Jopartok 1
po Hakasy MiHicTepcTBa OXOpPOHU

304,0POB’A YKpaiHu

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. ABITA3M NMOPOLLOK A/19 PO3UUHY MicTtpan Kenitan AHrniA BMPOGHMLITBO ITania/ peecTpauist Ha 5 pokis 3a He UA/18808/01/01
ans iH'ekuii no 1 r, no 1 MeHempKMeHT roToBOro Kopes peyenmom nionsizae
a60 10 chriakoHiB B Nimiteq NiKapcbkoro MepiognyHICTb NOgAHHS
KapTOHHIlA KopooLi 3acoby, BunycK perynsipHo
cepii: OHOB/IHOBAHOrO 3BITY 3
ALC LOB®AP 6e3neku, BigNOBIAHO A0
C.N.A., ITanis; Mopsaaky 34iACHEeHHS
BMPOGHULTBO Ta hapmakoHarnagy,
KOHTO/b AKOCTI 3aTBEPKEHOI0 Haka3oMm
CTEpULHOI MiHicTepcTBa OXOPOHU
CyMiLLli: 30,0p0OB’A YKpaiHu Bif, 27
XAHMI ®ANH rpyaHs 2006 poky Ne
KEMIKA KO., 898, 3apeecTpoBaHoro B
NTA., Kopes MiHicTepcTBi tocTuLii
YKkpaiHu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOpPOHU
3/10pOB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HayYeHMun y
nepioguYHOCTI NoAAHHS
perynsapHux 3BiTiB 3
6esneku.
2. AMOKCUUWUNIH kancysv no 250 mr no AHTUBIOTUKN PymyHis AHTUBIOTUKN PymyHis peecTpauisi Ha 5 pokis 3a He UA/18798/01/01
10 kancyn y 6nictepi; no CA CA peyenmom nionsieae

2 6nicTepn y KapTOHHIl
nauui

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




Ne
n/n

Ha3zsa sikapcbko20
3acoby

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asBHuUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

3aTBEPAKEHOr0 Hakasom
MiHicTepcTBa 0XOpOHK
3[10pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuHsa 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.

AMOKCULUUIH

kancynu no 500 mr no
10 kancyn y 6nictepi; no
1 6nicTepy y KapTOHHIl
nauui

AHTUBIOTUKN
CA

PymyHis

AHTUBIOTUKN
CA

PyMyHis

peecTpauist Ha 5 pokis

MepiognyHicTb NogaHHsA
perynsipHo
OHOB/tOBAHOTO 3BITY 3
6e3neku, BigNOBIAHO A0
MopsiaKy 34iCHEHHS
hapmakoHarnagy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOPOHU
3[,0p0OB’A YKpaiHu Bif, 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
Ykpainu 29 ciuHa 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpoHK
3[10pOB'A YKpaiHu Bif 26
BepecHA 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HayYeHMun y
nepiogMYHOCTI MoAaHHS
perynsapHux 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionseae

UA/18798/01/02

ACMNIPO3A®

kancynu Teepai no 5
Mr/100 mr, no 10 kancyn

MpAT
"GapmaueBTnyHa

YKpaiHa

Apavep dapma
C.A.

MonbLwa

peecTpauisi Ha 5 pokis

3a
peyenmom

He
niosisieae

UA/18799/01/01




Ne
n/n

Ha3zsa sikapcbko20
3acoby

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asBHuUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

y 6nicTepi, no 3
6nicTepy B nayi

chipma "OapHuus”

MepioAnyHICTb NofaHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BignoBigHO A0
MopsiaKy 34iACHEHHS
thapmakoHarnsgy,
3aTBePPKEHOr0 Haka3om
MiHicTepcTBa 0XOpOHK
3[10pOB’A YKpaiHnu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y
peaakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riHO
3i cTpokamu,
3a3HavYeHMn y
nepioguyYHOCT NOAAHHSA
perynspHux 3BiTiB 3
6esneku.

ACIIPO3A®

Kancynu teepai no 10
mr/100 wr, no 10 kancyn
y 6nicTepi, no 3
6nictepu B navuj

MpAT
"dapmaLleBTnyYHa
ipma "OapHuus”

YKpaiHa

Apavepg ®apma
C.A.

MonbLa

peecTpauist Ha 5 pokis

MepiognyHicTb NogaHHsA
perynsipHo
OHOB/tOBAHOTO 3BITY 3
6e3neku, BigNOBIAHO A0
MopsiaKy 34iCHEHHS
hapmakoHarnagy,
3aTBEPAKEHOrO Haka3oMm
MiHicTepcTBa OXOPOHU
3[,0p0B’A YKpaiHu Bif, 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuHg 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpoHK
3[10pOB'A YKpaiHu Bif 26
BepecHA 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,

3a
peyenmom

He
nionseae

UA/18799/01/02




Ne
n/n

Ha3zsa sikapcbko20
3acoby

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asBHuUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

3a3HayYeHMuN y
nepiofMYHOCTi NofaHHsA
perynsipHux 3BiTiB 3
6esneku.

ACNIPO3A®

Kancynu Teepai no 20
mr/100 wmr, no 10 kancyn
y 6nictepi, no 3
6nicTepy B nayi

MpAT
"bapmaueBTnyYHa
chipma "OapHuus”

YKpaiHa

Apamvep dapma
C.A.

MonbLa

peecTpauist Ha 5 pokis

MepioAnyHICTb NofaHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
MopsiaKy 34iACHEHHS
chapmakoHarnsagy,
3aTBePPKEHOr0 Haka3om
MiHicTepcTBa 0XOpPOHK
3[,0p0B’A YkpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3riHO
3i cTpokamu,
3a3HavYeHMun y
nepioguyYHOCTi NOAAHHSA
perynspHux 3BiTiB 3
6e3neku.

3a
peyerimom

He
nionsieae

UA/18799/01/03

BYNIPON

pO34uH ANs iHQysild, 4
mr/mn no 100 mny
KOHTEliHepi B 3aXMCHOMY
nakeri

MicTtpan Kenitan
MeHemKMeHT
Nimiteq

AHrnis

ANTAH
®APMACBIOTIKA
N3, C.A.

IcnaHis

peecTpauist Ha 5 pokis

MepiognyHicTb NogaHHA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNOBIAHO A0
Mopsiaky 34iCHeHHs
hapmakoHarnsgy,
3aTBEPAKEHOrO HaKa3oM
MiHicTepcTBa OXOPOHU
300poB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuHg 2007
poky 3a Ne 73/13340 (y

3a
peyenmom

He
nionseae

UA/18807/01/01




Ne
n/n

Ha3zsa sikapcbko20
3acoby

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asBHuUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

pefakuii Hakasy
MiHicTepcTBa 0XOpOHK
37,0pOB'st YKpaiHu Big 26
BepecHA 2016 poky Ne
996), cTaHOBUTbL: 3riHO
3i cTpokamu,
3a3HayYeHMuN y
nepiognMyHOCTi NoAaHHsA
perynsipHux 3BiTiB 3
6esneku.

BINEHEM

NOPOLLOK A4/15 PO3UUHY
Ans iHdysiii no 500
Mr/500 Mr y chnakoHax
no 1 a6o 10 dpnakoHis B
KapTOHHI KopoobLi

Mictpan Kenitan
MeHepxmeHT
Nimiten

AHrnis

BMPOGHMLITBO
MOBHWI LMKA,
KOHTPO/b Ccepil:
ALIC IOBDAP
C.M.A,, Itanis;
BMPOGHMLTBO Ta
KOHTPO/b AKOCTI
CTepusibHOI
CyMIiLLi:
ALIC IOBDAP
C.N.A., Itanis

ITanisa

peecTpauist Ha 5 pokis

MepiognyHICTb NogAHHS
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBIgHO A0
Mopsaaky 34iiCHEeHHS
chapmakoHarnsagy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa 0XOpoHK
3[10pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuii
YKpaiHu 29 ciuHa 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpPOHK
340pOB's YKpaiHu Big 26
BepecHA 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamum,
3a3HavYeHIMn y
nepioguYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku.

3a
peyerimom

He
nionsieae

UA/18809/01/01

30JIEBICTA

pO3unH ANns iHgysili 5
mr/100 mn, no 100 mn B
KOHTelHepi B 3aXMCHOMY
nakeTi B KAPTOHHIl
Kopobui

Mictpan Kenitan
MeHepXmeHT
Nimitepn

AHrnis

ANTAH
®APMACBIOTIKA
N3, C.A.

IcnaHis

peecTpauist Ha 5 pokis

MepioAnyHICTb NofAHHSA
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsigky 34iCHEeHHS
chapmakoHarnsagy,
3aTBEPAKEHOrO Haka3oM

3a
peyerimom

He
nionsieae

UA/18800/01/01




Ne
n/n

Ha3zsa sikapcbko20
3acoby

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asBHuUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

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

10.

NILOKCAH®
NONYHULSA

NbOASHUKKM, 5 Mr/1 wr;
6nictep, Wo MicTUTb 12
NbOASAHNKIB; NO 2
6nicTepy B KAPTOHHIi
KopoobLi

CaHpo3
dapmacbioTikan3

a.4.

CnoBeHis

BMNYCK cepiii: Jlek
dPapmaueBTUYHa
KomnaHia 4.4.,
CnoseHis;
BMPOGHMULTBO in
bulk, nepsuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b Cepili:
Na6opaTtopia
Kesanichap HB
(Ksanidpap HB),
Benbris

CnoseHis/
Benbrisa

peecTpauisi Ha 5 pokis

MepiognyHICTb NOfAHHSA
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBIgHO A0
Mopsaaky 34iCHEeHHS
chapmakoHarnsagy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa 0XOpoHK
3[10pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTuuii
YKpaiHu 29 ciuHa 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpPOHK
340pOB's YKpaiHu Big 26
BepecHA 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamum,
3a3HavYeHIMn y
nepioguyYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku.

6e3
peyenma

nionsieae

UA/18801/01/01

11.

nsnHonpun

Tabnetkn no 10 mr no 10
Tabnetok y 6nictepi, no
1 a6o no 2 abo no 3

AHTUBIOTUKN
CA

PymyHis

AHTUVBIOTUKN
CA

PymyHis

peecTpauist Ha 5 pokis

MepioAMYHICTb NOAAHHSA

3a
peyerimom

He
nionsieae

UA/18802/01/01




Ne
n/n

Ha3zsa sikapcbko20
3acoby

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asBHuUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

6nicTepy y KapTOHHIl
nauuj

perynsipHo
OHOB/tOBAHOTO 3BITY 3
6e3neku, BigNOBIAHO A0
Mopsiaky 34iiCHeHHS
hapmakoHarnagy,
3aTBEPKEHOI0 Haka3oMm
MiHicTepcTBa OXOPOHU
3[,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 OXOpPOHM
3/10pOB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HayYeHMun y
nepioguYHOCTI NOAAHHS
perynsapHux 3BiTiB 3
6esneku.

12.

nsnHonpPun

Tabnetku no 20 mr no 10
Tabnetok y 6nictepi, no
1 a6o no 2 abo no 3
6nicTepy y KapTOHHIl
nauui

AHTUBIOTUKWN
CA

PymyHis

AHTUBIOTUKN
CA

PymyHis

peecTpauisi Ha 5 pokis

MepiognyHICTb NOfAHHSA
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaaky 34iiCHEeHHS
chapmakoHarnsagy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa 0XOpoHK
3[10pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHOro B
MiHicTepcTsi tocTuuii
YKpaiHu 29 ciuHa 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpPOHK
340pOB's YKpaiHu Big 26
BepecHA 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamum,
3a3HavYeHIMn y

3a
peyenmom

He
nionsieae

UA/18802/01/02




Ne
n/n

Ha3zsa sikapcbko20
3acoby

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asBHuUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

nepioguyYHOCT NOAAHHSA
perynsipHux 3BiTis 3
6e3neku.

13.

MAPIKANbUITO/-
BICTA

PO34MH AN15 iH'EKUIA 5
MKr/mn no 1 mn a6o no 2
M B amnynax; no 5
amnysn y KapTOHHii
nauuj

MicTtpan Kenitan
MeHeKMeHT
Nimiteq

AHrnis

®apmateH CA

peuis

peecTpauist Ha 5 pokis

MepiognyHicTb NogaHHsA
perynsipHo
OHOB/tOBAHOTO 3BITY 3
6e3neku, BigNOBIAHO A0
MopsiaKy 34iCHEHHS
hapmakoHarnagy,
3aTBEPKEHOrO Haka3oMm
MiHicTepcTBa OXOPOHU
3[,0p0OB’A YKpaiHu Bif, 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
Ykpainu 29 ciuHg 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpoHK
3[10pOB'A YKpaiHu Bif 26
BepecHsA 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3Ha4YeHMun y
nepiogMYHOCTI MoAaHHS
perynsapHux 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionseae

UA/18806/01/01

14.

TEKCAKAMHA,

pO34MH A4 iH'ekuidi 100
Mmr/mn, no 5 mn B
amnynax, no 4 amnynuy
6nicTepi, no 1 6nictepy
B KapTOHHIi Kopo6Lyi

MatkaitHg ®apma
Nimitepn

IHais

MaHkaiiHg ®apma
Nimitepq

IHais

peecTpauist Ha 5 pokis

MepiognyHICTb NOgAHHSA
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaaky 34iiCHeHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa 0XOpoHK
3[10pOB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHOro B
MiHicTepcTsi tocTuuii
YKpaiHu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy

3a
peyenmom

He
nionsieae

UA/18803/01/01




Ne
n/n

Ha3zsa sikapcbko20
3acoby

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asBHuUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HaveHIMn y
nepioguyYHOCTI NOAAHHSA
perynspHux 3BiTiB 3
6e3neku.

15.

TETAHYC
AHTUTOKCUH

PO34UH A1 iH EKLN, He
MeHLe 1000 MO/mn, no
1 mny conakoHi, no 10
(h/1aKOHIB Y KapTOHHIl
KopoobLi

BiHc Bionpogaxtc
Nimiten

IHais

BiHc Bionpogaktc
Nimiteq

IHais

peecTpauist Ha 5 pokis

MepiognyHicTb NogaHHA
perynsipHo
OHOB/tOBAHOTO 3BITY 3
6e3neku, BigNoOBIiAHO A0
MopsiaKy 34iCHeHHS
hapmakoHarnagy,
3aTBEPKEHOrO Haka3oMm
MiHicTepcTBa OXOPOHU
3[,0p0B’A YKpaiHu Bif, 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
Ykpainu 29 ciuHa 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpoHK
3[10pOB'A YKpaiHu Bif 26
BepecHA 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HayYeHMun y
nepiogMYHOCTI MoAaHHS
perynsapHux 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionseae

UA/18804/01/01

16.

TETPALMKNIHY
rAPOX/TIOPUA,

MOPOLLIOK (Cy6CTaHLis) y
NonieTUIEHOBNX
naketax Ans
chapmayeBTUYHOTO
3aCTOCYBaHHsI

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BMPOGHNYNIA

LEeHTP
"BopLuariBcbkuii
XiMiKO-
hapmaLeBTUYHNI
3asofa”

YKpaiHa

OY)KIAH OYKAHT
®APMACBIOTIKA
NKO., NTA.

Kutaii

peecTpauisi Ha 5 pokis

He
nionsieae

UA/18805/01/01




FeHepanbHUW AUpPeEKTop
AnpekToparty hapmayeBTUYHOro 3a6e3neyeHHs 0.0. Komapiga
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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. ANIMTA niocpinizat ans Ninni ®paHc PpaHuin Brpo6HMLTBO 3a cuA/ nepepeecTpawis Ha 3a He UA/4392/01/01
MPUroTYBaHHA PO3UUHY NOBHUM LIMK/TOM: PpaHuis/ HeobMexeHuii TepMiH peyenmom nionsizae
Anst incpysiii no 500 wmr; Eni Ninni eHg Mpeuis

niodpinizat y cknsHoOMy
thnakoHi; no 1 chnakoHy
B KQPTOHHIi1 ynakoBLii

KomnaHi, CLUA,
MapkyBaHHsA Ta
BTOPVHHA
ynakoBka,
KOHTPONb Ta
BUMycCK cepii: Jlinni
®paHc, PpaHLuis;
BVMPOGHULTBO
[,030BaHOi hopmu,
nepBuHHA
ynakoBka,
KOHTPO/1b!
BaitaHekc C.A.,
Ipeuis

OHOB/IEHO iH(hopmaLLito
3 6e3nekn 3acTocyBaHHs
[Lit0Y0i pevyoBUHN B
IHCTPYKUiT aNns
MeaNYHOro
3acTOCyBaHHA
nikapcbKoro 3acoby y
po3aini "OcobnmBocCTi
3acTocyBaHHA".

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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KOpOoO6Li

Nimiteq, IHaisa

MeAnYHOro
3acToCyBaHHSA
nNiKapcbKoro 3acoby y
po3sainax
"®apMaKonorivHi
BracTmsBocTi”,
"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 gosu", "Aitn"
(yTOUYHeHHs iHdhopmauii),
"Mepepno3yBaHHA",
"Mo6iyHI peakuir”
BiANoBIgHO A0
iHchopmauit
pedyepeHTHoro
nikapcbKoro 3acoby
(KCN3AN ®, TabneTtku,
BKPWTI NNiBKOBOKO
060/10HKO0, N0 5 Mr).
MepiognyHICTb NoAaHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaaky 34iiCHeHHS

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.
2. ANIEPBEN TabneTkn, BKpUTI O-p Peppi'c IHais O-p Peppi'c IHais nepepeecTpawis Ha 6e3 niosnsieae UA/15436/01/01
NAiBKOBOK 060/TI0HKO0 Nab6opaTopic /T4, Na6opaTopic /T4, He0bMeXeHW TepMiH peuyenma
no 5 mr; no 10 Ta6neTok IHAis;
y 6nicTepi; no 1 a6o 2 O-p Peppi'c OHOB/EHO iH(hopmaLLito
6nicTepy B KAPTOHHIl Na6opaTopic B IHCTPYKLU|i ans
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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.

BETO®TAH®

Kparnni o4Hi, cycrnexsis
no2,5mr/mnno5wmny
hnakoHi, no 1 dnakoHy
y nayui 3 KapToHy

AT "®apmak”

Ykpaina

AT "®apmak”

YkpaiHa

nepepeecTpauis Ha
HeobMeXeHWin TepMiH

OHoBEeHO iHhopmaLio
B IHCTPYKLU|i Ans
MeAnYHOro
3aCTOCyBaHHSA
nikapcbKoro 3acoby
BignosigHo oo
pedyepeHTHOoro
nikapcbKoro 3acoby
(BeTonTuk® S, kpanni
OYHi) y po3gaini "Moo6iyHi
peakuji”.

MepioAnYHICTb NOAAHHS
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHU
3[10pOB’A YKpaiHuu Big 27
rpygHa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuii

3a
peyerimom

He
nionsieae

UA/15505/01/01
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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

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,
3a3HaveHIMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6esneku.

NEBACENT

po3umnH ans iHdysiid, 500
mr/100 mn no 100 mn B
KOHTelHepi; no 1
KOHTeliHepy B
NoNiBiHINXIOPUAHIiA
nnisui B kopobu,j

AHaHTa Mepgjkeap
nrp.

Benvka
BpuTtaHis

€ponalith
XenTtkeap IMBT.
nro.

IHais

nepepeecTpauis Ha
HeobMexeHuii TepMiH

OHOB/EHO iH(hopmaLLito
B IHCTPYKLU|i ans
MeAnYHOro
3acToCyBaHHSA
niKapcbKoro 3acoby y
po3gaini "MokasaHHs"
Ta po3ginax
"PapmakoTepaneBTnyHa
rpyna’,
"TMpoTunokasaHHa",
"Ocob6nuBoCTi
3acTocyBaHHsa",
"3acTocyBaHHS y nepios
BariTHOCTi abo
rogysaHHa rpyaaro”,
"3paTHICTb BNAMBATU Ha
LIBMAKICTb peakuii npu
KepyBaHHi
aBTOTpaHcnopTom abo
iHWMN MexaHismamn®”,
"Cnocib 3acTtocyBaHHs
Ta gosu", "Aitn"
(peparyBaHHs
iHdhopmawuii),
"Mepepno3yBaHHA",
"Mo6iuHi peakwii"
BignoBigHO Ao
iHchopMmauiT
pedyepeHTHOro
nikapcbKoro 3acoby
Tavanic 5 mg/ml

3a
peyenmom

He
nionsieae

UA/13203/01/01
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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

solution for infusion Ta 3
ypaxyBaHHAM
OHOB/IEHMX AAHWX LLOAO0
6e3neku gjtoyoi
pPeYOBUHM.

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

nisnHonrPun-
ACTPA®APM

TabneTku no 5 mr, no 10
TabneTok y 6nictepi; no
3 abo 6 6ricTepiB y
KOpOO6L 3 KAPTOHY

TOB
"ACTPAGAPM"

YKpaiHa

TOB
"ACTPAGAPM"

YKpaiHa

nepepeecTpauis Ha
HeobMexeHuii TepMiH

OHOB/EHO iH(hopmaLLito
y po3ginax: "lMNokasaHHsA"
(YTOYHEHHS) ,
"TMpoTunokasaHHa",
"B3aemogis 3 iHWmMn
nikapcbknMmn 3acobamu
Ta iHWi BUan
B3aemogijit",
"Ocob6nvBocCTi
3acTocyBaHHA",
"3acTocyBaHHS y nepioz
BariTHoOCTi abo

rogysaHHsa rpyaar”

3a
peyenmom

He
nionsieae

UA/4968/01/01
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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

(yTo4HeHHs) ,"3paTHiCTb
BM/IMBATU Ha LUBUAKICTb
peakuii npy KkepyBaHHi
aBTOTpaHcnopToM abo
HLWMMKX MexaHi3MamMmn”,
"Mo6iuHI peakuii”
IHCTPYKUiT aNns
MeaNYHOro
3acToCyBaHHs
nikapcbKoro 3acoby
BiANOBIAHO A0 6e3neku
3acTocyBaHHS fAjtoyoi Ta
[ONOMDKHUX PEYOBUH
npenapary.

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.

nisnHonrPun-
ACTPA®APM

Tabnetkv no 10 mr no 10
TabneTok y 6nictepi; no
3 abo 6 6ricTepiB y
KOpOO6L 3 KAPTOHY

TOB
"ACTPAGAPM"

YKpaiHa

TOB
"ACTPAGAPM"

YKpaiHa

nepepeecTpauis Ha
HeobMexeHuii TepMiH

OHOB/EHO iH(hopmaLLito
y po3ginax: "lMNokasaHHsA"
(YTOYHEHHS) ,
"lMpoTunokasaHHa",

3a
peyenmom

He
nionsieae

UA/4968/01/02
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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

"B3aemopis 3 iHWMMKN
nikapcbknumy 3acobamu
Ta iHWi BUan
B3aemogijin",
"Oco6nmBOCTi
3acTocyBaHHA",
"3acTocyBaHHSA y nepios
BariTHocTi abo
rogysaHHsa rpyaar”
(yTo4HeHHs) ,"3paTHiCTb
BM/IMBATU Ha LUBUAKICTb
peakuii npy KepyBaHHi
aBTOTpaHcnopToM abo
HWMMKX MexaHi3MamMmn”,
"Mo6iuHI peakuii”
IHCTPYKUiT aNns
MeaNYHOro
3aCcTOCyBaHHA
nikapcbKoro 3acoby
BiANOBIAHO A0 6e3neku
3acTocyBaHHS fAjtoyoi Ta
[ONOMDKHUX PeyYOBUH
npenapary.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BignoBigHO A0
Mopsaaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa 0XOpOHYU
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
nepioanYHOCTI NoAaHHsA
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3 abo 6 bnictepis y
KOpPOOGLii 3 KapTOHY

OHoB/EHO iHdhopMaLito
y po3ginax: "lMNokasaHHsa"
(YTOYHEHHS) ,
"MpoTunokasaHHA",
"B3aemopis 3 iHWMMKN
nikapcbknmy 3acobamu
Ta iHWi Bnan
B3aemopijin",
"Ocob6nuBocCTi
3acTocyBaHHsa",
"3acTocyBaHHS y nepios
BariTHOCTi abo
rogyBaHHa rpyaato”
(yTo4HeHHs) ,"3paTHiCTb
BNAMBAaTW Ha LWBUAKICTb
peakujii mpy KepyBaHHi
aBToTpaHcnopToM abo
iHWMN MexaHismamn®”,
"Mo6iuHi peakwyii"
IHCTPYKUiT aNns
MeaNYHOro
3acToCyBaHHsA
nikapcbKkoro 3acoby
BiANOBIAHO A0 6e3nekun
3acTOCyBaHHS Ajloyoi Ta
[OMOMDKHUX PEYOBUH

npenapary.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iACHEHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
YKpainu 29 ciuHs 2007

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
perynsapHux 3BiTiB 3
6e3neku.
7. n3unHonpPwun- Tabnetkv no 20 mr no 10 TOB YkpaiHa TOB YkpaiHa nepepeecTpauis Ha 3a He UA/4968/01/03
ACTPA®APM TabneTok y 6nictepi; no "ACTPA®APM" "ACTPA®APM" HeobMeXeHW TepMiH peuyenmom niosnsieae
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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

nocsio4YeHHs1

poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHU
3710p0B's YKpaiHu Bif, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HaYeHUMn y
nepiognYHOCTI NOAAHHS
perynsapHux 3BiTiB 3
6e3neku.

MEJIOKC

PO34mnH N4 iH'ekuiin, 15
Mmr/1,5 mn no 5 amnyn y
hacoHHOMy 6niicTepi; no
1 a6o 2 6nictepn y
KapTOHHI Kopo6Lyi

Megokemi T4

Kinp

Megokemi NTA
(AmMNynbHWI
IH'EKLAHNIA

3aBoga)

Kinp

nepepeecTpauis Ha
HeobMeXeHWi TepMiH

OHoB/EHO iHdhopMaLito
B IHCTPYKUiT Ans
MeAnYHOro
3aCcTOCyBaHHSA
nikapcbKkoro 3acoby y
posginax:
"®apmakonorivHi
B/1acTMBoCTi",
"B3aemogis 3 iHWmMn
nikapcbknMmn 3acobamu
Ta iHWi BUan
B3aemogijit",
"Ocob6nvBocCTi
3acTocyBaHHs", "Cnocio
3aCcToCcyBaHHsA Ta fo3n",
"Mo6iuHi peakwyii"
BignosigHo oo
iHchopmawii wopo
MeAnYHOro
3acToCyBaHHSA
pedyepeHTHOro
nikapcbKoro 3acoby
(MOBATIC, po3uunH ans
iH'EKLiA).

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

3a
peyenmom

He
nionsieae

UA/15382/01/01
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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

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.

MEPUCTAT-
CAHOBE/b NOHI

Tabnetku 3
MOANIKOBAHUM
BMBiNIbHEHHSAM No 500
Mr; MO 7 TabneTok y
6nicTepi; no 1 abo 2
6nicTepy y KapTOHHiIl
KOpOoO6Li

CaHosesb Inay
CaHai Be
Tupxapet A.LL.

TypeuunHa

CaHoBenb Inau
CaHali Be
Tumxapet A.LL.

TypeuunHa

nepepeecTpauis Ha
HeobMeXeHW TepMiH

OHoB/EHO iHdhopMaLto
B IHCTPYKUiT Ans
Mean4HOro
3aCcTOCyBaHHSA
nikapcbKkoro 3acoby y
po3ginax
"®apmakonorivHi
B/1acTMBoCTi",
"Moka3aHHs"
(peparyBaHHs TEKCTy),
"TMpoTunokasaHHa",
"B3aemogis 3 iHWmMn
nikapcbknMmn 3acobamu
Ta iHWi BUan
B3aemogijit",
"Ocob6nvBocCTi
3acTocyBaHHA",
"Mepepno3yBaHHA",
"Mo6iuHi peakwyii"
BignosigHo oo
iHchopmawii wopo
MeAnYHOro
3acToCyBaHHSA
pedyepeHTHOro
nikapcbKoro 3acoby
(KNALWA® CP).

3a
peyenmom

He
nionsieae

UA/10713/02/01
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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

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.

10.

HOOBYT®

MOPOLLOK (Cy6CcTaHLis) y
noABINHNX
nonieTmneHoBux
nakeTtax Ans
chapmaueBTUYHOTo
3aCTOCYyBaHHSA

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

Ykpaina

ToBapucTso 3
[0,aTKOBOO
BiANOBIAA/IbHICTIO
"IHTEPXIM"

YkpaiHa

nepepeecTpauis Ha
HeobMeXeHW TepMiH

He
nidnsieae

UA/15496/01/01

11.

NEPVHAOMNPUN
2IHAAMAMIZ, 0,625
KPKA

TabneTtku no 2 mr/0,625
mr, no 10 TabneTok y
6nictepi; no 3 a6o 9
6nicTepiB y KAPTOHHIN
Kopob6ui; no 15 TabneTok
y 6nicTepi; no 2 abo 6
6nicTepiB y KAPTOHHIN
KOpoo6Li

KPKA, 4.4., Hoso
MEeCTO

CnoBeHis

BMPOBHULITBO «in
bulk», nepBuHHe
Ta BTOPUHHE
nakyBaHHS,
KOHTpO/b Ta
BUNYCK cepil:
KPKA, 4.4., Hoso
mecTo, CnoBeHis;
KOHTPO/b cepii:
KPKA, a.4., Hoso
mecTo, CnoBeHis

CnoBeHis

nepepeecTpauis Ha
HeobMeXeHWi TepMiH

OHoBEHO iHhopmaLio
B IHCTPYKLU|i ans
MeAnYHOro
3acTOCyBaHHS
nikapcbKoro 3acoby y
po3ginax
"®apMaKoorivHi
Br1acTmBoCTi" (LLoA0
6e3neku),
"MpoTunokasaHHa",
"B3aemopis 3 iHWMMmn
niKkapcbknmuy 3acobamu

3a
peyerimom

He
nionsieae

UA/15257/01/01
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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

Ta iHWi BUan
B3aEMOgjin",
"Oco6nmBOCTi
3acTocyBaHHSA",
"3acTocyBaHHSA y nepioz
BariTHocTi abo
rogysaHHs rpyaar”,
"3aaTHIiCTb BNAMBaTK Ha
LWBMAKICTb peakuii npu
KepyBaHHi
aBTOTpaHCNoOpPTOM abo
IHWYMKU MeXaHi3mamu®,
"Cnocib 3acTocyBaHHs
Ta gosun" (woao
6e3nekn), "MobiyHi
peaxuii” BignosigHo Ao
OHOB/IEHOI iHdopMaLii 3
6e3nekn gjryoi
PEYOoBVHM.

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

12.

NEPUHAONPUN
4[IHAANAMIA 1,25

Tabnetku no 4 mr/1,25
Mr, no 10 TabneTok y

KPKA, a.4a., Hoso
MecTo

CnoBeHis

BMPOBHULITBO «in
bulk», nepBuvHHe

CnoBeHisi

nepepeecTpauis Ha
HeobMeXeHWin TepMiH

3a
peyenmom

He
niosnisieae

UA/15257/01/02
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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
KPKA 6nicTepi; no 3 abo 9 Ta BTOpVHHE

6nicTepiB y KapPTOHHIi
Kopo6ui; no 15 TabneTok
y 6nicTepi; no 2 a6o 6
6nicTepiB y KapPTOHHIi
KopoobUi

nakyBaHHs,

KOHTpO/b Ta

BUNYCK cepil:
KPKA, a.4., Hoso
mMecTo, CrioBeHis;

KOHTPO/b cepii:

KPKA, a.4., Hoso
mecTo, CroBeHis

OHoBeHO iHhopmaLio
B IHCTPYKUiT Ans
MeANYHOro
3acTOCyBaHHSA
NiKapcbKoro 3acoby y
po3ginax
"®apMaKonorivHi
BnacTueocTi" (Lo[0
6e3nekn),
"MpoTunokasaHHa",
"B3aemogis 3 iHWMMKN
nikapcbknMmn 3acobamu
Ta iHWi B1an
B3aemMogijin",
"Oco61MBOCTi
3acTocyBaHHA",
"3acTocyBaHHs y nepiog
BariTHocTi abo
rogysaHHs rpyanro”,
"3paTHiCTb BNMBaTU Ha
LWBWUAKICTb peakuii npu
KepyBaHHI
aBToTpaHcrnopToM abo
HLWIMMKX MexaHi3Mmamm®,
"Cnoci6 3acTocyBaHHs
Ta gosun” (woao
6e3neku), "MobiyHi
peakuii" BiAnosigHo A0
OHOB/EHOT iHChopMmaLii 3
6e3neku gjtoyoi
PeyOoBUHN.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BignoBigHO A0
Mopsaaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa OXOpOHU
34,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainum 29 ciyHg 2007
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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

poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHU
3710p0B's YKpaiHu Bif, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HaYeHUMn y
nepiognYHOCTI NOAAHHS
perynsapHux 3BiTiB 3
6e3neku.

13.

NEPVUHAONPUN 8
NIHAAMNAMIZ 2,5
KPKA

TabneTku no 8 mr/2,5 wr;
no 10 Tabnetok y
6nictepi; no 3 a6o 9
6nicTepiB y KAPTOHHIN
Kopo6ui; no 15 Tabnetok
y 6nicTepi; no 2 abo 6
6nicTepiB y KAPTOHHIN
KopooLi

KPKA, a.4a., Hoso
MecTo

CnoBeHis

BMPOBHULITBO «in
bulk», nepBuHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTpO/b Ta
BUMNYCK Cepii:
KPKA, a.4a., Hoso
MecTo, CnoBeHis;
KOHTpONb cepii:
KPKA, a.4a., Hoso
mMecTo, CnoBeHis

CnoBeHisi

nepepeecTpauis Ha
HeobMeXeHWi TepMiH

OHoB/EHO iHdhopMaLito
B IHCTPYKUiT Ans
MeaNYHOro
3aCcTOCyBaHHSA
nikapcbKkoro 3acoby y
po3ginax
"®apmakonorivHi
BnactusocTi" (LLoao
6e3neku),
"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" (woao
6e3nekn), "MobiyHi
peakujii" BiANOBIAHO A0
OHOBNEHOT iHthopmaLi 3
6e3nekun gjtoyoi

PEyoBVHM.

3a
peyenmom

He
nionsieae

UA/15257/01/03
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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

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BignoBigHO A0
Mopsaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa OXOpOHU
34,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi 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.

14.

LETNO® NnrocC

TabneTkn, BKpUTI
MNiBKOBOK 060/10HKOI0
no 10 TabneTok y
6nicTepi; no 1 6nictepy
Y KapTOHHiiA Kopo6Lii; no
10 TabneTok y 6nicTepi;
no 2 6nicrepu y
KapTOHHi Kopobuj; no
10 TabneTok y 6nicTepi;
no 3 6nictepu y
KapTOHHI Kopobuj

OpraHocuH flaiid
CaeHcus MNBT. JiTA,.

IHais

EBepToaxeH
Naiigp CaeHcus
NimiTeq

IHais

nepepeecTpauis Ha
HeobMexeHuii TepMiH

OHOB/EHO iH(hopmaLLito
B IHCTPYKLU|i ans
MeAnYHOro
3acToCyBaHHSA
nikapcbKoro 3acoby B
po3ginax "B3aemogis 3
HLWIMMK NiKapCbKMU
3acob6amu Ta iHLWi BUan
B3aemMogijin",
"Oco61mBOCTi
3acTocyBaHHS",
"3acTocyBaHHs y nepiof
BariTHocTi abo
roflysaHHa rpyaao”
(yTOYHeHHs iHdhopmauii),
"Cnoci6 3acTocyBaHHs
Ta fo3n" (pegaryBaHHs
Tekcty), "Aitn"
(YTOYHEHHs iHdhopMaLii),

6e3
peuyenma

nionsieae

UA/15638/01/01
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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

"Mepepno3yBaHHA",
"Mo6iuHi peakwi"
BigMnoBigHO Ao
mMartepianis
peecTpaLiiHoro gocbe
Ta OHOBJIEHOT
iHdhopmauii woao
6e3nekun fjtoumx
PEYOBUH.

MepioAnyHICTb NOAAHHS
perynspHo
OHOBJIHOBAHOrO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsiaky 34iiCHEeHHS
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.

15.

LIETNO® NNoC

TabneTku, BKPUTI
NNiBKOBOK 060/IOHKOIO,
in bulk; no 1000
TabneTtok y
noslieTuIeHOBUX
naketax

OpraHocvH Naiid
CaeHcus MeT. NiTa.

IHais

EBepTopxeH
Naid CaeHens
NimiTen

IHais

nepepeecTpauis Ha
HeobMeXeHW TepMiH

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

He
nidnsieae

UA/15639/01/01
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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
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.
16. LNNPO®NOKCALN TabneTkn, BKpUTI ToBapucTBO 3 Ykpaina BCi cTagii YkpaiHa nepepeecTpawis Ha 3a He UA/4759/02/01
H 060/10HKO10, No 250 wr; 06MEXEHO BMPOOHULTBA, HEe0BbMeXeHW TepMiH peuyenmom nionsieae
no 10 Tabnetok y BiANOBIAA/TBHICTIO KOHTPO/b SKOCTI,
6nicTepi, no 1 6nictepy "[locnigHnii 3aBog, BUNYyCK cepil: 3MiHV BHEeceHo 0
B KOPOOL "rHuact ToBapucTBO 3 IHCTPYKUii Ans
0bMexeHot MeAnYHOro
BiANOBIAA/IbHICTIO 3acTOCyBaHHSA
"®apmMaueBTUYHA nikapcbkoro 3acoby Ao
KOMMaHis po3ginis "OcobnmBocCTi
"380pos'a”, 3acTocyBaHHA" Ta
YkpaiHa; "Mo6iuHi peakwii"
BCi cTagii BignoBigHO Ao
BUPOGHULTBA, OHOBNEHOT iHthopmaLi 3
KOHTPO/b AKOCTI, 6e3nekun gjtoyoi
BUMYCK cepii: PEYOBVHM NiKapCbKOro
ToBapwuCTBO 3 3acoby.
obMexeHot

BiANOBIAA/IbHICTIO
"AocnigHuii 3aBofg,
"rHUACY,
YkpaiHa

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
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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.

17.

LN®PAH

TabneTku, BKPUTI
060n10HkKot0, Mo 500 Mmr;
no 10 Tabnetok y
6nictepi; no 1 6nictepy
Y KapTOHHIi kopobu,j

CaH
PapmacbloTukan
IHaacTpi3 Nlimites

IHais

CaH
PapmacboTuKasl
IHoacTpi3 Nlimiteq,

IHais

nepepeecTpauis Ha
HeobMeXeHW TepMiH

OHoBEeHO iHhopmaLio
B IHCTPYKLU|i Ans
MeAnYHOro
3acTOCyBaHHSA
nikapcbKoro 3acoby y
po3ginax "B3aemopis 3
HLUIMMKN NiKapCbKUMM
3acob6amu Ta iHWi BUan
B3aemogijin",
"Ocob6nmBoCTi
3acTocyBaHHs", "Cnoci6
3aCToCyBaHHsA Ta 403n",
"Mo6iuHi peakwii"
BignoBigHO Ao
OHOB/EHOT iHthopmaLi
o0 6e3neku aitoyoi
PeyoBUHM.
MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iACHEHHS
chapmakoHarnsgy,
3aTBEPAKEHOIO HakasoMm
MiHicTepcTBa OXOpPOHYU
340pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa OXOPOHU

3a
peyerimom

He
nidnsieae

UA/2897/01/02

28




Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKA

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

3710p0B's YKpaiHu Bif, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMun y
nepiognYHOCTI NOAAHHS
perynsapHux 3BiTiB 3
6e3neku.

FeHepasibHUI gUPEKTOP
AvpekTopaTty dhapmaLeBTUUHOro 3a6e3neyYeHHs

29
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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

Ne
n/n

Hassa
NiKapcbKo20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
ynakosKa)

3assHuUK

KpaiHa
3asiBHUKA

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

ArPENILO

kancynu no 0,5 mr no 50
Karncyn y chniakoHax

dapmacaiiHc IHK.

KaHaga

dapmacaiiHc IHk.

KaHaga

BHECEHHS 3MiH [10 peecTpaviiiHnX
marepianis: 3MiHW | TUMY - 3MiHK
o040 6e3nekn/edekTMBHOCTI Ta
chapmakoHarnsgy - OHOBMEHHS

TEKCTYy MapKyBaHHs ynakoBKu

NiKapcbKoro 3acoby 3 BHECEHHSM
iHbopmauii Wwoao 3a3HaYeHHs

OAVHVLb BUMIPIOBAHHS Y CUCTEMI
Sl. BHeceHHs1 3MiH 4o po3giny

MKA
"pachnyeckoe ochopmneHve
ynakoBsku [ponoHoBaHa peAakLis:

11. MapknpoBka. B cooTBeTCcTBUK

C YTBEPXAEHHBLIM TEKCTOM
MapKvupoBKn. TepMiH BBeAeHHS
3MiH - NPOTArom 6-Tu MicsLiB nicns
3aTBEPKEHHS

3a peyenmom

UA/5189/01/01

A3EOHAM

MOPOLLIOK A/19 PO3YNHY
ONs iH ek abo iHdy3ii
no 1 ry cdnakoHax Ne 1

AHaHTa Megikeap
nra.

Benuka
BpuTtaHis

"BeHyc Pemegic
NimiTen"

IHais

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMartepianis: 3MiHu | TNy - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - 3MiHU BHeCeHi
B TEKCT MapKyBaHHSA ynakosku /13
LLIOA0 HAsABHOCTI TEXHIYHOT
iHchopmawii Ta BUyYeHHs
noroTuny KoMnaii. BBegeHHs
3MiH NpoTarom 3-x micauis nicns
3aTBEPAKEHHS

3a peyernmom

UA/18134/01/01

A3UNKNAP 250

TabneTtku, BKPUTI
N/iBKOBOK 060/0HKOI0, MO
250 mr no 10 TabneTok y
6nictepi; no 1 6nictepy B
KapTOHHI/ Kopoo6Li

AHaHTa Mepikeap
nra.

Benvka
BpuTanis

dnamiHro
PapmMacboTUKaNC
nra.

IHais

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHW | TUMY - 3MiHW
BHECEHO [0 iHCTPYKLi Ans
MeAUYHOr0o 3aCTOCYBaHHs
nikapcbKoro 3acoby y po3ginu:
"MNMpoTunoka3aHHs", "B3aemogis 3
iHLWIMMK NikapcbkMMK 3acobamu Ta
iHLWI BMAW B3aemogiin",
"Oco6MBOCTi 3aCTOCYBaHHA",

3a peyenmom

UA/1983/01/01
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-KP

AN opanibHOI cycneHsii
200 mr/5mMnno 254ry

"YepBoHa 3ipka"

"Ximchapm3sasog
"YepBoHa 3ipka"

marepianis: 3MiHW | TUMY - 3MiHK
o0 6e3nekn/edekTMBHOCTI Ta

Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
"3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHsA rpyaa”
BiANOBIAHO [0 OHOBMEHOI
iHchopmawuii 3 6e3nekn gitovoi
peyoBMHW. BBEAEHHA 3MiH
npotArom 3-x MicauiB nicns
3aTBEPAKEHHSA
4. A3UKNAP 500 TabneTtku, BKPUTI AHaHTa Mepikeap Benvka $namiHro IHais BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/1984/01/01
NAiBKOBOK 060JI0HKOLO, MO nra. BpuTanis dapmacboTrKaic marepianis: 3MiHN | TUMY - 3MiHW
500 mr no 10 TabneTok y nra. BHECEHO [0 iHCTPYKLi Ans
6nictepi; no 1 6nictepy B Me[UYHOro 3acToCyBaHHS
KapTOHHI/ KopoobLi nikapcbKoro 3acoby y po3ginu:
"MNMpoTunoka3aHHs", "B3aemogis 3
iHLWIMMK NikapcbkMMK 3acobamu Ta
iHLWI BMAW B3aemogiin",
"Oco6nMBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHSA y nepiog
BariTHOCTi ab0 rogyBaHHs rpyaar”
BiMNOBiAHO A0 OHOB/IEHOT
iHbopmauii 3 6e3nekun giroyoi
peyoBuHW. BBeEHHSA 3MiH
npoTsArom 3-x MicAuiB micas
3aTBEPAKEHHS
5. A3UTPO NOPOLUOK A/15 OpasIbHOT CaHpo3 CnoseHis C.K. Cangos C.P.J1. PymyHis BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/4764/02/01
CAHAO3® cycneHsii, 100 mr/5 mn no $apmacbloTiKans g.4. mMaTtepianis: 3MiHu | Tuny -
17,1 r nopowky ana 20 mn BW/IyYEHHS1 BUpO6OHUMKa AdI
OpasIbHOI cycneHasii y a3nTPOMILMHY Y dhopMmi
donakoHi; no 1 dpnakoHy y asnpomiLmnHy MoHorigpaty Sandoz
KOMMNEKTi 3 aganTepom Ta Industrial Products S.A., Spain
LUNPULIOM AN 403YBaHHSA 3anponoHoBaHo: Pliva Croatia
Y KapTOHHIi1 kopobLi Ltd., Croatia
6. A3UTPO NOPOLUOK A/15 OpasibHOT CaHpo3 CnoseHis C.K. CaHpgos C.P.J1. PymyHis BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/4764/02/02
CAHAO03® cycneHsii, 200 Mr/5 ma no dapmacboTikans g.4. MaTepianis: 3MiHu | Tuny -
17,1 r nopowky ansa 20 mn BWYyYEHHSI BUPO6HUKa AdI
OopasibHOI cycneHsii y asnTpoMiLuHY Y dhopMmi
hnakoHi; no 1 do1akoHy y a3npomiLMHy MoHorigpaty Sandoz
KOMMNEKTI 3 aganTepom Ta Industrial Products S.A., Spain
LUNPULIOM AN [03YBaHHSA 3anponoHosaHo: Pliva Croatia
Y KapTOHHIli Kopobui; no Ltd., Croatia
24,8 r nopotuky ana 30 mn
opasibHOT cycneHsii y
donakoHi; no 1 do1akoHy y
KOMNEeKTi 3 aganTepom Ta
LUNPULIOM AN [03YBaHHSA
Y KAPTOHHIlA Kopobui
7. A3UTPOMILUVH | nopoLuok rpaHy/iboBaHuii MAT "Ximdhapm3sasoz Ykpaina MAT YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/9068/02/01
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n/n

JliKapcbKo20

HasBa

3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

6aHui; no 1 6aHui pa3om 3
KanibpoBaHM LINPULLOM
AN [03YBaHHA Ta MipHOHO
JIOXKEYKOI0 B naui

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
KOHTaKTHUX JaHWX YNOBHOBaXKEHOT
ocobu, BignoBifanbHOT 3a
3pjiicCHeHHs1 hapmakoHarnagy

ASUTPOMILH

-KP

kancynu no 0,25r no 6
Kancyn y 6nictepi; no 1
6nicTepy y nayui 3
KapToHy

MAT "Ximchapm3aBop,
"UepBoHa 3ipka"

YKpaiHa

NAT
"Ximchapm3asop
"YepBoHa 3ipka"

YkpaiHa

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 BifMiHHA Bif, yNOBHOBaXXEHOI
ocobw, BignoBigasibHOI 3a
3[iiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa
KOHTaKTHUX JaHNX YNOBHOBaXKEHOT
ocobw, BignoBiganbHoI 3a
3gificHeHHs chapmakoHarnagy

3a peyernmom

UA/9068/01/01

ASUTPOMILH

-KP

Kancynu no 0,5rno 3
Kancynu y 6nictepi; no 1

MAT "Ximdpapm3sasog,
"YepBoHa 3ipka"

YKpaiHa

NAT
"Ximchapm3asog

Ykpaina

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMarepianis: 3MiHW | TUNY - 3MiHK

3a peyernmom

UA/9068/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

6nictepy y nauuj 3
KapTOHY

"UepBoHa 3ipka"

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
KOHTaKTHUX JaHWX YNOBHOBaXXEHOT
ocobu, BiAnoBifabHOI 3a
3[jiCHeHHs1 hapMakoHarnsgy

10.

AKBA CIMPEN
OKClI

cnpeii HasaslbHUiA,
fo3osaHuin 0,05% no 10
My dhyiakoHax 3
posnunoBavem
HasasibH1M; no 1 chnakoHy
B nauuj

MAT "Ximdapm3sasoz
"YepBoHa 3ipka"

YKpaiHa

MAT
"Ximchbapm3sasog
"YepBoHa 3ipka"

YkpaiHa

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

hapmakoHarnsgy. BeefeHHus abo

3MiHU [0 y3araslbHEHNX AaHnX 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
KOHTaKTHUX JaHWX YNOBHOBaXXEHOT
ocobu, BiAnoBifabHOI 3a
3AjiCHeHHs1 hapMakoHarnsgy

6e3 peyenma

UA/17924/01/01

11.

ANNNNEPTEK®

TabneTku, BKpUTI

BapLiaBcbKkuii

MNonbLa

dapmaleBTUYHUI

MonbLua

BHECEHHS 3MiH [10 peecTpaLiliHnX

6e3 peyenma

UA/6422/02/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
060s10HKOI0, Mo 10 Mmr, Mo hapmaLeBTUUHNI 3aB0/, Marepianis: 3miHu | Tuny -
7 a6o no 20 TabneTtok y 3aBog, Monbtha AT "MONIbOGAPMA" nofaHHsA OHOBJ/IEHOrO cepTudiikaty
6nictepi; no 1 6nictepy B C.A. BiNOBIAHOCTI E€BpPONENChKiit
KapTOHHI Kopoo6Li thapmakonei R1-CEP 2004-047-
Rev 06 (3atBepmkeHo: R1-CEP
2004-047-Rev 05, gns giroyoi
PEYOBWHN LETUPU3NHY
avrigpoxnopugy Big Bxe
3aTBEPAKEHOr0 BUPOGHMKA
WAVELENGTH ENTERPRISES
LTD., Israel
12. ANNbBYMIH- po3urH AaNns iHdpysii 10 %, TOB "BIODPAPMA Ykpaina TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/15875/01/01
BIO®APMA no 50 mn, 100 My MNA3MA" MNA3MA", YkpaiHa Marepianis: 3miHu | Tuny -
donakoHi; no 1 donakoHy y (BMPOGHULTBO, npuBeLEeHHs KpUTepiis
nauui 3 KapToHy nepBuUHHE NPUINHATHOCTI 3@ NOKa3HUKamu
nakyBaHHS; AKocTi |peHTudikauis, NposopicTb,
BUPOBHMLTBO, MexaHiuHi BktoveHHs, Cknag,
nepBuHHE Ta 6inKiB y BigNOBIgHICTb [0 BUMOT
BTOpPUHHE nitoyoro BugaHHsa AdY/E€D; 3MiHm |

nakyBaHHSs1, BUNYCK
Cepiii; KOHTPOsIb
AKOCTI)

TUNY - HE3HAYHI 3MiHW B MeToZax
BMNPOGYBaHHA 3a NOKasHUKamu
akocTi Cknag 6inkis (3mMiHa
6apBHUKa A/19 NPOABNEHHS
enekTpodhoperpam, BUTyHYEeHHs
po3uunHy nopiBHaHHSA (b)),
loeHTUdikauis (yTOYHeHHS Wwoao
yacy hapbyBaHHs Ta BigMUBKM
enekTpodoperpam, 3amiHa
aHTUCMPOBATKM); 3MiHM | TUny -
He3HauHi 3MiHV Yy MeToauLi
BUMPOOYBaHHA 3a NoKasHMKamm
AKOCTi BakTepianbHi eHA0TOKCUHU
(3amiHa TecT-cuctemun), Posnogin
MONEeKy/ 3a PO3MipoM
(NpyBeAEHHS METOANKM Y
BIANOBIAHICTb A0 MOHOrpadil
LOoY/Eur.Ph., 3amiHa ofHiel 3 gBOX
albTePHATNBHUX
XpomaTtorpadiyHnx KOSTIOHOK, 5K
HacnigoK 3MiHEHO WBWAKICTb
pyxomoi dhasmn Ta 06’eM iHXeKLT);
3MiHU | TUNY - BUNYYEHHSA
BU3HAYEHHS 3arasibHoro Ginky
6iypeToB/M METOLO0M
LOoY/Eur.Ph. 2.5.33, meTog 5.
3MiHN | TUNY - BUNYYEHHA
[eTasIbHOro onmcy MeToauKn

BUNPOBYBaHHS 3a NOKA3HWMKOM
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Bupo6HuK

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu

Howmep

n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

BUPOOGHUKa

AKkocTi CTepubHICTb

Bionycky

peecmpayiliHo2o
nocsio4yeHHs

TOB "BIO®APMA

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviiiHnx

3a peyenmom

UA/15875/01/02

13.

ANNbBYMIH-
BIO®APMA

po3uuH ans iHgysili 20 %,
no 50 mn, 100 mny
chnakoHi; no 1 donakoHy y
naui 3 KapToHy

TOB "BIO®PAPMA
MAIA3MA"

YKpaiHa

MNA3MA", YkpaiHa
(BUpOGHMLTBO,
nepBuHHE
nakyBaHHS;
BMPOGHMLTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS1, BUNYCK
Ccepiii; KOHTPO/b
AKOCTI)

MAT

Ykpaina

marepianis: 3miHu | Tuny -
npuBeAeHHS KpUTepiiB
NPUIAHATHOCTI 3a NoKasHKKammn
akocTi |geHTudikauis, NposopicTb,
MexaHiuHi BKtoueHHs, Cknag,
6inKiB y Bi4NOBIAHICTb 40 BUMOT
Aitoyoro BuaaHHsa PY/ED; 3minHm |
TUMY - HE3HAYHI 3MiHW B MeToAax
BUNPOOYBaHHA 3a NOKa3HMKamMm
akocTi Cknag 6inkis (3miHa
6apBHMKa A/19 NPOABEHHS
efnekTpochoperpam, BUNyYeHHs
PO34MHy NopiBHAHHSA (b)),
laeHTudikalia (yTouHeHHs Wwozao
yacy hapbyBaHHA Ta BigMUBKM
enekTpodoperpam, 3amiHa
aHTUCKpPOBATKM); 3MiHK | Tuny -
He3HauHi 3MiHM y MeToamLi
BUNPOBYBaHHSA 3a NoKasHMKamMm
AKocCTi bakTepiasibHi eHA0TOKCUHM
(3amiHa TecT-cuctemu), Posnogin
MOJIEeKy /1 3a PO3MipOM
(NpvBeAeHHs METOANKN Y
BiANOBIAHICTb 40 MOHOrpadii
[dY/Eur.Ph., 3amiHa ogHiei 3 ABOX
a/lbTePHATUBHUX
XpomaTtorpadiyHux KOSTOHOK, 5K
HacnifoK 3MiHEHO LUBUAKICTb
pyxoMoi hasu Ta 06’eM iHXeKL,i);
3MiHW | TUMY - BUNYYEHHS
BM3HAYEHHS 3arasibHOro G6inky
6iypeToB/M METOAOM
OoY/Eur.Ph. 2.5.33, meTog 5.
3MiHU | TUNY - BUNYYEHHSA
[eTasIbHOro onncy MeToAUKN
BUMPOBYBaHHSA 3a NOKa3HWKOM
AKocTi CTepunbHICTb

BHECEHHS 3MiH 10 peecTpaviiiHnX

6e3 peyenma

UA/14102/01/01

14.

ANbro3AH®

renb no 351y Ty6i; no 1
Ty6i y nayuj 3 kapToHy

MAT "Ximdpapm3sasog,
"UepBoHa 3ipka"

YKpaiHa

"Ximchapm3asop
"YepBoHa 3ipka"

marepianis: 3mMiHW | TURY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy. BeefeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy chapmakoHarnsgy,
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MiHa YNOBHOB&XeHOI 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
thapmakoHarnagy; KOHTakTHoOl
0ocobu 3 hapmakoHarnsgy
3aABHUKa AN 34iACHEHHS
hapmakoHarnagy B YkpaiHi, SKLio
BOHa BifMiHHA Bif, yNIOBHOBaXEHOI
ocobu, BignoBifanbHOI 3a
3pjiiicCHeHHs1 hapmakoHarnagy
(BK/IHOHAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
MacTep-chaiina cucremm
thapmakoHarnsgy) - 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXEHOT
ocobu, BifnoBifabHOI 3a
3[jiCHeHHs1 hapMakoHarnsgy

15.

AMBPOKCO/

cupon, 15 mr/5 mn no 100
My 6aHLi noniMepHil; no
1 6aHuj y mayui pasom 3i
cTakaHOM MipHUM abo
NIOXKO MipHOLo; no 100
My 6aHUj cknsHii; no 1
6aHLi y nayui pasom 3i
CTakaHOM [03ytounm abo
JIOXKKOK MipHOO

MAT "Ximdapmsasoz
"YepBoHa 3ipka"

YKpaiHa

MAT
"Ximchapm3sasog
"YepBoHa 3ipka"

YkpaiHa

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

hapmakoHarnsgy. BeefeHHs abo

3MiHU [0 y3araslbHEHNX AaHnX 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
KOHTaKTHUX JaHWX YNOBHOBaXXEHOT
ocobu, BiAnoBifabHOI 3a
3AjiCHeHHs1 hapMakoHarnsgy

6e3 peyenma

UA/17014/01/01

16.

AMBPOKCO/Y
rAPOXNOPU,

Tabnetku no 30 mr no 10
TabneTtok y 6nictepi; no 2
6nictepm y nauui 3
KapToHy; no 20 TabneTok y
6nicTepi; no 1 6nictepy y
nadui 3 KapToHy

MAT "Ximdapmsasoz
"YepBoHa 3ipka"

YKpaiHa

NAT
"Ximchapmsasog
"UepBoHa 3ipKa"

YkpaiHa

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

hapmakoHarnsgy. BeeneHHs abo

3MiHM [0 y3arasibHEHUX JaHuX Npo
cuctemy chapmakoHarnagy

(BBEAEHHS y3aralbHEHVX AaHUX

6e3 peyenma

UA/5667/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

npo cucTemy thapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0Co6M,
BiiNOBIAaIbHOT 3a 34iICHEHHS
thapmakoHarnsay; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3asBHUKA A1 3MiACHEHHS
thapmakoHarnagy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, YyNOBHOBaXeHOT
ocobu, BifnoBifabHOI 3a
3[jiCHeHHs hapMakoHarnsgy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnagy) - 3miHa
KOHTaKTHUX AaHuX YNoBHOBaXKEHOT
ocobw, BignoBigasibHOI 3a
3[iiCHEeHHs1 hapMakoHarnsay

17.

Al

MIHOBEH

IH®AHT 10 %

pO3unH N8 iHQysili no
100 mn abo no 250 mn y
donakoHax

®pe3seHiyc Kabi
[Loliunang Mo X

HimeyunHa

®pe3seHiyc Kabi
AscTpif FTM6X

AscTpis

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
[OMNOBHEHHS)) - NPUBEAEHHS
mMeToay hepMeHTaTUBHOrO
BM3HAYeHHA aueTartis 3a
NnokasHNKom «KinbkicHe
BU3HAYeHHs aueTtaTy» B MKA 13
[0 MaTepianis BUPOGHMKaA

3a peyernmom

UA/4585/01/01

18.

A
H

MiTPUOTUNI

TabneTkn, BKPUTI
060/10HKO0, M0 25 Mr, No
10 Tabnetok y 6nictepi;

no 5 6nictepis y nayui 3
KapToHy; no 10 TabneTok y
6nictepi; no 100 6nicTepis
Y KOPOOGL,ji 3 KApPTOHY

MpAT "TexHonor"

Ykpaina

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHW | TUNY - 3MiHK
ofo 6esnekn/edpekTMBHOCTI Ta
thapmakoHarnsgy - OHOB/IEHHS

TEKCTy MapKyBaHHs ynakoBKu
niKkapcbKoro 3acoby 3 BHECEHHAM
iHchopmauii Woa0 3a3HaYeHHs

OAVHWLb BUMIPIOBAHHSA Y CUCTEMI

Sl. OHOB/IEHHA BXe
3aTBEPMAKEHOr0 TEKCTY
MapKyBaHHsA BHECEHHS 3MiH [0
po3giny “MapkyBaHHs” MKA N3;
3anponoHoBaHo: Po3gain
«MapkyBaHHs». 3rifHO
3aTBEPKEHOTO TEKCTY

3a peyernmom

UA/6700/01/01
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HasBa

n/n

JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

19.

AMITPUOTANI

TabneTku, BKpUTI

MpAT "TexHonor"

MapKyBaHHS. TepMiH BBELEHHS
3MiH - NPOTArom 6 Micsis nicns
3aTBEPKEHHS

20.

H

AMIUNTPOH®

060/10HKOH0, M0 25 Mr, in
bulk: no 15000 Ta6neTtok y
KOHTeliHepax

YKpaiHa

MpAT "TexHonor"

YkpaiHa

marepianis: 3mMiHW | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBEHHS
TEKCTY MapKyBaHHS ynakoBKM
NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmawii LWoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. OHOB/IEHHA BXE
3aTBEPAKEHOr0 TEKCTY
MapkyBaHHs in bulk: no 15000
TabneTok y KoHTeliHepax
(BHECEHHSA NO3HaYeHb OAUHULL
BUMIPIOBaHHS, 3 BUKOPUCTAHHAM
niTep natuHcbKoro andasity);
BHECEHHS 3MiH 40 po3ainy
“MapkyBaHHA" MKA N13;
3anponoHoBaHo: Po3gain
«MapkyBaHHS». 3rigHo
3aTBEPAKEHOIO TEKCTY
MapKyBaHHs. Po3gin
«MapkyBaHHS». 3rigHo
3aTBEPAKEHOrO TEKCTY
MapKyBaHHS, WO AOAAETHCA.
TepMiH BBEEHHS 3MiH - NPOTArOM
6 MicALiB nicaa 3aTBePAKEHHSA

BHECEHHS 3MiH 10 peecTpavLiiiHnX

UA/13222/01/01

MOPOLLIOK A1 OpasIbHOro
po3uMHy no 23 r y caule;
no 23 ry cawe; no 10
calle B nayi 3 KAPTOHY

ToBapucTBo 3
[0AaTKOBOIO
BignoBigaNnbHICTIO
"IHTEPXIM"

YkpaiHa

ToBapucTtBo 3
[04aTKOBOIO
BiANOBiAa/ILHICTIO
"IHTEPXIM"

YKpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
martepianis: yTOUHEHHs
HanucaHHA
3asBHMKa/BUPOGHMKa Ta
peecTpauiiiHoi npoueaypu B
Hakasi MO3 Ykpaiuu Ne 1081 Big
02.06.2021 B npoLeci BHECEHHSA
3MiH. BipHa pegakuis:
3a5BHUK/BUPOBHMK - TOBApUCTBO 3

[04aTKOBOIO BiAMOBIAA/TbHICTIO
"IHTEPXIM", ¥YkpaiHa, npoueaypa
- 3miHu | TUNY - 3MiHK 3 AKOCTI.
FoToBwMii NikapcbKuii 3acio.
KoHTponb rotosoro
nikapcbKoro 3aco6y. 3miHa
napameTpis cneyudikaLiii
TalaGo AONYCTMMUX MEX
roToBOrO J1iKaPCbKOro 3acooy
(monoBHeHHA cneuudikawii

HOBUM NOKa3HMKOM 3

6e3 peyenma

UA/13911/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BiANOBiAHMM MeTOAO0M
BUNPOOYBaHHA) - BBe,eHHA
nokasHuka "CepepgHa maca

BMicTy cawe" Big 21,275 r go
24,725 1. (ADY 2.9.5)
(6y710 NMOMU/IKOBO BKa3aHo B
Hakasi - [fpusamHe akyioHepHe
mosapucmaso ¢hapmayesmuyHa
¢pabpuka "Biona", Ykpaina)

21.

AMKECO/®
YHO

cupon 2 % no 100 mny
GaHLi CKNsHI pasoMm 3
NIOKKOK MipHOHO Yy naui;
no 100 mn y 6aHui
noniMepHiii pasom 3
JIOKKOHK MIPHOH0 Y mauLi

MAT "Ximchapm3aBop,
"UepBoHa 3ipka"

YKpaiHa

NAT
"Ximchapm3sasop
"YepBoHa 3ipka"

Ykpaina

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
KOHTaKTHUX JaHWX YNOBHOBaXKEHOT
ocobw, BignoBiganbHoI 3a
3gificHeHHs chapmakoHarnagy

6e3 peyenma

UA/17239/01/02

22,

AMKECO/®
YHO

cupon 5 % no 100 mn B
GaHLi cknsHii; no 1 6aHui
pasom 3i cTakaHoOM
[03ytounm y navi 3
KapToHy; no 100 mn B
6aHLi nonimepHini; no 1
6aHLi pa3om 3i cTakaHOM
MIPHUM Y nauui 3 KApTOHY

MAT "Ximdpapm3sasog,
"UepBoHa 3ipka"

YKpaiHa

NAT
"Ximchapm3asop
"YepBoHa 3ipka"

Ykpaina

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 chapmakoHarnsgy,

3MiHa yNOBHOB&XeHOI 0cobu,
BignoBigabHOI 3a 34jACHEHHS
hapMakoHarnaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3aABHUKa A1 3MiICHEHHS
hapmakoHarnagy B YkpaiHi, KO
BOHa BifMiHHA Bif, YNTOBHOBaXEHOI

6e3 peyenma

UA/17239/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

ocobw, BignoBigasibHOI 3a
3[iiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI faHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-cbaiina cuctemm
hapmakoHarnsgy) - 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXKEHOT
ocobu, BignoBifanbHOI 3a
3pjiiicCHeHHs1 hapmakoHarnagy

23.

AHANbAUM

Cyno3unTopii pekTasbHi No
100 mr/10 mr, no 5
Cyno3unTopiiB y CTpuni; No
2 cTpunu B navy, 3
KapToHy

MAT "MoHcapm"

YKpaiHa

MAT "MoHdpapm"

Ykpaina

BHECEHHS 3MiH [0 peecTpavyiiiHnX
mMaTtepianis: 3mMiHu | Tuny - 3MiHa B
ymoBax 36epiraHHsi rOTOBOrO
nikapcbkoro 3acoby Ha nigcTasi
[ocnigpkeHb 3i cTabiNbHOCTI.
MponoHoBaHa pepakuis: B
opuriHanbHil ynakoBsLj npu
Temneparypi He BuLle 25 oC.
BBefeHHs 3MiH NpoTArom 6-Tu
MicALIB MiCNSA 3aTBEPAXKEHHS.

3a peyenmom

UA/8459/01/01

24,

AHATbANM

Cyno3nTopii pekTasibHi No
250 mr/20 mr, no 5
Cyno3uTopiiB y cTpuni; no
2 cTpunu B nauui 3
KapToHy

MAT "MoHchapm"

YKpaiHa

MAT "MoHdpapm"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny - 3MiHa B
ymMoBax 36epiraHHs roToBOro
niKkapcbkoro 3acoby Ha nigcrasi
LOCAigpKeHb 3i CTabiNIbHOCTI.
MponoHoBaHa pepakuis: B
opvriHanbHi ynakoBsLj npu
Temneparypi He Bulye 25 oC.
BBefeHHA 3MiH NPOTArom 6-1n
MiCALIB MiCNA 3aTBEPAXKEHHS.

3a peyenmom

UA/8459/01/02

25.

AHY30N

Cyno3nTopil peKkTasibHi No
5 cynosuTtopiiB y cTpuni;
no 2 cTpunu B nauui 3
KapToHYy

MAT "MoHchapm"

YkpaiHa

MAT "MoHdapm”

YKpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
mMartepianis: 3mMiHu | Tuny - 3mMiHa B
ymoBax 36epiraHHs roToBoro
NiKkapcbKoro 3acoby Ha nigcrasi
OOCHiKeHb 3i cTabiNbHOCTI.
MponoHoBaHa pepakLis: B
opwvriHa/IbHIN ynakoBUi npu
Temneparypi He BuLle 25 oC.
BBefieHHs 3MiH NpoTArom 6-Tu
MicsILiB Micnsi 3aTBEPAKEHHS

bes peyenma

UA/7303/01/01

26.

AMNETACTAM

cupon; no 125ry
donakoHi; no 1 dpnakoHy 3
MiPHVM CTaKaH4YMKOM B
KOpOOGLii 3 KApTOHY

Bpounascbke
nignpueMCTBO
NiKapCbKyx Tpas
"r'EPBAMNOJb" AT

MonbLa

Bpounascbke
niANPMEMCTBO
Nikapcbkux Tpas
"T'ep6anons" AT,
MonbLya (BUNycK

MonbLua

BHECEHHS 3MiH [10 peecTpaviiiHnx
marepianis: 3miHu | Tvny - 3amiHa
noninponisIEHOBOro MipHOro
CcTakaHumka MicTkicTio 20 M
noninponiIEeHoOBUM MipHUM

6e3 peyenma

UA/16160/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

cepii); Bpounascbke
nignpueMCcTBO
nikapcbKux Tpas
"lepbanons" AT,
MNonbLia
(BMPOGHMLTBO 3a
MOBHUM LMK/IOM 6€e3
BMnycka cepii)

cTakaH4MkoMm micTkicTio 30 Mn Ta
3MiHa cneuudikauii MipHoro
cTakaHumnka 3 Ne 0468/4, sug. 1
Big 07.06.2010 poky Ha Ne0454/4,
sua.lll Big 14.07.2014 poky

27.

ACKOPYTUH

Tabnetku, no 10 TabneTok
y 6nicTepi; no 10
Tabnetok y 6nictepi, no 5
6nicTepiB y nayui; no 10
Tabnetok y 6nictepi, no
80 6nicTepiB y kopobui 3
KapToHy; no 50 TabneTok y
KOHTeliHepax, no 1
KOHTelHepy y nauui

MpAT "TexHonor"

Ykpaina

MpAT "TexHonor"

YkpaiHa

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

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

OAVHWLb BUMIPOBaHHS Y CUCTEMI

Sl. OHOB/EHHA BXe
3aTBEPMAKEHOT0 TEKCTY
MapKyBaHHSA BHECEHHS 3MiH [0
po3ainy “MapkyBaHHs” MKA 3.
3anponoHosaHo: Po3gain
«MapkyBaHHS». 3rigHo
3aTBEPAKEHOIO TEKCTY
MapKyBaHHs. TepMiH BBELEHHS
3MiH - MpPOTAroM 6 MicAuiB nicns
3aTBEPAXKEHHS

6e3 peyenma

UA/4397/01/01

28.

ACKOPYTUH

Tabnetky, in bulk: no 5000
TabneTok y KoHTeliHepax
n1acTMacoBmx

MpAT "TexHonor"

Ykpaina

MpAT "TexHonor"

YkpaiHa

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

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

OAVHVLb BUMIPIOBAHHSA Y CUCTEMI

Sl. OHOB/IEHHA BXe
3aTBEPMAKEHOT0 TEKCTY
MapkyBaHHs in bulk: no 5000
TabneTokK y KoHTeliHepax
nnacTMacoBux (BHECEHHS
no3HayeHb OAVHULb

BUMIPIOBaHHS, 3 BUKOPUCTAHHSAM
niTep natuHcbkoro andasity);

BHECEHHS 3MiH [0 po34iny
“MapkyBaHHA" MKA /13.
3anponoHoBaHo: Po3gain
«MapkyBaHHs». 3rifHO
3aTBEPAKEHOIO TEKCTY

MapKyBaHHs. Po3gin

UA/12908/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

«MapkyBaHHS». 3rigHo
3aTBEPAKEHOrO TEKCTY
MapKyBaHHS, L0 AOAAETHCA.
TepMiH BBEEHHS 3MiH - NPOTArOM
6 MicALiB nicna 3aTBepAKEHHSA

29.

ACIMAPKAM

Tabnetku, no 10 TabneTok
y 6nicTepi, no 1 a6o 10
6nicTepiB B naui 3
KapToHy; no 50 TabneTok y
6nictepi, no 1 6nictepy B
naJui 3 kKapToHy; no 10
abo no 50 TabneTok y
6nictepax

MAT "Ximdhapm3sasoz

"UYepBoHa 3ipka"

Ykpaina

NAT
"Ximchapmsasog
"UepBoHa 3ipka"

YkpaiHa

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

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHVX AaHuX Npo
cuctemy chapmakoHarnagy

(BBEAEHHSA Y3araslbHEHNX AaHNX
npo cucTemy chapmakoHarnsgy,

3MiHa YyNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
thapmakoHarnsay; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANS 34ICHEHHSA
hapmakoHarnagy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, YyNOBHOBaXEHOT
ocobu, BiAnoBifabHOI 3a
3AjiCHeHHs1 hapMakoHarnagy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnagy) - 3amiHa
KOHTaKTHUX AaHnX YNOBHOBaXKEHOT
ocobu, BignoBigasibHOI 3a
3[iiCHEeHHs1 hapMakoHarnsay

6e3 peyenma

UA/5459/01/01

30.

ACHIKAPA,
KAPAIO

TabneTkn, BKPUTI
060/10HKOI0,
KMLLKOBOPO34MHHI no 100
mr, no 10 TabneTok y
6nictepi; no 2 a6o no 3
6nicTepun y nayui

ToBapucTBO 3
06MeXeHoI
BiANOBiAa/IbHICTIO
"dapmaueBTnyYHa
thipma "BepTekc”

Ykpaina

ToBapucTso 3
06MeXeHoto
BiANOBIAANILHICTIO
"PapmaueBTnyHa
hipma "BepTekc”
(BUPOGHMLTBO 3
npoaykuii in bulk
BMpo6HKKa TOB
"®APMEKC IPYM",
YkpaiHa)

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHu | TUNY - 3MiHK
ofo 6esnekn/edpekTMBHOCTI Ta
thapmakoHarnagy. 3miHa 'y
KOPOTKIil XapakTepucTumui
NiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTpyKLU|ii Ans
MeAMYHOro 3aCTOCYBaHHSA Ha
nigcTasi perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
pocnipkeHb 3 6e3nekn
3acToCyBaHHS MikapCcbKoro 3acoby
B nicnsipeecTpaLiiiuii nepiog, abo
SIK pe3ynbTart OLHKM 3BIiTY 3
AocnigpKeHb, NpoBeAeHNX
BiAMNOBIAHO [0 NnaHy
negiatpuyHmx gocnipxers (PIP)
(3MiHY Y3rof)KeHO 3 KOMNETEHTHUM

6e3 peyenma

UA/15865/01/01
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n/n

Hassa
JliKapcbKo20

Popma sBUMYCKY

3asiBHUK

KpaiHa

Bupo6HuK

3acoby

(nikapcbka ¢hopma,
ynakosKa)

3asiBHUKa

Kpaina

BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

31.

ACHIKAPA,
KAPAIO

TabneTtku, BKPUTI

ToBapucTBO 3

Ykpaina

YMOBHOB&XEHVM OpraHoM) 3MiHu
BHECEeHO A0 [HCTpyKUii ans
MeJNYHOro 3aCTOCyBaHHS

nikapcbkoro 3acoby A0 po3ginis
"@apmakoTepaneBT1YHa rpyna.
Kog ATX" (peparoBaHo TekcT
onucy rpynu), "®apmakonoriyHi
BnactmsocTi", "lMoka3zaHHA"
(yTO4YHEHO Ta pefaroBaHo),
"MpoTunoka3aHHs", "B3aemogis 3
iHLWIMMK NikapcbkMMK 3acobamu Ta
iHWi BNAW B3aemogiin",
"Oco6nMBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHSA y nepiog
BariTHOCTi abo rofyBaHHs
rpyAAat”, "3partHicTb BIIMBATY HA
LWIBWUAKICTb peakuii npy KkepyBaHHi
aBTOTPaHCMNOPTOM a60 iHWKMK
mexaHizmamu”, "Cnocio
3acTocyBaHHA Ta gosun”, "Aitn",
"Mepeno3yBaHHa", "TMO6IYHI
peakujii" .LoA0 OHOBMEHOI
iHbopmauii 3 6e3neku giroyoi
peyoBuHW. BBEAEHHSA 3MiH
npoTsArom 3-x MicAuiB micas
3aTBEPKEHHS.

nauui

060/10HKOI0,
KMLLIKOBOPO34MHHI no 300
mr, no 10 TabneTok y
6nictepi; no 2 6nictepn y

06MEXEHOI0
BiANoBiga/IbHICTIO
"dbapmavueBTnyHa
thipma "BepTtekc"

ToBapucTso 3
06MeXeHoto
BiANOBIAANBLHICTIO
"PapmaueBTnyHa
thipma "BepTekc"
(BUPOBHMLTBO 3
npoaykuii in bulk
BMpOoGHKKa TOB
"®APMEKC I'PYM",

YkpaiHa)

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3miHu | TMny - 3miHn
Lofo 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnagy. 3miHa 'y
KOPOTKIil XapakTepucTumui
nNiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTpyKLU|i Ans
MeAMYHOro 3acTOCYBaHHA Ha
nigcTasi perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
pocnipkeHb 3 6e3neku
3acToCyBaHHS NikapCbKoro 3acoby
B nicnsipeecTpauiiiuii nepiog, abo
K pe3ynbTart OLHKM 3BIiTY 3
[ocnigpKeHb, NpoBeAeHnX
BiANOBIAHO [0 nMiaHy
negiatpuyHux gocnimpxkeHs (PIP)
(3MiHY Y3rof)kKeHo 3 KOMNETEHTHUM
YMOBHOB&XXEHVM OpraHoM) 3MiHu
BHECEHO A0 IHCTpyKUii ans
MeJNYHOro 3aCTOCyBaHHS

6e3 peyenma

NiKapcbKoro 3acoby Ao posginis

UA/15865/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

"apmakoTepanesTMyHa rpyna.
Kog ATX" (pefaroBaHo TekcT
onwucy rpynu), "®apmMakonorivHi
BnacTvsocTi", "MokasaHH:A"
(yTo4HeHo Ta pearoBaHo),
"MpoTunokasaHHsa", "B3aemogis 3
iHWKMKW NikapcbkMKM 3acobamu Ta
iHLWI BMAW B3aemogiit",
"Oco61MBOCTI 3aCTOCYyBaHHA",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rofyBaHHs
rpyaa"”, "3aartHicTb BANBATH HA
LWBMAKICTb peakuii Npy KepyBaHHi
aBTOTPaHCNoOPTOM abo iHWKMKU
mMexaHismamu', "Cnocié
3acTocyBaHHs Ta go3u", "fitn",
"MepenosyBaHHA", "TMO6IYHI
peakuji" LLoA0 OHOBNEHOI
iHchopmawuii 3 6e3nekn gitovoi
peyoBuHW. BBEAEHHA 3MiH
npotArom 3-x MicauiB nicns
3aTBEepKEHHS.

32.

ATAKAHA
nnoc

Tabnetku, no 16 mr/12,5
mr, no 14 Tabnetok y
6nictepi; no 2 6nictepn B
KapTOHHIA KOopoo6Li

ACTPA3EHEKA Ab

Lseuis

AcTpa3eHeka Ab,
Lsewis (BUpOGHWMK
"in bulk");
AcTpa3eHeka 'M6X,
HimeuunHa
(BUPOGHNK,
BiANoBigabHUIA 3a
nakyBaHHS Ta
BWMYCK cepil)

Lseuis/
HimeuunHa

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

thapmakoHarnsgy - BHECeHHs
3MiHM o po3giny “MapkyBaHHsA"
MKA N3:
3anponoHosaHo: MAPKYBAHHA.
3rifHO 3aTBEPAKEHOr0 TEKCTY
MapKyBaHHA. OHOB/IEHHS TEKCTY

MapKyBaHHS YNakoBKW Nikapcbkoro

3ac06y 3 BHECEHHAM iHchopmaLi
LLOA0 3a3HaYeHHS OANHNLB
BMMIpIOBaHHA y cuctemi S|

B anmekax
ma anmey4Hux
KiocKax

UA/7620/01/01

33.

AUMKNOBIP
BENYMNoO

KpeMm A5 30BHILLHbOroO
3acTocyBaHHA 5%, no 2 1
a6ono5r,a6ono 10ry
Ty6i; Mo 1 Ty6i B KAPTOHHIN
navui

Benyno, nikn Ta
KocmeTuka, A.4.

Xopsaris

Benyno, nikn Ta
KocmeTuka, A4.4.

Xopsaris

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMaTtepianis: 3MiHu | Tuny -
NoJaHHA OHOBJIEHOTO cepTudikarty
CEP (R1-CEP 2001-283-Rev 04)
Bifl y)e 3aTBepKEHOro
BUpo6HMKa Zhejiang Charioteer
Pharmaceutical Co., Ltd., Kutaii
ans A®l aumknosip.
3anponoHoBaHo: CEP (R1-CEP
2001-283-Rev 04). faHum
oHoBneHHAM CEP, BignosigHo go
ICH Guideline "Q3D Elemental
impurities”, HaBoAWTbLCA

6e3 peyenma

UA/14085/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
y3araslbHeHHs 3 KOHTPOJI0 PU3MKIB
LLLOZ0 eNleMeHTapHUX AOMILLOK
34. ALL® 100 Tabnetku wunydi no 100 CaHpos CnoseHis Cantotac dapma Himeuunna/ BHECEHHS 3MiH 0 peecTpaLiiHnx 6e3 peyenma UA/8272/01/01
Mr no 20 TabneTok y Ty6i; dapmacbloTikans g.4. v6X, HimeyunHa ABCTpis Marepianis: 3miHu | Tuny -
no 1 Ty6i B KAPTOHHIl (Bunyck cepii); noJaHHsA HOBOro cepTudpikara
Kopoo6ui Xepmec BIANOBIAHOCTI EBPONENChKili
ApuHaiimitTTens thapmakonei Ne R1-CEP 2010-
'M6X, HimeyunHa 092-Rev 01 ansa Ajito4oi pevyoBuHU
(anbTepHaTUBHMIA Acetylcysteine Big HOBOro
BMPOGHUK in bulk, BMpo6Huka WUHAN GRAND
nakyBaHHs); Xepmec HOYO CO., LTD. B fONOBHEHHA
®apma Nec.m.6.X., [0 BXe 3aTBEpP)KEHNX BUPOOHWKIB
ABcTpist A®| Pharma Zell GmbH,
(BMPOGHMLTBO in HimeuunHa; Moehs Catalana S.L.,
bulk, nakyBaHHs) Icnanis, F.1.S. Fabbrica Italiana
Sintetici S.p.A.
35. ALL® 200 Tabnetky wunydi no 200 CaHpos CnoseHis Canotac ®apma Himeuunna/ BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 peyenma UA/8272/01/02
mr, no 20 TabneTok y Ty6i; dapmacbloTikans g.4. v6X, HimeuunHa AscTpis marepianis: 3miHu | Tuny -
no 1 Ty6i y KapTOHHIiA (Bunyck cepii); nojaHHA HOBOro cepTuddikara
Kopobui; no 1 Tabnetuiy Xepmec BiANOBIAHOCTI EBpONeichbkili
calue; no 20 cawe y ApuHarimitTTens thapmakonei Ne R1-CEP 2010-
KapTOHHIA KopoobLi v6X, HimeuunHa 092-Rev 01 gns fjitoyoi pevyoBUHU
(anbTepHaTMBHWMIA Acetylcysteine Big HOBOro
BMPOGHMK in bulk, Bnpo6Huka WUHAN GRAND
nakyBaHHs); Xepmec HOYO CO., LTD. B fONOBHEHHS
$apma Nec.m.6.X., [0 BXe 3aTBepKeHUX BUPOOHUKIB
ABCTpist A®I Pharma Zell GmbH,
(BUpOGHMLTBO in HimeuunHa; Moehs Catalana S.L.,
bulk, nakyBaHHs) IcnaHis, F.I.S. Fabbrica Italiana
Sintetici S.p.A.
36. BEPAINPUN® Tabnetku no 10 mr/25 mr BEPNIH-XEMI Al HimeuyunHa BEPNIH-XEMI AT, HimeyunHa BHECEHHS 3MiH [10 peecTpaviiiHnX 3a peyernmom UA/5853/01/01
AOC 10/25 no 10 TabneTok y HimeuunHa marepianis: 3miHu | Tuny -
6nicTepi; no 2 abo no 3 (BMPOGHMLTBO "in noJaHHs OHOB/IEHOro cepTucpikata
6nicTepn B KAPTOHHIA bulk", koHTposb BiANOBIAHOCTI EBpONeiichbkili
Kopoo6Li cepiit); BEP/IH- thapmakonei ana A®|
XEMI AT, (EHananpwny maneary) Big yxe
HimeyuunHa (kiHueBe 3aTBEPAKEHOT0 BUPOGHUKA
nakyBaHHs, ZHEJIANG HUAHAI
KOHTPO/1b Ta BUMYCK PHARMACEUTICAL CO., LTD.,
cepir) China: 3anponoHoBaHo: R1-CEP
2000-053-Rev 05
37. BIFA®IOH® pO3unH ANs iHQysii, 4 TOB "lOpis-®apm” YkpaiHa TOB "tOpis-®apm” YkpaiHa BHECEHHS 3MiH 10 peecTpaliiiHux | 3a peyenmom UA/4554/01/01

mr/mn; no 100 mn a6o 200
MY NAAWLi; no 1 naswui

MaTepianis: 3MiHu | Tuny -
AfMiHICTpaTMBHI 3MiHU. 3MiHa
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

B nauuyj; no 100 mn a6o
200 mn y KoHTeliHepi; no 1
KOHTelHepy B nauui

HalilmeHyBaHHs Ta/abo agpecu
MiCLS MPOBaMKEHHS AiANbHOCTI
BMPOGHMKa/iMnopTepa roToBoro
NiKapcbKoro 3acoby, BKIOUaUn
AinbHULI BUNYyCKy cepii abo micue
NpPOBeAEHHS KOHTPOJO SIKOCTI.
(misnbHiCTb, 3a Ky BignoBigae
BMpPOGHUK/IMMOpTep, BKIOYaKUM
BUNYCK cepili) - 3MiHa agpecy
MiCLl MPOBAaKEHHS AiS/TIbHOCTI
BMPOOHYKA Yy 3B'A3KY 3
nepeiimMeHyBaHHAM BYuULi Ta
npuBeAEHHSM Y BIANOBIAHICTb A0
ceptudhikaty GMP (BBeaeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPMKEHHS); 3MiHW | TUny -
3MiHV Wwoao
6e3nekn/edpeKTUBHOCTI Ta
hapmakoHarnsagy (iHwi 3miHu)-
3MiHM Y po34ini «MapKyBaHHS».
3aTtBepmkeHo: MapknpoBska.
MpunaraeTcsa. 3anponoHOBaHO:
MapkyBaHHs. 3rigHO
3aTBEPKEHOTO TEKCTY
MapKyBaHHs. BBefieHHs 3MiH
NpoTArom 6-Tv MicsLiB nicns
3aTBEPAXKEHHS

38.

BIKANYTAMIA-
TEBA

TabneTku, BKpUTI
N/iBKOBOK 060JI0HKOIO, MO
50 mr, no 7 TabneTok y
6nictepi, no 4 6nictepn B
Kopobui; no 10 TabneTok y
6nictepi, no 3 6nictepu B
Kopoo6Ui

TOB «TeBa YkpaiHa»

YKpaiHa

TeBa
dapmaveBTikan
IHpacTpis /174,

I13painb

BHECEHHS 3MiH [0 peecTpavLiiiHnX
mMaTtepianis: 3mMiHa 3asaBHUKA
(BnacHvika peecTpaduiiHoro
nocBiAgYeHHs): 3MiHN BHECEHI
LLIOZI0 Ha3BW 3asBHMKA Ha
TUTY/IbHIA CTOPIHL TEKCTY
MapKyBaHHS yrnakoBok J13. 3miHu |
TMny - 3MiHK Woao0
6e3nekn/edpeKTNBHOCTI 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 peyenmom

UA/10546/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(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
hapmakoHarnsgy) 3miHa
YMNOBHOBaXeHOT 0COOM 3asBHMKA,
BignoBigasibHOI 3a
thapmakoHarnag. ditova pegakuis:
Orit Stern-Maman. MponoHoBaHa
pepakuis: buctposa OkcaHa
BiTaniisHa. 3miHa KOHTaKTHUX
[aHVX YNOBHOB&XeHOI 0co6u
3as1BHMKA, BignoBiAa/bHOT 3a
hapmakoHarnsag.

39.

BIKANTYTAMIA-
TEBA

TabneTtku, BKPUTI
NiBKOBOK 060J10HKOLO, MO
150 mr, no 7 TabneTok y
6nicTepi, no 4 6nictepn B
Kopo6ui; no 10 TabneTok y
6nictepi, no 3 6nictepu B
Kopoo6ui

TOB «TeBa YkpaiHa»

Ykpaina

TeBa
dapmaueBTikan
IHoacTpi3 /114.

I3painb

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMarepianis: 3miHa 3asBHUKa
(BnacHvka peecTpadiiHoro
noceigYeHHs): 3MiHN BHECEHI
LLIOZI0 Ha3BW 3asiBHMKA Ha
TUTY/IbHIN CTOPIHLL TEKCTY
MapKyBaHHs1 ynakoBok J13. 3MiHu |
MRy - 3MiHN WoA0
6e3nekun/edekTBHOCTI 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
hapmakoHarnsgy) 3miHa
YMNOBHOBaXEHOT 0COOM 3as1BHMKA,
BignoBigasibHOI 3a
thapmakoHarnag. ditova pefakuis:
Orit Stern-Maman. MponoHoBaHa
pepakuis: buctposa OkcaHa
BiTaniisHa. 3mMiHa KOHTaKTHUX
[aHVX YNOBHOB&XEHOI 0co6u
3as1BHVKA, BifnoBiaa/bHOI 3a

3a peyenmom

UA/10546/01/02
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
dpapMakoHarnsg.
40. BIMAHOKC® Kpansi O4Hi, po3yuH, 2 AnpaH-TaneHcbkuii Xopsaris ApnpaH-TaneHcbkuii Xopsaris BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/17655/01/01
Mr/MA, o 5 mn 'y dpnakoHi Na6opaTopiit 4.4. Na6opaTopii 4.4, marepianis: 3miHu | Tuny - 3miHn
KpanesnbHuui, no 1 Loao 6e3nekn/edeKTMBHOCTI Ta
chnakoHy-kpanenbHUL y thapmakoHarnsgy - 3aTBepKeHHs
KapTOHHI KOpooLi a/IbTEPHATUBHOIO TEKCTY
MapKyBaHHS YNakoBKW NiKapcbkoro
3aco0y i3 3a3Ha4YeHHAM
MiKHapOAHWX NO3HaYeHb OAUHULb
BMMIipIOBaHHS
41. BOHBIBA® PO34UH AN iH'eKUilA no 3 ATHac ®apma HOK Benvka Beiimeiig MNC, Benvka BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/5164/02/01
Mr/3 M1, N0 3 M PO3YMHY Niviteq BpuTanis Benuka BpuTaHis BpuTtaHis/ marepianis: 3MiHW | TUMY - 3MiHK
B nornepegHbo (BTOpUHHE HimeyunHa Lwoao 6e3nekn/edeKTMBHOCTI Ta
HanoBHEHOMY LUNPULL; MO nakyBaHHS1; BUNYCK chapmakoHarnsgy - BHECEHHs 3MiH
1 nonepefHLO cepii); Bettep [0 po3sginy “MapkyBaHHs" MKA
HanoBHEHOMY LLUMNPULY B Papma-dPepTUryHr N3
KOMNAeKTi 3 1 CTepUNbLHOK m6X i Ko. KT, 3anponoHoBaHo: MapKyBaHHS.
rO/IKOK0 A/15 iH'EKLil HimeuunHa 3rigHO 3aTBEpAKEHOro TEKCTY
MOMILLEHO B (BMPOBHNLTBO MapkKyBaHHSA. OHOB/IEHHSA TEKCTY
N1acTMacoBuii KOHTelHep Hepo3dacoBaHoIi MapKyBaHHS YNakoBKW Nikapcbkoro
B KQpPTOHHI kopooLyi npoaykKuii, NnepBuHHe 3ac06y 3 BHECEHHAM iHchopmaLii
nakyBaHHs); PoLu LLOA0 3a3HaYEeHHS OANHNLB
[OiarHocTrke MvbX, BMMIpIOBaHHA y cuctemi S|
HimeuunHa
(BTOpUHHE
nakyBaHHS,
BMNPOGYBaHHSA
KOHTPO/IO AKOCTI,
BUNYyCK cepii)
42, BOHBIBA® TabneTkn, BKPUTI ATHac ®apma HOK Benvka Belimeiig MNNC, Benvka BHECEHHS 3MiH 40 peecTpauiiHnx 3a peyenmom UA/5164/01/01
NNiBKOBOK 060/10HKOK, MO NimiTen BpuTtaHis Benvka bputaHis BpuTaHis/ marepianis: 3mMiHW | TUNY - 3MiHK
150 mrno 1 a6o no 3 (nepBuHHe Ta LLIBeiiuapis ofo 6e3nekun/edekTMBHOCTI Ta

Tabnetkn y 6nictepi; no 1
6nicTepy B KapTOHHii
Kopoo6Li

BTOPUHHE
nakyBaHHS1; BUNYCK
cepii); Isepc-/i AT,
LLBeliyapis
(nepBuHHe Ta
BTOPWHHE
nakysaHHs); MeHH
dapmacbioTikan
Cepsices JI14,
Benvika bputaHis
(BMPOGHMLTBO
Hepo3dgacoBaHOl
NPOAYKLUIT,
BMNPOGYBaHHSA
KOHTPOJIIO SIKOCTI);
®.XodhchmaHH-/1s

hapMakoHarnsay - BHECEHHS 3MiH
00 po3ainy “MapkyBaHHs” MKA
n3

3anpornoHoBaHo: MapKyBaHHS.
3rigHO 3aTBEpL)KEHOr0 TEKCTY
MapKyBaHHSA. OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKW NiKapCbKoro
3ac00y 3 BHECEHHSIM iHchopmaLii
LLI0AO0 3a3HAYEHHS OAMHULbB
BMMIpIOBaHHs y cuctemi Sl
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Pow 1A,
LBeiiLapis
(BPO6GHMLTBO
Hepo3dacoBaHoi
nNpoAyKuUiT,
BMNPOGYBaHHSA
KOHTPOJIO AKOCTI;
BUNyCK cepir);
®.XothpbmarH-/15
Pow 1A,
LBeiiLapis
(neBuHHe Ta
BTOPUHHE
nakyBaHHS;
BMNPOGYBaHHSA
KOHTPO/IHO SIKOCI)
43. BOHAEPM Masb, 20 mr/rno 15ry Benyno, niku Ta Xopsaris Benyno, nikn Ta Xopsaris BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/15555/01/01
Ty6i, No 1 Ty6i y KApTOHHIl KOCMeTuka, A.4. KOoCcMeTwuka, 4.4. MaTepianis: 3MiHu | Tuny -
naui He3HayHa 3MiHa B MpoLeci
BUpOo6HMUTBA /13 - 3MiHa NopsaKy
[0AaBaHHsA [OMOMDKHUX PEYOBUWH
Makporony 400 Ta Makporosny
3350, i Ak pe3ynbTart, BUTyYEHHs
3miwysaya B3 B npoueci
BMPO6HULITBA. BBEAEHHS 3MiH
NpOTArom 6-Tv MicsLiB nicns
3aTBEPIKEHHS.
44, BOPHA MOPOLLIOK KPUCTasTIYHWIA, MAT "Ximdhapm3zasog Ykpaina NAT YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHnX 6e3 peyenma UA/17710/01/01
KNC/NOTA no 10 ry cawe, Ne 10 y "UepBoHa 3ipka" "Ximchapm3asop marepianis: 3mMiHW | TURY - 3MiHK

QECI]

"YepBoHa 3ipka"

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
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
KOHTaKTHUX JaHWX YNOBHOBaXKEHOT
ocobu, BignoBifanbHOT 3a
3pjiicCHeHHs1 hapmakoHarnagy
45, BPEHEM 1000 MOPOLLIOK A1 PO3YMHY Bpykc labopatopic IHAisa Bpykc Jlabopatopic IHAis BHECEHHS 3MiH 10 peecTpaljiiiHux | 3a peyenmom UA/17558/01/01
ANs iH ekuiid, no 1000 mr 1 Nimiteq NimiTen mMartepianis: 3MiHu | TUNY — 3MiHa
(h/1aKoH 3 NOPOLLKOM Y HOPMOBAaHOr0 3HaYEHHs HaTpilo 3a
KapTOHHIA KopooLi noKasHUKOM «BmicT HaTpito»
(3anponoHoBaHo: Bifg 72,16 Mr o
108,24 mr HaTpito); 3MiHu | TUNy —
3 crneumdikayii M'N13 BunyyeHo
nokasHukn «CepegHsi maca BMICTY
KOHTeliHepa» Ta «OfHOPIAHICTb
Macu BMICTy KOHTellHepa» npu
HasiBHOCTi NOKa3HMKa
«OfHOPIAHICTb AO30BaHMX
OAVHULb»
46. BPETAPIC® NMOPOLLIOK AJ1s1 iHraNALLiA, BEPNIH-XEMI Al HimeuyunHa IHaacTpiac IcnaHis BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/15568/01/01
DXEHYENP® 322 mkr/go3y, no 30 o3 dapmaceyTikac marepianis: agMiHiCTpaTUBHI
NOPOLLKY B iHrasiATopi; no Anwmipan C.A. 3MiHW. 3MiHa HaliMeHyBaHHs

1 iHransTopy B
nnacTMKOBOMY NakeTi B
KOpo6Lii 3 KapToHy; no 60
[,03 NOPOLLKY B iHFransATopi;
no 1 a6o no 3 iHransaTopu
B N/1aCTVKOBOMY MakeTi
KOXEH Y KOpobLi 3 KapTOHY

Ta/abo agpecu micua
NPOBaKEHHS AiANbHOCTI
BUPOGHMKa (BKtOYatouu, 3a
Heo6XiAHOCTI, Micue NPoBeAeHHS
KOHTPO/IO SIKOCTIi), a60 BriacHuka
macTep-aiina Ha Adl, abo
noctavanbHuka A®l/BuxigHoro
martepiany/peareHTy/ MPOMIKHOIO
NPOAYKTY, L0 3aCTOCOBYOTLCA Y
BMPOGHULTBI ADI (AKLWO
3a3HaYeHo Y AOCbE Ha NikapCcbkuii
3acib) 3a BigCYTHOCTI cepTudpikata
BiANOBIAHOCTI EBpONechbkili
hapmakonei y 3aTBepaxeHoOMy
[ocbe, abo BUPOOHMKaA HOBOT
[LOMOMDKHOI peYOBUHM (SKLLO
3a3HayYeHo Yy JOCbE) - 3MiHA
HaliMeHyBaHHS1 KOHTPaKTHOro
BUPOGHMKa, BIANOBIA&/ILHOTO 3a
MIKpOHi3aL,ito 4itoUoTi pevoBUHN
akniguHito 6pomiay;
aaMiHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS1 Ta/abo agpecu
MicLS MPOBaKEHHS AiANbHOCTI
BUPOGHMKa (BK/THOYaKOUK, 3a
HeobXigHOCTI, MicLe NpoBeAeHHSA
KOHTPO/O SIKOCTi), a0 BriacHuKa
MacTep-gaiina Ha A®l, abo
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

noctayanbHuka A®l/BuxigHoro
matepiany/peareHTy/ IPOMKHOIO
NPOAYKTY, L0 3aCTOCOBYHOTbCH Y
BMPO6HULTBI ADI (AKLLO
3a3HayeHo y AOChE Ha MiKapCbKuii
3acib) 3a BiACYTHOCTI cepTuddikara
BiANOBIAHOCTI EBpONechbkil
thapmMakonei y 3aTBepyxeHomMy
nocbe, abo BMPOOHUKA HOBOI
[L,0MOMIXHOT peqyoBUHU (SIKLLO
3a3HayeHo Yy [10CbE) - 3MiHa
opraHisauiliHo-npaBoBoi hopMm
rocnofaptoBaHHs1 BUPOGHUKaA
Lito40i pevyoBUHY akNiguHi
6pomigy Ranke Quimica S.A.,
Icnaxis posTaloBaHoro 3a
apgpecoto Ctra. Nacional Il, Km
593, 08470 Sant Andreu de la
Barca, Barcelona, Spain;
afMiHICTpPaTUBHI 3MiHWU. 3MiHa
HalimeHyBaHHs Ta/abo agpecu
MiCL MPOBaKEHHS AiS/IbHOCTI
BMPOOGHMKa (BKtOYatouu, 3a
HeobXiAHOCTI, MicLe NpoBeeHHSA
KOHTPO/O SIKOCTi), a60 BriacHuKa
macTep-aiina Ha Adl, abo
noctavanbHvka A®l/BuxigHoro
matepiany/peareHTy /MpoMixXHOro
NPOAYKTY, L0 3aCTOCOBYOTLCA Y
BMPOOHULTBI ADI (AKLLO
3a3Ha4YeHo y J0CbE Ha NikapCbkuii
3acib) 3a BigCYTHOCTI cepTudpikata
BiNOBIAHOCTI E€BpONeNChKiit
hapmakonei y 3aTBepAKeHOMY
[ocbe, abo BUPOOHMKA HOBOT
[0MOMDKHOT PevyoBUHU (SIKLLO
3a3HavYeHo y A0CbE) - 3MiHa
opraHi3auiliHo-npaBoBoi hopmu
rocnogaproBaHHsi BUpobHMKa
Ait040T PEYOBVHN aKMiguHI0
6pomigy Ranke Quimica S.A.,
IcnaHis po3TalloBaHoro 3a
appecoto Ctra. Granollers-Girona
(C-35), Km 58.85, 08470 Sant
Celoni, Barcelona, Spain; 3MiHu 3
akocTi. A®l. BupobHuuTtBo. 3miHa
BMpPOOHUKA BMXiAHOrO/NMPOMIXXHOro
npoaykTy/peareHty, Lo
BUKOPVCTOBYHOTHCS Y
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

BMPO6HUYOMY npoueci Adl, abo
3MiHa BMPOGHWMKa (BKNOYatouu, ae
HeobXxifHO, MicLe NpoBeAeHHS
KOHTponito skocTi) APl (3a
BifiCYTHOCTI cepTudikaTta
BiNOBIAHOCTI E€BpONeNChKiit
hapmakonei y 3aTBepAKeHOMY
[0cbe)(BBEAEHHS HOBOI AiNbHUL,
[e 3[iiCHIETbCA MiKpOHi3aLis) -
BBEeEHHS AinbHuLi Ranke
Quimica S.A., IcnaHis
po3TalloBaHoro 3a agpecoto Ctra.
Nacional I, Km 593, 08470 Sant
Andreu de la Barca, Barcelona,
Spain, fe 3AiicHI0ETbCS
MIKpOHi3auisi; 3MiHM 3 AkocTi. ADI.
Brvpo6HMLTBO. 3MiHa BUPOGHMKA
BVIXiZHOr0/NMPOMIXHOr o
npoayKTy/pearenTy, Wwo
BUKOPVCTOBYHOTHCS Y
BMPOGHUYOMY npoveci APl abo
3MiHa BUpPO6HUKa (BKIOYatoun, ae
Heo6XifHO, Micue NpoBefeHHs
KOHTponto akocTi) APl (3a
BiICYTHOCTI cepTudikata
BiANOBIAHOCTI EBpONechbkili
hapmakonei y 3aTBepiKeHoOMy
[ocbe)(3anponoHoBaHuii
BMPOGHWK HANIEXUTb [0 TiEi camol
BVMPOGHWYOI rpynu NigNpUEMCTB,
LLIO /A 3aTBEPAKEHNIA) - 3aMiHa
BMPOGHUKA BUXIAHOTO NPOAYKTY 1-
6poMo-3-heHoKeHNponany, sKuii
HaNeXuTb A0 TiEl camol
3aTBEPKEHOT BUPOBHNYOI rpynu
NiANPUEMCTB; 3MiHM 3 AKOCTi. ADI.
Brpo6HMLUTBO. 3MiHa BUPOOHMKa
BUXiQHOrO/NPOMIXHOr0
npoaykTy/peareHty, Lo
BUKOPVCTOBYHOTBCS Y
BMpOo6GHUYOMY npoueci AdPl, abo
3MiHa BMPOGHUMKa (BKOUaoun, ae
HeobXxiAHO, MicLe NpoBeAeHHS
KOHTpO/tO sKOCTi) APl (3a
BifICYTHOCTI cepTudikara
BIANOBIAHOCTI EBpONechbkil
thapmMakonei y 3aTBepyxeHomy
[Aocbe)(3anponoHoBaHui
BMPOBHMK HA/IEXWTb A0 Tiel caMoi
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

BVMPOGHMYOT rpynu NignpYEMCTB,
LLIO /A 3aTBEPAKEHNIA) - 3aMiHa
BMPOGHMKA BUXIAHOMO NPOAYKTY 2-
6pomoTiodheHy, SKNIA HAEeXUTb A0
TiEl camol 3aTBepaKeHol
BVMPOGHWYOI rpynu NigNpUEMCTB;
3MiHM 3 skocTi. A®I. BupobHuuTBO.
3MiHu B npoLieci BUpo6HMLTBa ADI
(He3HayHa 3MiHa y npoueci
BMPO6HULTBA AP - KOPUTYBaHHSA
napameTpiB NpoLecy MiKpoHizanuil
3a /J0NoMOrot CTPYMEHEBOIo
BMXPOBOr0 MAVHA ANS AiNbHAL
CATALENT MICRON
TECHNOLOGIES LIMITED,
United Kingdom; 3MiHu 3 siKOCTi.
A®I. BUpo6bHMLTBO. 3MiHN B
npoteci BupobHuuTea APl
(He3HauHa 3miHa y mpoueci
BMPOGHMLTBA AD| - NPOBaKEHHS
napameTpiB npoLecy MikpoHisaulii
3a J0NOMOrot0 CTPYMEHEBOTO
BMXPOBOr0 M/IMHA, 3aCTOCOBAHMX
Ansa ginbHuui Ranke Quimica S.A.,
IcnaHis (3a agpecoto Sant Andreu
de la Barca — SAB); 3MiHK 3
akocTi. A®l. BupobHuuTeo. 3miHa
po3mipy cepii (BktoYaKun
niana3oHn) A®l abo NPOMiXHOro
NPOAYKTY, SIKiA 3aCTOCOBYETLCA Y
npoteci BupobHuutea AdI
(36inbLleHHs fo 10 pasis
MOPIBHAHO i3 3aTBEPAKEHUM
pO3mipom) - 3MiHa po3Mipy cepil
NPOMDKHOIO NPOAYKTY
MeTUNANTIEHINTAIKONAT ANA
AinbHuUi Ranke Quimica S.A.,
IcnaHis (3a agpecoto Sant Andreu
de la Barca — SAB);
3MiHM 3 skocTi. A®I. BupobHuuTBO.
3MiHa po3mipy cepii (Bkntoyatouu
Aiana3oHu) A®l abo npomMixXHOro
NPOAYKTY, AKUIi 3aCTOCOBYETLCA Y
npoteci Bupo6HuuTea AdI
(36inbLueHHs go 10 pasis
MOPIBHSHO i3 3aTBEPAKEHUM
po3Mipom) - 3MiHa po3mipy cepii
NPOMDKHOrO NPOAYKTY akniAvHito
6pomigy HEMiIKPOHI30BaHOroO Ansi
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
AinbHMUb Ranke Quimica S.A.,

IcnaHisa (3anponoHoBaHo: 15 kr
a6o 50 kr (Makcumym 55 Kr));
3MiHM 3 skocTi. A®I. BupobHuuTBO.
3MiHa po3mipy cepii (Bkntoyatouu
Aiana3oHu) A®l abo npomMixXHOro
NPOAYKTY, AKNIi 3aCTOCOBYETLCA Y
npoteci Bupo6HuuTea AdI
(36inbLueHHs go 10 pasis
MOPIBHSHO i3 3aTBEPAKEHUM
po3Mipom) - 3MiHa po3mipy cepii
akniguHito 6pomigy
MiKpOHi30BaHOro (3anponoHOBaHO:
15 kr a60o 50 kr (Makcumym 55 Kr));
3MiHK 3 AKoCTi. A®Il. KOHTpO/b
A®I. 3miHa y napameTpax
cneuudikauii Ta/abo gonycTummx
MeX, BU3HauYeHux y cneumddikauisax
Ha A®|, abo BMXigHWA/NPOMIKHWIA
npoAayKT/peareHT, Wwo
BMKOPUCTOBYHOTLCSA Y NPOLLECi
BMPOGHMLTBA AD| (4ONOBHEHHS
cneuuaqikaLii HOBUM NOKa3HUKOM
AKOCTI Ta BifNOBIAHVM METOL0M
BMNPOGYBaHHS) - A0 NOKa3HMKa
«OpraHiyHi JOMILLKN»
cneundikauii A®l, gogaHo
BM3HAYEHHST AOMILLKV NoxigHa
6pomonponokcunponiny (E) 3
[0MYyCTUMOIO MeXelo He Ginblue
0,10%, sik NnepiognyHOro
KOHTPOJIH0, L0 NPOBOANTLCA HA
nepLUnX TPbOX KOMEPL,AHMX
NoCnifoBHMX CepisiX, a NOTiM — Ha
KOXHIli gecaTili nocnifoBHii
KOMepLiiiHiii cepil;
3MiHM 3 sakocTi. A®I. KoHTporb
A®l. 3miHa y napameTpax
cneuudikavii Ta/abo AonycTUMmX
MeX, BU3HaueHux y cnewmdikayisax
Ha A®|, abo BMXigHWA/NPOMIKHWIA
npoayKT/peareHT, Wo
BUKOPVCTOBYHOTBCS Y NPOLEC
BUpPO6HUUTBA AP| (JONOBHEHHSA
cneumdikaLii HOBUM NMOKa3HUKOM
SIKOCTi Ta BigNOBIgAHNM METOA0M
BUNPOBYBaHHS) - 40 NOKa3HUKa
«3asIMLLKN OpraHivyHmX

PO34MHHKKIB» cneumdikauii Adl,
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

[0[aHO BM3HAYEHHA MeTaHony 3

[ONYyCTUMOK MeXelo He GinbLue

3000 ppm; 3MiHK 3 AKOCTi. ADI.
KoHTponb A®I. 3miHa y

napameTpax crneuudikauii Ta/abo

[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneumdikauisx Ha Adl, abo
BUIXiZHWUIA/MPOMIXHWIA
npoayKT/peareHT, Wo
BUKOPVCTOBYHOTBCS Y NPOLEC
BUpPO6HULUTBA AD| (JONOBHEHHSA
cneumdikaLii HOBUM NMOKa3HUKOM
SIKOCTi Ta BigNOBIgAHNM METOA0M
BUNPOBYBaHHS) - 40 NOKa3HUKa
«3a/IMLLKN OpraHivyHmX
PO34MHHKKIB» cneuudikauii AdI,
[04aHO BU3HAYEHHS Tonyony 3
[0MyCTUMOIO MEXelo He Ginblue
890 ppm; 3MiHM 3 sKOCTi. AdI.
KoHTponb A®L. 3miHa y MeTodax
BunpobyBaHHA APl abo BUXigHOTO
mMarepiany/npoMixXHOro
npoayKTy/peareHTy, Wo
BVIKOPVCTOBYETLCS Y NpoLeci
BMPOGHMLTBA AD| (HE3HAYHI 3MiHN
y 3aTBEPXEHNX MeTodax
BUNPOBYBaHHSA) - 3MiHN [0
METOAMKM 38 NOKa3HNKOM
«3aNuLLKN OpraHiyHux
PO34MHHKMKIB» (NPOGONiAroTOBKa
Ta KOPUryBaHHS BiJHOCHOTO Yacy
YTPUMaHHS 4151 BCIX PO3YMHHUKIB
Ta [ONOBHEHHS Yacy yTpYMaHHS
A5 MeTaHosy); 3MiHW 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
KOHTpO/1b roTOBOrO NikapcbKoro
3acoby. 3miHa y meTogax
BUMNPOOYBaHHA rOTOBOr0
nNiKapcbKoro 3acoby (HesHauyHa
3MiHa Y 3aTBEpAKEHUX MeToAax
BUNPOBYBaHHS) - 3MiHW Y MeToAi
KiNIbKiCHOro aHanisy MeTogom
BEPX ansi BU3HaUYeHHs
OAHOPIAHOCTI BUBINIbHEHNX [03
(OBA) i ouiHKM [03K APIBHNX
yacTuHok (444) (ymosu
XpomatorpadyBaHHs); 3MiHA 3
AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
Cucrema
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HasBa

n/n

JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

47.

BPUNbAHTOB

PO34K1H Ona 30BHILUHLOTO

KOHTeliHep/3aKynopoBabHWi
3aci6. 3MiHa nocTavyasibHVKa
nakyBasibHUX MaTtepianis abo
KOMMNIEKTYOUMX (SKLLO 3a3Ha4YeHO
B [lOCbE) (3amiHa abo foAaBaHHSA
noctavasibHvKa) - ofaBaHHs
a/IbTEPHATUBHOIO NocTavasibHMKa
Gerresheimer Horsovsky Tyn,
Czech Republic gns
KoMMekTytoumx Genuair; 3MiHK
Loao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy - 3MiHu1 Ao
po3ainy «MapKyBaHHS»; 3MiHW
BHECEHi B TEKCT MapKyBaHHSA
yNakoBKM NiKapCbKoro 3acoby
LLOA0 3a3HAaYEHHS MDKHAPOAHMX
no3HayeHb OAVHULb
BMMIPIOBaHHS; 3MiHM 3 SAKOCTI.
MegawnyHi npuctpoi. 3miHa
NPUCTPOIB AN151 BUMIPIOBaHHA [03U
a60 BBeAEHHSA NikapCbKoro 3acoby
(mopaBaHHsA abo 3aMiHa
NPYCTPOLO, AKWIA He € HEBIf'EMHOID
YacTVHOI NEPBUHHOI YNaKoBKK) -
Cneiicep A1 f030BaHUX
iHranaTopis abo iHWi NpUCTPOT, AKi
MOXYTb MaTh 3HAYHWIA BN/IUB HA
poctaBky APl y nikapcbkili hopmi
(Hanpuiknag Hebynaiizep) - 3MiHU
chopmMun Ta po3Mipy KOMMOHEHTIB
BMXPOBOI OCHOBM i MyHALLTYKA.
MopudpikoBaHuii iHransitop SD3FL
MICTUTb HOBY BHYTPILLHIO BUXPOBY
OAVHWLIIO 3 AesKUMU
MoaudpikoBaHUMKM AeTansiMu
KOHCTPYKLT (30BHILLHSA KprBa
pagianbHoi hopMK MiHIMasTbHO
afanToBaHa, YoTUpW KPYranmx
06XiAHNX OTBOPU 3aMiCTb LLIECTK),
a TaKoX HOBUI MYHALUTYK 3 AeLo
36iNbLUEHVM AjiaMeTPOM BUXiZHOro
OTBOPY (3aTBEPAKEHO: BEPCIs
iHransTopa SD2FL;
3anponoHoBaHo: Bepcis
iHransTopa SD3FL)

WiA 3ENEHNN

3acCToCyBaHH4, CI'IVIpTOBI/II7I

1 % no 25 mn y chnakoHi-

MAT "Fanuudpapm”

YKpaiHa

MNAT "Tannucapm”

YkpaiHa

BHECEHHS 3MiH 10 peecTpavLiiiHnX
MaTepianis: 3MiHu | Tuny -

6e3 peyenma

BHECEHHS 3MiH Y peecTpauiiHe

UA/8011/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KpanenbHuLj; no 25 mny
donakoHi-kpanensHuLi; no
1 chnakoHy-KpanesibHULi B
naui

[OCbLE MOB'si3aHe 3 HEOOXIAHICTIO
npusBefeHHs crneundikaii Ta
METOZiB KOHTPO/IHO AOMNOMIKHOI
peuvoBuHM ETaHon (96%) oo Bumor
EP/O®Y, pitoye BUAAHHS; CynyTHSA
3MiHa - 3MiHKW 3 iKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KoHTponb
[OONOMDKHUX peyoBUH. 3MiHa Y
mMeTofax BUNPo6yBaHHSA
[OMOMDKHOT peYOBMHY (IHLLI 3MiHK
y MeTogax BMnpobyBaHHA
(Bkntovaroun 3amiHy abo
A0faBaHHs)); 3MiHW | Trny —
BU/TYYEHHA 3 peecTpauiiiHoro
A0Cbe iHhopmaLii, LLoA0 Ha3su
BVPOGHMKIB AOMNOMIKHWUX PEYOBUH
(3aTBEpPAKEHO BUPOOHMKA
[0MNOMDKHOT peyoBrHY ETaHon
(96%) [epxaBHe NiANPUEMCTBO
CNUPTOBOI Ta NiKepo-ropisiyaHol
NPOMUCNOBOCTI «YKPCNNPT»), Yy
3B'A3KY i3 NepiogNnYHUMN 3MiHaMK
Ha3B BUPOOHMKIB LOMOMIDKHUX
PEeYOBUH, OCKINbKM cneundikauis
Ta METOAM KOHTPO/IHO AKOCTI
ilEHTWUYHI A8 BCiX BUPOGHWKIB

48.

BPOHXO®IT

HacTolka cknagHa, no 100
My 6aHuj cknsHii; no 1
6aHLi B nayuyi; no 100 mny
6aHLi nonimepHini; no 1
6aHui B mayui; no 100 mny
donakoHi nonimepHomy; no
1 donakoHy B nauui

TOB "HaykoBo-
BMPOGHMYaA
hapmaueBTMyHa
KoMnais "EAM"

Ykpaina

TOB "HaykoBo-
BMPOGHMYa
hapmaLeBTUYHA
KoMnanis "EM"

YkpaiHa

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

hapmakoHarnsgy - BHeCeHHs
3MiHM o po3giny "MapkyBaHHS"
MKA N3:
3anponoHoBaHo: MAPKYBAHHA
3rifHO 3aTBEpPL)KEHOrO TEKCTY
MapKyBaHHs. 3MiHU BHECEHI B
TEKCT MapKyBaHHS yNakoBKM
nikapcbkoro 3acoby woa0
3a3HaYeHHs OAUHULb
BMMIptOBaHHA y cuctemi Sl.
BBegeHHs 3MiH npoTsarom 3-x
MicsILiB nicns 3aTBepoKEHHS

6e3 peyenma

UA/3546/02/01

49,

BYCTPUKC™
KOMBIHOBAH
A BAKLIMHA
ana
NPO®INAKTUK
W ANDTEPII,
NPABLIS,

cycneHsis ans iH'ekui 0,5
mMn/po3y, no 1 nosiy
nonepegHL0
HarnoBHEHOMY LUNPULL; NO
1 nonepeAHLO
HarnoBHEHOMY LUNPULLY Y
KOMNEKTi 3 ABOMA

"nakcoCmiTKnsiiH
Ekcnopt Jlimiteq,

Benvka
BpuTtaHis

nakcoCmiTKnsiiH

Bionopxikans C.A.

Benbris

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMaTtepianis: 3MiHu | Tuny -
BW/YYEHHs1 BUNpo6yBaHHs Optical
dencity test Ha eTani chepmeHTauii
NPOMIXHOr0o NPOAYKTY aHTUIEHIB
KaLL/oka 3 KaTeropii MOHITOpUHrY
nig Yyac npouecy BUpo6HuUTBa (in-

3a peyernmom

UA/14955/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
KALUTOKY rosikamy B N1acTNKOBOMY process monitoring); 3MiHu | Tuny -
(ALENONAPH KOHTeliHepi; no 1 BW/TyYEHHS BUNPOGYBaHHs Protein
nn KOHTeHepy Y KapTOHHIl content by Lowry Ans npomiKHOro
KOMMOHEHT) Kopoo6ui NPOAYKTY aKTUBHOI Cy6CTaHLji Ha
(AOCOPBOBA eTani o4nLLLEHHS iIOHOOOMIHHO
HA, 3I XpomaTorpacieto (KonoHka Q-
3MEHLLUEHUM cechbaposu) 3 kareropii
BMICTOM MOHITOPUHTY Nif, Yyac npowecy
AHTUrEHIB) BMpO6HULTBA (in-process
monitoring); 3MiHu | TUny -
nepeHeceHHs BUNPoOyBaHHS
Bioburden test, w0 npoBoanTbLCS
Ha CTagji ouvnLLEeHHs, nepeq
eTanom hiHasIbHOI CTEPUNI3yroUoT
inbTpauii 3 kateropii
MOHITOPUHIY Mg, Yac npoLecy
BMPO6HULTBA (in-process
monitoring) Ao kateropii
NPUAHATTA PILLEHHS LWOAO AKOCTI
(quality decision test) 3 kputepiem
npuiiHATHOCTI «Not more than
(NMT )10 CFU/100 ml»; 3miHu |
MMy - 3MiHa KpuTepiis
NPUAHATHOCTI 4718 BUNPOBYBaHHSA
Ha MIKpOBHY YMCTOTY Ha TPUMCUH-
coeBomy arapi (Microbial purity
test on Tryptic Soy Agar) ans ABox
OCTaHHIX NPeKybTyp Ta OCHOBHUX
eTanis thepmeHTaLii Ana
aHTUreHIB KaLl/IoKy B KaTeropii
NPUAHATTA PILLEHHS LWOAO AKOCTI
(Quality decision test).
3anponoHoBaHo: Absence of
growth. BHeceHHs pegakuinHmux
npasok Ao po3ainy 3.2.S.2.4
peecTpaujiiiHoro Aocke
50. BYCTPUKC™ CycneHsis Ans iH'ekui no nakcoCmiTKnsiiH Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [0 peecTpaviiiHnX 3a peyenmom UA/15071/01/01
nonio 1 posi (0,5 mn/gosy) no 1 EkcnopT NimiTeq, BputaHis Bionogxikans C.A MaTepianis: 3MiHu | Tuny -
KOMBIHOBAH [03i y nonepegHb0 BUyYEHHS BUNpobysaHHsa Optical
A BAKUUHA HarnoBHEHOMY LUNpUL; No dencity test Ha eTani hepmeHTau;ii
ana 1 nonepeaHLO NPOMIXHOr0 NPOAYKTY aHTUTEHIB
MPO®ITAKTUK | HanoBHeHOMYy LUNpULy Y KaLL/toka 3 kaTeropii MOHITOPUHTY
N BUODTEPII, KOMMNJIEKTI 3 ABOMA nig yac npouecy BUpobHuyTBa (in-
NPABLA, rofikamy B M1acTVKOBOMY process monitoring); 3miHu | Tuny -
KALLJTIOKY KOHTeliHepi; no 1 BWyYEHHS BUNPOGYBaHHs Protein
(ALENMONAPH KOHTEHepY Y KapTOHHIl content by Lowry Ans npomiHOro
nin Kopobui NPOAYKTY aKTUBHOT Cy6CTaHLil Ha
KOMMOHEHT) eTani OYMLLEHHS iIOHOOOMIHHO
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

TA
NonIoMIENITY
(IHAKTUBOBA
HA)
(ALCOPBOBA
HA, 3
3MEHLUEHMM
BMICTOM
AHTUTEHIB)

XpomaTtorpacieto (konoHka Q-
cedpaposu) 3 kaTeropii
MOHITOPUHTY Mg, Yac npoLecy
BMpPO6HULTBA (in-process
monitoring); 3miHu | Tuny -
nepeHeceHHs BUNpobyBaHHSA
Bioburden test, wo npoBoanTbCA
Ha cTagil ounweHHs, nepes
eTanom hiHasIbHOI CTepUNI3yroUol
inbTpauii 3 kareropii
MOHITOPUHTY Nif, Yyac npowecy
BMPOGHULTBA (in-process
monitoring) Ao kateropii
NPUAHATTA PILLEHHS LLOAO AKOCTI
(quality decision test) 3 kputepiem
npuiAiHATHOCTI «Not more than
(NMT )10 CFU/100 ml»; 3MiHu |
Tuny - 3MiHa KpuTtepiis
NPUAHATHOCTI AN BUNPOGYBaHHSA
Ha MIKPOOHY YMCTOTY Ha TPUMCUH-
coesomy arapi (Microbial purity
test on Tryptic Soy Agar) ans ABox
OCTaHHiX NPeKyNbTyp Ta OCHOBHUX
eTanis thepmeHnTayii gns
aHTUreHIB KallsoKy B KaTeropii
NPUAHATTA PILLEHHS LLOAO AKOCTI
(Quality decision test).
3anponoHoBaHo: Absence of
growth. BHeCeHHS pefakLuiinHux
npasokK A0 po3giny 3.2.5.2.4
peecTpauiiHoOro Aochbe

51.

BAKCIrPUN®
TETPA |
VAXIGRIP
TETRA CNNIT-
BAKUUHA And
MPO®ITAKTUK
nremny
YOTUPbOXBA
NEHTHA,
IHAKTUBOBAH
A

CycneHsist aNns iH'ekwuiin no
0,5 M1y nonepesHbLO
3anoBHEHOMY LUMPWLL; NO
1 nonepeaHLO
3anoBHEHOMY LINPULY 3
NPVIKPINIEHOO TONKOI Y
KapTOHHIiA kopobui; no 0,5
My nonepegHbLo
3anoBHEHOMY LUMPWLL; NO
1 nonepeaHLO
3anoBHEHOMY Lnpuly 6e3
rOJIKM Yy KaPTOHHIli KopoobLi

CaHocdpi MNactep

dpaHuis

NOBHUIA LMK
BMPOGHMLTBA,
3arnoBHeHHs,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BWMNYCK Cepil:
CaHodpi MacTep,
PpaHuis;
BTOPWHHE
nakyBaHHS,
KOHTPO/b SIKOCTI,
BWMNYCK Cepil:
CaHodpi MacTep,
PpaHuis;
3aMOBHEHHS,

PpaHuia/
YroplmHa/
Benbris

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/16141/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
nepBUHHE Ta (BK/HOHAKOUN KOHTAKTHI JaHi)
BTOPVHHE Ta/abo 3MiHW Y PO3MILLEHHI
nakyBaHHS, macTep-chaiina cuctemm
KOHTPO/b SKOCTI: thapmakoHarnsgy) - 3miHa
CAHO®I BIHTPOI KOHTaKTHOT 0CO6U YNOBHOBaXEHOT
IHOACTPIA, ocobu 3asBHUKA, BiANOBIAAUTbHOI
dpaHLis; BTOPUHHE 3a hapmakoHarnag B Ykpaii.
nakyBaHHs1, BUNYCK MponoHoBaHa peaakuis:
cepii: CaHodi- Xopakiscbka TeTaHa
ABeHrTic MpaiisiT Ko. BauecnasiBHa. 3MiHa KOHTaKTHMX
Nta., Nnatdopma [aHuX KOHTaKTHOI ocobu
NOTiCTUKN Ta YNOBHOBAXXEHOI 0CO6U 3asIBHYMKA,
AncTpubyLii y m. BignoBigasibHOI 3a
Bypanewr, thapmMakoHarnag B YkpaiHi
YropLumHa;
BTOPUHHE
nakysaHHs: CPHA
CA, Benebrist
52. BANNICAPTAH MOPOLLIOK (Cy6CcTaHUis) y TOB "TK "ABpopa” YkpaiHa UxeussH TiaHio Kutai BHECEHHS 3MiH [0 peecTpaviiiHnX - UA/17955/01/01

noABiiHMX
NoIIeTUNEHOBMX MiLLKax
Ansa dapmaleBTUYHOIO
3aCTOCYBaHHsI

dapmacbioTikan Ko.,
nrp.

mMartepianis: yTOUHEHHs
HanucaHHA 3asiBHUKA B HakKasi
MO3 Ykpainu Ne 517 Big,
22.03.2021 B npoueci BHeCEHHA
3MiH (3MiHM | TUny - 3MiHK 3
akocTi. CepTudpikar
BignosigHocTI/TE-cepTudcikat
BIANOBIAHOCTI EBPONENChKili
thapmakonei/mMoHorpadii.
MofaHHA HoBOro abo OHOB/IEHOrO
cepTudpikaTa BignosigHoCTi abo
BU/TyYEHHS cepTudikaTa
BiANOBIAHOCTI EBpONeichbkili
apmakonei: ana A®l; gns
BMXiAHOTO
MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS
y BUPOGHMLTBI ADI; Ans
[0MOMDKHOT peYOBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponelicbkiin hapmakone) -
OHOBNEHWi cepTuddikaT Big yxe
3aTBEPIXEHOr0 BUPOOHUKA -
nofaHHA OHOBMEHOTO cepTudikara
BiANOBIAHOCTI EBpONeiichkili
thapmakonei Ne R1-CEP 2013-
159-Rev 01(3aTBepaxeHo: R1-
CEP 2013-159-Rev 00) gns
[io40i peyoBVHY BasicapTaHy Bif,
BXE 3aTBEpKEHOro BUPO6HMKa
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
UxeussaH TiaHio dapmMacbioTikas
Ko., NiTa., Knutaii, sik Hacnigok
3MiHM B MeTofax KOHTponto Ad| 3a
nokasHukamu «CynpoBigHi
LOMILLKM» 2-LiiaHo-
4-'6pommeTUnGicheHin, «Asung
HaTpIlo», «3a/TULLKOBI KifIbKOCTI
OpraHiyHMX PO3UYMHHUKIB»).
Pedakyis 8 Hakasi: TOB "TK
"Aspopa” YkpaiHa, 04112, m. Kuis,
By/. leemsipiscbka, 62. BipHa
pedakyisi: TOB "TK "Aspopa”
YKpaiHa.
53. BAJICAPTAH TabneTtku, BKPUTI CaHpo3 CnoseHis Nex CnoseHisi/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/15619/01/01
CAHAO3® NAiBKOBOK 0B0MIOHKOM, MO | ®dapmacbloTikan3 4.4, dapmaueBTMYHA ITanis/ marepianis: 3MiHN | TUMY - 3MiHW
KOMMNO3NTYM 160 mr/12,5 mr no 14 KoMnNaHis 4.4, PymyHis Loao 6e3nekn/edeKTMBHOCTI Ta
Tabnetok y 6nictepi; no 1 CnoBeHis (Bunyck hapmMakoHarnagy - OHOBMEHHS
abo 2 6nictepn y cepii, TeCcTyBaHHS); TEKCTY MapKyBaHHS YNaKOBKM
KapTOHHIA KOopooLi HoapTic ®apma NiKapcbKoro 3acoby 3 BHECEHHAM
C.n.A,, ITanisa iHbopmaLii Woao 3a3HaYeHHS
(BUpOGHMLTBO "in OAVHWLb BUMIPIOBAHHS Y CUCTEMI
bulk", nakyBaHHs); Sl. 3amiHa po3giny «[padiuHe
C. K. CaHgos C.P.J1., 0(hOPMIEHHS YNAKOBKM» Ha
PymyHis (Bunyck po3gin «MapkysaHHs» y MKA N13:
cepii, TeCTyBaHHs) 3anpornoHoBaHo: MapKyBaHHA
3rigHO 3aTBEpKEHOr0 TEKCTY
MapKyBaHHS.
TepmiH BBEAEHHSA 3MiH NPOTSAroM 6
MicsILiB nicns 3aTBepoKEHHS
54, BANCAPTAH TabneTkn, BKPUTI CaHpos CnoseHis Nex CnoseHisi/ BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/15620/01/01
CAHAO3® NAiBKOBOK 060/10HKOD, MO $apmacbloTiKan3 g.4. $apmaueBTUYHA ITania/ marepianis: 3MiHW | TUNY - 3MiHK
KOMMO3UTYM | 80 mr/12,5 mr no 14 KoMnaHisa 4.4., PymyHis ofo 6esnekn/edpekTMBHOCTI Ta

Tabnetok y 6nictepi; no 1
abo 2 6nictepn y
KapTOHHIA KopooLi

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

thapmakoHarnsgy - OHOB/IEHHS
TEKCTY MapKyBaHHS ynakoBKu
nikapcbKoro 3acoby 3 BHECEHHAM
iHchopmauii Woa0 3a3HaYeHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. 3amiHa po3giny «[IpadiuHe
0hopMNEHHS YNaKOBKU» Ha
«MapKyBaHHs» B 3aTBEPXXEHUX
MK#A 13. 3anponoHoBaHo:
MapkyBaHHs 3rigHo
3aTBEPAKEHOIO TEKCTY
MapKyBaHHs1
TepmiH BBEAEHHSA 3MiH NpOTSAroM 6
MicsILiB Micns 3aTBepPKEHHS
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
55. BANICAPTAH TabneTku, BKpUTI CaHpo3 CnoBeHis Nex CnoseHis/ BHECEHHS 3MiH 10 peecTpayjiiiHux | 3a peyenmom UA/15620/01/02
CAHAO3® NNiBKOBOK 060J10HKO, MO $apmacbloTiKans g.4. $papmaueBTUYHA ITania/ marepianis: 3MiHW | TUNY - 3MiHK
KOMMO3UTYM 160 mr/25 mr; no 14 KoMnaHisa 4.4., PymyHis oo 6e3nekn/edekTMBHOCTI Ta
Tabnetok y 6nictepi; no 1 CnoBeHis (BUMycK chapmakoHarnsgy - OHOB/IEHHS
abo 2 6nictepn y cepiii, TecTyBaHHs); TEKCTY MapKyBaHHS YNakoBKu
KapTOHHiiA KOpo6Li HosapTic ®apma NiKapCbKOro 3acoby 3 BHECEHHAM
C.n.A., ITanis iHchopmawii LWoao 3a3HaveHHs
(BMPOGHMLTBO "in OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
bulk", nakyBaHHs); Sl. 3amiHa po3giny «padiuHe
C.K. Cangos C.P.J1., 0hOpPMIEHHS YMAKOBKU» Ha
PymyHis (Bunyck «MapKyBaHHs1» B 3aTBEPXKEHUX
cepii, TeCTyBaHHS) MK#A 3. 3anponoHoBaHo:
MapkyBaHHs 3rigHO
3aTBEPAKEHOrO TEKCTY
MapKyBaHHs
TepmiH BBEAEHHSA 3MiH NPOTSAroM 6
MicsILiB Micns 3aTBepoKEHHS
56. BAJ/IbCAPIA H TabneTku, BKPUTI CaHpos CnoseHis Bupo6HMLTBO "in ITania/ BHECEHHS 3MiH 40 peecTpaLiiHnx 3a peyenmom UA/15619/01/01
NAiBKOBOK 0O0MIOHKOM, MO | ®apmacbkloTikan3 4.4, bulk", nakyBaHHs: CnoseHis/ marepianis: 3miHu | Tuny -
160 mr /12,5 mr no 14 HosapTic ®apma PymyHis AOMiHICTPaTUBHI 3MiHW. 3MiHa
Tabnetok y 6nictepi; no 1 C.n.A., ltanisi; Ha3BW NikapCbKOro 3acoby -
abo 2 6nictepn y Bunyck cepii, 3MiHM BHeCeHi woao Ha3su J13.
KapTOHHIiA KOpo6Li TeCTyBaHHS: 3arBepaxeHo: BancapTaH
Nex CAHAO3® komnos3ntym®
PapmaueBTUyHa Valsartan SANDOZ compositum
KoMnaHisa a.4., 3anponoHoBaHo: Banbcapis H
CnoseHis; Bunyck Valsariya H BBegeHHs 3MiH
cepii, TeCTyBaHHS: npoTArom 6-Tu MicAuiB nicns
C.K. CaHpgos C.P.J1., 3aTBEPKEHHA.
PymyHis
57. BEH/TA®AKCWU | Tabnetkn no 75 mr no 10 MpAT "TexHonor" Ykpaina MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/15569/01/01
H Tabnetok y 6nictepi; no 3 marepianis: 3MiHW | TUMY - 3MiHK
6nictepm y nauui 3 Lwoao 6e3nekn/edeKTMBHOCTI Ta
KapToHy chapmakoHarnsgy - OHOB/EHHS
TEeKCTYy MapKyBaHHS ynakoBKu
NiKapCbKOro 3acoby 3 BHECEHHAM
iHcbopMmaLii woao 3a3HaYeHHS
OAVHWLb BUMIPIOBaHHS Y CUCTEMI
Sl. TepMiH BBe,€HHA 3MiH
npoTsarom 6 Micswis nicns
3aTBEPMXKEHHS
58. BEHOIFENAHO renb no 40 ry Ty6i; no 1 My6niyHe akuioHepHe Ykpaina My6niyHe YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHnX 6e3 peyenma UA/7100/01/01
n Ty6i B nayuj TOBapUCTBO "HaykoBo- akujioHepHe marepianis: 3miHu | Tuny -
BUPOGHNUUI LIEHTP TOBapUCTBO BU/TyYeHHS BUPO6HMKa API
"BopLuariBcbKuit "HaykoBo- aekcnanTeHon Daiichi Fine
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

XimiKo-
hapmaLeBTUYHNIA
3asof”

BMPOGHWYNIA LEHTP
"BopLyariBcbKuii
XimiKO-
hapmaueBTUYHWI
3asofa”

Chemical Co., LTD, AnoHis;
3anpornoHoBaHo: BASF SE,
HimeuunHa,;
3MiHW | TUNY - BUNYYEHHS i3
crneundikavii A®I gekcnaHTeHon
nokasHuka «Baxki meTanm» -
NpUBELEHO Y BiANOBIAHICTb A0
BMMOT MOHorpadii EP; 3MiHu |
TUMY - 3MiHW y MeToAax
BMNPOBYBaHHA 4718 KOHTposIo AdI
3a NokasHUKoM «CynpoBifHi
OOMILLKM»; 3MiHW | TUNY - NoAaHHSA
OHOBJ/IEHOTO cepTudikaTa
BiANOBIAHOCTI EBpONeichbkili
thapmakonei Ne R1-CEP 2006-
233-Rev 01 ans Aito4oi pevoBrHN
Dexpanthenol Big, Bxe
3aTBEpAKEHOro BMpo6Hunka BASF
SE; 3miHu | Tvny - nogaHHsA
OHOBJIEHOTO cepTudikaTa
BiNOBIAHOCTI E€BpPONENChKiit
thapmakonei Ne R1-CEP 2006-
233-Rev 02 gna aitoyoi peyoBuHU
Dexpanthenol Big, Bxe
3aTBEPAKEHOr0 BMpobHuka BASF
SE

59.

BO/IbTAPEH
EMYNbIrE/b

emynbrenb gns
30BHILUHBOrO
3actocyBaHHs 1 %; no 20
r,a6o no 50 r, abo no 75
r, abo no 100 r y Ty6i, no 1
Ty6i B KAPTOHHI KOpo6Lyi

"CK KoHcblomep
Xenckep C.A.

LLsefuapis

'CK KoHcblomep
Xenckep C.A.

LLiseiuapis

BHECEHHS 3MiH [0 peecTpavuiiHnX
Marepianis: BUNpaB/ieHHS
TEXHIYHOT NOMWIIKN Y crieundikaLi
N3 3a nokasHWKoM
«MikpobionoriyHa uncrota,
OCKiNbKV NpY BBEA,EHI OHOBIEHUX
NO3HAYOK y NPUMITLI JO
cneumdikaujii WoAo0 YacTotu
nposefeHHs koHTponto (F1 Ta F2)
nonepegHi nosHaukn (F TaE) y
Tabnuui cneumdikaii NTOMUIKOBO
He 6ynn 3aMiHeHi

6e3 peyenma

UA/1811/01/01

60.

BYrinna
AKTMBOBAHE

Tabnetkv no 0,25 r no 10
Tabnetok y 6nictepax; no
10 Tabnetok y 6nictepi;

no 2 a6o no 10 6nicTtepis y
navui

MAT "Ximdhapm3sasog
"UepBoHa 3ipka"

Ykpaina

NAT
"Ximthapm3sasop
"UepBoHa 3ipka"

YkpaiHa

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

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3ara/lbHEHNX AaHnX Npo
cuctemy chapmakoHarnagy

(BBEAEHHSA y3araslbHEHNX AaHNX
npo cucTemy thapmakoHarnsgy,

3MiHa YNOBHOBaXEHOI 0cobu,
BiANOBIAa/IbHOI 3a 3AiiCHEHHS

6e3 peyenma

UA/9148/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
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
KOHTaKTHUX AaHuX YNOBHOBaXXEHOT
0ocobw, BignoBigasibHOI 3a
3[iiCHEeHHs1 hapMakoHarnsay
61. FASIBA® KOHLEHTpAaT A1 PO3UMHY ®.XodhpmarH-/15 PoLu LLisefuapis Pow fliarHocTrke Himeuunna/ BHECEHHS 3MiH [0 peecTpavuiiHnX 3a peyenmom UA/14232/01/01
Ans iHdoysiii mo 1000 mr/40 nrp v6X, HimeyunHa LLiBefiuapis marepianis: 3MiHu |l TUMy - 3MiHK
MJ1; N0 40 MY ¢h1aKoHi; (BUPOBHMLTBO BHECEHO B IHCTPYKLitO A4/1A
no 1 chsiakoHy y KapTOHHiIl Hepo3dgacoBaHOl MeZNYHOro 3acTocyBaHHsA
Kopoo6Ui NpoAyKLuii, NnepBuHHe nikapcbkoro 3acoby A0 po3ainy
nakyBaHHs, "Cnoci6 3acTocyBaHHsa Ta fo3u" Ta
BMNPOOYBaHHSA pegaroBaHo po3gin "OcobamBocCTi
KOHTPOJIO SIKOCTI); 3acTocyBaHHs". BBeeHHS 3MiH
®.XodhhmaHH-/1a NpOTArom 6-Tv MicALiB nicns
Pow fltg, 3aTBEPAKEHHA
LBeiiuapis
(BTOpPUHHE
nakyBaHHs1, BUNYCK
cepii)
62. FANAPA Kancynu TBepAi no 75 mr yopnga MEANLINH TypeyunHa yopng MEANUNH TypeuunHa BHECEHHS 3MiH [10 peecTpaviiiHnx | 3a peyenmom UA/16529/01/01
no 14 kancyn B 6nictepi; INAY CAH. BE TI0X. INAY CAH. BE marepianis: 3MiHW | TURY - 3MiHK
no 1 a6o 2 6nictepu B A.LL. TIOXK. A.LL. Lwoao 6e3nekn/edeKTMBHOCTI Ta

KapTOHHI KopooLi

hapmakoHarnsay - BHECEHHS 3MiH
00 po3giny “MapkyBaHHs” MKA
nsa"
3anponoHoBaHo: MapkyBaHHs. B
COOTBETCTBUU C YTBEPXKAEHHBIM
TEKCTOM MapK1poBKU. OHOB/EHHSA
TEKCTYy MapKyBaHHs yNnakoBKu
nikapcbKoro 3acoby BignoBigHO Ao
BMMOT Hakady MOS3 YkpaiHu Big,
23.07.2015 p. Ne460 3 BHECEHHAM
iHchopmauii Woao 3a3HaYeHHs
OAVHVLb BUMIPIOBAHHSA Y CUCTEMI
Sl, 3a3HayeHHs 3anaBHUKa
(BnacHvika peecTpadiiHoro
NnocBifYeHHs). BBeAeHH:A 3MiH
npoTsrom 6-Tv MicauiB nicns
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
3aTBEPAKEHHS
63. FANAPA Kancynu teepai no 150 mr yopng MEANLINH TypeyunHa yopng MEANUNH TypeyunHa BHECEHHS 3MiH [10 peecTpaviiiHnx | 3a peyenmom UA/16529/01/02

no 14 kancyn B 6nictepi;
no 1 a6o 2 6nictepu B
KapTOHHIA KOpoo6Li

INAY CAH. BE TIK.
A.LL.

INIAY CAH. BE
TIDK. A.LL.

marepianis: 3MiHN | TUMY - 3MiHW
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy - BHECEHHS 3MiH
00 po3giny “MapkyBaHHs” MKA
n3”
3anponoHoBaHo: MapkyBaHHs. B
COOTBETCTBUU C YTBEPXKAEHHBIM
TEKCTOM MapKMpoBkN. OHOB/IEHHS
TEKCTY MapKyBaHHS ynakoBKM
nikapcbKoro 3acoby BifnoBigHo Ao
BMMOr Hakaly MO3 YkpaiHu Big,
23.07.2015 p. Ne460 3 BHECEHHAM
iHcbopmauii Woao 3a3HaYeHHs
OAVHWLb BUMIPOBaHHS Y CUCTEMI
Sl, 3a3HayeHHs 3anaBHUKa
(BnacHvika peecTpadiiHoro
noceigyeHHs). BBegeHHs 3MiH
NpoTArom 6-Tv MicALiB nicns
3aTBEPMKEHHS
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

64.

FEKCABIT

Apaxe in bulk: no 1000
[paxe y KoHTeliHepax

MpAT "TexHonor"

YkpaiHa

MpAT "TexHonor"

Ykpaina

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

TEKCTY MapKyBaHHS ynakoBKM

NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmawii LWoao 3a3HaveHHs

OAVHWLb BUMIPIOBAHHSA Y CUCTEMI

Sl. OHOB/IEHHA BXeE
3aTBEPAKEHOIO TEKCTY
MapkyBaHHs in bulk: no 1000

Opaxe y KOHTelHepax (BHECEHHS

no3HayeHb OAMHULb

BUMIpIOBaHHS, 3 BUKOPUCTaHHAM
niTep natuHCbKoro andasity);

BHECEHHS 3MiH 40 po3ainy
“MapkyBaHHA" MKA N13:
3anponoHosaHo: Po3gain
«MapkyBaHHS». 3rigHo
3aTBEPAKEHOrO TEKCTY

MapKyBaHHS. 3rigHo
3aTBEPAKEHOIO TEKCTY
MapKyBaHHS, L0 A0AAETHCA.
TepMmiH BBELIEHHS 3MiH: MPOTATOM
6-Tv MicALIB 3 AATV 3aTBEPLKEHHS
3MiH

UA/3286/01/01

65.

FEKCABIT

npaxe, no 50 gpaxe y
KOHTeliHepax

MpAT "TexHonor"

Ykpaina

MpAT "TexHonor"

YkpaiHa

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

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

OAVHWLb BUMIPOBaHHS Y CUCTEMI

Sl. OHOB/EHHA BXe
3aTBEPAKEHOT0 TEKCTY
MapKyBaHHSA BHECEHHS 3MiH [0
po3ainy “MapkyBaHHs” MKA N3:
3anponoHoBaHo: Po3gain
«MapkyBaHHS». 3rigHo
3aTBEPAKEHOrO TEKCTY
MapKyBaHHs. TepMiH BBELEHHS
3MiH: NPOTArom 6-T1 MicALIB 3
[aTun 3aTBEPMAKEHHS 3MiH

6e3 peyenma

UA/3285/01/01

66.

FEKCABIT

Apacke no 50 gpaxe B
KOHTeliHepi
nnactmacosomy; rno 1
KOHTeliHepy B nadui; no 50

AT "BITAMIHN"

Ykpaina

AT "BITAMIHWN"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavliiiHnX
mMaTtepianis: 3MiHu | Tuny -
nofaHHA OHOB/EHOTO cepTudikarta
BiANOBIAHOCTI EBpONechbkil

6e3 peyenma

UA/5225/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Apaxe B KOHTelHepi thapmakonei Ne R1-CEP 2013-
nnactMacosomy 165-Rev 00 gna aitoyoi peyoBuHU
MipugokcuHy rigpoxnopuay
(BiTamiHy B6) Big BxXe
3aTBEPAKEHOTO BUPOOHMKA
Jiangxi Tianxin Pharmaceutical
Co., Ltd., Kutaii, y Hacnigok 3mMiH B
MeToAwMLji BUNpo6yBaHHA 3a
nokasHukom «CynposigHi
LOMILLKM»
67. FEKCANI3 Tabnetkn Ans Nab6opaTopii bywapa dpaHuin Nab6opatopii PpaHuin BHECEHHS 3MiH [10 peecTpaviiiHnx 6e3 peyenma UA/6005/01/01

PO3CMOKTYBaHHS rno 10
Tabnetok y 6nictepi; no 3
6nicTepn B KAPTOHHIA
Kopoo6ui

Pekopgari

Bywapa Pekopgari

marepianis: 3miHu | Tuny -
He3HauHi 3MiHM Y npovueci
BUpo6HULUTBa APl GiknoTumony,
L0 06YMOB/EHI NpeACTaBEHHS
penpoLiecyHry Ta He3HauHi
pefakTopcbki NpaskK; 3MiHW | Tuny -
[0faBaHHA HOBOTO BUMPOGYBaHHS
Ta JONyCTUMUX MEX Y NPOLIECi
BUpo6HULUTBa API GiknoTUMONY;
3MiHK | TUMY - LOMOBHEHHS
cneuudikauii IPOMIKHUX
NPOAYKTIB, AKi BUKOPUCTOBYETLCS
ans BupobHuyTea Ad|
GiK/TOTUMO/TY HOBVMY MOKA3HUKOM
AKOCTIi Ta Bi4NOBIAHNM METOA0M
BMNPOOYBaHHSA; 3MiHW | Tuny -
[ONOBHEHHSA cnevudikauii ans
A®I| eHOKCONOHY HOBUM
NOoKa3HUKOM SIKOCTI
«MikpobionoriyHa uncrota» Ta
Bi4NOBIAHUM METOA0M
BMNPOOYBaHHA 3rigHO BUMOT
3arasibHWX ctartein EP 2.6.12 Ta
2.6.13; 3MiHu | TUNY - 3MiHa
BHOCUTbCS Y 3B'A3KY 3i 3MIHOH0
AKICHOrO Ta KifIbKiCHOTO cknagy
NepBUHHOT YNakoBKX A5 AiloYOol
PeyoBUHM Ni30oUMMY rigpoxsiopuay;
3MiHK | TUNY - NpUBEAEHHS
crneundikanii Ha APl eHOKCONoHY
y BifnoBigHICTb 40 Aitouol
MoHorpadii Enoxolone EP; 3miHu |
TUny - 3MiHa po3mipy cepii Adl
€HOKCO/10HY 3 480 — 580 kr o
400-600 Kr, AKvii BCTAHOBNEHWI
BiNOBIAHO 4,0 BUPOBHUYMX
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
noTy)XXHoCTel
68. FEMNIBPA® pO3uuH aNs iHekyii no 30 | ®.XodpdpmaHH-/15 PoLwu LLiBeiiuapis Pow AiarHocTuke HimeuuunHa/ BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/16914/01/01
mr/1 mn; no 1 mn (30 mr) y nrtp, v6X, HimeuunHa Pecny6nika marepianis: 3miHu | Tuny -
chnakoHi; no 1 conakoHy B (BnpobyBaHHs Kopes/ BHECEHHS 3MiH B MaTepiasu
KapTOHHIA KOpoo6Li KOHTPO/IO SIKOCTI); LLiseiiuapisi/ peecTpavuiiHoro 4ockE, a came:
Pow ®apma Al AnoHis [ofaBaHHA aflbTePHATUBHOI
HimeyunHa OiNbHULI Ha 5K 3AIRCHIOETBLCSA
(BunpobyBaHHs KOHTpOnb sikocTi A®I Ta 13
KOHTPO/HO SIKOCTI); MEeTOL4O0M XPOMOreHHOro aHanisy
CamcyHr 3a NOKa3HUKOM «AKTUBHICTb» A1
BioNlomxuke Ko, 3aTBEPKEHOr0 BMPOBHUKa: Yyraii
Ntp, Pecny6nika dapma MaHydekTypuHr Ko, Jitg,
Kopes (BMpPOGHMLTBO Hepo3hacoBaHol
(BUPOBHMLTBO npoAyKLii, NepBYHHE NakyBaHHS,
Hepo3chacosaHoi BMNPOGYBaHHS KOHTPOJIHO AKOCTI),
NpoAyKLuii, NnepBuHHe 3a agpecoto: 16-3 Kuiioxapa
nakyBaHHs, KoryopaHui, YTcyHomis-Ciri,
BMNPOGYBaHHSA Touiri, 321-3231, AnoHis.
KOHTPOJIO SIKOCTI); BBefeHHS 3MiH NpoTArom 6-Tu
®.XodhhmaHH-/1a MicsILiB nicns 3aTBepoKEHHS
Pow NTp,
LBeiiuapis
(BunpobyBaHHs
KOHTPOSHO SIKOCTI,
BTOPUHHE
nakyBaHHs1, BUNYCK
cepii); Yyraii ®apma
MaHydhekTypuHr Ko,
Nta, AnoHia
(BnpobyBaHHs
KOHTPOJO AKOCTI );
Uyraii dapma
MaHyhekTypuHr Ko,
Nta, AnoHis
(BUPOBHMLTBO
Hepo3dgacoBaHOl
NpoAyKLuii, NnepBuHHe
nakyBaHHS,
BMNPOGYBaHHSA
KOHTPOJIH0 SIKOCTI)
69. FEMNIBPA® PO34UH A5 iH el no ®.XohcpmaHH-/15 Pow LLiBeiiuapis Pow fiarHocTuke Himeuuunna/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/16914/01/02
150 mr/1 mn; no 0,4 mn nrtp, v6X, HimeuunHa Pecny6nika marepianis: 3miHu | Tuny -
(60 mr) y dpnakoHi; no 0,7 (BnpobyBaHHs Kopes/ BHECEeHHS 3MiH B MaTepiasv
M (105 mr) y donakoHi; no KOHTPOJIO SIKOCTI); LLseiiuapisi/ peecTpavuiiHoro 4ockE, a came:
1 mn (150 wmr) y doiakoHi; Pow ®apma Al AnoHis [ofaBaHHA aflbTepHATUBHOI

no 1 donakoHy B KapTOHHIl
Kopo6Li

HimeyunHa
(BunpobyBaHHs
KOHTPOJIH SIKOCTI);

OiNbHULI Ha 5K 3AIKCHIOETBLCSA
KOHTpONb AkocTi A®I Ta 13
MEeTOA0M XPOMOTEHHOr0 aHasisy
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

CamcyHr
BioNlomxuke Ko,
Ntp, Pecny6nika

Kopes
(BUPOBHMLTBO
Hepo3dgacoBaHOl
NpoAyKuii, NepBuUHHe
nakyBaHHS,
BMNPOGYBaHHSA
KOHTPOJIO SIKOCTI);
®.XohhmaHH-/1a

Pow Jltg,

LlBeiiuapis
(BunpobyBaHHs
KOHTPOJHO SIKOCTI,
BTOPUHHE
nakyBaHHs1, BUNYCK
cepii); Yyraii ®apma
MaHychekTypuHr Ko,
N, AnoHis
(BnpobyBaHHs
KOHTPOJO AKOCTI );
Uyraii dapma
MaHyhekTypuHr Ko,
N1, AnoHis
(BUPOBHMLTBO
Hepo3dgacoBaHOl
npoAyKuii, NnepBuHHe
nakyBaHHS,
BMNPOGYBaHHSA
KOHTPOJIH0 SIKOCTI)

3a NOKa3HUKOM «AKTUBHICTb» A1
3aTBEPAKEHOr0 BUPOGHUMKa: Yyraii
dapma MaHydekTypuHr Ko, /114
(BMpPOGHMLTBO HEpo3hacoBaHol
npoAyKLii, NepBYHHE NakyBaHHS,
BMNPOGYBaHHSA KOHTPOJIHO AKOCTI),
3a agpecoto: 16-3 Kuiioxapa
KoryopaHui, YTcyHomis-CiTi,
Touiri, 321-3231, AnoHis.
BBegeHHs 3MiH npoTArom 6-tm
MicsILiB Micns 3aTBepoKEHHS

70.

FEMUMTABIH
MEAAK

NOPOLLIOK A5
NPUroTYBaHHS PO3UNHY
Ans iHdoysili (38 mr/mn) no
200 wmr; 1 donakoH 3
MOPOLLKOM Y KapTOHHIl
Kopoo6Ui

Mepak Nesenbluadt
chrop KniHiwe
Lneuianenpenapate
M6X

HimeyunHa

Mepak esenbliadpt
dorop KniHiwe
Lneujansnpenapat
e M6X, HimeyunHa
(BMPOGHUIK, LLIO
BignoBigae 3a
BTOPWHHE
nakyBaHHs,
HaHeCEeHHs 3axX1CHOT
nniBk1 Ha donakoH
(Heob6oB'sA3kOBE) Ta
3a BUNyckK cepii);
Meg-IKC-TNpecc
'm6X, HimeyunHa
(BMpPOGHUVIK, L0
Bignosigae 3a
BTOPUHHE
nakyBaHHA Ta

HimeuunHa

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/TOYAKYM KOHTAKTHI AaHi)

3a peyenmom

UA/11640/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

HaHeCEeHHs 3axX1CHOT
nniBk1 Ha donakoH
(HeoboB's13KOBE));

OHkoTek ®apma
MpopgakwH MvéxX,
HimeuunHa
(BMPOGHUIK, L0
Bignosigae 3a
BVMPOGHMLTBO
rOTOBOI NiKapCbKOi
dhopMK, NepBuUHHE
Ta BTOPVHHE
nakyBaHHs1)

Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa
KOHTaKTHOT 0CO6U YNOBHOBaXKEHOT
0co6u 3asBHKKa, BigNoBiga/IbHOT
3a hapmakoHarnag B Ykpaii.
[MponoHoBaHa pepakuis: BakyH
AHHa OnekcaHfpiBHa. 3MiHa
KOHTaKTHUX JaHUX KOHTaKTHOT
0cobu ynoBHOBaXeHOT 0cobum
3asBHVKa, Bi4NOBiAa/IbHOT 38
hapmakoHarnag B Ykpaini

71.

FEMUUTABIH
MELAK

NOPOLUOK AN
NPUroTyBaHHs PO34MHY
Ans iHdysil (38 mr/mn) no
1000 wmr; 1 donakoH 3
NOPOLLKOM Y KapTOHHilA
Kopoo6ui

Mepak esenbwadT
dotop KNiHiwe
LLineuianbnpenapare
M6X

HimeuunHa

Mepak e3enbladt
dorop KNiHiwe
Lnewuianbnpenapat
e M6X, HimeuunHa
(BUPOBHKIK, L0
Bignosigae 3a
BTOPUHHE
nakyBaHHS,
HaHeCeHHs 3aX1CHOT
NMiBKM Ha do1akoH
(HeoboB'A3k0BE) Ta
3a BUNyckK cepii);
Meg-IKC-MNpecc
'M6X, HimeuunHa
(BMPOGHUIK, LLIO
BignoBigae 3a
BTOPWHHE
nakyBaHHs Ta
HaHeCEeHHs 3axX1CHOT
nniBk1 Ha donakoH
(Heob6oB'sA3k0BE));
OHkoTek ®apma
MpopgakwH MéX,
HimeuunHa
(BMPOGHUIK, L0
Bignosigae 3a
BMPOGHMLTBO
rOTOBOI NiKapCbKOi
dopMK, NepBuUHHE
Ta BTOPVHHE
nakyBaHHs1)

HimeuunHa

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

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHVX AaHuX Npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy chapmakoHarnsgy,

3MiHa yNOBHOB&XeHOi 0cobu,
BignoBifa/IbHOI 3a 34jACHEHHS
hapMakoHarnaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iiCHEHHS
hapmMakoHarnagy B YkpaiHi, KO
BOHa BifMiHHA 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.
lMponoHoBaHa pepakuis: bakyH
AHHa OnekcaHfpiBHa. 3MiHa
KOHTaKTHUX JaHWUX KOHTaKTHOT
0cobu ynoBHOBaXeHOT 0cobum
3asBHVIKa, BigNoBiAa/IbHOT 3a
hapmakoHarnag B Ykpaini

3a peyernmom

UA/11640/01/02

72.

FEMUMTABIH
MELAK

NOPOLLIOK A/1A
NPUroTyBaHHS PO3YNHY
Ans iHdoysili (38 mr/mn) no
1500 mr; 1 chniakoH 3
NMOPOLLKOM Y KapTOHHiiA

Mepak Nesenbluadt
dotop KNiHiwe
LLineuianbnpenapare
M6X

HimevunHa

Mepak esenbliadpt
dorop KNiHiwe
Lnevuianbnpenapat
e M6X, HimeuunHa
(BUPOBHVIK, L0

HimeuunHa

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

chapmakoHarnsgy. BeefeHHs abo

3MiHUM [0 y3ara/lbHEHNX AaHuX Npo

3a peyernmom

UA/11640/01/03
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Kopoo6ui BignoBigae 3a cuctemy chapmakoHarnsgy
BTOPWHHE (BBEAEHHSA y3araslbHEHVX AaHUX
nakyBaHHs, npo cuctemy capmakoHarnsgy,
HaHeCceHHA 3ax1cHoT 3MiHa YNOBHOB&XeHOI 0cobu,
nniBk1 Ha donakoH BiANOBIAa/IbHOI 3a 34iiCHEHHS
(Heobo0B'sI3k0OBE) Ta hapMakoHarnaay; KOHTaKTHOI
3a BUNyckK cepii); 0ocobu 3 hapmakoHarnisgy
Meg-IKC-Tpecc 3asBHUKA A5 34iACHEHHS
vm6X, HimeuunHa thapmakoHarnagy B YkpaiHi, SKLo
(BMPOGHUIK, L0 BOHa BifMiHHA Bif, yNTOBHOBaXEHOI
Bignosigae 3a ocobu, BignoBifanbHOT 3a
BTOPVHHE 3pjiicCHeHHs1 hapmakoHarnagy
nakyBaHHs Ta (BK/IHOYAKOUN KOHTAKTHI JaHi)
HaHeCEeHHs 3aXUCHOT Ta/abo 3MiHW Y PO3MILLEHHI
nNiBKM Ha dnakoH macTep-chaiina cuctemm
(Heob6oB'sA3k0BE)); thapmakoHarnsgy) - 3miHa
OukoTek dapma KOHTaKTHOT 0CO6U YNOBHOBaXEHOT
MpogakwH M6X, ocobu 3asBHUKA, BiANOBIAAUIbHOI
HimeuyunHa 3a hapmakoHarnag B Ykpaii.
(BUPOBHVIK, WO MponoHoBaHa pepakuin: bBakyH
Bignosigae 3a AHHa OnekcaHgpiBHa. 3MiHa
BMPOOHMLTBO KOHTaKTHUX JaHNX KOHTaKTHOI
roToBOT NiKapcbKoil 0Cco6M YyNoBHOBaXXEHOI 0Co6YU
hopmu, nepeuHHE 3asBHWKa, BiANOBIAaIbHOT 3a
Ta BTOPUHHE thapmakoHarnsg, B YkpaiHi
nakyBaHHs)

73. FEHEPO/TIOH PO34MH HaLLKipHWiA, 5 % no Benyno, niku Ta Xopsaris Benyno, nikn Ta Xopsaris/ BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 peyenma UA/17808/01/02
60 mn y donakoHi; no 1 KOCMeTuka, A.4. KoCcMeTvKa, A.4., Icnanis marepianis: 3MiHN | TUMY - 3MiHW
chnakoHy B KOMMJIEKTI 3 XopB.aTisi (BTOPUHHE Loao 6e3nekn/edeKTMBHOCTI Ta
MipH/M HacoCoM Ta nakyBaHHS, chapmakoHarnsgy - OHOBMEHHS
PO3MNWOIYOI0 HAcaKoHo KOHTPO/b AKOCTi Ta TEKCTYy MapKyBaHHs ynakoBK/

B KapTOHHII navui BUMYCK cepii); NiKapcbKoro 3acoby 3 BHECEHHAM
IHoacTpian iHbopmauii Woa0 3a3HaYeHHS
dapmachbloTika OAVHWLb BUMIPIOBaHHS Y CUCTEMI
KaHTabpia, C.A., Sl. TepmiH BBEAEHHS 3MiH
IcnaHis npoTArom 6 Micauis nicns
(BPO6GHMLTBO 3aTBepKEHHSA
roToBOro
niKkapcbKoro 3acoby,
nepBuHHE
nakyBaHHs);
IHoacTpian
dapmachbloTika
KaHTabpia, C.A.,
Icnanis
(BPO6GHMLTBO
roToBOro
niKkapcbKoro 3acoby,
nepBuHHE
71




Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
nakyBaHHs)
74. FEHEPO/TIOH PO34UH HaLLKIpHWiA, 2 % no Benyno, niku Ta Xopsaris Benyno, nikn Ta Xopsaris/ BHECEHHS 3MiH [10 peecTpaviiiHnx 6e3 peyenma UA/17808/01/01
60 mn y donakoHi; no 1 KOCMeTuka, A.4. KoCcMeTvKa, A.4., Icnanis marepianis: 3MiHN | TUMY - 3MiHW
chnakoHy B KOMMJIEKTI 3 XopBaTisi (BTOPUHHE Loao 6e3nekn/edeKTMBHOCTI Ta
MipH/M HacoCoM Ta nakyBaHHs, chapmakoHarnsgy - OHOBEHHS
PO3MNWOIYOI0 HAcaKoHo KOHTPO/b AKOCTi Ta TEKCTY MapKyBaHHS yNakoBKm
B KapTOHHII navui BUMYCK cepii); NiKapcbKoro 3acoby 3 BHECEHHAM
IHoacTpian iHbopmauii Woao 3a3HaYeHHS
dapmachbloTika OAVHWLb BUMIPIOBAHHS Y CUCTEMI
KaHTabpia, C.A., Sl. TepmiH BBEAEHHS 3MiH
IcnaHis npoTArom 6 Micauis nicns
(BPO6GHMLTBO 3aTBepKEHHSA
roToBOro
niKkapcbKoro 3acoby,
nepBuHHE
nakyBaHHs);
IHoacTpian
dapmachbloTika
KaHTabpia, C.A.,
Icnanis
(BPO6GHMLTBO
roToBOro
niKkapcbKoro 3acoby,
nepBuHHE
nakyBaHHs)
75. FNHOKO30- NMOPOLLIOK A030BaHuit, 75 AT "dapmak" Ykpaina AT "dapmak” YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 peyenma UA/0758/01/01
TONEPAHTHU r/nakeT; no 75,75 r mMarepianis: BUNPaBAEHO TEXHIUHY
N TECT NopoLLKy B nakeTi; no 1 NOMWJIKY Y TEKCTi MapKyBaHHS
nakeTy B nauuj BTOPWHHOT YNakoBKW NiKapCbKoro
3acoby: 3anponoHoBaHo: 3.
NEPENIK AOMOMDKHNX
PEYOBWVH gonomixHa peyoBuHa:
KMcAoTa IMMOHHA, MOHorigpaT
BCMomoraTesibHoe BELLeCTBO:
KMcnoTa IMMOHHasA, MoHoruapar.
3a3HayeHe BUMNpaB/IeHHSA
Bignosigae marepiasiam
peecTpaLiiiHoro Aockbe
76. FNHOKCUN® PO34MH NS iHdysii no TOB "HOpia-dapm” YkpaiHa TOB "HOpis-dapm” YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHnx 3a peyenmom UA/6724/01/01

200 mn Ta 400 My
nNALWKax cKNAaHmx; no 250
M Ta 500 mny
KOHTeliHepax nosiMepHux

marepianis: 3mMiHW | TUNY - 3MiHK
LoAo 6e3snekn/edeKTMBHOCTI Ta
thapmakoHaragy - 3amiHa
po3ainy «IpadivuHe ohopmneHHs
yNaKoBKM» Ha po3fin
«MapkyBaHHs» MKA /13:
3anponoHoBaHo: MapKyBaHHS
3rifHo 3aTBEPAKEHOr0 TEKCTY
MapKyBaHHs. 3MiHN BHECEHI B
TEKCT MapKyBaHHSA yNakoBKM
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

nikapcbKoro 3acoby Lwoao
3a3HaYeHHs MDXKHapOAHNX
Nno3HayYeHb OAMHULb
BMMIpIOBaHHs. BBefeHHs 3MiH
NpoTArom 6-Tv MicsLiB nicns
3aTBEPAXKEHHS

717.

FPAHOLUT®
34

niodpinizat Ans po3unHy
Ans iH'ekuii no 33,6 MH
MO (263 mkr) Ne 5: no 5
chnakoHiB 3i ckna Tvna l ¢
niocpinizaToM, yKynopeHux
npobKamu ryMoB1MM
6yTWNOBMMU Ta 06XKaTHX
KoBMaykamu
atOMiHIEBMMY B
KomnnekTi 3 5 amnynamu
no 1 mn3sicknatuny | 3
PO34MHHMKOM (BOAA ANA
iH'EKL) B KAPTOHHIl
Kopobui

TOB "CaHodi-ABEHTIC

YkpaiHa"

YKpaiHa

[aynt ®apma
NiBpoH , ®paHuis
(BPO6GHMLTBO
PO3UMHHNIKa,
nepBuHHE
nakyBaHHs,
KOHTPO/Ib SIKOCTI);
CaHodpi BiHTpon
IHpacTpia, ®paHuisa
(BTOPUHHE
nakyBaHHS,
KOHTPO/b AKOCTi Ta
BWMNYCK Cepiii
niodpinizaty Ta
po3unHHYKa); LLyrai
dapma
MaHydekTypuHr Ko.
N1, AnoHis
(BMPOGHMLTBO
niocpinisaty,
nepBuHHE
nakyBaHHs,
KOHTPO/b SIKOCTI)

PpaHuis/
AnoHis

BHECEHHS 3MiH [0 peecTpavyiiiHnX
MaTepianis: 3MiHu | Tuny -
[04aHHs BUNPOGYBaHHSA Ha
hi3NYHy LiTiCHICTb cucTemMu
ynakoBka/ykynopka (pCCl)
LUNISIXOM BU3HAYEHHSI BUTOKY Tenito
yepes 24 Ta 30 micauis go
3aTBEPKEHOr0 NMPOTOKO/Y
AocnigkKeHHs cTabinbHOCTI
nikapcbKoro 3acoby. BignosigHo
OHOB/IEHO HACTYMHI po34inu
mogyns 3: 3.2.P.5.1 Cneuudikaui,
3.2.P.5.2 AHaniTn4Hi MeToauku,
3.2.P.5.3 Banigauist aHaniTMuHnx
meToguk, 3.2.P.8.1 Pestome wWwopao
CTabiNbHOCTI Ta BUCHOBKM Ta
3.2.P.8.3 [laHi Npo cTabi/fibHICTb;
3MiHU | TUNY - BUAANEHHS
BMNPOGYBaHHSA Ha CTEPW/ILHICTb
Ta 6akTepiasibHi eHA0TOKCUHN
yepes 24 ta 30 micauis i3
3aTBEPAKEHOr0 NMPOTOKO/Y
nocnimkeHHs ctabinbHOCTI
nikapcbKoro 3acoby. BignosigHo
OHOBJ/IEHO HACTYMHI Po3ainu
moayns 3: 3.2.P.5.1 Cneuudpikauii,
3.2.P.5.2 AHaniTnyHi MeToAMKM,
3.2.P.5.3 Banigauist aHa/liTMuHnx
meToauk, 3.2.P.8.1 Pestome wwoao
cTabifIbHOCTi Ta BUCHOBKM Ta
3.2.P.8.3 JaHi npo cTabinbHICTb.
Pepaktopcbki npasku [0 po3ainy
3.2.P.8.1. Pe3iome wopao
CTabiNIbHOCTi Ta BUCHOBKU

3a peyenmom

UA/5627/01/01

78.

reonPm

Tabnetku no 500 mr no 10
TabneTtok y 6nictepi, no 2
ab6o no 4 6nictepy B
KOpOO6Lii 3 KapTOHY

TOB "AcTpadapm”

Ykpaina

TOB
"ACTPAGAPM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
martepianis: 3mMiHu Il Tuny -
BBE/lEHHS [0aTKOBOro
BMpO6HMKa AP| [HO3MH NpaHo6ekc
TOB "®apmxim”, YkpaiHa.
3anponoHoBaHo: «<ABC

3a peyernmom

UA/15916/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Farmaceutici S.p.A., - Unibios
Divisione, Italy» (ABC
SAPMAYEYTIYI C.n.A. — YHi6ioc
AisizioH, ITanis); TOB "®apmxim",
YKpaiHa

79.

AANMAKCIH

Masb, 20 mr/r; no 251y
Ty6i; no 1 Ty6i B nayyj 3
KapToHy

MAT "Ximdhapm3sasoz
"UYepBoHa 3ipka"

Ykpaina

NAT
"Ximchapmsasog
"UepBoHa 3ipka"

YkpaiHa

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

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHVX AaHuX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHNX AaHNX
npo cucTemy chapmakoHarnsgy,
3MiHa YyNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
thapmakoHarnsay; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANS 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) - 3amiHa
KOHTaKTHUX AaHnX YNOBHOBaXKEHOT
ocobw, BignoBigasibHOI 3a
3[iiCHEeHHs1 hapMakoHarnsay

6e3 peyenma

UA/4182/01/01

80.

AEKATUNEH™

Tabnetkn ons
PO3CMOKTYyBaHHS, no 10
Tabnetok y 6nictepi; no 2
ab6o 3, abo 4 6nictepn y
KapTOHHIA KopoobLi

TOB «TeBa YkpaiHa»

Ykpaina

Brpo6HMLTBO 3a
MOBHVM LVK/IOM:
AupHo ®apma AT,
LLiBeiuapis;
Brpo6HMUTBO
Hepo3acosaHoro
NpPOAyKTY, KOHTPO/b
SAKOCTI, A03BIN Ha
BUNycK cepii: AuMHO
Papma Arl,
LLiBeiiuapis;
lNepBuHHa Ta
BTOPUHHA ynakoBKa:
AupHo dapma AT,
LLBeiiuapis;
[opatkoBa
nab6oparopis, Wwo
npuiimae yyacTtb B

LLIBeliapisi/
HimeuunHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMartepianis: 3mMiHa 3asaBHUKa
(BnacHvka peecTpadiiHoro
nocBeigyeHHs) (3rigHo Hakaly MO3
Bif, 23.07.2015 Ne 460).3MiHn
BHECEHI Ha TUTY/NbHY CTOPIHKY
TEeKCTYy MapKyBaHHs yNnakoBOK
nikapcbKoro 3acoby y 3B'A3KYy 3i
3MiHOI0 3asiBHMKa 6€3 3MiH
6e3nocepenHbo y TeKCTi
MapKyBaHHSA. 3MiHu | Tuny - 3MiHK
wofo 6esnekn/edpekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHNX AaHnX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHNX AaHNX
npo cucTemy thapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0cobu,

6e3 peyenma

UA/6633/01/01

74




Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
KOHTPO/i AKOCTI: BignoBiAa/IbHOI 3a 34jACHEHHS
HHAC Na6op O-p hapmMakoHarnagy; KOHTakTHOI
Xolicnep MM6X, 0ocobu 3 hapmakoHarnsgy
HimeuumnHa; 3as1BHMKA AN 34iCHEHHS
Jopnarkosa thapmMakoHarnagy B YkpaiHi, KO
naboparopis, Wwo BOHa BifMiHHa Bif, yNOBHOBaXEHOI
npuiiMae yyacTtb B ocobwu, BiAnoBifabHOT 3a
KOHTPONI AKOCTI: 3[iiCHEeHHs1 hapMakoHarnsay
YHTEP3YXYHICIHCTUT (BKNHOYAKOUN KOHTAKTHI faHi)
yT Xennenep 'm6X, Ta/abo 3MiHV Y PO3MILLEHHI
HimeyunHa MacTep-caiina cucremm
hapmakoHarnsgy) 3miHa
YMOBHOB&XEHOT 0CObM 3as1BHMKA,
BignoBiganbHOI 3a
thapmakoHarnag. fivoua pegakuis:
Orit Stern-Maman. MNponoHoBaHa
pepakuis: buctposa OkcaHa
BitaniiBHa. 3miHa KOHTaKTHUX
[aHVX YNOBHOB&XEHOI 0co6u
3asBHVIKa, BigNOBiAa/IbHOT 38
hapmakoHarnag.
81. AEKCAMETAS3 PO34uH ONS iH'eEKUIR, 4 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaljiiiHux | 3a peyenmom UA/0992/02/01
OH-OAPHMUSA Mr/mn no 1 ma B amnyni; "PapmaueBTNYHa "PapMaueBTNYHA marepianis: 3mMiHW | TUNY - 3MiHK
no 5 a6o no 10 amnyn y ipma "apHuus” ipma "AapHuug" LoAo 6e3nekn/edeKTMBHOCTI Ta
KOHTYPHIli YapyHKOBIi thapmakoHarnsgy - OHOB/IEHHS
ynakoBLii; N0 1 KOHTYPHIiA TEKCTY MapKyBaHHS ynakoBKM
YapyHKOBIli ynakoBLji B NiKapcbKoro 3acoby 3 BHECEHHAM
nauuj; mo 1 mn B amnyni; iHchopmawii LWwoao 3a3HaveHHs
no 5 amnyn y KOHTYpHii OfMHULIb BUMIPIOBAHHSA Y CUCTEMI
YapyHKOBIli ynakosLi; no 2 Sl. BHeCeHHs 3MiH A0 po3ainy
KOHTYPHi YapyHKOBI “MapkyBaHHs" MKA N3;
ynakoBKUM B navi 3anpornoHoBaHo: MAPKYBAHHA
BignoBigHo o 3aTBEpPAXKEHOrO
TEKCTY MapKyBaHHS. TepMiH
BBEJEHHA 3MiH - NpoTArom 6
MiCALIB MiCNA 3aTBEPLKEHHS
82. AEKCAOP KOHUEHTpAaT A1 PO34nHYy OpioH KopropeiiLH PiHNAHAIA OpioH KopnopeiiwH, PiHNAHAIA BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/11627/01/01

Ans iHdoy3ii 100 mkr/mn
no 2 mna B amnysi; no 5
abo 25 amnyn y KapTOHHii
Kopobui; no 4 mn a6o no
10 mn y donakoHi; no 4
h1aKOHW y KapTOHHIl
Kopo6Li

OpioH ®apma,
3aBog, B Typky,
DiHNAHAIA
(BMpOBHWK, L0
3[iICHIOE KOHTPO/b
AKOCTi Ta BTOPVHHE
nakyBaHHs); OpioH

marepianis: 3mMiHW | TURY - 3MiHK
BHECEHO [0 IHCTPYKLi Ans
MeJMYHOr0 3aCTOCYBaHHS
niKkapcbKoro 3acoby A0 po3ainis
"Oco6nMBOCTI 3acToCyBaHHA" Ta
"Mo6iuHi peakuyii" BignoBigHO A0
OHOB/EHOT iHhopMmaLlii 3 6e3neku

KopnopeiiH, 3aCTOCyBaHHS NikapCbkoro
PiHNaAHaisa 3acoby. BBefeHHs 3MiH MPOTATOM

(BMpOBHWK, L0 2-x MicsiLiB nicns 3aTBEPKEHHS
34jcHI0E
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BMPOGHMLTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/b SIKOCTI,
BUNYCK cepil)

83. AENPATAN TabneTtkn AT "Apaveg d®apma” Monbwa BMPOGHMLTBO Monbwa BHECEHHS 3MiH [0 peecTpavyiiiHnX 3a peyenmom UA/17428/01/02
KMLLIKOBOPO34MHHI No 60 "rpanynaty": AT MaTepianis: 3MiHu | Tuny -
Mr, N0 7 TabneTok y «Apamvep ®apma», OHOB/IEHWIA cepTuddikat
6nictepi; no 1 a6o 4 Monbwa; BiANOBIAHOCTI EBpONechbkili
6nicTepun y KapTOHHiIl BUPOBHMLTBO, thapmakonei R1-CEP 2012-319-
Kopoo6ui nepBuHHE Ta Rev 00 gnsa A®l Duloxetine

BTOpPUHHE hydrochloride Big, Bxe
nakyBaHHs1, BUNYCK 3aTBEPAKEHOTO BUPOOHMKA
cepii: MOEHS CANTABRA S.L.
AT «Apgawvep, Poligono Industrial Requejada
dapma», Monblua 39313, Polanco, Cantabria, Spain,
KW 3MIHMB Ha3BY Ta agpecy Ha
MOEHS BCN, S.L., Poligono
Industrial Aquiberia, Zenc 12,
Spain-08755 Castellbisbal,
Barcelona, y Hacnigok pegakuii
crneundikauii Ta meToais
BMNPOGYBaHHA 3a NoKasHUKamu
"Onmnc", "PO34YMHHICTB",
"laeHTudpikauisa”; 3MiH y
cneuudikauii Ta MeTogj
BUMPOOYBaHHSA 3a NOKa3HNKOM
"3aNLLIKOBI Ki/IbKOCTI OpraHiuHmx
PO3UYMHHVIKIB"; BUAASIEHHS 3i
cneuudikauii A®| BaxXkux meTanis
Ta HaflaHHA 3BIiTY 3 OLHKM PU3UKIB
CTOCOBHO €/1eMEHTHUX JOMILLOK
84. AENPATAN TabneTtkn AT "Apavep ®apma” Monbla BMPOGHMLTBO Monblwa BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/17428/01/01
KMLLKOBOPO34MHHI no 30 "rpaHynaty": AT MaTepianis: 3MiHu | Tuny -
Mr, N0 7 TabneTok y «Apamvep ®apma», OHOB/IEHWIA cepTuddikat
6nictepi; no 1 a6o 4 Monbwa; BiANOBIAHOCTI EBpONechbkili
6nicTepun y KapTOHHiIl BUPOBHMLTBO, hapmakonei Ne R1-CEP 2012-
Kopoo6ui nepBuHHE Ta 319-Rev 00 ana A®I Duloxetine
BTOPVHHE hydrochloride Big, Bxe
nakyBaHHs1, BUNYCK 3aTBEPAKEHOTO BUPOOHMKA
cepii: AT «Agames MOEHS CANTABRA S.L.
dapmay, Monblua Poligono Industrial Requejada
39313, Polanco, Cantabria, Spain,
SIKWIA 3MIHMB Ha3BY Ta agpecy Ha
MOEHS BCN, S.L., Poligono
Industrial Aquiberia, Zenc 12,
Spain-08755 Castellbisbal,
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Barcelona, y Hacnigok pegakuii
crneundikauii Ta MeToais
BUMPOOYBaHHA 3a NoKasHMKamm
"Onmnc", "PO34YMHHICTB",
"lgeHTudpikauisa”; 3MiH y
cneuudikauii Ta MeTogj
BUMPOOYBaHHSA 3a NOKa3HNKOM
"3aNNLLIKOBI Ki/IbKOCTI OpraHiuyHmx
PO3YMHHVKIB"; BUAASIEHHS 3i
cneuudikauii A®| Baxkux meTanis
Ta HaflaHHA 3BIiTY 3 OLHKM PU3UKIB
CTOCOBHO e/1eMEHTHUX JOMILLOK
85. AVNHACTAT niodpinizat gns po3unHy MPANIEP IHK. CLIA AxTasic ITanis ITanis/ BHECEHHS 3MiH 10 peecTpaljiiiHux | 3a peyenmom UA/2525/01/01
Ans iH'ekuii no 40 wr, 5 C.n.A,, ITanisa Benbrisi/ marepianis: 3MiHW | TUNY - 3MiHK
donakoHiB 3 niogoinizatom (BUPOGHWK oNs CWA ofo 6e3nekn/edekTMBHOCTI Ta
y KomnnekTi 3 5 amnynamu PO3YMHHVKA: NMOBHWIA chapmakoHarnsgy. BeefeHHs abo
PO3YMHHMKA MO 2 M1 LMK BUPOGHULTBA 3MiHU [0 y3araslbHEHVX AaHuX Npo
(HaTpito xopua, Boga ans Ta BMNyCK); cuctemy chapmakoHarnsgy
iH'EKL) B KAPTOHHIl Mdpaiizep (BBEAEHHSA y3araslbHEHUX AaHKX
Kopobui MeHtodhekUypuHr npo cuctemy chapmakoHarnsagy,
Benbris HB, Benbris 3MiHa yNOBHOBaXEHOI 0Cco6H,
(BMpOGHYKK AnA BignoBifa/IbHOI 3a 34jACHEHHS
PO3UMHHVMKA: NMOBHWIA chapmakoHarnsgy; KOHTakTHoI
LMK BUPOGHMLTBA ocobu 3 hapmakoHarnsgy
Ta BUMYCK); 3as9BHUKA ANS 34iICHEHHS
Mdpaiizep hapmMakoHarnagy B YkpaiHi, KO
MeHtochekuypuHr BOHa BifMiHHA Bif, yNOBHOBaXXEHOI
Benbrist HB, benbris ocobw, BignoBigasibHOI 3a
(BTOpPUHHE 3[iiCHEeHHs1 hapMakoHarnsay
nakyBaHHs, BUMYCK (BKNHOYAKOUN KOHTAKTHI JaHi)
cepii); Papmavis i Ta/abo 3MiHV Y PO3MILLEHHI
AngpkoH KomnaHi macTep-chaiina cuctemm
nnc, CWA hapmakoHarnsgy) - 3miHa
(BUpPOGHMLTBO in YMOBHOBaXeHOT 0CObM 3as1BHMKaA,
bulk, nepBuHHe BiANOBIAA/IbHOI 3a 34iiCHEHHS
nakyBaHHs) hapmakoHarnsigy: NponoHoBaHa
pepakuis: bapbapa [le BepHapgi/
Barbara De Bernardi. 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXKEHOT
0Cco6M 3as1BHMKA, BignoBigabHOT
3a 3[jlicHeHHs chapMakoHarnsgy
86. ANHACTAT niodpinisat gns po3unHy MPANIEP IHK. CLUA Mdpaiizep Benbria/ BHECEHHS 3MiH 10 peecTpaljiiiHux | 3a peyenmom UA/2286/01/02
Ans iH'ekuii no 40 wr; 10 MeHtodhekyypuHr CWA marepianis: 3MiHW | TUNY - 3MiHK
donakoHiB 3 niogpinizatom Benbrist HB, Benbris ofo 6esnekn/edpekTMBHOCTI Ta
Y KapTOHHIi kopobui (BMpOGHYVK Ans thapmakoHarnsgy. BeegeHHs abo

PO3UYMHHMKA: MOBHWUIA
LMK/ BUPOGHMLTBA

3MiHUM A0 y3aralbHEHUX AaHWX Npo
cucTemy chapmakoHarnsgy
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Ta BUMYCK); (BBEAEHHSA y3araslbHEHNX AaHUX
Mdcpaiizep npo cucTemy thapmakoHarnsgy,
MeHtothekuypuHr 3MiHa yNOBHOB&XeHOI 0cobu,
Benbrist HB, bBenbris BignoBiAa/IbHOI 3a 34jACHEHHS
(BTOPWHHE chapmakoHarnsgy; KOHTakTHoI
nakyBaHHs, BUNYCK ocobu 3 hapmakoHarnsgy
cepii); Papmavis i 3asBHUKA AN5 34ICHEHHS
AnpxoH KomnaHi thapmMakoHarnagy B YkpaiHi, KO
NNC, CWA BOHa BifMiHHA Bif, yNOBHOBaXEHOI
(BUpPOGHMLTBO in ocobw, BignoBigasibHOI 3a
bulk, nepsuHHe 3[iiCHEeHHs1 hapMakoHarnsay
nakyBaHHs) (BKNHOYAKOUN KOHTAKTHI faHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOB&XeHOT 0CObM 3as1BHMKA,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
chapmakoHarnsigy: MponoHoBaHa
pepakuis: bBapbapa [le BepHapgi/
Barbara De Bernardi. 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXKEHOT
0Cco6M 3as1BHMKA, BignoBigasibHOT
3a 3[jlicHeHHsa hapmakoHarnsgy
87. ANTUNIH- PO34nH ANs iH'eKkuin, 20 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux | 3a peyenmom UA/2995/01/01
AAPHNUA Mr/mMa no 5 mn B amnyrni; "®apmMaveBTUYHa "®apmavneBTUYHa marepianis: 3mMiHu | TMny - 3MiHK 3

no 10 amnyn y kopo6Lii; no
5 mn B amnyni; no 5 amnyn
Y KOHTYpHIili YapyHKOBIli
ynakosLi; no 1 a6o 2
KOHTYPHIi YapyHKOBI
yNnaKkoBKM B nauLi

ipma "OapHuus”

hipma "OapHuus”

siKocTi. FOoTOBWIA Nikapcbkuii 3aci6.
KOHTpO/1b roTOBOro NikapcbKoro
3acoby. 3miHa napameTpis
cneuudikayin Ta/abo gonycTuMmx
MEX rOTOBOro NiKapCbKoro 3acoby
(monoBHeHHA abo 3amiHa
nokasHuka cneuudikadii 3a
pe3synbTatamu JoCnifpKeHb 3
6e3nekn abo AKOCTI (3a BUHATKOM
nikapcbknx 3acobis
6i0N10riYHOro/iMyHOONYHOr0
MOXO/PKEHHA)); CYNyTHA 3MiHa -
3MiHK 3 SKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /1iKapCbKOro 3acoby.
3MiHa y MeTofax BUNpobyBaHHsA
rOTOBOrO J1iKapCbKOro 3acoby (iHLwi
3MiHM Y MeTogax BUNpobyBaHb
(BK/THOYAtOUM 3aMiHy abo
[OMOBHEHHS)) - 3MiHW A0
cneuudikauii Ta MeTogiB
KOHTponto MN3: 3aMiHa TecTy
«lMpoayKTu rigponisy» Ha
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

«CynpoBigHi AOMILLKM» Ta, SK
Hacnigok 3mMiHW [0 po3ainy
«laeHTudikauii B»
3anponoHOBaHo: iaeHTudikalis B
Ha AUTWUAIH i3 po3ainy «MpoaykTu
rigponizy» metogom TLUX
3aMiHUTK igeHTrdikauieo B Ha
ONTUANIH i3 po3ainy «CynpoBigHi
AOMiLKn» meTogom TLUX

88.

JIOKCEMIH

Kancynu rno 10 mr no 10
Kancyn y énictepi; no 3
6nictepm B KOpooOLi

TOB "TeBa YkpaiHa"

YKpaiHa

TOB TeBa
OnepeiiwH3 MonaHg,

Monbwa

BHECEHHS 3MiH [0 peecTpavyiiiHnX
MaTepianis: 3MiHu | Tuny -
noJaHHs OHOB/IEHOro cepTucpikata
BiANOBIAHOCTI EBpONechbkili
hapmakonei Ne R1-CEP 2005-
217-Rev 01 gns xenatuHy Big
BXe 3aTBepAKEeHOro BUPO6HYMKa
Nitta Gelatin Inc; 3MiHun | TUny -
noJaHHs OHOB/IEHOro cepTucpikata
BiANOBIAHOCTI EBpONechbkili
hapmakonei Ne R1-CEP 2005-
217-Rev 02 gns xenatuHy Big
BXe 3aTBepAKEeHOro BUPO6HMKa
Nitta Gelatin Inc; 3miHun | Tuny -
BU/TyYEHHS cepTudikaTis
BiANOBIAHOCTI EBpONechbkili
hapmakonei Ne R1-CEP 2004-
247-Rev 00 Ta R1-CEP 2004-320-
Rev 00 ans xenaTuHy BUpOGHMKa
Nitta Gelatin Inc.

3a peyenmom

UA/7467/01/01

89.

AOKCENIH

Kancynu no 25 mr no 10
kancyn y 6nictepi; no 3
6nicTtepun B KOpOOL

TOB "TeBa YkpaiHa"

Ykpaina

TOB TeBa
OnepeiiwH3 MNonaHg,

Monbwa

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMaTtepianis: 3MiHu | Tuny -
NnoJiaHHA OHOBJIEHOTO cepTuddikaTa
BIANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 2005-
217-Rev 01 ans xenatuHy Big,
BXE 3aTBEP)KEHOro BUPOOHMKa
Nitta Gelatin Inc; 3miHun | Tuny -
NnoJilaHHA OHOBJIEHOTO cepTuddikaTa
BIANOBIAHOCTI EBpONechbkili
hapmakonei Ne R1-CEP 2005-
217-Rev 02 ans xenatuHy Big,
BXE 3aTBEP)KEHOro BUPOOHMKa
Nitta Gelatin Inc; 3miHun | Tuny -
BUTYYEHHS cepTudikaTis
BIANOBIAHOCTI EBpONechbkili
hapmakonei Ne R1-CEP 2004-
247-Rev 00 Ta R1-CEP 2004-320-

3a peyernmom

UA/7467/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Rev 00 ans xenaTuHy BUPOGHMKa
Nitta Gelatin Inc.

90.

JLOHA®

MOPOLLOK A4/151 OpasIbHOTO
po3uuHy, no 20 a6o 30
calle 3 NOPOLUKOM B
KapTOHHI/ Kopoo6Li

MEJA ®dapma M'meX
eHa Ko. KI

HimeyunHa

Potracapm N14,.

IpnaHgjs

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 pepgakuis — Dr Eiko

Soehlke, MD MPH. 3mina
KOHTaKTHUX JaHWX YNOBHOBaXXEHOT
ocobu, BiAnoBifabHOI 3a
hapmakoHarnsg. 3miHa
KOHTaKTHUX AaHuUX KOHTaKTHOT
0Cco6¥ YyNoBHOBaXKEHOI 0Ccobu,
BignoBigasibHOI 3a
hapmakoHarnsg B YkpaiHi.
3MiHa MicLe3Hax04KEHHS MacTep-
thaiina cuctemu
hapmakoHarnagy. 3miHa micus

3[iICHEHHST OCHOBHOT Aisi/IbHOCTI 3

chapmakoHarnsgy

3a peyernmom

UA/0878/01/01

91.

JOHA®

PO34UH A5 iH'eKUlA no 2
mMAn B amnyni A B
KOMMeKTi 3 1 MmN
PO34MHHMKA
(nieTaHonamiH, Boga Ans
iH'ekujin) B amnyni B; no 6
amnyn A 1a 6 amnyn By

MEJOA ®apma M'mbeX
eHA Ko. Kl

Himeyunna

Bionorivi ITanisa
NabopaTtopiz C.p.Jl.

ITanisa

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

hapmakoHarnsgy. BeeneHHs abo

3MiHM [0 y3arasibHEHUX JaHuX Npo
cuctemy chapmakoHarnagy

(BBEAEHHS y3aralbHEHVX AaHUX

3a peyenmom

UA/4178/01/01
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n/n

JliKapcbKo20

HasBa

3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

dyTnsApi; no 1 coytnapy B
KOpOO6Lj 3 KAPTOHY

npo cucTemy thapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0Co6M,
BiiNOBIAaIbHOT 3a 34iICHEHHS
thapmakoHarnsay; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3asBHUKA A1 3MiACHEHHS
thapmakoHarnagy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, YyNOBHOBaXeHOT
ocobu, BifnoBifabHOI 3a
3[jiCHeHHs hapMakoHarnsgy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnagy) - 3miHa
YMNOBHOBaXeHOT 0COOM 3asBHMKA,
BignoBigasibHOI 3a
hapmakoHarnsg.
MponoHoBaHa pepakuis — Dr Eiko
Soehlke, MD MPH. 3mina
KOHTaKTHUX JaHWX YNOBHOBaXXEHOT
ocobu, BiAnoBifabHOI 3a
hapmakoHarnsg. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOT
0Cco6¥ ynoBHOBaXKeHOI 0cobu,
BignoBigasibHOI 3a
hapmakoHarnsag B YkpaiHi.
3MiHa MicLLe3Haxo4KeHHsA MacTep-
thaiina cuctemu
hapmakoHarnagy. 3miHa micus
3[jl/iCHEHHSI OCHOBHOI AifA/IbHOCTI 3
dapmakoHarnsgy

92.

AOP30/1I®

Kpansi O4Hi, po3ynH 2 %;
no 5 mn y chnakoHi-
KpanenbHuuj; no 1
dhnakoHy-kpanenbHuLi B
KapTOHHI/ KopoobLi

AnpaH-TaneHcbkuii
Na6opaTopiit 4.4.

Xopsaris

ApnpaH-TaneHcbkuii
Na6opaTopii 4.4,

Xopsaris

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

thapmakoHarnsgy - 3aTBepKeHHs

aNbTepHaTUBHOIO TEKCTY

MapKyBaHHS YNakoBKW Nikapcbkoro

3aco0y i3 3a3Ha4YeHHAM

MiKHapOAHWX NO3HaYeHb OAUHULb

BVMIipIOBaHHS

3a peyenmom

UA/14027/01/01

93.

APOCMIPEM®

20

TabneTtku, BKPUTI
NAiBKOBOK 060/I0HKOLO, MO
0,02 mr/3 mr; no 28
Tabnetok y 6nictepi (24
aKTWBHI TabneTkn
pOXeBOro Konbopy + 4
TabneTtku nnaue6o 6inoro
Ko/bopy); no 1, aéo no 3,
abo no 6 6nictepis B

TOB «MIBE
YKPAIHA»

YKpaiHa

Mi6e Fm6X
ApuHarimiTTens

HimeuunHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHW | TUMY - 3MiHK
BHECEHI [0 iHCTPYKUii ans
MeIM4YHOro 3aCTOCyBaHHS
NiKapcbKoro 3acoby y po3ainm
"MpoTunokasaHHaA", "B3aemogis 3
iHLWIMMK nikapcbkMMK 3acobamu Ta
iHLWi BMAW B3aemogiin",
"Oco6/1MBOCTi 3acToCcyBaHHSA"

3a peyenmom

UA/15867/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KapTOHHI ynakoBsL,i

BiMNOBIAHO A0 OHOB/IEHOT
iHbopmauii woao 6esnekun airoyoi
peyoBuHW. BBEEHHSA 3MiH
npoTArom 6-Tm MicAuiB nicns
3aTBEPMKEHHS; 3MiHM | TUnY -
3MiHW BHECeHi [0 IHCTPYKUiT Ans
MeJNYHOr0o 3acCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu
"®apmakonoriyHi BnactnsocTi”,
"B3aemogis 3 iHWMMW SliKapCbKUMu
3aco6amu Ta iHLWi B1am
B3aemogiit”, "OcobmBocTi
3acTocyBaHHA", "3acToCyBaHHA Y
nepiog, BaritTHOCTi abo rogyBaHHs
rpyaa"”, "3aartHicTb BANBATH HA
LBMAKICTb peakuii Npy KepyBaHHi
aBTOTPaHCNoOPTOM abo iHWKMKU
MexaHismamu', "Cnocié
3acTocyBaHHs Ta go3u", "fitn",
"MepenosyBaHHA", "TMO6IYHI
peakuii" - pefaryBaHHsa TeKCTy
IHCTPYKL,i BiANOBIAHO [0 TEKCTY
KOPOTKOI XapaKkTepucTuKn
nikapcbKoro 3acoby. BeefeHHA
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPAXKEHHS

94.

APOCMI®PEM®
30

TabneTku, BKPUTI
NNiBKOBOK 060J1I0HKOH), MO
0,03 mr/3 mr; no 21
Tabnetyi y 6nictepi; no 1,
abo no 3, abo no 6
6nicTepiB y KAPTOHHIi
ynakoBLi

TOB «MIBE
YKPAIHA»

Ykpaina

mi6e Mmo6X
ApuHaiimitTTens

HimeuunHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHW | TUMY - 3MiHK
BHECEHI [0 iIHCTPYKUii aNns
MeJNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ginu
"MpoTunokasaHHA", "B3aemogis 3
HWKMKN NikapcbkrMmn 3acobamu Ta
iHLWIi BMAW B3aemogiin”,
"Oco61BOCTi 3acTOCyBaHHA"
BiANOBIAHO 40 OHOBNEHOI
iHchopmawii Wwopo 6e3nekun giroyoi
peyoBMHW. BBEAEHHA 3MiH
npoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS; 3MiHM | TUny -
3MiHW BHECEHI A0 IHCTPYKUIT Ans
MeJMNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ginu
"®apmMakonoriyHi BnacTnsocTi”,
"B3aemogis 3 iHWMMU fliKapCbKUMu
3acob6amu Ta iHwWi Buan
B3aemogiit”, "OcobmBocTi
3aCcTocyBaHHs", "3acTocyBaHHs Y

3a peyenmom

UA/15868/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

nepiog, BariTHOCTi abo rogyBaHHs
rpyaar”, "3aaTHicTb BNAMBaTU Ha
LWBMAKICTb peakLii Npu KkepyBaHHi
aBTOTPaHCMOpPTOM abo iHWMMHK
MexaHizmamu", "Cnocié
3acTocyBaHHs Ta gosn", "fitn",
"Mepepo3yBaHHs", "Mob6iyHI
peakuii - pegaryBaHHsl TEKCTY
IHCTPYKL,i BIiANOBIAHO [0 TEKCTY
KOPOTKOI XapakTepucTuKn
nikapcbKoro 3acoby. BeefeHHs
3MiH NpoTArom 6-Tn MicAuiB nicns
3aTBepKEHHs

95.

OYTAMIH

kancynu tBepai, 0,5 mr/0,4
Mr; no 6 kancyny
6nictepi, no 5 6nictepiB y
KapTOHHI nayui, no 6
Kancyn y 6nictepi, no 15
6nicTepiB y KAPTOHHIi
nauui

ToBapucTBO 3
obmexeHoro
BigNoBiga/IbHICTIO
"YHiBepcasibHe
areHcTso "TPO-
PAPMA"

YKpaiHa

BMNPO6YBaHHsA
KOHTPO/O SIKOCTI
(piznyHi/XiMUYHI),

BUNYCK cepil:
FANEHIKYM XENC,
C.J1., Icnanis;
BUPOBHMLTBO,
nakyBaHHS,
KOHTPO/b SIKOCTI,
Bunyck cepii: CAl’
MAHY®AKTYPIHT,

C.J1.Y., Icnanis;

KOHTPO/b AKOCTI
(mikpobionoriuHwmi):
EBPO®IHC
BIO®PAPMA
MNPOOAKT
TECTWHI CMEVH,
C.J1Y, IcnaHis;
BUPOGHUK
NpPOMiXHOro
NPOAYKTY -
AyTtacTtepug,
Karncynv M siki, no
0,5 mr:

BMNPOGYBaHHSA
KOHTPO/O AKOCTI
(di3nUHI/XiMUYHI),

BWMNYCK Cepil:
FANEHIKYM XENC,

C.J1., IcnaHis;

KOHTPO/b AKOCTI
(mikpobionorivHmi):
EBPO®IHC
BIOPAPMA

Icnanis/
IHais

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: TexHiuHa nomunka
(3rigHo Hakasy MO3 Big
23.07.2015 Ne 460). BunpasneHHs
TEXHIYHUX MOMWJIOK, 3riAHO N.2.4.
po3giny VI Hakazy MO3 YkpaiHu
Bif, 26.08.2005p. Ne 426 (y
pegakuii Hakasy MO3 Ykpainu Big
23.07.2015 p Ne 460) —
BrinpaBneHHst TEXHIYHOT NOMUIIKK,
MOB’sI3aHO 3 HEBIAMOBIAHICTIO
(pi3HOUUTAHHST) B MeXax OHOro
[OKYMEHTa, AOMyLLEHHS NOMUKN
npu HanucaHHi cneyudikaui, a
came y po3gini «Po3unHeHHs»
HEBIPHO BKa3aHO KOHLEeHTpaLlito
PO3YMHY X/10PUCTOBOAHEBOT
KmucnoTu.

3a peyenmom

UA/18461/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MPOOAKT
TECTUHI CMEMH,
C.J1.Y, IcnaHis;
BMPOGHMLTBO,
nakyBaHHS,
KOHTPO/b SKOCTI,
BWMNYCK Cepil:
CIHOEA ®APMA
C.J1., lcnaHis;
BMNPOGYBaHHSA
KOHTPOJIO AKOCTI:
IHPAPMAJLE, C.J1.,
Icnanis; BUPOGHUK
NPOMiXXHOro
NPOAYKTY -
TamcynosiHy
rigpoxnopua,
nenetu, no 0,4 mr:
BUNPOGYBaHHA
KOHTPOIO AAKOCTi
(chisnuHilximnyHi),
BUIYCK cepii):
FTANTEHIKYM XEJC,
C.J1., lcnaHis;
KOHTPO/b SIKOCTI,
BUNYCK cepil:
CAlr
MAHY®AKTYPIHT,
C.J1.Y., IcnaHis;
KOHTPO/Ib AKOCTI
(mikpobionorivHmi):
EBPO®IHC
BIO®APMA
MPOOAKT
TECTUHI CMEMH,
C.J1.Y, IcnaHis;
BMPOGHMLTBO,
nakyBaHHS,
KOHTPO/b SKOCTI,
Bunyck cepii: CAH
DPAPMACBIOTIKAN
IHOACTPI3 NTA.,
IHais

96.

OYTAMIH

kancynu teepai, 0,5 mr/0,4
Mr; no 6 kancyny
6nictepi, no 5 6nictepiB y
KapTOHHI nayui, no 6
Kancyn y 6nictepi, no 15
6nicTepiB Y KAPTOHHIW

TOB
"YHIBEPCAJIbHE
ArEHTCTBO "MPO-
OAPMA"

YKpaiHa

[aneHikym Xernc,
C.N., IcnaHis
(BnpobyBaHHs
KOHTPO/O AKOCTI
(hi3nyHiI/XiMIYHI),
BMNYCK cepii);

Icnanis/
IHais

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
nogaHHsa Hoeoro E-cepTudikata
BiANOBIAHOCTI EBpONeiichbkili
thapmakonei Ne R1-CEP 2003-
172-Rev 02 ans xenatuHy Bif

3a peyenmom

UA/18461/01/01

84




Ne HasBsa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
nauu, lanenikym Xernc, HOBOro BMpo6Huka GELITA
C.1., IcnaHis GROUP, HimeyunHa.
(BMPOGHYMK MponoHoBaHa pepakuis: LAPI
MPOMiXXHOro GELATINE SPA, ltaly; GELITA
NPOAYKTY - GROUP, HimeuunHa
fytactepup,
Kancynm m siki, no
0,5 mr wo
Bignosigae 3a
BMNPOGYBaHHSA
KOHTPO/O AKOCTI
(hiznyHi/XiMUYHI),

BUMYCK cepii);
[aneHikym Xenc,
C.N., IcnaHis
(BMPOGHKK
NPOMIXXHOro
NPOAYKTY -
TamcynosiHy
rigpoxnopug,
nenetn, no 0,4 wr,
LLlo BignoBigae 3a

BMNPOGYBaHHSA
KOHTPO/O SIKOCTI
(piznyHi/XiMnYHI),

BUNyCK cepir);
EBPO®IHC
BIODPAPMA
NMPOJOAKT
TECTUHI CMEMH,

C.J1.Y, IcnaHis
(BUPOBHWK
NPOMIXHOro
NMPOAYKTY -
[AytacTtepua,
Kancysm m ski, no
0,5 mr, wo
Bignosigae 3a
KOHTPO/Ib AKOCTI
(mikpobionoriuHwmi);
EBPO®IHC
BIO®APMA
MPOJAKT
TECTUHI CMEMH,
C.J1Y, IcnaHis
(BMPOGHKK
NPOMIXXHOro
NPOAYKTY -

TamcynosiHy
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Ne HasBsa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
rigpoxnopvg,

nenetn, no 0,4 wr,
LLio Bignosigae 3a
KOHTPO/Tb AKOCTI
(mikpobionoriunHwmit);
EBPO®IHC
BIO®APMA
NMPOAAKT
TECTUHI CMEMH,
C.J1.Y, IcnaHis
(KOHTPO/b AKOCTI
(MikpoGionorivHni);
IHdpamage, C.J1.,
IcnaHis (BUPOBHMK
NPOMIXHOro
NMPOAYKTY -
[dytacTtepua,
Kancysm m ski, no
0,5 mr, wo
Bignosigae 3a
BMNPOGYBaHHSA
KOHTPOJIO SIKOCTI);
CAIr
MAHY®AKTYPIHT,
C.J1.Y., IcnaHis
(BUPOBHWK
NPOMIXHOro
NMPOAYKTY -
TamcynosiHy
rigpoxnopuga,
nenetu, no 0,4 wr,
Lo Bignosigae 3a
KOHTPO/b SKOCTI,
Bunyck cepii); CAI’
MAHY®AKTYPIHT,
C.J1.Y., IcnaHis
(BUpOGHMLTBO,
nakyBaHHS,
KOHTPO/b SKOCTI,
Bunyck cepii); CaH
PapmacboTuKan
IHpacTpi3 Nimites,
IHAjA (BMPOBHUK
NPOMIXXHOro
NPOAYKTY -
TamcynosiHy
rigpoxnopug,
nenetn, no 0,4 wr,
LLI0 BignoBsigae 3a
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BMPOGHMLTBO,
nakyBaHHS,
KOHTPO/1b
AKOCTI,BUNyCK cepii);
CiHgea ®apma,
C.N., IcnaHis
(BMPOGHYK
NPOMIXXHOro
NPOAYKTY -
[ytacTtepua,
Kancysm M siki, no 0,
5 wr, Wwo signosigae
3a BUpPOGHMLTBO,
nakyBaHHS,
KOHTPO/b SKOCTI,
BMNYyCK cepii)
97. EBKA®ININT® cnpeii no 20 M 'y doiakoHi MAT "Ximdapmsasoz Ykpaina MAT YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 peyenma UA/17182/01/01
CK/ISiHOMY 3i cnpeii- "YepBoHa 3ipka" "Ximchapm3sasog marepianis: 3mMiHu | Tuny - 3MiHK 3
HacocoM Ta HacazKo "YepBoHa 3ipka" SKocTi. [0TOBWIA Nikapcbkuii 3aci6.
NOBOPOTHOO; No 1 3MiHM Y BUPOBHULTBI. 3MiHa
donakoHy B nauui 3 po3Mipy cepii (BkHoYaoUn
KapToHy; no 50 mny AianasoH po3Mipy cepii) roToBoro
oNakoHi CKISAHOMY 3i nikapcbKoro 3acoby (3MeHLUEeHHs
cnpeii-Hacocom Ta 80 10 pasiB) - BBEAEHHSA
Hacazikoro ropsiosoto; no 1 [04aTKOBOro TEOPETUYHOTO
donakoHy B nauui 3 po3mipy cepii (5460 yn. no 20 mn;
KapToHy 2184 yn. no 50 mn);
3anpornoHoBaHo: TP 64-00481241-
008-20 TeopeTuyHwuii 06’'eM cepii
16955 yn. no 20 mn 6782 yn. no
50 mn
OuikyBaHuii 06’em cepii Big 15925
[0 16575 ynakoBok o 20 mn Big
6370 o 6630 ynakoBok no 50 mn
TP 64-00481241-101-20
TeopeTnyHuii 06'em cepii 5460 yn.
no 20 mn 2184 yn. no 50 mn
OuikyBaHuii 06’em cepii Big 4750
[0 5750 ynakoBok no 20 mn
Bia 1900 o 2300 ynakoBok no 50
M
98. EBKOJEK cynosuTopii no 0,051, no 5 | MpuBaTHe akLioHEpHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHnx 6e3 peyenma UA/3682/01/01
cyno3uTopiiB y 6nictepi, TOBapuCTBO "J1EeKXiM- akuioHepHe mMaTtepianis: 3MiHu | Tuny -
no 1 a6o 2 6nictepn y Xapkis" TOBapuCTBO "JlekxiMm He3HayHa 3MmiHa y npoueci
nauui - Xapki" BMpo6HMUTBa AdI, a came

BMK/TAAEHHS TEKCTY KOPOTKOTO
onmcy TEXHOJOTYHOro NpoLecy Ta
TEXHOJ/I0TYHOI CXEMM
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BMPOGHMLITBA FOTOBOTO
nikapcbKoro 3acoby y HOBil
pepakLii. TexHonoriyHuii npouec,
cTagii Ta onepadii BUpobHMLTBa
3a/IMLLNANCE HE3MIHHUMMU; 3MiHK |
TUMy - 3MiHa y napameTpax
cneuudikauiii 3 BignoBigHNM
MeTOA0M BUNPOBYBaHHS AN
nokasHuka lgeHTudikauii
xnopodinis y Xnopodpinninty
EKCTPaKT rycTuii kputepii
NPUIAHATHOCTI W00 AOBXUHN
XBU/b NpuBeAeHo A0 Bumor JdY,
2.2.25, i MOXe cknagatu +3 Huw;
3MiHU | TUMY - HE3HAYHI 3MIHW Y
3aTBEPMKEHNX MeToAax
BMNpobyBaHHA A®I, a came
npuBeEHHS NoKasHuka
AHTVGaKTepiasibHa aKTVBHICTb A0
BuMor AdY; 3miHu | TUny - 3miHa
YyMOB 36epiraHHs Ajto4oi peyoBUHN
XnopoinninT ekcTpakT rycTuii:
3anpornoHoBaHo: B 3axuieHomy
Bif CBITNa MicLi Npu Temneparypi
He Buwe 25 °C.

99.

EBKOJIEK

cynosuTopii no 0,05 r, in
bulk Ne 1000: no 5
cynosuTopiiB y 6nictepi,
no 200 6nicTepiB y ALWNKY

MpuBaTHE akuioHepHe
TOBapuCTBO "J1eKXiM-
Xapkis"

YKpaiHa

MNpvBaTHe
akuioHepHe
TOBapUCTBO "“J1eKxiM
- XapkiB"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
He3HayHa 3MiHa y npoueci
BMpo6HUUTBa AP, a came

BVK/TAAEHHS TEKCTY KOPOTKOTO
onuncy TEXHOJIONYHOro npoLiecy Ta
TEXHO/IOrYHOT CXeMu
BMPOBHMLTBA rOTOBOrO
nikapcbKoro 3acoby y HOBil
pepakLii. TexHonoriyHuii npouec,
cTagii Ta onepadii BUpobHuLTBa
3aMLLNANCE HE3MIHHUMK; 3MiHU |
™Mny - 3MiHa y napameTpax
cneuudikauiii 3 BignoBigHNM
MeTOA0M BUNPOBYBaHHA AN
nokasHuka laeHTudikaui
xnopodpinis y Xnopodinninty
eKCTpaKT rycTuii kputepii
NPUIAHATHOCTI W00 AOBXUHN
XBUNb NpuBeAeHo A0 sBumor JdY,
2.2.25, i MOXe cknagatn £3 HM;
3MiHK | TUNY - He3HAYHI 3MiHN Y
3aTBEPKEHUX MeToAax

UA/13823/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BMNpo6yBaHHA Adl, a came
npvBeAeHHS MokKasHuka
AHTM6aKTepianibHa akTUBHICTb A0
ByMor AdY; 3miHu | Tuny - 3miHa
YMOB 36epiraHHs Ailo4oi peyoBUHU
XnopoinninT ekcTpakT rycTuii:
3anpornoHosaHo: B 3axuiieHomy
Bif, CBiTNa Micuji Nnpu Temnepartypi
He BuLe 25 °C.
100. | EKBOOQEPUN® nak Ans Hirtie ToBapucTBo 3 YkpaiHa Nex CnoseHis/ BHECEHHS 3MiH [0 peecTpavyiiiHnX 6e3 peyenma UA/13688/01/01
NAK nNikyBa/bHWi1, 5% PO34uH, 06MEXEHO $apmaueBTUYHA HimeuunHa marepianis: 3mMiHW | TUNY - 3MiHK
no 2,5mna6o5mny BiANOBIAA/TbHICTIO KomMaHia 4.4., BHECEeHI [0 iHCTPYKLiT Ans
chnakoHi; no 1 donakoHy "CaHpo3 YkpaiHa" CnoBeHis (803Bin Ha MeJNYHOro 3aCTOCYBaHHS
pasom 3 10 nonaroukamu, BUnNyck cepii); Maynb niKapcbKoro 3acoby y po3ainm
30 TamnoHamu ansa B. BeliBepc M'mM6X, "®apmakonoriyHi BnacTmeocTi”,
ouuLieHHs Ta 30 HimeyunHa "B3aemogis 3 iHWMMM SliKapCbKUMu
nuIoYKaMu A5 HIrTie y (BUPOBHMLTBO 3acob6amu Ta iHLWi Buan
nauuj 3 KapToHy Hepo3chacoBaHoi B3aemogiin", "OcobmBocTi
NpoAyKLuii, NnepBuHHe 3acTocyBaHHS", "3acTocyBaHHA Y
Ta BTOPVHHE nepiog BaritTHoOCTi abo rofyBaHHs
nakyBaHHs1, rpyaar”, "Cnoci6 3actocyBaHHs
TeCTyBaHHS) Ta gosun”, "Oitn",
"Mepeno3yBaHHA", "TMO6IYHI
peakuji" BignoBsigHo Ao iHchopmavi
pedhepeHTHOro JlikapcbKoro
3acoby JIOLEPU/I®. BBeaeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPAKEHHS
101. | EKCTEHLUE®D NOPOLLOK A1 PO3UNHY M.BioTek it Benvka ACTPAN CTEPITEK IHAis BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/8998/01/01
Ans iH'ekuivi no 500 mr 1 BpuTanis MPABIT NIMITEL, marepianiB: yTO4YHEHHA

ch1akoH 3 NOPOLLKOM Y
nauui 3 KapToHy

HanucaHHA 3asiBHUKA B HaKasi
MOS3 YkpaiHu Ne 517 Big,
22.03.2021 B npoueci BHECEHHSA
3MiH (3MiHW | TUNY - 3MiHW WOA0
6e3nekn/ed)ekTBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHN) -
BHECEHHS 3MiH [0 po34iny
«MapkyBaHHs» MKA /13.
3anponoHoBaHo: MAPKYBAHHA.
3rigHo 3aTBEpAXEHOro TEKCTY
MapkyBaHHSA. OHOB/IEHHS TEKCTY
MapKyBaHHS yMakoBKU iKapCbKOro
3ac00y 3 BHECEHHSM iHchopmaLi
LLIOA10 3a3HAYEHHS OAVHULB
BMMIpIOBaHHSA Y cUCTEMI
S|.BBeeHHs 3MiH NpoTAroM 6-Tu
MiCSILiB Nicns 3aTBEPAXEHHS).
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Pepakuist B Hakasi: M.bioTek
NimiTea, Benuka bputaHis. BipHa
pepakuis: M.biotek /1Ta, Benuka

BpuTaHis.

102.

EKCTEHLE®

NOPOLLIOK A4/151 PO3UMHY
Ans iH'ekuivi no 1000 mr 1
chn1akoH 3 NOPOLLKOM Y
naui 3 KapToHy

M.BioTek it

Benvka
BpuTanis

ACTPAJ1 CTEPITEK
MPAUBIT NIMITEL,

IHAis

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: yTO4YHEHHA
HanucaHHA 3asiBHUKA B HaKasi
MOS3 YkpaiHu Ne 517 Big,
22.03.2021 B npoueci BHECEHHSA
3MiH (3MiHK | TMNY - 3MiHK WoA0
6e3nekun/edekTBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
BHECEHHS 3MiH 40 po3ainy
«MapkyBaHHs» MKA /13.
3anponoHosaHo: MAPKYBAHHA.
3rifHO 3aTBEpPL)KEHOrO TEKCTY
MapkKyBaHHSA. OHOB/IEHHSA TEKCTY
MapKyBaHHS yMakoBKU iKapCbKOro
3ac06y 3 BHECEHHAM iHchopmav,i
00 3a3HAYEHHS OANHNLB
BMMIpIOBaHHSA Y cUCTEMI
S|.BBeaeHHsA 3MiH MPOTAroM 6-Tu
MiCAILiB Nicns 3aTBepPOXEHHS).
Pepakuis B Hakasi: M.bioTek
Niviten, Benuka bputaHis. BipHa
pepakuin: M.biotek /lTa, Benuka
BpuTaHis.

3a peyenmom

UA/8998/01/02

103.

EHOKCAMNAPU
H-®APMEKC

PO34UH ONS iH'EKLLN,
10000 aHTK-Xa MO/mn;no
3 mn B 6arato030BOMY
donakoHi; no 1
6araTo030BOMY (hr1akoHy
B KOHTYPHIli YapyHKOBIi
yMaKkoBLi; N0 1 KOHTYpHIi
YapyHKOBIli ynakoBLi B
KapTOHHI KopoobLi

TOB "®APMEKC
reymn"

YKpaiHa

TOB "®APMEKC
reyn"

Ykpaina

BHECEHHS 3MiH 10 peecTpaviiiHnX
MaTepianis: 3MiHu | Tuny -
BHECEHHS [0 MaTepianis

peecTpauiiHoro gocke (p. 3.2.P.7.

Cucrema
KOHTeliHep/3aKynopoBanbHWi
3acib) gJoaaTkoBoro
nocravasibHvKa onakoHIiB
iH'ekujinHMX 4R 3 6e36apBHOro
6opocunikaTtHoro ckna, | Tuny
rigponiTnyHoi cTiikocTi Shandong
Pharmaceutical Glass Co LTD,
KuTaii. MaTtepian dpnakoHis
HOBOrO nocTavasibHuKa €
aHanoriyH1M 3aTBepaKeHoMy
BMPOGHUKY (SCHOTT Forma
Vitrum Kft, YropwumHa),
cneyudikaLii Ta meToam
KOHTPOJI0 AKOCTI - ifE€HTUYHI.
MeTopa Ta ymoBU cTepuniszawii
hNakoHIB 3aTBEPOYKEHOrO
BMPOGHMKA Ta 3amponoHOBaHOro

3a peyernmom

UA/14324/01/01

90




Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BVMPOGHMKA TOI camuii
104. | 30/10PT® TabneTkn, BKpUTI AngxoH HOC 1 I/1IC CWA BMPOGHMLTBO, ITanis/ BHECEHHS 3MiH [0 peecTpavLiiHnX 3a peyenmom UA/7475/01/01
NiBKOBOK 060J10HKOLO, MO nepBuHHE Ta HimeuunHa marepianiB: yTOUHEHHSA
50 wr, no 14 TabneTok y BTOPUHHE HanucaHHA 3asiBHUKa B HakKasi
6nictepi; no 2 6nictepn y nakyBaHHs, MO3 Ykpaiuu Ne 517 Big,
KapTOHHI ynakoBL,i KOHTPO/b AKOCTI, 22.03.2021 B npoueci BHECEHHSA
BUNYCK cepil: 3MiH (3MiHW | TUNY - 3MiHKX 3 AKOCTI.
Xaynt ®apma A®l. BupobHuLTBO. 3MiHa
Natina C.p.n., BMPOGHMKA BUXiAHOro/NpOMKHOrO
ITanis; npoAykTy/peareHTy, Lo
BMPOGHMLTBO, BMKOPUCTOBYIOTbCSH Y
nepBuHHE Ta BMPO6HUYOMY npoueci Adl, abo
BTOPVIHHE 3MiHa BMPOGHWMKa (BKNOYatoun, ae
nakyBaHHs, HeobXxiAHO, MicLe NpoBeAeHHS
KOHTPO/b AKOCTI, KOHTponito skocTi) APl (3a
BUNYCK cepil: BifCYTHOCTI cepTudikaTta
Mdpaizep BIANOBIAHOCTI EBPONENChbkili
MeHtodekvypuHr hapmakonei y 3aTBepAXeHOMY
Loiunena MmoéX, [ocCbe)(iHLWi 3MiHK) - AoAaBaHHSA
HimeuyunHa BMpo6HMKa Finorga SAS, France,
BiANOBIAA/ILHOrO 3a BUPOGHNLTBO
Ta TeCTyBaHHA NPOMiXHOro
npoaykTty 4S-Tetralone, Lo
BUKOPWCTOBYETLCA NpK
BUPOGHUUTBI A®I cepTpaniHy
rigpoxnopuay). Pepakuis B Hakasi:
MOANSEP IHK., CLUA, 235 IcT 42-
ra CTpiT, Hito-Vopk, HIA 10017-
5755/PFIZER INC., USA, 235 East
42nd Street, New York, NY 10017
- 5755. BipHa pepakuis:
MN®ANIEP IHK., CLUA.
105. | 3Y/IbBEKC® TabneTtkn KPKA, g.4., HoBo CnoseHisa BiANOBiAa/IbHWIA 3a CrnoseHis BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/12070/01/01

KMLLIKOBOPO34MHHI no 10
Mmr, no 14 Tabnetok y
6nictepi; no 1, 2 a6o no 4
6nicTepn B KAPTOHHHIl
Kopoo6ui

MecTo

BUPOBHMUTBO "in
bulk", nepBrHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/Ib cepiit Ta
BUNycK cepiii: KPKA,
4.40., HoBo mecTo,
CnoBeHisi;
BiANOBiAa/IbHWIA 3a
BUPOBHMUTBO "in
bulk", nepBrHHe Ta
BTOPUHHE
nakysaHHs: KPKA,
4.4., HoBo mecTo,

MaTepianis: 3MiHu | Tuny -
BHECEHHS 3MiH 4,0 po34iny
«MapkyBaHHsA» MKA /13;
3anponoHosaHo: MAPKPOBKA B
COOTBETCTBUU C YTBEPXKAEHHBIM
TEKCTOM MapKVpOBKM. Takox
OHOB/IEHHS TEKCTY MapKyBaHHS
yMakoBKM MikapcbKoro 3acoby 3
BHECEHHAM iHdhopMaLii Wwoao
3a3HaYEHHSI OAUHULL
BMMIiptOBaHHA y cuctemi Sl; 3MiHu |
TUNY - BUNYYEHHS BUPOGHUKA
aitoyoi pevoBuHY Pabenpasony
HaTpito Dr. Reddy's, IHAis; 3MiHu |
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HasBa

n/n

JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

106.

3Y/IbBEKC®

CnoBeHisi

TUMY - 4ONOBHEHHS cneundikauil
4151 [OMOMDKHOT peqoBUHM MarHito
OKCWA, NErknin nokasHMkoM «Ni»
(Hikenb) (Not more than 350 ppm);
3MiHUM | TUNY - 3MiHK Y MeTogax
KOHTpOsto /13 3a NoKasHUKOM
«OAHOPIZHICTb A030BaHNX
OOVHULb — OHOPIAHICTb BMICTY
pabenpasony HaTpilo B
Tabnetkax» (02508-C11),
pepakLiiHi 3mMiHn B cnevudikauii
'N13 3a gaHMM NoKasHUKOM
(3aTBEPMAKEHO: 3HAYEHHS
npuiimanbHoro uncna (AV)
cknagae He 6inble 15,0;
3anporoHoOBaHO: 3HAYEHHS
npuiimanbHoro uncna (AV)
cknagae He 6inblue 15,0%); 3MiHn
| Tvny - 3MiHK y MeTogax
KOHTpoto /13 3a NoKasHUKOM
«lgeHTudikalia TuTaHy giokeuna»
(02510-A35); 3miHuW | TURY - 3MiHK
[0 MeTogiB KoHTponto 13 3a
NOKa3HWKOM «CynyTHi JOMILLKM
pabenpasony HaTpito B
Tabnetkax» (02511-C11). MeTop,
KOHTPO/H0 3a/TMLLMBCS TON camuii
(BEPX). KpuTepii npuitHATHOCTI He
3MIHUAKUCS; 3MiHW | TUNY - NOJaHHSA
HOBOTO cepTudikarta BifnoBigHOCTI
€sponelicbkiin dhapmakonei Ne RO-
CEP 2018-140-Rev 00 ans gitoyoi
peyosunHn Rabeprazole sodium
hydrate Bif Bxe 3aTBepAXEHOro
BMpobHuka KRKA d.d., Novo
mesto, CnoseHis (3amiHa ASMF
Ha CEP)

Tabnetku
KMLLKOBOPO34MHHI no 20
Mr, no 14 tTabnetok y
6nictepi; no 1, 2 abo no 4
6nicTepn B KAPTOHHHIM
Kopoo6Ui

KPKA, a.4., HoBo
MecTo

CnoseHisa

BiANoBigabHUIA 3a
BMPOGHMLTBO "in
bulk", nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTpO/b cepili Ta
BUNYyCK cepiii: KPKA,
n.40., HoBo mecTo,
CnoseHis;
BiANoBigabHUIA 3a

BMPO6HMLTBO "in

CnoBeHisi

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
BHECEHHS 3MiH 40 po3ainy
«MapkyBaHHA» MKA N13;

3anponoHosaHo: MAPKPOBKA B

COOTBETCTBUM C YTBEPXKAEHHbLIM

TEKCTOM MapKvMpoBKK. Takox
OHOBJ/IEHHS TEKCTY MapKyBaHHs
yMakoBKM NikapcbKoro 3acoby 3

BHECEHHSAM iHdhopMaLii Wwoao

3a3HaYeHHs1 0HULb

3a peyenmom

UA/12070/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

bulk", nepBuHHe Ta
BTOPUHHE

nakyBaHHs: KPKA,

A0.4a., Hoeo mecTo,
CnoBeHis

BMMIpIOBaHHSA y cuctemi Sl; 3MiHm |
TUNY - BUNYYEHHS BUPOOHUKA
aitoyoi pevoBuHY Pabenpasony
HaTpito Dr. Reddy's, IHAisi; 3MiHu |
TUMYy - AONOBHEHHS cneumdikauii
4151 [OMOMDKHOI pevoBUHM MarHito
OKCWJ, NTErKNin NOKa3HUKOM «Ni»
(Hikenb) (Not more than 350 ppm);
3MiHKM | TRy - 3MiHK Y MeTogax
KOHTPOs0 /13 3a NOKa3HNKOM
«OHOPIAHICTb 4030BaHMX
OAVHULb — OAHOPIAHICTL BMICTY
pabenpasony HaTpito B
Tabnetkax» (02508-C11),
pefakuiiiHi 3MiHW B cneumdikauii
'N13 3a gaHMM NoKasHUKOM
(3aTBEPMAKEHO: 3HAYEHHS
npuiimanbHoro uncna (AV)
cknagae He 6inble 15,0;
3anpornoHoBaHO: 3HAYEHHS
npuiimanbHoro uncna (AV)
cknagae He Ginblue 15,0%); 3MiHN
| TMNy - 3MiHK y MeTogax
KOHTpOsto /13 3a NoKasHUKOM
«lgeHTudikalia TuTaHy giokena»
(02510-A35); 3MiHuK | TUNY - 3MiHK
[0 meTogiB koHTponto N3 3a
nokasH1KoM «CynyTHi JOMILLKM
pabenpa3sony HaTpilo B
Tabnetkax» (02511-C11). MeTog,
KOHTPOJTHO 3a/INLLIMBCSA TO Camuii
(BEPX). KpuTepii npuitHATHOCTI He
3MIHUAUCS; 3MiHK | TUNY - NOAAHHA
HOBOTO cepTudikaTta BifnoBigHOCTI
€Bponelicbkiin hapmakonei Ne RO-
CEP 2018-140-Rev 00 gnsa gitoyoi
peyoBuHM Rabeprazole sodium
hydrate Bif BXe 3aTBEpXEHOro
BMpo6Huka KRKA d.d., Novo
mesto, CnoBeHis (3amiHa ASMF
Ha CEP)

107.

IBAHAPOHOB
A KNCNOTA-
BICTA 150 MI'

TabneTtku, BKPUTI
NiBKOBOK 060J10HKOLO, MO
150 mr, no 3 TabneTkn y
6nicTepi; no 1 6nictepy B
KapTOHHIA KopooLi

Mictpan Kenitan

MeHemXMeHT JlimiTepq,

AHrnis

CiHTOH XicnaHis,
C.J.

IcnaHis

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianiB: yTOUHEHHSA
peecTpauiiiHoro Homepa B
Hakasi MO3 Ykpaiuu Ne 1081 Big
02.06.2021 B npoLeci BHECEHHSA
3MiH (3MiHK | TUNYy -
AfMiHiCTpaTMBHI 3MiHU. 3MiHa

3a peyenmom

UA/16004/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

HalilmeHyBaHHs Ta/abo agpecu
3anBHUKA (BnacHuKa
peecTpavLiiHoro NocBigYEHHS)
3MiHa agpecu 3asBHKKA).
Pepaxuisi B Hakasi:
UA/16004/01/01. BipHa
peaakuisa: UA/16004/01/02.

108.

IBPAHC

Kancynu no 75 mr, no 7
Kancyn y 6nictepi; no 3
6nicTepun y KapTOHHIl
Kopobui

MN®ANIEP ENY.CLML.

KOPMOPENLLUH

CWA

Mdpaiizep
MeHtochekuypuHr
[oiiuneng MeX

HimeuunHa

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

hapmakoHarnsgy - 3MiHM BHeCEHO

B TEKCT MapKyBaHHS YNakoBKW/
nikapcbkoro 3acoby woao
BWAa/IEHHS YNaKOBOK 3
MapKyBaHHAM aHrincbkoo abo
iHLLIOIO iHO3eMHOI MOBOIO 3i
CTMKEPOM YKpPaiHCbKOH MOBOIO.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALIB MiC/1A 3aTBEPKEHHS

3a peyenmom

UA/15747/01/01

109.

IBPAHC

kancynu no 100 mr, no 7
Kancyn y 6nictepi; no 3
6nicTepun y KapTOHHiIl
Kopobui

MN®ANIEP ENY.CLML.

KOPMOPENLLUH

CWA

Mdpaiizep
MeHtochekuypuHr
[oiiuneng MrmexX

HimeuunHa

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

hapmakoHarnsgy - 3MiH1 BHeECEHO

B TEKCT MapKyBaHHS YNakoBKU
nikapcbKoro 3acoby LoAo
BUAAIEHHS YNAKOBOK 3
MapKyBaHHAM aHrificbkolo abo
iHLLIOIO iIHO3EMHOI0 MOBOIO 3i
CTMKEPOM YKPAIHCLKO MOBOIO.
BBefeHHs 3MiH NpoTArom 6-Tu
MicAILiB Micns 3aTBepKEHHS

3a peyenmom

UA/15747/01/02

110.

IBPAHC

Kancynu no 125 wmr, no 7
Kancyn y énictepi; no 3
6nicTepun y KapTOHHiIl
Kopoo6Li

MN®ANIEP ENY.CLML.

KOPMOPENLIH

CLIA

Mdpaiizep
MeHtodheKIypUHT
[Doiuneng rm6X

HimeuunHa

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

thapmakoHarnagy - 3MiH1M BHECEHO

B TEKCT MapKyBaHHS YNakoBKU
nikapcbkoro 3acoby Lwoao
BUAA/IEHHS YNaKoBOK 3
MapKyBaHHSIM aHr/iicbkolo abo
iHLLIOI iIHO3EMHOI0 MOBOIO 3i
CTMKEPOM YKPAIHCLKOH MOBOIO.
BBefeHHs 3MiH NpoTArom 6-Tu
MicsILiB Micns 3aTBepIKEHHS

3a peyenmom

UA/15747/01/03

111.

IBYNMPO®EH
BEBI

cycneHsist opasibHa, 100
Mmr/5 ma, no 100 mn, abo

ToBapucTBO 3
06MEXEHO

Ykpaina

ToBapucTso 3
06MEXEHO

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiintHnx
mMaTtepianis: 3MiHu | TUny - 3MiHK 3

6e3 peyenma

UA/11513/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

no 200 mn y donakoHi; no 1
donakoHy pasom 3
[03YH0UMM NPUCTPOEM Y
KOpOO6Lii 3 KapTOHY

BigNoBiga/IbHICTIO
"®GapmaueBTnyHa
KomnaHis "3g0pos'a”

BiANOBIAA/IbHICTIO
"®apmaueBTnyHa
KomnaHis "3gopos'a”

AKocTi. [oToBWIA Nikapcbknii 3aci6.
Cucrema
KOHTelHep/3akynoptoBasibHUiA
3aci6. 3miHa nocTavasibHMKa
nakyBaslbHUX MaTepianis abo
KOMNEKTYUMX (SKLLO 3a3HaYeHO
B [OCbE) (3amiHa abo foAaBaHHSA
noctayanibHUKa); CynyTHsa 3miHa)
1A)

- 3MiHK 3 KOCTi. FoTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBasibHUIA
3aci6. 3miHa hopmu abo po3mipy
KOHTeliHepa umn
3aKynopHBa/IbHOIO 3acoby
(NepBMHHOI ynakoBKu)
(HecTepunbHi Nikapcbki 3acobu) -
BBEJEHHSI HOBOTO BUPOGHUKA
dh1akoHiB noniMmepHux no 125 mn
TOB «Crartyc», YKpaiHa
[04aTKOBO [10 3aTBEPKEHNX
BMpo6HUKIB TOB «MPO®INNACT
NTA», YkpaiHa ta TOB
«Mnactxim», YkpaiHa. KinbkicHuii
Ta AKICHUIA CKNaan nakyBasibHOTO
MaTepiany nakoHy He 3MiHUBCS;
BMPOGHUKMN KPULLIOK [0 HOBOTO
dhakoHy 3asmieHi 6e3 3MmiH. Fk
HacnigoK, He3HauHi 3MiHK
rabapuTHNX po3mipis pnakoHis

112.

ISBA®

Kpanni o4Hi, 30 MKr/Mn; o
2,5 Mn 'y donakoHi-
KpanenbHuui; no 1 a6o 3
chnakoHW-KpanenbHUL B
NPOMIXHI ynakoBLi 3
donbrn y Kopobu,i 3
KapToHy

HoBapTic ®apma Al

LLiBefiuapis

AnkoH-KyBpbop

Benbris

BHECEHHS 3MiH 10 peecTpavLiiiHnX
MaTepianis: 3MiHu | Tuny -
3a5BHVKOM HajaHO OHOBJ/IEHWIA
nnaH ynpaeniHHA pyu3nkamun Bepcis
10.0. 3MiHV BHECEHO [0 YacTuH: |
«3arasibHa iHthopmadis», |l
«Cneuudpikauisi 3 6esneku», Il
«MnaH 3 hapmakoHarnagy», IV
«naHn wopao
nicnsipeecTpauinHux gocnimpkeHb
edhekTUBHOCTI», V «3axoau 3
MiHiMi3aLji pusukiB», VI «Pe3tome
nnaHy ynpasniHHSA pu3vrkamu», VI
«[lopatkn» y 3B’s13KYy 3
pekomeHgauismm PRAC B
pe3ynbTarTi oyiHkm PSUR, a came:
BUAANIEHHA BaX/IMBUX
iAEeHTNIKOBAHNX PU3NKIB,

3a peyernmom

UA/15579/01/01
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Ymosu

Howmep

n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Bionycky

peecmpayiliHo2o
nocsio4yeHHs

BaXX/IMBMX MOTEHLHNX PU3KKIB, a
TakoX BUAANIEHHS BiACYTHLOI
iHchbopmauii. CTpykTypy MNyPa
6y/n10 OHOBJ/IEHO BIAMOBIAHO A0

pekomeHgauiii Guideline on good

pharmacovigilance practices
(GVP) Module V — Risk
management systems (Rev 2)

UA/9831/01/01

113.

IMOAIYM®

Kancynm no 2 wmr; no 6 aéo
20 kancyn y 6nictepi; no 1
6nicTepy B KApTOHHii
navu

MakHin Mpogaktc
Nimiteq

AHrnif

AHCCEH-CINAI

®paHuis

BHECEHHS 3MiH [0 peecTpavuiiHnX
Marepianis: 3miHu | Tuny -
BUAA/IEHHSI HE3HAYYLL0ro

napameTpy (TECT Ha OAHOPIAHICTb

BMIiCTY) 3i cneumdikaliii TepMiHy
NpVAATHOCTI FOTOBOrO NPOAYKTY.
BBefeHHs1 3mMiH npoTsrom 6
MicSLIB MiCNS 3aTBEPAXKEHHS;
3MiHK | TUNY - BUAAIEHHA
He3HauyLLoro napameTpy
(lzeHTUdikauis: -nonepamumg,
MeTtog TWX, MeTog BEPX) 3i
cneuudikavin TepmiHy
NpVAATHOCTI FOTOBOTO MPOAYKTY.
BBefeHHA 3MiH NPOTArom 6-Tu
MicSLiB MiCNSA 3aTBEPAYKEHHS;
3MiHW | TUNY - 3MEHLLEHHS YacToTu
BMNPO6YBaHb MiKPOBIONOriYHOT
4acToTyu 3a cneungikavieto
TepMiHy NpWAATHOCTI FOTOBOTO
NPOAYKTY; 3anponoHOBaHO:
Mukpo6uonornyeckas unctota
(cneuudukaums Bbinycka).
YacToTa npoBeAeHWst UcnbITaHWi
npwv BbINyCKe: 4151 KKAOW cepum,
noka He 6yayT Noy4eHbl
NoNoXUTENbHbIE Pe3ynbTaTbl AN
3-x cepuii, 3aTem g5l kaxkgon 10-
oii cepvn, HO He MeHee 1 cepumn B
roa. Mukpo6uonoruyeckas
yncToTa (cneundmkaums cpoka
rogHocTy). YactoTa McnbITaHWiA:
HayabHbIli 1 KOHEYHBIV CPOK
XPaHEeHUsi COr/TaCHO HaYaToMy
nccnefoBaHnio cTabuibHOCTY.
BBefeHHA 3MiH NPOTArom 6-1u
MiCALIB MiCNSA 3aTBEPL)KEHHS

6e3 peyenma

UA/2179/01/01

114.

IMYHO-TOH®

cupon no 100 mn y 6aHui;

no 1 6aHuj y nayui; no 100

MNAT "Tanuucapm”

YKpaiHa

MAT "Tannudapm”

Ykpaina

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMartepianis: 3MiHu | TUny - 3MiHK 3

6e3 peyenma
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

M a6o 200 MmNy dhriakoHi;
no 1 cpnakoHy y naywi

akocTi. A®l. KoHTposb A®L. 3miHa
y napameTpax cneuudikadii
Ta/abo fonyCcTUMUX MEX,
BM3HAYEHNX Y cneundikauisx Ha
A®I, ab60 BMXigHWIA/NPOMKHWIA
npoayKT/peareHT, Wo
BUKOPVCTOBYHOTBCS Y NPOLEC
BMPOGHMLUTBA ADI; CynyTHSA 3MiHa
- 3MiHM 3 AkocTi. A®l. KoHTponb
A®l. 3miHa y meTogax
BUNpo6yBaHHA APl abo BUXigHOro
mMaTepiany/npombKHOro
npoayKTy/pearenTy, Wo
BMKOPWCTOBYETLCA Y NPOLIECI
BMPOGHULTBA AP (iHLWI 3MiHW Y
mMeToAax BUNPoGyBaHHSA
(BKTKOYatOUM 3aMiHy abo
[0noBHEHH:A) Ad®| abo
BVIXiZLHOro/MpOMKHOro NMpoAyKTY) -
BHECEHHS 3MiHW y peecTpauiliHe
nocbe Ha /13 IMYHO-TOH®,
cmpon, noB'sA3aHe 3 HeobXiAiHCTIo
npuBefeHHs cneuudikauii i
MeTOZiB KOHTPOSI0 cybCTaHLji
EtaHon (96%) po sumor €O/0PY,
Aitoye BugaHHs, fka
BWKOPWUCTOBYETLCA NPU
BMpo6HMLTBI A®I 3BIPOBOIO
HACTOWIKA, HacTolika
(cybeTaHuis)

115.

IMYHO-TOH®

cupon in bulk: no 100 mny
6aHLi; no 48 6aHOK y
KOpO6i KapTOHHOMY; in
bulk: no 200 mn y
donakoHi; no 30 chrnakoHiB
y KOpo6i KapTOHHOMY

MAT "Fanuudcpapm”

YKpaiHa

MNAT "Tannucapm”

YkpaiHa

BHECEHHS 3MiH 10 peecTpavLiiiHnX
mMartepianis: 3MiHu | TUNY - 3MiHU 3
akocTi. A®l. KoHTponb A®L. 3miHa
y napameTpax cneuudikawii
Ta/abo fonyCTUMUX MEX,
BM3HAYEHMX Y cneundikauisx Ha
A®I, ab0 BMXigHWIA/NPOMDKHWIA
npoAayKT/peareHT, Wwo
BMKOPMCTOBYHOTbCS Y NPOLLECI
BMPOGHMLTBA ADI; CynyTHSA 3MiHa
- 3MiHM 3 AkocTi. APl. KoHTpob
A®I. 3miHa y meTogax
BMNpobyBaHHA APl abo BuXigHOTO
mMaTtepiany/npombKHOro
npoaykTy/peareHty, Lo
BMKOPWCTOBYETLCA Y NPOLIECI
BMPOGHULTBA AP (iHLI 3MiHK Y
MeToax BUNPo6yBaHHS

UA/9511/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

(Brntovatoum 3amiHy abo
[0MoBHEHHS) APl abo
BVIXiZHOro/MpoMiKHOro NpoAyKTy) -
BHECEHHS 3MiHW y peecTpaviiiHe
pockbe Ha N3 IMYHO-TOH®,
cmpon, nos'a3aHe 3 HeobXiAiHCTo
npuBeaeHHs cneuudikauii i
METOZiB KOHTPOSIHO cybCTaHLji
EtaHon (96%) go sumor €/0PY,
Aitoye BuaHHsa, fka
BMKOPWCTOBYETLCA NpU
BMpo6HULTBI A®I 3BIPOBOIO
HACTOWKA, HacToiika
(cy6eTaHuin)

116.

IMYHO-TOH®

cupon no 100 mn y 6aHu;

no 1 6aHui y nayui; no 100
M1 a6o 200 My doiakoHi;
no 1 donakoHy y naui

MAT "Fanuudpapm”

Ykpaina

MAT "Tannucapm”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3mMiHu | TMny - 3MiHK 3
AKOCTi. A®I. KoHTponb A®L. 3miHa
y napameTpax cneuudikawiii
Ta/abo fonycTMMmnX Mex,
BM3HAYeHUX y cneyndikauisx Ha
A®I, ab0 BMXigHWA/NPOMDKHWIA
npoAayKT/pearexT, Wwo
BUKOPVCTOBYHOTHCS Y NPOLEC
BMPOGHMLUTBA ADI; CynyTHSA 3MiHa
- 3miHu 3 aKocTi. A®I. KoHTposb
A®l. 3miHa y meTogax
BunpobyeaHHA APl abo BMXigHOTO
Marepiany/npoMixXHOro
npoAayKTy/peareHTy, Lo
BVIKOPVCTOBYETbLCS Y NpoOLeCi
BMpo6bHULUTBa API (iHWi 3MiHK Y
MeToAax BUNpPoGyBaHHS
(Bknrovaroum 3amiHy abo
[ONoBHEHHsA) Ad®| abo
BUXIAHOTO/NPOMIXHOr0 NPOAYKTY) -
BHECEHHS 3MiHM y peecTpauiiiHe
pocbe Ha N3 IMYHO-TOH®,
cuporn, noe'a3aHe 3 HeobXiAHICTIO
npuseaeHHs cneuudikauii i
MeTOZiB KOHTPOSI0 cybCTaHLji
EtaHon (96 %) no sumor €®/0PY,
Aioye BugaHHs, ska
BUKOPVCTOBYETLCA NpU
BUPOGHULTBI AdI
ENNEYTEPOKOKA EKCTPAKT
PIAKWI, ekcTpakT pigkuii
(cybeTaHuin)

6e3 peyenma

UA/2179/01/01

98




n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

117.

IMYHO-TOH®

cupon in bulk: no 100 mny
6aHLi; no 48 6aHOK y
KOpOo6i KapTOHHOMY; in
bulk: no 200 mn y
donakoHi; no 30 cprnakoHiB
y KOpo6i KapTOHHOMY

MAT "Fanuudpapm”

YkpaiHa

MAT "Tannucapm”

Ykpaina

BHECEHHS 3MiH [0 peecTpavyiiiHnX
mMartepianis: 3MiHU | TUNY - 3MiHU 3
akocTi. A®l. KoHTposnb A®L. 3miHa
y napameTpax cneuudikawii
Ta/abo JonycTUMUX MeX,
BM3HAYEHNX Y cneundikauisx Ha
A®I, abo BMXigHWIA/NPOMDKHWIA
npoAayKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y NPOLLEC
BMPOGHMLTBA ADI; CynyTHSA 3MiHa
- 3MiHM 3 AkocTi. A®Pl. KoHTpob
A®I. 3miHa y meTogax
BMNpobyBaHHA APl abo BuXigHOTO
mMaTtepiany/npomiKHOro
npoaykTy/peareHty, Lo
BMKOPWCTOBYETLCA Y NPOLIECI
BMpo6HULTBa API (iHLWi 3MiHK Y
mMeTofax BUNPo6yBaHHSA
(BKntovatoum 3amiHy abo
[0MoBHEHHS) APl abo
BVIXiZHOro/MpoMKHOro NpoAyKTy) -
BHECEHHS 3MiHW y peecTpaviiiHe
pockbe Ha N3 IMYHO-TOH®,
cmpon, nos'a3aHe 3 HeobXiAHICTo
npuBeaeHHs cneuudikauii i
METOZiB KOHTPOSIHO cybCTaHLji
EtaHon (96 %) o sumor €®/00Y,
Aitoye BuaHHsa, fka
BMKOPWCTOBYETLCA NpU
BMPOGHULTBI API
ENEYTEPOKOKA EKCTPAKT
PIAKNW, excTpakT pigxuii
(cybeTaHuis)

UA/9511/01/01

118.

IMYHO-TOH®

cupon no 100 mn y 6aHui;

no 1 6aHuji y nayui; no 100
M1 a6o 200 My dhakoHi;
no 1 donakoHy y naui

MAT "Fanuudpapm”

YKpaiHa

MNAT "Tannucapm”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaviiiHnX
mMartepianis: 3MiHu | Tuny - 3MiHK 3
akocTi. A®l. KoHTponb A®L. 3miHa
y napameTpax cneuudikawii
Ta/abo fonyCcTUMUX MEX,
BM3HAYEHMX Y cneundikauisx Ha
A®I, ab0 BMXigHWIA/NPOMDKHWIA
npoAyKT/peareHT, Wwo
BMKOPMCTOBYHOTLCS Y NPOLLECi
BMPOGHMLTBA ADI; CynyTHSA 3MiHa
- 3MiHM 3 AkocTi. APl. KoHTpob
A®I. 3miHa y meTogax
BMNpobyBaHHA APl abo BuXigHOTO
mMaTtepiany/npombKHOro
npoAykTy/peareHty, Lo

6e3 peyenma

UA/2179/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BMKOPWCTOBYETLCA Y NPOLIECI
BMpo6HULTBA API (iHLWi 3MiHK Y
mMeTofax BUNPo6yBaHHSA
(Brntovatoum 3amiHy abo
[OMoBHEHHS) APl abo
BVIXiZHOro/MpoMKHOro NpoAyKTy) -
BHECEHHS 3MiHW y peecTpaviiiHe
pockbe Ha N3 IMYHO-TOH®,
cmpon, nos'a3aHe 3 HeobXiAHICTo
npuBeaeHHs cneuudikauii i
METOZiB KOHTPOSIHO cybCTaHLji
EtaHon (96%) go sumor €/AdY,
Aitove BuaHHsa, fka
BWKOPWCTOBYETHCA NPU
BUPO6HMLTBI A®I EXIHALLET
MyPMYPOBOI HACTOWKA,
HacTolika (cy6CcTaHLis)

119.

IMYHO-TOH®

cupon in bulk: no 100 mn'y
6aHLui; no 48 6aHOK y
KOpoO6i KapTOHHOMY; in
bulk: no 200 mn y
chnakoHi; no 30 chnakoHiB
Y KOPO6i KAPTOHHOMY

NAT "Tannadapm”

Ykpaina

MNAT "Tanuacpapm”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3mMiHu | TMny - 3MiHK 3
AKOCTi. A®I. KoHTponb A®L. 3miHa
y napameTpax cneuudikawiii
Ta/abo fonycTMMmNX Mex,
BM3HAYeHNX y cneyndikauisx Ha
A®I, ab0 BMXigHWA/NPOMDKHWIA
npoAayKT/pearexT, wo
BUKOPVCTOBYHOTHCS Y NPOLEC
BMPOGHMLUTBA ADI; CynyTHSA 3MiHa
- 3miHu 3 gKkocTi. A®Il. KoHTposb
A®l. 3miHa y meTogax
BunpobysaHHA APl abo BMXigHOTO
Marepiany/npoMixXHOro
npoayKTy/peareHTy, WWo
BVIKOPVCTOBYETLCS Y NpoOLeCi
BMpo6bHULTBa AP (iHWi 3MiHN Y
mMeToAax BUNpPoGyBaHHS
(Bkntovaroum 3amiHy abo
[ONoBHEHHsA) Ad®| abo
BUXIAHOTO/NPOMIXHOr0 NPOAYKTY) -
BHECEHHS 3MiHM y peecTpauiiiHe
pocbe Ha N3 IMYHO-TOH®,
cuporn, noe'a3aHe 3 HeobXiAHICTIO
npuseaeHHs cneuudikauii i
MeTOZiB KOHTPOSI0 cybCTaHLji
EtaHon (96%) no sumor €/4dY,
Aioye BugaHHs, ska
BUKOPVCTOBYETLCA NpU
BUPO6HULTBI ADI EXIHALIET
MYPNYPOBOI HACTOWKA,

UA/9511/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

HacTolika (cybcTaHLis)

120.

IHOYTAH

po3uunH ans iHgysili 10
mr/mn no 20 mn, 50 mn,
a60 100 mn B nsAWwLj, No
1 naAwgi B nayui 3
KapToHy

TOB "HOpia-Papm”

YKpaiHa

TOB "HOpia-Papm”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviiiHnx
marepianis: 3MiHN | TUMY - 3MiHW
BHeCeHi [0 iHCTPYKUil Ans
MeAMYHOro 3aCTOCyBaHHA Ta
KOPOTKOI XapakTepucTUKn
nikapcbKoro 3acoby y po3ginu
"apmakonoriyHi BnactnsocTi”
(wopo 6esneku), "B3aemogis 3
iHWKMKW NikapcbkrMKM 3acobamu Ta
iHLWI BMAW B3aemogiit"”,
"Oco61MBOCTI 3aCTOCYyBaHHA",
"Cnocib 3acTocyBaHHS Ta fo3un”
(wopno 6esnekn),
"Mepeno3yBaHHa", "MOGIYHI
peakuii, 4ofaHo po3gin
"HecyMicHicTb" 3rigHO 3
iHthopmauieto Woa0 MegnyHoro
3aCTOCyBaHHA ped)epeHTHOro
nikapcbkoro 3acoby (PERFALGAN
10 mg/ml, solution pour perfusion,
B YKpaiHi He 3apeecTpoBaHuii).
BBefeHHA 3MiH NPOTArom 6-Tu
MicSLiB MiCNSA 3aTBEPAYKEHHS;
3MiHW | TUNY - 3MiHW BHECeHi A0
IHCTPYKUIT AN MeguyuHoro
3aCTOCYBaHHS Ta KOPOTKOT
XapaKTepuCTUKN NikapcbKoro
3acoby y po3ginu "®apmMakonorivHi
B/1acTMBOCTI", "3acTocyBaHHs Yy
nepiog, BariTHOCTi abo rogyBaHHs
rpyaaro” BianoBiAHO A0 OHOBMEHOT
iHchopmauii 3 6e3neku gitouoi
peyoBMHW. BBEAEHHA 3MiH
NpOTArom 6-Tv MicsLiB nicns
3aTBEPMAKEHHS; 3MiHW | TUNY -
3MiHM BHECEHi [0 iHCTpyKUil Ans
MeAMYHOro 3aCTOCYBaHHA Ta
KOPOTKOI XapakTepucTUKn
nikapcbKoro 3acoby y po3ginu
"Oco611BOCTi 3acTOCyBaHHA"
BiANOBIAHO A0 iH(hopmaLli 3
6e3nekn JOMOMIKHUX PEYOBVH.
BBefeHHA 3MiH NPOTArom 6-1u
MiCALIB MiCNSA 3aTBEPL)KEHHS

3a peyenmom

UA/11955/01/01

121.

ITONPUA,
KCAHTIC

Tabnetku no 50 mr, no 10
Tabnertok y 6nictepi, no 1

"KcaHTic ®apma
Nimiten"

Kinp

CaHeka
PapmacbloTikans AT

CnoBalbka
Pecny6nika

BHECEHHS 3MiH 10 peecTpaviiiHnX
MaTepianis: 3MiHu | Tuny -

3a peyernmom

UA/17458/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

abo no 4 a6o no 10
6nicTepiB B KAPTOHHY
nauky

BHECEHHS 3MiH [0 MaTepiasiB
peecTpauiiiHoro gocke (p. 3.2.P.7.
Cucrema
KOHTeliHep/3aKynopoBanbHWii
3acib), a came BHECEHHS 3MiH A0
Cnevuucpikauii ans
nonietuneHosnx naketis (PE bag
used as a bulk packaging
material): - BUyYeHHs n.
«PeyoBWHW PO3UMHHI Y rekcaHi -
MonionedpiHn», y 38’A3Ky 3
OHOBJ/IEHHAM MOHorpadii EP gns
nonionedinis (3.1.3.); - KOPEKU,jiHI
npasku M. «TeKCT Ta Konip» (He
3aCTOCOBYETLCS /18 YOPHUX
nakeTiB); 3MiHU | TUNY - BHECEHHS
[0 matepianiB peecTpaLiiHoro
pocee (p. 3.2.P.7. Cuctema
KOHTeliHep/3aKynopoBanbHWi
3acib), a came BBeEHHs
[04aTKOBOrO BUPOOHUKA
nonieTUIEHOBNX NakKeTiB
Novplasta, s.r.o., Slovak Republic.
Matepian (PE bag used as a bulk
packaging material) HoBoro
BUPOBHMKA € aHANOTIYHNUM
3aTBEPKEHOMY BUPOGHMKY
(PLASTIC —PACK s.r.0., Slovak
Republic), cneumndikayii Ta
MEeTOAM KOHTPOJIO SAKOCTI -
iAeHTNYHI

122.

IXTION

Cyno3nTopii pekTasibHi No
0,2 r no 5 cynosutopiie y
cTpuni; No 2 cTpunn y
nauui 3 KapToHy

MAT "MoHchapm"

YKpaiHa

MAT "MoHdapm”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
BHECEHHS 3MiH g0 Creumdikauii /
MeTogis B1npobyBaHHs rOTOBOro
nikapcbKoro 3acoby, 3okpema:
BU/TYYEHHS KOHTPOSIIO 3a
nokasHukom "CepefHsa maca”
(AdYy, 2.9.5.) Ta "OpgHopigHicTL"
(A®Y, N 1.2, c.310). B
cneungikaLii 3anmwaeTbca
nokasHuk "OfHopigHICTb
[,030BaHNX oanHuLG" (AdDY
2.9.40); 3MiHY | TUNY - BHECEHHSA
He3HauyHuX 3MiH go MeTogis
BUMPOOYBaHHA rOTOBOrO
nikapcbKoro 3acoby 3a
nokasHukamm "KinbkicHe

6e3 peyenma

UA/7840/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BM3Ha4eHHs", "OfHOpIAHICTb

[,030BaHNX OAMHULL", 30KpemMa:
HaliMeHyBaHHs1 peakTuBiB
NpUBELEHO Y BiANOBIAHICTb A0
pekomeHAaLili Ta cTunicTukm AdY;
3a nokasHuMkom "OAHOPIAHICTb
[,030BaHNX OANHNLB" 3a3HaYEHO
npurotysaHHsa peaktusy 0,01 M
po3uunHy Hatpito rigpokcuay; 3MiHu
| TMny - BHECEHHSA 3MiH [0
Creuudikauii / MeTogis
BMNPOGYBaHHA roTOBOro
nikapcbKoro 3acoby, 3okpema:
npuBeLeHHs KpUTepiis
NPUIAHATHOCTI 32 NOKA3HVKOM
"OAHOPIAHICTb J030BaHNX
OAMHMLL" Y BIANOBIAHICTb A0
BuMor A®Y; 3miHum | Tuny -
BHECEHHS 3MiH f0 Creumdikauii /
MeTogis B1UNpobyBaHHS roTOBOro
niKkapcbKoro 3acoby, 3okpema: 3a
nokasHukom "MikpobiosnoriyHa
yncToTa" - BBEAEHHA
nepiogMyHOCTI "nepLua Ta KoxHa
HacTynHa fecsiTa cepis, ane He
pigLe Hix 1 cepist B pik"; 3MiHu |
TMNYy - 3MiHW 3 SIKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKoro 3acoby.
3MiHa napameTpiB cnewudikawii
Ta/abo [oNyCTUMUX MEX rOTOBOTO
nikapcbKoro 3acoby (BHeCeHHs
3MiH 0 AOCbE MiCNSA OHOB/IEHHS
3arasibHOi CTaTTi Ha roToBY
nikapcbky opmy y
L®Y/EBponeiicbkiii hapmakonei);
CyNyTHS 3MiHa - 3MiHM 3 AKOCTI.
[oTOBMIA NikapcbKuii 3acio.
KOHTpO/1b roTOBOrO NikapcbKoro
3acoby. 3miHa y meTogax
BUMNPOOYBaHHA rOTOBOr0
nikapcbKoro 3acoby (ans
npuBELEHHS Yy BIANOBIAHICTb 3
L®Y abo EBponeiicbKo
hapMakoneero Ta BUTyYEHHS
NOCWNaHHA Ha 3acTapinuii
BHYTPILLHIA MeToA BUNPOBYBaHHS i
0ro HoMep) - BHECEHHS 3MiH [0
Creuundikauii / MeTogis
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BUMPOOYBaHHA rOTOBOrO
nikapcbKoro 3acoby 3a
nokasHnkom "MikpobionoriuHa
yucToTa", 30Kpema: Kputepii
NPUAHATHOCTI NPUBELEHO Y
BIANOBIHICTb A0 BUMOT DY,
BUJTYHEHHSA MOCWU/IaHHA Ha
HauioHasIbHY YaCTUHY CTaTTi
2.6.12 Ta BUIYyYEHO MOBHUIA ONUC
MeTOAVKN BUNPOGYBaHHS;
3MiHUW | TUNY - BHECEHHS 3MiH A0
Cneuudpikauii / MeTogis
BUMNPOOYBaHHA rOTOBOIO
nikapcbKoro 3acoby, 3okpema: -
3MiHa Ha3BW nokasHuka "Yac
noBHOI gedhopmadii” Ha "Hac
PO3M'AKLLIEHHS NiNOINTbHUX
Cyno3nTopiiB" 06yMOB/IEHO
npuBeAEHHSM Y BIANOBIAHICTb A0
Bumor Y, - BUNyYeHHsa
NoCUNaHHA Ha HeakTyasbHi
po3ginu AdY 3a nokasHukamu
"loenTudpikauis”, "KinbkicHe
BU3HAYEHHS"

123.

PO34MH A9 30BHILUHLOIO
3acTocyBaHHs, CNPTOBWIA
5 % no 10 mn, abo no 20
mn, abo no 100 mny
dhnakoHax

MPAT "®ITOPAPM"

YKpaiHa

MPAT "®ITOPAPM"

Ykpaina

BHECEHHS 3MiH [0 peecTpavyiiiHnX
MaTepianis: 3MiHu | Tuny -
BBE/EHHA HOBUX PO3MipiB cepii
rOTOBOrO /liKapCbKOro 3acoby.
3anponoHoBaHo: 500 kr (51716
donakoHiB no 10 mn, 25858
chnakoHis no 20 mn, 5172
donakoHn no 100 mn), 1000 kr
(103432 chnakoHis no 10 mn,
51716 dpnakonis no 20 mn, 10343
donakoHn no 100 ms)

6e3 peyenma

UA/8248/01/01

124.

KANIO
NMEPMAHIAHA
T

MOPOLLIOK A1 PO3UMHY
015 30BHILLHLOIO
3actocyBaHHA no5r, 1
h/1aKoH 3 MOPOLLUKOM

TOB "WcTtok-Mntoc”

Ykpaina

TOB "WcTok-INntoc"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMaTtepianis: 3MiHu | Tuny -
BHECEHHS 3MiH 0 MaTepianis
peecTpaLiniHOro AoCbe A0 po3giny
3.2.P.7. Cucrtema
KOHTeliHep/3aKynoptoBasbHWi
3acib, a came: BUTlyYeHHS
iHbopMmauii Woa0 noctavyaibHUKIB
nakyBasibHUX matepianis: BAT
«biomegackno», YkpaiHa; BAT
«lMonTasCbknii 3aBOL, MeANYHOTo
Ckna», YKpaiHa. 3anponoHoBaHo:
®nakoHu 3i ckna knacy | (10 mn)
Bupo6Huk Shandong

6e3 peyenma

UA/5815/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Pharmaceutical Glass Co., Ltd.,
China (lWaHbayH ®apmacbloTikas
nacc Ko., itg, Kutaif)
125. | KAPAIOAPTIHI cupon in bulk: nro 50 ny ToBapucTBo 3 YkpaiHa ToBapucTBoO 3 YkpaiHa BHECEHHS 3MiH 10 peecTpavLiiiHnX - UA/14656/01/01
H-340POB'A 6ouKax 06MEXEHO 06MeXeHo mMartepianis: 3MiHu | TUNY - 3MiHU 3
BiANOBIAA/TIbHICTIO BiANOBIAA/LHICTIO AKOCTi. [OTOBWIA Nikapcbkuin 3aci6.
"®apmaueBTnyHa "®apmaueBTnyHa Cucrema
KoMnaHis "3po0pos'a” KOMnaHis KOHTelHep/3aKynopoBabHWi
"3p0pos'a”, YkpaiHa 3aci6. 3MiHa nocTavyanbHVKa
(Bci cTagji nakyBaslbHUX MaTepianis abo
BMPOGHMLITBA, KOMNEKTYUMX (SKLLO0 3a3Ha4YeHo
KOHTPO/b AKOCTI, B [OCbE) (3amiHa abo fofaBaHHSA
BUMYCK cepii); noctavasibHuKa); CyryTHS 3MiHa
ToBapucTBO 3 - 3MiHK 3 siKoCTi. FoTOBUIA
06MexeHo nikapcbkuii 3aci6. Cuctema
BiANOBIAA/LHICTIO KOHTelHep/3aKynopoBanbHWi
"XapkiBcbke 3aci6. 3miHa chopmu abo posmipy
hapmaLeBTnyHE KOHTeliHepa un
nignpueMcTBO 3aKyNnopBaUIbHOTO 3ac06y
"340p0oB'a Hapoay", (NepBUHHOI yNakoBKK)
YkpaiHa (Bci cTagii (HecTepunbHi Nikapcbki 3acobu) -
BUPOGHMLITBA, BBE/leHHS HOBOTO BUPOGHUKA
KOHTPO/b SIKOCTI) hnakoHiB nonimepHmux TOB
«CTaryc», YKpaiHa 404aTKOBO [0
3aTBepAXeHUX BUpo6HuKiB TOB
«MPO®IMNNACT NITO», YkpaiHa Ta
TOB «lMnactxim», YkpaiHa. HAk
HacnigoK, He3HauHi 3MiHK
rabapuTHNX po3mipiB h1aKoHIB
126. | KAPAOIOAPTIHI cupon no 50 mny ToBapucTBO 3 Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHnX 6e3 peyenma UA/11187/02/01
H-340POB'A donakoHi; no 1 dpnakoHy 3 06MEXEHO 06MmexXeHo mMartepianis: 3MiHu | TUNY - 3MiHK 3
MipHUM CTakaHOM Yy BiANOBIAA/TIbHICTIO BiANOBIAA/LHICTIO AKOCTi. [OTOBWIA Nikapcbkuin 3aci6.
Kopo6Li 3 kKapToHy; no 100 "apmaueBTNYHa "hapmMaueBTNYHa Cucrema
My ¢hnakoHi, no 1 KoMnaHis "3po0pos'a” KOMnaHis KOHTeliHep/3aKynoptoBasbHWiA
hnakoHy 3 MipHUM "3p0pos'a”, YkpaiHa 3aci6. 3MiHa nocTavyanbHMKa
CTakaHOM Y KopooLi 3 (Bci cTagji nakyBaslbHNX MaTepianis abo
KapToHy BMPOGHMLITBA, KOMNEKTYUMX (SKLLO0 3a3HaYeHo

KOHTPO/b SIKOCTI,
BUNYCK cepil);
ToBapucTso 3

06MeXeHoto

Bif4NoOBiAaNbHICTIO

"XapkiBcbke
hapmaueBTuyHe
nignpueEMCTBO
"340p0oB'a Hapoay",
YkpaiHa (Bci cTagii

B [OCbE) (3amiHa abo AofaBaHHsA
nocravasibHuKa); CynyTHs 3MiHa
- 3MiHK 3 siKOCTi. FOTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynopoBanbHWi
3aci6. 3miHa chopmu abo po3mipy
KOHTeliHepa un
3aKynopB&aUIbHOTO 3ac0by
(NepBUHHOI yNakoBKK)
(HecTepubHi Nikapcbki 3acobm) -

105




HasBa

®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BMPOGHMLITBA, BBE/IeHHS HOBOTO BUPOGHUKA
KOHTPO/b SIKOCTI) hnakoHiB nonimepHmux TOB
«CTaryc», YKpaiHa A04aTKOBO A0
3aTBepAXeHUX BUpo6HukiB TOB
«MPO®IMNACT NITO», YKpaiHa Ta
TOB «MnacTtxim», YkpaiHa. Ak
HacnigoK, He3HauHi 3MiHK
rabapuTHUX po3mipiB h1aKoHIB
127. | KAPMETAQVH TabneTku, BKpUTI yopnga MEANLINH TypeuunHa yopng MEANLINH TypeuunHa BHECEHHS 3MiH [0 peecTpavyiiiHnX 3a peyenmom UA/14715/01/01
NNiBKOBOK 060/I0HKOIO, 3 INAY CAH. BE TIK. I1AY CAH. BE marepianis: 3mMiHW | TUNY - 3MiHK
MogucpikoBaHUM A.LL. TIOXK. A.LL. LoAo 6e3nekn/edeKTMBHOCTI Ta
BUBINIbHEHHAM, M0 35 Mr chapmakoHarnsgy - OHOBEHHS
no 30 TabneTok y TEKCTY MapKyBaHHS ynakoBKu
6nictepi; no 2 6nictepn B NiKapCbKOro 3acoby 3 BHECEHHAM
KapTOHHIA KopooLi iHchopmawii LWwoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. TepmiH BBEAEHHSA 3MiH
npoTsArom 6 micsuis nicns
3aTBEPAXKEHHS
128. | KBATTPEKC kancynu no 250 mr no 10 TOB "ACIHO YkpaiHa TOB "dapma Ctapt" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHnx 6e3 peyenma UA/12875/01/01
kancyn y énictepi; no 2 YKPATHA"

6nicTepn y KapTOHHiIl
QECI]

mMaTtepianis: 3MiHu | Tuny -
YTOYHEHHS iHGhopMaLLii CTOCOBHO
HaHeceHHs1 Homepy cepii Ta
TEPMiHY NPUAATHOCTI Ha CTagisx
«®acyBaHHA» Ta «[lakyBaHHA»,
LLIO0 06YMOB/IEHO TEXHOSIOTIYHOK
MOX/IBICTIO HAHECEHHS HOMepY
cepii Ta TepMiHy NpuAAaTHOCTI —
MEeTOA0M APYKY B AONOBHEHHS A0
MeTOoAy HaHeCeHHs BifTUCKY, LLO
cTocyeTbes po3ainis 3.2.P.3.3.
Onuc BMPOGHMYOro npoLiecy Ta
KOHTpO/It0 npouecy., 3.2.P.3.4.
KOHTPO/Ib KPUTUYHUX CTagil i
npoMiXHoi npogykuii, 3.2.P.3.5.
Banigauisi npouecy Ta/abo ioro
OLjiHKa; 3MiHW | TUNY - BHECEHHS
3MiH o po3ginie 3.2.P.3.4.
KOHTPO/b KPUTUYHNX CTagIl i
npoMiXHOI npoaykuii Ta 3.2.P.3.5.
Banigauis npouecy Ta/abo ioro
OLjiHKa, L0 CTOCYHTbCA 3MiH Y
NpoBeAeHHi KOHTPOJIIO NOKa3HWKIB
B PYTUHI 4119 Kancy/bHOI Macu Ta
[ANA Kancyn Hepo3dacoBaHuX;
3MiHW NPOBEAEHHSI KOHTPO/O
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
nokasHukiB Ha (pe)Banigauji gns
Kancyn Hepo3sacoBaHux
129. | KETOJIOHTr - Tabnetku no 10 wmr, no 10 MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/2190/02/01
AAPHNUA® TabeToK y KOHTYPHii "®apmMaveBTUYHa "®apmavneBTUYHa Marepianis: 3miHu | Tuny -

YapyHKOBIli ynakosLi, no 1
KOHTYPHIli YapyHKOBIi
yMakoBLji B mayi

hipma "OapHuus"

hipma "OapHuus”

BHECEHHS 3MiH [0 po34iny
«Cknag» martepianis
peecTpaujiHoro gocke Ha N3, a
came TepMiH «CepefiHs Maca
TabneTkn» 3amiHeHo Ha «Maca
TabneTkn», OCKINbKN 3a3HaveHa
mMaca (pakTUYHO € HOMIHA/TLHOIO;
3anponoHoOBaHO: Maca TabneTku
180 wmr
3MiHK | TUNy - 3MiHK 3 AkocTi. API.
KoHTponb A®I. 3miHa y MeToaax
BMNpobyBaHHA APl abo BuXigHOTO
mMaTtepiany/npombKHOro
npoaykTy/peareHty, Lo
BMKOPWCTOBYETLCA Y NPOLIECI
BUPOGHULTBA AP (iHLLI 3MiHK Y
mMeTodax BUNPo6yBaHHSA
(Bkntovatoum 3amiHy abo
[0MoBHEHHS) APl abo
BUWXi4HOrO/MPOMIXHOro NPOAYyKTY);
CynyTHS 3MiHa - 3MiHM 3 AKOCTI.
A®I. KoHTposnb A®L. 3miHa y
napameTpax cneuudikauii Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneundikauiax Ha A®l, abo
BVIXiZHWUIA/MPOMDKHWIA
npoAayKT/pearexT, Wwo
BUKOPVCTOBYHOTHLCS Y NPOLEC
BMPO6HULTBA AP - 3MiHK 0
cneumdikauii A®I 3a
nokasHMKamm: «PO3YMHHICTb» -
3anpornoHOBaHO NPOBOAUTH
BMNPOOYBaHHA PO3YMHHOCTI
cy6CTaHLUil B Taknx po3YMHHUKaAX:
Boga P Ta etaHon (96 %) P
BignosigHo o Bumor oY, 1.4
«MoHorpadii»; «pH po3unHy»,
«CynpoBigHi AOMILLKM» Ta
«KinbKicHe BU3HaYeHHs» - A0
crneundikauii Ta meToais
KOHTPO/IO BHECEHI peAakLiliHi
npaBKW, METOAUKN 3a/IMLLEH 6e3
3MiH; «Mikpob6ionoriyHa yicToTa» -
npuBELEHO Y BiANOBIAHICTb A0
Bumor EP 2.6.12, 5.1.4.
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

«3a/IMLLKOBI KifIbKOCTI OpraHiuyHux
PO3YMHHKKIB» A1 BUPOOHMKA
Symed Labs Limited. HopmyBaHHs
Ta MeToguka BunpobyBaHHs
3a/MLeHi 6e3 3MiH, B METOAUKY
BHeCEeHi pefakuiliHi npaBku ans
BMpo6Huka Vasudha Pharma
Chem Limited BBefeHO MeToauKy
BM3HAYEHHSA OpraHiyHmx
PO3UYNHHVIKIB 3 HOPMYBAHHSIM
«MeTaHony He Ginblue 0,3 %,
aueToHy He binbe 0,5 %,
eTunauerary He 6inbLue 0,5 %,
Tonyony He 6inbwe 0,089 %»;
3MiHU | TUMY — BUNYYEHHS 3i
cneuudikauii APl «lgeHTudikayis
C» MeTofoM Y P-crneKTpoMeTpil,
LLIO KOPESETLCA 3 TECTOM
«laeHTudikauis B» metogom
BEPX, B IKOMY TakoxX
BMKOPUCTOBYETLCA
cnekTpodoTomeTpis B YO
061acTi; 3MiHW | TUMY — BUNYYEHHS
3i cneuyndikauii Ta metoais
KOHTpono A®I nokasHuka «Baxki
MeTanm»,
3MiHV | TUNY — JONOBHEHHSA
cneundikauii A®Il, BupobHuuTBa
Vasudha Pharma Chem Limited,
NOKa3HMKOM SIKOCTi «1,2-
[JnxnopeTtaH» 3 HOPMyBaHHAM —
He 6inble 5 ppm.; 3MiHK | TUNY —
BUYyYEHHN 3i cneyudikauii A®I
nokasHukiB «lpo3opicTb
PO34KHY», «KO/IbOPOBICTb
PO3UNHY», «AHOMasIbHA
TOKCUYHICTb» Ta «bakTepianbHi
€HZLO0TOKCUHW», OCKISTbKN
cybCTaHLisi BAKOPUCTOBYETLCA
AN BUPOBHMLITBA HECTEPUITBHNX
nikapcbknx opMm; 3miHu | Trny —
36iNbLUEHHS TEPMiIHY NpUAaTHOCTI
A®I; 3anponoHoBaHo: 5 pokiB;
3MiHu |l TUNY — BBEAEHO
[04aTKOBOro BUpOo6HuKa AdI
KeToponakTy TpomeTamiHy,
Vasudha Pharma Chem Limited,
India, 3 HagaHHsSM macTep-thaiina
Ha A®I| [0 BXe 3aTBepaKeHoro
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BMpo6HMKa Symed Labs Limited,
India

130.

KNEKCAH®

pO34nH AN4 iH'ekui, 10
000 aHTK-Xa MO/1 mn Ne
2:no 0,8 MmN y WNpuy-£03i
i3 3aXMCHOI0 CUCTEMOIO
rOMIKu; Mo 2 Wnpuy-403n y
6nictepi; no 1 6nictepy B
KapTOHHI/ KopoobLi

TOB "CaHodi-ABeHTIC
YkpaiHa"

Ykpaina

CAHO®I BIHTPOI
IHOACTPIA

®paHuis

BHECEHHS 3MiH [0 peecTpavLiiHnX
marepianiB: yTOUHEHHSA
peecTpauiiiHoro Homepa B
Hakasi MO3 Ykpaitu Ne 1081 Big
02.06.2021 B npoLeci BHECEHHSA
3MiH (3MiHK | TUNY - 3MiHK WoA0
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX AaHuX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy chapmakoHarnsgy,
3MiHa yNOBHOB&XeHOi 0cobu,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnaay; 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 3as1BHMKaA,
BignoBiganbHOI 3a
thapmakoHarnag. [ivoua pegaxuis:
KniwmnH AHTOH Mukonainosuy.
MponoHoBaHa peaakuis:
Xopakiscbka TeTaHa
BayecnasiBHa. 3MiHa KOHTaKTHUX
[aHux yrnoBHOBaXXEHOT 0co6u
3asBHWKa, BiANOBIAaIbHOT 3a
thapmakoHarnag). Pepakuis B
Hakasi: UA/7182/01/01. BipHa
peaakuia: UA/7181/01/01.

3a peyernmom

UA/7181/01/01

131.

KOMBITAH®

Kpansi o4Hi, no 5 mny
donakoHi-kpanensHuLi; no
1 a6o 3 pnakoHu-
KpanesibHULi B KAPTOHHIl
ynakoBLii

AnnepraH
dapmacbioTikan3

IpnaHgis

AnnepraH
dapmacbioTikans
IpnaHgjs

IpnaHgis

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

TEKCTY MapKyBaHHS ynakoBKu

NiKapcbKoro 3acoby 3 BHECEHHSM
iH(bopmauii Wwoao 3a3HaYeHHs

OAVHWLb BUMIPIOBAHHS Y CUCTEMI

3a peyenmom

UA/11289/01/01

109




Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Sl
132. | KOHLUEPTA® TabneTky NPOsIOHroBaHOI TOB "[>XOHCOH i Ykpaina Anza KopnopeiLH, cuA/ BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/14199/01/01
4ii no 18 mr, no 28 a6o 30 JKOHCOH YkpaiHa" CLUA (BMpO6HMLTBO Benbris marepianis: 3MiHN | TUMY - 3MiHW
Tabnetok y dpniakoHi; no 1 Hepo3dacoBaHoro Loao 6e3nekn/edeKTMBHOCTI Ta
(h/1aKOHY Y KapTOHHilA NpoAyKTy); AHCCeH hapmakoHarnagy - OHOBMEHHS
ECI] dapmaueBTrka HB, TEKCTY MapKyBaHHA yNakoBKu
Benbris (Bunyck NiKapcbKoro 3acoby 3 BHECEHHAM
cepii); AHccen-Cinar iHbopmauii Woa0 3a3HaYeHHS
MaHyhekuypuHr OAVHWLb BUMIPIOBAHHS Y CUCTEMI
NINC, CWA
(BUPOBHMLTBO
Hepo3dacosaHoro
NPOAYKTY, MePBUHHA
Ta BTOPUHHA
yMakoBKK)
133. | KOPHEPETE/b | renb o4Huii, 50 mr/r,mo 5r TOB "bayw Xenc" Ykpaina Ap. F'epxaps MaHH HimeyunHa BHECEHHS 3MiH 10 peecTpaviiiHnX 6e3 peyenma UA/8545/01/01
® y Ty6i; no 1 Ty6i B XeM.-chapMm. ®abpuk MaTepianis: 3MiHu | Tuny -
KapTOHHI KOpooLi 6X BBE/JEHHS1 HOBOr0 BUPOGHMKA
BASF SE ans gito4oi peqyoBuHu
Dexpanthenol B sikoro HasiBHWi
CEP R1-CEP 2006-233-Rev 02 B
[OMOBHEHHSA [0 BXe
3aTBepXeHoro Bupo6Hka DSM
NUTRITIONAL PRODUCTS LTD
134. | KOCTAPOKC TabneTku, BKPUTI ToBapucTBO 3 Ykpaina BMPOGHMLTBO "in IHais/ BHECEHHS 3MiH [10 peecTpaviiiHnX 3a peyernmom UA/17232/01/01
NAiBKOBOK 060JI0HKOIO, MO obmexeHoro bulk", nepsuHHe Ta ManbTa/ marepianis: 3MiHW | TUMY - 3MiHK
30 Mr no 7 Tabnetok y BigNOBiga/IbHICTIO BTOPVIHHE HimeuunHa Lof0 6e3nekn/edekTMBHOCTI Ta
6nictepi; no 4 6nictepn B "CaHpo3 YkpaiHa" nakyBaHHs: Kagina hapmakoHarnagy - OHOBEHHS
KapTOHHIiA KOpo6Li PapmacbioTikans TEKCTY MapKyBaHHS YNakoBKu
Nimiteg, IHAiN; NiKapcbKoro 3acoby 3 BHECEHHSM
TeCTyBaHHS: iHbopmauii Woao 3a3HaYeHHs
dapmakep Mpemiym OAVHVLb BUMIPIOBaHHS Y CUCTEMI
Nta., ManbTa; Sl. BHeceHHs1 3MiH o po3giny
BWMNYCK Cepiii: «MapkyBaHHsa» MKA /13:
Canotac ®apma 3anpornoHoBaHo: MapKyBaHHs.
'M6X, HimeyunHa 3rigHo 3aTBEpAKEHOro TEKCTY
MapKyBaHHS. TepMiH BBELEHHS
3MiH NpoTAroM 6 MicAuiB nicns
3aTBEPAKEHHS
135. | KOCTAPOKC TabneTtku, BKPUTI ToBapucTBO 3 Ykpaina BUPOGHMUTBO "in IHais/ BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/17232/01/02
NAIBKOBOK 060JI0HKOLO, MO obmexeHoro bulk", nepBuHHe Ta ManbTa/ marepianis: 3MiHW | TUMY - 3MiHW
60 mr no 4 Tabnetkn y BigNoBiga/IbHICTIO BTOPUHHE HimeuunHa LoAo 6e3nekn/edeKTMBHOCTI Ta

6nictepi; no 1 6nictepy B
KapTOHHiiA kKopobu; no 7
TabneTtok y brictepi; no 4

"CaHfo3 YkpaiHa"

nakyBaHHs: Kagina
dapmacbioTikans
NimiTeq, HAis;

thapmakoHarnsigy - OHOBMEHHSI
TEKCTY MapKyBaHHs yNakoBKu
NiKapCbKOoro 3acoby 3 BHECEHHSAM
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
6nicTepn B KAPTOHHI TecTyBaHHs: iHchopmawii LWwoao 3a3HaveHHs
Kopo6ui; no 10 TabneTok y dapmakep Mpemiym OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
6nictepi; no 10 6nicTepis Nta., ManbTa; Sl. BHeceHHs1 3MiH o po3ainy
Y KapTOHHIi kopobui BWMNYCK Cepiii: «MapkyBaHHs» MKA N3:
Cantwotac dapma 3anponoHoBaHo: MapKyBaHHS.
'M6X, HimeuyunHa 3rigHO 3aTBEpAXEHOr0 TEKCTY
MapKyBaHHS. TepMiH BBELEHHS
3MiH NpOTArom 6 MicsLiB nicns
3aTBEPKEHHS
136. | KOCTAPOKC TabneTku, BKpUTI ToBapucTBo 3 YkpaiHa BMPOGHMLTBO "in IHpis/ BHECEHHS 3MiH 10 peecTpaljiiiHux | 3a peyenmom UA/17232/01/03
NNiBKOBOK 060/10HKOID, MO 06MEXEHO bulk", nepBuHHe Ta ManbTta/ marepianis: 3mMiHW | TUNY - 3MiHK
90 Mr no 7 TabneTok y BigNOBiga/IbHICTIO BTOPUHHE HimeuunHa ofo 6e3nekn/edekTMBHOCTI Ta
6nictepi; no 1 a6o 4 "CaHpo3 YkpaiHa" nakyBaHHs: Kagina thapmakoHarnsgy - OHOB/IEHHS
6nicTepn B KAPTOHHIA dapmacbioTikans TEKCTY MapKyBaHHS YNakoBKu
Kopo6ui; no 10 TabneTok y Nimitea, IHais; NiKapCbKOro 3acoby 3 BHECEHHAM
6nictepi; no 10 6nictepis TeCcTyBaHHs: iHchopmawii LWwoao 3a3HaveHHs
Y KapTOHHili kopobLi dapmakep Mpemiym OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Ntp., ManbTa; Sl. BHeCeHHs 3MiH A0 po3ainy
BWMNYCK Cepiii: «MapkyBaHHs» MKA N3:
Cantotac dapma 3anponoHoBaHo: MapKyBaHHS.
'M6X, HimeuyunHa 3rigHO 3aTBEpAKEHOr0 TEKCTY
MapKyBaHHS. TepMiH BBELEHHS
3MiH NpOTArom 6 MicsLiB nicns
3aTBEPMKEHHS
137. | KOCTAPOKC TabneTku, BKpUTI ToBapucTBO 3 Ykpaina BMPOGHMLTBO "in IHais/ BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/17232/01/04
NNiBKOBOK 060/10HKOID, MO 06MEXEHO bulk", nepBrHHe Ta ManbTta/ marepianis: 3mMiHW | TURY - 3MiHK
120 mr no 7 TabneTok y BigNoBiga/IbHICTIO BTOPUHHE HimeuunHa Lofo 6e3nekn/edekTMBHOCTI Ta
6nictepi; no 1 a6o 4 "CaHpo3 YkpaiHa" nakyBaHHs: Kagina hapmakoHarnagy - OHOB/IEHHSA
6nicTepn B KAPTOHHIlA dapmacbioTikans TEKCTY MapKyBaHHS YNakoBKu
Kopoo6ui Nimitea, IHais; NiKapCbKOro 3acoby 3 BHECEHHAM
TeCTyBaHHS: iHbopmauii Wwoao 3a3HavYeHHs
dapmakep Mpemiym OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Ntp., ManbTa; Sl. BHeceHHs 3MiH A0 po3ainy
BWMNYCK Cepiii: «MapkyBaHHsA» MKHA N13:
Cantwotac dapma 3anponoHoBaHo: MapKyBaHHS.
'M6X, HimeuyunHa 3rigHO 3aTBEpAXKEHOro TEKCTY
MapKyBaHHS. TepMiH BBELEHHS
3MiH NpoTArom 6 MicsLiB nicns
3aTBEPMXKEHHS
138. | KCAMION® renb no 15r,30r,60 ry NEO ®apma A/IC [Janis NEO ®apma A/IC [aHia BHECEHHS 3MiH [10 peecTpaviiiHnX 3a peyernmom UA/13535/01/01

chnakoHi; no 1 conakoHy y
KapTOHHI KOpooL

marepianis: 3miHu | Tuny -
BHECeHHS 3MiH g0 Cneyudpikauii
N3, 30kpema: 3By4eHHs KpUTepiis
NPUIAHATHOCTI 3a NOKa3HVKOM
"B'askicTb".
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3anponoHosaHo: 0,4-1,2 Ma*c;
3MiHK | TUNY - BBEAEHHSA
nepioguYHOCTI KOHTPOSIIO 3a
nokasHukom "MikpobiosnoriyHa
yncToTa": TECTyBaHHA
NpoBOANTLCS Ha KOXHIl 20 cepil
abo npuHaliimMHi Ha oAHil cepil
KOXHi 6 MicALIB 3a/1eXHO Bif, TOro,
LLLO € HalBINbLL YacTum;
3a3HavYeHHs KpuTepiiB
NPUIAHATHOCTI BiAMNOBIAHO
BiAANOBIAHO OPUriHA/IbHNX
marepianis BUPO6HMKA; 3MiHW |
TUMNY - BHECEHHS 3MiH 40 MeTogis
BMNPOGYBaHHA 3a NoKasHUKkamu
"laeHTudikayis”, "KinbkicHe
BU3HaYeHHA: KanbumnoTtpiony
MOHorigpat, beTameTasoHy
avnponioHaty", " OpraHiuHi
OOMILLKM", 30Kpema: 3amiHa
mMeToauk BunpobyeaHHa BEPX Ha
MEeTOAMKY BUNPOOYBaHHSA ynbTpa-
BEPX; 3miHuM | TUNY - BHECEHHS
3MiH go p. 3.2.P.7.Cuctema
KOHTeliHep/3aKynopoBabHWi
3aci6, 30Kkpema: 3i cneuudikadii
BUyyeHo IY cnektp ana
ineHTudbikauil N1acTMKoBmx
martepianis; LOAAHO CXeMATUYHi
KpecneHHs goiakoHy, ropsIoBUHM
h/1aKOHY, HacafKun Ta KpPULLKK; y
cneuuqikauii 3a3Ha4eHo po3mipu
NepBUHOrO NakyBaHHS; OHOBEHWIA
cdhopmat po3giny; 3miHu | Tuny -
BHECeHHS 3MiH 10 Cneuudikauii
N3, 30kpema: npuBefeHHs
KpUTEepIiiB NPUIAHATHOCTI 3a
nokasHukamu "lgeHTudpikauisa” Ta
"OpraHiyHi goMiwkn" y
BiANOBIAHICTb A0 OPUTiHASIBHUX
mMaTepianis BUPOGHMKa

139.

KCUNO-TEBA

cnpei HasaslbHUiA, PO34VH
0,5 mr/mn; no 10 mny
CKNSAHOMY (pr1akoHi 3

[o3aTopomM; no 1 pnakoHy
Y KapTOHHIil kopobui

TOB «TeBa YkpaiHa»

Ykpaina

[inbHuug, axka
BignoBigae 3a
BUPOGHMLTBO
npenapary in bulk,
nakyBaHHSA Ta
BUMNYCK Cepiit;
JinbHnusg, sxka

HimeuunHa

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

noceigyeHHs) (3rigHo Hakaly MO3

Bi 23.07.2015 Ne 460); 3miHu |
TMny - 3MiHK Woao
6e3nekn/edpeKTNBHOCTI Ta

6e3 peyenma

UA/8161/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BignoBigae 3a
KOHTPO/1b SIKOCTI:
Mepkne M'meX

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
thapmakoHarnag. fivoua pegakuis:
Orit Stern-Maman. MNponoHoBaHa
pepakuis: buctposa OkcaHa
BiTaniiBHa. 3MiHa KOHTaKTHUX
[aHVX YNOBHOB&XEHOI 0co6u
3asBHVKa, Bi4NOBiAa/IbHOT 38
dhapmakoHarniag,

140.

KCUNO-TEBA

cnpeii Ha3asTbHUIA, PO34MH
1 mr/mnno 10 mny
CKNSAHOMY (hN1aKoHi 3
fosatopom; no 1 cpnakoHy
Y KapTOHHili kopobLi

TOB «TeBa YkpaiHa»

YKpaiHa

[inbHuus, ska
Bignosigae 3a
BMPOGHMLTBO
npenapary in bulk,
nakyBaHHA Ta
BWNYCK Cepii;
[inbHuus, ska
Bignosigae 3a
KOHTPO/b AKOCTI:
Mepkne Mv6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpavLiiiHnX
mMartepianis: 3MiHa 3asiBHMKa
(BnacHvika peecTpaduiiHoro

nocBeigyeHHs) (3rigHo Hakasy MO3

Bifg, 23.07.2015 Ne 460); 3miHu |
TMny - 3MiHK Woa0
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeefeHHus abo
3MiHU [0 y3araslbHEHUX AaHnX 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/TOYAKYM KOHTAKTHI AaHi)

6e3 peyenma

UA/8161/01/02
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n/n

JliKapcbKo20

HasBa

3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CObM 3as1BHMKA,
BignoBiganbHOI 3a
thapmakoHarnag. fivoua pegakuis:
Orit Stern-Maman. MponoHoBaHa
pepakuis: buctposa OkcaHa
BitaniiBHa. 3miHa KOHTaKTHUX
[aHVX YNOBHOB&XEHOI 0co6u
3asBHVKa, Bi4NOBiAa/IbHOT 38
dhapmakoHarniag,

141.

NA®EPOBIOH

NOPOLLIOK Ha3&/TbHWIA, MO
100 000 MO, 5 chnakoHis 3
nopoLuKom y 6nictepi; no 2
6nictepu B nauuj 3
KapToHy

TOB "®3
"BIO®APMA"

YKpaiHa

TOB "®3
"BIO®APMA"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavLiiiHnX
marepianis: 3miHu | TUNy - 3MiHa
BHOCUTLCSA Y 3B’A3KY 3
npuBeAeHHAM cneundikaui
BXiZLHOr0 KOHTPO/IH0 JONOMIXHUX
peyoBuWH (HaTpito xs10pua,
AekcTpaH-70 ans iH'ekuiin, kanito
aurigpodhocdaTt, auHaTpito
docchbat pogekarigpart, Boga ans
iH'EKLiIA) 4O BMMOT BiANOBIAHUX
MoHorpadiii €sponeiicbKoi
hapmakonei - NnprBefeHHAM
cneuudikaLii JONOMKHUX
peyosuH fo sumor AdY Ta
€Bponelicbkoil hapmakonei; 3MiHn
| TUny - 3MiHa BHOCUTBCA Y 3B’AA3KY
3 OHOBJ/IEHHAM (akTyanisavieto)
cneumdikaLin BXigHOrO KOHTPOSO
NepBMHHOTO NakyBaHHS (hr1akoHN
3 TPY6KU CKIAHOT NPO30pi, NPO6KU
rymoBi 415 niodpinbHOI CyLukm) Ao
BvMor n.3.2 KoHTeliHepn Y, gk
HacnigoK OHOBJIEHHS pPo3ainy
3.2.P.7 Cucrema
KOHTelHep/3aKynopoBanbHWi
3aci6

6e3 peyenma

UA/16017/01/01

142.

NEBILUTAM

250

TabneTkn, BKPUTI
NMiBKOBOK 060M0HKOM0, MO
250 mr no 10 TabneTok y
6nictepi; no 3 abo 6
6nicTepiB y KAPTOHHIi
naui

TOB "ACIHO
YKPAIHA"

Ykpaina

TOB "®apma Crapt"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMaTtepianis: 3MiHu | Tuny -
36iMbLUEHHST po3Mipy cepii 13 no
250 wmr; 3anponoHosaHo: 45 000
Tabnetok (18,09 kr) 150 000
Tabnetok (60,30 kr) 340 000
Tabnetok (136,68 kr) logatkoso
BHECEHi pefjlakTOpCbknii NpaBKkn A0
po3giny 3.2.P.3.2. woao
BMMNpPaB/IEHHS 3Ha4YeHb
TEOPETUYHOI KiIbKOCTI

3a peyernmom

UA/11396/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

[OMOMDKHMX PEYOBUHM (KpOXMaUTb
KyKypyA3siHiA
npoXenaTuHI30BaHWiA Ta MarHito
cTeapar), sika BUHUKIA Npu
OKpYr/iieHi 3HavyeHb ans cepii M3
no 500 mr o6’'emom 241,4 «r (300
000 TabneTok); 3miHu | Tumy -
3aTBepAXeHHs MKA 113
YKpaiHCLKOK MOBOIO

143.

NEBILNTAM
500

TabneTku, BKpUTI
N/iBKOBOK 060JI0HKOIO, MO
500 mr no 10 TabneTok y
6nictepi; no 3 abo 6
6nicTepiB y KAPTOHHIi
navu

TOB "ACIHO
YKPAIHA"

YKpaiHa

TOB "dapma Crapt"

Ykpaina

BHECEHHS 3MiH [0 peecTpavyiiiHnX
MaTepianis: 3MiHu | Tuny -
36iNbLUEHHA po3Mipy cepii /13 no
250 wmr; 3anponoHosaHo: 45 000
Tabnetok (18,09 kr) 150 000
Tabnetok (60,30 kr) 340 000
Tabnetok (136,68 kr) logatkoBo
BHECEHi pefjaKTopCbkuii NpaBkn A0
po3giny 3.2.P.3.2. wopo
BUMPaB/IEHHs 3Ha4YeHb
TEOPEeTUYHOT KiNIbKOCTI
[OMOMDKHUX PEYOBUHN (KPOXMaUTb
KyKypyA3siHiA
NpoXenaTrHi30BaHWi Ta MarHito
cTeapar), Ska BUHUKNa npu
OKpYr/eHi 3HaveHb ans cepii N3
no 500 mr o6’emom 241,4 «r (300
000 TabneTok); 3miHu | Tuny -
3aTBepixeHHa MKA 13
YKpaiHCLKOH MOBOKO

3a peyenmom

UA/11396/01/02

144.

NEBOMILEETUH
Y PO3UVH
CMUPTOBUA
0,25%

PO3YMH HALLKIPHWIA,
cnupToBuii 0,25 % no 25
MY hrakoHax

MPAT "®ITOPAPM"

Ykpaina

MPAT "®ITO®PAPM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMarepianis: 3MiHu | Tuny - 3MiHK 3
siKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
3MiHu y BUPOGHMLTBI. 3MiHa
po3Mipy cepil (BKHoYaoUn
Aiana3oH po3mipy cepii) roToBoro
NikapcbKoro 3acoby (3MeHLLEHHs
00 10 pasiB) - BBEEHHSA
[ofaTtkosoro posmipy cepii M'N3.
3anponoHoBaHo:
500 kr (22750 dpnakoHis no 25
ms1); 1000 kr (45501 chnakoH no 25
M)

be3 peyenma

UA/8046/02/01

145.

NEBOCWUH

Masb, Mo 40 r y Ty6i, no 1
Ty6i B NayLi 3 KapTOHY

MAT "Ximdpapm3sasoz
"YepBoHa 3ipka"

YKpaiHa

MAT
"Ximchapm3sasog
"YepBoHa 3ipka"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviiiHnX
marepianis: 3MiHW | TUMY - 3MiHK
o0 6e3nekn/edekTMBHOCTI Ta

6e3 peyenma

UA/8326/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

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
KOHTaKTHUX JaHWX YNOBHOBaXKEHOT
ocobu, BignoBifanbHOT 3a
3pjiicCHeHHs1 hapmakoHarnagy

146.

NEBO®/IOKCA
LUVH-TEBA

TabneTku, BKpUTI
NNiBKOBOK 060/10HKOID, MO
250 mr, no 5 TabneTtok y
6nictepi; no 2 6nictepn B
KapTOHHIA KOopoo6Li

TOB "TeBa YkpaiHa"

YKpaiHa

AxTasic 1T/,

ManbTa

BHECEHHS 3MiH 10 peecTpavLiiiHnX
marepianis: 3mMiHW | TUNY - 3MiHK
BHECEHI [0 iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHS
niKapcbKoro 3acoby y po3ainm
"Oco61MBOCTI 3aCTOCYyBaHHA",
"MobiuHi peakuyii" BignoBigHO A0
OHOB/EHOI iHthopMaLi Wwoao
6e3nekun Ajtoyoi pevoBUHN.
BBegeHHS 3MiH NpoTArom 6-tm
MicsILiB nicns 3aTBepoKEHHS

3a peyernmom

UA/11952/01/01

147.

NEBO®/IOKCA
LUNH-TEBA

TabneTkn, BKPUTI
NMiBKOBOK 060M0OHKOM0, MO
500 mr, no 5 TabneTok y
6nicTepi; no 2 6nictepn B
KapTOHHIA KopoobLi

TOB "TeBa YkpaiHa"

Ykpaina

AxTasic /T[],

ManbTa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHW | TUNY - 3MiHK
BHECEHI [0 iHCTPYKUii ans
MeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu
"Oco61MBOCTI 3aCTOCyBaHHA",
"Mo6iuHi peakuii" BigNoBigHO A0
OHOB/EHOI iHhopMaLii LWoao
6e3nekun 4ityoi pevyoBUHN.
BBefeHHs 3MiH NpoTArom 6-Tu
MicsILiB Micns 3aTBepPKEHHS

3a peyernmom

UA/11952/01/02

148.

NEBOLUVH-H

pO34uH ans iHgysili, 500
Mr/100 mn, no 100 mn abo

TOB "®APMACEN"

YkpaiHa

BIOCEP C.A.
MAPEHTEPAJI

Ipevjis/
YKpaiHa

BHECEHHS 3MiH 10 peecTpavyinHnx
MaTepianis: 3MiHu | Tuny -

3a peyenmom

UA/12842/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
no 150 mn y donakoHi; no 1 CONoWwHC noAaHHsa HOBOro cepTudikaTa
dhnakoHy B nauui 3 IHOACTPI, Ipeuis BiANOBIAHOCTI EBpONeichbkili
KapToHy (Hepo3dhacoBaHwii thapmakonei Ne RO-CEP 2019-
NPOAYKT, NepPBUHHA 023-Rev 00 151 [jitoy0i peyoBUHU
ynakoBKa, BTOPUHHA Levofloxacin hemihydrate Big Bxe
ynakoBka, 3aTBEPAKEHOT0 BUPOOHUKA
KOHTpOsib); TOB Neuland Laboratories Limited.,
"®APMACEJ", IHAiS; 3MiHW | TUNY - NogaHHA
YKpaiHa (KOHTpOnb, OHOB/IEHOTO cepTudikaTa
BWMYCK Cepil) BIANOBIAHOCTI EBpONechbkil
thapmakonei Ne RO-CEP 2019-
023-Rev 01 gns fjiroyoi pevyoBnHN
Levofloxacin hemihydrate Big Bxe
3aTBEPAKEHOrO BUPOOHMKA
Neuland Laboratories Limited.,
IHais
149. | NEFKONAKC NOPOLLOK 4151 OP&/IbHOIO MAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 peyenma UA/15646/01/01

po3unHy no 150 r B
noslieTuNeHoBIli 6aHui, No
1 6aHui B nayui pasom 3
MipHOI0 NTOXKOH; N0 4,0 T B
nakeTtax-cate rno 4 abo
10, a6o no 20 nakerTis-
calle B nayui

"Knismegnpenapar"

"Knismegnpenapar”

martepianis: 3MiHM 3 SIKOCTI.
[oTOBMIA NikapcbKuii 3acio.
Cucrema
KOHTeliHep/3aKynoptoBasbHuWi
3aci6. 3MiHa y NepBUHHIli ynakoBLii
roTOBOro Nikapcbkoro 3acoby (Tun
KOHTeliHepa abo fofaBaHHsA
HOBOrO KOHTeliHepa) - TBepai,
M’'SIKi Ta HECTEePW/IbHI PiaKi
nikapcbki hopmn - BBefeHHA
a/IbTEPHATUBHOIO NakyBaHHS, a
came nonieTuneHosi 6aHku 3
KpULLKOIO i Mpoknagkoto no 150 r
Ta 300 r 3 BHECEHHSIM BifNoBigHNX
3MiH [0 p. «YnakoBka» MKA 13. Y
3B'A3KY 3 J0aHHAM HOBUX
ynakoBok (6aHok no 150 r Ta 300
I, CNOPSAKEHNX MiPHOIO IOXKOIO 3
noginkamu 4 i 10 r) BHOCMTbCSA
BiANOBIAHE KOpPeryBaHHs fo p.
«Cknaf», OHOBJ/IOETLCA
cneundikauis (qogaetbca
cneumdikaLiss Ha MOMEHT BUMYCKY
Ta NPOTArOM TEPMiHY NpMAATHOCTI
N5 HOBOTO TUMY MakyBaHHS)) Ta
MeTOZjiB KOHTPOJO AKOCTI
(3a3HaueHHs ynakoBku) A M.
«lpaeHTudpikauia A»,
«lpeHTudikauyis B», «KncnoTHicTb
ab0 NyxHicTb», «DopMasibaeria,
«Boga», «KifibkicHe BU3HAYEHHA»
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

Ta p. «TepMiH NPUAATHOCTI».
3MiHM BHECEHO [0 IHCTPYKLUIT Ansa
MeJNYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby A0 po3ginis
"Cknapg", "Cnoci6b 3acTocyBaHHs Ta
posn", "TepMiH npuaaTHocTi”,
"YMOoBWU 36epiraHHA" (YTOUHEHHS
iHchopMmalii 6e3 3MiHK
TeMMepaTypHOro pexvmy),
"YnakoBka" Ta BignoBigHi 3MiHM B
TEKCTi MapKyBaHHS ynakoBKuW
nikapcbKoro 3acoby. BeefeHHsA
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBepPXEHHSA. 3MiHU 3 AKOCTI.
FOTOBWIA NniKkapcbkuii 3aci6.
KOHTpO/b roTOBOrO /iKapcbKoro
3acoby. 3miHa napameTpis
cneumdikayii Ta/abo AonycTUMmX
MeX roTOBOrO JliKapCbKOro 3acoby
(4onNoBHEHHS cneumdikayii HOBUM
NOKa3HUKOM 3 BiANoBiAHNM
MEeTOA0M BUMPOOYBaHHS) -
[lonoBHeHHs cnevumdikauii HOBUM
NnokKasHNKom «OAHOPIAHICTL Macu
[103, L0 BUTATAIOTHCS i3
6araTtof030BOro KoHTeliHepa» 3
BIANOBIAHUM METOL0M
BUMPOOYBaHHA 4714
aNbTepPHATUBHOIO NakyBaHHS
(6aHkK 3 nonieTuneHy no 150 r
a60 300 r). 3miHu 3 AKOCTi.
[oTOBMIA NikapcbKuii 3acio.
KOHTpO/1b roTOBOrO NikapcbKoro
3aco6y (iHWi 3MiHN) - OHOBMEHHS
BXE 3aTBepAKeHNX MeTofiB
KOHTPOJIIO SIKOCTI NiKapCbKOro
3acoby, a came BUK/IaeHHs
TEKCTY AepXXaBHO MOBOIO 3rigHO
Cy4yacHvx BUMOr. BBeleHHs 3MiH
npoTArom 6-Tn MicAuiB nicns
3aTBepPXEHHSA. 3MiHU 3 AKOCTI.
MeanyHi npucTpoi (iHLWi 3MiHK) -
BBeaeHHs MipHOT TOXKM 3
noginkamu 4i 10 r gns
aNbTEPHATUBHOIO NakyBaHHSA
(6aHku 3 nonieTuneHy no 150 r
a6o 300 ), a came: no 150,0r B
nonieTUNEHOBIN 6aHLi 3 KPULLIKOIO i
NpokIagKot. 1 6aHKy pa3om 3
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

IHCTPYKLE 4719 MeANYHOro
3aCTOCYBaHHA Ta MipHOI0 NTOXKKOLO
nomiwaoTb B nayky; no 300,0 r B
6aHLi NoNieTUIEHOBIN 3 KPULLKOK |

npoknagkoto. 1 6aHKy pa3om 3

IHCTPYKLE A8 MeANYHOro
3aCTOCYBaHHSA Ta MipHOI0 JTOXKKOHO

NOMILLAITb B Nayvky. 3MiHK

BHECEHO [10 IHCTPYKLi ANns
MeJNYHOro 3aCTOCYBaHHS
nikapcbKkoro 3acoby A0 po3gainis
"Cnoci6 3acTocyBaHHs Ta fo3u",
"YnakoBka" Ta BignoBigHi 3MiHM B

TEKCTi MapKyBaHHS ynakoBKuW

nikapcbKoro 3acoby. BeefeHHsA
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPKEHHS.

150.

NErKONAKC

MOPOLLIOK A1 Opas/IbHOro
po3unHy no 300 1 B
nonieTUNeHoBIN 6aHuj, no
1 6aHui B nayui pasom 3

MipHOIO /ToXKOo; no 10,0 r

B NakeTax-caule no 4 a6o
10, a6o no 20 nakeTis-
calle B nauuj

NAT
"Knismegnpenapar"

Ykpaina

MAT
"Kunismegnpenapar”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHW 3 AKOCTI.
[oTOBMIA NikapcbKuii 3acio.

Cucrema
KOHTeliHep/3aKynopoBanbHWi
3aci6. 3MiHa y NepBUHHIlA ynakoBLi
roTOBOro Nikapcbkoro 3acoby (Tvn
KOHTeliHepa abo fofaBaHHs
HOBOro KOHTeliHepa) - TBepai,
M'SIKi Ta HECTEPW/IbHI PiaKi
nikapcbki hopmu - BBegeHHA
aflbTEPHATUBHOIO NakyBaHHs, a
came nonieTuseHosi 6aHku 3

KpULLKOIO i mpoknagkoto no 150 r

Ta 300 r 3 BHECEHHSIM BifNOBIAHNX

3MiH J0 p. «YnakoBka» MKA N3. Y
3B’A3KY 3 [J0AAHHSAM HOBUX

ynakoBoK (6aHok no 150 r ta 300

I, CNOPSIAKEHNX MIPHOIO JTOXKOHO 3

noginkamu 4 i 10 r) BHOCUTbCSA
BignoBigHe KoperyBaHHs [0 p.
«Cknag», OHOBJ/TOETLCA
cneundikauis (gogaeTbcs
cneumaikalis Ha MOMEHT BUMYCKY

Ta NPOTAroM TePMiHy NpuaaTHOCTI

N5 HOBOTO TUMY MakyBaHHS)) Ta

METOAIB KOHTPOJItO AKOCTI
(3a3HayeHHs ynakosku) Ans n.
«laeHTudikauia A»,

«lpeHTudpikauis B», «kKMCNOTHICTb

ab0 NyXHiCcTb», «dopMasibaerig»,

«Bofa», «KinbKicHe BU3HAYEHHSsI»

6e3 peyenma

UA/15646/01/02
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

Ta p. «TepMiH NPUAATHOCTI».
3MiHM BHECEHO [0 IHCTPYKLUIT Ansa
MeJNYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby A0 po3ginis
"Cknapg", "Cnoci6b 3acTocyBaHHs Ta
posn", "TepMiH npuaaTHocTi”,
"YMOoBWU 36epiraHHA" (YTOUHEHHS
iHchopMmalii 6e3 3MiHK
TeMMepaTypHOro pexvmy),
"YnakoBka" Ta BignoBigHi 3MiHM B
TEKCTi MapKyBaHHS ynakoBKuW
nikapcbKoro 3acoby. BeefeHHsA
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBepPXEHHSA. 3MiHU 3 AKOCTI.
FOTOBWIA NniKkapcbkuii 3aci6.
KOHTpO/b roTOBOrO /iKapcbKoro
3acoby. 3miHa napameTpis
cneumdikayii Ta/abo AonycTUMmX
MeX roTOBOrO JliKapCbKOro 3acoby
(4onNoBHEHHS cneumdikayii HOBUM
NOKa3HUKOM 3 BiANoBiAHNM
MEeTOA0M BUMPOOYBaHHS) -
[lonoBHeHHs cnevumdikauii HOBUM
NnokKasHNKom «OAHOPIAHICTL Macu
[103, L0 BUTATAIOTHCS i3
6araTtof030BOro KoHTeliHepa» 3
BIANOBIAHUM METOL0M
BUMPOOYBaHHA 4714
aNbTepPHATUBHOIO NakyBaHHS
(6aHkK 3 nonieTuneHy no 150 r
a60 300 r). 3miHu 3 AKOCTi.
[oTOBMIA NikapcbKuii 3acio.
KOHTpO/1b roTOBOrO NikapcbKoro
3aco6y (iHWi 3MiHN) - OHOBMEHHS
BXE 3aTBepAKeHNX MeTofiB
KOHTPOJIIO SIKOCTI NiKapCbKOro
3acoby, a came BUK/IaeHHs
TEKCTY AepXXaBHO MOBOIO 3rigHO
Cy4yacHvx BUMOr. BBeleHHs 3MiH
npoTArom 6-Tn MicAuiB nicns
3aTBepPXEHHSA. 3MiHU 3 AKOCTI.
MeanyHi npucTpoi (iHLWi 3MiHK) -
BBeaeHHs MipHOT TOXKM 3
noginkamu 4i 10 r gns
aNbTEPHATUBHOIO NakyBaHHSA
(6aHku 3 nonieTuneHy no 150 r
a6o 300 ), a came: no 150,0r B
nonieTUNEHOBIN 6aHLi 3 KPULLIKOIO i
NpokIagKot. 1 6aHKy pa3om 3
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
IHCTPYKLE 4719 MeANYHOro
3aCTOCYBaHHA Ta MipHOI0 NTOXKKOLO
nomiwaoTb B nayky; no 300,0 r B
6aHLi NoNieTUIEHOBIN 3 KPULLKOK |
npoknagkoto. 1 6aHKy pa3om 3
IHCTPYKLE A8 MeANYHOro
3aCTOCYBaHHSA Ta MipHOI0 JTOXKKOHO
NOMILLAITb B Nayvky. 3MiHK
BHECEHO [10 IHCTPYKLi ANns
MeJNYHOro 3aCTOCYBaHHS
nikapcbKkoro 3acoby A0 po3gainis
"Cnoci6 3acTocyBaHHs Ta fo3u",
"YnakoBka" Ta BignoBigHi 3MiHM B
TEKCTi MapKyBaHHS ynakoBKuW
nikapcbKoro 3acoby. BeefeHHsA
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPKEHHS.
151. | NIBEPATTI® TabneTku, BKPUTI TOB "BOPBAPTC Ykpaina JNabopaTopioc JleoH Icnanis BHECEHHS 3MiH 40 peecTpaLiiHnx 3a peyenmom UA/16408/01/01
NAiBKOBOK 060JI0HKOLO, PAPMA" ®apma, C.A. Marepianis: 3miHu | Tuny -
0,02 mr/3 mr, no 28 (24+4) BBE[EHHS JOAATKOBOro po3mipy
Tabnetok y 6nictepi, no 1 cepii gnsa 6innx TabneTok
6nictepy pasom 3 nnaue6o. 3anponoHoBaHo: 1 250
KaneHaapHolo LLKasolo, 000 Tabnetok; 6 000 000
Tpymauem ans énicrepy y Tabnetok
KOpOO6Lii 3 KapTOHY
152. | NIBA30O TabneTku, BKpUTI Pekoppaati AineHg 114 IpnaHgis BMPOGHUK PpaHuia/ BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/11963/01/03
NNiBKOBOK 060/10HKOID, MO Hepo3hacoBaHOro ITanis mMaTepianis: BUNPaBNEHO TEXHIYHY
4 mr, No 7 TabneTok y npoaykry: M'ep NOMWIIKY Y TEKCTi MapKyBaHHS
6nictepi; no 1 6nictepy B dabpe MegikamaH BTOPVHHOI YNaKOBKM /iKapCbKOro
KapTOHHI kopobui; no 14 MpOoAOKCOH, 3acoby (TabneTku, BKpUTI
Tabnetok y 6nictepi; no 2 ®paHLis; BUPOBHWK, NAiBKOBOK 000/I0HKOHO, MO 4 Mr).
6nicTepu B KAPTOHHI AKNIA 34jiACHI0E 3AMPOMNOHOBAHO: 17. IHWE
Kopobui; no 15 TabneTok y nepBuHHE Ta pitavastatin 4 mg. 3a3HauyeHe
6nictepi; no 2 6nictepu B BTOPVHHE BUMNpaB/IEHHS BigNoBifae
KapTOHHIA KopoobLi nakyBaHHs, apxiBHUM mMaTtepianiam
Bignosigae 3a peecTpauiiiHoro Aocke
KOHTPO/b AKOCTi Ta
BUNYCK cepil:
Pekopparti IHgacTpia
Ximika e
$apmaceBTika
C.n.A., ltania
153. | NIAOKAIHY PO34MH ANs iH'ekuin, 20 MNAT "Tanuudapm” YkpaiHa MAT "Tannudapm” YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiHnx 3a peyenmom UA/4364/01/01
rigPOXNOPUA | mr/mn, no 2 Mn B amnyni; marepianis: 3mMiHW | TUNY - 3MiHK

no 10 aMnyn y KOHTYpPHil
YapyHKOBIlA ynakoBuj; no 1
KOHTYPHili YapyHKOBIi
ynakoBLi B naytii; no 2 mn
B amnyni; no 10 amnyn y

BHeceHi [0 IHCTpykuii gns
MeJMYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby A0 po3ainy
"Oco6n1BOCTI 3acTOCyBaHHA"
o0 6e3nekn 3acTOCyBaHHs
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Kopoo6ui

[OMOMDKHOT PEYOBVHW HaTpito
xnopug,. BeefeHHs 3MiH NpoTArom
6-TV MiCALIB MiCNA 3aTBEPMAKEHHS

154.

nisnHonpPun-
ACTPA®APM

Tabnetkun no 5 mr, no 10
Tabnetok y 6nictepi; no 3
abo 6 6nicTepis y kopobL,i
3 KapTOHYy

TOB "AcTpachapm”

YKpaiHa

TOB
"ACTPAGAPM"

YkpaiHa

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

hapmakoHarnsgy - BHECEHHS 3MiH
00 po3ainy “MapkyBaHHs” MKA

N3: fitoya pegakuis: MapkyBaHHS.

[opaeTbea. MNponoHoBaHa
pefaxuis: MapkyBaHHSs. Takox
OHOBJ/IEHHS TEKCTY MapKyBaHHs
yMakoBKM NikapcbKoro 3acoby 3
BHECEHHSAM iHdhopMaLil Wwoao

3a3HavYeHHs oAVHULb

BMMIipIOBaHHSA y cuctemi Sl.

BignosigHo [0 3aTBEpAKEHOr0
TEKCTY MapKyBaHHs

3a peyernmom

UA/4968/01/01

155.

nisnHonpPun-
ACTPA®APM

Tabnetku no 10 mr no 10

Tabnetok y 6nictepi; no 3
abo 6 6nicTepiB y kopobL,i
3 KapPTOHY

TOB "Actpachapm”

YKpaiHa

TOB
"ACTPAGAPM"

YkpaiHa

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

thapmakoHarnsagy - BHECEHHS 3MiH
00 po3ainy “MapkyBaHHs” MKA

N3: fitoya pepaxuis: MapkyBaHHS.

[opaeTbea. MNponoHoBaHa
pefaxuisi: MapkyBaHHSs. Takox
OHOBJ/IEHHS TEKCTY MapKyBaHHs
YNaKkoBKM NiKapCbKOro 3acoby 3
BHECEHHSAM iHdhopMaLii Wwoao

3a3HavYeHHs oAVHNLb

BMMIpPIOBaHHSA y cuctemi Sl.

BignosigHo [0 3aTBEpAKEHOr0
TEeKCTYy MapKyBaHHS

3a peyenmom

UA/4968/01/02

156.

nisnHonrPun-
ACTPAD®APM

Tabnetku no 20 mr no 10
Tabnetok y 6nictepi; no 3
abo 6 6nicTepiB y Kopoou,i
3 KapTOHY

TOB "Actpachapm”

YKpaiHa

TOB
"ACTPAGAPM"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviiiHnX
marepianis: 3MiHW | TUMY - 3MiHK
Lof0 6e3nekn/edekTMBHOCTI Ta

thapmakoHarnsagy - BHECEHHS 3MiH
00 po3ainy “MapkyBaHHs” MKA

N3: fitoua pegakuisi: MapKyBaHHS.

[opaeTbes. NponoHoBaHa
pefaxuis: MapkyBaHHS. Takox
OHOBJ/IEHHS TEKCTY MapKyBaHHS
yNakoBKM NiKapCbKoro 3acoby 3
BHECEHHSAM iHthopmalii LLoao
3a3HaYeHHs1 ONHULb

3a peyenmom

UA/4968/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BMIMIipIOBaHHSA y cuctemi Sl.
BignosigHo fo 3aTBEpAKEHOr0
TEKCTY MapKyBaHHS

157.

nisnHonpPun-
TEBA

Tabnetku no 2,5 mr no 10
Tabnetok y 6nictepi; no 3
abo 5 6nicTtepis y kopobui

TOB «TeBa YkpaiHa»

YKpaiHa

AT
dapmaLleBTUYHNI
3aBog TEBA

YropwmHa

BHECEHHS 3MiH 10 peecTpavLiiiHnX
mMaTtepianis: 3mMiHa 3asaBHUKA
(BnacHvika peecTpaduiiHoro
nocBeigyeHHs) (3rigHo Hakasy MO3
Big 23.07.2015 Ne 460): 3miHK
BHECEHI 040 Ha3BW 3asiBHMKA Ha
TUTY/TbHIA CTOPIHL TEKCTY
MapKyBaHHS ynakoBok J13. 3MiHu |
TMny - 3MiHK Woa0
6e3nekn/edreKTMBHOCTI Ta
thapmakoHarnsgy. BeefeHHus abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy thapmakoHarnsagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy apmakoHarnsgy,
3MiHa YNOBHOB&XeEHOI 0cobu,
BiANOBIAA/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
mMacTep-haiina cuctemm
thapmakoHarnagy) 3miHa
YNOBHOBA&XEHOI 0CO6U 3as1BHYMKA,
BiANOBIA&/IbHOI 3a
thapmakoHarnag. [ivoya pegakuis:
Orit Stern-Maman. MNponoHoBaHa
pepakuis: Buctposa OkcaHa
BitaniiBHa. 3MiHa KOHTaKTHWX
[aHux yrnoBHOBaXXEHOT 0cobu
3asBHWKa, BiANOBIAaIbHOT 3a
dpapMakoHarnsg.

3a peyernmom

UA/8705/01/01

158.

nisnMHonrPun-
TEBA

Tabnetkn no 5 mr no 10
TabneTtok y 6nictepi; no 3
abo 5 6nicTepiB y kopobui

TOB «TeBa YkpaiHa»

YKpaiHa

AT
dapmaueBTUYHN
3asog TEBA

YropLmHa

BHECEHHS 3MiH [10 peecTpaviliHnx
MaTtepianis: 3mMiHa 3asBHUKA
(BnacHvika peecTpadiiHoro
noceigyeHHs) (3rigHo Hakasy MO3
Bif 23.07.2015 Ne 460): 3miHu
BHECeHi LL010 Ha3BW 3asiBHUKa Ha
TUTY/IbHIN CTOPIHL TEKCTY
MapKyBaHHs ynakoBok J13. 3MiHu |

3a peyenmom

UA/8705/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

TMny - 3MiHN LWOA0
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3arasIbHEHUX AaHNX
npo cucTemy thapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0Co6H,
BiiNOBIAabHOT 3a 34iICHEHHS
thapmakoHarnsay; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3asBHUKA A1 3MiACHEHHS
thapmakoHarnagy B YkpaiHi, SKL0
BOHa BifjMiHHa Bif, yNOBHOB&XeHOT
ocobu, BifnoBifabHOI 3a
3[jiCHeHHs1 hapMakoHarnsgy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
mMacTep-caiina cucremm
hapmakoHarnsgy) 3miHa
YMNOBHOBaXeHOT 0COOM 3asBHMKA,
BignoBigasibHOI 3a
thapmakoHarnag. ditova pefakuis:
Orit Stern-Maman. MponoHoBaHa
pepakuis: buctposa OkcaHa
BiTaniisHa. 3miHa KOHTaKTHUX
[aHVX YNOBHOB&XeHOI 0cobu
3as1BHMKA, BignoBiAa/bHOT 3a
hapmakoHarnsg.

159.

nisnHonpun-
TEBA

Tabnetku no 10 mr no 10
Tabnetok y 6nictepi; no 3
abo 5 6nictepis y KopobL,i

TOB «TeBa YkpaiHa»

Ykpaina

AT
dapmauleBTUYHNI
3asog TEBA

YropumHa

BHECEHHS 3MiH [0 peecTpavLiiHnX
marepianis: 3miHa 3asBHUKa
(BnacHvka peecTpadiiHoro
noceigyeHHs) (3rigHo Hakaly MO3
Big 23.07.2015 Ne 460): 3miHn
BHeCEeHi 00 Ha3BM 3asBHUKA Ha
TUTY/IbHIA CTOPIHL TEKCTY
MapKyBaHHS yrnakoBok J13. 3miHu |
TMny - 3MiHK Woao
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHWX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy chapmakoHarnsgy,
3MiHa yNOBHOB&XeHOi 0cobu,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapMakoHarnaay; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asiBHMKA A1 3[4iCHEeHHS

3a peyernmom

UA/8705/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

thapmakoHarnagy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, YyNOBHOBaXeHOT
ocobu, BiAnoBifabHOI 3a
3[jiCHeHHs1 hapMakoHarnsgy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
MacTep-caiina cucremm
hapmakoHarnsgy) 3miHa
YMNOBHOBaXeHOT 0COOM 3asBHMKA,
BignoBigasibHOI 3a
thapmakoHarnag. ditova pefakuis:
Orit Stern-Maman. MponoHoBaHa
pepakuis: buctposa OkcaHa
BiTaniisHa. 3MiHa KOHTaKTHUX
[aHVX YNOBHOB&XeHOI 0co6u
3as1BHMKA, BignoBiAa/IbHOT 3a
hapmakoHarnsag.

160.

nisnHonpun-
TEBA

Tabnetku no 20 mr no 10
Tabnetok y 6nictepi; no 3
abo 5 6nictepis y KopobL,i

TOB «TeBa YkpaiHa»

Ykpaina

AT
dapmauleBTUYHNI
3asBog TEBA

YropumHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMarepianis: 3miHa 3asBHUKa
(BnacHvka peecTpadiiHoro
noceigyeHHs) (3rigHo Hakaly MO3
Bia 23.07.2015 Ne 460): 3miHn
BHeCeHi LL0A0 Ha3BM 3asBHUKA Ha
TUTY/IbHIA CTOPIHL TEKCTY
MapKyBaHHS yrnakoBok /13. 3miHu |
TMny - 3MiHK Woao0
6e3nekn/edpeKTNBHOCTI 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
ocobw, BignoBigasibHOI 3a
3[iiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) 3miHa
YMOBHOBaXeHOT 0CObM 3as1BHMKaA,
BignoBiganbHOI 3a
thapmakoHarnag. [livoua pegakuis:
Orit Stern-Maman. MNponoHoBaHa

3a peyernmom

UA/8705/01/04
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
pepakuis: buctposa OkcaHa
BiTaniisHa. 3miHa KOHTaKTHUX
[aHnX YNOBHOB&XeHOI 0co6u
3as1BHMKA, BignoBiAa/IbHOT 3a
hapmakoHarnsag.
161. | NIKBECTIA® TabneTtku, BKPUTI AT "dapmak" Ykpaina AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/17565/01/01
NiBKOBOK 060J10HKOLO, MO Marepianis: 3miHu | Tuny -
80 mr; no 14 TabneTok y BBE[EHHS JOAATKOBOro po3mipy
6nictepax, no 2 abo 4 cepii A®I debykcocTar
6nictepun y nauui BMpo6GHMLTBa Alembic
Pharmaceuticals Limited, India -
100,0 «r.
3anponoHoBaHo: 22 kr, 100 kr
162. | NIKBECTIA® TabneTtku, BKPUTI AT "dapmak" Ykpaina DxeHedhapm CA Ipeuis BHECEHHS 3MiH [10 peecTpaviliHnx - UA/17566/01/01
NAiBKOBOK 060JI0HKOLO, MO mMarepianis: 3miHu | Tuny -
80 wr, in bulk: 550 a6o BBE[EHHS [OAATKOBOro po3mipy
600 a6o 650 bnicTepiB y cepii A®I debykcocTar
Kopoo6ui BMpOo6HMLUTBa Alembic
Pharmaceuticals Limited, India -
100,0 «r.
3anponoHoBaHo: 22 kr, 100 kr
163. | NIKBECTIA® TabneTku, BKPUTI AT "dapmak” Ykpaina AT "dapmak” YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHnX 3a peyernmom UA/17565/01/02
NAiBKOBOK 060JI0HKOIO, MO marepianis: 3miHu | Tuny -
120 wmr; no 14 Tabnetok y BBE/leHHA [0AaTKOBOro PO3Mipy
6nictepax, no 2 a6o 4 cepii A®I debykcocTaT
6nicTepun y nauui BUpo6HMLTBa Alembic
Pharmaceuticals Limited, India -
100,0 «r.
3anponoHoBaHo: 22 Kr, 100 kr
164. | NIKBECTIA® TabneTku, BKpUTI AT "dapmak" YkpaiHa xeHecapm CA Ipeuis BHECEHHS 3MiH 10 peecTpaviiiHnX - UA/17566/01/02
NNiBKOBOK 060/10HKOK, MO MaTepianis: 3MiHu | Tuny -
120 wr, in bulk: 480 a6o BBEJEHHS OAATKOBOrO po3mipy
520 a6o 560 6nicTepiB y cepii A®I debykcocTat
KopooLi BMpo6HMLUTBa Alembic
Pharmaceuticals Limited, India -
100,0 «r.
3anponoHoBaHo: 22 Kr, 100 kr
165. | MNIHKAC nacTUKK 3i CMakoMm XepbioH MakncTaH MaknctaH XepbioH MakmctaH MakncTtaH BHECEHHS 3MiH 0 peecTpaLiiHnx 6e3 peyenma UA/9890/01/01
NACTUNKA anenbcuHa; No 8 nacTusiok MpaiiBeT JlimiTeq, MpaiiseT fimiTeq, marepianis: 3MiHN | TUMY - 3MiHK

y 6nicTepi; no 2 6nictepu
Y KapTOHHIi kopobui

ofo 6e3nekun/edekTMBHOCTI Ta
thapmakoHarnsay - OHOB/IEHHSA
TEKCTY MapKyBaHHS ynakoBKu

niKkapcbKoro 3acoby 3 BHECEHHAM
iHcbopmauii Wwoao 3a3HaYeHHs

OAVHWLb BUMIPOBaHHS Y CUCTEMI
Sl. BHeceHHs 3MiH 0 po3ainy

«MapkyBaHHs» MKA N13.

3anponoHoBaHo: MapKyBaHHS.
3rigHo 3aTBEpKEHOr0 TEKCTY
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MapKyBaHHsi

166.

NIPNKA

kancynu no 50 mr; no 21
Kancyniy 6nictepi; no 1
abo no 4 6nictepu B
KapTOHHIA KOpoo6Li

AngxoH FOC 1 JI/1C

CWA

Mdpaiizep
MeHtochekuypuHr
[oiiuneng MreX

HimeuunHa

BHECEHHS 3MiH [10 peecTpaviiiHnx
matepianis: 3miHa 3asiBHMKa
(BnacHvika peecTpadiiHoro
noceigyeHHs) (3rigHo Hakasy MO3
Bif 23.07.2015 Ne 460): BeeaeHHs
3MiH NpPOTAroM 9-Tu micsAyiB nicns
3aTBEepPMKEHHS. 3MiHU | TUny -
3MiHV Wwoao
6e3nekn/edreKTMBHOCTI 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
thapmakoHarnagy) 3miHa
YNOBHOB&XEHOI 0CO6U 3as1BHYKA,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnagy: fitoua
pefakuis: dpaHcyasa lyma-
Cinnan/ Francoise Dumas-Sillan.
MponoHoBaHa pepakuis: bapbapa
[e bepHapgi/ Barbara De
Bernardi.
3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XEHOI 0CO6U 3as1BHYKA,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
chapmakoHarisgy.

3a peyenmom

UA/3753/01/05

167.

NIPUKA

Kancynu no 75 mr; no 14
abo no 21 kancyniy
6nictepi; no 1 a6o no 4
6nicTepn B KAPTOHHIl
Kopoo6ui

AngxoH FOC 1 I/1C

CWA

Mdpaiizep
MeHtochekuypuHr
[oiiuneng MrmexX

HimeuunHa

BHECEHHS 3MiH [10 peecTpaviliHnx
matepianis: 3miHa 3asiBHMKa
(BnacHvika peecTpadiiHoro
noceigyeHHs) (3rigHo Hakasy MO3
Bif 23.07.2015 Ne 460): BeeaeHHs
3MiH NPOTArom 9-Tn MicsLiB nicns
3aTBEPKEHHSA. 3MiHM | Tvny -
3MiHM Wwoao
6e3nekn/eddeKTBHOCTI Ta

3a peyenmom

UA/3753/01/04
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

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
hapmakoHarnsgy) 3miHa
YMOBHOB&XEHOT 0CObM 3as1BHMKA,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
thapmakoHarnagy: fitoua
pepakuis: ®paHcyasa fyma-
CinnaH/ Francoise Dumas-Sillan.
MponoHoBaHa pefakuis: bapbapa
[le BepHappi/ Barbara De
Bernardi.
3MiHa KOHTaKTHUX AaHnx
YMOBHOB&XeHOT 0CObM 3as1BHMKA,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy.

168.

NIPUKA

Kancynu no 150 mr; no 14
abo no 21 kancyniy
6nictepi; no 1 abo no 4
6nicTepn B KAPTOHHIA
Kopobui

AnmxkoH HOC 1 1N1C

CLUA

Mdpaiizep
MeHtoghekUypuHr
[onuneng Mm6X

HimeuunHa

BHECEHHS 3MiH 10 peecTpavLiiiHnX
matepianis: 3mMiHa 3asiBHMKa
(BnacHvika peecTpaduiiHoro
nocBeigyeHHs) (3rigHo Hakasy MO3
Big 23.07.2015 Ne 460): BBeaeHHs
3MiH NpoTArom 9-Tn MicAuiB nicns
3aTBepKeHHs. 3MiHu | Tuny -
3MiHV Wwoao
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHWX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy chapmakoHarnsgy,
3MiHa yNOBHOB&XeHOi 0cobu,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapMakoHarnaay; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asiBHMKA A1 3[4iCHEeHHS

3a peyernmom

UA/3753/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

thapmakoHarnagy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, YyNOBHOBaXeHOT
ocobu, BiAnoBifabHOI 3a
3[jiCHeHHs1 hapMakoHarnsgy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
MacTep-caiina cucremm
hapmakoHarnsgy) 3miHa
YMNOBHOBaXeHOT 0COOM 3asBHMKA,
BigNoBiAa/IbHOI 3a 34jACHEHHS
thapmakoHarnagy: dirova
pegakuisi: dpaHcyasa lyma-
Cinnan/ Francoise Dumas-Sillan.
MponoHoBaHa pepfakuis: bapbapa
[lle Beprappi/ Barbara De
Bernardi.
3MiHa KOHTaKTHUX AaHnX
YMNOBHOBaXeHOT 0COOM 3asBHMKA,
BiANoBiAa/IbHOI 3a 34jACHEHHS
chapmakoHarnsgy.

169.

NIPNKA

kancynu no 300 wmr; no 21
Kancyni y 6nictepi; no 1
abo no 4 6nictepu B
KapTOHHI/ Kopoo6Li

AngxoH FOC 1 I/1IC

CLUA

Mdpaiizep
MeHtochekuypuHr
[Loiuneng Tm6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpavLiiHnX
matepianis: 3miHa 3asBHVKa
(BnacHvka peecTpadiiHoro
noceigyeHHs) (3rigHo Hakaly MO3
Bia 23.07.2015 Ne 460): BeaeHHs
3MiH NpoTArom 9-Tn MicsLiB nicns
3aTBepKeHHs. 3MiHu | Tuny -
3MiHM Wwoao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX 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, YyNOBHOB&XEHOT
ocobwu, BiAnoBifabHOI 3a
3AjiCHeHHs1 hapMakoHarnsgy
(BK/THOYAKOYMN KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cucremm
hapmakoHarnsgy) 3miHa
YMOBHOB&XEHOT 0CO6M 3as1BHMKA,
BignoBifa/IbHOI 3a 34jICHEHHS

3a peyernmom

UA/3753/01/06
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
thapmakoHarnagy: fitoua
pepakuis: dpaHcyasa lyma-
Cinnan/ Francoise Dumas-Sillan.
MponoHoBaHa pepakuis: Bapbapa
[e bepHapgi/ Barbara De
Bernardi.
3MiHa KOHTaKTHUX AaHnX
YMNOBHOBaXXEHOT 0CO6M 3as1BHMKA,
BiiNOBIAabHOT 3a 34iICHEHHS
chapmakoHarisgy.
170. | NO3AN® TabneTku, BKPUTI TOB "CaHodpi-ABEHTIC Ykpaina AT "CaHeka CnoBavbka BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/3906/01/03
060/10HKOI0, N0 50 Mr YkpaiHa" dapmacbloTikans”, Pecny6nika/ marepianis: 3miHu | Tuny -
Ne30 (10x3), Ne30 (15x2), CnoBaubka Yecbka NnoAaHHs OHOBIEHOTO cepTudiikaTa
Ne 60 (10x6), Ne 60 Pecny6nika Pecny6nika BiANOBIAHOCTI EBpONeichbkili

(15x4), Ne 90 (10x9), Ne90
(15x6): no 10 TabneTok y
6nictepi; no 3, 6 a6o 9
6nicTepiB y KapTOHHIi
Kopo6ui; no 15 TabneTok y
6nicTtepi; no 2, 4 abo 6
6nicTepiB y KapTOHHIi
Kopoo6Ui

(Bupo6HMLTBO 13,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/b Ta BUMYCK
cepiii); TOB
"3eHTiBa", Yecbka
Pecny6nika
(Bupo6HuLTBO N3,
nepBuHHE Ta
BTOPUHHE
nakyBaHHS,
KOHTPO/b Ta BUMYCK
cepii)

chapmakonei R1-CEP 2009-227-
Rev 03 (nonepegHs Bepcia R1-
CEP 2009-227-Rev 02) Big BXe
3aTBEPAKEHOr0 BUPOGHMKA
ZHEJIANG TIANYU
PHARMACEUTICAL CO., LTD.
ans A®l nosapTtaH kanito, y
3B'A3KY i3 BHECEHHSAM 3MiH 10
NnokKasHWKiB cneyudikauii Wwoao
BMICTY N-HIiTpO3aMmiHIiB (3BY>KEHHS
[OMYCTUMNX MEX);
3anponoHoBaHo: Impurity Limit
Method NDMA < 0.03 ppm LC-
MS/MS; NDEA < 0.03 ppm LC-
MS/MS; BMSA < 0.3 ppm LC-
MS/MS; 3miHuM | TMny - nogaHHA
OHOBJ/IEHOTO cepTudikaTa
BiANOBIAHOCTI EBpONeichbkili
chapmakonei R1-CEP 2009-227-
Rev 03 (nonepegHs Bepcia R1-
CEP 2009-227-Rev 02) Big BXe
3aTBEPAKEHOr0 BUPOGHMKA
ZHEJIANG TIANYU
PHARMACEUTICAL CO., LTD.
ans A®l nosapTtaH kanito, y
3B'AA3KY i3 BHECEHHSAM 3MiH 10
NnokKasHWKiB cneyudikauii Wwoao
BMICTY N-HIiTpO3aMmiHIiB (3BY>KEHHS
[OMYCTUMNX MEX);
3anponoHoBaHo: Impurity Limit
Method; NDMA <0.003 ppm LC-
MS/MS; NDEA <0.001 ppm LC-
MS/MS; BMSA <0.002 ppm LC-
MS/MS; NDBA <0.001 ppm LC-
MS/MS; NIEA <0.001 ppm LC-
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
MS/MS; NIPA <0.001 ppm LC-
MS/MS; 3MiHu | TUNY - BUNYYEHHS
BMPOGHMKa AP| no3apTaH Kanito
Saneca Pharmaceuticals a.s.,
CnoBaubka Pecny6nika.
3anuwmnu Bupo6HKKa, Lo
BMKOHYE Ti cami hyHKL,i, WO i
BUYYEHUI
171. | NO3AN® TabneTku, BKPUTI TOB "CaHodpi-ABEHTIC Ykpaina AT "CaHeka CnoBaubka BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/3906/01/04
060/10HKOI0, N0 100 Mr YkpaiHa" dapmacbloTikans”, Pecny6nika/ Marepianis: 3miHu | Tuny -
Ne30 (10x3), Ne30 (15x2), CnoBaubka Yecbka noJiaHHs OHOB/IEHOrO cepTudpikata
Ne 60 (10x6), Ne 60 Pecny6nika Pecny6nika BIANOBIAHOCTI EBPONENChkili

(15x4), Ne 90 (10x9), Ne90
(15x6): no 10 TabneTok y
6nicTepi; no 3, 6 abo 9
6nicTepiB y KAPTOHHIi
Kopobui; no 15 TabneTok y
6nicTepi; no 2, 4 abo 6
6nicTepiB y KAPTOHHIi
Kopobui

(Bpo6HMLTBO 13,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/b Ta BUMYCK
cepiii); TOB
"3eHTiBa", Yecbka
Pecny6nika
(Bupo6HMLTBO 13,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/b Ta BUMYCK
cepiid)

thapmakonei R1-CEP 2009-227-
Rev 03 (nonepepaHs Bepcis R1-
CEP 2009-227-Rev 02) Big BXe
3aTBEPAKEHOrO BUPOOHMKA
ZHEJIANG TIANYU
PHARMACEUTICAL CO., LTD.
ana A®l nosapTaH kanito, y
3B'A3KY i3 BHECEHHAM 3MiH [0
nokKasHukiB cneyudikauii Wwoao
BMiCTy N-HiTpO3aMmiHIiB (3BY>EHHS
[OMYCTUMUX MEX);
3anponoHoBaHo: Impurity Limit
Method NDMA < 0.03 ppm LC-
MS/MS; NDEA < 0.03 ppm LC-
MS/MS; BMSA < 0.3 ppm LC-
MS/MS; 3miHu | Tuny - nogaHHA
OHOBJIEHOTO cepTudikaTa
BIANOBIAHOCTI EBPONENChbKili
thapmakonei R1-CEP 2009-227-
Rev 03 (nonepepaHs Bepcis R1-
CEP 2009-227-Rev 02) Bif BXe
3aTBEPAKEHOrO BUPOOHMKA
ZHEJIANG TIANYU
PHARMACEUTICAL CO., LTD.
ana A®l nosapTaH kanito, y
3B'A3KY i3 BHECEHHAM 3MiH 0
nokKasHukiB cneyudikauii Wwoao
BMiCTy N-HIiTpO3aMmiHIiB (3BY>EHHS
[OMYyCTUMUX MEX);
3anponoHoBaHo: Impurity Limit
Method; NDMA <0.003 ppm LC-
MS/MS; NDEA <0.001 ppm LC-
MS/MS; BMSA <0.002 ppm LC-
MS/MS; NDBA <0.001 ppm LC-
MS/MS; NIEA <0.001 ppm LC-
MS/MS; NIPA <0.001 ppm LC-
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MS/MS; 3MiHW | TUMY - BUNYYEHHS
BMpOGHMKa AP| no3apTaH Kanito
Saneca Pharmaceuticals a.s.,
CnoBaubka Pecnyb6nika.
3anuwmnm BUpo6HuKa, Lo
BMKOHYE Ti cami hyHKL,i, WO i
BUyYEHNI

172.

NOMEKCVH®

KpeMm BariHanbHui 2 %, no
78 1 kpemy y Ty6i; no 1
Ty6i y KOMMNeKTi 3
annikaTopom y
KOHTelHepi; no 1
KOHTeiHepy B KapTOHHIl
Kopobui

Pekoppaati AineHg 14

IpnaHgis

Pekopparti IHgacTpia
Ximika e
dapmaceBTika
C.n.A, ltanis;
BAM®APMA C.P.N.,
ITania

ITanisa

BHECEHHS 3MiH [10 peecTpaviliHnx
mMarepianis: BUNPaBAEHO TEXHIUHY
NOMUJIKY Y TEKCTIi MapKyBaHHS
yNaKkoBKM NiKapCbKoro 3acoby.
Brpo6Hnk BAM®APMA C.P.J1.,
ITanis BTopmHHa ynakoBka
3AMNPOMNOHOBAHO: 8. IATA
3AKIHUEHHA TEPMIHY
NPNAATHOCTI MpugatHuii go:
13. HOMEP CEPIi IKAPCBKOIrO
3ACOBY Cepis Ne MNepBrHHA
ynakoska 3AMNPOMOHOBAHO: 2.
KINbKICTb AI0YOT PEHOBUHN
Cknag: 1 r kpemy MiCTuTb
cheHTuKoHa3ony Hitpaty 20 mr;
[LOMOMDKHI pe4YOBUHU:
NPONiNEHINIKOMAb, NaHONMIH
rigporeHisoBaHuiA, onis
MUrganbHa, nonirnikonesi egoipn
XXUPHUX KACMOT, CINPT LETUNOBUIA,
rniLepon MoHocTeapar, HaTpito
eferar, Boga ouvieHa. Ans
BUpO6HMKa PekopaaTi IHgacTpia
Ximika e ®apmacesTika C.Mn.A.,
ITanis. BropvHHa ynakoBka.
3AMPOINOHOBAHO: 8. JATA
3AKIHYEHHA TEPMIHY
NMPUOATHOCTI
MpuaatHwii go: 13. HOMEP CEPII
JNNIKAPCBbKOI'O 3ACOBY Cepist
Ne. MepBUHHA ynakoBka.
3AMPOMNOHOBAHO: 2.
KINbKICTb AIH0YOI PEHOBUHN
Cknag: 1 r Kpemy MiCTUTb
heHTuKkoHasony Hitpaty 20 wmr;
[L0MOMIXHI PEYOBUHU:
NPONINEHINIKOMAb, NaHONIH
rigporeHisoBaHuii, onis
MUrganbHa, nosirnikonesi ecipu
XUPHUX KNCNOT, CIIUPT LLEeTUNOBWIA,
rniLepon MoHocTeapar, HaTpito

6e3 peyenma

UA/6094/03/01

132




Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
efleTar, Bofa ouuLleHa.
3a3HaueHe BUMpaBeHHs
BiANOBiAae apxiBHUM MaTepiasiam
peecTpauiiiHoro Aocbe
173. | NOPAHIIH cnpeii aons poToBoi TOB "Mikpochapm” Ykpaina TOB "Mikpochapm” YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 peyenma UA/14801/01/01
NMOPOXHUHM No 50 My marepianis: 3miHu | Tuny -
dhnakoHi Ta BHECEHHS 3MiH 40 po3ainy
po3nuosayem; no 1 3.2.P.3.3. Onuc BUpo6HMYoro
donakoHy B nauui 3 NpoLecy Ta KOHTPOJIHO NpoLLecy,
KapToHy 30kpema: Ha Ctagji 2.
"MpuroTyBaHHA Ta dinbTpauis
po3uunHy", a came 3 onepauji 2,3
“3MmillyBaHHs BOAHOrO Ta
CMMPTOBOrO PO34UHIB”
nepeHeceHo BiAbip npobu
HaniBNpoAyKTy Ta NpoBeAeHHs
aHanisy BignosigHo Ao CriL-kH Ha
onepadjio 2.4 “@inbTpauis
pPO34MHY”
174. | NYMIFrAH® Kpanni o4Hi, po3ynH, 0,1 AnnepraH IpnaHgis AnnepraH Ipnangis BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/13815/01/01
Mr/M; no 3 Mn 'y dhakoHi- dapmacbloTikans dapmacbloTikans marepianis: 3MiHW | TUMY - 3MiHK
KpanesnbHuuj; no 1 IpnaHgis IpnaHgis Lwoao 6e3nekn/edeKTMBHOCTI Ta
chnakoHy-kpanenbHUL y chapmakoHarnsgy - OHOB/EHHS!
KapTOHHIM nayui TEKCTY MapKyBaHHS YNakoBKu
NiKapCbKOro 3acoby 3 BHECEHHAM
iHcbopmauii woa0 3a3HaYeHHS
OAVHWLb BUMIPIOBaHHS Y CUCTEMI
Sl
175. | MAAIHET® TabneTtku, BKPUTI Mibe Mm6X HimeuyunHa Mmi6e Mv6X HimeuunHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/15840/01/01
NNiBKOBOK 060J10HKOH), MO ApuHaiimiTTenb ApuHalimiTTens marepianis: 3MiHu | TUNy —
0,03 mr/2 mr, no 21 BUAANEHHS TOProBol Ha3BW CyMiLli
Tabnetyi y 6nictepi; no 1 Ans niskosoro nokputTa ("Opadry
abo no 3, abo no 6 pink 03B34109") Ta 3aMiHu i
6nicTepiB B KAPTOHHIl 3ara/ibHMM TEPMIHOM «pOXeBa
Kopoo6Li CyMil AN NAIBKOBOro MOKPUTTS»
y Martepiasiax peecTpauiinHoro
nocbe, 6e3 6e3nocepeHbOI 3MiHN
AKICHOTO Ta KifIbKiCHOro cknagy
NAIBKOBOrO NMOKPUTTS. 3MiHK
BHECEHI B IHCTPYKL,t0 ANns
MeAnYHOro 3actocyBsaHHa /13 y p.
"Cknag" (40NOMiKHI pevyoBMHN).
BBefeHHA 3MiH NPOTArom 6-Tu
MiCALIB MiCNA 3aTBEPLKEHHS
176. | MAKPOIron nopowokK (cybcTaHuis) y TOB "TK "ABpopa” YKpaiHa AsecTta ®apwma [BT., IHais BHECEHHS 3MiH 10 peecTpaLiiHnX - UA/15027/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

4000

NoABINHMX
nonieTUNEeHOBUX MilLKax
Ansa dapmaleBTUYHOIo
3acTOCyBaHHsA

nra.

Marepianis: 3miHu | Tuny -
BHECEHHS 3MiH [0
Cneuucpikauii/MeToais KOHTPOIO
akocTi A®l, a came: BUyYEHHS
nokasHuka "Baxki meTanun", y
3B’A3KY 3 NPUBEAEHHAM 10
MoHorpadii EP. 3miHa y meTogi
aHasi3y nokasHuka "ETuneHokcuy,
Ta 1,4-piokcaH" noB'A3aHa i3 oro
npuBeLeHHAM [0 BUMOT
MoHorpadii "Ethylene oxide and
dioxan"

177.

ME/TOKCUKAM
-TEBA

pO34uH NS iH ekuin, 15
mr/1,5 mn, no 1,5 mn 8
amnyni, no 5 amnyn'y
NAacTVKOBOMY KOHTelHepi
B KapTOHHIi KopobLyi

TOB «TeBa YkpaiHa»

YKpaiHa

Xenn C.A.

Ipeuis

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMartepianis: 3MiHa 3asiBHMKa
(BnacHvika peecTpadiiHoro

nocBeigyeHHs) (3rigHo Hakasy MO3

Bifg 23.07.2015 Ne 460); 3miHu |
TMny - 3MiHK Woa0
6e3nekn/edreKTBHOCTI Ta
hapmakoHarnsgy. BeefeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX 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
thapmakoHarnagy) - 3miHa

YNOBHOB&XEHOI 0CO6U 3as1BHYKA,

BiANOBIAa/IbHOI 3a
thapmakoHarnag. [ivoya pegakuis:

Orit Stern-Maman. MNponoHoBaHa

pepakuis: Buctposa OkcaHa
BitaniiBHa. 3MiHa KOHTaKTHWX
[aHux yrnoBHOBaXXEHOT 0co6u
3asBHWKa, BiANOBIAaIbHOT 3a
chapmakoHarng,

3a peyernmom

UA/6308/02/01

178.

MENEHAM

MOPOLLIOK A/191 PO3UNHY
ans iH'ekuii no 0,5r; no 1

NAT
"Knismegnpenapar"

YKpaiHa

MAT
"KniBmegnpenapar”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHu | TMny - 3MiHK 3

3a peyenmom

UA/10759/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

a6o 10 dprakoHis 3
NnopoLUKoM y navui, no 40
h1aKOHIB 3 NOPOLLKOM Y
rpynoBiii ynakoBLj

AKocTi. [oToBWIA Nikapcbknii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax
36epiraHHsA roTOBOrO J1iKapCbKOro
3ac006y (36i/1bLUEHHS TEPMIHY
NpWAATHOCTI FOTOBOrO /iKaPCbKOro
3acoby) - s ToproBoi ynakoBKu
(niaTBEPOXYETHCA AAHUMU
peasibHOro yacy) - 36i/bLUEHHS
TepMmiHy 36epiraHHs M3
3arBepaXeHo: 2 poku,
3anpornoHoBaHo: 3 pokn. 3MiHK
BHECEHI B iHCTPYKLito ANs
Me[MYHOro 3actocysaHHa /13y p.
"TepMmiH npuaaTHocTi" BeeaeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPMKEHHS; 3MiHM | TUnY -
3MiHK 3 iKOCTi. TOTOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKoro 3acoby.
3MiHa y meToax BUNpo6yBaHHSA
rOTOBOrO Jlikapcbkoro 3acoby (iHLwi
3MiHM Y MeToAax BUnNpobyBaHb
(Bkntovaroun 3amiHy abo
[OMOBHEHHS)) — Y METOANKY
KOHTposto /13 3a NoKasHUKOM
«MeXxaHiuHi BK/TIOYEHHS» BHECEHI
YTOYHEHHS 10 MPO6OoNiAroTOBKN
3pasky /13 Ta Xif npoBefeHHs
BUNPOBYBaHHSA

179.

MEPUCTAT-
CAHOBE/1b
NOHIr

TabneTkn 3
MoandiKkoBaHUM
BMBI/IbHEHHAM 10 500 mr;
no 7 Tabnetok y 6nicTepi;
no 1 abo 2 6nictepn y
KapTOHHI/ KopoobLi

CaHoBensb Insy CaHai
Be Tumxapet A.LL.

TypeuunHa

CaHoBenb Insay
CaHai Be Tumpxapet
ALl

TypeyunHa

BHECEHHS 3MiH 10 peecTpavLiiiHnX
mMartepianis: 3MiHu | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy - BHECEHHS 3MiH
00 po3ainy “MapkyBaHHs” MKA
n3:
3anponoHoBaHo: MapKyBaHHS.
3rigHO 3aTBEpKEHOr0 TEKCTY
MapKyBaHHS. OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKW NiKapCbKoro
3acoby 3 BHeCEHHSM iHchopMmait
OO 3a3HAYEHHSI OAUHNLB
BMMIpIOBaHHSA y cuctemi Sl

3a peyernmom

UA/10713/02/01

180.

MEPUCTAT-
CAHOBE/b
NOHr

Tabnetkn 3
MoandikoBaHUM
BMBiNIbHEHHAM no 500 wr;
no 7 Tabnetok y 6nicrepi;
no 1 a6o 2 6nictepu y

CaHoBenb Inay Canai

Be Tumpkapet A.LL.

TypeyunHa

CaHoBersb Inay
CaHai Be Tugxapet
A.L

TypeyunHa

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

hapmakoHarnsgy. BeeneHHs abo

3MiHM [0 y3araJibHEHUX faHuX Npo

3a peyenmom

UA/10713/02/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
KapTOHHI KOopoo6Li cuctemy chapmakoHarnsgy
(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
chapmakoHarnagy) -
YMNOBHOBaXXEHOT 0CO6M 3as1BHMKA,
BiiNOBIAaIbHOT 3a 34iICHEHHS
dhapmakoHarnsgy. MponoHosaHa
pegakuis — M. Sc. Pharm. Sela
Anah. 3MiHa KOHTaKTHUX faHnx
YMOBHOB&XEHOT 0CObM 3as1BHMKA,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
dpapmakoHarnsay
181. | MEPOHEM MOPOLLIOK A1 PO3YNHY N®ANIEP EVNY.CL.MI. CLIA AcTpa3eHeka HOK Benuka BHECEHHS 3MiH 10 peecTpaljiiiHux | 3a peyenmom UA/0186/01/01
ANs iH'eKUid abo iHgy3il KOPTMOPENLLH NimiTen, Benvka BpuTaHis/ MaTepianis: 3MiHu | Tuny -
no 500 mr; no 10 BputaHis ITanis/ BHECEHHS 3MiHW A0 nigpo3giny
h/1aKOHIB 3 NOPOLLKOM Y (BUPOGHNK, LLiseiiuapis/ 3.2.5.2.1. Bupo6Huk(n), a came -
KapTOHHIA KOopoo6Li BiANoBigabHUIA 3a AnoHis 3MiHa agpecu BUpPOo6HuKka AdI
BTOPVHHY YMaKoBKY, (MeponeHnemy Tpurigpar ) EACIEc
BUMYCK cepii); [o6cap Cna, 6e3 3miHn micus
EiCiEc Jo6dap BMPOOHULTBA: 3aMpOnoOHOBaHO:
Cna, ITanisa Viale Addetta, 2a/12-3/5, 20067,
(Bnpo6HKK "in bulk"); Tribiano, Milano, ltaly
3am60oH
CeiTuepnang N4,
LBeiiuapis
(BUPOBHUK,
BiANOBIAa/IbHNIA 3a
NepBUHHY YNakoBKy,
BTOPWHHY YNaKoBKY,
BUMYCK cepii);
CymiTomo
[OeiHinnoH ®apma
Ko., NT4., AnoHis
(BUPOGHMK "in bulk™)
182. | MEPOHEM NOPOLUOK A/1 PO3YUHY MOAWN3EP EVY.CLMI. CLWA AcTpa3eHeka FOK Benuka BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/0186/01/02
ANs iH'eKUi abo iHdys3il KOPMOPENLLH Nimitea, Benuka BpuTtaHis/ marepianis: 3miHu | Tuny -
no 1000 wmr; no 10 BputaHis ITania/ BHECEHHS 3MiHW [0 nigpo3ainy
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
h/1aKOHIB 3 NOPOLLKOM Y (BUPOGHNK, LLiseiiuapis/ 3.2.5.2.1. Bupo6Huk(n), a came -
KapTOHHiA Kopoo6Li BiANOBigabHUIA 3a AnoHis 3MiHa agpecu BUpPO6HMKa AdI
BTOPVHHY YMaKoBKY, (MeponeHemy Tpurigpat ) EACIEc
BUMYCK cepii); [o6dap Cna, 6e3 3miHn micus
EiCiEc Jo6dap BMPOOHULTBA: 3aMpOnoOHOBaHO:
Cna, ITanis Viale Addetta, 2a/12-3/5, 20067,
(B1po6HYK "in bulk"); Tribiano, Milano, ltaly
3am60H
CaiTuepnang N4,
LlBeiiuapis
(BUPOBHWK
BiZiNOBIgabHUIA 3a
NepBUHHY YNakoBKy,
BTOPWHHY YNaKoBKY,
BUMNYCK cepii );
CymiTomo
[OeiHinnoH ®apma
Ko., NT4., AnoHis
(BUPOGHMK "in bulk™)
183. | METUNPEL NOPOLLOK A1 PO3UNHY OpioH KopnopeiiLuH DiHNAHAIA BUPOGHMK, L0 Moptyranis/ BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/15196/01/01
ANs iH ekuin no 250 mr 1 3[icHI0E PiHNAHAiA marepianis: 3MiHN | TUMY - 3MiHW
h1akoH 3 MOPOLLUKOM B BMPOGHMLTBO, Loao 6e3nekn/edeKTMBHOCTI Ta
KapTOHHIA KOopoo6Li nakyBaHHs i hapmMakoHarnagy - OHOBMEHHS
KOHTPO/b AKOCTI: TEKCTY MapKyBaHHS yNakoBKm
Xikma NiKapcbKoro 3acoby 3 BHECEHHAM
dapmaceyTrka iHbopmauii Woa0 3a3HaYeHHS
(Moptyranis), C.A., OAVHWLb BUMIPIOBAHHS Y CUCTEMI
MopTyranis; Sl. BHecCeHHs 3MiH A0 po3ainy
BUPOGHMK, L0 “MapkyBaHHA" MKA N13:
3[iICHIOE BTOPUHHE 3anponoHoBaHo: Po3gain
nakyBaHHs, «MAPKYBAHHSA» 3rigHo
KOHTPO/b AKOCTI i 3aTBEPAKEHOrO TEKCTY
BWMNYCK cepii: OpioH MapKyBaHHS. TepMiH BBEAEHHS
KopnopeiiH, 3MiH NpoTAroM 6 MicAuiB nicns
PiHnaHaisa 3aTBEPKEHHS
184. | METUNPEQR, MOPOLLIOK A1 PO3UMHY OpioH KoprnopeliLuH PiHNAHAIA BVPOGHWK, LLO MopTyranis/ | BHeCEHHS 3MiH A0 peecTpauiliHnx | 3a peyernmom UA/15196/01/02
Ons iH ekyii no 1000 wmr; 1 3ilicHI0E diHnaHais marepianis: 3MiHW | TUNY - 3MiHK
NakoH 3 NOPOLLUKOM Y BUPOBHMLTBO, wofo 6e3nekun/edpekTMBHOCTI Ta
KapTOHHI Kopoo6Li nakyBaHHs i thapmakoHarnsgy - OHOB/IEHHS
KOHTPO/b SIKOCTI: TEKCTY MapKyBaHHS ynakoBKu
Xikma niKapcbKoro 3acoby 3 BHECEHHAM
dapmaceyTuka iHchopmawii LWwoao 3a3HaueHHs
(Noptyranisi), C.A., OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
MopTyranis; Sl. BHeceHHs 3MiH 0 po3ainy

BVPOGHWK, LLO
3[iiCHIOE BTOPUHHE
nakyBaHHs,
KOHTPO/Ib AKOCTI i
BUNyck cepii: OpioH

“MapkyBaHHA" MKA N13:
3anpornoHoBaHo: Po3gain
«MAPKYBAHHSA» 3rigHo
3aTBEPKEHOro TeKCTy
MapKyBaHHA. TepMiH BBEEHHS
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KopnopeiiwH,
PiHnaHaiIa

3MiH NpoTArom 6 MicAuiB nicns
3aTBEPKEHHS

185.

METOTPEKCAT
-TEBA

pO3unH ANs iH'ekuiid, 100
mr/mn, no 10 mn y
donakoHi; no 1 dpnakoHy B
Kopoo6ui

TOB «TeBa YkpaiHa»

Ykpaina

dapmaxewmi b.B.

HigepnaHgm

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

noceigyeHHs) (3rigHo Hakaly MO3

Big 23.07.2015 Ne 460); 3miHu |
TMny - 3MiHK Woa0
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHWX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy chapmakoHarnsgy,
3MiHa yNOBHOB&XeHOi 0cobu,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iiCHEeHHS
hapmMakoHarnagy B YkpaiHi, KO
BOHa BiMiHHA 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
thapmakoHarnag. [livoua pegakuis:

Orit Stern-Maman. MponoHoBaHa
pepakuis: buctposa OkcaHa

BiTaniiBHa. 3MiHa KOHTaKTHNX

[aHVX YNOBHOB&XEHOI 0co6u

3asBHVKa, BigNoBiAa/IbHOT 3a
dhapmakoHaring,

3a peyernmom

UA/0818/01/02

186.

METPO/IABIH

mMasb no 40 r y Ty6i; no 1
Ty6i B nayLi 3 KapToHy

MAT "Ximdhapm3zasog

"UepBoHa 3ipka"

YKpaiHa

NAT
"Ximchapm3asop
"YepBoHa 3ipka"

YkpaiHa

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
3asBHUKa 415 34iICHEHHS

6e3 peyenma

UA/11518/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

thapmakoHarnagy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, YyNOBHOBaXeHOT
ocobu, BiAnoBifabHOI 3a
3[jiCHeHHs1 hapMakoHarnsgy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnagy) - 3amiHa
KOHTaKTHUX AaHuX YNOBHOBaXKEHOT
ocobw, BignoBigasibHOI 3a
3AiiCHEHHs1 hapMakoHarisay

187.

MUPOD®YPUN

cycneHsisi opasibHa, 200
mr/5 mn no 90 mn
cycneHsii opasibHOI y
donakoHi; no 1 donakoHy 3
MiPHVM CTaKaH4YMKoM y
KapTOHHIA KOopoo6Li

ToBapucTBO 3
o6MexeHo
BiANoBiga/IbHICTIO
"POKET-®APM"

Ykpaina

ABC ®dapmaueyTivi
C.n.A.

ITanis

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

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

OAVHWLb BUMIPOBaHHS Y CUCTEMI
Sl. BHeceHHs1 3MiH g0 po3gainy “

MapkyBaHHA" MKA 13.
3anponoHoBaHo: “MapkyBaHHS"
3rigHO 3aTBEp)KEHOr0 TEKCTY
MapKyBaHHS. TepMiH BBEAEHHS
3MiH: NpoTArom 6-Tu MicALiB nicns
3aTBEPAKEHHS 3MiH

3a peyernmom

UA/17351/01/01

188.

MIPAMICTVH®-
JAPHULA

ma3b, 5 mr/r no 15 r abo
no 30 ry Ty6i; no 1 Ty6i y
nadui; no 1000 r y 6aHkax

MpAT
"®GapmaueBTnyHa
ipma "OapHuus"

Ykpaina

MpAT
"®apmaueBTnyHa
ipma "JapHuus”

YkpaiHa

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

hapMakoHarnsay - BHECEHHS 3MiH

[0 po3giny “ MapkyBaHHS” MKA

N13. 3anponoHoBaHo:
MAPKYBAHHSA BignosigHo go
3aTBEPKEHOr0 TEKCTY
MapKyBaHHS. 3MiHU BHECEHI B
TEKCT MapKyBaHHS ynaKkoBKu
nikapcbkoro 3acoby LoAo
3a3HavYeHHs OAVHULb
BMMIiptOBaHHA y cuctemi Sl.
BBefeHHA 3MiH NPOTArom 6-1n
MicsILiB nmicns 3aTBepoKEHHS

6e3 peyenma

UA/1804/01/01

189.

MIPAMEKC®NA

TabneTky NPOsIOHrOBaHOI
aii no 0,375 wmr; no 10
Tabnetok y 6nictepi, no 3
6nicTepn B KAPTOHHIN
Kopo6Li

BepiHrep IHrenbxainm
IHTepHeLwHN TM6X

HimeuunHa

Bupo6bHMuTBO,
nepBuHHe Ta
BTOPUHHE
nakyBaHHS,
MapKyBaHHS,

HimeuunHa

BHECEHHS 3MiH 40 peecTpaLiiHnx
MaTtepianis: 3MiHu | Tuny -
BHeCeHHs 3MiH o p.3.2.P.3.1
Brpo6HuKKM, a came: BBeAEHHS
a/lbTEPHATUBHOI AiNbHULL

3a peyenmom

UA/3432/02/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KOHTPO/b SIKOCTI,
BK/THOHA0UM
JocnipKeHHs
cTabinbHOCTI Ta
BUNYCK cepil:
BepiHrep
IHrenbxaivm ®apma
'm6X i Ko. KT,
HimeuumnHa;
Brpo6HMUTBO,
KOHTPO/b SIKOCTI,
BK/IHOYA0UMN
[OCNiIKEHHS
cTabinbHOCTI Ta
BUMNYCK cepii
roTOBOro
niKkapcbKoro 3acoby:
PotteHgopd ®apma
vM6X, HimeuunHa;
lNepBuHHe Ta
BTOPWHHE
nakyBaHHS,
MapKyBaHHS:
PotteHgopd ®apma
v6X, HimeyunHa

(nabopaTopii 3 KOHTPO/IH0 AKOCTI)
Nab6op /IC CE eHp Ko. K,
MaHrenbccensg, 4,5,6, 97708,
Bap-BokneT-I'poceHbpax,
HimeyunHa onst KOHTPOKO AKOCTI
'N13 3a napameTpom
«MikpobionoriyHa unctora»

190.

MIPAMNEKC®MNA

TabneTky NPOsIOHroBaHOI
aii no 0,75 wr; no 10
Tabnetok y 6nictepi, no 3
6nicTepn B KAPTOHHIA
Kopoo6ui

BepiHrep IHrenbxaim
IHTepHewHn M6X

HimeyunHa

Bupo6bHnuTBO,
nepBuHHE Ta
BTOPUHHE
nakyBaHHS,
MapKyBaHHS,
KOHTPO/b SIKOCTI,
BK/THOHAI0YM
[ocnipkKeHHs
cTabinbHOCTI Ta
BUNYCK cepil:
BepiHrep
IHrenbxaiv ®apma
'm6X i Ko. KT,
HimeuumnHa;
Brpo6HMUTBO,
KOHTPO/b SIKOCTI,
BK/IHOYA0UMN
[OCNiMKEHHS
CTabinbHOCTI Ta
BWMYCK cepil
roToBOro
niKkapcbKoro 3acoby:
PotteHgopd ®apma

HimeuunHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
BHECEeHHS 3MiH o p.3.2.P.3.1
Bnpo6Hukmn, a came: BBeAEHHS
anbTepHaTUBHOI AiNbHUL
(nabopaTtopii 3 KOHTPO/IH0 AKOCTI)
Nab6op /IC CE eHp Ko. K,
MaHrenbccenspg, 4,5,6, 97708,
Bap-BokneT-I'poceHbpax,
HimeyunHa onst KOHTPOKO AKOCTI
13 3a napameTpom
«Mikpob6iosnoriyHa uncrota»

3a peyenmom

UA/3432/02/02
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HasBa

n/n

JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

'vm6X, HimeuunHa,;
lNepBuHHe Ta
BTOPUHHE
nakyBaHHs,
MapKyBaHHs:
PotteHgopd ®apma
'mM6X, HimeuunHa

191.

MIPAMNEKC®MNA

TabneTky NPOsIOHroBaHoI
aiino 1,5 mr; no 10
Tabnetok y 6nictepi, no 3
6nicTepn B KAPTOHHIA
Kopoo6ui

BepiHrep IHrenbxaim
IHTepHewHn M6X

HimeyunHa

Bupo6bHnuTBO,
nepBuHHE Ta
BTOPUHHE
nakyBaHHS,
MapKyBaHHS,
KOHTPO/b SIKOCTI,
BK/TIOHAI0YM
[ocnipkKeHHs
cTabinbHOCTI Ta
BUNYCK cepil:
BepiHrep
IHrenbxaiv ®apma
'm6X i Ko. KT,
HimeuumnHa;
Brpo6HMUTBO,
KOHTPO/b SIKOCTI,
BK/IHOYA0UMN
[OCNiMKEHHS
CTabinbHOCTI Ta
BMMYCK cepil
roToBOro
niKkapcbKoro 3acoby:
PotteHgopc ®apma
v6X, HimeuunHa;
lNepBuHHe Ta
BTOPWHHE
nakyBaHHS,
MapKyBaHHS:
PotteHgopc ®apma
v6X, HimeyunHa

HimeuunHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
BHECEeHHS 3MiH o p.3.2.P.3.1
Bnpo6Hukmn, a came: BBeAEHHS
anbTepHaTUBHOI AiNbHUL
(nabopaTtopii 3 KOHTPO/IH0 AKOCTI)
Nab6op /IC CE eHp Ko. K,
MaHrenbccensg, 4,5,6, 97708,
Bap-BokneT-I'poceHbpax,
HimeyunHa onst KOHTPOKO AKOCTI
13 3a napameTpom
«Mikpob6iosnoriyHa uncrota»

3a peyenmom

UA/3432/02/03

192.

MOBA/TTIH

Tabnetku no 7,5 wmr, no 10
Tabnetok y 6nictepax; no
1 6nicTepy B KapTOHHiIl
Kopo6Li

dapmacaiiHc IHK.

KaHaga

dapmacaiHc IHk.

KaHaga

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

TEeKCTYy MapKyBaHHS ynakoBKu/

NiKapCbKOro 3acoby 3 BHECEHHAM
iHcbopmauii woa0 3a3HaYeHHS

OAVHWLb BUMIPIOBaHHS Y CUCTEMI

Sl. 3amiHa po3giny «Ipaduryeckoe

0g)opM/IEHME YNAKOBKM» HA

3a peyenmom

UA/6870/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

po3gin «MapkunpoBka» y MKA /13:
3anponoHoBaHo: Mapknposka. B
COOTBETCTBUM C YTBEPXAEHHbIM

TEKCTOM MapKupoBku. TepmiH
BBE/leHHs 3MiH NpoTArom 6
MiCALIB MiCNSA 3aTBEPL)KEHHS

193.

MOBA/TIH

Tabnetku no 15 mr, no 10
Tabnetok y 6nictepax; no
1 6nicTepy B KAPTOHHIN
Kopoo6Ui

dapmacaiiHc IHK.

KaHaga

dapmacaiiHc IHk.

KaHaga

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

TEKCTY MapKyBaHHS ynakoBKM

NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmawii LWwoao 3a3HaveHHs

OAVHWLb BUMIPIOBAHHSA Y CUCTEMI

Sl. 3amiHa po3giny «[pacmueckoe
ohopMIeHVE YNaKoBKU» Ha

po3gin «Mapkuposka» y MKA /13:
3anpornoHosaHo: Mapkuposka. B
COOTBETCTBUM C YTBEPXKAEHHbLIM

TEKCTOM MapKkMpoBku. TepmiH
BBEJEHHS 3MiH NPOTArom 6
MiCALIB MiC/1A 3aTBEPKEHHS

3a peyenmom

UA/6870/01/02

194.

MOKCU®/OKC
ALUVH

TabneTtku, BKPUTI
060/10HKO0, 10 400 Mr; Mo
5a6o no 7, abo no 10
Tabnetok y 6nictepi; no 1
6nicTepy B nauui 3
KapToHy; no 10 TabneTok y
6nicTepi; no 1 6nictepy B
nauuj 3 KapToHy

MpAT "TexHonor"

YKpaiHa

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHW | TUMY - 3MiHK
BHECEHO [0 iHCTPYKUiT ANns
MeJUYHOr0o 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu:
"Oco6nMBOCTI 3aCTOCYBaHHSA",
"Mo6ivHi peakuii” BignNoBigHO A0
OHOB/IEHOT iHdhopMaLii 3 6e3neku
4ito4oi pevoBuHU. BBeeHHA 3MiH
NpOTArom 6-Tv MicsLiB nicns
3aTBEPAKEHHS; 3MiHK Il Tuny -
3MiHN BHECEHO A0 YacTuH V
«3axoay 3 MiHimisauii pusnkis», VI
«Peslome nnaHy ynpasniHHA
pu3nKammn», y 3B'a3Kky i3
OHOB/IEHHUMY pekoMeHAalisMu
PRAC. BBefeHHS 3MiH NpOTArom
6-TV MicAUiB Nicaa 3aTBEPAKEHHS

3a peyenmom

UA/17766/01/01

195.

MOKCOHIAUH
KCAHTIC

TabneTku, BKPUTI
NIBKOBOK 060JI0HKOLO, MO
0,2 mr no 10 TabneTok y
6nicTepi; no 3 6nicTepu B
KapTOHHIW navuj

"KcaHTic ®apma
Nimiteq"

Kinp

CaHeka

dapmacbtoTikans AT

Cnosaubka
Pecny6nika

BHECEHHS 3MiH 10 peecTpavuinHnx
MaTepianis: 3MiHu | Tuny -
BHECEHHS 3MiH 10 MaTepianis
peecTpadiiiHoro gocke (p. 3.2.P.7.
Cucrema
KOHTeliHep/3aKynoproBanbHUiA

3a peyenmom

UA/17580/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3acib), a caMe BHECEHHS 3MiH A0
Cneuundikavii ans
nonietuneHosmx naketis (PE bag
used as a bulk packaging
material): - BUy4YeHHs n.
«PeyoBNHW PO3UMHHI Y rekcaHi -
MonionediHn», y 38'A3Ky 3
OHOB/IEHHSIM MOHOrpadii EP ansa
nonionedinis (3.1.3.); - KOPEKLiliHi
npaB.ku M. «TekcT Ta konip» (He
3aCTOCOBYETLCH A1 YOPHUX
nakeTiB); 3MiHU | TUNY - BHECEHHSA
[0 marepianiB peecTpauiiHoro
pocbe (p. 3.2.P.7. Cuctema
KOHTelHep/3akynoptoBasibHUiA
3acib), a came BBeEHHS
[04aTKOBOro BUPO6HYKa
nonieTuIeHoBMX NakeTiB
Novplasta, s.r.o., Slovak Republic.
Martepian (PE bag used as a bulk
packaging material) HoBOro
BVMPOGHMKA € aHa/TOTYHUM
3aTBEPAKEHOMY BUPOBHUKY
(PLASTIC —PACK s.r.0., Slovak
Republic), cneundikauii Ta
MeTOAM KOHTPOO AKOCTI -
iAeHTNYHI

196.

MOKCOHIAVH
KCAHTIC

TabneTku, BKpUTI
NNiBKOBOK 060/10HKOID, MO
0,3 mr no 10 TabneTok y
6nictepi; no 3 6nictepn B
KapTOHHI nayi

"KcaHTic ®apma
Nimiten"

Kinp

CaHeka
PapmacbloTikans AT

CnoBaLbka
Pecny6nika

BHECEHHS 3MiH [0 peecTpaviiiHnX
MaTepianis: 3MiHu | Tuny -
BHECEHHS 3MiH [0 MaTepianis
peecTpauiiHoro gocke (p. 3.2.P.7.
Cucrema
KOHTeliHep/3aKynopoBasbHWi
3acib), a came BHECEHHS 3MiH A0
Creuundikavii ans
nonietuneHosmx naketis (PE bag
used as a bulk packaging
material): - BUyYeHHs n.
«PeyoBMHW PO3UMHHI Y rekcaHi -
MonionediHn», y 3B'A3Ky 3
OHOB/IEHHSIM MOHOrpadii EP ansa
nonionedinis (3.1.3.); - KOPEKLiiHi
npaB.ku M. «TekCcT Ta konip» (He
3aCTOCOBYETLCH A/15 YOPHUX
nakeTiB); 3MiHU | TUNY - BHECEHHSA
[0 marepianiB peecTpauiiHoro
pocbe (p. 3.2.P.7. Cuctema
KOHTelViHep/3aKkynopoBabHuWii

3a peyernmom

UA/17580/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3acib), a came BBeEHHS
[04aTKOBOro BUPOGHYKa
nonieTuIeHoBMX NakeTiB
Novplasta, s.r.o., Slovak Republic.
Martepian (PE bag used as a bulk
packaging material) HoBOro
BVPOGHMKA € aHA/TOTYHUM
3aTBEPAKEHOMY BUPOBHUKY
(PLASTIC —PACK s.r.0., Slovak
Republic), cneundikauii Ta
MeTOAM KOHTPOO AKOCTI -
iAeHTNYHI

197.

MOKCOHIAVH
KCAHTIC

TabneTku, BKpUTI
NNiBKOBOK 060/10HKOID, MO
0,4 wr, no 10 TabneTok y
6nictepi; no 3 6nictepn B
KapTOHHIM nayi

"KcaHTic ®apma
Nimiten"

Kinp

CaHeka
PapmacbloTikans AT

CnoBaLbka
Pecny6nika

BHECEHHS 3MiH 10 peecTpaviiiHnX
MaTepianis: 3MiHu | Tuny -
BHECEHHS 3MiH [0 MaTepianis
peecTpauiiHoro gocke (p. 3.2.P.7.
Cucrema
KOHTeliHep/3aKynoptoBasbHuWi
3acib), a came BHECEHHS 3MiH A0
Creuundikavii ans
nonietuneHosmx naketis (PE bag
used as a bulk packaging
material): - BUy4YeHHs n.
«PeyoBMHW PO3UMHHI Y rekcaHi -
MonionediHn», y 3B'A3Ky 3
OHOB/IEHHSIM MOHOrpadii EP ansa
nonionedinis (3.1.3.); - KOPEKLjiHi
npaB.ku M. «TekcT Ta konip» (He
3aCTOCOBYETLCH A/15 YOPHUX
nakeTiB); 3MiHU | TUNY - BHECEHHSA
[0 marepianiB peecTpauiiHoro
pocbe (p. 3.2.P.7. Cuctema
KOHTeliHep/3aKynopoBasbHWi
3acib), a came BBeeHHS
[04aTKOBOro BUPO6HYKa
nonieTMIeHOBMX NakeTiB
Novplasta, s.r.o., Slovak Republic.
Martepian (PE bag used as a bulk
packaging material) HoBOro
BVPOGHMKA € aHa/TOTiYHUM
3aTBEPAKEHOMY BUPOBHUKY
(PLASTIC —PACK s.r.0., Slovak
Republic), cneundikauii Ta
MeTOAM KOHTPOHO AKOCTI -
iAEeHTNYHI

3a peyernmom

UA/17580/01/03

198.

MOHTENYKAC
T-TEBA

TabneTku, BKpUTI
NNiBKOBOK 060/10HKOH, N0

TOB «TeBa YkpaiHa»

YKpaiHa

TOB TeBa
OnepeiiwH3 MNonaxg

Monba

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMartepianis: 3mMiHa 3asaBHUKA

3a peyernmom

UA/12439/02/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

10 wmr, no 7 TabneTtok y
6nictepi, no 4 6nictepn B
KapTOHHiiA KOpo6Li

(BnacHvika peecTpaduiiHoro
noceifyeHHs)(3rigHo Hakasy MO3
Bif 23.07.2015 Ne 460): 3MiHu |
TMny - 3MiHN WOA0
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cucTemy thapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0Co6H,
BiNOBIAabHOT 3a 34iICHEHHS
thapmakoHarnsay; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3asBHUKA A1 3MiACHEHHS
thapmakoHarnagy B YkpaiHi, SKL0
BOHa BifjMiHHa Bif, yNOBHOB&XeHOT
ocobu, BifnoBifabHOI 3a
3[jiCHeHHs1 hapMakoHarnsgy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
mMacTep-caiina cucremm
hapmakoHarnsgy) 3miHa
YMNOBHOBaXeHOT 0COOM 3asBHMKA,
BignoBigasibHOI 3a
thapmakoHarnag. ditova pegakuis:
Orit Stern-Maman. MponoHoBaHa
pepakuis: buctposa OkcaHa
BiTaniisHa. 3miHa KOHTaKTHUX
[aHnX YNOBHOB&XeHOI 0co6u
3asIBHMKA, BignoBiAa/IbHOT 3a
hapmakoHarnsag.

199.

HABIPEN

KOHL,eHTpaT ans
NPUroTyBaHHS PO3YNHY
Ans iHdoyaiii, 10 mr/mn no
1 mn (10 mr) a6o 5 mn (50
Mr) y donakoHi, no 1
(h/1aKOHY B KapTOHHii
Kopoo6ui

Mepak lesenbwadpt
dhrop KniHiwe
Lneuianbnpenapate
M6X

HimeyunHa

Mepak esenbladt

dotop KniHiwe

Lneuiansnpenapat
e M6X, HimeuyumHa

(nakyBaHHs,
MapKyBaHHS Ta
BUMYCK cepii);
OoHKOMe[,
MeHbogEKUEPIHT
a.c., Yecbka
Pecny6nika
(BMPOGHMLTBO "in
bulk", KOHTpoNb
cepii)

Himeyuunna/
Yecbka
Pecny6nika

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHN | 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 34iiCHEHHSA
thapmakoHarnsay; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 34ICHEHHSA
hapmakoHarnagy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, yNOBHOBaXEHOT
ocobu, BiAnoBifabHOI 3a
3fiicHeHHs1 hapmakoHarasgy

3a peyenmom

UA/4711/01/01
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n/n

Hassa
JliKapcbKo20

Popma sBUMYCKY

3asiBHUK

KpaiHa

Bupo6HuK

3acoby

(nikapcbka ¢hopma,
ynakosKa)

3asiBHUKa

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep

peecmpayiliHo2o

nocsio4YeHHs

200.

HATPIIO
OKCUBYTUPAT

nopoLUoK (cybeTaHuis) y

AT "dapmak”

YKpaiHa

AT "dapmak”

(BK/HOHAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnsgy) - 3miHa
KOHTaKTHOT 0CO6U YNOBHOBaXEHOT
ocobu 3asBHUKA, BiANOBIAAUTbHOI
3a hapmakoHarnag B Ykpaii.
MponoHoBaHa pepakuin: bakyH
AHHa OnekcaHgpiBHa. 3MiHa
KOHTaKTHUX aHNX KOHTaKTHOT
0Cco6M YNoBHOBaXXEHOI 0Cco6YU
3asBHWKa, BiANOBIAaIbHOT 3a
thapmakoHarnsg, B YkpaiHi

201.

HA®TUSNH®

nakeTax nanepoBux Asis
chapMaLeBTUYHOTO
3acTocyBaHHs

Kpanni HazanbHi 0,05%;

AT "®apmak”

Ykpaina

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
BHECEHHS 3MiH 40 po3ainy
«MapKyBaHHsI» y 3B'A3KY 3

npuBeAEHHAM po3ainy
«MapkyBaHHA» MKA 'y
BIANOBIAHICTb A0 AOKYMeHTaL,i
BMPOGHMKA: 3anponoHOBaHO:
MAPKYBAHHA Ha eTukeTui
YKPaiHCbKOI0 MOBOIO 3a3HavaloTb
«YKpaiHa», «AT «dapmak», oro
TOBapHWi1 3HaK | agpecy, Ha3By
cy6CTaHLUil aHrNiNCbKoto i
YKpaiHCLKOK MOBaMu, macy
cy6cTaHuii, ymoBY 36epiraHHs,
peecTpauiiHnii Homep, Homep
cepii, gata npoBefeHHA
NMOBTOPHKX BUMNPOOYBaHb.
JonyckaeTbCcsi HAHECEHHS
[04aTKOBMX HamNuciB;
3MiHM | TUNY - BHECEHHS 3MiH 10
CneuumdpikaLii Ta meToaiB
KOHTPOJIH0 32 NOKA3HNKOM

«MikpobionoriyHa uncrota», a

came [0faTKOBO A0 NOCWMNAHHS Ha

EP* nogaHo nocunaHHa Ha JdYy*

(* - pitoue BUAaHHS). Bunyyaetbes

NOBHWIA BUKNaA NPOBeAEeHHs

mMeToankn. Kputepili npuiAHATHOCTI

3a/MLeHo 6e3 3MiH

UA/15040/01/01

no 10 mn y donakoHi; no 1

donakoHy B nauui 3

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavliiiHnX
mMartepianis: 3MiHU | TUNY - 3MiHU 3

siIKoCTi. FOTOBWMIA Nikapcbkuii 3aci6.

6e3 peyenma

UA/3332/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KapToHy

3MiHn y BUPOGHMLTBI. 3MiHa
po3Mipy cepil (BKHoYaoUn
fianasoH po3mipy cepii) roToBoro
nikapcbKoro 3acoby (36inbLeHHs
00 10 pasiB NOpiBHAHO i3
3aTBEPLKEHUM PO3MIPOM) -
BBE/JEHHS AOAATKOBKX PO3MIpIiB
cepii roToBOro NikapcbKoro
3acoby. 3anponoHoBaHo: 1000 n
(200,00 Tuc. ¢pn.), 2000 n (200,00
THC. ¢pn.), 2700 n (270,00 TUC.

1)

202.

HA®PTUSNH®

Kpanni HaszanbHi 0,1%; no
10 mn y dpnakoHi; no 1
donakoHy B nauui 3
KapToHy

AT "dapmak"

YKpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavLiiiHnX
mMartepianis: 3MiHu | TUNY - 3MiHU 3
AKOCTi. [OTOBWIA Nikapcbkuin 3aci6.
3MiHN y BUPOGHMLTBI. 3MiHa
po3Mipy cepil (Bk/HoYaoUn
fianasoH po3mipy cepii) roToBoro
nikapcbKoro 3acoby (36i/bLeHHs
00 10 pasiB NOpiBHAHO i3
3aTBEPLKEHUM PO3MIPOM) -
BBE/JEHHS A0AATKOBKX PO3MIpiB
cepil roToBOro NikapcbKoro
3acoby. 3anponoHoBaHo: 1000 n
(200,00 Tuc. ¢pn.), 2000 n (200,00
TUC. ¢hn.), 2700 n (270,00 TUC.

1)

6e3 peyenma

UA/3332/01/02

203.

HEBAHAK®

Kpansi o4Hi, cycneHsis, 1
Mr/mn, no 5 Mny dpnakoHi-
KpanenbHuui "pon-
TeliHep®"; no 1 donakoHy
B KOpPOO6LLi 3 KAPTOHY

Hosaptic ®apma Al

LLiBeiuapis

AnkoH-Kyspbop

Benbria

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

hapmakoHarnsgy - 3mMiH1 BHeCEHO
B TEKCT MapKyBaHHA BTOPUHHOT

yNakoBKM NikapCbKoro 3acoby.
BBefeHHA 3MiH NpoTArom 6
MicsILiB Micns 3aTBepAKEHHS

3a peyernmom

UA/13522/01/01

204.

HEWPOBIOH

TabneTkn, BKPUTI
060n10HkKoto no 10
TabneTtok y 6nictepi; no 2
6nicTepn Y KapPTOHHIN
Kopoo6Li

Mi eHg Oxi Xenc
DxepmaHi M'm6X

HimeuunHa

Mi enp Oxi Xenc
OcTpis TM6X eHp,
Ko. Ol

ABCTpIst

BHECEHHS 3MiH 40 peecTpaLiiHnx
marepianis: 3mMiHu | TUNY - 3MiHa
HaliMeHyBaHHs1 BUPOGHMKa ADI

TiamiHy gucynbdigy (BiTamiHy B1)

3 Merck Limited, India Ha Procter
& Gamble Health Limited, India;

3MiHW | TUNY - BUTyYeHHSA
BMPOGHMYOI AinbHULi Zhejiang
Tianxin Pharmaceutical Co. Ltd,
China gnsa A®I NMipuaokcuHy
rigpoxnopugy (sitamiHy B6)

3a
peyenamom

UA/5409/01/01

205.

HEO®EH
BENYMNo

renb, 50 mr/r; no 15 r abo
50T, 260100 ry Ty6i; no 1

Benyno, nikn Ta
KOCMeTuka, A.4.

Xopsaris

Benyno, nikv Ta
KOCMeTuka, 4.4.

Xopsaris

BHECEHHS 3MiH 10 peecTpavyiintHnx
mMaTtepianis: 3MiHu | Tuny - 3MiHa B

6e3 peyenma

UA/14739/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
nanoc Ty6i B KApTOHHI nayuj MeTOZi BU3HA4YEHHS BMICTY
eTtaHony B J13 - BBefleHHs1 HOBOro
mMeToAy rasosoi xpomarorpadil
3aMiCTb 3aTBEPKEHOTO MeToay
'X. BBeZleHHS 3MiH NpOTArom 6-1n
MiCALIB MiCNSA 3aTBEPL)KEHHS
206. | HI®YPO3UA- cycneHsis opasibHa, 200 ToBapucTBo 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaljiiiHux | 3a peyenmom UA/12707/02/01
340POB'A Mr/5 mn, no 50 mny 06MEXEHO 06MeXeHo marepianis: 3MiHu | TUNY —
donakoHi nonimepHomy, no BigNOBiga/IbHICTIO BiANOBIAA/ILHICTIO BBE/[EHHSI HOBOr0 BUPOGHMKa
1 donakoHy 3 MipHOIO "®apmMaveBTUYHa "®apmavueBTUYHa dh1akoHiB noniMmepHux no 125 mn
JIOXKOK Yy KOpobL,i 3 KoMnaHis "3p0pos'a” KoMnaHisa "3gopos'a” TOB «CrtaTtyc», YkpaiHa
KapToHy; no 100 mny [,00AaTKOBO [0 3aTBEPLKEHNX
chnakoHi noniMepHomMy BMpo6HUKIB TOB «MPO®INNACT
abo 3i ckna; no 1 pnakoHy NTO», YkpaiHa Ta TOB
3 MiPHOO JIOXKOIO Y «lMnactxim», Ykpaina. KinbkicHuii
KOpOO6Lii 3 KapTOHY Ta AKICHUIA cK1aAy NaKyBaslbHOTO
MaTepiany pnakoHy He 3MiHUBCS;
BMPOGHUKMN KPULLIOK A0 HOBOTO
dhnakoHy 3asmLeHi 6e3 3miH. Fk
HacnigoK, He3HauHi 3MiHK
rabapuTHNX Po3MmipiB O/IaKOHIB;
CyNyTHS 3MiHa - 3MiHM 3 AKOCTI.
[oTOBMIA NikapcbKuii 3acio.
Cucrema
KOHTeliHep/3aKynopoBanbHWi
3aci6. 3miHa chopmu abo po3mipy
KOHTeliHepa un
3aKyNnopBaUIbHOTO 3ac06y
(NepBUHHOI yNakoBKK)
(HecTepubHI fikapcbki 3aco6m)
207. | HOPBACK® Tabnetku no 5 mr; no 10 AngxoH FOC 1 NNC CWA Brpo6HuK, HimewunHa/ BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/5681/01/01
Tabnetok y 6nictepi; no 3 BiAnoBiganbHUIA 3a CWA mMartepianis: yTOUHEHHs
abo no 6 6nictepis y BMPOGHMLTBO HanNucaHHA 3asBHUKa B Hakasi
KapTOHHI ynakoBL,i npenapary in bulk, MOS3 YkpaiHu Ne 1081 Big,
nakyBaHHs, 02.06.2021 B npoueci BHECEHHA
KOHTPO/b SKOCTi Ta 3MiH (3miHa 3asiBHMKaA (Bf1acHMKa
BUNYCK cepil: peecTpaLiiHOro NocBigYeHHs)

P-®apm DxepmaHi
'm6X, HimeyunHa;
Brpo6HuK,
BiAnoBiganbHUIA 3a
nakyBaHHS,
KOHTPO/Ib SIKOCTi Ta
BUNYCK cepil:
Mdpaiizep
MeHtodhekyypuHr
Loiunena MrméxX,
HimeuumnHa,;

(3rigHo Haka3sy MO3 Big
23.07.2015 Ne 460): BegeHHs
3MiH NPOTArom 9-Tn MicaLiB nicns
3aTBEPKEHHSA. 3MiHM | Tvny -
3MiHM Wwoao
6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy. BeeneHHs abo
3MiHM [0 y3arasibHEHUX JaHuX Npo
cuctemy thapmakoHarniagy
(BBEAEHHSA Y3arasIbHEHUX AaHWX
npo cucTemy apmakoHarnsgy,
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Brpo6HuK, 3MiHa YNOBHOB&XeHOI 0cobu,
BiANOBigabHUIA 3a BiANOBIAa/IbHOI 3a 34iiCHEHHS
BMPOGHMLTBO thapmakoHarnagy; KOHTakTHoOl
npenapary in bulk, 0ocobu 3 hapmakoHarnsgy
KOHTPO/b SIKOCTI: 3aABHUKa AN 34iACHEHHS
Mdcpaiizep hapmakoHarnagy B YkpaiHi, SKLio
dapmactoTikan3 BOHa BifMiHHA Bif, yNIOBHOBaXEHOI
NNnc, CWA ocobu, BignoBifanbHOI 3a
3pjiiicCHeHHs1 hapmakoHarnagy
(BK/IHOHAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
MacTep-chaiina cucremm
thapmakoHarnagy) 3miHa
YNOBHOB&XEHOI 0CO6M 3as1BHYKA,
BiiNOBIAabHOT 3a 34iICHEHHS
thapmakoHarnagy: fitoua
pepakuis: dpaHcyasa lyma-
Cinnan/ Francoise Dumas-Sillan.
MponoHoBaHa pepakuis: Bapbapa
[e bepHapgi/ Barbara De
Bernardi. 3MiHa KOHTaKTHUX AaHWX
YMOBHOB&XEHOT 0CObM 3as1BHMKA,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnsagy). Pepakuis B
Hakasi: AngxoH KOC 1 I1C
KopnopeiiwH. BipHa pepakuis:
AngxoH HOC 1 JINC.
208. | HOPBACK® Tabnetku no 10 mr; no 10 AnmpxoH HOC 1 1NC CLIA Brpo6HuK, Himeuunna/ BHECEHHS 3MiH 10 peecTpayjiiiHux | 3a peyenmom UA/5681/01/02
Tabnetok y 6nictepi; no 3 BiANoBigabHUIA 3a CWA mMartepianis: yTOUHEHHs
abo no 6 6nictepis y BMPOGHMLTBO HanNucaHHA 3asBHUKa B HakKasi
KapTOHHI ynakoBL,i npenapary in bulk, MO3 YkpaiHu Ne 1081 Bipg,
nakyBaHHs, 02.06.2021 B npoueci BHeCEHHA
KOHTPO/b SKOCTi Ta 3MiH (3MiHa 3asBHUKa (BNacHuKa
BWMNYCK Cepil: peecTpauiiHOro NocBigYeHHS)

P-®apm DxepmaHi
'm6X, HimeuunHa;
Brpo6HMK,
BiANoBigabHUIA 3a
nakyBaHHS,
KOHTPO/1b SIKOCTi Ta
BUNYCK cepil:
Mdpaiizep
MeHtodekvypuHr
Loiunena MméX,
HimeuumnHa;
Brpo6HuK,
BiANoBigabHUIA 3a
BMPOGHMLTBO
npenapary in bulk,

(3rigHo Hakasy MO3 Big
23.07.2015 Ne 460): BegeHHs
3MiH NpPOTAroM 9-Tu micsAyiB nicns
3aTBEPKEHHSA. 3MiHM | Tvny -
3MiHV Wwoao
6e3nekn/edreKTMBHOCTI Ta
thapmakoHarnsgy. BeefeHHus abo
3MiHW [0 y3arasibHEHUX JaHuX Npo
cuctemy thapmakoHarnsagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy capmakoHarnsgy,
3MiHa YNOBHOB&XeEHOI 0cobu,
BiANOBIAaA/IbHOI 3a 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHoOI
0cobu 3 hapmakoHarnsgy
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KOHTPO/Tb IKOCTi:
Mdpaiizep
dapmactoTikans
NNc, CWA

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
YMOBHOB&XEHOT 0CObM 3as1BHMKA,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
thapmakoHarnagy: fitoua
pepakuis: ®paHcyasa yma-
CinnaH/ Francoise Dumas-Sillan.
MponoHoBaHa pefakuis: bapbapa
[e BepHappi/ Barbara De
Bernardi. 3mMiHa KOHTaKTHUX AaHUX
YMNOBHOBaXeHOT 0COOM 3asBHMKA,
BiANoBiAa/IbHOI 3a 34jACHEHHS
thapmakoHarnagy). Pepakuist B
Hakasi: AngxoH KOC 1 I/1C
KopnopeiiwH. BipHa pepakuis:
AnmpxoH FOC 1 1N1C.

209.

HOPIrANAKC

refb pektanbHuii, 0,12
r/A0rno10ry
0fIHOA,030BOMY
KOHTeliHepi (Ty6i-KaHtoni);
no 6 Ty6-kaHb y
KapTOHHIA KOopoo6Li

HOPX>XXWH CAC

PpaHuis

HopxuH ®apma

®paHuis

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

dhapmakoHarnsgy -
3anponoHoBaHo: 3rifHo
3aTBEPAKEHOIO TEKCTY
MapKyBaHHS.
OHOBJIEHHS TEKCTY MapKyBaHHS
yNakoBKU NiKapCbKoro 3acoby 3
BHECEHHAM iHthopmalii Lwoao
3a3HaYeHHs OAUHULb
BMMIpIOBaHHSA y cuctemi Sl.
BBefeHHs1 3mMiH npoTsrom 6
MiCALIB MiC/1A 3aTBEPKEHHS

6e3 peyenma

UA/2723/01/01

210.

HOPMATEHC

TabneTtku, BKPUTI
060/10HKO0, M0 20
Tabnetok y 6nictepi; no 1
6nicTepy y kopobui 3
KapToHy

MEJOA ®apma M'mbeX
eHA Ko. Kl

Himeyunna

Ai-Ci-EH Monbha
XKewys AT

MonbLa

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,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnsay; KOHTakTHoOl

3a peyenmom

UA/2922/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

0ocobu 3 hapmakoHarnsgy
3aABHUKa AN 3MiACHEHHS
hapmakoHarnagy B YkpaiHi, SKL0
BOHa BifMiHHA Bij, yNIOBHOBaXXEHOI
ocobu, BignoBifanbHOI 3a
3pjiicCHeHHs1 hapmakoHarnagy
(BK/HOYAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnagy - 3MmiHa
YMNOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnag.
MponoHoBaHa pepakuis — Dr Eiko
Soehlke, MD MPH. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXKEHOT
ocobu, BignoBifanbHOI 3a
hapmakoHarnsg. 3miHa
KOHTaKTHUX JaHNX KOHTaKTHOT
0Ccob¥ YNoBHOBaXKEHOI 0cobu,
BiANOBIAa/IbHOI 3a
thapmakoHarnag B YkpaiHi.
3MiHa MicLe3Haxo4KeHHsA MacTep-
thaiina cuctemmu
thapmakoHarnsgy. 3miHa micus
3[jACHEHHSI OCHOBHOT AisiNIbHOCTI 3
dpapmakoHarnsay

211.

O3YPEKC®

iMmnnaHTart gna
iHTpaBiTpeasibHOro
BBeZleHHs, 700 mkr, no 1
ansikaTopy, Wo MIiCTUTb
iMnnaHTar, pasom 3
nakeTom-noravHadem
BOJIOTK, Y MakeT i3
donbru; No 1 nakety i3
hO/bIv B KAPTOHHIN
Kopoo6Ui

AnnepraH
dapmacbioTikan3
Ipnangis

Ipnangis

AnnepraH
dapmacbioTikans
IpnaHgjs

IpnaHgjs

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

TEKCTY MapKyBaHHS ynakoBKu

NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmawii LWwoao 3a3HaveHHs

OAVHWLb BUMIPIOBAHHSA Y CUCTEMI

Sl

3a peyenmom

UA/12292/01/01

212,

OKcon

PO34UH A5 iH'EKLA, 2
mr/mn; no 25 mn aéo 50
My chnakoHi; no 1
h/1aKoHy B KapTOHHii
Kopobui

Mini Xenckepe
Nimiten

Benuka
BpuTtaHis

BeHyc Pemegic
NimiTen

IHAjA

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

thapmakoHarnsgy - BHECEHHS 3MiH

00 po3ainy «MapkyBaHHA» MKA

n3:
3anponoHosaHo: MapKyBaHHs.
3rifHo 3aTBEPAKEHOr0 TEKCTY

MapKyBaHHs. OHOB/IEHHS TEKCTY

MapKyBaHHA yrNakoBKU MiKapCbKOro
3acoby 3 BHECEHHSIM iHdhopMmaLit

LLI0A0 3a3HAYEHHS OMHULb

3a peyenmom

UA/4065/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BMMIpIOBaHHSA y cuctemi Sl
213. | OKCOnNIH Masb 2,5 mr/r, no 10 r Ta MAT "Ximdapmsasoz Ykpaina MAT YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHnx 6e3 peyenma UA/14853/01/01
no 15 r B Ty6i; no 1 Ty6i y "YepBoHa 3ipka" "Ximchbapmsasog marepianis: 3MiHN | TUMY - 3MiHW
nauuj 3 KapToHy "YepBoHa 3ipka" Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo
3MiHW [0 y3arasibHEHUX JaHuX Npo
cuctemy thapmakoHarnsagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy apmakoHarnsgy,
3MiHa YNOBHOB&XeEHOI 0cobu,
BiANOBIAaA/IbHOI 3a 34iiCHEHHS
thapmakoHarnsay; 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
mMacTep-haiina cuctemm
thapmakoHarnsgy) - amiHa
KOHTaKTHUX JaHWX YNOBHOBaXXEHOT
ocobu, BiAnoBifabHOI 3a
3iicHeHHs1 hapmakoHarasgy
214. | ONniA HACIHHSA | onist, no 100 mny ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 peyenma UA/3517/01/01
FAPBY3A chnakoHi, no 1 conakoHy B obmexeHoro 0bMexeHo marepianis: 3miHu | Tuny -
KOpoO6Lii 3 KapToHy; Mo 2,5 BiZANOBIfANbHICTIO Bi4NoBiAaNbHICTIO BBE/IEHHSI HOBOTO BUPOOHWMKA
mn abo 5 mny cawe, no "[locnigHnii 3aBof "[locnigHwii 3aBog, nakoHiB nonimepHmux TOB
20 cawe B KOpobLii 3 "rHLIC "THUNC", YkpaiHa «CTartyc», YkpaiHa Ao4aTKOBO 40
KapToHy (KOHTPOSIb AKOCTI, 3aTBepAXEHUX BUPo6HuKiB TOB
BMNyCK cepil); «[MPOSPIMNACT NThO», YkpaiHa,
ToBapucTBo 3 MpAT “@ipma ENIMC”, YkpaiHa Ta
06MexeHo TOB «lMnactxim», YkpaiHa. Hk
BiANOBIAANILHICTIO HacnigoK, He3HauHi 3MiHK
"®apmMaueBTNYHa rabapuTHNX po3MmipiB O/IaKOHIB;
KOMnaHis CYNyTHS 3MiHa - 3MiHU 3 SIKOCTI.
"3p0pos'a", YkpaiHa [oTOBMIA NikapcbKuii 3acio.
(Bci cTagji Cucrema
BMPOGHMLTBA, KOHTelHep/3aKynopoBanbHWi
KOHTPO/b SKOCTI, 3aci6. 3miHa chopmu abo po3mipy
BWMYCK Cepil) KOHTeliHepa un
3aKynopB&aUIbHOTO 3ac0by
(NepBUHHOI yNakoBKK)
(HecTepubHI fikapcbki 3aco6m)
215. | OMENPA30N niodpinizat Ana posvmHy M.BioTek it Benuka HAMPOS, TAN® IHais BHECEHHS 3MiH [10 peecTpaviiiHnX 3a peyernmom UA/11147/01/01
Ans iH'ekuiii no 40 mr 1 BpuTanis CAEHCEC marepianiB: yTO4YHEHHA
hN1aKoH 3 MOPOLLUKOM Y MNBT.TA HanucaHHs 3asiBHUKA B HaKasi
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

nauuj 3 KapToHy

MO3 Ykpainu Ne 517 Big,
22.03.2021 B npoueci BHeCEHHA
3MiH (3MiHM | TURY - 3MiHW WoA0
6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBMEHHS
TEKCTY MapKyBaHHS yNakoBKM
NiKapCbKOro 3acoby 3 BHECEHHAM
iH(bopmauii Wwoao 3a3HaYeHHsS
OAVHWLb BUMIPIOBAHHS Y CUCTEMI
Sl. BHeceHHs 3MiH A0 po3ainy
«MapkyBaHHA» MKA N13;
3anpornoHosaHo: [1151 rotoBoro
nikapcbKoro 3acoby:
MAPKYBAHHSA 3rigHo
3aTBEPAKEHOIO TEKCTY
MapKyBaHHs. BBeieHHs 3MiH
NpOTArom 6-Tu MicaLiB 3 gaTu
3aTBepKeHHs). Pepakuis B
Hakasi: M.BioTek JlimiTeq, Benuka
BpuTaHis.
BipHa pepakuin: M.bioTtek /iTa,
Benuka BputaHis.

216.

OHAAHCET

PO34UH A5 iH'EKLLA, 2
mr/mn no 2 mn (4 mr) abo
no 4 mn (8 mr) B amnyni;
no 5 amnyn y nayui 3
KapToHy

M.BioTek it

Benvka
BpuTanis

XENM C.A.

Ipeuis

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: yTO4YHEHHA
HanucaHHA 3asiBHUKA B HaKasi
MOS3 YkpaiHu Ne 517 Big,
22.03.2021 B npoueci BHECEHHSA
3MiH (3MiHK | TYNY - 3MiHK WoA0
6e3nekun/edekTBHOCTI Ta
thapmakoHarnsay - OHOB/IEHHSA
TEKCTY MapKyBaHHS ynakoBKu
niKkapcbKoro 3acoby 3 BHECEHHAM
iHcbopmauii Woao 3a3HaYeHHs
OAVHWLb BUMIPOBaHHS Y CUCTEMI
Sl. BHeceHHs1 3MiH [0 po3gainy
«MapkyBaHHs» MKA N13:
3anpornoHoBaHo: [ roTosoro
niKkapcbKoro 3acoby:
MAPKYBAHHSA 3rigHo
3aTBEPAKEHOr0 TEKCTY
MapKyBaHHs. BBeeHHs 3MiH
npoTArom 6-T1 MicAuis nicns
3aTBepXeHHs). Pepakuis B
Hakasi: M.bioTek JlimiTe, Benuka
BputaHis.

BipHa pegakuis: M.BioTtek /T4,
Benuka BpuTtaHis.

3a peyenmom

UA/13558/01/01

217.

O®IOKCALIVIH
-NAPHULSA

Tabnetku no 200 mr, no 10
TabNeToK y KOHTYPHIl

MpAT
"PapmaueBTnyHa

Ykpaina

MpAT
"dapmaueBTuyHa

YkpaiHa

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

3a peyernmom

UA/1805/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

YapyHKOBIA ynakosLi; no 1
KOHTYPHIli YapyHKOBIl
ynakoBLi B naui

thipma "AapHuusa”

ipma "AapHuus"

BBE/leHHA 4OAAaTKOBOro PO3Mipy
cepii [N13 250 kr. 3anponoHoBaHo:
125 kr (500,00 1. Tabnetok / 50,00

T. yn. Ne10),

250 kr (1000,00 1. TabneTok /
100,00 T. yn. Ne10); 3miHun | Tuny -
BHECEHHS 3MiH o p. 3.2.P.3.
MpoLiec BUPO6HNLTBA rOTOBOIO
nikapcbKoro 3acoby, 3okpema:
BHECEHHS pefaKLUiiHMX NpaBoK Ao
po3ginis 3.2.P.3.2.Cknag Ha
cepito; 3.2.P.3.3. Onuc
BMPOGHMYOro npouecy Ta
KOHTPO/II0 NPOLECY; 3aHaYeHHSA
o6nagHaHHA 6e3 Ha3BK dhipMu

218.

NMAPA®Y3IB

po3uuH A4 iHdysiii, no 10
mr/mn, no 50 mn aéo 100
My chnakoHi, no 1 a6o 10
(h/1aKOHIB y KapTOHHIi
ynakoBLii

dapma baBapis
IHTepHauioHan (PBI)
MopTyranis, FOHin.
Npa.

MopTyranis

C.M. dapmaueyTiui

C.P..

ITanis

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

TEKCTY MapKyBaHHS ynakoBKu
nikapcbKoro 3acoby BignoBigHO A0
BMMOr Hakazy MO3 YkpaiHu Big,
23.07.2015 p. Ne460 3 BHECEHHAM
iHchopmaii LWoA0 BHYTPILLHIX
KoAjiB 3aBoAy, iHhopmadii Wwoao
2D Data Matrix kogy. BBefeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPAKEHHS

3a peyernmom

UA/17329/01/01

219.

I'IIBOHI'I;
HACTOMKA

HacTolika no 100 mn 'y
donakoHi cknsiHomy abo
nonimepHomy; no 1
donakoHy B nauui 3
KapToHy; no 100 mny
6aHLi; no 1 6aHuji B nauui
3 KapTOHY

MAT "Ximdapmsasoz
"YepBoHa 3ipka"

YKpaiHa

NAT
"Ximchapmsasog
"UepBoHa 3ipKa"

YkpaiHa

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 apmakoHarnsgy,

3MiHa yNOBHOBaX€EHOI 0co6H,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
thapmakoHarnsay; KOHTakTHoOl
0cobu 3 hapmakoHarnagy
3asBHUKa A1 3MiACHEHHS
hapmakoHarnsgy B YkpaiHi, SKL0
BOHa BifMiHHa Bif, yNOBHOBaXXeHO|
ocobw, BignoBiganbHoI 3a
34jiicHeHHs chapmakoHarnsgy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/ab0 3MiHWN Y PO3MILLEHHI
MacTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa

6e3 peyenma

UA/9246/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KOHTaKTHUX JaHWX YNOBHOBaXKEHOT
ocobu, BignoBifanbHOT 3a
3AjiiiCHeHHs1 hapMakoHarnaay

220.

MIPALETAM

Tabnetku no 200 mr no 10
Tabnetok y 6nictepi; no 6
6nicTtepis y nauui 3
KapToHy

MAT "Ximchapm3aBop,
"UepBoHa 3ipka"

YKpaiHa

NAT
"Ximchapm3sasop
"YepBoHa 3ipka"

YkpaiHa

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

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3ara/lbHEHNX AaHnX 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 BiMiHHA Bif, yNOBHOBaXXEHOI
ocobw, BignoBigasibHOI 3a
3[iiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXKEHOT
ocobw, BignoBiganbHoI 3a
3gificHeHHs chapmakoHarnagy

3a peyernmom

UA/5788/01/01

221.

MIPALETAM

Tabnetku no 400 mr no 10
Tabnetok y 6nictepi; no 6
6nicTepiB y nauui 3
KapToHy

MAT "Ximdhapm3zasog
"UepBoHa 3ipka"

YKpaiHa

NAT
"Ximchapm3asop
"YepBoHa 3ipka"

YkpaiHa

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

3a peyenmom

UA/5788/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KOHTaKTHUX JaHWX YNOBHOBaXKEHOT
ocobu, BignoBifanbHOT 3a
3pjiicCHeHHs1 hapmakoHarnagy

222,

nMcC-
XONECTUPAMI
H PErYNAP 3l
CMAKOM
AMNENbCUHA

NOPOLLOK A1 OpaUsIbHOT
cycneHsii, 4r/9r,no9r
nopoLLKy B nakeTi, no 30
nakeTiB y KapTOHHIl
Kopobui

dapmacaiiHc IHK.

KaHaga

dapmacaiiHc IHk.

KaHaga

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

TEKCTY MapKyBaHHS ynakoBKM

NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmawii LWoao 3a3HaveHHs

OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BHeceHHs 3MiH o po3giny

MK#A: Mapkuposka NponoHoBaHa

pefakuis: MapkupoBka B

COOTBETCTBUU C YTBEPXKAEHHBIM
TEKCTOM MapKvMpoBkW. BBefeHHA

3MiH NPOTArom 6-Tu MicsiLiB nicns

3aTBEPKEHHS

3a peyernmom

UA/9786/01/01

223.

MOBEPKOPT

kpem 0,05 %, no 5 r abo
15 r B Ty6i; no 1 Ty6iy
KapTOHHI ynakosL,i

neHmapk
PapmacboTuKan3
nra.

IHAjA

rnenmapk
PapmacboTrKan3
nrg.

IHAjA

BHECEHHS 3MiH 10 peecTpaviiiHnX
marepianis: 3MiHW | TURY - 3MiHN Y
cneumdikauilo 4itoyoi pevyoBMHN
kobeTasosny nponioHary, ski
NoB’A3aHi 3 NPUBEAEHHAM Y
BignosigHicTb o USP, gitoue
BUAAHHS, 30Kpema npuBefeHHs
cneundikauii Ta meToais
KOHTPO/TH0 SIKOCTi 32 MOKa3HMKOM
«lpeHTudikalis» Ta BUNy4YeHHs
nokasHuka «Baxki meTanu»

3a peyenmom

UA/8193/01/01

224,

MOMMNE30

niodpinisat Ans posumHy
Ans iH'ekuii no 40 wr; 1
hnakoH 3 niogpinizatom y
KapTOHHI KOpooL

YOPAA, MEAVLH

IAY CAH. BE TIK.

A.LL.

TypeyunHa

Medhap lnau CaH.
A.LL.

TypeuunHa

BHECEHHS 3MiH 40 peecTpauiiHnx
marepianis: 3mMiHW | TUNY - 3MiHK
LoAo 6e3snekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOB/IEHHS

TEKCTy MapKyBaHHS yNaKkoBKu/
niKapcbKoro 3acoby 3 BHECEHHAM
iHchopmauii Wwoao 3a3HauYeHHs

OAVHWLb BUMIPIOBAHHSA Y CUCTEMI

Sl. BBeieHHs 3MiH NpOTArom 6-Tu

MicsILiB Micnsi 3aTBEPAKEHHS

3a peyenmom

UA/17804/01/01

225.

NMPOr’MHOPM
FECTA

Kancysm m siki no 100 mr;
no 15 kancyn M'akux y
6nictepi; no 2 6nictepny
nauui

3AT "dapmnira”

JInToBCbKa
Pecny6nika

NTABOPATOPIOC

NNEOH ®APMA, C.A.

IcnaHis

BHECEHHS 3MiH [10 peecTpaviiiHnx
marepianiB: yTO4YHEHHA
peecTpauiiiHoro Homepa B
Hakasi MO3 Ykpaiuu Ne 1032 Big
25.05.2021 B npoueci BHECEHHSA
3MiH (3MiHM | TMNY - 3MiHK LWOA0

3a peyenmom

UA/15254/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

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
KOHTaKTHUX JaHWX YNOBHOBaXXEHOT
ocobu 3asBHUKA, BiANOBIAAUTbHOI
3a hapmakoHarnsg. BeegeHHs
iHdhopmauii npo
MiCLie3HaXOMKEHHS MacTep-
thaiina cuctemun chapmakoHarnsgy
Ta iioro Homep. BeefeHHs
iHchopmauii Lwoao micua
3/1iiCHEHHS1 OCHOBOHOI Ajisi/IbHOCTI
3 hapmakoHarnsagy). Pepakuis B
Hakasi: AN fo3ysaHHsA no 100 mr -
UA/15254/01/01, ans 0o3yBaHHSA
no 200 mr - UA/15254/01/02.
BipHa pegakuia: ansa fo3yBaHHA
no 100 mr - UA/15254/01/02, gns
Ao3yBaHHsA no 200 mr -
UA/15254/01/01.

226.

APOr'MHOPM
FECTA

Kancynm m siki no 200 mr;
no 15 kancyn M'akux y
6nicTepi; no 2 6nictepuy
naui

3AT "dapmnira”

JInToBCbKa
Pecny6nika

NABOPATOPIOC
JIEOH ®APMA, C.A.

Icnanis

BHECEHHS 3MiH [0 peecTpaviiiHnX
mMartepianis: yTOUHEHHs
peecTpauiliHoro Homepa B
Hakasi MO3 Ykpaitu Ne 1032 Big,
25.05.2021 B npoueci BHeCEHHA
3MiH (3MiHM | TURY - 3MiHW WoA0
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeefeHHus abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy thapmakoHarnsagy
(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy apmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0cobu,

3a peyernmom

UA/15254/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

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
KOHTaKTHUX JaHWX YNOBHOBaXKEHOT
0co6u 3asBHYKa, BigNoBigas/IbHOT
3a (hapmakoHarnsg,. BeegeHns
iHchopmavi npo
MiCLie3HaxoKeHHsI MacTep-
thaiina cuctemu chapmakoHarnsgy
Ta oro Homep. BeefeHHs
iHhopMmauii Wwoao Micus
3[iiCHEHHA OCHOBOHOT AisA/IbHOCTI
3 chapmakoHarnsgy). Pepakuis B
Hakasi: An1a Ao3yBaHHA no 100 mr -
UA/15254/01/01, ans [o3yBaHHA
no 200 mr - UA/15254/01/02.
BipHa peaakuifa: ans fo3yBaHHA
no 100 wmr - UA/15254/01/02, ans
Ao03yBaHHA no 200 mr -
UA/15254/01/01.

227.

MYPEMOH®

pO3unH A4Ns iH'ekuin, 833
MO/mn no 0,420 mn (300
MO/0,36 mn) a6o 0,780
mn (600 MO/0,72 mn) y
KapTpuapxi; no 1
KapTpUIKy Yy BigKpUTOMY
nIacTKOBOMY JIOTKY B
KOMNIEeKTi 3 rosikamu, no 2
KOMNEKTW roNoK — 2
KapTOHHI KOPOOKM (KOXEeH
KOMMNIEKT No 3 roskw,
KOXHa roska B
iHauBigyanbHoOMy
nAacTKoBoOMy
KOHTEHepI) y KapTOHHIlA
ECI]

OpraHoH CeHTpaui IcT
meX

LLisefuapis

BetTtep ®apma-
PepTuryHr MrMoX i
Ko. KI', HimeyunHa

(BPO6GHMLTBO
Hepo3dacoBaHoi

npoAaykuii Ta
nepBrHHA yNakoBka,

KOHTPO/b SIKOCTI,

TecTyBaHHSA
CTepWIbLHOCTI Ta
bakTepianbHKX
€HAO0TOKCUHIB
roTOBOroO
nikapcbkoro 3acoby
(KOHTPO/b SIKOCTI Ta
TeCTyBaHHs
cTabinbHOCTI),
BisyasibHa
iHcnekuis); Bettep
Papma-PepTUryHr

Himeuunna/
HigepnaHgu

BHECEHHS 3MiH [0 peecTpavLiiHnX
marepianis: 3MiHu |l TUMy - 3MiHK
MeTOAVKN ANA BUSHAYEHHS
Content of CHO cell-derived
proteins iMyHObepMEHTHUM
aHanizom (HCP-EIA)(3amiHa
6iomatepianis); 3MiHn |l Tuny -
PO3LUMPEHHS JONYCTUMUX MEX 3a
nokasHukom «Impurities. Content
of CHO cell-derived proteins»
cneundoikauii Ha A®| choniTponiHy
6eTa; 3anponoHoBaHo: < 0,045%
(m/my))

3a peyernmom

UA/5023/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

v6X i Ko. KT,
HimeuyunHa
(BidyasibHa
iHcnekuyis); Bettep
Papma-PepTUryHr
v6X i Ko. KT,
HimeuunHa
(KOHTPO/Ib AKOCTI,
TeCcTyBaHHS
CTepubHOCTI Ta
H6akTepiasibHUX
€HAO0TOKCUHIB
roTOBOro
niKapcbkoro 3acoby
(KOHTpOSb AKOCTI Ta
TecTyBaHHSA
cTabinbHocTi),
BisyasibHa
iHcnekuyis); H.B.
OpraHoH,
HigepnaHgm
(kOoHTpO/b AKOCTI Ta
TecTyBaHHSA
cTabinbHoOCTI,
BTOPWHHA yNakoBKa,
[03BiN Ha BUMNYCK
cepii)

228.

PAN3OJEr®
®/IEKCTAY®

pO34uH A4 iH'ekuiid, 100
of/mnno3mny
KapTpuaXi, SKnit
MICTUTBCA Y
6araTto/1030Biii
0/iHOPAa30BIli LWNpUL-
pyuui; no 1 abo no 5
LUMPWLL-PYYOK Y KAPTOHHIlA
Kopoo6ui

A/T HoBo Hopgaick

[Oanis

A/T Hoso Hopagick,
[aHia
(Bupo6HuuTBO,
HanoBHEHHS B
NepBUHHY YNakoBKYy
Ta KOHTPO/b Basnky.
BignosigansHuii 3a
Bunyck); A/T HoBo
Hopgaick, fJaHis
(KomnnektyBaHHs,
MapKyBaHHS Ta
BTOPUHHE
nakyBaHHS r0TOBOr0O
npoaykTy. KoHTposb
AKOCTI 6anky
roTOBOro NPOAYKTY
Ta KiHLeBOoro
roTOBOro NPOAYKTY);
Hoso Hopgaick
MpoatokcboH CAC,
®paHuia
(MapkyBaHHs Ta

[Oanis/
PpaHuin

BHECEHHS 3MiH [0 peecTpavLiiiHnX
marepianis: 3MiHW | TUNY - 3MiHN Y
cneundikauii A®I (insulin aspart),
a came BW/yYeHHS! 4OAATKOBOrO
TECTY Ha BMICT HITPOreHy, sikuii
6yB cnpsMoBaHuii Ha
nigTBepmxeHHs Tecty HPLC-
assay Ha BMICT iHCyniHy y
aKTVBHIli peyoBUHi

3a peyenmom

UA/14281/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BTOPUHHE
nakyBaHHS rOTOBOro
NPoAyKTY)
229. | PEKTOAENbLT Cyno3unTopii pekTasbHi No Tpommcgopdd M6X HimeuyunHa Tpommcaopdhd HimeuunHa BHECEHHS 3MiH 10 peecTpaljiiiHux | 3a peyenmom UA/0685/01/01
100 100 wmr, no 2 a6o no 6 eHa Ko. Kl 'M6X eHg Ko. KI marepianis: 3mMiHW | TUNY - 3MiHK
cynosuTopiiB y 6icTepi; ofo 6e3nekn/edekTMBHOCTI Ta
no 1 6nicTepy B KaPTOHHIl thapmakoHarnsgy - 3MiHM BHECEHO
Kopo6Li y TEKCT MapKyBaHHSA ynakoBKu
nikapcbKoro 3acoby. BeeAeHHs
3MiH MPOTAroM 6-TW MicsLiB nicns
3aTBEPAKEHHS
230. | PECTACIC® eMy/ibCist o4Ha, 0,5 mr/m; AnnepraH, IHK. CWA AnnepraH Ceiinc CWA BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/10983/01/01
no 0,4 mn 'y do1akoHi; no nnc marepianis: 3MiHW | TUNY - 3MiHK
30 hniakoHiB B ynakoBLi ofo 6esnekn/edpekTMBHOCTI Ta
thapmakoHarnsgy - OHOB/IEHHS
TEKCTY MapKyBaHHS ynakoBKu
niKkapcbKoro 3acoby 3 BHECEHHAM
iHchopmawuii Woao 3a3HaYeHHs
OAVHVLb BUMIPIOBAHHSA Y CUCTEMI
Sl
231. | PMUMHOBA onis opasibHa no 30 r a6o MPAT "®ITOPAPM" YkpaiHa MPAT "®ITOGAPM" YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHnx 6e3 peyenma UA/9198/01/01
onid no 100 r y chnakoHax MaTtepianis: 3MiHu | Tuny -
BBE/IEHHS 04AaTKOBOro po3mipy
cepii N3 - 1000 kr; 3miHn | TNy -
BBEJleHHA JOAATKOBOro PO3Mipy
cepii N3 - 500 «r.
MponoHoBaHa pepakuis 500 kr
(16833 dpnakoHis no 30 r, 5050
thnakoHis no 100 r), 600 kr (20000
donakoHiB no 30 r, 6000 hnakoHiB
no 100 r), 1000 kr (33667
nakoHis no 30 r, 10100
donakoHiB no 100 r)
232. | PO3YBACTAT nopoLUokK (cybeTaHuis) y CeHTpieHT HigepnaHan CeHTpieHT IHais BHECEHHS 3MiH [10 peecTpaviiiHnx - UA/15891/01/01
NH KANbLUIHO noABiHMX dapmacbloTikans dapmacbioTikans marepianis: 3MiHu | Tuny - 3MiHu 3

nonieTuIeHoBMX NakeTax
Ansa hapmayeBTUYHOro
3aCTOCYBaHHS

HesepnaHac B.B.

IHgia MpaiiBiT
NimiTen

akocTi. CepTudpikar
BignosigHocTI/lE-cepTudikat
BiNOBIAHOCTI E€BpONENChKiit
thapmakonei/moHorpadii.
MogaHHA HoBOro abo OHOB/IEHOrO
cepTudpikaTa BignosigHoOCTI abo
BU/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
hapmakonei: ana A®l; gns
BMXiAHOTO
MaTepiany/peareHTy/npomixKHOro
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUPOGHMLTBI ADI; Ans
[0NOMDKHOT peHOBUHM (iHLLI 3MiHW)
- NofAaHHA OHOB/IEHOTO
cepTudikarta BiANoOBIAHOCTI
€sponelicbkili hbapmakonei Ne RO-
CEP 2015-090-Rev 04
(3aTBepmxeHo: RO-CEP 2015-090-
Rev 03). Ak Hacnigok: - MeToaukn
3a nokasHukamu «Onue» Ta
«P034MHHICTb» 6yN0 06’eHaHO B
OAMH NYHKT «XapakTepucTukmn»
6e3 3MiHN Y HOPMYBaHHi; - 3MiHa y
crneundikavii 3a NOKa3HUKOM
«[lomilka G» - 3MiHEHO
HopMyBaHHs A0 0,15%; -
[OONOBHEHHS cnevmdikauii 3a
NoKasHUKOM «laeHTudikavyis»
MeToAuKo «EHaHTioMepHa
yncToTax; - MeTogmka 3a
nokasHukom «CynposigHi
OOMILLKU» NPUBEAEHO Y
Bi4NOBIAHICTb 4O OHOBNEHOT
MoHorpadii EP; - BBeieHHSA
MeToAVKN «Bn3HaueHHsa BMiCTy
dyphypunamiy»; - Tect
«Jlomilka L» BUHECeHW okpemMnm
MYHKTOM; - TecT «OuToBa
KMCNOTa» BUHECEHWI OKpEMUM
MYHKTOM, 6€3 3MiHV Yy meToauui Ta
HOPMYBaHHi; - 3MiHW Y
crneundikavii 3a NOKa3HUKOM
«MikpobionoriyHa unctora»
BignosigHo go EP 2.6.12 Ta
2.6.13; - y cneuudpikauii Ta
MeTO/ax KOHTPOJI0 BHECEHO
nocunaHHs Ha fjtoyy MoHorpadito
EP «Rosuvastatin Calcium»; -
OHOBJ/IEHO XIMIYHY Ha3BYy
PosyBacTaTuHy KasibLio y 3B'A3Ky
3 OHOBJIEHHAM MOHOrpadi; -
HaZiaHo 3BIT 3 OLiHKV PU3VIKIB
CTOCOBHO €/IEMEHTHMX AOMILLOK
BignoBigHO A0 kepiBHUUTBA ICH
Q3D; - BHECEHHA YTOUYHEHHA [0
po3ainy «YnakoBka»; - nepiog
NepPEKOHTPOSII0 3MIHEHO Ha 3 PoKK
(3aTBEPAXKEHO: 2 POKM).
MponoHoBaHa pegakuis:
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

YnakoBka. CybcTaHL;to
ynakoByoTb B aTMocepi a3oTy B
noABiiHWIA NnonieTUNeHoBUIA nakeT

(30BHILLHIli YOPHOTO KOMbOPY),
BMiLLLeHUIA B NOTPINHWIA
namiHOBaHWii nakeT
(noniectep/antominii/nonieTnneH)
3 abCOPOEHTOM KUCHH MiX
naketamu, B NoslieTuIeHOBOMY
6apabaHi. TepMiH MEPEKOHTPOIO.
3 poku. 3mMiHa MOBU BUKNAAEHHS
MKSA N3 3 pocilicbkoi Ha
YKPAIHCbKY.

233.

CEJABIT®
EKCTPAKT
PIOKWIA

EKCTpaKT piaknii
(cybeTaHuisn) y 604kax
nonimepHux ans
BMpOOHULTBA
HEeCTepPWU/IbHNX NiKapCbKuX

thopm

MAT "Tanuuchapm”

YKpaiHa

MAT "Tanuudapm”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
BHECEHHS 3MiH Y peecTpalLiiiHe
nocbe (nigposain 3.2.S5.2.3.
KoHTponb maTepianis) nos'asaHe 3
HeOoOXiJHICTIO NpNBeAEHHS
crneundikauii Ta meToais
KoHTposto ETaHon (96%) y
BignoBigHiCTL Ao Bumor EP/A®Y,
[itoye BUAAHHS; CynyTHA 3MiHa
- 3MiHM 3 AkocTi. A®l. KoHTponb
A®I. 3miHa y meTogax
BUNpo6yBaHHA APl abo BUXigHOrO
mMaTepiany/npombKHOro
npoayKTy/peareHTy, Wo
BMKOPWCTOBYETLCA Y NPOLIECI
BMPO6HULTBA AP (iHLWI 3MiHN Y
mMeToAax BUNpPoGyBaHHSA
(BKIHOYAtOUM 3aMiHy abo
[0noBHEHHS) Ad®| abo
BVIXiLHOrO/MPOMDKHOr0 NPOAYKTY;
3MiHW | TUMY - BUNYYEHHS 3
peecTpauiniHoro Aocke (Migpo3ain
3.2.5.2.3. KoHTponb Matepianis)
iHchopMmawii, woao Ha3su
BMPOGHMWKA peareHTiB
(3aTBEpPAXEHO: [lepaBHe
nignpUeEMCTBO CNUPTOBOI Ta
nikepo-ropinyaHoi NPOMKCIOBOCTI
«YKpPCNMpT»), y 3B'A3KY i3
nepiognuyYHNMK 3mMiHaM1 Ha3B
BMPOGHWKIB peareHTiB, OCKiNIbKM
cneuudikauis Ta MeToau
KOHTPOJI0 SAKOCTI IAEHTUYHI ANns
BCIX BUPOBHWKIB

UA/12508/01/01

234.

CENNCENT®

kancynu no 250 mr, no 10

®.XodpchmaHH-15 PoLu

LLiBeliLapis

Buypo6HMUTBO

ITania/

BHECEHHS! 3MiH 10 peecTpaLiiHnxX

3a peyenmom

UA/6612/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Kancyn y 6nictepi; no 10 nrp Hepo3acoBaHoi LLiBefiuapis marepianis: 3MiHN | TUMY - 3MiHK
6nicTepiB y KAPTOHHIi nNpoAyKuUiT, Lwoao 6e3nekn/edeKTUBHOCTI Ta
nauvj BMNPOGYBaHHSA thapmakoHarnagy - 3MiH1M BHECEHO
KOHTPOJIO AKOCTI: y TEKCT MapKyBaHHS ynakoBku
Jenbthapm MinaHo, nikapcbKoro 3acoby. BeeaeHHs
C.P.1., Itanis; 3MiH NPOTAroM 6-Tu MicALiB nicas
MakyBaHHs, BUNYCK 3aTBEPAKEHHS
cepii: ®.XoddmaHH-
Na Pow JlTg,
LLBeliyapis
235. | CEPETUA™ MOPOLLIOK AJ151 iHraNALiA, nakcoCmiTKnsiAH Benvka "nakco Bennkom PpaHuia/ BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/8524/01/01
ANCKyC™ fo3oBanuit, 50 mkr/100 Ekcnopt fimiteq BpuTanis MpoaakLuH, Benvka marepianis: 3MiHN | TURY - 3MiHW
MKr/go3y, no 60 go3 y ®paHuis; Mnakco BpuTaHis Loao 6e3nekn/edeKTMBHOCTI Ta
auckyci; no 1 guckycy B OnepeiiwHe HOK thapmakoHarnsgy. BeefeHHus abo
KapTOHHI ynakosL,i Nimitea, Benuka 3MiHW [0 y3arasibHEHUX JaHuX Npo
BpuTaHis cuctemy thapmakoHarnsagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy apmakoHarnsgy,
3MiHa YNOBHOB&XeEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3aABHUKA 419 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, SKLo
BOHa BifMiHHA Bif, yNIOBHOBaXEHOI
ocobw, BignoBiganbHoI 3a
3gificHeHHs chapmakoHarnagy
(BK/IHOYAKOUN KOHTAKTHI JaHi)
Ta/ab0 3MiHN Y PO3MILLEHHI
mMacTep-haiina cuctemm
thapmakoHarnsgy) - amiHa
YNOBHOBA&XEHOI 0CO6M 3as1BHYKA,
BiANOBIA&/IbHOI 3a
thapmakoHarnag: fitova pefakuis
— Op. CtiBeH Xo66umxep / Dr.
Stephen Hobbiger, BSc;
MponoHoBaHa pepgakuis — Ap.
MeHc-Ynbpix LLiTermanH / Dr.
Jens-Ulrich Stegmann, MD. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXKEHOT
ocobw, BignoBiganbHoI 3a
thapmakoHarnag. 3miHa Homepy
Ta MiCLle3HaxopKeHHs1 macTep-
dpaiina
236. | CEPETUA™ NOPOLLOK AN iHransuii, nakcoCmiTKnsiiH Benvka "nakco Bennkom DdpaHuis/ BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/8524/01/02
ANCKyCc™ [030BaHuit, 50 Mkr/250 Ekcnopt Jlimiteq, BpuTtaHis MpogakLuH, Benvka marepianis: 3MiHW | TUNY - 3MiHK
MKr/no3y, no 60 no3y ®paHuis; Mnakco BpuTaHis ofo 6e3nekn/eekTMBHOCTI Ta

avckyci; no 1 guckycy B
KapPTOHHIN ynakoBLUi

OnepeiiwHe OK
JlimiTeq, Benvka

thapmakoHarnsgy. BeegeHHs abo
3MiHM [0 y3araslbHEHWX JaHWX Npo
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BputaHis

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
YMNOBHOBaXXEHOT 0CO6M 3as1BHMKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnag: fitoua pegakuis
— [p. CriBeH Xo66umxep / Dr.
Stephen Hobbiger, BSc;
MponoHoBaHa pepakuis — Ap.
MeHc-Ynbpix LLiTermaHH / Dr.
Jens-Ulrich Stegmann, MD. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXKEHOT
ocobu, BignoBifanbHOI 3a
thapmakoHarnag. 3MiHa Homepy
Ta MiCLLe3HaxOKeHHs1 macTep-
dpaiina

237.

CEPETUL™
JNCKYC™

MOPOLLIOK A5 iHransALi,
[n[o30BaHuii, 50 Mkr/500
MKr/no3y, no 60 no3y
avckyci; no 1 guckycy B
KapTOHHI ynakoBL,i

nakcoCmiTKnsiiH

Ekcnopt flimiteq,

Benvka
BpuTaHis

"nakco Bennkom
MpoaakLuH,
®paHuis; Mnakco
OnepeiiwHe OK
NimiTen, Benvka
BpuTaHis

PpaHuis/
Benvka
BpuTaHis

BHECEHHS 3MiH [0 peecTpavLiiHnX
marepianis: 3MiHW | TUMY - 3MiHK
Lofo 6e3nekn/edpekTMBHOCTI 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
3asBHUKA ANA 34ICHEHHSA
hapmakoHarnagy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, YyNOBHOBaXEHOT
ocobu, BiAnoBifabHOI 3a
3AjiCHeHHs1 hapMakoHarnsgy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cuctemm

3a peyernmom

UA/8524/01/03
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
thapmakoHarnsgy) - 3miHa
YMNOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnag: fitoua pegakuis
— [Op. CriBeH Xo66umxep / Dr.
Stephen Hobbiger, BSc;
MponoHoBaHa pepgakuis — Ap.
MeHc-Ynbpix LLiTermaHH / Dr.
Jens-Ulrich Stegmann, MD. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXEHOT
ocobu, BignoBifanbHOT 3a
thapmakoHarnag. 3miHa Homepy
Ta MiCLle3HaxoKeHHs1 macTep-
dpaiina
238. | CINAEKC TabneTtku, BKPUTI My6niyHe akuioHepHe YkpaiHa My6niyHe Ykpaina BHECEHHS 3MiH 40 peecTpaLiiHnx 3a peyernmom UA/18444/02/01
NiBKOBOK 0O0/IOHKOK MO | ToBapucTBo “HaykoBo- akujioHepHe marepianis: 3MiHN | TUMY - 3MiHK
50 wr, no 1 Tabnetuiy BMPOGHUUUIA LEHTP TOBapuCTBO ofo 6e3snekun/edpekTMBHOCTI Ta
6nictepi, no 1 6nictepy B "BopLuariBCbkuii "HaykoBo- thapmakoHarnsay - OHOB/IEHHS
nauuj; no 1 tabnetuiy XimiKo- BMPOGHUYNIA LEHTP TEKCTYy MapKyBaHHS ynakoBK/
6nictepi, no 2 6nictepu B hapmaLeBTUYHNIA "BopLyariBcbkuii niKkapcbKoro 3acoby 3 BHECEHHAM
nadui; no 4 TabneTkm y 3aBog" XiMiKo- iHcbopmauii Woao 3a3HaYeHHs
6nictepi, no 1 6nictepy B thapmaLeBTUYHWIA OAVHWLb BUMIPOBaHHS Y CUCTEMI
nauui 3asopg" Sl
239. | CINAEKC TabneTkn, BKPUTI My6niyHe akuioHepHe YkpaiHa My6niyHe Ykpaina BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyernmom UA/18444/02/02
NiBKOBOK 060/I0HKOK MO TOBapuUCTBO “"HaykoBo- akuioHepHe marepianis: 3MiHW | TUNY - 3MiHK
100 wmr, no 1 TabneTtujy BMPOGHUYUIA LEHTP TOBapuCTBO ofo 6esnekn/edpekTMBHOCTI Ta
6nictepi, no 1 6nictepy B "BopLuariBCcbkuii "HaykoBo- thapmakoHarnsgy - OHOB/IEHHS
nayui; no 1 tabnetui y Ximiko- BUPOGHNUNIA LIeHTP TEKCTY MapKyBaHHS ynakoBKu
6nicTepi, no 2 6nictepu B hapmaLeBTUYHNIA "BopLyariBcbKuii niKkapcbKoro 3acoby 3 BHECEHHAM
nadui; no 4 TabneTkm y 3aBog" XiMiKo- iHchopmauii Woa0 3a3HaYeHHs
6nictepi, no 1 6nictepy B thapmaueBTUYHWI OAVHVLb BUMIPIOBAHHSA Y CUCTEMI
naui 3asopg"
240. | COOEPM® kpem 0,1 %, no 25r1,50ry | TOB "MIBE YKPAIHA" YkpaiHa mi6e M6X HimeuunHa BHECEHHS 3MiH 40 peecTpaLiiHnx 3a peyenmom UA/10254/03/01

Ty6i, No 1 Ty6i B KAPTOHHIA
nauuj

ApuHaiimiTTenb

martepianis: yTOUHEHHs
BUPOOHUKIB B Hakasi MO3
YkpaiHu Ne 1032 Big 25.05.2021
B npoueci BHECEHHs 3MiH (3MiHN
| TUny - 3miHK 3 AKocTi. API.
KoHTposib A®I. 3miHa y MeTogax
BMNpobyBaHHA A®l abo BUXigHOTO
mMaTtepiany/npombKHOro
npoayKTy/pearenTy, Wo
BMKOPWCTOBYETLCA Y NPOLIECI
BMPOOHULTBA AP (iHLWWI 3MiHW Y
mMeToAax BUNPoGyBaHHSA
(BK/KOYAOUM 3aMiHy abo
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

[0noBHEHHs) Ad®| abo
BUXiAHOIO/NPOMIXHOr0 NPOAYKTY) -
3amiHa MeToAy BU3HAYEHHS
po3nogisny 4acTok 3a po3mMipom
(PSD) A®| 6eTameTaszoHy
MeToA0M MIKpOCKonNii Ha MeTof,
nasepHoi audppaxuiii.
3anponoHoBaHo 3.2.5.4.1 &
3.2.5.4.2 Method for determination
of particle size distribution Laser
Diffraction; Ph. Eur. 2.9.31
3.2.5.4.3 Validation of Laser
diffraction method is included;
3MiHu | TUNY - 3MiHK 3 AKOCTi. AdI.
KoHTposnb A®I. 3miHa y
napameTpax crneuudikauii Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneumdikauisx Ha A®l, abo
BVIXiZHWIA/MPOMIXHWIA
npoAayKT/peareHT, Wwo
BMKOPUCTOBYHOTLCSA Y NPOLLECi
BMPOGHMLTBA AD| (3BY>KEHHS
[0MYyCTUMUX MEX, BU3HAYEHUX Y
cneuudikaLyii) - BHECEHHS 3MiH A0
Cneuudpikauii A®| 6eTameTasoHy,
a came: 3MiHa rpaHNYyHUX
xapaktepucTtuk (PSD; peneBaHTHO
mibe GmbH): nocuneHHsa mex
cneuudikaLii Sk TOHLWNI po3nogin
YacTMHOK 3a PO3MIpPOM, a TaKox
BCTaHOB/IEHO [0AATKOBY MEXY.
3anponoHosaHo 3.2.5.4.1
Specification particle size
distribution d (0,9) ? 10 mkm d
(0,5) ? 5 Mmkm d (0,1) ? 3 MKM).
Pepaxuis B Hakasi: TOB "MIBE
YKPAIHA", Ykpaita. BipHa
pepakuis: miée MM6X
ApuHaiimitTenb, HimeyunHa.

241.

CONMIPEHALN
H KCAHTIC

TabneTku, BKpUTI
NNiBKOBOK 060/10HKOID, MO
5 mr; no 10 TabneTok y
6nictepi; no 3 abo no 10
6nicTepiB B KAPTOHHiIl
Kopoo6ui

"KcaHTic ®apma
Nimiten"

Kinp

CaHeka
PapmacbloTikans AT

CnoBaLbka
Pecny6nika

BHECEHHS 3MiH 10 peecTpaviiiHnX
MaTepianis: 3MiHu | Tuny -
BHECEHHS 3MiH [0 MaTepianis
peecTpauiiHoro gocke (p. 3.2.P.7.
Cucrema
KOHTeliHep/3aKynoptoBasbHuWi
3acib), a came BHECEHHS 3MiH A0
Creuundikavii ans
nonietuneHosmx naketis (PE bag
used as a bulk packaging

3a peyernmom

UA/17953/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

material): - BUIy4YeHHs n.
«PeyoBUHW PO3UMHHI Y rekcaHi -
MonionedpiHn», y 38'A3KY 3
OHOBJ/IEHHAIM MOHorpadii EP gns
nonionedqiHis; - KOpekUiliHi npaBku
n. «TeKcT Ta Konip» (He
3aCTOCOBYETHCA /19 YOPHUX
nakeTiB); 3MiHW | TUNYy - BHECEHHSA
[0 matepianiB peecTpauiiHoro
pocee (p. 3.2.P.7. Cuctema
KOHTeliHep/3aKynopoBanbHWi
3acib), a came BBefEHHSA
[0[aTKOBOrO BUPOGHYKA
nonieTUIEHOBUX NakeTis
Novplasta, s.r.o., Slovak Republic.
Martepian (PE bag used as a bulk
packaging material) HoBoro
BMPOGHMKA € aHa0TYHUM
3aTBEPAKEHOMY BUPOBHUKY
(PLASTIC —PACK s.r.0., Slovak
Republic), cneundikauii Ta
MeTOAM KOHTPOJIHO AKOCTI -
iAeHTUYHI

242,

CONI®EHALIN
H KCAHTIC

TabneTtku, BKPUTI
NiBKOBOK 060J10HKOLO, MO
10 mr; no 10 TabneTok y
6nictepi; no 3 abo no 10
6nicTepiB B KAPTOHHIl
Kopobui

"KcaHTic ®apma
Nimiten"

Kinp

CaHeka
dapmacbloTikans AT

Cnosaubka
Pecny6nika

BHECEHHS 3MiH [0 peecTpavuiiHnX
Marepianis: 3miHu | Tuny -
BHECEHHS 3MiH 10 MaTepianis
peecTpauiiHoro gocee (p. 3.2.P.7.
Cucrema
KOHTelHep/3aKynopoBabHWi
3acib), a came BHECEHHS 3MiH A0
Cnevyudpikauii ans
nonietuneHosux naketis (PE bag
used as a bulk packaging
material): - BUy4YeHHs n.
«PeUyoBUHY PO3UMHHI Y rekcaHi -
MonionediHn», y 38'A3Ky 3
OHOBJ/IEHHAIM MOHorpadii EP gns
nonionedqiHis; - KOpekLiliHi npaBku
n. «TeKkcT Ta konip» (He
3aCTOCOBYETHCSA /19 YOPHUX
nakeTiB); 3MiHW | TUNY - BHECEHHSA
[0 MaTepianis peecTpaviiHoro
pocke (p. 3.2.P.7. Cuctema
KOHTelHep/3aKynopoBabHWi
3acib), a came BBeEHHSA
[04aTKOBOro BUPOGHYMKa
nonieTuIeHoBMX NakeTis
Novplasta, s.r.o., Slovak Republic.

3a peyenmom

UA/17953/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Martepian (PE bag used as a bulk
packaging material) HoBoro
BMPOGHMKA € aHaT0TYHUM
3aTBEPMKEHOMY BUPOOHUKY

(PLASTIC —PACK s.r.0., Slovak
Republic), cneundikauii Ta
MeTOAM KOHTPOJIHO AKOCTI -

iAeHTWYHI

243.

COJTIKOBAI'H

po34unH, no 0,5 mny
chnakoHi 3i ckna; no 2
doNakoHM B KOMMNNEKTI 3
rymoBmMmu npobkamu y
KOHTeliHepi 3 niHomnacTy;
no 1 KoHTeliHepy B
Kopoo6ui

MEJA
dapmacbloTikans
CaitceneHg Mrmox

LLsefuapis

Neraci
dapmachboTikans
CsitceneHg MioXx

LLiseiuapis

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

YMOBHOB&XEHOT 0CO6M 3as1BHMKA,

BignoBigasibHOI 3a
dhapmakoHarnsg;

MponoHoBaHa pepgakuis — Dr Eiko

Soehlke, MD MPH. 3mina
KOHTaKTHUX JaHWX YNOBHOBaXXEHOT
ocobu, BiAnoBifabHOI 3a
hapmakoHarnsg. 3miHa
KOHTaKTHUX AaHuUX KOHTaKTHOT
0Cco6y yNnoBHOBaXKEHOI 0Cco6bY,
BignoBigasibHOI 3a
hapmakoHarnsag B YkpaiHi.
3MiHa MicLe3Hax04KEHHS MacTep-
thaiina cuctemu
hapmakoHarnsagy. 3miHa micus

3[iICHEHHST OCHOBHOT Aisi/IbHOCTI 3

chapmakoHarnsgy

3a peyenmom

UA/5526/01/01

244.

COJIKOCEPUN

PO34MH ANs iH ekuii 42,5

MEJA

LLIBeiiuapis

Jeraci

LLiBeiiuapis

BHECEHHS 3MiH [10 peecTpaLiliHnX

3a peyenmom

UA/8587/04/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Mr/M/1 Mo 2 M B aMnyfii;
no 25 aMnyn B KAPTOHHii
ynakosL; no 5 mn B
amnyni; no 5 amnyn B
KapTOHHIA ynakoBLi

dapmacbloTikans
CsiTceneHg M6X

dapmacbloTikans
CsitceneHg Mex

marepianis: 3MiHN | TUMY - 3MiHK
Lwoao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3arasIbHEHUX AaHNX
npo cucTemy thapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0Co6H,
BiiNOBIAabHOT 3a 34iICHEHHS
thapmakoHarnsay; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3asBHUKA A1 3MiACHEHHS
thapmakoHarnagy B YkpaiHi, SKL0
BOHa BifjMiHHa Bif, yNOBHOB&XeHOT
ocobu, BifnoBifabHOI 3a
3[jiCHeHHs1 hapMakoHarnsgy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
mMacTep-caiina cucremm
thapmakoHarnagy) - 3amiHa
YMNOBHOBaXeHOT 0COOM 3asBHMKA,
BignoBigasibHOI 3a
hapmakoHarnsg.
MponoHoBaHa pepakuis — Dr Eiko
Soehlke, MD MPH. 3mina
KOHTaKTHUX JaHWX YNOBHOBaXKEHOT
ocobu, BifnoBifabHOI 3a
hapmakoHarnsg. 3miHa
KOHTaKTHUX JaHuUX KOHTaKTHOT
0Cco6y yNnoBHOBaXKEHOI 0cobu,
BignoBigasibHOI 3a
hapmakoHarnsg B YkpaiHi.
3MiHa MicLLe3Haxo4KeHHs MacTep-
thaiina cuctemu
hapmakoHarnagy. 3miHa Micus
3[jl/iCHEHHSI OCHOBHOI AiA/IbHOCTI 3
chapmakoHarnsgy

245.

CO/NIKOCEPUN

masb 2,07 mr/rno 20 r
masi y Ty6i; no 1 Ty6i B
KapTOHHI ynakoBL,i

MEJA
dapmacbioTikan3
CaiTceneHg Mox

LLiBeiiuapis

Neraci
dapmacbioTikans
CaiTceneHg M'moX

LLiBeiiuapis

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 capmakoHarnsgy,

3MiHa YNOBHOB&XeEHOI 0cobu,
BiANOBIAaA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsay; KOHTakTHoOI

6e3 peyenma

UA/8587/02/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

0ocobu 3 hapmakoHarnsgy
3aABHUKa AN 3MiACHEHHS
hapmakoHarnagy B YkpaiHi, SKL0
BOHa BifMiHHA Bij, yNIOBHOBaXXEHOI
ocobu, BignoBifanbHOI 3a
3pjiicCHeHHs1 hapmakoHarnagy
(BK/HOYAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnsgy) - 3miHa
YMNOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnsag.
MponoHoBaHa pepakuis — Dr Eiko
Soehlke, MD MPH. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXKEHOT
ocobu, BignoBifanbHOI 3a
hapmakoHarnsg. 3miHa
KOHTaKTHUX JaHNX KOHTaKTHOT
0Ccob¥ YNoBHOBaXKEHOI 0cobu,
BiANOBIAa/IbHOI 3a
thapmakoHarnag B Ykpaii.
3MiHa MicLe3Haxo4KeHHsA MacTep-
thaiina cuctemmu
thapmakoHarnsgy. 3miHa micus
3[jACHEHHSI OCHOBHOT AisiNIbHOCTI 3
dpapmakoHarnsay

246.

COJNKOCEPUN

renb 4,15 mr/rno 20 r
rento y Ty6i; no 1 Ty6i B
KapTOHHI ynakosL,i

MEJA
dapmacbioTikan3
CsiTceneHg Mv6X

LLiBefiuapis

Neraci
dapmacbioTikans
Csitceneng M6x

LLiBefiuapis

BHECEHHS 3MiH [0 peecTpavLiiiHnX
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 3MiHW Y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMNOBHOBaXEHOI 0COOU 3asIBHMKA,

6e3 peyenma

UA/15843/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BignoBigasibHOI 3a
hapmakoHarnsg.
MponoHoBaHa pepgakuis — Dr Eiko
Soehlke, MD MPH. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXXeHOT
ocobu, BifnoBifabHOI 3a
hapmakoHarnsg. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI
0Cco6¥ yNnoBHOBaXKeHOI 0cobu,
BignoBigasibHOI 3a
hapmakoHarnsag B YkpaiHi.
3MiHa MicLLe3Haxo4KeHHs MacTep-
thaiina cuctemu
hapmakoHarnagy. 3miHa micus
3[jl/iCHEHHSI OCHOBHOI AifA/IbHOCTI 3
dhapmakoHarnsgy

247.

CO/NIKOCEPUN
AEHTANBbHA
AAFE3NBHA
MACTA

nacta opoMyko3Ha o 5 r
y a/TloMiHieBIl Ty6i; no 1
Ty6i B KQPTOHHIiA KOpO6Lyi

MEJA
dapmacbioTikan3
CaiTceneHg Mox

LLiBeiiuapis

Neraci
dapmacbioTikans
CaitceneHg M'moX

LLiBeiiuapis

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 pepakuis — Dr Eiko

Soehlke, MD MPH. 3miHa
KOHTaKTHUX JaHNX YNOBHOBaXKEHOT
ocobw, BignoBiganbHoI 3a
hapmakoHarnsg. 3miHa
KOHTaKTHUX JaHuUX KOHTaKTHOT
0coby yNnoBHOBaXXEHOI 0Ccobu,
BiANOBIAa/IbHOI 3a

6e3 peyenma

UA/17189/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

thapmakoHarnag B Ykpaii.
3MiHa MicLe3HaxoKeHHsA MacTep-
thaiina cuctemmu
thapmakoHarnsgy. 3miHa micus
3[jACHEHHSI OCHOBHOT Aisi/IbHOCTI 3
hapmakoHarnsay

248.

COH/IOKC®

Tabnetku no 0,015 r, no
10 Tabnetok y 6nictepi;
no 1 a6o 3 6nictepn y
nauuj 3 KapToHy

MAT "Ximchapm3aBop,
"UepBoHa 3ipka"

YKpaiHa

NAT
"Ximchapm3sasop
"YepBoHa 3ipka"

Ykpaina

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

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHVX AaHuX Npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy chapmakoHarnsgy,

3MiHa yNOBHOB&XeHOi 0cobu,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnaay; 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
KOHTaKTHUX JaHWX YNOBHOBaXKEHOT
ocobw, BignoBiganbHoI 3a
3gificHeHHs chapmakoHarnagy

6e3 peyenma

UA/7257/01/01

249.

COH/JOKC®

Tabnetku no 0,015 r, in
bulk: Ne 10000 (no 10
Tabnetok y 6nictepi; no
1000 6nicTepiB y kopobuj
3 KapTOHY)

MAT "Ximdhapm3zasog
"UepBoHa 3ipka"

YKpaiHa

NAT
"Ximchapm3asop
"YepBoHa 3ipka"

YkpaiHa

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 3MjACHEHHS
hapMakoHarnaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3aABHUKa 419 3MiICHEHHS
hapmakoHarnagy B YkpaiHi, Ko
BOHa BifMiHHA Bif, yNOBHOBaXXEHOI
ocobw, BignoBigasibHOI 3a
3[jiCHEHHs1 hapMakoHarnsay

UA/13739/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(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
3[jiCHeHHs1 hapMakoHarnsgy

250.

CMNA3MA/TOH
®

PO34UH A5 iH'EKLi no 2
mn abo 5 mn B amnyni; no
5 a6o 10 amnyn y
6nictepi; no 1 6nictepy B
KapTOHHIM nayui

AT "Coghapma”

Bonrapis

AT "Codhapma”

Bonrapis

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny —
BBe/leHHs BUpo6Huka Centaur
Pharmaceuticals Privat Limited,
Plot No. 76/1, Chikholi MIDC,
Ambernath (W), Dist. Thane — 421
501, Maharashtra, IHgia, ans
KOHTPO/O AKOCTI, CTabiNbHOCTI Ta
MiKpOG6i0M0oriYHOI UMCTOTH
aKTMBHOI cybCTaHLUii niToheHoHy
rigpoxnopug,; 3minu | Tuny —
[OOMNOBHEHHS crneumndikauii Ha AdI
NiTOYEHOHY rigpoxnopug, Big
BMPOGHMKa 13 foaaTkoBUM
napameTtpom N-(2-Chloroethyl)
piperidine HCI (metog GC); 3MiHu |
MRy — 3i cneumdikauii KOHTPOO
aKTUBHOI PEYOBVHY NITOPEHOHY
rigpoxnopug Bupo6Huka M3,
BWJ/Ty4EHO BUNPOBYBaHHA Ha BMICT
3a/TNLLIKOBUX PO3UNHHVIKIB:
Methanol, acetone, cyclohexane,
benzene, N,N Dimethyl formamide

3a peyenmom

UA/3531/01/01

251.

CNNPTON®

PO34MH A151 30BHILLHBLOTO
3actocyBaHHs 70 % no
100 mn 'y dhriakoHax

MPAT "®ITOPAPM"

YKpaiHa

MPAT "®ITOPAPM"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHnX
MaTepianis: 3MiHu | Tuny -
BeAEHHS 40AaTKOBOro po3mMipy
cepii roToBOro /ikapcbKoro
3aco6y. 3anponoHoBaHo: 500 kr
(5719 chnakoHis); 1000 kr (11438
dhnakoHiB)

3a peyenmom

UA/12877/01/02

252,

CNNPTON®

PO34YMH AN15 30BHILLHBOrO
3acTocyBaHHs 96 % no
100 mn y dpnakoHax

MPAT "®ITO®PAPM"

YkpaiHa

MPAT "®ITO®APM"

YkpaiHa

BHECEHHS 3MiH 10 peecTpavuiiHnx
MaTepianis: 3MiHu | Tuny -
BBE/IEHHSI 40AATKOBOrO po3mipy
cepii roToBOro NikapcbKoro
3acoby. 3anponoHoBaHo: 500 kr
(6242 chnakoHu); 1000 kr (12484
d1akoHwn)

3a peyenmom

UA/12877/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

253.

CTUMON®

MOPOLLIOK LUMAYYNiA ANns
NPUroTyBaHHA OPasbHOro
posuvHy no 1rs.
nakeTuKy; no 18 nakeTukis
B KapTOHHI kopobui

BIOKOJEKC

®paHLis

BIOKOJEKC

®paHuis

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

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy hapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy thapmakoHarnsgy,

3MiHa yNOBHOB&XeHOI ocobu,
BigNoBiAa/IbHOI 3a 34jACHEHHS
thapmMakoHarnagy; KOHTaKTHOI
ocobu 3 hapmakoHarnagy
3asiBHMKA AN 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, KO
BOHa BifMiHHa Bif, yNOBHOBaXEHOI
ocobw, BignoBigasibHOI 3a
3[iiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI faHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa

YMOBHOB&XEHOT 0CObM 3as1BHMKA,

BignoBiganbHOI 3a
thapmakoHarnag.
MponoHoBaHa pepakuis: Hatani
XXodhapp / Joffre Nathalie. 3miHa

KOHTaKTHUX AaHuX YNOBHOBaXKEHOT
0Cco6M 3as1BHMKA, BignoBigasibHOT

3a thapmakoHarnag

6e3 peyenma

UA/12606/01/01

254,

CTUMON®

pO3unH opasibHUiA, 1 /10
M no 10 My nakeTuky,
no 18 nakeTukis y
KapTOHHI/ Kopoo6Li

BIOKOJEKC

PpaHuis

BIOKOJEKC

®paHuis

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

thapmakoHarnsgy. BeegeHHns 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
3asBHUKA ANA 34ICHEHHSA
hapmakoHarnagy B YkpaiHi, SKLo

BOHa BifjMiHHa Bif, YyNOBHOBaXEHOT

ocobu, BiAnoBifabHOI 3a
3AjiCHeHHs1 hapMakoHarnsgy
(BK/THOYAKOUMN KOHTAKTHI AaHi)

Ta/abo 3MiHW y PO3MILLEHHI

6e3 peyenma

UA/6937/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

mMacTep-caiina cucremm
thapmakoHarnagy) - 3amiHa
YMNOBHOBaXeHOT 0COOM 3asBHMKA,
BignoBigasibHOI 3a
hapmakoHarnsg.
MponoHoBaHa pegakuis: Hatani
XKodhdpp / Joffre Nathalie. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXKEHOT
ocobu 3asBHUKA, BiANOBIAAUTbHOI
3a thapmakoHarnag

255.

CTUMYNTOTOH
®

TabneTtku, BKPUTI
NAiBKOBOK 060/10HKOLO, MO
100 wmr, no 14 Tabnetok y
6nicTepi; no 1 abo 2
6nicTepun y KapTOHHIl
Kopobui

3AT dapmaueBTUYHNI
3aBof EliC

YroplmHa

3AT
dapmaleBTUYHNI
3aBog ElC

YropumHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
Marepianis: 3miHu | Tuny -
3aTBEePMKEHHS TEKCTY IHCTpYKLi
ONA MeAnYHOro 3acTOCyBaHHS Ta
TEKCTYy MapKyBaHHs ynakoBKu
nikapcbKoro 3acoby o
PeecTtpauiiHoro noceigueHHs Ne
UA/3195/01/01, 3aTBEpPAXEHOrO
Haka3om MO3 Big 23.10.2020 Ne
2417. IHchopmauis, BUKIageHa B
IHCTPYKUIiT AN MeauYHOro
3aCcTOCyBaHHs NikapCbKoro
3acoby, BifnoBigae OHOBJIEHIN
iHchopmawii 3 6e3nekn
3aCTOCyBaHHSA Ait0H0i pevOBUHU
nikapcbkoro 3acoby

3a peyernmom

UA/3195/01/01

256.

CTONTYCUH-
TEBA

Kpansi opasibHi, pO34uH,
no 10 mn a6o 25 mny
h1aKoHi 3 KPULLIKOKO-
KpanenbHuLeto; no 1
dhnakoHy B KOPOOL

TOB «TeBa YkpaiHa»

YKpaiHa

TeBa Yex IHAacTpi3
c.p.o.

Yecbka
Pecny6nika

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMaTtepianis: 3mMiHa 3asaBHUKaA
(BnacHvika peecTpadiiHoro
noceigyeHHs) (3rigHo Hakasy MO3
Big, 23.07.2015 Ne 460): 3MiHu |
TMny - 3MiHK Woa0
6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy. BeeneHHs abo
3MiHM [0 y3arasibHEHUX JaHuX Npo
cuctemy thapmakoHarniagy
(BBEAEHHSA Y3arasIbHEHUX AaHWX
npo cuctemy capmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0Co6H,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHoOI
0cobu 3 hapmakoHarnagy
3asBHUKa A1 3MiACHEHHS
hapmakoHarnsgy B YkpaiHi, SKL0
BOHa BifMiHHa Bif, yNOBHOBaXXeHO|
ocobw, BignoBiganbHoI 3a
34ificHeHHs chapmakoHarnsgy

6e3 peyenma

UA/2447/01/01
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KpaiHa

Bupo6HuK

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep

peecmpayiliHo2o

n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

3asiBHUKa

BUPOOGHUKa

(BK/HOHAKOUN KOHTAKTHI JaHi)

nocsio4YeHHs

CcMC

IHais

Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnagy) 3miHa

YMNOBHOBaXEHOT 0CO6M 3asiBHMKA,

BiANOBIAa/IbHOI 3a

thapmakoHarnag. [ivoya pegakuis:

Orit Stern-Maman. MNponoHoBaHa

pepakuis: Buctposa OkcaHa

BitaniiBHa. 3MiHa KOHTaKTHWX

[aHux yrnoBHOBaXXeHO! 0cobu

3asBHWKa, BiANOBIAaIbHOT 3a

dpapMakoHarnsg.

BHECEHHS 3MiH [10 peecTpaviliHnx

UA/14825/01/01

257.

CYMATPUNTA
HY CYKUNHAT

nopoLUoK (cybeTaHuis) y
noABINHNX
nonieTUIeHOBUX NakeTax
ans hapmaueBTUYHOTO
3acToCyBaHHS

ToBapucTBO 3
obmexeHoro
BigNoBiga/IbHICTIO
"GapmaueBTnyHa

KomnaHis "3g0pos'a”

YKpaiHa

OAPMACBIOTIKAN
3 NIMITE]

marepianis: 3miHu | Tuny -

nofaHHA OHOBMEHOTO cepTudikara
BiANOBIAHOCTI EBpONeiichbkili

thapmakonei Ne R1-CEP 2007-
329-Rev 05 gns cyberaHuii

CymaTpunTaHy CyKLMHAT Bif, BXe

3aTBEPAKEHOr0 BUPOGHMKA SMS

PHARMACEUTICALS LIMITED,

India Ta, sk Hacnigok:

- YTOUHEHHS aApecn BUpPO6HULTBA
cy6eTaHuii (6e3 3miHun
MiCLLe3HaXOMKEHHS [iNbHUL);
3anponoHosaHo: CMC
SAPMACBIOTIKANS NIMITEL,
FOHIT 1I-MnoT Ne24&24B, eHp,
36&37 C.B. Ko-Onepartis
IHpacTpian Ecteit Bavynanni,
Mepuan-Mankagxripi JicTpikT
IHAis-500 090 Xangepabag,
TenaHraHa, IHAis - yTOUHEHHS

XiMIYHOT Ha3Bu cybCcTaHuji y
BignosigHOCTI A0 MOHorpadii EP
Ail04oro BMAaHHA (3aTBepaKeHo:

3-(2-(ammeTnnamiHo)etnn)-1H-
iHgon-5-nn) —N-
MeTuIMeTaHcyIboHaMig,
ripporeH 6yTaHioHar;
3anponoHoBaHo: 1-(3-(2-
(ammeTtunamiHo)etun)-1H-iHgon-5-
in) —N-meTunmeTaHcynboHamig
rigporeH 6ytaHgioHar); -
npvBeAeHHs HOPMYBaHHS
fomiwky E Ta meToamkn 3a
nokasHukom “CynpoBsigHi 4OMILLKKN”

[0 MoHorpadii EP gitoyoro
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BUAAHHSA
(3anponoHoBaHo: He 6inbLe 0,1
% powmiwku E). - npuBefeHHs
METOAMKM 38 NOKa3HNKOM
“Oomiwkm A i H” go MmoHorpadit
EP pjtoyoro BugaHHs; -
NpvBeAEHHS METOANKMN 3a
NOKa3HUKOM “3a/TNLLKOBI KifIbKOCTi
OpraHiyHUX PO3UYMHHUKIB" A0
oHossieHoro CEP

258.

CYMINAP

Kancynu tBepai no 5 mr/10
MF; MO 7 Kancyn TBepAuX y
6nictepi; no 4 6nictepn y
KapTOHHIA KOopoo6Li

CaHpo3
dapmacbloTikans g.4.

CnoseHisa

Apamep ®apma
C.A., MonbLwa
(BUpPOGHMLTBO in
bulk, TecTyBaHHs,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs);
Apamen ®apma
C.A., Monbwa
(TecTyBaHHs); Jlek
PapmaueBTUYHaA
KoMnaHisa g.4.,
CnoBeHis (BunycK
cepii)

MonbLa

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

thapmakoHarnsgy. BeefeHHus abo

3MiHW [0 y3arasibHEHUX JaHuX Npo
cuctemy thapmakoHarnsagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy apmakoHarnsgy,
3MiHa YNOBHOB&XeEHOI 0cobu,
BiANOBIAA/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
mMacTep-haiina cuctemm
thapmakoHarnsgy) - amiHa

YNOBHOBA&XEHOI 0CO6U 3as1BHYMKA,

BiANOBIA&/IbHOI 3a
thapmakoHarnsag.
MponoHoBaHa pepakuin: David J

Lewis, B.Sc (Hons), Ph. D. 3miHa

KOHTaKTHUX JaHWX YNOBHOBaXKEHOT
0co6u 3asBHKKa, BiANOBiAa/IbHOT

3a (hapmakoHarnsg,. 3miHa

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

3a 3fjiicHeHHs hapmakoHarnsgy B
YkpaiHi. MponoHoBaHa pefakuis:

Opnos B’ayecnas Biktoposuu.
3MiHa KOHTaKTHUX AaHnX

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

3a 34jiicHeHHs chapmakoHarnsay B

3a peyenmom

UA/15320/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
YkpaiHi. 3MiHa MicuA 34iiCHEHHS
OCHOBHOT fisifIbHOCTI 3
thapmakoHarnsgy. 3miHa
MiCLie3HaxopKeHHs1 macTep-
thaiina cuctemu chapmakoHarnsgy
Ta lioro Homepy
259. | TABJIETKU BIA, | Tabnetku no 50 mr, no 25 dapmacaiiHc IHK. KaHapa dapmacaiiHc IHk. KaHapga BHECEHHS 3MiH [0 peecTpavyiiiHnX 6e3 peyenma UA/0653/01/01
3AXUTYBAHH a6o 10 Tabnetok y marepianis: 3mMiHW | TUNY - 3MiHK
ATA HYAOTU 6nictepi; no 1 6nictepy y oo 6e3nekn/edeKTMBHOCTI Ta
KapTOHHI ynakoBL,i hapmakoHarnsgy - BHECEHHS 3MiH
0o posainy MKA: 'padmyeckoe
ochopmieHNE YNaKoBOK
MponoHoBaHa pegakuis:
MapkupoBka B cooTseTcTBUM C
YTBEPXAEHHBIM TEKCTOM
MapK1poBKW. OHOBNEHHS TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro
3ac06y 3 BHECEHHAM iHchopmaLi
00 3a3HaYeHHS OANHNLB
BMMIpIOBaHHA y cuctemi Sl.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALIB MiC/1A 3aTBEPKEHHS
260. | TANNITOH® Tabnetku no 6,25 mr; no 3AT dapmaLeBTUYHNIA YropwmHa 3AT YropwumHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/0947/01/01
20 a6o 30 Tabnetok y 3aBog ElIC dapmaueBTUYHNI marepianis: 3miHu | Tuny -
donakoHi; no 1 dpakoHy B 3aBog, ElC noJaHHA OHOBJ/IEHOIO
KapTOHHI Kopobui; no 7 CepTudikaty BiANOBIAHOCTI
Tabnetok y 6nictepi; no 2 €Bponelicbkin hapmakonei R1-
abo 4 6nictepn y CEP 2002-089-Rev 03
KapTOHHIA KopooLi (nonepegaHs Bepcis R1-CEP 2002-
089-Rev 02) Big BXe
3aTBEPAKEHOTO BUPOOHMKA
MOEHS IBERICA S.L., Spain, gns
A®I Kapsegunony
261. | TANNITOH® Tabnetku no 12,5 mr; no 3AT dapmaneBTUYHNIA YropumHa 3AT YropLmHa BHECEHHS 3MiH [10 peecTpaviiiHnX 3a peyenmom UA/0947/01/02
20 a6o 30 Tabnetok y 3asog ETIC dapmMaLeBTUYHUIA marepianis: 3miHu | Tuny -
dhonakoHi; no 1 dp1akoHy B 3aBog, ElC nofaHHsA OHOBJ/IEHOTO
KapTOHHI Kopobui; no 7 CepTudikaty BianoBiAHOCTI
Tabnetok y 6nictepi; no 2 €sponeiicbkiii hapmakonei R1-
abo 4 6nictepn y CEP 2002-089-Rev 03
KapTOHHIA KopooLi (nonepepaHs Bepcis R1-CEP 2002-
089-Rev 02) Bif BXE
3aTBEPAKEHOrO BUPOOHMKA
MOEHS IBERICA S.L., Spain, gns
A®I Kapsegnnony
262. | TANITOH® Tabnetkn no 25 wmr, no 20 3AT dapmaueBTUYHUIA YroplimHa 3AT YropwumHa BHECEHHS 3MiH 10 peecTpaLiiHnX 3a peyenmom UA/0947/01/03
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
abo 30 TabneTok y 3aBog ElIC dapmaleBTUYHNI Marepianis: 3miHu | Tuny -
dhnakoHi; no 1 dpnakoHy B 3aBop, ElC nofaHHA OHOBJ/IEHOIO
KapTOHHiiA Kopobuj; no 14 CepTudpikaTy BifnoBigHOCTI
Tabnetok y 6nictepi; no 1 €Bponelicbkin hapmakonei R1-
abo 2 6nictepn y CEP 2002-089-Rev 03
KapTOHHiiA KOpo6Li (nonepepaHs sepcia R1-CEP 2002-
089-Rev 02) Big BXe
3aTBEPAKEHOTO BUPOOHMKA
MOEHS IBERICA S.L., Spain, ans
A®| Kapsegnnony
263. | TAPKA® Tabnetkn 3 A660TT Jlabopatopis HimeuyunHa AG6GBI [oliunaHpg, HimeuunHa BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/8978/02/01
MogucpikoBaHUM vM6X v6X i Ko. KI marepianis: 3MiHW | TUMY - 3MiHK
BWBI/TbBHEHHAM, BKPUTI BHECEHO B iHCTPYKL,il0 AnA
NMiBKOBOK 060/M0HKOM, 2 MeAMUYHOr0o 3aCTOCYBaHHS
Mmr/180 mr no 14 tTabneTok nikapcbkoro 3acoby A0 po3ginis
y 6nicTepi; no 2 6nictepu "B3aemogis 3 iHWMMM SliKapCbKUMu
B KapTOHHIi KopobLyi 3acob6amu Ta iHLWi Buan
B3aemogiin" Ta "MepeposysaHHSA"
3rigHo 3 pekomeHgauisvm PRAC
264. | TAPKA® Tabnetkn 3 A660TT Jlabopatopis HimeuyunHa AGGBI [oliunaHpg, HimeyunHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/8978/02/03
MogucpikoBaHUM rvM6X 6X i Ko. KI marepianis: 3MiHW | TUMY - 3MiHK
BVBI/IbHEHHAM, BKPUTI BHECEHO B IHCTPYKL,it0 A/1A
NMiBKOBOK 060MOHKOM, 4 MeJUYHOro 3aCTOCYBaHHs
Mr/240 mr no 14 tTabneTok nikapcbkoro 3acoby A0 po3ginis
y 6nicTepi; no 2 6nictepu "B3aemogis 3 iHWMMKU NiKapCbKUMu
B KapTOHHIi KopobLyi 3acob6amu Ta iHLWi Buan
B3aemogiin" Ta "Mepepo3syBaHHS"
3rigHo 3 pekomeHgauismm PRAC
265. | TACUTHA Kancynu Teepgi no 200 wr; HosapTic ®apma Al LBeliuapis HosapTic ®apma LBeliuapis BHECEHHS 3MiH 10 peecTpaLiiiHnx | 3a peyenmom UA/8979/01/01

no 14 kancyn y 6nictepi;
no 2 6nictepu y kopobu,i 3
KapToHy; Mo 4 kancynm y
6nicTepi; no 7 6nictepis y
KOpo6Lii 3 KAPTOHY

LWTenH Al

marepianis: 3MiHW | TUMY - 3MiHK
BHECEHO [0 IHCTPYKUiT ANns
MeNYHOro 3aCTOCyBaHHS
NiKkapcbKoro 3acoby Ao posginis
"B3aemogis 3 iHWMMU NiKapCbKUMu
3acob6amu Ta iHLWi BUAK
B3aemMogiin" "Mo6iuHi peakuii*
BiANOBIAHO A0 pekomeHAaLii
PRAC. BeefieHHs 3MiH NpOTArom
6-T1 MicsAUIB Nicn1A 3aTBEPAKEHHS;
3MiHu |l TNy - 3MiHW BHECEHO A0
IHCTPYKLii 418 MeguyHoro
3aCTOCYyBaHHS /Nikapcbkoro 3acoby
40 po3ainy "Mo6iyHi peakuyii”
BiAANOBIAHO A0 MaTepiasnis
peecTpauiiiHoro aocbe. BBeAeHHs
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPAXKEHHS
266. | TACUTHA Kancynu TBepgi no 150 wr; Hosaptic ®apma Al LLIseliyapis HoBapTic ®apma LLIseliyapis BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/8979/01/02
no 4 kancynu y énictepi; LWTeiiH Al marepianis: 3MiHW | TUMY - 3MiHK
no 7 6nictepis y kopobui 3 BHECEHO [0 IHCTPYKUiT ANns
KapToHy MeJMNYHOro 3aCTOCyBaHHS
nikapcbKkoro 3acoby A0 po3ginis
"B3aemopis 3 iHWMMU NiKapCbKnMmun
3acobamu Ta iHLWi BUAm
B3aemogiin" "MNobivHi peakuii”
BiANOBIAHO A0 pekomeHAaLii
PRAC. BeegeHHs 3MiH NpOTArom
6-TV MicALIB NiCN1A 3aTBEPLKEHHS;
3MiHu |l TUNYy - 3MiHW BHECEHO A0
IHCTPYKUii 4Nna MeguyHoro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby
00 po3gainy "Mo6iyHi peakuyii”
BiANOBIAHO A0 MaTepiasniB
peecTpaujiiHoro Aocke. BBeaeHHS
3MiH NPOTArom 6-Tu MicsiLiB nicns
3aTBEPMKEHHS
267. | TEMOAAN® Kancynu no 20 mr, no 1 Mepk Wapn i Joym LLiBeiuapis OpioH ®apma, ®PiHnaHgia/ BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/4893/01/02
Kancyniy cawe; no 5 a6o IOEA Tm6X PiHnaHaia Benbris mMartepianis: 3MiHu | TUNY - 3MiHK 3
no 20 calue y KapTOHHii (anbTepHaTMBHWMIA sikocTi. CepTudikat
Kopoo6Ui KOHTPO/Ib AKOCTI); BignosigHocTI/lE-cepTudpikar
OpioH ®apwma, BiANOBIAHOCTI EBpONechbkili
PiHNAHAIA thapmakonei/moHorpadii. 3miHu,
(BMPOGHMLTBO noB'A3aHi 3 HeOOXiAHICTIO
Hepo3dacoBaHOl npuBeAEeHHs y BiANOBIAHICTb A0
NpoAyKLii, NepBUHHa MoHorpadii PY abo
ynakoBka Ta €Bponeiicbkoi thapmakonei, abo
KOHTPO/Ib SIKOCTI); iHLWOT HavuioHanbHOI hapmakonel
LepiHr-Mnay N1a6o aepxasu €C (3miHa y
H.B., Benbria cneuudikauii HedhapmakonenHoro
(nepBuHHa Ta A®I ona npuBefeHHA y
BTOPVHHA yNnakoBKa, BiANOBIAHICTb A0 BUMOT AdY abo
[03BiN Ha BUNYyCK €Bponeiicbkoi thapmakonei, abo
cepii) iHLWIOT HauioHanbHOI hapmakonel
aepxasun €C) - Ad®| - npuBeaeHHS
crneundikavii A®l Temosonomigy y
BiANoBiAHICTL A0 MOHOrpadii EC
268. | TEMOAAN® kancynu no 100 mr, no 1 Mepk LWapn i Joym LLIBeliyapis OpioH ®apma, dinnaHgia/ BHECEHHS 3MiH 40 peecTpaLiiHnx 3a peyenmom UA/4893/01/03
Kancyni y cawe; no 5 a6o IAEA TM6X PiHNAHaia Benbris mMartepianis: 3MiHU | TUMY - 3MiHU 3
no 20 calue y KapToHHil (anbTepHaTMBHWIA akocTi. CepTudikar

Kopobui

KOHTPO/Tb SIKOCTI);

BignosigHocTI/lE-cepTucpikar

180




Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
OpioH ®apwma, BiANOBIAHOCTI EBpONechbkil
PiHnAHaia thapmakonei/MoHorpadii. 3miHu,
(BPO6GHMLTBO noB'aA3aHi 3 Heo6XigHICTIO
Hepo3dacoBaHoi npuBELEHHS Y BiANOBIAHICTb A0
nNpoAayKLuii, nepBnHHa MoHorpadii 4dY abo
ynakoBka Ta €Bponeiicbkoi thapmakonei, a6o
KOHTPO/Ib SIKOCTI); iHLIOT HauioHasTbHOI hapmakonel
LepiHr-Mnay Na6o nepxasun €C (3miHa y
H.B., Benbris cneumdikadii HedpapmakoneinHoro
(nepBuHHa Ta A®| onsa npuBefeHH:A y
BTOPVHHA yNnakoBkKa, BignoBigHICTb 40 BUMOr AdY abo
[03BiN Ha BMNYCK €Bponeiicbkoi thapmakonei, a6o
cepii) iHLIOT HauioHasTbHOI dhapmakonel
nepxasun €C) - A®I - npuBeeHHsS
cneuudikauii APl Temosonomigy y
BiANOBIAHICTb A0 MOHOrpadii EC
269. | TEMOMEAAK Kancynu no 5 mr, no 5 a6o Mepak Nesenbluadt HimeuyunHa Mepak lesenbwadt | HimeyunHa/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/13562/01/01
20 kancyn y gonakoHi, no 1 dotop KNiHiwe drop KNiHiwe ITanis marepianis: 3MiHW | TURY - 3MiHK
chnakoHy B naui LLineujansnpenapare Lneuiansnpenapat Loao 6e3nekn/edeKTMBHOCTI Ta
M6X e M6X, HimeuunHa hapmakoHarnsgy. BeefeHHs abo
(BMPOGHUIK, LLIO 3MiHW [0 y3arasibHEHUX JaHuX Npo
BignoBigae 3a cucTemy chapmakoHarnsgy
BTOPWHHY YNaKoBKY, (BBEAEHHSA y3araslbHEHNX AaHUX
KOHTPO/1b/BUNPOGYB npo cuctemy hapmakoHarnsay,
aHHS cepii, f03BIN 3MiHa yNOBHOB&XEHOI 0cobu,
Ha BuUnyck cepii); BiANOBIAA/IbHOI 3a 34iiCHEHHS
Hepdapma C.p.J1., thapmakoHarnsay; KOHTakTHoOI
ITanis (BMpo6HNLTBO ocobu 3 hapmakoHarnsgy
Hepo3dacoBaHoI 3aABHUKa 419 34iACHEHHS
NpoAyKLii, NepBUHHA hapmakoHarnsgy B YkpaiHi, SKLo
ynakoBKa, BOHa BifMiHHA Bif, yNIOBHOBaXEHOI
KOHTPO/1b/BUNPOGYB ocobw, BignoBiganbHoI 3a
aHHA cepil); Xaynt 3[jliCHEHHST chapMakoHarnsay
dapma Amaper (BK/HOYAKOUN KOHTAKTHI JaHi)
'M6X, HimeyunHa Ta/ab0 3MiHN Y PO3MILLEHHI
(BUPOGHMLTBO mMacTep-haiina cuctemm
Hepo3dacoBaHoi thapmakoHarnsgy) - amiHa
NpoAyKLUii, NepBnUHHa KOHTaKTHOT 0CO6U YNOBHOBaXEHOT
yrnakoBkKa, ocobu 3asBHUKA, BiANOBIAAUIbHOI
KOHTPO/b/BMNPOGYB 3a hapmakoHarnag B Ykpaii.
aHHsA cepii) MponoHoBaHa pepakuin: BakyH
AHHa OnekcaHgpiBHa. 3miHa
KOHTaKTHUX JaHnX KOHTaKTHOT
0Cco6M yNnoBHOBaXKEHOI 0Co6YU
3asBHWKa, BiANOBIAaIbHOT 3a
hapMakoHarsiag B YKpaiHi
270. | TEMOMEAAK Kancynu no 20 mr, no 5 Mepak lesenbluadt HimeuyunHa Mepak lesenbwadt | HimeuyunHa/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/13562/01/02
a60 20 kancyn y nakoHi, dotop KANiHiwe dorop KNiHiwe ITanis marepianis: 3MiHW | TMAy - 3MiHK
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
no 1 donakoHy B navui LLineujansnpenapare Lneuiansnpenapat LoAo 6e3nekn/edeKTMBHOCTI Ta
M6X e M6X, HimeuunHa thapmakoHarnsgy. BeegeHHs a6o
(BMPOGHUIK, LLIO 3MiHW [0 y3ara/lbHEHUX JaHuX Npo
BignoBigae 3a cuctemy chapmakoHarnsgy
BTOPWHHY YNaKoBKY, (BBEAEHHSA y3araslbHEHVX AaHUX
KOHTPO/b/BUNPOGYB npo cuctemy chapmakoHarnsgy,
aHHs cepii, fO3BIN 3MiHa YyNOBHOB&XeHOI 0cobu,
Ha BuUnyckK cepii); BiANOBIAa/IbHOI 3a 34iiCHEHHS
Hepdapma C.p.J1., thapmakoHarnagy; KOHTakTHoOl
ITanis (BMpo6HNLTBO 0ocobu 3 hapmakoHarnsgy
Hepo3dacoBaHoi 3aABHUKa 419 34iACHEHHS
NpoAyKLii, NepBUHHa thapmakoHarnagy B YkpaiHi, SKLo
ynakoBKa, BOHa BifMiHHA Bif, yNIOBHOBaXXEHOI
KOHTPO/b/BUNPOGYB ocobu, BignoBifanbHOI 3a
aHHA cepil); Xaynt 3[jiicCHeHHs1 hapMakoHarnsay
dapma Amaper (BK/IHOYAKOUN KOHTAKTHI JaHi)
'M6X, HimeyunHa Ta/abo 3MiHV Y PO3MILLEHHI
(BMPOGHMLTBO MacTep-caiina cucremm
Hepo3acoBaHoi thapmakoHarnsgy) - 3miHa
nNpoAayKLUii, NepBnHHa KOHTaKTHOT 0CO6U YNOBHOBaXEHOT
yrnakoBkKa, ocobu 3asBHUKA, BiANOBIAAUTbHOI
KOHTPO/1b/BMNPOGYB 3a hapmakoHarnag B Ykpaii.
aHHsA cepii) MponoHoBaHa pepakuin: bakyH
AHHa OnekcaHgpiBHa. 3MiHa
KOHTaKTHUX aHNX KOHTaKTHOT
0cobu yNnoBHOBaXXeHOoI ocobu
3asBHMKa, BiANOBIAaIbHOT 3a
dhapMakoHarsisg B YKpaiHi
271. | TEMOMEAAK kancynu no 100 wmr, no 5 Mepak Nesenbluadt HimeuyunHa Mepak lesenbwadt | HimeyunHa/ BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/13562/01/03
a60 20 kancyn y dnakoHi, dotop KNiHiwe drop KNiHiwe ITanis marepianis: 3MiHu | TURY - 3MiHK
no 1 donakoHy B nauui LLineujansnpenapare Lneuiansnpenapat Loao 6e3nekn/edeKTMBHOCTI Ta
M6X e M6X, HimeuunHa thapmakoHarnsgy. BeefeHHus abo
(BMPOGHUIK, LLIO 3MiHW [0 y3arasibHEHUX JaHuX Npo
BignoBigae 3a cucTemMy chapmakoHarnsgy
BTOPWHHY YNaKoBKY, (BBEAEHHSA y3araslbHEHVX AaHUX
KOHTPO/1b/BUNPOGYB npo cuctemy hapmakoHarnsgy,
aHHS cepii, f03BIN 3MiHa YNOBHOB&XeEHOI 0cobu,
Ha BuUnyck cepii); BiANOBIAaA/IbHOI 3a 34iiCHEHHS
Hepdapma C.p.J1., thapmakoHarnsgy; KOHTakTHoOI
ITanis (BMpo6HNLTBO ocobu 3 hapmakoHarnsgy
Hepo3dacoBaHoI 3aABHUKa 419 34iACHEHHS
NpOoAyKLii, NepBUHHA hapmakoHarnsgy B YkpaiHi, SKLo
ynakoBKa, BOHa BifMiHHA Bif, yNIOBHOBaXEHOI
KOHTPO/b/BUNPOGYB ocobw, BignoBiganbHoI 3a
aHHA cepil); Xaynt 3[jlicCHEHHST chapMmakoHarnsay
dapma Amaper (BK/HOYAKOUN KOHTAKTHI JaHi)
'M6X, HimeyunHa Ta/ab0 3MiHN Y PO3MILLEHHI
(BUPOGHMLTBO mMacTep-haiina cuctemm
Hepo3dacoBaHoi chapMakoHarssgy) - 3amiHa
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
NpoAyKLii, NepBUHHA KOHTaKTHOT 0CO6GU YNOBHOBaXKEHOT
yrnakoBkKa, 0co6u 3asBHKKa, BigNoBigas/IbHOT
KOHTPO/b/BUNPOGYB 3a hapmakoHarnag B Ykpaii.
aHHs cepii) [MponoHoBaHa pepakuis: BakyH
AHHa OnekcaHfpiBHa. 3MiHa
KOHTaKTHUX JaHUX KOHTaKTHOT
0cobu ynoBHOBaXeHOT 0cobum
3asBHVKa, Bi4NOBiAa/IbHOT 38
hapmakoHarnsg B YkpaiHi
272. | TEMOMEAAK kancynv no 140 mr, no 5 Mepak e3enbwadT HimeuyunHa Mepak lesenbwadt | HimeuunHa/ BHECEHHS 3MiH 10 peecTpaljiiiHux | 3a peyenmom UA/13562/01/04
Kancyn y dpnakoHi, no 1 dotop KNiHiwe dorop KNiHiwe ITania marepianis: 3mMiHW | TUNY - 3MiHK
donakoHy B nauuj LLineuianbnpenapare Lnewuiansnpenapat ofo 6e3nekn/edekTMBHOCTI Ta
M6X e M6X, HimeuunHa thapmakoHarnsgy. BeegeHHs abo
(BUPOBHVIK, L0 3MiHW [0 y3ara/ibHeHUX JaHuX Npo
BignoBsigae 3a cuctemy chapmakoHarnsgy
BTOPWHHY YNakoBKy, (BBEAEHHSA y3araslbHEHVX AaHUX
KOHTPO/b/BUNPOOYB npo cucTemy chapmakoHarnsgy,
aHHsA cepii, A03BIN 3MiHa yNOBHOB&XeHOi 0cobu,
Ha BUMYyCK cepii); BiANOBIAa/IbHOI 3a 34iiCHEHHS
Hepdapma C.p.J1., hapMakoHarnaay; KOHTaKTHOI
ITanis (BMpo6HNLTBO ocobu 3 hapmakoHarnsgy
Hepo3dacoBaHoi 3as9BHUKA ANS 34iICHEHHS
NpoAayKLUii, NepBnUHHa hapmMakoHarnagy B YkpaiHi, Ko
yrnakoBkKa, BOHa BifMiHHA Bif, yNOBHOBaXXEHOI
KOHTPO/b/BMNPOGYB ocobwu, BignoBifanbHOT 3a
aHHA cepil); Xaynt 3[jiCHEeHHs1 hapMakoHarnsay
Papma Amaper (BKNHOYAKOUN KOHTAKTHI JaHi)
v6X, HimeyunHa Ta/abo 3MiHV Y PO3MILLEHHI
(BUPOBHMLTBO MacTep-caiina cucremm
Hepo3chacoBaHoi thapmakoHarnsgy) - 3miHa
NpoAyKLii, NepBUHHA KOHTaKTHOT 0CO6U YNOBHOBaXKEHOT
yrnakoBka, 0co6u 3asBHKKa, BigNOBiAa/IbHOT
KOHTPO/b/BMNPOGYB 3a hapmakoHarnag B Ykpaii.
aHHs cepii) [MponoHoBaHa pepakuis: bakyH
AHHa OnekcaHfpiBHa. 3MiHa
KOHTaKTHUX AaHWUX KOHTaKTHOT
0cobu ynoBHOBaXeHOT 0cobum
3as1BHVIKa, BigNoBiAa/IbHOT 3a
hapmakoHarnsg B YkpaiHi
273. | TEMOMEAAK Kancynu no 180 wmr, no 5 Mepak Nesenbluadt HimeuyunHa Mepak esenbwadt | HimeyunHa/ BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/13562/01/05
Kancyn y cpnakoHi, no 1 dotop KNiHiwe dorop KNiHiwe ITanis marepianis: 3mMiHW | TURY - 3MiHK
donakoHy B nauuj LLineuianbnpenapare Lneuianbnpenapat Lofo 6e3nekn/edhekTMBHOCTI Ta
M6X e M6X, HimeuunHa thapmakoHarnsgy. BeegeHHs abo
(BUPOGHVIK, L0 3MiHM [0 y3ara/ibHeHUX JaHuX Npo
BignoBsigae 3a cuctemy chapmakoHarnsgy
BTOPWHHY YNaKoBKY, (BBEAEHHSA y3araslbHEHVX AaHUX
KOHTPO/b/BUNPOOYB npo cucTemy thapmakoHarnsgy,
aHHs cepii, f03BIN 3MiHa yNOBHOB&XeHOI 0cobu,
Ha BUNycK cepii); BignoBigabHOI 3a 3MiCHEHHS
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Hepdapma C.p.J1., thapmakoHarnsay; KOHTakTHOT
ITanis (BMpo6GHMLTBO ocobu 3 hapmakoHarnsgy
Hepo3chacosaHol 3asBHUKA A1 3MiACHEHHS
NpoAyKLUii, NepBUHHA thapmakoHarnagy B YkpaiHi, SKLo
yrnakoBkKa, BOHa BifjMiHHa Bif, YyNOBHOBaXeHOT
KOHTPO/b/BUNPOGYB ocobu, BifnoBifabHOI 3a
aHHs cepii); Xaynt 3[jiCHeHHs1 hapMakoHarnsgy
dapma Amaper (BK/THOYAKOUMN KOHTAKTHI AaHi)
vm6X, HimeuunHa Ta/abo 3MiHW Yy PO3MILLEHHI
(BMPOGHMLTBO mMacTep-aiina cucremm
Hepo3dhacoBaHOl thapmakoHarnagy) - 3amiHa
NpoAyKLii, NepBUHHa KOHTaKTHOI 0CO6U YNOBHOBaXXEHOT
ynakoBKa, 0Cco6M 3as1BHMKA, BignoBigasibHOT
KOHTPO/b/BUNPOGYB 3a (papmakoHarnsg, B YkpaiHi.
aHHs cepii) lMponoHoBaHa pepakuis: bakyH
AHHa OnekcaHgpiBHa. 3miHa
KOHTaKTHUX AaHuUX KOHTaKTHOT
0Cc06M YyNoBHOBaXKEHOI 0CO6YU
3as1BHMKA, BignoBiAa/bHOT 3a
hapmMakoHarniag B YkpaiHi
274. | TEMOMEAAK kancynu no 250 wmr, no 5 Megak esenbliadT HimeuyunHa Mepak lesenbwadt | HimeyunHa/ BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/13562/01/06
Kancyn y cpnakoHi, no 1 dhrop KniHiwe dotop KniHiwe ITania marepianis: 3MiHW | TUMY - 3MiHK

donakoHy B nauuj

Lneuianbnpenapate
M6X

Lneujansnpenapat
e M6X, HimeuyumHa
(BMPOGHUIK, L0
Bignosigae 3a
BTOPUHHY YNaKoBKy,
KOHTPO/1b/BMNPOGYB
aHHA cepii, f03BIN
Ha BUMNYCK cepii);
Hepdapma C.p.J1.,
ITania (BMpo6HMLTBO
Hepo3dgacoBaHOl
NpoAyKLii, NepBUHHA
ynakoBka,
KOHTPO/b/BMNPOGYB
aHHs cepii); Xaynt
dapma Amaper
'm6X, HimeyunHa
(BMpPOGHMLTBO
Hepo3dgacoBaHOl
NpOoAyKLii, NepBUHHA
ynakoBka,
KOHTPO/b/BUNPOGYB
aHHs cepii)

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
KOHTaKTHOI 0CO6U YNOBHOBaXXEHOT
0Cco6M 3as1BHMKA, BignoBigasbHOT
3a thapmakoHarnag B Ykpaii.
[MponoHoBaHa pepakuis: bakyH
AHHa OnekcaHgpiBHa. 3mMiHa
KOHTaKTHUX AaHuUX KOHTaKTHOT
0C06M YNOBHOBaXKEHOI 0CO6YU
3as1BHVKA, BifnoBiaa/bHOI 3a
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

dhapMakoHarsisg B YKpaiHi

275.

TIOKTALMA®
600T

pO34uH AN iH'ekuiid (600
Mmr/24 mn); no 24 mn B
amnyni, no 5 amnyn B
KOHTYPHili YapyHKOBIi
ynakoBLii, N0 1 KOHTYpHIi
YapyHKOBIl1 ynakoBLi B
nauui

MEJOA ®apma M'mbeX
eHa Ko. Kl

HimeyunHa

yCi BUpOOHUYI
cTagji, 3a BUHSATKOM
BUWMYCKy Cepii:
3irdopug MamensH
'm6X, HimeuunHa;
BMnyck cepii: MEJA
dapma 'M6X eHf
Ko. KI', HimeuunHa

HimeuunHa

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

thapmakoHarnsgy. BeefeHHs abo

3MiHW [0 y3arasibHEHUX JaHuX Npo
cuctemy thapmakoHarnsagy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy capmakoHarnsgy,

3MiHa yNoBHOB&XeEHOI 0cobu,
BiANOBIAaA/IbHOI 3a 34iiCHEHHS
thapmakoHarnsay; 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
mMacTep-haiina cuctemm
thapmakoHarnsgy) - amiHa

YNOBHOB&XEHOI 0CO6U 3asIBHYKA,

BiANOBIA&/IbHOI 3a
thapmakoHarnsag.

MponoHoBaHa pepakuis — Dr Eiko

Soehlke, MD MPH. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXKEHOT
ocobw, BignoBigansbHoI 3a
hapmakoHarnfg. 3miHa
KOHTaKTHUX JaHnUX KOHTaKTHOT
0coby yNnoBHOBaXXEHOI 0Ccobu,
BiANOBIA&/IbHOI 3a
thapmakoHarnag B Ykpaii.
3MiHa MicLe3HaxoMKeHHs MacTep-
thaiina cuctemmn
thapmakoHarnsgy. 3miHa micus

3[iACHEHHS1 OCHOBHOT Aisi/IbHOCTI 3

thapmakoHarnagy

3a peyenmom

UA/5289/01/01

276.

TOBPOCOMNT®

Kpansi O4Hi, po3yuH, 3
Mr/MA N0 5 MA PO3YnHY Y
6e36apBHOMY
nonieTnneHoBoMy
donakoHi-KpanenbHuL,
3aKPUTWIA KPULLIKOKO 6inloro
KOMbOPY 3 rapaHTiiHNM
KinbLem (3 KOHTponem
nepLioro BigkpuTTA); No 1

BapLuaBcbkuii
hapmaLeBTUYHNIA
3aBof Monbha AT

MNonba

BapLuaBcbkuii
hapmaueBTUYHNIA
3aBog Monbcha AT

Monba

BHECEHHS 3MiH 10 peecTpaviiiHnX

marepianis: 3MiHW | TURY - 3MiHN Y

MeToAax BunNpobyBaHb 4718 TeCTy
"O6'eM HanoBHEHHA", a came 3

MB/3/001/01/03 Ha
MB/4/143301/16 (B onuc

METOANKN BHECEHO YTOYHEHHS).
BBefeHHS 3MiH NpOTArom 6-1u
MicsLiB MiCNs 3aTBEPAKEHHS;

3a peyenmom

UA/13493/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

h/1aKoHy B KapPTOHHii
KopooLi

3MiHM | TRy - 3MiHK y MeToAax
BUNPO6YBaHHSA A1 TecTy "
[Jowmiwkn (BEPX)", a came 3
MB/2/45302/12 Ha
MB/2/137601/17. BBeeHHs 3MiH
npoTArom 6-t1 MicAuis nicns
3aTBEPMKEHHS; 3MiHM | Tuny -
3MiHM Y MeTofax BUNPoOyBaHHS
ana tecty'laeHtudikauis
TobpomadiHy (BEPX)", "Aomiwku
(BEPX)", a came 3
MB/2/137601/17 Ha
MB/1/156201/18; 3miH1 ymoB
XpomaTorpadyBaHHs Ta
NPUroTyBaHHS CTaHAAPTHUX
pO3uuHiB. BBEAEHHS 3MiH
NpoTArom 6-Tv MicALiB nicns
3aTBEPMKEHHS

277.

TPAYME/Ib C

pO34uH A4 iH'ekuild no 2,2
MA B amnyni; no 5 amnyn y
KOHTYPHIli YapyHKOBIi
ynakosLi; no 1, 2 a6o no
20 KOHTYPHUX YapyHKOBUX
yNakoBOK B KOpo6L,i 3
KapToHy

Bionoriwe
XainbMiTTenb Xeenb
rmeX

HimeuunHa

Bionoriwe
XalnbMitTTenb
Xeenb M'm6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpaviiiHnX
MaTepianis: 3MiHu | Tuny -
[onoBHeHHA Crneumndikadii gns
MaTpUYHOiI HacTokn Symphytum
officinale HoB1M nokasHukamu
AKOCTI: BBELEHHS A04aTKOBOrO
nokasHuka sikocTi "Escherichia
coli"; 3MiHu | TUNy - BHECEHHSA 3MiH
0o Crneundikaunii/MeTogis
BMNPOGYBaHHA A1 MaTPUYHOI
HacTolikn Symphytum officinale,
30Kpema: BUyYEHHS KOHTPO/Ib 3a
nokasHukom "Pyrrolizidine
alkaloids"; 3miHu | TUNY - BHECEHHSA
3MiH go Cneumdikavii / MeTtogis
BMNpo6yBaHHsA /13, 30kpema: -
3a3HavyeHHs nokasHuka "MexaHiuHi
BK/TIIOYEHHS: BUAMMI 4acTkn", SK
OKpemoro napameTpa
crneundikavii; - 3a3HavYeHHs
NPUMITKV “rapaHToBaHO B NPOLIECI
BMPOGHMLTBA" A58 NOKa3HUKa
"MexaHiYHi BKNIOYEHHS: BUANUMI
YyacTku" B cneuumdikadii npu
BUWMYCKY; - 3a3HaYEeHHS MPUMITKN
"He 3aCTOCOBYETLCS SK PYTUHHWIA
TECT (€ YaCTMHO KiHLEeBOro
BMMNPOGYBaHHS Ha CTabiNbHICTb)
015 nokasHuka "MexaHiyHi
BK/IIOYEHHS: BUAMMI YacTkn" B

3a peyernmom

UA/5934/03/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

cneuudikawii Ha TepMiH
NPUAATHOCTI; - YTOYHEHHS
KpUTEPIiB NPUAHATHOCTI 3a
nokasHukamm "MexaHiyHi
BK/IIOYEHHSA: HEBUAUMI YacTkn" Ta
"BakTepiasibHi eHAO0TOKCUHN" Y
cneuudikayisix Ha BUNYCK Ta
TEPMIH NPUAATHOCTI; 3MiHK | TUnYy -
BHECEHHS 3MiH J0 MeTogiB
BMNpo6yBaHHsA /13, 30kpema:
BUJTYYEHHSA ONMCY METOANKN
BUNPOBYBaHHA 3a NOKa3HUKOM
"3anax". MeToguky NpoBoAATb
BignosigHo H 2.2.1. pjtoyoi
pepakuii HAB; 3MiHW | TUny - 3MiHK
BMMOT crieumdpikauii gns
MaTpuyHoi HacTolikn Atropa Bella
donna, 30kpema: 3amiHa
MoHorpadii HAB Ha MoHorpadito
Ph. Eur. (3aTBEpaxeHo:
Specificaton according HAB
monograph; 3anponoHoBaHo:
Specificaton according Ph. Eur.
monograph)

278.

TPU-ANITEP®

Tabnetku no 4 mr/1,25
Mmr/5 mr; no 10 TabneTok y
6nicTepi, no 3 6nictepn y
nauuj 3 KapToHy

TOB HB®
"MIKPOXIM"

YKpaiHa

TOB HB®
«MIKPOXIM>»,
YkpaiHa, (ropugnyHa
agpeca Ta
na6oparopis
Pi3nKO-XiMiYHOTO
aHanisy Ta
KOHTpOI0
BMPOGHMLTBA);
(BUpo6HNYa
OinbHUUA (BCi cTagail
BMPOGHMYOro
npouecy))

Ykpaina

BHECEHHS 3MiH [0 peecTpavyiiiHnX
marepianis: 3mMiHW | TUNY - 3MiHK
BHECEeHI [0 iHCTPYKLiT Ans
MeANYHOro 3acTOCYBaHHS
niKapcbKoro 3acoby y po3ainm
"Oco61MBOCTI 3aCTOCYyBaHHA",
"MobiuHi peakuyii" BignoBigHO A0
iHchopMmaLii pedhepeHTHOro
nikapcbKkoro 3acoby
TPUMNIKCAM®. BBegeHHS 3MiH
NpOTArom 6-Tv MicsLiB nicns
3aTBEPMKEHHS

3a peyenmom

UA/17632/01/01

279.

TPU-ANITEP®

Tabnetku no 4 mr/1,25
mr/10 mr; no 10 TabneTtok
y 6nicTepi, no 3 6nictepu
y nadui 3 KapToHy

TOB HB®
"MIKPOXIM"

YKpaiHa

TOB HB®
«MIKPOXIM>»,
YkpaiHa, (ropugnyHa
agpeca Ta
na6oparopist
pi3nKo-XiMiYHOTrO
aHanisy Ta
KOHTPO/0
BMPOGHMLTBA);
(BUpo6HNYaA
OinbHUus (Bci cTagail

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHnX
marepianis: 3mMiHW | TURY - 3MiHK
BHECEeHI [0 iHCTPYKLiT Ans
MeJMYHOr0 3aCTOCYBaHHS
niKapcbKoro 3acoby y po3ainv
"Oco61MBOCTI 3aCTOCYyBaHHA",
"Mo6iuHi peakuyii" BignoBigHO A0
iHchopMmaLii pedhepeHTHOro
nikapcbKkoro 3acoby
TPUMNNIKCAM®. BBeAeHHSA 3MiH
npoTsrom 6-Tv MicauiB nicns

3a peyenmom

UA/17632/01/02
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BMPOGHNYOro 3aTBEPAKEHHS
npotecy))
280. | TPU-ANITEP® Tabnetku no 8 mr/2,5 TOB HB® Ykpaina TOB HB® YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/17632/01/04
mMr/10 mr; no 10 TabneTtok "MIKPOXIM" «MIKPOXIM», marepianis: 3MiHu | TURY - 3MiHK
y 6nicTepi, no 3 6nictepu YkpaiHa, (ropugnyHa BHeCeHi [0 iHCTPYKUil Ans
y nauui 3 kKapToHy agpeca Ta MeAUYHOr0o 3aCTOCYBaHHs
naboparopis nikapcbKoro 3acoby y po3ginu
hi3nKO-XiMiYHOrO "Oco6MBOCTI 3aCTOCYBaHHSA",
aHanisy Ta "Mo6iyHi peakuii” BignosigHO A0
KOHTPO/O iHchopmauii pedepeHTHOro
BVPOGHMLTBA); nikapcbKoro 3acoby
(BMpOGHUYA TPUMNIKCAM®. BBegeHHS 3MiH
AinbHUUS (BCi cTagail npoTArom 6-T1 MicAuiB nicns
BMPOGHNYOro 3aTBEPAKEHHS
npouecy))
281. | TPU-ANITEP® Tabnetku no 8 mr/2,5 mr/5 TOB HB® Ykpaina TOB HB® YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/17632/01/03
mr; no 10 TabneTok y "MIKPOXIM" «MIKPOXIM», marepianis: 3MiHW | TUMY - 3MiHK
6nictepi, no 3 6nictepn y YkpaiHa, (lopyamyHa BHECEHI [0 iHCTPYKUii ans
nauLi 3 KapToHy agpeca Ta MeJUYHOr0o 3aCTOCYBaHHS
naboparopis nikapcbKoro 3acoby y po3ginu
i3nKO-XiMiYHOTO "Oco6nMBOCTI 3aCTOCYBaHHSA",
aHanisy Ta "Mo6ivHi peakuii” BignNoBigHO A0
KOHTPO/O iHdpopmauii pedhepeHTHOro
BUPOOHNLTBA); nikapcbKoro 3acoby
(BMpOGHUYA TPUMNIKCAM®. BBegeHHS 3MiH
AinbHUUS (BCi cTagail npoTArom 6-T1 MicAuiB nicns
BMPOGHNYOro 3aTBEPAKEHHS
npouecy))
282. | TPUKACAIp, kancynu no 500 mr, no 15 dapmacaiiHc IHK. KaHapa dapmacaiiHc IHk. KaHnapa BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/1071/01/01
Kancyny énictepi; no 1 marepianis: 3MiHW | TUMY - 3MiHK
6nicTepy B KapTOHHii Loao 6e3nekn/edeKTBHOCTI Ta
ynakosLi, no 30 kancyn y hapmakoHarnsgy - BHECEHHsS 3MiH
dhnakoHax [0 po3giny MKA: MapkupoBka
MponoHoBaHa pegakuis:
MapkupoBka. B cooTBeTCTBUM C
YTBEPXEHHbIM TEKCTOM
MapKUPOBKU. 3MiHV BHECEHI B
TEKCT MapKyBaHHS ynakoBKu
Nikapcbkoro 3acoby om0
3a3HaYeHHs MDXKHapOAHNX
no3HayveHb OAVHULb
BMMIipIOBaHHS. BBeAEHHS 3MiH
NpoTArom 6-Tv MicALiB nicns
3aTBEPAXKEHHS
283. | YHOEBIT Apaxe, no 50 gpaxe y AT "BITAMIHL" YkpaiHa AT "BITAMIHWN" YkpaiHa BHECEHHS 3MiH 10 peecTpavLiiiHnX 6e3 peyenma UA/5605/01/01

KOHTeliHepi, no 1
KOHTelHepy B naui 3

MaTepianis: 3MiHu | Tuny -
noJlaHHA OHOBJIEHOrO cepTudpikata
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
KapToHy; no 50 gpaxe y BiANOBIAHOCTI EBpONechbkil
KOHTelHepi thapmakonei Ne R1-CEP 2013-
165-Rev 00 ans Aito4oi pevoBrHM
MipnaokcuHy rigpoxnopuay
(BiTamiHy B6) Big BXe
3aTBEPAKEHOr0 BUPOGHMKA
Jiangxi Tianxin Pharmaceutical
Co., Ltd., KuTaii, y Hacnigok 3mMiH B
MeToAuWLi BUNPOGyBaHHS 3a
nokasHukom «CynpoBigHi
LOMILLKM»
284. | YPANIT-Y® rpaHynun gns opasibHoOro MEJA ®apma M'mbeX HimeuyunHa Bunyck nponykry- HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyernmom UA/7357/01/01
po3unHy o 280 1y eHg Ko. KI' BWMNYCK Cepil: marepianis: 3MiHN | TUMY - 3MiHK
KOHTeliHepi, no 1 MALAYC 'm6X, Lofo 6e3nekn/edpekTMBHOCTI Ta
KOHTelHepy y KOMNAeKTi 3 HimeuunHa; hapmakoHarnsgy. BeegeHHs abo
MipHOIO JTOXKOIO, Bupo6HMLUTBO in 3MiHM [0 y3ara/ibHEHUX JaHuX Npo
iHOUKaATOPHMM Nanepom, bulk: cuctemy hapmakoHarnsgy
KOHTPO/IbHUM KanieHAapem MNAHTEKCTPAKT (BBEAEHHSA Y3araslbHEHNX AaHNX
Ta 3aTuckayem y v6X Ta Ko. KT, npo cuctemy dapmakoHarnsgy,
KapTOHHIA KOpoo6Li HimeuuunHa; 3MiHa YNOBHOBaXEHOI 0cobu,
HanosHeHHs Ta BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
nakyBaHHS: chapmakoHarnsgy; KOHTakTHOI
MAZLAYC 'm6X, ocobu 3 hapmakoHarnsgy
HimeuunHa 3asBHUKA ANA 34ICHEHHSA

hapmakoHarnagy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, YyNOBHOBaXEHOT
ocobu, BiAnoBifabHOI 3a
3AjiCHeHHs1 hapMakoHarnagy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnagy) - 3miHa
YMOBHOBaXeHOT 0CO6M 3as1BHMKA,
BignoBigasibHOI 3a
hapmakoHarnsg.
MponoHoBaHa pepgakuis — Dr Eiko
Soehlke, MD MPH. 3mina
KOHTaKTHUX JaHWX YNOBHOBaXXEHOT
ocobu, BiAnoBifabHOI 3a
hapmakoHarnsg. 3miHa
KOHTaKTHUX AaHuUX KOHTaKTHOT
0Cco6¥ YyNoBHOBaXKEHOI 0Ccobu,
BignoBigasibHOI 3a
hapmakoHarnsg B YkpaiHi.
3MiHa MicLe3Hax04KEHHS MacTep-
thaiina cuctemu
hapmakoHarnagy. 3miHa micus
3[iICHEHHSI OCHOBHOI AisiNIbHOCTI 3
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
dapmakoHarnsgy
285. | YPOTON® TabneTtku, BKPUTI TOB "CaHodpi-ABEHTIC Ykpaina BUPOGHMLTBO 13, Yecbka BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/6706/01/02
060/10HKOI0, MO 2 Mr; Ne YkpaiHa" nepBuHHE Ta Pecny6nika marepianis: 3miHu | Tuny -
28 (14x2), Ne 56 (14x4):

no 14 tTabneTtok y
6nicTepi; no 2 abo no 4
6nicTepu B KAPTOHHIA
Kopobui

BTOpPUHHE
nakyBaHHS,
KOHTPO/b SIKOCTI,
BMMYCK cepiii: TOB
"3eHTiBa", Yecbka
Pecnyb6nika;
KOHTPO/Ib SIKOCTi:
KBiHTa-AHaniTuka
C.p.0., Yecbka
Pecny6nika

BUJTYYEHHSA a/lbTepHaTUBHOIO
BMpobHUKa A®I Zentiva k.s.,
Czech Republic, 3a HasBHOCTI
3aTBEPAKEHOrO BUPOOHMKA
CHINOIN Pharmaceutical and
Chemical Works Private Co. Ltd.,
Hungary; 3miHum | Tuny - 3amiHa
BUPOBHMYOro 06nafHaHHs, LWo
BMKOPUCTOBYETLCS Y BUPOGHUYOMY
npoLeci, 3 NOBITPSHO-
LMPKYNAUIKAHOT cyllapkn Ha
BaKyyMHy cyLuapky (npu
BMPOGHMLTBI hiHanbHOT AD| Ta Ha
cTafisix NPOMDKHUX NPOAYKTIB);
3MiHM | TMNy - ogaBaHHA
BUMPOOYBaHHSA LLOAO KOHTPO/O
BMICTY BOAW B npoLeci
BMpO6HUMLTBa ADI. BMICT BOAM
BU3Ha4aloTb 3a MeTofoM Kapna
diwepa (He 6inbLe Hix 0,5%);
3MiHM | TNy - foAaBaHHSA HOBOTO
BUNPOOYBaHHSA LLOA0 BU3HAYEHHS
BMICTY 3&J/IMLLKOBUX PO3YMHHUKIB
MeToAO0M ra3oBoi xpomaTtorpadii
npu BUpoOHNLTBI ADI;
3MiHuM | TUNY - 36iNbLUEeHHA nepioay
NoBTOPHOro BMNpobysaHHA APl fo
60 MicAUiB HA OCHOBI pe3y/bTarTiB
[ocnifkeHb y peanbHOMY 4aci;
3MiHW | TUMY - 3BY)KEHHS
[OMyCTUMMX MeX ANA
[04aTKOBOro TeCTy Ha
BM3HAYEHHS BMICTY 6EH3eHY y
cneuudikauii A®I (Big He 6inblue
HiX 2 ppm g0 He 6inbLue Hix 0,6
ppm); 3MiHM | TUNY - 3BYXKEHHSA
[OMyCTUMMX MeX ANA
[04aTKOBOro TeCTy Ha
BM3HAYEHHS BMICTY
avmeTtuncynbdary y cneuudikawii
A®I (Bif He BinbLue Hix 375 ppm
00 He 6inbLue HiX 2 ppm); 3MiHK |
TUNY - 3BYXXEHHA JONYCTUMUX MEX
[N A0AATKOBOro TECTy Ha
BM3HAYEHHSA BMICTY €TWN p-

TONyosncynbdoHaTy y
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

cneuudikauii A®| (Big He 6inblue
HiXX 375 ppm [0 He 6inbLue Hix
110 ppm); 3miHu | TRy -
OHOBJIEHHS BIZKPUTOI Ta 3aKpUTOI
YyacTuHU macTep-haiina Ha AdI
TONTEPOAVHY FifporeHy TapTpary,
LLLO EKBIBA/IEHTHO TONTEPOAUHY,
BignosigHo o sumor Eur. Ph.
(ASMF Version 05, Bupo6HuK A®I
- CHINOIN Pharmaceutical and
Chemical Works Private Co. Ltd.,
Hungary, BnacHvk mactep-caiiny
Ha A®l — Zentiva k.s., Yecbka
Pecny6nika)

286.

DPAPMAAUMIH
®

Kpanni opasibHi 2 %; no 5
M abo 25 mn 'y do1akoHi;
no 1 cpnakoHy B navui

AT "dapmak"

Ykpaina

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
Marepianis: 3miHu | Tuny -
BBEEHHS [OAATKOBUX PO3MIpIB
cepii roTOBOro NikapCbKOro
3aco6y. 3anponoHoBaHo: 224 n
(no 5 mn - 44,8 Tuc. don.; no 25 mn
- 8,96 Tnc. cpn.) 500 1 (Mo 5 mn —
100,0 Tunc. dn.; no 25 mn — 20,0
THC. ¢hn.) 1000 n (no 5 mn — 200,0
TnC. hn.; no 25 mn — 40,0 Tuc.
¢n.) 1500 n (no 5 mn — 300,0 TKC.
¢n.; no 25 mn — 60,0 Tuc. dn.)
1958, 04 n (no 5 mn — 391,6 TnC.
¢n.; no 25 mn —78,32 Tnc. don.)

3a peyenmom

UA/2556/01/01

287.

DACTODEH

renb 25 mr/rno30r,50ry
Ty6i; no 1 Ty6i y nauui

MAT "Ximdapmsasoz

"YepBoHa 3ipka"

YKpaiHa

NAT
"Ximchapmsasog
"UepsoHa 3ipka"

YkpaiHa

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 apmakoHarnsgy,
3MiHa yNOBHOBaX€EHOI 0co6H,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
thapmakoHarnsay; KOHTakTHoOl
0cobu 3 hapmakoHarnagy
3asBHUKa A1 3MiACHEHHS
hapmakoHarnsgy B YkpaiHi, SKL0
BOHa BifMiHHa Bif, yNOBHOBaXXeHO|
ocobw, BignoBiganbHoI 3a
34jiicHeHHs chapmakoHarnsgy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/ab0 3MiHWN Y PO3MILLEHHI
MacTep-caiiia cuctemm

3a peyenmom

UA/17045/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

thapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHUX YNOBHOBaXKEHOT
ocobu, BiAnoBifabHOI 3a
3[jiCHeHHs1 hapMakoHarnsgy

288.

DEMIHATI®

TabneTku, BKPUTI
NAiBKOBOK 060JI0HKOLO, MO
0,03 mr/ 3 mr, no 28
(21+7) Tabnetok y
6nicTepi, no 1 6nictepy
pasoM 3 KasleHAapHOH
LUKa/Io0, TPUMaYeM Ansi
6nicTepy y KapTOHHil
Kopo6ui

TOB "BOPBAPTC
DPAPMA"

YKpaiHa

Nab6opatopioc JleoH
Papma, C.A.

IcnaHis

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
BBE/leHHA 4OAAaTKOBOro PO3Mipy
cepii gnsa 6inmx TabneTok
nnaue6o. 3anponoHoBaHo: 1 250
000 Tabnetok; 6 000 000
TabneTok

3a peyenmom

UA/16341/01/01

289.

DPITOCEA®

kancynu no 10 kancyny
6nictepi; no 2 6nictepu B
nadui 3 KapToHy

MAT "Ximdapm3sasoz
"YepBoHa 3ipka"

YKpaiHa

NAT
"Ximchbapm3sasog
"UepsoHa 3ipka"

YkpaiHa

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

hapmakoHarnsgy. BeeneHHs abo

3MiHM [0 y3araslbHEHUX JaHuX Npo
cuctemy thapmakoHarniagy

(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cuctemy capmakoHarnsgy,

3MiHa YNOBHOBaXEHOI 0C06H,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHoOI
0cobu 3 hapmakoHarnsagy
3asBHUKa A1 3MiACHEHHS
hapmakoHarnsgy B YkpaiHi, SKL0
BOHa BifjMiHHa Bif, yNOBHOBaXXeHOT
ocobw, BignoBiganbHoI 3a
3AiicHeHHs chapmakoHarnsgy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/ab0o 3MiHN Y PO3MILLEHHI
MacTep-chaiina cuctemm
thapmakoHarnagy) - 3amiHa
KOHTaKTHUX AaHWX YNOBHOBaXKEHO!
ocobu, BiAgnoBifanbHOI 3a
3[jiCHeHHs1 hapMakoHarnsgy

6e3 peyenma

UA/7511/01/01

290.

DITOCEA®

HacTolika, no 100 mn y
donakoHi cknsiHomy abo
nonimepHomy; no 1
dhnakoHy B nauui; no 100
M1y 6aHLi CKNsHili; no 1
6aHLi B mayi

MAT "Ximdhapm3sasoz
"YepBoHa 3ipka"

YkpaiHa

NAT
"Ximthapm3sasog
"UepsoHa 3ipka"

YkpaiHa

BHECEHHS 3MiH 10 peecTpavuiiHnx
marepianis: 3MiHW | TUMY - 3MiHK
Loao 6e3nekn/edeKTBHOCTI Ta

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHWX AaHnX Npo
cuctemy chapmakoHarnagy

(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cucTemy thapmakoHarnsgy,

3MiHa YyNOBHOBaXKEHOI 0Cco6H,

6e3 peyenma

UA/3373/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

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
KOHTaKTHUX JaHWX YNOBHOBaXKEHOT
ocobu, BignoBifanbHOI 3a
3pjiicCHeHHs1 hapmakoHarnagy

291.

®ITOCE[®

kancysnu in bulk Ne 1200
(no 1200 kancyn y
KOHTeliHepax); Ne 3750
(10x375) (mo 10 kancyn y
6nictepi; no 375 6nicTepis
y Kopob6Lij)

MAT "Ximchapm3aBop,
"UepBoHa 3ipka"

YKpaiHa

NAT
"Ximchapm3sasop
"YepBoHa 3ipka"

YkpaiHa

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
KOHTaKTHUX JaHWX YNOBHOBaXKEHOT
ocobw, BignoBiganbHoI 3a
3gificHeHHs chapmakoHarnagy

UA/9013/01/01

292,

®/TABAMEA®
DOPTE

pO34uH opasnibHuii, 30 Mr/5
M1 no 100 mn y dhrakoHi;
no 1 cpsiakoHy 3 MipHOKO
JIOXKKOH B KOPOOL

BEPNIH-XEMI Al

HimeyunHa

BEPNIH-XEMI AT,
HimeuyunHa
(BUpPOGHMLTBO "in
bulk”, nakyBaHHs,
KOHTPONb Ta BUMYCK
cepii)

HimeuunHa

BHECEHHS 3MiH 10 peecTpaviiiHnX
MaTepianis: 3MiHu | Tuny -
noJaHHs OHOB/IEHOro cepTucpikata
BiANOBIAHOCTI EBpONeichbkili
hapmakonei Ne R1-CEP 2004-
201-Rev 04 pna Adl Ambpokcony
rigpoxnopuay Bif Bxe
3aTBepaKeHoro BupobHuka Shilpa

6e3 peyenma

UA/3591/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep

peecmpayiliHo2o

nocsio4YeHHs

Medicare Limited, IHgjs, y
Hacnigok 3MiH B apeci
BMPOGHWYOI AiNbHUL 6€3 3MiHN
MiCLiAl NPOBaKEHHS Ais/TbHOCTI.
3anponoHoBaHo: Plot No. 1A &
1A'P’, 1B, 2, 2A, 2B, 3A to 3E, 4A,
5A, 4B & 5B Deosugur Industrial
Area India-584 170 Raichur,
Karnataka; 3minu | Tuny -
BUJTYYEHHS METOANKN
BunNpo6yBaHHs NIR
spectrophotometry (5K
a/lbTEPHATUBHOIO Nopsf i3
MeTogoMm EP) ans ineHTudikawii
A®I AmM6poKcony rigpoxsiopuay
BMpo6HMLUTBa Shilpa Medicare
Limited, IHais

293.

®NYKOHA3O0/-
300POB'S
®OPTE

Kancynm Teepgi no 200 wr,
no 1, a6o 2, a6o 3, abo 4,
abo 7, abo 10 kancyny
6nictepi; no 1 6nictepy B
KapTOHHIA KopooLi

ToBapucTBO 3
06MEXEHO

BigNoBigasIbHICTIO

"dbapmavueBTnyHa

KommnaHis "3gopoB'a”

Ykpaina

ToBapucTso 3
06MeXeHOo

BiANOBIAANILHICTIO

"PapmaueBTnyHa

KomnaHis "3gopos'a”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHW | TUMY - 3MiHK
BHECEHO [0 IHCTPYKUiT ANns
MeJNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ginu:
"®apmMakonoriyHi BnacTnsocTi”,
"Oco61MBOCTI 3aCTOCYyBaHHA",
"3acTocyBaHHs y nepiog,
BariTHOCTi abo rofyBaHHA rpyaato
BiANOBIAHO 40 OHOBNEHOI
iHchopmawuii 3 6e3neku gitovoi
pPEeYOBUHM; CYNyTHSA 3MiHA - 3MiHU
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BHeceHHst abo
3MiHa(1) 8o 30608B'A3aHb Ta YMOB
BMAaYi peecTpauiinHoro
nocBig4eHHs, Bkovatoun Mnax
ynpasniHHA pusnkamu
(3acTocyBaHHA TEKCTY, SKWiA
NOrOKEHNI 3 KOMMETEHTHUM
OpraHoM) - 3MiHV BHECEHO A0
yacTuH | «3aranbHa iHchopmavis»,
Il «Cneundikauis 3 6esnekus, Il
«MnaH 3 dpapmakoHarnagy», V
«3axoay 3 MiHiMi3auii pusukis», VI
«Pestome nnaHy ynpaeniHHs
pusvkamun», VIl «oaaTkn» y
3B'AA3Ky 3 OHOBJ/IEHHAM iHhopMaLlil
3 6e3neku Ailo4ol peyoBMHY

3a peyernmom

UA/3938/01/04

294.

DJTYKOHA3O0/1-
TEBA

Kancynu teepAi no 50 mr:
no 7 a6o 10 kancyn y

TOB "TeBa YkpaiHa"

YKpaiHa

AT

dapmaueBTUYHU

YropLmHa

BHECEHHS 3MiH [10 peecTpaviliHnx
mMarepianis: 3miHu | Tuny -

3a peyenmom

UA/16524/01/01
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HasBa

n/n

JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)
6nictepi; no 1 6nictepy B

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

295.

DJTYKOHA3O0/1-

KopooLi

3asog TEBA

nofAaHHA OHOBEHOTO cepTudikarta
BiANOBIAHOCTI EBpONeichbkili
thapmakonei Ne R1-CEP 2007-
071-Rev 03 g1 fjit0y0i peyoBUHU
dnyKoHaso”ny Big BxXe
3aTBEPAKEHOr0 BUPOGHMKA
Aurobindo Pharma Limited, IHgis,
y HacnifoK 3MiHX MOLUTOBOro
iHAeKcy B agpeci ofHiei 3
BMPOGHMYMX AinbHULbL Unit — XIV.
3anponoHoBaHo: Unit — XIV, Plot
No. 17, Jawaharlal Nehru Pharma
City Parawada Mandal,
Visakhapatnam District India-531
019 E-Bonangi Village, Andhra
Pradesh

296.

TEBA

DJTYKOHA3O0/1-

no 7 a6o 10 kancyn y
6nictepi; no 1 6nictepy B
Kopobui

Kancynu TeepAi no 150 mr:

Kancynu Teepgi no 100 mr:

TOB "TeBa YkpaiHa"

YKpaiHa

AT
dapmaueBTUYHN
3asog TEBA

YropLmHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
nofaHHA OHOBMEHOTO cepTudikara
BiANOBIAHOCTI EBpONeiichbkili
thapmakonei Ne R1-CEP 2007-
071-Rev 03 gns fjitoy0i peyoBUHU
dnykoHasony Big BXe
3aTBEPAKEHOr0 BUPOGHMKA
Aurobindo Pharma Limited, IHgis,
y HacnioK 3MiHX MOLUTOBOro
iHOeKcy B agpeci ofHiei 3
BMPOGHWYMX AinbHULbL Unit — XIV.
3anponoHoBaHo: Unit — XIV, Plot
No. 17, Jawaharlal Nehru Pharma
City Parawada Mandal,
Visakhapatnam District India-531
019 E-Bonangi Village, Andhra
Pradesh

3a peyenmom

UA/16524/01/02

TEBA

no 1 kancyniy 6aictepi; no
1 6nictepy B kopobLi

TOB "TeBa YkpaiHa"

YKpaiHa

AT
dapmaueBTUYHN
3asog TEBA

YropLmHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
noAaHHA OHOBNEHOTO cepTudikarta
BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 2007-
071-Rev 03 ans fjito4oi pevyoBuHU
®nykoHasony Bif BXe
3aTBEPAKEHOr0 BUPOGHMKA
Aurobindo Pharma Limited, IHais,
y HacnifoK 3MiHX MOLUTOBOro
iHAeKcy B agpeci ofHiei 3
BMPOGHUYMX AinbHULbL Unit — XIV.

3anponoHosaHo: Unit — XIV, Plot

6e3 peyenma

UA/16524/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

No. 17, Jawaharlal Nehru Pharma
City Parawada Mandal,
Visakhapatnam District India-531
019 E-Bonangi Village, Andhra
Pradesh

297.

D/TYKOHA3O/1-
TEBA

Kancynu TBepgi no 200 mr:

no 1 a6o 4 a6o 7 a6o 10
Kancyn y 6nictepi; no 1
6nictepy B KOpoO6LIi

TOB "TeBa YkpaiHa"

Ykpaina

AT
dapmauleBTUYHNI
3asog TEBA

YropumHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
Marepianis: 3miHu | Tuny -
noAaHHA OHOBEHOTO cepTudikarta
BIANOBIAHOCTI EBPONENChKili
thapmakonei Ne R1-CEP 2007-
071-Rev 03 ansa Aito4oi pevyoBuHU
dnykoHasony Bif BXe
3aTBEPAKEHOrO BUPOOHMKA
Aurobindo Pharma Limited, IHgis,
Y HacnifoK 3MiHM NOLITOBOro
iHOeKcy B agpeci OfHiei 3
BUPOBHNYUMX AiNTbHULE Unit — XIV.
3anponoHoBaHo: Unit — XIV, Plot
No. 17, Jawaharlal Nehru Pharma
City Parawada Mandal,
Visakhapatnam District India-531
019 E-Bonangi Village, Andhra
Pradesh

3a peyenmom

UA/16524/01/04

298.

DTANTA30N

Tabnetku no 0,5 r no 10
TabneTtok y 6nictepax; no
10 Tabnetok y 6nictepi;
no 1 a6o 10 6nictepis B
nadui 3 KapToHy

MAT "Ximdhapm3sasoz

"UepBoHa 3ipka"

Ykpaina

NAT
"Ximthapm3sasop
"UepBoHa 3ipka"

YkpaiHa

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 AaHWX
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, BiAnoBifanbHOI 3a
3[iiCHeHHs1 hapMakoHarnsay
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnagy) - 3miHa
KOHTaKTHUX AaHWUX YNOBHOBaXKEHOT
ocobw, BignoBigasibHOI 3a
3[jiCHEHHs1 hapMakoHarnsay

be3 peyenma

Nel10, Ne10x1.

3a peyenmom
- Ne 100
(10x10).

UA/7925/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
299. | XANNOBAT kpem 0,05 % no 30 ry neHmapk IHAisA "neHmapk IHgis BHECEHHS 3MiH 10 peecTpayjiiiHux | 3a peyenmom UA/13588/01/01
Ty6i; No 1 Ty6i B KAPTOHHIN PapmacbloThKan3 dPapmacbloTukan3 marepianis: 3MiHW | TUNY - 3MiHK
Kopobui nTa. NimiTen oo 6e3nekn/edekTMBHOCTI Ta
chapmakoHarnsgy - OHOBEHHS
TEKCTY MapKyBaHHS ynakoBKM
NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmawii LWoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
S|. BHeceHHs1 3MiH o po3ainy
MK#A: MapkyBaHHs NponoHoBaHa
pegakuis: 10. MapkyBaHHA 3rigHo
3aTBEPAKEHOT0 TEKCTY
MapKyBaHHs. BBefieHHs 3MiH
NpoTArAM 6-Tv MicsLiB 3 faTu
3aTBEPKEHHS
300. | XAPBOHI TabneTku, BKpUTI lneag CaiteHcus, IHK. CWA lneag CaiieHcus IpnaHgis/ BHECEHHS 3MiH [0 peecTpaviiiHnX 3a peyenmom UA/15873/01/01
NNiBKOBOK 060/10HKOID, MO AlieneHg HOC, cuA/ martepianis: 3MiHu | TUNy - 3a
90 mr/400 wmr; no 28 IpnaHgjs (Bunyck KaHapa pesynbTataMmu ekcnepTnsn
Tabnetok y dpniakoHi; no 1 cepii, BTOPUHHA HajaHux mMatepianis
chnakoHy B KapTOHHiiA ynakoBka, KOHTPO/b BCTaHOB/IEHO, LLIO: 3aBHIKOM
Kopoo6ui cepii); Finean HafiaHo feTasbHW OnnC CUCTEMM
CaileHcus, IHK., ynpas/liHHA pu3nKamy y BUrsi
CLA (BTOpUHHA OHOBNEHOro MNnaHy ynpasniHHA
ynakoBka); lNneag, pusukamu Bepcia 6,0 ons
CaileHcus, IHK., nikapcbkoro 3acoby XAPBOHI,
CLA (KoHTponb TabneTku, BKPUTI NNiBKOBOKO
cepii); MinmayHT 060/10HKO0, M0 90 mr/400 mr;no
Xenckea N114,., 28 TabneTok y donakoHi; no 1
IpnaHgis (BTOpUHHA p1aKoHy B KapTOHHI kopobLyj;
ynakoBka); lMaTteoH 3MiHV BHECEHO A0 YacTuH: Il
IHK., KaHaga "Cneundikauis 3 6esnekun”, Il
(BMPOGHULTBO, "MnaH 3 hapmakoHarnagy”, vV
nepBuHHa Ta "3axoan 3 miHimisauii pusukis", VI
BTOPUHHA ynakoBkKa, "Pe3iomMe nnaHy ynpas/iiHHA
KOHTPO/b cepil); pusnkammn" y 3B'a3Kky 3
M fesenonmMeHT, [0AaBaHHAM HOBUX PU3UKIB
Nn, CWA (koHTponb
cepii)
301. | XENICKAH® HacToiika, no 100 mny MAT "Ximdhapm3sasog YkpaiHa NAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHnx 6e3 peyenma UA/9499/01/01

donakoHi; no 1 dpakoHy B
naJui 3 KapToHy; no 100
My 6aHuj; no 1 6aHuji y
nadui 3 KapToHy

"UepBoHa 3ipka"

"Ximthapm3sasop
"UepBoHa 3ipka"

marepianis: 3MiHW | TUNY - 3MiHK
ofo 6esnekn/edpekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHV [0 y3ara/ibHEHUX JaHnX npo
cuctemy thapmakoHarnagy
(BBEAEHHSA y3araslbHEHNX AaHNX
npo cucTtemy thapmakoHarnsagy,
3MiHa YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
hapmakoHarnsay; KOHTakTHol
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
0ocobu 3 hapmakoHarnsgy
3aABHUKa AN 3MiACHEHHS
hapmakoHarnagy B YkpaiHi, SKL0
BOHa BifMiHHA Bij, yNIOBHOBaXXEHOI
ocobu, BignoBifanbHOI 3a
3pjiicCHeHHs1 hapmakoHarnagy
(BK/HOYAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnsgy) - 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXeHOT
ocobu, BifnoBifabHOI 3a
3iicHeHHs1 hapmakoHarasgy
302. | XYMIPA® PO34UH A5 iH'eKLA, 20 E66BI LLiBeiiuapis BUPOGHMLTBO HimeyunHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/16818/01/01
mr/0,2 mn; no 0,2 mn BiochapmacbioTikan3 nikapcbKoro 3acoby, marepianis: 3miHu | Tuny -
pO34uHYy y nonepesHbo 6X nepBUHHE AAMiHICTpaTUBHI 3MiHW. 3MiHa
HanoBHEHOMY nakyBaHHs: BeTtep HalimeHyBaHHs Ta/abo agpecu
0iHOA030BOMY LUMPWUL, MO dapma-depTiryHr 3asBHMKa (BNacHvka
1 wnpwvuy pasom 3 1 vm6X i Ko. KT, peecTpauiiHOro NocBigYeHHs)
CepBeTKO, NPOCAKHYTO0 HimeyumnHa; 3MiHa agpecu 3asBHMKa
70 % i3onponinoBum BTOPVHHE
cnmpTom (B 1amiHOBaHOMY nakyBaHHs: BeTtep
nosnietTuneHom nanepi), dapma-depTiryHr
BMIiLLYIOTb Y KOHTYPHY 'm6X i Ko. KT,
YapyHKOBY yNnaKkoBKy; Mo 2 HimeyumnHa;
LNpULM (Y KOHTYPHIi TecTyBaHHs: E66BI
YapyHKOBIli ynakoBui 3 1 [oiiuneng Mv6X i
CEepBETKO0 KOXEH) Y Ko. KI', HimeuunHa;
KapTOHHIA KOopoo6Li BMNycK cepii: E66BI
BioTekHonogxi
'mM6X, HimewunHa
303. | XYMIPA® PO34nH AN11 iH'eKUi, 40 E66Bi LLisefuapis nikapcbka copma, HimeuunHa BHECEHHS 3MiH [0 peecTpavuiiHnX 3a peyenmom UA/13612/01/01
mr/0,8 mn; no 0,8 mn BiothapmachboTikans nepBuHHE martepianis: 3MiHu | TUny -
PO34MHY y nonepesHbLO 6X nakyBaHHs: BeTtTtep AOMiHICTPaT1BHI 3MiHW. 3MiHa

HarnoBHEHOMY
OZIHOA,030BOMY LLUMPWLL; N0
1 wnpuuy pasom 31
CepBEeTKOI, NPOCAKHYTO
70% i3onponinosum
CMUPTOM, BMILLEHI Y
KOHTYPHY YapyHKOBY
ynakoBky; Mo 1 a6o 2
LNpULM (Y KOHTYPHIi
YyapyHKOBIli ynakosLi 3 1
CEepBETKO KOXEH) Y
KapTOHHIiA kopobui; no 0,8
My chnakoHi ans
0/1HOPa30BOro

dapma-depTiryHr
v6X i Ko. KT,
HimeuuunHa;
BTOPWHHE
nakyBaHHs:
BetTep ®apma-

depTiryHr Tm6X i Ko.

K, HimeuumnHa,;
TecTyBaHHs: E66BI
[onuneng MmoX i
Ko. KI', HimeuunHa;
BMNyck cepii: E66BI

BioTekHonogxi
v6X, HimeuynHa

HaliMeHyBaHHS Ta/abo agpecu
3anBHUKa (BlacHuKa
peecTpaLiiHoro NocBigYEHHs)
3MiHa agpecu 3asiBHUKa
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BMKOpPUCTaHHS; no 1 abo E66BI
donakoHy, 1 ctepunbHOMY BioTekHonoaxi
wnpuuy, 1 cTepunbHii vM6X, HimeuunHa
ronui, 1 ctepunbHoMy
afanTepy Ansa dakoHa, 2
cepseTkamu
(npocsikHyTMK 70 %
i30MponizioBUM CNUPTOM) Y
Habopi y BHYTPILLHil
KapTOHHI Kopo6Li; no 2
Habopy Y 30BHILLHIl
KapTOHHiii Kopo6Lli
304. | XYMIPA® PO34uH A1 iH'eKUi, 40 E66BI LLiBefiuapis BMPOGHMLTBO HimeuunHa BHECEHHS 3MiH [0 peecTpavLiiiHnX 3a peyenmom UA/16818/01/02
mr/0,4 mn; no 0,4 mn BiothapmacbloTikans niKkapcbKoro 3acoby, mMartepianis: 3miHu | TUny -
PO34MHY Yy nonepesHbo 6X nepBuUHHE AOMIHICTPaTBHI 3MiHW. 3MiHa
HanoBHEHOMY nakyBaHHs: BeTtep HalimeHyBaHHS Ta/abo agpecu
OZIHOA,030BOMY LUMPKLL; N0 dapma-PepTiryHr 3asBHUKA (BnacHuKa
1 wnpuuy pasom 3 1 v6X i Ko. KT, peecTpauiiHoro NocBigYeHHs)
CepBETKOI0, NPOCAKHYTO HimeyumnHa; 3MiHa afpecu 3asBHMKa
70 % i3onponinosum BTOPVIHHE
CNMpTOM (B STaMiHOBAHOMY nakysaHHs: BetTtep
nonieTuaeHoM nanepi), dapma-depTiryHr
BMILLYIOTb Y KOHTYPHY 'm6X i Ko. KT,
YapyHKOBY YNakoBKy; no 2 HimeuumnHa;
LUNPULM (Y KOHTYPHIi TecTyBaHHs: E66BI
YapyHKOBIli ynakosLi 3 1 Loiuneng MmeX i
CEepBETKO0 KOXEH) Y Ko. KI', Himeuunna;
KapTOHHIA KopooLi BUMYCK cepii: E66BI
BioTekHonoaxi
'm6X, HimeyunHa
305. | LETPOTIA® MOPOLLOK Ta PO3UNHHUK Apec TpeiigiHr C.A. LBeliuapis AB6OTT HigepnaHgm BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/4898/01/01
0,25 MI 07151 PO3UMHY NS iH'EKLR Bionogxikans b.B., / Himeuunna/ | matepianis: 3MiHu | TURy - 3MiHK 3
no 0,25 mr 1 donakoH 3 HigepnaHnamn PpaHuin akocTi. A®l. CTabinbHicTb. 3MiHa
MOPOLLKOM y KOMMNJIeKTi 3 1 (BTOpPUHHE nepiosy NOBTOPHYKX
nonepeAHL0 3arnoBHEHUM nakyBaHHs); BMNpo6yBaHb/nepiody 36epiraHHs

LUMPMLLOM 3 PO3YMHHUKOM
(Boga ans iH eKuiid) no 1
M, 1 ronkowo ans
PO34MHEHHS, 1 ronko
ANA iH ek Ta 2
TamnoHamu, MPOCOYEHNMMN
CNMPTOM, Y KOHTYPHIl
YapyHKOBIli ynakoBsLi; no 7
KOHTYPHUX YapyHKOBUX
yNaKoBOK B KaPTOHHIi
Kopo6Li

Bakctep OHkoNnoaxi
'm6X, HimeyunHa
(BMPOGHYMK
Hepo3dhacoBaHOl
npoaykuii Ta
nepBuHHe
nakyBaHHs); Mepk
Xenckea KraA,
HimeuunHa
(BignoBifanbHWiA 3a
Bunyck cepii); M'ep
dabp MegmkameHT
MpogakwH, PpaHuis

abo ymoB 36epiraHHa Ad®l (3a
BiACYTHOCTI Y 3aTBEpPIKEHOMY
[0cbe cepTudiikaTa BignoBigHOCTI
€Bponeiicbkili hapmakonei, LWwo
BK/TIOHAE Mepiog, MOBTOPHOTO
BMNpobyBaHHsA) (nepiog
NOBTOPHOTO BUNPOGYBaHHA/Nepios
36epiraHHs) - 36inbLUeHHs abo
BBE/EHHS Nepioay NOBTOPHOTO
BMNpobyBaHHsA/nepiogy
36epiraHHa Ha OCHOBI pe3y/nbTaTiB
OocCnimpKeHb Y peasibHOMY Yaci -
306i/1bLLIEHHS Nepiogy NOBTOPHOIO
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
(BMPOGHYMK BunpobyBaHHA A®I LieTpopenikc 3
Hepo3dacoBaHOl 18 po 36 micauis. 3miHa
npoaykuii Ta NPOBOAUTLCA Ha MigcTaBi AaHWX
nepBuHHE BMBYEHHS CTabifIbHOCTI B
nakyBaHHs peanibHOMY yaci
306. | ULEPMA MOPOLLIOK A1 OpasIbHOI ToBapucTBo 3 YkpaiHa Cantotac ®apma Himeuunna/ BHECEHHS 3MiH 10 peecTpaLjiiiHux | 3a peyenmom UA/18064/01/01
ANTAYA cycneHsii, 40 mr/5 mn, no o6MexeHo v6X, HimeyunHa ABCTpis Marepianis: 3miHu | Tuny -
CYCNEH3IA 50 a6o 100 mn 'y chakoHi; BiANoBiga/IbHICTIO (BTOpPUHHE BHECEeHHS 3MiH o p. 3.2.P.3
no 1 donakoHy Ta wnpuwy "CaHpo3 YkpaiHa" nakyBaHHs); CaHgo3 Mpouec BMPOGHMLTBA NiKapCbKOro
Y KapTOHHiIil kopobLi M6X - BupobHuya 3aco0y, 30kpema: BUTyYEHHS
AinbHnuA BUMPOBYBaHHSA 3a NOKa3HWKOM
AHTWiHeKuUinRI TN3 "BTpaTa B Maci npv BUCYLLYyBaHHI"
Ta XimiuHi onepadii 3i cTagji IPC 2. HanoBHeHHs
KyHanb (AIXO MN3 (Filling); 3MiHu | TUNY - BHECEHHSA
KyHanb), ABCTpis 3MiH go p. 3.2.P.3 MNpouec
(BpOGHMLTBO "in BMPOGHMLITBA NiKapCbKOro 3acoby,
bulk", nepBrHHe Ta 30Kpema: 36iNbLUEHHS KiNIbKOCTI
BTOPUHHE chnakoHis 3 5 fo 6 ans
nakyBaHHs, NPOBefEeHHS KOHTPOSIIO 3a
TEeCTyBaHHs, BUNYCK nokKasHvkoM "OfHopiAHICTb MacKn”
cepii)
307. | LE®PYPOKCUM NOPOLUOK A/15 PO3UYUHY AAP ®APMA ®3-/1/1C O6'egHaHi 3elicc IHais BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyernmom UA/17542/01/01
750 MI’ ANA iH ekuiin no 750 mr, no Apabcbki dapmac’ioTikesnc mMartepianis: 3mMiHa 3asaBHUKa
1 a6o 10 dnakoHiB y Emipatu MeT. N14. (BnacHvika peecTpadiiHoro
KapTOHHI KOpooLi noceigyeHHs) (3rigHo Hakasy MO3
Bif, 23.07.2015 Ne 460): 3MiHu |
TMny - 3MiHK Woao
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK)
BHECEHHS 3MiHM [0 po3ainy
«MapkyBaHHs» MKA N13:
3arBepmkeHo: MAPKMPOBKA B
COOTBETCTBUM C YTBEPXKAEHHbLIM
TEKCTOM MapKMPOBKM KOTOPbIIA
npunaraeTcs. 3anponoHoBaHo:
MAPKVPOBKA B cooTBeTcTBUY C
YTBEPXAEHHbIM TEKCTOM
MapK1poBKW. OHOBNEHHS TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro
3ac06y 3 BHECEHHAM iHchopmaLii
LLOA0 3a3HaYeHHS OANHNLB
BMMIpIOBaHHSA y cuctemi Sl.
BBefeHHs 3MiH NpoTArom 6-Tu
MicSLIB MicNs 3aTBEPKEHHS.
308. | UMKNOMEA Kpanni o4Hi 1 %, no 5 mny CEHTICC ®APMA IHAiA CEHTICC ®APMA IHAis BHECEHHS 3MiH 10 peecTpavyinHnx 3a peyenmom UA/2911/01/01

donakoHi-KpanenbHuui; no
1 donakoHy y nayui

MpaiiBeT JimiTeq,

MNBT. NTA.

MaTepianis: 3MiHu | Tuny -
BBEZlEeHHs 10AaTKOBOr0 Po3Mipy
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
cepii roToBOro MikapcbKoro
3aco6y. 3anponoHoBaHo: 1000 n
(192308 chnakoHis), 500 n (96154
dhnakoHu), 300 n (57692
hnakoHw)
309. | UWMNPO®DNIOKC | po3uunH ans iHdysii, 2 ToBapucTBO 3 Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/5534/01/01
ALVH - mr/ma no 100 mn Ta no o6MexeHo 0bMexeHoto marepianis: 3MiHW | TUMY - 3MiHK
HOBO®APM 200 mn y naswui, no 1 BiANoBiga/IbHICTIO BiANOBIAANILHICTIO BHECEHO B IHCTPYKL,it0 ANns
NAAWLUI B NayLi KapTOHY; thipma "Hosodhapm- thipma "Hosochapm- MeANYHOro 3aCToCyBaHHSA
no 100 mn ta no 200 mny BiocuHTes" BiocuHTes" nikapcbKkoro 3acoby A0 po3ginis
CKIAHUX NASALLKax "Oco611BOCTI 3aCTOCyBaHHA" Ta
"Mo6iuHi peakuii" BigNoBIgHO A0
OHOBJIEHOT iHdhopMaLii 3 6e3neku
3acTocyBaHHSA Ait0H0i pevoBUHU
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALIB MiC/1A 3aTBEPKEHHS
310. | UWAMPO®JIOKC | Kpanni o4Hi/ BYLUHI, ToBapucTso 3 YkpaiHa K.T. POM®APM PymyHis BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/15845/01/01
ODPAPM po3uvH 0,3% no 5 mny obmexeHoro KOMMAHI C.P.J1. marepianis: 3MiHW | TUMY - 3MiHW
donakoHi-kpanensHuLi; no BiZANOBIfANbHICTIO Lwoao 6e3nekn/edeKTBHOCTI Ta
1 chnakoHy-KpanesnbHULi y "®OPC-®OAPMA hapmakoHarnsay - BHECEHHS 3MiH
KapTOHHI Kopoo6Li ANCTPUNBIOLLIH" 00 po3ainy «MapkyBaHHs» MKA
Nna3:
3anponoHoBaHo: MAPKYBAHHA
3rigHo 3 3aTBEPAKEHUM TEKCTOM
MapKyBaHHs. 3MiHN BHECEHI B
TEKCT MapKyBaHHS ynakoBKu
Nikapcbkoro 3acoby oo
3a3HaYeHHs MDKHapOAHNX
no3HayeHb OAVHWLL BUMIPIOBAHHS
311. | UAPPAH TabneTkn, BKPUTI CaH ®apmacbloTvkan IHais CaH IHais BHECEHHS 3MiH 40 peecTpauiiHnx 3a peyenmom UA/2897/01/02
o060n0Hkoto no 500 mr, no IHpacTpi3 Nimites PapmacbloTukan marepianis: 3mMiHW | TUNY - 3MiHK

10 Tabnetok y 6nicTepi;
no 1 6nicTepy y KapTOHHii
Kopoo6Li

IHpacTpi3 Nimiteq,

LoAo 6e3snekn/edeKTMBHOCTI Ta
dhapmakoHarnsgy. BunyyeHHs
(cuna gii) - BUNyYEHHA [O3YBaHHSA
250 mr gns N3 LindpaH,
TabneTkun, BKPUTIi 060OHKOK 3
mMarepianis peecTpauiiHoro
[ocbe: 3aTBepmkeHo: 250 mr, 500
Mr 3anponoHosaHo: 500 mr
3MiHV BHECEHI [0 iIHCTPYKUii ans
Me[NYHOro 3aCTOCyBaHHS
NiKapcbKoro 3acoby y po3ainm
"Cknag", "OCHOBHI Di31KO-XiMiYHi
BnacTusocTi", "Cnocié
3acTocyBaHHsa Ta gosn'”
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FeHepanbHU AUpeKTop
AupekToparty hapmaueBTUYHOro 3a6e3neyeHHs 0.0. Komapiga
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MEPENIK

Aopartok 4

[0 Haka3sy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu

BiA Ne

NIKAPCbKUX 3ACOBIB, K| HE PEKOMEHAOBAHI 10 AEP)XXABHOI PEECTPALLII, NEPEPEECTPALLII TA BHECEHHSA 3MIH A0

PEECTPALJIAHUX MATEPIANIB

Ne Hassa dopma sunycky 3asiBHUK KpaiHa Bupo6HuK Kpaina rliocmasa lMpoyedypa
n/n JliKapcbKO20
3acoby
BE/MMAHAT TabneTkun, BKpUTI Hatko ®apma IHais Hatko ®apma IHais 3acigaHHa HEP Ne | BigmoBneHo y pekomMeHgauii A0 AepXaBHOI peecTpaLlii Ha
NNiBKOBOI 060J1I0HKOHD, MO NimiTen Niviteq 10 Big 27.05.2021 | eTtami cneuianizoBaHOi eKcnepTusu BiANOBIAHO A0
400 mr/100 wmr, no 28 BUCHOBKY YnpaBniHHA  eKcnepTtusu mMartepianis 3
TabneTok y ¢hs1akoHi i3 GioeKBiBaJIEHTHOCTI Ta 3 ypaxyBaHHSIM Pille€HHS 3acifaHHA
noninponineHoBo HaykoBo-ekcnepTHOi pagu [lepXaBHOTO eKCnepTHOro
KPULLIKOKO, OCHALLLEHO ueHTpy MO3 YKpaiHu
3aX1CTOM Big, giTelt, no 1
hNakoHy B KApTOHHIl
Kopoo6Li
KANbLIKO MOPOLLIOK MIKPOHI30BaHW AT "Nly6Hnhapm" Ykpaina CAB lepbarnc IHAjsa 3acigaHHa HTP Ne | He pekoMeHAYeETbCA [0 3aTBepKeHHA — Ha nigcTasi
CEHO3UAN A | B | (cy6cTaHuis) y moaBitHUX eH 17 Big 20.05.2021 | HeraTUBHOrO BMCHOBKY LWOAO SIKOCTi Ta 3 ypaxXyBaHHSIM
20 % nonieTuNeHoBMX NakeTax HyTpaueBsTikenc pilweHHA 3acigaHHsa HaykoBo-TexHiYHOI pagu [epxaBHOro
eKkcnepTHoro ueHTpy MO3 YkpaiHu
KOPBANO/- Kpanni opasibHi, PO34MH Mo MpAT Ykpaina MpAT YkpaiHa 3acigaHHa HTP Ne | He pekoMeHAoOBaHa A0 3aTBEepPAKEHHA BiAnosigHa 3MiHa -
AAPHUNLUA® 25 mn a6o no 40 mny "®apmaueBTnyHa "®apmaueBTUYH 18 Big 27.05.2021 OCKi/TbK/ OHa He YMOXJ/IUBJ/IIOE NMEePEeHEeCeHHA OTPUMAaHUX
dhnakoHi; no 1 dpiakoHy B ipma "fapHuus” a thipma pe3ynbTaTiB KOHTPOJIIO 3a NOKasHUKOM «MikpoGionoriuHa
nauu,i "AapHnus”, yuctoTa» 3 npoAykuii in bulk y 6oukax Bupo6HuuTBa TOB
YkpaiHa "Mdapmxim", YkpaiHa Ha poscdacoBaHy npoAaykKuilo Yy
(nakyBaHHS i3 in c¢onakoHax BupoGHuuTBa MpPAT "dPapmaueBTUUHA dipma
bulk chipmm- "OapHuua", YkpaiHa 3 ypaxyBaHHAIM TOrO, WO fiKapCbKuii
BMpobHuka TOB 3aci6 Kopsanon-flapHuua®, kpanni opasibHi, po3uuH, no
"dbapmxim", 25 mn a6o no 40 mn y dpnakoHax 6yn0 3apeecTpoBaHO 3a
YkpaiHa) npouegypoto «/likapcbkuii 3acié 3 npogykuii in bulk»
(nakyBaHHsA i3 in bulk dipmu-eupo6Huka TOB "dapmxim”,
YkpaiHa)
CETEr'mc® Tabnetkun no 10 mr; no 10 3AT YropumHa 3AT YropLmHa 3acigaHHa HTP Ne | He pekoMeHAyBaTW [0 3aTBEPO)XEHHSI - BUMpPaBIeHHSA
Tabnetok y 6nictepi; no 3 dapmaLeBTUYHNI $bapmaueBTUYHN 18 Bif 27.05.2021 | BiANOBIgHOI TEXHIYHOI NOMWNKM B  peecTpauiliHuX
6nictepn B KOPOOLi 3aBog ErIC i 3aBog ElC [OKYMEeHTax Ha JNiKapCbKuii 3acibé, OCKi/IbKM 3a3HaueHe

BUMpPaBJ/IEHHA He BiAnoBigae marTepiaiaM peecTpauiiiHoro
[OCbE, AKi NpeAcTaBrieHi B apXiBi
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Ne Hassa dopma sunycky 3asaBHUK KpaiHa Bupo6HUK Kpaina rMiocmasa lMpoyedypa
n/n NiKapcbKo20
3acoby

TUYPEKC® Tabnetku, no 12,5 mr Ne30 TOB "KYCYM YkpaiHa TOB "KYCYM YkpaiHa 3acigaHHa HTP Ne | He peKOMEHAOBHO [0 3arBepAXeHHs - BUMNpPaBNEHHSA
(10x3): no 10 TabneTok y PAPM" PAPM" 16 Big 13.05.2021 | TexHiIYHOI MOMWJ/IKWA, OCKiZIbKA He Bifgnosigae marepianam
6nictepi, no 3 6nictepn y peecTpauiiiHoro fAocbe, Ta NOTpPeGye BHECEHHA 3MiH Yy
KapTOHHIN ynakosLi, Ne60 BCTAHOBNMEHOMY MopsiaKy 3rigHo n.4 po3giny VI Hakasy
(10x6): no 10 TabneTok y MO3 Ykpaiuu Big 26.08.2005p. Ne 426 (y pepakuii Haka3y
6nictepi, no 6 6nictepis y MOS3 YkpaiHu Big 23.07.2015 p Ne 460)
KapTOHHI ynakosLi, Ne90
(10x9): no 10 TabneTok y
6nictepi, no 9 6nictepis y
KapTOHHI ynakoBLi

TUYPEKC® Tabnetku, no 25 mr, Ne30 TOB "KYCYM YKpaiHa TOB "KYCYM YKpaiHa 3acigaHHa HTP Ne | He pekoMeHAyBaTu [0 3aTBEPO)XEHHSI - BUMpPaBIeHHSA
(10x3): no 10 TabneTok y PAPM" PAPM" 16 Big 13.05.2021 | TexHi4YHOI NOMWAKMK, OCKINIbKA He BignoBigae martepianam
6nictepi, no 3 6nictepn y peecTpauiiHOro Aocbe, Ta NOTpPeGye BHECEHHA 3MiH Yy
KapTOHHI ynakosLi, Ne60 BCTAHOBNEHOMY nopsaky 3rigHo n.4 po3giny VI Hakasy
(10x6): no 10 Tabnetok y MOS3 Ykpaiuu Big 26.08.2005p. Ne 426 (y peaakuii Hakasy
6nictepi, no 6 6nictepis y MOS3 YkpaiHu Big 23.07.2015 p Ne 460)
KapTOHHI ynakosLi, Ne90
(10x9): no 10 TabneTok y
6nictepi, no 9 6nictepiB y
KapTOHHI ynakoBLi

TUYPEKC® Tabnetku, no 50 mr Ne30 TOB "KYCYM Ykpaina TOB "KYCYM YkpaiHa 3acigaHHs HTP Ne | He pekomeHgyBaTu [0 3aTBeppKeHHS - BUPaB/EHHS
(10x3): no 10 Tabnetok y PAPM" PAPM" 16 Big 13.05.2021 | TexHIYHUX NOMWOK, 3rigHo nn.4 n.2.4. po3giny VI Haka3sy
6nictepi, no 3 6ictepn y MOS3 Ykpaiuu Big 26.08.2005p. Ne 426 (y peaakuii Hakasy
KapTOHHI ynakosLji, Ne60 MO3 YkpaiHu Big 23.07.2015 p Ne 460) - noOMUAKU
(10x6): no 10 TabneTok y noB'sAA3aHi 3 NepeknagomMm a6o nepeHeceHHAM iHdopmaLii,
6nictepi, no 6 6nicTepiB y AKi Gynn ponyuwieHi MNif 4Yac NpoBefeHHA npoueaypu
KapTOHHI ynakosLii, Ne90 peectpauii (Haka3 Ne2854 Big 10.12.2020p.). ¥ metoauui
(10x9): no 10 TabneTok y BU3HAYE€HHS1 TMOKasHUKa «CynpoBigHi AOMIWKW», npwu
6nictepi, no 9 6nicTepis y 3a3Ha4YeHHi napameTpiB NpupATHOCTI xpomartorpadyiyHol
KapTOHHI ynakosLi cuctemu, Gyno AonyLLeHOo NOMUIKY

XIMOTPUMNCUH niogpinizaT 419 po3unHy TOB "®3 Ykpaina TOB "®3 YkpaiHa 3acigaHHa HTP Ne | He pekomeHAyBaTu [0 3aTBEpPKEHHA - OCKiNlbKK

KPUCTAMIYHNIA ans iH'ekuii no 0,011 5 "BIOPAPMA" "BIO®PAPMA" 16 Big 13.05.2021 3anponoHoBaHa pepakuis  TEeXHIYHOI MNOMMUMKM  He

hnakoHiB 3 niocpinisatom
y 6nicTepi; no 2 6nictepu
y nayui 3 KapTOHY

BignoBifJac BU3HAYEHHIO «TEeXHIYHA MOMWUKa» (3rigHO
Hakasy MO3 Big 23.07.2015 Ne 460), ToMy WO nNoMuiKa
AonylieHa B MaTepiasiax peecTpauiliHoro ocbe 3asiBHUKa

FeHepanbHU AUpeKTop
AunpekToparty hapmaueBTUYHOro 3a6e3neyeHHs
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