PO3Mipy
ynakoBKu Mo 4 Kr);
3anponoHoBaHo: CybcTaHLjito
TIONEHTaN HaTPIl0 NakyTb:
MepBrHHa ynakoska: 1. MepLunii
BHYTPILLHIA nakeT -
nonieTMNeHoBUiA NakeT 3
TepMocCk/eBaHHAM. 2. [pyruii
BHYTPILLHI nakeT -
nonieTMNeHoBUiA nNakeT 3
TEPMOCKNEOBaHHAM Mif
BakyyMmoM. BTopuHHa ynakoska: 1.
MakeT i3 a/1toMiHiEBOI hOsbIn 3
TEPMOCK/NEBAHHAM, 3 ETUKETKOI
Ha nakeri. 2. MNonieTnneHoBwiA
nakeT 3 TepMOCK/1EI0BaHHSM, 3
eTUKEeTKOI Ha nakeTi. CTaHAapTHa
Bara — 2 Kr.

3a peyenmom

UA/3916/01/01

175.

TIONEHTAN

niodpinizat ANs po3vnHy
ans iH'ekuii no 1,0 r;
dhnakoHu 3 nioghinisatom

MAT
"Kuismegnpenapar"

YKpaiHa

MAT
"KniBmegnpenapar”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
BHECEeHHS 3MiH 0 MaTepiasis
peecTpauiiiHoro gocee, p. 3.2.S.6
Cucrema
KOHTelHep/3aKynopoBanbHWi
3acib, a came NpuBeAEHHA A0
OHOB/IEHUX MaTepianiisB DMF

3a peyenmom

UA/3916/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BMpO6HUKa A®I TioneHTasny
HaTpito (aeTanisauia onucy
nepBuHHOT ynakoskn Ad|
(mMaTepian NepBMHHOTO NaKyBaHHS
He 3MiHUBCS), 3MiHV B OMNWUCI
BTOPVHHOTO, TPAHCMOPTHOrO
nakyBaHHS Ta BU/TyYEHHS PO3Mipy
ynakoBKm No 4 kr);
3anponoHoBaHo: Cy6cTaHLjito
TiONeHTas1 HaTPIl0 NakKyloTb:
MepBrHHa ynakoBka: 1. MepLunii
BHYTPILLHI nakeT -
nonieTMNeHoBUii nNakeT 3
TepMOCK/eBaHHAM. 2. [pyruii
BHYTPILLHI nakeT -
nonieTMNeHoBUii NakeT 3
TEepPMOCK/EOBaHHAM nig,
BaKyyMoM. BTopuHHa ynakoska: 1.
MakeT i3 antomiHieBOT honbrn 3
TEPMOCK/NEIOBAHHSAM, 3 €TUKETKOID
Ha nakeri. 2. MNonieTnIeHoBWA
nakeT 3 TepMOCK/IEI0BaHHSAM, 3
eTMKeTKOI Ha nakeTi. CTaHgapTHa
Bara — 2 Kr.

176.

TOPACEMIA-
DAPMEKC

pO34MH A1 iH'eKUi, 5
Mr/MA Mo 4 mny
chnakoHi, no 5 chnakoHis
Y KOHTYPHIli YapyHKOBIli
ynakosLi, no 1
KOHTYPHIli YapyHKOBIi
yMakoBLji B KAPTOHHIl
naJui; no 4 mn B amnyni,
no 5 amnyn y 6nictepi,
no 1 6nictepy B
KapTOHHIA nayi; no 4
M/1 B amnyni, no 5
amnyn y KapTOHHIl
nauui 3 neperopogkamu

TOB "®APMEKC
reyn"

YKpaiHa

TOB "®APMEKC
rPYI", YkpaiHa
(MOBHWIA LUKN
BMPOGHMLITBA Ta
BMNyCK cepil);
ToBapucTso 3
06MeXeHoto
BiANOBIAANILHICTIO
"PapmaueBTnyHa
KOMnNaHis
"340poB'a”, YkpaiHa
(Bci cTagji umkny
BMPOGHMLTBA KpiM
BMNYCKY cepii)

Ykpaina

BHECEHHS 3MiH [0 peecTpavyiiiHnX
MaTepianis: 3MiHu | Tuny -
BHECEHHS 3MiH B TEXHO/IOTIYHWI
npoLec BUPOGHULITBA NIKAPCbKOro
3aco0y, 30KpemMa: BUK/OYEHHS
cTagii "Crabinisayist po3unHy y
chnakoHax/amnynax" 06yMOB/EHO
onTuMi3aLieto BUPO6HUYOro
npouecy. [laHa ctagis 6yna
BK/IOYEHA B TEXHOOTYHNI
npouec B AKOCTI A04aTKOBOT
cTepunizauii /13 (TOMUNKOBO
cTagiio 6yno 3a3HayeHo
"Crabinizauis"). OCHOBHUM
Cnoco6om 3abe3neyeHHs
CTepuabHOCTI AaHoro /13 €
cTepunisytoda inbTpauis. Ha
[aHunit yac BCTaHOBMEHO, LLIO
fJopartkoBa TepMiyHa 06pobka B
3asBneHoOMy pexumi (102+2)° C
npoTsArom 10 XB He BUKOHYE
hyHKLiT cTepunizaui, OcKifbku
BifIpi3HAETbCS Bif, pekomeHaaLii
Y woao naposoi cTepuisauii

3a peyenmom

UA/17884/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
(He meHwe 121° C npotsarom 15
XB), Ta HE € HEObXigHOW B
TEXHONOTrYHOMY MpoLeCi
177. | TPUAKYTAH® masb no 15 ry 1y6i; no 1 MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpaljiiiHux | 3a peyenmom UA/4454/02/01
Ty6i B nayui "Kvismegnpenapat” "KuiBmegnpenapar" marepianis: 3miHu | TUNy - 3MiHa
Ha3Bu BNPOGHKKa ADI
(FeHnTamiyuHy cynbdar), 6e3
3MiHM MicLS BUPOBHMLTBA:
3anponoHosaHo: Fuan
Pharmaceutical Group Yantai
Justaware Pharmaceutical Co.,
Ltd., Kutai
178. | TPUAYKTAH MB TabneTku, BKpUTI TOB "ACIHO Ykpaina TOB "dapma Crapt” YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/5030/01/01
NAiBKOBOK 060/IOHKOHO, YKPAIHA" marepianis: 3mMiHW | TURY - 3MiHK
3 MoauduiKoBaHUM BHECEHO B TEKCT MapKyBaHHSA
BUBINbHEHHAM, NO 35 Mr; ynakoBku Ne 20 (20x1) wopao
no 10 TabneTok y HaHeCeHHs N10roTuMy «coLljasibHa
6nicTepi; no 3 abo 6 nporpama.
6nicTepiB y KApTOHHIl TepMiH BBEEHHSA 3MiH NPOTAromM 6
nadui; no 20 TabneTok y MicsILiB nicns 3aTBepoKEHHS
6nictepi; no 1, 3 abo 4
6nicTepy y KapTOHHIl
nayui
179. | TPUTALE® Tabnetkn no 5 mr; Ne 28 TOB "CaHogi- YkpaiHa CAHO®I C.P.N. ITanis BHECEHHS 3MiH 40 peecTpaLiiHnx 3a peyenmom UA/9141/01/02
(14x2): no 14 TabneTok ABeHTIC YKpaiHa" MaTtepianis: 3MiHu | Tuny -
y 6nicTepi; no 2 noAaHHs OHOBJ/IEHOTO cepTudikaTy
61icTepy B KApTOHHIl BignoBigHocTi €d R1-CEP 2001-
KopoobLi 297-Rev 05, Ha nigcTasi
[ofaBaHHsA HOBOrO
anbTepHaTmBHoro npouecy (Ib),
LLIO 3anpoBaXye HOBY NPOMiXHY
PeyoBUHY AN1A BUPOGHMLTBA
Aitoyoi pevoBuHM Paminpuny.
O6uaBa BUPOOHUKN NPOMDKHUX
peyoBuH 3a3HavatoTbca B CEP.
BignosigHo go ICH Q3D
[04alTbCA e/TeMEHTHI JOMILLKM
Pd gns Beix anbTepHaTUBHUX
npouecis Ta Li y Bunagky
anbTepHaTneHoro npouecy Ib go
CEP
180. | TPUPAC® 10 PO34MH A4 iH'ekuii, 10 MeHapiHi Niokcembypr A. MeHapiHi ITanisa BHECEHHS 3MiH 10 peecTpaliiiHux | 3a peyenmom UA/2540/03/01
AMNOYNN MI/2 M/1 N0 2 MN B IHTEepHeLwoHan MaHyakTypiHr marepianis: 3MiHu | TUNY - 3MiHa
amnyni, no 5 amnyn'y OnepeiiwoHc NoricTikc eng YMOB cTepunisauii Ta

Kopobu,i

Jiokcembypr C.A.

Cepsicec C.p.Jl.

aeniporeHisauii amnyn 3a
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n/n

Ha3sBsa nikapcbko20

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Temnepartypu 230> C BNpoOAOBX
60 XB. 4O OTPUMAHHSA 3HAYEHHS
FH = 30 value; 3minu | Tuny -
3MiHW Y MpoLEeci KOHTPOSIO Mif Yac
BMPOGHMLITBA FOTOBOTO
nikapcbKoro 3acoby, a came
BBE[IEeHHA a/lbTepHaTUBHWIA TecT
Ha UiNnicTHICTb inbTpauiiHol
cuctemu "bubble point test" go
BXe 3arBepmxeHoro foreward-flow
test ( TeCT NPSAMOro NOTOKY)

181.

TPULUUTPOH
EKCTPA

NOPOLLIOK A/1A
OpasIbHOT0 PO34uHY, NO
10 a6o 30 cawe y
KapTOHHI Kopobui

TOB
"GapmaueBTnyHa
KoMnaHisa "dapKoC"

Ykpaina

TOB
"®apmaueBTnyHa
KoMnaHis "dapKoC"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3miHu | Tuny - 3miHn
Lofo 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
BBefeHHs1 40AaTKOBOrO TEKCTY

MapKyBaHHS YNakoBKW Nikapcbkoro

3acoby i3 3a3Ha4YeHHAM TOProBOro

3HaKy anTe4yHoi Mepexi.

6e3 peyenma

UA/18162/01/01

182.

YBICTE3NH
DOPTE

PO34UH ANs iH'EKUIA; No
1,7 Mn y KapTpuaxi; no
50 kapTpuaxis y
MeTanesili 6aHLUi

3M [JoiiunaHg rmeX

Himeyunna

3M JoiiunaHg MmeX

HimeuunHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
BUAAIEHHS] BUPOOHMKa AdI
Articaine hydrochloride BASF
PHARMA (EVIONNAZ) SA,
Switzerland; 3miHu | Tvny -
nofaHHsa HOBOro cepTudpikara
BIANOBIAHOCTI EBpONechbkili
hapmakonei Ne R1-CEP 2002-
198-Rev 03 gnA Aitoyoi peyoBuHN
Articaine hydrochloride Big HoBoro
BMpo6HUKa ( BnacHuk CEP-
Siegfried Evionnaz SA,
LLIBeiiuapisi; BUpo6HUYa AinbHULA-
Siegfried St.Vulbas SAS,
®paHuif); 3MiHK | TMNY - NoAaHHSA
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI EBpONechbkili
hapmakonei Ne R1-CEP 2002-
198-Rev 04 ans Aito4oi pevoBrHN
Articaine hydrochloride Big
BUpobHuKa SIEGFRIED
EVIONNAZ SA; 3minu | Tuny -
noAaHHA OHOBNEHOTO cepTudikara
BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 2013-
266-Rev 00 gna aitoyoi peyoBuHU
Adrenaline Big Bxe
3aTBEPAKEHOr0 BUPOGHMKA

3a peyenmom

UA/10196/01/02

148




Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Cambrex Profarmaco Milano S.r.l;
3MiHK | TUMY - NogaHHA
OHOB/IEHOTO cepTudikaTa
BIANOBIAHOCTI EBpONechbkil
thapmakonei Ne R1-CEP 2010-
262-Rev 00 ans Aito4oi peyoBuHM
Articaine hydrochloride Big Bxe
3aTBepxeHoro BupobHrka Moehs
Iberica S.L., IcnaHis
183. | YNbTIBPO MOPOLLIOK A5 iHFaNALiA, HoBapTic ®apma Al LLiBefiuapis HoapTic ®apma LLiBefiuapis BHECEHHS 3MiH 10 peecTpaljiiiHux | 3a peyenmom UA/14569/01/01
BPU3XAWNEP TBepAi kancynm no 110 LWTeliH A MaTepianis: 3MiHu | Tuny -
MKr/50 MKr; no 6 kancyn BHECEHHS 3MiH [0 MaTepianis
y 6nicTepi; no 1, no 2 peecTpauiiHoro Aocke A0 po3ainy
ab6o no 5 6nictepiB y "3.2.P.7 Cuctema koHTeiHep/
naJui pasom i3 ogHUM 3aKynoproBasibHUIA 3aci6™:
iHraNsATOpOM Yy KOpobL; BW/TyYEHHS MOCTavyasibHUKIB
no 6 kancyny énicrepi, MeauyHoro BUpoo6y (iHransitopa),
no 5 6nictepis y nauui a came: SAS Nypro France
pasom i3 ogHUM
iHranATopom, no 3 nayku
y kopob6ui
184. | PANIBAKC pO34MH A4 iH'eKUiid, 250 O-p Peppi'c IHAjA O-p Peppi'c IHAjA BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/16437/01/01
Mr/5 Ma; no 5 mny Na6opaTopic /T4, Nab6opaTtopic MaTepianis: 3MiHu | Tuny -

nonepeAHbL0
HarnoBHEHOMY LINpUL;
no 2 nonepegHLo
HamnoBHEHMX Lnpuua
pasom 3 fjBoma
6e3neyHMU ronkamMm B
KOHTYPHIli YapyHKOBIi
ynakosLi; no 1
KOHTYPHIli YapyHKOBIi
yNakoBLi B KAPTOHHIN
Kopoobui

Nimitea, BupobHnya
OinbHMUA - 9

36inbLUEHHA po3Mmipy cepii 13 3
13 n go 20 n BBegeHHs 3MiH
NpOTArom 6-Tv MicALiB nicns
3aTBEPMKEHHS; 3MiHN | TUny -

3aTBepxeHHa MKA /13

YKpaiHCLKOH MOBOK. BBeAeHHSA

3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPKEHHS; 3MiHK | Tuny -

3MiHK Ao cneumdikayii A®I 3a
NOKa3HNKOM «Onue»;
3anpornoHoBaHo: White powder;
3MiHW | TUMY - JONOBHEHHSA
cneuudikaLii Ta MeToaiB
KOHTPOMH0 AD| HOBUM NOKa3HUKOM
«30BHILLHIl BUrNAA PO3YUHY
aKTUBHOT cybcTaHLUi» 3
HOPMYBaHHSAM «He Gifnblue
onasieCLEHTHUIA, HXX eTaSIOHHWIA
po3unH I» BignosigHo fo Bumor EP

2.2.1; 3MiHW | TUNY - BUSTYYEHHS 3i

cneundikauii Ta meToais

KOHTpoNt0 AP| nokasHvKa «Baxki

MeTasn»; 3MiHU | Tuny -
npueBefeHHs cneundikavii APl 3a
nokasHukom «CynpoBigHi
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

[OMILLKM» [0 BUMOT MOHOrpadii
USP; 3MiHu | TUNY - KOPUryBaHHS
HanucaHHa Ha3BU PO3UYMHHUKA Y
cneuudikauii A®l 3 Heptanes Ha
n-Heptane, 6e3 3mMiHN KpUTEPIiB
NPUAHSATHOCTI; 3MiHW | TUNy -
He3HauHi 3MiHN Y 3aTBEpAKEHIl
MeToauLi BUNpobysaHHsA ans Adl
3a nokasHukom Diastereo isomer
ratio by HPLC; 3MiHu | Tuny -
He3HauHi 3MiHW Y 3aTBEpPKEHIN
mMeToauui ansa APl 3a NoKasHUKOM
«3aVLLKOBI PO3YMHHUKN METOAO0M
X»

185.

DE3AM®

Kancynu Teepai no 10
kancyn y 6nictepi, no 2
ab6o 6 6nictepiB y
KapTOHHI Kopoobui

TOB "TeBa YkpaiHa"

Ykpaina

BankaHndapma-
AynHuua AT

Bonrapis

BHECEHHS 3MiH [0 peecTpavuiiHnX
Marepianis: 3miHu | Tuny -
noAaHHA OHOB/EHOTO cepTudikarta
BIANOBIAHOCTI EBPONENChbkili
thapmakonei Ne R1-CEP 2003-
150-Rev 02 gna aitoyoi peyoBuHU
Cinnarizine Big Bxe
3aTBepxeHoro B1upobHrka FDC
Limited, IHais; 3miHm | Tuny -
npusefeHHs cneumndikauii AdI
BMpo6HuuTBa FDC Limited, IHgjia y
BiANOBIAHICTb A0 BUMOT
MoHorpadii Cinnarizine EP 3a
MOKa3HNKOM «Baxki MeTann»
(BUNy4EHO NOKA3HUK)

3a peyenmom

UA/3371/01/01

186.

®EHIBYT

Tabnetku no 250 mMr no
10 TabneTok y 6nicTepi;
no 1, a6o 2, a6o 3, abo
5 6nicTepiB y nauui 3
KapToHy

TOB "PIK-®APM"

Ykpaina

BMPOGHMLTBO
Hepo3acoBaHoro
NpPoAyKTy, NepBrHHE
Ta BTOPVHHE
nakyBaHHs:
ABC dapmaueyTiyi
C.n.A., ltanis;
BTOPUHHE
nakyBaHHs,
KOHTPO/Ib AKOCTI
roToBOT NPOAYKLIi Ta
BUNYCK cepil:
TOB "MIK-®APM",
Ykpaina

ITanis/
YkpaiHa

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

nocBeigyeHHs) (3rigHo Hakaly MO3

Big 23.07.2015 Ne 460); 3miHu |
TMny - 3MiHK Woao
6e3nekn/edpeKTNBHOCTI Ta
chapmakoHarnsgy. BeefeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy thapmakoHarnsgy,
3MiHa yNOBHOB&XeHOI 0cobu,
BignoBigabHOI 3a 34jACHEHHS
hapMakoHarnaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3aABHUKa A1 3MiICHEHHS
dhapmMakoHarnagy B YkpaiHi, Ko

6e3 peyenma

UA/14615/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BOHa BifMiHHA Bif, yNIOBHOBaXXEHOI
ocobu, BignoBifanbHOT 3a
3pjiicCHeHHs1 hapmakoHarnagy
(BK/IHOYAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnagy) - 3miHa
YMNOBHOBaXXEHOT 0CO6M 3as1BHMKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnag. [ivoya pegakuis:
MueHiOK Mapisa CTenaHiBHa.
MponoHoBaHa pepakuis: MNyHs
Onbra OnekcaHgpiBHa. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXEHOT
ocobu, BifnoBifabHOI 3a
thapmakoHarnsg. 3miHa micus
3[jACHEHHSI OCHOBHOT Aisi/IbHOCTI 3
hapmakoHarnagy. 3miHa agpecu
mMacTep-caiina cucremm
chapmakoHarnsay Ta inoro Homepa

187.

DEPUHXEKT®

PO34nH A1 iH'eKLin Ta
iHdpysiiA, 50 mr/mn, no 2
M1 abo no 10 mny
donakoHi; no 1 aéo 5
(h/1aKOHIB y KapTOHHIi
Kopobui

Bidhop (IHTepHeLwHn)
IHK.

LLisefuapis

BINCO 'mbX,
HimeuunHa
(BUPOBHMLTBO
Hepo3dgacoBaHOl
NpoAyKLii, NepBUHHA
Ta BTOPUHHA
ynakoska); BA/IOA,
LBeiiuapis
(BTOpPUHHA
ynakoBka); Bichop
(IHTepHewwH”N) IHK.,
LBeiiLapis
(BTOPUHHA
ynakoBka, f103BiN Ha
Bunyck cepii ); 14T
Bionorika M'm6X ,
Himeuunna
(BUPOBHMLTBO
Hepo3dgacoBaHOl
NpoAyKLii, NepBUHHA
Ta BTOPUHHA
yrnakoBka )

Himeuunna/
LLiBefiuapis

BHECEHHS 3MiH [0 peecTpavLiiHnX
marepianis: 3MiHW | TUMY - 3MiHK
ofo 6e3nekn/edekTMBHOCTI Ta

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHUX Npo
cuctemy chapmakoHarnagy

(BBEAEHHSA Y3araslbHEHNX AaHNX
npo cucTemy chapmakoHarnsgy,

3MiHa YyNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsay; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 34ICHEHHSA
hapmakoHarnagy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, YyNOBHOBaXEHOT
ocobwu, BiAgnoBifanbHOI 3a
3AjiCHeHHs1 hapMakoHarnagy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnagy) - 3miHa

YMNOBHOBaXEHOT 0COOM 3as1BHMKA,

BignoBigasibHOI 3a
hapmakoHarnsg.

MponoHoBaHa pepakuis: Gabriele

Fox. 3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XEHOI 0CO6U 3as1BHYKA,
BiANOBIAa/IbHOI 3a
dpapMakoHarnsg.

3a peyernmom

UA/13356/01/01

151




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

188.

DINAN

3MiHa KOHTaKTHOT 0co6u
3asBHVIKa, BigNOBiAa/IbHOT 38
thapmakoHarnag B Ykpaii.
MponoHoBaHa pegakuis:
Muxavintok MapuHa
CraHicnasiBHa. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0cobu
3asBHVKa, Bi4NOBiAa/IbHOT 38
hapmakoHarnag B Ykpaini. 3miHa
MiCLie3HaxOpKeHHs1 macTep-
dhaiina cuctemu chapmakoHarnsay

189.

DIAN

TabneTkn, BKPUTI
o60noHkoto, no 50 wr,
no 1 rabnetuiy
6nictepi, no 1 6nictepy
B KapTOHHIi kopo6uji, Mo
4 TabneTku y 6nictepi,
no 1 6nictepy B
KapTOHHIA Kopoo6Li

CaH
dapmMacboTuKan
IHaacTpi3 MimiTes

IHais

CaH
dapmacboTuKa
IHpacTpi3 Nimiteq,

IHais

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

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy chapmakoHarnagy

(BBEAEHHSA Y3araslbHEHNX AaHNX
npo cucTemy thapmakoHarnsgy,

3MiHa YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsay; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 34ICHEHHSA
hapmakoHarnsgy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, YyNOBHOBaXEHOT
ocobwu, BiAgnoBifanbHOI 3a
3AjiCHeHHs1 hapMakoHarnsgy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnagy) - 3miHa

YMNOBHOBaXEHOT 0COOM 3as1BHMKA,

BignoBigasibHOI 3a
hapmakoHarnsg.
MponoHoBaHa pegakuis: Dr. Vivek
Ahuja. 3MiHa KOHTaKTHVX AaHNX
YNOBHOBAaXEHOT 0Cco6M,
BiANOBIAa/IbHOI 3a
thapmakoHarnsg,. BeegeHHs
afpecun MicLLe3HaxoMKeHHS
mMacTep-haiina cuctemm
chapmakoHarnsgy. BeegeHHs
agpecu, ae 34iNCHI0ETbCA
OCHOBHa fjsifIbHICTb 3
chapmakoHarnsgy

3a peyernmom

UA/14350/01/01

TabneTtku, BKPUTI

060/10HKOH, Nno 100 wmr,

CaH
PapmacbioTukas

IHais

CaH
PapmMacbloTUKan

IHAis

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHW | TUNY - 3MiHK

3a peyenmom

UA/14350/01/02

152




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

no 1 Tabnetuiy
6nictepi, no 1 6nictepy
B KAPTOHHIlA KOpOGL

IHgacTpi3 Nimiteq

IHpacTpi3 Nimiteq,

LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs a6o
3MiHU [0 y3araslbHEHUX AaHuX Npo

cuctemy chapmakoHarnsagy

(BBEAEHHSA y3araslbHEHVX AaHUX

npo cuctemy capmakoHarnsgy,

3MiHa YyNOBHOB&XeHOI 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
thapmakoHarnagy; KOHTakTHoOl
0ocobu 3 hapmakoHarnsgy
3aABHUKa 419 34iACHEHHS
thapmakoHarnagy B YkpaiHi, SKLo
BOHa BifMiHHA Bif, yNIOBHOBaXXEHOI
ocobu, BignoBifanbHOI 3a
3pjiicCHeHHs1 hapmakoHarnagy
(BK/IHOYAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnsgy) - 3miHa

YMNOBHOBaXEHOT 0CO6M 3as1BHMKA,

BiANOBIAa/IbHOI 3a
thapmakoHarnsag.
MponoHoBaHa pepgakuis: Dr. Vivek
Ahuja. 3MiHa KOHTaKTHUX AaHnx
YMOBHOB&XeHOT 0cobw,
BignoBiganbHOI 3a
hapmakoHarnsg. BeegeHHs
afipecun MiCLie3HaxoMKeHHS
macTep-chaiina cuctemm
thapmakoHarnsgy. BeegeHHs
agpecw, ae 34iCHI0ETbCA
OCHOBHa iSNbHICTb 3
hapmakoHarnsay

190.

®NIOPA3IA,

MOPOLLOK A1 PO3UUHY
ansiHekuinnolr, 1
h/1aKOH 3 NOPOLLKOM Y
Kopobui

AHaHTa Megikeap
nra.

Benuka
BputaHis

Csicc NepeHTepanc
nta., IHAis;
AHaHTa Megikeap
Nimiteq, IHAisA

IHais

BHECEHHS 3MiH [0 peecTpaviiiHnX
mMartepianis: 3MiHu | Tuny - 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbkuin 3aci6.
3MiHN y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYHTbCA
BWMYCKY Cepii Ta KOHTPO/IH0 AKOCTI
rOTOBOrO J1iKapCbKOro 3acoby
(3amiHa abo gofaBaHHsA
BMPOGHMKA, LU0 Bignosigae 3a
BBE3EHHS Ta/abo BMMNycK cepil) -
Bitovatoun
KOHTPO/b/BUNPOBYBaHHA cepii -
BBE/EHHS A0AATKOBOI BUPOOHNYOT
OinbHULI 4151 BCbOro BUPOOHNYOro
npoLiecy rotToBoro Nikapcbkoro

3a peyernmom

UA/17125/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

3acoby - AHaHTa Mepgikeap
NimiTes, IHAis (BBeAEHHS 3MiH
npotArom 3-x MicauiB nicns
3aTBEPMAKEHHS); 3MiHW | TUny -
3MiHK 3 sKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3amiHa abo
BBEAEHHS [0AATKOBOI AiNbHUL
BVMPOGHMLTBA A1 YacTUHU abo
BCbOr0 BMPOOHMYOro npouecy
roTOBOrO JliKapCbKOro 3acoby
(ZinbHMUA, Ha Skl NPOBOAATLCA
6yApb-AKi BUPOGHWYI cTagii, 3a
BUHATKOM BUMNYCKY cepii,
KOHTPOJT0 SKOCTi Ta BTOPUHHOTO
nakyBaHHS 4151 CTEPUTbHNX
nNikapcbKnx 3aco6iB (BKIOHAKUN

BMPOG/IEHI aceNnTUYHNM METOAOM),

KpiM nikapcbkunx 3acobis
6ionoriyHOro/iMmyHo10rvyHoro
MOXOLPKEHHS)
CynyTHS 3MiHa
- 3MiHK 3 sIKOCTi. FOTOBWMIA
nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3amiHa abo
BBEAEHHS [0AATKOBOI AiNbHUL
BVMPOGHMLTBA A1 YacTUHU abo
BCbOr0 BMPOOHMYOro npouecy
roTOBOrO JliKapCbKOro 3acoby
(ainbHULA ANA BTOPUHHOMO
nakyBaHHS) - BBEL,EHHSA
[04aTKOBOT BUPOGHMYOT AiNbHULI
0151 BCbOrO BUPOBHMYOro npouecy
roTOBOrO JlikapCbKOro 3acoby -
AHaHTa Megikeap fMimites, IHAA.
BBefieHHs 3MiH npoTarom 3-x
MiCALIB MiCNS 3aTBEPAXKEHHS;
3MiHK | TUNY - 3MiHK WoA0
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
3MiHW BHECEHO LL0A0 [0aTKOBOrO
BMPOGHMKa Ta ioro
MiCLLe3HaxX0MKEHHS, SIK HACNif0K
nosiBa [0AaTKOBOro NnakyBaHHS.
3MiHN BHECEHI LWO0A0 peAaryBaHHs
IHCTPYKUii 4Nns MegnyHoro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby
y po3sginax "BUpo6HuK" Ta

"Micue3HaxomKeHHs BUPOGHMKa
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Ta lioro agpeca micus
NpoBapPKEHHS AiSNbHOCTI" Ansa
MOX/IMBOCTi APYKYBaTUN iHCTPYKLIT
[N KOXHOTO BUPOGHMKA OKPEMO.
BBefeHHs 3MiH NpoTArom 3-x
MicALIB MiCNsA 3aTBEP)KEHHS
191. | ®P/IOPA3IA MOPOLLIOK A1 PO3UMHY AHaHTa Megikeap Benuka Csicc NepeHTepasc IHAis BHECEHHS 3MiH 10 peecTpaljiiiHux | 3a peyenmom UA/17125/01/02
ansiHekuinno 2r, 1 nra. BputaHis nta., IHAis; mMartepianis: 3MiHu | Tuny - 3MiHK 3

h/1aKOH 3 NOPOLLKOM Y
Kopobui

AHaHTa Megikeap
Nimiteq, IHAisA

AKOCTi. [OTOBWIA Nikapcbkuin 3aci6.
3MiHN Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYHTbCA
BWMYCKY Cepii Ta KOHTPO/IH0 AKOCTI
rOTOBOrO J1iKapCbKOro 3acoby
(3amiHa abo gofaBaHHsA
BMPOGHMKA, LU0 Bignosigae 3a
BBE3EHHS Ta/abo BMMNycK cepil) -
Bitoyatoun
KOHTPO/b/BUNPOBYBaHHA cepii -
BBE/EHHS A0AATKOBOI BUPOOHNYOT
OinbHULI 4151 BCbOro BUPOOHUYOro
npoLiecy rotToBoro NikapCbkoro
3acoby - AHaHTa Mepgikeap
Nimites, IHAis (BBeAEHHS 3MiH
npoTArom 3-x MicAuiB nicas
3aTBEPMAKEHHS); 3MiHW | TUny -
3MiHK 3 sKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3amiHa abo
BBEAEHHS [0AATKOBOI AiNbHUL
BVMPOGHMLTBA A1 YacTUHU abo
BCbOro BMPOOHMYOro npouecy
roTOBOrO iKapCbKOro 3acoby
(@inbHMUSA, Ha AKI NPOBOAATLCSA
6yAb-AKi BUpOGHWYI cTagii, 3a
BUHATKOM BUMYCKY cepii,
KOHTPO/IO SIKOCTi Ta BTOPUHHOTO
nakyBaHHS 4151 CTEPUTbHNX
nikapcbknx 3acobis (BKIOHAKOUM
BMPOGIEHI aceNnTUYHNM METOAOM),
KpiM nikapcbkux 3acobis
6i0n0rivYHOro/iMyHOM0r4YHOro
MOXOLKEHHS)
CynyTHS 3MiHa
- 3MiHK 3 sIKOCTi. FOTOBMIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3amiHa abo
BBEAEHHS [0AATKOBOI AiNbHUL
BVMPOGHMLTBA A1 YacTUHU abo
BCbOro BMPOOHMYOro npouecy
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

rOTOBOrO J1iKapCbKOro 3acoby
(8iNbHULA 4N BTOPUHHOTO
nakyBaHHS1) - BBE,EHHS
[04aTKOBOT BUPOGHMYOT AifbHULI
AN BCbOro BUPOBHMYOro npovecy
roTOBOrO NiKapCbKOro 3acoby -
AnaHTa Megikeap flivites, IHAis.
BBegeHHs 3MiH NpoTArom 3-x
MicsLiB NiCNsA 3aTBEPAYKEHHS;
3MiHY | Tuny - 3MiHK WoAao
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
3MiHW BHECEHO LLOA0 [0aTKOBOro
BMPOGHUWKa Ta lioro
MiCLIE3HaXOMKEHHS, SIK HAaC/ifO0K
nosiBa [0AaTKOBOro NakyBaHHS.
3MiHV BHECeHi WoAo pefaryBaHHs
IHCTPYKUii 4na MeguyHoro
3aCTOCYyBaHHS Nikapcbkoro 3acoby
y po3sginax "BUpo6HuK" Ta
"Micue3HaxomKeHHs BUPOGHMKa
Ta lioro agpeca micus
NpoBapPKEHHS AiSNbHOCTI" Ans
MOX/IMBOCTi APYKYBaTUN iHCTPYKLIT
L7191 KOXHOTO BUPOGHMKA OKPEMO.
BBegeHHs 3MiH NpoTArom 3-x
MicALIB MiCNsA 3aTBEP)KEHHS

192.

onyimyumn

pO34MH A4 iH'ekuiid, 100
Mmr/mn, no 3 M1 B
amnyni; no 5 amnyn'y
n1acTMKOBOMY MifA0HI B
KapTOHHI navui

"3AMBOH C.M.A."

ITanis

3amboH C.M.A.

ITanis

BHECEHHS 3MiH [0 peecTpavLiiiHnX
MaTepianis: 3MiHu | Tuny -
BU3HAYEHHS MOKa3HUKa
«lgeHTudikauis» fONOBHEHO
HOBUM HEPYTUHHVUM METOLOM
BMNPOGYBaHHA — METOA,0M
TOHKOLLIAPOBOT XxpomaTtorpadii

3a peyenmom

UA/8504/01/01

193.

DJTIO3AK

Tabnetku no 50 mr, no 4
Tabnetkn y 6nictepi; no
1 6nicTepy B kopobui

€BPO IANOKEP
MPAMBIT NIMITES,

IHais

dAC NiviTepn,

IHAis

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHW | TUMY - 3MiHK
BHECEHI [0 iHCTPYKUii ans
Me[IM4YHOro 3aCTOCyBaHHS
NiKapcbKoro 3acoby y po3ainm
"Oco6MBOCTI 3aCTOCYBaHHSA",
"Mo6ivHi peakuii” BignNoBigHO A0
OHOB/IEHOI IHhopMaLii LLoao
6e3neku gjtoyoi peHOBUHN.
BBefeHHS 3MiH NpOTArom 6-1m
MiCALIB MiCNSA 3aTBEPL)KEHHS

3a peyenmom

UA/5495/01/01

194.

P/THO3AK

Tabnetkn no 150 mr no 1

€BPO JIAVNOKEP

IHAjs

OAC Nimiteq

IHAiA

BHECEHHS! 3MiH 10 peecTpaLiiHnxX

3a peyenmom

UA/5495/01/02
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Tabnetui y 6nictepi; no MPAVBIT NIMITEL, marepianis: 3MiHN | TUMY - 3MiHK
1 a6o no 3 6nictepu B BHECEHI [0 iHCTPYKUii ans
KapTOHHIli KopooLi Me[MYHOro 3acTocyBaHHsA
nikapcbKoro 3acoby y po3ginm
"Oco6NMBOCTI 3aCTOCYBaHHSA",
"Mo6iuHi peakuii" BigNoBIgHO A0
OHOB/IEHOI IHhopMaLii LWoao
6e3nekun gjtoyoi peHOBUHN.
BBefeHHs 3MiH NpoTArom 6-Tu
MICALIB MiC/1A 3aTBEPLKEHHS
195. | ®P/IIO3AK Tabnetku no 200 Mr no 2 €BPO NANDKEP IHais dAC NimviTep, IHais BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/5495/01/03
Tabnetkn y 6ictepi; no MPAMBIT NIMITES, marepianis: 3MiHW | TURY - 3MiHK
1 a6o no 2 6nictepu B BHeCeHi [0 iHCTPYKUil Ans
KapTOHHIlA KOpooLi MeAUYHOro 3acToCyBaHHS
NiKapcbKoro 3acoby y po3ainm
"Oco6nMBOCTI 3aCTOCYBaHHSA",
"Mo6ivHi peakuii” BignoBigHO A0
OHOB/IEHOI IHhopMaLii Loao
6e3neku gjtoyoi peHOBUHN.
BBefeHHA 3MiH NPOTArom 6-11
MiCALIB MiCNSA 3aTBEPL)KEHHS
196. | P/IOKONA® Tabnetku no 4 Tabnetkn | Ha6poc ®apma MBT. IHais Habpoc ®apma lMBT. IHais BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/7204/01/01

y cTpuni; no 1 ctpuny B
nanepoBOMY KOHBEpTI;
no 4 TabneTkun y cTpuni;
no 3 CTPUNW Y KAPTOHHiIlA
Kopo6ui; no 4 TabneTku
y cTpuni; no 1 ctpuny B
nanepoBoMy KOHBEpTi;
no 50 KoHBepTiB Y
KapTOHHIlA KopoobLi

nra.

nra.

marepianis: 3mMiHW | TURY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy. BeefeHHs abo
3MiHW [0 y3ara/ibHEHUX JaHuX Npo
cuctemy chapmakoHarnsgy
(BBEEHHSA y3arasibHeHUX AaHuX
npo cuctemy hapmakoHarnsgy,
3MiHa yNOBHOB&XeHOI 0cobu,
BignoBigabHOI 3a 34jACHEHHS
hapMakoHarnaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3aABHUKa 419 3MiICHEHHS
hapmakoHarnagy B YkpaiHi, Ko
BOHa BifMiHHA Bif, yNOBHOBaXXEHOI
ocobw, BignoBigasibHOI 3a
3[jiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTaKTHI faHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - amiHa
YMOBHOBaXXEHOT 0CObM 3as1BHMKA,
BignoBigasnbHOI 3a
hapmakoHarnsg.
MponoHoBaHa pepgakuis: Mr.
Manthan Shah / MaHTxaH LLlax.
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MiHa KOHTaKTHUX AaHnX
YMOBHOBaXEHOT 0co6Y,
BiANOBIAa/IbHOI 3a

hapmakoHarnsg. 3miHa

KOHTaKTHUX AaHUX KOHTaKTHOT
ocobu 3asBHUKA, BiANOBIAAUTbHOI
3a hapmakoHarnag B Ykpaii.
3MiHa HoMepa macTep-thaiina
cuctemu chapmakoHarnagy

197.

®NIOKONA®-N

TabneTkun no 4 TabneTkn
y CcTpuni; no 1 ctpuny B
nanepoBOMY KOHBEpTI;
no 4 TabneTkn y cTpuni;
no 3 CTPUNW Y KAPTOHHiIlA
Kopobui; no 4 TabneTku
y cTpuni; no 1 ctpuny B
nanepoBoMy KOHBepTi;
no 50 koHBepTiB Y
KapTOHHIA Kopoo6Li

Habpoc dapma lMBT.

nra.

IHais

Habpoc ®apma MBT.

nra.

IHais

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

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHWX Npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy chapmakoHarnsgy,

3MiHa yNOBHOB&XeHOi 0cobu,
BignoBifa/IbHOI 3a 34jACHEHHS
hapMakoHarnaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iiCHEeHHS
hapmMakoHarnagy B YkpaiHi, Ko
BOHa BifMiHHA Bif, yNOBHOBaXXEHOI
ocobw, BignoBigasibHOI 3a
3[jiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa

YMOBHOBaXeHOT 0CObM 3as1BHMKA,

BignoBiganbHOI 3a
hapmakoHarnsg.
lMponoHoBaHa pepakuisi: Mr.
Manthan Shah / MaHTxaH LLlax.
3MiHa KOHTaKTHUX AaHnx
YMOBHOBaXEHOT 0cobw,
BignoBiganbHOI 3a
hapmakoHarnfg. 3miHa
KOHTaKTHUX JaHnUX KOHTaKTHOT
0co6u 3asBHKKa, BigNOBiAa/IbHOT
3a hapmakoHarnag B Ykpaii.
3MiHa HoMepa macTep-thaiina
cuctemu dpapmakoHarnsgy

Ne 4; Ne 12 —
6e3 peyenma,
Ne 200 — 3a
peyenmom

UA/6266/01/01

198.

D/TIOKOPUK

kancynun no 150 mr, no 1
Kancyni y 6nictepi, no 1
6nicTepy y KapTOHHiii

CaH
dapmacbloTUKan
IHaacTpi3 fliviTeq

IHais

CaH
PapmacboTuKa
IHpacTpi3 Jliviteq

IHais

BHECEHHS 3MiH [0 peecTpavliiiHnX
marepianis: 3MiHW | TUNY - 3MiHK
of0 6e3nekn/edekTMBHOCTI Ta

6e3 peyenma

UA/6786/01/03
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Kopobui

thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy thapmakoHarnsgy,
3MiHa yNOBHOB&XeHOI 0cobu,
BigNoBiAa/IbHOI 3a 34jACHEHHS
thapmMakoHarnagy; KOHTaKTHOI
ocobu 3 hapmakoHarnagy
3as1BHMKA AN 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, KO
BOHa BifMiHHa Bif, yNOBHOBaXEHOI
0ocobw, BignoBigasibHOI 3a
3[iiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI faHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-cbaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CObM 3as1BHMKA,
BignoBiganbHOI 3a
hapmakoHarnsg.
MponoHoBaHa pepakuis: Dr. Vivek
Ahuja. 3MiHa KOHTaKTHUX SaHUX
YNOBHOBAXEHOI 0CO6M,
BignoBigasibHOI 3a
thapmakoHarnsg,. BeegeHHs
afpecy MicLe3HaxomKeHHS
MacTep-caiina cucremm
chapmakoHarnsgy. BeegeHHs
aapecy, ae 34iiCHI0ETLCSA
OCHOBHa fiSiNIbHICTb 3
chapmakoHarnsgy

199.

OYNBECTPAHT

MOPOLLIOK (Cy6CcTaHuis) y
NoABINHMX
nonieTnneHoBux
nakeTax gns
BMPOGHULITBA
CTepubHUX Ta
HecTepuIbHNX
NiKapcbknx doopm

Yemo I6epika, C.A.

IcnaHis

IHpgycTpiane Kimika,
c.p.n.

ITanis

BHECEHHS 3MiH [0 peecTpavuiiHnX
Marepianis: 3miHu Il TMny - 3MiHK 3
AKOCTi. A®l. BUpOGHULTBO -
OHoB/eHHs Bepcii DMF nioTwit
2019p., Ha nmtoTuiA 2021 p.

UA/14133/01/01

200.

DYPAIH

Tabnetku no 50 mr; no
10 TabneTok y 6nicTepi;
no 3 6nictepun B nayuj
KapTOHHIlA

AT "OnaiiHcpapm"

Natsis

AT "OnaiiHcpapm”

Nartsia

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
OHOBJIEHHSA BXE 3aTBEPKEHNX
METOAIB KOHTPOJItO AKOCTI
nikapcbKoro 3acoby, a came
BUKNAEHHS TEKCTY [ilepXXaBHO
MOBOIO 3TiJHO Cy4aCHWX BUMOT

3a peyenmom

UA/4300/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
201. | PYPAOOHIH Tabnetkn no 100 mr, no AT "OnaiiHdpapm" Natsis AT "OnaiiHchapm” NaTB.is BHECEHHS 3MiH 10 peecTpayjiiiHux | 3a peyenmom UA/3787/01/01
10 TabneTok y 6nicTepi; MaTepianis: 3MiHu | Tuny -
no 2 6nictepu B OHOBJIEHHSA BXe 3aTBepKeHnX
KapTOHHIW navu,i MeTOZIB KOHTPOJIIO AKOCTI
nikapcbKoro 3acoby, a came
BUKaEHHS TEKCTY AEPXaBHO
MOBOIO 3[ifJHO Cy4aCHWX BUMOT
202. | XABPUKC™ 1440 cycneHsist ans iH'ekuji nakcoCmiTKnsiAH Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/16497/01/02
BAKUUHA And 1440 Of1 ELISA no 1 mn Ekcnopt flimiteq BpuTanis Bionomxikans C.A. marepianis: 3MiHu |l TUny - 3amiHa
MAPO®ITAKTUKN (1 po3a pns gopocnux) cepii pobo4oro NociBHoOro
FENATUTY A y thnakoHi; no 1 matepiany (WS) gns
h/1aKOHY B KapTOHHIi BMPOGHMLITBA aKTMBHOI CybCTaHLi
kopo6ui; no 1 mn (1 Bipycy renatuty A (HAV) 3 HAV
[03a ANns fopocnux)) B Working Seed lot AHAVBWAO002
nonepeaHL0 Ha HAV Working Seed lot
HarnoBHEHOMY LUNpUL y AHAVBWAOQO3 Ta OHOBNEHHSA
KOMNJEKTI 3 rOf1IKOI0; N0 KBaUtigpikaLiiHoro npoTokony Ans
1 wnpuuy B KAPTOHHIN pPOo60YOro NOCIBHOTO 6aHKy KiTUH
kopo6ui; no 1 mn (1
[03a Ans Aopocsnx) y
thnakoHi; no 1 donakoHy
B KapTOHHIi kopo6Lj; no
1 mn (1 po3a ansa
Jopocnux) B
nonepegHL0
HanoBHEHOMY LINpUL Yy
KOMIM/IEKTI 3 rOJIKOI0; N0
1 wnpvuy B KAPTOHHIN
Kopobui
203. | XABPUKC™ 720 cycneHsis gns iH'ekuin nakcoCmiTKnsiH Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyernmom UA/16497/01/01
BAKUWHA ANnd 720 O[, ELISA, no 0,5 Ekcnopt NimiTeq BpuTtaHis Bionopxikans C.A. marepianis: 3mMiHu Il TUNy - 3amiHa
MPO®ITAKTUKN mn (1 go3sa ans giteid) y cepii pobo4oro NoCiBHOro
FENATUTY A thnakoHax Nel a6o matepiany (WS) gns
nornepeaHL0 BMPOGHMLITBA aKTMBHOI CyOCTaHLi
HanoOBHEHUX LUNPpULAX Bipycy renatuty A (HAV) 3 HAV
Nel y komnnekTi 3 Working Seed lot AHAVBWAO002
rOJIKOK Ha HAV Working Seed lot
AHAVBWAQO3 Ta OHOB/IEHHSA
KBanichikaLiiHOro NpoTokony A5
pOo60YOro NOCIBHOTO 6aHKy KiTUH
204. | XENMIAEPM NMOC Kpemno20r,no40r ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 peyenma UA/13321/01/01

a6o no 100 r y Ty6i; no 1
Ty6i y KOpobL,i 3 KapTOHY

obmexeHo
BiANOBIAA/IbHICTIO
"bapmaLieBTnyHa
KoMnaHis "3gopos'a”

06MexeHo
BiANOBIAA/ILHICTIO
"®apmMaLeBTnYHa
KoMnaHis “3gopos'a”

MaTepianis: 3MiHu | Tuny -
noAaHHs OHOBJIEHOTO cepTudikaTty
BiNOBIAHOCTI E€BpONENChKiii
papmakonei Ne R1-CEP 2006-
233-Rev 03 ansa Adl
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
[JekcnaHTeHon Big BXe
3aTBEPAKEHOr0 BMpo6HMKa BASF
SE, Germany. Ak Hacnifok
npvBefeHHs BXiAHOro KOHTPO/O
AKOCTI 3a NOKa3HMKaMm
“Po3unHHICTL”, “laeHTudikauis”,
“3-amiHonponaHon”, “Aomiwka A
Ta iHWi amiHocnonykn” Ta
“KinbkicHe BU3Ha4YeHHS" 40 BUMOT
MoHorpadii E®
205. | ULEPEBPONI3NH® PO34UH O151 iH'EKLLNA, EBEP Helipo ABCTpIs EBEP Heiipo ABCTpist BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/9989/01/01
215,2 mr/mn, no 1 mn dapma M'm6X dapma M'm6X marepianis: 3MiHu Il Tuny - 3amiHa
(215,2 mr) B amnyni; no Npo6Ky NepBUHHOT yrnakoBkun A®| —
10 amnyn B KAPTOHHIi KOHUeHTpaTy LlepebponianH® 3
Kopo6ui; no 2 mn (430,4 XN0p6YTUIOBOrO KayuyKy cepii
Mr) B amnyni; no 10 6321 Ha aHanoriyHy npoobky 3
amnysn B KApPTOHHIl XNopbyTUNOBOrO Kayuyky 3
Kopobui; no 5 mn (1076 NOAIMNWEHNMN XapakTepnucTukamm
mr) a6o 10 mn (2152 cepii 6422, y 3B'A3Ky 3
mr), abo no 20 mn (4304 NPUNYHEHHSM BUPOGHULTBA
Mmr) B amnyni; no 5 NpPO60OK 3 XI0P6YTUIOBOIO Kay4yky
ammnysn B KapTOHHI cepii 6321
KopobL;
no 30 mn (6456 mr) abo
50 mn (10760 mr) y
hnakoHi; no 1 dpnakoHy
B KapTOHHI kopobui
206. | LEPIHTA Tabnetkn, no 21 CaH IHAjA CaH IHAjA BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/17746/01/01
Tabnetui y 6nictepi; no dapmacboTukan dapmacbloTukan marepianis: 3mMiHW | TURY - 3MiHK
1 6nicTepy B KapTOHHIl IHgacTpi3 Nimiteq IHpacTpi3 174, LoAo 6e3nekn/edeKTMBHOCTI Ta

Kopoobui

chapmakoHarnsgy. BeefeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy thapmakoHarnsgy,
3MiHa yNOBHOB&XeHOI 0cobu,
BignoBiga/bHOI 3a 3AjACHEHHS
hapMakoHarnaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3aABHUKa A1 3MiICHEHHS
hapmakoHarnagy B YkpaiHi, KO
BOHa BifMiHHA Bif, yNOBHOBaXEHOI
ocobw, BignoBigasibHOI 3a
3[jiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTaKTHI faHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

YMOBHOB&XeHOT 0CObM 3as1BHMKA,
BignoBiganbHOI 3a
thapmakoHarnag.

MponoHoBaHa pegakuis: Dr. Vivek

Ahuja. 3MiHa KOHTaKTHUX SaHUX
YNOBHOBAXEHOI 0CO6M,
BignoBigasibHOI 3a
thapmakoHarnsg,. BeegeHHs
afpecy MicLe3HaxomKeHHS
mMacTep-aiina cucremm
chapmakoHarnsgy. BeegeHHs
aapecw, ae 34iiCHI0ETLCSA
OCHOBHa fiSiNIbHICTb 3
dhapmakoHarnsgy

207.

LETPAKCAN
nntoc

Kpanni ByLUHi, pO34uH No
10 mn y chnakoHi; no 1
hnakoHy B KOPOOL

Na6opaTopis
Canbiart, C.A.

IcnaHis

Na6opaTopis
Canbsart, C.A.

IcnaHis

BHECEHHS 3MiH [0 peecTpavuiiHnX
Marepianis: 3miHu | Tuny -
BHECEHHS 3MiH [0 po34iny
«MapkyBaHHs» MKA N13 :

3anpornoHoBaHo: MapKyBaHHS.
3rigHO 3aTBEpKEHOr0 TEKCTY

MapKyBaHHS. OHOB/IEHHS TEKCTY

MapKyBaHHS YNakoBKW NiKapCbkoro
3acoby 3 BHeCEHHSIM iHchopmait
LLI0A0 3a3HAYEHHS OAMHULbB
BMMIipIOBaHHSA y cuctemi Sl.
BBefeHHA 3MiH NPOTArom 6-1u
MiCALIB MiCNA 3aTBEPLKEHHS

3a peyenmom

UA/9804/01/01

208.

LETPUMAK

TabneTku, BKpUTI
N/1iBKOBOK 060/IOHKOIO,
no 5 mr, no 30 TabneTok
y thnakoHi, no 1
(h/1aKOHY Y KapTOHHilA
ynakosui; no 10
Tabnetok y 6nictepi: no
1 a6o 3 6nictepn y
KapTOHHI ynakosL,i

Makneogc
PapmacbroTrKanc
Nimiten

IHAjA

Makneoac
PapmMacboTUKanc
Nimiteq

IHAjA

BHECEHHS 3MiH 10 peecTpaviiiHnX
marepianis: 3mMiHW | TURY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta

chapmakoHarnsgy. BeefeHHs abo

3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy thapmakoHarnsgy,

3MiHa yNOBHOB&XeHOI 0cobu,
BignoBiga/bHOI 3a 3AjACHEHHS
hapMakoHarnaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3aABHUKa A1 3MiICHEHHS
hapmakoHarnagy B YkpaiHi, KO
BOHa BifMiHHA Bif, yNOBHOBaXEHOI
ocobw, BignoBigasibHOI 3a
3[jiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTaKTHI faHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa

6e3 peyenma

UA/16082/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

YMOBHOB&XeHOT 0CObM 3as1BHMKA,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
thapmakoHarnagy: MNponoHosaHa

pepakuis: Dr. Ashish Mungantiwar.

3MiHa KOHTaKTHUX AaHnX
YNOBHOBAXEHOI 0CO6M,
BigNoBiAa/IbHOI 3a 34jACHEHHS
hapmakoHarnsagy. 3miHa
KOHTaKTHOI 0CO6U YNOBHOBaXXEHOT
0Cco6M 3as1BHMKA, BignoBigasibHOT
3a 3pjlicHeHHs chapmakoHarnsay B
YkpaiHi: MpornoHoBaHa pefakuis:
Kyumba TeTaHa BascuniHa.
3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOI 0CO6U YNOBHOBaXXEHOT
0Cco6M 3as1BHMKA, BignoBigasibHOT
3a 3pjlicHeHHs chapmakoHarnsay B
YkpaiHi. 3MiHa Homepa macTep-
thaiina cuctemun chapmakoHarnsgy

209.

LEDTA3NANM

NOPOLLOK A/15 PO3YNHY
Ans iH'ekuiii abo iHdysii
nolr;nola6onol0
(h/1aKOHIB Y KapTOHHIl
Kopobui

AHTUBIOTUKN CA

PymyHis

BTOPWHHE
nakyBaHHs,
TecTyBaHHSA Ta
BUNYCK cepil:
AHTUBIOTUKWN CA,
PymyHis;
BUPOBHMLTBO,
nepBuHHE Ta
BTOPUHHE
nakyBaHHS:
Cinochbapm XXutoH
(LLeHbwKeH)
PapmacboTuKan
Ko., NT4., Kutai

PymyHis/
Kutaw

BHECEHHS 3MiH [10 peecTpaviiiHnx
marepianis: 3MiHu | Tuny - 3mMiHu 3
SKocTi. [0TOBWIA Nikapcbkuii 3aci6.
3MiHM Y BUpOBHULTBI. 3amiHa abo
BBEJEHHS 40AaTKOBOT AiNIbHUL
BVMPOGHMLTBA A1 YaCTUHU abo
BCbOro BMPOBHMYOro npouecy
roTOBOrO NiKapCbKOro 3acoby
(ZinbHUUSA ANA BTOPUHHOMO
nakyBaHHS) BBEL,EHHS [0AATKOBOT
AiNbHUL ANs BTOPUHHOMO
nakyBaHHs 4151 paHilue
3aTBepxeHoro Bupo6Huka M3
Cinodhapm XKutoH (LLeHbwkeH)
dapmacbtotukan Ko., NIT4., Kntaii
(BUPOGHULTBO, NEPBUHHE
nakyBaHHs), 3a agpecoto: Ne 16,
NaHbugiH lny 30Ha “Xait-Tek",
lyaHnaH, HoBwuii paiioH floHrya,
LLleHbuxeH, NyaHayH, 518110,
Kntaii.

3a peyenmom

UA/18721/01/01

210.

LEDTA3NANM

NOPOLLOK A/15 PO3YNHY
Ans iH'ekuiii abo iHdysii
nolr; nola6ono 10
(h/1aKOHIB Y KapTOHHIl
nauuj

AHTMGIOTMKN CA

PymyHis

AHTUBIOTUKN CA,
PymyHis (BTOpuHHE
nakyBaHHS,
TeCcTyBaHHs Ta
BUMYCK cepii);
CiHodhapm XKutoH
(LWeHbwkeH)
PapmacboTrKan

PymyHis/
Kutaw

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3mMiHu | TMny - 3MiHK B
Creundpikauii Ta meTogax
KOHTpOsto /13 3a NoKasHUKOM
«BMicT HaTpito kapboHaTy», a
came BUyYEHHs KpUTepito
NPUAHATHOCTI B OAUHNLAX

3a peyenmom

UA/18721/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Ko., NTa., Kutai
(BUpOGHMLTBO,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs)

BUMIPIOBaHHS «Mr/r»

211.

LUTO3AP®

niodhinizat gnsa po3unHy
ONs iH'exuii no 100 mr; 1
dhnakoH 3 niocpinizaTom
Talamnyna 3
PO3YMHHMKOM (CnnpT
6eH31noBuiA, BoAa AnA
iH'exUin) no 5 mny
KapTOHHIA KopoobLi

M®ANIEP IHK.

CLUA

BMPOGHMLTBO,
nepBuHHE
nakyBaHHS,
BTOPWHHE
nakyBaHHS,
KOHTPO/b SIKOCTI,
BUMNYCK Cepil,
BUNPOOYBaHHSA Ha
CTabiNbHICTb:
KopgeH ®apma
Nativa C.n.A,,
ITanis;
BMPOGHMLTBO,
nepBuHHE
nakyBaHHA Ta
KOHTPO/bHe
BMNPOGYBaHHSA
PO3UMHHYKA:
Anbdpacirma C.n.A.,
ITanis

ITanis

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHW | TUMY - 3MiHK
BHECEHO B TEKCT MapKyBaHHS
NepPBUHHOI (ammnynn) ynakoBku
nikapcbKoro 3acoby. BBeaeHHs
3MiH NPOTArom 6-Tu MicsiLiB nicns
3aTBEPAXKEHHS

3a peyenmom

UA/4840/01/02

212.

LUNTPAMOH
MAKCI®

Tabnetkn, no 10
TabneToK y KOHTYpPHii
YapyHKOBIli ynakoBLyj; Mo
1,no2a6ono5
KOHTYPHUX YapyHKOBUX
yNakoBOK y naui

MpAT
"bapmaLeBTnyHa
chipma "OapHuus”

YKpaiHa

MpAT
"PapmaueBTnyHa
chipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
BU/TyHEHHSA MOKa3HWKa AKOCTI 3i
cneundikavii A®I
AueTuncaniyunosa kucnoTa, a
came T. «Baxki meTanu» 3rigHo
aKTyanibHUX martepianis
BMpo6HMKa Shandong Xinhua
Pharmaceutical Co., Ltd., China Ta
OLjiHKa pY3uKiB Bif BUPOOHMKA,
BignosigHo go sumor ICH
Guideline «Q3D Elemental
impurities»; 3miHu | Tuny -
npuBefeHHs po3giny «TepMiH
npugatHocTi» ans Adl
AueTtuncaniuunosa Kucnota y
BIANOBIAHICTb A0 aKTya/lbHUX
matepianis BupobHuka Shandong
Xinhua Pharmaceutical Co., Ltd.,
China. fditoua pegakuis Cpok
nepekoHTpons 3 roga. Cpok
rogHoctu 4 roga. lNMponoHosaHa
pegakuis TepMiH nepekoHTposto 3
poKMu,;

6e3 peyenma

UA/17370/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

3MiHN | TUNY - BUNYYEHHA
He3HayHOro nokKasHuka AKocTi 3i
cneuudikauii APl koheiH
BMpOo6HMKa Shandong Xinhua
Pharmaceutical Co., Ltd., China ,
a came T. «KAHOMasIbHa
TOKCUYHICTb»; 3MiHM | TUMy - 3mMiHa
po3ainy TepMiH npugartHocTi - 4
POKM Ha TepMiH NEPEKOHTPONIO —
4 poKkn AN BXiHOTO KOHTPO/IIO Ha
nitouy peyoBuHy KodeiH
BMpo6HMKa Shandong Xinhua
Pharmaceutical Co., Ltd., China
BiANOBIAHO 0 MaTepianis
BMPOGHMKA; 3MiHW | TUny -
BHECEHHS 3MiHW 4151 BXigHOro
KOHTPO/IO Ha Aito4y pevyoBUHYy
MapaueTtamon Bvpo6HMKa Angiu
Lu'an Pharmaceutical Co., Ltd.,
China fo po3giny «Ymosu
36epiraHHs». MNponoHoBaHa
pefakuis. Y WinbHO 3aKynopeHii
Tapi B 3axvLLeHoMY Bif cBiTNa
MicLji Mpy TeMnepaTypi He BuLLe
30 °C; 3miHm Il TUNY - HagaHHsA
DMF (EDMF019-1.0A, August
2016) Ha fitovy peqyoBuHy
AueTuncaniumnosa kucnora
BUpo6HMKa Shandong Xinhua
Pharmaceutical Co., Ltd., China
Ha 3amiHy CEP (R1-CEP 2001-
210-Rev 05). Ak Hacnigok
BHOCSITbCA 3MiHU, peAaKLiiiHi
npaBKn Ta YTOUYHEHHS AA
BXiZIHOr0 KOHTPO/IH0 Ha Cy6CTaHLto
00 po3ainie: «lgeHTudikauism,
«CynpoBigHi AOMILLKN»,
«Mikpob6ionioriyHa uncToTa»; 3mMiHu
Il Tuny - HagaHHa DMF
(EDMF010-3.0A, May 2020) Ha
nitouy peyoBuHy KodeiH
BMpo6HMKa Shandong Xinhua
Pharmaceutical Co., Ltd., China
Ha 3amiHy CEP (R1-CEP 2003-
027-Rev 03). Ak Hacnigok
BHOCATbCS 3MiHU, pefakLiiHi
npaBKW Ta YTOUYHEHHS AnA
BXIZIHOrO KOHTPO/II0 Ha CybCTaHLito
00 po3AiniB: «PO3YMHHICTbY»,
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

«laeHTudikauis», «KMCNOTHICTb»,
«CynposigHi AOMiLLKU», «BTpaTa B
Maci Npy BUCYLLYBaHHI»,
«3a/IMLLKOBI KifIbKOCTI OpraHiuyHux
PO3UYMHHKKIB», «MikpobionoriyHa
ynctoTa» Ta «KinbkicHe
BM3HAYEHHS»; 3MiHu || Tuny -
HafgaHHa DMF (APAP BP/EP-AP-
03, August 2019) Ha gitouy
peyoBuHy MapaveTtamon
BMpo6HMKa Angiu Lu'an
Pharmaceutical Co., Ltd., China
Ha 3amiHy CEP (R1-CEP 2000-
124-Rev 07). fk Hacnigok
BHOCSITbCA 3MiHU, peAaKLiiHi
npaBKn Ta YTOUYHEHHS AA
BXiZIHOr0 KOHTPO/IH0 Ha Cy6CTaHLto
[10 po34iniB: «PO3YMHHICTb>,
«lgeHTudikayis», «CynpoBigHi
OOMiLLKM», «MikpobionoriyHa
uncrora»

213.

FOHIEH3M® 3
Mnc

TabneTku, BKpUTI
060/10HKOt0, Ne2: no 2
Tabnetkn y ctpuni; no 1
CTpUMY Y KapTOHHIiA
Kopo6ui; Ne20: no 10
TabneTok y cTpuni; no 2
CTPVNW Yy KapTOHHIl
Kopo6ui; Ne100: no 10
TabneTok y cTpuni; no 2
CTPVNW Yy KapTOHHIl
Kopobui; no 5 Kopobok B
ynakoBLi

FOHikem
Nab6opaTtopi3
Nimiten

IHais

lOHikem
Nab6opaTtopi3
Nimiteq

IHais

BHECEHHS 3MiH 10 peecTpavLiiiHnX
mMartepianis: 3miHu | TUny -
AOMiHiCTpaTMBHI 3MiHU. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
MiCLisi MPOBAMKEHHS AiANIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro
nNikapcbKoro 3acoby, BKIoYaUn
AOinbHULI BUNYyCKy cepii abo micue
NPOBEAEHHSI KOHTPOJTO SIKOCTI.
(misnbHicTb, 3a Ky BignoBigae
BMpPOGHUK/IMMOpTEp, BKIOYAKUM
BUMYCK Cepiid) - 3MiHa agpecu
BMPOGHUYOI AinbHNLi N3 KOHikem
Nab6opaTopis Nimites, IHAain, 6e3
3MiHV MicLst BUPOBHULITBA.
BBegeHHS 3MiH NpoTArom 6-tm
MiCALIB NiCNA 3aTBEPOXKEHHS.
3MiHn | TURY - 3MiHK WoAo
6e3nekn/edreKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3miHu) -
3amiHa po3giny «[paciyHe
300paXeHHs yNakoBKW» Ha po3ain
«MapkyBaHHs» MKA N13:
3arsepmkeHo: MpadivuHe
300paxeHHs ynakoBKu. 3rigHo
rpacpiyHOro 306paXeHHs, Lo
AofaeTtbes. Ha 6nictep noaatkoso

6e3 peyenma

UA/5663/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

HaHOCUTLCS: HOMeP cepil, faTa
BMPOGHULITBA Ta KiHLLEBUWIA TEPMIH
npuaaTHOCTI.
3anpornoHosaHo: MapKyBaHHs.
3rifHO 3aTBEpPKEHOIO TEKCTY
MapKyBaHHS. 3MiHN BHECEHI B
TEKCT MapKyBaHHsA yrnakoBKu
nNiKapcbkoro 3acoby oo
3a3Ha4YeHHs MXXHapOAHUX
no3Ha4YeHb OAVHULb
BMMIipIOBaHHS. BBeeHHs 3MiH
npoTArom 6-T1 MicAuiB nicns
3aTBEpKEHHS.

B.o. NeHepanbHOro gupekropa Aimpekropary
thapmaueBTUUHOroO 3abe3nevyeHHA
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