NEPENIK

NIKAPCbKUMX 3ACOBIB, LLO NPOMOHYKOTbLCA A0 AEP>XABHOI PEECTPALLII

Jopartok 1
po Hakasy MiHicTepcTBa OXOpPOHU

304,0POB’A YKpaiHu

Ne

Ne
n/n

Ha3zsa sikapcbko20
3acoby

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asBHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep

peecmpayjitiHo2o

nocBi04YeHHs1

1.

BAMNPE

Kancynu no 75 mr, no 10
Kancyn y 6nictepi; no 3
61icTepy y KapTOHHIN
KopoobLi

leTepo /1a63
Nimiteq

IHais

leTepo /1a63
Nimiten

IHais

peecTpauist Ha 5 pokis

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

3a
peyenmom

He
nionsieae

UA/19101/01/01

BAMNPE

kancynu no 150 wmr, no
10 kancyn y 6nictepi; no
3 6nicTepn y KapTOHHIl
Kopobui

leTepo /1a63
Nimitepn

IHais

[eTepo /1a63
Nimitepn

IHais

peecTpauisi Ha 5 pokis

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

3a
peyenmom

He
nionsieae

UA/19101/01/02




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

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.

BAMNPE

kancynu no 300 mr, no
10 kancyn y 6nictepi; no
3 6nicTepu y KapTOHHIi
KopoobLi

leTepo /1a63
Nimiten

IHais

leTepo /1a63
Nimiteq

IHais

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/19101/01/03

BY/AECOHIA,
ACTPA3EHEKA

cycneHsis ans
po3nueHHs, 0,25

ACTPA3EHEKA
Ab

LLBeuis

BMPOGHMLTBO,
KOHTPO/Ib SIKOCTI

LLiBeuis

peecTpauisi Ha 5 pokis

3a
peyenmom

He
niosisieae

UA/19102/01/01

2




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

Mmr/mn, no 2 Mmny
KOHTeliHepi; no 5
KOHTENHepiB y KOHBEPTI;
no 4 KoHBepTn y
KapTOHHIA KOpO6L

Ta BUNYyCK cepil:
AcTpa3eHeka Ab,
LLiBewjist; KOHTPO/b

AKOCTI:
AcTpa3eHeka Ab,
LLBeuis

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 ciyHa 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.

BY/ECOHIA,
ACTPA3EHEKA

cycneHsis gns
po3nunexHs, 0,5 mr/mn
no 2 M/ 'y KOHTelHepi;
no 5 KoHTeliHepiB, Yy
KOHBEPTI; N0 4 KOHBEPTH
Y KapTOHHiIll kopoobLi

ACTPA3EHEKA
Ab

LLiBeuis

BUPOBHMLTBO,
KOHTPO/b AKOCTI
Ta BUNyCK cepii:

AcTpa3eHeka Ab,
LLiBeLis; KOHTPONb
AKOCTI:
AcTpa3eHeka Ab,
LLisewjs

LLseuis

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/19102/01/02




KOHTYPHIli ynakoBuji, no
1 KOHTYpHIlA ynakosL,i y
KapTOHHIA Kopoo6Li

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

Ne HasBga snikapcbKo20 Popma sunycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjitiHo2o
ynakoska) nocBi04Y€eHHs1
3a3HaYeHIMn y
nepiofMYHOCTi NofaHHsA
perynsipHux 3BiTiB 3
6e3neku.
6. AAHTIHOPM BEBI® pO34uH Ans BYAPOH dpaHuis BYAPOH PpaHuin peecTpauist Ha 5 pokis 6e3 He UA/19103/01/01
nepopasibHOro peyenma nionsizae
3acTocyBaHHA No 1 mny MepiognyHICTb NoAaHHs
0/IHO,030BOMY perynspHo
KOHTeliHepi; o 5 OHOB/THOBAHOrO 3BITY 3
0HOPa30BUX 6e3neku, BiANOBIAHO A0
KOHTeliHepiB y 1 cTpuni; MopsiaKy 34iACHEHHS
1 cTpwn B a/ltOMiHIEBOMY thapmakoHarnsgy,
nakeTi; 2 a6o 6 3aTBEPAKEHOrO HaKa3oM
/IIOMIHIEBMX NaKeTIB y MiHicTepcTBa 0XOpPOHK
KapTOHHI KopoobLi 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,
3a3HavYeHIMn y
nepioguyYHOCTi NOAAHHSA
perynspHux 3BiTiB 3
6e3neku.
7. LOEKCKET PO34uH A5 iH'eKUi 25 Crepun-xeH IHais Crepun-[xeH IHais peecTpauist Ha 5 pokis 3a He UA/19104/01/01
Mr/M/1; M0 2 MN B Navid CaiteHcus Navid CaiteHcus peyenmom nionsizae
amnyni, no 5 amnyn'y (M ntg (M Nt MepiognyHicTb NogaHHA




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.

EP/TIEPO

TabneTkn, BKPUTI
NAiBKOBOK 060/IOHKOHO,
no 100 wmr, no 10
Tabnetok y 6nictepi, no
3 6nicTepu y KapTOHHIN
KopooLi

leTepo /1a63
Nimiteq

IHais

letepo /1a63
Niviteq

IHais

peecTpauist Ha 5 pokis

MepioAnyHICTb NofaHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
MopsiaKy 34iCHEHHS
chapmakoHarnsagy,
3aTBePPKEHOr0 Haka3om
MiHicTepcTBa 0XOpPOHK
3[,0p0OB’A YkpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB's 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/19105/01/02

EPNEPO

TabneTku, BKPUTI
NiBKOBOK 060/10HKOIO,
no 150 mr, no 10
Tabnetok y 6nictepi, no
3 6nicTepu y KapTOHHIN
Kopobui

leTepo /1a63
Nimiten

IHais

leTepo /1a63
Nimiteq

IHais

peecTpauist Ha 5 pokis

MepiognyHicTb NogaHHsA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBiAHO A0
Mopsaaky 34iACHEeHHS
hapmakoHarnsgy,
3aTBEPAKEHOr0 Haka3om
MiHicTepcTBa OXOPOHU

3a
peyenmom

He
nionseae

UA/19105/01/03




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

3[10pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii
YKpaiHu 29 ciuHa 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpOHK
37,0pOB'st YKpaiHu Big 26
BepecHsA 2016 poky Ne
996), cTaHOBUTbL: 3riHO
3i cTpokamu,
3a3HaveHIMn y
nepiogMyHOCTi NoAaHHsA
perynsipHux 3BiTiB 3
6esnekxu.

10.

EP/TIEPO

TabneTkn, BKPUTI
NAiBKOBOK 060/IOHKOHO,
no 25 wr, rno 10
Tabnetok y 6nictepi, no
3 6nicTepu y KapTOHHIi
KopoobLi

leTepo /1a63
Nimiteq

IHais

letepo /1a63
Niviteq

IHais

peecTpauist Ha 5 pokis

MepioAnyHICTb NofaHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
MopsiaKy 34iCHEHHS
chapmakoHarnsagy,
3aTBEPPKEHOr0 Haka3om
MiHicTepcTBa 0XOpPOHK
3[,0p0OB’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's 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/19105/01/01

11.

MOKCUH

po34nH ans iHgysili, 400
Mr/250 mn, no 250 mn
npenapaty B
KOHTeliHepi, no 1

AHaHTa Mepikeap
nrg.

Benvka
BputaHis

€ponaid
Xentkeap [BT.
nra.

IHais

peecTpauist Ha 5 pokis

MepiognyHicTb NogaHHA
perynsipHo

3a
peyenmom

He
nionseae

UA/19106/01/01




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

KOHTeliHepy B NniBLi B
KopooLi

OHOBJIHOBAHOIO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsiaky 34iiCHEeHHS
hapmakoHarnsgy,
3aTBEPPKEHOr0 Haka3om
MiHicTepcTBa OXOpPOHM
3[10pOB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii
YKkpaiHu 29 ciuHa 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpOHK
37,0pOB'st YKpaiHu Big 26
BepecHsA 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HayYeHMuN y
nepioguyYHOCTi NoAAHHSA
perynsipHux 3BiTiB 3
6esneku.

12.

PESICTO/I®-TAB

TabneTkn, BKPUTI
NAiBKOBOK 060/IOHKOIO,
no 20 wmr, rno 10
Tabnetok y 6nictepi, no
2 6nicTepu B mauui

TOB "APTEPIYM
nTar

YkpaiHa

MAT
"Knismegnpenapa
™

Ykpaina

peecTpauist Ha 5 pokis

MepioAnyHICTb NofaHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
MopsiaKy 34iACHEHHS
chapmakoHarnsagy,
3aTBePPKEHOr0 Haka3om
MiHicTepcTBa 0XOpPOHK
3[,0p0OB’A YkpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3riHO
3i cTpokamu,
3a3HavYeHMun y
nepiognyYHoOCTi NOAAHHSA

6e3
peyenma

nionsieae

UA/19107/01/01




Ne HasBga snikapcbKo20 Popma sunycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjitiHo2o
ynakoska) nocBi04Y€eHHs1
perynsapHux 3BiTiB 3
6e3neku.
13. PIANTPIC MOHO cnpeii Ha3asTbHUIA, neHmapk LlBeiiuapis neHmapk IHAis peecTpauisi Ha 5 pokis 3a He UA/19108/01/01
[1030BaHuii, cycnexsis, CnewianTi C.A. dapmacbloTikan3 peyenmom niosnsieae
50 mKkr/po3sy, no 60 abo nra,. MepiognyHicTb NogaHHA
120 po3y perynsapHo
nonieTnaeHoBoMy OHOB/IIOBAHOTO 3BITY 3
thnakoHi, no 1 donakoHy 6e3neku, BigNoBIgHO A0
3 [JO3Y04YMM HacCoCOM- Mopsaky 34iCHEHHS
posnuatoBayem, chapmakoHarnsagy,
3aKpUTM KOBMAYKOM Y 3aTBEPKEHOr0 HaKa3oMm
KapTOHHI KopoobLi 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,
3a3HaveHIMn y
nepioguYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku.
14. POMNINIOHI PO34MH A8 iH'ekuin, 7,5 TOB "HOpis-dapm” YkpaiHa TOB "tOpis-dapm” Ykpaina peecTpauist Ha 5 pokis 3a He UA/19109/01/01
mr/mn no 10 mny peyenmom nionsizae

amnynax CkisHux, no 5
amnyn y KOHTYpPHIi
YapyHKOBIli ynakoBLyj, Mo
1 KOHTYpHIlA YapyHKOBIli
ynakoBLi y navu 3
KapTOHY

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




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

3/10pOB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HayYeHMun y
nepioguYHOCTI NoAAHHS
perynsapHux 3BiTiB 3
6esneku.

15.

POMINOHI

PO34MH A1 iH'ekuUii, 10
mr/mn no 10 mny
amnynax cknsHux, no 5
ammnys y KOHTYpPHIiA
YapyHKOBIli ynakoBLj, no
1 KOHTYpHIli YapyHKOBI
ynakoBLi y navui 3
KapTOHY

TOB "lOpis-®apm”

YkpaiHa

TOB "tOpis-®apm”

YkpaiHa

peecTpauisi 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, 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,
3a3HaveHIMn y
nepioguyYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionsieae

UA/19109/01/02

16.

POMINOHI

po3unH Nns iHdysin, 2
mr/mn no 100 mny
dhnakoHax CknsiHUX, no 1
chnakoHy y nauuj 3
KapTOHY

TOB "lOpis-®apm”

Ykpaina

TOB "tOpis-®Papm”

Ykpaina

peecTpauist Ha 5 pokis

MepioAnyHICTb NofaHHSA
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsigky 34iCHEeHHS
chapmakoHarnsagy,
3aTBEPPKEHOr0 Haka3om
MiHicTepcTBa 0XOpPOHK
3[,0p0B’A YkpaiHu Big 27
rpyaHsa 2006 poky Ne

3a
peyerimom

He
nionsieae

UA/19109/02/01




Ne HasBga snikapcbKo20 Popma sunycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjitiHo2o
ynakoska) nocBi04Y€eHHs1
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
YKpaiHu 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
perynspHux 3BiTiB 3
6e3neku.
17. TA3MEH 2.25 MOPOLLIOK A1 PO3UMHY M.BIOTEK Benuka BMPOGHMLTBO, Ipeuis/KnTai peecTpauisi Ha 5 pokis 3a He UA/19110/01/01
Ans iHdysii no 2 r/0,25 1 NIMITEL, BpuTaHis nepBuHHE Ta peyenmom nionsieae
y dhnakoHax, no 1 BTOPUHHE MepiognyHicTb NogaHHA
dh1akoHy 3 NOPOLLKOM B nakyBaHHS, perynsipHo
KapTOHHilA KopooLi KOHTPO/b AKOCTI OHOBJ/ItOBAHOIO 3BITY 3
Ta BMNYyCK cepil: 6e3neku, BiANOBIAHO A0
Kynep Mopsaaky 34iiCHEeHHS
dapmacbloTikan3 thapmakoHarnagy,
C.A,, Ipeuis; 3aTBepKeHOro Hakasom
BMPOGHMK MiHicTepcTBa 0XOpoHK
NPOMIiXHOro 3[10pOB’A YKpaiHnu Big 27
NPoOAYKTY rpyaHsa 2006 poky Ne
nikapcbkoro 898, 3apeecTpoBaHOro B
3acoby - MiHicTepcTsi tocTuuii
CTEepPW/IbHOT CyMiLLi YKpaiHu 29 ciuHa 2007
ninepaumniHy poky 3a Ne 73/13340 (y
Hatpito Ta pefakuii Hakasy
Tazobakramy MiHicTepcTBa 0XOpPOHK
HaTpito 340pOB's YKpaiHu Big 26
(cTepunbHuii BepecHA 2016 poky Ne
bulk): lWaHaoHr 996), cTaHOBUTb: 3riAHO
AHKCIH 3i cTpokamum,
dapmacbloTikan 3a3HaveHIMn y
Ko., NITa, Kutaii nepiogMYHOCTi NoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.
18. TA3MEH 4.5 MOPOLLIOK A1 PO3UNHY M.BIOTEK Benuka BMPOGHWLTBO, Ipevuis/Kntai peecTpauist Ha 5 pokis 3a He UA/19110/01/02
ans iHdysin no 4 r/0,5 1 NIMITEL, BputaHis nepBrHHE Ta peyenmom nionsizae
y thnakoHax, no 1 BTOPVHHE MepioAnyHICTb NofAHHSA
th/1aKoHy 3 NOPOLLKOM B nakyBaHHs, perynsipHo

KapTOHHIA KopoobLi

KOHTPO/b SIKOCTI
Ta BMNYyCK cepil:

OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
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Ne HasBga snikapcbKo20 Popma sunycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjitiHo2o
ynakoska) nocBi04Y€eHHs1
Kynep Mopsaaky 34iACHEeHHS
$apmacbioTikan3 hapmakoHarnagy,
C.A., lpeuist; 3aTBEPKEHOrO Hakasom
BMPOGHUK MiHicTepcTBa OXOPOHU
NPOMKHOro 30,0p0OB’A YKpaiHu Bif, 27
NPoOAyKTY rpyaHsa 2006 poky Ne
NiKapcbKoro 898, 3apeecTpoBaHoro B
3acoby - MiHicTepcTBi tocTuLii
CTEepPW/IbHOT CyMiLLi YKkpaiHu 29 ciuns 2007
ninepavuniy poky 3a Ne 73/13340 (y
HaTpilo Ta pefakuii Hakasy
TazobakTamy MiHicTepcTBa OXOpPOHU
HaTpito 3/10pOB's YKpaiHu Bif 26
(cTepunbHuii BepecHs 2016 poky Ne
bulk): lWangoHr 996), CTaHOBUTb: 3rigHO
AHKCIH 3i cTpokamu,
dapmacboTikan 3a3HayYeHMun y
Ko., NTa, Kntaii nepioguYHOCTI NOAAHHS
perynsapHux 3BiTiB 3
6esneku.
19. ®NYMA3EHIN-BICTA | po3uuH ans iH'ekuin, 0,1 Mictpan Kenitan AHrnis Na6opaTtopio Pelir Icnanis peecTpauisi Ha 5 pokis 3a He UA/19111/01/01
Mr/mn no 5 mn B amnyni; MeHeKMeHT Xodppe, C.A. peyenmom niosnsieae
no 5 a6o 10 amnyny Nimiten MepiognyHicTb NogaHHA

KapTOHHI navu,i

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, 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
nepioguYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku.
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B.o. NeHepanbHOro gupekropa Aimpekropary
chapmaueBTUUHOroO 3a6e3nevyeHHA IBaH SAABOPHUX
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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. BIAKOPAM® 3,5 Tabnetku no 3,5 mr/2,5 Ne NABOPATYAP PpaHuin Ceps'e (IpnaHgis) Ipnangis nepepeecTpawis Ha 3a He UA/15293/01/01
Mr/2,5 Mr mr; no 30 TabneTok y CEPB'E€ IHpacTpic /T4 He0bMeXeHWi TepMiH peyenmom nionsieae

KOHTelHepi gis
Tabnetok; no 1 a6o no 3
KOHTelHepwn ans
TabneTok y kopobui 3
KapTOHY

OHOB/IEHO iH(hopmaLLito
B IHCTPYKU|i ans
MeAnYHOro
3acToCyBaHHSA
nikapcbKoro 3acoby B
po3ginax
"MMpoTunokasaHHa",
"B3aemogis 3 iHWuMu
nikapcbknmy 3acobamu
Ta iHWi BUan
B3aEMOgjin",
"Oco6nmBOCTi
3acTocyBaHHSA",
"3acTocyBaHHSA y nepioz
BariTHocTi abo
roflyBaHHs
rpyAA0" (YTOUHEHHSA
iHdhopmauii), "Cnoci6
3aCToCyBaHHA Ta Ao3n"
(yTOUYHeHHs iHdopmauii),
"MNepepo3syBaHHA",
"Mo6iuHi peakwyii”
BiAnNoBigHO A0
iHdhopmauii cTOCOBHO
6e3neku, sika 3a3HayeHa
B MaTepianax
peecTpavuiiHoOro Aocbe
Ta PO3LMPEHO TEKCTOBY
YacTVHY Ha3Bu
hapmakoTepaneBTUYHOT
rpynu srigHo 3
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

MDKHapOAHUM
Knacudgikatopom BOO3
6e3 3MiHn kogy ATX y
po3aini
"GapmakoTepaneBTnyHa
rpyna. Kog ATX".

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

BIAKOPAM® 7 Mr/5
Mmr

Tabnetkv no 7 mr/5 mr;
no 30 TabneTok y
KOHTeWHepi gns
Tabnetok; no 1 a6o no 3
KOHTeWHepn ans
Tab1eToK y kopobui 3
KapTOHY

Nne NABOPATYAP
CEPB'E€

®paHuin

Ceps'e (IpnaHgis)
IHpacTpic iTg,

Ipnangis

nepepeecTpauis Ha
HeobMeXeHW TepMiH

OHoBEHO iHhopmaLio
B IHCTPYKLU|i Ans
MeAnYHOro
3aCTOCyBaHHSA
nikapcbkoro 3aco6y B
po3ginax
"MpoTunokasaHHaA",
"B3aemogis 3 iHWMMKn
nikapcbknmu 3acobamu
Ta iHWi BUan
B3aemMogijin",
"Ocob611BOCTi

3a
peyerimom

He
nidnsieae

UA/15293/01/02
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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
3acTocyBaHHSA",

"3acTocyBaHHSA y nepioz
BariTHocTi abo
roflyBaHHs
rpyAA0" (YTOUHEHHSA
iHdhopmauii), "Cnoci6
3aCcToCyBaHHA Ta Ao3n"
(yTOUYHeHHs iHdopmauii),
"MNepepo3syBaHHA",
"Mo6iuHi peakwyii”
BiAnNoBigHO A0
iHdhopmauii cTOCOBHO
6e3neku, sika 3a3HayeHa
B MaTepianax
peecTpavuiniHoOro Aocbe
Ta PO3LMPEHO TEKCTOBY
YacTVHY Ha3Bu
hapMakoTepaneBTUYHOT
rpynu 3rigHo 3
MiXXHapoAHUM
Knacudikatopom BOO3
6e3 3miHn Koy ATX y
po3aini
"GapmakoTepaneBTnyHa
rpyna. Kog ATX".

MepioAnyHICTb NOAAHHS
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
hapmakoHarnagy,
3aTBEPIXEHOr0 Hakasom
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiuu Bif 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHM
3710p0B's YKpaiHu Bif, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i CTpokamu,
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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
3a3HaYeHIMn y
nepioguyYHOCTi NOAAHHSA
perynsipHmx 3BiTiB 3
6e3neku.
3. ENOAEPM masb, 1 mr/r,no15ry ToBapucTBo 3 YkpaiHa BCi cTagii YkpaiHa MepepeecTpauis Ha 3a He UA/16145/01/01
Ty6i; no 1 Ty6i y kopobui obmexeHor BMPOGHMLITBA, HeobMeXeHW TepMiH peyenmom nionsizae
3 KapTOHYy BiANOBIAA/ILHICTIO KOHTPO/b SKOCTI,
"®apmaveBTuyHa BUMNYCK Cepii: OHoBEHO iHhopmaLio
KOMMaHis ToBapucTBO 3 B IHCTPYKLU|i Ans
"3popos'a” 06MeXeHOo MeanyHoro
BIANOBIAA/LHICTIO 3aCcTOCyBaHHA
"dapmaleBTnyHa nikapcbKoro 3acoby y
KOMnNaHis po3sginax "OcobnmBocTi
"3popos'a”, 3acTocyBaHHs", "Moo6iYHi
YkpaiHa; BCi cTagji peakujii" BiANOBIAHO A0
BUPOGHULTBA, iHchopMmauiT
BUMNYCK Cepii: pedepeHTHOro
ToBapucTBO 3 nikapcbKoro 3acoby
06MeEXeHOo (Enokom®, masb 0,1%).
BIANOBIAA/LHICTIO
"®apmMaueBTNYHa MepiognyHICTb NoAaHHSA
KoMnaHis perynsipHo
"3popos'a”, OHOB/OBAHOTO 3BITY 3
YkpaiHa; KOHTpOsIb 6e3neku, BigNoBigHO A0
SAKOCTI: Mopsaky 34iACHEHHS
ToBapucTBO 3 thapmakoHarnagy,
o0bMexeHoto 3aTBEPAKEHOIO HakasoM
BiANOBIAA/IbHICTIO MiHicTepcTBa OXOpPOHU
"®APMEKC 370pOB’A YKpaiHuu Big 27
FPYM", Ykpaina rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpOHU
3710p0B's YKpaiHu Bif, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepioguYHOCTI MoAaHHS
perynspHux 3BiTiB 3
6e3neku.
4, NECNE®PUN PO34MH OpasibHUIA NO TOB YkpaiHa AT «Jly6HMhapm» YkpaiHa nepepeecTpauis Ha 6e3 nionsizae UA/10830/01/01
100 mn y cpnakoHi aboy | "Cymudpitodpapma HeobMeXeHW TepMiH peuenma
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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

6aHuj; no 1 dnakoHy
abo 6aHui B nayui

uist

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.

OHoOB/IEHO iHGhopmaLito
y po3sginax
"MpoTunokasaHHa",
"B3aemogis 3 iHWMMKN
nikapcbknMmn 3acobamm
Ta iHWi B1an
B3aemMogijin",
"Oco61MBOCTi
3acTocyBaHHA",
"Mepepo3yBaHHA"
IHCTPYKUiT aNns
MeAn4HOro
3acTOCyBaHHS
nikapcbKoro 3acoby
BiAnNoBigHO A0
OHOBJIEHOT iHChopMaLi
Loao 6esnekn
3acTOCyBaHHSA Aitoyoi
pPEeYOBUHM.

NNTOMA MIOKC

pO34MH OpasibHUiA, Mo

Jloma JTroKe

CLIA

AnoTeka IHK.

CWA

nepepeecTpauisi Ha

6e3

niosnisieae

UA/2679/01/01
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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
MCOPIA3 237 mny hnakoxi, no 1 JlebopeTopis HeobMeXeHWin TepMiH peuenma

(h/1laKoHY B KapTOHHIiA
nauui

OHoB/IEHO iHGhopmaLito
y po3sginax
"Oco6nmBOCTi
3acTocyBaHHA",
"3paTHICTb BNIMBATU Ha
LUBMAKICTb peakuii npu
KepyBaHHi
aBTOTpaHcnopToM abo
HLWIMMK
MexaHisMamu" (yTOUHEeHH
A iHdopmawir),
"AiTn"(YTOUHEHHSA
iHchopmauii) iHCTpyKuiT
ANns MeguyHoro
3acTOCyBaHHsA
NiKapcbKoro 3acoby
BignosigHoO o0
OHOB/IEHOT iHdopMaLLii
o0 6e3neku
3aCTOCyBaHHS
[0MNOMDKHOT PEYOBUHM.

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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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

perynsapHux 3BiTiB 3
6e3neku.

NOCTEPU3AH

cynosuTopii; no 5
Cyno3uTopIiiB y CTpuni;
no 2 CTPUNW B KAPTOHHIl
navui

Ap. Kage
dPapmaueBTUYHa
Pabpuka M6X

HimeuunHa

Ap. Kage
PapmaueBTUYHa
Pabpuka M6X

HimeuunHa

nepepeecTpauis Ha
HeobMeXeHW TepMiH

OHoB/EHO iHdhopMaLito
y po3sginax
"®apMaKoorivHi
B/acTmBocCTi”,
"OcobmBoCTi
3acTocyBaHHA"
IHCTPYKLii CTOCOBHO
6e3nekn 3acTocyBaHHsA
nikapcbKoro 3acoby
BignoBigHO Ao
mMaTtepianis
peecTpauiiHoro f0cbe.

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 ciuns 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riHO
3i cTpokamu,
3a3HavYeHMn y
nepiognyYHOCTI NoAaHHsA
perynsipHux 3BiTiB 3
6e3neku.

6e3
peyenma

nionsieae

UA/A864/02/01

NMOCTEPU3AH

Mas3b; Nno 25 ry Ty6i
anoMiHieBili 3
annikatopom; no 1 Ty6i B
KapTOHHIN nayui

fp. Kane
PapmaueBTUYHa
dabpuika Mi6X

HimeyunHa

fp. Kape
dapmaueBTNYHa
dabpurka M6X

HimeyunHa

nepepeecTpawis Ha
HeobMeXeHWn TepMiH

OHOBJIEHO iH(hopMmaLLito

6e3
peyenma

nionsieae

UA/4864/01/01
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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

y po3sginax
"®apMaKonorivHi
B/acTmMBocCTi",
"Oco6nMBOCTi
3acTocyBaHHA"
iHCTPYKL,ii CTOCOBHO
6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby
BignoBigHO Ao
mMartepianis
peecTpauiiiHoro AoCLET.

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

NMOCTEPU3AH
®OPTE

cynosuTopii; no 5
Cyno3unTopiiB y cTpuni;
no 2 CTPUMU B KAPTOHHIi
nauui

fp. Kage
PapmaneBTUYHa
dabpurika Mi6X

HimeyunHa

fp. Kape
dapmaueBTNYHa
dabpurka M6X

HimeuunHa

nepepeecTpauis Ha
HeobMexeHuii TepMiH

OHOB/EHO iH(hopmaLLito
y po3sginax
"®apmakonorivHi
BNacTuBocCTi",
"3acTocyBaHHS y nepioz
BariTHocTi abo

rogysaHHsa rpyaar”

6e3
peuyenma

nionsieae

UA/4864/02/02
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

(BHECEHHA [08aTKOBUX
3acTepexeHb) IHCTPYKLi
CTOCOBHO 6e3neku
3acToCcyBaHHSA
nikapcbKoro 3acoby
BignoBigHO Ao
mMartepianis
peecTpauiiHoro Aocbe.

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

NMOCTEPU3AH
®OPTE

masb; Mo 25 ry Ty6i
anloMiHieBili 3
annikatopom; no 1 Ty6i B
KapTOHHIN nayui

fp. Kage
PapmaneBTUYHa
dabpurika Mi6X

HimeyunHa

fp. Kape
dapmaneBTNYHa
dabpurka M6X

HimeuunHa

nepepeecTpauis Ha
HeobMexeHuii TepMiH

OHOB/EHO iH(hopmaLLito
y po3sginax
"®apmakonorivHi
B/1acTmMBoCTi",
"3acTocyBaHHS y nepioz
BariTHoOCTi abo
rogyBaHHsa rpyaar”
(BHECEHHA AOAATKOBUX
3acTepexeHb) IHCTPYKLi
CTOCOBHO 6e3neku

6e3
peuyenma

nionsieae

UA/4864/01/02
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

3acToCcyBaHHSA
nikapcbKoro 3acoby
BigMnoBigHO Ao
mMartepianis
peecTpauiiHoro Aocbe.

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

10.

TEUEHTPUK®

KOHLUeHTpaT Ans
PO34KHyY Aana iHdysili no
1200 mr/20 mn, no 20
MmNy cpnakoHi; no 1
dhnakoHy y KapTOHHilA
KOpOoO6Li

®.XohhmaHH-/1a
Pow Jtg

LLiBeiiuapis

Brpo6HMLTBO
Hepo3dghacoBaHOl
npoAykKuii,
nepBuHHE
nakyBaHHS,
BMMPOGYBaHHSA
KOHTPO/IO SKOCTI:
Pow diarHocTuke
'vm6X, HimeuunHa;

Himeuunna/
LBeliuapis

nepepeecTpaujis Ha 5
pokiB

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

Bnpo6HMLTBO 3aTBEPKEHOr0 Hakas3om
Hepo3dghacoBaHOl MiHicTepcTBa OXOpPOHMN

npoAykKuii, 340pOB’A YKpaiHu Big 27
nepBuHHe rpyaHsa 2006 poky Ne

nakyBaHHs, 898, 3apeecTpoBaHoro B
BTOPUHHE MiHicTepcTBi tocTuii
nakyBaHHs, YKpainu 29 ciuHs 2007

3a
peyenmom

He
nionsieae

UA/15872/01/01

22




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
BMNPOGYBaHHSA poky 3a Ne 73/13340 (y
KOHTPO/IO AKOCTI, pepakuii Hakasy
BUNYCK cepil: MiHicTepcTBa OXOpPOHU
. XodhdpmaHH-/15 3710p0B's YKpaiHu Bif, 26
Pow /1tg, BepecHsa 2016 poky Ne
LLiBeliyapis 996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMun y
nepiognYHOCTI NOAAHHS
perynsapHux 3BiTiB 3
6e3neku.
11. TPUBEPAM® 10 TabneTkn, BKpUTI NE NABOPATYAP ®paHuis BMPOGHMLITBO, dpaHuis/ nepepeecTpauis Ha 3a He UA/15517/01/01
Mr/5 Mr/5 Mr N/1iBKOBOKO 060JIOHKOIO, CEPB'E KOHTPO/b AKOCTI, Ipnangisa HeobMeXeHWi TepMiH peuyenmom niosnsieae

no 10 mr/5 mr/5 wmr; no
30 Tabnetok y
KOHTeWHepi gns
Tabnetok; no 1 a6o no 3
KOHTEeWHepn ans
Tab1eToK y kopobui 3
KapTOHY

nakyBaHHs, BUNYCK
cepii: labopartopii
Ceps'e IHpacTpi,
PpaHuis;
nakyBaHHS, BUNYCK
cepii: Ceps'e
(Ipnangis)
IHpgacTpic N4,
Ipnangis

OHoB/EHO iHdhopMaLito
B IHCTPYKUiT Ans
MeaNYHOro
3aCcTOCyBaHHSA
nikapcbkoro 3acoby B
po3ginax
"MpoTunokasaHHaA",
"B3aemopis 3 iHWMMKN
nikapcbknmy 3acobamu
Ta iHWi Bnan
B3aemogijin",
"Ocob6nuBoCTi
3acTocyBaHHs", "Cnoci6
3aCcToCyBaHHA Ta Ao3n"
(yTOUYHeHHs iHdhopmauii),
"Mo6iuHi peakwyii"
BignosigHo oo
iHdhopmaLii cTocoBHO
6e3nekn, ska 3a3HaveHa
B MaTepianax
peecTpaviiHoro Aocke
Ta PO3LUMPEHO TEKCTOBY
YacTUHY Ha3BU
hapmakoTepanesTUYHOT
rpynu 3rigHo 3
MDKHapOAHUM
Knacudikatopom BOO3
6e3 3miHn kogy ATX y
posaini
"PapmakoTepaneBTnyHa
rpyna. Kog ATX".
MepioAnYHICTb NOAAHHSA
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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

perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopaaky 34iCHeHHA
hapmakoHarnagy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiuu Bif 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
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.

TPUBEPAM® 20
MF/10MI/10 Mr

TabneTkn, BKpUTI
N/1iBKOBOKO 060JI0HKOIO,
no 20 mr/10 mr/10 mr, no
30 Tabnetok y
KOHTeWHepi gns
Tabnetok; no 1 a6o no 3
KOHTeWHepn ans
Tab1eToK y kopobui 3
KapTOHY

e NABOPATYAP
CEPB'E

®paHuis

BMPOGHMLITBO,
KOHTPO/b SIKOCTI,
nakyBaHHs, BUNYCK
cepii: labopartopii
Ceps'e IHpacTpi,
PpaHuis;
nakyBaHHS, BUNYCK
cepii: Ceps'e
(Ipnangis)
IHpgacTpic N4,
Ipnangis

dpaHuis/
Ipnangis

nepepeecTpauis Ha
HeobMeXeHWi TepMiH

OHoB/EHO iHdhopMaLto
B IHCTPYKUiT Ans
MeNYHOro
3aCcTOCyBaHHSA
niKapcbkoro 3acoby B
po3ginax
"MpoTunokasaHHA",
"B3aemopis 3 iHWMMKN
nikapcbknmy 3acobamu
Ta iHWi Bnan
B3aemogijin",
"Ocob6nuBocCTi
3actocyBaHHs", "Cnoci6
3acToCyBaHHA Ta A03n"
(yTOUYHeHHs iHdhopmauii),
"Mo6iuHi peakwyii"
BignosigHo oo
iHhopmaLii cTocoBHO
6e3nekn, ska 3a3HaveHa
B MaTepianax

3a
peyenmom

He
nionsieae

UA/15517/01/02
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

peecTpaLiiHoro gocbe
Ta po3LLUMPEHO TEKCTOBY
YacTUHY Ha3BU
hapmakoTepaneBTUYHOT
rpynu 3rigHo 3
MiKHapOAHNM
Knacudgikatopom BOO3
6e3 3miHn kogy ATX y
posgini
"GapmakoTepanesTnyHa
rpyna. Kog ATX".
MepioAnyHICTb NOAAHHS
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopaaky 34iCHeHHA
hapmakoHarnagy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiuu Bif 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
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.

13.

TPUBEPAM® 20
MF/10Mr/5 Mr

TabneTkn, BKpUTI
NNiBKOBOK 060/IOHKOIO,
no 20 mr/10 mr/5mr; no
30 TabneTtok y
KOHTeWHepi gns

e NABOPATYAP
CEPBE

®paHuis

BMPOGHMLITBO,
KOHTPO/b SIKOCTI,
nakyBaHHs, BUNYCK
cepii: labopartopii
Ceps'e IHpgacTpi,

dpaHuis/
Ipnangis

nepepeecTpauis Ha
HeobMeXeHW TepMiH

OHoB/EHO iHdhopMaLto
B IHCTPYKUiT Ans

Tabnetok; no 1 a6o no 3 ®paHuis; MeaNYHOro
KOHTeHepy ans nakyBaHHs, BUMYCK 3acToCyBaHHsA
Tabn1eToK y kopobui 3 cepii: Ceps'e niKapcbkoro 3acoby B
KapTOHY (Ipnangis) posgainax
IHpgacTpic N4, "MpoTunokasaHHa",
IpnaHgis "B3aemogis 3 iHWMMKn

3a
peyenmom

He
nionsieae

UA/15515/01/01
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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
nikapcbknMmn 3acobamm
Ta iHWi BUan
B3aemMogijin",
"Oco6nMBOCTi

3acTocyBaHHs", "Cnoci6
3acTocyBaHHsa Ta gosn”
(yTouHeHHs iHdopMmauii),
"Mo6iuHi peakw"
BignoBigHO Ao
iHbopmaLii cToCoBHO
6e3neku, aka 3a3HayeHa
B MaTepiasiax
peecTpaLiiHoro gocbe
Ta po3LLUMPEHO TEKCTOBY
YacTVHY Has3Bu
hapmakoTepaneBTUYHOT
rpynu 3rigHo 3
MiKHapOAHNM
Knacudgikatopom BOO3
6e3 3miHn kogy ATX y
posgini
"GapmakoTepanesTnyHa
rpyna. Kog ATX".

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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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.
14. TPUBEPAM® 20 TabneTkn, BKpUTI NE NABOPATYAP ®paHuis BMPOGHMLITBO, dpaHuis/ nepepeecTpauis Ha 3a He UA/15516/01/01
Mr/5 Mr/5 Mr N/1iBKOBOKO 060JIOHKOIO, CEPB'E KOHTPO/b AKOCTI, Ipnangisa HeobMeXeHW TepMiH peuyenmom niosnsieae

no 20 mr/5 mr/5 mr; no
30 TabneTtok y
KOHTeWHepi gns
Tabnetok; no 1 a6o no 3
KOHTeWHepn ans
Tabn1eToK y kopobui 3
KapTOHY

nakyBaHHs, BUNYCK
cepii: labopartopii
Ceps'e IHpacTpi,
®paHuis;
nakyBaHHS, BUNYCK
cepii: Ceps'e
(Ipnangis)
IHpgacTpic N14,
Ipnangis

OHoB/EHO iHdhopMaLito
B IHCTPYKUiT Ans
MeaNYHOro
3aCcTOCyBaHHSA
niKapcbkoro 3acoby B
po3ginax
"MpoTunokasaHHaA",
"B3aemopis 3 iHWMMKN
nikapcbknmy 3acobamu
Ta iHWi Bnan
B3aemopijin",
"Ocob6nvmBocCTi
3acTocyBaHHs", "Cnoci6
3aCcToCyBaHHA Ta Ao3n"
(yTOYHeHHs iHdhopmauii),
"Mo6iuHi peakwyii"
BignosigHo oo
iHhopmaLii cTocoBHO
6e3nekn, ska 3a3HaveHa
B MaTepianax
peecTpaviiHoro Aocke
Ta PO3LUMPEHO TEKCTOBY
YacTUHY Ha3BU
hapmakoTepanesTUYHOT
rpynu 3rigHo 3
MDKHapOAHUM
Knacudikatopom BOO3
6e3 3miHn kogy ATX y
posaini
"PapmakoTepaneBTnyHa
rpyna. Kog ATX".
MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iACHEHHS
chapmakoHarnsgy,
3aTBEPAKEHOIO HakasoMm
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
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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

898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHM
3710p0B's YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMun y
nepiognYHOCTI NOAAHHS
perynsapHux 3BiTiB 3
6e3neku.

15.

TPUBEPAM® 40
MF/10Mr/10 Mr

TabneTkn, BKpUTI
N/1iBKOBOKO 060JIOHKOIO,
no 40 mr/10 mr/10 mr, no
30 TabneTtok y
KOHTeWHepi gns
Tabnetok; no 1 a6o no 3
KOHTeWHepn ans
Tab1eToK y kopobui 3
KapTOHY

e NABOPATYAP
CEPBE

®paHuis

BMPOGHMLITBO,
KOHTPO/b SIKOCTI,
nakyBaHHs, BUNYCK
cepii: labopartopii
Ceps'e IHpacTpi,
PpaHuis;
nakyBaHHS, BUNYCK
cepii: Ceps'e
(Ipnangis)
IHpgacTpic N4,
Ipnangis

dpaHuis/
Ipnangis

nepepeecTpauis Ha
HeobMeXeHWi TepMiH

OHoB/EHO iHdhopMaLto
B IHCTPYKUiT Ans
MeaNYHOro
3aCcTOCyBaHHSA
niKapcbkoro 3acoby B
po3ginax
"MpoTunokasaHHA",
"B3aemopis 3 iHWMMKN
nikapcbknmy 3acobamu
Ta iHWi Bnan
B3aemogijin",
"Ocob6nuBocCTi
3actocyBaHHs", "Cnoci6
3acToCyBaHHA Ta Ao3n"
(yTOUYHeHHs iHdhopmauii),
"Mo6iuHi peakwyii"
BignosigHo oo
iHhopmaLii cTocoBHO
6e3nekn, ska 3a3HaveHa
B MaTepianax
peecTpavuiiHoro Aocke
Ta PO3LUMPEHO TEKCTOBY
YacTuHY Ha3BU
hapmakoTepanesTUYHOT
rpynu 3rigHo 3
MDKHapOAHUM
Knacudikatopom BOO3
6e3 3miHn kogy ATX y
posaini

3a
peyenmom

He
nionsieae

UA/15516/01/02
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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
"GapmakoTepanesTnyHa

rpyna. Kog ATX".

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
nepiognyYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6esneku.

B.o. l'eHepanbHOro gupekropa Aimpekropary

dapmaLeBTUUHOrO 3a6€e3neYeHHs
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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

Ha3ssa sikapcbKo20
3acoby

dopma sunycky
(nikapcbka cpopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKA

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

AJQANTON®

Tabnetku no 500 mr; no
10 TabneTok y 6nicTepi;
no 2 6nictepu B navui

AT "OnaiiHcpapm"

Natsis

AT "OnaiiHchapm”

Natsia

BHECEHHS 3MiH [10 peecTpaviiiHnX
marepianis: 3miHu | Tuny -
3BY)XEHHS JonycTuMnx mex M3
3a NoKa3HUKOM «CTUPaHHICTb»
015 NPUBEAEHHS Y BiANOBIAHICTD
[0 BuMOr €0, 2.9.7.
3anponoHoBaHo: Description of
Manufacturing Process and
Process Contols After
compression (quality control of
non-packed tablets)
Friability: not more than 1,0%;
3MiHW | TUNY - OHOB/IEHHSA BXe
3aTBEPHKEHNX METOAIB KOHTPO/IHO
SKoCTi [N13, a came BUKMaAEHHS
TEKCTY [ep>XXaBHO MOBOIO 3rigHO
CyyacHuX BUMoOr

6e3 peyenma

UA/2785/01/01

AEPTAN®

TabneTku, BKpUTI
N/1iBKOBOK 060JI0HKOIO,
no 100 mr, no 10
Tabnetok y 6nictepi; no
2 abo no 6 6nicTepis B
KapTOHHIiA ynakoBL,i

BAT "lT'egeoH
PixTep"

YropuwmHa

BAT "l'epeoH
PixTep"

YropwmHa

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

chapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3ara/lbHEHVX AaHuX Npo
cuctemy hapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy chapmakoHarnsgy,

3MiHa yNOBHOB&XeHOI 0cobu,
BigNoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3asiBHMKa AN 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, KO

BOHa BifMiHHA Bif, yNOBHOBaXEHOI

0ocobw, BignoBigasibHOI 3a
3[jiCHEeHHSs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI faHi)

Ta/ab0 3MiHW Y PO3MILLEHHI

3a peyernmom

UA/5359/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
mMacTep-caiina cucremm
thapmakoHarnagy) - 3amiHa
KOHTaKTHUX AaHnX YNOBHOBaXKEHOT
0Cco6M 3as1BHMKA, BignoBigasibHOT
3a 3fjiicHeHHs hapMakoHarnsay.
3MiHa micLA 34iCHEHHA OCHOBHOI
AiSNbHOCTI 3 dhapmakoHarniagy.
3MiHa MicLe3HaxoKeHHsA MacTep-
thaiina cuctemu chapmakoHarnsgy
3. AKNACTA po34nH ANns iHgysili, 5 HoBapTic ®apma Al LLiBefiuapis AFEC 'm6X IMEA, ABcTpisi/ BHECEHHS 3MiH 10 peecTpaljiiiHux | 3a peyenmom UA/4099/01/01
Mr/100 mn; no 100 mn 'y ABCTpIst (KOHTPO/Ib LLiBeiiuapis MaTepianis: 3MiHu | Tuny -
donakoHi; no 1 dpnakony SIKOCTi 3a BHECEHHS! He3HAYHUX 3MiH 40
B KOPOOGLIi 3 KAPTOHY NOKa3HUKOM MeTOAVKN BUNPOGyBaHHSA 3a
"CTepunbHICTL"); nokasHukamu "lgeHTudikauis”,
HoBapTic ®apma "KinlbkicHe BM3HaYeHHs",
LLTeiH AT, "MMpoayKTn posknagy"”, 3okpema:
Lseliuapis BMKOPVCTOBYBATU NIACTUKOBI
(BMpPOGHMLTBO 3a h/1akoHW A4/15 aBTOMaTUYHOIO
NMOBHUM LMK/IOM); npo6oBig6ipHMKa Ta NNACTUKOBKX
®peseHiyc Kabi nineTok MacTtepa 3aMiCTb CKISHUX.
AscTpis TM6X, BHeceHHs pefakuiiHix 3MiH 4o
ABcTpist nigpo3iniB peecTpayiiiHoro 4ocbe
(BMPOGHULTBO, 3.2.P.5.1 Cneuundpikaunis, 3.2.P.5.2.
nepBuHHE AHanitnuHi metogukn Ta 3.2.P.5.3
nakyBaHHs); Banigauisi aHanliTMYHNX MeToANK;
®peseHiyc Kabi 3MiHW | TUNY - BHECEHHS 3MiH A0
AscTpis TM6X, MeTOoZiB KOHTPOSIO AKOCTI
ABCTpis (KOHTPOSb nikapcbKoro 3acoby, a came
AKOCTI 3a BUTYYEHHA MeToAy BUNPOGYBaHHS
NMOKa3HNKOM «CTepunbHiCTb (LUBUAKWUIA TECT)».
"BakTepiasibHi 3anuwumnu anbTepHaTUBHUI
©HA0TOKCUHK") MeTOZ, BUNpo6yBaHHSA
«CTepwIbHICTb»
4. ANbBEHAA30N TabneTkn XxyBasibHi N0 TOB "TepHodapm” Ykpaina TOB "TepHodapm* YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/16563/01/01
400 wmr; no 3 Tabnetkn 'y marepianis: 3MiHW | TURY - 3MiHK
6nictepi; no 1 6nictepy BHECEHO B TEKCT MapKyBaHHS
B MauLii 3 KApTOHY yNakoBKM NlikapcbKoro 3acoby, a
came: po3MilLleHHs A0AaTKOBOT
iHchopmaL,ii Ha BTOPUHHY YNakoBKy
o040 hapmakonoriyHmx
BMacTVBOCTEl NpenapaTy Ta
BU/TYYEHHS 3a3HaYEeHHS
hapmakoTepaneBTUYHOI rpynu.
TepMiH BBEEHHS 3MiH - NPOTSArOM
6 micauis nicns 3aTBepAkKeHHs
5. AMBPOKCO/J1 Tabnetkn no 0,03 rin MpuBatHe YKpaiHa MNpvBaTHe YkpaiHa BHECEHHS! 3MiH 10 peecTpaLiiHnxX - UA/2980/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

bulk: no 3000 TabneTok
Y KOHTelHepax

akujioHepHe
TOBapuCTBO
"Nlekxim-Xapkis"

akujioHepHe
TOBap1CTBO
"Mekxim-Xapkis"

marepianis: 3MiHu | TMny - 3MiHK 3
AKOCTi. A®I. KoHTponb A®L. 3miHa
y NnapameTpax cneuudikawii
Ta/abo fonycTMMmNX MexX,
BM3HAYeHNX y cneyndikauisx Ha
A®I, abo BUXiAHWUA/NPOMIXKHWIA
npoAyKT/peareHT, wo
BUKOPVCTOBYHOTHCS Y NPOLEC
BMPO6HULTBA AD| (BUNYYEHHS
HEe3HaYyHOro MoKasHuKa AKOCTi
(Hanpviknag, BUNyYeHHs
3aCTapifioro nokasHuKa)); CynyTHs
3MiHa - 3MiHu 3 sKocTi. AdL.
KoHTponb A®L. 3miHa y MeTodax
BunpobyeaHHA APl abo BUXigHOTO
mMarepiany/npoMixXHOro
npoAayKTy/peareHTy, WWo
BVIKOPVCTOBYETbLCS Y NpoLieci
BMPOGHMLTBA AD| (HE3HAYHI 3MiHN
y 3aTBEPMXEHNX MeTodax
BUNPOGYBaHHSA) - 3MiHN Y
cneuudikauii Ta meTogax
KOHTpOto A®I, y 3B’3Ky 3
BUTYYEHHSAM MOKa3HMKa «Bakki
MeTanm», 3i CBOei cneyndikawii
BMPOOHUKOM Aito40T pevyoBUHU
Shilpa Medicare Limited, India,
BiANOBIAHO A0 MOHorpadii EP

AMBPOKCO/

Tabnetku no 0,03 r, no
10 TabneTok y 6nicTepi;
no 1 a6o 2 6nictepn y
naJui 3 KapToHy; no 10
Tabnetok y 6nictepi; no
50 a6o 100 6nicTepiB y
naJi 3 KapToHy

MpuBatHe
akujioHepHe
TOBapUCTBO

"JlekxiMm-Xapkis"

YKpaiHa

MNpvBaTHe
akujioHepHe
TOBapuCTBO

"JlekxiMm-Xapkis"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3mMiHu | TMny - 3MiHK 3
akocTi. A®l. KoHTposb A®L. 3miHa
y napamMmeTpax cneuudikadlii
Ta/abo fonyCTUMUX MEX,
BM3HAYEHNX Y cneundikauisx Ha
A®I, a60 BMXigHWIA/NPOMIKHWIA
npoaykT/peareHT, wo
BUKOPVCTOBYHOTBCS Y NPOLEC
BUpo6HULUTBa API (BUTYYEHHS
He3HaYyHOro nokKasHuka sKocTi
(Hanpviknag, BUyYeHHA
3acTapifioro NokasHuka)); CynyTHs
3MiHa - 3MiHu 3 akocTi. AdI.
KoHTponb A®l. 3miHa y meTogax
BUNpo6yBaHHA APl abo BUXigHOrO
mMaTepiany/npomiKHOro
npoayKTy/peareHTy, Wo
BMKOPWCTOBYETLCA Y NPOLIECI
BMPO6HMLTBA AD| (HE3HAYHI 3MiHK

6e3 peyenma

UA/6958/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

y 3aTBEPKEHNX MeTodax
BMNPOBYBaHHS) - 3MiHW Y
cneumdikauii Ta meTogax
KOHTpOsII0 ADI, y 3B'A3KY 3
BUTYYEHHAM MOKa3HMKa «Bavkki
MeTann», 3i CBOei cneuudikawii
BMPOGHMKOM fil040i peyoBUHM
Shilpa Medicare Limited, India,
BIANOBIAHO A0 MoHorpadii EP

AMI3OH®

TabneTku, BKpUTI
06010HKOt0, N0 0,25 1 no
10 TabneTok y 6nictepi,
no 1 6nictepy B nauui 3
KapToHy, no 20
Tabnetok y 6nictepi, no
1 a6o 2 6nicTepu B
naJi 3 KapToHy

AT "dapmak"

YKpaiHa

AT "dapmak"

Ykpaina

BHECEHHS 3MiH [0 peecTpavyiiiHnX
mMartepianis: 3MiHu | Tuny - 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbknin 3aci6.
Cucrema
KOHTelHep/3aKynopoBabHui
3aci6. 3miHa po3mipy ynakoBku
rOTOBOrO J1iKapCbKOro 3acoby
(3MiHa KiIbKOCTi 0ANHULB
(Hanpuknag TabneTok, amnyn
TOLLO) B yNakoBLi:) - 3miHa nosa
[Aiana3soHOM 3aTBepKeHUx
pO3MipiB ynakoBku. 3MiHa po3mipy
ynakoBku /13, 3 BigNoBigHUMM
3MiHaMU B p. «YnakoBka». 3MiHW
BHECEHO B IHCTPYKLit0 415
MEAMNYHOr0 3aCTOCYBaHHS y
po3ain "Ynakoska" 3 BignoBigH1Mu
3MiHaMu y TEKCTi MapKyBaHHS
yMakoBKM NiKapCbKoro 3acoby.
BBefeHHA 3MiH NPOTArom 6-1u
MicsLiB MiCNsA 3aTBEPAKEHHS.

6e3 peyenma

UA/6493/01/01

AMI3OH®

TabneTku, BKpUTI
060n10HKot0, no 0,125 r
no 10 TabneTtok y
6nicTepi, no 1 abo 2
6nictepu B nauuj 3
KapToHy, no 20
Tabnetok y 6nictepi, no
1 6nicTepy B nauuj 3
KapToHyY

AT "dapmak”

YKpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMartepianis: 3mMiHu | Tuny - 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbkuin 3aci6.
Cucrema
KOHTeliHep/3aKynoptoBasbHWiA
3aci6. 3miHa po3mipy ynakoBku
roTOBOrO /iKapCbKOro 3acoby
(3MiHa KiNbKOCTi 0ANHUL
(Hanpuknag, TabneTok, amnyn
TOLLLO) B yNakosLi:) - 3miHa nosa
[Aiana3soHOM 3aTBepKeHUx
pO3MipiB ynakoBku. 3MiHa po3mipy
ynakosku 13, 3 BigNOBigHNMY
3MiHaMU B p. «YnakoBka». 3MiHW
BHECEHO B IHCTPYKLUit0 4715
MeMNYHOr0o 3aCTOCYBaHHS y
po3ain "Ynakoska" 3 BignoBigH1Mu
3MiHaMW y TEKCTi MapKyBaHHs

6e3 peyenma

UA/6493/01/02
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Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

YMakoBKM NiKapCbKoro 3acoby.
BBefeHHA 3MiH NPOTArom 6-1u
MicsLiB NiCNs 3aTBEPAYKEHHS.

AMITPUNTUNIHY
rAPOX/IOPUA,

MOPOLLIOK (Cy6CcTaHuis) y
noaBiliHMX
nonieTnIeHoBmX
naketax gns
chapmaLeBTUYHOTO
3acTocyBaHHS

ToBapucTBO 3
06MEXEHO
BiANOBIAA/LHICTIO
"[ocnigHuii 3aBog
“rHyact

YKpaiHa

OICPAPMA
®PAHCIC C.P.J1.

ITanis

BHECEHHS 3MiH 10 peecTpavLiiiHnX
MaTepianis: 3miHu | TUny - 3MiHK 3
akocTi. CepTudikar
BignosigHocTi/l E-cepTudpikar
BiANOBIAHOCTI EBpONeiichkili
thapmaxonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOrO
cepTugikaTa BignoBigHOCTI abo
BUyYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
hapmakonei: ana Adl; ons
BUXigHOrO
Marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCA
y BUPO6GHULTBI ADI; ans
[0MOMIXHOT PEYOBUHU
(cepTudpikat BiANOBIAHOCTI
€sponelicbkin hapmakone) -
HoBwuii cepTudpikat Big Bxe
3aTBEPAKEHOrO BUPOBHMKA -
MoaaHHA HoBOro cepTudikaTy
BiANOBIAHOCTI EBpONechbkili
thapmakonei R1-CEP 2013-281-
Rev 00 ana A®I AmMiTpunTuniny
rigpoxnopuz, nopoLUIoK Bif,
3aTBEPAKEHOTO BUPOOHMKA
Dipharma Francis S.r.l., ltaly, Ta sk
HacnifoK, yTO4YHEeHHS Ha3Bu oipMu
BMPOGHMKa Ta agpecu
BMPOGHMLTBA, NPUBEAEHHS
po34iny MeToAiB KOHTPO/IH AKOCTI
«Mepiog NePeKoHTPOI» Y
BiAnNoBigHicTb A0 HoBoro CEP,
BUJTYYEHHSA NoKasHuKa «Baki
MeTanu», yTOUHEHHS p. YnakoBka

UA/1208/01/01

10.

AH3NBEN®

nactunku no 10
nacTuokK y 6nictepi; no
10 nactunok y 6nictepi;
no 1, no 2 a6o no 3
6nicTepy B KAPTOHHii
ynakoBLi

HOBEN INAY
CAHAI BE
TIOIXKAPET A.LL.

TypeyunHa

HOBE/ INAY
CAHAI BE
TIOIXKAPET A.LL.

TypeuunHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMartepianis: 3MiHu | Tuny - 3MiHK 3
siKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
Cucrema
KOHTelHep/3aKynopoBanbHWi
3aci6. 3MiHa po3mipy ynakoBku
roTOBOrO NiKapCbKOro 3acoby
(3MiHa KiIbKOCTi 0ANHULB
(Hanpuknag TabneTok, amnyn
TOLL0) B yNakoBLii:) - 3miHa y
[jana3oHi 3aTBepoKEHNX PO3MIpiB

6e3 peyenma

UA/10263/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

YNaKkoBKM - BBEA,EHHSA AOAATKOBOrO
Buay nakyBaHHs: Ne20 (10x2) 3
Bi4NOBIAHMMU 3MiHAMKN A0 po3z4iny
“YnakoBka”, 6€3 3MiHU NEPBUHHOIO
nakyBa/lbHOro matepiany. 3mMiHu
BHeCeHI B po3Ain "Ynakoska"
(BBEAEHHA [,0AATKOBOI YNaKOBKM
Ne 20 6e3 3MiHN NepPBUHHOI) B
IHCTPYKLil0 ANA MeAnyHOro
3aCTOCYBaHHS NiKapcbkoro
3acoby, Ak HacnigokK -
3aTBEPKEHHSA TEKCTY
MapKyBaHHS [0aTKOBOI YNakoBKM

11.

AH3UBEN®

NacTUIKK 3i CMakom
MeHTOANY, No 10
nacTuok y 6nictepi; no
10 nactunok y 6nictepi;
no 1, no 2 a6o no 3
6nicTepy B KAPTOHHIi
ynakoBLiji

HOBEJ INAY
CAHAI BE
TIIXKAPET A.LL.

TypeyunHa

HOBE/ IN1AY
CAHAI BE
TIIXKAPET A.LL.

TypeyuunHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHu | TUnNy - 3MiHN 3
SKocTi. [0TOBWIA Nikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKynopoBasbHuWi
3aci6. 3miHa po3mipy ynakoBku
roTOBOrO NiKapCbKOro 3acoby
(3miHa KilbKOCTi OAMHMLbB
(Hanpwvknag Tabnetok, amnyn
TOLLLO) B yNakosLi:) - 3miHa y
JianasoHi 3aTBepipKeHnX po3Mipis
yNakoBKM - BBE,EHHSA A0AATKOBOrO
Buay nakyBaHHs: Ne20 (10x2) 3
BiANOBIAHMMM 3MiHAMKN A0 po3giny
“YnakoBka”, 6€3 3MiH1 NEPBUHHOIO
nakyBa/lbHOro mMatepiany. 3MiHu
BHECEHI B po3ain "Ynakoska"
(BBEAEHHA [,0AATKOBOT YNaKOBKM
Ne 20 6e3 3MiHK NePBUHHOI) B
IHCTPYKLil0 ANs MeAnyHOro
3aCTOCYBaHHSA NiKapcbkoro
3acoby, Ak HacnigokK -
3aTBEPKEHHS TEKCTY
MapKyBaHHS [0aTKOBOI yNakoBKW

6e3 peyenma

UA/10264/01/01

12.

AH3UBEN®

NacTUIKM 3i CMakom
mMefy Ta IMMOHa, no 10
nacTuokK y 6nictepi; no
10 nactunok y 6nictepi;
no 1, no 2 a6o no 3
6nicTepy B KAPTOHHii
ynakoBLi

HOBE/ INAY
CAHAI BE
TIIXKAPET A.LL.

TypeyunHa

HOBE/ IN1AY
CAHAI BE
TIIXKAPET A.LL.

TypeyunHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHu | TUnYy - 3MiHN 3
sKocTi. FoTOBWIA Nikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKynopoBanbHWi
3aci6. 3MiHa po3mipy ynakoBku
roTOBOrO NiKapCbKOro 3acoby
(3miHa KilbKOCTi OAMHMLbB
(hanpuknag Tabnetok, amnyn
TOLLLO) B yNakosLi:) - 3miHa y
AianasoHi 3aTBepApKeHNX po3Mipis
YNakoBKM - BBE,EHHSA A0AATKOBOIO

6e3 peyenma

UA/10265/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BMAYy nakyBaHHs: Ne20 (10x2) 3
BiANOBIAHUMU 3MiHAMU A0 po3Aainy
“YnakoBka”, 6e3 3MiHN NePBUHHOIO
naKkyBa/lbHOro Matepiasty. 3miHn
BHECeHi B po3gin "YnakoBka"
(BBEAEHHA [0AATKOBOI YNakoBKu
Ne 20 6e3 3MiHM NEPBMHHOI) B
IHCTPYKLi0 ANA MeguyHoro
3acToCyBaHHSA NikapCcbKoro
3acoby, K HacnigokK -
3aTBEPAKEHHS TEKCTY
MapKyBaHHs [04ATKOBOI YNaKkoBKM
13. ATOPBACTEPO/ TabneTku, BKpUTI dapmaneBTUYHNIA Monbwa dapmaueBTUYHNI Monbwa BHECEHHS 3MiH [0 peecTpavLiiiHnX 3a peyenmom UA/11325/01/01
NAiBKOBOK 060/IOHKOHO, 3aB0o/, 3aBoy "Monbapma” MaTepianis: 3MiHu | Tuny -
no 10 mr, no 10 "MOJIb®APMA" C.A., MonbLwa BHECEHHS 3MiH 40 aHaNITUYHOT
Tabnetok y 6nictepi; no C.A. (BUpOGHMLTBO, MeToanKN «CTOPOHHI AOMILLKM», &
3 6nicTepU y KapTOHHIN nepBuHHE Ta came-3MiHEHO NPUroTyBaHHSA
KopoobLi BTOPUHHE pO3unHiB 419 BUNPOOOBYBaHHS
nakyBaHHs, npugatHocTi cuctemu (SST); 6yno
BiANoBigabHUIA 3a nofaHo ®1-netekTop, AianasoH
BWMYCK Cepil) 360py AaHux: 200-400 HM Ta
npviKnag cnekTpy
okcoaTopBacTaTvHy Ans
ineHTudikauii. BeegeHHs 3miH
npoTArom 6-Tu MicAuiB nicns
3aTBEPAXKEHHS
14. ATOPBACTEPON TabneTkn, BKPUTI dapmaueBTUYHWI MonbLa dapmaueBTUYHN Monbwa BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyernmom UA/11325/01/02
N1iBKOBOK 060/I0HKOMD, 3aB0/, 3aBog, "Monbdapma” mMaTtepianis: 3MiHu | Tuny -
no 20 mr, no 10 "MONb®APMA" C.A., MonbLa BHECEHHS 3MiH 4O aHaNITUYHOT
Tabnetok y 6nictepi; no C.A. (BMpOGHMLTBO, MeToANKN «CTOPOHHI AOMILLKM», &
3 6nicTepu y KapTOHHiN nepBuHHE Ta came-3MiHEHO NPUroTyBaHHsA
Kopobui BTOPVIHHE PO34MHIB 4115 BUNPOOOBYBaHHS
nakyBaHHs1, npugartHocTi cuctemu (SST); 6yno
BiANOBiAa/IbHWIA 3a pofaHo ®[1-pgetekTop, gianasoH
BUNYyCK cepii) 360py AaHux: 200-400 HM Ta
npuknag cnexkTpy
okcoaropBacTaTvHy Ans
iaeHTugikavii. BBegeHHs 3MiH
npoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS
15. ATOPBACTEPO/1 TabneTkn, BKPUTI dapmaLeBTUYHNIA Monbwa dapmaLleBTUYHNI Monbua BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/11325/01/03
NAiBKOBOK 060/TIOHKOHO, 3aB0Oj, 3aBog, "lNonbthapma" MaTepianis: 3MiHun | Tuny -
no 40 wmr, no 10 "MONTbOAPMA" C.A., MonbLa BHECEHHS 3MiH O aHaliTUYHOT
Tabnetok y 6aictepi; no C.A. (B1pOGHMLTBO, MeToANKN «CTOPOHHI AOMILLKU», &
3 6nicTepun y KapTOHHiIl nepBrHHE Ta camMe-3MiHEHO NMPUroTyBaHHS
KOpOO6Li BTOPWHHE PO34MHIB 415 BUNPOGOBYBaHHSA
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
nakyBaHHs, npugatHocTi cuctemu (SST); 6yno
BiANOBigabHUIA 3a nofaHo d1-netekTop, gianasoH
BUMNYCK cepil) 360py AaHux: 200-400 HM Ta
npviKnag cnekTpy
okcoatopBacTaTvHy Ans
ineHTudikauii. BeefieHHs 3MiH
npoTArom 6-Tm MicAuiB nicns
3aTBEPAXKEHHS
16. AYTMEHTUH™ TabneTkn, BKPUTI nakcoCmiTKnsiiH Benvka nakco Bennkom DdpaHuia/ BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/0987/02/02
o6onoHkoto, 500 mr/125 Ekcnopt flimiteq BpuTaHis MpoaakLuH, Benuka Marepianis: 3miHu | Tuny -
Mr, o 7 TabneTok y ®paHuia; CMITKNsiH BpuTaHis noJiaHHs OHOB/IEHOrO cepTudpikata
6nicTepi (KoxeH 6nictep Biuem BignosigHocTi E® R1-CEP 1999-
pasom 3 $apmacbloTUkaic, 111-Rev 03 gnsa Adl Kanito
BOJ10r03aXMCHUMM Benvka Bputanis KnaBynaHarty Bif BXxe
rpaHynamu-caiie y 3aTBEPKEHOr0 BUPOOHYMKA SK
nakeTi 3 a/IloMiHiEBOT Hacnigok, NpMBeAeHHS
dhonbru); no 2 6nictepu cneumdikayii A®I BignosigHoO
B NakeTax Yy KapTOHHIl MoHorpadii EP, 3okpema:
ynakoBLi BU/Ty4YeHHs nokasHuka "Clavam 2
carboxylate" Ta Ta BHECEHHSA
He3HauyHMX pefakuiiHnx npaBok
17. AYTMEHTUH™(BD | Tabnetku, BKpUTI "nakcoCmiTKnsiiH Benuvka "nakco Bennkom PpaHuia/ BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/0987/02/01
) NAiBKOBOK 0O0/IOHKOHO, Ekcnopt NimiTeq BpuTtaHis MpoaakLwuH, Benvka MaTepianis: 3MiHun | Tuny -
875 mr/125 wr; no 7 ®paHuia; CMITKnsainH BpuTtaHis NnoAaHHs OHOBMIEHOrO cepTudiikaTa
Tabnetok y 6nictepi; no Biuem BiANOBIAHOCTI EBpONechbkili
1 6nicTepy B nakeTi; no $apmacbroTukanc, thapmakonei Ne R1-CEP-2005-

2 nakeTay KapTOHHIi
ynaxoBLii

Benuka BpuTaHis

179-Rev 03 gnsa Adl Kanito
KnaBynaHary, po3BefeHoro Big,
BXe 3aTBepAXEeHOro BUpobHMKa
CKD Bio Corporation, Kopes. Ak
Hacnigok 3miHa y agpeci
BMpOOHUKa, a came 3aMiHa
LIECTM3HAYHMX MOLITOBUX iHOEKCIB
Ha n'atu3HadHi (ctano: CKD Bio
Corporation 292, Sinwon-ro,
Danwon-gu Korea (Republic of)-
15604, Ansan-si, Gyeonggi-do) Ta
pejakLiiiHi OHOBMEHHA PO3AiniB
S.4.2 AHaniTnyHI Npoueaypu Ta
S.4.3 Banigauis aHaniTuyHnx
npoueayp; 3MiHu | Tuny - 3MiHN y
3aTBEPMAXEHOMY NPOTOKONI
CTabiNIbHOCTI AjiH40T pevyoBUHU
KnaeynaHarty kanito, po3BefeHoro
BiJ, 3aTBEpAKEHOrO
noctavasnibHvka CKD Bio
Corporation; 3MiHu | Tuny -
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

36iNbLUEHHS Nepioay NOBTOPHOrO
BUMPOBYBaHHA Ta 3MiHU YMOB
36epiraHHA Aito4oi peyoBUHN
KnaBy/faHaTy Kanito, pO3BeeHOro,
OTpVMaHy Bifj 3aTBEpA)KEHOro
noctavanbHuka CKD Bio
Corporation, Ta 36inbWWTK Nepiog,
NOBTOPHUX BUNpOBYyBaHb A0 48
MicsauiB npu 36epiraHHi npu
Temneparypi Big 2 °C go 8 °C,
06 signosigatn HactaHoBam
00 AeKnapyBaHHA YMoBa
36epiraHHa CPMP / QWP / 609/96
/ Rev2; 3MiHn | TUny - 36iNbLUEHHS
nepiogy NoOBTOPHOro
BMNPOOYBaHHA Ta 3MiHM YMOB
36epiraHHsa Aito4oi pe4yoBrHA
KnaByfnaHaty Kanito, po3BeAeHoro,
OTpVMaHy Bifj 3aTBEPA)KEHOr0
noctavasnbHmka CKD Bio
Corporation, Ta 36inbWNTK Nepiog,
NMOBTOPHYX BUNPOGYBaHb A0 48
MicaLiB Npu 36epiraHHi npu
Temneparypi Big 2 °C go 8 °C,
06 Bignosigatn HactaHoBam
o0 AeknapyBaHHA YMoBa
36epiraHHss CPMP / QWP / 609/96
/ Rev2. Haga€eTbCa OHOB/EHWI
po3ain ctabinbHOCTI, AKnii
BK/1HOYA€E AaHi Npo cTabiNbHICTb
A®I Big CKD Bio Corporation npu
5+3°C

18.

BINIE BYTINNA®

Tabnetkn, 210 wr; no 10
Tabnetok y 6nictepi; no
1 6nicTepy B KApTOHHiIl
nauuj; no 12 tabnetok y
6nicTepi; no 2 6nictepu
B KapTOHHIA navL;

no 100 TabneTok y
KOHTeliHepi; mo 1
KOHTEiHepy B KapTOHHiIl
nauuj

ToBapucTBo 3
o6MexeHo
BiANOBIAANIbHICTIO
"OmHidapma Kuis"

Ykpaina

TOB "®APMEKC
reyn*

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHU | 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

6e3 peyenma

UA/16126/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

(BK/HOHAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnsgy) - 3mMiHa micus
3[jACHEHHSI OCHOBHOT Aisi/IbHOCTI 3
thapmakoHarnsagy. 3miHa
MiCLie3HaxopKeHHs1 macTep-
thaiina cuctemu chapmakoHarnsgy
Ta iioro Homepa

19.

BIMIKAH® EKO

Kpanni o4Hi, po3unH 0,3
Mr/M1 no 3 mn
npenapary y don1akoHi-
KpanenbHuui, no 1
(h/1aKOHY B KapTOHHIii
Kopobui

dapmaneBTUYHNI
3aB0J,
“MONbOAPMA”
C.A.

MonbLwa

BapLuaBcbkuii
hapmaLeBTUYHNI
3aBog Monbtha AT

Monbwa

BHECEHHS 3MiH [0 peecTpavyiiiHnX
MaTepianis: MiHu | TUNYy - 3MiHU 3
AKOCTi. [OTOBWIA Nikapcbknin 3aci6.
Onuc Ta cknag. 3miHa y cknagi
(4ONOMDKHMX peYOBUHAX) rOTOBOro
NiKapcbKoro 3acoby (iHLi 3MiHN) -
3MiHa Ha3BW AOMOMIKHOI
peyvosuHu N3 3 «Boga
BUCOKOUNLLEeHa» Ha «Boga
ouyLLeHa» 3 MigBuLLLEeHUMN
BMMOramu, 3 BignoBigH1Mu
3MiHamu fo p. «Cknag» MKA N13.
3MiHV BHECEHI B iHCTPYKLjt0 Ans
MeAUYHOr0o 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ain
"Cknag" (LOMOMiKHI pe4yoBUHM) 3
BiANOBIAHUMU 3MiHAMU B TEKCTI
MapKyBaHHS YNakoBOK. BBeeHHst
3MiH NpoTArom 6-Tn MicsuiB 3 gatn
3aTBEPAKEHHS

3a peyenmom

UA/16893/01/01

20.

BIOCOH

TabneTkn, BKPUTI
NNiBKOBOK 060/10HKOIO
no 10 TabneTtok y
6nictepi; no 1, 2, 3 abo
10 6nicTepiB y
KapTOHHI navw,i

TOB "ACIHO
YKPAIHA"

Ykpaina

TOB "®apma Crapt"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMaTtepianis: 3MiHu | Tuny -
BU/yYEHHs1 BUPoGHUKa A®I (Cyxuii
ekcTpakT nacudpnopu (Passiflorae
herba)) «Naturex S.p.A.», Italy 3
mMarepianis peecTpadiiHoro
[0Cbe. 3aTBEPAKEHNI BUPOBHNMK
(«Gehrlicher Pharmazeutische
Extrakte GmbH», Germany), o
3a/IMLLNBCH — BUKOHYE Ti cami
OYHKLT, WO BUMYYEHWIA; 3MiHK |
TUNY - YTOYHEHHSI HANNCaHHA
iHhopmauii woao cknagy
cy6cTaHuii Cyxuii ekcTpakT
nacudnopu (Passiflorae herba), 3
BiANOBIAHVUMY 3MiHamu Ao p.
«Cknag» MKA /13, a came: [jtoui
peuoBuHN: Cyxuii ekcTpakT
nacudynopu. [litodi pevoBUHM:

6e3 peyenma

UA/15137/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Cyxuii ekcTpakT nacudpiopu
(Passiflorae herba)l «Gehrlicher
Pharmazeutische Extrakte
GmbH», Germany 1- Cyxoro
eKCTpakTy Tpasu nacudiopu
(Passiflorae herba) (3-5:1),
ekcTpareHT eTtaHon 70 % (06/06) —
300 mr, MicTUTb He MeHLe 4,0 %
cymu (hNaBoHOIAB, Y NepepaxyHKy
Ha BiTekcuH (C21H20010)

21.

BILMKNION

Tabnetku no 25 mr; no 9
TabneTtok y 6nictepi; no
2 6nicTepu B mauui

BeipxiHr FOHioH
dapmacbloTikan
dexTopi

Kutaii

BenmxiHr FOHioH
dapmacbioTikan
dekTopi

Kutaii

BHECEHHS 3MiH [10 peecTpaviiiHnx
marepianis: 3miHun | Tuny —
36iNbLUEHHS po3Mmipy cepii AdI,
NOPIBHSAHO i3 3aTBEPKEHNM:
3anponoHoBaHo: 90 Kr; 3MiHu |
TUMY — HE3HAYHI 3MiHW Y 3aKpuUTili
yacTuHi MacTep-haiina Ha AdI.
OHoBneHHs nigposginy 3.2.S.2.
Mpouec Brpo6HMLUTBa ADI; 3MiHM |
TNy — 3MiHa AiNbHALI
BMPO6HMLTBA ADI, 6€3 3MiHK
BMPOGHMKA aKTUBHOI CybcTaHLjl.
3anponoHoBaHo: Beijing Union
Pharmaceutical Factory No.7,
Huatuo Road, Lingang Economic
and Technological Development
Zone, Cangzhou, Hebei Province,
P. R. China; 3miHu Il Tny —
nogaHHsa oHosneHoro DMF Ha A®I
Bif 3aTBEPXEHOr0 BUPOOHNMKA, i3
BiANOBIAHUMY OHOB/IEHHAMM Y .
3.2.S. [jtoya peyoBuHa:
3anpornoHosaHo: TDO2UAOL
(0701) from 2021.07.06

3a peyenmom

UA/1736/01/01

22.

BYTALIOH

masb, 0,05 /1 rno 20 r
B Ty6i 3
nonieTnIeHoBNM
KOBMaYKoM, AKUiA Mae
nepdopavinHnii
HakoHeYHwK; no 1 Ty6i B
KapTOHHIlA KopooLi

BAT "TepeoH
PixTep"

YropLmHa

BAT "TepeoH
PixTep"

YropLmHa

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

hapmakoHarnsgy. BeeneHHs abo

3MiHM [0 y3araslbHEHUX JaHuX Npo
cuctemy thapmakoHarnagy
(BBEAEHHSA Y3arasIbHEHUX AaHWX
npo cuctemy capmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0Co6H,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
thapmakoHarnsay; KOHTakTHoOl
0cobu 3 hapmakoHarnagy
3asBHUKa A1 3MiACHEHHS
hapmakoHarnsgy B YkpaiHi, SKLio

6e3 peyenma

UA/6864/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BOHa BifMiHHA Bif, yNIOBHOBaXXEHOI
ocobu, BignoBifanbHOT 3a
3pjiicCHeHHs1 hapmakoHarnagy
(BK/IHOYAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnsgy) - 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXKEHOT
ocobu 3asBHUKA, BiANOBIAAUTbHOI
3a 3fjiicHeHHs hapmakoHarnsgy.
3MiHa Micus 3AiiCHEHHSI OCHOBHOT
AiSNbHOCTI 3 dhapmakoHarnagy.
3MiHa MicLe3HaxoMKeHHs MacTep
- (paiina cuctemu
dpapmakoHarnsay
23. BA3UTPEH pO34uH A1 iH'ekuUi 20 TOB "HIKO" YkpaiHa LEMO CA Ipevis/ BHECEHHS 3MiH [0 peecTpaviiiHnX 3a peyenmom UA/14521/01/01
Mr/mn no 5 mn B amnyni, PAPMACBHKOTIKAN YkpaiHa MaTepianis: 3MiHun | Tuny -
no 5 amnyn B nauui i3 IHOACTPI , peuis noAaHHA HOBOrO cepTudikaty
KapToHY (HeposdhacoBaHwii BignosigHocTi E® RO-CEP 2018-
NPOAYKT, NEPBUHHA 294-Rev 00 ana Adl
ynakoBKa, BTOPUHHa neHToKCUAINIH Bif HOBOrO
ynakoBkKa, BMpOGHMKa — CYTIPIA
KOHTpONb); TOB NANDCAEHC NTA,, Ingjs
"HIKO", YkpaiHa (3aTBEpXeHO: CaH
(kOHTpO/b, BMNYCK dapmacboTvkan IHgacTpis 174,
cepir) IHais; CaHeka dapmacbioTikans
a.c., Cnosaubka Pecny6nika), i3
BiANOBIAHUMY 3MiHaMK Y M.
3.2.S.4.1.Cneundikania(-i) Ta
3.2.5.4.2. AHaniTMYHi METOAUKN
BMpO6HMKa /13, L0 CTOCYIOTbCA
BVMMOI HOBOIO BUPO6HUKa APl
24, BAHATEKC TabneTkn, BKPUTI dapmaueBTUYHWI Monbwa dapmaueBTUYHN Monba BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/12634/01/01
N1iBKOBOK 060/I0HKOMO, 3aB0/, 3aB0/, mMaTtepianis: 3MiHu | Tuny -
80 wr, no 14 TabneTtok y "MONb®APMA" "MONb®APMA" noJiaHHs OHOB/IEHOro cepTudpikata
6nicTepi, no 2 6nictepu C.A. C.A. BIANOBIAHOCTI EBpONechbkili

B KapTOHHIi Kopo6ui

hapmakonei Ne R1-CEP 2010-
072-Rev 01 gna A®Il BasicapTaHy
Bif, BXXE 3aTBEPAKEHOro
BMpo6HMKa Zhejiang Huahai
Pharmaceutical CO., LTD, y
Hacnifok 3MiHn y cneumdikauii
LLIOA0 NOKa3HMKa «3a/NLLKOBI
PO3YMHHIKM»; BHECEHHS! TECTY
Ans gomilok N-
Nitrosodimethylamine (NDMA) Ta
N-Nitrosodiethylamine (NDEA);
BBE/EHHS MOKa3HVKa
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

«3a/IMLLIKOBUIA a3ngy; 3MiHu | Tuny
- 3MiHa y MeTogax BUNpobyBaHHS
A®I, a came: akTyanisauist metoay
BU3HAYEHHSA PO3Mipy YaCTUHOK
nna Ad®l BasicaptaHy
BMPOGHMLUTBA Zhejiang Huahai
Pharmaceutical CO., LTD
06yMOBNIEHO NpUAGaHHAM HOBOTO
anapary; 3miHu | Tuny - 3miHa
METOAMKN BU3HAYEHHS
HiTpo3aMiHiB ansa APl BancapraHy
BMPOGHMLUTBA Zhejiang Huahai
Pharmaceutical CO., LTD

25.

BAHATEKC

TabneTku, BKPUTI
N/iBKOBOK 060/10HKOI0,
160 wr, no 14 TabneTok
y 6nicTepi, no 2
6nicTepy B KAPTOHHIi
Kopobui

dapmaLeBTUYHNIA
3aBog,
"MONb®APMA"
C.A.

MonbLa

dapmaLleBTUYHNI
3aBog,
"MONIbOAPMA"
C.A.

MonbLa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
nofaHHA OHOBMEHOTO cepTudikara
BiANOBIAHOCTI EBpONeiichbkili
thapmakonei Ne R1-CEP 2010-
072-Rev 01 ans A®l BasicapTaHy
Bif} BXE 3aTBEPAXEHOr0
BMpo6HMKa Zhejiang Huahai
Pharmaceutical CO., LTD, y
Hacnigok 3miHW y cneumdikaui
00 NOKa3HMKa «3a/ILLKOBI
PO3UNHHVIKNY»; BHECEHHSA TeCTy
015 AOMILLOK N-
Nitrosodimethylamine (NDMA) Ta
N-Nitrosodiethylamine (NDEA);
BBEJeHHA MoKasHuKa
«3aNnNLWKOBUIA asng»; 3MiHn | Tuny
- 3MiHa y MeTogax B1NpobyBaHHs
A®l, a came: akTyanisauisa metogy
BM3HAYEHHS PO3Mipy YaCTUHOK
nna Adl BanicaptaHy
BUpo6HMLTBa Zhejiang Huahai
Pharmaceutical CO., LTD
06yMOB/IEHO MPYAGAHHAM HOBOTO
anapary; 3miHu | Tuny - 3MiHa
METOAMKN BU3HAYEHHS
HiTpo3amiHiB Ans A®l BancaptaHy
BUpo6HMLTBa Zhejiang Huahai
Pharmaceutical CO., LTD

3a peyenmom

UA/12634/01/02

26.

BEHAION

TabneTku, BKpUTI
NNiBKOBOK 060/I0HKOHO,
0,06 mr/0,015 wmr; no 28
Tabnetok y 6nictepi (24
YXOBTi aKTVBHI TabNEeTKN i

BAT "TeneoH
PixTep"

YropumHa

BAT "l'epeoH
PixTep"

YropumHa

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

chapmakoHarnsgy. BeefeHHs abo

3MiHUM [0 y3ara/lbHEHNX AaHuX Npo

3a peyernmom

UA/17585/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
4 3eneHi TabneTkun cuctemy chapmakoHarnsgy
nnaue6o); no 1 a6o no 3 (BBELieHHSA y3araslbHEeHNX AaHUX
6nictepu (koxeH npo cuctemy capmakoHarnsgy,
6nictep -y 3MiHa YNOBHOB&XeHOI 0cobu,
namiHoBaHOMY nakeTi- BiANOBIAa/IbHOI 3a 34iiCHEHHS
calle 3 niackum thapmakoHarnagy; KOHTakTHoOl
KapTOHHVM chyTNsipOM 0ocobu 3 hapmakoHarnisgy
Ans 36epiraHHA 3aABHUKa AN 34iACHEHHS
6nicTepa Ta TWXHEBUM thapmakoHarnagy B YkpaiHi, SKLo
KaneHgapeM-CTikepoMm) y BOHa BifMiHHA Bif, yNTOBHOBaXEHOI
KapTOHHIA ynakoBLi ocobu, BignoBifanbHOT 3a
3pjiicCHeHHs1 hapmakoHarnagy
(BK/IHOYAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnsgy) - 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXEHOT
ocobu 3asBHUKA, BiANOBIAAUIbHOI
3a 3[jiicHeHHs hapmakoHarnsagy.
3MiHa Micus 3AiiCHEHHSI OCHOBHOT
AiSNbHOCTI 3 dhapmakoHarnagy.
3MiHa MicLe3HaxomKeHHs! MacTep-
thaiina cuctemun chapmakoHarnsgy
27. BIAKOPAM® 3,5 Tabnetkn no 3,5 mr/2,5 NeE NABOPATYAP dpaHuis Ceps'e (Ipnangis) Ipnangis BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/15293/01/01
Mr/2,5 Mr mr; no 30 TabneTok y CEPB'E IHgacTpic /iTg, marepianis: 3MiHU | TUMY - 3MiHK
KOHTEliHepi ans Lofo 6e3nekn/edekTMBHOCTI Ta
Tabnetok; no 1 abo no 3 thapmakoHarnagy. BunyyeHHs -
KOHTelHepn Ans BUTYYEHHS [O3YBaHHSA
TabneTok y kopobui 3 BIAKOPAM® 14 mr/10 wmr.
KapTOHY BBefeHHs 3MiH NpoTArom 6-Tu
MicALIB MiCNS 3aTBEPAXKEHHS;
3MiHK | TNy - 3MiHK WoA0
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy- 3MiH1M BHECeHi
[0 IHCTPYKLii Ana MeanyHoro
3acToCyBaHHS NikapCbKoro 3acoby
y po3ginm "Cknag”, "/likapcbka
hopma”, "dapmakonoriyHi
BnactusocTi", "Cnocié
3aCTOCYBaHHA Ta f03U" Y 3B'A3KY 3
BUAAIEHHAM [O3YBaHHS.
BBefeHHs 3MiH NpoTArom 6-Tu
MicsILiB Micnsi 3aTBEpPAKEHHS
28. BIAKOPAM® 7 Tabnetkn no 7 mr/5 wr; NeE NABOPATYAP dpaHuis Ceps'e (IpnaHgis) Ipnangis BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/15293/01/02
Mr/5 M no 30 TabneTok y CEPB'E IHpacTpic NiTg, marepianis: 3MiHW | TUMY - 3MiHK

KOHTEliHepi 4ns
Tabnetok; no 1 a6o no 3
KOHTeliHepy Ans

Lwoao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BunyyeHHs -
BW/IYYEHHS1 [03yBaHHSA
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Tabnetok y kopobui 3
KapTOHY

BIAKOPAM® 14 mr/10 wr.
BBefeHHA 3MiH NPOTArom 6-1u
MicsLiB NiCNsA 3aTBEPAYKEHHS;

3MiHM | TUny - 3MiHK Woao

6e3nekn/edeKTUBHOCTI Ta
hapMakoHarnsay- 3mMiH1 BHECeHi
00 IHCTPYKLiT 4518 MeguyHoro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby
y po3ginun "Cknag", "Nikapcbka
chopma”, "dapmMakonoriyHi
BnactusocTi", "Cnoci6
3acTocyBaHHA Ta [031" Y 3B'A3KY 3
BUAAIEHHAM [O3YBaHHS.
BBefeHHA 3MiH NPOTArom 6-1m
MiCALIB MiCNsA 3aTBEPKEHHS

29.

FANnonepPnaon
OEKAHOAT

pO34MH A4 iH'ekuUid, 50
Mmr/mn, no 1 mn B
amnyni; no 5 amnyn'y
nnacTuKoBili hopmi y
KapTOHHIlA KOpooLi

BAT "TegeoH
PixTep"

YropumHa

BAT "l'egeoH
PixTep"

YropwmHa

BHECEHHS 3MiH [0 peecTpaviiiHnX
marepianis: 3MiHW | TUMY - 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
0co6u 3asBHKKa, BiANOBiAa/IbHOT
3a 3fjiicHeHHs hapmakoHarnsagy.

3MiHa Micus 34jiiCHEHHS OCHOBHOT
LisNbHOCTI 3 hapmakoHarnagy.

3MiHa MicLe3Hax04KEHHS MacTep-
thaiina cuctemun chapmakoHarnsgy

3a peyernmom

UA/7271/01/02

30.

FEBKAMEH

Ma3b no 20ry
KOHTeliHepax

MPAT "®ITOPAPM"

YKpaiHa

MPAT "®ITO®PAPM"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
mMarepianis: 3miHu Il Tvny - 3MiHK 3
akocTi. A®l. BupobHuuTBO. 3MiHa
BMPOBHUKA BMXiAHOrO/MPOMIXXHOrO
npoAaykTy/peareHty, Lo

6e3 peyenma

UA/8241/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BMKOPUCTOBYIOTLCA Y
BMpo6GHUYOMY npoueci AdPl, abo
3MiHa BMPOGHWMKa (BKOUatoun, ae
HeobXxiAHO, MicLe NpoBeAeHHS
KOHTPO/O sKOCTi) APl (3a
BifICYTHOCTI cepTudikara
BiANOBIAHOCTI EBpONechbkil
thapmMakonei y 3aTBepyxeHomMy
[ocbe)(BBEAEHHA HOBOrO
BMpO6HUKa APl 3 HaAaHHAM
MacTtep-chaiina Ha Adl) -
BBE/lEHHS A0AATKOBOrO
BMpOGHMKa AP| neBoMeHTONY
"Arora Aromatictcs Pvt. Ltd.", IHAis

31.

FENA-MEPL,

rpaHynsat, 3r/5r,no5r
y nakeTi; no 30 abo 50
a60 100 nakeTiB y
KapTOHHI Kopoobui

Mepy
dapmachbloTikanc
M6X

HimeyunHa

Mpogaykuis in bulk:
Knoke ®apma-
Cepsic 'mb6X,

HimeuunHa, AunHo

®apma Al,
LBeiiLapis
MepBuHHE Ta
BTOPUHHE
nakyBaHHs: Mepy,
dapma 'm6X i Ko.

KraA, HimeuunHa,
Knoke ®apma-
Cepsic 'm6X,

Himeuunna
Brpo6HuK
BiANOBIAa/IbHNIA 3a
BUMYCK cepil
KIHLLeBOro NpoAayKTy:
Mepu, ®apma M'm6X i
Ko. KlraA,
HimeyunHa

Himeuunna/
LLiBefiuapis

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

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHUX Npo
cuctemy chapmakoHarnagy

(BBEAEHHSA Y3araslbHEHNX AaHNX
npo cucTemy thapmakoHarnsgy,

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

YMNOBHOBaXEHOT 0CO6M 3as1BHMKA,

BignoBifa/IbHOI 3a 34jACHEHHS
chapmakoHarnsgy. MponoHoBaHa
pegaxuis: Julia Pfaff / Oxynis

Mdbadhdh. 3miHa KOHTAKTHUX AaHWX

YNOBHOBA&XEHOI 0CO6U 3as1BHYMKA,

BiANOBIAA/IbHOI 3a 34iiCHEHHSA
dhapmakoHarnsgy. MponoHoBaHa
pepakuis: Copokonetosa Anna
BopuciBHa. 3MiHa KOHTaKTHUX
[aHUX KOHTaKTHOI 0cobu
3as1BHVIKa, BigNoBiAa/IbHOT 3a
3[ifiCHEHHS hbapmMakoHarsay B

6e3 peyenma

UA/0039/02/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
YKpaiHi
32. FENA-MEPL, KOHUeHTpaT ans Mepy, HimeuyunHa B. BpayH HimeyunHa BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/0039/01/01
pO34urHy gns iHdysii, 5 dapmacbroTikanc MencyHreH Al, marepianis: 3MiHW | TURY - 3MiHK
r/10 mn; no 10 mn B m6X HimeyunHa Loao 6e3nekn/edeKTMBHOCTI Ta
amnyni; no 10 amnyn y (npoaykuis in-bulk, thapmakoHarnsgy. BeefeHHs abo
KapTOHHI Kopobui nepBuHHE Ta 3MiHW [0 y3arasibHEHUX JaHuX Npo
BTOPUHHE cuctemy thapmakoHarnsagy
nakyBaHHs); MepL, (BBEAEHHSA y3araslbHEHVX AaHUX
dapma 'm6X i Ko. npo cuctemy hapmakoHarnsgy,
KlraA, HimeuunHa 3MiHa yNoBHOB&XeEHOI 0cobu,
(BMpOBHWMK BiANOBIAaA/IbHOI 3a 34iiCHEHHS
BiANOBIAa/IbHNIA 3a thapmakoHarnsay; KOHTakTHoOl
BUMYCK cepil ocobu 3 hapmakoHarnsgy
KiHLLEBOr0 NPOAYKTY) 3asiBHUKA A5 3AiAICHEHHS
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,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
dhapmakoHarnsgy. MponoHoBaHa
pepakuis: Julia Pfaff / Oxynis
Mdpadhdh. 3MiHa KOHTAKTHUX AaHNX
YMOBHOBaXeHOT 0CObM 3as1BHMKA,
BiANOBIAaA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsigy. NponoHoBaHa
pepakuis: Copokonetosa Anna
BopuciBHa. 3MiHa KOHTaKTHUX
[AaHVX KOHTaKTHOI 0co6u
3as1BHMKA, BignoBiAa/bHOT 3a
3[ifiCHEHHS1 hapMakoHarsay B
YkpaiHi
33. FHKOP ®OPT Kancynu; no 10 kancyny TOHI®PAPM ®paHuin BO®YP INCEH ®paHuin BHECEHHS 3MiH 10 peecTpaviiiHnX 6e3 peyenma UA/10317/01/01
6nictepi; no 3 6nictepu IHAYCTPI MaTepianis: 3MiHun | Tuny -

Y KapTOHHIl kopoobLi

noJaHHs OHOB/IEHOro cepTucpikata
BiANOBIAHOCTI EBpONeichbkili
hapmakonei Ne R1-CEP 2005-
263-Rev 06 ana Adl
TpoKcepyTWHY Bif, 3aTBEPAXEHOro
BUpo6HMKa Expansia PCAS,
France, y Hacnigok 3miHn agpecu
BlacHUKa ceptudikara; 3mim |
TUNY - NOAAHHS OHOB/IEHOTO
cepTucpikaTa BiANOBIAHOCTI
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

€sponelicbkiin dhapmakonei Ne R1-
CEP 2014-205-Rev 00 gns A®I
FiHKro 6ino6a cyxuii eKcTpakT Bif
BXe 3aTBEPAKEHOro BUPOGHYMKa
CARA PARTNERS
(WALLINGSTOWN CO., LTD.),
Ireland, y Hacnigok OHOBMEHHS
yepes 5 pokis nicnsa nepioi
BMaadi ceptucikaty
(apmiHicTpaTBHE OHOBMIEHHS)

34.

FNEHCMPEN
AKTUB

cnpeii HasaslbHUiA,
[030BaHWii, CycneHsis;
no 75 a6o 150 po3y
donakoHi; no 1 dpnakoHy
3 403Y04YMM HACOCOM-
posnuitoBayem,
3aKPUTUM KOBMAYKOM, Y
KapTOHHI Kopoobui

A-p Peppi'c
Nab6opaTopic /T4,

IHais

nenmapk
PapmacboTrKan3
nra.

IHais

BHECEHHS 3MiH [10 peecTpaviiiHnx
marepianis: 3MiHN | TUMY - 3MiHW
BHECEHO B TEKCT MapKyBaHHS
yNakoBKM NiKapCbKoro 3acoby
LLIOA0 YTOUYHEHHS NiKapCbKoil
chopmMKM Ta OHOBEHHS iHdhopMaLil
y n. 17. IHWE. BBeAeHHA 3MiH
npoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS

3a peyenmom

UA/14550/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

35.

FPOMPUHO3NH®

Tabnetku no 500 mr, no
10 TabneTok y 6nicTepi,
no 2 a6o no 5 6nictepis
B KapTOHHI kKopo6ui

BAT "l'egeoH
PixTep"

YropuwmHa

TOB "l'egeoH Pixtep
MonbLa”

Monbwa

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

KOHTaKTHUX JaHWX YNOBHOBaXKEHOT
0co6u 3asBHYKa, BigNoBigas/IbHOT

3a 34ilicCHEHHA thapMakoHarnsay.

3MiHa Micus 34jACHEHHS1 OCHOBHOT
LisNbHOCTI 3 hapmakoHarnagy.

3MiHa MicLLe3Haxo4KeHHsA MacTep-

thaiina cuctemun chapmakoHarnsgy

3a peyenmom

UA/6286/01/01

36.

AEKA3O0/1b

aepo3osb 52 mr/60 r, no
60 r y 6anoHi
aepo30/1IbHOMY
a/toOMiHIEBOMY 3
knanaHom 6e3nepepsHOI
Ail'y KomnnekTi 3
Hacagkoto Ta
3ano6iKHNUM KOBMAYKOM;
no 1 6as10Hy B navuj 3
KapTOHY

AT "Ctoma"

YKpaiHa

AT "Ctoma”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
npvBefeHHs nocunads 4dY go
Lito4oi pegakuii 3 He3Ha4YHUMK
npaBKamy TEXHIYHOTO xapakTepy,
6e3 3MiH KpUTepiiB NPUAHATHOCTI
Ta aHaNiTUYHNUX METOAMNK Y
cneumdikauii Ta meTogax
KOHTPOJTIO AKOCTi 3& HACTYMHUMMU
nokasHvkamu: "laeHTudikauis®,
"BunpobyBaHHs nakoaHHs", "pH",
"MBY", "KinbkicHe BU3HaYeHHs"

6e3 peyenma

UA/1260/01/01

37.

AEKANENTUN

pO34uH ANs iH'ekuiid 0,1
mr/ima, no 1 mny
LINpu1L; NO 7 WwWnpuuis y
KOHTYPHIli YapyHKOBIi
ynakosui; no 1
KOHTYPHIli YapyHKOBIi
YNaKoBLi Y KAPTOHHIi

deppiHr
IHTepHewHn CeHTep
CA

LLiBeiiuapis

BignosiganbHuii 3a
BMPOGHMLTBO
roTOBOro NPOAYKTY,
NepBUHHY YNaKoBKY,
KOHTPO/b AKOCTi Ta
BUNYCK cepil:
PeppiHr TM6X,

Himeuunna/
Yecbka
Pecny6nika

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHW | TUMY - 3MiHK
BHECEHO B TEKCT MapKyBaHHS
ynakoBKU NikapcbKoro 3acoby, a
came .6 NepBUHHOI yNaKoBKN Ta
n.17 BTOPVHHOI yNakoBKN
[0NOBHEHO (hpas3oto Npo

3a peyenmom

UA/7106/02/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Kopobui HimeuumnHa; HasiBHICTb TEXHIYHOT iHhopmaLii
BignosiganbHuii 3a BMPOGHMKa
BTOPWHHY YNaKOBKY:
deppiHr-/leunsa,
a.c., Yecbka
Pecny6nika
38. AEKAPUC Tabnetkun no 50 mr no 2 BAT "l'eneoH YropuHa BAT "T'efeoH YropmHa/ BHECEHHS 3MiH [0 peecTpavyiiiHnX 6e3 peyenma UA/6866/01/01
Tabnetkn y 6nictepi; no PixTep" PixTep", YropwuHa PymyHis marepianis: 3MiHW | TUMY - 3MiHK
1 6nicTepy B KApTOHHIl (Bunyck cepii, oo 6e3nekn/edeKTMBHOCTI Ta
ynakoBLi 0hopM/IEHHS thapmakoHarnsgy. BeegeHHs abo
cepTuqikaTis 3MiHW [0 y3ara/ibHeHUX JaHuX Npo
AKOCTI); FeaeoH cuctemy chapmakoHarnsgy
PixTep PymyHis (BBEAEHHSA y3araslbHEHUX AaHWX
A.T., PymyHis npo cuctemy hapmakoHarnsagy,
(MoBHWIA LWKN 3MiHa yNOBHOB&XeHOi 0cobu,
BMPOGHMLTBA BignoBiAa/IbHOI 3a 34jACHEHHS
roToBOI NPoAYyKLUil, hapmMakoHarnaay; KOHTaKTHOI
nakyBaHHs, ocobu 3 hapmakoHarnsgy
KOHTpO/b cepii) 3as9BHUKA ANS 34iICHEHHS
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
hapmakoHarnsgy) - 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXKEHOT
0co6u 3asBHKKa, BiANOBiAa/IbHOT
3a 3fjiicHeHHs hapmakoHarnsagy.
3MiHa Micus 34jiACHEHHS OCHOBHOT
LisNbHOCTI 3 hapmakoHarnagy.
3MiHa MicLe3Hax04KEHHS MacTep-
thaiina cuctemun chapmakoHarnsgy
39. AEKAPUC Tabnetku no 150 mr, no BAT "TepneoH YropLumHa BAT "TefieoH YropuumHa/ BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 peyenma UA/6866/01/02
1 Tabnetuj y 6nictepi, PixTep" PixTep", YropwuHa PymyHis marepianis: 3MiHW | TUMY - 3MiHK

no 1 6nictepy B
KapTOHHIA ynakoBL,i

(Bunyck cepii,
0dhopMNEHHS
cepTudikaTis
AKocTi); MegeoH
PixTep PymyHis
A.T., PymyHis
(MOBHWIA LUKN
BUPOGHMLTBA
roTOBOI NPOAYKLT,
nakyBaHHS,
KOHTPOb cepil)

Lwoao 6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy. BeeneHHs abo
3MiHM [0 y3araslbHEHUX JaHuX Npo

cuctemy thapmakoHarnagy

(BBEAEHHSA Y3arasIbHEHUX AaHWX

npo cuctemy capmakoHarnsgy,

3MiHa YNOBHOBaXEHOI 0Co6H,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
thapmakoHarnsay; KOHTakTHoOl
0cobu 3 hapmakoHarnagy
3asBHUKa A1 3MiACHEHHS
hapmakoHarnsgy B YkpaiHi, SKLio
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BOHa BifMiHHA Bif, yNIOBHOBaXXEHOI
ocobu, BignoBifanbHOT 3a
3pjiicCHeHHs1 hapmakoHarnagy
(BK/IHOYAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnsgy) - 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXKEHOT
ocobu 3asBHUKA, BiANOBIAAUTbHOI
3a 3fjiicHeHHs hapmakoHarnsgy.
3MiHa Micus 3AiiCHEHHSI OCHOBHOT
AiSNbHOCTI 3 dhapmakoHarnagy.
3MiHa MicLe3HaxoMKeHHs! MacTep-
thaiina cuctemun chapmakoHarnsgy

40.

JNENO-MEAPON

CycneHsis ans iH'ekuii,
40 mr/mn, no 1L mny
hnakoHi; no 1 dpnakoHy
B KapTOHHIi kopo6Lyi

Mdpainzep IHkK.

CLUA

Mdpaiizep
MeHtodekvypuHr
Benbris HB

Benbris

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3miHu | TMny - 3miHK
ofo 6e3snekun/edekTMBHOCTI Ta
thapmakoHarnagy. 3MiHn y
TepaneBTUYHNX MOKa3aHHSX
(BMyYeHHA TepaneBTUYHOTO
nokasaHHs) 3MiHN BHECEHO [0
po3ginis "lNokasaHHa" Ta
"Oco61BOCTi 3acTOCyBaHHA"
(BunyueHo nokasaHHs "Mepiog,
3aroCTPEHHS PO3CIAHOIO
ckneposy". BBeaeHHs 3MiH
npoTArom 6-T1 MicAuis nicns
3aTBepKeHHs. 3MiHu | Tuny -
3MiHV Wwoao
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. 3MiHu y
TepaneBTUYHUX MOKa3aHHSIX
(BMyYEeHHS TepaneBTUYHOTO
nokasaHHs) 3MiHW BHECEHO [0
po3ginis "Moka3aHHA" Ta
"Oco6nMBOCTI 3acTOCyBaHHA"
(BUnyyeHo nokasaHHs "Ce30HHWIA
abo uinopiyHuii anepriyHmi
pUHIT").
BBegeHHS 3MiH NpoTArom 6-tm
MiCALIB Mic/1A 3aTBEPAKEHHS.

3a peyenmom

UA/10030/01/01

41.

JNEPKACT®

pO34nH A1 iHdysil, no
100 mn B naswui no 1
NAAWLI Y nayLi

TOB "lOpis-®apm"”

Ykpaina

TOB "tOpis-®apm”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
MaTepianis: 3miHu | TUNy - 3MiHK 3
siKocTi. FOoTOBWMIA Nikapcbkuii 3aci6.
Cucrema
KOHTelHep/3aKynopoBanbHWi
3aci6. 3MiHa po3mipy ynakoBku
rOTOBOrO JIiKApCbKOro 3acoby

3a peyernmom

UA/15632/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

(BMNYyYEHHS yNAKOBKW NEBHOIO
po3mipy)

BU/Ty4eHHs ynakoBok 200 M/ B
NAALWKax CKNsAHUX Ta no 100 mn,
200 MmN B KOHTelHepax
nonimepHux, 3 Bi4NOBIAHUMMN
3MiHamMK y po3gaini «YnakoBka»
MKSA N13: 3miHW BHECeHi B po3gain
"YnakoBka" iIHCTPYKUIiT Ans
MeJMNYHOro 3aCTOCyBaHHSA
nikapcbKoro 3acoby Ta B po3fin
6.5. "Tun Ta BMICT NEpPBUHHOT
ynakoBKW" KOPOTKOI
XapaKTepuCTUKX NiKapCbKoro
3aco6y y 3B"3Ky 3 BU/TyHYEHHAM
NeBHOro PO3Mipy ynakoBOK, K
HacCnNifoK - BUNYYEHHS TEKCTY
MapKyBaHHS BifnoBigHWX
YMakoBOK.

BBefeHHA 3MiH NPOTArom 6-1u
MiCALIB MiCNsA 3aTBEPKEHHS

42,

[OVrOKCUH

MOPOLLIOK (Cy6CcTaHuis) y
noaBiliHMX
nonieTnIeHoBmX
naketax gns
chapmaLeBTUYHOTO
3acTocyBaHHS

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-

BMPOBHWYMIA LIEHTP
"BopLuariscbkuii
XiMiKo-
hapmaLeBTUYHNIA
3aBof”

YKpaiHa

Hobinyc EHT

Monbwa

BHECEHHS 3MiH 10 peecTpavLiiiHnX
mMartepianis: 3MiHu | Tuny - 3MiHK 3
akocTi. CepTudikar
BignosigHocTi/l E-cepTudpikar
BiANOBIAHOCTI EBpONeiichkili
thapmaxonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOrO
cepTugikaTa BignoBigHOCTI abo
BUyYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
hapmakonei: ana Adl; ons
BUXigHOrO
Marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCA
y BUpo6HMLTBI ADI; Ans
[0MOMIXHOT PEYOBUHU
(cepTudpikat BIANOBIAHOCTI
€sponelicbkin hapmakone) -
OHoBReHwWi cepTuddikaT Big yxe
3aTBEPAKEHOIO BUPOOHMKA -
noJaHHs OHOB/IEHOro cepTucpikata
BiANOBIAHOCTI EBpONeichbkili
hapmakonei Ne R1-CEP 2010-
042-Rev 04 (3aTBEepaxeHo: RO-
CEP 2010-042-Rev 03). Ak
HacnifoK yTOYHEHO HanMCaHHA
agpecy BUPOOHNYOT AiNbHNLLL
YHacnigok oHoBieHHs1 CEP 3miH B

UA/14216/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
cneuudikauii Ta meTogax
KOHTposto ADI He Bigbynocb

43. ANMICTA cnpeli Ha3aNbHUA, MEJA ®apma M'mbX HimeuyunHa BUPOBHUK, IHgis/ BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyernmom UA/14920/01/01
cycnensis, 137 mkr/50 eHg Ko. KI' BiANOBIgaIbHNIA 32 HimeuunHa marepianis: 3miHu | Tuny:
MKI Ha f03y; Mo 6,4 1 BUPOGHMLTBO AMIHICTPaTVBHI 3MiHW.
cycnensii y pnakoHi Hepo3chacoBaHoi BunyyeHHss BUPOGHMYOI finbHUL,

o6'emom 10 mn; no 1
(h/1aKOHY B KapTOHHii
nauuj; no 23 r cycneHsii
y donakoHi 06'emom 25
M/1; o 1 donakoHy B
KapTOHHIW nayu,i

npoAyKuii, NnepBuHHe
Ta BTOPVHHE
nakysaHHs: Linnna
Nimiteq, IHAis;
BUPOBHUK,
BiANOBIAa/IbHNIA 3a
BTOPUHHE
nakyBaHHS:
®apm/lor dapma
Norictik TM6X,
HimeuuunHa;
BUPOBHUK,
BiANOBiAA/IbHWIA 3a
Bunyck cepii: MEJA
dapma N'M6X eHp
Ko. KI', HimeuyuunHa

(Brrovaroun ginbHuui ansa Adl,
NPOMIXHOr0o NPoAYyKTY abo
roTOBOrO MikapCbKOro 3acoby,
OiNbHULI ANA NpoBeAeHHs
nakyBaHHsl, BAPOGHUKa,
BiANOBIA&/IbHOrO 3a BUNYCK Cepii,
MicLie NpoBeAeHHsI KOHTPO/0
cepii) abo noctayasibHUKa
BUXIQHOTO MaTepiasty, peareHty
ab0 AONOMIXHOT pevOBMHU (SKLLO
3a3HayeHo y [ocbe) BuaaneHHs
BMPOGHWYOI AinbHNLi ANS
BTOPVHHOTO MakyBaHHSA roTOBOro
nikapcbKoro 3acoby Farmaca
(MPF) B.V., M. Oygexacke,

Hinepnavgy (Farmaca (MPF) B.V.

Appelhof 13 Oudehaske 8465RX
Netherlands) 3 gocbe. 3miHu |
TMny: 3MiHW 3 AKOCTi. FOTOBMIA

nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3amiHa abo
BBEAEHHS 40AATKOBOI AiNbHUL
BUPOGHMLTBA A/151 YacTnHU abo
BCbOr0 BMPOGHMYOro npoLiecy
rOTOBOrO J1iKapCbKOro 3acoby
(8iNbHULA AN BTOPUHHOTO
naxyBaHHs)

3amiHa BUpPO6HMYOI AinbHULi ANs

BTOPVHHOTO MakyBaHHS rOTOBOro

nikapcbKoro 3acoby, a came

BeAeHHs AinbHuUi PharmLog
Pharma Logistik GmbH, BOHH,
HimeuynHa Ha 3amiHy NOTOYHIi
BMPOGHUUMIA ginbHUL PharmLog

Pharma Logistik GmbH

(Auenlager), YHHa, HimeuunHa.

3MiHu | TUNY: 3MiHK 3 AKOCTI.

[oTOBWIA Nnikapcbkuii 3aci6. 3MiHK

y BUPOGHMLTBI. 3MiHa
iMnopTepa/aMiHu, L0 CTOCYHOThCA

BUNYCKY cepii Ta KOHTPOIO AKOCTI
roTOBOrO NiKapCbKOro 3acoby

(3amiHa abo goAaBaHHs AiNbHUL,
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Ha sKili 34iCHI0ETbCSA
KOHTPONb/BUNPOGYBaHHSA cepii) Y
3B'A3KY 3 BUPOOHUYOIO
HeoOXiZHICTIO 3anNponoHOBaHO
3aTBEPANTN KOHTPAKTHY
na6oparopito PharmLog Pharma
Logistik GmbH gns npoBegeHHs
MiKpOG6ioNoriYHUX AOCNiMKEHD.
KoHTpakTHa naboparopis ans
npoBefeHHS MiKpoBio/IorivHNX
pocnipxeHs Ifp Privates Institut
fuer Produktqualitaet GmbH
Wagner-Regeny-Strasse 8 12489
BerlinGermany. 3MmiHu | Tuny:
3MiHK 3 IKOCTi. TOTOBWIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOOGHULTBI. 3MiHa po3Mmipy cepii
(BK/IIOYAKOYUM diana3oH po3mipy
cepii) roToBOro NikapcbKoro
3acoby (36inbweHHsA fo 10 pasis
MOPIBHAHO i3 3aTBEPAKEHUM
po3mipom) 3miHa po3mipy
NpPOMUCNOBOI Cepii roTOBOro
niKapcbKoro 3acoby. 3aTBepaXeHo
200 «r/250 kr/500 «r;
3anpornoHoBaHo: 200 kr/250
Kr/500kr/750 kr.

INPOTOH®

TabneTkun no 10 mr, no
14 TabneTok y 6nicTepi;
no 1, 2 a6o 4 6nictepu B
KapTOHHIA ynakoBL,i

BAT "TegeoH
PixTep"

YropumHa

BAT "l'egeoH
PixTep"

YropwmHa

BHECEHHS 3MiH [0 peecTpavLiiiHnX
marepianis: 3MiHW | TUMY - 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
KOHTaKTHUX aHWX YNOBHOBaXXEHOT

3a peyenmom

UA/7679/01/03
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

0Cco6M 3as1BHMKA, BignoBigasibHOT

3a 3fjiicHeHHs hapMakoHarnsay.
3MiHa micLA 34iCHEHHA OCHOBHOI

AiSNbHOCTI 3 dhapmakoHarniaay.
3MiHa MicLe3Haxo4KeHHsA MacTep-
thaiina cuctemu chapmakoHarnsgy

45,

INPOTOH®

Tabnetku no 20 wmr, no
14 TabneTok y 6nictepi;
no 1, 2 abo 4 6nictepu B
KapTOHHIA ynakoBL,i

BAT "TegeoH
PixTep"

YropumHa

BAT "l'epeoH
PixTep"

YropwmHa

BHECEHHS 3MiH [0 peecTpavyiiiHnX
marepianis: 3MiHW | TUMY - 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
0co6u 3asBHKKa, BiANOBiAa/IbHOT

3a 3fjiicHeHHs hapmakoHarnsagy.

3MiHa Micus 34jiACHEHHS OCHOBHOT
LisNbHOCTI 3 hapmakoHarnagy.

3MiHa MicLe3Hax04KEHHS MacTep-

thaiina cuctemun chapmakoHarnsgy

3a peyenmom

UA/7679/01/04

46.

ANPOTOH®

Tabnetkn no 5 mr, no 14
Tabnetok y 6nictepi; no
1, 2 a6o 4 6nictepu B
KapTOHHIA ynakoBL,i

BAT "TepeoH
PixTep"

YropLmHa

BAT "TepeoH
PixTep"

YropLmHa

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

hapmakoHarnsgy. BeeneHHs abo

3MiHM [0 y3araslbHEHUX JaHuX Npo
cuctemy thapmakoHarnagy

(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cuctemy capmakoHarnsgy,

3MiHa YNOBHOBaXEHOI 0Co6H,

BiANOBIAa/IbHOI 3a 34iiCHEHHS

thapmakoHarnsay; KOHTakTHoOl
0cobu 3 hapmakoHarnagy
3asBHUKA A5 34iICHEHHS

3a peyenmom

UA/7679/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

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
0Cco6M 3as1BHMKA, BignoBigasibHOT
3a 3fjiicHeHHs hapMakoHarnsgay.
3MiHa micLA 34iiCHEHHA OCHOBHOI
AiSNbHOCTI 3 dhapmakoHarniagy.
3MiHa MicLe3HaxooKeHHsA MacTep-
thaiina cuctemu chapmakoHarnsgy

47.

AONTIT® KPEM

kpem, 50 mr/r mo 20 r
a6o 50 r, abo 100 r a6o
no 150 r y Ty6i; no 1 Ty6i
B KapTOHHIi kopo6ui

[Lonoprit F'm6X i Ko.
KIr

HimeuunHa

BMPOGHMLTBO
Hepo3dhacoBaHOl
npoAyKuii, NnepBuHHe
Ta BTOPVHHE
nakyBaHHS,
KOHTPOb Cepil,
BWMNYCK Cepil:
[Lonoprit TM6X i Ko.
KI, HimeuuunHa;
BMPOGHMLTBO
Hepo3dhacoBaHOl
NpoAyKLuii, NnepBuUHHe
Ta BTOPVHHE
nakysaHHs: p.
Talicc HatypsapeH
Mm6X, HimevunHa;
nepBuHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTpONb cepii: Ap.
Talicc HatypsapeH
rm6X, HimevunHa;
KOHTpOnNb cepii: FBA
dapma N'vbX,
HimeyumnHa;
KOHTPO/Ib cepil
(mikpobionoriyHi
BMNPOOYBaHHS):
BAB IHCTUTYT
ririeHn Ta
3abe3neyeHHs
aKocTi FM6X,
HimeuumnHa,;

HimeuunHa

BHECEHHS 3MiH [0 peecTpaviiiHnX
mMartepianis: 3MiHu | Tuny - 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbkuin 3aci6.
Cucrema
KOHTeliHep/3aKynopoBabHui
3aci6. 3miHa po3mipy ynakoBku
rOTOBOrO J1iKapCbKOro 3acoby
(3miHa macu/o6'eMy BMICTY
KOHTeliHepa 6araTof030B0ro
nikapcbKoro 3acoby ans
HenapeHTepaibHOro
3acTocyBaHHS (abo
0fIHOA030BOr0, YacTKOBOrO
BUKOPUCTaHHS)) - AOAaBaHHSA
[04aTKOBOTO BUAY YNakoBKu — Mo
150 r y Ty6i; o 1 Ty6i B KApTOHHIA
Kopo6ui 3 BigNOBIAHUMM 3MiHaMU
[0 po3giny “Ynakoska”. 3mMiHn
BHeCeHi B po3ain "YnakoBka"
(BBEAEHHA [,0AATKOBOI YNaKOBKM
no 150 r y Ty6ax) B iHCTPYKL,i0
AN8 MeANYHOro 3acTOCyBaHHs
nNiKapcbKoro 3acoby, Ak HacniaokK -
3aTBEPKEHHS TEKCTY
MapKyBaHHA HOBOT YNakoBKMN
[0AATKOBO [10 BXeE 3aTBEPKEHNX.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALIB MiC/1A 3aTBEPKEHHS

6e3 peyenma

UA/4117/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KOHTpO/b cepii
(mikpob6ionoriyHi
BMNPOBYBaHHSA):
MikpobBionori
Kpemep Mv6X,
HimeuunHa
48. OONYTEMPABIP 50 | Tabnetku, BKpUTI Makneopc IHais Makneoac IHais BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/17323/01/01
Mr, TAMIBY ANH NAiBKOBOK 0H60/TI0HKOI0 PapmacbioTrKanc PapmMacboTUKaNC mMartepianis: 3MiHX | TUNY - 3MiHK 3
300 MI' TA (50 mr/300 mr/300 mr); Nimiten Niviten SKoCTi. [0TOBWIA Nikapcbkuii 3aci6.
TEHO®OBIPY no 30 a6o no 90, a6o no 3MiHM Y BUPOBHULTBI. 3MiHa
An3onpPokcuny 100 TabneTok y po3Mipy cepii (BkHo4aoUn
®YMAPAT 300 MI n1acTMKoOBOMY AianasoH po3Mipy cepii) roToBoro
KOHTEliHepi, WO MiCTUTb nikapcbKoro 3acoby (36inbLIeHHs
nBa cawe 3 00 10 pasiB NopiBHSAHO i3
cunikarenem, no 1 3aTBEPKEHUM PO3MIpPOM) -
KOHTeWHepy Y KapTOHHIl BBE/leHHS1 J0AATKOBOr0 PO3Mipy
ynakosui; no 180 cepii [N3. 3anponoHoBaHo:
Tabnetoky 140,000 Tabnetok; 1 200,000
nnacTyKoBoMy TabneTok
KOHTElHepI, Wo MICTUTb
Tpu cawle 3
cunikarenem, no 1
KOHTEHEepY y KapTOHHIi
ynakosui; no 30 abo no
90, a6o no 100
Tabnetok y
nnacTyKoBoMy
KOHTEliHepi, WO MiCTUTb
[Ba cale 3
cunikarenem; no 180
Tabnetok y
n1acTMKOBOMY
KOHTEliHepi, Wo MiCTUTb
TpK calle 3 cunikarenem
49. AYTAMIH Kancynu Teepai, 0,5 ToBapucTBO 3 YkpaiHa [aneHikym Xenc, Icnanis/ BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/18461/01/01
mr/0,4 mr; no 6 kancyny o6MexeHo C.J1., IcnaHis IHais mMartepianis: BUNpPaBIeHHs
6nictepi, no 5 6nictepis BiANOBiAANLHICTIO (BunpobyBaHHs TEXHIYHUX MOMUIIOK, 3rigHO N.2.4.

y KapTOHHIl nauyui, no 6
kancyn y 6nictepi, no 15
6nicTepiB y KAPTOHHiIl
nadui, no 9 kancyny

"YHiBepcasnbHe
areHcTBo "MPO-
OAPMA"

KOHTPO/O SIKOCTI
(hiznyHi/ximiyHi),
BMNyCK cepil);
[aneHikym Xenc,

po3giny VI Hakasy MO3 YkpaiHu
Bif, 26.08.2005p. Ne 426 (y
pepakuii Hakasy MO3 YkpaiHu Big
23.07.2015 p Ne 460) —

6nicTepi, no 10 C.J1., IcnaHis BrnpaBneHHst TEXHIYHOT NOMUIIKK,
6nicTepiB y KAPTOHHiIl (BUPOBHYK NoB’A3aHO 3 HEBIAMNOBIAHICTIO
nauuj MPOMIXXHOr0 (pi3HOUMTAHHST) B MeXax 0fHOro
NPOAYKTY - [OKYMeHTa, AOMyLEHHS NOMUKN
[Oytactepug, npu HanucaxHi cneyudikadii, a
Kancynm m siki, no came y po3gini «PO34nHEHHS»
0,5 mr wo HEBIPHO BKa3aHo Kputepii
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

BignoBigae 3a
BMNPOGYBaHHSA
KOHTPO/O SIKOCTI
(piznyHi/XiMnyHI),
BUNyCK cepir);
[aneHikym Xenc,
C.J1., Icnanis
(BUPOBHWK
NPOMIXHOro
NMPOAYKTY -
TamcynosiHy
rigpoxnopuga,
nenetu, no 0,4 wr,
Lo Bignosigae 3a
BMNPOGYBaHHSA
KOHTPO/O AKOCTI
(di3nuHi/XiMUYHI),
BUMYCK cepii);
IHdpapmage, C.J1.,
IcnaHis (BUPOBHUK
NPOMIXHOro
NPOAYKTY -
AytacTtepua,
Kancysm m ski, no
0,5 mr, wo
Bignosigae 3a
BMNPOGYBaHHSA
KOHTPOJIO SIKOCTI);
NABOPATOPIO
EYEBAPHE, C.A,,
IcnaHis (BUpO6HUK
NPOMIXXHOro
NPOAYKTY -
[ytacTtepua,
Kancynm m siki, no
0,5 wmr, wo
BignoBigae 3a
KOHTPO/b AKOCTI
(MikpoGionorivHni);
NABOPATOPIO
EYEBAPHE, C.A.,
IcnaHis (BUPOGHUK
MPOMiXXHOro
NPOAYKTY -
TamcynosiHy
rigpoxnopvg,
nenetn, no 0,4 wr,
LLio Bignosigae 3a
KOHTPO/Tb AKOCTI

npuiAiHATHOCTI Ha CTagii 1
(po3unHeHHs B 0,1N po3unHy
KMCNOTU X/IOPUCTOBOAHEBOI) AN1A
TamcynosuHy rigpoxiopuay.
3a3HaueHe BUMpaBieHHs
BiAnoBigae marepianam
peecTpauiiHoro Aocke, Sk
npeacTasneHi B apXiBHUX
maTepianax peecTpaviiiHoro
[0CbE
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

(mikpobionoriuHwmi);
NABOPATOPIO
EYEBAPHE, C.A,,
Icnanisa (KoHTpoNb
AKOCTI
(MikpoGionorivHni);
CAIl
MAHY®AKTYPIHT,
C.J1.Y., IcnaHis
(BMPOGHKK
NPOMIXXHOro
NPOAYKTY -
TamcynosiHy
rigpoxnopug,
nenetn, no 0,4 wr,
LLlo BignoBigae 3a
KOHTPO/b SIKOCTI,
Bunyck cepii); CAI’
MAHY®AKTYPIHT,
C.J1.Y., IcnaHis
(B1pOGHMLTBO,
nakyBaHHS,
KOHTPO/b SIKOCTI,
Bunyck cepii); CaH
dapmacbloTUKan
IHaacTpi3 flivites,
IHAjA (BMPOOHUK
MPOMiKHOro
NPOAYKTY -
TamcynosiHy
rigpoxnopvg,
nenetn, no 0,4 wr,
LLio Bignosigae 3a
BMPOGHMLTBO,
nakyBaHHS,
KOHTPO/b
AKOCTI,BUNYCK cepii);
CiHgea ®apma,
C.N., IcnaHis
(BNPOGHKK
NPOMIXXHOro
NPOAYKTY -
[ytacTtepua,
Kancysm msiki, no 0,
5 wr, Wwo signosigae
3a BUpPOGHMLTBO,
nakyBaHHS,
KOHTPO/b SKOCTI,
BMNYyCK cepii)
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
50. EK3EMEBICTA TabneTku, BKpUTI Mictpan Kenitan AHrnis NOBHUIA LMK Icnanis/ BHECEHHS 3MiH 10 peecTpayjiiiHux | 3a peyenmom UA/16623/01/01
NAiBKOBOK 060/IOHKOHO, MeHeKMeHT BUpPOGHMLTBA: HimeyunHa MaTepianis: 3MiHu | Tuny -
no 25 wmr, no 10 Nimiten CiHTOH XicnaHis, AAMIHICTPaTUBHI 3MiHN.
Tabnetok y 6nictepi; no C.J1., IcnaHis; BunyyeHHs: BUPOGHMYOT AinbHNL,
3 6nicTepu B KAPTOHHiIl BTOPVHHE (Bkntovatoum ginbHuLi ansa Adl,
Kopobui nakyBaHHs: NPOMIXHOr0 NPOAYKTY abo
PoTtTengopd dapma roTOBOrO /liKapCbKOro 3acoby,
v6X, HimeuunHa OinbHUL 4NS NPOBEAEeHHS
nakyBaHHs, BUPOGHMKa,
BiANOBIAA/ILHOIO 3a BUMNYCK CepiiA,
MicLie NpoBeAEHHS KOHTPO/I0
cepii) abo nocTayasibHMKa
BVIXiJHOTO MaTtepiany, peareHTy
ab0 AONOMIXHOT PeHOBUHU (SIKLLO
3a3Ha4yeHo y A0CbE) - BunyyeHHs
BMPO6HMYOI AinbHNLi [N13 CiHTOH
BB, HigepnaHaw, BignosigasibHOT
3a BUNycK cepii. 3aTBepaKeHa
BMPOGHMYA AiNbHULSA, L0
3amwmnack — CiHTOH Xicnais,
C.J1., IcnaHis, BUKOHYE Ti cami
doyHKLi, Wo BUnyyeHa. 3MiHu
BHECEHI B IHCTPYKL,it0 ANns
Me[NYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ginu
"Brpo6HMK", "MicLie3HaxomKeHHs
BMPOGHMKA" 3 BiANOBILHUMM
3MiHaMKn B TEKCTi MapKyBaHHS
ynakoBOK. BBefeHHsA 3MiH
npoTArom 6-T1 MicAuiB nicns
3aTBEPAXKEHHS
51. IKEPBNC® Kpanni o4Hi, emynbceis, 1 CaHTeH AT DiHNAHAIA EkcenbBixeH, PpaHuia/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/17100/01/01
mr/mn; Ne 30 (5x6): no ®paHuia PiHNAHAIA marepianis: 3miHu | Tuny -
0,3 MmN B THOOMK- (BUpOGHMLTBO, noAaHHA HOBOTO cepTudikaty
KpanesbHuULi ons KOHTPO/b AKOCTI, BignosigHocTi €EP R1-CEP 2007-
O/HOKpPaTHOro nepBuHHE 251-Rev 01 gna A®l
3acTocyBaHHs; No 5 nakyBaHHSA Ta LinknocnopuHy, Ta ik Hacnifok
THOBWK-KpanenbHuLb y BTOPWHHE [ofaBaHHA abTepHaTUBHOIO
namiHoBaHoMy nakyBaHHs); CaHTeH BMPOGHUKa fito4yoi peyosuHM CKD
aloMiHIEBOMY MakeTi; AT, ®iHnaHgja BIO CORPORATION, Pecny6nika
no 6 nNakeTiB y KAPTOHHIl (Bunyck cepii); Kopes
Kopoobui Cepsinak, ®paHuis
(BTOPUHHE
nakyBaHHs)
52. INAPIC PO34MH A8 iH EKLi, HosapTic ®apma Al LLiBefuapis KoHTposb skocTi LLseiiuapis/ BHECEHHS 3MiH [0 peecTpavuiiHnX 3a peyenmom UA/14525/02/01
150 mr/1 mn, no 1 mny (BioaHanis): HimeyunHa marepianis: 3MiHW, LLLO
donakoHi, No ogHoOMy Hosaprtic ®apma Al’, notpebyoTb HOBOI peecTpauii -
chnakoHy y kopobui LLiBeiuapis; [04aBaHHsA HOBOI NiKapCbKol
Bunyck cepit: cdhopmun
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
HoapTic ®apma
M6X, HimeyunHa,; MepioAnyHICTb NoAAHHSA
Brpo6HMUTBO, perynspHoO OHOBJ/IHOBAHOIO 3BITY 3
KOHTPO/Ib SKOCTi (3a 6e3neku, BignosigHo o Mopaaky
BUK/OYEHHAM 3pjiicHeHHs hapmakoHarnagy,
Bioananisy), 3aTBepKeHOro Haka3om
nepBuHHE MiHicTepcTBa OXOPOHW 340POB’A
nakyBaHHs, Ykpainu Big 27 rpyaHsa 2006 poky
BTOPUHHE Ne 898, 3apeecTpoBaHoro B
nakyBaHHs: MiHicTepcTBi tocTuLji Ykpainn 29
HosapTic ®apma ciuHg 2007 poky 3a Ne 73/13340 (y
LLTelH AT, peaakuii Hakasy MiHicTepcTBa
LlBeiiuapis OXOPOHU 340POB's YKpaiHu Big, 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamMm,
3a3Ha4YeHVMU Y NepioanNYHOCTI
noJaHHsA perynspHux 3BiTiB 3
6e3neku.
(peknamyBaHHs1 3a60POHEHO)
53. IMOBAKC MOJIIO® | cycneHsist gns iH'ekw;jit CaHocdpi MNactep dpaHuis CAHO®I BIHTPOIN PpaHuia/ BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/14266/01/01
BAKUVHA And no 0,5 mn (1 posa) y IHOACTPIA, YropumHa marepianis: 3miHu | Tuny -
MPO®INTAKTUKN nonepeaHL0 ®paHuia NepeHeceHHs TecTy Ha
noniomMienity 3arnoBHEHOMY LUMpuL 3 (3anoBHeHHs CTepu/bHICTb 3 eTany Single
IHAKTUBOBAHA NPUKPINIEHO FrONKOH LINPU1LiB, KOHTPO/b Harvest Ha eTan Crude Harvesty
PIOKA (abo 2-ma okpemummn AKOCTI npotieci BUpo6bHMLTBA Aitoyol

ronkamu); no 1 wnpuuy
B KapTOHHI Kopo6Ly; no
0,5mn (1 gosa) y
nonepegHLo
3anoOBHEHOMY LUNPWL 3
NPVIKPINIEHO0 FONKOK
(abo 2-ma okpemumu
rosikamv) B cTaH4apTHO-
€KCMOPTHI ynakoBLi,
fAKa MICTUTbCA Y
KapTOHHI Kopobui 3
iHCTpyKUi€eto Ans
MeAMYHOro
3aCTOCyBaHHS;

no 5 mn (10 go3) y
pNaKoHi 3 3aXUCHUM
koBnaykom; no 1 a6o 10
h/1aKOHIB B KApPTOHHIl
Kopo6ui; no 5 mn (10
[03) y donakoHi 3
3aXMCHUM KOBMaYKoM;
no 1 a6o 10 ¢hnakoHis B
CTaHA4apTHO-eKCMOPTHIl
yNakoBLi, ika MiCTUTbCS

(CTepunbHicTb));
CaHodpi MNactep,
®paHuia (MoBHWI
LMK BUPOBHMLITBA,
BUMYCK cepii);
CaHodi-ABEHTIC
Mpaiisit Ko. N1T4,,
Mnatchopma
foricTukn Ta
anctpnbyuii 'y m.
Byaanewr,
YropwmHa
(BTOpPUHHE
nakyBaHHs1, BUNYCK
cepii)

pPEeYOBUHM IHAKTUBOBAHOT
TPUBANEHTHOI BaKLMHWN MPOTU
noniomieniTy; 3mMiHW | TURy - 3MiHK
[bo Tecty Specific extraneous
agents (viruses) metogom g-PCR
Ha eTani Single Harvest Release
nicna aHanisy pusnky BiANoBiAHO
o Ph. Eur. 2.6.16 y npoueci
BVMPOGHMLTBA Aji040T PeYOBUHU
iHAKTMBOBAHOI TPMBAJIEHTHOI
BaKLMHW NPOTY NONIOMIENITY;
3MiHV | TUNY - BUAAIEHHS KPONIB 3
BUNpobyBaHHs Test for extraneous
agents using animals Ha eTani
Single Harvest y npoueci
BUPOGHMLTBA Ait040I peYOBUHU
iHaKTMBOBAHOI TPMBaIEHTHOI
BaKLMHW MPOTY NOMIOMIENITY;
3MiHM | TUNY - 3MiH& KOHTPaKTHOI
nab6opaTopil BignoBigansHoi 3a
TectyBaHHa Working Seed Lot y
npoueci BUpobHULTBA Aitoyoi
PEYOBUHM iHAKTMBOBAHOT
TPUB&IEHTHOI BaKLUMHW MPOTU
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Y KapTOHHI kopobu, 3 noniomienity MeToaom
iHCTpYKUieto ans Fluorescent Product Enhanced
MeauyHOro Reverse Transcriptase (FPERT).
3acTocyBaHHSA 3anponoHosaHo: Vitrology
Limited/SGS, 5, South Avenue,
Clydebank Business Park,
Glasgow G81 2LG, United
Kingdom; 3minu Il Tny -
BVK/TIOYEHHS CTPENTOMILUHY
cynbgaty Ta nonimMikcuHy B 3i
CKnafly MOXUBHOrO cepefoBuLLa
015 KyNbTUBYBaAHHA KNITUH Vero 'y
npoueci BUpobHuLTBa poboumx
NociBHUX cepiii noniosipycy Tuny 1
Ta TMny 3, BNpoBakeHHs1 HOBOI
cMcTeMM NocnigoBHOT dhinbTpauii
Crude Harvest 3amicTb (hinbTpau;i
3 BUKOPUCTaHHSAM KpEMHE3EMY Ha
eTani oTpumaHHs Single Harvest,
a TaKoX fofaBaHHS TecTy Ha
cTepunbHicTb ana Crude Harvest
54. IH®OAHPUKC cycnensis (DTPa-HBV- "nakcoCmiTKnsiiH Benuka "nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 10 peecTpaljiiiHux | 3a peyenmom UA/16235/01/01
FEKCA™/INFANRIX | IPV) ans iH’ekuiii no 0,5 Ekcnopt flimiteq, BpuTaHis Bionomxkikans C.A. mMartepianis: 3MiHU | TUNY - 3MiHK 3
HEXA™ mn (1 gosa) Ta AKOCTi. [OTOBWIA Nikapcbkuin 3aci6.
KOMBIHOBAHA niodpinizar (Hib); 1 3MiHU Y BUPOGHULTBI. 3MiHN Y
BAKUWHA ANnA nonepegHL0 npoueci BUpOOHULITBA FOTOBOIO
MPO®ITAKTUKN HanoBHEHMN NiKapcbKoro 3acoby, BKIOUaum
DUNOTEPII, ofHopasoBuii Wwnpuy, (No NPOMDKHUIA NPOAYKT, L0
NPABLSA, 0,5wmn (1 po3a)) y 3aCTOCOBYETLCA NPY BUPOOGHULTBI
KALLUTIOKY KOMNEKTi 3 ABOMa roTOBOrO NiKapCbKOro 3acoby
(ALENIONAPHUNA ronkamu Ta dos1akoH 3 (He3HauHa 3miHa y mpoueci
KOMMOHEHT), niocpinizatom (Hib) ana BUPOGHMLTBA) - peecTpayis
FENATUTY B, 1 f03K, WO 3MilyTbes aNlbTEPHATUBHOT PEYOBUHY, L0
noniomMienITy TA nepes BUKOPUCTaHHAM; BUKOPUCTOBYETLCA AK KOMMOHEHT
3AXBOPHOBAHDb, no 1 a6o no 10 NOXMBHOTO cepefoBuLa Nifg yac
3bYAHNKOM NNacTNKOBUX BMPOGHMLITBA. 3anponoHoBaHo: L-
AKX € KOHTEHepIB Y KapTOHHIlA Lysine dihydrochloride or L-Lysine
HAEMOPHILUS Kopobui monohydrochloride + HCI 37%
INFLUENZAE TUNY
B
55. IPUHOTEKAH KOHUeHTpaT ans Mepak Nesenbluadt HimeuyunHa Mepak esenbliadpt HimeyunHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/11702/01/01
MEAAK NPUIOTYBaHHA PO3UMHY chrop KniHiwe dotop KNiHiwe marepianis: TEXHIYHA MOMUIKa
ans iHdysiii, 20 mr/mn LWneuiansnpenapar Lneuianbnpenapar (3rigHo Haka3y MO3 Big,
no 2 mn (40 mr), a6o no e M6X e M6X, HimeuunHa 23.07.2015 Ne 460), Bunpas/ieHHs

5 mn (100 mr), abo no
15 mn (300 mr) y
CKNSAHOMY ¢hnakoHi; no 1
dpNakoHy B mayui

(BMPOGHUVIK, LLIO
BignoBsigae 3a
MapKyBaHHs
nepBUHHOT

TEXHIYHOT MOMUIIKN Ha TUTYIbHOMY
NNCTi NPoeKTiB 3MiH Ao MKA, a
came , 6yna gonylieHa nomuskay
HanucaHHi Homepa
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
yNaKkoBKM, BTOPVHHE peecTpaLiiHoro NocBiAYeHHs.
nakyBaHHS, MponoHoBaHa peaakuis:
KOHTPO/b/BUNPOGYB 3ATBEP)KEHO; Haka3
aHHs cepii Ta 3a MiHicTepcTBa OXOpPOHM 340POB A
BUNyCK cepir); Ykpainm 22.11.2016 Ne 1267
OHkoTek dapma PeecTpadiiiHe noceigyeHHsi Ne
MpopakwH MbX, UA/11702/01/01
HimeuyunHa 3MIHV BHECEHO Haka3
(BMPOGHUIK, LLIO MiHicTepcTBa OXOPOHW 340POB A
BignoBigae 3a Ykpainn 23.09.2021 Ne 2034
BUPOGHMLTBO PeecTpauiiiHe noceigueHHst Ne
nikapcbKoro 3acoby, UA/11702/01/01. HapaHa
nepBuHHE pefakList TEXHIYHOT MOMU/IKM
nakyBaHHs, Bignosigae marepianiam
MapKyBaHHs peecTpaujiiiHoro Aocke
nepBUHHOI
ynaKkoBKM, BTOPVHHE
nakyBaHHS,
KOHTPO/1b/BMNPOGYB
aHHsA cepii)
56. KNAPUTPOMILUVH TabneTkun, BKpUTI AHaHTa Megikeap Benvka ApTypa IHAis BHECEHHS 3MiH [0 peecTpavLiiHnX 3a peyenmom UA/12435/01/01
AHAHTA N1iBKOBOK 060/IOHKOLO, nra. BpuTaHis dapmacbloTikans Marepianis: 3miHu | Tuny -
no 250 mr, no 10 MeT. N14. AMIHICTPaTVBHI 3MiHW.
Tabnetok y 6nictepi, no BunyyeHHss BUPOGHMYOI finbHUL,
1 6nicTepy B KapTOHHIl (Brrovaroun ginbHuui ansa Adl,
Kopobui NPOMIXHOr0o NPoAYyKTY abo
roTOBOrO MikapCbKOro 3acoby,
OiNbHULI ANA NpoBeAeHHs
nakyBaHHsl, BAPOGHUKa,
BiANOBIA&/IbHOIO 3a BUNYCK Cepii,
MicLie NpoBeAeHHsI KOHTPO/0
cepii) abo noctayasibHUKa
BUXIQHOTO MaTepiasty, peareHty
ab0 AONOMIXHOT pevOBMHU (SKLLO
3a3HayeHo y AOCbE) - BunyyeHHs
BMPOGHMKA rOTOBOTO NiKapCbKOro
3aco6y KonpaH Jflimiteg, IHAis
57. KNAPUTPOMIUVH TabneTtku, BKPUTI AHaHTa Mepjkeap Benvka ApTypa IHAis BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/12435/01/02
AHAHTA NiBKOBOK 06O/IOHKOLO, nrg. BpuTaHis dapmacbloTikans marepianis: 3miHu | Tuny -
no 500 wmr, no 10 MeTt. /114, AIMiHICTpaTVBHI 3MiHW.

Tabnetok y 6nictepi, no
1 6nicTepy B KapTOHHIl
Kopoobui

BunyyeHHs BUPOOGHMYOT AinbHULL
(Brntovatoun ginbHuui ansa Adl,
NPOMDKHOrO NPoAyKTy abo
roTOBOro NikapcbKoro 3acooby,
AiNbHULI ANS NpoBeAeHHS
nakyBaHHs1, BUPOGHUKa,
BiANOBIAAILHOIO 3a BUNYCK Cepiid,
MicLie NpoBefEHHS KOHTPO/HO
cepii) abo nocTayasibHMKa
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BVXiJHOTO MaTtepiany, peareHty
a60 AONOMIXHOT PeHOBUHU (SIKLLO
3a3Ha4yeHo y A0CbE) - BunyyeHHs
BUPOOBHMKA rOTOBOTO NiKapCbKOro
3acoby KonpaH Jlimites, IHAis
58. KOPOAPOH® PO34MH N8 iH'ekuin, 50 TOB "CaHodi- Ykpaina CaHocpi BiHTpon ®paHuis BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/3683/01/01
mr/m; Ne 6: no 3 mn B ABeHTiC YkpaiHa" IHpacTpia Marepianis: 3miHu Il TUny - 3MiHK
amnyni; no 6 amnyn B Lofo 6e3nekun/edekTMBHOCTI Ta
noniMepHUX YapyHkax y thapmakoHarnagy. 3MiHn y
KapTOHHIA Kopoo6Li KOPOTKIil XapakTepucTuui
NiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTpyKLU|ii Ans
MEANYHOr0 3aCTOCYBaHHSA y
3B'A3KY i3 HOBUMM JaHUMU 3
SKOCTi, AOKMIHIYHUMM, KTiHIYHUMK
JaHuMu Ta AaHumn 3
thapmakoHarnsgy. 3miH1 BHeCeHo
B IHCTPYKLO 4518 MeANYHOro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby
00 po3ginis "®apmakonoriyHi
BfacTueocTi",
"Moka3aHHS"(YTOUHEHHS
iHdhopmawii) Ta "lMobivHi peaxuii”.
BBefeHHs 3MiH NpoTArom 6-Tu
MicAILiB Mic/1A 3aTBEPAKEHHS.
59. NAINC AMBPO3IA Tabnetkun cybniHrBasibHI NTODPAPMA C.INM.A. ITania NTODPAPMA C.M.A, ITanis BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/18580/01/01
Ne40: no 10 TabneTok ITanis (NoBHUIA UWKN marepianis: 3miHun | Tuny -
no 300 AO (1 6nicTepHa BMPOGHMLTBA: YTOYHEHHS onucy Tabnetku B MKA
ynakoska) Ta 30 BUPOBHMLTBO, Ta IHCTPYKLUIT ANna MeanyHOoro
Tabnetok no 1000 AO (3 nepBuHHe 3aCTOCYBaHHSA A1 MPUBEAEHHS Y
6nicTepHi ynakoBku) B nakyBaHHs, BiAMNOBIAHICTb 4O MaTepianis
KapTOHHI KopobLyj; BTOPVIHHE peecTpaLiiHoro Aocke. 3MiHM A0
TabneTkun cy6niHrBabHi nakyBaHHs, po3ainy «30BHILWHIN BUrIA4»
Ne70: no 10 TabneTok KOHTPO/b cepil, MK$. 3anponoHoBaHO: roMOreHHi
no 300 AO (1 6nicTepHa BUNYCK cepil, Tabnetkn. 3MiHW BHECEHO B
ynakoBka) Ta 60 36epiraHHs) IHCTPYKLil0 AN MeguyHoro
Tabnetok no 1000 AO (6 3acToCyBaHHS NiKapcbKoro 3acoby
611icTepHMX ynakoBoK) B y po34in "OCHOBHi ()i3nKO-XiMiUHI
KapTOHHI KopoobLi BracTtmsocTi"
60. NAINC BEPE3A TabneTkun cybniHrBabHi NTOB®APMA C.IN.A. ITanis NOPAPMA C.M.A, ITanis BHECEHHS 3MiH [10 peecTpavliiiHnx | 3a peyenmom UA/18581/01/01

Ne40: 10 TabneTtok no
300 AO (1 6nicTepHa
ynakoska) Ta 30
Tabnetok no 1000 AO (3
61iCTepHi ynakoBku) B
KapTOHHI KopobLyj;
TabneTky cybniHrBasIbHI
No70: 10 TabneTok no

ITania (NOBHWIA LmKN
BMPOGHMUTBA:
BMPOGHMLTBO,

nepBuHHE
nakyBaHHS,
BTOPWHHE
nakyBaHHS,
KOHTPO/b Cepil,

marepianis: 3miHu | Tuny -

YTOYHEHHS onucy Tabnetkn B MKA

Ta IHCTPYKLUIT A8 MeanyHOoro
3aCTOCYBaHHA A/15 MPUBEAEHHS Y

BiAMOBIAHICTb 4O MaTepianis
peecTpaLuiiHoro Aocke. 3MiHM A0

po3Ainy «30BHiLUHIA BUTNAL»
MK$H. 3anponoHOBaHO: rOMOreHHi
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

300 AO (1 6nicTepHa BWMNYCK Cepil, TabneTkn. 3MiHM BHECEHO B
ynakoBka) Ta 60 36epiraHHs) IHCTPYKLi0 ANA MeguyHoro
Tabnetok no 1000 AO (6 3acToCyBaHHSA NikapCbKoro 3acoby
6niCTEPHUX YMAKOBOK) B y po34in "OCHOBHI (hi3NKO-XiMiUHi
KapTOHHIlA KopooLi BNacTuBOCTI"

61. NANC TPABU TabneTkyn cybniHrBasIbHI NTODAPMA C.M.A. ITanis NTODAPMA C.M.A, ITanis BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/18583/01/01

Ne40: no 10 TabneTtok
no 300 AO (1 6nicTepHa
ynakoBka) Ta 30
Tabnetok no 1000 AO (3
6nicTepHi ynakoBku) B
KapTOHHI Kopo6Lyj;
TabneTkun cy6niHrBabHi
Ne70: no 10 TabneTok
no 300 AO (1 6nicTepHa
ynakoBka) Ta 60
Tabnetok no 1000 AO (6
6niCTEPHUX YNAKOBOK) B
KapTOHHIA Kopoo6Li

ITanis (NoBHWIA UMKN
BUpPOGHMLTBA:
BMPOGHMLTBO,

nepBuHHe

nakyBaHHS,

BTOPUHHE
nakyBaHHS1, BUNYCK
cepii, 36epiraHHs)

Marepianis: 3miHu | Tuny -
YTOYHEHHSA onucy Tabnetkn B MKA
Ta [HCTpyKUii Ans MegnyHoro
3aCTOCyBaHHA 415 NPUBEAEHHA Y
BIANOBIAHICTbL 4O MaTepianis
peecTpaLinHoro Aocbe. 3MiHM 40
po3ainy «30BHILWHI BUrIAg»
MK$. 3anponoHoBaHO: roMOreHHi
Tabnetku. 3MiHM BHECEHO B
IHCTpYKLilO ANs MeanyHOro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby
y po34in "OCHOBHi ()i3nKO-XiMiuHi
BNacTMBOCT"
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
62. NAKTUHET®- TabneTku, BKpUTI BAT "l'eneoH YropuHa BAT "l'eneoH YropwuHa BHECEHHS 3MiH [10 peecTpauiiiHux | 3a peyenmom UA/9036/01/01
PIXTEP NAiBKOBOK 060/IOHKOHO, PixTep" PixTep" marepianis: 3MiHW | TUNY - 3MiHK
no 0,075 mr, no 28 oo 6e3nekn/edekTMBHOCTI Ta
Tabnetok y 6nictepi; no thapmakoHarnsgy. BeegeHHs abo
1 6nicTepy y nakeTi 3 3MiHU [0 y3araslbHEHVX AaHnX Npo
namiHoBaHol cuctemy chapmakoHarnagy
aloMiHiEBOT QO/bIN; NO (BBEAEHHSA y3araslbHEHUX AaHNX
1 a6o 3 nakeTn pasom 3 npo cucTemy thapmakoHarnsgy,
KapTOHHUM PyTISPOM 3MiHa YNOBHOBaXEHOI 0CcobH,
Ans 36epiraHHs BigNoBiAa/IbHOI 3a 34jACHEHHS
6nicTepa B KapTOHHii thapmMakoHarnagy; KOHTaKTHOI
ynakosLi 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
KOHTaKTHUX JaHWX YNOBHOBaXKEHOT
0co6u 3asBHYKa, BigNoBigas/IbHOT
3a 34ilicCHEHHA thapMakoHarnsay.
3MiHa Micus 34jACHEHHS1 OCHOBHOT
LisNbHOCTI 3 hapmakoHarnagy.
3MiHa MicLLe3Haxo4KeHHsA MacTep-
thaiina cuctemun chapmakoHarnsgy
63. NEBO®/TIOKCALN pO34uH ANs iHgysil, no MicTtpan Kenitan AHrniA IHchoPlaiich CA LLiBeiiuapis BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/18360/01/01
H-BICTA 5 mr/mn; no 100 mn B MeHeXmeHT MaTepianis: 3MiHuM | TUNy - 3aMiHa
KOHTEliHepi B 3aXMCHOMY Nimiten Y KOHTeWHepi 04HOro NopTy ANs
nakeTi; No 1 koHTeliHepy BBE/IEHHS rOfIKv Ha fiBa NnopTv Ans
B 3aXMCHOMY NakeTi, No BBeAeHHs ronku (Needle port;
1 KOHTelHepy B Twist Off Port for Spike 1SO15747)
3axMCHOMY nakeTi B 0151 36epeXeHHst repMeTUYHOCTI
KapTOHHI KopobLi abo KOHTEWHepy Npy BBELEHHI FOMKN
24 KoHTeliHepu B
3aXMCHOMY MakeTi B
KapTOHHI/ Kopobui
64. NEH3ETTO® cnpei BAT "T'eneoH YropwmHa l'epeoH Pixtep PymyHis BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/17185/01/01
TpaHcaepMasibHUIA, PixTep" PymyHia A.T. marepianis: 3MiHW | TURY - 3MiHK

po34uH, 1,53 mr/go3sy;
no 6,5 mn posunny (56
[03) Y CKNsiHOMY
doNakoHi, SKni

LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsigy. BeefeHHs abo
3MiHM [0 y3araslbHEHUX AaHnX Npo

cuctemy chapmakoHarnsgy

3a6e3neyeHnit (BBEAEHHSA y3araslbHEHNX AaHUX
A03YIUNM HaCOCOM 3 npo cucTemy thapmakoHarnagy,
po3nusitoBayem i 3MiHa YNOBHOBaXEHOI 0Cco6H,
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
aKkT1BaToOpoM Ta BignoBiAa/IbHOI 3a 34jACHEHHS
noMiLLleHniA B annikatop chapmakoHarnsgy; KOHTakTHoI
3 KOHIYHUM KyMOSIbHUM ocobu 3 hapmakoHarnagy
OTBOPOM, LU0 3aABHUKa 419 3MiICHEHHS
3aKPUBAETHCA KPULLIKOIO, chapmakoHarnsgy B YkpaiHi, AKL0
AKa Mae 3 BHYTPILWHbLOT BOHa BifMiHHa Bif, yNOBHOBaXEHOI
CTOPOHU MOrNIMHAKYY ocobwu, BiAnoBifabHOT 3a
npoknagky; 1 annikatop 3[iiCHEeHHs1 hapMakoHarnsay
B KAPTOHHIlA KOpOGL (BKNHOYAKOUN KOHTAKTHI faHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXKEHOT
0co6u 3asBHYKa, BigNoBigas/IbHOT
3a 34ilicCHEHHA thapMakoHarnsay.
3MiHa Micusi 34jACHEHHS1 OCHOBHOT
LifNbHOCTI 3 hapmakoHarnagy.
3MiHa MicLLe3HaxooKeHHs MacTep-
thaiina cuctemun chapmakoHarnsgy
65. NiNIH-BIONIK niodpinizat Ans emynbcii AT "BIONIK" Ykpaina AT "BIONIK" YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/3528/01/01
no 500 mr, 1 chnakoH marepianis: 3miHu | Tuny -
abo nnswka 3 AAMiHICTpaTUBHI 3MiHW. 3MiHa
niochinazarom B nauli; Ha3BM JliKapcbKoro 3acoby. 3miHa
KOMMAeKT: 3 donakoHu 3 Ha3su [13. 3ateBepaxeHo: JIMIH-
niogpinizatom Ta 1 BIONIK®. 3anponoHosaHo: 1IMIH-
iHranatop Nebuliser B BIOJIK. BBeAEHHS 3MiH NPOTAroM
nauuj 3-X MicsLiB nicns 3aTBEPKEHHS
66. NIPUKA Kancynu no 150 wmr; no ANOXKOH tOC 1 CWA Mdpaiizep HimeyunHa BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/3753/01/02
14 a6o no 21 kancyniy nnc MeHtohekyypuHr marepianis: 3MiHW | TURY - 3MiHK

6nictepi; no 1 abo no 4
6nicTepy B KApTOHHii
Kopobui

[onuneng Mm6X

BHECEHO [0 IHCTPYKLi Ans
MeJMYHOr0o 3aCTOCYBaHHS
niKkapcbKoro 3acoby A0 po3ainis
"Oco611BOCTI 3acTocyBaHs" Ta
"Mo6iuHi peakuyii" BignoBigHO A0
pekoneHaauiiit PRAC. BeefeHHs
3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPAKEHHS;
3MiHu |l TUNYy - 3MiHW BHECEHO A0
IHCTPYKLii 4Nns MegnyHoro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby
00 po3ginis "®apmakonoriyHi
BnactueocTi", "OcobnBocCTi
3acTocyBaHHs" Ta "Mo6iyHi
peaxuii” BignoBigHO A0 maTepianis
peecTpavuiiiHoro gocbe. BBeaeHHs
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPAXKEHHS
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Ymosu

Howmep

n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Bionycky

3a peyenmom

peecmpayiliHo2o
nocsio4yeHHs
UA/3753/01/04

67.

NIPUKA

Kancynu no 75 mr; no 14
ab6o no 21 kancyniy
6nictepi; no 1 abo no 4
6nicTepy B KAPTOHHIi
KopoobLi

ANIKOH 10C 1
NNC

CLUA

Mdpaiizep
MeHtohekyypuHr
[Loiiunens rv6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpavyiiiHnX
marepianis: 3MiHW | TUNY - 3MiHK
BHECEHO [10 iIHCTPYKLi ANnA
MeJMYHOr0o 3acTOCYBaHHS
nikapcbKkoro 3acoby A0 po3ginis
"Oco611BOCTI 3acTocyBaHs" Ta
"Mo6iuHi peakuyii" BignoBigHO A0
pekoneHaauii PRAC. BeefeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPAKEHHS;
3MiHu |l TUNYy - 3MiHW BHECEHO A0
IHCTPYKUii 4na MeguyHoro
3aCTOCYyBaHHS Nikapcbkoro 3acoby
00 po3ginis "®apmakonoriyHi
BnactusocTi”, "OcobnBocCTi
3acTocyBaHHs" Ta "Mo6iyHi
peaxuii” BignosigHoO A0 mMatepianis
peecTpaujiiHoro Aocke. BBeaeHHs
3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPAXKEHHS

UA/3753/01/05

68.

NIPNKA

kancynu no 50 mr; no 21
Kancyni y 6nictepi; no 1
ab6o no 4 6nictepu B
KapTOHHI Kopobui

ANIKOH 10C 1
nne

CLUA

Mdpaiizep
MeHtochekuypuHr
[Loiuneng Tm6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHU | TUMY - 3MiHW
BHECEHO [0 IHCTPYKUiT ANns
MEJUYHOIO 3aCTOCYBaHHS
nikapcbKkoro 3acoby A0 po3ginis
"Oco611MBOCTI 3acTOCyBaHA" Ta
"Mo6iuHi peakuii" BigNoBIgHO A0
pekoneHaauin PRAC. BeegeHHs
3MiH NPOTArom 6-Tu MicsiLiB nicns
3aTBEPLKEHHS;
3MiHM Il TUMy - 3MiHW BHECEHO 0
IHCTPYKUIT AN MeguyuHoro
3acToCyBaHHS NikapCbKoro 3acoby
[0 po3ainis "®apmakosnoriyHi
BnacTmsocTi”, "Oco6mMBOCTI
3acTocyBaHHA" Ta "MOo6iYHI
peakuii" BignoBigHO Ao MaTepianis
peecTpaLljiiHoro gocbe. BBeeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPAKEHHS

3a peyernmom

UA/3753/01/06

69.

NIPUKA

kancynu no 300 mr; no
21 kancyni y 6nictepi;
no 1 a6o no 4 6nictepu
B KapTOHHIi Kopo6Lyi

ANA>KOH tOC 1
nnc

CWA

Mdpaiizep
MeHtochekuypuHr
[oituneng MrmeX

HimeuunHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHW | TUMY - 3MiHK
BHECEHO [0 IHCTPYKUiT ANns
MeJUYHOr0o 3aCTOCYBaHHS
NiKkapcbKoro 3acoby Ao po3ginis
"Oco6MBOCTI 3acTocyBaHs" Ta
"Mo6ivHi peakuii” BigNoOBIAHO A0

3a peyenmom
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

pekoneHaauin PRAC. BeegeHHs
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPIXKEHHS;
3MiHM |l TRy - 3MiHW BHECEHO [0
IHCTPYKUIT AN MeguyHoro
3acToCyBaHHSA NikapCbKoro 3acoby
[0 po3ainis "®apmakosnoriyHi
BnacTmBocTi", "Oco6MBOCTi
3acTocyBaHHA" Ta "Mo6iYHI
peakujii" BignoBigHO Ao maTepianis
peecTpaLljiiiHoro gocbe. BBefeHHs
3MiH NpoTArom 6-Tn MicAuiB nicns
3aTBEPAKEHHS

70.

NICOBAKT AYO®

NbOAAHUKN NPECOBaHi;
no 10 NboAsAHUKIB Y
6nicTepi; no 2 6nictepu
B KapTOHHI Kopo6Lyi

BocHanek a.a.

BocHis i
lepuerosuH
a

BocHanek g.4.

BocHist i
lepuerosuH
a

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
nogaHHasa oHosneHoro CEP R1-
CEP 2007-029-Rev 04 gns A®|
LeTUnnipuanHito xnopvay Big,
3aTBEPAKEHOTO BUPOOHMKA
Dishman Carbogen Amcis Limited
IHAis, B pamkax npoueayp 3MiHEHO
nepiof, NOBTOPHOrO TeCTYBaHHA 3
36 no 60 micAauis; 3miHu Il TUny -
BBEJEHHS HOBOTO BMPO6HUMKa API
nisouumy rigpoxnopuay, Bouwhuis
Enthoven B.V., The Netherlands 3
HajaHHAM macTep-ghainina Ha API
[0 BXe 3aTBepAKeHOro
BUpobHuKa LMC BV, The
Netherlands

6e3 peyenma

UA/17498/01/01

71.

NICOBAKT®

NbOAAHUKN NPecoBaHi
no 10 NboAsHuKIB Y
6nictepi, no 1 a6o 3
6nicTepy y KapTOHHIl
Kopobui

BocHanek a.4.

BocHis i
lepuerosmH
a

BocHanek a.4.

BocHis i
lepuerosuH
a

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMatepianis: 3miHu Il Tuny —
nepernag mactep-goaiina Ha Adl
nisoummy rigpoxsiopuay Big,
3aTBEPKEHOro BUpo6HMKa LMC
BV, Higepnarngu

6e3 peyenma

UA/2790/01/01

72.

MEKCUNPUM®

pO34uH A4 iH'ekuiid, 50
Mmr/MA, no 2 mn abo no 5
M/ B amnyni, no 5
amnyn y 6nictepi; no 1
abo 2 6nictepun y nayui 3
KapTOHY

ON "CTADA-
YKPAIHA"

YKpaiHa

K.T. Pomdpapm

Komnawi C.P.J1.

PymyHis

BHECEHHS 3MiH [10 peecTpaviiiHnX
mMartepianis: TEXHIYHA NOMW/IKa sika
6yna gonylueHa nig Yac BHECEHHS
3MiH [0 peecTpauiiiHoro gocke /13
Haka3 MO3 Y«kpaiHun Ne 905 Bif,
11.05.2021 p., y AOKYMEHTI 3MiHK
[0 MeTogiB KOHTposto siKocTi J13,
a came Ha nepLuiil CTopiHLi
3aTBEPMAKEHOIO OKYMEHTY

3a peyenmom

UA/10375/02/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

HeBiIPHO BKa3aHO HoOMep
PeecTpauiiiHoro noceigueHHs N13.
MponoHoBaHa pegakuis.
3ATBEP)XEHO: Haka3s
MiHicTepcTBa OXOpPOHU 340P0B’A
YKpaiuu
06.03.2015 Ne 124; Ne UA
/10375/02/01 - npuBefeHHS y
BiNOBIAHICTb [0 peeECTpaLiiHmX
marepianis

73.

MEHOBA3VH

PO34MH ANna
30BHILUHLOTO
3aCTOCYyBaHHS,
cnupToBMiA No 40 MmNy
donakoHax CKAstHNX abo
noniMepHmx

MPAT "®ITODPAPM"

YKpaiHa

MPAT "®ITODAPM"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviiiHnx
marepianis: 3miHu |l Tuny -
BBEJeHHA [104aTKOBOro
BUpOGHMKa Ana APl MeHToN
«Arora Aromatictcs Pvt. Ltd.»,
IHAjA. 3anponoHoBaHo: cipma
«Vaishali Pharmaceuticals», IHAis;
ipma «LOK-Beta», IHais; tipma
«Kaizen Organics Pvt. Ltd», IHgjs;
hipma «Ind-Swift Laboratories
Limited», IHais; cdipma «Bhagat
Aromatics Limited», IHais; dipma
«Silverline Chemicals», IHgjs;
thipma «BASF SE», HimeuunHa
thipma «Arora Aromatictcs Pvt.
Ltd.», IHgis

6e3 peyenma

UA/8167/01/01

74.

MEPTEHIN

TabneTkn, BKPUTI
N1iBKOBOK 060/I0HKOMO,
no 5 mr no 10 Tabnetok
y 6nicTepi; no 3
6nicTepy B KApTOHHii
ynakoBLi

BAT "T'efieoH
PixTep"

YroplmHa

BMPOGHMLTBO,
KOHTPO/Ib SIKOCTi Ta
BUNycK cepii: BAT
"l'epgeoH PixTep"

YropumHa

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

thapmakoHarnsgy. BeegeHHs abo

3MiHV [0 y3arasibHEHUX JaHnX npo
cuctemy thapmakoHarnagy

(BBEAEHHSA y3araslbHEHNX AaHNX
npo cucTtemy thapmakoHarnsagy,

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

3a peyernmom

UA/11705/01/02
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n/n

Ha3sBsa nikapcbko20

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KOHTaKTHUX JaHWX YNOBHOBaXKEHOT
0ocobu 3asiBHUKA, BiANOBIAa/IbHOI
3a 34ilicCHEHHA thapMakoHarnsay.
3MiHa Micus 34jACHEHHS1 OCHOBHOT
LifNbHOCTI 3 hapmakoHarnagy.
3MiHa MicLLe3Haxo4KeHHs MacTep-
thaiina cuctemun chapmakoHarnsgy

75.

MEPTEHIN

TabneTtku, BKPUTI
NiBKOBOK 060/10HKOI0,
no 10 mr no 10 Tabnetok
y 6nictepi; no 3
6nicTepy B KAPTOHHIi
ynakoBLi

BAT "TeneoH
PixTep"

YropumHa

BUPOBHMLTBO,
KOHTPO/b AKOCTi Ta
BMMYycK cepii: BAT

"l'epeoH Pixtep"

YropLmHa

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

thapmakoHarnsgy. BeefeHHus abo

3MiHW [0 y3arasibHEHUX JaHuX Npo
cuctemy thapmakoHarnsagy

(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy apmakoHarnsgy,

3MiHa YNOBHOB&XEHOI 0coou,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
thapmakoHarnsay; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3aABHUKA 419 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, SKLo
BOHa BifMiHHA Bif, yNIOBHOBaXEHOI
ocobw, BignoBiganbHoI 3a
3gificHeHHs chapmakoHarnagy
(BK/HOYAKOUN KOHTAKTHI JaHi)
Ta/ab0 3MiHN Y PO3MILLEHHI
mMacTep-haiina cuctemm
thapmakoHarnsgy) - amiHa
KOHTaKTHUX JaHWX YNOBHOBaXXEHOT
ocobu 3asBHUKA, BiANOBIAAUIbHOI
3a 3fjiicHeHHs hapmakoHarnsgy.
3MiHa Micusa 3AiICHEHHSI OCHOBHOT
AiSNbHOCTI 3 dhapmakoHarnagy.
3miHa MicLe3HaxoMKeHHs MacTep-
thaiina cuctemun chapmakoHarnsy

3a peyenmom

UA/11705/01/03

76.

MEPTEHIN

TabneTkn, BKPUTI
N1iBKOBOK 060/I0HKOMO,
no 20 mr no 10 TabneTok
y 6nicTepi; no 3
6nicTepy B KAPTOHHii
ynakoBLi

BAT "T'efieoH
PixTep"

YroplmHa

BMPOGHMLTBO,
KOHTPO/Ib SIKOCTi Ta
BUNycK cepii: BAT
"l'epgeoH PixTep"

YropumHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHW | TUNY - 3MiHK
ofo 6e3snekn/edekTMBHOCTI Ta

thapmakoHarnsgy. BeegeHHs abo

3MiHV [0 y3arasibHEHUX JaHnX npo
cuctemy thapmakoHarnagy

(BBEAEHHSA y3araslbHEHNX AaHNX
npo cucTtemy thapmakoHarnsagy,

3MiHa YyNOBHOBaXEHOI 0cobu,

BiANOBIAA/IbHOI 3a 34iiCHEHHSA

hapmMakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnsgy

3a peyernmom

UA/11705/01/04
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

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
thapmakoHarnsgy) - 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXEHOT
0co6u 3asBHKKa, BigNoBiga/IbHOT
3a 34ilicCHEHHA thapMakoHarnsay.
3MiHa Micusi 34jACHEHHS1 OCHOBHOT
LifNbHOCTI 3 hapmakoHarnagy.
3MiHa MicLLe3Haxo4KeHHs MacTep-
thaiina cuctemun chapmakoHarnsgy

717.

METOKEKT®

pO34uH AN iH'ekuUiid, 50
mr/mn no 0,15 mn (7,5
mr), a6o no 0,20 mn (10
mr), abo no 0,25 mn
(12,5 wmr), a6o no 0,30
mn (15 wr), a6o no 0,35
mn (17,5 mr), abo no
0,40 mn (20 mr), abo no
0,45 mn (22,5 wr), abo
no 0,50 mn (25 wr), abo
no 0,55 mn (27,5 wmr),
abo no 0,60 mn (30 mr)
PO34MHy y nonepesHbL0
3aMoBHEHOMY LUNPWL;
no 1 wnpuiy pasom i3
BOYy10BaHO
iH'EKLiIHOI0 FONKOI0 B
KOHTYPHOMY
yapyHkoBoMy 6rnicTepi;
no 1 6nictepy B
KapTOHHIA Kopoo6Li

Mepak Nesenbluadt
chrop KniHiwe
Lnevujansnpenapat
e m6X

HimeyunHa

IAT Bionorika TM6X,
HimeuunHa
(BMPOGHUIK, L0
Bignosigae 3a
BTOPWHHE
nakyBaHHSA Ta
MapKyBaHHS);
Mepak esenbladt
dotop KniHiwe
Lneujansnpenapat
e M6X, HimeuyumHa
(BMPOGHUIK, L0
Bignosigae 3a
BTOPWHHE
nakyBaHHs,
MapKyBaHHS,
KOHTPO/b/BMNPOGYB
aHHs cepii Ta 3a
BMNyCK cepil);
OHKoTek ®apma
MpogakwH MbX,
HimeyunHa
(BMPOGHUIK, LLIO
BignoBigae 3a

HimeuunHa

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

hapmakoHarnsgy. BeefeHHs abo

3MiHW [0 y3arasibHEHUX JaHuX Npo
cuctemy chapmakoHarnsagy

(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy capmakoHarnsgy,

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

YNOBHOB&XEHOI 0CO6U 3as1BHYKA,

BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
dhapmakoHarnsgy. MponoHoBaHa

BUPOGHMLTBO pegakuis: Dr. Barbara Jogereit.
niKkapcbKoro 3acooby, 3MiHa KOHTaKTHUX JaHWX
nepBuHHE YNOBHOB&XXEHOT 0CO6OU 3asBHUKA,
nakyBaHHs, BiANOBIAA/IbHOI 3a 34iiCHEHHS
KOHTPO/1b/BMNPOGYB thapmakoHarnagy
aHHs cepii);
LLiteremaHH
JloHdhepnakyHr yHA

3a peyenmom

UA/5873/01/02
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Norictiwep Cepsic
e.K., Himeyunna
(BMPOGHUIK, LLIO
BignoBsigae 3a
BTOPWHHE
nakyBaHHs)
78. MIPAMICTUH® pO34MH Ans MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpavyiiiHnX 6e3 peyenma UA/1804/02/01
30BHILUHLOIO "PapmaLeBThYHA "PapMaueBTNYHA marepianis: 3MiHK | TUNY - 3MiHa Y

3acrtocyBsaHHs, 0,1
mr/mn, no 50 mny
dhnakoHi, no 1 dpnakoHy
3 ypeTpasibHO
HacagKol B naui

ipma "OapHuus"

ipma "AapHuug"

napameTpax cneundikauin, a
came BWNyYEeHHS NOKa3HUKa
«Baxki meTanm» BignoBigHO A0
mMarepianis BUPO6GHMKa Ta BUMOT
ICH Q3D Guideline for Elemental
Impurities. BBegeHHs 3MiH
npoTArom 6-T1 MicAuis nicns
3aTBEPAKEHHS;
3MiHK | TNy - 3MiHK Y NapameTpax
cneundikauii A®I 3a
MOKa3HMKaMU: -«PO3UYMHHICTb»
npuBELEHWIA BiANOBIAHO A0 BUMOT
LY Ta fonoBHEHW
pefakuiiHuMn npaBkamu;
-«Mikpob6ionoriyHa ymctora» -
npuBELEHO Y BiANOBIAHICTb A0
Bumor €9, 2.6.12, 5.1.4.
BBefeHHA 3MiH NPOTArom 6-1u
MicSLiB MiCNSA 3aTBEPAYKEHHS;
3MiHM | TUMY - HE3HAYHI 3MiHK Y
3aTBEPMXXEHNX MeToAax
Bunpo6yBaHHA AdI 3a
nokasHuKamu: - «PO3YMHHICTb»
NoKasHVK NpuBeAeHO BiANOBIAHO
[0 pekoMeHAaLin Ta CTUAICTUKN
A®Y; - «MikpobionoriyHa
yncToTa» NPOBEAEHO Y
BIANOBIAHICTb A0 BUMOr €,
2.6.12, 5.1.4. - «lgeHTudikayis»,
«Mpo30piCTb PO3UNHY»,
«K0oNbOopOBICTb PO34MHY», «pH
pO3unHy», «KinbkicHe
BU3HAYEHHS» METOANKN KOHTPO/TIO
3a/MLeHo 6e3 3miH. BHeceHi
pefakuiiHi npaBku, siki 0dopMIeHi
BiANOBIAHO [0 pekoMeHaauiin Ta
cTunictukn AdY. BBefeHHs 3MiH
npoTArom 6-Tu MicAuiB nicns
3aTBEPMKEHHS; 3MiHM | TURY -
yMoBM 36epiraHHs ans cyberaHuii
BUpo6HMKa TOB «®DAPMXIM>»,
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

YkpaiHa BCTaHOB/IEHO BiZNOBIAHO
[0 aKTyanbHUX marepianis
BMPOGHMKA. «YMOBM 36epiraHHsA»
(3aTBEPMXEHO: «B NNOTHO
YKyNOpeHHOo Tape npu
Temneparype He Bblille 25 ° C»,
3aMponoHOBaHO: «Y OpUriHa/bHIN
ynakoBLi npu Temneparypi He
Bue 25 ° C.»). BBeAeHHs 3MiH
npoTArom 6-Tm MicAuiB nicns
3aTBEPMKEHHS; 3MiHM | TURY -
3MiHa y meToax BUNpo6yBaHHS
A®| 3a nokasHMKOM «CynpoBigHi
[OOMILLKM», a came: Ans
BW3HAYEHHS BMICTY NOTEHLinHNX
CYNpOBIAHVX AOMILLIOK Y
cybcTaHUil MipaMiCTUH Ha 3aMiHy
MEeTOAML BU3HAYEHHS SOMILLIOK
MEeTO/0M TOHKOLLIapoBOT
Xpomatorpadii 6yna pospobieHa
MeToAVKa BU3HAYEHHS [OMILLOK
MEeTOZOM PiAVHHOI XpomaTorpadii
BignosigHo o sumor Y, 2.2.29
Ta maTepianis BUPOBHYKa.
BHeceHo pepakuiiiHi npaBku, ki
odhopmeHi BigANoOBIAHO A0
pekomMeHaauili Ta cTunictukm AdY.
BBegeHHA 3MiH npoTArom 6-tm
MiCALIB NiCNa 3aTBEPOXKEHHS;
3MiHM | TUny - 3MiHa y napameTpax
cneuudikauin A®| 3a nokasHUKOM
«CynpoBigHi JOMILLIK/».
MponoHoBaHa pefakuis JoMilku
1 — He 6inbwe 0,15% [omiwkm 2 -
He 6inbLe 0,15% Bbyab-AKoi iHWoT
OOMILLKYM - He 6inbLue 0,1 % Cyma
LOMILLOK — He Ginbwe 1,0%. AdY,
2.2.29, vetog BEPX. BeegeHHA
3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPMKEHHS; 3MiHM | TUny -
He3HauHi 3MiHW Yy 3aTBEepIKEHNX
MeTodax BunpobysaHHsA Ad| 3a
rokasHukamu: -«Boga»
[IOMOBHEHO YTOYHEHHAM LLOJ0
BMKOPVCTOBYBAHOIO peakTuBy
BIANOBIAHO A0 pe3ynbTaTiB
Banigauii (OB-PVM-64.0-249); -
"3a/ULLKOBI KifIbKOCTi OpraHiyHnx
PO3YMHHMKIB"- METOANKY
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

79.

MIPAMICTUH®-

KOHTPO/IH0 ONOBHEHO TEPMIHOM
NPUAATHOCTI PO34MHY MOPIBHAHHS,
YTOYHEHO OfVH 3 NapaMeTpiB
npuaaTHOCTI XpoMarorpaduivHoi
cuctemu (CTyniHb PO3AINEHHS He
MeHLe 1,5), a Takox AofaHo
[0AaTKOBI NapameTpu
napodasHoi NpucTaBku Ta
TemnepartypHi napameTpu.
BHeceHo pepakuiiiHi npaBku, ki
odhopmeHi BigANoOBIiAHO A0
pekomMeHaauili Ta cTunictukm AdY.
BBegeHHA 3MiH npoTArom 6-tm
MicsILiB Micns 3aTBepoKEHHS

JAPHULA

masb, 5 mr/r no 15 r abo
no 30 ry Ty6i; no 1 Ty6i
y nayui; no 1000 r y
6aHKax

MpAT
"GapmaueBTnyHa
ipma "OapHuus”

Ykpaina

MpAT
"®apmaueBTnyHa
hipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
Marepianis: 3miHu | Tuny -
npuBefeHHs cneundikaii Ta
METOAN KOHTPOJIIO Ha AOMOMIKHY
peyoBuHy Makporon 1500 go
BMMOT MOHorpadii €BponeiicbKoi
dapmakonei (1444)
«MACROGOLS», a cawme: -
BHECEHO 3MiHW [0 po3ainy
«lgeHTundikauis»; -BKNHOYEHO
po3ainu «[nHamivyHa B'A3KIiCTb»,
«ETnneHokeng, i giokcaH»,
«Bopga»; -BunyyeHo po3ginu
«BTpaTa B Maci npu BMCYLLYBaHHI»
Ta «CepefiHe 3HAYEHHS
MOMEKY/APHOT Macu; 3MiHu | Tuny
- NpuBeAeHHsA cneuudikauii Ta
MeTOAM KOHTPOJTO Ha JAOMOMiXHY
peyoBuHy Makporon 1500 go
BMMOT Ta pekoMeHgaLlii
JepxasHoi ®apmakonei YKpaiHu,
€sponelicbkoi Papmakonei. Y
3B’A3KY 3 LiUM BHECEHO 3MiHN A0
po3ainis Ta peaakLiiHi npaBku
«[pO30piCTb PO3UNHY»,
«KOoMbopOoBICTb PO34NHY»,
«KnCNoTHICTb ab0 NYXHICTb»,
«KiHeMaTnyHa B’s3KiCTb»,
«ligpoKcubHe Ynicnio», «BigHOBHI
peuoBnHW», «DopManbaeria»,
«PO3unHHICTb» Ta
«MikpobionoriyHa uncroTa.
CynyTHSA 3MiHa - 3MiHU 3 AKOCTI.

oTOBMIA NiKapcbKuii 3acib.

6e3 peyenma

UA/1804/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KOHTPO/b JOMNOMIDKHIX PEHOBUH.
3MmiHa y MmeTogax BunpobyBaHHs
[OMNOMDKHOT peYOBUHU (HE3HauHI
3MiHW Y 3aTBEPAKEHUX METOAAX
BUNPOO6YBaHb); 3MiHU | TNy -
BUYYEHHS 3i cneuudikawii
[0MNOMDKHOT peqoBuHN Makporon
1500 po3giny «Baxki meTanu»;
3MiHK | TUNY - NPUBEAEHHS
cneyudikauii Ta meToau
KOHTPO/IO Ha JOMOMiXHY
peyvoBuHy Makporon 6000 go
BVMOT MOHorpadii €BponeiicbKoi
dapmakonei (1444)
«MACROGOLS», a came: -
BHECEHO 3MiHM [0 po34iniB
«Onuc», «laeHTudikayis»,
«Temneparypa TBepAHEHHS»,
«[APOKCUIBHE YNCNO»; -BHECEHO
po3ainu «KncnoTHicTb abo
NYXHICTb», «[AMHamiyHa
B'A3KICTb», «BiAHOBHI pe4OBUHN»,
«dopmanbaeria», «<ETnneHokens, i
[iOKCaH»; -BUJTy4YeHO po3fin «pH»;
3MiHK | TUNY - NpUBEAEHHS
crneundikaii Ta meToau
KOHTPOJO Ha AOMNOMIXKHY
peyoBuHy Makporon 6000 go
BMMOT Ta peKkomeHgaL,il
[JepxaBHoi ®apmakonei YkpaiHu i
€Bponelicbkoi ®apmakonei. Y
3B'A3KY 3 LM BHECEHO 3MiHU Ta
pefakLiiiHi yTOYHEHHS 40 po3AinisB
«[Mpo30piCTb PO3UNHY»,
«K0NbopoBICTb PO34KHY»,
«KiHemaTuyHa B'A3KicTb», «Boga»,
«P03unHHICTb», «MikpobionoriuHa
yucToTtar.

CynyTHSA 3MiHa - 3MiHU 3 AKOCTI.
[oTOBMIA NiKapcbKuii 3acio.
KOHTPO/b AONOMDKHUX PEHOBUH.
3MiHa y meToax BUNpo6yBaHHSA
[OMOMDKHOT peYOBMHN (HE3HAYHI
3MiHWU Y 3aTBEPAKEHUX METoAAxX
BMNpo6yBaHb)

80.

MOBUNPEN®

NOPOLLIOK A/1A
OpasIbHOr0 PO34MHY; NO
lcaweAilcaweBy
nakeTi; No 2 nakeTv B

HopxwuH B.B.

HigepnaHngu

HOPXXWH NimiTepq,

Benuka
BpuTaHis

BHECEHHS 3MiH 10 peecTpavLiiiHnX
mMartepianis: 3MiHu Il TUNy - 3MiHK
BHECEHO [0 IHCTPYKLi ANns
MeAMYHOr0 3aCTOCYBaHHS

6e3 peyenma

UA/12987/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KapTOHHI KopoobLi nikapcbkoro 3acoby A0 po3ainy
"B3aemogis 3 iHWMMU NiKapCbKuMu
3acobamu Ta iHLWi BUAn
B3a€EMOZII" BigNoOBigHO A0
mMarepianis peecTpadiiHoro
[10CbE, a TaKoX BHECEHO
OAVMHNYHE KOPEKLIHE YTOYHEHHS
TeKCTy po3Ainy "3acTocyBaHHA y
nepiog, BaritTHOCTi abo rofyBaHHsA
rPYAAH0" iIHCTPYKLiT. BBEAEHHSA
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPAKEHHS
81. HEBYTAMON® pO34uH A8 iHranauin, 1 TOB "tOpis-®apm” YkpaiHa TOB "tOpis-®apm” YkpaiHa BHECEHHS 3MiH 10 peecTpaljiiiHux | 3a peyenmom UA/12488/01/01
Mmr/mn no 2 mn a6o 2,5 marepianis: 3MiHW | TUMY - 3MiHK
M1 B KOHTelHepax BHECEHO B TEKCT MapKyBaHHS
0fiHoA030BMX; no 10 yNaKoBOK /TiKapCbKOro 3acoby
KOHTelHepiB y nakeTi 3 LLIOA0 [ONOBHEHHSI TEXHIYHOO
nosiMepHoi naiBku; no 1 iHhopmavieto BUpo6HuKa,
abo no 4 nakeTn y nauui HaHeceHHs rpadiyHNX 306paeHb,
3 KapTOHY a TakoX He3HauHi 3MiHW B LUpUTI
Bpaiinsa. TepMiH BBEAEHHS 3MiH
npoTsArom 6 micsuis nicns
3aTBEPAXKEHHS
82. HEVNPOKCOH® pO34uH Ans MAT "Tannucpapm" Ykpaina MAT "Tannuchapm” YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiHnX 3a peyenmom UA/12114/02/01
nepopasnbHoro marepianis: 3MiHW | TUNY - 3MiHK
3actocyBaHHs, 100 BHECEHO A0 IHCTPYKLUiT ANns
mr/mn no 45 mny MenYHOro 3acTocyBaHHA
donakoHi; no 1 dpnakony nikapcbKoro 3acoby y po3ginu:
pa3om i3 403aTopoM Y "Oco61MBOCTI 3aCTOCyBaHHA",
nauuj "3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHs
rpyaar”, "Cnocié 3actocyBaHHs
Ta gosun", "MNo6iyHi peakuii" 3rigHo
3 iHhopmaLieto Woa0 MeanyHOro
3aCTOCyBaHHA ped)epeHTHOro
nikapcbkoro 3acoby
(LEPAKCOH®, po3unH ans
nepopanbHOro 3actocysaHHs, 100
Mr/Mi). BBeAEeHHS 3MiH NPOTArom
6-TN MicALIB NicNA 3aTBEpAKEHHS
83. HOBIHET TabneTkun, BKPUTI BAT "T'efieoH YropLumHa BAT "T'efieoH YroplmHa BHECEHHS 3MiH 10 peecTpavyinHnx 3a peyenmom UA/7314/01/01
060/10HKOM, 0,15 PixTep" PixTep" marepianis: 3MiHW | TUMY - 3MiHK

mr/0,02 mr, no 21
Tabnetui y 6nictepi, no
1 a6o no 3 6rictepu B

Lwoao 6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [10 y3araJlbHEHWX AaHnX Npo
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KapTOHHI ynakoBsL,i

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
KOHTaKTHUX JaHWX YNOBHOBaXEHOT
ocobu 3asBHUKA, BiANOBIAAUIbHOI
3a 3[jiicHeHHs hapmakoHarnsagy.
3MiHa Micus 3AiiCHEHHSI OCHOBHOT
AiSNbHOCTI 3 dhapmakoHarnagy.
3MiHa MicLe3HaxomKeHHs! MacTep-
thaiina cuctemun chapmakoHarnsgy

84.

HOPKONYT®

Tabnetkn no 5 mr no 10
Tabnetok y 6nictepi, no
2 6nicTepu y KapTOHHIN
ynakoBLi

BAT "T'efieoH
PixTep"

YroplmHa

BAT "T'efieoH
PixTep"

YropumHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHU | 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
3asBHUKA ANA 34ICHEHHSA
hapmakoHarnagy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, yNOBHOBaXEHOT
ocobu, BiAnoBifabHOI 3a
3AjiCHeHHs1 hapMakoHarnsgy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnagy) - 3amiHa

KOHTaKTHUX AaHnX YNOBHOBaXKEHOT
0Cco6M 3as1BHMKA, BignoBigasbHOT

3a 3[jiicHeHHs hapMakoHarnsgay.

3MiHa Micus 34iCHEHHST OCHOBHOT

3a peyenmom

UA/7288/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

AiSNbHOCTI 3 dhapmakoHarniagy.
3MiHa MicLe3HaxoKeHHsA MacTep-
thaiina cuctemun chapmakoHarnsgy

85.

HOPMOAUMIH

Tabnetkn no 5 mr; no 10
Tabnetok y 6nictepi; no
3 6nicTepu B KAPTOHHIl

ynakoBLi

BAT "TegeoH
PixTep"

YropumHa

BAT "l'egeoH
PixTep"

YropwmHa

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

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3ara/lbHEHNX AaHnX Npo
cuctemy hapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy chapmakoHarnsgy,

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

KOHTaKTHUX JaHWX YNOBHOBaXKEHOT
0co6u 3asBHKKa, BigNoBiAa/IbHOT
3a 3[jiicHeHHs hapmakoHarnsagy.

3MiHa Micus 34jACHEHHS OCHOBHOT
LisNbHOCTI 3 hapmakoHarnagy.

3MiHa MicLLe3Hax04KEHHS MacTep-
thaiina cuctemun chapmakoHarnsgy

3a peyernmom

UA/2777/01/01

86.

HOPMOAUMIH

Tabnetku no 10 wmr; no
10 TabneTok y 6nicTepi;
no 3 6nictepu B
KapTOHHIA ynakoBL,i

BAT "TepeoH
PixTep"

YropLmHa

BAT "TepeoH
PixTep"

YropLmHa

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
thapmakoHarnsgy; KOHTakTHoOI
0cobu 3 hapmakoHarnagy
3asBHUKA 419 3MiACHEHHS
hapmakoHarnsgy B YkpaiHi, SKL0

BOHa BifMiHHa Bif, yNOBHOBaXXeHO|

0cobw, BignoBiganbLHoI 3a

3a peyenmom

UA/2777/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3[jiCHeHHs hapMakoHarnsgy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
mMacTep-caiina cucremm
thapmakoHarnagy) - 3miHa
KOHTaKTHUX AaHuX YNOBHOBaXKEHOT
0Cco6M 3as1BHMKA, BignoBigasibHOT
3a 3[jiicHeHHs hapMakoHarnsay.
3MiHa micLA 34iiCHEHHA OCHOBHOI
AiSNbHOCTI 3 dhapmakoHariagy.
3MiHa MicLe3HaxoKeHHsA MacTep-
thaiina cuctemu chapmakoHarnsgy

87.

HYMETA G13E

emynbCis AN iHys3ii
no 300 mn (50 % po3uunH
rnoko3n — 80 mn; 5,9 %
PO34MH aMiHOKMC/IOT 3
enekTponitamu — 160
m; 12,5 % ninigHa
emynbcis — 60 mn) y
Tp1KamMepHoMy
N1acTMKOBOMY NakeTi.
TpukamepHuii
nNacTvKoBuiA nakeTt
yNakoBaHWU y 3aX1CHY
NiBKOBY 060JI0HKY, LLO
MICTUTb MOFNIMHAY KUCHIO
Ta iHAUKaTOpP KMUCHIO; MO
10 nakeTiB y KAPTOHHiIl
Kopobui

Bakctep C.A.

Beneris

BMNPOGYBaHHSA
KOMIMOHEHTIB
cknagy;
BMNPOGYBaHHSA
NPOMDXHOro
npoaykTy (CymiLu
amiHOKMCNOT);
BUPOGHMLTBO
cuctemu
KOHTelHep/3akynop
toBaU1bHUIA 3aCi6;
BMPOGHMLTBO
nikapcbKoro 3acoby,
HanoBHEHHS,
NOKPUTTS 3aXMCHOO
060/10HKO0
(overpouching);
cTepwvnisauis Ta
yNaKoBKa;
BMNPO6YBaHHsA
nikapcbKoro 3acoby;
BWMNYCK Cepil:
Bakctep C.A.

Benbris

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMartepianis: 3MiHu | Tuny - 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbkuin 3aci6.
KOHTpPO/b AONOMIDKHUX PEYOBUH.
3MiHa y meTofax BUNpobyBaHHsA
[OMNOMDKHOT peYOBUHY (IHLLI 3MiHK
y MeTogax BMnpobyBaHHA
(BK/THOYatOUM 3aMiHy abo
[04aBaHHs)) - BHECEHHS 3MiH Y
Cneuudpikauito/ MeToguky
BMNPOBYBaHHA Ha [ONOMIXHY
peyoBuHy dpocaTng AeuHni
OuULLIeHUIA, & came [JONOBHEHHS
TECTOM A1 3a/IMLLKOBOr0
pO3uYnHHKKa eTaHony. [iroya
pepakuis NMponoHoBaHa pefakuis
Ethanol 0,2 % (2000) ppm; 3MmiHun |
TMny - 3miHK 3 skocTi. CepTudiikat
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONeichbkili
thapmakonei/moHorpadii. 3miHu,
noB'si3aHi 3 HEOOXIiAHICTIO
npuBeAeHHs y BiANOBIAHICTb A0
MoHorpadii AdY abo
€Bponeiicbkoi thapmakonei, abo
iHLWOT HauioHanbHOI thapMakonel
aepxasun €C (3miHa y
cneuudikauii HedhbapmakonenHoro
A®I ona npuBefeHHA y
BiANOBIAHICTb A0 BUMOT AdY abo
€Bponeiicbkoi thapmakonei, abo
iHLWOT HauioHanbHOI thapMakonel
aepxasun €C) - lonomixHa
peyoBuHa/BUXIAHWIA MaTepian Ans
BMpoOHULTBa APl - NpuBeaeHHSA
cneumadikalii Ta aHasTiTUYHNX

3a peyernmom

UA/17633/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MeTOoAVK ANst OMOMKHOT
peyoBuHM chocdhaTu AeUHuin
ouuLLEeHUA y BIANOBIAHICTL A0
MoHorpadii EP 3aTBepmkeHo:

hocdaTng, SNUHBIA OYULLLEHHWIA.
3anponoHoBaHo: hocchoninign
SI€YHI ANS iH'EKUji. 3MiHM BHECEHO
00 IHCTPYKUiT oS MeguyHoro
3acToCyBaHHSA NikapCbKoro 3acoby
0o posginy "Ckiag” Wwoao Hassu
[LOMOMDKHOT peyoBMHU, Ta, K
HacnifokK, [0 TEKCTY MapKyBaHHS
YMakoBKM NiKapCbKoro 3acoby.
BBeneHHA 3MiH NpoTsArom 6
MicSLiB MiCNSA 3aTBEPAYKEHH; 3MIHN
Il TNy - 3miHn wWoao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHn y
KOPOTKIil XapakTepucTumui
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTpyKLU|i Ans
MeJMNYHOr0o 3aCTOCYBaHHSA y
3B'A13KY i3 HOBUMM AaHUMK 3
SAKOCTIi, AOKMIHIYHUMM, KTiHIYHUMK
JaHuMK Ta AaHumn 3
thapmakoHarnagy - 3MiHU BHECEHO
00 IHCTPYKUiT 4N MeanyHoro
3aCTOCYyBaHHS Nikapcbkoro 3acoby
00 po3ginis "MpoTunokasaHHA"

(yTOuYHeHo iHchopmaL,io),

"Oco6nMBOCTI 3aCTOCYBaHHSA",
"Cnoci6 3acTocyBaHHs Ta fo3u",
"TepMiH npuaaTHoCTI" Woao
3axMCTy NikapcbKoro 3acoby Bif

CBiTNa nif Yac BBeAEHHS.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCsILiB Micnsi 3aTBEPAKEHHS

88.

HYMETA G13E

emynbCist ans iHy3iid;
no 300 mn (50 % po34mnH
rnoko3n — 80 mn; 5,9 %
pO34MH aMiHOKUC/IOT 3
enekTponitamun — 160
m; 12,5 % ninigHa
emy/ibeis — 60 M) y

Bakctep C.A.

Benbris

BMNPO6YBaHHsA
KOMMOHEHTIB
cknaay;
BMNPO6YBaHHsA
NPOMIXXHOrO
npoaykTy (CymiLl
aMiHOKMCOT);

Benbris

BHECEHHS 3MiH [10 peecTpaviiiHnx
marepianis: 3MiHu | Tuny - 3mMiHu 3
akocTi. CepTudpikar
BignosigHocCTI/IE-cepTudcpikat
BIANOBIAHOCTI EBPONENChKili
thapmakonei/moHorpadii.
MofaHHA HoBOro abo OHOB/IEHOrO

TpKamepHoMy BUPOBHMLTBO cepTudikaTa BignoBigHoOCTi abo
NNacTVKOBOMY MakeTi. cuctemu BU/TyYEHHS cepTudikaTa
TpukamepHuii KOHTeliHep/3akynop BiANOBIAHOCTI EBpONeiichbkili
NAacTMKOBMWIA NakeT 10BaU1bHUIA 3acCi6; apmakonei: ana A®l; gna
yNaKoBaHWUM y 3aXUCHY BUPOGHMUTBO BMXiAHOrO

3a peyenmom

UA/17633/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
N1iBKOBY 060JI0HKY, LLO nikapcbKoro 3acoby, mMarepiany/peareHTy/npomiKHOro
MICTUTb MOFNIMHAY KUCHIO HanoBHEHHS, NPOAYKTY, WO BUKOPUCTOBYIOTHCA
Ta iHAUKaTOpP KMUCHIO; MO NMOKPUTTS 3aXMUCHOIO y BUpO6HMLTBI ADI; Ans
10 nakeTiB y KAPTOHHIN 060/10HKOI0
KopoobLi

(overpouching);
cTepwnisauis Ta
yNaKoBKa;
BMNPOGYBaHHSA
nikapcbKoro 3acoby;
BWMNYCK Cepil:
Bakctep C.A.

[0MOMDKHOT PEYOBUHU
(cepTudpikat BiANOBIAHOCTI
€sponelicbkili hapmakoner) -
OHoBReHWi cepTuddikaT Bif yxe
3aTBEPAKEHOrO BUPOOHMKA -
MogaHHA OHOBMEHOTO
cepTucpikaTta BiANOBIAHOCTI
€Bponelicbkiin hapmakonei Ne R1-
CEP 1998-105-Rev 05
(3atBepmxeHo: R1-CEP 1998-105-
Rev 04) ons aito4oi peyoBrHU
anaHiH Bif, BXe 3aTBEepAXeHOro
BMPOGHMKA, SKWIA 3MIHWB Ha3BY
(3aTBepmkeHo: Ajinomoto North
America, Inc.; 3anponoHOBaHo:
AJINOMOTO HEALTH AND
NUTRITION NORTH AMERICA.,
INC., USA (CEP Holder
AJINOMOTO CO., INC., Japan).
3MiHY | TMNY - 3MiHW 3 AKOCTI.
CeprtucpikaT BignosigHocTi/lE-
cepTudikart BiAMOBIAHOCTI
€Bponelicbkii
thapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOIO
cepTugikaTa BignoBigHoCcTi abo
BUyYEHHA cepTudikata
BiANOBIAHOCTI EBpONechbkil
hbapmakonei: ana Adl; ons
BUXi4HOro
Marepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCA
y BUPO6GHULTBI ADI; ans
[0MOMDKHOT PEYOBUHU
(cepTudpikat BiANOBIAHOCTI
€sponelicbkili hapmakoner) -
OHoBReHWi cepTuddikaT Bif yxe
3aTBEPAKEHOrO BUPOOHMKA -
MogaHHA OHOBNEHOTO
cepTucpikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei Ne R1-
CEP 1998-106-Rev 06
(3atBepmxeHo: R1-CEP 1998-106-
Rev 05) ons aito4oi peyoBrHU
BaUliH Bif BXe 3aTBEPKEHOr0

BUPOGHMKA, SIK HACMiA0K 3MiHa
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Ha3BU BNPOOBHYKa (3aTBEPAKEHO:

Ajinomoto North America Inc;
3anponoHosaHo: AJINOMOTO
HEALTH AND NUTRITION
NORTH AMERICA., INC., USA
(CEP Holder AJINOMOTO CO.,
INC., Japan). 3miHu | Trny - 3miHK
3 AkocTi. CepTudikat
BignosigHocTi/lE-cepTudikar
BIANOBIAHOCTI EBpONechbkil
thapmakonei/MoHorpadir.
MoaaHHA HoBOro abo OHOB/IEHOTO
cepTudiikaTa BignosigHocTi abo
BWJTyYEeHHs cepTudikaTa
BiNOBIAHOCTI E€BpPONENChKiit
hapmakonei: ana A®l; pns
BUXiAHOTO
MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPNCTOBYIOTHCA
y BUPOGHMLTBI ADI; Ans
[0MOMDKHOT PEYOBUHM
(cepTudikaT BigMOBIAHOCTI
€Bponelicbkiin hapmakonei) -
OHoBNEHWIA cepTudikar Big, yxe
3aTBEPAKEHOIO BUPOOHMKA -
MogaHHA OHOBEHOrO
cepTucpikaTa BiANOBIAHOCTI
€sponelicbkiin dhapmakonei Ne R1-
CEP 1998-107-Rev 04
(3atBepmxeHo: R1-CEP 1998-107-
Rev 03) ansa Aio4oi peyoBmHU
riCTUAVH Bif BXe 3aTBEPKEHOIO
BMPOGHMKA, SIKUIA 3MIHWB Ha3BY
(3aTBepmxeHo: Ajinomoto North
America Inc.; 3anpornoHoBaHo:
AJINOMOTO HEALTH AND
NUTRITION NORTH AMERICA.,
INC., USA (CEP Holder
AJINOMOTO CO., INC., Japan).
3MiHu | TMNY - 3MiHKU 3 SKOCTI.
CepTudpikat BignosigHocTi/lE-
cepTudikart BiANOBIAHOCTI
€Bponeiicbkii
thapmakonei/MoHorpadir.
MoaaHHsA HoBOro abo OHOB/IEHOTO
cepTudiikaTa BignosigHoCTI abo
BWJTyYEeHHs cepTudikaTa
BiNOBIAHOCTI E€BpPONENChKiit

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

MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS
y BUpO6HNLTBI ADI; aAns
[0MNOMDKHOT peYOBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponelicbkin hapmakone) -
OHOBNEHWi cepTuddikaT Big yxe
3aTBEPKEHOr0 BUPOOHUKA -
MogaHHA OHOBIEHOrO
cepTudikarta BiANoOBIAHOCTI
€sponelicbkili hbapmakonei Ne R1-
CEP 2008-233-Rev 01
(3aTBepmxeHo: R1-CEP 2008-233-
Rev 00) ans aitouoi peyoBrHU
NeiuunH Bif BXe 3aTBEpPAKEHOr0
BMPOGHMKA, SIKUI 3MIHWB Ha3BY
(3aTBepmxeHo: Ajinomoto North
America Inc.; 3anponoHoBaHo:
AJINOMOTO HEALTH AND
NUTRITION NORTH AMERICA.,
INC., USA (CEP Holder
AJINOMOTO CO., INC., Japan).
3MiHu | TURY - 3MiHKU 3 SKOCTI.
CeprtucpikaT BignosigHocTi/l E-
cepTudikaT BiANOBIAHOCTI
€Bponeiicbkiit
thapmakonei/MoHorpadii.
MofaHHA HoBOro abo OHOB/IEHOrO
cepTudpikaTa BignosigHoOCTI abo
BU/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONeichbkili
hapmakonei: ana A®l; gns
BMXiAHOTO
MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCS
y BUpO6HNLTBI ADI; aAns
[0MOMDKHOT peYOBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponelicbkin hapmakoner) -
OHOBNEeHWi cepTuddikaT Big yxe
3aTBEPKEHOr0 BUPOOHUKA -
MofgaHHHA OHOBNEHOTO
cepTudikarta BiANOBIAHOCTI
€sponelicbkili hbapmakonei Ne R1-
CEP 1998-064-Rev 04
(3aTBepmxeHo: R1-CEP 1998-064-
Rev 03) ons aitouoi peyoBrHU

NPOiH Bif 3aTBEPAKEHOIO
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BMPOGHMKA, SKNIA 3MIHWB Ha3BY

(3aTBepmkeHo: Ajinomoto North
America Inc.; 3anponoHOBaHo:
AJINOMOTO HEALTH AND
NUTRITION NORTH AMERICA.,
INC., USA (CEP Holder
AJINOMOTO CO., INC., Japan).
3MiHY | TUNY - 3MiHW 3 AKOCTI.
CeprtucpikaT BignosigHocTi/lE-
cepTudikart BiAMNOBIAHOCTI
€Bponelicbkii
thapmaxkonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOrO
cepTugikaTa BignoBigHoOCTi abo
BUyYEHHA cepTudikata
BiANOBIAHOCTI EBpONechbkil
chapmakonei: ana Adl; ons
BUXiAHOro
Marepiany/peareHTy/npomiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpO6HMLTBI ADI; Ans
[0MOMDKHOT PEYOBUHU
(cepTudpikat BiAMNOBIAHOCTI
€sponelicbkili hapmakoner) -
OHoBReHWi cepTuddikaT Bif yxe
3aTBEPAXEHOr0 BUPOGHMKA -
lMogaHHHA OHOB/IEHOTO
cepTucpikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei Ne R1-
CEP 1999-159-Rev 04
(3atBepaxeHo: R1-CEP 1999-159-
Rev 03) ons aito4oi peyoBrHU
CepWH Bif, 3aTBEpAKEHOrO
BMPOGHMKA, SKWIA 3MIHWB Ha3BY
(3aTBepmkeHo: Ajinomoto North
America Inc.; 3anponoHOBaHo:
AJINOMOTO HEALTH AND
NUTRITION NORTH AMERICA.,
INC., USA (CEP Holder
AJINOMOTO CO., INC., Japan).
3MiHY | TUNY - 3MiHW 3 AKOCTI.
CeprtucpikaT BignosigHocTi/lE-
cepTudikart BiAMOBIAHOCTI
€Bponelicbkii
thapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOrO
cepTugikaTa BignoBigHoCcTi abo
BUyYEHHA cepTudikata

BiANOBIAHOCTI €EBpoNeichbKil
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
hapmakonei: ana A®l; pns

BUXiAHOTO
mMaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPNCTOBYIOTHCA
y BUPOGHMLTBI ADI; Ans
[0MOMDKHOT pEYOBUHN
(cepTudikaT BigMoOBIAHOCTI
€Bponelicbkiin hapmakone) -
OHoBNEHWIA cepTudikar Big, yxe
3aTBEPAKEHOI0 BUPOOHMKA -
MogaHHA OHOBEHOrO
cepTucpikaTa BiANOBIAHOCTI
€sponelicbkiin dhapmakonei Ne R1-
CEP 1996-097-Rev 07
(3atBepmxeHo: R1-CEP 1996-097-
Rev 06) ans Aito4oi peyoBmHU
TPEOHIH Bif BXe 3aTBEPKEHOIO
BMPOGHMKA, SK HACMILOK 3MiHa
Ha3BUW BUPOBHNYMX AiNbHULB
(3aTBepmkeHo: Ajinomoto North
America, Inc.; Ajinomoto
Heartland, Inc.; 3anponoHoBaHo:
AJINOMOTO HEALTH AND
NUTRITION NORTH AMERICA.,
INC., USA Ajinomoto Animal
Nutrition North America, Inc.)
(CEP Holder AJINOMOTO CO.,
INC., Japan). 3miHu | Trny - 3miHK
3 AkocTi. CepTudikat
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONechbkil
thapmakonei/MoHorpadir.
MoaaHHsA HoBOro abo OHOB/IEHOTO
cepTudiikaTa BignosigHocTi abo
BWJTyYEeHHs cepTudikaTa
BiNOBIAHOCTI E€BpPONENChKiit
hapmakonei: ana Ad®l; pns
BUXiAHOTO
mMaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUPOGHMLTBI ADI; Ans
[0MOMDKHOT pEYOBUHN
(cepTudpikaT BigMoBIgHOCTI
€Bponelicbkiin hapmakonei) -
OHoBNEHWIA cepTudikar Big, yxe
3aTBEPAKEHOI0 BUPOOHMKA -
MogaHHA OHOBEHOrO
cepTucpikaTa BiANOBIAHOCTI

€ponelicbkiii dhapmakonei Ne RO-
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
CEP 2014-204-Rev 01
(3aTBepmxeHo: RO-CEP 2014-204-
Rev 00) ans aitouoi peyoBrHU
TpeoHiH Il Big 3aTBEpAXEHOr0O

86

BUPOGHMKA, SIK HACNiAoK 3MiHa
Ha3BW BUPOOHNUMX AiNbHULE
(3aTBepmxeHo: Ajinomoto North
America, Inc.; Ajinomoto
Heartland, Inc.; 3anponoHosaHo:
AJINOMOTO HEALTH AND
NUTRITION NORTH AMERICA.,
INC., USA Ajinomoto Animal
Nutrition North America, Inc.)
(CEP Holder AJINOMOTO CO.,
INC., Japan). 3miHu | Trny - 3miHK
3 akocTi. CepTtudikat
BignosigHocTI/lE-cepTudcikat
BiNOBIAHOCTI E€BpPONENChKiit
thapmakonei/mMoHorpadii.
MogaHHA HoBOro abo OHOB/IEHOrO
cepTudpikaTa BignosigHoOCTI abo
BU/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONechkili
hapmakonei: ana A®l; gns
BMXiAHOTO
MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCS
y BUpO6HNLTBI ADI; ans
[0MOMDKHOT peYOBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponelicbkin hapmakoner) -
OHOBNEeHWi cepTuddikaT Big yxe
3aTBEPKEHOr0 BUPOOHUKA -
MogaHHA OHOBIEHOrO
cepTudikarta BiANOBIAHOCTI
€sponelicbkili hbapmakonei Ne R1-
CEP 1998-137-Rev 04

Rev 03) ons aitouoi peyoBrHU
TpunTodhaH Bif Bxe
3aTBEPAKEHOr0 BUPOOHUKA, SKUI
3MiHVB Ha3BY (3aTBEPLKEHO:
Ajinomoto North America Inc.;
3anpornoHosaHo: AJINOMOTO
HEALTH AND NUTRITION
NORTH AMERICA., INC., USA

(3aTBepmxeHo: R1-CEP 1998-137-

(CEP Holder AJINOMOTO CO.,

3 AKOCTi. [0TOBWIA NiKAPCbKUiA

INC., Japan). 3miHu | Trny - 3miHK




Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3aci6. KoHTposb rotoBoro
nikapcbKoro 3acoby (iHLi 3MiHN) -
3miHa MOBU BUKNageHHs MeTtogis
KOHTpOs0 sikocTi /13 3 pociiicbkoi
Ha YKpPaiHCbKY.
89. HYMETA G16E emynbCia AN iHdysin Bakctep C.A. Benbrisa BMNPOGYBaHHSA Benebrisa BHECEHHS 3MiH [0 peecTpavuiiHnX 3a peyernmom UA/17605/01/01
no 500 mn (50 % po3ymH KOMMOHEHTIB marepianis: 3MiHu | TMNYy - 3MiHK 3
rnokosn — 155 mn; 5,9 cknagy; siKocTi. FOTOBWMIA Nikapcbkuii 3aci6.
% PO34MH aMiHOKNCNOT 3 BMNPOGYBaHHSA KOHTpO/1b AONOMDKHUX PEYOBVH.
enekTponitamm — 221 MPOMiXXHOI0 3MiHa y meTodax BMNpoGyBaHHS
m; 12,5 % ninigHa nNpoAyKTy (Cymil [O0NOMDKHOT PeYOBMHU (IHLLT 3MiHK
emynbcis — 124 mn) y amiHOKMCNOT); y MeTogax BunpobyBaHHS
TprKaMepHoOMy BMPOGHMLTBO (Bkntovatoum 3amiHy abo
naacTUKOBOMY NakeTi. cuctemm [0[aBaHHs)) - BHECEHHS 3MiH Y
TpukamepHuii KOHTeliHep/3akynop Cneuucpikauito/ MeToguky
NAacTMKOBUWIA NakeT 1oBaUTbHUIA 3aCi6; BMNPOGYBaHHSA Ha AOMOMIKHY
yNnakoBaHWil y 3aXvCHY BMPOBHMLTBO peyoBWHyY chocchaTng AeUHNi
nniBkoBYy 060/I0HKY, LLLO niKkapcbKkoro 3acooby, OYNLLEHUIA, & camMe LOMNOBHEHHS
MICTUTb MOFNINHAY KUCHIO HarnoBHEHHS, TECTOM A1 3a/IMLLKOBOr0
Ta iHAMKaTOP KWNCHIO; NO NOKPUTTS 3aXMCHOIO pO34MHHKKa eTaHony. fitova
6 MakeTiB y KApTOHHIi 060/10HKOI0 pepakuis NMponoHoBaHa pefakuis

Kopobui

(overpouching);
cTepunisauis Ta
yNakoBKa;
BMNPOGYBaHHSA
niKkapcbKoro 3acoby;
BWMNYCK Cepil:
Bakctep C.A.

Ethanol 0,2 % (2000) ppm; 3MmiHu |
TUny - 3MiHK 3 AkocTi. CepTudpikat
signosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONechbkili
thapmakonei/MoHorpadii. 3miHn,
noB'si3aHi 3 HEOOXIAHICTIO
npuBELEHHS Y BiANOBIAHICTb A0
MoHorpadii AdY abo
€BponeiicbKoi hapmakonei, abo
iHLIOT HauioHa/IbHOI hapmakonel
nepxasun €C (3miHa y
cneuudikauii HedbapmakonenHoro
A®Il ansa npuBefieHHA y
BignoBigHiCTb A0 BuMor AdY abo
€BponeiicbKoi hapmakonei, abo
iHLIOT HauioHa/IbHOI dhapmakonel
nepxasun €C) - JonomixHa
peyoBuHa/BUXiAHUIA MaTepian ans
BMpO6HMLTBa A®I - MprBEAEHHS
cneumaikalii Ta aHa/liTUYHNX
MeTOoAMK AN [OMOMDKHOT
peyoBuHM chocdhaTng AeyHuii
OUMLLEHUIA Y BiANOBIAHICTL A0
MoHorpadii EP 3aTBepmkeHo:
dhocaTng, ANUHBIA OUNLLLEHHWIA.
3anponoHoBaHo: hocdoninign
SAEYHI ANS iH'eKLin. 3MiHN BHECEHO
00 IHCTPYKUiT Ansi MeguyHoro
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3aCTOCYyBaHHS Nikapcbkoro 3acoby
0o posginy "Cknag" Wwoao Hassu
LOMOMDKHOT peyoBMHK, Ta, K
HacnifokK, [0 TEKCTY MapKyBaHHS
yNakoBKN NikapCbKoro 3acoby.
BBefieHHs1 3mMiH npoTsArom 6
MiCALIB MiCNS 3aTBEPAXKEHHS;
3MiHu |l Tuny - 3MiHK Woao
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. 3MiHn y
KOPOTKIil XapakTepucTumui
NikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTpyKLUii Ans
MeANYHOr0o 3aCTOCYBaHHS y
3B'A3KY i3 HOBUMW JaHUMU 3
SAKOCTi, AOKMIHIYHUMM, KTiHIYHUMK
JaHuMK Ta AaHuMK 3
thapmakoHarnsgy - 3miHW BHeCEHO
00 IHCTPyKUiT AN MeanyHoro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby
00 po3ainis "Oco6mBoCTi
3actocyBaHHs", "Cnoci6
3acTocyBaHHA Ta fo3un", "TepMmiH
npugarHocTi”, "HecymicHicTb"
LLIOA0 3aXMCTY NliKapCbKOro 3acoby
Bif, CBiTNa NiJ Yac BBEAEHHS.
BBefeHHs 3MiH NpoTArom 6-Tu
MicsILiB Micnsi 3aTBEPAKEHHS
90. HYMETA G16E emynbCist Ans iHdysii Bakctep C.A. Benbris BMNPO6YBaHHsA Benbris BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/17605/01/01
no 500 mn (50 % po3ymH KOMMOHEHTIB marepianis: 3MiHu | Tuny - 3mMiHu 3
rnokosn — 155 mn; 5,9 cknagy; akocTi. CepTudpikar
% pPO34MH amiHOK1CNOT 3 BMNPO6YBaHHsA BignosigHocCTI/IE-cepTudcpikat
enekTponitamm — 221 NPOMIXXHOrO BIANOBIAHOCTI EBPONENChKili
mn; 12,5 % ninigHa npoaykTy (CymiLl thapmakonei/moHorpadii.
emynbCeis — 124 mn) y aMiHOKMCOT); MopaHHA HOBOro a0 OHOB/IEHOTO
TpuKamepHoOMy BUPOBHMLTBO cepTudikaTa BignoBigHoOCTi abo
NNacTVKOBOMY MakeTi. cuctemu BU/TyYEHHS cepTudikaTa
TpukamepHuii KOHTeliHep/3akynop BiANOBIAHOCTI EBpONeiichbkili
NAacTMKOBMWIA NakeT 10BaU1bHUIA 3acCi6; apmakonei: ana A®l; gna
yrnakoBaHuii y 3aXCHy BMPOGHMLTBO BUXigHOTO
nniBkoBYy 060/10HKY, LLLO niKkapcbKoro 3acoby, MaTepiany/peareHTy/npomMiKHOro
MICTUTb NOF/IMHAY KNCHIO HarnoBHEHHS, NPOAYKTY, L0 BUKOPUCTOBYIOTHLCSA
Ta iHANMKATOP KWNCHIO; NO NOKPUTTS 3aXVCHOO y BUPOGHULUTBI ADI; NS
6 MakeTiB y KAPTOHHIi 060/10HKOI [0MOMDKHOT peYOBUHU

Kopobui

(overpouching);
cTepunisauis Ta
yNakoBKa;
BMNPOGYBaHHSA
nNiKapcbKoro 3acooby;

(cepTuddikaT BiANOBIAHOCTI
€Bponelicbkiin hapmakone) -
OHOBNEHWi cepTuddikaT Big yxe
3aTBEPLKEHOr0 BUPOOHWKA -
nofaHHs OHOBNEHOTO cepTudikara
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BWMNYCK Cepil: BiANOBIAHOCTI EBpONechbkil
Bakctep C.A. thapmakonei Ne R1-CEP 1998-

105-Rev 05 (3aTBepmxeHo: R1-
CEP 1998-105-Rev 04) ans
[it040i peYOBUHM anaHiH Bif BXe
3aTBEPAKEHOr0 BUPOBHUKA, SKUI
3MiHVB Ha3BY (3aTBEPKEHO:
Ajinomoto North America, Inc.;
3anponoHosaHo: AJINOMOTO
HEALTH AND NUTRITION
NORTH AMERICA., INC., USA
(CEP Holder AJINOMOTO CO.,
INC., Japan). 3miHu | Trny - 3miHK
3 AkocTi. CepTudikat
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONechbkil
thapmakonei/MoHorpadir.
MoaaHHsA HoBOro abo OHOB/IEHOTO
cepTudiikaTa BignosigHocTi abo
BWJTyYEeHHs cepTudikaTa
BiNOBIAHOCTI E€BpPONENChKiit
hapmakonei: ana A®l; pns
BUXiAHOTO
MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPNCTOBYIOTHCA
y BUPOGHMLTBI ADI; ans
[0MOMDKHOT PEYOBUHM
(cepTudpikaT BigMoOBIAHOCTI
€Bponelicbkiin hapmakone) -
OHoBNEHWIA cepTudikar Big, yxe
3aTBEPAKEHOI0 BUPOOHMKA -
nofaHHA OHOBMEHOTO cepTudikarta
BiNOBIAHOCTI E€BpONeNChKiit
thapmakonei Ne R1-CEP 1998-
106-Rev 06 (3aTBepaxeHo: R1-
CEP 1998-106-Rev 05) ans
Ai040T PEYOBVHN BasliH Bif BXe
3aTBEPAXEHOr0 BUPOBHUKA, K
HacnifoK 3MiHa Ha3BW BUPOOHMKA
(3aTBepmxeHo: Ajinomoto North
America Inc; 3anponoHOBaHoO:
AJINOMOTO HEALTH AND
NUTRITION NORTH AMERICA.,
INC., USA (CEP Holder
AJINOMOTO CO., INC., Japan).
3MiHu | TMNY - 3MiHKU 3 SKOCTI.
CepTudpikat BignosigHocTI/lE-
cepTudikart BiANOBIAHOCTI
€Bponeicbkii
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
thapmakonei/moHorpadii.

MogaHHA HoBOro abo OHOB/IEHOrO
cepTudpikaTa BignosigHoOCTI abo
BU/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
hapmakonei: ana A®l; gns
BMXiAHOTO
MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCS
y BUpO6HNLTBI ADI; aAns
[0MOMDKHOT peYOBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponelicbkiin hapmakoner) -
OHOBNEHWi cepTuddikaT Big yxe
3aTBEPKEHOr0 BUPOOHUKA -
MogaHHA OHOBIEHOrO
cepTudikarta BiANOBIAHOCTI
€sponelicbkili hbapmakonei Ne R1-
CEP 1998-107-Rev 04
(3aTBepmxeHo: R1-CEP 1998-107-
Rev 03) ons aitouoi peyoBrHU
TiICTUAMH Bif, BXXE 3aTBEPKEHOr0
BMPOGHMKA, SIKUIA 3MIHWB Ha3BY
(3aTBepmxeHo: Ajinomoto North
America Inc.; 3anponoHoBaHo:
AJINOMOTO HEALTH AND
NUTRITION NORTH AMERICA.,
INC., USA (CEP Holder
AJINOMOTO CO., INC., Japan).
3MiHu | TURY - 3MiHKU 3 SKOCTI.
CeprtucpikaT BignosigHocTi/l E-
cepTudikaT BiANOBIAHOCTI
€Bponelicbkiit
thapmakonei/MoHorpadii.
MofaHHA HoBOro abo OHOB/IEHOrO
cepTtudpikaTa BignosigHoCTI abo
BU/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
hapmakonei: ana A®l; gns
BMXiAHOTO
MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS
y BUpO6HNLTBI ADI; ans
[0MNOMDKHOT peYOBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponelicbkiin hapmakoner) -
OHOBNEeHWi cepTuddikaT Big yxe
3aTBEPKEHOr0 BUPOOHUKA -

NofaHHsi OHOBJIEHOTO cepTUdiikata
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BiANOBIAHOCTI EBpONechbkil
thapmakonei Ne R1-CEP 2008-
233-Rev 01 (3aTBEpAKEHO: R1-

Lit04O0T PeYOBUHU NTELVH Bif BXe

CEP 2008-233-Rev 00) ans

3aTBEPAKEHOr0 BUPOBHUKA, SKUI
3MiHVB Ha3BY (3aTBEPKEHO:
Ajinomoto North America Inc.;
3anponoHosaHo: AJINOMOTO
HEALTH AND NUTRITION
NORTH AMERICA., INC., USA
(CEP Holder AJINOMOTO CO.,
INC., Japan). 3miHu | Trny - 3miHK
3 AkocTi. CepTudikat
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONechbkil
thapmakonei/MoHorpadir.
MoaaHHsA HoBOro abo OHOB/IEHOTO
cepTudiikaTa BignosigHocTi abo
BWJTyYEeHHs cepTudikaTa
BiNOBIAHOCTI E€BpPONENChKiit
hapmakonei: ana A®l; pns
BUXiAHOTO
MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPNCTOBYIOTHCA
y BUPOGHMLTBI ADI; ans
[0MOMDKHOT PEYOBUHM
(cepTudpikaT BigMoOBIAHOCTI
€Bponelicbkiin hapmakone) -
OHoBNEHWIA cepTudikar Big, yxe
3aTBEPAKEHOI0 BUPOOHMKA -
nofaHHHS OHOB/IEHOTO
cepTucpikaTa BiANOBIAHOCTI
€sponelicbkiin dhapmakonei Ne R1-
CEP 1998-064-Rev 04
(3atBepmxeHo: R1-CEP 1998-064-
Rev 03) ansa Aio4oi peyoBmHU
NPONiH Bif 3aTBEPIKEHOIO
BMPOGHMKA, SIKUIA 3MIHWB Ha3BY
(3aTBepmxeHo: Ajinomoto North
America Inc.; 3anpornoHoBaHo:
AJINOMOTO HEALTH AND
NUTRITION NORTH AMERICA.,
INC., USA (CEP Holder
AJINOMOTO CO., INC., Japan).
3MiHu | TMNY - 3MiHKU 3 SKOCTI.
CepTudpikat BignosigHocTI/lE-
cepTudikart BiANOBIAHOCTI

€Bponeicbkii
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
thapmakonei/moHorpadii.

MogaHHA HoBOro abo OHOB/IEHOrO
cepTudpikaTa BignosigHoOCTI abo
BU/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
hapmakonei: ana A®l; gns
BMXiAHOTO
MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCS
y BUpO6HNLTBI ADI; aAns
[0MOMDKHOT peYOBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponelicbkiin hapmakoner) -
OHOBNEHWi cepTuddikaT Big yxe
3aTBEPKEHOr0 BUPOOHUKA -
NofaHHHS OHOB/IEHOTO
cepTudikarta BiANOBIAHOCTI
€sponelicbkili hbapmakonei Ne R1-
CEP 1999-159-Rev 04
(3aTBepmxeHo: R1-CEP 1999-159-
Rev 03) ons aitouoi peyoBrHU
CEpWVH Bif 3aTBEPKEHOTO
BMPOGHMKA, SIKUIA 3MIHWB Ha3BY
(3aTBepmxeHo: Ajinomoto North
America Inc.; 3anponoHoBaHo:
AJINOMOTO HEALTH AND
NUTRITION NORTH AMERICA.,
INC., USA (CEP Holder
AJINOMOTO CO., INC., Japan).
3MiHu | TURY - 3MiHKU 3 SKOCTI.
CeprtucpikaT BignosigHocTi/l E-
cepTudikaT BiANOBIAHOCTI
€Bponelicbkiit
thapmakonei/MoHorpadii.
MofaHHA HoBOro abo OHOB/IEHOrO
cepTtudpikaTa BignosigHoCTI abo
BU/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
hapmakonei: ana A®l; gns
BMXiAHOTO
MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS
y BUpO6HNLTBI ADI; ans
[0MNOMDKHOT peYOBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponelicbkiin hapmakoner) -
OHOBNEeHWi cepTuddikaT Big yxe
3aTBEPKEHOr0 BUPOOHUKA -

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

ynakoska)

BiANOBIAHOCTI EBpONechbkil
thapmakonei Ne R1-CEP 1996-
097-Rev 07 (3aTBEpAKEHO: R1-

CEP 1996-097-Rev 06) ans

Lito40T pevyoBUHU TPEOHIH BifJ BXe
3aTBEPAKEHOr0 BUPOGHNMKA, SIK
HacnifgoK 3MiHa Ha3BU BUPOGHUYMX
LOiNbHUUB (3aTBEPKEHO:
Ajinomoto North America, Inc.;
Ajinomoto Heartland, Inc.;
3anpornoHosaHo: AJINOMOTO
HEALTH AND NUTRITION
NORTH AMERICA., INC., USA
Ajinomoto Animal Nutrition North

America, Inc.) (CEP Holder
AJINOMOTO CO., INC., Japan).

3MiHY | TUNY - 3MiHW 3 AKOCTI.
CeprtucpikaT BignosigHocTi/lE-

cepTudikart BiAMOBIAHOCTI
€Bponelicbkii
thapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOrO
cepTugikaTa BignoBigHoOCTi abo
BUyYEHHA cepTudikata
BiANOBIAHOCTI EBpONechbkil
chapmakonei: ana Adl; ons
BUXi4HOro
mMarepiany/peareHTy/npomiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUPOGHULTBI ADI; ans
[0MOMDKHOT PEYOBUHU
(cepTudpikat BiANOBIAHOCTI
€sponelicbkili hapmakoner) -
OHoBReHWi cepTuddikaT Big yxe
3aTBEPAKEHOrO BUPOOHMKA -
noJaHHs OHOBNIEHOro cepTucpikata

BiANOBIAHOCTI EBpONechbkil
thapmakonei Ne RO-CEP 2014-
204-Rev 01 (3aTBEepmxeHo: RO-

CEP 2014-204-Rev 00) ans
Lito40i peqyoBuHY TPeoHiH Il Big,
3aTBEPAKEHOr0 BUPOGHNMKA, 5K

HacnigoK 3MiHa Ha3BU BUPOGHUYMX
LOiNbHUUB (3aTBEPKEHO:
Ajinomoto North America, Inc.;
Ajinomoto Heartland, Inc.;
3anpornoHosaHo: AJINOMOTO
HEALTH AND NUTRITION
NORTH AMERICA,, INC., USA
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Ajinomoto Animal Nutrition North
America, Inc.) (CEP Holder
AJINOMOTO CO., INC., Japan).
3MiHu | TUNY - 3MiHKU 3 SKOCTI.
CepTudpikat BignosigHocTi/lE-
cepTudikart BiANOBIAHOCTI
€Bponeiicbkii
thapmakonei/MoHorpadir.
MoaaHHA HoBOro abo OHOB/IEHOTO
cepTudiikaTa BignosigHocTi abo
BWJTyYEeHHs cepTudikaTa
BiNOBIAHOCTI €BpONeNChKiit
hapmakonei: ana Ad®l; pns
BMXiAHOTO
mMaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUPOGHMLTBI ADI; aAns
[0MOMDKHOT PEYOBUHM
(cepTudpikaT BigMoOBIAHOCTI
€Bponelicbkiin hapmakone) -
OHoBNEHWIA cepTudikar Big, yxe
3aTBEPAKEHOI0 BUPOOHMKA -
nofaHHA OHOBMEHOTO cepTudikara
BiNOBIAHOCTI E€BpONeNChKiit
thapmakonei Ne R1-CEP 1998-
137-Rev 04 (3aTBepxeHo: R1-
CEP 1998-137-Rev 03) ans
[il40oi peyoBrHY TpunTodhaH Big,
BXe 3aTBepAKeHOro BUpPobHNKa,
AKUIA 3MIHWB Ha3BY (3aTBEPKEHO:
Ajinomoto North America Inc.;
3anpornoHosaHo: AJINOMOTO
HEALTH AND NUTRITION
NORTH AMERICA., INC., USA
(CEP Holder AJINOMOTO CO.,
INC., Japan). 3miHu | Trny - 3miHK
3 AKOCTi. F0TOBWIA NiKApCbKNii
3aci6. KoHTposib rotToBoro
NikapcbKoro 3acoby (iHLUi 3MiHN) -
3MiHa MOBU BUKTafeHHss MeTopais
KOHTpOst0 sikocTi /13 3 pocilicbkoi
Ha YKpaiHCbKy

91.

HYMETA G19E

emynbCis Ans iHys3il;
no 1000 mn (50 %
PO34UH roKo3n — 383
m/1; 5,9 % po3yvH
aMiHOKMCNOT 3
enekTponitamun — 392
m; 12,5 % ninigHa

Bakctep C.A.

Benbrist

BMNPOGYBaHHSA
KOMIMOHEHTIB
cknagy;
BMNPOGYBaHHSA
NPOMDXHOro
npoaykTy (CymiLu
aMiHOKMC/IOoT);

Benbris

BHECEHHS 3MiH [0 peecTpaviiiHnX
MaTepianis: 3miHu | TUny - 3MiHK 3
akocTi. CepTudikar
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONeiichbkili
thapmaxonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOrO

3a peyernmom

UA/17606/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

emynbcia — 225 mn) y BMPOGHMLTBO cepTudiikaTa BignosigHocTi abo

TpMKamMepHoMy cuctemu BUSTy4YEHHS cepTudikaTa

N1acTMKOBOMY NakeTi. KOHTelHep/3akynop BiNOBIAHOCTI E€BpPONENChKiit

TpukamepHuii 10BaUTbHUIA 3aCi6; thapmakonei: gns Adl; ana

nNacTyKoBuiA nakeTt BMPOBHNLTBO BUXiZHOrO

yrnakoBaHuii y 3aXucHy niKkapcbKoro 3acooby, MaTepiany/peareHTy/npomMiKHOro

NNiBKOBY 06O/MOHKY, L0 HarnoBHEHHS, NPOAYKTY, WO BUKOPNCTOBYIOTHCA

MICTUTb MOFNIMHAY KUCHIO NOKPUTTS 3aXVCHOIO y BUPO6HULUTBI ADI; Ans

Ta iHAUKaTOpP KMUCHIO; MO 060/10HKOI0 [0MOMDKHOT PEYOBUHM

6 MakeTiB y KAPTOHHIi
KopooLi

(overpouching);
cTepunisauis Ta
ynakoBKa;
BMNPOGYBaHHSA
niKkapcbKoro 3acoby;
BUMNYCK cepil:
Bakctep C.A.

(cepTudikaT BigMoOBIAHOCTI
€Bponelicbkiin hapmakone) -
OHoBNEHWIA cepTudikar Big, yxe
3aTBEPAKEHOI0 BUPOOHMKA -
nofaHHA OHOBMEHOTO cepTudikarta
BiNOBIAHOCTI E€BpPONENChKiit
hapmakonei Ne R1-CEP 1998-
105-Rev 05 (3aTBepaxeHo: R1-
CEP 1998-105-Rev 04) ans
[il040T PEYOBVIHY anaHiH Bif Bxe
3aTBEPAKEHOr0 BUPOOHUKA, SKUI
3MiHVB Ha3BY (3aTBEPLKEHO:
Ajinomoto North America, Inc.;
3anpornoHosaHo: AJINOMOTO
HEALTH AND NUTRITION
NORTH AMERICA, INC., USA
(CEP Holder AJINOMOTO CO.,
INC., Japan). 3minu | Tvny - 3miHn
3 akocTi. CepTtudikat
BignosigHocTI/lE-cepTudikart
BiNOBIAHOCTI E€BpPONENChKiit
thapmakonei/mMoHorpadii.
MogaHHA HoBOro abo OHOB/IEHOrO
cepTudpikaTa BignosigHoCTI abo
BU/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
hapmakonei: ana A®l; gns
BMXiAHOTO
MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS
y BUpO6HNLTBI ADI; ans
[0MOMDKHOT peYOBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponelicbkin hapmakone) -
OHOBNEHWi cepTuddikaT Big yxe
3aTBEPKEHOr0 BUPOOHUKA -
nofAaHHA OHOB/EHOTO cepTudikarta
BiANOBIAHOCTI EBpONechbkili
apmakonei Ne R1-CEP 1998-
106-Rev 06 (3aTBEpaKeHO: R1-
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

CEP 1998-106-Rev 05) ans
LYol pevyoBuHY BasliH Bif, Bxe
3aTBEPAKEHOr0 BUPOGHNMKA, SIK

HacnifoK 3MiHa Ha3BW BUPOOHMKA
(3aTBepmkeHo: Ajinomoto North
America Inc; 3anponoHoBaHoO:

AJINOMOTO HEALTH AND

NUTRITION NORTH AMERICA,
INC., USA (CEP Holder
AJINOMOTO CO., INC., Japan).
3MiHY | TUNY - 3MiHW 3 AKOCTI.
CeprtucpikaT BignosigHocTi/lE-
cepTudikart BiAMOBIAHOCTI
€Bponelicbkii
thapmaxkonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOIO
cepTugikaTa BignoBigHoOCTI abo
BUyYEHHA cepTudikata

BiANOBIAHOCTI EBpONechbkil

hbapmakonei: ana Adl; ons

BUXiAHOro
Marepiany/peareHTy/npomiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUPO6GHULTBI ADI; ans
[0MOMDKHOT pEYOBUHU
(cepTudpikat BiAMNOBIAHOCTI
€sponelicbkili hapmakoner) -
OHoBREeHWi cepTuddikaT Big yxe
3aTBEPAKEHOrO BUPOOHMKA -
noJaHHs OHOBNIEHOro cepTucpikata

BiANOBIAHOCTI EBpONechbkil
thapmakonei Ne R1-CEP 1998-
107-Rev 04 (3aTBepmxeHo: R1-

CEP 1998-107-Rev 03) gns

[it0YO0i pevOBUHM MiCTUAVH Bif BXe
3aTBEPAKEHOr0 BUPOBHUKA, SKUI
3MiHVB Ha3BY (3aTBEPKEHO:
Ajinomoto North America Inc.;
3anponoHosaHo: AJINOMOTO

HEALTH AND NUTRITION
NORTH AMERICA, INC., USA
(CEP Holder AJINOMOTO CO.,

INC., Japan). 3miHu | Trny - 3miHn
3 AkocTi. CepTudikat
BignosigHocTi/lE-cepTudikar
BIANOBIAHOCTI EBpONechbkil
thapmakonei/MoHorpadir.
MoaaHHsA HoBOro abo OHOB/IEHOTO
cepTudikaTa BignoBigHocTi abo
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

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

BMXiAHOTO
MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS

y BUpO6HNLTBI ADI; ans

[0MNOMDKHOT peYOBUHU
(cepTuddikaT BiANOBIAHOCTI

€Bponelicbkiin hapmakoner) -
OHOBNEeHWi cepTuddikaT Big yxe
3aTBEPKEHOr0 BUPOOHUKA -
nofAaHHs OHOB/EHOTO cepTudikarta
BiANOBIAHOCTI EBpONeichbkili
thapmakonei Ne R1-CEP 2008-
233-Rev 01 (3aTBEpaeHo: R1-
CEP 2008-233-Rev 00) gns
Ail040i pevoBUHM NENLWH Bif BXe
3aTBEPAKEHOr0 BUPOOHUKA, AKNI
3MiHMB Ha3BY (3aTBEPAXKEHO:
Ajinomoto North America Inc.;
3anpornoHosaHo: AJINOMOTO
HEALTH AND NUTRITION
NORTH AMERICA, INC., USA
(CEP Holder AJINOMOTO CO.,
INC., Japan). 3MiHu | TUnNYy - 3MiHK
3 aKocTi. CepTtudikat
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONechbkili
thapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOrO
cepTugikaTa BignoBigHoOCTi abo
BUyYEHHA cepTudikata
BiANOBIAHOCTI EBpONechbkil
chapmakonei: ana Adl; ons
BUXi4HOro
Marepiany/peareHTy/npomiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUPOGHULTBI ADI; ans
[0MOMIKXHOT PEYOBUHU
(cepTudpikat BiANOBIAHOCTI
€sponelicbkili hapmakoner) -
OHoBReHWi cepTuddikaT Big yxe
3aTBEPAKEHOrO BUPOOHMKA -
NoflaHHHS OHOB/IEHOTO
cepTucpikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei Ne R1-
CEP 1998-064-Rev 04

(3aTBepmkeHo: R1-CEP 1998-064-
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Rev 03) ansa Aito4oi peyoBmHU
NPONiH Bif 3aTBEPKEHOIO

BMPOGHMKA, SIKUIA 3MIHWB Ha3BY
(3aTBepmxeHo: Ajinomoto North
America Inc.; 3anpornoHoBaHo:
AJINOMOTO HEALTH AND
NUTRITION NORTH AMERICA,
INC., USA (CEP Holder
AJINOMOTO CO., INC., Japan).
3MiHu | TMRY - 3MiHKU 3 SKOCTI.
CepTudpikat BignosigHocTI/lE-
cepTudikart BiAMNOBIAHOCTI
€Bponeiicbkii
thapmakonei/MoHorpadir.
MoaaHHA HoBOro abo OHOB/IEHOTO
cepTudiikaTa BignosigHocTi abo
BWJTyYEeHHs cepTudikaTa
BiNOBIAHOCTI E€BpPONENChKiit
hapmakonei: ana Ad®l; pns
BUXiAHOTO
mMaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPNCTOBYIOTHCA
y BUPOGHMLTBI ADI; Ans
[0MOMDKHOT pEYOBUHN
(cepTudikaT BigMoOBIAHOCTI
€Bponelicbkiin hapmakonei) -
OHoBNEHWIA cepTudikar Big, yxe
3aTBEPAKEHOI0 BUPOOHMKA -
nofaHHHS OHOB/IEHOTO
cepTucpikaTa BiANOBIAHOCTI
€sponelicbkiin dhapmakonei Ne R1-
CEP 1999-159-Rev 04
(3aTBepmkeHo: R1-CEP 1999-159-
Rev 03) ansa Aito4oi peyoBmHU
CEpWH Bif 3aTBEPLKEHOTO
BMPOGHMKA, SIKUIA 3MIHWB Ha3BY
(3aTBepmxeHo: Ajinomoto North
America Inc.; 3anpornoHoBaHo:
AJINOMOTO HEALTH AND
NUTRITION NORTH AMERICA,
INC., USA (CEP Holder
AJINOMOTO CO., INC., Japan).
3MiHu | TUNY - 3MiHKU 3 SKOCTI.
CepTudpikat BignosigHocTi/lE-
cepTudikart BiAMNOBIAHOCTI
€Bponeiicbkii
thapmakonei/MoHorpadir.
MoaaHHsA HoBOro abo OHOB/IEHOTO

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

BiANOBIAHOCTI EBpONeichbkili
hapmakonei: ana A®l; gns
BMXiAHOTO
MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS
y BUpO6HNLTBI ADI; ans
[0MNOMDKHOT peYOBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponelicbkiin hapmakoner) -
OHOBNEeHWi cepTuddikaT Big yxe
3aTBEPKEHOr0 BUPOOHUKA -
nofAaHHs OHOB/EHOTO cepTudikarta
BiANOBIAHOCTI EBpONeichbkili
thapmakonei Ne R1-CEP 1996-
097-Rev 07 (3aTBepaxeHo: R1-
CEP 1996-097-Rev 06) ans
[it0YOT PevOBMHUN TPEOHIH Bif, BXe
3aTBEPAKEHOr0 BUPOOHUKA, K
HacnifoK 3MiHa Ha3BU BUPOBHUYMX
AiNbHULB (3aTBEPAKEHO:
Ajinomoto North America, Inc.;
Ajinomoto Heartland, Inc.;
3anponoHosaHo: AJINOMOTO
HEALTH AND NUTRITION
NORTH AMERICA, INC., USA
Ajinomoto Animal Nutrition North
America, Inc.) (CEP Holder
AJINOMOTO CO., INC., Japan).
3MiHu | TURY - 3MiHKU 3 SKOCTI.
CeprtucpikaT BignosigHocTi/l E-
cepTudikaT BiANOBIAHOCTI
€Bponelicbkiit
thapmakonei/MoHorpadii.
MofaHHA HoBOro abo OHOB/IEHOrO
cepTtudpikaTa BignosigHoCTI abo
BU/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
hapmakonei: ana A®l; gns
BMXiAHOTO
MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS
y BUpO6HNLTBI ADI; ans
[0MNOMDKHOT peYOBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponelicbkiin hapmakoner) -
OHOBNEeHWi cepTuddikaT Big yxe
3aTBEPKEHOr0 BUPOOHUKA -

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

ynakoska)

BiANOBIAHOCTI EBpONechbkil
thapmakonei Ne RO-CEP 2014-
204-Rev 01 (3aTBEepmxeHo: RO-

CEP 2014-204-Rev 00) ans
Lito40i peqyoBuHY TPeoHiH Il Big,
3aTBEPAKEHOr0 BUPOGHNMKA, SIK

HacnifgoK 3MiHa Ha3BU BUPOGHUYMX
LOiNbHUUB (3aTBEPKEHO:
Ajinomoto North America, Inc.;
Ajinomoto Heartland, Inc.;
3anpornoHosaHo: AJINOMOTO
HEALTH AND NUTRITION
NORTH AMERICA, INC., USA
Ajinomoto Animal Nutrition North

America, Inc.) (CEP Holder
AJINOMOTO CO., INC., Japan).

3MiHY | TUNY - 3MiHW 3 AKOCTI.
CeprtucpikaT BignosigHocTi/lE-

cepTudikart BiAMOBIAHOCTI
€Bponelicbkii
thapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOrO
cepTugikaTa BignoBigHoOCTi abo
BUyYEHHA cepTudikata
BiANOBIAHOCTI EBpONechbkil
chapmakonei: ana Adl; ons
BUXi4HOro
mMarepiany/peareHTy/npomiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUPOGHULTBI ADI; ans
[0MOMDKHOT PEYOBUHU
(cepTudpikat BiANOBIAHOCTI
€sponelicbkili hapmakoner) -
OHoBReHWi cepTuddikaT Big yxe
3aTBEPAKEHOTO BUPOOHMKA
(B.1.1. (a)-2 1A)
nofAaHHA OHOBEHOTO cepTudikara

BiANOBIAHOCTI EBpONechbkili

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

CEP 1998-137-Rev 03) gns
Aio40i peyoBrHY TpunTodhaH Bif,
BXe 3aTBepKeHOro BUpPObHNKa,

SIKWIA 3MIHMB Ha3BY (3aTBEP/KEHO:

Ajinomoto North America Inc.;

3anponoHosaHo: AJINOMOTO

HEALTH AND NUTRITION

NORTH AMERICA, INC., USA
(CEP Holder AJINOMOTO CO.,
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
INC., Japan). 3miHu | Trny - 3miHK
3 AKOCTi. FoTOBWIA Nikapcbkuii
3aci6. KoHTponb rotoBoro
nikapcbKoro 3acoby (iHLi 3MiHN) -
3MiHa MOBW BUKafeHHss MeTopais
KOHTPO0 sKocTi /13 3 pocilicbKoi
Ha YKpaiHCbKy
92. HYPO®EH® 12+ TabneTtku, BKPUTI PekkiTT BeHkizep Benvka PekkiTT BeHkizep Benvka BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 peyenma UA/10906/01/01
060/10HKOt0, N0 200 Mr; Xenckep BpuTanis Xenckep BpuTtaHis marepianis: 3miHu |l Tuny -
no 12 tabnetok y IHTepHewwHn JlimiTeq, IHTepHewHn flimiTeq, BBEJEHHS HOBOrO BMPO6HUMKa AdI
6nictepi; no 1 a6o 2 ibynpodeHy y Burnsagi ibynpodeHy
611icTepy B KapTOHHIl HaTpieBoi coni, Solara Active
Kopobui Pharma Sciences limited, IHgisa 3
HafaHHSM mMacTep-haiina Ha AdI
[0 BXe 3aTBEP)KEHOro
BMpo6HMKa BASF Corporation,
CLWA
93. HYTPU®DINEKC emynbCia Ans iHysil; B. bpayH HimeuunHa Brpo6HMUTBO, HimeuunHa BHECEHHS 3MiH [0 peecTpavuiiiHnX 3a peyenmom UA/13247/01/01
ninig Neprl no 1250 mn a6o no 1875 Menb3yHreH Al nepBuHHa Ta mMaTtepianis: 3MiHu | Tuny -

MJTY MiLLIKax
NAacTUKOBUX
TpMKamepHux; no 1
MiLLKY NJaCcTUKOBOMY
TpYKaMepHoMmy Yy
3aXMCHOMY MiLLKY; M0 5
3aXMCHUX MILLKIB B
KapTOHHI KopoobLi

BTOPUHHA YNaKkoBKa,
BUMNYCK cepii: B.
BpayH Menb3yHreH
A, HimeyuunHa;
KoHTponb cepii: B.
BpayH Menb3yHreH
Al, HimeyunHa

BW/IyYEHHSI BUPOBHMKa «Evonik
Rexim (Nanning) Pharmaceutical
Co., Ltd», Kutaii gna girodoi
peyoBuHM JleiLmH; 3MiHu | Tuny -
nojaHHsa HOBOro cepTudiikara
BiANOBIAHOCTI EBpONechbkili
hapmakonei Ne RO-CEP 2016-
137-Rev 00 ans Aito4oi pevoBrHN
Valine Big BXe 3aTBepAXeHoro
BMpo6HMKa Amino GmbH,
HimeuunHa, siknii 3aMiHIOE Aitounin
3apeecTpoBaHuii Drug Master File;
3MiHW | TUNY - NoAaHHSA
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI EBpONeichbkili
hapmakonei Ne R1-CEP 2004-
216-Rev 02 ans Aito4oi pevoBrHN
Aspartic Acid Big, Bxe
3aTBEPAKEHOTO BUPOOHMKA
EVONIK REXIM (NANNING)
PHARMACEUTICAL CO., LTD.,
Kutai;
3MiHM | TURY - NOAAHHSA
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 2006-
263-Rev 01 gna gitoyoi peyoBuHU
Calcium chloride dihydrate Big Bxe
3aTBEPAKEHOr0 BUPOGHMKA
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MACCO ORGANIQUES, S.R.O.,
Yexist; 3MiHK | TMNy - noAaHHsA
OHOB/IEHOTO cepTudikaTa
BIANOBIAHOCTI EBpONechbkil
thapmakonei Ne R1-CEP 2009-
311-Rev 00 gns fir0yoil pevyoBnHN
Glutamic Acid Big Bxe
3aTBEPAKEHOTO BUPOOHMKA
EVONIK REXIM S.A.S., ®paHuis;
3MiHK | TUMY - NoAgaHHSA
OHOBJIEHOTO cepTudikaTa
BiNOBIAHOCTI €BpONeNChKiit
thapmakonei Ne R1-CEP 2008-
099-Rev 03 ans Ajito4oi pevyoBuHU
Glycine Big BXe 3aTBEPAXEHOIO
BMpo6Huka EVONIK REXIM
(NANNING) PHARMACEUTICAL
CO., LTD., KnTait; 3MiHu | Tuny -
nofAaHHA OHOBEHOTO cepTudikara
BiANOBIAHOCTI EBpONeichbkili
thapmakonei Ne R1-CEP 2004-
228-Rev 02 ans Aito4oi pevoBrHN
Isoleucine Bif BXe 3aTBEpP)KEHOrO
BMpo6HMka AMINO GMBH,
HimeuyumHa; 3miHm | Tuny -
nofaHHA OHOBMEHOTO cepTudikara
BiNOBIAHOCTI E€BpPONENChKiit
thapmakonei Ne R1-CEP 2007-
367-Rev 01 ans fito4oi pevyoBuHU
Sodium chloride Big, Bxe
3aTBEPAKEHOro BUpobHMKa Esco-
european salt company GmbH &
Co KG", HimeuunHa;
3MiHK | TUMY - NoAgaHHSA
OHOBJIEHOTO cepTudikaTa
BiNOBIAHOCTI E€BpPONENChKiit
thapmakonei Ne R1-CEP 2011-
115-Rev 00 gna Aitoyoi peyoBuHU
Soya-bean oil Bif Bxe
3aTBEPAKEHOTO BUPOOHMKA
SOCIETE INDUSTRIELLE DES
OLEAGINEUX, ®paHujist; 3miHu |
TMNYy - NOAAHHS OHOB/IEHOIO
cepTudikarta BiANOBIAHOCTI
€sponelicbkili hbapmakonei Ne R1-
CEP 1999-018-Rev 03 gnis gitouoi
peyoBuHu Proline Big BXe
3aTBEPAKEHOr0 BUPOGHMKA
KYOWA HAKKO BIO CO., LTD;
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MiHK | TUNY - NOA@HHS HOBOrO
cepTudikara BiANoBIAHOCTI
€sponelicbkili hbapmakonei Ne R1-
CEP 2007-351-Rev 00 gns gitouoi
peyoBuHM Alanine Big HOBOrO
BMpo6HMKa SHANGHAI KYOWA
AMINO ACID CO., LTD., Kuraii;
3MiHu | TUMY - NOAAHHSA HOBOrO
cepTucpikaTa BiANOBIAHOCTI
€sponelicbkiin dhapmakonei Ne R1-
CEP 2010-045-Rev 00 ans gitoyoi
peyoBuHM Arginine Bif HOBOro
BMpo6HMka SHANGHAI KYOWA
AMINO ACID CO., LTD., Kuraij;
3MiHU | TUNY - NOAA@HHS HOBOTO
cepTucpikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei Ne R1-
CEP 2010-047-Rev 01 gnsa gitoyoi
peyoBuHu Histidine Hydrochloride
Monohydrate Big HoBOro
BMpo6HMKa SHANGHAI KYOWA
AMINO ACID CO., LTD; 3MiHwu |
TUNY - NOAAHHSA HOBOrO
cepTucpikaTa BiANOBIAHOCTI
€sponelicbkiin dhapmakonei Ne R1-
CEP 2010-188-Rev 00 ans gitoyoi
peyoBuHM Isoleucine Big HOBOroO
BMpo6HMka SHANGHAI KYOWA
AMINO ACID CO., LTD., Kuraij;
3MiHU | TUNY - NOAA@HHS HOBOTO
cepTucpikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei Ne R1-
CEP 2010-225-Rev 00 ans gitoyoi
peyoBuHM Phenylalanine Big,
HoBOro BMpo6Huka SHANGHAI
KYOWA AMINO ACID CO., LTD.,
Kutaif; 3miHm | Tuny - nogaHHs
HOBOro cepTucpikata BiANoBiAHOCTI
€sponelicbkili hapmakonei Ne R1-
CEP 2008-003-Rev 00 gns gitouoi
peyoBUHU Serine Big, HOBOro
BMpo6HMKa SHANGHAI KYOWA
AMINO ACID CO., LTD., Kuraii;
3MiHu | TUMY - NOAAHHSA HOBOrO
cepTucpikaTa BiANOBIAHOCTI
€sponelicbkiin dhapmakonei Ne R1-
CEP 2007-364-Rev 01 ans gitoyoi
peyosuHuM Valine Bifg HoBOro
BMpo6HMKa SHANGHAI KYOWA
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
AMINO ACID CO., LTD., Kutaii
94. OKCUKOPT aepo3o/b AN TapXOMiHCbKMiA Monbwa TapXOMiHCbKWiA Monbua BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/6469/01/01

3aCTOCyBaHHS Ha LUKipy,
cycnensis no (9,30
mr+3,10 mr)/r no 32,25 r
y aepo30/1bHOMY 6as1oHi;
no 1 6anoHy B
KapTOHHIlA KOpooLi

hapMaLeBTUYHWIA
3aBog "Monbgha" AT

thapmaLeBTUYHWI
3aBog "Monbga” AT

marepianis: 3miHu | Tuny -
BBE/leHHs1 HOBOrO BUPOGHMKa ANt
Al lMgpokopTnsoH PHARMACIA
& UPJOHN COMPANY, USA 3
noAaHHAM OHOBJ/IEHOrO
CepTudpikata BiANOBILHOCTI
€sponelicbkin thapmakonei R1-
CEP 2002-220-Rev 01.
3aTtBepmkeHo: Shandong Xinhua
Pharmaceutical Coo. Ltd., China.
3anponoHoBaHo: Shandong
Xinhua Pharmaceutical Coo. Ltd.,
China. PHARMACIA & UPJOHN
COMPANY, USA; 3miHu | Tuny -
BHECEeHHS 3MiH 10 Cneuudikauii
A®| OkeuteTpauukniy
rigpoxnopug (MikpoOHI30BaHHOTO)
06YMOB/IEHO NPUBEAEHHSM Y
BiANOBIAHICTb A0 MOHOrpadii EP;
3MiHM | TUMY - BHECEHHS 3MiH 10
Cneuundikanii APl
OKcuTeTpauuKiny rigpoxiopng
(MikpoHi30BaHHOr0) 06yMOB/IEHO
npvBeLeHHAM Yy BIAMNOBIAHICTb A0
MoHorpadpii EP; 3miHn | Tuny -
BBE/leHHs1 HOBOrO BUPOGHMKa ANt
BUXigHOro marepiany
OxkcuTeTpauvkniHy gurigpat Hebei
Shengxue Dacheng
Pharmaceutical Co., Ltd., China 3
nogaHHAM Hosoro CepTudikata
BiANOBIAHOCTI EBpONeichbkili
thapmakonei R1-CEP 2004-055-
Rev 01, wo 6yae
BMKOPWCTOBYBATLCA A4/15
BUPOGHMLTBA Ait040I peYOBUHU
OKcuTeTpauuKiny rigpoxiopng
MiKpOHi30BaHUiA BUPOGHUKOM
Tarchomin Pharmaceutical Works
"Polfa" S.A., Poland 3amicTb
cy6eTaHuii OkcuTeTpaumkiiHy
rigpoxnopua BUpo6HuLTBa
Norbook Laboratories Limited,
Northern Ireland; 3minu Il TUny -
OHOBJIEHHS BiAKPUTOI Ta 3aKpUTOT
YyacTvH ASMF ans mikpoHizoBaHoi
Ljir040i PevyoBUHM
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

OkcuTeTpaumKIiHy rigpoxiopug,
Bifj y)ke 3aTBEPAKEHOr0
BMpo6HUMKa APl Tarchomin
Pharmaceutical Works "Polfa"
S.A., Poland. 3anponoHoBaHo:
Aplicant's Part Version: November
2020, Restricted Part Version:
November 2020

95.

OKCUTOLVH

PO34nH A8 iH'eKUin, 5
MO/1 mn, no 1 mn B
amnyni; no 5 amnyny
KapTOHHI/ ynakosL,i

BAT "T'efieoH
PixTep"

YroplmHa

BAT "T'efieoH
PixTep"

YropumHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHU | 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
ocobwu, BiAnoBifabHOI 3a
3AjiCHeHHs1 hapMakoHarnsgy
(BK/THOYAKOYMN KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnagy) - 3miHa

KOHTaKTHUX AaHnX YNOBHOBaXKEHOT
0Cco6M 3as1BHMKA, BignoBigasbHOT

3a 3[jiicHeHHs hapMakoHarnsgay.

3MiHa Micus 34iCHEHHSI OCHOBHOT
AiSNbHOCTI 3 dhapmakoHarniagy.

3MiHa MicLe3HaxoMKeHHs MacTep-

thaiina cuctemun chapmakoHarnsgy

3a peyenmom

UA/7289/01/01

96.

OHIXENN

nak ans Hirtie
nikyBasibHWiA, 50 mr/mn,
no2,5mnabono5wmvny
donakoHi pasom 3
CNMPTOBUMM
cepBeTKamu, nunovKamm
NS OUNLLEHHA Ta
annikatopamu gns
HaHEeCeHHs naky B
KapTOHHIi navui

Benyno, nikn Ta
KocmeTuka, 4.4,

Xopsaris

BMPOGHMLTBO
roToBOro
niKkapcbKoro 3acooby,
KOHTPO/b SIKOCTI:
LLaHenb Megikan,
IpnaHgis; KOHTPOIb
AKOCTI Ta BUMYCK
cepii: benyno, niku
Ta KocMeTuka, 4.4.,
Xopsartis

Ipnangis/
Xopsaris

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMartepianis: 3MiHU | TUNY - 3MiHKU 3
AKOCTi. [OTOBWIA Nikapcbkuin 3aci6.
KOHTpO/1b roTOBOro NiKapcbKoro
3acoby. 3miHa y meTofax
BMNPOGYBaHHSA roTOBOro
nikapcbKoro 3acoby (He3HauyHa
3MiHa y 3aTBepKEeHNX MeTofax
BMNPOOGYBaHHS) - HE3HAUHI 3MiHW Y
3aTBepmxeHoMy metodi BEPX
0151 BU3HAYEHHS BMICTY AOMILLOK Y

6e3 peyenma

UA/17914/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
n3
97. OTPUBIH 3 cnpeii HasaslbHUiA, "CK KoHcblomep LLiBeiiuapis 'CK KoHcblomep LLiBeiiuapis BHECEHHS 3MiH [10 peecTpaviiiHnx 6e3 peyenma UA/5416/01/01
MEHTO/IOM TA pososaHuin 0,1 %; no 10 Xenckep C.A. Xenckep C.A. marepianis: 3MiHN | TUMY - 3MiHW
EBKANIATOM M1y NoniMepHOMy

nakoHi 3
posnustoBayem; no 1
h/1aKoHY B KapTOHHii
Kopobui

aHaiTUYHOT METOANKN 3a
NnoKasHUKOM «Po3nogineHHs
Kpanesib 3a po3mipom» (HaBefeHo
npuknagn obnagHaHHA ans
nasepHoi andopakLii, ske MoxHa
BMKOPVCTOBYBATU; BUMIpPOBaHHS
NPOBOAATL NPY ABOX Pi3HUX
[AVCTaHLisSIX Ta CNpOLLEHO
npoueaypy). A Takox B1npasneHo
ApyKapcbKy NOMWUAKY Y MeToAuL
3a NokasHukoM «CepefHs [03a,
LLIO AOCTaBNAETLCA» LLOAO
TEOPETUYHOrO 3HAYEHHS IYCTUHU
po3unHy (3aTBEepaxeHo: D = 1,009
r/mn; 3anponoHosaHo: D = 1,013
r/mn); 3miHm | TMny - 3amiHa
[iNbHUUI Ha AKil 34iACHI0ETbCS
KOHTPO/1b 3@ NMOKa3HUKOM
«Po3nogineHHs Kpanenb 3a
PO3MipOM>; 3aNpONOHOBAHO:
Glaxo Wellcome S.,A., IcnaHis;
3MiHM | TUMy - 3MiHW aHaniTUYHOI
MeToAuKM Ans ineHTudikauii Ta
KiNIbKICHOrO BU3HAYEHHS
KCMIoMeTasosiHy rigpoxsiopuay i
6eH3a1KoHI xnopuay pasom 3
BW3HAYEHHAM NPOAYKTIB
Aerpagauii metogom BEPX
(npo6onigroToBka, yMoBU Ta
nopsAoK NPOBeAEHHS
XpomaTorpadyBaHHs, yMOBU
npuaaTHoCTi XxpoMaTorpagiyHoT
CMCTEMU, OHOBJ/IEHHS TUMOBUX
XpomaTtorpam);
3MiHW | TUNY - 4N KOHTPO/HO 3a
nokasHukom «MikpobiosioriyHa
ynctoTa» [ONOBHEHO
aNbTepHaTUBHWI MeTop, AKUNiA
BMKOHYETBCS 3@ NPOTOKO/IOM
ScanBio Il 3a gonomoroto anapary
ChemScan® RDI; 3miHu | Tuny -
3amMiHa anlbTEPHATMBHOIO MeToAy
TWX Ha meToa BEPX y noegHaHHI
3 hoTOAI0AHO-MATPUUHUM
yNbTpadioNeTOBUM AETEKTOPOM
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

(HPLC/PDA-UV) ans Bu3Ha4eHHs
nokasHvka «lgeHTudikauis.
KcunomeTasoniny rigpoxnopugy»;
3MiHM | TUny - 3MiHa NepioANYHOCTI
TeCTyBaHHS 3a NOKa3HVKOM
«MikpobionoriyHa unctoTa» npu
BUMYCKY (3aTBEPAKEHO: KOXHa 10
cepisi, ane He meHLwe 1 cepiiy
KOXHOMY KauleHapHOMY poLii y
Akomy Bupobnssca /13;
3anpornoHoOBaHoO: AOCAIAKEHHS
NPOBOAATLCA Ha NoyaTky Ta B
KiHLi TEepMiHY NpuaaTHOCTI) Ta
[0AaHO NPUMITKY CTOCOBHO TOrO,
LLIO pe3y nbTaTy 3a NOKa3HUKOM
«MikpobionoriyHa yncrotTa» y
cepTudikati aHanisy MoxyTb 6yTu
BKasaHo K «MakcvMasibHWiA
nigpaxyHoK 3a MeToAoM
ChemScan». A TakoX BHECEHHS
pefakLiiH1X NpaBoK A0 NokasHuKa
«Onuc. Konip» Ha TepMiH
nNpuAaTHOCTI (3aTBEPLXKEHO: OT
6ecuBeTHOro fo 6enoro;
3anponoHoBaHo: Big 6e36apBHOro
0o 6inyBartoro) Ta o NpUMITKu

LLIOA0 YacToTV BUNPOGYBaHHS
napameTpiB cneundikauii (3o
nokasHuka «lgeHTudikadis»
[ofaHo nokasHukn «CepefHs
[103a, L0 AOCTaBNSETLCA,
«OfHOPIAHICTL [03K, WO
[ocTaBNseETbCS» Ta «Po3noain
Kpanesib 3a po3mipom). 3MiHu
BHECEHO B IHCTPYKLitO A/1A
MeJNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ain
"OCHOBHI (Pi3MKO-XiMiYHi
BnacTmsocTi". BBefeHHs 3MiH
npoTArom 6-Tn MicAuiB nicns
3aTBEPAXKEHHS

UA/7315/01/01

98.

MAHAHTIIH

TabneTkn, BKPUTI
NNiBKOBOK 060/0HKOIO;
no 50 TabneTtok y
noninponineHosomMy
chnakoHi; no 1 donakoHy
B KapTOHHIiA ynakoBLi

BAT "T'efieoH
PixTep"

YroplmHa

BAT "T'efieoH
PixTep"

YropumHa

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

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy chapmakoHarnagy

(BBEAEHHS y3araslbHEHVX AaHUX

6e3 peyenma
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

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
0Cco6M 3as1BHMKA, BignoBigasibHOT
3a 3fjiicHeHHs hapMakoHarnsay.
3MiHa micLA 34iiCHEHHA OCHOBHOI
AiSNbHOCTI 3 dhapmakoHariagy.
3MiHa MicLe3HaxoKeHHsA MacTep-
thaiina cuctemun chapmakoHarnsgy

99.

MAHAHTIIH

KOHLieHTparT Ans
pO34nHy ANs iHy3ili no
10 mn B amnyni, no 5
ammyn y KOHTYpHIiA
NNacTMKOBIl ynakoBLyj;
no 1 KOHTYpHIl
N1acTVKOBIl ynakoBLj B
KapTOHHIA ynakoBL,i

BAT "TegeoH
PixTep"

YropumHa

BAT "l'egeoH
PixTep"

YropwmHa

BHECEHHS 3MiH 10 peecTpavLiiiHnX
marepianis: 3MiHW | TUMY - 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
0co6u 3asBHKKa, BigNoBiAa/IbHOT

3a 3fjiicHeHHs hapmakoHarnsagy.

3MiHa Micus 34jiiCHEHHS OCHOBHOT
LisNbHOCTI 3 hapmakoHarnagy.
3MiHa MicLe3Hax0MKEHHSA MacTep-

3a peyernmom

UA/7315/02/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
(palina cuctemu chapmakoHarasgy
100. | MAHAHIIH ®OPTE | Tabnetku, BKPUTI BAT "T'eneoH YropwmHa BAT "T'efieoH YropumHa/ BHECEHHS 3MiH [10 peecTpaviiiHnx 6e3 peyenma UA/18351/01/01
N1iBKOBOK 06O/IOHKOO PixTep" PixTep", YropwuHa Monbwa marepianis: 3MiHN | TUMY - 3MiHW
no 280 mr/316 wmr; no 15 (BMpPOGHMLTBO Loao 6e3nekn/edeKTMBHOCTI Ta
Tabnetok y 6nictepi, no Hepo3hacoBaHOro thapmakoHarnsgy. BeefeHHs abo
2, 4 abo no 6 bnicTtepis NpoaykTy, NepBrHHA 3MiHW [0 y3arasibHEHUX JaHuX Npo
Y KapTOHHIi ynakoBLi ynakoBka, BTOPVHHA cuctemy thapmakoHarnsagy
ynakoBka, KOHTPO b (BBEAEHHSA y3araslbHEHVX AaHUX
AKOCTI, BUMYCK npo cuctemy capmakoHarnsgy,
cepii); TOB "leneoH 3MiHa yNoBHOB&XeEHOI 0cobu,
PixTep Monbwa", BiANOBIAaA/IbHOI 3a 34iiCHEHHS
Monbwa (KOHTposb hapMakoHarnaay; KOHTaKTHOI
AKOCTI, BUNYCK cepil) 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 3asBHUKA, BiANOBIAAUTbHOI
3a 3fjlicHeHHs hapmakoHarnsgy.
3MiHa Micus 3AiACHEHHSI OCHOBHOT
AiSNbHOCTI 3 dhapmakoHarnagy.
3MiHa MicLe3HaxoMKeHHs! MacTep-
thaiina cuctemu chapmakoHarnsay
101. | NEHTAKCUM® nopowok Haemophilus CaHocpi MNactep dpaHuis CaHodpi MNactep, DdpaHuis/ BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/13010/01/01
BAKUWHA Ansd influenzae Tuny b Ta ®paHuia (MoBHWI ITania/ mMaTtepianis: 3MiHu | Tuny -
NMPO®ITAKTUKU cycneHsisi gns iH'ekwjii LMK BUPOBHULTBA, YropLmHa NepeHeceHHs TecTy Ha
BUNOTEPII, (0,5 mn1) Mo 1 donakoHy 3 3aMoBHEHHS Ta CTEpUNLHICTL 3 eTany Single
NMPABLA, nopowukom Ta 1 niocpinisayis Harvest Ha eTan Crude Harvest y
KALLUTIOKY nonepegHsL0 (cbnakoHm), npoueci BMpobHULITBA Aitoyoi
(ALENIONAPHUIA 3arnoBHEHOMY LLNPULLY BTOPUHHE PEeYOBUHMN iIHAKTUBOBAHOI
KOMMOHEHT), (0,5 mn) 3 npukpinneHoro nakyBaHHs, TPUBANEHTHOI BaKLMHWN NPOTU
noniomMienity ronkoto (a6o 2 KOHTPO/b SKOCTI, nonioMieNiTy; 3MiHn | TUNYy - 3MiHK
IHAKTUBOBAHA OKpEMUMY rofikamu), Lo BMNYCK cepii); 0o TecTty Specific extraneous
TA BAKUWHA ANA | micTUTb cycneHsito ans CAHO®I C.IN.A., agents (viruses) metogom g-PCR
MPO®ITAKTUKN iH'EKLiI, B KAPTOHHIl ITanis (3anoBHEHHS Ha eTani Single Harvest Release
IHOEKLLIA, Kopo6ui; no 1 donakoHy 3 Ta niocpinizayis nicna aHanisy pusunky BigNoBiAHO
CNPUYNHEHUNX nopowukom Ta 1 (donakoHw)); oo Ph. Eur. 2.6.16 y npoveci
HAEMOPHILUS nonepegHsL0 CaHodpi-ABeHTiC BUPOBHMLTBA Ait040I peYOBUHU
TANY B 3arnoBHEHOMY LUNpuULY Mpaiisit Ko. 1174, iHaKTMBOBAHOI TPMBAIEHTHOI
KOH’FOTOBAHA, (0,5 mn) 3 npukpinneHoro Mnatchopma BaKUMHW NPOTK NoslioMieNiTy;
AACOPBOBAHA ronkoto (a6o 2 NoricTukM Ta 3MiHW | TUNY - BUAANEHHS KPONIB 3

OKPEMUMU rosikamu), Lo
MICTUTb CYCMEeH3ito Ansa

AncTpubyLii y m.
Bypanewr,

BunpobyBaHHA Test for extraneous
agents using animals Ha eTani
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

iH'EKLjiA, B CTaHAAPTHO-
€KCMOPTHI ynakoBLi,
AKa MicTUTbCS Yy
KapTOHHI Kopobui (3
iHCTpYKUieto ans
MeAMUHOro
3acTOCyBaHHs)

YropwmHa
(BTOpPUHHE
nakyBaHHs, BUNYCK
cepii)

Single Harvest y npoueci
BUPOBHMLTBA Ait0H0I peYOBUHU
iHaKTMBOBAHOI TPMBAIEHTHOI
BaKLMHW MPOTY NOMIOMIENITY;
3MiHM | TUNY - 3MiH& KOHTPaKTHOI
nab6opaTopii BignosigansHoi 3a
TectyBaHHa Working Seed Lot y
npoLieci BUpo6HMLTBA Aitoyol
PEYOBUHM iHAKTUBOBAHOT
TPUBAIEHTHOT BaKLWHW NPOTH
nosioMienity MeTogom
Fluorescent Product Enhanced
Reverse Transcriptase (FPERT);
3anponoHoBaHo: Vitrology
Limited/SGS, 5, South Avenue,
Clydebank Business Park,
Glasgow G81 2LG, United
Kingdom; 3minu Il Tuny -
BUK/IIOYEHHS CTPENTOMILMHY
cynbhaTy Ta noniMikcuny B 3i
cKnagy NoXMBHOIO cepefoBuLLa
ONA KyNbTUBYBaHHA KNITUH Vero y
npoueci BUPoGHULTBA po60oUnX
nociBHUX cepiii noniosipycy Tuny 1
Ta TMny 3, BNpoBakKeHHs HOBOI
cucTeMu NocNifoBHOI oinbTpaL;i
Crude Harvest 3amicTb oinbTpavi
3 BUKOPUCTaHHAM KpeMHeseMy Ha
eTani oTpumaHHs Single Harvest,
a TakoX fofaBaHHs TeCcTy Ha
cTepunbHicTb ana Crude Harvest

102.

NMEPIHAOMNPEC®

Tabnetku no 8 mr, no 10
TabneToK y KOHTYPHii
YapyHKOBIli ynakoBLyj; Mo
3 KOHTYPHMX YapyHKOBWX
ynakoBOK y nayui

MpAT
"dbapmaLeBTnyHa
ipma "JapHuus"

YKpaiHa

MpAT
"PapmaueBTnyHa
thipma "AapHuus"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHN | TUMY - 3MiHW
BHeCeHi [0 iHCTPYKUil Ans
MeAUYHOr0o 3aCTOCYBaHHs
NiKapcbKoro 3acoby y po3ainm
"MobiuHi peakuyii" BignoBigHO A0
OHOB/EHOT iHhopMaLli 3 6e3neku
Ailo4oi peyoBrHN. BBefeHHS 3MiH
npoTArom 6-Tu MicAuiB nicns
3aTBEPAXKEHHS

3a peyenmom

UA/16982/01/01

103.

MNEPIHAOMNPEC®

Tabnetku no 4 mr, no 10
Tab1eToK y KOHTYpHii
YapyHKOBIli ynakoBLyj; no
3 KOHTYPHMX YapyHKOBUX
yNakoBOK y naui

MpAT
"®GapmaueBTuyHa
ipma "OapHuus”

Ykpaina

MpAT
"®apmaueBTnyHa
ipma "JapHuus”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHW | TUNY - 3MiHK
BHECEHI [0 iHCTPYKUii ans
MeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu
"Mo6ivHi peakuii” BigNoOBIAHO A0

3a peyernmom

UA/16982/01/02
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
OHOBJIEHOT iHdhopMaLii 3 6e3neku
Aito4oi pevoBuHU. BBeeHHA 3MiH
npoTArom 6-T1 MicAuiB nicns
3aTBEPAXKEHHS
104. | NK-MEPL, TabneTku, BKPUTI Mepy, HimeuyunHa Knoke ®apma- HimeyunHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/9031/01/01
N1iBKOBOK 060/IOHKOIO, dapmacbloTikanc Cepsic 'mM6X, marepianis: 3MiHN | TUMY - 3MiHW
no 100 mr, no 10 m6X HimeyunHa Loao 6e3nekn/edeKTMBHOCTI Ta
Tabnetok y 6nictepi, no (nepBuHHe Ta hapmakoHarnsgy. BeefeHHus abo
3 abo no 9 6nictepis y BTOPUHHE 3MiHW [0 y3arasibHEHUX JaHuX Npo
KapTOHHIA Kopoo6Li nakyBaHHs); Knoke cucTemy chapmakoHarnsgy
dapma-Cepsic (BBEAEHHSA y3araslbHEHNX AaHUX
v6X, HimeuunHa npo cuctemy hapmakoHarnsgy,
(npoaykuis in-bulk); 3MiHa YNOBHOB&XEHOI 0cobu,
Mepy, ®apma MM6X i BiANOBIAa/IbHOI 3a 34iiCHEHHS
Ko. KlraA, hapMakoHarnaay; KOHTaKTHOI
HimeuyunHa ocobu 3 hapmakoHarnisgy
(BUPOBHWK 3asBHUKA A5 3AiAICHEHHS
BiANOBIAA/IbHWIA 32 hapMakoHarnagy B YkpaiHi, SKLO
BMMYCK cepii); Mepy, BOHa BifMiHHA Bif, yNIOBHOBaXEHOI
dapma 'm6X i Ko. ocobw, BignoBiganbHoI 3a
KlraA, HimeuunHa 3gificHeHHs chapmakoHarnagy
(nepBuHHe Ta (BK/HOYAKOUN KOHTAKTHI JaHi)
BTOPVIHHE Ta/ab0 3MiHN Y PO3MILLEHHI
nakyBaHHs) macTtep-caiina cucremm
thapmakoHarnsgy) - amiHa
YNOBHOB&XEHOI 0CO6U 3as1BHYKA,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
dhapmakoHarnsgy. MponoHoBaHa
pepaxuis: Julia Pfaff / Oxynis
Mdpadhdh. 3MiHa KOHTAKTHUX AaHNX
YMOBHOBaXeHOT 0CObM 3as1BHMKA,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnsigy. NponoHoBaHa
pepakuis: Copokonetosa Anna
BopuciBHa. 3MiHa KOHTaKTHUX
[AaHVX KOHTaKTHOI 0co6u
3as1BHMKA, BignoBiAa/bHOT 3a
3[ifiCHEHHS1 hapMakoHarsay B
YkpaiHi
105. | NOCTEPU3AH cynosuTopii; no 5 [Op. Kage HimeuyunHa Op. Kage HimeyunHa BHECEHHS 3MiH 10 peecTpaviiiHnX 6e3 peyenma UA/4864/02/01
Cyno3uTopIiB y CTpUNi; dapmaneBTUYHA $apmaueBTUYHA marepianis: 3MiHW | TURY - 3MiHK

Mo 2 CTPUMKN B KAPTOHHIN
nauui

dabpuka MM6X

dabpuka M6X

LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsigy. BeefeHHs abo
3MiHM [0 y3araslbHEHUX AaHnX Npo

cuctemy chapmakoHarnsgy

(BBEAEHHS Y3arasIbHEHUX AaHUX

npo cucTemy chapmakoHarnsay,
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MiHa 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
YMOBHOBaXEHOT 0CO6M 3asiBHMKA,
BiiNOBIAabHOT 3a 34iICHEHHS
dhapmakoHarnsgy. MponoHosaHa
pepakuis: Dr. Annette Schappach.
3MiHa KOHTaKTHUX AaHnX
YMOBHOB&XeHOT 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
thapmakoHarnagy. 3miHa micus
3[iiCHEHHS] OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsagy. 3miHa
MiCLie3HaXOMKEHHS MacTep-
thaiina cuctemun chapmakoHarnsgy

106.

NMOCTEPUSAH

Ma3b; Mo 25 1y Ty6i
aNOMIHIEBIN 3
annikatopom; no 1 Ty6i B
KapTOHHI nauui

fp. Kane
PapmaLeBTUYHa
dabpuka MNM6X

HimeyunHa

fp. Kane
PapmaueBTUYHA
dabpurika Mi6X

HimeuunHa

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

thapmakoHarnsgy. BeefeHHus abo

3MiHW [0 y3arasibHEHUX JaHuX Npo
cuctemy chapmakoHarnsagy

(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy capmakoHarnsgy,

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

YNOBHOB&XEHOI 0CO6U 3as1BHYKA,

BiANOBIAa/IbHOI 3a 3AiiCHEHHSA

6e3 peyenma

UA/4864/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

dhapmakoHarnsgy. MponoHosaHa
pegakuis: Dr. Annette Schappach.
3MiHa KOHTaKTHUX AaHWX
YMOBHOB&XEHOT 0cobwu,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
thapmakoHarnagy. 3miHa micus
3[iiCHEHHS] OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnsag. 3miHa
MiCLie3HaXOMKEHHSA MacTep-
thaiina cuctemun chapmakoHarnsgy

107.

NMOCTEPUSAH
DOPTE

Ma3b; Mo 25 1y Ty6i
aNOMIHIEBIN 3
annikatopom; no 1 Ty6i B
KapTOHHI navui

fp. Kane
PapmaLeBTUYHa
dabpuka M6X

HimeyunHa

fp. Kane
PapmaueBTUYHa
dabpurika Mi6X

HimeuunHa

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

thapmakoHarnsgy. BeefeHHus abo

3MiHW [0 y3arasibHEHUX JaHuX Npo
cuctemy thapmakoHarnsagy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy apmakoHarnsgy,

3MiHa YNOBHOB&XeEHOI 0cobu,
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,

BiANOBIAA/IbHOI 3a 34iiCHEHHSA
dhapmakoHarnsgy. MponoHoBaHa
pegakuis: Dr. Annette Schappach.

3MiHa KOHTaKTHUX AaHnX
YMOBHOBaXEHOT 0cobw,

BiANOBIAaA/IbHOI 3a 34iiCHEHHS

thapmakoHarnsgy. 3miHa micus

3[iiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3

hapmakoHarnsagy. 3miHa
MiCLie3HaXOMKEHHSA MacTep-
thaiina cuctemun chapmakoHarnsgy

6e3 peyenma

UA/4864/01/02

108.

NMOCTEPUSAH
DOPTE

cynosuTopii; no 5
Cyno3uTopiiB y cTpuni;
no 2 CTPUMU B KAPTOHHIl
nauui

fp. Kane
PapmaLeBTUYHA
dabpuka M6X

Himeyunna

fp. Kane
PapmaueBTUYHA
dabpurika M6X

HimeuunHa

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

hapmakoHarnsgy. BeefeHHs abo

6e3 peyenma

UA/4864/02/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cucTemy thapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0Co6H,
BiiNOBIAaAbHOT 3a 34iICHEHHS
thapmakoHarnsay; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3aABHUKA A1 3MiACHEHHS
thapmakoHarnagy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, YyNOBHOB&XeHOT
ocobu, BifnoBifabHOI 3a
3[jiCHeHHs1 hapmMakoHarnsgy
(BK/THOYAKOUM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnagy) - 3miHa
YMNOBHOBaXeHOT 0COOM 3asBHMKA,
BiANoBiAa/IbHOI 3a 34jACHEHHS
dhapmakoHarnsgy. MponoHoBaHa
pepakuis: Dr. Annette Schappach.
3MiHa KOHTaKTHUX AaHnX
YMOBHOBaXEHOT 0co6Y,
BiiNOBIAabHOT 3a 34iICHEHHS
thapmakoHarnsgy. 3miHa micus
3[jACHEHHSI OCHOBHOT AisiNIbHOCTI 3
thapmakoHarnagy. 3miHa
MiCLie3HaxopKeHHs1 MacTep-
thaiina cuctemun chapmakoHarnsay

109.

NMPAOAKCA®

Kancynu Teepai no 150
mr, no 10 kancyny
6nictepi; no 3 abo no 6
6nicTepiB y KAPTOHHIN
Kopobui

BepiHrep
IHrenbxaim
IHTEepHeLwwHN MTM6X

HimeyunHa

BepiHrep
IHrenbxaivm ®apma
M6X i Ko. KI'

HimeuunHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 33miHW | TUNy - 3MiHK
Lofo 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3miHn) -
3MiHU BHECEHO A0 IHCTPYKUiT Ans
MeAUYHOr0o 3aCTOCYBaHHs
NiKapcbKoro 3acoby Ao po3ginis
"B3aemogis 3 iHWMMM SliKapCbKUMu
3acob6amu Ta iHLWi Buan
B3aemogiin", "OcobnmBocCTi
3actocyBaHHsa", "lepeno3yBaHHA",
"Mo6iuHI peakuii" (BHeCeHi
YTOUHEHHS iHchopmauii 3 6e3nekn
BiANOBIAHO [0 AaHNX 3aBepLUEHVX
LOCNiMKEHb), a TakoX BHECEHO
pefakTopChki Npasku A0 TEKCTY
po3ginis "dapmMakonoriyHi
BnactusocTi", "lMpoTmunokasaHHs",
"3acTocyBaHHs y nepios

3a peyernmom

UA/10626/01/03
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111.

n/n 3acoby

Ha3sBsa nikapcbko20

dopma sunycky
(nikapcbka ¢hopma,

3asiBHUK

KpaiHa

Bupo6HuK

Kpaina

ynakoska)

3asiBHUKa

BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

110. | NPAJAKCA®

Kancynu TBepai no 75
Mmr: no 10 kancyny

BepiHrep
IHrenbxanm

HimeyunHa

BepiHrep

HimeuunHa

BariTHOCTi abo rogyBaHHs
rpyaar”, "3aaTHicTb BNAMBaTU Ha
LWBMAKICTb peakLii Npu KkepyBaHHi

aBTOTPaHCMOpPTOM abo iHWMMHK

MexaHizmamu", "Cnocié

3acTocyBaHHs Ta gosn", "fitn".
BBegeHHA 3MiH npoTArom 6-tm
MicsILiB Micns 3aTBepKEHHs

NMPAOAKCA®

6nictepi; no 1 a6o 3,
abo 6 6nictepiB y
KapTOHHIA KopoobLi

Kancynu Teepgi no 110
mr: no 10 kancyn y

IHTEepHeLwwHN MTM6X

BepiHrep
IHrenbxainm

HimevunHa

IHrenbxaivm ®apma
M6X i Ko. KI'

BepiHrep

HimeuunHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3mMiHu | Tuny - 3MiHKn
Lofo 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -

3MiHU BHECEHO A0 IHCTPYKUiT Ans

MeAMUYHOr0o 3aCTOCYBaHHS

NiKapcbKoro 3acoby Ao po3ginis

"B3aemogis 3 iHWMMM SliKapCbKUMu

3acob6amu Ta iHLWi Buan

B3aemogiin", "OcobnmBocCTi

3actocyBaHHsa", "lMepeno3yBaHHA",

"Mo6iyHI peakuii" (BHeCeHi

YTOUHEHHS iHchopmauii 3 6e3nekn

BiANOBIAHO [0 A@HNX 3aBepLUEHX
[OCNiMKEHb), a TakoX BHECEHO

pefakTopChKi Npasku A0 TEKCTY

po3ginis "dapMakonoriyHi
BractmsocTi”, "MokasaHHs",
"MpoTunokasaHHsa",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHsA
rpyaa”, "3aartHicTb BAMBATH HA

LBMAKICTb peakLii Npu KepyBaHHi
aBTOTPaHCNOPTOM a60 iHWKMK

mMexaHismamu', "Cnoci6

3acTocyBaHHA Ta f03n". BBegeHHA
3MiH NPOTArom 6-Tu MicsiLiB nicns
3aTBEPKEHHS

3a peyenmom

UA/10626/01/01

6nicTepi; no 6 6nictepis
Y KapTOHHiIli kopobui

IHTepHewHn MM6X

IHrenbxaim ®apma
m6X i Ko. KI

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMartepianis: 3MiHu | TNy - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3miHu) -
3MiHV BHeceHOo A0 IHCTpykKuii ans
MeANYHOro 3aCTOCYBaHHS
nikapcbKkoro 3acoby A0 po3ginis
"B3aemopis 3 iHLWIMMU NiKapCbKuMun
3aco6amu Ta iHLWi BUAm
B3aemogii", "OcobnmBocCTi
3actocyBaHHs", "lMepeno3yBaHHA",
"Mo6iuHi peakuji" (BHeCeHi

3a peyenmom

YTOYHEHHs iHhopMmalii 3 6e3nekn

UA/10626/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BiANOBIAHO [0 AaHNX 3aBepLUEHX
[ocChiMpKeHb), a TakoX BHECEHO
pefakTopChki Npasku A0 TEKCTY

po3ginis "dapmMakonoriyHi
BnactmsocTi”, "MokasaHHs",
"MpoTunokasaHHsa",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rofyBaHHs
rpyaa"”, "3aartHicTb BANBATH HA

LWBMAKICTb peakLii Npy KepyBaHHi
aBTOTPaHCNoOpPTOM abo iHWKMKU

MexaHismamu', "Cnocié
3aCToCyBaHHA Ta f03n". BBegeHHA
3MiH NPOTArom 6-Tu MicsLiB nicns

3aTBEPKEHHS

112.

NPETrABATIH-
JAPHULA

Kancynu no 75 mr; no 7
Kancyn y KOHTYPHIi
YapyHKOBIli ynakoBLyj; no
2 abo no 3, abo no 4,
a60 No 8 KOHTYPHUX
YapyHKOBMX YNakoBOK Y
nauui

MpAT
"GapmaueBTuyHa
dipma "OapHuus"

YKpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuug"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaviiiHnX
mMartepianis: 3MiHU | TUNY - 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbkuin 3aci6.
KOHTpO/b roTOBOrO MiKapCbKoro
3acoby. 3miHa y meTofax
BMNPOGYBaHHA roTOBOro
nikapcbKoro 3acoby (iHLWi 3MiHN Y
MeToAax BunpobyBaHb
(Bknrovaroum 3amiHy abo
[OOMOBHEHHS)); CYyNyTHS 3MiHa
- 3MiHK 3 sIKOCTi. FOTOBWMIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /liKapCbKOro 3acoby.
3MiHa napameTpiB cneuudikaliii
Ta/abo fonyCTUMUX MEX roTOBOro
nikapcbKoro 3acoby - 3MiHW Ao
crneundikauii Ta meToais
KOHTpoNto M/13 3a nokasHNKamu:
-«CynpoBiHi AOMILLKN» BHECEHI
pefakuiiiHi npasku, LWo
ochopmneri BiANOBIAHO A0
pekomeHAauii Ta cTunictukm by
Ta [0 METOAVKN KOHTPOSIO
BHECEHO YTOYHEHHS TEPMIHY
npugaTHoCTi BUNpo60BYBaHOIO
PO34KMHY BIAMOBIAHO A0 3BITY 3
Banigavuii RVM-00678.
-«PO34MHEHH:A» 3MiHa
HOPMyBaHHS po3giny
(3atBeppxeHo: CooTBeTCTBYET
TpeboBaHusam MYy, 2.9.3. npu
Q=80% 3a 30 MUH.
3anponoHoBaHo: Bignosigae
Bumoram oY, 2.9.3 npn Q=80%

3a peyernmom

UA/16414/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3a 15 xB). Takox 40 METOAMKM
KOHTPO/O0 BHECEHO YTOYHEHO
TEePMiHy NpUAAaTHOCTI
BMMPOO0BYBAHOIO PO34MHY Ta
PO34MHY MOPIBHAHHSA, & TaKoX
PYTUHHUM CepefoBULLEM
PO34nHEHHs1 6yno obpaHo
6ychepHuit posunH pH 1,2
npuroToBaHuii BigMoBiAHO A0
Bumor AdY, 5.17 (3BiT 3 Banigauii
RVM-00678). BHeceHi pefakLiiiHi
npasku, Lo odopMIIeHi
BIANOBIAHO [0 pekoMeHAauiin Ta
cTunictukm Ady. -
«MikpobionoriyHa unctora»
NpUBELEHO Y BiANOBIAHICTb A0
Bumor €, 2.6.12, 2.6.13, 5.1.4. -
«KinbKicHe BU3HaYEHHS» BHECEHI
pefakuiiiHi npasku, Wwo
odhopmeHi Bi4NoBiAHO A0
pekomeHAaLii Ta ctunictrkm Y
Ta B METOAVKY KOHTPOJI0 BHECEHO
YTOUYHEHHSA TEePMiHY NPUAATHOCTI
BMNPOBOBYBAHOIO PO34MHY Ta
PO34MHY MOPIBHAHHSA BiAMOBIAHO
[0 3BITY 3 Balijauii aHaniTM4HUX
MeToank RVM-00678. BeefieHHsA
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPMKEHHS; 3MiHM | TURY -
3MiHa Temnepartypu 36epiraHHs
nikapcbKoro 3acoby, a came
3aTBEpAXEHO: B opuriHasibHii
ynakoBLi npy TemnepaTypi He
Bue 30°C; 3anponoHoBaHo: B
opuriHanbHi ynakoBsLj npu
Temnepartypi He Buie 25°C.
3MiHV BHECEHI B iHCTPYKLjt0 ANs
MeAUYHOr0o 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ain
"YMoBU 36epiraHHsA" 3
BiAMNOBIAHUMU 3MiHAMU B TEKCTI
MapKyBaHHS yNakoBOK. BBeeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPAXKEHHS

113.

NPErABATIH-
JAPHULA

kancynu no 150 mr no 7
Karncys y KOHTYpHIli
YapyHKOBIli ynakoBLyj; no
2 abo no 3, abo no 4,

MpAT
"GapmaueBTnyHa
ipma "OapHuus”

Ykpaina

MpAT
"®apmaueBTnyHa
hipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavLiiHnX

marepianis: 3mMiHu | TMNy - 3MiHK 3

siKocTi. FOTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO NikapcbKoro

3a peyenmom

UA/16414/01/02
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

ab0 no 8 KOHTYPHUX
YapyHKOBUX YNaKkoBOK Y
nauuj

3acoby. 3miHa y meTogax
BUMNPOOYBaHHA rOTOBOr0
NikapcbKoro 3acoby (iHLWi 3MiHW Y
MeTogax BunpobysBaHb
(BKTHOYatOUM 3aMiHy abo
[IONOBHEHHS)); CYNyTHSA 3MiHa
- 3MiHK 3 AKOCTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /1iKapCbKOro 3acooby.
3MiHa napameTpiB cneuudikauii
Ta/abo fonyCTUMUX MEX rOTOBOrO
NikapcbKoro 3acoby - 3MiHW A0
cneuudikauii Ta MeTogis
KOHTpoNto M13 3a nokasHMKamMu:
-«CynpoBifHi JOMILLIKN» BHECEHI
pefakuiiiHi npasku, Wwo
odhopmeHi BiANoBiAHO A0
pekomeHAaLii Ta ctunictrkm Y
Ta [0 METOAVKN KOHTPOSIO
BHECEHO YTOYHEHHS TEPMiHY
npuaaTHoCTi BUNpo60BYBaHOIo
pO34uHY BiANOBIAHO A0 3BITY 3
Banigauii RVM-00678.
-«PO34YMHEHHA» 3MiHa
HOPMYBaHHS Po3giny
(3arBeppxeHo: CooTBeTCTBYET
TpebosaHuam Mpy, 2.9.3. npu
Q=80% 3a 30 MUH.
3anponoHoBaHo: Bignosigae
sumoram Y, 2.9.3 npn Q=80%
3a 15 xB). Takox A0 METOAMKM
KOHTPO/0 BHECEHO YTOYHEHO
TEePMiHy NpUAATHOCTI
BMMPOO0BYBAHOIO PO34MHY Ta
PO34MHY MOPIBHAHHSA, & TaKoX
PYTUHHUM CepefoBULLEM
PO3uUnHEHHs1 6yno obpaHo
6ychepHuit po3unH pH 1,2
npuroToBaHuii BigMoBiAHO A0
Bumor AdY, 5.17 (3BiT 3 Banigaujii
RVM-00678). BHeceHi pefakuiiiHi
npasku, Lo odopMIIeHi
BIANOBIAHO [0 pekoMeHAauiin Ta
cTunictukm Ady. -
«MikpobionoriyHa unctora»
npUBELEHO Y BiANOBIAHICTb A0
Bumor €9, 2.6.12, 2.6.13, 5.1.4. -
«KinbKicHe BU3HaYEHHS» BHECEHI
pefakuiiHi npaBku, Wo
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

odhopMieHi BiANOBIAHO A0
pekomeHAauili Ta cTunictukm 4dY
Ta B METOAVKY KOHTPOJI0 BHECEHO
YTOYHEHHS! TEPMiHY NPUAATHOCTI
BMMPO60BYBAHOIO PO34MHY Ta
PO34MHY NOPIBHAHHSA BIAMNOBIAHO
[0 3BiTy 3 Banigauji aHaliT4HnX
meToank RVM-00678. BeefeHHA
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPMKEHHS; 3MiHM | TUny -
3MiHa Temnepartypu 36epiraHHs
nikapcbKoro 3acoby, a came
3aTBEpAXEHO: B opuriHasibHii
ynakoBLi npu Temneparypi He
Buue 30°C; 3anponoHoBaHo: B
opwriHanbHil ynakoBsLj npu
Temnepartypi He Buwe 25°C.
3MiHW BHECEHI B iHCTPYKLi0 ANs
MeJMYHOr0o 3acTOCYBaHHS
nikapcbKoro 3acoby y po3ain
"YMoBU 36epiraHHsA" 3
BiANOBIAHMMMN 3MiHAMW B TEKCTI
MapKyBaHHS ynakoBoK. BBeaeHHs
3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPAKEHHS

114.

NPIOPUKC™ |
PRIORIX™
KOMBIHOBAHA
BAKLVHA AN1AA
NPO®INAKTUKN
KOPY,
EMIAEMIYHOIO
MNAPOTUTY TA
KPACHYXU

niodpinizat ANs po3vnHy
ans iH'ekuin, 1
MOHOZ030BMI dh1akoH
(1 po3sa) 3 niogpinizatom
y KOMMNEeKTi 3
pO34MHHMKOM (BOAa ANA
iH'eKLii1) y nonepeiHbO
HanoBHEHOMY LUMPULi Ta
[BOMa rosikamvi B
KapTOHHIA kopobLi; 100
MOHOA,030BUX (1 f03a)
h1aKoHiIB 3
niocpinizatom y
KOMMNEKTi 3
PO34MHHMKOM (BOAa ANA
iH'ekuiin) B amnynax Ne
100 B OKpemili ynakosLy;
1 MynbTU030BUIA
hnakoH (2 posn) 3
nioghinizatom y
KOMMNIEeKTi 3
PO34MHHMKOM (BOAa AN
iH'ekUii) B amnyni; no

FnakcoCmiTKNnsiiH
Ekcnopt flimiteq

Benvka
BpuTanis

nakcoCmiTKnsiiH
Bionomxikans C.A.

Benbris

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3mMiHu | TMny - 3MiHK 3
akocTi. CepTudpikar
BignosigHocCTI/IE-cepTudcikat
BIANOBIAHOCTI EBPONENChbKili
thapmakonei/mMoHorpadii. 3miHu,
noB'A3aHi 3 HeO6XIiAHICTIO
npuBELEHHS Y BiANOBIAHICTb A0
MoHorpadii 4PY abo
€Bponeiicbkoi thapmakonei, abo
iHLWOT HavujoHaNbHOI hapmakonei
nepxasu EC (3miHa 'y
cneumgikauisx, nos'a3aHa 3i
3MiHamu B 1®Y, abo
€Bponeiicbki hapmakonei, abo
iHLWIM HauioHanbHI thapmakonei
aepxasun €C) - foaaBaHHs TeCTy
[ONS BUABNEHHS BUAMMUWX YacTOK
(Practiculate matter by visual
inspection) 3 BignosigHUM
KpUTEpIEM NPUAHSATHOCTI B NpoLieci
BMpobHuuTBa (In-process QD

3a peyenmom

UA/13694/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

100 wTyk hakoHiB Ta
amMnyn B OKpemmx
KOpobkax

testing)

115.

APONO®O/1 KABI

emynbCia Ans iH'eKuii
a6o iHdysiiA, 10 mr/mn;
no 20 mn B amnyni; no 5
amnyn y nauui 3
KapToHy; no 50 mny
donakoHi; no 50 mny
chnakoHi, 1 donakoH y
naJui i3 kapToHy abo no
10 dpnakoHis y
KapTOHHIA KopoobLi

®peseHiyc Kabi
Hoiunang MrmeX

HimeuunHa

®peseHiyc Kabi
ABcTpis TM6X

ABCTpis

BHECEHHS 3MiH 10 peecTpavLiiiHnX
marepianis: 3MiHW | TUMY - 3MiHK
BHECEHO B TEKCT MapKyBaHHS
BTOPWHHOT YNakoBKW NiKapCbKOro
3acoby (nayka i3 kapToHy Ne5, ans
amnyn):

—y po3gini 7 dppasa «dnakoH ans
O[IHOKPATHOro 3aCTOCYBaHHS»
3MIHIOETBCA Ha «amnyna ans
OZHOKPATHOrO 3aCTOCyBaHHA» Ta
yTOUHSIETbCA (hpasa «Mepes
3aCTOCYBaHHS LUNIAKY amnynn
06po6UTK CIMPTOM»; — Y PO34iN
17 popatoTtbes hpasu «TekeT
«BigkpuTy TyT» (HasiBHUIA Ha
ynakoBLi)» Ta «3a3HayeHo aaty
BMPOBHULITBA», & TAKOX Y 3B'A3KY
3 BUAANIEHHSAM po3giny «[ata
BUPOGHMLITBaY, LLIO NEPEHOCUTLCA
y po3gin 17, 3mMiHeTbCA
HymepaLisi po3ainis TekcTy
MapKyBaHHs. BBeieHHs 3MiH
NpOTArom 6-Tv MicsLiB nicns
3aTBEPMKEHHS

3a peyernmom

UA/13233/01/01

116.

PE30OINMoOBbIH

pO34UH A8 iH'EKLiA,
1500 MO (300 mkr
iMyHOr106yniHy); no 1
mn B amnyri, no 1 a6o 3,
ab6o 5 amnyn B nayuj

TOB "BIO®PAPMA
MNTA3MA"

YKpaiHa

TOB "BIO®PAPMA
MNA3SMA", YkpaiHa
(BMpOGHMLTBO,
nepBuHHe
nakysaHHs); TOB
"BIOPAPMA
MNA3MA", YkpaiHa
(BMPOGHMLTBO,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BMMYycK cepiit); TOB
"BIOPAPMA
MNA3MA", YkpaiHa
(KOHTpPOJIb AKOCTI);
TOB "®3
BIO®APMA",
YkpaiHa (BTOpvHHe
nakyBaHHs)

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHnX
MaTepianis: 3MiHun | Tuny -
npuBefeHHs cneuudikauii Ta
METOZiB KOHTPO/II0 A0 BUMOT
nitoyoi MoHorpadii 4PY/ED
«IMyHOrnobyniH ntoguHn AHTU-D»;
3MiHK | TUNy - NepesaTBepaKeHHs
AHaNITUYHOT HOPMATUBHOT
AokymeHTauii (AHA) Ha MeToan
KOHTpoto sKocTi (MKA) 3 meTor0
npuBefeHHs [0 BUMOT Hakasy
MO3 YkpaiHu Ne460 Big,
23.07.2015 p; 3miHu | Tuny -
[LOMOBHEHHSA creundikavii
NoKasHNKOM «BakTepiasibHi
€HA0TOKCUHW» 3 BiANOBIAHUM
MEeTOZ0M BUNPOBYBaHHS; 3MiHu |
TUMY - AONOBHEHHS cneundikauii
nokasHWKoM "IMyHorno6yniH A" 3
Bi4NOBIAHUM METOA0M
BMNPOGYBaHHA."; 3MiHM | Tuny -

3a peyenmom

UA/13033/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

[LOMNOBHEHHS crieumdikawi
nokasHukom "AHTuTINa 0o HbsAg"
3 Bi4NOBIAHNM METOAOM
BMNPOOYBaHHS; 3MiHM | TUny -
BUTYYEHHS NOKa3HMKa
"®pakuyiiiHunii cknag”; 3miHm | Tuny
- 3MiHM A0 po3giny "YnakoBka"
MK$ (BUnyyYeHHs1 nocunaHb Ha
TEXHIYHY AOKYMeHTaLito
BUPOOGHMKA NEPBMHHOTO Ta
BTOPVHHOTIO NakyBaHHS,
3a3HayeHHs Tuny ckna BiAnoBiAHO
0,0 BMMOT MoHorpadii
O®Y/Eur.Ph. 3.2.1); 3miHn | TNy -
3MiHV B MeToAax BUNPOGYyBaHHSA
3a nokasHukamu siKocTi "Po3nogin
MOMEeKy/ 3a po3Mipom” (3amiHa
XpomaTorpadiyHoi KO/TOHKM,
nprBeAeHHs Ha3BM NoKasHMKa
SAKOCTi 0 MOHOrpadit
[OdY/Eur.Ph. 0557, 3a3HaveHHs
KOPEKTHOTO MOCU/IaHHS Ha METO/,
BMNpobyBaHHsA 2.2.30); “niynH"
(3MiHM 00 NpPO6OMiArOTOBKM
PO34YUHY MOPIBHAHHS);
"IMyHOrno6yniH NanHU aHTu-D"
(3MiHM [0 MeToAMKN
BMNpo6yBaHHS); "Cknag, 6inkis"
(3MiHM 00 KOHUEeHTpaLii 6inky y
BMNPO6OBYBAHOMY PO3UUHI i
PO34MHI NOPIBHAHHSA, NPUBEAEHHS
Ha3BW NoKasHVKa SKOCTi A0
MoHorpadii APY/Eur.Ph. 0557);
"3aNLLKOBI KiNIbKOCTi CONbBEHTA i
netepreHTa "Monicop6ar 80"
(pO3unH KobanbTOLiaHaTy aMOHiI0
3amMiHeHO Ha po3uuH 3anisza (I1)
TiouiaHarty); "TpubyTtundoccat”
(3MiHEHO YMOBW NPUrOTYBaHHSA
PO34MHY BHYTPILLHBLOIO CTaHAAPTY,
YMOBV BUKOHaHHSI KOHTPOJIO Ta
XpomaTorpagiyHoro po3aifieHHs);
3MiHN | TUNY - BUNYYEHHA
albTePHATUBHOIO BUNPO6YBaHHS
mMeToAoM abcopbLiliHol
cnekTpodhoToMEeTpIl 3rigHO
[OoY/Eur.Ph. 2.2.25 3a
NOKa3HMKOM SIKOCTiI «Binok»; 3MiHn
| TMNy - BUIyYeHHA
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

a/IbTEPHATUBHOIO BUNPOOYBaHHS
MEeTOA0M 30Ha/IbHOrO
enekTpodopesy 3a NoKasH1KOM
AKOCTI «laeHTudikalis»; 3MiHm |
TNY - BUNYYEHHS NOKa3HWKIB
AKOCTi «[TOBEPXHEBUIA aHTUreH
Bipycy renatuty B (HBsAQ)»,
«AHTUTINa go BIN-1, BIN-2, Bipycy
renatuty C» 3i cneyudikauii
roTOBOrO /liKapCbKOro 3acoby,
OCKiNIbKN AaHi NOKa3HWKN
KOHTPO/IIOTLCA B Nynax naasmu
npy BXiHOMY KOHTPO/Ti CUPOBUHMU;
3MiHW | TUMY - BUNYYEHHS
nokasHuka "AHomasibHa
TOKCUYHICTB"

117.

PE30OINOBIH

PO34UH A5 iH'EKLiA,
1500 MO (300 mkr
iMyHOr106yniHy); no 2
M1 B amnyni, no 1 a6o 3,
abo 5 amnyn B nauui

TOB "BIO®PAPMA
MNA3SMA"

YKpaiHa

TOB "BIO®APMA
MNA3MA", YkpaiHa
(BUpOGHMLTBO,
nepBuHHE
nakyBaHHs); TOB
"BIO®APMA
MAA3SMA", YkpaiHa
(B1pOGHMLTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BWMNYyCK cepiit); TOB
"BIOPAPMA
MNA3MA", YkpaiHa
(KOHTpPOSIb AKOCTI);
TOB "03
BIO®APMA",
YkpaiHa (BTOpyHHe
nakyBaHHs)

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
npuBefeHHs cneuudikauii Ta
MeToZiB KOHTPO/O A0 BUMOT
gitoyoi MoHorpadii 4PY/ED
«IMyHOr1o6yniH ntoguHn AHTK-D»;
3MiHK | TUNy - MNepe3aTBepoKeHHs
AHanTUYHOT HOpMAaTUBHOT
nokymeHTauii (AH[) Ha MeToan
KOHTponto sKocTi (MKA) 3 meTor0
npuBeAeHHS 40 BUMOT Hakasy
MO3 Ykpainu Ne460 Big,
23.07.2015 p; 3MiHuK | TUny -
[0NOBHEHHS crieumdikavi
nokasHukom «bakTepianbHi
€HOO0TOKCUHM» 3 BiANOBIAHNM
MEeTOA0M BUNPOBYBaHHS; 3MiHY |
TUMY - AONOBHEHHS crneundikauil
NoKasHWKOM "IMyHOrn106yniH A" 3
BiANOBIAHUM METOA0M
BMNPOGYBaHHA."; 3MiHW | TUMy -
[LOMOBHEHHSA crieuudikavii
nokasHukom "AHTuTina go HbsAg"
3 BigNoBigHMM METOA0M
BUNPOBYBaHHS; 3MiHW | TVNYy -
BU/TYYEHHS MOKa3HMKa
"®pakuifiHuii cknag”; 3minu | Tuny
- 3MiHM [0 po3ainy "YnakoBka"
MKS (Buny4eHHs nocunaHb Ha
TEXHiIYHY AOKYMeHTaL,ilo
BMPOGHMKa NEepPBMHHOTO Ta
BTOPVHHOIO NakyBaHHS,

3a peyenmom

UA/13033/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3a3HavYeHHs TNy ckna BiAnoBigHO
0,0 BUMOT MOHorpadit
AdY/Eur.Ph. 3.2.1); 3MiHu | Tuny -
3MiHV B METOAax BUNPOGYBaHHSA
3a nokasHvkamu sikocTi "Po3nogin
MOIEKY/1 3a po3Mipom” (3amiHa
XpomaTorpadiyHOi KO/TOHKM,
npvBeAeHHs Ha3BM NoKasHMKa
AKOCTI [0 MOHOrpadii
[Oo®Y/Eur.Ph. 0557, 3a3Ha4eHHs
KOPEKTHOr0 MOCUNaHHS Ha MEeTof,
Bunpo6ysaHHA 2.2.30); “iynn"
(3MiHM g0 NPO6OMiArOTOBKM
PO34MHY NOPIBHAHHS);
"IMyHOrno6yniH noauHn aHTu-D"
(3MiHM go MeToAVKM
BUNpo6yBaHHs); "Cknag 6inkis"
(3MiHM 0O KOHUEeHTpaUii 6iky y
BMNPO60OBYBAHOMY PO3UMHI i
PO34MHI NOPIBHAHHSA, NPUBEAEHHS
Ha3BMW NokKasHMkKa SIKOCTi A0
MoHorpadii A®Y/Eur.Ph. 0557);
"3a/ILLIKOBI KifIbKOCTi CONbBEHTA i
neteprenTa "lMonicopbaTt 80"
(pO34MH KOGasibTOLiaHaTy aMOHit0
3amiHeHO Ha po34uH 3anisa (lll)
TiouiaHarty); "TpubyTtundgoccart”
(3MiHEHO YMOBW NPUrOTYBaHHS
PO34MHY BHYTPILLIHBLOIO CTaHAapPTY,
YMOBWV BUKOHaHHSI KOHTPOJIO Ta
XpomaTorpad)iyHoro posainieHHs);
3MiHW | TUMY - BUNYYEHHS
aflbTEPHATUBHOIO BUNPOGYBaHHS
MeToA0M abcopbUiAiHOI
cnekTpodoTOMETpIl 3riHO
L®Y/Eur.Ph. 2.2.25 3a
NOKa3HNKOM SIKOCTi «Binok»; 3mMiHu
| TNy - BUNYYeHHs
aflbTEPHATUBHOIO BUNPOGYBaHHS
MeTOA0M 30Ha/IbHOTO
enekTpodhopesy 3a NokasHMKOM
AKOCTI «laeHTudikauis»; 3MiHu |
TVNY - BUNYYEHHS MOKA3HWKIB
SIKOCTi «[1OBEPXHEBWIN @aHTUIEH
Bipycy renatuty B (HBsAQ)»,
«AnTuTINA go BII-1, BIN-2, Bipycy
renatuty C» 3i cneuudikauii
roTOBOro NikapCbKoro 3acooby,
OCKINIbKM [laHi MOKa3HWKM
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KOHTPO/TIOKTLCA B Ny/iax naasmu
npy BXiHOMY KOHTPO/Ti CUPOBUWHMU;
3MiHU | TUNY - BUNYYEHHSA
nokasHuka "AHoMasibHa
TOKCUYHICTBL"
118. | PEBOHATUB pO34nH ANa iH'ekuin, 750 OkTtadapma ABCTpis BMPOGHUK, Himeuunna/ 3MiHWY, WO NOTPebyTb HOBOI 3a peyernmom UA/14323/01/02
MO/mn; no 2 mn B dapmaueBTMKa BiANOBiAa/IbHWIA 3a LLBeuis peecTpaLii - 4oAaBaHHA HOBOI
amnyni, no 1 amnyni B MpopaykTioHcrec BTOPVIHHE cum gii
NAacTVKoBIl 6icTepHii M.6.X. nakyBaHHs:
ynakosui, no 1 OkTadhapma [eccay MepiognyHiCTb NoAaHHA
NNacTrKoBIli GicTepHii Mv6X, HimeyunHa,; perynsipHoO OHOBJIHOBAHOT O 3BITY 3
yNakoBLi B KAPTOHHIN BUPOBHUK, 6e3neku, BiANoBiaAHO Ao Mopsaky
Kopobui BiANOBiAa/IbHWIA 3a 3[jiCHeHHSs chapmakoHarnagy,
BUPOGHMLTBO 3a 3aTBEPAKEHOTO HaKka3oM
NOBHUM LMK/IOM, 3a MiHicTepcTBa OXOPOHM 340POB’A
BUK/HOYEHHAM Ykpainu Big 27 rpyaHa 2006 poky
BTOPUHHOI YMNakoBKU: Ne 898, 3apeecTpoBaHoro B
OkTachapma AB, MinicTepcTBi tocTuLi Ykpainu 29
LLisewjs ciuHsa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa
OXOPOHW 340pO0B's YKpaiHu Big, 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamu,
3a3HavYeHVMU y NepiognyHOCTI
NoAAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.
119. | PEOCOPBI/TAKT® pO34nH A1 iHdysil, no TOB "lOpis-®apm"” YkpaiHa TOB "lOpis-®apm” YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHux | 3a peyenmom UA/2399/01/01
200 mn a6o 400 mny mMarepianis: 3MiHu | Tuny - 3MiHK 3
NAALWKaX CKASAHMX; N0 siKocTi. FOoTOBWMIA Nikapcbkuii 3aci6.
200 mn abo 400 mny Cucrtema
NAAWLU CKNSHIK; no 1 KOHTelHep/3aKynopoBanbHWii
NAAWLI B navuj 3aci6. 3MiHa po3mipy ynakoBku
rOTOBOrO NiKapCbKOro 3acoby
(BMNYyYEHHS yNaKoBKW NEBHOIO
po3mipy).
BunyyeHHst ynakoBok no 250 mn
Ta 500 MmNy KoHTeliHepax
noniMepHux, 3 BiANOBIAHUMU
3MiHaMu [0 po3Ainy «YnakoBka.
BBefeHHA 3MiH NPOTArom 6-1n
MiCALIB MiC/A 3aTBEPAKEHHS.
120. | PUTEBIAOH TabneTkn, BKPUTI BAT "l'eneoH YropwmHa BAT "l'egeoH YropwumHa BHECEHHS 3MiH 40 peecTpaLiiHnx 3a peyenmom UA/2778/01/01
060n0HKot0 No 21 PixTep" PixTep" marepianis: 3MiHW | TUNY - 3MiHK

Tabnetui y 6nictepi; no
1 a6o 3 6nicTepn pasom
i3 KAPTOHHUM PYTNAPOM
Ana 36epiraHHs
6aicTepa y nayuj

oo 6e3snekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHM [0 y3araslbHEHUX AaHWX Npo

cuctemy hapmakoHarnsgy

(BBEAEHHS y3arasIbHEHVX AaHUX
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

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
0Cco6M 3as1BHMKA, BignoBigasibHOT
3a 3fjiicHeHHs hapMakoHarnsay.
3MiHa micLA 34iiCHEHHA OCHOBHOI
AiSNbHOCTI 3 dhapmakoHariagy.
3MiHa MicLe3HaxoKeHHsA MacTep-
thaiina cuctemun chapmakoHarnsgy

121.

CABIC

TabneTku no 2 mr; no 14
TabneTtok y 6nictepi; no
2 abo 6 6nicTepis B
KapTOHHIA Kopoo6Li

BAT "TegeoH
PixTep"

YropumHa

BAT "l'egeoH
PixTep"

YropwmHa

BHECEHHS 3MiH 10 peecTpavLiiiHnX
marepianis: 3MiHW | TUMY - 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
0co6u 3asBHKKa, BigNoBiAa/IbHOT

3a 3fjiicHeHHs hapmakoHarnsagy.

3MiHa Micus 34jiiCHEHHS OCHOBHOT
LisNbHOCTI 3 hapmakoHarnagy.
3MiHa MicLe3Hax0MKEHHSA MacTep-

3a peyernmom

UA/18485/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
thaiina cuctemun chapmakoHarnsgy
122. | CEBIKAP TabneTku, BKPUTI 3eHTiBa, K.C. Yecbka [aiui CaHkio FOpoyn HimeyunHa BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/17647/01/01
N1iBKOBOK 060/IOHKOIO, Pecny6nika 6X marepianis: 3miHu | Tuny -

no 20 mr/5 mr; no 14
Tabnetok y 6nictepi; no
2 6nicTepa y KapTOHHIN
nauui

[00aBaHHA a/lbTepHaTUBHOT
AinbHWUI, BignoBigansbHoI 3a
KOHTPO/Ib Cepii aKkTUBHOI PEYOBUHMN
ofiMecapTaHy MefoKCoMiny
(BMKHOYHO TecTyBaHHA N-
HiTpo3amiHiB) J/labop Bepitac Ar’,
LLisefiuapis/Labor Veritas AG,
Switzerland; 3miHu | Tuny -
[ofaBaHHA napaveTpa
cneuudikaLii akTMBHOT pe4yoBUHU
ofiMecapTaHy MefoKcoMiny 3
BiANOBIAHUM METOA0M
BMMNPOOYBaHHA 3a pe3ynibTatamu
nocnimkeHb 3 6e3nekn abo SKOoCTi,
a came BBefeHHs fomilkn NDMA
3 nimiTom nmt 2.400 ppm Ta NDEA
3 niMitom nmt 0.663 ppm; 3MiHuN |
TUMY - NOAAHHA OHOB/IEHOTO
cepTucpikaTa BiANOBIAHOCTI
€Bponelicbkit hapmakonei R1-
CEP 2012-398-Rev 00
(nonepegaHs Bepcis RO-CEP 2012-
398-Rev 05) Big BXe
3aTBEPAKEHOr0 BUPOGHMKA
DAIICHI SANKYO CO. LTD.,
AnoHis ana APl onmvecaptaHy
MeLOKCOMINy; 3MiHW | Tuny -
nofaHHA OHOBEHOTO cepTudikara
BiANOBIAHOCTI EBpONeichbkili
thapmakonei R1-CEP 2013-105-
Rev 00 (nonepeaHs Bepcis RO-
CEP 2013-105-Rev 01) Big BXe
3aTBEPAKEHOr0 BUPOGHMKA
CHINOIN PHARMACEUTICAL
AND CHEMICAL WORKS
PRIVATE CO., LTD. gna A®l
ofiMecapTaHy MefoKCOMINy; 3MiHW
| TMny - NogaHHA OHOBNEHOTO
cepTucpikaTta BiANOBIAHOCTI
€Bponelicbkin hapmakonei R1-
CEP 2013-105-Rev 01
(nonepeaHs sBepcia R1-CEP 2013-
105-Rev 00) Big BXe
3aTBEPAKEHOTO BUPOOHMKA
CHINOIN PHARMACEUTICAL
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

AND CHEMICAL WORKS
PRIVATE CO., LTD. gns A®I|
onmecapTaHy MefoKCOMINY; 3MiHU
| Tvny - 3amiHa nogaHoro
cepTudikarta BiANoOBIAHOCTI
€Bponeiicbkiii hapmakonei ans
HOBOro BMPOGHMKa ofiMecapTaHy
mMegokcominy ZHEJIANG TIANYU
PHARMACEUTICAL CO., LTD,,
KuTaii 3 Bepcii RO-CEP 2013-268-
Rev 02 o Bepcii RO-CEP 2013-
268-Rev 03

123.

CEBIKAP

TabneTku, BKpUTI
N/1iBKOBOK 060JI0HKOIO,
no 40 mr/5 mr; no 14
Tabnetok y 6nictepi; no
2 6nicTepa y KapTOHHii
nauuj

3eHTiBa, K.C.

Yecbka
Pecny6nika

[aiui CaHkio FOpoyn
M6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpavLiiiHnX
MaTepianis: 3MiHu | Tuny -
[00aBaHHA a/lbTepHATUBHOT
AOinbHWUI, BignoBiganbHOI 3a
KOHTPO/Ib Cepii akTUBHOI PeYOBUHN
onmMecapTaHy MefoKCoMiny
(BMKHOYHO TecTyBaHHA N-
HiTpo3amiHiB) /labop Bepitac Arl,
LLsenuapis/Labor Veritas AG,
Switzerland; 3miHu | Tuny -
[JofjaBaHHA napameTpa
cneuudikaLii akTMBHOT pevyoBUHU
ofiMecapTaHy MefoKcoMiny 3
Bi4NOBIAHUM METOA0M
BMNPOGYyBaHHA 3a pe3ynbTaramu
pocnigpkeHb 3 6e3nekn abo SKOCTi,
a came BBeeHHS AoMiwkn NDMA
3 nimitom nmt 2.400 ppm Ta NDEA
3 nimiToM nmt 0.663 ppm; 3miHu |
TMNY - NOAAHHS OHOB/IEHOTO
cepTucpikaTta BiANOBIAHOCTI
€Bponelicbkin hapmakonei R1-
CEP 2012-398-Rev 00
(nonepegaHs sBepcis RO-CEP 2012-
398-Rev 05) Big BXe
3aTBEPAKEHOTO BUPOOHMKA
DAIICHI SANKYO CO. LTD.,
Anonia ana A®l onvecaptaHy
MeOKCOMIfy; 3MiHu | Tvny -
noJaHHs OHOB/IEHOro cepTucpikata
BiANOBIAHOCTI EBpONeichbkili
thapmakonei R1-CEP 2013-105-
Rev 00 (nonepegHs Bepcis RO-
CEP 2013-105-Rev 01) Big BxXe
3aTBEPAKEHOTO BUPOOHMKA
CHINOIN PHARMACEUTICAL
AND CHEMICAL WORKS

3a peyernmom

UA/17647/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

PRIVATE CO., LTD. gna A®l
onMecapTaHy MefoKCOMiNy; 3MiHW
| TMNYy - NnogaHHA OHOBNEHOTO
cepTucpikaTa BiANOBIAHOCTI
€Bponelicbkiit hapmakonei R1-
CEP 2013-105-Rev 01
(nonepeaHs Bepcis R1-CEP 2013-
105-Rev 00) Big, Bxe
3aTBEPAKEHOr0 BUPOGHMKA
CHINOIN PHARMACEUTICAL
AND CHEMICAL WORKS
PRIVATE CO., LTD. ana A®I|
ofiMecapTaHy MefoKCOMINy; 3MiHW
| Tvny - 3amiHa nogaHoro
cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkili hapmakonei ans
HOBOrO BUPOGHMKa ofiMecapTaHy
megokcominy ZHEJIANG TIANYU
PHARMACEUTICAL CO., LTD.,
KnTali 3 Bepcii RO-CEP 2013-268-
Rev 02 go sepcii RO-CEP 2013-
268-Rev 03

124.

CEBIKAP

TabneTtku, BKPUTI
N1iBKOBOK 060/IOHKOIO,
no 40 mr/10 wmr; no 14
Tabnetok y 6nictepi; no
2 6nictepa y KapTOHHIl
nauui

3eHTiBa, K.C.

Yecbka
Pecny6nika

[aiui CaHkio FOpoyn
6X

HimeuunHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
[0[aBaHHA a/lbTepHaTUBHOT
AinbHWUI, BignoBigansbHoI 3a
KOHTPO/Ib Cepii akTUBHOI PEYOBUHMN
ofiMecapTaHy MefoKCoMiny
(BMKHOYHO TecTyBaHHA N-
HiTpo3amiHiB) J/labop Bepitac Al’,
LLisefiuapis/Labor Veritas AG,
Switzerland; 3miHu | Tvny -
[ofaBaHHA napaveTpa
cneuudikaLii akTMBHOT pe4yoBUHU
ofiMecapTaHy MefoKcoMiny 3
BiANOBIAHUM METOA0M
BMMNPOOYBaHHA 3a pesysibTatamu
nocnimkeHb 3 6e3nekn abo SKOCTI,
a came BBefeHHs fomiwkn NDMA
3 nimitom nmt 2.400 ppm Ta NDEA
3 nimitom nmt 0.663 ppm; 3MiHu |
TUMY - NOAAHHA OHOB/IEHOTO
cepTucpikaTa BiANOBIAHOCTI
€Bponelicbkiit hapmakonei R1-
CEP 2012-398-Rev 00
(nonepegaHs Bepcis RO-CEP 2012-
398-Rev 05) Big BXe
3aTBEPAKEHOr0 BUPOGHMKA
DAIICHI SANKYO CO. LTD.,

3a peyenmom

UA/17647/01/03
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Anonia gna A®l onvecaptaHy
MeOKCOMIfy; 3MiHu | Tuny -
noJaHHs OHOBNIEHOro cepTucpikata
BIANOBIAHOCTI EBpONechbkil
thapmakonei R1-CEP 2013-105-
Rev 00 (nonepepHs Bepcia RO-
CEP 2013-105-Rev 01) Big BxXe
3aTBEPAKEHOTO BUPOOHMKA
CHINOIN PHARMACEUTICAL
AND CHEMICAL WORKS
PRIVATE CO., LTD. gna A®l
onmecapTaHy MefoKCOMINY; 3MiHU
| TMny - NoAaHHA OHOB/IEHOTO
cepTudikarta BiANoOBIAHOCTI
€sponeiicbkiii hapmakonei R1-
CEP 2013-105-Rev 01
(nonepepaHs Bepcis R1-CEP 2013-
105-Rev 00) Big, BXe
3aTBEPAKEHOrO BUPOOHMKA
CHINOIN PHARMACEUTICAL
AND CHEMICAL WORKS
PRIVATE CO., LTD. gnsa Adl
oniMecapTaHy MefoKCOMiNy; 3MiHW
| TNy - 3amiHa nogaHoro
cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkili hapmakonei ans
HOBOro BUPO6HUKA onimecapTaHy
megokcominy ZHEJIANG TIANYU
PHARMACEUTICAL CO., LTD.,
Kutali 3 Bepcii RO-CEP 2013-268-
Rev 02 go Bepcii RO-CEP 2013-
268-Rev 03

125.

CEKHIAOKC

TabneTkn, BKPUTI
NNiBKOBOK 060/I0HKOIO,
no 1,0 r; no 2 Tabnetkn
y 6nicTepi; no 1
6nicTepy B KapTOHHiIl
ynakoBLi

TOB "YOPA[,
MEANLAH"

Ykpaina

JTABOPATOPIAA
BEW/I-KPEAT -
BEPHYNE

®paHuis

BHECEHHS 3MiH [0 peecTpavuiiHnX
matepianis:3miHa 3asBHMKa
(BnacHvka peecTpadiiiHoro

noceigyeHHs) (3rigHo Hakasy MO3

Bia 23.07.2015 Ne 460): 3miHn
BHECEHI B IHCTPYKL,t0 ANns
MeJNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ain
"3asBHMK" 3 BIANOBIAHUMMN
3MiHamK B TEKCTI MapKyBaHHS
ynakoBOK. BBefeHHSA 3MiH
NpOTArom 6-Tv MicsLiB nicns
3aTBEPLKEHHS.
3MiHn | TURY - 3MiHK WoAao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [10 y3araJlbHEHVX AaHNX Npo

3a peyenmom

UA/11744/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

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
thapmakoHarnagy) 3miHa
YMNOBHOBaXXEHOT 0CO6M 3as1BHMKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnag.

[Oitova pepakuisn: PycyaaH Ecakis /
Rusudan Esakia. MNponoHosaHa
pegakuis: Myano MNaHHa
CraHicnasiBHa. 3MiHa KOHTaKTHUX
[aHVX YNOBHOB&XeHOI 0cobu
3as1BHMKA, BignoBiAa/IbHOT 3a
thapmakoHarnag. 3miHa Micus
3[jl/iCHEHHSI OCHOBHOI AiA/IbHOCTI 3
thapmakoHarnsgy. 3miHa
MiCLie3HaxoKeHHsI MacTep-
thaiina cuctemmu
chapmakoHarisgy.

126.

CUNIMAPUH

NopoLUoK (cybeTaHuis) y
nakeTax noABiNHUX
nonieTMIeHoBUx ans
chapmaL,eBTU4YHOro
3acToCyBaHHS

MpAT
"dbapmaLeBTnyHa
ipma "JapHuus"

YKpaiHa

TeBa Yex IHAacTpi3
c.p.o.

Yecbka
Pecny6nika

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
nofaHHA OHOBMEHOTO cepTudikara
BignosigHocTi €EP R1-CEP 2008-
237-Rev 03 gns A®I Milk thistle
dry extract, refined and
standardised Big Bxe
3aTBEPAKEHOr0 BUpo6HMKa TEVA
CZECH INDUSTRIES S.R.O.,
Crech Republic, sk Hacnigok:
npuBeLeHHs po3giny "Ynakoska"y
BiAMNOBIAHICTb 4O OHOBIEHOTO
CEP, 3miHa cpepu 3acTocyBaHHs
cybcTaHLUil, a came:
(3aTBEpAXEHO: A1 BUPOGHMLTBA
HeCcTepubHUX NiKapCcbKknxX hopm;
3anponoHOBAaHO: A/1A
dhapmaLeBTU4YHOro

UA/4890/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3aCTOCyBaHHS); 3MiHuM | TNy -
npusBefeHHs crneundikaii Ta
mMeTogis koTposo Adly
BiAMNOBIAHICTb 40 BUMOT Ajito4oi
MoHorpadoii Milk thistle dry extract,
refined and standardised EP 3a
nokasHukamu « KinbkicHe
BU3HAUYEHHS» - METOAMKA
npvsefeHa A0 BUMOr MOHorpadii
EP, 3amiHa nokasHuka "BTparta B
Maci Npu BUCYLLIYBaHHI" Ha
nokasHuk "Boga" BifgnoBigHo Ao
BMMOr MoHorpadii EP; 3MiHu |
TMny - BUKNageHHa Metogais
KOHTPOJIIO SIKOCTI Ha Cy6CTaHLito
YKPaiHCbKOK MOBOIO Y 3B'A3KY 3
BMMOramu fjo marepiasnis
peecTpavuiiHoro Aocke, siki
3aTBepxeHi Hakazom MO3
Ykpainu (i3 3MmiHamu i
[ONOBHEHHAMW) Bif, 27 YepBHSA
2019 poky Ne 1528

127.

CUHITIOH®

TabneTtku, BKPUTI
MN/iBKOBOK 060/10HKOIO,
no 10 wr, no 7 TabneTok
y 6nicTepi; no 2, 4 a6o 8
6nicTepiB y KAPTOHHIN
ynakoBLi

BAT "TeneoH
PixTep"

YropumHa

BAT "TepeoH
PixTep", YropwuHa
(Bunyck cepii); TOB

"l'epeoH Pixtep
Monbwa”, NMonba
(KOHTpONb SKOCTI,
[03BiN Ha BUMNYCK
cepii; BUPOGHNLTBO
Hepo3dacoBaHOro
NpOAYKTY, NEPBUHHA
ynakoBka, BTOPYHHA
yrnakoBka)

YropumHa/
Monbwa

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

hapmakoHarnsgy. BeefeHHus abo

3MiHW [0 y3arasibHEHUX JaHuX Npo
cuctemy chapmakoHarnsagy

(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy apmakoHarnsgy,

3MiHa YNOBHOB&XEHOI 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHoOI
ocobu 3 hapmakoHarnisgy
3aABHUKa 419 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, SKLo
BOHa BifMiHHA Bif, yNIOBHOBaXEHOI
ocobw, BignoBiganbHoI 3a
3gificHeHHs chapmakoHarnagy
(BK/IHOYAKOUN KOHTAKTHI JaHi)
Ta/ab0 3MiHWN Y PO3MILLEHHI
mMacTep-haiina cuctemm
thapmakoHarnsgy) - amiHa
KOHTaKTHUX JaHWX YNOBHOBaXXEHOT
ocobu 3asBHUKA, BiANOBIAAUIbHOI
3a 3fjiicHeHHs hapmakoHarnsagy.
3MiHa Micusa 3AiACHEHHSI OCHOBHOT
AiSNbHOCTI 3 dhapmakoHarinay.

3a peyenmom

UA/10511/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MiHa MicLe3HaxoMKeHHs! MacTep-
thaiina cuctemu chapmakoHarnsgy

128.

CUHTOMILWH

nNiHiMeHT 5% no 25ry
Ty6i, mo 1 Ty6i B nayw,

AT "Nly6Hnchapm”

Ykpaina

AT "Nly6Hnhbapm"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavLiiHnX
marepianiB: yTOUHEHHSA
peecTpauiiHoi npoueaypu B
Hakasi MO3 Ykpaiuu Ne 2594 Big
23.11.2021 B npoLeci BHECEHHSA
3MiH - 3MiHu |l TMNYy - 3MiHK 3
akocTi. A®l. BupobHuuteo. 3miHa
BMPOGHMKA BUXiAHOro/NpOMKHOrO
npoAayKTy/peareHTy, Lo
BMKOPUCTOBYIOTbCSH Y
BMPO6HUYOMY npoueci Adl, abo
3MiHa BMPOGHWMKa (BKNOYatoun, ae
HeobXxiAHO, MicLe NpoBeAeHHS
KOHTponito skocTi) APl (3a
BifCYTHOCTI cepTudikaTta
BIANOBIAHOCTI EBPONENChbkili
hapmakonei y 3aTBepAXeHOMY
[0cbe)(BBEAEHHA HOBOrO
BMPO6HUMKa APl 3 HaAaHHAM
MacTtep-caiina Ha Adl) -
BBEJEHHS HOBOro BMpobHuka TOB
«ENMIC», Natsis (BunyckK cepii);
AHnKoy XyakciHr Kemikan Ko.,
NTa., Kntali (yci ctagii
BMPOOHULITBA, 38 BUHSATKOM
BUNYCKY cepii).

6e3 peyenma

UA/4683/01/01

129.

CUH®IOPNKC™
BAKUVHA Ansi
MPODINTAKTUKN
NMHEBMOKOKOBOI
IHOEKLLI
(MONICAXAPUOHN
N AHTUIEH) TA
HETUMNOBAHOI
FEMO®INIbHOI
IHDOEKLIT,
KOH’IOrOBAHA,
AJICOPEOBAHA

cycneHsisi gns iH'ekw;i;
no 1 aosi (0,5 mn)
cycneHsii Ans iH'exuini y
nonepeaHLo
HaroBHEHOMY CKISiHOMY
LUNPWLi Y KOMNNEKTI 3
ofHieto ronkoto abo 3
[ABOMa ronikamu Ta 6e3
ronok; 1 nonepegHL0
HanoBHEHWI WnpuL, 3
rosikoto abo gBoma
ronkamu, abo 6e3 ronok
y iHAMBIgYyanbHOMY
repmMeTuyHO
3anakoBaHoOMy
nnacTyKkoBoMy
KOHTelHepi; no 1
nnacTyKoBoMy
KOHTEiHEepY Y KapTOHHii
kopo6bui; no 1 gosi (0,5

FnakcoCmiTKnsiiH
Ekcnopt Mimiteq

Benvka
BpuTaHis

nakcoCmiTKnsiiH
Bionomxikans C.A.

Benbris

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHun | Tuny -
3aTBEpMKEHHS KBasidpikauiliHoro
npoTokony Ana pedgepeHc
cTaHgapTiB 10 cepoTunis
nonicaxapugis npy BU3HaYEHHi
BMICTY Bi/IbHMX Nosiicaxapuiis
(Free polysaccharide content by
ELISA) y NpOMiXHHMX NpoAyKTax
Ta 3amMiHa cepiii cTaHAapTIB:
ons nonicaxapugy PS23F 3 cepii
SWN1455A04 (A23FBPA006) Ha
cepito SSG1455A01
(A23FBPAO010); ans nonicaxapugy
PS9V 3 cepii SWN1511A04
(AO9VBPAOQO08) Ha cepito
SSG1511A01 (A0O9VBPAO012)

3a peyenmom

UA/15363/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MJ1) cycneHsii ans
iH'eKUili y nonepeiHbo
HarnoBHEHOMY CK/ISIHOMY
wnpuui; no 10 wnpwyis
3 10 ronkamu a6o 6e3
rONOK y IHAUBIAY&TbHUX
repMeTnyHo
3anakoBaHux
NNacTyKoBUX
KOHTeliHepax y
KapTOHHIA KopobLi; no 1
n0o3i (0,5 mn) cycneHaii
ONs iH'eKUii y
MOHO/,030BOMY
CKNsAHOMY hNaKoHi; no
1, 10 a6o 100 dhnakoHiB
Y KapTOHHiIl1 kopobL; No
2 po3u (1 mn) cycnensii
ONs iH'eKUii y
MyNbTUL,030BOMY
donakoHi; no 100
(h/1aKOHIB y KapTOHHIi
KopoobLi

130.

COMABEPT

niodhinizat gnsa po3unHy
Ans iH'ekuii no 10 mry
hNakoHi B KOMNAEKTI 3
PO3YMHHMKOM MO 1 M1y
nonepegHL0
HamoBHEHOMY LINpUL Ta
6e3neyHoto roskoto; 30
chnakoHis, 30
nonepegHLo
HaMoBHEHWX LUMNPULIB Ta
30 6€e3neYHNX rosioK y
KapTOHHIlA KOpooLi

MOAVEP
ENY.CLII.
KOPMOPEWILLH

CLUA

Mdparizep IpneHg,
dapmaceyTumkasic,
IpnaHgis (KoHTposb
SIKOCTi NiKapCbKOro
3acoby); MNdavizep
MeHtoghekUypuHr
Benbris HB, Benbris
(BUpOGHMLTBO,
KOHTPO/b SKOCTi Ta
BWMYCK Cepii Bogu
ONs iH eKuin y
nonepeaHLo
HanoBHEHWX
Lnpuuax,
ofHovacHe
nakyBaHHS Ta
MapKyBaHHs1 BOAM
ONs iH ekyin Ta
nikapcbKoro 3acoby;
BMPOGHMLTBO
niKapcbkoro 3acoby
in bulk Ta nepsuHHe
nakyBaHHSI; BUNYCK
cepii nikapcbkoro
3aco6y; KOHTPO/Ib
SIKOCTi JTiKapCbKOro

IpnaHgis/
Benbris

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3miHu |l Tuny -
3a5BHUKOM HaaHO OHOBMEHUIA
nnaaH ynpasniHHA pu3nkaMun Bepcis
2.0 .3MiHM BHECEHO A0 YacTuH Il
«Cneuudikauis 3 6esneku», Il
«MnaH 3 dhapmakoHarnagy», V
«3axoay 3 MiHimizauii pusukie», VI
«Pe3tome nnaHy ynpasiHHA
pusnkammn», VII «[Jogatkn» y
3B'AI3Ky 3 OHOBJ/IEHHAM iHhopMaLit
BHACNILOK OLiHKMN OCTATOUYHMX
pe3ynbTaTiB AOCNIAKEHHS
Acrostudy, 6araToLeHTpoBoro
nicnsipeecTaljiiniHoro AoCigKeHHs
3 6e3neku ( PASS) Tepanii
npenapatom ComasepT y
nawieHTiB 3 akpomeranieto.
Ctpyktypy NYPa 6yn0 oHOB/EHO
BiAMNOBIAHO A0 pekomeHAaLii
Guideline on good
pharmacovigilance practices
(GVP) Module V — Risk
management systems (Rev 2);
3MiHM |l TRy - 3MiHW BHECEHO [0
iHCTPYKUIi AN MeguyHoro

3a peyenmom

UA/17108/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3acoby, 3a 3aCTOCyBaHHS NiKapcbKoro 3acoby
BUK/IIOYEHHSIM TECTY 00 po3giny "OcobnmnsocTi
"BioaHanis") 3aCTOCYBaHHA" Ta HE3HAYHI
peakuiiHi NpaBkn B TEKCTI
po3ginis "3acTtocyBaHHSA y nepios,
BariTHOCTi abo rofyBaHHs
rpyaar”, "MepenosysaHHa",
"Mo6ivHi peakui. BBefeHHSA 3MiH
npoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS
131. | COMABEPT niocpinizat ANs po3vnHy MNMOAN3EP CWA Mcpaiizep IpneHg, Ipnangis/ BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/17108/01/02
Ans iH'ekuiii no 15 wr; 10 EWY.CLMI. dapmaceyTuKasic, Benbris marepianis: 3miHu |l Tuny -
h1aKoHiIB 3 KOPMOPENLLH IpnaHgjis (koHTpONb 3as5BHUKOM HaZaHO OHOB/IEHWI
niocpinizatom y AKOCTI NiKapCbKOro naaH ynpas/iHHA pu3mMkaMmun Bepcis
MPOMIXHI KapTOHHIM 3acoby); MNdavizep 2.0 .3MiHM BHeceHO A0 yacTuH I
KOpOo6Li; 3 MPOMIXKHI MeHtodekvypuHr «Cneuudpikauisi 3 6esneku», Il
KapTOHHI KOPO6KW B Benvria HB, benbris «MnaH 3 dpapmakoHarnagy», V
KomnnekTi 3 30 (B1pOGHMLTBO, «3axoay 3 MiHiMisauii pusukis», VI
nonepegHL0 KOHTPO/1b SIKOCTi Ta «Pestome nnaHy ynpaeniHHs
HanoBHEHUMU BMNYyCK cepii Boan pusukamu», VII «logatkn» y
wnpuuamu 3 ONA iH eKuin y 3B'AA3Ky 3 OHOBJ/IEHHAM iHhopMaLlii
pO34MHHMKOM (BOAa ANA nonepeaHL0 BHAC/I0K OLiHK/M OCTaTOYHUX
iH’exuii) no 1 mn Ta 30 HanoBHEHUX pesynbTaTiB AOCNiKEHHS
6e3neyHnMy rosikamm B Lwnpuuax, Acrostudy, 6araToLeHTpPoBOro
KapTOHHIA Kopoo6Li ofHo4acHe nicnspeecTauiiniHoro AOCigKEHHS
nakyBaHHs Ta 3 6e3nekn ( PASS) Tepanii
MapKyBaHHs1 BOAM npenaparom ComasepT y
ONs iH eKyini Ta navjieHTIB 3 akpomeraJlieto.
niKkapcbKoro 3acoby; C1pykTypy NYPa 6yno oHOBNEHO
BMPOGHMLTBO BiANOBIAHO A0 pekomeHAaLin
nikapcbkoro 3acoby Guideline on good
in bulk Ta nepBuHHE pharmacovigilance practices
nakyBaHHs; BUMYCK (GVP) Module V — Risk
cepii nikapcbkoro management systems (Rev 2);
3aco0by; KOHTPO/b 3MiHu |l TUNy - 3MiHW BHECEHO A0
AKOCTI NiKapCbKOro IHCTPYKLii 4Nna MegnyHoro
3acoby, 3a 3acTOCyBaHHS NiKapcbKoro 3acoby
BUK/IIOYEHHSIM TECTY 00 po3giny "OcobnmnsocTi
"BioaHanis") 3aCTOCYBaHHA" Ta HEe3HAYHI
peakuiiHi NpaBKn B TEKCTI
po3ginis "3acTtocyBaHHSA y nepios
BariTHOCTi abo rogyBaHHs
rpyaar”, "MepenosysaHHS",
"Mo6ivHi peakui™. BBeeHHS 3MiH
npoTArom 6-T1 MicAuis nicns
3aTBEPAKEHHS
132. | COMABEPT niogpinizar g8 po3vnHy MNPANIEP CWA Mdpalizep Ipnexs IpnaHgis/ BHECEHHS 3MiH [10 peecTpaLiliHnX 3a peyenmom UA/17108/01/03
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Ans iH'ekuii no 20 wr; 10 EWNY.CLML. dapmaceyTmkanc, Benebris marepianis: 3miHu |l Tuny -
hNakoHiB 3 KOPMOPEWLUH IpnaHgisa (KoHTposb 3asiBHUKOM HaZlaHO OHOB/IEHWI
nioghinizatom y AKOCTI NIKaPCbKOro nnaaH ynpasniHHA pu3nkaMun Bepcis
MPOMiXKHI KAPTOHHIM 3acoby); MNdavizep 2.0 .3MiHM BHeCeHO A0 yacTuH I
KOpOO6LL; 3 NPOMiXHI MeHtohekyypuHr «Cneyudikauist 3 6esneku», Il
KapTOHHI KOPOOKY B Benbria HB, benbris «MnaH 3 dpapmakoHarnagy», V
kommnnekTi 3 30 (BUpOGHMLTBO, «3axoay 3 MiHimisauii pusukie», VI
nonepegHLo KOHTPO/Ib SIKOCTi Ta «Pe3tome nnaHy ynpasiHHA
HanoBHEHUMU BUMYCK Cepii Bogu pusukamu», VII «logatkn» y
wnpuuamu 3 ONs iH eKujin y 3B'AI3Ky 3 OHOBJ/IEHHAM iHhopMaLit
PO34MHHMKOM (BOAa ANA nonepegHL0 BHAC/Ni0K OLiHKM OCTaTOYHUX
iH'ekwiid) no 1 mn Ta 30 HanoBHEHUX pe3ynbTaTiB AOCNIAKEHHS
6e3neyHMN ronkamm B Lnpuuax, Acrostudy, 6araToLeHTpoBOro
KapTOHHIlA KopooLi ofHovyacHe nicnsipeecTaljiiniHoro AoCigKEHHSs
nakyBaHHA Ta 3 6e3neku ( PASS) Tepanii
MapKyBaHHs1 BOAM npenapatom ComasepT y
ONs iH ekyin Ta nawieHTiB 3 akpomeranieto.
niKkapcbKoro 3acoby; CtpykTypy NYPa 6yn0 OHOBEHO
BMPOGHMLTBO BiAMOBIAHO A0 pekomeHAaLii
niKapcbkoro 3acoby Guideline on good
in bulk Ta nepBuHHE pharmacovigilance practices
nakyBaHHs1; BUMYyCK (GVP) Module V — Risk
cepii nikapcbkoro management systems (Rev 2);
3aco6y; KOHTPO/Ib 3MiHM Il TUnY - 3MiHW BHECEHO [0
AKOCTI NiKapCbKOro IHCTPYKUii 4Ns MeguyHoro
3acoby, 3a 3acToCyBaHHSA NikapcbKoro 3acoby
BUK/IIOYEHHSIM TECTY 00 po3giny "OcobnmnsocTi
"BioaHanis") 3aCcTOCyBaHHA" Ta HE3HAYHI
peAakLiiHi NpaBKn B TEKCTI
po3ginis "3acTocyBaHHA y nepiof
BariTHOCTi abo rogyBaHHs
rpyaar”, "MepenosysaHHs",
"Mo6iyHi peakuii”. BBefeHHS 3MiH
npoTArom 6-T1 MicAuiB nicns
3aTBEPAXKEHHS
133. | COMABEPT niodpinizat ANs po3umHy NOANIEP CWA Mdparizep IpneHg, Ipnangis/ BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/17108/01/04
Ans iv'ekuiii no 30 wr; 10 EWY.CLMI. dapmaceyTumkanc, Benbris marepianis: 3miHu |l Tuny -
oNakoHiB 3 KOPMOPEWLUH IpnaHgis (KoHTposb 3asiIBHUKOM HaZlaHO OHOB/IEHWA

nioghinizatom y
MPOMIiXKHIl KAPTOHHIl
KopobLi; 3 NPOMiXKHI
KapTOHHI KOPOOKY B
komnnekTi 3 30
nonepegHLo
HanoBHEHUMW
wnpmuamm 3
PO34MHHMKOM (BOAa AN
iH’ekuii) no 1 mn Ta 30

SIKOCTi NiKapCbKOro
3acoby); MNdavizep
MeHtoghekUypuHr
Benbris HB, Benbris
(BUpOGHMLTBO,
KOHTPO/b SKOCTi Ta
BUMYCK Cepii Bogu
ONs iH eKuin y
nonepeaHLo
HanoBHEHWX

nnaH ynpasniHHA pu3nkaMu Bepcis
2.0 .3MiHM BHECEHO A0 YacTuH Il
«Cneuudikauis 3 6esneku», Il
«MnaH 3 dhapmakoHarnagy», V
«3axoay 3 MiHimizauii pusukie», VI
«Pe3tome nnaHy ynpasiHHA
pusnkammn», VII «[Jogatkm» y
3B'AI3KY 3 OHOBJ/IEHHAM iHhopMaLii
BHACNIOK OLiHKN OCTATOUYHMX
pe3ynbTaTtiB AOCNiMKEHHS
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
6e3neyHMN ronkamm B Lnpuuax, Acrostudy, 6araToLeHTpoBOro
KapTOHHilA KopooLi ofiHovyacHe nicnspeecTaljiiniHoro AoCigKEHHS
nakyBaHHA Ta 3 6e3neku ( PASS) Tepanii
MapKyBaHHs1 BOAM npenapatom ComasepT y
ONs iH ekyin Ta nawieHTiB 3 akpomeranieto.
niKkapcbKoro 3acoby; CtpykTypy NYPa 6yn0 OHOBEHO
BMPOGHMLTBO BiAMOBIAHO A0 pekomeHAaLii
niKapcbkoro 3acoby Guideline on good
in bulk Ta nepBuHHE pharmacovigilance practices
nakyBaHHs1; BUMYyCK (GVP) Module V — Risk
cepii nikapcbkoro management systems (Rev 2);
3aco6y; KOHTPO/Ib 3MiHM Il TUNY - 3MiHWM BHECEHO [0
AKOCTI NMiKapCbKOro IHCTPYKUii 4Nns MegnyHoro
3acoby, 3a 3acToCcyBaHHSA NikapcbKoro 3acoby
BUK/IIOYEHHSIM TECTY 00 po3giny "OcobnmnsocTi
"BioaHanis") 3aCcTOCyBaHHA" Ta HE3HAYHI
peAakLiiHi NpaBKn B TEKCTI
po3ginis "3acTocyBaHHA y nepiof,
BariTHOCTi abo rogyBaHHs
rpyaar”, "MepenosysaHHs",
"Mo6iyHi peakuii”. BBefeHHS 3MiH
npoTArom 6-Tm MicAuiB nicns
3aTBEPAXKEHHS
134. | COH-HAUT TabneTkn, BKPUTI ToBapucTBO 3 Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHnx 6e3 peyenma UA/16370/01/01
N1iBKOBOK 060/IOHKOLO, o6MexeHo BVMPOGHMLTBA, OKPIM marepianis: 3MiHu | TMNYy - 3MiHK 3
no 15 mr no 10 TabneTok BiANOBIAANIbHICTIO BUNYCKY cepil, siKocTi. FOoTOBWIA Nikapcbkuii 3aci6.
y 6nicTepi, no 3 "Xapkiscbke KOHTPO/b AKOCTI: Cucrema
6nictepn y kopobui 3 thapmaueBTUYHe ToBapucTBoO 3 KOHTelHep/3aKynopoBanbHWi
KapToHy nigNpPUEMCTBO 06MeXeHo 3aci6. 3MiHa po3mipy ynakoBku
"3p0poB'st Hapoay" BiANOBIAA/ILHICTIO roTOBOrO NiKapCbKOro 3acoby
"®APMEKC IrpPyn-, (BUYYEHHS YNakoBKy NEBHOrO
YKpaiHa; Bunyck po3mipy) -
cepii: ToBapucTso 3 BUyYeHHs ynakoBkn Ne 10 (10x1)
0bMexeHot Ta Ne 20 (10x2) y kopobui 3
BiANOBIAANILHICTIO KapToHy, 3 Bi4NOBIiAHNMMN 3MiHAMU
"XapkiBCcbke y po3aini «Ynakoska» MKA N3.
hapmaueBTUUHe 3MiHV BHECEHI B iHCTPYKLjt0 ANs
nignNpreMcTBO MeAMUYHOr0o 3aCTOCYBaHHS
"3n0poB's Hapoay", nikapcbKoro 3acoby y po3ain
Ykpaina "YnakoBka" (BUyYEHHS YMaKoBKM
NeBHOro po3mipy). BBeageHHs 3MiH
npoTArom 6-T1 MicAuis nicns
3aTBEPAKEHHS.
135. | COPBI/IAKT® pO34nH ANs iHdys3ii, no TOB "lOpis-®apm” YkpaiHa TOB "tOpia-®Papm” YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/2401/01/01

200 mn a6o no 400 mn'y
naswkax; no 200 mn
a6o no 400 mny
naswui; no 1 naswui B

marepianis: 3MiHu | TUnYy - 3MiHN 3
sKocTi. FoToBWIA Nikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3akynoploBanbHuii
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
nauuj 3 KapToHy 3aci6. 3miHa po3mipy ynakoBku
roTOBOrO JliKapCbKOro 3acoby
(BMNyYEHHS yNaKoBKW NEBHOTO
po3wmipy).
BunyyeHHsa ynakosok no 250 mn
Ta 500 MN y KOHTeliHepax
noniMmepHux, 3 BiANOBIAHUMMN
3MiHaMK [0 pO3giny «YnaKkoBka».
BBefeHHs 3MiH NpoTArom 6-Tu
MicAILiB Mic/1A 3aTBEPAKEHHS.
136. | CIIOPAKCO/N kancynu no 100 mr; no 5 3AT "dapmnira” JInToBCbKa Na6opaTtopioc IcnaHis BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/13899/01/01
Kancyn y ctpuni; no 2 Pecny6nika NikoHca, C.A. MaTepianis: BUNPaBIEHO TEXHIYHY
CTpvna B KapTOHHIiA NOMWJIKY B €/1EKTPOHHIl Bepcil
naJui; no 6 kancyny IHCTPYKUIT AN MeguuHoro
cTpuni; no 5 ctpunis y 3aCTOCyBaHH#A, a came BU1y4eHo
KapTOHHI nayi; no 6 Ay6nioBaHHA Ha3BY po3ainy
Kancyn y ctpuni; no 1 "BMPOGHMK", a TakoX B naneposii
CTpUMY B KAPTOHHIl BepCii iHCTPYKLi BuganeHo
nauuj Ay6nioBaHHs iHdhopmaLii B po3gini
"Mo6ivHi peakui”. 3a3HaueHe
BUMNpaB/IEHHS BigNoBifae
marepianam peecTpauiiHoro
[0Cbe
137. | CTONAIAP kancynu Teepgi no 200 BAT "TepeoH YropuHa TOB "T'egeoH Pixtep Monbwa BHECEHHS 3MiH 10 peecTpaLiiiHux | 3a peyenmom UA/14478/01/01
Mmr o 12 kancyny PixTep" Monbwa”, Monbwa marepianis: 3MiHW | TUNY - 3MiHK

6nictepi; no 1 6nictepy
Y KapTOHHIi ynakoBLi

(KOHTPO/b SKOCTI,
[03BiN Ha BUMYCK
cepii; BUPOGHMLTBO
Hepo3acosaHoro
npoaykTy, NepBrHHa
ynakoBKa, BTOPUHHA
ynakoBKa)

ofo 6esnekn/edpekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHV [0 y3ara/ibHEHUX JaHnX npo
cuctemy thapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTtemy thapmakoHarnsagy,
3MiHa YyNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
hapmMakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANS 34ICHEHHS
thapmakoHarnagy B YkpaiHi, AKLO
BOHa BifjMiHHa Bif, YyNOBHOBaXEHOT
ocobu, BiAnoBifanbHOI 3a
3[iiCHeHHs1 hapMakoHarnsay
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnagy) - 3miHa
KOHTaKTHUX AaHWUX YNOBHOBaXKEHOT
0Cco6MU 3as1BHMKA, BignoBigabHOT
3a 3[jlicHeHHs chapmakorHarnsgy.
3MiHa Micus 34iCHEHHSI OCHOBHOT
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

AiSNbHOCTI 3 dhapmakoHarniagy.
3MiHa MicLe3HaxoKeHHsA MacTep-
thaiina cuctemun chapmakoHarnsgy

138.

CTPENCI/IC® 3
BITAMIHOM C 3I
CMAKOM
ANENbCUHA

NbOAAHUKM; No 12
NbOASHUKIB y 6nicTepi;
no 2 6nictepu B
KapTOHHIA Kopoo6Li

PexkkiTT BeHkizep
Xernckep
IHTepHewwHn Jimiteq,

Benuka
BpuTtaHis

PekkiTT BeHkizep
Xenckep
IHTepHewHn Mimiteq,

Benuka
BpuTaHis

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

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3ara/lbHEHNX AaHnX Npo
cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy chapmakoHarnsgy,
3MiHa yNOBHOB&XeHOi 0cobu,
BignoBifa/IbHOI 3a 34jACHEHHS
hapMakoHarnaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iiCHEeHHS
hapmMakoHarnagy B YkpaiHi, KO
BOHa BiMiHHA Bif, yNOBHOBaXXEHOI
ocobw, BignoBigasibHOI 3a
3[iiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa

YMOBHOBaXeHOT 0CObM 3as1BHMKa,

BignoBiganbHOI 3a
hapmakoHarnsg.
MponoHoBaHa pepakuis: Ap.
XenbMyT Meik BexpeHc / Dr.
Helmut Meik Behrens. 3miHa

KOHTaKTHUX JaHWX YNOBHOBaXKEHOT

ocobw, BignoBiganbHoI 3a
hapmakoHarnsg. 3miHa
MiCLie3HaxopKeHHs1 MacTep-
thaiina cuctemun chapmakoHarnsy
Ta oro Homepa

6e3 peyenma

UA/7436/01/01

139.

CTPENCINIC®
IHTEHCUB 3
MEAOM TA
NMMMOHOM

NbOAAHWNKM NO 8,75 mr
no 8 NboAsHUKIB y
6nicTepi; no 2 6nictepu
Y KapTOHHiIli kopobui

PekkiTT BeHkizep
Xerckep
IHTepHewwHn Jimiteq,

Benuka
BpuTtaHis

PekkiTT BeHkizep
Xenckep
IHTepHewHn flimiTeq,

Benuka
BpuTaHis

BHECEHHS 3MiH 10 peecTpaviiiHnX
marepianis: 3MiHW | 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

6e3 peyenma

UA/7696/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

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
thapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CObM 3as1BHMKA,
BignoBiganbHOI 3a
thapmakoHarnag.
MponoHoBaHa pepakuis: Ap.
XenbMyT Meik BexpeHc / Dr.
Helmut Meik Behrens. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXKEHOT
ocobu, BignoBifanbHOI 3a
hapmakoHarnsg. 3miHa
MiCLie3HaxopKeHHs1 macTep-
thaiina cuctemu chapmakoHarnsgy
Ta /ioro Homepa

140.

CTPOHJEKC

cnpeii ons poToBoi
NOPOXHWUHWN [030BAHWIA,
12,5 mr/go3a no 10 mn
(64 po3n) abo no 5 mn
(32 po3un) y chnakoHi
nonimepHomy a6o 3i
CBIT/103aXMCHOTO CKNa,
no 1 chnakoHy y navui 3
KapToHy

TOB HB®
«MIKPOXIM»

YKpaiHa

TOB HB®
«MIKPOXIM»

YkpaiHa

BHECEHHS 3MiH 10 peecTpavLiiiHnX
mMartepianis: 3miHu | TUny -
AOMiHiCTpaTMBHI 3MiHU. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
3asBHUKA (BnacHuKa
peecTpavLinHOro Noceig4YeHHs) -
3MiHa HaliMeHyBaHHs Ta agpecu
3asBHUKa. BBeAeHHSA 3MiH
npoTArom 6-T1 MicAuiB nicns
3aTBepKeHHs. 3MiHu | Tuny -
AOMiHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu
MiCL MPOBAKEHHS AiS/IbHOCTI
BUPOGHMKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIOYaum
AinbHULI BUNYCKy cepii abo MicLe
NpoBeAEeHHA KOHTPOJO SKOCTI.
(misnbHiCTb, 3a AKy Bignosifae
BMPOGHUK/IMNOpPTEp, BK/IKOYAKUM
BUMNYCK Cepiit) - 3MiHa
HallMeHyBaHHS Ta afgpecu micus
NPOBaPKEHHS AiANbHOCTI
BMpOOHUKa. BBEAEHHS 3MiH
npoTArom 6-T1 MicAuis nicns
3aTBepKeHHs. 3MiHu | Tuny -
3MiHK 3 SKOCTi. FOTOBWIA
nikapcbkuii 3aci6. Onuc Ta cknag.
3MiHa y cknagi (onoMixkKHMX

3a peyernmom

UA/15759/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

peyoBMHax) roToBOro NikapCbKoro
3aco0y (iHLUi AOMOMIXHI pEYOBUHN)
- 3amiHa OfHi€l AONOMIKHOT
PEYOBMHMN Ha iHLWWY 3 TUMW CaMUMK
PYHKLiOHa/TbHUMM
XapakTepucTkamy Ta Ha Tomy
camoMy PiBHi - 3aMiHa AOMOMIKXHNX
PEyYOBVH MEHTO/Y Ta KNCNOTH
XNOPUCTOBOAHEBOT
KOHLIEHTPOBaHO| Ha JIEBOMEHTO |
KNCOTY X/I0PUCTOBOAHEBY
po3BeAeHy 3 TUMU CaMUMM
hyHKLiOHANTbHUMN
XapakTtepucTikamy Ta Ha Tomy
camoMy piBHi. 3MiHN BHECEHI B
IHCTPYKLilO ANS MeanyHOro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby
y po3ginu "Cknag" (80nomMikHi
peyoBuHM) , "BUPOGHNMK",
"Micue3HaxomKeHHA BUPOGHMKa
Ta lioro agpeca micus
NPOBaPKEHHA AiS/IbHOCTI" 3
BiANOBIAHUMU 3MiHAMU B TEKCTI
MapKyBaHHS yNakoBOK. BBeeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPAKEHHS.

141.

CTYFEPOH

Tabnetku no 25 mr, no
25 TabneTok y 6nictepi;
no 2 6nictepu B
KapTOHHI ynakosL,i

BAT "T'efieoH
PixTep"

YroplmHa

BAT "T'efieoH
PixTep"

YropumHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHU | TUMY - 3MiHK
Lofo 6e3nekn/edpekTMBHOCTI 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
thapmakoHarnagy) - 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXKEHOT
0Cco6M 3as1BHMKA, BignoBigaibHOT

3a peyenmom

UA/7385/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3a 3fjiicHeHHs hapmakoHarnsagy.
3MiHa Micus 3AiiCHEHHSI OCHOBHOT
AiSNbHOCTI 3 dhapmakoHarnagy.
3MiHa MicLe3HaxomKeHHs! MacTep-
dhaiina cuctemu chapmakoHarnsay

142.

TAPFOLVA®

niodhinizat gnsa po3unHy
ONs iH'exui no 400 wmr; 1
dhnakoH 3 niocpinizaTom
y koMnnekTi 3 1
amnysiol Po3YMHHMKA
no 3,2 mn (Boga Ans
iH'EKLI) B KAPTOHHIN
Kopobui

TOB "CaHodpi-
ABeHTiC YkpaiHa"

Ykpaina

CAHO®I C.P.J.

ITanis

BHECEHHS 3MiH [0 peecTpavuiiHnX
Marepianis: 3miHu | Tuny -
AOMiHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu
MiCL MPOBAKEHHS AiS/TIbHOCTI
BUPOGHMKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIOUaum
AinbHULI BUNYCKy cepii abo MicLe
NpOoBeAEeHHA KOHTPOJO SKOCTI.
(misnbHiCTb, 3a AKy Bignosifae
BMPOGHUK/IMNOpPTEp, BK/IKOYAKUM
BUWMYCK Cepiii) - 3MiHa Ha3Bu Ta
agpecy BupobHuka 13, 6e3 3MiHu
MicLS BUPOGHMLITBA. 3MiHM
BHECEHO B IHCTPYKLitO A4/1A
Me[MYHOro 3aCTOCYBaHHS LLOA0
HaliMeHyBaHHA Ta
MiCLLe3HaxXoMKEHHSI BUPOBHMKaA 3
BiANOBIAHMMW 3MiHAMW Y TEKCTI
MapKyBaHHS YNakoBKW NiKapcbkoro
3acoby. BBefieHHs 3MiH NPOTArom
6-TV MiCALIIB MiC/1A 3aTBEPKEHHS

3a peyenmom

UA/9229/01/02

143.

TAXOKOMB

maTpuus ans
CK/E0BaHHA TKaHWH; N0
1 matpuui po3mipom 2,5
cMm x 3,0 cm y 6nicTepi;
no 1 6nictepy B nakeTi;
no 1 nakeTy B KAPTOHHiIN
Kopo6ui; no 1 matpuui
po3mipom 4,8 cm x 4,8
cMm Yy 6nicTepi; no 1
6nicTepy B nakeTi; no 2
nakeTy B KApTOHHIiA
Kopob6ui; no 1 matpuui
po3mipom 9,5 cm x 4,8
cMy bnictepi; no 1
6nictepy B nakeTi; no 1
nakeTy B KapPTOHHIi
Kopobui

Takena ABCTpis
6X

ABCTpIs

BMPOGHULITBO 3a
MOBHUM LIK/TOM:
Takepa ABCTpIst
M6X, ABCTpis;
cTepunisauis: BB®
CrepunisaujioHcepsi
¢ 'm6X, HimeuunHa;
KOHTPO/b SKOCTI
cepii
"CTepubHICTb":

Na6op IC CE Ta Ko.

K, HimeuuunHa;
KOHTPO/Ib AKOCTI
cepii
"CTepwbHICcTb":
ABCTpilicbke
areHCTBO OXOPOHU
3[,0p0B'A Ta
NpoAOBONLYOT
6e3nekn (AGES)
MM6X IHCTUTYT
MeanYHoi

Himeuunna/
ABCTpist

BHECEHHS 3MiH 10 peecTpaviiiHnX
MaTepianis: 3MiHun | Tuny -
BHECEHHS 3MiH 0 po3ainy 3.2.A.1
MpuMiLLLeHHA Ta 061agHaHHS.
BBefeHHA HOBOI a/lbTepHaTUBHOI
X0M0ANNBbHOT 30HM 36epiraHHs
“Takeda Austria GmbH, External
warehouse Patheon Austria GmbH
& Co.KG, St.-Peter-Strasse
25/Building 55/Cold warehouse”
(Big 2 po 5°C) pnst TMM4acoBoro
36epiraHHA A®| PibpuHoreHy
NoAnHN Ta TPOMGIHY N0AVHK,
3MiHW | TUNY - BHECEHHS 3MiH A0
po3giny 3.2.A.1 MpumilieHHsa Ta
obnagHaHHs. OHOBNEHHS NNaHy
noBepxy, 30HW AN KIHLEBOTO
(TPETMYHOrO) NaKkyBaHHS Ha
nepomy nosepci B 6yaisni 33y
3B’AA3KY 3 BBEJIEHHAM [04ATKOBOrO
LUNIO3Y AN15 NepcoHasy B CyCigHiN
oyaisni 44; 3miHn | Tuny -

3a peyernmom

UA/8345/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Mikpobiosorii Ta
ririenn (IMED),
AscTpis

BHECEHHS 3MiH 0 po3giny 3.2.A.1
MpuMilLeHHA Ta 06N1afHaHHS.
OHOB/EHHSA MnaHy NoBEPXY 30HW
[ANA KiHLEeBOro (TPeTu4Horo
nakyBaHHS Ha nNepLLOMy MOBepCi B
6yaiBni 33 y 38'3Ky 3
BVAAIEHHAIM CTiH B NMPUMILLEHHI
OnA nakysaHHA 07

144.

TEBAHTUH®

kancynu no 300 wmr; no
10 kancyn y 6nictepi; no
5 a6o 10 6nictepiB y
KapTOHHI/ ynakosL,i

BAT "T'efieoH
PixTep"

YroplmHa

BAT "T'efieoH
PixTep"

YropumHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHU | 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

KOHTaKTHUX AaHnX YNOBHOBaXKEHOT
0Cco6M 3as1BHMKA, BignoBigasbHOT

3a 3[jiicHeHHs hapMakoHarnsgay.

3MiHa Micus 34iCHEHHSI OCHOBHOT
AiSNbHOCTI 3 dhapmakoHarniagy.

3MiHa MicLe3HaxoMKeHHs MacTep-

dhaiina cuctemm chapmakoHarnsgy

3a peyenmom

UA/3421/01/02

145.

TEBA/IOP-TEBA

Tabnetkn ans
CMOKTaHHs, no 20
Tabnetok y 6nictepi; no
1 a6o 2 6nicTepu B
KapTOHHI nayw,i

TOB "TeBa YkpaiHa"

YKpaiHa

BankaHdapma-
Pasrpag AT,
Bonrapis,
BankaHdapma-
OynHnusa AT,
Bonrapis

Bonrapis

BHECEHHS 3MiH 10 peecTpaviiiHnX
marepianis: 3MiHW | TURY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarsgy - OHOBJIEHHS
TEKCTY MapKyBaHHSA BTOPUHHOT
yNakoBKM NikapCbKoro 3acoby.
BBefeHHA 3MiH NPOTArom 6-1u

MicsILiB nicns 3aTBepoKEHHS

6e3 peyenma

UA/4271/01/01

146.

TENAINIH

Tabnetkn, 40 mr/5 Mr; no
10 TabneToK y 6nictepi;

KPKA, a.4a., HoBo
MecTo

CnoseHis

BMPOBHMUTBO "in
bulk", nepBuHHe Ta

CnoBeHisi

BHECEHHS 3MiH 40 peecTpaLiiHnx
MaTepianis: 3MiHu | Tuny -

3a peyenmom

UA/17332/01/04
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
no 3 abo no 9 6nictepis BTOPUHHE AAMiHICTpaTUBHI 3MiHW. 3MiHa
Y KapTOHHili kopobLi nakyBaHHs, HalilmeHyBaHHs Ta/abo agpecu

KOHTPONb Ta BUMYCK
cepiii: KPKA, a.4.,
HoBo mecTo,
CoBeHIs; KOHTPO/b
cepiii: KPKA, a.4.,
HoBo mecTo,
CnoBeHis

MiCLA NPOBAKEHHSA AiSNIbHOCTI
BMPOGHMKa (BK/IOYaouu, 3a
Heob6XiAHOCTI, Micue NpoBeAeHHs
KOHTPO/IO AIKOCTIi), a60 B/iacHUKa
macTep-aiina Ha Adl, abo
nocravansHuka A®l/BuxigHoro
mMaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 3aCTOCOBYOTLCA Y
BMPOB6HULTBI ADI (AKLLO
3a3HAYeHo Y [0CLE Ha NikapcbKuii
3acib) 3a BigCyTHOCTI cepTudikata
BiANOBIAHOCTI EBpONeichbkili
hapmakonei y 3aTBepiKkeHoOMy
[ocbe, abo BUPOOHMKa HOBOT
[LOMOMDKHOI peYOBUHM (SAKLLO
3a3Hay4YeHo y 0CbE) 3MiHa agpecu
MiCLl MPOBaKEHHS AiSSTIbHOCTI
BMpobHuKa Topharman Shandong
Co., Ltd., 6e3 hakTMyHOi 3MiHK
micus BupobHuuTea A®l. 3miHn |
MYy - 3MiHU 3 AKOCTI. ADI.
KoHTponb A®I. 3miHa y MeToaax
BMNpobyBaHHA APl abo BuXigHOTO
mMaTtepiany/npomibKHOro
npoaykTy/peareHty, Lo
BMKOPWCTOBYETLCA Y NPOLIECI
BUpO6HULUTBA AP| (HE3HAYHI 3MiHW
y 3aTBEPXEHNX MeTodax
BMNPOOYBaHHS)
3MiHa y MeTogi BUNnpobyBaHHA Ad|
amniogunivy 6ecunaTty, a came
He3HauHa 3MiHa y 3aTBepKeHoOMY
MeTOoAj BUNPO6YBaHHSA
«MikpobionoriyHa aKicTb». 3MiHu |
TNy - 3miHn 3 sikocTi. CepTudiikat
BignosigHocTI/lE-cepTudikart
BiNOBIAHOCTI E€BpPONENChKiit
thapmakonei/moHorpadii.
MogaHHA HoBOro abo OHOB/IEHOrO
cepTudpikaTa BignosigHoOCTI abo
BU/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
hapmakonei: ana A®l; gns
BMXiAHOTO
MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS
y BUPO6HUUTBI ADI; ans
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

[0MOMDKHOT PEYOBUHU
(cepTudpikat BiANOBIAHOCTI
€sponelicbkili hapmakoner) -
OHoBReHWi cepTuddikaT Big yxe
3aTBEPAKEHOrO BUPOOHMKA -
noAaHHs OHOBJ/IEHOTO cepTudikaTy
BiANOBIAHOCTI EBpONechbkil
thapmakonei Big Bxe
3aTBEpPAXEHOro BUpo6HMKa KRKA,
d.d., Novo mesto anst Adl
TenmicaptaHy: RO-CEP 2015-307-
Rev 02 (nonepegHs pegakuisa RO-
CEP 2015-307-Rev 01). 3minu |
Tuny - 3MiHK 3 AkocTi. CepTudpikat
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONechbkil
thapmakonei/MoHorpadir.
MoaaHHsA HoBOro abo OHOB/IEHOTO
cepTudiikaTa BignosigHocTi abo
BWJTyYEeHHs cepTudikaTa
BiNOBIAHOCTI E€BpPONENChKiit
hapmakonei: ana A®l; pns
BUXiAHOTO
MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPNCTOBYIOTHCA
y BUPOGHMLTBI ADI; ans
[0MOMDKHOT PEYOBUHM
(cepTudpikaT BigMoOBIAHOCTI
€Bponelicbkiin hapmakone) -
OHoBNEHWIA cepTudikar Big, yxe
3aTBEPAKEHOI0 BUPOOHMKA -
nofaHHA OHOB/IEHOTO cepTudikaTy
BiNOBIAHOCTI E€BpONeNChKiit
hapmakonei Big, BXxe
3aTBEPAKEHOTO BUPOOHMKA
Alembic Pharmaceuticals Limited
ana A®l tenmicaptaHy: R1-CEP
2008-217-Rev 06 (nonepesHs
pepakuis R1-CEP 2008-217-Rev
05).
3MiHY | TUNY - 3MiHW 3 AKOCTI.
FOTOBWIA NniKapcbkuii 3aci6.
KOHTpO/b roTOBOrO /iKapcbKoro
3acoby. 3miHa y MeTogax
BMNPOGYBaHHA roTOBOro
nikapcbKkoro 3acoby (He3HayHa
3MiHa y 3aTBEpAKEeHUX MeTogax
BMNPO6YBaHHSA) HE3HAYHA 3MiHa Y
MeTO/ax KOHTPOJI0 SKOCTI
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

«CynyTHi AOMILLKM TenImicapTaHy
Ta amnoauniHy B Tabnetkax» [N3.
3MiHu | TURY - 3MiHKU 3 SKOCTI.
[oTOBMIA NiKapcbKuii 3acio.
KOHTpO/b roTOBOrO MikapcbKoro
3acoby (iHwWi 3MiHK) Nnepeknag
MK$ 3 pocilicbkoi MOBY Ha
YKpaiHCbLKY MOBY A1 MPUBEAEHHSA
Yy BifnoBigHICTb i3 BUMOramm
YMHHOT pegakuii Hakasy MO3
Ykpainu Ne 426 Big 26.08.2005.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALIB MiCNS 3aTBEPAXKEHHS.
3MiHY | TUNY - 3MiHW 3 AKOCTI.
FOTOBWIA NniKkapcbkuii 3aci6.
CTabinbHicTb. 3MiHa y TepMiHax
npuaaTHOCTI abo ymoBax
36epiraHHsA roTOBOro NiKapCbKOro
3ac00y (36i/1bLUEHHS TEPMIHY
NpVYAATHOCTI FOTOBOTO NiKapCcbKOro
3aco6y) - [1na TOproBoi ynakoBku
(nigTBEPOAXKYETLCA AaHUMMN
peanbHOro Yacy) 36inbLIeHHs
TepMiHy NpUAATHOCTI FOTOBOTO
nikapcbKoro 3acoby A5 TOprosoi
yNaKkoBKU 3 2 pokiB 10 3 POKIB.
3MiHN BHECEHO B IHCTPYKLi0 ANns
MeJMYHOr0o 3acTOCYBaHHS
nikapcbKoro 3acoby y po3ain
"TepmiH npugaTHocTi".
BBegeHHA 3MiH npoTArom 6-tm
MicsILiB Micns 3aTBepAKEHHS

147.

TENAINIH

Ta6netkun, 40 mr/10 wmr;
no 10 Tabnetok y
6nictepi; no 3 a6o no 9
6nicTepiB y KAPTOHHIN
Kopobui

KPKA, a.4., Hoso
MeCTo

CnoBeHisa

BMPOGHMLTBO "in
bulk", nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/b Ta BUMYCK
cepiii: KPKA, a.4.,
Hoso mecTo,
CnoBeHisi; KOHTPO/b
cepiii: KPKA, a.4.,
Hoso mecTo,
CnoseHis

CnoBeHis

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3miHu | Tuny -
AOMiHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu
MiCL MPOBAKEHHS AiS/IbHOCTI
BUPOGHMKa (BK/THOYaKOUK, 3a
HeobXigHOCTI, MicLe NpoBeAeHHS
KOHTPO/O SIKOCTi), ab0 BracHuka
macTep-aiina Ha Adl, abo
noctavyanbHuka Adl/BuxigHoro
Marepiany/peareHTy/npomMiKHOro
NPOAYKTY, LU0 3aCTOCOBYOTLCA Y
BMPOOHULTBI ADI (AKLLO
3a3Ha4YeHo y J0CbE Ha NikapCbkuii
3acib) 3a BiACYTHOCTI cepTudpikara
BIANOBIAHOCTI EBPONENChbKili
chapmMakonei y 3aTBepaKeHoMy

3a peyenmom

UA/17332/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

[ocbe, abo BUPOOHMKaA HOBOT
[LOMOMDKHOI peYOBUHM (AKLLO
3a3Ha4YeHo y 0CbE) 3MiHa afpecu
MiCL MPOBaKEHHS AiS/IbHOCTI
BMpobHuKa Topharman Shandong
Co., Ltd., 6e3 hakTMyHOi 3MiHK
micus BupobHuuTea A®l. 3miHn |
MYy - 3MiHU 3 AKOCTi. ADI.
KoHTponb A®I. 3miHa y MeToaax
BMNpobyBaHHA APl abo BuXigHOTO
mMaTtepiany/npomiKHOro
npoaykTy/peareHty, Lo
BMKOPWCTOBYETLCA Y NPOLIECI
BUpO6HULUTBA AP| (HE3HAYHI 3MiHK
y 3aTBEPXEHNX MeTodax
BMNPOOYBaHHS)
3MiHa y MeTogi BUNpobyBaHHA Ad|
amniogunivy 6ecunaTty, a came
He3HauHa 3MiHa y 3aTBepKeHoOMy
MeTOAj BUNPO6YBaHHSA
«MikpobionoriyHa aKicTb». 3MiHu |
TNy - 3miHn 3 skocTi. CepTudiikar
BignosigHocTI/lE-cepTudikart
BiNOBIAHOCTI E€BpONeNChKiit
thapmakonei/MoHorpadii.
MofaHHA HoBOro abo OHOB/IEHOrO
cepTtudpikaTa BignosigHoCTI abo
BU/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
hapmakonei: ana A®l; gns
BMXiAHOTO
MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS
y BUpO6HNLTBI ADI; ans
[0MNOMDKHOT peYOBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponelicbkin hapmakoner) -
OHOBNEeHWi cepTuddikaT Big yxe
3aTBEPKEHOr0 BUPOOHUKA -
nofaHHA OHOBJ/IEHOTO cepTudikaTy
BiANOBIAHOCTI EBpONeichbkili
hapmakonel Big, Bxe
3aTBepaAxeHoro BupobHunka KRKA,
d.d., Novo mesto ans Adl
TenwvicaptaHy: RO-CEP 2015-307-
Rev 02 (nonepegHs pegakuis RO-
CEP 2015-307-Rev 01). 3minn |
™My - 3MiHK 3 akocTi. CepTuddikat
BignosigHocTI/l E-cepTudcpikar
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BiANOBIAHOCTI EBpONechbkil

BMNPO6YBaHHSA) HE3HAYHA 3MiHa Y
«CynyTHi AOMILLKM TenmicapTaHy
Ta amnoaunidy B Tabnetkax» [N3.
KOHTpO/1b roTOBOrO NikapcbKoro

KpaiHCbKy MOBY /151 NPUBEAEHHSA

Ykpainu Ne 426 Big, 26.08.2005.
BBegeHHA 3MiH npoTArom 6-tm

thapmakonei/MoHorpadir.
MoaaHHsA HoBOro abo OHOB/IEHOTO
cepTudiikaTa BignosigHocTi abo
BWJTyYEHHs cepTudikaTa
BiNOBIAHOCTI E€BpONeNChKiit
hapmakonei: ana A®l; pns
BUXiAHOTO
mMaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPNCTOBYIOTHCA
y BUPOGHMLTBI ADI; ans
[0MOMDKHOT PEYOBUHN
(cepTudpikaT BigMoOBIAHOCTI
€Bponelicbkiin hapmakone) -
OHoBNEHWIA cepTudikar Big, yxe
3aTBEPAKEHOIO BUPOOHMKA -
nofaHHA OHOB/IEHOTO cepTudikaTy
BiNOBIAHOCTI E€BpPONENChKiit
hapmakonei Big, BXxe
3aTBEPAKEHOTO BUPOOHMKA
Alembic Pharmaceuticals Limited
ana A®l tenmicaptaHy: R1-CEP
2008-217-Rev 06 (nonepesHs
pepakuis R1-CEP 2008-217-Rev
05).
3MiHY | TUNY - 3MiHW 3 AKOCTI.
FOTOBWIA Nnikapcbkuii 3aci6.
KOHTpO/b roTOBOrO /iKapCbKoro
3acoby. 3miHa y MeTogax
BMNPOGYBaHHA roTOBOro
nikapcbKoro 3acoby (He3HayHa
3MiHa Y 3aTBEpAKEeHUX MeTogax

MeTofax KOHTPO/O SIKOCTI
3MiHu | TMRNY - 3MiHKU 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.

3aco06y (iHwWi 3MiHKM) nepeknag,
MK$ 3 pocilicbkoi MOBY Ha

Y BiZMNOBIZHICTb i3 BUMOramu

YMHHOI pefakuii Hakasy MO3

MiCALIB NiCNA 3aTBEPAXKEHHS.
3MiHu | TURY - 3MiHKU 3 SKOCTI.

oTOBMIA NNikapcbkunii 3aci6.
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina

ynakoska)

BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

148.

TENAINIH

Tabnetkn, 80 mr/5 mr; no
10 TabneTok y 6nicTepi;

KPKA, a.4., Hoso
MeCTO

CnoBeHisa

BMPOGHMLTBO "in

CnoBeHis

CTabinbHicTb. 3MiHa y TepMiHax
npuaaTHOCTI abo ymoBax
36epiraHHsA roTOBOro NiKapCbKOro
3ac00y (36i/1bLUEHHS TEPMIHY
NpYAATHOCTI FOTOBOTO NiKapCcbKOro
3aco6y) - [1na TOproBoi ynakoBku
(nigTBEPOAXKYETLCA AaHUMMN
peanbHOro Yacy) 36inbLIeHHs
TEepMiHy NpUAATHOCTI FOTOBOrO
nikapcbKkoro 3acoby A5 TOprosoi
yNaKkoBKU 3 2 pokiB 10 3 POKIB.
3MiHN BHECEHO B IHCTPYKLiO ANna
MeJMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ain
"TepmiH npugaTHocTi".
BBegeHHs 3MiH npoTArom 6-tm
MicsILiB Micns 3aTBepIKEHHs

no 3 abo no 9 6nictepis
Y KapTOHHIl kopoobLi

bulk", nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/b Ta BUMYCK
cepiii: KPKA, a.4.,
Hoso mecTo,
CnoBeHiIsi; KOHTPO/b
cepiii: KPKA, g.4.,
HoBo mecTo,
CnoseHis

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3miHu | Tuny -
AOMiHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu
MiCL MPOBaKEHHS AiSSTIbHOCTI
BUPOGHMKa (BK/THOYaKOUK, 3a
HeobXigHOCTI, MicLe NpoBeAeHHSA
KOHTPO/O SIKOCTi), ab0 BriacHuka
macTep-aiina Ha Adl, abo
noctavyanbHuka Adl/BuxigHoro
Marepiany/peareHTy/npomMiKHOro
NPOAYKTY, LU0 3aCTOCOBYHTLCA Y
BMPOOHULTBI ADI (AKLLO
3a3Ha4YeHo y J0CbE Ha NikapCbkuii
3acib) 3a BiACYTHOCTI cepTuddikara
BIANOBIAHOCTI EBPONENChKili
hapmakonei y 3aTBepaXeHOMY
nocbe, abo BUPOOHUKA HOBOI
[,0MOMIXHOT pevyoBUHU (SIKLLO
3a3HayeHo y A0Cbe) 3MiHa agpecu
MiCLisi MPOBAMKEHHS AiANIbHOCTI
BMpo6HUMKa Topharman Shandong
Co., Ltd., 6e3 dhakTU4HOI 3MiHN
Micua BUpo6HULTBA AP, 3MiHK |
TMny - 3MiHK 3 aKocTi. AdI.
KoHTponb A®l. 3miHa y meTogax
BUNpo6yBaHHA APl abo BUXigHOrO
mMaTepiany/npomiKHOro
npoayKTy/peareHTy, Wo
BMKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA AD| (HE3HAYHI 3MiHN

y 3aTBEPKEHUX MeToaax

3a peyernmom

UA/17332/01/02
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

BMNPOOYBaHHS)
3MiHa y MeTogi BUNpobyBaHHA Ad|
amniogunivy 6ecunaTty, a came
He3HauHa 3MiHa y 3aTBepKeHoOMY
MeTOAi BUNPO6YBaHHSA
«MikpobionoriyHa aKicTb». 3MiHu |
TNy - 3miHn 3 sikocTi. CepTudikat
BignosigHocTI/lE-cepTudikart
BiNOBIAHOCTI E€BpPONENChKiit
thapmakonei/mMoHorpadii.
MofaHHA HoBOro abo OHOB/IEHOrO
cepTudpikaTa BignosigHoOCTI abo
BU/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONeichbkili
hapmakonei: ana A®l; gns
BMXiAHOTO
MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS
y BUpO6HNLTBI ADI; aAns
[0MNOMDKHOT peYOBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponelicbkin hapmakoner) -
OHOBNEeHWi cepTuddikaT Big yxe
3aTBEPKEHOr0 BUPOOHUKA -
noJaHHA OHOBJ/IEHOTO cepTudikaTy
BiANOBIAHOCTI EBpONechbkili
hapmakonel Big, Bxe
3aTBepaAXeHoro BupobHunka KRKA,
d.d., Novo mesto ans Adl
TenwvicaptaHy: RO-CEP 2015-307-
Rev 02 (nonepeaHs pegakuis RO-
CEP 2015-307-Rev 01). 3miHn |
™My - 3MiHK 3 akocTi. CepTuddikat
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONechbkili
thapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOIO
cepTugikaTa BignoBigHoCcTi abo
BUyYEHHA cepTudikata
BiANOBIAHOCTI EBpONechbkil
hbapmakonei: ana Adl; ons
BUXi4HOro
Marepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCA
y BUPO6GHULTBI ADI; ans
[0MOMIKXHOT PEYOBUHU
(cepTudpikat BiANOBIAHOCTI
€sponelicbkili hapmakoner) -
QOHoB/IeHWIA cepTudpikat Big yxe
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3aTBEPAKEHOr0 BUPOGHMKA -

BiNOBIAHOCTI E€BpPONENChKiit
hapmakonei Big, BXxe
3aTBEPAKEHOT0 BUPOGHHMKA

ana A®l tenmicaprtaHy: R1-CEP
2008-217-Rev 06 (nonepesHs
pepakuis R1-CEP 2008-217-Rev
05).
3MiHY | TUNY - 3MiHW 3 AKOCTI.
FOTOBWIA NniKkapcbkuii 3aci6.
KOHTpO/b roTOBOrO /iKapCbKoro
3acoby. 3miHa y MeTogax
BMNPOGYBaHHA roTOBOro
nikapcbkoro 3acoby (He3HayHa
3MiHa Y 3aTBEpAKEeHUX MeTogax
BMNPOGYBaHHSA) HE3HAYHA 3MiHa Y
MeToAax KOHTPOJIO SKOCTi
«CynyTHi AOMILLKM TenmicapTaHy
Ta amnoaunidy B Tabnetkax» [N3.
3MiHu | TUNY - 3MiHKU 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
KOHTpO/1b roTOBOrO NikapcbKoro
3aco06y (iHWi 3MiHKM) nepeknag,
MK$ 3 pocilicbkoi MOBY Ha
YKparlHCbKy MOBY /15 NPUBEAEHHA
Y BiAMNOBIZHICTb i3 BUMOramu
YMHHOI pefakuii Hakasy MO3
Ykpainu Ne 426 Big, 26.08.2005.
BBegeHHA 3MiH npoTArom 6-tm
MiCALIB NiCNA 3aTBEPOXKEHHS.
3MiHu | TURY - 3MiHKU 3 SKOCTI.
[oTOBMIA NiKapcbKuii 3acio.
CrabinbHicTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax

NoflaHHs1 OHOBJ/IEHOTO CepTudiKaTy

Alembic Pharmaceuticals Limited
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36epiraHHsA roTOBOrO J1iKapCbKOro
3ac006y (36i/1bLUEHHS TEPMIHY
NPWAATHOCTI FOTOBOrO /iKaPCbKOro
3acoby) - s TOproBoi ynakoBKu
(niaTBEPOKYETHCA AAHUMU
peasibHOro yacy) 36inbLUeHHs
TEepMiHy NpWAATHOCTI FOTOBOTO
nikapcbKoro 3acoby 4715 TOprosoi
yMakoBKM 3 2 POKiB A0 3 POKIB.
3MiHU BHECEHO B IHCTPYKLil0 AN1s
MeAUYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ain

"TepMiH NpuagaTHOCTI".




Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BBegeHHA 3MiH npoTArom 6-tm
MicsILiB Micns 3aTBepIKEHHs
149. | TENAINIH Tabnetkn, 80 mr/10 wr; KPKA, a.4., Hoso CnoseHis BMPOBHMUTBO "in CnoBeHis BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/17332/01/03

no 10 Tabnetok y
6nictepi; no 3 a6o no 9
6nicTepiB y KAPTOHHIN
Kopobui

MecCTo

bulk", nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/b Ta BUMYCK
cepiii: KPKA, a.4.,
Hoso mecTo,
CnoBeHisi; KOHTPO/b
cepiii: KPKA, a.4.,
Hoso mecTo,
CnoseHis

marepianis: 3miHu | Tuny -
AOMiHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu
MiCL MPOBAKEHHS AiS/TIbHOCTI
BUPOGHMKa (BK/THOYaKOUK, 3a
HeobXigHOCTI, MicLe NpoBeAeHHSA
KOHTPO/O SIKOCTi), a60 BriacHuka
macTep-aiina Ha Adl, abo
noctavyanbHuka Adl/BnxigHoro
Marepiany/peareHTy/npomMiKHOro
NPOAYKTY, LU0 3aCTOCOBYOTLCA Y
BMPOOHULTBI ADI (AKLLO
3a3Ha4YeHo y J0CbE Ha NikapCbkuii
3acib) 3a BiACYTHOCTI cepTuddikara
BIANOBIAHOCTI EBPONENChbkili
hapmakonei y 3aTBepAXeHOMY
nocbe, abo BUPOOHUKA HOBOI
[,0MNOMIXHOT PeYOBUHU (SIKLLO
3a3HayeHo y A0Cbe) 3MiHa agpecu
MiCLisi MPOBAMKEHHS AiANIbHOCTI
BMpo6HUKa Topharman Shandong
Co., Ltd., 6e3 dhakTU4HOI 3MiHK
Micusa BUpo6HuULUTBa APl 3MiHK |
TMny - 3MiHK 3 aKocTi. AdI.
KoHTponb A®L. 3miHa y meTogax
BUNpo6yBaHHA APl abo BUXigHOrO
mMaTepiany/npomiKHOro
npoayKTy/peareHTy, Wo
BMKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA AD| (HE3HAYHI 3MiHN
y 3aTBEPXEHNX MeTodax
BUNPOGYBaHHS)
3MiHa y MeToAj BunpobysaHHs Ad|
amnoguniHy 6ecunarty, a came
He3HauyHa 3MiHa y 3aTBepKeHOMY
MeToZi BUNpobyBaHHS
«MikpobionoriyHa sKicTb». 3MiHu |
TMny - 3MiHK 3 AkocTi. CepTudpikat
signosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONeichbkili
hapmakonei/MoHorpadir.
MoaaHHsA HoBOro abo OHOBIEHOTO
cepTudpikaTa BignosigHocTi abo
BWJTyYEHHs cepTudikaTa
BIANOBIAHOCTI EBPONENChbKili
hapmakonei: gns A®l; ans
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

BMXiAHOTO
MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCSA

y BUpO6HNLTBI ADI; aAns
[0MNOMDKHOT peYOBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponelicbkin hapmakone) -
OHOBNEHWi cepTuddikaT Big yxe
3aTBEPKEHOr0 BUPOOHUKA -

MOAaHHsI OHOBJ/IEHOTO CepTudiKaTy

BiANOBIAHOCTI EBpONechbkili
hapmakonel Bif, Bxe
3aTBepaAXeHoro BupobHuka KRKA,
d.d., Novo mesto ans A®l
TenwvicaptaHy: RO-CEP 2015-307-
Rev 02 (nonepegHs pegakuis RO-
CEP 2015-307-Rev 01). 3miHn |
™Mny - 3MiHK 3 akocTi. CepTuddikat
BignosigHocTi/l E-cepTudpikar
BiANOBIAHOCTI EBpONeichbkili
thapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOrO
cepTugikaTa BignoBigHoOCTi abo
BUyYEHHA cepTudikata
BiANOBIAHOCTI EBpONechbkil
chapmakonei: ana Adl; ons
BUXi4HOro
mMarepiany/peareHTy/npomiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUPOGHULTBI ADI; ans
[0MOMDKHOT PEYOBUHU
(cepTudpikat BiANOBIAHOCTI
€sponelicbkili hapmakoner) -
OHoBReHWi cepTuddikaT Big yxe
3aTBEPAKEHOrO BUPOOHMKA -
noAaHHs OHOBJ/IEHOTO cepTudikaTy
BiANOBIAHOCTI EBpONechbkil
thapmakonei Big Bxe
3aTBEPAKEHOr0 BUPOGHMKA

Alembic Pharmaceuticals Limited
onsa A®l tenmicaptaHy: R1-CEP
2008-217-Rev 06 (nonepefHs
pepakuis R1-CEP 2008-217-Rev
05).
3MiHu | TURY - 3MiHKU 3 SKOCTI.
[oTOBMIA NiKapcbKuii 3acio.
KOHTpO/b roTOBOrO MikapcbKoro
3acoby. 3miHa y meTogax
BUMNPOOYBaHHA rOTOBOIO
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

nikapcbKkoro 3acoby (He3HayHa
3MiHa y 3aTBEpAKEeHUX MeToaax
BMNPO6YBaHHSA) HE3HAYHA 3MiHa Y
MeTofax KOHTPOJI0 SKOCTi
«CynyTHi AOMILLKM TenmicapTaHy
Ta amnoaunidy B Tabnetkax» [N3.
3MiHu | TMRY - 3MiHKU 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
KOHTpO/1b roTOBOrO NikapcbKoro
3aco06y (iHwWi 3MiHKM) nepeknag,
MK$ 3 pocilicbkoi MOBY Ha
YKparlHCbKy MOBY /15 NPUBEAEHHA
Y BiAMNOBIZHICTb i3 BUMOramu
YMHHOI pefakuii Hakazy MO3
Ykpainu Ne 426 Big, 26.08.2005.
BBegeHHs 3MiH npoTArom 6-tm
MiCALIB NiCNA 3aTBEPOXKEHHS.
3MiHu | TURY - 3MiHK 3 SKOCTI.
[oTOBMIA NiKapcbKuii 3acio.
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) 36iNbLUeHHs
TEepMiHy NpVAATHOCTI FOTOBOTO
nikapcbKoro 3acoby 4715 TOprosoi
yMakoBKM 3 2 POKIB A0 3 POKIB.
3MiHU BHECEHO B IHCTPYKLil0 AN1s
MeAUYHOro 3acTOCYBaHHS
nikapcbKoro 3acoby y po3ain
"TepMmiH npugaTHocTi".
BBefeHHA 3MiH NPOTArom 6-1u
MicALIB MiCNsA 3aTBEP)KEHHS

150.

TEPBI3UN

kpem 1 % no 15 ry Ty6i,
no 1 Ty6i B KAPTOHHIi
ynakoBLi

BAT "TegeoH
PixTep"

YropumHa

BAT "l'egeoH
PixTep"

YropwmHa

BHECEHHS 3MiH [0 peecTpaviiiHnX
marepianis: 3MiHW | TUMY - 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,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapMakoHarnaay; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asiBHMKA A1 3[4iCHEeHHS

6e3 peyenma

UA/4558/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
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
0Cco6M 3as1BHMKA, BignoBigasibHOT
3a 3fjiicHeHHs hapMakoHarnsgay.
3MiHa micLA 34iiCHEHHA OCHOBHOI
AiSNbHOCTI 3 dhapmakoHarniagy.
3MiHa MicLe3HaxooKeHHsA MacTep-
thaiina cuctemun chapmakoHarnsgy
151. | TETPAKCUM®/ CycneHsis ons iH'ekujin, CaHodpi MacTep ®paHuis CaHodpi MacTep, PpaHuis/ BHECEHHS 3MiH 10 peecTpaljiiiHux | 3a peyenmom UA/13069/01/01
TETRAXIM no 1 nonepesHbO ®paHLia (NoBHWI YropwumHa MaTepianis: 3MiHun | Tuny -
BAKUVHA And 3anoBHEHOMY LLNPULLY LKA BUPOBHMLTBA, NnepeHeceHHs TecTy Ha
MAPO®ITAKTUKN no 0,5 mn (1 gosa) 3 KOHTPO/b AKOCTI, CTepWUnbHICTb 3 eTany Single
DUNOTEPII, NPUKPINIEHOI0 rONKOH BTOPUHHE Harvest Ha eTan Crude Harvest y
NPABLA, (abo 2-ma okpemMmmu nakyBaHHs, BUMYCK npotieci BUpo6HMLTBa AitoyoT
KALUMOKY ronkamu), Lo mMicTUTb cepii); CaHodi- PEeYOBUHMN iIHAKTUBOBAHOI
(ALENMIONAPHNIA CycneHsito aNs iH'ekuii, ABeHTic MpaliBiT Ko. TPUBANEHTHOI BakLMHU NPOTU
KOMMOHEHT) TA B KapTOHHI Kopo6Ly; no Nta., Mnatdopma noMioOMIENITY; 3MiHW | TUNY - 3MiHK
noniomienitTy 1 nonepegHb0 NOTICTVKN Ta [o Tecty Specific extraneous
AACOPBOBAHA, 3anoBHEHOMY LUMpULy anctpnbyuii 'y m. agents (viruses) metogom g-PCR
IHAKTUBOBAHA, no 0,5 mn (1 gosa) 3 Byaanewr, Ha eTani Single Harvest Release
PIOKA MPUKPINIEHOIO FO/KOHO YropwuHa nicns aHasizy pu3vKy BiAnoBigHO
(a0 2-ma okpeMumu (BTOpPUHHE 0o Ph. Eur. 2.6.16 y npoveci
ronkamu), Lo mMicTUTb nakyBaHHs, BUMYCK BMPOGHMLTBA Ajil0H0I PeYOBUHN
CyCneHsito ons iH'ekwujin B cepii) iHaKTMBOBAHOI TPMBAIEHTHOI

KapTOHHI KopobLi, B
SAKIN MICTUTbCS
CTaHfapTHO-eKCnopTHa
yrnakoBKa Ta iHCTpYKLis
Ans MeanyHoro
3aCTOCYyBaHHS

BakUMHW NPOTK NosioMIieNiTy;
3MiHM | TUNy - BUAANEHHS KPOSiB 3
BMnpobyBaHHA Test for extraneous

agents using animals Ha eTani

Single Harvest y npoueci
BVMPOGHMLTBA Aji040T PeYOBUHU
iHAKTMBOBAHOI TPMBAJIEHTHOI

BaKLMHW NPOTY NONIOMIENITY;

3MiHM | TUMy - 3MiHa KOHTPaKTHOI
nab6opaTopii BignoBigansHoi 3a
TecTyBaHHa Working Seed Loty
npotieci BUpobHMLTBA Aitoyoi
pPEeYOBUHM IHAKTUBOBAHOT
TPUBANEHTHOI BaKLMHWN MPOTU
noniomienity MeToom
Fluorescent Product Enhanced
Reverse Transcriptase (FPERT);
3anponoHoBaHo: Vitrology
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Limited/SGS, 5, South Avenue,
Clydebank Business Park,
Glasgow G81 2LG, United

Kingdom; 3minu Il Tvny -
BUK/OYEHHS CTPENTOMILHY
cynbgaty Ta noniMikcuy B 3i
CKnafly NOXUBHOIO cepefosuLLa
ONA KyNbTUBYBaHHA KNITUH Vero y
npoueci BUPOGHULTBA po6OUNX
NOCiBHUX Cepii noniosipycy Tuny 1
Ta Tuny 3, BNPOBaA)XeHHS HOBOI
cMcTemMu NocnigoBHOT thinbTpauii
Crude Harvest 3amicTb dhinbTpau;i
3 BUKOPUCTaHHAM KpeMHe3eMy Ha
eTani oTpumaHHs Single Harvest,
a TaKoX fofjaBaHHs TecTy Ha
CcTepwibHicTb Ansa Crude Harvest

152.

TETPALWKNIHY
rAPOXNOPU,

TabneTkn, BKPUTI
NNiBKOBOK 060/TIOHKOHO,
no 100 wmr; no 20
Tabnetok y 6nictepi, no
1 6nicTepy B nauuj 3
KapToHY

My6niuHe
akujioHepHe
TOBapuCTBO

"HaykoBo-

BVMPOGHWYMNIA LEHTP
"BopLyariBcbkuii
XiMiko-
hapmaLeBTUYHNI
3asof”

Ykpaina

My6niyHe
akujioHepHe
TOBapMCTBO

"HaykoBo-

BMPOGHWYNIA LEHTP
"BopLyariBcbKuii
XimiKO-
thapmaLeBTUYHWI
3asofa”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
Marepianis: 3miHu Il Trny - 3MiHK 3
AKocTi. A®l. BUpo6HULTBO. 3MiHa
BMPOGHMKA BUXIAHOro/NPOMKHOrO
npoayKTy/peareHTy, Wo
BUKOPVCTOBYIOTHCS Y
BMPOGHUYOMY npoueci AdDl, abo
3MiHa BUPO6HUKa (BKIoYatoun, ae
HeobXifHO, MicLue NpoBefeHHs
KOHTponto akocTi) APl (3a
BiACYTHOCTI cepTudikata
BiANOBIAHOCTI EBpONeiichbkili
hapmakonei y 3aTBepiKeHOMY
[ocbe)(BBEAEHHA HOBOMO
BUpo6HUKa ADI 3 HaJaHHAM
macTep-haiina Ha A®l); cynyTHa
3MiHa - 3MiHu 3 sKocTi. AdI.
KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo
[OMYCTUMUX MEX, BU3HAYEHUX Y
cneundikauiax Ha A®l, abo
BVIXiZHWUIA/MPOMDKHWIA
npoAayKT/pearexT, Wwo
BUKOPVCTOBYHOTHLCS Y NPOLEC
BMPOGHULTBA AD| - BBEiEHHS
[04aTKOBOro BUpo6Huka Ad|
TeTpauunkniHy rigpoxnopugy
"Fujian Fukang Pharmaceutical
Co., Ltd", KnTaii. Ak Hacnigok
Bi4NoBiAHI 3MiHN B
Cneuucpikauii /MeTogax
BMNPoGYyBaHHA A®I 3a

3a peyernmom

UA/3520/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
nokasHukamu "CynpoBigHi
OOMILLKM" Ta "3a/ILLIKOBI KiNbKOCTI
OpraHiyHNX PO34YMHHMKIB";
3anponoHoBaHo: «North China
Pharmaceutical Goodstar Co.,
LTD», Kutali «Ningxia Qiyuan
Pharmaceutical Co., LTD», Kutaii
"Fujian Fukang Pharmaceutical
Co., Ltd", KuTaii
153. | TETYPAM Tabnetku no 150 mr, no My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 10 peecTpaljiiiHux | 3a peyenmom UA/6325/01/01
10 Tabnetok y 6nictepi; akuioHepHe akuioHepHe mMartepianis: 3MiHU | TUNY - 3MiHK 3
no 1 a6o no 5 6nictepis TOBapUCTBO TOBapUCTBO AKOCTi. [OTOBWIA Nikapcbknin 3aci6.
y nauui 3 KapToHy "HaykoBo- "HaykoBo- Cucrema
BUPOGHNYMNIA LLEHTP BMPOGHUYNIA LEHTP KOHTelHep/3aKynopoBabHui
"BopLyariscbkuia "Bopuyariscbkuii 3aci6. 3miHa po3mipy ynakoBku
XimiKO- XimiKo- rOTOBOrO J1iKapCbKOro 3acoby
chapmaLeBTUYHNI chapmaLeBTUYHMIA (BMNYyYEHHS yNaKoBKW NEBHOTO
3aBog" 3asopg" PO3Mipy) - BUlyYEHHS YNAKOBKU
N3 in bulk: no 1kr TabneTok y
nakeTax nonieTuIeHoBNX.
MponoHoBaHa pepakuis: no 10
Tabnetok y 6nictepi; no 1 abo no
5 6nicTepiB y nayui
154. | TELEHTPUK® KOHUeHTpaT Ans ®.XothdpmaHH-/15 LLiBefuapis BMPOGHMLTBO LLiBeiuapis BHECEHHS 3MiH [0 peecTpavuiiHnX 3a peyenmom UA/15872/01/02
pO34nHy A8 iHdys3iii no Pow Ntg, Hepo3dacoBaHOl mMartepianis: 3miHu Il TUny - 3MiHu
840 mr/14 mn; no 14 mn NpoAyKLUii, NepBNUHHE ofo 6esnekn/edpekTMBHOCTI Ta
y donakoHi; no 1 nakyBaHHs, thapmakoHarnagy. 3MiHn y
h/1aKoHy Y KapTOHHIl BTOPVHHE KOPOTKIil XapakTepucTumui
Kopobui nakyBaHHs, nNiKapcbKoro 3acoby, TekcTi
BMNPOGYBaHHSA MapKyBaHHS Ta IHCTpyKLU|ii Ans
KOHTPO/IO AKOCTI, MeJMNYHOr0o 3aCTOCYBaHHS y
BUNYCK cepil: 3B’A3KY i3 HOBUMU AaHUMU 3
®.XodhcpmaHH-/15 AKOCTI, JOKNIHIYHUMMU, KTIHIYHUMK
Pow 1A, LaHUMK Ta gaHnumu 3
Lseiiapis hapmakoHarnagy - 3MiHU BHECEHO

00 IHCTPYKLiT 4na MeguyHoro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby
0o posginy "Aitn" woao
pe3ynbTaTiB AOCNIAKEHHS
NCT02541604. BBeeHHA 3MiH
NpOTArom 6-Tv MicsLiB nicns
3aTBEPAKEHHSA. 3MiHu Il Tvny -
3MiHM Woao
6e3nekn/edekTBHOCTI Ta
thapmakoHarnagy. 3MiHn y
KOPOTKIil XapakTepucTumui
nNiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTpyKLUii Ans
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MEJMNYHOr0o 3aCTOCYBaHHSA Yy
3B’A13KY i3 HOBUMM AaHUMK 3
SAKOCTIi, AOKMIHIYHUMM, KTiHIYHUMK
JaHyMK Ta AaHumn 3
thapmakoHarnagy - 3MiHM BHECEHO
[0 IHCTPYKLIT 4na MegnyHoro
3aCTOCYyBaHHS Nikapcbkoro 3acoby
0o po3ainis "Oco6smBocCTi
3acTocyBaHHs", "Cnoci6
3acTocyBaHHs Ta go3u", "MobiyHi
peaxkui™ wopao iHdopmauii
CTOCOBHO BUHUKHEHHS
iMyHOOMocepeKoBaHMX NOBIYHMX
peakLiii. BBeieHHS 3MiH NPOTAroMm
6-TV MicALiB NiCNA 3aTBEPLYKEHHS.
3minu |l Tuny - 3MiHn WoAo
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHn y
KOPOTKIil XapakTepucTumui
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTpyKLU|i Ans
MeJMNYHOr0o 3aCTOCYBaHHSA y
3B'A13KY i3 HOBUMM AaHUMK 3
SAKOCTIi, AOKMIHIYHUMM, KTiHIYHUMK
JaHuMK Ta AaHumn 3
thapmakoHarnagy - 3MiHU BHECEHO
[0 IHCTPYKUIT 4na MeagnyHoro
3aCTOCYyBaHHS Nikapcbkoro 3acoby
00 po3giniB "®apmakonoriyHi
BnacTmBocTi", "lMokasaHHs",
"Oco6nMBOCTI 3aCTOCYBaHHSA",
"Cnoci6 3acTocyBaHHA Ta 4031"
CTOCOBHO MiCLL€BO MOLLUMPEHOrO
abo meTacTaTuMyHOro NOTpPINHO
HeratuBHOro paxky MOM04YHOT
3a/1031. BBefeHHs1 3MiH NpoTArom
6-TV MicALIB NiC/1A 3aTBEPLKEHHS.
3MiHu 1l TUnYy - 3MiHK Woao0
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHn y
KOPOTKIil XapakTepucTumui
NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTpyKLUii Ans
MeJUNYHOrO 3aCTOCYBaHHS Yy
3B'A3KY i3 HOBUMM JaHUMU 3
SAKOCTi, AOKMIHIYHUMM, KTiHIYHUMK
JaHuMK Ta AaHumm 3
thapmakoHarnsgy - 3miHW BHeCEHO
00 IHCTPYKLUIiT A58 MeanyHoro
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3aCTOCYBaHHS JliKapCbKOro 3acoby

158

SAKOCTIi, AOKMIHIYHUMM, KTiHIYHUMK

3MiHN BHECEHO [0 IHCTPYKUIi Ans
nikapcbkoro 3acoby A0 po3ginis
"®apmakonoriyHi BnactnsocTi”,
"Cnoci6 3acTocyBaHHs Ta fo3un”,

BMopsAAKyBaHHA iHhopmalii Ta

00 po3giny "Cnoci6 3actocyBaHHs
Ta 403K WoA0 pekomMeHaau;i
CTOCOBHO NPUrOTYBaHHS PO3YUHY

Ons iHy3ili. BBegeHHS 3MiH
npoTArom 6-t1 MicAuis nicns
3aTBEpMKEHHSA. 3MiHu Il TRy -
3MiHV Wwoao
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. 3MiHn y
KOPOTKIil XapakTepucTumui
NikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTpyKLUii Ans
MeANYHOr0o 3aCTOCYBaHHS y
3B'A3KY i3 HOBUMM JaHNMU 3
SAKOCTi, AOKMIHIYHUMM, KTiHIYHUMK
JaHuMK Ta AaHuMK 3
hapmakoHarnagy -
3MiHN BHECEHO [0 IHCTPYKUIii Ans
MeAUYHOr0 3aCTOCYBaHHS
nNikapcbKoro 3acoby A0 po3ainy
"Cnoci6 3acTocyBaHHS Ta fo3un”
woAo iHchopmadi 3
pekomeHAauisiMy CTOCOBHO
[03yBaHHA npenapary
TeLeHTPUK® B pexumi
MOHOTepanii Ta B KombiHauii 3
HLMMK NiKapCbKMMK 3acobamu.
BBefeHHA 3MiH NPOTArom 6-1m
MicsLiB NiCNsA 3aTBEPAYKEHHS.
3minu |l Tuny - 3MiHn WoAao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHn y
KOPOTKIil XapakTepucTuui
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTpyKLUii Ans
MEJMNYHOr0o 3aCTOCYBaHHSA y
3B’AA3KY i3 HOBUMM AaHUMK 3

JaHUMK Ta JaHUMK 3
thapmakoHarnsgy -

MeaNn4YHOro 3aCtocyBaHHA

"Mo6ivHi peakui™ woao

BHECEHHSI TEKCTOBUX pefakLiiiHnx




Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
YTOYHEHb.
BBefeHHA 3MiH NPOTArom 6-1u
MiCALIB MiCNsA 3aTBEP)KEHHS
155. | TELEHTPUK® KOHLeHTpaT Ans ®.XohbpmaHH-/15 LLiBefiuapis Brpo6HMLUTBO Himeuunna/ BHECEHHS 3MiH 10 peecTpaljiiiHux | 3a peyenmom UA/15872/01/01
pO34nHy ANs iHy3ilii no Pow Ntg, Hepo3dgacoBaHOl LLiBeiiuapis martepianis: 3miHu | TUny -
1200 mr/20 mn; no 20 npoAyKuii, NnepBuHHe AOMiHiCTpaTMBHI 3MiHU. 3MiHa
My chnakoHi; no 1 nakyBaHHs, kogy ATX - 3MiHV BHECEHO A0
(h/1aKOHY Y KapTOHHilA BMNPO6YBaHHsA IHCTPYKLUIT ANna MeanyHOoro
Kopobui KOHTPOJHO SIKOCTI: 3acToCyBaHHSA npenapaTty 4o
Pow fiarHocTrke po3giny "®apmakoTepaneBTuyHa
Mv6X, HimeyunHa,; rpyna. Kog ATX" BignoBigHo fo
BupobHmuTBO MiXXHapO4HOro knacudikatopa
Hepo3dacoBaHoi BOO3
npoAayKLUii, NepBnHHe (http://www.whocc.no/atc_ddd_ind
nakyBaHHs, ex/): 3aTBepAKEHO —
BTOPUHHE "PapmakoTepaneBTUYHa rpyna.
nakyBaHHS, AHTUHEONNACTUYHI 3aco6y.
BMNPOGYBaHHSA MoHoKMoHauTbHI aHTUTINa. Kog
KOHTPOJIH0 SIKOCTI, ATX. LO1X", 3anponoHoBaHo —
BUNYCK cepil: "@apmakoTepaneBTUYHa rpyna.
®.XodhpmarH-/15 AHTVHeonnacTUYHi 3acoow.
Pouw fiTg, MOHOK/OHaNbHI aHTUTINA.
LBeiiLapis Ate3onizymab Kog ATX.
LO1XC32". BeefeHHs 3MiH
npoTArom 6-Tu MicAuiB nicns
3aTBEPAKEHHS.
156. | TELLEHTPUK® KOHUeHTpaT Ans ®.XothbdpmaHH-/15 LLisefuapis Brpo6HMLUTBO Himeuunna/ BHECEHHS 3MiH [0 peecTpavuiiHnX 3a peyenmom UA/15872/01/01
pO34nHy ANs iHdys3ili no Pow Ntg, Hepo3dacoBaHOl LLiBefiuapis marepianis: 3MiHu | TUNY - 3MiHK
1200 mr/20 mn; no 20 NpoAyKLii, NepBNUHHE wofo 6e3nekun/edpekTMBHOCTI Ta
My chnakoHi; no 1 nakyBaHHs, thapmakoHarnagy. 3MiHn y
dhnakoHy y KapTOHHIl BUNPOOYBaHHSA TepaneBTUYHNX MOKa3aHHSX

Kopobui

KOHTPOJHO SKOCTI:
Pow fliarHocTrke
Mm6X, HimevunHa;
Bupo6bHmuTBO
Hepo3dgacoBaHOl
NpoAyKLUii, NepBNHHe
nakyBaHHS,
BTOPWHHE
nakyBaHHS,
BMNPO6YBaHHA
KOHTPO/HO SIKOCTI,
BUNYCK cepil:
®.XodhhmaHH-/1a
Pow NTpg,
LBeiiLapis

(BWnyYeHHs1 TepaneBTUYHOIO
nokasaHHs) 3MiHW BHECEHO [0
IHCTPYKUIT A48 MeanyHoro
3aCTOCyBaHHS NikapCbKoro 3acoby
00 po3giny "MokasaHHs", a came
BW/Ty4EHHS 3 TepaneBTUYHOro
nokasaHHs "JlikyBaHHs [OPOCNX
nauieHTiB 3 MiCLLeBO MOLUVPEHO0
abo meTacTaTn4HO0
ypoTenia/ibHoW KapLMHOMOK"
iHhopmauii LWoAo naujieHTis, y
AKX HassBHE NPOrpecyBaHHsA
3axBOPOBaHHA nig, yac abo nicns
naaTMHOBMICHOI XiMioTepanii abo
npoTarom 12 micauis nicns
Heoa'toBaHTHOI abo af'toBaHTHOT
ximioTepanii. BBeAeHHS 3MiH
npoTarom 6-Tu Micsuis nicns
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3aTBEPAKEHHS.

157. | TELUEHTPUK® KOHUeHTpaT ans ®.XodpdpmaHH-/15 LLiBeiiuapis Bupo6bHuuTBO HimeuuunHa/ BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/15872/01/01
po3unHy Ans iHdysii no Pow Jtg, Hepo3chacoBaHoi LLisefuapis marepianis: 3MiHu |l TURY - 3MiHK
1200 mr/20 mn, no 20 NpoAyKLuii, NnepBuHHe BHECEHO [0 iHCTPYKLi Ans
My donakoni; no 1 nakyBaHHs, MeAUYHOr0o 3aCTOCYBaHHs
h1aKoHy Y KapTOHHIl BMNPOGYBaHHSA nikapcbKoro 3acoby A0 po3ainy

Kopobui

KOHTPO/HO AKOCTI:
Pow AiarHocTuke
'm6X, HimeyunHa
Brpo6HMLUTBO
Hepo3dgacoBaHOl
NpoAyKLuii, NnepBuUHHe
nakyBaHHS,
BTOPWHHE
nakyBaHHs,
BMNPOGYBaHHSA
KOHTPO/I0 AKOCTI,
BWMNYCK Cepil:
®.XodhcpmaHH-/15
Pow NTpA,
Llseiiuapis

"[iTn" Wwopo pesynbTartia
pocnipkeHHs NCT02541604.
BBefeHHs 3MiH NpoTArom 6-Tu
MicALIB MiCNS 3aTBEPAXKEHHS;

3MiHu |l TUNYy - 3MiHW BHECEHO A0

IHCTPYKLii 4Nna MegnyHoro

3aCTOCYyBaHHSA NiKapcbkoro 3acoby

00 po3ainis "Oco6mBoCTi

3acTocyBaHHs", "Cnoci6

3acTocyBaHHs Ta go3u", "MobiyHi
peaxkuii” wopao iHdopmauii
CTOCOBHO BMHUKHEHHS TSDKKUX (3 -
4 cTyneHs)
iMyHOOMnocepenKoBaHNx nobiyHnX
peakLuiii. BBeieHHS 3MiH NpOTArom
6-TV MicALIB NiCNsA 3aTBEPLKEHHS;
3MiHu |l TUNy - 3MiHW BHECEHO A0
IHCTPYKLii 4Nna MegnyHoro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby
00 po3giny "Cnoci6 3acTocyBaHHs
Ta 031", a came [0NOBHEHHS
iHchbopmaw,ii 3 pekoMeHaauismm
OO NPUrOTYBaHHSA PO3UMHY A1
iHpy3iii. BBEAEHHS 3MiH NPOTArom
6-TV MicALIB NiCNsA 3aTBEPLKEHHS;
3MiHu |l TUNYy - 3MiHW BHECEHO A0
IHCTPYKLii 4Nna MegnyHoro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby
00 po3giny "Cnoci6 3acTocyBaHHs
Ta 031", a came [0NOBHEHHS
iHchopmaw,ii 3 pekoMeHaauismm
00 A,03yBaHHA npenapary
TeLeHTPUK® B pexumi
MOHOTepanii Ta B KombiHauii 3
HLWIMMK NiKapCcbKMMK 3acobamu.
BBefeHHs 3MiH NpoTArom 6-Tu
MicSLIB MiCNS 3aTBEPAXKEHHS;
3MiHu |l TUNy - 3MiHW BHECEHO A0
IHCTPYKLii 4Nna MegnyHoro
3aCTOCYyBaHHSA NiKapcbkoro 3acoby
00 po3ginis "®apmakonoriyHi
BnactusocTi", "Cnocié
3acTocyBaHHs Ta Ao3un”, "MobiyHi
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
peakujii" LoA0 BNOpsiAKyBaHHS
iHbopMmaLii Ta BHECEHHS
TEKCTOBUX pefaKUiiHNX YyTOUYHEHb.
BBegeHHA 3MiH npoTArom 6-tm
MicsILiB Micns 3aTBepoKEHHS
158. | TUrAUUN NOPOLUOK A/15 PO3UYUHY MNPANIEP CLWA Baet Jlepepne ITanis BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyernmom UA/12347/01/01
Ans iHdysiii no 50 wmr; EWY.CLMI. C.p.J1., ITanis Marepianis: 3miHu | Tuny -
10 donakoHis 3 KOPMOPEWLUH (BUPOBHMLTBO BHECEeHHS 3MiH o p. 3.2.P.7.
MOPOLLKOM Yy navui 3 npogykuii in bulk, Cucrema
KapToHY nepBUHHE Ta KOHTeliHep/3aKynopoBanbHWi
BTOPVIHHE 3acib, a came BUAANEHHSA
nakyBaHHs, iHchopmauii wopo agpecu
KOHTPO/1b SIKOCTi Ta noctayasibH1Ka asTloMiHIEBUX
BUNyCK cepil); nnom6 West Pharmaceutical
MateoH ITanis Services (11600 53rd Street North
C.n.A,, Itania Clearwater, FL 33760-4827, USA)
(BUPOBHMLTBO 3anponoHoBaHo: Section 3.2.P.7.
npogykuii in bulk, West Pharmaceutical Services;
nepBUHHE 3MiHM | TUMy - 3 MeTOol YHidikaw,i
nakyBaHHS, 3apEeECTPOBaHNX BUPOBHNUMX
KOHTPO/Ib SKOCTI); marepianis B YkpaiHi Ta cBiTi Ta
lOpodpiHc-baiionab YHUKHEHHIO NIyTaHWHW Y
C.p.n., Itanis BHYTPILLHIX cucTemMax npu
(mocnigKeHHs BMPOOHMULTBI B MainbyTHbOMY
CTEepUIbHOCTI) MPOMNOHYETLCA BUAASIEHHS APYKY
“Wyeth” Ha NnacTuKoBIlA KpyLLLi
a/loMiHIEBOT NIOM6Y Y 3B’A3KY 3
BUTyYEHHAM iHGhopMaLii Wwoao
noctavasibHvKa asltoMiHieBOI
n1ombéu, 6e3 3MiHM nakyBaslbHWUX
Marepianis. 3anponoHoBaHo:
Wyeth Printing was removed from
top of Aluminum seals.
159. | TUrAUUN NMOPOLLOK A/19 PO3UYUHY MOAN3EP CWA BMPOGHMLTBO ITanis BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/12347/01/01
Ans iHdy3iii no 50 wmr; EVY.CLMI. npoaykuii in bulk, mMartepianis: 3MiHU | TUNY - 3MiHKU 3
10 dpnakoHis 3 KOPMOPEWLLUH nepBuHHE AKOCTi. [OTOBWIA Nikapcbkuin 3aci6.
NMOPOLLKOM Y nayi 3 nakyBaHHs, 3MiHU Y BUPOGHULTBI. 3MiHN Y

KapToHy

KOHTPO/b AKOCTI:
MarteoH Itanis
C.n.A, ltanis;
BUPOGHMLTBO

npogykuii in bulk,
nepBuHHE Ta

BTOPUHHE

nakyBaHHs,
KOHTPO/b AKOCTi Ta
BMNYyCK cepii: Baet

npoueci BUpOOHULITBA FOTOBOrO
NiKapcbKoro 3acoby, BKUaum
NPOMDKHUIA MPOAYKT, L0
3aCTOCOBYETLCS MPU BUPOOHULTBI
roTOBOrO NiKapCbKOro 3acoby -
BHECEHHS 3MiH g0 po3giny 3.2.P.3.
Mpouec BMpobHMLTBA NiKapCbKOro
3acoby, 30Kpema: ojHopa3oBi
acenTuyHi 3'egHyBadi KleenpakTM
6y/IM BCTaB/IEHI B JliHil0 NpoLecy
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Nepepne C.p.J1., 3anoBHEHHS Ha caliTi Wyeth
ITania; docnimkeHHs Lederle S.r.l., KataHis, ITanis
CTEPUIBHOCTI: (rapani - Karanis)
tOpodpiHc - Bailonab
C.p.n., Itanis
160. | TIAMPOCAH® Tabnetku no 100 mr, no MPO.MEA.LIC Yecbka MPO.MEA.LIC Yecbka BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/12821/01/01
10 TabneTok y 6nicTepi; Mpara a.c. Pecny6nika Mpara a.c. Pecny6nika marepianis: 3MiHN | TUMY - 3MiHW
no 3 a6o 6, abo 9 BHECEHO B TEKCT MapKyBaHHS
6nicTepiB y KAPTOHHIl nepBuHHOT (NyHKTN 3 i 4) Ta
Kopoobui BTOPUHHOI (NyHKTW 8 i 13)
yMakoBOK NiKapCbKoro 3acoby.
TepMiH BBEEHHSA 3MiH NPOTAromM 6
MiCALIB MiCNsA 3aTBEPL)KEHHS
161. | TOPACEMIA MOPOLLIOK (Cy6CTaHLis) y AT "®apmak” YkpaiHa Xyb6eli biokos Kutai BHECEHHS 3MiH 10 peecTpaviiiHnX - UA/8657/01/01
BE3BOJAHUIA nakeTax XelineH MaTepianis: 3MiHu | Tuny -
nonieTuIeHoBmX dapmacsbtoTikan Ko., AAMiHICTpaTUBHI 3MiHW. 3MiHa
NnoABiNHMX Ans Ntp, HalilmeHyBaHHs Ta/abo agpecu

BMpPOBGHULTBA
HeCTepUIbHNX
nikapcbknx oopm

3asBHUKA (BNacHuKa
peecTpavuiiniHOro NocBig4YeHHs) —
3MiHa HaliMeHyBaHHS Ta agpecu
3asBHUKA (BNacHuKa
peecTpavuiiiHoro Noceig4YeHHs).
3MiHu | TUNYy - 3MiHK 3 AKocCTi. ADI.
KoHTponb A®I. 3miHa y
napameTpax crneuudikauii Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneundikauisnx Ha A®l, abo
BVIXiZHWUIA/MPOMIKXHWIA
npoAyKT/pearexT, wo
BUKOPVCTOBYHOTHCS Y NPOLEC
BMPO6HUMLTBA AD| (BUNYYEHHS
HEe3HaYyHOro MokKasHuka SKoCTi
(Hanpuiknag, BUNyYeHHs
3acTapisioro NokasHukay)) -
BHeCeHHS 3MiH g0 Cnevudikauii /
MeTogis BunpobyBaHHs AdPI
Topacemig, 6e3B0HUIA, 30Kpema:
BU/TYYEHHS KOHTPOSIIO 3a
NoKa3HUKOM "PO3UYMHHICTL". 3MiHK
| TMny - 3MiHK 3 AKocTi. AdI.
KoHTposnb A®I. 3miHa y
napameTpax crneuudikaii Ta/abo
[OMNYCTUMUX MEX, BUSHAUYEHUX Y
cneuudikauisx Ha A®l, abo
BUIXiZHWUIA/MPOMIXHWIA
npoaykT/peareHT, Wwo
BUKOPVCTOBYIOTBCS Y NPOLECI
BUpo6HULUTBa API (BUIYYEHHS
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

HEe3HaYyHOro MoKasHukKa AKOCTi
(Hanpviknag, BUNyYeHHs
3acTapisioro NokasHuka)) -
BHECEHHS 3MiH fo Creumdikaui /
MeTopis BunpobyBaHHA AdI
Topacewmif 6e3B0aHWIA, 30KpeMa:
BU/TYYEHHS KOHTPOSIIO 3a
nokasHnkom "MikpobionoriuHa
yuctoTa". 3minu | TMny - 3MiHn 3
akocTi. A®l. KoHTposb AdL. 3miHa
y napameTpax cneuudikadii
Ta/abo fonyCcTUMUX MEX,
BM3HAYEHNX Yy cneuudikauisx Ha
A®I, ab60 BMXigHWIA/NPOMKHWIA
npoayKT/peareHT, Wo
BUKOPVCTOBYHOTBCS Y NPOLEC
BUpoOHULUTBA AP| (BUTYYEHHS
He3Hay4yHOro nokKasHuka sKocTi
(Hanpviknag, BUyYeHHs
3acTapifioro NokasHuka)) -
BHECEHHS 3MiH fo Cneumdikauii /
MeTogis BunpobysaHHsA AdI
Topacemiz 6e3B0AHWIA, 30Kpema:
BW/TyYEHHS KOHTPOJIIO 3a
NoKasHNKOM "Baxki meTanu".

162.

TPEHAKCA

PO34MH A8 iH EKLiA,
100 mr/mn; no 5 mn abo
no 10 mn B amnynax; rno
1 a6o no 5, a6o no 10
amnys B YapyHKOBIi
ynakosui; no 1
YapyHKOBIli ynakoBLji B
KapTOHHI Kopobui

Makneopc
PapmacsoThKanc
Nimiteq

IHais

NabiaHa
dapmaueBTikanc,
C.JY.

IcnaHis

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
BBE/leHHS HOBOTO BUPOGHUKA
KYOWA PHARMA CHEMICAL
CO., LTD. gna Adl Tranexamic
acid B sikoro HasiBHUIA CepTtudikat
BiANOBIAHOCTI EBpONeichbkili
chapmakonei R1-CEP 2012-271-
Rev 00 B 4OMNOBHEHHA [0 BXe
3aTBEPAXEHOr0 BUPOGHUKa Hunan
Dongting Pharmaceutical Co.,
Ltd., Kutari

3a peyenmom

UA/15269/01/01

163.

TPUAM/IO

kancynu TBepai no 5
mr/5 mr, Ne28 (7x4) abo
Ne56 (7x8): no 7 kancyn
y 6nicTepi; no 4 abo 8
6nicTepiB y KAPTOHHIN
kopo6ui; Ne90 (15x6): no
15 kancyn y 6nictepi; no
6 6nicTepiB y KapTOHHIi
Kopoobui

TOB "CaHodi-
ABEHTIC YKpaiHa"

YKpaiHa

Apamep ®apma
C.A., MonbLwa
(BUpOGHMLTBO,

nepBuHHe Ta
BTOPWHHE
nakyBaHHS r0TOBOr0O
niKapcbKoro
3acoby); Agameq,
dapma C.A.,
Monblya (KOHTPOb
Ta BUNyCK cepiit

MonbLa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHun | Tuny -
NMoAaHHA OHOBJIEHOTO
CepTudikaTa BignoBigHocTi €
R1-CEP 2003-026-Rev 03 gns
A®| Paminpuny Big Bxe
3aTBEPAKEHOr0 BUPOOHUKA
ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD.,
Kutaii; 3anponoHoBaHo: R1-CEP
2003-026-Rev 03

3a peyenmom

UA/15898/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
roTOBOro
nikapcbKoro 3acoby)
164. | TPMAMIO Kancynu Teepgi, 10 TOB "CaHogi- Ykpaina Apamvepg ®apma Monbwa BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/15897/01/01
Mr/10 mr, Ne28 (7x4): no ABeHTiC YkpaiHa" C.A., Monblua Marepianis: 3miHu | Tuny -
7 kancyn y 6nictepi; no (BMPOGHULTBO, noJaHHsA OHOBJ/IEHOIO
4 6nicTepun y KapTOHHIN nepBuHHE Ta CeptudhikaTa BignosigHocTti EP
Kopobui BTOpPUHHE R1-CEP 2003-026-Rev 03 gns
nakyBaHHsi rOTOBOIo Ad| Paminpuny Big Bxe
nikapcbkoro 3aTBEPMAXEHOT0 BUPOOHUKA
3acoby); Agavep, ZHEJIANG HUAHAI
®dapma C.A., PHARMACEUTICAL CO., LTD.,
Monbwa (KOHTposb KuTaii; 3anponoHosaHo: R1-CEP
Ta BUMNyCK cepiit 2003-026-Rev 03
roToBOro
nikapcbKoro 3acoby)
165. | TPMAMIO Kancynu teepai, 10 mr/5 TOB "CaHodi- Ykpaina Apamvepg ®apma MonbLa BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/15896/01/01
mr, Ne 28 (7x4): no 7 ABeHTIC YKpaiHa" C.A, MonbLlia MaTepianis: 3MiHun | Tuny -
Kancyn y 6nictepi, no 4 (BMPOGHMLTBO, noAaHHA OHOB/IEHOro
6nicTepy y KapTOHHIl nepBuHHE Ta CepTudikaTa BignosigHocTi €
Kopobui BTOPVIHHE R1-CEP 2003-026-Rev 03 ans
nakyBaHHsi rOTOBOIO Ad| Paminpuny Big Bxe
nikapcbKoro 3aTBEPAKEHOTO BUPOOHMKA
3acoby); Agamep, ZHEJIANG HUAHAI
®apma C.A., PHARMACEUTICAL CO., LTD.,
Monbwa (KoHTposb Kutaii; 3anponoHoBaHo: R1-CEP
Ta BUNycK cepiit 2003-026-Rev 03
roTOBOrO
niKkapcbKoro 3acoby)
166. | TPUAYKTAH TabneTkn, BKPUTI TOB "ACIHO YkpaiHa TOB "dapma Crapt" YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/5030/02/01
NAiBKOBOK 060/TIOHKOHO, YKPAIHA" mMaTepianis: 3MiHun | Tuny -
no 20 mr; no 10 OHOBJIEHHA BXE 3aTBepaKeHnx
Tabnetok y 6aictepi; no MeTO/iB KOHTPOSIO AKOCTI
3 abo 6 6nicTepis B nikapcbKoro 3acoby, a came
KapTOHHI/ nauyui; no 30 BUKNAEHHS TEKCTY [iepXXaBHO
TabneTtok y 6nictepi; no MOBOIO 3liJHO Cy4yacHUX BUMOT;
1, 2 abo 3 6nictepu B 3MiHK | TUNY - BUNYYeHHS
KapTOHHI navwi anbTepHaTUMBHOrO BUPOGHMKa ADI
TpUMeTasuauHy aurigpoxnopuay —
Bachem SA, LUseliyapis
167. | TPUAYKTAH MB TabneTku, BKpUTI TOB "ACIHO Ykpaina TOB "dapma Crapt" YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/5030/01/01
NNiBKOBOIO 060/I0HKOIO, YKPAIHA" marepianis: 3MiHu | UMYy -

3 MoaudoiKoBaHNM
BUBINIbHEHHAM, N0 35 Mr;
no 10 TabneTtok y
6nicTepi; no 3 abo 6
6nicTepiB y KAPTOHHIl
naJui; no 20 TabneTok y
6nictepi; no 1, 3 abo 4

OHOBJ/IEHHS BXE 3aTBEPKEHUX
MEeTOAIB KOHTPOJIHO AKOCTI
nikapcbKoro 3acoby, a came
BUKaJEeHHA TEKCTY AEPXaBHOO
MOBOIO 3liJHO Cy4acHUX BUMOT;
3MiHW | TUNY - BUTyYEeHHSA
a/IbTePHATMBHOIO BUPO6HMKa ADI
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
6nicTepn y KapTOHHIl TpUMeTasnauHy Aurigpoxnopuay —
nauui Bachem SA, LLseliyapis
168. | TPUAYKTAH MB TabneTkun, BKpUTI TOB "ACIHO YkpaiHa TOB "dapma Ctapt" YkpaiHa BHECEHHS 3MiH [0 peecTpavLiiHnX - UA/5031/01/01
N1iBKOBOK 060/IOHKOLO, YKPATHA" Marepianis: 3miHu | Tuny -
3 MoandikoBaHUM OHOBJIEHHA BXE 3aTBEPIKEHNX
BUBINIbHEHHAM, NO 35 Mr; METOAIB KOHTPOJIt0 SKOCTI
in bulk: no 7 kr TabneTok nikapcbKoro 3acoby, a came
y nonieTnneHoBux BUKNAEHHS TEKCTY [iepXXaBHO0
nakeTax, ki BknajatmTb MOBOHO 3lijHO Cy4YaCHUX BUMOT;
Y KOHTelHepn 3MiHN | TUNY - BUNYYEHHA
aNlbTepHaTUBHOIO BUPO6HMKa AdDI
TpUMeTasuauHy aurigpoxnopuay —
Bachem SA, LLseliyapis
169. | TPUMETA3NAVH TabneTtku, BKPUTI TOB "CepB'e Ykpaina AH®APM Monbwa/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/7662/01/01
MR CEPB'E€ NiBKOBOK 06O/IOHKOIO, YkpaiHa" Mignpuemcteo ®paHuis marepianis: 3MiHW | TUMY - 3MiHK
3 MoauchikoBaHUM PapmaueBTNUHe AT, BHECEHO B IHCTPYKLit0 A/1A
BUBINIbHEHHAM N0 35 Mr; MonbLya; MeJUYHOr0o 3aCTOCYBaHHS
no 30 TabneTok y NabopaTtopii Ceps'e nNikapcbKoro 3acoby Ao po3ainy
6nicTepi; no 2 6nictepu IHpacTpi, PpaHuis "Oco6NMBOCTI 3aCTOCYBaHHS"
Y KOpO6Lj 3 KApTOHY 3rijHO 3 OHOB/IEHOHO iH(hopMaLieto
LoA0 6e3neky 3acTocyBaHHS
4ito4oi pevoBuHU. BBeeHHA 3MiH
NpoTArom 6-Tv MicALiB nicns
3aTBEPOXKEHHS
170. | TPUMCIA 200 TabneTku, BKpUTI Makneopc IHais Makneoac IHais BHECEHHS 3MiH [10 peecTpaviiiHnX 3a peyernmom UA/8739/01/01
N1iBKOBOK 060/IOHKOIO, dapmacbloThKanc dPapmacbloTukanc marepianis: 3miHu | Tuny -
no 200 mr, no 6 Nimiteq Nimiteq BBE[EHHSI NepiogNYHOCTI
TabneTok y ctpuni, no 1 KOHTPO/IO 3@ MOKa3HNKOM
abo no 5 cTpunis y "MikpobionoriyHa uncrora": aHasli3
KapTOHHIM ynakoBL,i; No NpoBOANTLCA ANt KOXHOI 10 cepil,
15 TabneTok y cTpuni; ase He pigLle o4Horo pasy B pik.
no 1 a6o no 2 ctpunun y BBefeHHs 3MiH NpoTArom 6-Tu
KapTOHHIi ynakoBui MicsILiB Micnsi 3aTBEPAKEHHS
171. | TPUHOMIA® Kancynu Teepai no 100 Peppep IcnaHis deppep IcnaHis BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/15410/01/01
mr/20 mr/2,5 mr; no 7 IHTepHaujioHasb, IHTepHauioHasb, marepianis: 3miHu | Tuny -
kancyn y 6nictepi; no 4 C.A. C.A. noAaHHs OHOBMEHOT BepCii

6nicTepy B KAPTOHHii
KopoobLi

cepTuguikaty BiAgnoBiAHOCTI

€sponeiicbkili hapmakonei CEP
R1-CEP 2011-234-Rev 02 gnisa

Ad| ATopBacTaTuHy KanblLio

TpurigpaTy Bif Bxe
3aTBEPMAKEHOro BMpobHuka Ind-
swift Labortories Limited, India;
3MiHM | TUMy - NoA4aHHA OHOBNEHOT
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

Bepcii cepTudikaTy BignoBigHOCTI
EBponeiickkili papmakonei CEP
RO-CEP 2011-234-Rev 03 gns
A®| ATopBacTaTuHy KasibLito
TpurigpaTy Bif BXe
3aTBEpPAKEHOro BUpO6HMKa Ind-
swift Labortories Limited, India;
3MiHK | TUNY - NOAAaHHSA OHOBNEHOT
Bepcii cepTudpikaTy BifnoBigHOCTI
€sponelicbkinn hapmakonei CEP
R1-CEP 2011-234-Rev 00 gns
A®| ATopBacTaTuHy KasibLijito
TpWrigpaTy Big Bxe
3aTBepXeHoro BUpo6Huka Ind-
swift Labortories Limited, India;
3MiHM | TUMy - NOAAHHSA OHOBNIEHOT
Bepcii cepTudikaTy BiANOBIAHOCTI
€sponelicbkili hapmakonei CEP
R1-CEP 2011-234-Rev 01 gnisa
Ad| ATopBacTaTuHy KanblLito
TpurigpaTy Bif Bxe
3aTBEPMAKEHOro BMpobHuka Ind-
swift Labortories Limited, India;
3MiHY | TUMY - NOAAHHA OHOBNEHOT
Bepcii cepTudikaTy BignoBigHOCTI
€Bponelicbkiit hapmakonei CEP
RO-CEP 2011-234-Rev 02 gns
A®| ATopBacTaTuHy KasibLijito
TpurigpaTy Bif BXe
3aTBEpPAKEHOro BUpOo6HMKa Ind-
swift Labortories Limited, India;
3MiHK | TUNY - NOAaHHSA OHOBNEHOT
Bepcii cepTudpikaTy BifnoBigHOCTI
€Bponelicbkin hapmakonei R1-
CEP 2003-026-Rev 03 gns A®|
Paminpun Big BXe 3aTBEPAXEHOIO
BMpO6HMKa Zhejiang Huahai
Pharmaceutical Co., Ltd, China;
3MiHY | TUMY - NOAAHHA OHOBNEHOT
Bepcii cepTudikaTy BignoBigHOCTI
€Bponelicbkiin hapmakonei R1-
CEP 2001-297-Rev 04 ana A®I
Paminpun Big BXe 3aTBEpAKEHOIO
BUpobHuKa SANOFI-AVENTIS
DEUTSCHLAND GMBH,
Germany; 3MiHun | TUNYy - nogaHHA
OHOBJIEHOI Bepcil cepTudikaty
BiNOBIAHOCTI E€BpPONENChKiit
chapmakonei R1-CEP 2001-297-
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

Rev 05 gnsa A®Il Paminpun Big Bxe
3aTBEPAKEHOTO BUPOOHMKA
SANOFI-AVENTIS
DEUTSCHLAND GMBH,
Germany; 3MiHu | TMNy - NoAaHHsA
OHOBJIEHOI Bepcii cepTudikaty
BiANOBIAHOCTI EBpONechbkil
thapmakonei R1-CEP 2001-297-
Rev 06 gnsa A®| Paminpun Big Bxe
3aTBEPAKEHOrO BUPOOHMKA
SANOFI-AVENTIS
DEUTSCHLAND GMBH,
Germany; 3MiHun | TUNYy - nogaHHA
OHOB/IEHOI Bepcil cepTudikaty
BiNOBIAHOCTI E€BpPONENChKiit
thapmakonei R1-CEP 2001-210-
Rev 05 ansa A®l kucnotu
aueTuncaniynnoBoi Bif BXe
3aTBEPAKEHOrO BUPOOHMKA
Shandong Xinhua Pharmaceutical
Co., Ltd., China; 3miHu | Tuny -
noAaHHs OHOBMEHOT BepCii
cepTuduikaty BignoBiAHOCTI
€sponeiicbkili hapmakonei CEP
R2-CEP 1993-007-Rev 05 gnia
A®| KMCNOTY aueTuncaniynnoBoi
Bif, BXE 3aTBEPAKEHOro
BMpo6Huka Novacyl, France; 3miHn
| TMNYy - NogaHHA OHOBNEHOT Bepcil
cepTtudpikaTy BifnoBigHOCTI
€Bponelicbkinn hapmakonei RO-
CEP 2012-035-Rev 04 gns A®|
ATopBacTaTuHy KasbLito
TpWrigpaTy Big Bxe
3aTBEpAXEHOro BupobHuka TEVA
API INDIA PRIVATE LIMITED,
India; 3miHm | TNy - NogaHHA
OHOBJIEHOI Bepcil cepTudikaty
BiNOBIAHOCTI E€BpPONENChKiit
thapmakonei CEP R1-CEP 2012-
035-Rev 00 gnia Adl
ATopBacTaTuHy KasbLito
TpWrigpaTy Big Bxe
3aTBEpAXEHOro BupobHuka TEVA
API INDIA PRIVATE LIMITED,
India; 3miHm | TMNY - NogaHHA
HoBoro ME-cepTudikata
BiNOBIAHOCTI E€BpPONENChKiit
chapmakonei R1-CEP 2010-043-
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

Rev 00 a5 fOMOMIKHOI pe4YoBUHM
XenaTuHy Big HOBOrO BUPOGHMKA
Rousselot Peabody Inc., USA;
3MiHM | TUMY - NOAAHHSA OHOBNIEHOT
Bepcii FE-CepTudikata
BiNOBIAHOCTI E€BpONeNChKiit
thapmakonei R1-CEP 2000-045-
Rev 04 ana gonomiKHOT peyoBUHN
xenaTtunH BupobHukis PB Gelatins
GmbH, Germany, PB Gelatins Ltd,
United Kingdom Ta Tessenderlo
Group N.V., Belgium; 3miHu | Tuny
- nofJaHHs OHOBNEHOI Bepcii ME-
CepTudpikata BiANOBILHOCTI
€sponeiicbkiii hapmakonei R1-
CEP 2005-217-Rev 02 BUpo6HWKiB
Nitta Gelatin Inc., Japan; Thai
Bones Industry Co., Ltd., Thailand,;
Nitta Gelatin India Ltd., India Ta
Bamni Proteins Limited, India gns
[OMNOMDKHOT PEYOBUHW XenaTuH;
3MiHW | Tuny - BunyyYeHHs ME-
CepTudikartis BiZANOBIAHOCTI
€Bponeiicbkoi Papmakonei R1-
CEP 2003-172-Rev 01 GELITA
GROUP ans gonomixHoT
PEYOBUHMN XEeNaTuH, 3 nepeniky
nocTavanbHVKIB XenaTuHy; 3MiHu |
TMNY - BUyYeHHs ME-
CepTudpikaTis BifnoBiAHOCTI
€Bponeiicbkoi Papmakonei R1-
CEP 2000-027-Rev 02 BUpo6HUKa
Rousselot SAS, France ans
[OMOMDKHOT PEYOBVHW XeNaTuH, 3
nepeniky nocrayasibHUKIB
Xenartuny;
3MiHW | Tuny - BunyyYeHHs ME-
CepTudoikaTtis BiZANOBIAHOCTI
€Bponeiicbkoi thapmakonei R1-
CEP 2001-332-Rev 02 BupobHuka
Rousselot Argentina SA, Argentina
ANA AONOMDKHOT peYOBUHU
XenaTtuH, 3 nepeniky
nocTavasnibHUKIB XenaTuHy; 3MiHu |
UMy - BUNyYeHHsa MNe-
CepTudpikaTiB BiZnoOBIAHOCTI
€Bponeiicbkoi Papmakonei R1-
CEP 2002-110-Rev 00 BUpo6HWkiB
PB Gelatins GmbH, Germany Ta
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

PB Gelatins Ltd, United Kingdom
0151 LONOMIXXHOI peYOBUHM
XenatuH, 3 nepeniky
nocTavanbHVKIB XenaTuHy; 3MiHu |
TMNY - BUyYeHHs ME-
CepTudpikaTis BifnoBiAHOCTI
€Bponeiicbkoi Papmakonei R1-
CEP 2004-247-Rev 00 BMpo6HUKa
Nitta Gelatin Inc., Japan gns
[OMNOMDKHOT PEYOBVHY XenaTuH 3
nepeniky nocrayasibHUKIB
XenaTtviHy; 3MiHu | Tuny -
Buny4YeHHs E-CepTtudikaTiB
BiANOBiAHOCTI €BpONEecbKoi
dapmakonei R1-CEP 2004-320-
Rev 00 Bupo6HukiB Nitta Gelatin
Inc., Japan Ta Thai Bones Industry
Co., Ltd., Thailand gns
[OMOMDKHOT PEYOBVHY XenaTuH 3
nepeniky nocrayasibHUKIB
xenatuny

172.

TPU-PEron

TabneTku, BKpUTI
060/10HKOI0, KOMOI-
ynakoBka Ne21x1,
Ne21x3: no 21 Tabnetuyj
B 6nicTepi (6 TabneTok
POXeBOro Kosibopy, 5
TabneTok 6inoro
Konbopy, 10 TabneTok
TEMHO-XXOBTOr0
konbopy), no 1 a6o 3
6nictepu pasom 3
KapTOHHWUM dhyTNspom
Ans 36epiraHHs
6nictepis B nauuj

BAT "TegeoH
PixTep"

YropumHa

BAT "l'egeoH
PixTep"

YropwmHa

BHECEHHS 3MiH 10 peecTpavLiiiHnX
marepianis: 3MiHW | TUMY - 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
0co6u 3asBHKKa, BigNoBiAa/IbHOT
3a 3fjiicHeHHs hapmakoHarnsagy.

3MiHa Micus 34jiiCHEHHS OCHOBHOT
LisNbHOCTI 3 hapmakoHarnagy.

3MiHa MicLe3Hax0MKEHHSA MacTep-

3a peyernmom

UA/2939/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
thaiina cuctemun chapmakoHarnsgy
173. | T-CENT® Tabnetkn ans Amakca NT[ Benuka AIACIEH Monba Monbua BHECEHHS 3MiH [10 peecTpaviiiHnx 6e3 peyenma UA/13494/01/01
PO3CMOKTYBaHHs no 3 BpuTanis Xewys Ec.EW. marepianis: 3miHu | Tuny -
mr, no 10 Tabnetok y AAMiHICTpaTUBHI 3MiHW. 3MiHa
6nictepi; no 1 a6o 2 Ha3su APl abo JOMNOMDKHOT
61icTepy y KapTOHHIN peyoBuHM - 3MiHa Ha3BM
Kopobui [LOMOMIKXHOT peYOBUHY ANS
npvBefeHHs A0 NOTOYHOI
MoHorpadii E® «Citric acid».
3MiHV BHECEHI B iHCTPYKLjt0 Ans
MeAMUYHOr0o 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ain
"Cknag" (BoMOMiKHI pe4yoBUuHK), 3
BiANOBIAHUMU 3MiHAMU B TEKCTI
MapKyBaHHS yNakoBOK. BBeeHHst
3MiH NpoTArom 6-Tn MicsuiB 3 gatn
3aTBEPAKEHHS
174. | TYNIKCOH-T3 1125 | nopoOLLOK AS15 PO3UMHY Tynin /1a6 MNpaiisit IHAisA 3eiicc IHAis BHECEHHS 3MiH 10 peecTpaliiiHux | 3a peyenmom UA/17569/01/01
Mmr Ans iH'ekuiid; no 1125 mr Nimitep Papmac'toTikesc mMaTtepianis: 3MiHu | Tuny -
NopoLLKy Y chnakoHi, no MeT. /T4, IHAiS; OHOB/IEHHS TEKCTY MapKyBaHHS
1 chnakoHy y KapTOHHi Csicc MNapeHTepans yNaKoBKM NiKapCbKoro 3acoby 3
Kopoobui nra., Haia BHECEHHAM iHdhopMaLii Wwoao
3a3HaYEeHHs OAUHULL
BMMIiptOBaHHA y cuctemi Sl,
iHbopmauii Wwoao fofaHHA
©KCK/I03VBHOTO iMnopTepa Ta
norotuny komnawii TOB "T/MN
Ykpaiva"
175. | TYNOH 1T MOPOLLIOK A1 PO3UMHY Tynin Na6 Mpaiisit IHAiA 3elicc IHAis BHECEHHS 3MiH 10 peecTpaLiiiHnx | 3a peyenmom UA/17570/01/01
A8 iH'exui no 1000 wmr; Nimiteq dapmac’oTikenc mMaTepianis: 3MiHun | Tuny -
1 chnakoH 3 NOPOLLKOM Y MeT. N14., IHAiNA; OHOBJ/IEHHSA TEKCTY MapKyBaHHSA
KapTOHHIlA KOpooLi Csicc MapeHTepans yNakoBKU NiKapCbKoro 3acoby 3
Nta., IHgis BHECEHHSM iHGhopMaLii Woa0
3a3HaYeHHs1 OAUHULb
BMMIiptOBaHHA y cuctemi Sl,
iHcbopmauii Wwoao gogaHHs
€KCK/I03MBHOrO iMnopTepa Ta
norotuny komnawii TOB "T/MN
YKpaiHa"
176. | YBICTE3VH PO34MH AN4 iH'eEKUI No 3M [JoiiunaHg Tm6X HimeuyunHa 3M JoitunaHg MmeX HimeyunHa BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/10196/01/01

1,7 MmNy KapTpuaxi; no
50 kapTpuaxis y
mMeTanesili 6aHLUi

marepianis: 3MiHW | TUMY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeefeHHs a6o
3MiHW [0 y3ara/lbHEHUX JaHuX Npo
cuctemy thapmakoHarnsagy
(BBEAEHHS y3araJlbHEHVX AaHUX
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

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
KOHTaKTHOI 0CO6W 3asiBHUKA,
BigNoBiAa/IbHOI 3a 34jACHEHHS
thapmakoHarnagy B YKpaii.
MponoHoBaHa pepakuis: KpasBuyk
Onbra BonogvmupisHa. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOT
ocobu 3asBHUKA, BiANOBIAAUTbHOI
3a 3pjlicHeHHs chapmakoHarnsgy B
YKpaiHi

177.

YBICTE3VH
DOPTE

PO34MH A1 iH'EKUI; NO
1,7 MmNy KapTpuaxi; no
50 kapTpuaxis y
mMeTanesili 6aHLui

3M Joiiunang M6 X

HimeyunHa

3M foiunaHg Mv6X

HimeuunHa

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

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEeHVX AaHuX Npo
cuctemy chapmakoHarnagy

(BBEAEHHSA Y3araslbHEHNX AaHNX
npo cucTemy thapmakoHarnsgy,

3MiHa YyNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
thapmakoHarnsay; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 34ICHEHHSA
hapmakoHarnagy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, yNOBHOBaXEHOT
ocobu, BiAnoBifabHOI 3a
3AjiCHeHHs1 hapMakoHarnsgy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnagy) - 3amiHa
KOHTaKTHOI 0CO6W 3asiBHUKA,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy B Ykpaii.

MponoHoBaHa pepakuis: KpasBuyk

Onbra BonogumunpisHa. 3MiHa

3a peyenmom

UA/10196/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KOHTaKTHUX AaHUX KOHTaKTHOI
0ocobu 3asiBHUKA, BiANOBIAa/IbHOI
3a 34iliCHEHHA dhapmakoHarnsgy B
YkpaiHi

178.

YPOJIECAH®

kancynu no 10 kancyny
6nicTepi; no 4 6nictepu
B nauui

MAT
"Kuismegnpenapat"

YKpaiHa

MAT
"KniBmegnpenapar”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
OHOB/IEHHS Cneuudikauii

mMaTtepianis NepBUHHOI YNaKkoBKU

(nniBkM NoniBiHINXIOpPUAHOT Ta
hobrv antoMiHIEBOT 3 APYKOM
NakoBaHoT); 3MiHu | Tuny -
He3HauHi OHoBMeHHA p.3.2.P.7
Cuctema ynakoBKu/yKynopku, B
TOMY YMCAIi BUTYYEHHS
cneuudikaLii Ta MeToais
KOHTPOJIH0 BTOPUHHOIO NaKyBaHHS

6e3 peyenma

UA/10393/01/01

179.

YODANA3A

Tabnetku; no 20
Tabnetok y 6nictepi; no
1 a6o 2 6nictepu y
KapTOHHIlA KopooLi

TOB "Martepia
Meguka-YkpaiHa"

YKpaiHa

3AT CaHTOoHiKa

NntBa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHun | Tuny -
npuBeaeHHs cneumdikauii

[L0MOMDKHOT PEYOBMHU MarHito
cTeaparT y BifnoBigHiCTb J0
MoHorpadii «Magnesium
stearate» €BponeiicbKoi
hapmakonei 4itoyoro BUAaHHs

6e3 peyenma

UA/18563/01/01

180.

DJTYKOHA3O0N

pO34uH ANs iHgysild, 2
mr/m; no 50 mn abo no
100 My naswyj; no 1
nAAWLi y navgi 3
KapToHy; no 50 ms, 100
My NAsLwKax

TOB "tOpia-®apm”

YKpaiHa

TOB "Opis-®apm”

Ykpaina

BHECEHHS 3MiH [10 peecTpaviiiHnX
marepianis: 3MiHu | TUNY - 3MiHN 3
AKOCTI. [O0TOBWMIA NikapCbkuit 3aci6.
Cucrtema
KOHTelHep/3akynoptoBasbHUiA
3aci6. 3MiHa po3mipy ynakoBku
roTOBOrO J1iKkapCbKOro 3acoby
(BUYYEHHS YNaKoBKV NEBHOrO
po3Mipy). BunyyeHHs ynakoBku no
200 mn y nnswwKax CKNsAHMX 3
BiANOBIAHMMU 3MiHAMU A0 po34iny
«YnakoBka». BBegeHHs1 3MiH
NpoTArom 6-Tv MicALiB nicns
3aTBEPKEHHS.

3a peyenmom

UA/3041/01/01

181.

®OPTALE®

MOPOLLOK A5 PO3UNHY
Ans iH ekuiin, no 500 wmr,
in bulk: no 10 donakoHiB
3 MOPOLUKOM B KapPTOHHIi
KopooLi

IDKEHO®APM NT[,

Benuka
BputaHis

HCIC Xebeit
XyaMiH
dapmacbloTikan
KomnaHi Mlimiteq,

Kutaii

BHECEHHS 3MiH 10 peecTpaviiiHnX
marepianis: 3MiHW | TUNY - 3MiHK
TEXHIYHOrO Ta KOperyBaslbHOro

xapaktepy y metogax
BMNpo6GyBaHb /13 3a
nokasHvkamu «losHoTa
PO3YMHEHHS Ta NPOo30pICTb
po34MHy», «N-MeTunniponignH»,

UA/16853/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
«CynpoBigHi AOMILLKN»,
«OHOPIAHICTb 4030BaHMX
OAMHNLb», «KinbKiCHE BU3HAYEHHS
uedenimy»
182. | POPTALE® NOPOLLOK A/191 PO3UUNHY DKEHODAPM NTA Benuka HCIC Xebeit Kutaii BHECEHHS 3MiH [10 peecTpaviliHnx - UA/16853/01/02
ANs iH ekuin, no 1000 mr BpuTanis XyamiH marepianis: 3MiHN | TUMY - 3MiHW
in bulk: no 10 donakoHiB dapmachboTikan TEXHIYHOTO Ta KOperyBasibHOro
3 NMOPOLLKOM B KApTOHHiIl KomnaHi Nimiteq, XapakTtepy y MmeTtofax
Kopoobui BMNpo6ysaHb 13 3a
nokasHukamu «loBHoTa
PO3YMHEHHA Ta NPo30pICTb
po3unHy», «N-MeTunniponiguH»,
«CynpoBigHi AOMILLKN»,
«OHOPIAHICTb A030BaHMX
OAMHNLb», «KinbKiCHE BU3HAYEHHS
uedenimy»
183. | POPTALE® MOPOLLOK A/19 PO3UNHY KEHO®APM NITA Benuvka HCHMC Xe6eli KnTaii BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/16854/01/01
Ans iH ekuiin, no 500 mr BpuTanis XyamiH marepianis: 3MiHW | TUMY - 3MiHK
no 1 a6o no 5 a6o no 10 dapmacbioTikas TEXHIYHOrO Ta KoperyBaibHOro
pN1akoHIB 3 NOPOLLKOM Y KomnaHi Nimiteq, XapakTtepy y metofax
KapTOHHI KopoobLi BMNpo6ysaHb 13 3a
nokasHukamu «lMoBHoTa
PO3YMHEHHS Ta NPO30pICTb
po3unHy», «N-MeTunniponiguH»,
«CynpoBifHi JOMILLIK/»,
«OHOPIAHICTb AO30BaHMX
OAMHNLb», «KinbKiCHe BU3HAYEHHS
uedenimy»
184. | POPTALE®D MOPOLLIOK A1 PO3UMHY DKEHO®APM NTA, Benuka HCMC Xe6eli KnTaii BHECEHHS 3MiH 10 peecTpaLiiiHnx | 3a peyenmom UA/16854/01/02
08 iH ekyiii, no 1000 mr BputaHis XyamiH marepianis: 3MiHW | TUMY - 3MiHK
no 1 a6o no 5 a6o no 10 dapmacbioTikasn TEXHIYHOr0 Ta KoperyBabHOro
h/1aKOHIB 3 NMOPOLLKOM Y KomnaHi flimiteq XxapakTtepy y Metofax
KapTOHHI KOpoOLyi BMNpoGyBaHb /13 3a
nokasHukamu «lMoBHoTa
PO3YMHEHHS Ta NPO30PICTb
po3unHy», «N-MeTuaniponiguH»,
«CynpoBifHi JOMILLIKM»,
«OAHOPIAHICTb A030BaHNX
OANHNLB», «KiflbKICHE BU3HAUYEHHSI
uedpenimy»
185. | POCTUMOH MOPOLLIOK IBCA IHCTUTYT LBeliuapis IBCA IHCTUTYT LBeliuapis BHECEHHS 3MiH 10 peecTpaliiiHnux | 3a peyenmom UA/3152/01/01
Bioximik C.A. Bioximik C.A. marepianis: 3MiHU | TUMY - 3MiHW

niodpinizoBaHuin ons
NPUroTyBaHHA PO34NHY
NS iH'ekuiii no 75 MO; 1

Lwoao 6e3nekn/edeKTBHOCTI Ta
hapmakoHarnagy - 3MiHM BHECEHO
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
dhnakoH 3 NOpoLUKOM Ta B TEKCT MapKyBaHHS NepBUHHOT
1 amnyna 31 mn yNakoBKM Ta PO3UMHHMKA A/15
PO34MHHMKaA (HaTpito nikapcbkoro 3acoby (n.6. IHWE) Ta
xnopugy 9 mr, Boga ans BTOPWHHOT YNakoBKW NiKapCbKOro
iH’exuili) B nayyi; no 10 3aco6y (n.17.IHLWE)
nayokK y KapTOHHIl
Kopobui
186. | POCTUMOH NOpOLLOK IBCA IHCTUTYT LLiBeiiuapis IBCA IHCcTUTYT LLiBeiiuapis BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/3152/01/02
niodhinizoBaHnin ns Bioximik C.A. Bioximik C.A. marepianis: 3MiHN | TUMY - 3MiHW
NPUroTYBaHHSA PO34nHY Loao 6e3nekn/edeKTMBHOCTI Ta
Ans iH'ekuii no 150 MO; hapmakoHarnsgy - 3MiHM BHeCEHO
1 h1akoH 3 MOPOLLKOM B TEKCT MapKyBaHHSA NepBUHHOT
Talawvnyna3slwn yNakoBKM Ta PO3UVHHKKA 415
PO34MHHKKA (HaTpito nikapcbkoro 3acoby (n.6. IHWE) ta
xnopugy 9 mr, Boga ans BTOPUHHOI YNakoBKMN NikapCbKoro
iH’exuili) B nayyi; no 10 3aco6y (n.17.IHLWWE)
navokK y KapTOHHIl
Kopobui
187. | PTOPOKOPT® Ma3sb, 1 Mr/r no 15 r masi BAT "TepeoH YropwmHa BAT "TeaeoH YropwumHa BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/7093/01/01
y Ty6i; no 1 Ty6i B PixTep" PixTep" marepianis: 3MiHW | TURY - 3MiHK
KapTOHHI KopoobLi LoAo 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy. BeefeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy thapmakoHarnsgy,
3MiHa yNOBHOB&XeHOI 0cobu,
BignoBigabHOI 3a 34jACHEHHS
hapMakoHarnaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3aABHUKa A1 3MiICHEHHS
hapmakoHarnagy B YkpaiHi, KO
BOHa BifMiHHA Bif, yNOBHOBaXEHOI
ocobw, BignoBigasibHOI 3a
3[jiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI faHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - amiHa
KOHTaKTHUX JaHWX YNOBHOBaXKEHOT
0co6u 3asBHKKA, BigNOBiAa/IbHOT
3a 3fjiicHeHHs hapmakoHarnsagy.
3MiHa Micus 34jACHEHHS OCHOBHOT
LisNbHOCTI 3 hapmakoHarnagy.
3MiHa MicLle3Haxo4KEHHSA MacTep
- (paiina cuctemu
chapmakoHarnsgy
188. | XJIOPTEKCUAWH PO34uH Ansi TOB "OKM YKpaiHa TOB "[OKM YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHnx 6e3 peyenma UA/18239/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
30BHILUHLOTO "®apmavueBTUYHa "®apmavneBTUyHa Marepianis: 3miHu | Tuny -
3acTocyBaHHs 0,05 % no thabpuka" habpuka" OHOBJIEHHS TEKCTY MapKyBaHHS
100 mn 'y chnakoHax 3 yNakoBKM NiKapCbKoro 3acoby 3
KPULLIKOO- BHECEHHSAM iHthopmawii Lwoao
KpanenbHULEHO i 3a3HaYeHHs OAUHULL
KpuLLIKoto; no 200 mn y BMMIiptOBaHHA y cuctemi Sl.
ch1akoHax 3 KpULLIKO TepmiH BBEAEHHSA 3MiH NPOTSAroM 6
MicsILiB Micns 3aTBepoKEHHS
189. | LEIEBPEKC® kancynu no 200 mr; no ANOXKOH OC 1 CWA Heonchapma IHk., cLA/ BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/4463/01/02
10 kancyn y 6nictepi; no nnc CLLA (BMpO6GHMUTBO HimeuunHa marepianis: 3MiHu |l TURY - 3MiHK
1, a6o no 2, a6o no 3 npenaparty "in BHECEHO [0 TeKCTY iHCTPYKLii Ans
6nicTepy y KapTOHHIN bulk"); MNdpavizep MeAMYHOro 3aCToCyBaHs
Kopobui MeHtochekuypuHr nikapcbKkoro 3acoby A0 po3ginis
Loiunena MmoéX, "MpoTmnokasaHHsa", "OcobnnBoCTI
HimeuunHa 3acTocyBaHHs", "3acTocyBaHHA B
(nakyBaHHs, nepiog, BariTHOCTi abo rogyBaHHs
KOHTPO/Ib AKOCTi Npu rpyaato”. BeegeHHs 3MiH
BUNYCKY, BUMYCK npoTArom 6-T1 MicAuiB nicns
cepii, MapKyBaHHs); 3aTBEPAKEHHS
Mdpaiizep
dapmactoTikan3
NINC, CWA
(BUPOBHMLTBO
npenaparty "in
bulk"); P-®apm
xepmaHi F'M6X,
HimeuumnHa (Bunyck
cepii, NaKyBaHHs,
MapKyBaHHS,
KOHTPO/Ib SIKOCTi Npn
BMNYCKY)
190. | LETPOTIA® 0,25 NMOPOLLOK Ta PO3YUHHUK Apec TpeiigiHr C.A. LLiBeiiuapis BUPOBHUK Himeuuunna/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/4898/01/01
Mmr 0151 pPO3UMHY ANns Hepo3cacoBaHoi PpaHuis/ marepianis: 3miHu | Tuny -
iH'ekuUin no 0,25 wmr, 1 npoaykuii, nepenHHe | HigepnaHan AOMiHICTpaT1BHI 3MiHW. 3MiHa

dh/1akoH 3 NOPOLLKOM Y
KommnnekTi 3 1
nonepegHLo
3aMNOBHEHUM LUNPULOM 3
pO34MHHMKOM (BOAA ANA
iH ekuiid) no 1 mn, 1
rofikoto ansi
PO34YMHEHHS, 1 rosikoto
ONs i ekuiin Ta 2
TaMnoHamu,
NPOCOYEHUMM CINPTOM,
Y KOHTYpHIii YapyHKOBIli
ynakosLi; no 7
KOHTYPHUX YapyHKOBUX

nakyBaHHs Ta
KOHTPO/Ib SIKOCTI:
BakcTep OHkoNnoaxi
M6X, HimeuuunHa;
SAPEBA MAY 1,
dpaHLif; BUPOOHMK
Hepo3dacoBaHOl
npoaykuii Ta
nepBuHHe
nakyBaHHs:
SAPEBA MAY 2,
PpaHLin; BTOPUHHE
nakyBaHHs:
AG6OTT

HalimeHyBaHHs Ta/abo agpecu
MiCLiA MPOBAKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
niKkapcbKoro 3acoby, BKIYaum
AinbHULI BUNYyCKy cepii abo micue
NPOBeAEeHHA KOHTPOJO SKOCTI.
([isnbHICTb, 3a SKy BignoBifae
BMPOGHMK/iMNopTep, He
BK/IO4Al0UM BUMYCK Cepii) - 3MiHa
HaliMeHyBaHHS BUPOOHMKa
roTOBOrO NiKapCbKOro 3acoby
BiANOBIAA/IbHOIO 3a BUPOGHNLTBO
Hepo3dhacoBaHOT NPoAyKLii Ta
nepBUHHe nakyBaHHsA 3 M'ep Pabp
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

yMakoBOK B KAPTOHHIl
KopoobLi

Bionogxikans b6.B.,
HigepnaHaw,;
BiZiNOBIAabHUIA 3a
BUMYCK cepii: Mepk
Xenckea KraA,
HimeuunHa

MegnkameHT MNpogakwH (Pierre
Fabre Medicament Production),
®paHuin Ha PAPEBA MAY
(FAREVA PAU), ®paHuis, a came
OinbHUU AkiTeH ®apm
IHTepHacbiioHanb 1 (A®I 1) Ha
DAPEBA IMAY 1 i3 yTOYHEHHS
BMPOGHMYMX (DYHKLINA, a came
OYHKLiT KOHTPONIO AKOCTI
3aTBEPAKEHVX AiTbHULb:
PAPEBA MAY 1, dpaHuisa Ta
Bakctep OHkonogaxi MméX,
HimeyunHa. BupobHuua ginbHuus
Ta BCi BUPOGHMYI onepad;i
3a/MwanTbes 6e3 3MiH. 3MiHK
BHECEHO B iHCTPYKL,il0 AnA
MeAMYHOro 3aCTOCyBaHHSA LLOAO
HaliMeHyBaHHSA Ta
MiCLie3HaxX0MKEHHS BUPOOHMKA
"M'ep ®abp MeamkameHT
MpogakwH", a came AinbHUL
AkiTeH ®apm IHTepHacbiioHanb 1
(A®I 1) Ha "®PAPEBA MAY 1" 3
BIANOBIAHUMM 3MiHAMW Y TEKCTI
MapKyBaHHS YNakoBKW NiKapCbkoro
3acoby. BBefieHHs 3MiH NPOTArom
6-Tv MicALB MiCNA 3aTBEPLKEHS;
3MiHM | TUny - AOMiHICTpaTWBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micusa
NPOBaYKEHHS AiANbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIUaum
AinbHULI BUNYCKy cepii abo Mmicue
NpoBeAEeHHA KOHTPOJO SKOCTI.
(oisnbHICTb, 3a AKy Bignosifae
BMPOGHMK/iMNopTep, He
BK/IOUAl0UM BUMYCK Cepiid) - 3MiHa
HaliMeHyBaHHS1 BUPOOHMKa
rOTOBOrO J1iKapCbKOro 3acoby
BiANOBiAa/IbHOIO 3a BUPOGHULTBO
Hepo3dhacoBaHol NpoayKuii Ta
nepBUHHE NakyBaHHsA 3 M'ep dabp
MegaukameHT MpopgakwH (Pierre
Fabre Medicament Production),
®paHuis Ha PAPEBA MAY
(FAREVA PAU), ®paHuis, a came
AinbHULU 3 AKiTeH dapm
IHTepHacbiioHanb 2 (APl 2),
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

®paHuisa Ha PAPEBA MAY 2,
®paHLia 6e3 3mMiHu Micus
BMPOGHMLTBA. 3MiHW BHECEHO B
IHCTPYKLil0 ANS MeanyHOro
3aCTOCyBaHHSA LWOA0
HaliMeHyBaHHA Ta
MiCLLe3HaxX0MKEHHS BUPOOHMKA
"M'ep ®abp MeamkameHT
MpogakwH", a came AiNbHUL
AkiTeH ®apm IHTepHacbiioHanb 2
(ADI 2) Ha "®PAPEBA MAY 2" 3
BIANOBIAHUMM 3MiHAMW Y TEKCTI
MapKyBaHHS YNakoBKW NiKapCbkoro
3acoby. BBefieHHs 3MiH NPOTArom
6-TW MicsLiB Nicns 3aTBepKEHS

191.

UATPAMOH-®

TabneTku, no 6 abo no
10 TabneTok y
6nictepax; no 6
Tabnetok y 6nictepax,
no 20 6nicTepisB y nauui

MPAT "®ITOPAPM"

YKpaiHa

MPAT "®ITOPAPM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaviiiHnX
MaTepianis: 3MiHun | Tuny -
3aTBEPKEHHS A0AATKOBOIO
TEKCTY MapKyBaHHS ynakoBOK
nikapcbKoro 3acoby (3a3HayveHHs
iHchopmauii wopo
AVCTprb'loTopa), a Takox
YTOYHEHHS iHhopmaLii B
3aTBEPLKEHOMY TEKCTI
MapKyBaHHS NepBUHHOT
(BUAaneHHs iHpopmad,ii oo
LUTPUX-KOAY) Ta BTOPUHHOI (3MiHa
TEKCTy, 3a3Ha4yeHoro B n. 16)
YyNaKoBOK NiKapCbKoro 3acoby.
TepmiH BBEAEHHSA 3MiH NPOTAroM 6
MiCALIB MiC/1A 3aTBEPKEHHS

6e3 peyenma

UA/2317/01/01

192.

LIIAHOKOBA/AMI
H

KpuCTaniuyHuii NopoLLOK
abo kpucTanu
(cybeTaHuisn) y
NonieTUIEHOBNX
nakeTtax gns
chapmaLeBTUYHOTO
3aCTOCYyBaHHsI

ToBapucTBo 3
06MEXEHOI0
BiANOBIAANLHICTIO
"GapmateBTuyHa
KomnaHis "3gopos'a"

YKpaiHa

FOUNCIH
BIOTEKHONOXKI
(rPYM) KO., NTA.

Kutaii

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHu | TUnYy - 3MiHN 3
AKocTi. CepTudikar
BignosigHoCTI/lE-cepTucpikat
BIANOBIAHOCTI EBpONechbkili
chapmakonei/MoHorpadii.
MofaHHA HOBOro abo OHOB/IEHOIO
cepTudiikaTa BignosigHocTi abo
BW/TyYEeHHs cepTudikaTa
BiANOBIAHOCTI EBpONechbkili
hapmakonei: ana A®l; gns
BUXi4HOrO
MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHLCSA
y BUPOGHNLTBI ADI; Ans
[L0MNOMDKHOT peYOBUHU
(cepTudikaT BiAMNOBIAHOCTI

UA/16178/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

€Bponelicbkin hapmakoner) -
OHoOBNEeHWi cepTuddikaT Big yxe
3aTBEPKEHOr0 BUPOOHUKA -
MogaHHA OHOBIEHOrO
cepTudikarta BiANoOBIAHOCTI
€Bponeiicbkiii hapmakonei R1-
CEP 2008-070-Rev 03
(3aTBepmxeHo R1-CEP 2008-070-
Rev 01) Bif, BXe 3aTBEPKEHOrO
BMpOGHMKa AdI LiiaHokobanamiH,
Ta AK HaCNifoK: - NPUBEAEHHSN
XimiyHOT Ha3Bu A®I; cneymdikaui i
MeTOZjiB KOHTPO/II0 SKOCTI 3a
nokasHukamn «lgeHTudikauis» Ta
«CynpoBigHi AOMILLKW»; METOAIB
KOHTPO/HO AKOCTi 3@ NOKa3HUKamu
«BTpaTa B Maci npy BUCYLLYBaHHI»
Ta «KinbKicHe BU3HaYeHHs» y
BIANOBIAHICTb A0 aKTyaslbHOI
MoHorpadii EP 10.3; -
npuBeAeHHS METO/AIB KOHTPOO
AKOCTi 38 NOKAa3HUKOM «3a/ILLKOBI
KiNNbKOCTi opraHiyHnx
PO3UYMHHWKIB» O BUMOT
oHoeneHoro CEP. - 3miHa Ha3swu
BMPOOHUKa, 6e3 3MiHU Micusa
po3TaLlyBaHHs BUPOGHNYOT
OiNbHUL

B.o. NeHepanbHOro gupekropa Aimpekropary
thapmaueBTUUHOrO 3abe3nevyeHHsA
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MEPENIK

Aoparok 4

[0 Hakasy MiHicTepcTBa OXOPOHU
3[4,0pOB’A YKpaiHn

Big Ne

NIKAPCbKUX 3ACOBIB, AKI HE PEKOMEHAOBAHI A0 AEP)XABHOI PEECTPAL|II, NEPEPEECTPALII TA BHECEHHS! 3MIH 0
PEECTPALIVIHNX MATEPIANIB

Ne HasBsa snikapcbko2o ®opma surnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa rliocmasa lpoyedypa
n/n 3acoby

BYAEKCA cycneHsis ans Akca IHAjs IHAjisa 3acigaHHa HEP . .
po3nunenHs, 0,25 MapeHTepenc Akca I'Iap_eHTepenc Ne 20 Big He peKoMeHAYETLCA A0 Aep)aBHOI peecTpauyi - Ha eTani
MI/MA, 110 2 My Nimiteq Nimiteq 11.11.2021 crieuiasniaoBaHoi  eKkcnepTusu  BIANOBIAHO A0 BUCHOBKY
KoHTelHepi; o 5 flenapTamenty _ qoapmau,eBTw_VMH0| AOiSNBHOCTI.
KOHTEliHepIB Y I'Ipe,qCTaB_neHl_ maTepianu peGCTpaul_VlHorc_) [OCbE HE MOXYTb
KOHBEpTi, N0 4 6yTM OuiHeHi fK Taki, WO BIANOBIAAIOTL  BMMOram,
KOHBEPTM Y KapTOHHilt BUKNaJEHUM Yy  AoaaTky 5_ Ta 6_ Mopagky npoBefeHHA
KopooLi eKcnepTU3n MaTepiasia Ha Jlikapchki 3acobu, Lo noAatoTecs
Ha [epXaBHy peecTpauilo (nepepeecTpauiio), a Takox
ekcnepTusy  mMaTepiasiiB NpO  BHECEHHA  3MiH [0
peecTpauiiiHux MaTtepianis MNpoTArom Aii  peecTpayiiHoro
NocCBiJYEHHs, 3aTBepxeHoro Hakazom MO3 YkpaiHu Big,

23.07.15 Ne 460.

EHKOPAT XPOHO TabneTku, BKpUTI CaH IHais IHais 3acigaHHa HTP )

06OMOHKOI, dapmacbioThkan CaH ®apmacbioTukan Ne 39 Big He peKOMEHA0BaHO A0 3aTBEP/KEHHS - 3MiHM | Tuny -
MPOMIOHrOBaHOI Aji No IHgacTpi3 IHpacTpi3 /114, 11.11.2021 3MiHM 3 AKOCTI. lFoToBUIA  nikapcbKuit _3aC|6. KOHTpOJ‘!b
200 Mr: no 10 Nimiten roToBOr0  JliKapCbKoro  3acoby. 3MmiHa  napameTpis
cneundikauin  Ta/abo  fonmycTMMUX — MEX  FOTOBOrO

TabneTok y cTpuni; no
3 CTpUNM Y KapTOHHiIA
Kopo6ui; no 300 mr
a6o no 500 mr: no 10
TabneTok y cTpuni; no
1 a6o no 3 cTpunu y
KapTOHHI Kopobuyj

nikapcbkoro 3acoby (4ONOBHEHHS cneuudpikauii  HOBUM
NOKa3HMKOM 3  BIigMOBIAHMM METOAOM  BMMNPOOYBaHHS);
[OOMNOBHEHHA  creunddikauii  nokasHWkoMm  «OAHOPIAHICTb
[030BaHmX OANHULb>» 3 BiANOBIAHUM MeTo40M
BMNPOOYBaHHA. 3MiHM | Tuny - 3MiHM 3 AKOCTi. [OTOBWiA
nikapcbkuii 3aci6. KoHTposb roToBOro nikapcbkoro 3acoby.
3miHa napameTpiB cneuudikauiii Ta/abo [ONYCTUMUX MEX
roTOBOr0  NiKapCbKoro 3acoby (BW/YYEHHA HEe3Ha4yHOro
nokasHuka (Hanpuknag 3acTapifioro MokasHuKa, Takoro sk
3anax Ta cMak, abo igeHTudikavis 6apBHUKIB UM CMaKOBUX
[06aBoK)) -

BU/IyYEHHs1 3 MOKa3HWKa «laeHTudikauis» BU3HAYEHHS
6apBHUKIB (TUTaHY AiOKCUA Ta XOBTUI 3axig). 3MiHu | Tuny -
3MiHM 3 AkocTi. oToBWIA nikapcbknii  3aci6. KoHTposb
roToBOro  nikapcbkoro  3acoby. 3MiHa y MeTojax
BUNPOBYBaHHA rOTOBOrO NiKapCbkoro 3acoby (iHLWi 3MiHW Y
MeTodax  BMNpoOyBaHb  (BKIuawuM  3amiHy — abo
[10NoBHEHHS)); CynyTHsi 3MiHa - 3MiHM 3 sikocTi. [oToBWMiA
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nikapcbkunii 3aci6. KOHTPO/Ib FOTOBOrO /1iKapCbKOro 3acoby.
3MiHa napameTpiB cneyudikaliin Ta/abo AoNyCTUMUX MEX
roToBOro Nikapcbkoro 3acoby (JOMOBHEHHA abo 3aMiHa
nokasHuka cneundikauii 3a pesynbtaTamyi [OCAIGKEHb 3
6e3nekn abo AKOCTi (3a BUHATKOM fiKapcbkux 3acobiB

6i010r4YHOrO/iIMyHOMOMNYHOTO ~ MOXOMKEHHA)) - 3MiHK
MeTOAMKM 3@  MoKasHukamu  «CynyTHi  JOMILUKu»
(npoGonigroToBka, nopsfoK npoBeAeHHs

XpomatorpadyBaHHs) Ta «PO3UMHEHHsi» (3MiHa uacy
BMNPOOYBaHHS Ta KiNIbKOCTi NPo6), i BiANOBIAHO 3MIHIOKOTLCS
KpUTEPii NPUAHATHOCTI 3a MOKA3HUKOM «PO3YMHEHHS».
3MiHn | Tuny - 3MiHM 3 AKocTi. [OTOBWIA NiKapCbkWil 3aci6.
KOHTPO/Ib TOTOBOTO J1iKAPCLKOTO 3acoby (iHWi 3MiHW) -
MeToAM KOHTPON SKOCTI /13 npefcTaBneHo yKpaiHCbKO
MOBOI0. 3MiHu Il Tuny - 3MiHK 3 AKOCTi. FOTOBWIA NiKapPCbKMIA
3aci6. 3MiHM y BMPOGHULTBI. 3MiHM Yy NpoLeci BUPOOHULTBA
roTOBOr0  NiKapcbKoro 3acoby, BKIOYAKUM  MPOMIKHWIA
NPOAYKT, WO 3aCTOCOBYETLCA NPU BUPOOHWULTBI rOTOBOrO
nikapcbkoro 3acoby (cyTTeBa 3MiHa y npoLeci BUpobHMUTBa,
Aka MOXe MaTu ICTOTHUIA B/MB Ha fKicTb, 6e3neky Ta
ePekTUBHICTb NlikapcbKoro 3acoby) - 3MiHM Yy npoLeci
BMPOOHMUTBA, a came ONTUMI3aLisi Npouecy BMPOGHMLTBA 3
ypaxyBaHHsIM 3MiH Y cknagi /13. 3MiH1 He pekoMeHAoBaHi [0
3aTBEPKEHHS, OCKi/bKM MoB’A3aHi 3i 3mMiHamu cknagy 3.
3MiHn Il Tuny - 3miHn 3 ikocTi. [OTOBWIN Nikapcbkuii 3aci6.
Onuc Ta cknag. 3miHa y cknagi (4ONOMDKHUX pevoBMHax)
roToBOro NikapcbKoro 3acoby (iHWi AOMOMDKHI PeyoBUHW) -
3MiHa, sKa NigTBEPAXYETLCA  AOCAISKEHHAMMN 3
6ioekBiBaneHTHOCTi; CynyTHA 3MiHa - 3MiHM 3 SKOCTI.
[oToBMIA Nikapcbkuii 3aci6. KOHTPONbL roTOBOro NikapCbKoro
3acoby. 3miHa MmapameTpiB  cneuudiikauin  Ta/abo
[OMYCTUMMX MEeX FOTOBOro Nikapcbkoro 3acoby (BuMydYeHHs
He3HayHOro nokasHuka (Hanpuknag 3actapifioro nokasHuka,
Takoro Sk 3amax Ta cmak, abo igeHTudikauiss 6apBHUKIB umn
CMakKoBUX [06aBOK)) - 3MiHM 3 SKOCTi. [OTOBUWIA NiKapcbKuii
3aci6. KoHTposb roTtoBOro nikapcbkoro 3acoby. 3miHa
napameTpiB cneyndikauiii Ta/abo 4ONyCTUMUX MEX FOTOBOro
nikapcbkoro 3acoby (iHWi 3MiHM) 3MiHa SsIKiCHOro Ta
KiflbKiCHOro cknagy AOMOMIKHUX PEeYOBUH, | AK Hacnifok
3MiHa cepefiHbOi Macu TabneTkn. A TakoX BWIyYEHHS i3
cneumadikauii nokasHuka «3aMLWKOBI KifIbKOCTi OpraHiyHux
PO3UYMHHYKIB». 3MiHA HE pekoMeH[oBaHa [0 3aTBepKEeHHs
3BaKaUM  Ha  HeratMBHWIA  BWUCHOBOK  YMpaBniHHA
ekcneptTusn  MatepianiiB 3 6GioekBiBasIeHTHOCTI  LLOAO
NpeAcTaBNEHNX B PEECTPALiiHOMY [0CbE  [OCNILXEHb
6ioekBiBaUIEHTHOCTI J13, SiKi He NiATBEPAXYIOTb MOX/IMBICTb
BHECEHHSA 3MiH Yy cknaj Ta BUpobHuumii npouec /13. Kpim
TOr0, HajaHi [ofaTKoBi Martepiaiv He MICTATb MOBHY
BigNoBiAb Ha nonepeaHbO BUCYHYTI 3ayBaKeHHs Bif
[enaptameHTy hapmaLeBTUYHOI AisNIbHOCTI.
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NIHKOMIUVH kancynu no 250 mr, no MNAT YkpaiHa YKpaiHa 3acigaHHa HTP
10 kancyn y 6nictepi; "KuiiBMegnpenap o MAT ) Ne 38 Big He peKOMeHAYETLCA A0 3aTBeP/KeHHS - BUMPAB/IEHHS
no 3 6nicTepu y nauyj ar" Kuismegnpenapar 04.11.2021 TEXHIYHOT MOMW/IKM - OCKifIbKM 3aNpONoHOBaHa  peaaKLis

TEXHIYHOI NOMWUSIKM He BIANOBIAAE BU3HAYEHHIO «TEXHiYHa
nomuska» (3rigHo Hakaly MO3 Big 23.07.2015 Ne 460)

CEBIKAP TabneTkn, BKPUTI 3eHTiBa, K.C., Yecbka . . HimeyunHa 3acigaHHa HTP .
[/IIBKOBOIO Yecbka Pecny6ika [aiui CaHkio FOpoyn Ne 37 Big He PeKOMEeHAO0BaHO A0 3aTBePKEHHA - 3MiHM | Tany -
0GOIOHKOH, M0 20 Pecny6nika 6X 28.10.2021 3MiHM 3 akocTi. CepTtuddikaT BignoigHocTi/lE-cepTuddikar
MI/5 MF: o 14 BignoBigHOCTI  €Bponelicbkii  chapmakonei/MoHorpadii.
Ta6neTok y 6nictepi; I‘I_o,an_Hﬂ HoBOrO abo OHOB/IEHOTO gepm_q)iKaTg
no 2 6nicTepa y BiAnosigHocTi abo BuyYeHHs cepTudikata BiAnoBiAHOCTI
KapTOHHii nauLi: €Bp0n_e|/|CbKW| cpapmakor_le'l': ona  A®l,  ana  BuxigHoro
TabneTk, BKpUTI marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
NAIBKOBOIO BVIKOPVCTOBYIOTBCS Y BUMPOOHMUTBI A®l; Ans [OMOMDKHOI
0GOIOHKO, M0 40 peyoBuHM  (cepTuchikaT  BignoeigHOCTI  €Bponeichkiii
MI/5 Mr; no 14 chapmakonei) - HoBuii cepTudpikar Bif HOBOrO BUPOGHUKA
TabneTok y 6nictepi; (3.‘aMiH¢’?\ abo ',CI,OI'IOBHEHI‘-IIFI), _§aMiHa nogaHoro cepTudikara
no 2 6nicTepa y BiAiNOBIAHOCTI  €BpOnenchbkil tpap_MaKoneT ONnsa HOBOro
KapTOHHIl navLy; BMPOGHMKA ofiMecapTaHy MefoKCOMiny ZHEJIAN_G TIANYU
TabneTk, BKpUTI PHARMACEUTICAL CO., LTD., Kutaii 3 Bepcii RO-CEP
N/IBKOBOK 2013-268-Rev 02 po Bepcii RO-CEP 2013-268-Rev 03.,
0GOMIOHKO, M0 40 OCKiNbkv 3asBneHa 3miHa b.111.1. (a)-2,1A.
mr/10 mr; no 14
TabneTok y 6nicrepi;
no 2 6nictepay
KapTOHHIN nayui

LE®YPOKCUM NOPOLLOK A1 PO3UHUHY MpuBartHe YkpaiHa . YKpaiHa, 3acigaHHa HTP

KOMEI ANS iH'eKwiA, no 0,75 T, aKujoHepHe MpuBatHe akujoHepHe KuTaiichka Ne 39 Big He peKOMeHAYETLCA A0 3aTBepP/KeHHs - BUMPaB/IeHHS
1 (hnaKoH i3 TOBAPUCTBO TOBaPUCTBO l'Ie“KX|M- HapogHa 11.11.2021 TEXHIYHOT MOMMIIKM, BHACNIAOK HEBIANOBIAHOCTI HafaHNX
nopoLukom Ta 1 “flekximM-Xapkis" Xapkis", YkpaiHa Pecny6ika MaTepianis nyHkty 2.4. Po3sginy VI lNMopsagky nposefeHHs

amnysna po3yrHHUKa
(Boga 4ns iH'ekyii no
10 mn) y 6nicTepi, 1
6nictep y nayui

(BUpOGHMLTBO Ta
NepBUHHE MakKyBaHHS
PO3YMHHVKKA; BTOPUHHE
nakyBaHHS!, KOHTPO/Ib Ta
BUMYCK Ccepii roToBOro
nikapcbKkoro 3acoby);
PetoHr ®apmacbioTuKa
Ko., NiTg., Kutaiicbka
HapogHa Pecny6nika
(BUpOGHMLTBO Ta
NepBUHHE MakKyBaHHS
NOPOLLIKY)

€KCnepTu3n peecTpauiiiHux maTepianiB Ha Nikapcbki 3acobw,
o nofarTbes Ha LepxaBHy peecTpaLito
(nepepeecTpauiio), a TakoX eKcnepTM3n marepiasiBa npo
BHECEHHS 3MiH [0 peecTpaujiiiHuX MaTepianiB nNpoTarom Aji
peecTpaLiiHoro MOCBiAYEHHS!, 3aTBEPPKEHOTO  HaKa3oM
MO3 Ykpaiuu Big 26.08.2005 Ne 426 (3rigHO Hakaly MO3
Big, 23.07.2015

Ne 460)
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