MEPENIK

NIKAPCBKNX 3ACOBIB, LLIO NPOMOHYIOTLCA A0 AEPXXABHOI PEECTPALIJI

Jopartok 1
Ao Hakasy MiHicTepcTBa 0XOPOHU

300pOB’A YKpaiHu

Ne

Ne
n/n

Hassa siikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayitiHa
npoyeodypa

Ymosu
BionycKy

Pexknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4YeHHs

1.

FEMAMETIOH®

TabneTkun
KMLUKOBOPO3YUHHI, N0
500 mr no 10 TabneTok y
6nictepi, no 2 6rictepu
y nauui

TOB "APTEPIYM
nTar

Ykpaina

MAT
"Knismegnpenapa
™

Ykpaina

peecTpauist Ha 5 pokis

MepioAnyHICTb NofaHHSA
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsiaky 34iiCHEeHHS
chapmakoHarnsagy,
3aTBEPPKEHOr0 Haka3om
MiHicTepcTBa 0XOpPOHK
3[,0p0B’A YkpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
YKkpainu 29 ciuHa 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB's YKpaiHu Big 26
BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3riHO
3i cTpokamu,
3a3HavYeHMun y
nepioguyYHOCTi NOAAHHSA
perynspHux 3BiTiB 3
6e3neku.

3a
peyerimom

He
nionsieae

UA/19198/01/01

rMILEPVHOBI
CYNO3UTOPII
rAILvK Ans
JIOPOCINX

Cyno3uTopIi peKkTasbHI
no24rnob5
CYno3uUTOpIiB y CTPUNi;
no 2 CTPUNW Y KAPTOHHiIlA
Kopobui

KYMN®EP BIOTEX,
YAB

JInToBCbka
Pecny6nika

E.l. 3APBIC eHp
Ko., N

Ipeuis

peecTpaList Ha 5 pokis

MepioAnyHICTb NogaHHA
perynsipHo
OHOBJOBAHOTO 3BITY 3
6esneku, BiANOBiAHO A0
Mopsaaky 34iACHEeHHs

6e3
peuyenma

He
nionsieae

UA/19199/01/01




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
nocsio4eHHs

hapmakoHarnsgy,
3aTBEPPKEHOr0 Haka3om
MiHicTepcTBa OXOpPOHM
3[10pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii
YKkpaiHnu 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,
3a3HayYeHMUN y
nepiogMyHOCTi NoAaHHsA
perynsipHux 3BiTiB 3
6esnekxu.

E3ONPOTEKT

nioghinizat gnsa po3unHy
ONs iH'eKUii Ta iHdy3il

no 40 Mr y pnakoHi; no

1 hnakoHy B KApPTOHHIl

Kopobui

Mictpan Kenitan
MeHepXmeHT
Nimitepn

AHrnis

BEM Inay CaH. Be
Tik. A.C.

TypeuunHa

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/19210/01/01

IHCYKOMB

TabneTku, BKpUTI

YOPAN[,

TypeyynHa

YOPAN[,

TypeyyunHa

peecTpauisi Ha 5 pokis

3a

He

UA/19200/01/01




2 abo 4 6nictepu B
KapTOHHIiA KopobLi, no
20 TabneTtok y bnictepi,
no 3 6nictepu B
KapTOHHilA KopooLi

OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaaky 34iiCHEeHHS
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), CTaHOBUTb: 3riHO

Ne HasBga snikapcbKo20 Popma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHs peecmpayjitiHo2o
ynakoska) nocBi0O4Y€eHHs1
N1iBKOBOK 060/I0HKOMD, MEANUNH INAY MEANUWNH INAY peyernmom niosnsieae
no 500 mr/2,5 mr, no 15 CAH. BE TIOX. CAH. BE TIOX. MepiognyHicTb NogaHHA
TabneTtok y 6nictepi, No A.LL. A.LL. perynsipHo
2 abo 4 6nictepu B OHOB/IIOBAHOTO 3BITY 3
KapTOHHiiA KopobLi, no 6e3neku, BiANOBIAHO A0
20 TabneTtok y 6nictepi, Mopsiaky 34iiCHEeHHS
no 3 6nictepu B thapmakoHarnagy,
KapTOHHi KOpO6L 3aTBEepXEeHOro Hakasom
MiHicTepcTBa OXOpPOHU
3[10pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii
YKpainu 29 ciuHa 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpOHK
37,0pOB'st YKpaiHu Big 26
BepecHA 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HaYeHIMn y
nepiogMyHOCTi NoAaHHsA
perynsipHux 3BiTiB 3
6esneku.
5. IHCYKOMB TabneTkn, BKPUTI YOPNA4 TypeyunHa YOPNA4 TypeuunHa peecTpauist Ha 5 pokis 3a He UA/19200/01/02
NAiBKOBOK 060/IOHKOIO, MEANLNH INAY MEANLUNH INAY peyenmom nionsieae
no 500 mr/5 mr, no 15 CAH. BE TIOX. CAH. BE TIOX. MepioAnyHICTb NofaHHSA
Tabnetok y 6nictepi, no A.LL. A.LL. perynspHo




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
nocsio4eHHs

3i cTpokamu,
3a3HaveHIMn y
nepioguYHOCTI NOAAHHS
perynsapHux 3BiTiB 3
6esneku.

IH®EK3OH - 1000

MOPOLLOK A/ PO3UNHY
[Ans iH ekujin, no 1000
Mr, no 1 conakoHy y
KapTOHHI ynakoBsL,i

CeHc Jlabopatopic
MeT. NiTA.

IHais

CeHc Jlaboparopic
ret. /114,

IHais

peecTpauisi Ha 5 pokis

MepiognyHICTb NOfAHHSA
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaaky 34iiCHEeHHS
chapmakoHarnsagy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa 0XOpoHK
3[10pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHOro B
MiHicTepcTsi tocTuuii
YKpaiHu 29 ciuHa 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpPOHK
340pOB's YKpaiHu Big 26
BepecHA 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamum,
3a3HaveHIMn y
nepioguyYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3nekw.

3a
peyenmom

He
nionsieae

UA/19201/01/01

KBETIAMNIH-
JAPHULA

TabneTkn, BKPUTI
NNiBKOBOK 060/TIOHKOIO,
no 25 wr, no 10
Tabnetok y 6nictepi, no
3 6nicTepu B naui

MpAT
"GapmaueBTnyHa
ipma "OapHuus”

Ykpaina

Dxenecapm CA

pevyjis

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
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
YKpainu 29 ciuHs 2007

3a
peyerimom

He
nionsieae

UA/19202/01/01




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
nocsio4eHHs

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,
3a3HaYeHMn y
nepioguYHOCTI NoAAHHS
perynsapHux 3BiTiB 3
6e3nekun

KBETIANIH-
JAPHULA

TabneTku, BKpUTI
N/1iBKOBOK 060JI0HKOIO,
no 100 mr, no 10
Tabnetok y 6nictepi, no
3 6nicTepu B nayi

MpAT
"®GapmaueBTuyHa
dipma "OapHuus"

YkpaiHa

[xenecbapm CA

pevis

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, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuii
YKpaiHu 29 ciuHa 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpPOHK
340pOB's YKpaiHu Big 26
BepecHA 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamum,
3a3HavYeHIMn y
nepioguYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku

3a
peyenmom

He
nionsieae

UA/19202/01/02

KBETIAMNIH-
JAPHULA

TabneTkn, BKPUTI
NNiBKOBOK 060/TIOHKOIO,
no 200 wmr, no 10
Tabnetok y 6nictepi, no
3 6nicTepu B mayi

MpAT
"GapmaueBTnyHa
ipma "OapHuus”

Ykpaina

Dxenecapm CA

pevyjis

peecTpauist Ha 5 pokis

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

3a
peyerimom

He
nionsieae

UA/19202/01/03




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
nocsio4eHHs

MiHicTepcTBa OXOPOHU
3[,0p0OB’A YKpaiHu Bif, 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
YKkpaiHu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOpPOHU
3/10pOB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HayYeHMun y
nepioguYHOCTI NOAAHHS
perynsapHux 3BiTiB 3
6e3nekun

10.

KETOPO/AK-
NYBHN®APM

PO34MH A1 iH'EKUI No
30 mr/Mnno1mns
amnynax no 5 mny
6nicTepi 3 nniBku, 1 abo
2 6nicTepu B nauui 3
KapToHy; no 10 amnyn y
nautii 3 KapToHy 3
KapTOHHUMU
neperopoakamm

AT "Nly6Hnchapm"”

YKpaiHa

AT "Nly6Hnchapm”

YkpaiHa

peecTpauisi Ha 5 pokis

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

3a
peyenmom

He
nionsieae

UA/19203/01/01

11.

NEBOTUPOKCUH
ECNAPMA®

Tabnetkun no 25 MKr; no
25 TabneTok y 6nicTepi,
no 4 6nictepu B

Ecnapma M'm6X

HimeyunHa

BTOPVHHE
naKyBaHHs:
ecnapma ®apma

HimeuunHa

peecTpauist Ha 5 pokis

MepioAMYHICTb NOAAHHSA

3a
peyerimom

He
nionsieae

UA/19204/01/01

6




Ne HasBga snikapcbKo20 Popma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHs peecmpayjitiHo2o
ynakoska) nocBi0O4Y€eHHs1
ynakoBLiji Cepgices 'M6X, perynsipHo
HimeuumnHa,; OHOB/IHOBAHOrO 3BITY 3
BMPOBHMLTBO in 6e3neku, BigNOBIAHO A0
bulk, nepBuHHe Mopsaaky 34iACHEeHHS
nakyBaHHs, hapmakoHarnagy,
BTOPWHHE 3aTBEPKEHOI0 Haka3oMm
nakyBaHHs, MiHicTepcTBa OXOPOHU
KOHTPO/b AKOCTI, 3[,0p0OB’A YKpaiHu Bif, 27
BUNYCK cepii: rpyaHsa 2006 poky Ne
Ninpgochapm Mv6X, 898, 3apeecTpoBaHOro B
HimeuunHa MiHicTepcTBi tocTuLii
YKkpaiHu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOpPOHM
3/10pOB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HayYeHMun y
nepioguYHOCTI NOAAHHS
perynsapHux 3BiTiB 3
6esneku.
12. NEBOTUPOKCUH Tabnetkun no 50 MKr; no Ecnapma M'm6X HimeuunHa BTOPUHHE HimeuunHa peecTpauisi Ha 5 pokis 3a He UA/19204/01/02
ECNAPMA® 25 TabneTok y 6nicTepi, nakyBaHHs: peyenmom niosnsieae

no 4 6nictepu B
ynakoBLi

ecnapma ®apma
Cepsices 'M6X,
HimeuumnHa,;
BMPOGHULTBO in
bulk, nepBuHHe
nakyBaHHs,
BTOPVHHE
nakyBaHHS,
KOHTPO/b SIKOCTI,
BUNYCK cepil:
Ninpgodhapm Mv6X,
HimeuyunHa

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




Ne HasBga snikapcbKo20 Popma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHs peecmpayjitiHo2o
ynakoska) nocBi0O4Y€eHHs1
nepioguyYHOCT NOAAHHSA
perynspHux 3BiTiB 3
6e3neku.
13. NEBOTUPOKCUH Tabnetku no 100 mkr; No Ecnapma Mm6X HimeuyunHa BTOPVHHE HimeyuunHa peecTpauist Ha 5 pokis 3a He UA/19204/01/03
ECNAPMA® 25 TabneTtok y 6nictepi, nakyBaHHs: peyenmom nionseae
no 4 6nictepu B ecrnapma d®apma MepiognyHicTb NogaHHsA
ynakoBLi Cepsice3 'M6X, perynsipHo
HimeuumnHa; OHOB/tOBAHOTO 3BITY 3
BMPOGHMLTBO in 6e3neku, BigNOBIAHO A0
bulk, nepsuHHe Mopsaaky 34iACHEeHHS
nakyBaHHs, hapmakoHarnagy,
BTOPWHHE 3aTBEPKEHOrO Haka3oMm
nakyBaHHs, MiHicTepcTBa OXOPOHU
KOHTPO/b AKOCTI, 3[,0p0OB’A YKpaiHu Bif, 27
BWNYCK cepil: rpyaHa 2006 poky Ne
Ninpodapm MvbX, 898, 3apeecTpoBaHOro B
HimeuunHa MiHicTepcTBi tocTuLii
Ykpainu 29 ciuHg 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpoHK
3[10pOB'A YKpaiHu Bif 26
BepecHsA 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3Ha4YeHMun y
nepiogMYHOCTI MoAaHHS
perynsapHux 3BiTiB 3
6e3neku.
14. MOKCU®PNOKCALIUN pO34uH A8 iHgysil, no Mictpan Kenitan AHrnis BEM lnau CaH. Be TypeuunHa peecTpauist Ha 5 pokis 3a He UA/19205/01/01
H - BICTA 400 mr/250 mn, no 250 MeHeKMeHT Tik. A.C. peuyenmom nionsieae
My chnakoHi, no 1 Nimiten MepiognyHicTb NogaHHA

h/1aKoHY B KapTOHHii
Kopobui

perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaaky 34iiCHeHHS
chapmakoHarnsgy,
3aTBEPKEHOIO Haka3oMm
MiHicTepcTBa 0XOpoHK
3[10pOB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHOro B
MiHicTepcTsi tocTuuii
YKpaiHu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy




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
nocsio4eHHs

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

15.

MAKNITAKCEN
DAPEC

KOHLieHTparT Ans
PO34nHy On5 iHdy3iil 6
mr/mn, no 5 mn, 16,7 mn,
25 mn abo 50 mn y
thnakoHi, no 1 donakoHy
Y KapTOHHIli kopoobLi

KOJIETTYM c.p.o.

Cnosaubka
Pecny6nika

XaynT ®apma
BonbppartcxayseH
6X

HimeuunHa

peecTpauist Ha 5 pokis

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

3a
peyenmom

He
nionseae

UA/19206/01/01

16.

NAPALIETAMON
C.AN.®D.

po34nH N8 iHgysiii 10
mr/mn; no 100 mny
donakoHi Ne 1

TOB "Amina Xenc
Kea"

YKpaiHa

C.AN®. C.nA.
Nab6opaTtopio
PapmaKkosiofKNKo

ITanis

PeecTpauis Ha 5 pokis

MepiognyHICTb NOgAHHSA
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaaky 34iiCHeHHS
chapmakoHarnsgy,
3aTBEPKEHOTO HaKa3oM
MiHicTepcTBa 0XOpoHK
3/10pOB’A YKpaiuu Big 27

3a
peyenmom

He
nionsieae

UA/19207/01/01




Ne HasBga snikapcbKo20 Popma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHs peecmpayjitiHo2o
ynakoska) nocBi0O4Y€eHHs1
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciyHa 2007
poky 3a Ne 73/13340 (y
peaakuii Hakasy
MiHicTepcTBa OXOPOHU
3710pOB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3riHO
3i cTpokamu,
3a3HaveHImMn y
nepioguYHOCTI NOAAHHSA
perynspHux 3BiTiB 3
6e3neku.
17. NALWA NNCTA CYXMWIN eKCTpaKT My6niyHe Ykpaina My6niyHe Ykpaina peecTpauist Ha 5 pokis - He UA/19208/01/01
EKCTPAKT CYXUIA (cybeTaHuis) y akujioHepHe akujioHepHe nionszae
noABiViHMX nakeTax Ans TOBapuCTBO TOBapuCTBO
hapMaLeBTUYHOTO "HaykoBo- "HaykoBo-
3aCcTOCyBaHHSA BMPOGHNYNIA BMPOGHNYNIA
LeHTp LieHTp
"BopLyariBcbkuii "BopLyariBcbKuii
XiMiKo- XiMiKO-
hapmaLeBTUYHNI hapmaLeBTUYHWI
3asof4" 3asofg"
18. MNPErABA/IH €EBPO kancynv TBepgi no 300 Akkoppg, Xenckea Icnanis BMPOGHMLTBO IHpis/ peecTpauisi Ha 5 pokis 3a He UA/19209/01/03
Mr; 1o 14 kancyny C.JLY. NiKapcbkoro YropumHa/ peuyenmom nionsieae
6nicTepi; no 4 6nictepu 3acoby, nepBuHHe ITanisa/ MepiognyHicTb NogaHHA
y nauui Ta BTOPUHHE MonbLya/ perynsipHo
nakyBaHHs1, HimeuuunHa/ OHOBJ/IOBAHOIO 3BITY 3
KOHTPO/b AKOCTI Benvka 6e3neku, BigNoBigHO A0
cepii: BpuTtaHis/ Mopsaaky 34iiCHeHHS
IHTac IcnaHis hapmakoHarnagy,

dapmacbtoTikanc
NimiTea, IHAjs;
KOHTPO/1b SIKOCTI:
BeccniHr XaHrepi
KdpT., YroplmHa;
KOHTPO/1b SIKOCTI:

3aTBEPKEHOIO Haka3oMm
MiHicTepcTBa 0XOpoHK

3[10pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne

898, 3apeecTpoBaHOro B
MiHicTepcTsi tocTuuii

SAPMABANIL Ykpainu 29 ciung 2007
nra. poky 3a Ne 73/13340 (y
Mikpo6ionoriyHa pefakuii Hakasy
nab6opaTopis, MiHicTepcTBa OXOPOHM
YropLmHa; 340pOB's YKpaiHu Big 26
[oaaTtkosa BepecHsa 2016 poky Ne

10




Ne HasBga snikapcbKo20 Popma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHs peecmpayjitiHo2o
ynakoska) nocBi0O4Y€eHHs1
OinbHNUA 3 996), cTaHOBUTb: 3riHO
BTOPUHHOTIO 3i cTpokamu,
nakyBaHHS: 3a3HaveHIMn y
A4 CANJII YENH nepioguyYHOCT NOAAHHSA
(Itanis) CIA, perynsipHux 3BiTis 3
ITanis; 6esneku.
poaatkosa
AinbHUUA 3
BTOPVHHOIO
nakyBaHHS:
CuHonTus

IHgacTpian Cn. 3
0.0., MonbLua;
nogartkosa
AinbHUUS 3
BTOPUHHOTO
nakyBaHHS:
MpecTtnx
MpomoyLuH
Pepkaydcdepaep
YHT eHf
depbeepsic MM6X,
HimeuuunHa;
BiANOBiAa/IbHWIA 32
BUNYCK cepi:
AKKOP[,
XEJICKEA
NIMITEL, Benuka
BpuTaHis;
KOHTPO/b SKOCTI,
nofartkosa
AinbHUUA 3
NepBUHHOTO Ta
BTOPUHHOTO
nakyBaHHS:
AKKOP[,
XEJICKEA
NIMITEA, Benvka
BpviTaHis;
nofartkosa
AinbHUUA 3
NepBUHHOTO Ta
BTOPUHHOTO
nakyBaHHS:
AKKOP[-tOKEW
JNIMITE[, Benvka

11




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
nocsio4eHHs

BpuTaHis;
KOHTPONb SIKOCTI:
ANC
NABOPATOPIC
(FOKEW) NIMITEA,
Benvka bputaHis;
KOHTPO/b IKOCTI:
ACTPOH
PECbOPY
NIMITEL, Benuka
BpuTaHis;
KOHTPO/b SIKOCTI,
poaatkosa
AinbHUUA 3
BTOPVHHOIO
nakyBaHHS:
NABOPATORPI
OYHOACIO JIAY,
Icnanis;
nogartkosa
OinbHUUSA 3
BTOPVHHOIO
nakyBaHHS:
CEHTPAN
SAPMA
(KOMEKIHF
NMAPTHEP)
NIMITEL, Benuka
BputaHis

19.

MPErABAJIIH EBPO

Kancynu Teepai no 75
Mr; 1o 14 kancyny
6nicTepi; no 4 6nictepu
y nauuj

Akkopfg Xenckea
C.ny.

IcnaHis

BMPOBOHULITBO
nNiKapcbkoro
3acoby, nepBnHHe
Ta BTOPWHHE
nakyBaHHs,
KOHTPO/b SIKOCTI
cepi:

IHTac
dapmacbloTikanc
NimiTeq, IHAis;
KOHTPO/b AKOCTI:
BeccniHr XaHrepi
KdpT., YropwuHa;
KOHTPO/b AKOCTI:
SAPMABAIA,
N1a.

IHais/
YropumHa/
ITanis/
Monbwa/
HimeuuunHa/
Benuka
BpurtaHis/icna
His

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

3a
peyenmom

He
nionseae

UA/19209/01/01
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Ne HasBga snikapcbKo20 Popma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHs peecmpayjitiHo2o
nocsio4eHHs

ynakoska)

Mikpob6ionoriyHa
nab6opaTopis,
YropuwuHa,
nofartkosa
AinbHUUA 3
BTOPUHHOTIO
nakyBaHHs:
O4N CAMJII YENH
(Itanis) CMA,
ITanis;
nogartkosa
OinbHUUS 3
BTOPUHHOTIO
nakyBaHHS:
CuHonTus
IHgacTpian Cn. 3
0.0., MonbLua;
nojarkosa
OinbHNUA 3
BTOPVHHOIO
nakyBaHHs:
MpecTnx
MpomoyLLH
®epkaydchepaep
YHT eHfl
Pepbeepsic MTMOX,
HimeuyumnHa;
BiANOBiAaIbHMI 3a
BUNYCK cepil:
AKKOP[,
XEJICKEA
NIMITEA, Benvka
BpviTaHis;
KOHTPO/b SKOCTI,
nogartkosa
OinbHUUSA 3
NepBUHHOTO Ta
BTOPVHHOIO
nakyBaHHs:
AKKOP[,
XEJICKEA
NIMITEL, Benvka
BpuTaHis;
nogartkosa
OinbHUUSA 3
NepBUHHOIO Ta

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
6e3neku.
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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
nocsio4eHHs

BTOPUHHOTO
nakyBaHHS:
AKKOP[-tOKEW
NIMITEL, Benuka
BpuTaHis;
KOHTPO/b AKOCTI:
ANC
NABOPATOPIC
(FOKEM) NIMITEL,
Benuka bputaHis;
KOHTPO/b SIKOCTI:
ACTPOH
PECbOPY
NIMITEL, Benuka
BpviTaHis;
KOHTPO/b SKOCTI,
noaatkosa
OinbHUUSA 3
BTOPUHHOTO
nakyBaHHS:
NABOPATOPI
®YH/ACIO JAY,
IcnaHis;
nojarkosa
AinbHUUA 3
BTOPVHHOIO
nakyBaHHs:
CEHTPA/
PAPMA
(KOMEKIHI
NAPTHEP)
NIMITEL, Benuka
BpuTaHis

20.

MPErABA/IH €BPO

Kancynu Teepai no 150
Mmr; no 14 kancyny
6nicTepi; no 4 6nictepu
y nauui

AkKoppg, Xenckea
C.JY.

IcnaHis

BMPOGHMLITBO
nikapcbkoro
3acoby, nepBnHHe
Ta BTOPUHHE
nakyBaHHS,
KOHTPONb SKOCTI
cepii:

IHTac
dapmacboTikanc
Nimiten, IHgis;
KOHTPO/b SIKOCTI:
BecchniHr XaHrepi

IHpis/
YropmHa/
ITania/
Monbwa/
HimeuuunHa/
Benwvka
BpuTanis/icna
Hist

peecTpauist Ha 5 pokis

MepioAnyHICTb NofaHHSA
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
MopsiaKy 34iCHEHHS
chapmakoHarnsagy,
3aTBePPKEHOr0 Haka3om
MiHicTepcTBa 0XOpPOHK
3[,0p0OB’A YkpaiHu Big 27
rpyaHsa 2006 poky Ne

3a
peyerimom

He
nionsieae

UA/19209/01/02
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Ne HasBga snikapcbKo20 Popma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHs peecmpayjitiHo2o
ynakoska) nocBi0O4Y€eHHs1

K., YropwuHa;
KOHTPO/b AKOCTI:
SAPMABANIL
nra.
Mikpo6ionoriyHa
nab6opaTtopis,
YropwuHa;
nogartkosa
OinbHUUSA 3
BTOPUHHOTIO
nakyBaHHs:
A4 CANJII YENH
(Itanis) CIA,
ITanis;
nojarkosa
OinbHUUA 3
BTOPUHHOTIO
nakyBaHHs:
CuHonTtuns
IHpacTpian Cn. 3
0.0., NonbLa;
nofartkosa
AinbHUUA 3
BTOPUHHOTIO
nakyBaHHs:
MpecTnx
MpomoyLuH
®epraycepaep
YHT eHf
depbeepsic MMOX,
HimeuuunHa;
BiNOBIgaNbHWIA 32
BUNYCK cepii:
AKKOP[,
XEJICKEA
NIMITEL, Benvka
BpuTaHis;
KOHTPO/b AKOCTI,
nojarkosa
OinbHUUA 3
NnepBUHHOIO Ta
BTOPUHHOTIO
nakyBaHHs:
AKKOP[,
XEJICKEA
JNIMITE[, Benvka

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
6esneku.
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Homep

Ne
n/n

Ha3zsa sikapcbko20
3acoby

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asBHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
BionycKy

Pexknamys
aHHs

peecmpayjitiHo2o
nocsio4eHHs

BpuTaHis;
nogartkosa
OinbHUUSA 3
NepBMHHOTO Ta
BTOPVHHOIO
nakyBaHHS:
AKKOP[-HOKEW
NIMITEA, Benvka
BpviTaHis;
KOHTPO/b IKOCTI:
ANC
NABOPATOPIC
(FOKEN) NIMITEL,
Benwuka bputaHis;
KOHTPO/b SIKOCTI:
ACTPOH
PECbOPY
NIMITEL, Benvka
BpuTaHis;
KOHTPO/b SIKOCTI,
poaatkosa
AinbHUUA 3
BTOPVHHOIO
nakyBaHHS:
NABOPATORPI
®YHOACIO JAY,
IcnaHis;
poaatkosa
AinbHUUA 3
BTOPVHHOIO
nakyBaHHS:
CEHTPAN
SAPMA
(KOMEKIHF
MNMAPTHEP)
NIMITEL, Benvka
BpuTaHis

B.o. l'eHepanbHOro gupekropa Ainpekropary
chapmaueBTUUHOrO 3a0e3nevyeHHA
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Jopatok 2
po Hakasy MiHicTepcTBa OXOpPOHU

304,0POB’A YKpaiHu

Ne
MNEPENIK
NIKAPCbKNX 3ACOBIB, WO NMPOMOHYOTbLCA A0 AEP>XXABHOI NMEPEPEECTPALIII
Ne HasBsa snikapcbko20 dopma sUMYCKY 3asasHuUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa YmosBu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjiliHo2o
yrnakoska) nocsi04YeHHs1
1. BIMNOAT® TabneTku, BKpUTI HOCB ®apma C.A Benbris BMPOBHUK Benbrisi/ nepepeecTpawis Ha 3a He UA/10825/01/01
NAiBKOBOK 060/IOHKOIO, Hepo3dgracoBaHOl HimeuunHa He0bMeXeHWi TepMiH peyenmom nionsieae
no 50 mr, no 14 npoaykuii Ta

Tabnetok y 6nictepi; no
1 a6o 4 6nictepu B
KapTOHHI KOpOOLii

KOHTPO/b AKOCTI:
HOCB ®apma C.A,,
Benbrisi; BAPOGHUK

Hepo3dhacoBaHO(

npoaykuii Ta

KOHTPO/b AKOCTI:

Elicika
PapmacboTrKan3
vm6X, HimeuunHa;
nepBuHHE Ta
BTOPUHHE
nakyBaHHs:
Elicika
PapmacboTrKan3
vm6X, HimeuuunHa;
BMPOBHUK
BiANOBIAabHUIA 3a
BMNYyCK cepii Ta
KOHTPO/b AKOCTI:
Elicika
dapmacboTrKan3
vM6X, HimeuunHa

OHOB/IEHO iH(hopmaLLito
B IHCTPYKU|i ans
MeAnYHOro
3acToCcyBaHHSA
nikapcbKoro 3acoby B
posginax "Bsaemogis 3
HLWIMMK NiKapCbKMU
3acob6amu Ta iHLWi BUAn
B3aemMogijin",
"Oco6nMBOCTi
3acTocyBaHHs", "Cnoci6
3acTocyBaHHsa Ta gosn”
(yTouHeHHs iHdopMauii),
"Mo6iuHi peakwi"
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
Ykpainum 29 ciyHg 2007
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayjiliHo2o
nocsioYyeHHs

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

BIMMAT®

TabneTkun, BKpUTI
MN/1iBKOBOK 060JIOHKOIO,
no 100 wmr, no 14
TabneTtok y 6nictepi; no
1 a6o 4 6nictepu B
KapTOHHI Kopobuj

HOCB ®apma C.A

Benbris

BMPOBHUK
Hepo3dacoBaHOl
npoaykuii Ta
KOHTPO/b SIKOCTI:
IOCB ®apma C.A.,
Benbris; BUPO6HUK
Hepo3dacoBaHol
npoaykuii Ta
KOHTPO/b AKOCTI:
Eficika
dPapmacboTrKan3
'm6X, HimeuunHa;
nepBuHHE Ta
BTOPUHHE
nakyBaHHs: Elicika
PapmacboTnKan3
'M6X, HimeuuunHa,;
BMPOBHUK
BiANOBIAA/IbHWIA 32
BUNYCK cepii Ta
KOHTPO/b AKOCTI:
Eficika
dPapmacboTrKan3
'm6X, HimeyunHa

Benbrisi/
HimeyunHa

nepepeecTpauis Ha
HeobMeXeHWi TepMiH

OHoB/EHO iHdhopMaLito
B IHCTPYKUiT Ans
MeaNYHOro
3aCcTOCyBaHHSA
nikapcbkoro 3acoby B
posginax "B3aemogis 3
HLUMMKW NiKapCbKMM
3acobamu Ta iHLWi BUAK
B3aemogijin",
"Ocob6nvBocCTi
3acTocyBaHHs", "Cnocio
3acTocyBaHHA Ta 4o3un"
(yTOYHeHHs iHdhopmauii),
"Mo6iyHI peakuir”
BiANoBIgHO A0
mMarepianis
peecTpauiiHoro Aocbe.

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

3a
peyenmom

He
nionsieae

UA/10825/01/02
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayjiliHo2o
nocsioYyeHHs

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

BIMMNAT®

TabneTku, BKPUTI
NNiBKOBOK 060/TIOHKOIO,
no 150 wmr, no 14
Tabnetok y 6nictepi; no
1 a6o 4 6nicTepu B
KapTOHHI Kopo6Lyi

OCB ®apma C.A

Benebris

BMPOBHUK
Hepo3acoBaHol
npoaykuii Ta
KOHTPO/b AKOCTI:
HOCB ®apma C.A,,
Benbrisi; BUPOOHUK
Hepo3dghacoBaHOl
npoaykuii Ta
KOHTPO/b SIKOCTI:
Elicika
PapmacboTnkan3
'M6X, HimeuuunHa,;
nepBuHHE Ta
BTOPUHHE
nakyBaHHs: Elicika
PapmacboTrKan3
M6X, HimeuunHa;
BMPOBHUK
BiANOBIAaNbHMIA 3a
BMMYCK cepii Ta
KOHTPO/b SIKOCTI:
Elicika
PapmacboTnkan3
mM6X, HimeuunHa

Benebrisi/
HimeuunHa

nepepeecTpauis Ha
HeobMeXeHW TepMiH

OHoBEeHO iHhopmaLio
B IHCTPYKLU|i Ans
MeAnYHOro
3aCTOCyBaHHSA
nikapcbkoro 3aco6y B
po3ginax "B3aemopis 3
HLUIMMKN NiKapCbKUMM
3acob6amu Ta iHWi BUan
B3aemogijin",
"Ocob6nmBoCTi
3acTocyBaHHs", "Cnoci6
3acToCyBaHHA Ta A03n"
(yTOUYHeHHs iHdhopmauii),
"Mo6iuHi peakwyii"
BignosigHo oo
marepianis
peecTpauiiHoro J0CbeE.

MepioAnyHICTb NOAAHHS
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHHK
3[10pOB’A YKpaiHuu Big 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy

3a
peyerimom

He
nidnsieae

UA/10825/01/03
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Tabnetok y 6nictepi; no
1 a6o 4 6nictepu B
KapTOHHI Kopo6Lyi

KOHTPO/b SIKOCTI:
HOCBb ®apma C.A.,
Benbrist; BUPO6HUK

Hepo3dracoBaHOl

npoaykuii Ta

KOHTPO/b SIKOCTI:

Elicika
PapmacbioTrKan3
M6X, HimeuunHa;
nepBuHHe Ta
BTOPUHHE
nakyBaHHs: Eficika
dPapmacboTrKan3
'm6X, HimeuunHa;
BMPOBHUK
BiAnoBiganbHMIA 3a
BUMNYCK cepii Ta
KOHTPO/b SIKOCTI:
Elicika

PapmacboTrKan3

'mM6X, HimeuwunHa

OHOB/EHO iH(hopmaLLito
B IHCTPYKLU|i ans
MeAnYHOro
3acToCyBaHHSA
nikapcbKoro 3acoby B
po3ginax "B3aemogis 3
HLWIMMK NiKapCbKMU
3acob6amu Ta iHLWi BUAn
B3aemMogijin",
"Oco611BOCTi
3acTocyBaHHs", "Cnoci6
3aCToCyBaHHA Ta fo3n"
(yTouHeHHs iHdopMaLii),
"Mo6iuHi peakwii"
BignoBigHO Ao
mMaTtepianis
peecTpauiiHoro focbe.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iACHEHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa OXOpPOHYU
340pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa OXOPOHU

Ne HasBa snikapcbko20 dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjiliHo2o
yrnakoska) nocsio4YeHHs1
MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riHO
3i cTpokamu,
3a3HaveHIMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6e3nekun
4, BIMMNAT® TabneTku, BKpUTI HOCB ®apma C.A Benbris BMPOBHUK Benbrisi/ nepepeecTpawis Ha 3a He UA/10825/01/04
NAiBKOBOK 060/IOHKOIO, Hepo3dghacoBaHOl HimeuunHa He0bMeXeHWi TepMiH peyenmom nionsieae
no 200 wmr, rno 14 npoaykuii Ta
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep

peecmpayjiliHo2o

nocsio4YeHHs1

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

rPUMN-reAH
ANTAYNN

rpaHynm no 10 ry
neHasni noniMepHomy; no
1 neHany B nauuj 3
KapTOHY

MpAT
"HaujioHanbHa
FomeonaTuyHa

Cninka"

YkpaiHa

MpAT
"HaujioHasibHa
FomeonaTtnyHa

Cninka"

YkpaiHa

nepepeecTpauis Ha
HeobMeXeHWi TepMiH

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

6e3
peyenma

lionsizae

UA/3810/01/01

rPonPUm

TabneTku, no 500 mr no
10 TabneTok y 6nicTepi;
no 2 a6o no 4 6nictepu
B KOPOOLii 3 KApTOHY

TOB
"ACTPA®APM"

YkpaiHa

TOB
"ACTPAGAPM"

YkpaiHa

nepepeecTpauis Ha
He0OMeXeHW TepMiH

OHoB/eHO iHdhopMaL;to
B IHCTPYKLUiT Ans
MeaNYHOro
3acToCyBaHHSA
niKapcbKoro 3acoby y
po3ginax: "lMNokasaHHA",
"B3aemopis 3 iHWMMmn
niKkapcbknmuy 3acobamu

3a
peyenmom

He
nionsieae

UA/15916/01/01
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Ne

HasBa snikapcbko20 dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjiliHo2o
yrnakoska) nocsio4YeHHs1
Ta iHWi BUan
B3aEMOgjin",
"Oco6nmBOCTi
3acTocyBaHHSA",

"3acTocyBaHHSA y nepioz
BariTHocTi abo
rogysaHHs rpyaar”,
"3aaTHIiCTb BNAMBaTK Ha
LWBMAKICTb peakuii npu
KepyBaHHi
aBTOTpaHCNoOpPTOM abo
IHWYMKU MeXaHi3mamu®,
"Cnocib 3acTocyBaHHs
Ta gosn",
"MNepepo3syBaHHA",
"Mo6iuHi peakwyii”
BiAnNoBigHO A0
iHdhopmauii woao
MeANYHOro
3acTOCyBaHHsA
pedoepeHTHOro
nikapcbKoro 3acoby
(I30MPUHO3UH,

Tabnetkn no 500 wmr).

MepioanyHiCTb NoAaHHSA
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsiaky 34iiCHEHHS
chapmakoHarnsagy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHM
3[10pOB’A YKpaiHuu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa OXOpOHU
3[,0pOB'st YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HaYeHUMU Y
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KapTOHHI ynakoBLi

OHOB/EHO iH(hopmaLLito
B IHCTPYKLU|i ans
MeAnYHOro
3acToCyBaHHSA
nNiKapcbKoro 3acoby y
po3ginax: "lNoka3aHHsa"
(yTouHeHHs iHdopMaLii),
"Cnoci6 3acTocyBaHHs
Ta gosun" BignoBigHo fo
iHdhopmauii woao
MeaNYHOro
3aCcTOCyBaHHSA
pedyepeHTHoro
nikapcbKoro 3acoby
(POPTYM, nopoLuok

[ANs1 PO3UMHY Ansi
iH'EKLiA).

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
nepiognYHOCTi NoAaHHSA

Ne HasBa snikapcbko20 dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjiliHo2o
yrnakoska) nocsio4YeHHs1
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6e3neku.
7. EM3N4® NMOPOLUOK A1 PO3UNHY Abpun IHais HekTtap IHais MepepeecTpauis Ha 3a He UA/15613/01/02
ANs iH ekuiiA, no 500 wr; dopmMynenHs NaiidpcaiiHcis HEO6MEeXeHU TePMiH. peyernmom nionsi2ae
no 1 dprakoHy B Met. 14 Nimiteq
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KapTOHHI ynakoBLi

OHoB/EHO iHdhopMaLito
B IHCTPYKUiT Ans
MeanYHOro
3aCcTOCyBaHHSA
nikapcbKkoro 3acoby y
posginax: "lNokasaHHsa"
(yTOYHeHHs iHdhopmauii),
"Cnoci6 3acTocyBaHHs
Ta fo3un" BignoBigHo Ao
iHchopmawii wopao
MeAnYHOro
3aCTOCyBaHHSA
pedhepeHTHOro
nikapcbkoro 3acoby
(POPTYM, nopoLLok
AN PO34MHY Ana
iH'EKUIN).

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

Ne HasBa snikapcbko20 dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjiliHo2o
yrnakoska) nocsio4YeHHs1
perynsapHux 3BiTiB 3
6e3neku.

8. EM3N4® MOPOLLIOK 4151 PO3YMHY Abpun IHAis HekTap IHAjs MepepeecTpauis Ha 3a He UA/15613/01/01
Ans iH ekuiin, no 1000 dopmyneiH3 NavichcaitHci3 HeobMeXeHWli TepPMiH. peyenmom nionsizae
Mr; no 1 donakoHy B Met. It Nimiteq
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hNakoHi-kpanenbHUL;
no 1 donakoHy-
KpanenbHuLi B
KapTOHHI Kopo6Lyi

OHoBEHO iHhopmaLio
B IHCTPYKLU|i Ans
MeAnYHOro
3acTOCyBaHHsA
nikapcbKoro 3acoby y
po3ginax "lMoka3aHHa"
(peparyBaHHs),
"®apmakonorivHi
BnactusocTi" (LLoao
6e3neku), "B3aemogis 3
HLUMMW NiKapCbKMM
3acobamu Ta iHWi BUAK
B3aemogijin",
"Ocob6nvBocCTi
3acTocyBaHHA",
"3acTocyBaHHS y nepioz
BariTHoOCTi abo
rogysaHHs rpyaaro”,
"[iTn" (pegarysaHHs),
"Mepepno3yBaHHA",
"Mo6iyHI peakuir”
BiANoBIgHO A0
OHOBJIEHOT iHdhopMaLii 3
6e3neku gjtoyoi
peyvoBUHN.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iACHEHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa OXOpPOHYU
340pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa OXOPOHU

Ne HasBa snikapcbko20 dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjiliHo2o
yrnakoska) nocsio4YeHHs1
6e3neku.
9. KNOAN®DEH Kpanni o4Hi, po3uuH, 1 YOPNA Mpysis K.O. Pomcbapm PymyHis nepepeecTpauis Ha 3a He UA/15869/01/01
mr/M; no 5 mny MEOMUMH NTA Komnani C.P.J1. HeobMeXeHWin TepMiH peyenmom nionsieae
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayjiliHo2o
nocsioYyeHHs

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

10.

NENCIKAA

TabneTkun, BKpUTI
NNiBKOBOK 060/I0HKOIO,
no 250 wr; in bulk: Ne
5000 y
nonieTuseHoBoOMy
nakeTi

[bxy6inaHTt

[bxeHepikc NimiTeq

IHais

[bxy6inaHTt
[bxeHepike Nimites

IHais

MepepeecTpaduis Ha 5
pokiB

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

He
nionsieae

UA/15522/01/01

11.

NENCIKAA

TabneTku, BKpUTI
NNiBKOBOK 060/I0HKOIO,
no 500 wr; in bulk: Ne
5000 y
nonieTueHoBoOMy
nakeTi

[bxy6inaHTt
[bkeHepike NimiTeq

IHais

[bxy6inaHTt
[bxeHepike NimiTes

IHais

MepepeecTpaduis Ha 5
pokiB

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

He
nionsieae

UA/15522/01/02
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayjiliHo2o
nocsioYyeHHs

3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa OXOpOHU
3[,0pOB'st YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3rifHO
3i cTpokamu,
3a3HavyeHVMun y
nepioguyYHOCTI NOAAHHSA
perynsipHmx 3BiTiB 3
6e3neku.

12.

NENCIKAL

TabneTku, BKPUTI
NNiBKOBOK 060/TIOHKOIO,
no 750 mr; in bulk: Ne
5000y
nonieTusieHoBOMy
nakeTi

[bxy6inaHTt
[xeHepikc MimiTeq

IHais

[bxy6inaHTt
[xeHepike NimiTeq

IHais

MepepeecTpavis Ha 5
pokiB

MepioanyHICTb NoAaHHSA
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsagy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHU
3[10pOB’A YKpaiHuu Big 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa OXOpPOHU
300pOoB's YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HaYeHIMn y
nepioguYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku.

He
nionsieae

UA/15522/01/03

13.

NENCIKAA

TabneTku, BKPUTI
NNiBKOBOK 060/TIOHKOIO,
no 1000 wr; in bulk: Ne

[bxy6inaHTt
[xeHepikc MimiTeq

IHais

[bxy6inaHTt
[xeHepike NlimiTeq

MepepeecTpauis Ha 5
pokiB

He
nionsieae

UA/15522/01/04
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayjiliHo2o
nocsioYyeHHs

5000 y
nonieTueHoBoMy
nakeri

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

14.

NENCIKAL,

TabneTku, BKpUTI
MNiBKOBOK 060/10HKOIO,
no 250 mr; no 10
Tabnetok y 6nictepi; no
3 6nicTepu y KapTOHHIl
KOpoo6Li

[xy6inaHt
[xeHepike Nimiteq

IHais

[xy6inaHt
[xeHepike Nimitesq

IHais

MepepeecTpavis Ha 5
pokiB
OHoB/EHO iHdhopMaLto
B IHCTPYKUiT Ans
MeNYHOro
3acToCyBaHHsA
nikapcbKkoro 3acoby y
posginax:
"®apmakonorivHi
B/1acTmMBoCTi",
"Moka3aHHs"
(peparyBaHHs TEKCTy),
"B3aemopis 3 iHWMMKN
nikapcbknmy 3acobamu
Ta iHWi Bnan
B3aemopijin",
"Ocob6nuBoCTi
3acTocyBaHHsa",
"3acTocyBaHHS y nepios
BariTHOCTi abo
rogysaHHa rpyaaro”,
"34aTHICTb BNMBATU Ha

3a
peyenmom

He
nionsieae

UA/15521/01/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayjiliHo2o
nocsioYyeHHs

LWBWUAKICTb peakuii npu
KepyBaHHI
aBTOTpaHcNopToM abo
HWMKY MeXaHi3mamn®,
"Cnoci6 3acTtocyBaHHs
Ta gosu", "Aitn"
(iHchopmauist 3 6e3neku),
"Mo6iuHi peakw"
BignoBigHO Ao
iHdhopmauii wono
MeNYHOro
3aCTOCyBaHHSA
pedyepeHTHoro
nikapcbKoro 3acoby
(KEMMNPA®, TabneTku,
BKPUTi 060/IOHKOHD).

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

15.

NENCIKAA

TabneTkun, BKpUTI
MN/1iBKOBOK 060JIOHKOIO,
no 500 mr; no 10
Tabnetok y 6nictepi; no
3 6ricTepU Y KApPTOHHIN

[bxy6inaHTt

[bxeHepikc Nimites

IHais

[bxy6inaHTt
[bxeHepike Nimites

IHais

MepepeecTpaduis Ha 5
pokiB
OHoBEHO iHhopmaLio
B IHCTPYKLU|i Ans
MeZIM4HOro

3a
peyenmom

He
nionsieae

UA/15521/01/02
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Ne HasBa snikapcbko20 dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjiliHo2o
yrnakoska) nocsio4YeHHs1
KOpoo6Li 3aCTOCyBaHHS
nikapcbKoro 3acoby y
posginax:
"®apMaKoorivHi
BracTmsocTi",
"lMokaszaHHA"

(peparyBaHHsi TEKCTY),
"B3aemogis 3 iHWmMK
nikapcbknmy 3acobamu
Ta iHWi BUan
B3aEMOgjn",
"Oco6nmBOCTi
3acTocyBaHHSA",
"3acTocyBaHHSA y nepios
BariTHocTi abo
rogysaHHs rpyaaro”,
"3aaTHiCTb BNAMBaTK Ha
LWBMAKICTb peakuii npu
KepyBaHHi
aBTOTpaHCNoOpPTOM abo
IHWMMKU MeXxaHi3mamn®,
"Cnocib 3acTtocyBaHHs
Ta gosu", "ditn"
(iHcbopmauiis 3 6e3nekn),
"Mo6iyHi peakwyii"
BiAnNoBigHO A0
iHdhopmauii woao
MeANYHOro
3acTOCyBaHHsA
pedoepeHTHOro
nikapcbKoro 3acoby
(KEMNMPA®, Tabnetku,
BKPWTiI 060/1I0HKOI0).

MepioAnyHICTb NOAAHHS
perynspHo
OHOBJIHOBAHOrO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsiaky 34iiCHEHHS
thapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHM
3[10pOB’A YKpaiHuu Big 27

rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B

MiHicTepcTBi roCTULI
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayjiliHo2o
nocsioYyeHHs

Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO
3i cTpokamu,
3a3HaveHIMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6esneku.

16.

NENCIKAL,

TabneTku, BKpUTI
MNiBKOBOK 060/10HKOIO,
no 750 mr; no 10
Tabnetok y 6nictepi; no
3 6nicTepu y KapTOHHIl
KOpoo6Li

[xy6inaHt

[xeHepike Nimiteq

IHais

[xy6inaHT
[xeHepike Nimites

IHais

MepepeecTpauis Ha 5
pokiB
OHoB/EHO iHdhopMaLito
B IHCTPYKUiT Ans
MeaNYHOro
3aCcTOCyBaHHSA
nikapcbKkoro 3acoby y
posginax:
"®apmakonorivHi
B/1acTMBoCTi",
"Moka3aHHs"
(peparyBaHHs TEKCTy),
"B3aemopis 3 iHWMMKN
nikapcbknmy 3acobamu
Ta iHWi Bnan
B3aemogijin",
"Ocob6nuBocCTi
3acTocyBaHHsa",
"3acTocyBaHHS y nepios
BariTHOCTi abo
rogysaHHa rpyaaro”,
"3paTHICTb BNAMBATU Ha
LUBMAKICTb peakuii npu
KepyBaHHi
aBTOTpaHcnopTom abo
iHWMK MexaHismamn®”,
"Cnocib 3acTtocyBaHHs
Ta gosu", "Aitn"
(iHchopmauiist 3 6esneku),
"Mo6iuHi peakwyii"
BignosigHo oo
iHchopmawii wopo
MeAnYHOro
3acToCyBaHHsA

3a
peyenmom

He
nionsieae

UA/15521/01/03
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayjiliHo2o
nocsioYyeHHs

pedyepeHTHOoro
nikapcbKoro 3acoby
(KEMMNPA®, TabneTku,
BKPUTi 060/IOHKOHD).

MepioAnyHICTb NOAAHHS
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
hapmakoHarnagy,
3aTBEPXEHOr0 Haka3oMm
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiuu Bif 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHU
3710p0B's YKpaiHu Bif, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMun y
nepiognYHOCTI NOAAHHS
perynsapHux 3BiTiB 3
6e3neku.

17.

NENCIKAA

TabneTkun, BKpUTI
MN/1iBKOBOK 060JIOHKOIO,
no 1000 mr; no 10
Tabnetok y 6nictepi; no
3 6nicTepu y KapTOHHIN
KopoobLi

[bxy6inaHTt

[bxeHepike NimiTeq

IHais

[bxy6inaHTt
[bxeHepike Nimiteq

IHais

MepepeecTpaduis Ha 5
pokiB
OHoBEeHO iHhopmaLio
B IHCTPYKLU|i Ans
MeAnYHOro
3acTOCyBaHHsA
nikapcbKoro 3acoby y
posginax:
"®apMaKoorivHi
BN1ACTVBOCTI",
"lMoka3aHHA"
(peparyBaHHs TeKkCTy),
"B3aemogis 3 iHWMMKn
nikapcbknmu 3acobamu
Ta iHWi BUan
B3aemMogijin",
"Ocob611BOCTi

3a
peyenmom

He
nionsieae

UA/15521/01/04
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Ne HasBa snikapcbko20 dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjiliHo2o
yrnakoska) nocsio4YeHHs1
3acTocyBaHHSA",

"3acTocyBaHHSA y nepioz
BariTHocTi abo
rogysaHHsa rpyaar”,
"3aaTHiCTb BNAMBaTK Ha
LWBMAKICTb peakuii npu
KepyBaHHi
aBTOTpaHCNoOpPTOM abo
IHWMMKU MeXxaHi3mamu®,
"Cnocib 3acTtocyBaHHs
Ta gosu", "ditn"
(iHchbopmauisa 3 6e3nekn),
"Mo6iuHi peakwyii”
BiANoBIgHO A0
iHdhopmauii woao
MeANYHOro
3aCTOCyBaHHSA
pedoepeHTHOro
nikapcbKoro 3acoby
(KEMNMPA®, Tabnetku,
BKPWTiI 060/1I0HKOI0).

MepioAnyHICTb NOAAHHSA
perynspHo
OHOBJIHOBAHOrO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsiaky 34iiCHEHHS
hapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHU
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa OXOpOHU
3[,0pOB'st YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepioguyYHOCTi NOAAHHSA
perynsipHmx 3BiTiB 3
6e3neku.
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Ne HasBa snikapcbko20 dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjiliHo2o
yrnakoska) nocsio4YeHHs1
18. METPOIIN® TabneTku, BKpUTI "tOHiK IHais tOHiK IHais nepepeecTpawis Ha 3a He UA/2871/02/01
NAiBKOBOK 060/IOHKOIO, dapmacbioTukan dapmacbioTuKas HeobMeXeHWi TepMiH peyenmom nionsieae

no 200 wmr, no 10
Tabnetok y 6nictepi, no
2 abo 10 6nictepiB y
KOpOO6Li 3 KAPTOHY

JTabopatopis"
(BipLineHHs chipmun
"Ix. B. Kemikan3
eHy
dapmacboTrKan3
nrtpt)

NabopaTopi3
(BigaineHHs dipmu
"Ix. B. Kemikan3
eHp,
PapmacboTrKan3
ntp.")

OHOB/IEHO iH(hopmaLLito
B IHCTPYKUiT Ans
MeAnYHOro
3acToCyBaHHSA
nikapcbKoro 3acoby y
po3ginax
"MMpoTunokasaHHa",
"B3aemogis 3 iHWmMu
nikapcbknmy 3acobamu
Ta iHWi BUan
B3aEMOgjin",
"Oco6nmBOCTi
3acTocyBaHHA",
"3acTocyBaHHSA y nepioz
BariTHocTi abo
rofyBaHHs
rpyAA0" (YTOUHEHHSA
iHdhopmawii), " 3gaTHiCTb
BMN/IMBATW Ha LIBUAKICTb
peakLjii npy KepyBaHHi
aBTOTpPaHcNopToM abo
HLWIMMKX MexaHi3Mmamm®,
"Cnoci6 3acTocyBaHHs
Ta fo3n" (YTOYHEHHS
iHcpopmawii), "MobiuHi
peakuii" BiAnosigHo A0
OHOB/EHOT iHChopMmaLii 3
6e3nekn 3acTocyBaHHsA
Lit0Y0l PeYOBUHN.

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

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayjiliHo2o
nocsioYyeHHs

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

19.

METPOTIIN®

TabneTkun, BKpUTI
NAiBKOBOK 060/TOHKOIO,
no 400 wmr, no 10
Tabnetok y 6nictepi, no
2 abo 10 6nictepiB y
KOpOO6L 3 KAPTOHY

"FOHiK
PapmacboTuKan
Nab6opatopisz"
(BipgineHHs dipmmn
"Ix. b. Kemikan3s
eHp
PapmacboTUkans3
nta.")

IHais

FOHiK
dapmMacboTUKa
NabopaTopi3
(BigaineHHs cipmu
"Ix. b. Kemikan3s
eHf,
PapmacboTnkan3
Na.")

IHais

nepepeecTpauis Ha
HeobMeXeHWi TepMiH

OHoB/EHO iHdhopMaLito
B [HCTpYKUii gns
MeaNYHOro
3acToCyBaHHsA
nikapcbKkoro 3acoby y
po3ginax
"MpoTunokasaHHaA",
"B3aemopis 3 iHWMMKN
nikapcbknmy 3acobamu
Ta iHWi Bnan
B3aemogijin",
"Ocob6nuBoCTi
3acTocyBaHHsa",
"3acTocyBaHHS y nepios
BariTHocTi abo
rogyBaHHs
rpyaa'(yTouHeHHs
iHdhopmawii), " 3gaTHICTb
BMN/IMBATY Ha LIBUAKICTb
peaxuii npy kepyBaHHi
aBTOTPaHCNOPTOM abo
HWMMK MexaHismamu',
"Cnoci6 3acTocyBaHHs
Ta Ao3n" (YTOYHEHHSA
iHchbopmawii), "MobiuHi
peaxuii” BignosigHo A0
OHOB/IEHOI iHdopMaLlii 3
6e3nekn 3acToCyBaHHs
Lit040T PeYOBUHN.

MepiognyHICTb NoAaHHSA
perynsipHo

3a
peyenmom

He
nionsieae

UA/2871/02/02
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayjiliHo2o
nocsioYyeHHs

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

20.

MINAPOHAT®

Kancynu Teepgi no 250
Mr, no 10 kancyny
6nicTepi; no 2 abo 4
6nicTepy B nayw 3
KapTOHY

AT "T'piHaekc"

Nartia

AT "IpiHaekc"

Nartsia

nepepeecTpauis Ha
HeobMeXeHW TepMiH

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

6e3
peyenma

nionsieae

UA/16049/01/01

36




Ne HasBa snikapcbko20 dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjiliHo2o
yrnakoska) nocsio4YeHHs1
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6esneku.
21. HIKOTUHOBA KpUCTanivyHuii NopoLIoK ToBapucTBO 3 Ykpaina Ixi. AMOPEI IHais nepepeecTpawis Ha - He UA/16422/01/01
KACNOTA (cybeTaHuis) y 06MexeHo NABOPATOPI3 HeobMexeHuii TepMiH nionsi2ae

NoABINHNX BiANOBIAA/IbHICTIO
nonieTnIeHoBux "®apmaueBTnyHa
naketax s KOMnaHis
thapmaueBTUYHOro "3p0pos'a”
3aCTOCYyBaHHSA

22. NMILWA cupPon cupon, no 100 mn a6o MpAT Ykpaina MpAT YkpaiHa nepepeecTpawis Ha 6e3 nidnsieae UA/16241/01/01
no 200 mn 'y dpnakoHax dapmaueBTUiHa dapmaueBTUyHa HeobMmexeHuli TepMiH peyenma

CKNsiHNX abo
nosimMmepHux; no 1
chnakoHy y nauui 3
KapTOHY

thabpuka "Biona"

thabpuka "Biona"

OHoBEHO iHhopMmaLito
B IHCTpYKUii Ans
MeAnYHOro
3acTOCyBaHHSA
nikapcbKoro 3acoby y
po3ginax
"MpoTunokasaHHsa",
"Ocob6nmBoCTi
3acTocyBaHHsA", "Cnoci6
3acTocyBaHHA Ta 4o3un"
(yTOYHeHHs iHdhopmauii),
"Mo6ivHI peakuii”
BigNoBiAHO A0
OHOBJIEHOT iHhopMaLii 3
6e3nekn 3acTocyBaHHsA
Lit040T PEYOBMHN.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsiaky 34iiCHEHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3oMm
MiHicTepcTBa OXOPOHU
340pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa OXOpPOHU
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayjiliHo2o
nocsioYyeHHs

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

23.

NPOMI®PEHA30OH

KpUCTanivyHuin MopoLIoK
(cybeTaHuin) y
noABiHMX
nonieTnIeHoBNX
nakeTtax Ans
thapmaueBTUYHOro
3aCTOCYyBaHHSA

ToBapucTso 3
06MexeHo
BiANOBIAA/LHICTIO
«XapkiBCcbke
thapmaueBTUyHe
niANPMEMCTBO
"3p0poB’A
Hapoay"”

YkpaiHa

BaHi ®apma Jlabc
nra

IHais

nepepeecTpauis Ha
HeobMeXeHWi TepMiH

He
nionsieae

UA/16401/01/01

24.

MPOCTATOH

rpaHynm no 10 ry
neHasni noniMepHomy; no
1 neHany B nauuj 3
KapTOHY

MpAT
"HaujioHanbHa
[omeonaTnyHa

Cninka"

YkpaiHa

MpAT
"HaujioHasibHa
FomeonaTtnyHa

Cninka"

YKpaiHa

MepepeecTpauis Ha
HEe0BMeXeHW TEPMIH.

MepiognyHIiCTb NoAaHHSA
perynsipHo
OHOB/1OBAHOTO 3BITY 3
6esneku, BigNoBigHO A0
Mopaaky 34iiCHeHHA
thapmakoHarnsgy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
YkpaiHu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpoHHU
3710p0B's YKpaiHu Bif 26
BepecHa 2016 poky Ne
996), cCTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepioguYHOCTI MoAaHHSA
perynspHux 3BiTiB 3
6e3neku.

6e3
peyenma

He
nionsieae

UA/3827/01/01

25.

CUNAEHA®INY
LUNTPAT

MOPOLLIOK KpMCTaNivHui
(cyb6eTaHuin) y

MpAT "TexHonor"

YKpaiHa

MCH OpraHikc
MpaiiBut NimiTes,

IHAja

nepepeecTpauis Ha
HeobMeXeHW TepMiH

He
niosnisieae

UA/16300/01/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep

peecmpayjiliHo2o

nocsio4YeHHs1

noaBiHNX
nonieTUIEHOBUX MiLLKax
4na chapmaueBTU4HOro
3aCTOCYBaHHSs!

26.

COH-HOPMA

rpaHynn, no 10 ry
neHani nofimepHomy; no
1 neHany B nauui 3
KapTOHY

MpAT
"HaujioHanbHa
[omeonaTtnyHa

Cninka"

YkpaiHa

MpAT
"HaujioHasibHa
[omeonaTtnyHa

Cninka"

YKpaiHa

nepepeecTpauis Ha
HeobMeXeHW TepMiH

MepioanyHICTb NoAaHHSA
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHK
3[10pOB’A YKpaiHuu Big 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainum 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa OXOpPOHYU
300pOoB's YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HaYeHIMn y
nepioguYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku.

6e3
peyenma

nionsieae

UA/3828/01/01

27.

TOPACEMIJ-
JAPHULIA

PO3unH ANs iH exuin, 20
mr/4 mn no 4 mn B
amnyni; no 5 amnyny
KOHTYPHIli YapyHKOBIi
ynakosui, no 1
KOHTYPHIli YapyHKOBIi
ynakoBLi B nauLi

MpAT

"®apmaueBTnyHa
ipma "JapHuus”

Ykpaina

MpAT

"®apmaueBTnyHa
thipma "JapHuus”

Ykpaina

nepepeecTpauis Ha
HeobMeXeHWi TepMiH

OHoBEHO iHhopmaLio
B IHCTPYKLU|i ans
MeAnYHOro
3acTOCyBaHHS
nikapcbKoro 3acoby y
po3ginax
"GapmakoTepaneBTnyHa
rpyna" (LWoAo Hasewm),
"®apMaKoorivHi
BracTmsBocTi",
"B3aemopis 3 iHWMMmn
niKkapcbknmuy 3acobamu

3a
peuyernmom

He
nionsieae

UA/16245/01/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayjiliHo2o
nocsioYyeHHs

Ta iHWi BUan
B3aEMOgjin",
"Oco6nmBOCTi
3acTocyBaHHSA",
"3acTocyBaHHA y nepiof
BariTHocTi abo
rogysaHHs rpyaar”,
"Cnoci6 3acTocyBaHHs
Ta gosu", "Aitn"
(peparyBaHHs),
"Mepepno3yBaHHA",
"MoGiuHI peakyii”,
"HecyMicHicTb"
BiANoBIgHO A0
iHGhopMmawit
pedyepeHTHoro
nikapcbKoro 3acoby
(Tpndhac® 20 amnynu,
PO34uH ANs iH'eKUii, 20
mr/ 4 mn).

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

28.

enymyumn

TabneTky wunydi no 600

3am60H C.M.A.

ITanisa

3amb60H

LliBeiiuapis

nepepeecTpauisi Ha

6e3

niosnisieae

UA/3083/01/01
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Ne HasBa snikapcbko20 dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjiliHo2o
yrnakoska) nocsio4YeHHs1
Mr; Mo 2 TabneTkn y CsiTuepnaHg /1T, HeobMeXeHWin TepMiH peyenma

6nicTepi; no 5 6nictepis
Y KapTOHHIl navui

OHoB/IEHO iHGhopmaLito
y po3sginax
"®apMaKonorivHi
BacTmBocCTi”,
"MMpoTunokasaHHa",
"B3aemogis 3 iHWmMK
nikapcbknmy 3acobamu
Ta iHWi BUan
B3aEMOgjn",
"Oco6nmBOCTi
3acTocyBaHHSA",
"3acTocyBaHHSA y nepios
BariTHocTi abo
rogysaHHsa rpygato”
(BHECEHHA AOAATKOBUX
3acTepexeHb), "Cnocio
3acToCyBaHHsA Ta 03n",
"Mepepno3yBaHHA",
"Mo6iuHI peakuii”
IHCTPYKUiT aNns
MeaNYHOro
3acToCyBaHHs
nikapcbKoro 3acoby
BiAnNoBigHO A0
mMaTepianis
peecTpauiiHoro [0ChbeE.

MepioAnyHICTb NOAAHHS
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO 40
Mopsaky 34iACHEeHHS
hapmakoHarnagy,
3aTBEPIXEHOr0 Haka3oMm
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiuu Bif 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHM
3[10pOB'st YKpaiHu Big 26
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Ne HasBa snikapcbko20 dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjiliHo2o
yrnakoska) nocsio4YeHHs1
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepioguyYHOCTi NOAAHHSA
perynsipHmx 3BiTiB 3
6e3neku.
29. DIYMIBAKT IC TabneTku BariHabHi No ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa nepepeecTpawis Ha 6e3 nionsieae UA/15786/01/01
10 mr; no 6 TabneTok y [04aTKOBOIO [04aTKOBOO HeobMeXeHW TepMiH peyenma
6nicTepi; no 1 6nictepy BiANOBIAA/TLHICTIO BiANOBIAA/IbHICTIO
B nauuj "IHTEPXIM" "IHTEPXIM" OHoBEHO iHhopmaLio

B IHCTPYKLU|i Ans
MeAnYHOro
3acTOCyBaHHSA
nikapcbkoro 3aco6y B
po3ginax
"®apMaKoorivHi
BNacTuBoCTi"
(yTouHeHHs iHdopMaLii),
"MpoTunokasaHHaA",
"B3aemogis 3 iHWMMKn
nikapcbknmy 3acobamu
Ta iHWi BUan
B3aemMogijin",
"Oco611BOCTi
3acTocyBaHHS",
"3acTocyBaHHs y nepiof
BariTHocTi abo
roflysaHHa rpyaao”
(peparyBaHHs TEKCTY Ta
YTOUYHEHHS iHdhopMauii),
"3aaTHiCTb BNAMBaTK Ha
LIBMAKICTb peakuii npu
KepyBaHHi
aBTOTPaHCNOPTOM abo
HWMMUK
MexaHisMamu"(yTOUHEHH
A iHpopmadi), "Cnoci6
3aCcToCyBaHHA Ta fo3n"
(yTouHeHHs iHdopMaLii),
"[iTn" (pegarysaHHs
TEKCTY),
"Mepepno3yBaHHA",
"Mo6iuHi peakwii"
BiNOBIAHO OHOB/IEHOI
iHbopmaLii CTOCOBHO
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayjiliHo2o
nocsioYyeHHs

6e3neku gjtoyoi
PevYoBUHN AeKBaUTiHIIO
xnopuay.

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

30.

LET/IO®

TabneTku, BKPUTI
NNiBKOBOK 060/TIOHKOIO,
no 5 mr no 10 Tabnetok
y 6nicTepi; no 1 a6o no
3 6ricTepn y KapTOHHIN
nauui

OPTAHOCVIH
NANGCAEHCU3
(E® 3ET )

OAE

EBepTopxeH
Naid CaeHcns
NimiTeq

IHais

nepepeecTpauis Ha
HeobMeXeHWin TepMiH

OHoBEeHO iHhopmaLio
B IHCTPYKLU|i Ans
MeAnYHOro
3acTOCyBaHHsA
nikapcbKoro 3acoby y
po3sginax "OcobnmBocTi
3acTocyBaHHS",
"3acTocyBaHHs y nepiof
BariTHocTi abo
roflysaHHa rpyaao”
(yTOYHeHHs iHdhopmauii),
"Cnoci6 3acTocyBaHHs
Ta go3smn", "Mo6iyHi
peakujii" BiANOBIAHO A0
pediepeHTHoro

6e3
peyenma

nionsieae

UA/16177/01/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayjiliHo2o
nocsioYyeHHs

nikapcbKoro 3acoby
(Xyzal 5 mg Film-coated
Tablets) Ta 3rigHo 3
6e3MeKot0 AONMOMIKHUX
PEYOoBYH.

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.

31.

LET/I0®

TabneTku, BKpUTI
N1iBKOBOK 060JIOHKOIO,
no 5 wmr; in bulk: no 1000
TabneTok y noaBiliHMX
nonieTueHoBmx
naketax

OPTAHOCVIH
NANPCAEHCU3
(E® 3ET )

OAE

EBepToaeH
Naiigp CaeHcus
NimiTeq

IHais

nepepeecTpauis Ha
HeobMexeHuii TepMiH

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

He
nionsieae

UA/16176/01/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKA

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2o
nocsioYyeHHs

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

B.o. N'eHepanbHOro gupekropa Aimpekropary
chapmaueBTUUHOro 3a6e3nevyeHHA
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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

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

L-TUPOKCHWH 100
BEP/1IH-XEMI

Tabnetku no 100 Mkr no
25 TabneTok y 6nictepi;
no 1 a6o 2, a6o no 4
6nicTepy B KAPTOHHii
KopooLi

BEP/NIIH-XEMI Al

HimeyunHa

BEPIH-XEMI AT,
HimeuunHa
(BUPOGHMLTBO “in
bulk" Ta KOHTpOb
cepii; nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepiid)

HimeuunHa

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHM | TRy - 3MiHW WOA0
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
ab0 3MiHM [0 y3arasibHEeHNX
AaHuX nNpo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHux npo
cuctemy dhapmakoHarnagy,
3MiHa yNoBHOBaXeHOIT 0cobu,
Bi4NoBiAa/IbHOI 3a 34jACHEHHS
thapmakoHarnsay; KOHTaKTHOl
ocobu 3 hapmakoHarnagy
3asBHVKA 415 34ICHEHHS
thapmakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOBaXEHOT 0CO6M,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapMakoHarnagy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-thaiina
cuctemu chapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0co6u
3asBHVKa, BiANOBIAA/IbHOT 38
hapmakoHarnsg B Ykpaii.
MponoHoBaHa pegakuis: Kyuep
MapuHa BacuniBHa. 3miHa
KOHTAKTHUX faHUX KOHTaKTHOT
0Cco6M 3as1BHMKA, BignoBigasibHOT
3a 3gjlicHeHHsa hapmakoHarnsgy
B YKpaiHi

3a peyenmom

UA/8133/01/01

ABNDJIOKC®

po3unH Ans iHdysiii, 500
Mr/100 mn no 100 mn
po3unHy y thnakoHi; no 1
(0NaKOHY Y KapPTOHHIM

Abpun
dopmyneiwH3 MeT.
nrga.

IHais

JEMO C.A.
dapmacbioTikan
IHpacTpi

Ipeuis

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHW Il TMNYy - 3MiHa ginbHAL
BMpo6HMUTBa ADI

3a peyenmom

UA/14416/02/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

ynakoBLi

nesodyoKcauuHy remirigpaTy.
BnacHuk AM® (Zhejiang
Medicine Co., Ltd) He
3MIHIOETBCSA. Takox
Bif6yBaETLCA OHOB/IEHHA M,
LLIO BK/IIOYAE: - 3MiHY
BMPOGHUWYOI AinbHuLi 3 Zhejiang
Medicine Co., Ltd, Xinchang
Pharmaceutical Factory
(Xinchang Pharma), China Ha
Zhejiang Changhai
Pharmaceuticals Co., Ltd.,
China; - MprBeaeHHA
cneuugikauii Ta MeToiB
KOHTpoMo A®| 10 BUMOr
MoHorpadii EP Levofloxacin
Hemihydrate; - 3miHy nepiogy
nepekoHTposito APl 3 3 Ha 2
poku
3anponoHoBaHo: Zhejiang
Changhai Pharmaceuticals Co.,
Ltd. 188 Mid Zhiyuan Avenue,
Binhai New Area, Shaoxing City,
Zhejiang Province, 312366,
China

A3ALMTUANH
LLINANA

niodpinizat ANs po3vnHy
NS iH eKUivi no 100 mry
chnakoHax Ne 1; no 1
(h/1aKOHY Y KapTOHHilA
Kopobui

Lnnna Megikea
Nimiten

IHais

Lnnna Megikea
Nimiteq

IHais

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHW | TUMY - 3MiHX 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
3MiHN Yy BUPOGHULTBI. 3MiHa
po3mipy cepii (BktoYaun
fianasoH po3mipy cepir)
roTOBOrO liKapCbKOro 3acoby
(36inbleHHs go 10 pasis
NOPIBHSAHO i3 3aTBEPKEHUM
PO3MipOM) - BBEAEHHS
JopaTtkoBux po3mipis cepii N3.
3anponoHoBaHo: 20 1 (1325
¢n.); 50 n (3311 cpn.); 100 n
(6622 cpn.); 160 n (10596 chn.);
187 n (12384 chn.)

3a peyenmom

UA/18595/01/01

AKBAMAKC

Kpanni Ha3asbHi 0,65 %,
no 20 Mn y donakoHi 3
KpULLIKOKO
KpanenbHULEeto 3i
CK/ISIHOO nineTkoto, no 1

ToBapucTBO 3
obmexeHoro
BiANOBIAA/ILHICTIO
"®GapmaueBTuyHa
KoMnais "3p0pos's”

YKpaiHa

ToBapucTso 3
06MexeHo
BiANOBIAA/LHICTIO
"®apmaueBTnyHa
KoMnaHisg "3aopos'a”

Ykpaina

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHW | TUMY - HagaHHA
OHOBJIEHOTO cepTudikaTa
BiANoBiAHOCTI EBponeiichkilt

6e3 peyenma

UA/12832/01/01
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NAiBKOBOK 060/IOHKOHO,
no 5 mr, no 10 TabneTok
y 6nicTepi; no 1 a6o 3
6nicTepy B KAPTOHHii
nauuj

peecTpavuiiHux matepianis:
3MiHu | TURY - 3MiHK 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
KOHTPO/b roTOBOrO MiKapcbKoro
3acoby. 3viHa napameTpis
cneundikauii Ta/abo
[0MyCTUMUX MEX rOTOBOr0
nikapcbKkoro 3acoby (iHLWi 3MiHN)
3MiHW y cneuudikauii rotoBoro
NPOAYKTY- BUNYHYEHHS AOMILLKN
N acetyldesloratadine.
BBefeHHA 3MiH NpoTArom 3-x
MiCALB NiCNA 3aTBEPAXKEHHS.
3MiHu | TURY - 3MiHK 3 SKOCTI.
CepTudikat BignosigHoOcCTI/lE-
cepTudikaT BiANOBIAHOCTI
€Bponechbkin
thapmakonei/MoHorpadii.
MopaHHsA HoBoro abo
OHOB/IEHOTO cepTudikaTa

Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
chnakoHy y kopobui 3 thapmakonei ana A®l Hatpito
KapTOHY X/T0PUA, Bif, 3aTBEPAXKEHOIO
BMpo6HUKa DANSK SALT A/S,
Denmark y 3B'3Ky 3i 3MiHOIO
HalimeHyBaHHsi BnacHuka CEP.
5. AKBAMAKC cnpeli HazanbHuiA 0,65 ToBapucTBO 3 Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 6e3 peyenma UA/12832/02/01
%, no 20 My o6MexeHo 0bMexeHoto peecTpauiiHnux maTepianis:
hnakoHax 3 knanaHoMm- BiANOBIAANIbHICTIO BiANOBIAANILHICTIO 3MiHKM | TUNY - NOAaHHSA
HacoCoM, Ha3aslbHO "GapmaueBTuyHa "PapmaueBTnyHa OHOBJIEHOTO cepTudikaTa
HacagKoto- KommnaHis "3gopos'a” KomnaHis "3gopos'a” BiANOBIAHOCTI EBpONeiChKil
posnuoBayem; no 1 thapmakonei Ne R1-CEP 2008-
onakoHy B KOPO6Li 3 105 - Rev 02 gns A®l Hatpito
KapToHy; no 50 mn abo X/TOPUA, Bif, 3aTBEPAXKEHOIO
no 100 mn y dpnakoHax 3 BMpobHUKa DANSK SALT A/S,
KfianaHom-HacocoMm, Denmark y 3B'A3Ky 3i 3MiHOIO
Ha3a/IbHOI HacagKoo- HaiimeHyBaHHs BnacHvka CEP
posnuntoBayem; no 1
hnakoHy B KOPO6Li 3
KapToHy; no 50 mn, no
100 mn a6o no 150 mny
6aU10Hi 3 KnanaHoM-
nakeToM, Ha3aslbHO
HacagKoto -
po3nuioBaYemM Ta
3aXMCHUM KOBMaYKoM;
no 1 6as10Hy y kopobui 3
KapTOHY
6. ANEPIO3AH® TabneTku, BKpUTI AT «Codthapma» Bonrapis AT «Codhapma» Bonrapis BHECEHHS 3MiH [0 6e3 peyenma UA/17179/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BiANOBIAHOCTI 260 BUyYEHHS
cepTudikara BiANOBIAHOCTI
€sponelicbkili hapmakonei: ans
Adl; gns BuxigHoro
MaTepiany/peareHTy/npoMiKHOro
NPoOAyKTy, WO
BUKOPVCTOBYHOTBCS Y
BUPO6HUUTBI ADI; ans
[0MOMDKHOT PEYOBUHM
(cepTudpikaT BigMoOBIAHOCTI
€Bponelicbkiin hapmakonei) -
OHoBNEHWIA cepTuddikar Big, yxe
3aTBEPAKEHOI0 BUPOOHMKA -
MogaHHA OHOBEHOro
ceptudikaTy BifnoBigHOCTI Bif,
3aTBEpXEHOro BUpobHuka Adl,
3aTBEPAKEHO:
Morepen Laboratories Limited,
India RO-CEP2014-302-Rev 01
3anponoHoBaHo: Morepen
Laboratories Limited, India R1-
CEP2014-302-Rev 00. 3miHu |
TUny - 3MiHK 3 AKocTi. FoTOBWIA
nikapcbkuii 3acié. KoHTponb
rOTOBOrO J/IiKapCbKOro 3acoby.
3MiHa y MeTofax BUNpo6yBaHHsA
roTOBOrO NiKapCbKOro 3acoby
(iHWi 3miHM y MeTogax
BMNPO6YBaHb (BKIOYaKYN
3amiHy abo JONOBHEHHS))
3MiHM y MeToauui
BMNpo6yBaHHSA 13 T. KinbkicHe
BM3HAYEHHA fe3nopatajuHy -
UV meToguka 3aMiHeHa Ha
HPLC. BBefeHHS 3MiH NpOTArom
3-x micsyis nicns
3aTBEPMKEHHA. 3MiHn | Tuny -
3MiHK 3 SKOCTi. FOTOBUIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /1iKapCbKOro 3acoby.
3MiHa y MeTofax BUNpo6yBaHHsA
roTOBOrO NiKapCbKOro 3acoby
(iHWi 3miHM y MeTogax
BMNPO6YBaHb (BK/IOYaYN
3amMiHy abo AONOBHEHHS)) 3MiHN
y MeToauLi BunpobyBaHHsA 13
T. OfHOPIAHICTb A030BaHUX
oanHuLb - UV MeToauky
3amiHeHo Ha HPLC Ta sk
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

HacnifoK 3MiHU 0 p.
«CynpoBigHi JOMILLIK/».
BBefeHHs 3MiH NpoTArom 3-x
MICALIB MIiC/1A 3aTBEPLKEHHS
3MiHY | TUNY - 3MiHW 3 AKOCTI.
FOTOBWIA NniKkapcbkuii 3aci6.
KOHTpO/b roTOBOrO MiKapCbKoro
3acoby. 3miHa y MeTogax
BMNPOGYBaHHA roTOBOro
nikapcbKoro 3acoby (iHWi 3MiHN
y MeTogax BunpobyBaHb
(Bkntovaroun 3amiHy abo
[LOMNOBHEHHSA)) 3MiHa y MeToAax
BUMNPOOYBaHHA rOTOBOr0
nikapcbKoro 3acoby 3a T.
3a/IMLLKOBI PO3UYNHHUKY -
PO3YMHHVK AUCTUNbOBaHA BOAN
3MiHeHuli Ha N,N-
dimethylforamide.
BBefeHHs 3MiH NpoTArom 3-x
MicSLiB NiCNs 3aTBEPAYKEHHS.
3MiHu | TMNY - 3MiHKU 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
CrabinbHicTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax
36epiraHHs roToBOro
nikapcbKkoro 3acoby
(36iNbLUEHHS TEPMIHY
NpVAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - [ins
TOProBOl yrnaxkoBKu
(niaTBEPOXYETHCA AAHUMU
peasibHOro yacy) 3MiHn y
TepMiHax NpuAAaTHOCTI:
36i/1bLLUEHO 3 2 POKiB Ha 3 POKW.
BBefieHHs 3MiH NpoTArom 3-x
MiCALIB NiCNS 3aTBEPAXKEHHS.
3MiHY | TUNY - 3MiHW 3 AKOCTI.
FOTOBWIA Nnikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKynoproBasibHWi
3aci6. 3MiHa y NepBuHHiiA
yMakoBLii FOTOBOTO NiKapCbKOro
3ac006y (SKICHWIA Ta KinbKicHUIA
cknag) - Teepdi nikapcobki
hopmu - 3MiHW Y MEPBUHHIN
ynakoBLi FOTOBOr0 NiKapcbKoro
3acoby: maTtepias NepBUHHOI
ynakoBkn PVC/PE/PVdC/AI
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
blisters 3amiHeHwnin Ha

PVC/PCTFE/AI blisters. 3minu |
T™Mny - 3MiHK 3 SIKOCTi. FOTOBUIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKoro 3acoby.
3mMiHa y meToax BunpobyBaHHs
rOTOBOrO J1iKapCbKOro 3acoby
(He3HayHa 3MiHa y
3aTBEPMKEHNX MeToAax
BMNPOBYBaHHSA) 3MiHN y
MeTOAMLi BUSHAYEHHS
Mikpo6ionoriyHoi unctoTtu, a
came B NpuroTyBaHHs
BUNPOBYBAHOIO PO34MHY. 3MiHN
| TNy - 3miHK 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKoro 3acoby.
3mMiHa y meToax BunpobyBaHHS
rOTOBOrO J1iKapCbKOro 3acoby
(He3HayHa 3MiHa Yy
3aTBEPMKEHNX MeToAax
BMNPOBYBaHHSA) 3MiHN y
MeTOAMLi BUSHAYEHHS
|aeHTudbikauis TuTany giokeuay
(E 171), a came B NpuroTyBaHHs
BUNPOBYBAHOrO PO34MHY. 3MiHN
Il TMNy - 3MiHK 3 AkocTi. FoToBUIA
nikapcbknii 3aci6. Onuc Ta
cknag. 3miHa y cknagi
(AONOMDKHMX peyvOBUHAX)
rOTOBOrO J1iKapCbKOro 3acoby
(iHWi [ONOMDXHI pe4yoBUHN) -
AKiCHI ab0 KiNbKiCHi 3MiHM LWoA0
OfHiET ab0 AeKiNbKoX
[LOMOMDKHUX PEYOBUH, K
MOXYTb 3HAYHO BM/IMHYTU Ha
6e3neky, AKicTb abo
e()eKTUBHICTb rOTOBOro
NiKapcbKoro 3acoby - 3miHn y
CKnagi AONOMIKHMX PeYOBUH:
nniskoBa 060n10Hka Opadry Il
33G 205 005 blue 3amiHOETbCA
Ha nniBkoBy 060/10HKY Opadry I
33F 205 000 blue, sk Hacnigok
BuUayyaeTbcs Triacetin Ta
KifbKiCHe BM3Ha4YeHHs Macrogol
3350 3amiHloeTbCA 3 0,24 Mr Ha
0,42 Mr BBegeHHs 3MiH

npoTsirom 3-X MicsALiB nicas
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Tabnetok y 6nictepi, no
3 6nicTepU y KapPTOHHIN
nauui

peecTpauiiHux maTepianis:
3MiHM | TUny - 3MiHK Woao
6e3nekn/epeKTNBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
ab0 3MiHU [0 y3arasibHeHNX
[aHux nNpo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHuX faHnx npo
cuctemy hapmakoHarniagy,
3MiHa YNOBHOBaXKEHOI 0cobu,

Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3aTBEPAKEHHS.
7. ANEPIK HEO pO34uH opasnbHuii 0,5 tOHina6, Nn CWA Bupo6bHnuTBO, peuisi/ BHECEHHS 3MiH 0 6e3 peyenma UA/16526/01/01
mr/mn, no 60 mn i 150 KOHTPO/b AKOCTI Monbwa peecTpauiiHnx matepianis:
MYy NAAWLUI; Y (Pi3nyHiI/XiMiYHI), TexHiYHa noMuska (3rigHo
KOMMNEKTi 3 MipHOO nepBuHHe Haka3y MO3 Big 23.07.2015 Ne
NIOXEYKo abo 3 MipHUM nakyBaHHs, 460) BunpasreHHs1 TEXHIYHOT
LUNPULLOM B KAPTOHHIl BTOPUHHE nomunkm B MK /13, a came:
KOpo6Li nakyBaHHs1, BUNYCK nepeknag Ha3su JONOMIKHOT
cepii: PAMAP peyoBuHM «sucralose»
A.B.E. 3ABO/[, (uykposa) y cknagi N3 Ta
ABJIOH 49-i1 km BUKNACTW Yy pefakuii —
OEPXABHOI LyKpau103a, a TakoX BUNPaBUTH
OOPOIN A®IHN- Ha3By BUpo6HMKa A®I Sun
NAMIA, Mpeuis; Pharmaceutical Industrial
Mikpob6ionoriuHuii Limited, India i Buknactny
KOHTPO/b! HacTyMHIi pepakuii Sun
PAMAP A.B.E. Pharmaceutical Industries
3ABO/], ABJIOH 48- Limited, India. BunpasneHro
i km EP>XABHOI TEXHIUHY MOMWJIKY B iHCTPYKLLT
OOPOIM A®IHW- 0N MeAnYHOro 3aCTocyBaHH4, a
NAMIA, Mpeuis; came y po3gini "Cknag"
KoHTponb sikocTi, nepeknag Hassu JOMOMiXKHOT
BUNYCK cepil: peyoBuHM «sucralose»
KEH®APM CA., BMKTAAEHO Yy peaakuii —
peuis; Bunyck Lykpasiosa. 3asHayeHe
cepii: TOB HOC BUNpaB/ieHHs Bignosigae
dapmauis, Monblia martepianam peecTpawjiiHoro
[0CbE
8. ANNEPTEK® HA30 | cnpeii HazanbHWiA, dapmaLeBTUYHNIA Monbwa "dbapmea" PpaHuis BHECEHHS 3MiH 0 3a peyenmom UA/14933/01/01
[030BaHwil, cycnexsis, 3aB0/, peecTpauiiHnx matepianis:
50 mkr/go3y, no 60 a6o «MNONTb®APMA» 3MiHa 3asBHUKa (BNnacHuka
120, a6o 140 po3 C.A. peecTpavLiiHoro NocBigYEHHs)
cycnensii B MET- (3rigHo Hakasy MO3 Big,
hnakoHi 3 4,03y4nM 23.07.2015 Ne 460): BBeaeHHs
HaCcoCOM-[03aTopPOM- 3MiH NPOTAroM 6-Tu MicALiB
posnuaosayem; no 1 nicns 3aTBepaKeHHs
h/1aKoHy Y KapTOHHIl
Kopobui
9. AJIMAKOP Tabnetku no 5 mr, no 10 AHTUBIOTUKIN CA PymyHis AHTUBIOTUKN CA PymyHist BHECEHHS 3MiH 0 3a peyenmom UA/18534/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BignoBiAa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnagy
3as1BHMKa 415 34iCHEHHS
hapMakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOB&XEHOT 0cobwu,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapMakoHarnsgy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
po3MiLLieHHi MacTep-thaiina
cuctemu chapmakoHarnsgy) -
3MiHa KOHTaKTHOT 0co6m
3asBHVKa, BiANOBIAA/IbHOT 38
thapmakoHarnsg B Ykpaii.
MponoHoBaHa peaakuis:
Kupunisa NanuHa eopriiBHa.
3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOi 0CO6M 3asBHUKA,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnsagy B YkpaiHi

10.

AMIHA3WH-
340POB'A

TabneTku, BKpUTI
NAiBKOBOK 060/IOHKOHO,
no 25 mr no 10 Tabnetok
y 6nicTepi; no 2
6nicTepy y KapTOHHiIl
Kopob6ui; no 20 TabneTok
y 6nicTepi; no 1
6nicTepy y KapTOHHiii
Kopob6ui; no 20 TabneTok
y bnictepax

ToBapucTBO 3
obmexeHolo
BiANOBIAA/LHICTIO
"GapmaueBTuyHa
KoMnaHis "3popos'a”

YKpaiHa

ToBapucTso 3
06MexeHot
BiANOBIAA/LHICTIO
"®apmaueBTnyHa
KoMnaHisa "3gopos'a”

Ykpaina

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHu | TURY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Onuc
Ta cknag, (iHWwi 3miHu)
YTOYHEHHS 3a3HaYeHHs
nikapcbkoi hopmu M3
(3aTBEpAXKEHO: TAbNETKN, BKPUTI
060/10HKOI0; 3aMPOMNOHOBAHO:
TabneTkv, BKpUTi NNiBKOBOIO
060/10HKOI, Ta, AK HACMif0K
BHECEHHS 3MiHM J0
cneuudikauii M3 3a po3ginom
«Onuc»: 3aTBepaxeHo:
TabneTkun, BKpUTi 060/I0HKOLO,
Bif, )KOBTOrO J10 CBIT/10-
OpaHXeBoro Kosbopy,
Asoonykni. Ha nonepeyHomy
po3pi3i BUAHO ABa Luapu
3anponoHoBaHo: Tabnetku,
BKPWTi MNiBKOBOK 060/TOHKOHO,
Bif, )KOBTOro [0 CBIiT/10-
OpaHXeBoro Kosbopy,
Asoonykni. Ha nonepeyHomy
po3pi3i BUAHO ABa Lapu
BBefeHHA 3MiH NPOTArom 6-11
MicsILLiB NicNs 3aTBEPAKEHHS.

3a peyernmom

UA/1118/02/01

53




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

11.

AMIOAAPOHY
rAPOX/IOPUA,

KpMcTanivyHWin NOPOLLIOK
(cybcTaHuis) y nakeTax
noABiHMX
nonieTUIeHoBUX AN
chapmaL,eBTU4YHOro
3acToCyBaHHs

ToBapucTBO 3
06MeXeHoI0
BiANOBIAA/ILHICTIO
"bapmaueBTnyHa

KoMnaHis "3popos'a”

YkpaiHa

OJIOH C.IN.A.

ITanis

BHECEHHS 3MiH [0
peecTpauiiHux maTepianis:
3MiHW | TNy - NOAaHHA
OHOBJ/IEHOTO cepTudikaTa
BiANOBIAHOCTI EBpONEiiChKil
hapmakonei Ne R1-CEP 2003-
072-Rev 05 Ta, siK Hacnigok,
3MiHa iHAeKcy B agpeci
BMPOGHNYOI AiNbHULj 6€3 3MiHN
il Micusl po3TallyBaHHs

UA/15023/01/01

12.

AHACTPO30N
CAHA03®

TabneTtku, BKPUTI
N1iBKOBOK 060/IOHKOIO,
no 1 mr; no 14 TabneTok
y 6nicTepi; no 2
6nicTepy B KAPTOHHIi
Kopobui

CaHpo3
dapmacbioTikan3
Aa.a.

CnoBeHisa

CantwoTtac dapma
'm6X, HimeyunHa
(BUpPOGHMLTBO "in
bulk", nakyBaHHs,
BWMNYCK Cepil;
BTOPUHHE
nakyBaHHs)

HimeuunHa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHK | TUNY - NogaHHA
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI abo EBponelickkii
hapmakonei Ne R1-CEP 2014-
128 - Rev 00 ansa A®I|
aHacTpo30.y Bif, BXe
3aTBEPAKEHOrO BUPOOHMKA
SCINOPHARM TAIWAN, LTD

3a peyenmom

UA/13575/01/01

13.

APTOCYNIb®AH®

kpem, 20 mr/r, no 15
a6o 40 r y Ty6i; no 1 Ty6i
B KapTOHHIi Kopo6Lyi

TOB «BAYLU
XENC»

Ykpaina

dapmsaBog Enbga
AT.

Monbwa

BHECEHHS 3MiH 40
peecTpauiiHux maTepianis:
3MiHK | TUNY - 3MiHW 3 AKOCTI.
oTOBMIA NiKapcbKuii 3acio.
CTabinbHicTb. 3MiHa y TepMiHax
npuaaTHocTi abo ymoBax
36epiraHHs roToBOro
nikapcbKoro 3acoby
(36iNbLUEHHS TEPMIHY
npuaaTHOCTi FOTOBOrO
nikapcbkoro 3acoby) - Micns
nepLIoro po3kpuUTTA
(nigTBEPAXYETLCA AaHUMMN
peasibHOro vacy) - 3miHa
nos's3aHa 3i BBEIEHHAM
TepMiHy NpUAATHOCTI FTOTOBOrO
nikapcbKoro 3acoby nicns
NepLIoro PO3KPUTTSA YNakoBKM -
6 micAuiB. 3MiHW BHeceHi B
po3ain "TepMiH npugaTHoCTI" B
IHCTPYKUiO AN MeguyHoro
3aCTOCYBaHHSA Ta K HACMigoK - Y
TEKCT MapKyBaHHA BTOPUHHOT
YyNaKoBKM NiKapCbKoro 3acoby.
BBefeHHs 3MiH NpoTArom 6-Tu
MicsLiB MicNsa 3aTBepPAKEHHSA

6e3 peyenma

UA/1031/01/01

14.

APTOCY/Ib®AH®

Kpem, 20 mr/r, no 15
a60 40 r y Ty6i; no 1 1y6i

TOB «BAYUI
XEJIC»

YkpaiHa

dapmzaBopg Enbda
AT.

MonbLya

BHECEHHS 3MiH 0
peeCTpaLiiHMX MaTepiasis:

6e3 peyenma

UA/1031/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

B KapTOHHI kopo6ui

3MiHn | TURY - 3MiHK WoAao
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
3MiHN BHECEHO A0 IHCTPYKLiT
ANA MeANYHOro 3acToCyBaHHs
nikapcbKoro 3acoby [o po3zinis
"Moka3aHHs" (BUNpaBEeHHS
HEKOPEKTHOro nepeknafy TekcTy
CTOCOBHO 3aCTOCYBaHHS npu
LUKIPHMX OfiKax: 3aTBEepPAXKEHO:
"...BUMPOMIHIOBAHHS",
3anponoHoBaHo: "...NPOMeHeBI"),
"Cknag" (BMnpaBneHHs
rpamaTuMyHoOl MOMWUIIKN B
HanucaHHi MHH gitouoi
peyoBUHM), "3acTocyBaHHS Y
nepiog, saritTHocTi a6o
roflysaHHs rpyaao”
(BNpaBneHHa rpaMaTuyHol
NOMW/IKM) BiANOBIAHO A0
maTepianiB peecTtpauiiHoro
focbe. BBefieHHs 3MiH NpoTsArom
6-Tn MicAaLiB nicns
3aTBEPMKEHHS. 3MiHu | Tvny -
3MiHM Wwoao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
3MiHN BHECEHO A0 IHCTPYKLiT
ANA MeANYHOro 3acToCyBaHHs
nNiKapcbKoro 3acoby A0 po3ainy
"Oco6uBi 3axoamn 6e3nekn”
oo 6e3neky 3acTocyBaHHA
[0MOMDKHOT pEYOBUHM
(naypuncynbhaty HaTtpito).
BBefeHHA 3MiH NPOTArom 6-1n
MicsILLiB NiCNs 3aTBEPAYKEHHS.

15.

APUMINPA30N

MOPOLLIOK (Cy6CcTaHLis) y
noaBiliHMX
nonieTnIeHoBmX
naketax gns
chapmaLeBTUYHOTO
3acTocyBaHHS

TOB "®apma Crapt"

YKpaiHa

[bxy6inaHTt
[bkeHepikc NimiTen

IHais

BHECEHHS 3MiH [0
peecTpavuiiH1ux maTepianis:
3MiHW | TUMY - NoAaHHA
OHOBJ/IEHOTO cepTudikaTa
BiANOBIAHOCTI EBpONEiiChKilt
thapmakonei ana Ad|
apvninpasony Ne R1-CEP 2013-
324-Rev 00 (nonepefHs Bepcis
CEP No. RO-CEP 2013-324-Rev
01) Big, BXe 3aTBEPAXKEHOrO
BMpo6HUKa [xybinaHT
[bxenepike flimitea, IHais.
3anponoHoBaHo R1-CEP 2013-

UA/17865/01/01
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n/n

Ha3sBsa nikapcbko20

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

324-Rev 00 Brpo6Huk
iHTepmegiaty AMI OPTAHIKC
NIMITEA Mnot Ne 440/4, 5, 5,
8206-B, 478, 479, 494 & 495,
Poag Ne 82/A & 82/C, T.1.4.C.,
CauiH IHgis-394 230 Cypar,
rypxkapat

16.

APUIMPA30/1®

Tabnetku, no 10 mr, no
10 TabneTok y 6nictepi,
no 1, 3 abo 6 6nictepis
Y KapTOHHIi naui

TOB "ACIHO
YKPAIHA"

YKpaiHa

TOB "®apma Crapt”

YkpaiHa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHU | TUNY - NoAaHHA
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI EBPONEChKIN
hapmakonei Ne R1-CEP 2013-
324 - Rev 00 gna A®l
apvninpasony Bif Bxe
3aTBEPAKEHOrO BUPOOHMKA
Jubilant Generics Limited, IHajs,
y HacnifoK YTOYHEHHS afpecu
BMPOGHMKA NMPOMIKHOTO
NPOAYKTY; NPMBEAEHHSN
nokasHuka «CynpoBigHi
[OMILLKM» Y BiANOBIAHICTb A0
BMMOT MOHorpacii €E® aitoyoro
BVAAHHS; 36iMbLLUEHHS TOBLUVHN
nonieTMNEHOBOro Naketa

3a peyenmom

UA/15765/01/01

17.

APUIMPA30/1®

Tabnetkn, no 15 mr, no
10 TabneTok y 6nictepi,
no 1, 3 abo 6 6nictepis
Y KapTOHHIl naui

TOB "ACIHO
YKPAIHA"

YKpaiHa

TOB "®apma Crapt”

YkpaiHa

BHECEHHS 3MiH 0
peecTpavuiinHMX MaTepianis:
3MiHU | TUNY - NoAaHHA
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI EBpONEChKil
hapmakonei Ne R1-CEP 2013-
324 - Rev 00 gna A®l
apuvninpasony Bif Bxe
3aTBEPAKEHOTO BUPOOHMKA
Jubilant Generics Limited, IHajs,
y HacnifoK YTOYHEHHS afpecu
BUPOGHMKa NPOMIKHOIO
NPOAYKTY; NPMBEAEHHS
nokasHuka «CynpoBigHi
[OOMILLKM» Y BiANOBIAHICTb A0
BMMOT MOHorpacii € aitoyoro
BUAAHHS; 36iMbLLUEHHS TOBLUNHN
nonieTMNEHOBOro Nakera

3a peyenmom

UA/15765/01/02

18.

ACAKON®

TabneTkun, BKPUTI
060/10HKOHO,
KMLUKOBOPO34YMHHI N0
400 wr; no 10 Tabnetok
y 6nictepi; no 10

Tinotc ®apma Al

LBeliuapis

TinoTc ®apma Al

LLBeliyapis
(BUPOGHNK,

BiNOBIAabHUIA 3a

BMNYCK Cepiit);

Lseliuapis/
HimeuunHa

BHECEHHS 3MiH [0
peecTpavuinHMX MaTepiasnis:
3MiHK | TUNY - 3MiHW BHECEHO A0
IHCTPYKUiT 4NA Mean4Horo
3aCTOCYBaHHS JiKapCbKOro

3a peyenmom

UA/4770/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
6nicTepiB y kopobui 3 Xaynt ®apma 3acoby Ao posginis "Ocobnmsi
KapToHy BtonbiHr Mv6X, 3axoan 6esnekun”, "MobiyHI
HimeuunHa peakujii" BiANoBigHO A0
(BMPOGHMLTBO pekomeHgauii PRAC. BeeeHHs
Hepo3dacoBaHOl 3MiH NPOTAroM 6-Tu MicALiB
NpoAyKLii, NnepBuUHHa nicns 3aTBeppKeHHs
Ta BTOPVHHA
yrnakoBKa)
19. ACAKON® TabneTkn, BKPUTI Tinotc ®apma Al LLIseliyapis Tinotc ®apma Al LLiseliyapisi/ BHECEHHS 3MiH 0 3a peyenmom UA/4770/01/02
060/10HKOI0, LBeiiuapis HimeuunHa peecTpauiiHux matepianis:
KMLLKOBOPO34YUHHI N0 (BUPOBHUK, 3MiHK | TUNY - 3MiHW BHECEHO A0
800 wr; no 10 TabneTok BiANOBIAa/IbHNIA 3a IHCTPYKUIiT 4NnA MeanyHoro
y 6nicTepi; no 5 a6o no BWMYCK Cepii); 3aCTOCYBaHHS NiKapCbKOro
6 6nicTepiB y kopobLi 3 Xaynt ®apma 3acoby ao posginis "Ocobnusi
KapToHy Bronbdinr Mm6X, 3axoau 6esnekn”, "MobiyHI
HimeyunHa peakujii" BiANoBigHO A0
(BUPOBHMLTBO pekomeHaauii PRAC. BeefeHHs
Hepo3chacoBaHoi 3MiH NPOTArom 6-Tn MicsLis
NPOAYKLiT, NnepBUHHA nicnsa 3aTBepiKeHHs
Ta BTOPUHHA
yrnakoBka)
20. ACUNBPOKC pO34MH A1 iH'eEKUI Ta TOB "YOPN[, Ykpaina Medap lnau CaH. TypeuunHa BHECEHHS 3MiH [0 3a peyernmom UA/18841/01/01
iHransuii, 300 mr/3 m; MEANLNH" A.LL. peecTpavuiiHux maTepianis:

no 3 ma B amnyni, no 5
amnys y KOHTYPHii
YapyHKOBIli ynakoBLj, no
1 a60 2 KOHTYpHI
YapyHKOBi YNakoBKu Y
KapTOHHIlA KopooLi

3MiHa 3asBHMKa (BlacHMKa
peecTpaLiiHOro NocBigYEHHS)
(3rigHO Haka3sy MO3 Big,
23.07.2015 Ne 460) TepmiH
BBE/IeHHSA 3MiH - MPOTArom 6
MiCALB NiCNsA 3aTBEPAXKEHHS;
3MiHK | TURy - 3MiHK Woao0
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy. BeegeHHs
ab60 3MiHU [0 y3arasibHeHNX
[OaHvX npo cuctemy
thapmakoHarnagy (BBegeHHs
y3araslbHeHuX AaHux npo
cuctemy chapmakoHarnsagy,
3MiHa YNOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
hapmakoHarnsgy; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3asBHMKa AN 34ICHEHHSA
hapmakoHarnagy B Ykpaii,
AKLLO BOHA BiAMIHHA Bif
YNOBHOBaXEHOT 0CO6M,
BignoBiga/bHOI 3a 3AjACHEHHS
hapmakoHarnsgy (Bkirovaoun
KOHTaKTHI faHi) Ta/abo 3MiHn y
po3MilleHHI MacTep-dhaiina
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n/n

Ha3sBsa nikapcbko20

dopma sunycky

3asiBHUK

KpaiHa

3acoby

(nikapcbka ¢hopma,
ynakoska)

3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

21.

ACTAHIH

pO3unH ANs iHdysil, no

MpusatHe

Ykpaina

cuctemn chapmakoHarnsgy) -
3MiHa YyNnoBHOBaXKEHOT 0co6M
3a8BHVKa, BigNoBigabHOT 3a
thapmakoHarnag,. ditoua
pepakuis: PycynaH Ecakisi /
Rusudan Esakia. MNponoHosaHa
pegakuis: Myano MNaHHa
CraHicnasisHa. 3MiHa
KOHTaKTHUX JaHnX
YNOBHOBaXEHOI 0cobu
3asBHVKa, BiANOBIAA/IbHOT 38
thapmakoHarnsg. 3miHa micus
3[iiCHEHHS OCHOBHOI Aisi/TbHOCTI
3 hapmakoHarnsgy. 3miHa
MiCLie3HaxXoMKeHHSA MacTep-
thaiina cuctemu
hapmakoHarnsgy

100 mn abo no 200 mn
a60 400 MN po3UnHY Y
nAsWKax

akujioHepHe
TOBapuCTBO
"lHdpy3ia"

MpuBaTHe
akujioHepHe
TOBapMCTBO

"Indpysia”

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHu | TUNY - AgMiHICTpaTVBHI
3MiHW. 3MiHa Ha3BW MiKapCbKOro
3aco0y - 3MiHa Ha3BK
nikapcbkoro 3acoby, a came
3arBepmkeHo: Kasito | MarHito
acnapariHar 3anponoHoBaHo:
ACMAHTIIH
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALIB NiCNs 3aTBEPAXKEHHS.
3MiHY | TUNY - 3MiHW 3 AKOCTI.
[oToBMiA nikapcbkuii 3aci6. Onuc
Ta cknag, (iHwWi 3miHn) — ans
CMPOLLEHHSA PO3paxyHkis
HeobXiAHOI AN BBEAEHHS [03U
K i Mg nponoHyeTbcs
[0NoBHUTK po3ain «Cknag»
nikapcbKkoro 3acoby
iHdhopmauieto npo BmicT K i Mg
6e3 ypaxyBaHHs acnapariHary.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALIB NiCNs 3aTBEPAXKEHHS.
3MiHY | TUnNY - 3MiHW 3 AKOCTI.
oTOBMIA NiKapcbKuii 3acio.
KOHTpPO/b rOTOBOrO /iKapCbKoro
3aco6y (iHLi 3MiHK)
- Y 3B’A3KY 3 BBEEHHAM
[,04aTKOBOI YNaKoBKM
HOMiH&/1bHUM 06’emoM 100 mn,
BHOCATbCS 3MiHW B

crneundikauio Ta MmeToan

3a peyernmom

UA/16364/01/01
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Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o

n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

BUPOGHUKa

KOHTPOJ110, a CaMe HOpMYyBaHHA

nocsio4YeHHs

Benvka

nakco Bennkom

B

HOMiHasIbHOro 06’emy 100 M go

®paHuis/

ONns HoMiHasIbHOro 06’emy 100

M/T Y NOKa3HUK «MeXaHiuHi
K/TIOYEHHS: HEBUAMMI YaCTKN»
Ta iHthopmau,ito Wwoao
npo6oBiA6opy N/IALLOK

MeTOAVKN KOHTPO/IO 3a
NoKa3HUKOM «CTepUsbHICTb».
3MiHn | TURY - 3MiHK WoAao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHN)
OHoB/eHHS iHthopmalii Wwoao
3a3HaYeHHs OAUHULL
BMMiptoBaHHSA y cuctemi Cly
TEKCTi MapKyBaHHS yNakoBK/
nikapcbkoro 3acoby. BeegeHHs
3MiH NPOTArom 6-Tn micsuis
nicns 3aTBepmkeHHs. 3miHu I
TUny - 3MiHK 3 sAKocTi. FoTOBWIA
nikapcbkuii 3aci6. Cucrema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3miHa po3mipy ynakoBku
roTOBOrO NiKapCbKOro 3acoby
(3miHa macwn/o6'eMy BMiCTy
KOHTeliHepa 6araTof030B0ro
CTEepW/IbHOTO NiKapCbKOro
3acoby (abo ogHOA030BOrO,
4aCTKOBOrO BUKOPUCTaHHSA) Ta
6araTto,030B0ro NiKapCbKoro
3acoby
6ionoriyHoro/iMmyHo10rvyHoro
NOXOMKEHHS ANs
napeHTepasibHOro
3aCTOCyBaHHS) - BBEAEHHSA
[04aTKOBOT ynakosku no 100 mn
y NAsLWKax, 3aKynopeHnx
npo6kaMun ryMmoBuUMM i
06TUCHYTUX KOBMAYKaMu
a/IIOMIHIEBUMM, 6E3 3MiHN
NepPBUHHOTO NaKyBaslbHOro
marepiany, 3 BignoBigHNMM
3MiHaMu y p. «YnakoBka».
BBefeHHA 3MiH NPOTArom 6-1n
MicsILiB NiCNs 3aTBEPAYKEHHS.
BHECEHHS 3MiH [0
peecTpavuiiH1ux maTepianis:

3a peyernmom

UA/0987/05/01

22. AYTMEHTUH™

NOPOLUOK A1 Opas1bHOT
cycneHsii (200 mr/28,5
Mr B 5 M/1); NOPOLLIOK

[N NpUroTyBaHHs 70

nakcoCmiTKnsiiH
Ekcnopt NimiTeq

BputaHis

MpoaakLuH,
dpaHuisn; CmiTKnsiH

Benwuka
BputaHis

3MiHW | TUMY - NoAaHHA

OHOBJIEHOTO cepTudikaTa

Biuem
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
M1 cycneHsii y dapmacbloTmkanc, BignosigHocTi E® R1-CEP
hnakoHax 3 NPO30poro Benvka bputaHis 1999-111-Rev 03 gns A®I
CKna 3 MeTas1eBolo Kanito knasynaHarty Bif, Bxe
KPWILLIKOIO, LU0 3aTBEPKEHOr0 BUPOGHUKA AK
3arBUHYYETLCA (3 Hacnifok, npuBeaeHHs
KOHTpOMIEM nepLuoro cneuudikauii A®I signosigHo
BIAKPUTTSA | NoNiMepHOI0 MoHorpadii Ed, 3okpema:
NNiBKOI, L0 MICTUTBLCSA BU/Ty4YeHHS nokasHuka "Clavam
BCepeaeHi) pa3om 3 2 carboxylate" Ta BHeECEHHS
MipHUM KOBMa4ykom abo He3HayHMX pefakuiiHnX NpaBokK
[03YH0UNM LLINPULOM,
a60 3 MipHOLO
JIOXKEYKOH, MOMILLEHIli B
KapTOHHY KOpobKy abo 3
KPULLIKOIO i3 3aXUCTOM
Bif BIAKPUTTA 4iTbMM
pasom 3 [03y4nM
LUNPULLOM @60 MipHOO
JIOXKKOH0, MOMILLEHWIA B
KapTOHHY KOPO6Ky
23. AYTMEHTUH™ES NMOPOLLOK A/151 OPa/IbHOT nakcoCwmiTKnsiiH Benvka nakco Bennkom dpaHuin/ BHECEHHS 3MiH 0 3a peyenmom UA/0987/04/01
cycneHsii, 600 mr/42,9 Ekcnopt flimiteq BpuTaHis MpofakLuH, Benuka peecTpauiiHux maTepianis:
Mr/5 MN; CKASHUIA ®paHuia; CMITKNsiH BpuTaHis 3MiHKM | TUNY - NOAaHHSA
oNakoH 3 asIloMiHIEBOIO Biuem OHOBJIEHOTO cepTudikaTa
KpULLIEYKOH, L0 dapmacbloTmkanc, BignosigHocTi €E® R1-CEP 199-
Hakpy4yeTbcs (MICTUTb Benvka bputaHis 111-Rev 03 gnsa A®l Kanito
BCepeaeHi nonimepHy KnaBynaHarty Bif, BXe
(nonisiHinxnopugHy a6o 3aTBEPAKEHOr0 BUPO6HUKa AK
nonionediHoBy) Nnisky), Hacnigok, NnpuBeaeHHs
3 KOHTPO/1IEM NEpPLLOro cneuudikauii A®| signosigHo
BiAKpMTTA abo 3 MoHorpadii Ed, 30kpema:
NNacTVKOBOK KPULLIKOIO BU/Ty4YeHHS nokasHuka "Clavam
i3 3aX1CTOM Bif 2 carboxylate" Ta Ta BHeCEHHSA
BIAKPUTTA AiTbMU Ta He3HayHMX pefakuiiHiX NpaBokK
NNacTVKOBOK MipHOO
NIOXKOIO 3 NO3HaYKamu
25mnTtabwmn,y
KapTOHHI KOopooLi
24, BAK/TO®PEH Tabnetku no 10 wmr, no dapmaueBTUYHWI Monbwa dapmaueBTUYHN Monbwa BHECEHHS 3MiH g0 3a peyenmom UA/0497/01/01
50 TabneTtok y 3aB0/, 3aB0/, peecTpauiiHux maTepianis:
nonieTuIeHoBomy "MONb®APMA" "MONb®APMA" 3MiHKM | TUNY - NOAaHHSA
h/1aKOHI 3 KPULLIKOHO i3 C.A. C.A. OHOBJ/IEHOTO cepTudikarta

amMopTN3aToOpoM Ta
3aXMCHUM KinbLEeM; no 1
pNakoHy B KAPTOHHIl
Kopoobui

BiANOBIAHOCTI EBpONeliChKil
thapmakonei Ne R1-CEP 2010-
316 - Rev 04 gna Al
6aknodeHy Bif Bxe
3aTBEPAKEHOTO BUPOOHMKA
PHARMACEUTICAL WORKS
POLPHARMA S.A., Poland. fk
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
HacnifloKk BUTyYEHHS OHOTO 3
BMPOBHUKIB NPOMIDXHOIO
NpoaykTy
25. BAK/TOPEH Tabnetky no 25 mr, no dapmaneBTUYHNIA Monbwa dapmauleBTUYHNI Monbwa BHECEHHS 3MiH g0 3a peyenmom UA/0497/01/02
50 TabneTtok y 3aB0/, 3aB0[, peecTpavuiiHux maTepianis:
noslieTueHoBoOMy "MONTbOAPMA" "MONb®APMA" 3MiHKM | TUNY - NOAAaHHSA
ch/1aKoHi 3 KPULLKOHO i3 C.A. C.A. OHOBJ/IEHOTO cepTudikaTa
amMopTu3aTropom Ta BiANOBIAHOCTI EBpONEiiChKilt
3aXMCHUM KinbLewm; no 1 dapmakonei Ne R1-CEP 2010-
h/1aKoHY B KapTOHHii 316 - Rev 04 gnsa Aol
Kopobui 6aknoeHy Bif BXe
3aTBEPAKEHOr0 BUPOGHMKA
PHARMACEUTICAL WORKS
POLPHARMA S.A., Poland. Ak
HacnifoK BUMYYEHHS OLHOTO 3
BMPOBHUKIB NPOMIDKHOIO
NpoAyKTy
26. BAPBEOBAN® Kancynu TBepgi no 10 AT "®apmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 6e3 peyenma UA/1196/02/01

kancyn y 6nictepi; no 1
ab6o 3 6nicTepun y nayui 3
KapToHy

peecTpauiiHux maTepianis:
3MiHK | TUNYy — go cneuudikawii
Ha fjiloyy peyvoBUHY PO3UUHY
MEHTO/Y B MEHTU/I0BOMY edipi
KMCNOTW i30Bas1epiaHoOBOT
(Banigon), [oAaHO NOKA3HUK
«3arasibHa 30/1a» 3
HOpPMYBaHHsSIM He 6inbLue 0,1 %;
MiHW | TUNY — 3MIHEHO YacToTy
BUMPOOYBaHHSA 3a NOKa3HWKOM
«Mikpob6ionoriyHa unctota» B
cneuudikaLii Ha gitody
PEYOBVHY PO3UMH MEHTONY B
MEHTNN0BOMY edipi KUCNoTH
i3oBanepiaHoBOI (Baslifosn) —
nepLuy Ta KOXHy fecaTty
HacTynHi cepii, ane He pigwe
O HOrO pasy Ha piK; MiHn | Tuny
— 3MiHV 10 METOAMNKN 3a
NOKa3HUKOM «laeHTudikavis»
(pepakuiliHi 3mMiHW, OCKiNbKM
BM3HAYeHHs igeHTudikau;i
NpoBOAATL Pa3oM 3
BM3HAYEHHAM MOKa3HMKa
«CynpoBigHi JOMILLKN») y
MeTOoAax KOHTPOJIHO Ha fiitouy
PEeYOBUHY PO3UUH MEHTONY B
MEeHTNM0BOMY edipi KUCnoTu
i3oBaniepiaHoOBOI;
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

3MiHW | TUMY — 3MiHW METOAUKM
3a NoKasHWKoMm «CynpoBifHi
[OMiLLKM» (Mpo6oniaroToBka,
YMOBW Ta NOPsiA0K NPOBeAeHHs
aHanisy, yMOBUW NpUAAaTHOCTI
XpomatorpacdiyHoi cuctemu,
3MiHa CTaH4apTHOro 3paska) y
MeTOoAax KOHTPOJI0 Ha fitody
PEeYOBUHY PO3UUH MEHTONY B
MeHTWUI0BOMY edipi KucnoTu
i3oBasiepiaHoBOT (BUPO6HUK A1
«3aBof, XiMIYHUX peakTuBiB»
HayKOBO-TEXHO/IOMNYHOI0
KoMnnekcy «IHCTUTYT
MOHoKpucTanis» HAH
YKpaiHv»); 3MiHK | TUNYy — 3MiHa
TNy akLioHepHOro ToBapucTBa
Ta afpecu BNpoBafKEHHS
LiS/TbHOCTI BUPO6HMKa Aito4ol
pPEeYoBUHM eTUI0BOTO eqipy o -
6pomizoBasiepiaHOBOI KUCIOTU
(3anponoHoBaHo: AT «®apmak»,
M. KuiB, Byn. Kupuniscoka);
3MiHM | TUNY — 3miHa Tuny
akLioHepHoro ToBapucTea Ta
afipecy BNpoBagKeHHs
AiSNbHOCTI BUPO6HMKA Aitoyoi
PEYOBMHN PO3UYNHY MEHTO/Y B
MEeHTO10BOMY edipi KucnoTu
i3oBaniepiaHoBOI (Banifony)
(3anponoHoBaHo: AT «®apmak»,
M. KuiB, Byn. Kupuniscoka);
3MiHV | TUNY — 3MiHK A0
METOAVKM 38 NOKa3HNKOM
«KinbKicHe BU3HaUYeHHs»
(npo6oniagrotoBka, ymoBu Ta
nopsALOoK NPOBEAEHHNA aHani3y,
YMOBW NpUAATHOCTI
XpomatorpacdiyHoi cuctemu,
hopmyna po3paxyHky, 3mMiHa
CTaHfapTHOro 3paska) y
MeToZax KOHTPOSIO Ha Aitouy
PEYOBVHY PO3UNH MEHTONY B
MEeHTNM0BOMY edipi KuCnoTu
i30BasiepiaHoOBOT; 3MiHM | TUNY —
NnoJaHo OHOBJIEHWIA cepTuddikat
BignosigHocTi €EP No. CEP R1-
CEP 2003-017-Rev 03 ansa
LjiH040i pevyoBUHU
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

heHobapbiTany Ha 3amiHy
cepTugikaTy BignosigHocTi €
R1-CEP 2003-017-Rev 02 Big,
3aTBEPAKEHOrO BUPOOHMKA
HARMAN FINOCHEM LIMITED,
IHAjA, y 3B’A3KY i3 3MiHOIO
agpecy BUpOGHMYOT AifbHUL
Shendra; 3miHu | TNy — go
nokasHuka «CynpoBigHi
JoMmiLkm» cnevmdikayii Ha
[itoYy peqyoBrHYy po3yuH
MEHTO/Ty B MEHTWUNOBOMY eqoipi
KMCNOTW i30Bas1epiaHoBOT
(Banigon), Big BUpo6HUKa A
«3aBof, XiMiYHUX peaKTuBiB»
HayKOBO-TEXHO/IOMNYHOI0
KoMnnekcy «IHCTUTYT
MOHOKpucTanis» HAH Ykpainus,
BBE/JEHO BU3HAYEHHS Oy Ab-SKOi
[OOMILLKK, 3 AONYCTUMOIO MEXEHD
He 6inbLue 0,1%. Cyma fOMILLOK
3a/MweHa 6e3 3miH

27.

BEP/IITIOH® 300
o4

KoHueHTpaT gna
PO34nHy a8 iHys3iid,
300 OJ, (300 mr)/12 mn;

no 12 mn B amnyni; no 5,

a6o no 10 amnyn y
KapTOHHIA Kopoo6Li

BEP/NIIH-XEMI Al

HimeyunHa

Bengik ®annep
dapmaceyTikas
Cepgicec 'M6X,
HimeyunHa
(BTOPUHHE
nakyBaHHs);
BEP/IH-XEMI AT,
HimeuunHa
(BTOPUHHE
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepiii); EBEP
®dapma Mena Mm6X,
HimeuunHa
(BpOGHMLTBO "in
bulk", nepsuHHe
nakyBaHHS,
KOHTPO/b Cepiif;
BTOPWHHE
nakyBaHHs (TifIbku
MapKyBaHHs
amnyn)); YHitakc-
dapmanoricTik
'mM6X, HimewunHa
(BTOpPUHHE
nakyBaHHs)

HimeuunHa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHM | TUny - 3MiHK Woao
6e3nekun/edekTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
ab0 3MiHU [0 y3araslbHEHNX
[aHuX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy hapmakoHarnagy,
3MiHa yNOBHOBaXEHOI 0cobw,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3as1BHMKa 415 34iICHEeHHS
hapmakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOBaXeHOT 0cobwy,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MiLLLeHHi MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3MiHa KOHTaKTHOT 0co6m
3asBHVKa, BiANOBIAA/ILHOT 38
hapmakoHarnsg B Ykpaii.

3a peyenmom

UA/6426/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
MponoHoBaHa pepakuis: Kyuep
MapuHa BacuniBHa. 3MiHa
KOHTAKTHUX JaHWUX KOHTaKTHOT
0Cco6M 3as1BHMKA, BignoBigasibHOT
3a 3gjlicHeHHsa hapmakoHarnsay
B YKpaiHi
28. BEPNITIOH® 600 Kancysm m'siki no 600 wmr, BEP/IH-XEMI Al HimeuyunHa BEP/IIH-XEMI AT, HimeuunHa BHECEHHS 3MiH 40 3a peyenmom UA/6426/02/02
KAMNCYNn 15 kancyn y 6nictepi; no HimeyunHa peecTpavuiiHux maTepianis:
1 a6o no 2 6nictepu y (BUPOGHUK, 3MiHM | TUny - 3MiHK Woao
KapTOHHIA Kopo6Lij; Mo BiANOBIgaIbHNIA 32 6e3nekn/edreKTBHOCTI Ta
10 kancyn y 6nictepi, no nepBuHHE Ta thapmakoHarnagy. BeefeHHs
3 6nicTepu y KapTOHHIN BTOPVHHE a60 3MiHN [0 y3arasibHeHNX
Kopoo6Li nakyBaHHSA Ta [aHuX nNpo cuctemy
BUMYCK Cepiit); thapmakoHarnagy (BBefeHHs
KataneHt y3arasibHeHUX JaHuX Npo
HimeuunHa E6epbax cuctemy dhapmakoHarnsgy,
'M6X, HimeyunHa 3MiHa YNOBHOBaXeHOI 0cobu,
(BUPOGHUK, BiANOBIAA/IbHOI 3a 34iiCHEHHSA
BiANOBIgaIbHUIA 32 thapmakoHarnsgy; KOHTakTHOl
BUPOBHUUTBO "in ocobu 3 hapmakoHarnsgy
bulk", koHTpOsb 3a8BHMKa AN 34ICHEHHSA
cepiii); KataneHt thapmakoHarnagy B YkpaiHi,
HimeyunHa SKLLO BOHA BigMiHHa Bif,
LLopHaopd M6X, yMOBHOBaXeHOI 0cobw,
HimeyunHa BignoBiAa/IbHOI 3a 34jACHEHHS
(BUPOBHUK, hapmMakoHarnagy (Bkiroyaoum
BiANOBIAa/IbHNIA 3a KOHTaKTHI faHi) Ta/abo 3MiHn y
nepBuHHE Ta po3MilLieHHi macTep-chaiina
BTOPWHHE cuctemu hapmakoHarnsgy) -
nakyBaHHs) 3MiHa KOHTaKTHOI 0co6u
3asBHMKa, BiANOBiAA/IbHOT 32
hapmMakoHarnag B YkpaiHi.
MponoHoBaHa pepakuis: Kyuep
MapuHa BacuniBHa. 3miHa
KOHTaKTHUX faHNUX KOHTaKTHOT
ocobu 3asBHUKA, BiANOBIAAUIbHOI
3a 3gjiicHeHHsa hapmakoHarnsgy
B YKpaiHi
29. BEPNITIOH® 600 KOHUeHTpaT Ans BEPNIH-XEMI Al HimeuunHa BEPNIH-XEMI AT, HimeuunHa BHECEHHS 3MiH 40 3a peyenmom UA/6426/01/02

oA

pO34nHy A5 iHdy3il,
600 OJ (600 mr)/24 mn;
no 24 mn B amnyni; no 5
abo 10 amnyny
KapTOHHIlA KopooLi

HimeuuunHa (Bunyck
cepiii); EBep ®apma
MeHa Mv6X
HimeuyunHa
(BTOpPUHHE
nakyBaHHs (B TOMY
4uncsi MapkyBaHHS
amnyn)); EBEP

peecTpauiiHux maTepianis:
3MiHK | TURy - 3MiHK WoA0
6e3nekn/epeKTNBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHUX
[AaHyX Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3arasibHeHUX faHnx npo
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
dapma VeHa MmbX, cuctemy dhapmakoHarnsgy,
HimeyunHa 3MiHa YNOBHOBaXeHOI ocobu,
(BUpOBGHMLTBO "in BiiNOBIAaAbHOT 3a 34iICHEHHS
bulk", nepBuHHe hapmakoHarnsgy; KOHTakTHol
nakyBaHHS, 0cobu 3 chapmakoHarnagy
KOHTPO/Ib cepilf); 3asBHMKA A1 3AiICHEHHS
3irdopig XamenbH thapmakoHarnagy B YkpaiHi,
v6X, HimeuunHa AKLLO BOHA BiAMIHHA Bif
(BMPOBHMLTBO «in yNOBHOBaXeHOI 0cobwu,
bulk», nakyBaHHs, BignoBiAa/IbHOI 3a 34jACHEHHS
KOHTPO/Ib cepild) hapMakoHarnagy (Bkirovaroum
KOHTaKTHi fiaHi) Ta/abo 3MiHN y
po3MilLieHHi macTep-chaina
cuctemu chapmakoHarnagy) -
3MiHa KOHTaKTHOI 0co6M
3as1BHVKa, BiANOBIAA/IbHOT 32
hapmMakoHarnag B YkpaiHi.
MponoHoBaHa pepakuis: Kyuep
MapwHa BacuniBHa. 3miHa
KOHTaKTHUX faHNX KOHTaKTHOT
ocobu 3asBHUKA, BiANOBIAAUIbHOI
3a 3gjlicHeHHs chapmakoHarnsgy
B YKpaiHi
30. BEPOAYAN® PO34MH A8 iHranAau,iin; BepiHrep HimeuunHa IcTiTyTO e AHXeni ITanis BHECEHHS 3MiH 0 3a peyernmom UA/10751/01/01
no 20 mn a6o 40 mny IHrenbxanm C.p.n. peecTpauiiHnux maTepianis:
nakoHi 3 IHTepHewHn M6X 3MiHK | TNy - 3MiHW WoA0

6e3nekn/edpeKTNBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHUX
AaHvX Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXeEHOT 0cobw,
BiANOBIAaA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 34iACHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YNOBHOBAaXEHOT 0Cco6M,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
thapmakoHarnsgy (Bkio4yarum
KOHTaKTHi flaHi) Ta/abo 3MiHU y
po3MilLeHHI MacTep-harina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOB&XXEHOT 0CO6U
3asBHVKa, BigNoBiAaIbHOI 3a

KpanesnsHuueto; no 1
h/1aKoHY B KapTOHHii
Kopobui
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

thapmakoHarnsag.
MponoHoBaHa pefakuis: Sven
Kohler. 3miHa KOHTaKTHMX AaHuX
YMOBHOB&XEHOT 0cobw,
BignoBiganbHOI 3a
thapmakoHarnag. 3MiHa
KOHTaKTHOi 0CO6U 3asBHUKA,
BignoBiganbHOI 3a
thapmakoHarnsg B Ykpaii.
MponoHoBaHa pegakuis:
Monisyak OneHa BikTopiBHa.
3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOi 0CO6U 3asBHUKA,
BignoBiganbHOI 3a
hapmakoHarnag B YkpaiHi

31.

BETATIC

TabneTku, no 16 mr, no
10 Tabnetok y 6nictepi,
no 3 6nictepu y
KapTOHHI navi; no 18
Tabnetok y 6nictepi, no
5 6nicTepiB y KapTOHHii
nauui

TOB "ACIHO
YKPAIHA"

YKpaiHa

TOB "dapma Crapt”

Ykpaina

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHM | TUNY — BHECEHHS 3MiH [0
cneuudikauii M3 3a n. «<MBY»,
a came BBeJeHHS NepiognyHOCTI
nposefeHHA KoHTposto /13 3a
AaHUM NOKa3HUKOM: «KOHTPO/b
nokasHuka «MikpobionoriyHa
YMCTOTa» 3MJINCHIOETLCS Ha
nepLuii cepii B poui i He pigwe,
HiDX Ha KOXHIlA 10 cepii»; 3miHu |
MRy - 3MiHW A0 po3ainy
3.2.P.5.1. Cneuundpikauis, a came
3 po3gainy BmaaneHo
cneuudikaLii 415 KOHTPOO
TabseTok Hepo3acoBaHMx Ta
13 NpOTArom BMBYEHHSA
ctabinbHocTi. HagaHo
Cneuudikauii nuwe ansa MNN3 Ha
BUMYCK Ta NPOTATOM TEPMiHY
npugaTHocTi. KOHTposb
TabneTok Hepo3gacoBaHmx
onucanuii y posginax 3.2.P.3.4.
Ta 3.2.P.3.5. Cneuundpikauis Ha
BMBYEHHS CTabIiNIbHOCTI HagaHa
y po3gini 3.2.P.8.1; 3mium | Tuny
- BHECEHHS 3MiH fo p. 3.2.P.3.2.,
a came BUNpaB/IEHHS TEXHIYHOT
NMOMWU/IKK, a caMe TeOPEeTUYHOI
KiNIbKOCTi [LOMOMDKHUX PEYOBUWH
MaHiT (E421), kncnota IMMOHHA
MOHOriApart, KpemHito Aiokcug,
KONOIgHWI 6E3BOAHUIA,
Kpaxmasib KapTOMIsSHUIA Ha

3a peyernmom

UA/5027/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
cepito. Takox NpuBeAeHHs y
BignosigHicTb 3 MKA /13
nepepaxyHky A®l, a came
«beTaricTuHy gurigpoxnopuay
(C8H14CI2N2) y nepepaxyHky
Ha 100 % cyxy peyoBuHYy
C8H14CI2N2 (6eTaricTuHy
avrigpoxnopua) 3amiHIOETbCA Ha
«beTaricTury gurigpoxnopuay
(C8H14CI2N2) y nepepaxyHky
Ha 100 % 6e3BoAHY peYOBUHY
C8H14CI2N2 (6eTaricTuHy
avrigpoxnopua)
32. BIOKNOT A® niodpinizat ANns po3vnHy TOB "BIO®APMA Ykpaina TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH 0 3a peyenmom UA/16249/01/01
Ans iH'ekuin no 250 MO, MNIA3MA" MNA3MA" peecTpauiiHnx matepianis:
1 donakoH 3 (BUpOGHMLTBO, 3MiHM Il TURy - 3MiHKX 3 SKOCTI.
niocpinizatom y nepBuHHE A®l. BUpo6HMLTBO. 3MiHV B
KOMMNEKTi 3 nakyBaHHs; npoueci BupobHuutea AdI -
pO34MHHMKOM (BOAA AN1S BMPOGHMLTBO, 36iNblUEHHS 06’eEMy
iH'exUil) no 5 MmNy nepBuHHE Ta BUPOGBHMYOro Nyny nnasmu ans
thnakoHi; no 1 donakoHy BTOPVHHE hpakLioHyBaHHSA Ha BUPOGHWYIl
3 niocpinizatom Ta no 1 nakyBaHHs1, BUMYyCK AinbHuui M. Bina Llepksa, Byn.
NakoHy 3 PO34HUHHUKOM Ccepiii; KOHTPO/b Kuniscbka, 37-B.
pasom i3 3acobamu s AKOCTI) 3anponoHoBaHo: 900 n, 1800 n,
PO3YMHEHHSA Ta 2100 n.
BBeAeHHs (1 dinbTp, 1
LUNpUL, OAHOPA30BUIA 3
ro/IKOK An1s iH'eKuild, 1
Kpunbuara iHdysiiiHa
cucTema) y nauui 3
KapTOHY
33. BIOKNOT A® niogpinizat gns po3unHy TOB "BIO®PAPMA YkpaiHa TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH 0 3a peyenmom UA/16249/01/02

Ans iH’ekuin no 500 MO,
1 chnakoH 3
niocpinizatom y
KOMMNEKTi 3
PO34MHHMKOM (BOAa ANA
iH’exuiii) no 10 mn y
chnakoHi; no 1 dpnakoHy
3 niogpinizatom Ta no 1
dhnakoHy 3 pO3YMHHUKOM
pa3om i3 3acobamu Ans
PO3YMHEHHA Ta
BBeAeHHs (1 dinbTp, 1
LUNpUL, OAHOPA30BUIA 3
roNIKoK Ans iH'exuid, 1
Kpunbuata iHdysiiiHa
cucTema) y maui 3

MNA3SMA"

MNA3SMA"
(BUpOGHMLTBO,
nepBuHHE
nakyBaHHS;
BMPOGHMLTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs1, BUNYCK
Ccepiii; KOHTPO/b
AKOCTI)

peecTpavuiinHMx maTepianis:
3MiHK |l TUNY - 3MiHK 3 AKOCTI.
A®l. BUpo6HMLTBO. 3MiHV B
npoueci BupobHuutea A®I -
36iNblUEHHS 06’eMy
BMPOGHMYOro Nysy nnasmu ans
hpakuioHyBaHHS Ha BUPOGHWMUIN
ginbHuui m. bina Llepksa, Byn.
Kuniscbka, 37-B.
3anponoHosaHo: 900 n, 1800 n,
2100 n.
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KapTOHY
34. BIOKNOT A® niodpinizat ANs po3vnHy TOB "BIO®APMA Ykpaina TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH 0 3a peyenmom UA/16249/01/03
Ans iH'ekuin no 1000 MNIA3MA" MNA3MA" peecTpauiiHnx matepianis:
MO, 1 chnakoH 3 (BUpOGHMLTBO, 3MiHW Il TURy - 3MiHKX 3 SKOCTI.
niocpinizatom y nepBuHHe A®I. BUpo6bHMLTBO. 3MiHV B
KOMMNEKTi 3 nakyBaHHs; npoueci BupobHuutea AdI -
pO34MHHMKOM (BOAA AN1S BMPOGHMLTBO, 36inblUEHHS 06’eMy
iH'exuiit) no 10 mn y nepBuHHE Ta BUPOBHMYOrO Nyny nnasmu ans
thnakoHi; no 1 dpnakoHy BTOPVHHE hpakLioHyBaHHSA Ha BUPOGHWYIl
3 niocpinizatom Ta no 1 nakyBaHHs1, BUMYyCK AinbHuUi M. Bina Llepksa, Byn.
NakoHy 3 PO34HUHHUKOM Ccepiii; KOHTPO/b Kuniscbka, 37-B.
pasom i3 3acobamu s AKOCTI) 3anponoHoBaHo: 900 n, 1800 n,
PO3YMHEHHSA Ta 2100 n.
BBeAeHHs (1 dinbTp, 1
LUNpUL, OAHOPA30BUIA 3
rofIKOK An1s iH'exuild, 1
Kpunbuara iHdysiiHa
cucTema) y nauui 3
KapTOHY
35. BNNEMAPEH® TabneTku wunydi; no 20 Ecnapma Mrm6X HimeuunHa Na6opaTopioc Icnanis BHECEHHS 3MiH 0 6e3 peyenma UA/9419/01/01

LMAYYnx TabneTok y
noninponiszieHoBoMy
KOHTEeliHepi; no 4 abo 5
KOHTEHepiB Y KapTOHHIl
KopobLi pa3om 3
iHOUKaTOPHVMM Nanepom i
KOHTPONbHUM
KaneHgapem

MegikameHTOC
IHTepHacboHanec,
C.A.

peecTpavuiinHMx maTepianis:
3MiHK | TUNY - 3MiHW WOoA0
6e3nekn/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
a60 3MiHU [0 y3araslbHEHNX
[aHvX Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3araslbHeHuX AaHux npo
cuctemy chapmakoHarnsagy,
3MiHa yNOBHOBaXEHOIT 0cobw,
BignoBiga/bHOI 3a 3MjACHEHHS
hapmakoHarnagy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3aABHUKA 419 3AiCHEHHS
hapmakoHarnsgy B Ykpaii,
AKLLIO BOHA BigMiHHa Bif,
YMOBHOBaXEHOT 0coby,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapMakoHarnsgy (Bkirovaoun
KOHTaKTHI faHi) Ta/abo 3MiHn y
pO3MiLLieHHi MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOBaXEHOI 0co6U
3asBHMKa, BiANOBIAA/ILHOT 38
hapmakoHarnsg.
MponoHoBaHa pepakuis: Dr.
Susanne Becker. 3miHa
KOHTaKTHUX JaHnX
YNOBHOBaXEHOI 0CobY,
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BignoBigasibHOI 3a
hapmakoHarnsag

36.

BOTOKC®
KOMMNNEKC
BOTYNIHIYHOIro
TOKCUHY TUNY A
(Bl4, CLOSTRIDIUM
BOTULINUM)

NOPOLLOK A4/151 PO3YNHY
ONs iH'ekuin no 100
oAvHUUb-AnnepraHd; 1
h/1aKOH 3 NOPOLLUKOM B
KapTOHHIA Kopoo6Li

AnnepraH
dapmacbloTikans
IpnaHgis

Ipnangis

AnnepraH
dapmacbloTikans
IpnaHgis

IpnaHgjs

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHu |l TNy - 3MiHK Woao

6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. 3MiHu y
TepaneBTUYHUX MOKa3aHHSIX
(oopaBaHHA HOBOTO
TepaneBTUYHOTO MoKa3aHHS abo
3MiHa y 3aTBepAKeHOMY
nokasaHHi) - 3MiH1 BHECEHO 0
IHCTPYKUIiT 4Nns MeanyHoro
3aCTOCyBaHHS NiKapCbKoro
3acoby Ao po3ginis "Moka3aHHs"
(YyTOYHEHO ofHe i3 MokasaHsb, Ta,
K Hacnifok, [0 po3ainis
"®apmakonoriyHi BractneocTi”,
"Oco6nuBi 3axoamn 6e3nekn”,
"Cnoci6 3acTocyBaHHA Ta 4o3u",
"OiTn", "MNo6iyni peakuii”, a
TakoX 3MiHeHa Hymepauis
Tabnuub, WO PO3MiLLLeHi B TEKCTI
iHCTpYKLji. BBeaeHHA 3MiH
npoTArom 6-Tu MicAuiB micns
3aTBEPKEHHS; 3MiHK Il Tuny -
3MiHV Wwoao
6e3nekn/edreKTMBHOCTI Ta
hapmakoHarnsgy. 3miHu y
TepaneBTUYHMX NOKa3aHHAX
(AopaBaHHs HOBOrO
TepaneBTUYHOTO NoKa3aHHA abo
3MiHa y 3aTBEpAKEHOMY
nokasaHHi) - 3MiH/ BHECEHO A0
IHCTPYKUIT ANS MeanYHOro
3aCTOCYBaHHS NiKapCbKoro
3acoby Ao posainy
"apmakonoriyHi BnactnsocTi”
o4O pe3ynbTaTiB
paHA0Mi30BaHOro
6araToLeHTpPoBOro noAgiiHo
cninoro nnawue6o-
KOHTPO/IbOBAHOTO AOCHIKEHHS
KNIHIYHOI echeKTMBHOCTI Npu
poKasIbHIN CNACTUYHOCTI
BEPXHiX KIHLiBOK Y AiTei.
BBefeHHA 3MiH NPOTArom 6-11
MiCALIB MiC/1A 3aTBEPKEHHS

3a peyernmom

UA/16656/01/01

37.

BEOTOKC®

MOPOLLOK A/ PO3YUHY

AnnepraH

IpnaHais

AnnepraH

IpnaHgis

BHECEHHS 3MiH 0

3a peyenmom

UA/16656/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KOMMNNEKC
BOTYNIHIYHOIro
TOKCUHY TUNY A
(BlA, CLOSTRIDIUM
BOTULINUM)

ONs iH'ekuin no 200
oAvHUUb-AnnepraHd; 1
h/1aKOH 3 NOPOLLKOM B
KapTOHHI KopoobLi

dapmacbloTikans
IpnaHgis

dapmacbloTikans
IpnaHgis

peecTpauiiHnux matepianis:
3MiHu |l TNy - 3MiHK Wwoao
6e3nekn/edpeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHn y
TepaneBTUYHNX MOKa3aHHSX
(BopaBaHHA HOBOTO
TepaneBTUYHOTO MoKa3aHHs abo
3MiHa y 3aTBepAKeHOMY
nokasaHHi) - 3MiH1 BHECEHO 0
IHCTPYKUIiT 4ns MeanyHoro
3aCTOCyBaHHSA NiKapCbKoro
3acoby Ao po3zinis "Moka3aHHS"
(YyTO4YHEHO OfHe i3 MokasaHb, Ta,
AK HacNifoK, A0 po3ainis
"apmakonoriyHi BnactneocTi”,
"Oco6nmBi 3axoamn 6e3nekn”,
"Cnoci6 3acTocyBaHHA Ta 4o3u",
"OiTn", "Mo6ivHi peakuii”, a
TakoX 3MiHeHa Hymepauis
Tabu1LUb, WO PO3MILLEHI B TEKCTI
IHCTpYKLji. BBEeAeHHA 3MiH
npoTArom 6-Tu MicAUiB micns
3aTBEePKEHHS; 3MiHK Il Tuny -
3MiHV Wwoao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHu y
TepaneBTUYHNX MOKa3aHHSIX
(nopaBaHHs HOBOrO
TepaneBTUYHOTO NokKa3aHHA abo
3MiHa y 3aTBEpAKEHOMY
rokasaHHi) - 3MiH1 BHECEHO A0
IHCTPYKUIT ANS MeaUYHOro
3acTOCYyBaHHS NikapCbKoro
3acoby A0 po3ainy
"apmakonoriyHi BnactnsocTi”
o4O pe3ynbTaTiB
paHA0Mi30BaHOro
6araToLeHTpPoBOro noAgiliHo
cninoro nnave6o-
KOHTPO/IbOBAHOTO AOC/IKEHHS
KNiHIYHOT echeKTUBHOCTI Npu
(hoKasbHil cnacTUyHOCTI
BEPXHiX KIHLBOK Y AiTei.
BBefeHHA 3MiH NPOTArom 6-1n
MiCALIB MiCNsA 3aTBEPLKEHHS

38.

BPIMIKA®
LKEHYENP®

MOPOLLIOK A5 iHraAL,i
340 MKr/12 mkr; no 60
[103 NOPOLLKY B
iHranaTopi, no 1

BEP/NIH-XEMI Al

HimeuunHa

IHpacTpiac
dapmaceyTikac
Anwipan C.A.

Icnanis

BHECEHHS 3MiH 40
peecTpavuiiH1ux maTepianis:
3MiHKM | TRy - 3MiHW WOA0
6e3nekn/eddeKTNBHOCTI Ta

3a peyernmom

UA/17683/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
iHranaTopy B dhapmakoHarnsgy. BeegeHHs
aNOMIHIEBOMY a60 3MiHM 10 y3arasibHEeHWX
namiHoBaHOMy nakeTi [aHuX npo cuctemy
pa3oM i3 nakeTukom 3 thapmakoHarnsgy (BBefeHHs
ocyllyBayeM B KOpobLi 3 y3arasibHeHUX JaHuX npo
KapToHy abo no 60 o3 cuctemy hapmakoHarnsagy,
MOPOLLKY B iHrasiAaTopi, 3MiHa yNOBHOBaXeEHOI 0cobw,
no 3 iHransATopu B BiANOBIAa/IbHOI 3a 34iiCHEHHS
IOMIHIEBOMY hapmakoHarnagy; KOHTakTHol
namiHoBaHOMy nakeTi 0ocobu 3 hapmakoHarnsgy
KOXEH, pa3om i3 3asBHUKa 419 3AiICHEHHS
nakeTuKom 3 thapmakoHarnagy B YkpaiHi,
ocyLlyBayeM B KOpoo6Li 3 SIKLWO BOHA BiAMIHHA Bif
KapToHy YMOBHOBaXEHOT 0co6Y,
BiiNOBIAabHOT 3a 34iICHEHHS
thapmakoHarnsgy (Bko4yarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
pO3MiLLeHHI MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0co6u
3a8BHVKa, BigNoBigabHOT 3a
thapmakoHarnsg B Ykpaii.
MponoHoBaHa pepakuisn: Kyuep
MapuHa BacunisHa. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT
0ocobu 3asiBHUKA, BiANOBIAa/IbHOI
3a 3fjiiicHeHHs hapmakoHarnsay
B YKpaiHi
39. BPOMIEKCVH 4 PO34UH OpasibHUiA, 4 BEPNIH-XEMI Al HimeuyunHa BEPNIH-XEMI Al HimeuunHa BHECEHHS 3MiH 0 6e3 peyenma UA/9663/02/01

BEP/TIIH-XEMI

mr/5 mn, no 60 mn abo
100 mn y chnakoHi; mo 1
oNakoHy 3 MipHOK
JIOXKOI0 B KAPTOHHIl
Kopobui

peecTpavuinHMx maTepianis:
3MiHM | TUny - 3MiHK Woao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
ab60 3MiHU [0 y3arasibHeHNX
[aHuX nNpo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy hapmakoHarnsagy,
3MiHa yNOBHOBaXEHOI 0cobw,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3as1BHMKa 419 34iICHEeHHS
hapmakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOBaXeHOT 0cobwy,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
dhapmakoHarnsay (Bkaryaroum
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KOHTaKTHi faHi) Ta/abo 3MiHn y
po3MiLLLeHHi MacTep-thaiina
cuctemu chapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0co6m
3asBHVKa, BiANOBIAA/IbHOT 38
thapmakoHarnsg B Ykpaii.
MponoHoBaHa pepakuis: Kyuep
MapuHa BacuniBHa. 3MiHa
KOHTaKTHUX AaHUX KOHTaKTHOI
0Cco6M 3as1BHMKA, BignoBigasibHOT
3a 3gjlicHeHHs hapmakoHarnsay
B YKpaiHi

40.

BPOHXOPUN®

cupon, no 100 mn y
donakoHi; no 1 dpnakoHy
3 MipHMM KOBMAa4KkoM B
KapTOHHIA KopoobLi

[bxeHom BioTek lMBT.
nra.

IHais

[xeHom BioTek MBT.
nra.

IHais

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHn | TURY - AgMIHICTPaTUBHI
3MiHK. 3miHa kogy ATX - 3MiHK
BHECEHO [0 IHCTPYKUiT ANns
MeJUYHOIO 3aCTOCYBaHHS
nikapcbKoro 3acoby [0 po3ainy
«®apmakoTepaneBTUyHa rpyna»
BiANOBIAHO A0 MiXHApPOAHOro
knacudikatopa kogis BOO3
(http://www.whocc.no/atc_ddd_i
ndex/): 3aTBepOKEHO:
AgnpeHepriyHi 3acobu ans
CUCTEMHOrO 3aCTOCYBaHHS.
Canbbytamorn, kombiHauii. Kog,
ATX RO3A K04.
3anponoHoBaHo: 3acobu A1
NiKyBaHHS 06CTPYKTUBHUX
3aXBOPIOBaHb AUXaSIbHUX
LWNAxiB. ALpeHepriyHi 3acobm
[NS1 CUCTEMHOTO 3aCTOCYBaHHS.
CefleKTVBHI aroHicTu 6eTa-2-
afpeHopeLenTopiB.
Kog ATX RO3C C.

3a peyernmom

UA/7422/01/01

41.

BAHATEKC

TabneTku, BKpUTI
NAiBKOBOK 060/IOHKOHO,
80 wmr, no 14 TabneTok y
6nicTepi, no 2 6nictepu
B KapTOHHIi Kopo6Lyi

dapmaneBTUYHNI
3aBO/,
"MONTbOAPMA"
C.A.

MNonbwa

dapmaleBTUYHNI
3aBof,
"MONb®APMA"
C.A.

MonbLa

BHECEHHS 3MiH [0
peecTpavuiiHux matepianis:
3MiHW | TURY - 3MiHW BHECEHI A0
IHCTPYKUIT AN MeguyHoro
3aCTOCyBaHHS NiKapCbKOro
3acoby y po3gain "MNo6iyHi
peaxuii” BignosigHoO A0
OHOBNEHOT iHhopMaLi 3
6e3nekun Ajtoyoi pevoBUHN.
BBefeHHA 3MiH NPOTAroMm 6-Tn
MicsILiB MicNs 3aTBEPAKEHHS

3a peyenmom

UA/12634/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
42, BAHATEKC TabneTku, BKpUTI dapmaneBTUYHNI Monbwa dapmaleBTUYHNI Monbwa BHECEHHS 3MiH A0 3a peyenmom UA/12634/01/02
NAiBKOBOK 060/IOHKOHO, 3aB0/, 3aB0[, peecTpauiiHux maTepianis:
160 wr, no 14 TabneTok "TIONIb®APMA" "MOJIbGAPMA" 3MiHW | TUNY - 3MiHW BHECEHI A0
y 6nicTepi, no 2 C.A. C.A. IHCTPYKLii 4Nns MegnyHoro
6nicTepy B KAPTOHHii 3aCTOCYBaHHS NikapcbKoro
KopoobLi 3aco6y y po3ain "MobiyHi
peakujii" BiANOBIAHO A0
OHOBNEHOT iHhopMaLi 3
6e3nekun Ajtoyol pevOBUHN.
BBegeHHs 3MiH npoTArom 6-tm
MicAILiB Micns 3aTBepPIKEHHS
43. BINTATE 1000 MO MOPOLLOK Ta PO3UYUHHUK OkTadapma ABCTpis Brpo6HuK, AscTpis/ BHECEHHS 3MiH 0 3a peyenmom UA/17518/01/02
ONs pO34nHY Ans dapmaueBTMKa BiANOBIgaIbHNIA 32 Himeuunna/ peecTpauiiHux maTepianis:
iH'ekuin no 100 MO/mn; MpopykTioHcrec. in bulk LiBeuis 3MiHU | TUNY - 3MiHK KpUTEPID
KapToHHa kopobka Ne 1: M.6.X. BMPOGHMLTBO, NPUAHATHOCTI nokasHuka FVII:C

no 1 dprakoHy 3
NOPOLLKOM NSt
NPUroTYBaHHS PO3YNHY
Ans iH'ekuii (1000 MO).
KapToHHa kopobka Ne 2:
no 1 dpnakony 3
pO34MHHMKOM (BOAa ANA
iH'exuili 3 0,1%
nonicop6arom 80) no 10
M1y KapTOHHI kopobu,i
pa3oM 3 KOMMIEKTOM
[N PO3UMHEHHS Ta
BHYTPILLHLOBEHHOTO
BBeJEHHsA. Komnnekt
[N PO3UMHEHHS Ta
BHYTPILLHLOBEHHOTO
BBEJEHHA CKNaAaeTbca
3: 1 wnpwy,
ofHopaszosuii, 1
KOMMNNEKT ANs nepeHocy
(1 pByxkiHUEBa ronka, 1
hinbTpyBasibHa roska),
1 KOMNNeKT Ans iHdyaiit
(ronka-meTtenuk), 2

NepBUHHY YNakoBKy,
KOHTPO/b SIKOCTI,
BK/THOHAI0UM
Bi3yasibHY iHCMEKLiit0
NOpOLLKY AN
pO34nHYy Ans
iH'eKLiA, BizyanbHy
iHCnekujo
PO3YMHHMKaA Ta
BTOPUHHE
nakyBaHHS,
MapKyBaHHS1, BUNYCK
cepii NS KiHLEBOro
npoAayKTy (NOpoLUOoK
NS PO3YnHY Ans
iH ekt Ta
PO3UYNHHNK):
OkTadapma
dapmaueBTuKa
MpoaykTioHcrec.
M.6.X., ABCTpisi;
Brpo6HMK,
BiANoBigabHUIA 3a
Bi3yasibHY iHCMEKLIit0

NPOCOYEHi CMMPTOM PO3UMHHNIKA,
TaMnoHu. KaptoHHa BTOPWHHE
Kopobka Nel Ta nakyBaHHA Ta
KapToHHa Kopobka Ne2 MapKyBaHHs
06’eAHYIOTLCS MK KIHLLeBOro NPOAYKTY
€06010 NNacTUKOBOIO ( nopoLuky ans
NNiBKOKO pO34nHy AnA
iH eKUiA Ta
PO3YMHHNKKA):

(chaxTopy VIII) pns 3paskiB 13 Ta
14 (onujioHasbHWIA) Nig vyac
KOHTPO/IO SIKOCTi B MpoLeci

BUPOGHMLITBA; 3arMpOMNOHOBaHO:

Sample 13 Test limit: FVIII:C
113-130 IU/ml Sample 14
(optional) Test limit: FVIII:C 113-
140 1U/ml; 3miHm | TNy -
36iNbLUEHHS Ki/TbKOCTI LIMKNIB
BMKopucTaHHs Fractogel EMD
BioSEC 3 600 go 1000 (wkana |,
Binate 47 «xr i wkana ll, Binate
94 xr) ans size-exclusion
chromatography
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Oktadhapma [eccay
M6X, HimeyunHa,;
Bupo6HYK,
BiANOBiAA/IbHWIA 32
in bulk
BMPOGHULTBO,
NepPBUHHY YNakoBKYy
Ta KOHTPO/Ib AKOCTI
PO3YMHHYKA:
OkTachapma AB,
LLiBeuist

BITATE 500 MO

MOPOLLIOK Ta PO3YUHHUK
NS PO34nHy Ans
iH'ekuin no 100 MO/mn;
KapToHHa kopobka Ne 1:
no 1 dprakoHy 3
NOPOLLKOM NSt
NPUroTYBaHHS PO3YNHY
ans iv'ekuin (500 MO).
KapToHHa kopobka Ne 2:
no 1 dpnakony 3
pO34MHHMKOM (BOAa ANA
iH'ekuili 3 0,1 %
nonicop6arom 80) no 5
M1y KapTOHHI kopobu,i
pa3oM 3 KOMMIEKTOM
[N PO3UMHEHHS Ta
BHYTPILLHLOBEHHOTO
BBeJEHHsA. Komnnekt
[N PO3UMHEHHS Ta
BHYTPILLHLOBEHHOTO
BBEJEHHA CKNaAaeTbca
3: 1 wnpwy,
ofHopaszosuii, 1
KOMMNNEKT ANs nepeHocy
(1 pByxkiHUEBa ronka, 1
hinbTpyBasibHa roska),
1 KOMNNeKT Ans iHdyaiit
(ronka-meTtenuk), 2
NPOCOYEHi CMMPTOM
TaMnoHu. KaptoHHa
Kopobka Ne 1 Ta
KapToHHa kopo6ka Ne 2
06’eAHYIOTLCS MK
€060t NNacTMKOBOI
NNiBKOKO

OkTahapma
PapmaueBTmkKa

MpopykTioHcrec.

M.6.X.

ABCTpis

Bupo6HMK,
BiANOBiAa/IbHWIA 3a
in bulk
BMPOGHMLTBO,
NepBUHHY YNakoBKy,
KOHTPO/b SIKOCTI,
BK/THOHAI0UM
Bi3yasibHY iHCMEKLiit0
NOpOLLKY AN
pO34nHYy AnA
iH'eKLiA, BizyanbHy
iHCnekujo
PO3YMHHMKaA Ta
BTOPUHHE
nakyBaHHS,
MapKyBaHHS1, BUNYCK
cepii NS KiHLEBOroO
npoAayKTy (NOpoLUOoK
NS PO34nHY Ans
iH ekt Ta
PO3UYNHHNK):
OkTadapma
dapmaueBTuKa
MpoaykTioHcrec.
M.6.X., ABCTpisi;
Brpo6HMK,
BiANoBigabHUIA 3a
Bi3yasibHY iHCMEKLIit0
PO3UMHHNIKA,
BTOPWHHE
nakyBaHHS Ta
MapKyBaHHs
KiHLLeBOro NpoAaykTy
( nopoLuky ans
pO34nHy AnA
iH eKUiA Ta
PO3UYMHHNKA):
Oktadpapma feccay

ABcTpisi/
HimeuunHa/
LiBeuis

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHU | TUNY - 3MiHK KpUTEPID
NPUAHATHOCTI nokasHuka FVII:C
(chaxTopy VIII) pns 3paskiB 13 Ta
14 (onujioHanbHWIA) Nig vyac
KOHTPO/IO SIKOCTi B MpoLeci
BUPOGHMLITBA; 3arMpOMNOHOBaHO:
Sample 13 Test limit: FVIII:C
113-130 IU/ml Sample 14
(optional) Test limit: FVIII:C 113-
140 1U/ml; 3miHm | TNy -
36iNbLUEHHS Ki/TbKOCTI LIMKNIB
BMKopucTaHHs Fractogel EMD
BioSEC 3 600 go 1000 (wkana |,
Binate 47 «xr i wkana ll, Binate
94 xr) ans size-exclusion
chromatography

3a peyernmom

UA/17518/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Mm6X, HimeuunHa;
Bnpo6HuK,
BiZiNOBIAabHUIA 3a
in bulk
BUPOGHMLTBO,
NepBUHHY YNakoBKy
Ta KOHTPO/Ib AKOCTI
PO3YMHHYKA:
Okrachapma AB,
LLIBeuist
45, BITANINIA ANnA KOHUeHTpaT ans ®pe3seHiyc Kabi HimeuyunHa ®pe3seHiyc Kabi Ab. LiBeuis BHECEHHS 3MiH 0 3a peyenmom UA/16591/01/01
BITEN pO3unHy ANas iHdysii; no [onunang MrmeX peecTpauiiHnx matepianis:
10 mn y cknsaHii amnyni; 3MiHM | TUMY - OHOB/IEHHS BXe
no 10 amnyn y 3aTBEPMXEHNX MeTOAIB
KapTOHHI Kopobui KOHTpOsto skocTi 13, a came
BUKNAAEHHS TEKCTY AepXaBHO
MOBOIO 3TifJHO Cy4acHWX BUMOT
Ta BHECEHHS peAakuUiliHnX
npaBok
46. BI®PEHA NOPOLLOK 419 PO3UNHY MOAN3EP IHK. CWA MateoH ®paHuis/ CLUA BHECEHHS 3MiH 0 3a peyenmom UA/2666/02/01
Ans iHdysiin no 200 wr; MeHtochekuypuHr peecTpauiiHnx matepianis:
1 chnakoH 3 NOPOLLKOM Y Cepsices JI/IC, CLLA 3MiHK |l TUNY - 3MiHWM BHECEHO A0
KapTOHHIlA KopooLi (BMPOGHMLTBO, IHCTPYKUIT N8 MeguuHoro
[ocnipKeHHs 3aCTOCYBaHHSA NiKapCbKoro
cTabinbHoCTI, 3acoby o po3giny "B3aemogis 3
KOHTPO/Ib SIKOCTI); iHLWIMMK niKapcbknMmy 3acobamm
dapeBa Ambyas, Ta iHwWi BUAyn B3aemogiin"
®paHuis (BTOpUHHE BiAMNOBIAHO 4O MaTepianis
nakyBaHHS, peecTpaLjifiHoro AoCbE.

[ocnipKeHHs
CTabifNbHOCTI,
BMNyCK cepil);
dapmauis | AngKoH
KomnaHi /INC, CLLA
(BMPOGHMLTBO,
nepBuHHe
nakyBaHHS,
KOHTPO/b SKOCTI)

BBefeHHs 3MiH NpoTArom 6-Tu
MiCALB NiC/1A 3aTBEPIXKEHHS;
3MiHK |l TUNY - 3MiHWM BHECEHO A0
IHCTPYKLii 4ns MeguyHoro
3aCTOCYBaHHSA NiKapCbKOro
3acoby [0 po3ainy "B3aemogis 3
IHLIMMK nikapcbkMKn 3acobamm
Ta iHWi BUan B3aemogiin”
BiANOBIAHO 00 MaTepianis
peecTpavuiiiHOro AocChbe.
BBefeHHA 3MiH NPOTAroMm 6-1n
MiCALB NiCNA 3aTBEPAXKEHHS;
3MiHu Il TUny - 3MiHW BHECEHO 0
IHCTPYKUIT AN MeguyHoro
3aCTOCyBaHHS NiKapCbKOro
3acoby Ao posginis
"apmakonoriyHi BracTnsocTi”
("PapmakogmHamika"),
"B3aemogis 3 iHWmMu
NiKapcbKnMn 3acobamm Ta iHLWi
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BMAN B3aemMogiin" Ta
"Oco61BOCTi 3acTOCyBaHHA"
BIANOBIAHO A0 MaTepianis
peecTpauiiiHoro AoCbE.
BBefeHHA 3MiH NPOTArom 6-1m
MicSLiB NiCNs 3aTBEPAYKEHHS;
3MiHu Il Tuny - 3MiHW BHECEHO 0
IHCTPYKUIT AN MeguuHoro
3aCcTOCYyBaHHS NikapCbKoro
3acoby Ao po3ginis
"MpoTunokasaHHA", "B3aemogis
3 iHWYMK NiKapcbKuMn
3acob6amu Ta iHWi Buan
B3aemogijit”, "OcobmBocTi
3acTocyBaHHsa" BiNoBigHO A0
marepianis peecTpauiiHoro
[ocbe. BBegeHHs 3MiH NpoTArom
6-T MicAUiB nmicns
3aTBEPAKEHHS

47.

FEKCAKCUM® |
HEXAXIM
BAKUWHA and
MPO®INAKTUKN
OVNODTEPI,
NMPABLS,
KALLUTHOKY
(ALENIONAPHUIA
KOMIMOHEHT),
rENATUTY B
PEKOMBIHAHTHA,
noniomMIENITY
IHAKTUBOBAHA
TA
3AXBOPHOBAHD,
CMNPUYMNHEHNX
HAEMOPHILUS
T@ny B
KOH'IOFOBAHA,
ALCOPBOBAHA,
PIOKA

cycneHsisi ans iH'ekuji
no 0,5 mn (1 gosa) no
0,5 mn (1 gosa) B
nonepegHLo
3arnoBHEHUX LINpULax 3
1-et0 (abo 2-ma)
OKPeMUMU rofikamu, rno
1 wnpuuy B KAPTOHHIN
ynakosui; no 0,5 mn (1
[l03a) B nonepesHL0
3arnoBHEHUX LINpULax 3
1-et0 (abo 2-ma)
OKPeMUMU rofikamu, rno
1 wnpwuuy B
CTaHAApTHO-EKCMOPTHIl
ynakoBLi, fKa MiCTUTbCSA
Y KapTOHHIi kopobu, 3
iHCTpyKUi€eto Ans
MeAMYHOro
3acTtocyBaHHs; no 0,5
mn (1 posa) B
nonepegHLo
3arnoBHEHUX LINpULax 3
1-et0 (abo 2-ma)
OKPeMUMU rofikamu, rno
10 wnpuLiB B KAPTOHHIN
ynakosui; no 0,5 mn (1
[l03a) B nonepesHL0
3arnoBHEHUX LINpULax 3
1-et0 (abo 2-ma)

CaHocdpi MNactep

dpaHuis

BUPOGHMLTBO
roTOBOroO
Hepo3dacoBaHOro
NpOAYKTY,
3arnoBHEHHs,
BTOPUHHE
nakyBaHHS,
KOHTPO/b SIKOCTI,
BWMNYCK Cepiii:
CaHodpi MNactep,
PpaHLis;
BMPOGHMLTBO
roToBOro
Hepo3acosaHoro
NpPoOAYKTY, BTOPUHHE
nakyBaHHs
(wnpwvuw), KOHTPOsb
AKOCTI, BUMYCK
cepiii:
CaHodpi MNactep,
®paHujs;
BTOPWHHE
nakyBaHHs1, BUNYCK
cepiii:
CaHodpi-ABeHTiC
Mpaiisit Ko. 1174,
Mnardpopma
NOTIiCTUKN Ta
AncTpubyuii y m.
Bypanewr,

dpaHuia/
YropuwuHa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MmiHu | TNy - AgMiHICTpaTUBHI
3MiHW. BunyyeHHs BUpOOHUYOT
AinbHULI (BKIOYAOYM AiNbHUL
ana A®l, npoMiXXHOro NpoayKTy
abo roToBoro NikapcbLKoro
3acoby, AinbHuui Ans
NpPoBefeHHs NakyBaHHs,
BUPOGHMKa, BiANOBIA&/ILHOTO 3a
BWMNYCK Cepiii, MicLe
NpoBeLEHHS KOHTPOSO cepii)
abo noctavasibHUKa BUXiLHOro
MaTepiany, peareHTy abo
[OMNOMDKHOT PEYOBVHY (AIKLLO
3a3HayeHo y JOCbE) -
BunyuenHs 6ygisni V5 Ha
AinbHuui Mapci n'Etyans (Sanofi
Pasteur, 1541 Avenue Marcel
Merieux, 69280 Marcy I'Etoile
France), ge BMKOHYOTb onepaw;i
CTEPUIbHOrO 3anoBHEHHS
wnpuuis. 3miHu | TMny - 3miHn 3
AKOCTI. [0TOBWIA NikapCbKuii
3aci6. 3MiHU Y BUPOGHULLTBI.
3amiHa abo BBeAEHHSA
[04aTKOBOI Ai/TbHUL
BUPOGHMLTBA A/151 YacTuHU abo
BCbOr0 BMPOGHMYOro npoLiecy
roTOBOrO JIiKapCbKOro 3acoby

3a peyenmom

UA/13080/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
OKpPEMUMU rosikamu, no YropwuHa (iHwWwi 3miHW) JogaBaHHs resno
10 wnpwvuis B TIOMIHIO FiApOKCU, MapKu
CTaHapTHO-EeKCMOPTHIlA VAC20HA®, wwo
ynakoBLii, ika MiCTUTbCSA BUKOPWCTOBYETLCA NpU
Y KapTOHHiIl1 kopobu,i 3 BMpo6HMUTBI Final Bulk Product,
iHCTpYKUjieto ans Bif, albTEPHATUBHOIO
MeAN4YHOro noctayanbHuka SPI Pharma,
3actocyBaHHs; rno 0,5 France.
M (1 gosa) y TepMiH BBEAEHHS 3MiH CepneHb
chnakoHax, no 10 2022. 3miHun | Tuny - 3MiHn 3
(h/1aKOHIB Y KapTOHHIl AKOCTi. FOTOBWIA NikapcbKuii
ynakosui; no 0,5 mn (1 3aci6. 3MiHV Y BUPOOHULITBI.
[03a) y dhriakoHax, no 3amiHa abo BBeAEHHS
10 donakoHis B [04aTKOBOT Ai/TbHUL
CTaHapTHO-EKCMOPTHIlA BMPOGHMLTBA A1 YacTUHU abo
ynakoBLii, fika MiCTUTbCSA BCbOr0 BMPOOHMYOro npouecy
Y KapTOHHili kopobLi roTOBOrO iKapCbKOro 3acoby
(iHwi 3miHW) MpuBeaeHHs
OYHKLU/ i BUPOOHUKIB Y
peecTpauiiiHoMy NOCBiAYEHHI Ta
MKS y BignosigHicTb A0
hYHKLIOHANIbHMX 3MiH, L0
3yMOBJ/IEHI BUAANIEHHAM By aiBni
V5 Ha ginbHuui Mapci mEtyanb
(Sanofi Pasteur, 1541 Avenue
Marcel Merieux, 69280 Marcy
I’Etoile France), fie BUKOHYIOTb
onepadiii cTepusibHOro
3anoBHEHHS WNPULB.

48. FEKCAKCUM® | CycneHsis ans iH'ekuii, CaHodpi MacTep PpaHuis CaHodpi MacTep, PpaHuin/ BHECEHHS 3MiH 0 3a peyenmom UA/13080/01/01
HEXAXIM no 0,5 mn (1 gosa) B ®paHuia (MoBHWI YropwuHa peecTpauiiHux maTepianis:
BAKUVHA AN nonepegHsL0 LMK BUPOBHULTBA, 3MiHK |l TNy - 3MiHK 3 AKOCTI.
MPO®ITAKTUKN 3anoBHEHVX Wnpuuax 3 BUMYCK cepii); oTOBMIA NiKapcbKuii 3acio.
DUNOTEPII, 1-et0 (abo 2-ma) CaHodi-ABEHTIC KOHTpO/b roTOBOro NikapcbKoro
NPABLA, OKpemunmMu rosikamu, no Mpaiisit Ko. N1T4,., 3acoby. 3miHa napameTpis
KALLUTIOKY 1 wnpuuy B KaPTOHHIN Mnatchopma cneumdikauin Ta/abo
(ALENIONAPHUNA ynakosui; no 0,5 mn (1 NOTICTVKN Ta [OMNyCTUMMX MEX FOTOBOTO
KOMMOHEHT), [03a) B nonepeaHsL0 anctpnbyuii 'y m. nNiKapcbKoro 3acoby (BUyYeHHS
FENATUTY B 3arnoBHEHMX LLNpULLAX 3 Byaanewr, nokasHuka, k1A Moxe MaTtm
PEKOMBIHAHTHA, | 1-eto (abo 2-ma) YropwuHa iCTOTHWI BN/IMB Ha SKICTb
noniomMienity OKpemunmMu rosikamu, no (BTOpPUHHE roTOBOro NikapcbKoro 3acoby) -
IHAKTUBOBAHA 1 wnpuuy B nakyBaHHs1, BUMYCK BWyYeHHs TecTy Histamine
TA CTaHAApTHO-EKCMOPTHIl cepii) Sensitizing Activity in vivo (HSA)
3AXBOPHOBAHDb, ynakoBLi, fKa MiCTUTbCSA Ha MULIaxX Npu BUNPO6yBaHHI Ha
CNPUYUNHEHNX Y KapTOHHIli Kopobui 3 3aUINLLKOBWI KaLL/TOKOBUI

HAEMOPHILUS
TAMNY B
KOH'FOFOBAHA,
AACOPBEOBAHA,

iHCTpyKUi€eto Ans
MeAnYHOro
3acTtocyBaHHs; no 0,5
M (1 gosa) B

TOKCWH 3 napameTpis
BUNPOBYBaHHSA Ha cTagji
roTOBOro Hepo3cacosaHoro
npoaykty (Final Bulk Product
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

PIOKA

nonepegHL0
3anoBHEHMX Wnpuuax 3
1-et0 (260 2-ma)
OKPeMUMU rofikamu, rno
10 wnpuLiB B KAPTOHHIl
ynakosui; no 0,5 mn (1
[l03a) B nonepesHL0
3anoBHEHMX Wnpuuax 3
1-et0 (b0 2-ma)
OKPeMUMU rofikamu, rno
10 wnpwuis B
CTaHapTHO-EKCMOPTHIl
yMakoBLj, sika MiICTUTbCS
Y KapTOHHiIl1 kopobu,i 3
iHCTpyKUieto Ana
MeAMYHOro
3actocyBaHHs; rno 0,5
M (1 gosa) y
chnakoHax, no 10
(h/1aKOHIB Y KapTOHHIl
ynakosui; no 0,5 mn (1
[03a) y dhriakoHax, no
10 donakoHis B
CTaHapTHO-EeKCMOPTHIlA
yMakoBLj, sika MICTUTbCS
Y KapTOHHIli kopobui

stage).
TepMiH BBEAEHHS 3MiH -
TpaseHb 2023

49,

FEMUMTABIH
MEAAK

NOPOLLIOK A/1A
NPUroTyBaHHS PO3YNHY
Ans iHdy3ii (38 mr/mn)
no 200 mr; 1 chakoH 3
MOPOLLKOM Y KapTOHHiIl
Kopobui

Mepak lesenbwadpt
chrop KniHiwe
Lnevjanbnpenapat
e m6X

HimeyunHa

Mepak esenblwadt
dotop KniHiwe
Lneujansnpenapat
e M6X, HimeuunHa
(BMPOGHUIK, L0
Bignosigae 3a
BTOPUHHE
nakyBaHHS,
HaHeCeHHs1 3axX1CHoT
nAiBKM Ha hnakoH
(Heob6oB'sA3KOBE) Ta
3a BUNyck cepii);
Meg-IKC-MNpecc
'mM6X, HimewunHa
(BUPOBHVIK, L0
Bignosigae 3a
BTOPUHHE
nakyBaHHA Ta
HaHeCeHHs! 3aX1CHOT
NMiBKM Ha do1akoH
(HeoboB's13KOBE));
OHkoTek dapma
MpogakwH M'véX,

HimeuunHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHK | TNy - 3MiHW WoA0
6e3nekn/edpeKTNBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHuX
[aHuX nNpo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX nNpo
cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 3AiAICHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YNOBHOBAaXEHOT 0Cco6M,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy (Bkio4yarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
po3MileHHI MacTep-tharina
cucTemu doapMakoHarasgy) -

3a peyenmom

UA/11640/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
HimeuyunHa 3MiHa YNOBHOBaXEHOI 0CO6U
(BUPOBHVIK, WO 3asBHVKa, BiANOBIAA/IbHOT 38
Bignosigae 3a 34ilicHeHHs thapmakorHarnagy.
BMPOOHMLTBO MponoHoBaHa pegakuis: Dr.
roToBOT NiKapcbKoil Barbara Jogereit. 3miHa
chopmu, NepBUHHE KOHTaKTHUX AaHnX
Ta BTOPVIHHE YMOBHOBaXeHOT 0cobm
nakyBaHHs) 3asBHVKa, BiANOBIAA/IbHOT 38
3AjiiCHEHHs1 hapMakorHarnsgy
50. FEMUUTABIH MOPOLLIOK A8t Mepak esenbwadT HimeuunHa Mepak e3enbladt HimeuunHa BHECEHHS 3MiH A0 3a peyenmom UA/11640/01/02
MEZAAK NPUrOTYBaHHSA PO3UMHY dotop KAiHiwe dorop KNiHiwe peecTpavuiiH1ux maTepianis:
ans iHdysin (38 mr/mn) LLneujianbnpenapat Lneuiansnpenapar 3MiHM | TUny - 3MiHK Woao
no 1000 wr; 1 doakoH 3 e M6X e M6X, HimeuunHa 6e3nekn/edreKTMBHOCTI Ta
MOPOLLKOM Y KapTOHHil (BUPOBHVIK, L0 thapmakoHarnagy. BeefeHHs
Kopoobui Bignosigae 3a a60 3mMiHN [0 y3arasibHeHNX
BTOPUHHE [aHuX nNpo cuctemy
nakyBaHHS, chapmakoHarnsgy (BBeAeHHs
HaHeCeHHs 3aX1CHOT y3arasibHeHUX AaHux npo
NiBKM Ha dh1akoH cuctemy dhapmakoHarnsgy,
(HeoboB'A3k0BE) Ta 3MiHa YNOBHOBaXeHOI 0cobu,
3a BUNyckK cepii); BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
Meg-IKC-MNpecc thapmakoHarnsgy; KOHTakTHOT
'M6X, HimeyunHa ocobu 3 hapmakoHarnsgy
(BMPOGHUIK, LLIO 3asBHMKa AN 34ICHEHHSA
BignoBigae 3a thapmakoHarnagy B YkpaiHi,
BTOPVIHHE SKLLO BOHa BigMiHHa Bif,
nakyBaHHs Ta yMOBHOBaXeHOI 0cobwu,
HaHECEHHS 3aXUCHOT BignoBifa/IbHOI 3a 34jACHEHHS
nniBk1 Ha donakoH hapmMakoHarnagy (Bkirovaoum
(Heob6oB'sA3k0BE)); KOHTaKTHI faHi) Ta/abo 3MiHn y
OHkoTek ®apma po3MilLieHHi macTep-chaiina
MpopgakwH MéX, cuctemu hapmakoHarnagy) -
HimeuunHa 3MiHa YNOBHOBaXXEHOT 0CO6U
(BMPOGHWYIK, L0 3asBHMKa, BiANOBiAA/IbHOT 32
Bignosigae 3a 3aiicHeHHs1 chapmakorHarnsgy.
BMPOGHMLTBO MponoHosaHa pepakuis: Dr.
rOTOBOI NiKapCbKOI Barbara Jogereit. 3miHa
chopmu, NepBUHHE KOHTaKTHUX AaHnX
Ta BTOPVHHE YNOBHOBaXEHOI 0CO6u
nakyBaHHs1) 3a8BHVKa, BigNoBigabHOT 3a
3[jiCHEeHHs1 hapMakorHarnsgy
51. FEMUUTABIH MOPOLLIOK A5 Mepak lesenbwadpT HimeuunHa Mepak esenbladt HimeuunHa BHECEHHS 3MiH 40 3a peyenmom UA/11640/01/03
MEAAK NPUrOTYBaHHSA PO3YMHY dotop KAiHiwe hrop KNiHiwe peecTpauiiHux maTepianis:

ans iHdy3ii (38 mr/mn)
no 1500 wmr; 1 dpnakoH 3
MOPOLLKOM Y KapTOHHIl
Kopobui

Lneyjanbnpenapat
e M6X

Lneujansnpenapat
e M6X, HimeuyumHa
(BMPOGHUYIK, L0
Bignosigae 3a
BTOPWHHE
nakyBaHHs,

3MiHK | TUNy - 3MiHK WoA0
6e3nekn/epeKTNBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHUX
[AaHyX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
HaHeCeHHs 3axMCHOT y3araslbHeHUX JaHuX npo
nniBk1 Ha donakoH cuctemy thapmakoHarnsgy,
(HeoboB'sA3KOBE) Ta 3MiHa yNOBHOBaXEHOIT 0cobw,
3a BUNyckK cepii); BiANOBIAA/IbHOI 3a 34iiCHEHHS
Meg-IKC-Tpecc thapmakoHarnsgy; KOHTaKTHOl
'M6X, HimeuyunHa 0ocobu 3 hapmakoHarnsgy
(BMPOGHUIK, L0 3as1BHMKa 415 34iCHEHHS
Bignosigae 3a thapMakoHarnagy B Ykpaii,
BTOPVHHE AKLLIO BOHA BigMiHHA Bif,
nakyBaHHSA Ta YNOBHOBaXeHOi 0cobu,
HaHeCeHHs 3aXUCHOT BiANOBIAa/IbHOI 3a 34iiCHEHHS
nAiBk1 Ha donakoH hapMakoHarnsgy (Bkirovaoun
(Heob6oB'sA3k0BE)); KOHTaKTHi faHi) Ta/abo 3MiHn y
OHkoTek ®apma po3MiLLieHHi MacTep-thaiina
MpogakwH M6X, cuctemu chapmakoHarnsgy) -
HimeuyunHa 3MiHa YNOBHOBaXEHOI 0CO6U
(BUPOBHVIK, WO 3asBHVKa, BiANOBIAA/IbHOT 38
Bignosigae 3a 3ailicHeHHs thapmakorHarnagy.
BMPOOHMLTBO MponoHoBaHa pegakuis: Dr.
roToBOT NiKapcbKoil Barbara Jogereit. 3miHa
hopmu, NepBUHHE KOHTaKTHUX AaHnX
Ta BTOPVIHHE YMOBHOBaXeHOT 0cobM
nakyBaHHs) 3asBHVKa, BiANOBIAA/IbHOT 38
3AjiiCHEHHs1 hapMakorHarnsgy
52. FEPBIOH® CUPOMN | cupon, 6 mr/mn; no 150 KPKA, a.4., HoBo CnoBeHis KOHTpO/b cepii Ta CnoBeHis BHECEHHS 3MiH 40 3a peyenmom UA/13504/01/01
ICNAHACbLKOIro M1y cpnakoHi; no 1 MecTo BUNYCK cepil: peecTpavuiiHux maTepianis:
MOXY chnakoHy pasom 3 KPKA, 4.4., Hoso 3MiHu | TURY - 3MiHK 3 SKOCTI.

MipHOIO JTOXKO B
KapTOHHIlA KOpooLi

mecTo, CrnoBeHis;
BMPOBOHULITBO «in
bulk», nepBrHHe Ta
BTOPUHHE
nakyBaHHS:
KPKA, a.4., Hoso
mecTo, CroBeHis;
KOHTPO/b cepil:
HN30X
(HaujoHanbHi
nabopaTtopis 3a
34paB'e, OKONE iH
xpaHo), CnoBeHis

[oTOBMIA NikapcbKuii 3acio.
3MiHM Y BUPOOHULTBI. 3amiHa
abo BBeAEHHA 404ATKOBOI
AiNbHULI BUpOGHMLTBA A/1A
4acTVHM abo BCbOro
BMPOBHMYOrO NPOLEeCy roToBOro
nikapcbKoro 3acoby (ginbHULA,
Ha SKiih NpoBOAATLCS 6YAb-SAKi
BMPOGHUYI CTagji, 3a BUHATKOM
BUMYCKY Cepiii, KOHTPOSIIO AKOCTI,
NepBUHHOTO Ta BTOPUHHOTO
nakyBaHHs1, 4151 HECTePUIIbHUX
nikapcbkunx 3acobis) CynyTHA
3MiHa - 3MiHK 3 sIKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3amiHa abo
BBEAEHHS 0AATKOBOI AiNbHUL
BVMPOGHMLTBA A1 YacTUHU abo
BCbOr0 BMPOOHMYOro npouecy
roTOBOrO NiKapCbKOro 3acoby
(ainbHULSA ONA BTOPUHHOMO
nakyBaHHs) - 3MiHW 3 IKOCTi.
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

[oTOBMIA NiKapcbKuii 3acio.
3MiHV Yy BUPOOHMUTBI. 3amiHa
abo BBeEHHA 404ATKOBOI
AiNbHULI BUPOGHMLTBA 415
4acTVHM abo BCbOro
BMPOBHMYOro NpoLEecy roToBoro
nikapcbKoro 3acoby (finbHMULA
AN NePBUHHOTNO NakyBaHHS) -
3amMiHa BUPOGHMYOT AiNIbHUL
rOTOBOrO JliKapCbKOro 3acoby 3
KPKA, a.4., HoBo mecTo,
LLimap’elka Liecta 6, 8501 Hoso
mecTo, CnoBeHisa Ha KPKA, a.4.,
HoBo mecTo, MoBxoBa yniua 5,
8501 Hoso mecTo, CnoBseHis.
3MiHu | TMRY - 3MiHKU 3 SKOCTI.
[oTOBWIA NnikapcbkuMii 3aci6. Onuc
Ta cknag,. 3miHa y cknagi
(BOMOMDKHMX pEYOBUHAX)
roTOBOrO J1iKapCbKOro 3acoby
(cmakosi gobasku abo
6apBHVKN) - [logaBaHHs,
BW/TyYEHHS abo 3aMiHa - 3MiHa
cknagy AONOMDKHOT PeYOBUHM
"apomartn3aTop IMMOHHWIA" -
BBEJEHHA [10AaTKOBUX
CK/1af0BYUX: ONist NaiimoBa Ta
CMakoBi pe4yoBuHW. 3MiHu | Trny
- 3MiHu 3 sKocTi. FoToBwiA
nikapcbkuii 3acié. KoHTponb
[OMOMDKHMX PEYOBUH. 3MiHa Y
mMeToAax BUNpPoGyBaHHSA
[OMOMDKHOT peYOBUHU (He3HauHI
3MiHW Y 3aTBEPAKEHUX METoAax
BMNPO6YBaHb) HE3HaYHa 3MiHa y
3aTBEPMKEHNX MeToAax
BMNpo6yBaHHSA (TLUX)
[0MOMDKHOT peyYoBUHU
ApomaTn3aTop SIMMOHHWUIA.
3MiHu | TMNY - 3MiHKU 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
3MiHN Yy BUPOOGHULTBI. 3MiHa
iMnopTepa/3miHu, Lo
CTOCYHOTbCS BUMYCKY cepil Ta
KOHTPO/HO SIKOCTi FOTOBOro
nikapcbKoro 3acoby (3amiHa abo
[ofaBaHHA AiNbHUL, Ha Kl
3[jCHI0ETLCA
KOHTPObL/BUNPOGYBaHHSI cepii)
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

[O[aBaHHA AiNTbHULL
Bi4NoBiAa/IbHOT 3@ KOHTPO/b
cepii - HN30X (HauioHanbHi

naboparopis 3a 34pas'e, OKOJE
iH XpaHo), CnoBeHis. 3MiHu |
™Mny - 3MiHK 3 SIKOCTi. FOTOBUIA
nikapcbkuii 3aci6. 3mMiHn y
BUPOGHMUTBI. 3MiHK Y npoLeci
BMPOBHULTBA rOTOBOrO
NiKapcbKoro 3acoby, BKIOUaUn
NPOMIKHUIA MPOAYKT, L0
3aCTOCOBYETLCS NMpU
BMPOBGHMLITBI FOTOBOrO
nikapcbKoro 3acoby (He3HayHa
3MiHa y npoueci BUpobHMLTBa)
He3HayHa 3MiHa y npoueci
BMPOGHMLITBA FOTOBOMO
nikapcbKoro 3acoby - 6inbLu
AeTaslbHWi onuc npouecy
BMpo6GHUUTBA.

53.

FEPLENTUH®

PO34MH ANA iH KU,
600 mr/5 mn 1 conakoH 3
PO34YMHOM Y KapTOHHIl
Kopobui

®.XothbdpmaHH-/15
Pow N1,

LLisefuapis

®.XodhpmarH-/15
Pow NTA,
LBeiiLapis
(BnpobyBaHHs
KOHTPOJIHO SIKOCTI);
®.XodhhmaHH-/1a
Pow NTp,
LBeiiuapis
(BUPOBHMLTBO
Hepo3dgacoBaHOl
npoaykuii,
nakyBaHHs,
BMNPOGYBaHHSA
KOHTPO/IO AKOCTI,
BUNYyCK cepii)

Llseiiuapis

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHu |l TNy - 3MiHK WoAa0
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. 3MiHu y

KOPOTKili XapakTepucTuL,i
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTpyKLUii gns
MeAMYHOrO 3aCTOCYBaHHS y
3B'A3KY i3 HOBUMM JaHNMU 3
SIKOCTi, AOKTIHIYHIMM,
KNHIYHUMY fJaHMK Ta JaHMuy 3
hapmakoHarnsgy; cynyTHs
3MiHa - 3MiHK Woao
6e3nekun/edekTUBHOCTI Ta
thapmakoHarnagy. BHeceHHs
abo 3miHa(1) 4o 3060B'A3aHb Ta
YMOB Buaui peecTpauiiiHoro
nocBigYeHHs, BkoYatoun Mnax
ynpasAiHHA pusnkamu
(3acTocyBaHHSA 3MiH(K), sKi(a)
BMMaratTb(€) NofasbLLOro
06r'pyHTYBaHHS HOBUMM
[0AaTKOBUM AaHVIMU, L0 MatoTb
Ha/faBaTnCA KOMMNETEHTHUM
opraHoMm, OCKiflbK/ BUMaraeTbCcs
CyTTEBA OLiHKa KOMMNETEHTHUM
OpraHom) - 3MiH1 BHECEHO A0
iHCTPYKUIi AN MeguyHoro

3a peyernmom

UA/14303/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3aCTOCyBaHHS NiKapCbKOro
3acoby Ao po3ginis
"Oco6nMBOCTI 3acTOCyBaHHA" Ta
"Cnoci6 3acTocyBaHHs Ta go3un"
BiAMOBIAHO 0O MaTepianis
peecTpauiiHoro A0chE.
BBegeHHA 3MiH NpoTArom 6-tm
MiCsILiB Micns 3aTBEpPAKEHHS
54, raPOKOPTU3OH Tabnetk no 10 mr no 10 TOB «MIBE Ykpaina Mmi6e M6X HimeuunHa BHECEHHS 3MiH 0 3a peyenmom UA/18052/01/01
10 MI' MIBE® Tabnetok y 6nictepi; no YKPATHA» ApuHaiimitTTens peecTpauiiHux matepianis:
6 abo no 18 6nictepiB y 3MiHu | TUNYy - AgMiHICTpaTUBHI
naui 3MiHW. 3MiHa Ha3BK NiKapCbKOro
3acoby - 3miHa Ha3Bu J13:
3arBepmxeHo: NapoKopTU30H
10 mr 3anponoHoBaHo:
rigpokopTn3oH 10 Mr Mibe®
BBefeHHA 3MiH NPOTArom 6-Tu
MicsILLiB NicNs 3aTBEPAKEHHS.
55. FNHEKO®IT HacTolka cknagHa no TOB "HaykoBo- Ykpaina TOB "HaykoBo- YkpaiHa BHECEHHS 3MiH [0 6e3 peyenma UA/4322/01/01
100 mMn y 6aHLi CKNsAHIN; BMpPOGHUYa BUpPOGHMYA peecTpavuiiHux matepianis:
no 1 6aHui B nayui; no hapmaueBTnyHa hapmaLieBTUYHA 3MiHU | TUMY - BHECEHHS 3MiHK
100 mny 6aHLi KoMnanis "EVM" KoMnaHis "EVIM" [0 po3giny “MapkyBaHHA" MKA
noniMmepHiii; no 1 6aHui N3: NponoHoBaHa pefakuis:
B nauuj; no 100 mny MAPKYBAHHSA 3rigHo
donakoHi nonimepHoMmy; 3aTBEpKEHOro TeKcTy
no 1 chnakoHy B navui MapKyBaHHS. 3MiHN BHECEHI B
TEeKCT MapKyBaHHS ynakoBKu
nikapcbkoro 3acoby LoAo
3a3HaYeHHsI MDXKHapOAHNX
no3HayYeHb OAMHULb
BMMIpIOBaHHsA. BBeeHHA 3MiH
npoTArom 3-X MicsALiB nicns
3aTBEPAKEHHS
56. FNATUPAMEPY pO34uH ANs iH ekuin, 40 MicTtpan Kenitan AHrniA BMPOGHMLTBO, IcnaHis/ BHECEHHS 3MiH 0 3a peyernmom UA/16792/01/02
ALUETAT-BICTA mr/Ma, no 1 mny MeHeXMeHT nakyBaHHs, Yuni/ peecTpauiiiHix maTepianis:
nonepegHsL0 Nimiteq KOHTPO/b SIKOCTI: IcnaHis/ 3MiHM | TURY - 3MiHK 3 AKOCTI.
HanoBHEHOMY LUNPUL; Posi ®apma HigepnaHnamn [oTOBMIA NikapcbKuii 3acio.
no 1 wnpuuy B 6nicTepi; IHpacTpian 3MiHN Y BUPOGHULTBI. 3MiHa
no 12 6nictepis y Cepsices, C.A,, iMnopTepa/amiHu, o
KapTOHHilA KopooLi IcnaHis; CTOCYHOTbCS BUMYCKY cepil Ta
BMPOGHULITBO, KOHTPO/IO SIKOCTi rOTOBOrO

nakyBaHHs: CiHTOH
Yuni Ntga., Ywni;
BiNOBIAabHUIA 3a
Bunyck cepii: CiHTOH
XicnaHisi, C.J1.,
Icnanis; abo
BiAnoBiAa/IbHWIA 32

nikapcbkoro 3acoby (3amiHa abo
[oaaBaHHA AifbHUL, Ha KR
3iCHI0ETbCS
KOHTPOb/BUNPOGYBaHHS cepii) -
[ofaBaHHA OinbHUL ANs
KOHTPO/IIO AKOCTI
(mikpobionoriyHoro) /13 -
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Bunyck cepii: CiHTOH EypodpiHc BakTimm B.B.,
BB, HigepnaHaw,; HigepnaHnan
BTopuHHe
nakyBaHHs: PoBi
dapma IHgacTpian
Cepsices, C.A,,
Icnanis; KoHTponb
AKOCTI
(MiKpOGioNOrivHWiA):
EypodpiHc BakTimm
B.B., Higepnanaun
57. rNILEPUHOBI pO34MH peKTasbHUiA, 1,8 KYMN®EP BIOTEX, JInToBCbKa E.Il. 3APBIC eHg Ipeuis BHECEHHS 3MiH g0 6e3 peyenma UA/18738/01/01
MIKPOKNI3MU r/2,5 mn; no 2,5 mn B YAB Pecny6nika Ko., NN peecTpavuiiHux maTepianis:
rnigukK ana annikaTtopi B naisui; no 4 3MiHW | TUny - 3MiHK Woao
MAOKIB ansikaTtopu B nniBLj B 6e3nekn/edreKTMBHOCTI Ta
KapTOHHIlA KOpooLi thapmakoHarnagy. BeefeHHs
a60 3MiHN [0 y3arasibHeHNX
[aHuX nNpo cuctemy
thapmakoHarnagy (BBefeHHs
y3arasibHeHUX JaHuX Npo
cuctemy dhapmakoHariagy,
3MiHa yNOBHOBaXeHOI ocobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3asBHMKa AN 34IMCHEHHSA
thapmakoHarnagy B YkpaiHi,
SKLLO BOHA BigMiHHa Bif,
YNOBHOBaXEHOT 0CO6M,
BignoBifa/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy (Bkirovaoum
KOHTaKTHi faHi) Ta/abo 3MiHn y
po3MilLieHHi macTep-chaiina
cuctemu hapmakoHarnagy) -
3MiHa YNOBHOBaXEHOI 0CO6U
3asBHMKa, BiANOBiAA/IbHOT 32
hapmakoHarnsg.
MponoHoBaHa pegakuis: LWynby,
Onbra CepriiBHa
58. rnoAay HACTOMKA | Hactoiika, no 25 mn a6o NAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH 0 6e3 peyenma UA/8383/01/01

100 mn 'y chnakoHi, no 1
donakoHy B naui; no 25
M abo 100 mny
onakoHax; no 100 mn y
6aHKax

"Ximchapmsasos
"YepBoHa 3ipka”

"Ximchapmsasog
"UepsoHa 3ipka"

peecTpavuiinHMx maTepianis:
3MiHu | TUNY - BBEAEHHSA
[,04aTKOBOro po3mipy cepii
roTOBOrO NiKapCbKOro 3acoby
AN nakyBaHHA No 25 MmNy
hnakoHi - 52412 ynakoBOK.
3anponoHosaHo: 106824 yn. no
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

25 mn; 26706 yn. no 100 m;
52412 yn. no 25 mn

59.

FNIOKO3A

po3unH ANns iHdysiii, 50
mr/mn, no 200 mn B
nAsiLKax

NAT "Tanndcpapm”

Ykpaina

TOB chipma
"HoBodhapm-

BiocuHTes", YkpaiHa;

MAT "Tannucpapm”

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHU | TUNY - 3MiHW 3 AKOCTI.
oTOBMIA NiKapcbKuii 3acio.
Cucrema
KOHTeliHep/3aKynoproBasibHWi
3aci6. 3miHa napameTpis
cneundikauii Ta/abo
OOMYyCTUMUX MEX NEPBUHHOT
yMakoBKM FOTOBOrO NiKapCbKoro
3aco0y; cynyTHS 3MiHa - 3MiHK 3
sKoCTi. FOTOBWMIA Nikapcbkuii
3aci6. Cucrtema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3MiHa y meTogax
BMNPOGYBaHHSA NEPBUHHOT
yNakoBKM rOTOBOTO /liKapCbKOro
3aco0by (iHLWi 3MiHK y MeTogax
BMNPOGYBaHb (BK/IOYaYM
3amiHy abo gogaBaHHs)) -
BHECEHHS 3MiH 10 MaTepianis
peecTpaLiniHoOro 4ockbe, a came y
p. 3.2.P.7. Cnctema koHTelHep/
3aKynoproBasibHWIA 3acib BHECEHI
3MiHM g0 cneuudikauii Ta
METOZAiB KOHTPOO A1 NAALLIOK
(dbnakoHIB) CkNAHMX: 3@ M.
«ApCeH» - METOAMNKY AN
NpOBefEeHHS KOHTPO/IO apCeHy
afanToBaHO A0 HasiBHOTO Ha
niANPMEMCTBI aTOMHO-
eMICIliHOro cneKkTpomeTpa 3
iHOYKUHO 3B’s13aHOK0 N1a3MOK0
AEC-I3IM (noka3Huk
KOHTpO/toBaBCs hipMoto
BMPOBHUKOM); 3a M. «TOBLUMHA
CTiHKW Ta TOBLUMHA AHa» Ha
niaNPUEMCTBI 3aKynieHo
TOBLUMHOMED, BignoBigHO
BMHUK/IA HEOOXIAHICTL BHECTU
3MiHM B cneupudikadito, Wwoao
BUKOH@HHS1 KOHTPO/O (Ha AaHuii
Yyac KOHTpPO/1b MPOBOANTL
hipma-BMPOBHMK); - NpMBEAEHHS
n. «ligponiTuyHa CTiliKicTb» A0
Bumor APy

3a peyernmom

UA/12539/01/01

60.

rNKOKOCOoN

PO34MH AaNns iHdysii no

[odvipHe

YKpaiHa

[odipHe

YKpaiHa

BHECEHHS 3MiH 0

3a peyenmom

UA/6380/01/01

85




Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
niANpMEMCTBO peecTpauiiHnux matepianis:

100 mn, 200 mn, 250 mn,
400 mn ta 500 mn y
KOHTelHepax

nignpMeEMCTBO
"®dapmaTpeig"”

"®apmaTpeiig”

3MiHKW | TUNY - 3MiHU 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-
cepTudikart BiAMNOBIAHOCTI
€Bponeiicbkili
thapmakonei/MoHorpadii.
MopaHHA HoBoro a6o
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUYYEHHS
cepTucpikaTa BiANOBIQHOCTI
€Bponelicbkiin hapmakonei: ans
A®I; onsa suxigHoro
mMarepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO
BUKOPWCTOBYHOTLCS Y
BMPOGHMLTBI A®I; ons
[0MOMDKHOT peyYoBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponelicbkin hapmakone) -
HoBuii cepTudikar Bif, HOBOro
BMPOGHMKa (3amiHa abo
[OMOBHEHHSA) - [MoAaHHs HOBOro
cepTudikaTa BigNoOBIAHOCTI ANs
A®I kanbLilo xnopug aurigpaty
Bifl HOBOrO BMPOGHMKa - Macco
organiques, s.r.o., Yecbka
pecny6nika, CEP NeR1-CEP
2006-263-Rev 01 Ha 3amiHy
3aTBEPAKEHOr0 BMPo6HUKa AdI
BAT "Ximiunuii 3aBog, im. J1.91.
Kapnosa" Pocilicbka ®epepadis;
3MiHK | TUNY - AOMIHICTpaTUBHI
3MiHW. BunyyeHHs BUpPOGHUYOI
AinbHUUI (BKTHOYAKOYM AiNbHUL
ans A®l, NpoMixXHOro NpoayKTy
a60 roToBOro NikapcbLKoro
3acoby, AinbHuULi Ans
npoBefeHHs NakyBaHHs,
BMPOGHWKA, BiAMNOBIfa/IbHOTO 3a
BWMNYCK Cepiid, MicLe
NpoBeAEeHHA KOHTPOIO cepil)
abo noctavasibHUKa BUXiAHOTO
mMarepiany, peareHty abo
[LOMOMDKHOI peYOBUHM (AKLLO
3a3HayveHo y fOCbE) -
BunyyeHHsi BUPO6HUYOI
OinbHUU AD| Kanito xnopuay
BAT "BoCTOKBIT", pociiicbka

depepauisi. HasiBHUI
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3aTBepXeHUIA BUPO6HUK Macco
organiques, s.r.o., Yecbka
pecny6nika. BBefeHHS 3MiH
npoTArom 6-Tu MicAUiB micns
3aTBEePKEHHS; 3MiHK Il Tuny -
3MiHK 3 SiKOCTi. TOTOBMIA
nikapcbknii 3aci6. Onuc Ta
cknag, (iHwi 3MiHK) - CynyTHSA
3MiHa - 3MiHKW 3 iKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3mMiHn y
BUPOGHMUTBI. 3MiHK y npoveci
BMPOBGHULTBA rOTOBOrO
NiKapcbKoro 3acoby, BKIOUaUn
NPOMIKHUIA MPOAYKT, L0
3aCTOCOBYETLCS NP
BMPOGHMLITBI FOTOBOrO
nikapcbkoro 3acoby (iHwi 3MiHu)
- BHacnigok 3amiHu KanbLijio
xnopug, rekcarigpat (BUpoOHMK
BAT "XimiuHuii 3aBog, im. J1.41.
Kapnosa" Pociiicbka ®efepauis)
Ha A®| kanbLito xnopng
ourigpat (Macco organiques,
s.r.0., Yecbka pecny6nika)
BHOCATLCSA 3MiHu [0 p. 3.2.P.1;
3.2.P.3.2 npu LuboMy KinbkicTb
[il040i peYOBMHY Y BOAHOMY
po3uuHi /13 3anviieHa 6e3 3miH.
BHeceHO yTOUHeHHs [0
Ao3yBaHHA 13; cynyTHS 3miHa -
YTOYHEHHA Ao p. 3.2.P.3.3.onuc
BMPOGHMYOro npovecy

61.

FNKOKOCON

pO3unH ANns iHdysil, no
100 mn, 200 mn, 250 mn,
400 mn ta 500 mn y
KOHTeliHepax

[ouipHe
nignpMeEMCTBO
"®dapmaTpeig”

Ykpaina

[JouipHe
niANpMEMCTBO
"®apmaTpeiig”

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHU | TUNY - 3MiHW 3 AKOCTI.
[oTOBMIA NiKapcbKuii 3acio.
KOHTpPO/b rOTOBOrO /iKapCbKoro
3acoby. 3miHa napameTpis
cneuyndikauivi Ta/abo
[0MNyCTUMUX MEX rOTOBOr0
NiKapcbKoro 3acoby (3BYXXEHHs
O0MNYCTUMMX MEX) - 3BY)KEHHS
gonyctumnx mex ans 3 s
MK#, a came npvBefeHHs
KpUTEpIiB NPUAHATHOCTI Ha
TepMiH NpyAAaTHOCTI ANns
nokasHukiB p. 12 «KinbkicHe
BU3HAUEHHSI» [10 BiAXWUNEHHSI
+10%

3a peyenmom

UA/6380/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

62.

rPUN-rPAH
ANTAYNN

rpaHynm no 10 ry
neHani noniMepHomy; no
1 neHany B nauwj 3
KapTOHY

MpAT "HauioHanbHa
[omeonaTuyHa
Cninka"

YkpaiHa

MpAT "HauioHanbHa
[omeonaTtnyHa
Cninka"

Ykpaina

BHECEHHS 3MiH [0
peecTpauiiHux maTepianis:
3MiHW | TUNY - NepeHeceHHs

BMPOGHMYOT AiNbHULI ANTeka
"HaujioHanbHa FomeonaTnyHa
Cninka"Nel ana A®l China
30CH; 3anponoHoBaHo: KuiB,
ByNn. TypreHescbKka, 76-78, rpyna
npumM. Ned5 Ykpaina; 3minu |
TUMY - NepeHeceHHs1 BUPOGHMYOT
OinbHuUi AnTeka "HauioHanibHa
FomeonatnyHa Cninka"Nel gns
A®| Ferrum phosphoricum
50CH; 3anponoHoBaHo: Kuis,
BYy/. TypreHescbKa, 76-78, rpyna
npumM. Ned5 YkpaiHa; 3miHu |
TUNY - NepeHECeHHs1 BUPOGHMYOT
AinbHuUi AnTeka "HauioHasibHa
FomeonatnyHa Cninka"Nel ans
A®| Belladonna 1000CH;
3anpornoHoBaHo: Kuis, By/1.
TypreHescbka, 76-78, rpyna
npum. Ne45 YkpaiHa; 3MiHu |
TUNY - NePeHeceHHs1 BUPOBGHNYOT
OinbHUUi AnTeka "HauioHasibHa
FomeonatnyHa Cninka"Nel ans
A®I| Arsenicum album 1000CH,;
3anpornoHoBaHo: Kuis, By/1.
TypreHescbKa, 76-78, rpyna
npumM. Ned5 Ykpaina; 3minu |
TUMY - NepeHeceHHs1 BUPOGHMYOT
OinbHUUi AnTeka "HauioHanibHa
FomeonatnyHa Cninka"Nel gns

A®I Arnica 30CH;
3anpornoHoBaHo: Kuis, By/l.
TypreHescbKa, 76-78, rpyna

npum. Ne45 YkpaiHa

6e3 peyenma

UA/3810/01/01

63.

AASATUHIB-BICTA

TabneTtku, BKPUTI
NiBKOBOK 060/10HKOIO,
no 20 wr, no 60
Tabnetok y donakoHi 3
nonieTuaeHy BUCOKOI
LWiNbHOCTI i3
noninponisieHoBo
KPULLKOKO 3 CUCTEMOIO
3axuCTY Bif, BiAKpUTTS
AiTbMK, No 1 donakoHy B
KapTOHHI Kopobui

MicTtpan Kenitan
MeHemKMeHT
Nimiteq

AHrnis

BUPOGHMLTBO
(NoBHWI LuKN):
CiHTOH XicnaHis,
C.J1., IcnaHis;
KOHTPO/Ib AKOCTI
(chi3vKo-XimMiuHWIA):
KBiHTa-AHaniTika
€.p.o., Yecbka
Pecny6nika;
KOHTPO/b AKOCTI
(mikpobionoriuHwmi):
ITECT nntoc, ¢.p.o.,

IcnaHis/
Yecbka
Pecny6nika/
Bonrapis

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MmiHu | TNy - AgMiHICTpaTUBHI
3MiHW. BunyyeHHst BUpOOHUYOT
AinbHULI (BKIOYAOYM AiNbHUL
ana A®l, npoMiXXHOro NpoAayKTy
abo roToBoro NikapcbLKoro
3acoby, AinbHuui Ans
NpOoBefeHHs NakyBaHHs,
BUPOGHMKa, BiANOBIA&/ILHOTO 3a
BWMNYCK Cepiii, MicLe
npoBeAeHHs KOHTPOIK cepil)

3a peyenmom

UA/17829/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Yecbka Pecnybnika;
ITECT nntoc, c.p.o.,
Yecbka Pecnybnika;
nakyBaHHs: Jxi |
dapmacbloTikanc
NTp, Bonrapis

abo nocrtavanibHuKa BUXiAHOTO
mMaTtepiany, peareHTy abo
[,0MOMDKHOT PevyoBUHN (SIKLLO
3a3HayYeHo y [OCbE) BUYHYEHHS
BVMPOGHMYOI AiNbHUL,
BiANOBIAabHOI 3a BUMYCK cepii
CiHToH BB, HigepnaHaw.
BBefeHHA 3MiH NPOTArom 6-1n
MicSLiB NiCNs 3aTBEPAYKEHHS.
3MiHu | TMRY - 3MiHKU 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
CrabinbHicTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax
36epiraHHs roToBOro
NiKapcbKoro 3acoby (3MEHLUEHHsI
TEepMiHy NpWAATHOCTI FOTOBOTO
nikapcbKoro 3acoby) - Ans
TOProBOi YNakoBKM - 36i/IbLUEHHS
TEepMiHy NpWAATHOCTI FOTOBOTO
niKkapcbKoro 3acoby.
3arBepoKeHo: 2 poKu.
3anponoHoBaHo: 3 PoKW.
BBefeHHA 3MiH NPOTArom 6-1n
MicsILLiB NiCNs 3aTBEPAYKEHHS.

64.

AA3ATUHIB-BICTA

TabneTku, BKpUTI
N/1iBKOBOK 060JIOHKOIO,
no 50 mr, no 60
Tabnetok y dpriakoHi 3
nosieTuneHy BUCOKOT
LWinbHOCTI i3
noninponisieHoBo
KPWLLIKOIO 3 CUCTEMOIO
3axuCTy Bif BigKpUTTS
AiTbMu, no 1 donakoHy B
KapTOHHIlA KOpooLi

Mictpan Kenitan
MeHeaXmeHT
Nimiten

AHrnis

BMPOGHMLTBO
(NOBHWIA LMKN):
CiHTOH XicnaHis,
C.J/1., Icnanis;
KOHTPO/b AKOCTI
(chi3viKo-XimiuHWIA):
KBiHTa-AHaniTika
C.p.0., Yecbka
Pecnyb6nika;
KOHTPO/Tb AKOCTI
(mikpo6ionorivyHwmi):
ITECT nnioc, ¢.p.o.,
Yecbka Pecnybnika;
ITECT nntoc, c.p.o.,
Yecbka Pecnybnika;
nakyBaHHs: [xi |
dapmacbloTikanc
NTp, Bonrapis

IcnaHis/
Yecbka
Pecny6nika/
Bonrapis

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHn | TURY - AgMIHICTPaTUBHI
3MiHW. BunyyeHHs BUpPO6HUYOT
OinbHULI (BKNOYAKOUN AiNbHULI
ana A®l, npoMiXXHOro NpoAyKTy
ab0 roToBOro fikapcbKoro
3acoby, AinbHuLi Ans
NPOBEEHHS NaKyBaHHS,
BMPOGHWKA, BiAMoBifaIbHOTO 3a
BUMNYCK Cepiid, MicLe
NPOBELEHHS KOHTPOSIO cepii)
abo noctavanbHUKa BUXIAHOTO
mMaTepiany, peareHTy abo
[0NOMIXHOT PeYoBUHU (SIKLLO
3a3HayYeHo y [OCbE) BUTYUYEHHS
BUPOBHMYOT AiNbHALL,
BiANOBIAaIbHOI 3a BUMYCK cepii
CiHToH BB, HigepnaHaw.
BBefeHHA 3MiH NPOTArom 6-1u
MicSLiB NicNs 3aTBEPAYKEHHS.
3MiHu | TUNY - 3MiHK 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
CrabinbHicTb. 3MiHa y TepMiHax
npuaaTHocTi abo ymoBax

3a peyenmom

UA/17829/01/02
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Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
36epiraHHs roToBOro
NiKapcbKoro 3acoby (3MeHLUEeHHs
TEepMiHy NpWAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - Ans
TOProBOI YNakoBKM - 36i/IbLUEHHS
TEepMiHy NpUAATHOCTI FOTOBOrO
nikapcbKoro 3acooby.
3arBepaXeHo: 2 poku.
3anponoHoBaHo: 3 POKW.
BBegeHHs 3MiH npoTArom 6-tm
MicALB Nic/a 3aTBEPAKEHHS.
65. AA3ATUHIB-BICTA | Tabnetku, BKpUTI Mictpan Kenitan AHrnis BMPOGHMLTBO Icnanis/ BHECEHHS 3MiH 0 3a peyenmom UA/17829/01/03
N1iBKOBOK 060/I0HKOLO, MeHepKMeHT (MoBHWIA LMKN): Yecbka peecTpauiiHux maTepianis:
no 70 mr, no 60 Nimiteq CiHTOH XicnaHis, Pecny6nika/ 3MiHu | TUNY - AgMiHICTpaTUBHI
Tabnetok y priakoHi 3 C.J1., IcnaHis; Bonrapis 3MiHW. BunyyeHHs BMpoOHUYOI
nonieTuneHy BUCOKOT KOHTPO/Ib SKOCTI AinbHUUI (BKTHOYAOYM AiNbHUL
LWiNbHOCTI i3 (chizuKo-XimiuHMIA): ans A®l, NpoMiXHOro NPoAyKTy
noninponisnieHoBo KBiHTa-AHaniTika abo roToBOro NikapcbKoro
KPWLLIKOIO 3 CUCTEMOIO c.p.o., Yecbka 3aco0y, AinbHULUI NS
3axuCTy Bif BigKpUTTS Pecnyb6nika; NpOBeEeHHS NakyBaHHS,
AitbMu, no 1 donakoHy B KOHTPO/b AKOCTI BMPOGHMKA, BiAMNOBifa/IbHOTO 3a
KapTOHHIA Kopoo6Li (mikpobionorivHwmi): BWMYCK Cepiid, Micue
ITECT nntoc, c.p.o., NpPOBeAEHHSA KOHTPOIO cepil)
Yecbka Pecnybnika; a60 noctavyasibHMKa BUXiAHOTO
ITECT nntoc, c.p.o., Marepiany, peareHty abo
Yecbka Pecnybnika; [LOMOMDKHOI peYOBUHM (SKLLO
nakyBaHHs: i | 3a3HayYeHo y A0CbE) BUTYUYEHHS
dapmacbloTikanc BVMPOGHMYOI AiNbHUL,
Ntp, Bonrapia BiANOBIAA/ILHOT 32 BMNYCK cepil
CiHToH BB, Higepnanaw.
BBegeHHS 3MiH NpoTArom 6-tm
MiCALB NiCNsa 3aTBEPAXKEHHS.
3MiHu | TURY - 3MiHK 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
CT1abinbHiCTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax
36epiraHHs rotToBOro
NiKapcbKoro 3acoby (3MeHLUEeHHs!
TepMiHy NpUAATHOCTI FTOTOBOrO
nikapcbKoro 3acoby) - Ans
TOProBoOl YNakoBKM - 36i/bLUEHHS
TepMiHy NpUAATHOCTI FTOTOBOrO
nikapcbKoro 3acooby.
3arBepaXeHo: 2 poku.
3anponoHoBaHo: 3 POKW.
BBegeHHS 3MiH NpoTArom 6-tm
MiCALB Nic/1A 3aTBEPAXKEHHS.
66. AA3ATUHIB-BICTA | Tabnetku, BKpUTI Mictpan Kenitan AHrnis BMPOGHMLTBO Icnanis/ BHECEHHS 3MiH 40 3a peyenmom UA/17829/01/04
NNiBKOBOK 060/I0HKO0, MeHeKMEHT (NOBHWIA UMKN): Yecbka peEeCTpaLiiiH1X MaTepianis:
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
no 140 mr no 30 Nimiten CiHTOH XicnaHis, Pecny6nika/ 3MmiHu | TNy - AgMiHICTpaTuBHI
TabneTok y cpriakoHi 3 C.J1., IcnaHis; Bonrapis 3MiHW. BunyyeHHs BUpOOHUYOT
nonieTuaeHy BUCOKOI KOHTPO/Ib AKOCTI AinbHUUI (BKIOYAOYN AiNbHUL
LWiNbHOCTI i3 (hi3vKo-XiMiuHMIA): ana A®l, npoMiXXHOro NpoayKTy
noninponizieHoBo KBiHTa-AHaniTika a60 roToBOro NnikapcbKoro
KPULLIKOKO 3 CUCTEMOLO c.p.o., Yecbka 3acoby, AinbHULi Ans
3axuCTy Bif BigKpUTTS Pecny6nika; NpPOBeLEHHS NaKyBaHHS,
AiTbMu; No 1 donakoHy B KOHTPO/Ib AKOCTI BMPOGHMKa, BiANOBIA&/IbHOIO 3a
KapTOHHIlA KOpO6L (MiKpOGioNOrivHWiA): BUMYyCK cepiiA, MicLe
ITECT nntoc, c.p.o., NpOBeLEHHS KOHTPOSO cepii)
Yecbka Pecnybnika; a60 nocrtavyasibHUKa BUXiAHOTO
ITECT nntoc, c.p.o., marepiany, peareHty abo
Yecbka Pecnybnika; [L,0MOMIXHOT pevyoBUHU (SIKLLO
nakyBaHHs: i | 3a3HaYeHO y [OCbE) BUNYHYEHHS
PapmacbloTikanc BVMPOGHWYOI AiNnbHUL,
NTp, Bonrapis BiANOBIAaIbLHOT 3a BUMYCK cepii
CiHToH BB, HigepnaHaw.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALIB NiCNS 3aTBEPAXKEHHS.
3MiHY | TUNY - 3MiHW 3 AKOCTI.
FOTOBWIA Nnikapcbkuii 3aci6.
CTabinbHicTb. 3MiHa y TepMiHax
npuaaTtHocTi abo ymoBax
36epiraHHs roToBOro
NiKapCcbKoro 3acoby (3MeHLIeHHS
TepMiHy NpnAaTHOCTI TOTOBOrO
nikapcbKoro 3acoby) - [ins
TOProBOi yNakoBKM - 36i/bLUEHHS
TepMiHy NpuaaTHOCTI TOTOBOrO
nikapcbKoro 3acooby.
3arBepaKeHo: 2 POKW.
3anponoHoBaHo: 3 PoKu.
BBefeHHs 3MiH NpoTArom 6-Tu
MicsAILiB Nic/1A 3aTBEPAKEHHS.
67. AAKAPBA3VH NopoLUoK AN Megpak esenbluadt HimeuyunHa Mepak esenbliadpt HimeyuunHa/ BHECEHHS 3MiH 0 3a peyenmom UA/6987/01/01
MEAAK NMPUrOTYBaHHA PO3UMHY chrop KniHiwe dorop KNiHiwe Yecbka peecTpauiiHnx matepianis:
Ans iH'ekuid abo iHdysil LLineuianbnpenapat Lneuiansnpenapat Pecny6nika 3MiHM | TUny - 3MiHK Woao

no 100 mr; 10 ¢pnakoHis
3 MOPOLLKOM Y KOPOO6Lii 3
KapTOHY

e M6X

e M6X, HimeuyumHa
(BTOPUHHE
nakyBaHHs,

MapKyBaHHs1,
KOHTPO/b Ta BUMYCK
cepii); Meg-IKC-
Mpecc M'v6X,
HimeyunHa
(mapkyBaHHS Ta
BTOPUHHE
nakyBaHHs1,
HaHeCeHHs 3axX1CHOI

6e3nekun/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
ab60 3MiHU [0 y3arasibHeHNX
[aHuX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy hapmakoHarnagy,
3MiHa yNOBHOBaXEHOI 0cobw,
BignoBiAa/IbHOI 3a 34jACHEHHS
thapMakoHarnsay; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3as1BHMKA /15 3[iCHEeHHS
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
NAiBKM thapmakoHarnagy B YkpaiHi,
(onujioHanbHO)); AKLLO BOHA BiAMIHHA Bif
OHkomeq, YNOBHOBAaXEHOT 0CO6M,
MeHbODEKYEPIHT BignoBiAa/IbHOI 3a 34jACHEHHS
a.c., Yecbka dhapmakoHarnsgy (Bkaovaoumn
Pecny6nika KOHTaKTHi fiaHi) Ta/abo 3MiHN y
(BMpPOGHMLTBO "in po3MilLieHHi macTep-chaiina
bulk", nepBrHHe Ta cuctemu chapmakoHarnagy) -
BTOPUHHE 3MiHa YNOBHOBaXeHOi 0Co6M
nakyBaHHS, 3asBHUKA, BiAMNOBIAa/IbHOI 3a
MapKyBaHHS Ta 3fjiiicHeHHs chapmakorHarnsagy.
KOHTpO/b cepii); MponoHoBaHa pepakuis: Dr.
OHkoTek ®apma Barbara Jogereit. 3miHa
MpopgakwH MvéX, KOHTaKTHUX AaHnX
HimeuunHa YNOBHOB&XXEHOT 0CobM
(BMpOGHMLTBO "in 3as1BHVKa, BiANOBIAA/IbHOT 32
bulk", nepsuHHe 3[jicHeHHs1 hapMakorHarnsgy
nakyBaHHSA Ta
KOHTPO/b cepii)
68. AAKAPBA3VH NopoLUoK AN Mepak Nesenbluadt HimeuyunHa Mepak Nesenbliadpt HimeyuunHa/ BHECEHHS 3MiH 0 3a peyenmom UA/6987/01/02
MEAAK NMPUrOTYBaHHA PO3UMHY chrop KniHiwe dorop KniHiwe Yecbka peecTpauiiHnx matepianis:
Ans iH'ekuii abo iHdysil LLineuianbnpenapat Lneuiansnpenapat Pecny6nika 3MiHM | TUny - 3MiHK Woao
no 200 mr; 10 ¢pnakoHis e M6X e M6X, HimeuunHa

3 MOPOLLKOM Y KOPOO6Lii 3
KapTOHY

(BTOPUHHE
nakyBaHHS,
MapKyBaHHS,
KOHTPO/b Ta BUMYCK
cepii); Meg-IKC-
Mpecc 'v6X,
HimeuunHa
(mapkyBaHHS Ta
BTOPWHHE
nakyBaHHs,
HaHeCEeHHs 3axX1CHOT
NAiBKM
(onuioHanbHo));
OHKome[,
MeHboEKUEPIHT
a.c., Yecbka
Pecny6nika
(BMPOGHMLTBO "in
bulk", nepBrHHe Ta
BTOPUHHE
nakyBaHHS,
MapKyBaHHS Ta
KOHTpO/b cepii);
OHkoTek ®apma
MpogakwH M6X,
HimeyynHa

6e3nekun/edekTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
ab0 3MiHU [0 y3araslbHEHNX
[aHuX nNpo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy hapmakoHarnsagy,
3MiHa yNOBHOBaXEHOI 0cobw,
BignoBifa/IbHOI 3a 34jACHEHHS
thapMakoHarnsay; KOHTaKTHOl
ocobu 3 hapmakoHarnsgy
3as1BHMKa 419 34iICHEeHHS
hapmakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOBaXeHOT 0cobwy,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MiLLLeHHI MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOBaXEHOI 0co6U
3asBHVKa, BiANOBIAA/ILHOT 38
3fificHeHHs chapmakorHarnsagy.
MponoHoBaHa pepakuis: Dr.
Barbara Jogereit. 3miHa
KOHTaKTHUX JaHnX
YNOBHOB&XEHOT 0CO6U
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
(BMpPOGHMLTBO "in 3as1BHVKa, BiANOBiAa/IbHOT 32
bulk", nepsuHHe 3[jicCHeHHs1 hapMakorHarnsgy
nakyBaHHs Ta
KOHTPO/b cepii)
69. AAKAPBA3VH NopoLUoK AN Mepak Nesenbluadt HimeuyunHa Mepak esenbliadpt HimeyuunHa/ BHECEHHS 3MiH 0 3a peyenmom UA/6987/01/03
MEAAK NMPUroTYBaHHA PO3UMHY chrop KniHiwe dorop KniHiwe Yecbka peecTpauiiHnx matepianis:
Ans iH'ekuii abo iHdysil LLineuianbnpenapat Lneuiansnpenapat Pecny6nika 3MiHM | TUny - 3MiHK Woao
no 500 mr; 1 chnakoH 3 e M6X e M6X, HimeuunHa 6e3nekun/edekTBHOCTI Ta
MOPOLLKOM Yy KOpO6L|i 3 (BTOPUHHE thapmakoHarnsgy. BeegeHHs
KapTOHY nakyBaHHS, ab0 3MiHU [0 y3araslbHEHNX
MapKyBaHHS, [aHuX Npo cuctemy
KOHTPO/b Ta BUMYCK thapmakoHarnsgy (BBefeHHs
cepii); Meg-IKC- y3arasibHeHUX AaHux npo
Mpecc 'v6X, cuctemy hapmakoHarnsgy,
HimeuunHa 3MiHa YNOBHOBaXEHOI 0Ccobu,
(mapkyBaHHS Ta BiANOBIAA/IbHOI 3a 34iiCHEHHS
BTOPWHHE thapmakoHarnsgy; KOHTakTHOI
nakyBaHHs, ocobu 3 hapmakoHarnsgy
HaHeCeHHs 3axMCHOT 3aABHUKa 419 3AiICHEHHS
nniBku hapmakoHarnagy B Ykpaii,
(onujioHanbHO)); AKLLO BOHA BiAMIHHA Bif
OHkomeq, YMOBHOBaXeHOT 0cobwy,
MeHbogeKUEPIHT BiANOBIAA/IbHOI 3a 34iiCHEHHS
a.c., Yecbka hapmakoHarnsgy (Bkirovaoun
Pecny6nika KOHTaKTHI faHi) Ta/abo 3MiHn y
(BMPOGHMLTBO "in pO3MiLLLeHHi MacTep-thaiina
bulk", nepBuHHe Ta cuctemn chapmakoHarnsgy) -
BTOPUHHE 3MiHa YNOBHOBaXXEHOT 0CO6U
nakyBaHHs, 3asBHUKA, BiAMNOBiAaIbHOI 3a
MapKyBaHHA Ta 3fificHeHHs chapmakorHarnsagy.
KOHTpO/b cepii); MponoHoBaHa pepakuis: Dr.
OHkoTek ®apma Barbara Jogereit. 3miHa
MpogakwH MéX, KOHTaKTHUX AaHNX
HimeuyunHa YNOBHOBaXeEHOI 0cobu
(BMPOGHMLTBO "in 3asBHVKa, BiANOBIAA/ILHOT 38
bulk", nepsuHHe 3[iiCHeHHs hapmakorHarnsagy
nakyBaHHSA Ta
KOHTPO/b cepii)
70. AAKAPBA3VH MOPOLLIOK AN Mepak lesenbwadpT HimeuunHa Megpak esenbladt Himeuunna/ BHECEHHS 3MiH 40 3a peyenmom UA/6987/01/04
MEAAK NPUrOTYBaHHSA PO3YMHY dotop KAiHiwe hrop KNiHiwe Yecbka peecTpauiiHux maTepianis:
Ans iH'ekuid abo iHgy3il Lneuiansnpenapar Lnevuianbnpenapat Pecny6nika 3MiHK | TURy - 3MiHW WoA0
no 1000 mr; 1 donakoH 3 e m6X e M6X, HimeuunHa 6e3nekn/edeKTMBHOCTI Ta
NOPOLLKOM Yy KOpo6Lii 3 (BTOPUHHE chapmakoHarnsgy. BeegeHHs
KapToHy nakyBaHHS, ab0 3MiHM [0 y3arasibHEHNX
MapKyBaHHs, [AaHvX Npo cuctemy
KOHTPO/b Ta BUMYCK chapmakoHarnsgy (BBefeHHs
cepii); Meg-IKC- y3arasibHeHUX AaHux npo
Mpecc M'm6X, cuctemy chapmakoHarnsgy,
HimeyunHa 3MiHa YNOBHOBaXKEHOI 0cobu,
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
(mapkyBaHHS Ta BiANOBIAA/IbHOI 3a 34iiCHEHHS
BTOPWHHE hapmakoHarnsay; KOHTaKTHol
nakyBaHHs, ocobu 3 hapmakoHarnagy
HaHeCeHHs 3axMCHOT 3aABHUKa 419 3AiCHEHHS
nniBku hapMakoHarnagy B Ykpaii,
(onujioHanbHO)); AKLLO BOHA BiAMIHHA Bif
OHkowmeq, YMOBHOB&XEHOT 0cobwu,
MeHbodeKYepiHr BiANOBIAa/IbHOI 3a 34iiCHEHHS
a.c., Yecbka hapMakoHarnsgy (Bkirovaoun
Pecny6nika KOHTaKTHi faHi) Ta/abo 3MiHn y
(BMPOGHMLTBO "in po3MiLLieHHi MacTep-thaiina
bulk", nepBuHHe Ta cuctemu chapmakoHarnsgy) -
BTOPUHHE 3MiHa YNOBHOBa)XXEHOI 0CO6U
nakyBaHHS, 3asBHUKA, BiAMNOBiAaIbHOI 3a
MapKyBaHHA Ta 34ilicHeHHs thapmakorHarnagy.
KOHTpPO/Ib cepii); MponoHoBaHa pepakuis: Dr.
OHkoTek ®apma Barbara Jogereit. 3miHa
MpogakwH M6X, KOHTaKTHMX JaHnX
HimeuyunHa YNOBHOB&XEHOI 0cobu
(BMPOGHMLTBO "in 3asBHVKa, BiANOBIAA/IbHOT 38
bulk", nepsuHHe 3pilicHeHHs chapMakorHarnsgy
nakyBaHHSA Ta
KOHTPO/b cepil)
71. AALENTOH® PO34nH ANs iH'eKuUii abo EBEP Heiipo ABCTpis EBEP Heiipo AscTpis/ BHECEHHS 3MiH 0 3a peyenmom UA/14381/01/01
iHcpy3iiA, 10 mr/mn no 5 dapma M'm6X dapma 'v6X, HimeuunHa peecTpauiiHnux maTepianis:
M (50 mr) B amnyni; no ABCTpist 3MiHU | TUNY - NoAaHHHA

10 amnyn y KapTOHHIi
Kopobui

(BignoBifanbHuii 3a
BUMYCK cepii);
3irdopig XamenoH
'm6X, HimeyunHa
(BignoBiganbHWiA 3a
BUPOBHMLTBO,
nepBUHHE Ta
BTOPUHHE
nakyBaHHS,
KOHTPO/1b SIKOCTI)

oHossieHoro CEP R1-CEP 2008-
332-Rev02 (nonepegHs Bepcis
RO-CEP 2008-332-Rev01) ans
Ait040T peyoBrHN anomopdiHy
rigpoxnopuay remirigparty Big,
BXe 3aTBepAXeHOro BUpobHuKa
Sanofi Chimie, ®paHuis; 3miHu |
TUMY - AONOBHEHHS crneuudikauil
A®| HOBMM NOKA3HUKOM SIKOCTI
Ta BifnoBiAHVM METOL0M
BMNpoGyBaHHSA, 00yMOB/EHE
OHOBJIEHHAIM cepTudikaTa
signosigHocTi EP ana A®l Big
yXe 3aTBepAKeHOro BUPOGHUKa
Sanofi Chimie, ®paHuis,
ocKiflbku Leli cepTudpikat CEP
R1-CEP 2008-332-Rev 02
MICTUTb AOAATKOBMIA NOKA3HUK —
BMICT CynyTHbOI JOMILLKM
anomopdiHy OpTO-XiHOHY — Ta
BignosigHuiA BEPX meTtop,
BMNPOBYBaHHSA
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n/n

Ha3sBsa nikapcbko20

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

72.

AEKCANTH®CALL

E

rpaHynn ansa opasibHoOro
po34unHy no 25 wmr; no 10
a6o no 30 ogHOA030BUX
nakeTiB 3 rpaHynamm y
KapTOHHIlA KopooLi

MeHapiHi
IHTepHeLloHan
OnepeiiwoHc
NMokcembypr C.A.

Niokcembypr

Na6opaTopioc
MeHapiHi C.A.

Icnanis

BHECEHHS 3MiH [0
peecTpauiiHux maTepianis:
3MiHU | TUMY - HE3HAYHI 3MIHW Y
3aTBepHKEeHUX MeToaax
BUNPo6yBaHHA A®I - 3aMiHa
3acTapinoro metogy GEL CLOT
Ans LAL oHOB/IEHMM METOAO0M,
i3 BNIMBOM Ha BIAKPUTY YaCTUHY
[ocbe 3anBHYKa (AP) Ta, sk
Hacnigok, mogynb 3.2.S
3asaBHUKA; 3MiHU | TNy -
He3HauHi 3MiHW Y 3aTBepKeHnX
mMeTofax BUnpobyBaHHs AdI -
OHOBJ/IEHHA METO/ly BU3HAYEHHS
BMICTY TpOMETamosy; 3MiHu |
TUNY - BUNYYEHHS 3i
cneuundikauii A®l nokasHuka
«Baxki MeTanv»; 3MiHW | Tuny -
3BY)XEHHSA [ONYCTUMUX MEX Y
cneundikauii A®I ana n.«LAL
test» (3 < 2.37 EU/mg Ha < 1.58
EU/mQ); 3MmiHun | Tuny -
BNPOBaKEHHSA
anbTepHaTMBHOIO NpoLiecy
OUVILLEEHHS NPOMIXXHOIO
eTn0BOro equipy ketonpogeHy
BMPO6HMKOM SIMS srl

3a peyenmom

UA/9258/02/01

73.

[EKCMPO

pO34uH ANs iH ekuin, 50
Mr/2 M1, N0 2 MN B
amnyni; no 5 amnyn'y
KOHTYPHIli YapyHKOBIi
ynakosLi; no 1
KOHTYPHIli YapyHKOBIi
yrakoBLji B mauui

MpAT
"GapmaueBTuyHa
ipma "OapHuus"

YKpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuug"

YkpaiHna

BHECEHHS 3MiH [0
peecTpavuiiH1ux maTepianis:
3MiHM | TURy — cneyudikadiito
A®| pekcketonpodpeHy
TpomeTamos [ONOBHEHO
NOKa3HNKOM «BbeH30/1» 3
HOPMYBaHHAM «He Ginblue 2
ppm>» 3 BiAMNOBIAHOK METOANKO
BMNPOOGYBaHHS; 3MiHu | Tuny —
BHECEHHS 3MiH 40 cneuudikauii
Ad| pekckeTonpodeHy
TpOMeTamor 3a NoKasHMKamu:
«laeHTudikavis»,
«MikpobionoriyHa unctota» Ta
«3a/INLLKOBI PO3YMHHMK»; 3MiHN |
TUMY — BHECEHHSA 3MiH A0
aHaNITUYHUX MeTOAUK Ansa AdI
nekckeTonpodyeHy TpoMeTamorn
3a NoKa3HUKamu:
«lpeHTudikauis», «BTpaTta B
Maci Npu BUCYLLYBaHi», «R-
KeTonpodgieH», «MikpobionoriyHa

3a peyenmom

UA/17373/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
yuctoTta», «KinbkicHe
BU3HAYEHHA» Ta «3a/IULLKOBI
PO3YNHHVKM
74. MKAPAIHC® TabneTku, BKpUTI Bepinrep HimeuyunHa BepiHrep HimeuunHa BHECEHHS 3MiH 0 3a peyenmom UA/14980/01/01
NAiBKOBOK 060/IOHKOHO, IHrenbxanm IHrenbxaiim ®apma peecTpauiiHux maTepianis:
no 25 mr no 10 TabneTok IHTepHewHn M6X 'm6X i Ko. KT, 3MiHKM | TRy - 3MiHK WOA0
y nepchopoBaHomy HimeuyunHa 6e3nekn/edreKTMBHOCTI Ta
6nictepi; no 1 a6o 3 (BMPOGHULTBO, thapmakoHarnagy. BeefeHHs
6nicTepy y KapTOHHIN nakyBaHHs, a60 3mMiHN [0 y3arasibHeHNX
KOpo6Li MapKyBaHHS, [aHux nNpo cuctemy
KOHTPO/b AKOCTI, thapmakoHarnagy (BBefeHHs
BUMNYCK cepii ); y3arasibHeHVxX AaHunx rnpo
®apm/lor dapma cuctemy dapmakoHarnsgy,
NopxicTik TM6X, 3MiHa YNOBHOBaXeHOI 0cobu,
HimeuunHa BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
(anbTepHaTnBHa dhapmakoHarnsgy; KOHTakTHOI
OinbHUUA ons ocobu 3 hapmakoHarnsgy
BTOPVHHOIO 3asBHMKa AN 34ICHEHHSA
nakyBaHHs); thapmakoHarnagy B YkpaiHi,
LLteremaHH SKLLO BOHA BigMiHHa Bif,
JNlboHdhepnakyHreH YNOBHOBaXEHOT 0CO6M,
yHA NoricTiwep BignoBifa/IbHOI 3a 34jACHEHHS
Cepsic e. K., hapmakoHarnagy (Bkirovaoum
HimeuunHa KOHTaKTHi faHi) Ta/abo 3MiHn y
(anbTepHaTMBHA po3MilLieHHi macTep-chaiina
OinbHUUA ons cuctemu hapmakoHarnagy) -
BTOPVHHOIO 3MiHa YNOBHOBaXEHOI 0CO6U
nakyBaHHs1) 3a8BHVKa, BigNoBigabHOT 3a
hapmakoHarnsg.
MponoHoBaHa pegakuis: Sven
Kohler. 3miHa KOHTaKTHUX gaHWX
YNOBHOBAaXEHOT 0Cco6M,
BiANOBIAA/IbHOI 3a
thapmakoHarnag. 3MiHa
KOHTaKTHOI 0CO6U 3asiBHUKA,
BiANOBIAA/IbHOI 3a
chapmakoHarnsg, B Ykpaii.
MponoHoBaHa peaakuis:
Monisuak OneHa BikTopiBHA.
3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOI 0CO6U 3asiBHUKA,
BiANOBIAA/IbHOI 3a
thapmakoHarnag B YkpaiHi
75. LKAPAIHC® TabneTtku, BKPUTI BepiHrep HimeuyunHa BepiHrep HimeyunHa BHECEHHS 3MiH 0 3a peyenmom UA/14980/01/02
NiBKOBOK 06O/IOHKOLO, IHrenbxanm IHrenbxanv ®apma peecTpauiiHnx matepianis:
no 10 mr no 10 Tabnetok IHTepHewHn M6 X v6X i Ko. KT, 3MiHK | TUNY - 3MiHW WOA0
y nepgopoBaHoMy HimeyunHa 6e3nekn/edekTBHOCTI Ta
6nicTepi; no 1 a6o 3 (B1pO6HMLTBO, hapmakoHarnsgy. BeegeHxs
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
6nicTepn y KapTOHHIl nakyBaHHs, ab60 3mMiHM [0 y3arasibHeHnX
KOpoo6Li MapKyBaHHS, AaHuX Npo cuctemy
KOHTPO/b AKOCTI, thapmakoHarnsgy (BBefeHHs
BUMYyCK Cepii ); y3araslbHeHUX JaHux npo
®apm/lor dapma cuctemy thapmakoHarnsgy,
NopxicTik Tm6X, 3MiHa YNOBHOBaXEHOI 0Ccobu,
HimeyunHa BignoBiAa/IbHOI 3a 3AjACHEHHS
(anbTepHaTMBHa thapmakoHarnsay; KOHTaKTHoT
AinbHUUA Ans ocobu 3 hapmakoHarnagy
BTOPVHHOIO 3aABHUKa 419 3AiCHEHHSA
nakyBaHHs); thapMakoHarnagy B Ykpaii,
LLiteremaHH AKLLIO BOHA BigMiHHA Bif,
JNboHhepnakyHreH YMOBHOB&XEHOT 0cobw,
yHA NoricTiwep BiANOBIAa/IbHOI 3a 34iiCHEHHS
Cepsic e. K., hapMakoHarnsgy (Bkirovaoun
HimeuyunHa KOHTaKTHi faHi) Ta/abo 3MiHn y
(anbTepHaTnBHA po3MiLLieHHi MacTep-thaiina
AinbHUUA Ans cuctemu chapmakoHarnsgy) -
BTOPVHHOIO 3MiHa YNOBHOBaXXEHOI 0CO6U
nakyBaHHs) 3asBHVKa, BiANOBIAA/IbHOT 38
thapmakoHarnag.
MponoHoBaHa pegakuis: Sven
Kohler. 3miHa KOHTaKTHUX JaHuX
YNOBHOBAXEHOT 0CO6M,
BignoBigasibHOI 3a
hapmMakoHarnag. 3miHa
KOHTaKTHOI 0CO6W 3asiBHUKA,
BignoBigasibHOI 3a
hapmMakoHarnag B YkpaiHi.
MponoHoBaHa pegakuis:
MoniBuak OneHa BikTopiBHa.
3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOI 0CO6W 3asiBHUKA,
BignoBigasibHOI 3a
thapMakoHarnsag B YkpaiHi
76. AVKNOBEPN® 100 | cynosuTopii no 100 mr, BEPNIH-XEMI Al HimeuunHa BEPNIH-XEMI Al HimeuunHa BHECEHHS 3MiH 0 3a peyenmom UA/9701/02/01

no 5 cynosuTopiiB y
6nictepi, no 1 a6o no 2
6nicTepy B KAPTOHHIi
Kopobui

peecTpauiiHux maTepianis:
3MiHK | TNy - 3MiHW WoA0
6e3nekn/edpeKTNBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHUX
AaHvX Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX nNpo
cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXeEHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
drapmakoHarnsgy; KOHTakTHol
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

ocobu 3 hapmakoHarnisgy
3asBHUKa 419 3AiAICHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YMOBHOBaXEHOT 0co6Y,
BiNOBIAaIbHOT 3a 34iICHEHHS
thapmakoHarnsgy (Bko4yarum
KOHTaKTHi faHi) Ta/abo 3MiHU y
pO3MiLLEeHHI MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0co6u
3a8BHVKa, BigNoBigaNbHOT 3a
thapmakoHarnsg B Ykpaii.
MponoHoBaHa pepakuisn: Kyuep
MapuHa BacunisHa. 3miHa
KOHTaKTHUX JaHNX KOHTaKTHOT
0ocobu 3asiBHUKA, BiANOBIAa/IbHOI
3a 3filicHeHHs hapmakoHarnsgy
B YKpaiHi

77.

ANKNOBEP/I® 50

cynosuTopii no 50 mr; no
5 cynosuTtopiis y
6nicTepi; no 1 abo 2
6nicTepy B KAPTOHHIi
Kopobui

BEP/NIIH-XEMI Al

HimeyunHa

BEPIIH-XEMI Al

HimeuunHa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHM | TUny - 3MiHK Woao
6e3nekun/edekTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
ab0 3MiHU [0 y3araslbHEHNX
[aHuX nNpo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy hapmakoHarnsagy,
3MiHa yNOBHOBaXEHOI 0cobw,
BignoBifa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3as1BHMKa 419 34iICHEeHHS
hapmakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOBaXeHOT 0cobwy,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MiLLLeHHI MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3MiHa KOHTaKTHOT 0co6m
3asBHVKa, BiANOBIAA/ILHOT 38
thapmakoHarnsg B Ykpaii.
MponoHoBaHa pepakuisi: Kyuep
MapuHa BacuniBHa. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI

0Cco6M 3as1BHMKA, BignoBigaibHOT

3a peyenmom

UA/9701/02/02
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3a 3gjlicHeHHs chapmakoHarnsgy
B YKpaiHi
78. AVNKNOBEPN® N75 | po3unH Ans iH'ekuin, 75 BEP/TIH-XEMI Al HimeuunHa A. MeHapiHi ITanisa BHECEHHS 3MiH 0 3a peyenmom UA/9701/01/01
mr/3 mn no 3 mn B MaHyhakTypiHr peecTpauiiHux maTepianis:
amnyni; no 5 amnyn y NoricTikc eHp, 3MiHK | TUNy - 3MiHW WoA0
KapTOHHI Kopobui Cepsicec C.p.J1,, 6e3nekn/edeKTMBHOCTI Ta
ITanis (BMpo6HMLTBO thapmakoHarnsgy. BeegeHHs
npenaparty "in bulk", a60 3MiHM [0 y3arasibHeHuX
nepBuHHE Ta AaHvX Npo cuctemy
BTOPUHHE chapmakoHarnsgy (BBefeHHs
nakyBaHHs, y3arasibHeHUX JaHuX npo
KOHTPO/b Ta BUMYCK cuctemy chapmakoHarnsgy,
cepii); Anbgacirma 3MiHa yNOBHOBaXeEHOT 0cobw,
C.n.A,, ITanisa BiANOBIAA/IbHOI 3a 34iiCHEHHS
( BUPOGHMLTBO hapmakoHarnsgy; KOHTakTHol
npenaparty "in bulk", ocobu 3 hapmakoHarnsgy
nepBuHHE 3asBHUKA 419 3AiAICHEHHS
nakyBaHHA Ta thapmakoHarnagy B YkpaiHi,
KOHTpO/b cepii) AKLLIO BOHA BigMiHHA Big,
YNOBHOBA&XEHOT 0Cco6M,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnagy (Bkio4yarum
KOHTaKTHi flaHi) Ta/abo 3MiHU y
po3MilLeHHI MacTep-harina
cuctemn chapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0co6u
3asBHVKa, BigNoBigaIbHOT 3a
chapmakoHarnsg, B Ykpaii.
MponoHoBaHa pepakuis: Kyuep
MapuHa BacunisHa. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT
0co6u 3asBHKKa, BigNOBiAa/IbHOT
3a 3fjiicHeHHs thapmakoHarnsgy
B YKpaiHi
79. ANKNOBEPN® Kancynu Teepai BEPNIH-XEMI Al HimeuyunHa BEPNIH-XEMI AT, HimeyunHa BHECEHHS 3MiH 0 3a peyenmom UA/9701/04/01
PETAPJ MPOJIOHroBaHoI Aji No HimeuumnHa (kiHueBe peecTpauiiHnx matepianis:

100 mr no 10 kancyn y
6nictepi, no 1 a6o 2,
abo 5 6nicTepiB y
KapTOHHI KopoobLi

nakyBaHHs1, BUNYCK
cepii); MeHapiHi-®oH
XengeH 'm6X,
HimeyuunHa (kiHueBe
nakyBaHHS,
KOHTpO/b cepii);
XeHHir
ApuHaiimiTTens
M6X & Ko. KT,
HimeuyunHa
(BUPOBHMLTBO
Kancyn Teepamx "in

3MiHK | TUNY - 3MiHW WOoA0
6e3nekn/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
a60 3MiHU [0 y3araslbHEHNX
[aHuX nNpo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy hapmakoHarnsagy,
3MiHa yNOBHOBaXEHOIT 0cobw,
BignoBiga/bHOI 3a 3AjACHEHHS
hapmakoHarnagy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

bulk", koHTposb
cepir)

3as1BHMKa 4715 34iCHEHHS
hapMakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOB&XEHOT 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapMakoHarnagy (Bkirovaoun
KOHTaKTHI faHi) Ta/abo 3MiHn y
po3MiLLieHHi MacTep-thaiina
cuctemu chapmakoHarnsgy) -
3MiHa KOHTaKTHOT 0co6m
3asBHVKa, BiANOBIAA/IbHOT 38
thapmakoHarnsg B Ykpaii.
MponoHoBaHa pepakuis: Kyuep
MapuHa BacuniBHa. 3MiHa
KOHTaKTHUX AaHUX KOHTaKTHOI
0Cco6M 3as1BHMKA, BignoBigasibHOT
3a 3gjlicHeHHsa hapMakoHarnsay
B YKpaiHi

80.

AIAFHOCTWUH-
300POB’'A

NOPOLLIOK A/1A
OpasIbHOr0 PO34MHY MO
55,318 r nopoLuky y
naketi, No 6 nakeTiB y
Kopobui

ToBapucTBO 3
obmexeHoto
BiANOBIAA/LHICTIO
"GapmaueBTuyHa
KoMnaHis "3gopos'a”

YKpaiHa

ToBapucTso 3
06MexeHot
BiANOBIAA/LHICTIO
"®apmaueBTnyHa
KoMnaHisa "3gopos'a”

Ykpaina

BHECEHHS 3MiH [0
peecTpavuiiHux matepianis:
3MiHW | TUMY - NoAaHHA
OHOBJ/IEHOTO cepTudikaTa
BiANOBiAHOCTI EBpONEiiChKilt
apmakonei Ne R1-CEP 2008-
105 - Rev 02 gnsa A®| Hatpito
X/TOPUA, Bif, 3aTBEPAXKEHOIO
BMpo6HUKka DANSK SALT A/S,
Denmark y 3B'A3Ky 3i 3MiHOIO
HaliMeHyBaHHs BnacHuka CEP

6e3 peyenma

UA/15448/01/01

81.

AIAGOPMIH®

TabneTkn, BKPUTI
NNiBKOBOK 060/I0HKOIO,
no 500 wmr, no 10
Tabnetok y 6nictepi; no
3 abo 6 6nicTepiB y
naJi 3 KapToHy

AT "dapmak”

Ykpaina

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH 40
peecTpauiiHux maTepianis:
3MiHU | TUNY — BUYYEHHS 3i

cneumdikaLii Ta MeTogiB
KOHTpoNto A®I nokasHuka
«PO34MHHICTb»; 3MiHU | TUNY —
BHECEHHS 3MiH [0 MEeTOANKN
BMNpo6yBaHHA AdI 3a
nokasHuKoM «Jomilika F», 1wo
06yMOB/IEHO MPUBEAEHHAM Y
Bi4NOBIAHICTb A0 BUMOT
MoHorpadii EP; 3miHn | Tuny —
BBE/leHHA a/ibTepHaTUBHOI
MeTOAVKN BUNPOOYBaHHSA 3a
NOKa3HMKOM «3a/TLLKOBI
PO3UYMHHUKIN (YHichikoBaHYy
meToanky AT «Papmak») aAns
A®| meTchopMiHy rigpoxnopuay

3a peyernmom

UA/15141/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BMpo6HMLTBA Harman Finochem
Limited, IHais Ta Shouguang
Fukang Pharmaceutical Co. Ltd.,
IHAisA; 3MiHW | TMNY — NoAaHHA
oHosneHoro CEP Ne R1-CEP
2000-059-Rev 11 ana Adl
MeTdhopMiHy rigpoxopuay Big,
3aTBEPAKEHOTO BUPOOHMKA
Harman Finochem Limited, IHgjs
(3atBeppxeHo: CEP Ne R1-CEP
2000-059-Rev 10);
3MiHM | TMNY — NoAaHHA
oHossieHoro CEP Ne R1-CEP
2000-059-Rev 10 gns Ad|
MeTdopMiHy rigpoxiopuay Big,
3aTBEPAKEHOrO BUPOOHMKA
Harman Finochem Limited, IHais
(3atBeppxeHo: CEP Ne R1-CEP
2000-059-Rev 09); 3miHu | TRy
— nofiaHHA oHosnieHoro CEP Ne
R1-CEP 2000-059-Rev 09 ans
A®| meTchopMiHy rigpoxiopuay
Bif} 3aTBEPAXKEHOro BUPO6HYMKa
Harman Finochem Limited, IHgjs
(3atBeppxeHo: CEP Ne R1-CEP
2000-059-Rev 08); 3MiHu | TUny
— nofiaHHA oHoBnieHoro CEP Ne
R1-CEP 2000-059-Rev 08 gnia
A®I| meThopMiHy rigpoxnopuay
Bifl 3aTBEPAKEHOrO BUPOOHMKA
Harman Finochem Limited, IHgis
(3atBepoxeHo: CEP Ne R1-CEP
2000-059-Rev 07)

82.

AIA®OPMIH®

TabneTku, BKpUTI
NAiBKOBOK 060/IOHKOHO,
no 850 wmr, no 10
Tabnetok y 6nictepi; no
3 abo 6 6nictepiB y
nadui 3 KapToHy

AT "dapmak"

YKpaiHa

AT "dapmak"

Ykpaina

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHU | TUMY — BUNYYEHHS 3i

cneuudikauii Ta MeTogiB
KOHTpoNto A®I nokasHuka
«PO34MHHICTb»; 3MiHK | TUNY —
BHECEHHS 3MiH JO METOANKN
BMNpo6yBaHHA AdI 3a
noKasHUKoMm «Jlomilika F», o
06yMOB/IEHO NPUBEAEHHAM Y
BiANOBIAHICTb 40 BUMOT
MoHorpadii EP; 3miHn | Tuny —
BBE/leHHA a/ibTepHaTUBHOI
MeTOAVKN BUNPOOYBaHHS 3a
MOKa3HUKOM «3a/IULLKOBI
PO34YMHHUKN» (YHichikoBaHy

3a peyernmom

UA/15141/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

meToanky AT «Papmak») aAns
A®| meThopMiHy rigpoxnopuay
BMpO6HUMLTBA Harman Finochem
Limited, IHgja Ta Shouguang
Fukang Pharmaceutical Co. Ltd.,
IHAiA; 3MiHW | TNy — NoAaHHA
oHossieHoro CEP Ne R1-CEP
2000-059-Rev 11 gns Ad|
MeTdopMiHy rigpoxnopuay Big,
3aTBEPAKEHOrO BUPOOHMKA
Harman Finochem Limited, IHais
(3atBeppxeHo: CEP Ne R1-CEP
2000-059-Rev 10);
3MiHK | TURY — nogaHHA
oHosneHoro CEP Ne R1-CEP
2000-059-Rev 10 gna Adl
MeTdOopMIHY rigpoxnopuay Big
3aTBEPAKEHOr0 BUPOGHMKA
Harman Finochem Limited, IHgis
(3atBepoxeHo: CEP Ne R1-CEP
2000-059-Rev 09); 3miHu | TUny
— nofaHHA oHoBneHoro CEP Ne
R1-CEP 2000-059-Rev 09 ans
A®| meTchopMmiHy rigpoxnopuay
Bifl 3aTBEPKEHOr0 BUPOOHMKA
Harman Finochem Limited, IHais
(3atBeppxeHo: CEP Ne R1-CEP
2000-059-Rev 08); 3miHu | Tuny
— nofiaHHA oHosneHoro CEP Ne
R1-CEP 2000-059-Rev 08 ans
A®| meTchopMiHy rigpoxiopuay
Bif} 3aTBEPAXKEHOro BUPOBHYMKa
Harman Finochem Limited, IHgjis
(3atBeppxeHo: CEP Ne R1-CEP
2000-059-Rev 07)

83.

AIADOPMIH®

TabneTkn, BKPUTI
NNiBKOBOK 060/TIOHKOHO,
no 1000 wr, no 10
Tabnetok y 6nictepi; no
3 abo 6 bricTepiB y
naJi 3 KapToHy

AT "dapmak”

Ykpaina

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHU | TUNY — BUSTYYEHHS 3i

cneumdikauii Ta MeTogiB
KOHTpoNto A®I nokasHuka
«PO3YMHHICTb»; 3MiHU | TUNY —
BHECEHHS 3MiH [0 METOANKN
BMNpo6yBaHHA AdI 3a
nokasHukoMm «Jomilika F», 1o
06yMOB/IEHO NMPVBEAEHHAM Y
BiANOBIAHICTb A0 BUMOT
MoHorpadii EP; 3miHn | Tuny —
BBE[EHHS albTePHATUBHOT
MeTOAVKN BUNPO6YBaHHSA 3a

3a peyenmom

UA/15141/01/03
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

NOKa3HUKOM «3a/TULLKOBI
PO3UMHHUKM» (YHichikoBaHy
mMeToanky AT «Papmak») aAns
A®| meTchopMiHy rigpoxiopuay
BMpobHUUTBa Harman Finochem
Limited, IHgis Ta Shouguang
Fukang Pharmaceutical Co. Ltd.,
IHAIS; 3MiHW | TUNY — nogaHHA
oHosneHoro CEP Ne R1-CEP
2000-059-Rev 11 ana Ad|
MeTdOopMIHY rigpoxnopuay Big
3aTBEPAKEHOr0 BUPOGHMKA
Harman Finochem Limited, IHgis
(3atBepoxeHo: CEP Ne R1-CEP
2000-059-Rev 10);
3MiHM | TNy — NnoAaHHsA
oHosneHoro CEP Ne R1-CEP
2000-059-Rev 10 gnsa Adl
MeTdhopMiHy rigpoxiopuay Big,
3aTBEPAKEHOTO BUPOOHMKA
Harman Finochem Limited, IHgjs
(3atBeppxeHo: CEP Ne R1-CEP
2000-059-Rev 09); 3MiHu | TUny
— nofiaHHA oHoBnieHoro CEP Ne
R1-CEP 2000-059-Rev 09 gnia
A®| meThopMiHy rigpoxnopuay
Bifl 3aTBEPKEHOrO BUPOOHMKA
Harman Finochem Limited, IHgis
(3atBepoxeHo: CEP Ne R1-CEP
2000-059-Rev 08); 3miHu | Tuny
— nofaHHA oHoBneHoro CEP Ne
R1-CEP 2000-059-Rev 08 ans
A®| meTchopMmiHy rigpoxnopuay
Bifl 3aTBEPKEHOrO BUPOOHMKA
Harman Finochem Limited, IHais
(3atBeppxeHo: CEP Ne R1-CEP
2000-059-Rev 07)

84.

AIOKOP COJ10 160

TabneTtku, BKPUTI
NiBKOBOK 060/10HKOIO,
no 160 mr; no 10
TabneTtok y 6nictepi; no
1 a6o 3, abo 4, abo 9
6nicTepiB y KAPTOHHIl
nauui

TOB "ACIHO
YKPAIHA"

YKpaiHa

TOB "®apma Crapt”

YkpaiHa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHM | TUMY — ANS NikapcbKoro
3aco6y fiokop Cono 160;
[Liokop Cono 80, Tabnetku,
BKPWTi M/iIBKOBOK 060/TOHKOO
NPOMNOHYETLCA BHECEHHA 3MiH A0
p. 3.2.P.3.4. KoHTpoNb
KPUTWYHWX CTagAii i NpoMiKHOT
npoAayKLii, a came 3MiHa
nepiogMYHOCTI MPOBEAEHHS
KOHTPO/IH0 MOKa3HWKIB B PYTUHI

3a peyenmom

UA/11341/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

(n. rpaHynomMeTpyYHUIA ckiag,
TeKyudiCTb, HACUMHA FyCTUHA,
3/aTHICTb A0 ycaKu Ta rycTuHa
nicns ycagku), wo éyge
NPOBOANTUCS B PEXUMI
MOHITOPUHTY Ha KOXHil 10-iA
cepii. 3anponoHoBaHo:
MpoBefeHHSA KOHTPOJIIO
noKasHWKiB B pyTuHi: AnA
rpaHysIATy KanibpoBaHoro Ta
AN macu gna TabneTyBaHHs 3a
NoKasHWKamm
rpaHyIoOMeTpPUYHWIA CKnag,
TeKyudiCTb, HACUMHA FyCTUHA,
34aTHICTb A0 YCaaKu, rycTnHa
nicns ycagkv B pexumi
MOHITOPWHIY Ha KOXHilA 10-i
cepii 6yab-AKoi A0o3u;
3MiHW | TURy - 4NS NikapcbKoro
3aco6y MPONoHYEMO 3MiHU B
po3gini 3.2.P.3.5. Banigauis
npouecy Ta/abo oro oLiHKa.
CKOpPOYEHHS NPOBeAeHHS
KOHTPOJIH0 MOKA3HWKIB B PYTUHI
Ta KOHTPO/I0 NOKa3HWKIB Ha
Banigauii, 06rpyHTOBYy€ETLCS, LLLO
BMPOAOBX BCbOroO nepiogy
BUMYCKy, Npenapar nokasysas
CTabiNbHICTb pesy/bTartis
MpoBefeHHA KOHTPOO
NOKa3HWKIB B PYTVHi;
3anponoHoBaHo: [lna TabneTok-
A0ep KOHTPO/Ib 3a NOKa3HUKaMW:
- ONnC, cepefiHs maca npu
HanawTyBaHHi, Ha noyaTtky, B
cepefyHi, KiHUi TabneTyBaHHs; -
O[HOPIAHICTb Macu, BACOTA,
AiameTp, CTillkicTb 0
po3zaBnoBaHHA Npu
HaslalwTyBaHHi; - CTUPaHHICTb Ta
po3nafaHHs Npy HasalwTyBaHHi.
MpoBefeHHA KOHTPOO
NoKasHWKIB Ha Basligaur;
3anponoHoBaHo: [lna TabneTok-
A0ep KOHTPO/Ib 3a NOKa3HUKaMW:

- onuc, cepefHsi maca npu
HanalwTyBaHHi, Ha noyaTky, B
cepeaviHi, KiHUi TabneTyBaHHs
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Ta Ha cepepfHiii Npo6i; -
O/JHOPIZHICTb Macu, BUCOTA,
CTilKiCTb 40 PO3AaB/ItOBaHHS

npv HanawTyBaHHI, Ha Noyarky,

B CepeAVHi, KiHUi TabneTyBaHHsA

Ta Ha cepefHiii Npobi; - giameTp

npy HanawTyBaHHI Ta Ha
cepepHili Npo6i; - CTUpaHHICTb
Ta po3nagaHHa npu

HanawTyBaHHI, Ha noyatky, B
cepeayHi, KiHUi TabneTyBaHHA

Ta Ha cepepgHili Npobi; -

PO3UYMHEHHS], OHOPIAHICTb
[030BaHNX OONHULb, KiflbKiCHe
BU3HAYEHHS Ha cepeHiil Npooi;

3MiHK | TUNY - BUKNageHHs

MEeTOAIB KOHTPOJIHO AKOCTI

niKapcbkAro 3acody
YKpPaiHCLKOH MOBOIO Y 3B'A3KY 3

BMMOramu fjo martepiasnis

peecTpavuiiHoro AoCLE, LWo
3aTBepaxeHi Hakaszom MO3
Ykpainn Nel1528 Big 27.06.2019

85.

AIOKOP COJO 80

TabneTkn, BKPUTI
NNiBKOBOK 060/TIOHKOIO,
no 80 mr; no 10
Tabnetok y 6nictepi; no
1 ab6o 3, abo 4, abo 9
6nicTepiB y KAPTOHHIl
nauuj

TOB "ACIHO
YKPAIHA"

Ykpaina

TOB "®apma Crapt”

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHnux maTepianis:
3MiHK | TUNY — 415 NikapcbKoro
3acoby fiokop Cono 160;
[Liokop Cono 80, Tabnetku,
BKPWTI NNiBKOBOIO 060/I0HKOIO
MPONOHYETHLCH BHECEHHSA 3MiH 0
p. 3.2.P.3.4. KoHTpoNb
KPUTWUYHKX CTagji i npomiHOT
npoaykLii, a came 3miHa
nepiogMYHOCTI MPOBEAEHHS
KOHTPOJIH0 MOKa3HWKIB B PYTUHI
(n. rpaHyniomMeTpuYHUIA ckniag,
TeKyudiCTb, HACUMHA FyCTUHA,
34aTHICTb A0 ycadku Ta rycTmHa
nicnsa ycagku), Wwo éyae
NPOBOANTUCS B PEXUMI
MOHITOPUHIY Ha KOXHilA 10-ii
cepii. 3anponoHoOBaHoO:
MpoBefeHHSA KOHTPO/IIO
NOKa3HWKIB B PyTWHI: Ans
rpaHynIAaTy KanibpoBaHoro Ta
Ana macu gna TabneTyBaHHs 3a
nokasH1Kamm
rpaHy/IOMETPUYHWI cknag,

3a peyenmom

UA/11341/01/02
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
TeKy4iCTb, HaCWUMHa rycTuHa,

34aTHICTb A0 ycaaku, rycTrHa
nicns ycagkv B pexumMi
MOHITOPWHIY Ha KOXHIiA 10-i
cepii 6yab-5Koi f03K;
3MiHW | TUNY - ANS NikapcbKoro
3aco6y MPONOHYEMO 3MiHM B
po3aini 3.2.P.3.5. Banigauis
npouecy Ta/abo /Aoro oLiHka.
CKOpPOYEHHS NPOBeAEHHS
KOHTPOJI0 MOKa3HWKIB B PYTUHI
Ta KOHTPO/IO MOKA3HMUKIB Ha
Banigauji, 06rpyHTOBYETHCS, LLO
BMNPOAOBX BCbOroO nepioay
BWMNYCKy, Npenapart nokasysas
CTabiNbHICTb pesy/bTartis
MpoBefeHHSA KOHTPOJIIO
NOKa3HWUKIB B PYTVHI;
3anpornoHoBaHo: [1na TabneTok-
AAep KOHTPO/Ib 3a NOKa3H1KaMu:
- onuc, cepegHa maca npu
HanawTyBaHHI, Ha noyatky, B
cepeayHi, KiHUi TabneTyBaHHs; -
OfHOPIAHICTb Macu, BACOTA,
AiameTp, CTillkicTb A0
po3faBnoBaHHA Npu
HanawTyBaHHi; - CTUPaHHICTb Ta
po3naiaHHs Npu HaslawTyBaHHi.
MpoBefeHHSA KOHTPOJIIO
nokasHWKiB Ha Banigau,i;
3anpornoHoBaHo: [1na TabneTok-
AAep KOHTPO/Ib 3a NOKa3H1KaMu:

- ONnC, cepefiHs maca npu
HanawTyBaHHi, Ha noyaTtky, B
cepepyHi, KiHUi TabneTyBaHHA

Ta Ha cepefHiii Npobi; -
OLHOPIZHICTb Macu, BUCOTa,
CTilKiCTb 40 PO3AaB/ItOBaHHS
npv HanawTyBaHHI, Ha Noyarky,
B CepeAvHi, KiHUi TabneTyBaHHs
Ta Ha cepefHiii Npobi; - giameTp
npy HanawTyBaHHI Ta Ha
cepepHili Npo6i; - CTUpaHHICTb
Ta posnagaHHa npu
HanawTyBaHHI, Ha noyatky, B
cepeayHi, KiHUi TabneTyBaHHA
Ta Ha cepepgHili Npobi; -

PO34YMHEHHS], OAHOPIAHICTb
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
[030BaHNX OANHWLb, KiflbKiCHe
BM3HAYEHHS Ha cepeaHiii npobi;
3MiHK | TUNY - BUKNaAEHHS
MeTOZjB KOHTPOJO AKOCTI
nikapcbKro 3acoby
YKPaiHCLKOK MOBOIO Y 3B'A3KY 3
BMMOramu o marepianis
peecTpaLiiHoro Aocbe, Lo
3aTBepAxeHi Hakazom MO3
Ykpainn Nel1528 Big 27.06.2019
86. AOLETAKCEN KOHUeHTpaT ans Awmaxkca T4 Benvka KOHTPO/b cepil, HimeyuunHa/ BHECEHHS 3MiH 0 3a peyenmom UA/14900/01/01
AMAKCA po3unHy Ans iHdysii, 20 BpuTanis cepTudikauis Ta Pecny6nika peecTpauiiHnx matepianis:
mr/M; no 1 mn, 4 mn BMnyckK cepii: AkBiga Kopes 3MiHM | TUNY - 3MiHK 3 SKOCTI.
a6o 8 M1y hnakoHi; no Mv6X, HimeuunHa,; [oTOBMIA NikapcbKuii 3acio.
1 donakoHy B KapTOHHIi BMPOGHULTBO in CrabinbHiCTb. 3MiHa y TepMiHax
Kopobui bulk, nepsuHHe Ta npugaTHocTi abo ymoBax
BTOPVIHHE 36epiraHHs roToBOro
nakyBaHHs, NiKapcbKoro 3acoby (3MeHLIeHHS
KOHTpO/b cepii: TepMiHy NpWAATHOCTI FOTOBOTO
AkBiga 'm6X, nikapcbKoro 3acoby) - Ans
HimeuumnHa; TOProBOi YNaKOBKW - 3MEHLUEHHS
BMPOGHMLITBO in TEepMiHy NpWAATHOCTI FOTOBOTO
bulk, nepsuHHe Ta nNiKapcbKoro 3acoby po3mMipom
BTOPVHHE HarnoBHeHHs hnakoHy 1 mn i3 2
nakyBaHHs, pokiB oo 18 micsuis
KOHTPO/b cepil: 3arBepgxeHo: TEPMIH
CamsHr MPNAATHOCTI 2 poku.
Biodhapmac'toTikens 3anponoHoBaHo: TEPMIH
KopnopeiiLH, MPUOATHOCTI Ansa donakoHiB
Pecny6nika Kopes; 06'EMOM HanoOBHEHHS: N0 1 ma —
BTOpPUHHE 18 micsuis; no 4 mn abo 8 mn —
nakyBaHHs: 2 pokn. 3MiHN BHECEHI B
BeHnyc dapma M'm6X, IHCTPYKLj0 A48 MegnyHoro
Himeuunna 3aCTOCYBaHHSA NiKapCbKOro
3acoby y po3gain "TepmiH
npugartHocti"
87. AYAKNIP® MOPOLLIOK AN iHFaNALiA, BEPIH-XEMI Al HimevunHa IHoacTpiac IcnaHis BHECEHHSA 3MiH 40 3a peyernmom UA/17698/01/01
DKEHYENP® 340 mKr/12 mkr; no 60 dapmaceyTikac peecTpavuiiHux matepianis:
[,03 MOPOLLKY AN Anwmipan, C.A. 3MiHY | TURy - 3MiHK Woao

iHransujn B iHranaTopi;
no 1 a6o no 3
iHransTopv B
aNIOMIHIEBOMY
namiHoBaHOMY nakeTi
KOXEH, pa3om i3
nakeTVKoMm 3
ocyulyBayem Ta

iHCTpyKUi€et0 Ans

6e3nekn/edeKTBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
ab60 3MiHU [0 y3arasibHeHNX
[aHuX Npo cuctemy
thapmakoHarnagy (BBegeHHs
y3araslbHeHUX AaHux npo
cuctemy dhapmakoHarniagy,
3MiHa YNOBHOBaXeHOI 0cobu,
BiANOBIAa/IbHOI 3a 3AiiCHEHHS
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MeAMYHOro
3acTocyBaHHA B KOpooLi
3 KapTOHY

hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 34iACHEHHS
thapmakoHarnagy B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif
YNOBHOBaXEHOT 0CO6M,
BignoBiAa/IbHOI 3a 3AjACHEHHS
hapMakoHarnagy (Bkirovaroum
KOHTaKTHi fiaHi) Ta/abo 3MiHN y
po3MilLieHHi macTep-chaiina
cuctemu chapmakoHarnagy) -
3MiHa KOHTaKTHOI 0co6u
3as1BHVKa, BiANOBiAA/IbHOT 32
hapmMakoHarnag B YKpaiHi.
MponoHoBaHa pepakuis: Kyuep
MapuHa BacuniBHa. 3miHa
KOHTaKTHUX faHNX KOHTaKTHOT
ocobu 3asBHUKA, BiANOBIAAUIbHOI
3a 3gjlicHeHHs chapmakoHarnsgy
B YKpaiHi

88.

AyoKonTt

Kpanni O4Hi, po34nH no 5
My 6aratof030BOMYy
pN1akoHi 3 HAcCOCOM i
3aXMCHVM KOBMauKoM;
no 1 donakoHy y
[0NOMDKHOMY NPUCTPOT
ans poctasku; Nel abo
Ne3 y kopobui abo no 10
My 6aratof03080My
dpoNakoHi 3 HacCOCOoM i
3aXVCHNM KOBMaYKoM;
no 1 cpnakony y
[OMOMDKHOMY NPUCTPOT
ons poctaBku; Nel abo
Ne2 y kopobuji

Nabopatyap Tea

PpaHuis

OENOAPM TYP

®paHuia

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHK | TUNY - foAaBaHHSA
albTepHaTUBHOIO
noctayasibH1ka NepBMHHOTO
nakyBaHHs — hn1akoHiB, a came:
[0 3aTBEpPAKEHOro
noctavansHvka MEDISIZE
Schweiz AG, LLselilapist
MPONOHYETLCHA A0AAaTKOBUIA
noctavyanbHuk INDEN PHARMA
Packaging S.L., IcnaHisi;
3MiHM | TUNy - AoAaBaHHA ABOX
aNlbTepHaTUBHUX AiNbHULIb
cTepunisauii pnakoHis 3a
[,0MOMOrOH0 y -BUMNPOMIHEHHS, a
came: [0 3aTBepPAXXeHOT
ninbHUUi SYNERGY HEALTH
DANIKEN AG, LLseliuapis
NPONOHYETLCA foAdaTh Agi
ginbHuui IONISOS, ®paHuis
3anponoHoBaHo: [inbHuLj
cTepunisadii hnakoHiB
CIHEPXKI XEN3 OJAHIKEH Al
XoreHBengctpacce 6, 4658
[aHikeH, LBeiuapis /
SYNERGY HEALTH DANIKEN
AG Hogenweidstrasse 6, 4658

3a peyernmom

UA/18728/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Daniken, Switzerland IOHICOC
3l e nAybpee, 72300 Cabne
cyp Capta, ®paHuisi/ IONISOS
ZI de I'Aubree, 72300 Sable sur
Sarthe, France IOHICOC 3i ge
MowHTidhayT, 85700 My30x,
®paHuis/ IONISOS
Z| de Montifaut, 85700
Pouzauges, France; 3minu |
TMNYy - BBEAEHHA [OAATKOBOI
OinbHULI AN BTOPUHHOTO
nakysaHHsa /13 — PHARM'ADIS,
®paHuis; 3miHn | TMny -
BBEeEHHS 0AATKOBOI AiNbHUL
0151 BTOPUHHOIO nakyBaHHA /13
— CENTRE SPECIALITES
PHARMACEUTIQUES, ®paHuis

89.

AYOTPAB®

Kpanni o4Hi, no 2,5 mny
chnakoHi-KpanesnbHuL,;
no 1 cpnakoHy-
KpanesnbHuULi B
MPOMiXHI ynakoBLi, L0
BK1afaeTbCs B KOPOOKY
3 KapPTOHY

HosapTic ®apma Al

LLisefuapis

AnkoH-KyBpbop

Benbris

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHK | TUMY - 3aABHUKOM
HaJaHO OHOBEHWUI NnaH
ynpaBniHHA pu3nKamn Bepcis
6.1 oA nikapcbkoro 3acoby
[lyoTtpas®, kpanni oyHi; no 2,5
My dhakoHi-kpanenbHuui; no 1
hnakoHy-KpanesibHUL B
NPOMIXKHI ynakosLi, L0
BK/1aaeTbCsA B KOPOOKY 3
KapToHy CTpykTypy NYyPa
OHOBJIEHO BIAMNOBIAHO A0
pekomeHAauiin Guideline on
good pharmacovigilance
practices (GVP) Module V —
Risk management systems (Rev
2.0.1)

3a peyernmom

UA/6292/01/01

90.

EBONA®

TabneTku, BKpUTI
NAiBKOBOK 060/IOHKOHO,
no 5 mr, no 10 TabneTok
y 6nicTepi; no 3 abo 6
6nictepiB y nauui

AT "dapmak”

YKpaiHa

AT "dapmak"

Ykpaina

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHM | TUMY - NOAAHHA
OHOBJIEHOTO cepTudikaTa
BiANOBiAHOCTI EBpONeiiChKilt
apmakonei Ne RO-CEP 2015-
240 - Rev 02 gna Aol
PO3yBaCTWH KasbLiilo Bif BXe
3aTBEPAKEHOr0 BUPOGHMKA
Changzhou Pharmaceutical
Factory, Kutaii; 3miHu | Tuny -

3a peyenmom

UA/16075/01/01

109




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

nofaHHA OHOBIEHOTO
cepTudikara BiANOBIAHOCTI
€sponeiicbkiii hapmakonei Ne
R1-CEP 2015-240 - Rev 00 ans
A®| po3yBacTUH KasbLijto Bif
BXE 3aTBEP)KEHOro BUPOOHMKa
Changzhou Pharmaceutical
Factory, Knutaii

91.

EBONA®

TabneTkn, BKPUTI
NNiBKOBOK 060/I0HKOIO,
no 10 wmr, no 10
Tabnetok y 6nictepi; no
3 abo 6 bricTepiB y
nauui

AT "dapmak”

Ykpaina

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHux matepianis:
3MiHU | TUNY - NoAaHHSA
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI EBpONeiChKil
thapmakonei Ne RO-CEP 2015-
240 - Rev 02 gnsa Adl
PO3yBaCTWH KaslbLijto Bif BXe
3aTBEPAKEHOTO BUPOOHMKA
Changzhou Pharmaceutical
Factory, Kutaii; 3miHu | Tuny -
nofaHHA OHOB/IEHOTO
cepTuchikata BiANOBIAHOCTI
€Bponeiicbkiit hapmakonei Ne
R1-CEP 2015-240 - Rev 00 ans
A®| po3yBacTVH KauibLiito Bif,
BXe 3aTBEepAXEeHOro BUpo6HMKa
Changzhou Pharmaceutical
Factory, Kutai

3a peyenmom

UA/16075/01/02

92,

EBONA®

TabneTku, BKpUTI
N/1iBKOBOK 060/IOHKOIO,
no 20 mr, no 10
Tabnetok y 6nictepi; no
3 abo 6 6nictepiB y
nauuj

AT "dapmak”

YkpaiHa,

AT "dapmak"

Ykpaina

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHM | TUMY - NOAAHHA
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI EBpONEiiChKilt
apmakonei Ne RO-CEP 2015-
240 - Rev 02 gna Aol
PO3yBaCTWH KasbLiilo Bif BXe
3aTBEPAKEHOr0 BUPOGHMKA
Changzhou Pharmaceutical
Factory, Kutaii; 3miHu | Tuny -
noAaHHA OHOB/IEHOTO
cepTudikara BiAnNoBiAHOCTI
€Bponeiicbkiit hapmakonei Ne
R1-CEP 2015-240 - Rev 00 ans
A®| po3yBaCTUH KasbLijto Bif
BXe 3aTBepA)XEeHOro BUpobHuKa
Changzhou Pharmaceutical

3a peyenmom

UA/16075/01/03
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no 20 wr, in bulk: no
16,0 kr TabneTok B
nonieTuIeHoBMxX

naketax, BKNaJeHnx y

peecTpavuiiHux maTepianis:
3MiHU | TUNY - NoAaHHSA
OHOBJIEHOTO cepTudikaTa
BiNOBIAHOCTI €Bponelicbkilt
tapmakonei Ne RO-CEP 2015-

Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Factory, Kntaii
93. EBONA® TabneTku, BKPUTI AT "dapmak” Ykpaina AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 3a peyenmom UA/16075/01/04
N1iBKOBOK 060/IOHKOIO, peecTpauiiHnx matepianis:
no 40 mr, no 10 3MiHM | TUMY - NoAaHHSA
Tabnetok y 6nictepi; no OHOBJIEHOTO cepTudikaTa
3 abo 6 bnicTepiB y BiANOBIAHOCTI EBPONEChKIN
nauuj hapmakonei Ne RO-CEP 2015-
240 - Rev 02 gna A®Il
PO3yBaCTWH KaulbLijto Bif BXe
3aTBEPAKEHOTO BUPOOHMKA
Changzhou Pharmaceutical
Factory, Kutait; 3minm | Tuny -
nofaHHA OHOBIEHOTO
cepTuduikara BiZNoBILHOCTI
€sponevicbkin hapmakonei Ne
R1-CEP 2015-240 - Rev 00 ans
A®I po3yBaCTWH KasbLijto Bif
BXE 3aTBEP)KEHOro BUPOOHMKa
Changzhou Pharmaceutical
Factory, Kutaii
94. EBOVNA® TabneTkun, BKpUTI AT "®apmak” YkpaiHa Biochapm 14 Monbwa BHECEHHS 3MiH 40 - UA/16074/01/02
N1iBKOBOK 060/I0HKOMD; peecTpauiiHux maTepianis:
no 10 wr, in bulk: no 3MiHK | TUNY - NOAaHHSA
15,5 kr TabneTok B OHOB/IEHOTO cepTudikaTa
nonieTnneHoBnx BiANOBIAHOCTI EBpONeiiChKil
nakeTax, BK1afeHnx y thapmakonei Ne RO-CEP 2015-
6apabaHu 240 - Rev 02 gnsa Aol
PO3yBaCTUH KasbLiito Bif BXe
3aTBEPAKEHOTO BUPOOHMKA
Changzhou Pharmaceutical
Factory, Kutaii; 3miHu | Tuny -
nofaHHa OHOB/IEHOTO
cepTuchikaTa BiANOBIAHOCTI
€Bponelicbkiii dhapmakonei Ne
R1-CEP 2015-240 - Rev 00 ans
A®| po3yBacTVH KauibLiito Bif,
BXe 3aTBepA)KeHOro BUpobHMKa
Changzhou Pharmaceutical
Factory, Kutai
95. EBONO® TabneTku, BKpUTI AT "dapmak” Ykpaina Biodpapm fTg, Monba BHECEHHS 3MiH 0 - UA/16074/01/03
M/1iBKOBOK 060/10HKOIO;
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Ha3sBsa nikapcbko20

n/n

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

96.

EBONA®

6apabaHu

240 - Rev 02 gna Aol
pPO3yBaCTUH KasbLiito Bif BXe
3aTBEPAKEHOr0 BUPOGHMKA
Changzhou Pharmaceutical
Factory, Kutaii; 3miHu | Tuny -
nofaHHs OHOB/IEHOTO
cepTucpikaTa BiANOBIQHOCTI
€Bponeiicbkilt hapmakonei Ne
R1-CEP 2015-240 - Rev 00 gna
A®| po3yBacTVH KauibLiito Bif
BXe 3aTBepA)KeHOro BUpobHuKa
Changzhou Pharmaceutical
Factory, Knutaii

97.

TabneTku, BKPUTI
NAiBKOBOK 060/IOHKOIO;
no 40 wr, in bulk: no
16,0 kr TabneTok B
noslieTUIEeHoBMX
naketax, BK1ageHuX y
6apabaHu

AT "®dapmak”

YKpaiHa

Biodpapm fTg,

MonbLa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHK | TUNY - NogaHHA
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI EBPONENChKIN
hapmakonei Ne RO-CEP 2015-
240 - Rev 02 gna A®I
PO3yBaCTWH KaulbLijto Bif BXe
3aTBEPAKEHOrO BUPOOHMKA
Changzhou Pharmaceutical
Factory, Kutait; 3minm | Tuny -
nofaHHA OHOBIEHOTO
cepTuduikara BiZNoBILHOCTI
€sponevicbkin hapmakonei Ne
R1-CEP 2015-240 - Rev 00 ans
A®I po3yBaCTWH KasbLijto Bif
BXE 3aTBEP)KEHOro BUPOOHMKa
Changzhou Pharmaceutical
Factory, Knutaii

UA/16074/01/04

EBONA®

TabneTkn, BKPUTI
NNiBKOBOK 060/IOHKOIO;
no 5 wr, in bulk: no 15,5
Kr TabneToK B
noslieTuIeHoBMX
naketax, BKIafeHux y
6apabaHu

AT "dapmak”

Ykpaina

Biochapm f1Tg,

Monbwa

BHECEHHS 3MiH 40
peecTpauiiHux maTepianis:
3MiHU | TUNY - NoAaHHSA
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI EBpONeliChKil
apmakonei Ne RO-CEP 2015-
240 - Rev 02 gnsa Aol
PO3yBaCTWH KasbLiito Bif BXe
3aTBEPAKEHOTO BUPOOHMKA
Changzhou Pharmaceutical
Factory, Kutaii; 3miHu | Tuny -
nofaHHA OHOB/IEHOTO
cepTuchikaTa BiANOBIAHOCTI
€Bponelicbkiii dhapmakonei Ne
R1-CEP 2015-240 - Rev 00 ans

UA/16074/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

A®| po3yBacTVH KauibLiilo Bif
BXEe 3aTBEpAXXEHOr0 BUPOGHHMKA
Changzhou Pharmaceutical
Factory, Kntaii

98.

EM3VNL®

NOPOLLOK A/15 PO3YNHY
A8 i ekuiin, no 500 wr;
no 1 dpnakoHy B
KapTOHHIiA ynakoBL,i

Abpun

dopmynenwHs MeT.

n1g,

IHais

Hekrap
NaiidpcaitHcis
NimiTen

IHAis

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHn | TURY - 3MiHK WoAao
6e3nekun/edekTUBHOCTI Ta

thapmakoHarnagy (iHwi 3MiHn) -
BHeceHHs 3MiH fo po3giny
“MapkyBaHHa” MKA N13:
3aresepaxeHo: MAPKYBAHHA
TekcT MapKyBaHHSA [0LAETHCS.
3anponoHoBaHo:
MAPKYBAHHSA 3rigHo
3aTBEPAKEHOrO TEKCTY
MapkyBaHHSA. OHOB/IEHHSA TEKCTY
MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby 3
BHECEeHHAM iHchopmMaLii Wwoao
3a3HaYEHHs1 O4UHULb
BMMIpIOBaHHSA y cuctemi Sl.
BBefeHHA 3MiH NPOTArom 6-1u
MicsILiB NicNs 3aTBEPAKEHHS.

3a peyenmom

UA/15613/01/02

99.

EM3NA®

MOPOLLOK A/151 PO3UNHY
Ans iH ekujin, no 1000
mr; no 1 conakoHy B
KapTOHHIA ynakoBL,i

Abpun

dopmyneiH3 MeT.

nrp,

IHAjA

Hekrap
NavichcaitHcis
Nimiteq

IHAjA

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHn | TURY - 3MiHK LWoAo
6e3nekn/edeKTBHOCTI Ta

hapmakoHarnagy (iHwi 3miHu) -
BHeceHHs 3MiH 40 po3ainy
“MapkyBaHHs" MKA N13:
3arsepaxeHo: MAPKYBAHHA
TekcT MapKyBaHHS fOAAETbCS.
3anponoHoBaHo:
MAPKYBAHHSA 3rigHo
3aTBEPIKEHOTr0 TEKCTY
MapkyBaHHSA. OHOB/IEHHSA TEKCTY
MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby 3
BHECEeHHAM iHhopMaLii LWwoao
3a3HaYEHHS OAUHULL
BMMIiptOBaHHA y cuctemi Sl.
BBefeHHA 3MiH NPOTArom 6-1u
MiCALB NiC/A 3aTBEPIAKEHHS.

3a peyernmom

UA/15613/01/01

100.

EHKAA-BIONIK

PO34MH N8 iH'ekuin 3,5
%, no 3 mn B amny/ii; no
10 amnyn y nauuj, abo
no 5 amnyn y 6nictepi;

AT "BIOJTIK"

YkpaiHa

AT "BIONTIK"

YKpaiHa

BHECEHHS 3MiH [0
peecTpauiiHux maTepianis:
3MiHK | TURNY - AgMIHICTPaTUBHI
3MiHW. 3MiHa Ha3BW N1iKApCbKOro

3a peyenmom

UA/5196/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

no 2 6nictepm y nauui

3acoby -
3MiHa Ha3BM NiKapcbKoro 3acoby
3aTtBepmxkeHo: EHKAL-BIONIK®
3anponoHoBaHo: EHKA-
BIONIK. BBeAeHHs 3MiH
npotArom 3-x MicauiB nicns
3aTBEPMKEHHA. 3MiHu | Tuny -
3MiHK 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. Cucrema
KOHTeliHep/3aKynopoBasibHWi
3aci6 (iHWi 3MiHW) BHECEHHS
3MiH go p. 3.2.P.7. Cuctema
KOHTeliHep/3aKynopoBasibHWi
3acib, a caMe BBeJEeHHs
[04aTKOBOT YNaKoBKu
npenapary B 6nictepu (no 3 mn
B amnyni, no 5 amnyn y 6nictepi,
no 2 6nictepu y nauuj) 3
BIAMNOBIAHUMMW 3MiHAMN Y p.
«YNaKkoBKa».
3MiHa BHeceHa y po3gin
"YnakoBka" y 3B’A3Ky 3
BBE/EHHAM [04aTKOBOro
nakyBaHHs, sIK HacnifokK -
3aTBEPMAKEHHS TEKCTY
MapKyBaHHS 40[ATKOBOro
nakyBaHHs.

101.

EHYPAH

rpaHynm no 10 ry
neHani noniMepHomy; no
1 neHany B navuj 3
KapTOHY

MpAT "HauioHanbHa
FomeonaTuyHa
Cninka"

YKpaiHa

MpAT "HauioHanbHa
[omeonaTtnyHa
Cninka"

YkpaiHna

BHECEHHS 3MiH [0
peecTpavuiiH1ux maTepianis:
3MiHW | TUNy: - NepeHeceHHs
BMPOGHMYOT AiNnbHULI ANTeka

"HaujioHanbHa FomeonaTnyHa
Cninka"Nel ana A®l Clematis
50CH;
3anpornoHoBaHo: Kuis, By/1.
TypreHescbka, 76-78, rpyna
npumM. Ne45 YkpaiHa; 3miHu |
TUNY - NepeHeceHHs BUPOOGHNYOI
AinbHuui Anteka "HauioHanbHa
FomeonatnyHa Cninka"Nel ans
A®| Selenium 50CH;
3anpornoHoBaHo: Kuis, By/I.
TypreHescbka, 76-78, rpyna
npum. Ned5 YkpaiHa; 3MiHu |
TUNY - NePeHeCceHHs1 BUPOGHNYOT
OinbHUUi AnTeka "HauioHanibHa
FomeonatnyHa Cninka"Nel ans
A®| Pareira brava 30CH;

3anponoHoBaHo: Kuis, By/l.

6e3 peyenma

UA/3820/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

TypreHescbka, 76-78, rpyna
npum. Ne45 YkpaiHa; 3MiHu |
TUNY - NepeHeceHHs1 BUPOGHNYOT
OinbHUUi AnTeka "HauioHasibHa
FomeonatnyHa Cninka"Nel ans
A®I| Thuja 30CH;
3anpornoHoBaHo: Kuis, By/1.
TypreHescbKa, 76-78, rpyna
npumM. Ned5 Ykpaina; 3minu |
TUMY - NepeHeceHHs1 BUPOGHMYOT
OinbHuUi AnTeka "HauioHanibHa
FomeonatnyHa Cninka"Nel gns
A®| Argentum nitricum 30CH,;
3anpornoHoBaHo: Kuis, By/1.
TypreHescbka, 76-78, rpyna
npum. Ne45 YkpaiHa

102.

EPMYUNH®

TBepAi kancynm no 300
mr no 10 kancyn y
6nicTepi; no 2 abo no 6
6nictepis y Kopobui 3
KapToHy

YAB "MPA"

JInToBCbKa
Pecny6nika

EAMOHJ ®APMA
C.P.N., Itanis
(BMpPOGHMLTBO

Hepo3dhacoBaHOl
NpoAyKLii, KOHTPO/Tb
Ta BUNycCK cepiit);
NAMIN CAH
MPOCMNEPO CIA,
ITania (nepBuHHE Ta
BTOPWHHE
nakyBaHHs)

ITanis

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHM | TUny - 3MiHK Woao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
ab0 3MiHU [0 y3araslbHEHNX
[AaHuX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy hapmakoHarnagy,
3MiHa yNOBHOBaXEHOI 0cobw,
BignoBifa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3asBHMKa 419 34iICHEeHHS
hapMakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOBaXeHOT 0cobwu,
BiANOBIAaA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MiLLLeHHI MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOBaXEHOi 0co6u
3asBHVKa, BiANOBIAA/ILHOT 38
hapmakoHarnsg.
MponoHoBaHa pepakuis: Lukas
Hason. 3miHa KOHTaKTHUX JaHuX
YNOBHOBaXEHOI 0co6u
3asBHMKa, BiANOBiAA/IbHOT 32
hapmakoHarnsg.
3MiHa Micus 3MiiCHEHHS

OCHOBHOI AisiNIbHOCTI 3

3a peyenmom

UA/14088/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

thapmakoHarnagy. 3miHa
MicLLe3HaXOMKEHHS MacTep-
thaiina cuctemu
thapmakoHarnagy

103.

EPMYUMH®

NOPOLUOK A1 OpasIbHOT

cycneHsii, 175 mr/5 mn,

1 dpnakoH 3 NOPOLLKOM 3
MiPH/AM KOHTEliHEepoM y

KOpo6L,i 3 KapTOHY

YAB "MPA"

JInToBCbka
Pecny6nika

3ETA
®APMALIEYTILY|
C.NA.

ITanis

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHM | TUny - 3MiHK Woao
6e3nekun/edekTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
ab0 3MiHU [0 y3araslbHEHNX
[aHuX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy hapmakoHarnagy,
3MiHa yNOBHOBaXEHOI 0cobw,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3as1BHMKa 415 34iICHEeHHS
hapmakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOBaXeHOT 0cobwy,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MiLLLeHHi MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOBaXEHOi 0co6U
3asBHVKa, BiANOBIAA/ILHOT 38
hapmakoHarnag,.
MponoHoBaHa pepakuis: Lukas
Hason. 3miHa KOHTaKTHUX JaHuX
YNOBHOBaXEHOI 0co6u
3asBHMKa, BiANOBiAA/IbHOT 32
hapmakoHarnsg.
3MiHa Micus 3AiCHEHHS
OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsgy. 3miHa
MiCLiE3HaxXOMKEHHSA MacTep-
thaiina cuctemu
hapmakoHarnsgy

3a peyenmom

UA/14153/01/01

104.

ECNYMIBAH®

Kancynm m'siki no 40 wr;
no 25 kancyn y 6nictepi;
no 1, a6o no 2, a6o no 4
6nicTepy B KAPTOHHIi
Kopoobui

BEPNIH-XEMI Al

HimeyunHa

BEP/IH-XEMI AT,
HimeuuunHa (Bunyck
cepii); BEP/IH-
XEMI AT,
HimeuyunHa
(KOHTpOSb cepii);
BEP/IIH-XEMI AT,

Himeuuunna/
PymyHis

BHECEHHS 3MiH 40
peecTpauiiHux maTepianis:
3MiHK | TUNy - 3MiHW WoA0
6e3nekn/epeKTNBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHUX
[OaHvX Npo cuctemy

6e3 peyenma

UA/0152/02/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
HimeuyunHa thapmakoHarnsgy (BBefeHHs
(nakyBaHHs); y3arasibHeHUX JaHuX npo
[NpareHocapm cuctemy chapmakoHarnsgy,
Anotekep lMowib 3MiHa yNMOBHOBaXeEHOI 0cobw,
v6X, HimeuunHa BiANOBIAa/IbHOI 3a 34iiCHEHHS
(koHTpOsb cepil); hapmakoHarnsgy; KOHTakTHol
KaraneHt 0ocobu 3 hapmakoHarnsgy
HimeuunHa E6epbax 3asBHMKa ANs 34iAICHEHHS
vm6X, HimeuunHa thapmakoHarnagy B Ykpaii,
(BMPOGHMLTBO SIKLWO BOHA BiAMIHHA Bif
M’'SIKMX Kancyn "in YMOBHOBaXEHOT 0co6Y,
bulk"); KataneHt BiNOBIAaAbHOT 3a 34iICHEHHS
HimeuunHa E6epbax thapmakoHarnsgy (Bkao4yarum
v6X, HimeuunHa KOHTaKTHi faHi) Ta/abo 3MiHN y
(KOHTpO/b cepii); pO3MiLLeHHI MacTep-thaiina
MeHapiHi-®oH cuctemn chapmakoHarnsgy) -
XeligeH Mv6X, 3MiHa KOHTaKTHOI 0co6u
HimeyunHa 3asBHMKa, BiANOBIAA/IbHOT 32
(nakyBaHHs); C.LL. thapmakoHarnsg B Ykpaii.
CBICKATIC MponoHoBaHa pepakuis: Kyuep
POMAHIA C.P.J1., MapuHa BacunisHa. 3miHa
PymyHis KOHTaKTHUX AaHUX KOHTaKTHOI
(BUPOBHMLTBO 0co6u 3asBHKKa, BigNoBigasIbHOT
M'SIKUX Kancyn "in 3a 3fjiiicHeHHs hapmakoHarnsay
bulk"); Csicc Kenc B YKpaiHi
'mM6X, HimeuunHa
(nakyBaHHs)
105. | E®PIHA Tabnetkn Ned: no 4 CKAH BIOTEK 1TA, IHais BadHa IHais BHECEHHS 3MiH g0 3a peyenmom UA/11380/01/01
Tabnetkn y 6nictepi, no dapmacbloTikanc peecTpavuiiH1ux maTepianis:
1 6nicTepy B KApTOHHIl nrp. 3MiHn | TURY - AgMIHICTPaTUBHI

ynakosui; Ne 20 (10x2):
no 10 TabneTtok y
6nictepi, no 2 6rictepu
Y KapTOHHIll ynakoBui; Ne
100 (10x10): no 10
Tabnetok y 6nictepi, no
10 6nicTepiB y
KapTOHHIA ynakoBL,i

3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micusa
NPOBaKEHHS AiANbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
niKapcbKoro 3acoby, BKIYaum
AiNbHULI BUNYyCKy cepii abo
MicLie NpoBeAeHHsI KOHTPO/0
AKOCTI. (AiSNIbHICTb, 3a Ky
BiANoBigae BMPOGHMK/iMNopTep,
BK/IO4A0UM BUMYCK Cepiid) 3MiHa
aapecu BupobHuka MNN3 badHa
dapmacsbtoTikanc N14., IHajs,
6e3 3MiHN MicLA BUPOGHMLTBA:
3MiHM BHECEHI B iHCTPYKLUitO Ans
MeJNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ain
"Micue3HaxomKeHHs BUPOGHMKa
Ta ioro agpeca micus
NpPoBaKEHHS AiS/IbHOCTI" 3
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BiANOBIAHMMMN 3MiHAMW B TEKCTI
MapKyBaHHS1 YNakoBKOK. 3MiHN |
TMny - 3MiHKU Woao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn)
OHOBJIEHHS TEKCTY MapKyBaHHs
yMakoBKM NiKapCbKoro 3acoby 3
BHECEeHHAM iHthopmMalii Wwoao
3a3HaYEHHSI OAUHULL
BMMIipIOBaHHs y cuctemi Sl.
106. | SBEPDIKC™ TabneTtku, BKPUTI nakcoCmiTKnsiAH Benvka nakco OnepeiiLHe Benvka BHECEHHS 3MiH 0 3a peyenmom UA/10590/02/01
N1iBKOBOK 060/IOHKOIO, EkcnopT flimiteq BpuTanis tOK Nimitea, Benuka BpuTaHis/ peecTpauiiHnx matepianis:
no 100 mr; no 14 Bputatis; Monbwa 3MiHW | TUNY - aAMiHICTPaTWBHI
TabneTtok y 6nictepi; no nakcoCmiTKnsiiH 3MiHW. 3MiHa HaliMeHyBaHHs
2 6nicTepun y KapTOHHIl dapmacboTukans Ta/abo agpecu micus
ynakoBLi C.A,, Monblia NPOBaKEHHS AiNbHOCTI

BMpO6HUKa (BK/IOYaKUK, 3a
HeobXxigHOCTI, Micue
NpoBefeHHS KOHTPOJIH0 SIKOCTI),
abo BracHuka mMactep-caiina
Ha A®l, abo nocTavasibHuKa
Adl/BMXigHOrO
MaTepiany/peareHTy/npoMibKHOro
NPOAYKTY, L0 3aCTOCOBYOTLCA Y
BMPO6HULTBI ADI (AKLLO
3a3HayeHo y OCbEe Ha
nikapcbkuii 3acib) 3a BiACYTHOCTI
cepTucpikaTa BiANOBIQHOCTI
€Bponeiicbkili hapmakonei y
3aTBEpAKEHOMY AOCbE, 260
BMPOGHMKA HOBOI JOMOMIKHOI
PEYOBMHM (SIKLLLO 3a3HAYEHO Y
[OCbE) - BHECEHHS 3MiHW 40
nigpo3giny 3.2.S.2.1
Bupo6Huk(n), a came: 3miHa
agpecu BnpobHuka Adl
GR182929X Ta GR146496X -
Divi's Laboratories Limited,
India, 6e3 3MiHM MicuA
BVMPOGHMLTBA; 3MiHU | TMny -
aaMiHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu
MiCLi MPOBaKEHHS AiSNIbHOCTI
BMpO6HUKa (BK/IOYaKOUK, 3a
HeobxigHOCTI, Micue
NpoBefeHHS KOHTPOJIH0 SKOCTI),
abo BracHuka Mactep-caiina
Ha A®l, abo nocTavasibHuKa
Adl|/BMxigHOro
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

mMarepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 3aCTOCOBYOTLCA Y
BMPOOHULTBI ADI (AKLLO
3a3HayeHo y OCbE Ha
nikapcbkuii 3aci6) 3a BiACYTHOCTI
cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkili hapmakonei y
3aTBEPAKEHOMY AOCbE, 860
BMPOGHMKA HOBOI JOMOMIKHOI
PEYOBMHM (SIKLLLO 3a3HAYEHO Y
[0CbE) - 3MiHa Ha3BuW Ta agpecu
BMpo6HMKa GR109714L Tta AdI
(NamiByguHa), 6€3 3miHu micus
BMPOOHMLTBA. BHECEHHS
pefakuiiiHoi npaBkn o
nigposginy 3.2.S.2.1
Bupo6Huk(u), a came - B agpecy
BMpo6HMKa GR109714L
Shanghai Desano Chemical
Pharmaceutical Co., Ltd., China,
6e3 3MiHn Micua BUpoOHMLTBA

107.

3IKALIA®

kancynv TBepgi, no 150
Mr no 50 kancyn y
6nictepi, no 3 6rictepn
B KapTOHHIi kopo6ui

HoBapTic ®apma Al

LLiBefiuapis

HoapTic ®apma
LTeiH AT,
Llseiiuapis

(BMpPOGHMLTBO 3a

NOBHUM LMK/IOM);

dapmaHanituka CA ,

LBeiiuapis

(kOHTpO/Ib AKOCTI (32

BUHSATKOM TecTy
"Mikpob6ionoriyHa
yuctota'))

LBeiiuapis

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHW Il TUNY - 3a9BHUKOM
HaflaHo OHOBJIEHWIA MnaH
ynpaBniHHA pu3ukamun Bepcist
16.0. 3MiHM BHECEHO [0 YaCTUH:
| «3aranbHa iHdopmadis», Il
«Cneuudikauis 3 6esneku» (Clll
«Ekcnosuuisa naujienTis,
3a/TyYeHnX A0 KAIHIYHUX
BMNPO6YBaHb», CV
«MNicnApeecTpauitHnii foCBIA»,
CVIl «lgeHTudpikoBaHi Ta
noTeHLUiliHi pu3nkm», CVIII
«Pe3tome npobiem 6e3nekns»),
IV»lnanu wopao
nicnspeecTpauiiHnx
nocnigpkeHb edpekTMBHOCTI», V
«3axoau 3 MiHiMi3auii pu3ukiB»,
VI «Pe3tome nnaHy ynpasniHHA
pusnkammn», VII «[ogatkn» y
3B’A3KY 3 BUJA/IEHHAM
BaX/IMBUX ieHTUIKOBAHNX
pY3KiB 3 Nepeniky nuTaHb 3
6e3nekun Ha nigcra.i
pekomeHgauii PRAC

3a peyernmom

UA/16003/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
108. | 3o014MM MOPOLLIOK A1 PO3UMHY AAP ®APMA $3- O6'egHaHi CeHc labopatopic IHgis BHECEHHS 3MiH 0 3a peyenmom UA/17851/01/01
[Ans iH ekuin no 1000 wmr; nnc Apabcbki MeT. N14. peecTpauiiHux maTepianis:
1 p1akoH 3 NOPOLLKOM Y Emipatu 3MiHn | TURNY - AgMIHICTPaTUBHI
KapTOHHI/ ynakoBLj; in 3MiHW. 3MiHa Ha3BW /iKapCbKOro
bulk: 50 dpnakoHiB y 3acoby -
KapTOHHilA KOpO6L 3areBepmxeHo: LE®TA3NANM
CEFTAZIDIME 3anponoHoBaHo:
30141M ZOIDIME BBefieHHA
3MiH NPOTArom 6-Tn Micsuis
nicns 3aTBepAKEHHS.
109. | 3o0141MM NOPOLLOK A/191 PO3UNHY AAP ®APMA ©3- O6'eHaHI CeHc JlabopaTtopic IHais BHECEHHS 3MiH 0 - UA/17850/01/01
ANs iH ekuin no 1000 wmr; nnc ApabCbki MeT. N14. peecTpauiiHnx matepianis:
in bulk: 50 donakoHiB y Ewmipatu 3MmiHu | TNy - AgMiHICTpaTUBHI
KapTOHHIlA KOpooLi 3MiHW. 3MiHa Ha3BW NikapCbKoro
3acoby -
3areeppxeHo: LE®GTA3IVANM
CEFTAZIDIME 3anponoHoBaHo:
30101M ZOIDIME BBeggeHHS
3MiH NpOTArom 6-Tu MicsuiB
nicns 3aTBepAKeHHs.
110. | 30/ITOHAP PO34uH A8 iHdysil, 5 TOB "YOPN[, YkpaiHa Medhap lnau CaH. TypeuunHa BHECEHHS 3MiH g0 3a peyenmom UA/14630/01/01
Mr/100 mn; no 100 mny MEANLUNH" A.LL. peecTpauiiHux maTepianis:

donakoHi; no 1 dpnakoHy
B KapTOHHIi kopo6Lyi

3MiHa 3asBH1Ka (B/1acHUKa
peecTpavuinHOro Noceig4YeHHs)
(3rigHo Haka3y MO3 Big,
23.07.2015 Ne 460) TepmiH
BBE/€HHS 3MiH NpoTArom 6
MiCALB NiC/1A 3aTBEPOXKEHHS;
3MiHM | TUNY - 3MiHK Woa0
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs
a60 3MiHM [0 y3arasibHeHUX
[AaHvX Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHnX fiaHnx npo
cuctemy thapmakoHarnsgy,
3MiHa yNoBHOBaXeHOT 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
0cobu 3 hapmakoHarnagy
3asBHUKA A9 34iACHEHHS
thapmakoHarnagy B YkpaiHi,
SKLLO BOHA BiMiHHa Big
YNOBHOBAaXEHOT 0CcobM,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
hapmakoHarnagy (Bkirovaroum
KOHTaKTHi faHi) Ta/abo 3MiHN y
po3MiLLeHHI MacTep-tharina
cuctemu chapmakoHarnsgy) -
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MiHa yNnoBHOBaXKeHOT 0cobm
3asBHVKa, BiANOBIAA/IbHOT 38
hapmakoHarnag. fdivoua
pepakuisi: MeBciM Inbk6axap
[LiHuenb / Mrs. Mevsim llkbahar
Dincel. MNponoHoBaHa pefakuis:
Mypno MNaHHa CtaHicnasiBHa.
3MiHa KOHTaKTHUX AaHuX
YNOBHOB&XXEHOT 0CobM
3as1BHVKa, BiANOBiAa/IbHOT 32
thapmakoHarnsag. 3miHa micus
3[jl/ACHEHHSI OCHOBHOI AifANIbHOCTI
3 chapmakoHarnsgy. 3miHa
MiCLle3HaxoKeHHs macTep-
thaiina cuctemu
dhapmakoHarnsgy

111.

IMET®

TabneTku, BKPUTI
NiBKOBOK 060/10HKOIO,
no 400 mr no 10
Tabnetok y 6nictepi; no
1 a6ono 2, abono 3
6nicTepy y KapTOHHIl
Kopobui

BEP/NIH-XEMI Al

HimeyunHa

ApnsaHc dPapma
'm6X , HimeuunHa
(BMPOGHUIK, L0
BUKOHY€E
BMPOGHMLTBO
npenaparty "in bulk",
nakyBaHHA Ta
KOHTPO/b cepii);
BEPIH-XEMI AT,
HimeyunHa
(BMPOGHUIK, LLIO
BUKOHY€E
BUPOGHMLTBO
npenapary "in bulk"
Ta KOHTPO/b cepii);
BEP/IH-XEMI AT,
HimeuunHa
(BMPOGHWYIK, L0
BUKOHYE NaKyBaHHS,
KOHTPO/b Ta BUMYCK
cepii); MeHapiHi-PoH
XeligeH Mv6X,
HimeuunHa
(Bupo6HWK, Lo
BUKOHY€E
BMPOGHMLTBO
npenaparty "in bulk",
nakyBaHHA Ta
KOHTPO/b cepii)

HimeuunHa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHM | TUny - 3MiHK Woao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
ab0 3MiHU [0 y3araslbHEHNX
[AaHuX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy hapmakoHarnagy,
3MiHa yNOBHOBaXEHOI 0cobw,
BignoBifa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3asBHMKa 419 34iICHEeHHS
hapMakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOBaXeHOT 0cobwu,
BiANOBIAaA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MiLLLeHHI MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3MiHa KOHTaKTHOT 0co6bm
3asBHVKa, BiANOBIAA/ILHOT 38
thapmakoHarnsg B Ykpaii.
MponoHoBaHa pepakuisi: Kyuep
MapuHa BacuniBHa. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI
0Cco6M 3as1BHMKA, BignoBigasbHOT
3a 3[jlicHeHHs chapMakoHarnsgy
B YKpaiHi

6e3 peyenma

UA/4029/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

112.

IMET® AN9 AITEN
4%

cycneHsis opasibHa, 200
mr/5 mn, no 100 mn a6o
200 mny donakoHi; no 1
dhnakoHy 3 fo3younmM
NPUCTPOEM ANs
nepopasibHOro
BBE/EHHS B KAPTOHHIlA
KopooLi

BEP/NIH-XEMI Al

HimeuunHa

BEPNIH-XEMI AT,
HimeuuunHa (Bunyck
cepii);
Na6opaTopioc
Ankana ®apma,
C.N., IcnaHis
(BMpPOGHMLTBO "in
bulk", nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepii)

HimeuunHa/
IcnaHis

BHECEHHS 3MiH [0
peecTpauiiHux maTepianis:
3MiHKM | TRy - 3MiHK WOA0
6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
ab60 3MiHU [0 y3arasibHeHNX
[aHuX Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHUX faHux npo
cuctemy dhapmakoHariagy,
3MiHa YNOBHOBaXeHOI ocobu,
BiNOBIAaAbHOT 3a 34iICHEHHS
thapmakoHarnagy; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3asBHUKA A9 34iACHEHHS
thapmakoHarnagy B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif
YNOBHOBAXEHOI 0CO6M,
BigNoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy (Bkirovaroum
KOHTaKTHI fiaHi) Ta/abo 3MiHn y
po3MmilLieHHi macTep-chaiina
cuctemu chapmakoHarnagy) -
3MiHa KOHTaKTHOI 0co6m
3as1BHVIKa, BiANOBiAa/IbHOT 32
hapmMakoHarnag B YkpaiHi.
MponoHoBaHa pepakuis: Kyuep
MapuHa BacuniBHa. 3miHa
KOHTaKTHUX faHWUX KOHTaKTHOT
ocobu 3asBHUKA, BiANOBIAAUIbHOI
3a 3gjlicHeHHs chapmakoHarnsgy
B YKpaiHi

6e3 peyenma

UA/16881/01/01

113.

INPAOYAN

aepo30/1b 4030BaHWi No
20 mKr/50 mkr/gosa no
200 f03 B as1tlOMiHiEBUX
6anoHax, repMeTuyHO
3aKpUTUX JO3YHUUM
KnanaHom Ta
3abe3neyeHnx
HacafKoK-iHrasIAToOpoMm
i3 3aXMCHUM KOBMA4YKOM

TOB "MynbTicnpeii

Ykpaina

TOB "MynbTicnpeii

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHK | TNy - 3MiHW WoA0
6e3nekn/edpeKTNBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHUX
[aHuX nNpo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXeEHOT 0cobw,
BiANOBIAaA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 34iACHEHHS
thapmakoHarnagy B YkpaiHi,

3a peyenmom

UA/16432/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

SIKLWO BOHA BiAMIHHA Bif
YMOBHOBaXEHOT 0co6Y,
BiiNOBIAaAbHOT 3a 34iICHEHHS
thapmakoHarnsgy (Bkio4yarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
pO3MiLLeHHI MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOB&XXEHOT 0CO6U
3a8BHVKa, BigNoBigabHOT 3a
hapmakoHarnsg,.
MponoHoBaHa pegakuis:
3iHuyeHkKo Mapis
BonogumupisHa. 3miHa
KOHTaKTHUX AaHnX
YNOBHOB&XXEHOT 0CobM
3as1BHVKa, BiANOBIAA/IbHOT 32
hapmakoHarnsag

114.

ITIPEC 3A/1 CNAT.
NEKA

Ma3b Mo 351y Ty6i; no 1
Ty6i B KQPTOHHIA
ynakoBLiji

MEKAHA
HATYPXAUIBMITT
ENb rm6X

HimeyunHa

MEKAHA
HATYPXAUIBMITT
ENb Mm6X

HimeuunHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHK | TNy - 3MiHK WoA0
6e3nekn/edpeKTNBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHuX
AaHvX Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX nNpo
cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXeHOI 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 3AiAICHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YNOBHOBAaXEHOT 0Cco6M,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy (Bkiovarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
po3MileHHI MacTep-tharina
cuctemn chapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0co6u
3asBHVKa, BigNOBigaIbHOT 3a
chapmakoHarnsg, B Ykpaii.
MponoHoBaHa pepfakuis: Cyxix
IpuHa MuxaiinisHa. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT

0co6u 3asBHKKa, BigNOBiAa/IbHOT

3a hapmakoHarnag B YkpaiHi

6e3 peyenma

UA/16275/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

115.

NOAOMAPUH®
200

Tabnetku no 200 MKr, No
10 TabneTok y 6nicTepi 3
namiHoBaHoi
NIOMIHIEBOT hO/bIv Ta
XXOPCTKOT antoMiHIiEBOI
chonbru; no 5 6nictepis
Y KapTOHHIli kopobL; No
25 TabneTtok y 6nictepi 3
YXOPCTKOT
NONIBIHINXI0PUAHOT
NiBKN Ta XOPCTKOI
anoMiHieBOT oo/, NO
2 6nicTepu B KAPTOHHiIl
Kopobui

BEP/NIIH-XEMI Al

HimeyunHa

BEP/IH-XEMI AT,
HimeuunHa
(BpOGHMLTBO "in
bulk", KOHTpoNb
cepiii); BEP/IH-
XEMI AT,
HimeyunHa
(nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepiid); MeHapiHi-
DoH XengeH MvbX,
Himeyunna
(BMPOGHMLTBO "in
bulk", nakyBaHHsa Ta
KOHTPO/Ib Cepiid)

HimeuunHa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHM | TUny - 3MiHK Woao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
ab0 3MiHU [0 y3araslbHEHNX
[aHuX nNpo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy hapmakoHarnsagy,
3MiHa yNOBHOBaXEHOI 0cobw,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3as1BHMKa 419 34iICHEeHHS
hapmakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOBaXeHOT 0cobwy,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MiLLLeHHI MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3MiHa KOHTaKTHOT 0co6m
3asBHVKa, BiANOBIAA/ILHOT 38
thapmakoHarnsg B Ykpaii.
MponoHoBaHa pepakuisi: Kyuep
MapuHa BacuniBHa. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI
0Cco6M 3as1BHMKA, BignoBigabHOT
3a 3[jlicHeHHs chapMakoHarnsgy
B YKpaiHi

be3 peyenma

UA/0156/01/02

116.

KAPJIOJAPOH-
300POB'S

Tabnetku no 200 mr, no
10 TabneTok y 6nicTepi;
no 3 6nictepu y
KapTOHHIlA KopooLi

ToBapucTso 3
06MEXEHOI0
BiANOBIAANLHICTIO
"GapmaueBTuyHa
KomnaHis "3gopos'a"

YKpaiHa

ToBapucTso 3
06MeXeHoto
Bi4NoBiAaNbHICTIO
"®apmaueBTnyHa
KOMMaHis
"3p0poB'a”, YkpaiHa
(Bci cTagji
BMPOGHMLTBA,
KOHTPO/b AKOCTI,
BMNyCK cepil);
ToBapucTso 3
06MeXeHoto
BiANOBIAA/ILHICTIO

YkpaiHa

BHECEHHS 3MiH 0
peecTpavuiinHMX MaTepianis:
3MiHU | TUNY - 3MiHW 3 AKOCTI.
[oTOBMIA NikapcbKuii 3acio.
3MiHM Yy BUPOGHULTBI. 3MiHa
po3Mipy cepil (BKHoYaoUn
fianasoH po3mipy cepir)
roTOBOrO liKapCbKOro 3acoby
(36inblueHHs go 10 pasis
NOPIBHSAHO i3 3aTBEPAKEHUM
PO3MipOM) - BBEAEHHS
[ofaTkoBoro po3mipy cepii '3
Ansi BUpo6HUKa ToBap1CTBO 3

3a peyenmom

UA/1713/02/01

124




Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
"®APMEKC IrPyn-, 06MEXEHOI0 BifnoBigasbHICTIO
YkpaiHa (Bci cTagil "®APMEKC I'PYM", YkpaiHa.
BMPOGHULITBA, 3anponoHoBaHo:
KOHTPO/Ib SIKOCTI) 69,000 Tuc. Tabnetok (24,84 kr)
a60 2,300 TrC. ynakoBok Ne
30(10x3) 138,000 Tuc. TabneTok
(49,68 «r) abo 4,600 Tuc.
ynakoBok Ne 30(10x3) 250,000
Tnc. Tabn. (90,000 kr) abo 8,333
Tuc. ynakoBok Ne 30 (10x3)
117. | KAPAIOOAPOH- Tabnetku no 200 wmr, in ToBapucTBo 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 - UA/14829/01/01
30POB'A bulk: no 1000 a6o no obmexeHor 06MexeHo peecTpauiiHnx matepianis:
10000 Tabnetok y BigNOBiAa/IbHICTIO BiANOBiAA/IbHICTIO 3MiHU | TUMY - 3MiHX 3 SKOCTI.
nakeTi nofieTuNeHOBOMY "PapmaLeBThYHA "PapMaueBTNYHA [oTOBMIA NikapcbKuii 3acio.
Y KOHTeHepi KoMnaHis "3gopos'a” KOMnaHis 3MiHM Y BUPOOHULTBI. 3MiHa
naactmacoBomy "3p0poB'a”, YkpaiHa po3mipy cepii (BktoYaKun
(Bci cTagji ianasoH po3mipy cepir)
BMPOGHMLTBA, rOTOBOrO J1iKapCbKOro 3acoby
KOHTPO/b AKOCTI, (36inbleHHs go 10 pasis
BUNyCK cepil); NOPIBHAHO i3 3aTBEPAKEHUM
ToBapucTso 3 pPO3MipoM) - BBEAEHHSA
0bMexeHot [04aTKoBOro posmipy cepii '3
BiANOBIAANILHICTIO 4ns BUpobHuka ToBapucTBO 3
"®APMEKC Irpyn-, 06MeXeHOoH0 BifnoBiganbHICTIO
YkpaiHa (Bci cTagii "®APMEKC I'PYT", YkpaiHa.
BMPOGHMLITBA, 3anponoHoBaHo:
KOHTPO/b SKOCTI) 69,000 Tuc. Tabnetok (24,84 kr)
ab6o 2,300 Tuc. ynakoBok Ne
30(10x3) 138,000 TuC. TabneTok
(49,68 «r) a6o 4,600 TunC.
ynakoBok Ne 30(10x3) 250,000
TnC. Tabn. (90,000 kr) abo 8,333
TnC. ynakoBok Ne 30 (10x3)
118. | KAPAIOMATIHIN TabneTku, BKpUTI AciHo ®apma Al LLiBefiuapis BMPOGHULITBO 3a HimeyunHa BHECEHHS 3MiH [0 Ne 30 - 6e3 UA/10141/01/01
NAiBKOBOK 0O0/IOHKOHO, NMOBHWUM LMK/IOM: peecTpavuiiHux maTepianis: peuenma; Ne
no 75 wr; no 30 a6o no Takega 'm6X, Micue 3MiHK | TUNy - AAMiHICTpaTKBHI 100 — 3a
100 TabneTok y BMPOGHMLTBA 3MiHW. BunyyeHHs BUpO6HUYOT peyenmom
donakoHi; no 1 dpnakoHy OpaHieHbypr OinbHULI (BKNOYAKOUN AiNbHUL

Y KapTOHHIl kopoobLi

ana A®l, NpoMiXXHOro NpoAyKTy
ab0 roToBOro NikapcbKoro
3acoby, AinbHuLi Ans
NpOBefEHHS NaKyBaHHS,
BMPOGHWKA, BiAMoBifabHOMO 3a
BUMNYCK Cepiid, MicLe
NpoBefEHHS KOHTPOSIO cepii)
abo nocrtavanbHUKa BUXIiAHOTO
MaTepiany, peareHty abo
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

[L,0MOMIXHOT peYyoBUHU (SIKLLO
3a3HayeHo y JOCLE) -
BWUNYYEHHS BUPOOHUYOI
OinbHUL, BigNOBigaNbHOI 3a
BMPOGHULITBO Hepo3dacoBaHoi
npoaykuii, BupobHuka Takega
dapma A/C, faHia

119.

KEVBEP®

TabneTtku, BKPUTI
MNiBKOBOK 060/10HKOI0,
no 25 wr; no 10
TabneTtok y 6nictepi; no
1, 3 abo 5 6nicTtepiB y
nauuj 3 KapToHy

AT "®dapmak”

YKpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHu | TNy - nogaHo
oHoB/ieHnii DMF Ha gitouy
peyoBUHY fekckeTonpodieHy
TpomeTamony Bif
3aTBEPKEHOr0 BUPOOHUKA
Saurav Chemicals Limited, IHgjs
(3anponoHoBaHo: DXT/AP DMF-
EU/MAY/2020 (REV 03)-UA);
3MiHW | TUny - y cneumdikawii
BXiHOro KoHTposno A®| 3a
rokasHukamu «TemnepaTypa
nnaeneHHs», «CynbgarHa
30Ma», «Baxki meTanu» Ta
«3asINLLKOBI KifIbKOCTI
OpraHiYHNX PO3YNHHUKIB»
BEeAEHO NPUMITKY i3 BU3HAYEHOID
nepiogunyHicTio (KoHTpob
NPOBOAUTY A/1A NEPLLOT Ta
KOXHOT N'ATOI HACTYMHOT cepii B
piK); 3MiHW | TUNY - 3MiHK Y
cneumdikauii Ta meTogax
KOHTpONt0 A®I| 38 NOKa3HNKOM
«3asINLLKOBI KiSIbKOCTI
OpraHiYHMX PO3YMHHUKIBY», a
came MoKasHWK [OMOBHEHO
BM3HAYeHHsA 6eH30/1y 3
O0MYyCTUMOIO MEXelo He Ginblue
0,002% (2 ppm) Ta MeTOANKY
Bif, BUPO6HMKa AP| 3MIHEHO Ha
yHichikoBaHy meToamky AT
"®apmak”, YkpaiHa, 3
ypaxyBaHHAM BU3HAYEHHA Ta
HOpMyBaHHs 6eH3ony. MeTop,
BU3HAYEHHS He 3MiHMBCSA
(napodpasHa MX); 3miHun | Tuny -
3MiHM aHaNITUYHOT METOAMKM 3a
nokasHukamu «CynpoBigHi
[OMiLkn» (AogaHo
3acTepexeHHs Wwoao
NpUroTyBaHHs BMNpobyBaHOro

3a peyenmom

UA/13977/02/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

PO3UMHY Ta PO3UnNHY
NOPIBHSAHHS; AOAAHO
KOHTPO/IbHWIA PO34MH; AOAAHO
a/lbTEPHATUBHY KOJTOHKY;
3a3HayeHo BiHOCHWI Yac
YTPUMaHHSA 4719 KOXHOT KOMTOHKW;
YTOYHEHO HaMMCaHHA PyXOMUX
has; BUTyHYEHO MasTIOHKN
TUMOBUX XpoMartorpam,
chopmMynin po3paxyHky) Ta
«KinbKicHe BU3HaUYeHHs»
(sBegeHo USP RS
fAekckeTonpodeHy
TpomeTamony; 3MiHu | Tuny -
MeTOoAMKY BUNpobyBaHHA 3a
nokasHukom «MikpobionoriyHa
4yncToTa» B METOAAX KOHTPO/IO
N3 npuBefeHo y BiANOBIAHICTb
[0 BUMOT 3arasibHuX ctartei 3
Mikpo6ionorii Ta gofaHo
nocunaHHa Ha 4®Y no
3aTBEPAXXEHOI0 NOCUNAHHS Ha
EP; 3miHn | TNy - BBEAEHO
4yacToTy BUNpobyBaHHSA 3a
nokasHukom «MikpobionoriyHa
yucToTar» B cneumdikayii M3 3
nepioguyHicTioO — NepLly Ta
KOXHY TPUAUATY HaCTYMHy cepii,
ane He meHLe 1 cepii Ha pik;
3MiHW | TUMY - CKOPOYEHHS
PYTVHHOTO KOHTPOJIO 3a
NnokKasHNKOM «KinbkicHe
BM3HAYEHHA» cneuudikavii Ha
MPOMiXHWI MPOAYKT
«TabneTMaca» Ta BHECEHHS
NPUMITKV «BUNPOGYBaHHS
nNpoBOAMTLCA ANS BanigalinHux
cepili»; 3MiHM | TUny - 3MiHK f0
METOAMKM 3a NOKa3HNKOM
«CynpoBigHi AOMILLKMN»
(npo6onigroToBka, yMoBM Ta
nopsgoK xpomaTorpagysaHHs,
3MiHEHO yMOBY NpuaaTHOCTI
XpomarorpadivyHoi cuctemu Ta
[04aH0 NPUMITKY Wo0
BMNPOGYBaHNX PO3YMHIB Ta
PO34MHIB MOPIBHAHHSA); 3MiHU |
TUMY - 3MIHN METOAMKN 3a

NoKasHNKoM «KifbKicHe
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BU3HAYEHHA» (40A4aHO NOPSAA0K
XpomatorpagyyBaHHsi, 3MiHEHO
YMOBU NpuAaTHoCTI
XpomaTtorpadiyHoi cuctemu,
BUTy4YeHO dhopmyny
po3paxyHKy); 3MiHu | Tuny -
3MiHW METOAMKM 38 NOKAa3HMKOM
«XipasibHa uncToTa»
(npo6oniagrotoBka, ymoBu Ta
nopsAoK XxpomarorpadyyBaHHs
Ta 3MiHEHO YMOBW NpUAaTHOCTI
XpomartorpacdiyHoi cuctemu)

120.

KEVBEP®

pO34MH A4 iH'ekuid, 50
Mr/2 MAT; MO 2 MN B
amnyni; no 5 amnyn'y
6nicTepi; no 1 abo no 2
6nictepu B nauui 3
KapTOHy; No 2 MN1 B
amnyni; no 5 a6o 10
amnyn y naJj 3 KapToHy

AT "dapmak"

YKpaiHa

AT "dapmak"

Ykpaina

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHW | TURY - 3MiHX 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
3MiHM Y BUPOOHULTBI. 3MiHa
po3mipy cepii (BkouYaroun
nianasoH po3mipy cepii)
roTOBOrO iKapCbKOro 3acoby
(36inbLueHHs go 10 pasis
MOPIBHSHO i3 3aTBEPAKEHUM
pO3MipoM) - BBEZLeHHS
[04aTKOBMX pO3MipiB cepil
rOTOBOrO /liKapCbKoro 3acoby;
3anponoHoBaHo: 250 n (116 280
amn.); 1000 n (465 116 amn.),
2000 n (930 232 amn.)

3a peyernmom

UA/13977/01/01

121.

KNATIHON®

TabneTtku, BKPUTI
060/10HKOI0, N0 500 Mr +
TabneTku, BKpUTI
060/10HKO0, N0 250 Mmr +
kancynu no 30 mr;
KOMGIHOBaHUiA Habip
[ANs nepopasibHOro
3acTocyBaHHs Ne42: 2
TabneTKu XKOBTOTO
KOMbopy Kpyrnoi goopmu
(TuHigasony) + 2
TabneTKu XKOBTOTO
KONbOPY A0BracTol
chopmm
(knapuTpOMIUUHY) + 2
kancynm
(naHconpasony) y
cTpuni, No 7 cTpunis y
KapTOHHIA nayw,;
KOMOGiHOBaHUiA Habip

OPTAHOCWH
NANDCAEHCU3
(E® 3ET )

OAE

EBepTomXeH flaitd
CaeHcus fimiTeq,

IHAis

BHECEHHS 3MiH [0
peecTpavuiinHMx maTepianis:
3MiHY | TUNY - 3MiHW 3 AKOCTI.
[oTOBMIA NikapcbKuii 3acio.
3MiHN Y BUPOOHULTBI. 3MiHN Y
npoLeci BUpO6GHMLITBA FOTOBOMO
niKkapcbKoro 3acoby, BKIYaum
NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETLCSA NP
BMPOGHULITBI FOTOBOTO
NiKapcbKoro 3acoby (HesHayHa
3MiHa y npoueci BUpobHULTBa)
3MiHW Y BUPOGHUYOMY
npoteci(knapuTpoMiLuHy,
Tabn1eTkv BKpUTi 060/I0HKO, NO
250 Mr) Ha Takux cTagisix: -
NPOCItOBaHHS; - rpaHynALis; -
noApibHEHHS; - NepeMillyBaHHS.
3MiHY | TMNY - 3MiHW 3 AKOCTI.
oTOBMIA NiKapcbKuii 3acib.

3a peyenmom

UA/5974/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3MiHM y BUPOGHMLTBI. 3MiHa

[ANa nepopasibHOro
3acTtocyBaHHA Ne42: 2
TabneTKn XOBTOro
KONbOpY Kpyr/ioi doopmu
(TuHigasony) + 2
TabneTKn XOBTOro
KO/IbOPY A0BracTtofl
hopmmn
(knapuTpomiuuHy) + 2
Kancyu
(naHconpasony) —y
6nicTepi, no 7 6nictepis
Y KapTOHHI nayui

po3Mipy cepil (BktoYaoUn
AianasoH po3mipy cepii)
rOTOBOrO J1iKapCbKOro 3acoby
(36inbLlueHHst go 10 pasis
MOPIBHAHO i3 3aTBEPAKEHUM
pPO3Mipom) 36iNbLIEHHS po3Mipy
cepii gns naHconpasony,
kancynu no 30 mr
(3aTBepmxeHo: 100 000 kancyn,
3anponoHosaHo: 252 000
Kancyn). 3MiHu | Tuny - 3MiHn 3
AKoCTi. [0TOBWIA Nikapcbkuii
3aci6. 3MiHV Y BUPOOHULITBI.
3MiHa po3mipy cepii
(BKIHOYaKOUM diana3oH po3mipy
cepil) roToBOro nikapcbkoro
3aco6y (36inbweHHsA fo 10 pasis
MOPIBHSHO i3 3aTBEPAKEHUM
PO3MipoM) 36i/IbLLEHHST PO3MIpY
cepii A4na TMHIgasony, TabneTku,
BKpUTi 060/10HKO0, No 500 mr
(3aTBepmxeHo: 100 000 kancyn,
3anpornoHosaHo: 252 000
kancysn). 3mMiHu | Tuny - 3MiHn 3
AKoCTi. FOTOBWIA Nikapcbkuii
3aci6. 3MiHV Y BUPOOHULITBI.
3MiHu y npoveci BUpobHuuTBa
roTOBOrO /liKapCbKoro 3acoby,
BK/THOHAIOYN NPOMiXHUIA MPOAYKT,
LLI0 3aCTOCOBYETLCS MNP
BUPOGHMLITBI FOTOBOIO
NiKapcbKoro 3acoby (He3HayHa
3MiHa y npoueci BUpo6HNLTBA)
36iNbLUEHHS po3Mipy cepil ans
TUHigasony, TabneTku, BKpUTI
060/10HKO0, M0 500 mr
(3aTBepmxeHo: 100 000 kancyn,
3anpornoHosaHo: 252 000
kancysn). 3mMiHu | Tuny - 3MiHn 3
AKoCTi. FOTOBWIA Nikapcbkuii
3aci6. 3MiHV Y BUPOOHULITBI.
3MiHa po3mipy cepil
(BKNtOYAOYY Ajana3oH po3Mipy
cepil) roToBOro NikapcbKoro
3acoby (36inbweHHsA go 10 pasis
NOPIBHAHO i3 3aTBEpPKEHUM
po3mipom)

36i/bLUEHHSI po3Mipy cepii ans
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

KNapuTPOMILHY, TabneTku,
BKPUTi 060/10HKO0, N0 250 Mr
(3aTBepmxeHo: 100 000 kancyn,
3anpornoHoBaHo: 252 000
Kancyn). 3MiHun | Tuny - 3miHn 3
AKocTi. FoTOBUIA Nikapcbkuii
3aci6. KoHTposb rotoBoro
nikapcbKoro 3acoby. 3miHa
napamMeTpiB cneuudikaviii
Ta/abo JoMyCTUMUX MeX
roTOBOrO J1iKapCbKOro 3acoby
(iHwWi 3miHM) CynyTHS 3MiHa
- 3MiHu 3 AKocTi. FoToBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /1iKaPCbKOro 3acooby.
3MiHa napameTpiB cneuudikauii
Ta/abo fonyCTUMUX MeX
roTOBOrO NiKapCbKOro 3acoby
(iHLWi 3MiHW) - 3MiHK 3 AKOCTI.
[oTOBMIA NikapcbKuii 3acio.
KOHTpOsb roToBOro NikapcbKoro
3acoby. 3miHa y meTogax
BUMNPOOYBaHHA rOTOBOr0
nNiKapcbKoro 3acoby (iHLUi 3MiHW)
- 3MiHu 3 AKocTi. FoToBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /1iKaPCbKOro 3acooby.
3miHa y MeToAax BMNpobyBaHHS
roTOBOrO J1iKapCbKOro 3acoby
(IHLWLi 3MiHK)
3MiHa napameTpiB AONYyCTUMUX
MeX y crneuudikauii nokasHuka
«CepefiHa maca Kancysim» ans
nikapcbKkoro 3acoby
JNaHconpa3son kancysv no 30 mr.
BunyyeHHs nokasHuka
«CepegHsa maca BMIiCTy
Kancynu» 3i cneumdikauii /13.
3MiHu | TUNY - 3MiHK 3 SKOCTI.
[oTOBMIA NiKapcbKuii 3acio.
KOHTpO/b roTOBOrO MiKapcbKoro
3acoby. 3viHa napameTpis
cneundikauii Ta/abo
[0MyCTUMUX MEX rOTOBOr0
nNiKapcbKoro 3acoby (iHLUi 3MiHW)
CynyTHS 3MiHa - 3MiHM 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
KOHTpOsb roToBOro NikapcbKoro
3aco6y. 3miHa napameTpiB
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

cneundikauivi Ta/abo
[0MyCTUMUX MEX rOTOBOr0
nNiKapcbKoro 3acoby (iHLUi 3MiHW)
- 3MiHu 3 AKocTi. FoToBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /1iKaPCbKOro 3acooby.
3miHa y MeToAax BUNpobyBaHHS
roTOBOrO J1iKapCbKOro 3acoby
(IHLWLi 3MiHK)

- 3MiHu 3 AKocTi. FoToBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /1iKAPCbKOro 3acooby.
3miHa y MeToAax BUNpobyBaHHS
roTOBOrO J1iKapCbKOro 3acoby
(iHWi 3mMiHW) 3miHa napameTpis
[ONYCTUMKX MEX Y crieumdikawi
nokasHvka «OHOPIAHICTb
mMacu» 415 nikapcbKoro 3acoby
NaHconpason kancynu no 30 mr.
BunyyeHHs nokasHuka
«OfHOPIgHICTb MacK BMICTY
Kancynu» 3i cneumdikayii /13.
3MiHu | TUNYy - AgMiHICTpaTVBHI
3MiHW. BunyyeHHs BUpPOGHUYOI
AinbHUUI (BKTHOYAKOYM AiNbHUL
ans A®l, NpoMixXHOro NpoayKTy
a60 roToBOro NikapcbLKoro
3acoby, AinbHuULi Ans
npoBefeHHs NakyBaHHs,
BMPOGHWKA, BiAMNOBIfa/IbHOTO 3a
BWMNYCK Cepiid, MicLe
NpoBeAEeHHA KOHTPOIO cepil)
abo noctavasibHUKa BUXiAHOTO
mMarepiany, peareHty abo
[LOMOMDKHOI peYOBUHM (AKLLO
3a3HavYeHo y A0CbE) BUMTYUYEHHS
BMPOGHWYOT AinbHULi ans Ad|
nenet naHconpasony - Lee
Pharma Ltd, India. 3minu | Tuny -
AAMIHICTPaTUBHI 3MiHN.
BunyuyeHHs BUPOGHUYOI
AinbHUUI (BKIOYAOYN AiNbHUL
ana A®l, npoMiXXHOro NpoayKTy
abo roToBOro NikapcbLKoro
3acoby, AinbHuui Ans
NPOBEefEeHHs NaKyBaHHs,
BMPOGHMWKA, BiAMnoBifaIbHOTO 3a
BUMYyCK cepiiA, micLe
npoBeAEeHHs KOHTPO/IK cepil)
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PeecmpayjitiHa npoyedypa

Ymosu

Howmep

n/n

Ne Ha3sBsa nikapcbko20

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

ab0 noctavyasibHMKa BMXiAHOTO

Bionycky

peecmpayiliHo2o
nocsio4yeHHs

mMaTtepiany, peareHTy abo
[,0MOMDKHOT PevyoBUHN (SIKLLO
3a3HayYeHo y [OCbE) BUYHYEHHS
BMPOBGHUYOT AinbHULI ans Adl
nenet naHconpasony - Ra Chem
Ltd., India. 3minu Il TMRY - 3MiHK
3 AKoCTi. FoTOBWMIA Nikapcbkuii
3aci6. Onuc Ta cknag. 3miHa 'y
cknagj (4oMoMKHUX peyvoBUHAX)
roTOBOrO J1iKapCbKOro 3acoby
(iHLWi [ONOMDKHI Pe4yoBUHM) -
3MiHa, fka niaTBepAXyETbCA
[OCHiMKEHHAMN 3
6i0eKBiBaIEHTHOCTI - 3MiHa
cKnagy AONOMKHNX PEYOBWUH,
AKi BXOAATb A0 nenet
naHconpa3sosny. 3MiHW BHECEHI B
IHCTpYKLjl0 A8 MegnyHoro
3actocyBaHHsa f13 y p. "Cknag”
(/ONOMDKHI peyoBUHM) 3
BiANOBIAHMMMN 3MiHAMW B TEKCTI
MapKyBaHHS YNakoBOK.
BBefeHHs1 3MiH NpoTArom 3-x
MiCALIB NiCNs 3aTBEPAXKEHHS.
3MiHu Il TUnNY - 3MiHU 3 AKOCTI.
A®|. BupobHuLTBO. 3MiHa
BMPOGHMKa
BUXiQHOrO/NPOMIXHOr0
npoaykTy/peareHty, Lo
BUKOPVCTOBYHOTBCS Y
BMpPOGHMYOMY npoLieci A®I, abo
3MiHa BMPOGHMKa (BKHOYaouu,
e HeobxiaHo, micue
NpoBeAeHHSA KOHTPOSII0 AKOCTI)
A®I (3a BigcyTHOCTI
cepTucpikaTa BiANOBIQHOCTI
€Bponeiicbkili hapmakonei y
3aTBEPAKEHOMY [OCHE)
(BBEAEHHS HOBOTO BMPOGHMKA
A®I 3 HagaHHAM MacTep-haiina
Ha A®l) BBefeHHS A0aTKOBOT
BVMPOGHMYOI AiNnbHULI neneT
nNaHconpasony - Ravoos
Laboratories Ltd., India
BHECEHHS 3MiH [0

3a peyernmom

UA/16930/01/01

122.

KNOAN®EH

pO34uH ANs iH ekuin, 25
Mr/mn no 3 mny
amnynax, no 5 amnyny

TOB "YOPA[,
MEANLIAH"

YKpaiHa

Mecpap Inau Cak.
A.LL

TypeyunHa

peecTpavuiiH1ux maTepianis:
3MiHa 3asBHMKa (BacHMKa

peeCTpaL,iiiHOro Noceig4YeHHs)

KOHTYPHIli YapyHKOBIl
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

ynakoBLj; 1 KOHTypHa
YyapyHKOBa yrnakoBka B
KapTOHHilA KOpO6L

(3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460) TepmiH
BBEJEHHS 3MiH NPOTArom 6

MiCALIB NiCNS 3aTBEPAXKEHHS;
3MiHW | TUNY - 3MiHK Woao
6e3nekn/edpeKTUBHOCTI Ta

chapmakoHarnsgy. BeegeHHs
a60 3MiHU [0 y3araslbHEHNX
[aHuX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3aranibHeHUX JaHuX npo
cuctemy thapmakoHarnsgy,
3MiHa yNMOBHOBaXeHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
0ocobu 3 hapmakoHarnisgy
3asBHUKa ANA 3AiAICHEHHS
thapmakoHarnagy B YkpaiHi,

SIKLWO BOHA BiAMIHHA Bif

YMOBHOBaXEHOT 0co6Y,

BiiNOBIAaAbHOT 3a 34iICHEHHS

thapmakoHarnsgy (Bkio4yarum

KOHTaKTHi faHi) Ta/abo 3MiHU y
pO3MiLLeHHI MacTep-thaiina

cuctemn chapmakoHarnsgy) -
3MiHa yNnoBHOBaXKEHOT 0co6M
3a8BHVKa, BigNoBigabHOT 3a
thapmakoHarnag. ditoua
pefakuis: MeBciMm Inbkbaxap

[Oinyenb / Mrs. Mevsim llkbahar

Dincel. MNponoHoBaHa pefakuis:

Myano MaHHa CtaHicnasiBHa.

3MiHa KOHTaKTHUX AaHnX
YMOBHOB&XEHOI 0cobu
3asBHVKa, BiANOBIAA/IbHOT 38
thapmakoHarnsg. 3miHa micus
3[iiCHEHHS OCHOBHOI Aisi/TbHOCTI

3 hapmakoHarnsgy. 3miHa

MiCLie3HaxXoMKEHHSA MacTep-
thaiina cuctemu
hapmakoHarnsgy

123.

KOHTPAKTYBEKC

renb no 10, 20 a6o 50 r
y Ty6i; no 1 Ty6i y
KapTOHHIlA KOpooLi

Mepy,
dapmachbloTikanc
M6X

HimeyunHa

Mepu, ®apma M'm6X i
Ko. Kl'aA

HimeuunHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHU | TUNY - NoAaHHSA
OHOB/IEHOTO cepTudikaTy
BiANOBIAHOCTI EBpONeiChKil
thapmakonei R1-CEP 2002-012-
Rev 05 (nonepegHs Bepcia R1-
CEP 2002-012-Rev 04) ans

6e3 peyenma

UA/6090/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Aito4oi pevoBuHN Heparin
sodium Big, Bxe 3aTBepAKeHoro
BUpo6HMKa Helm AG; 3MiHn |
TMNYy - NOAAHHS OHOB/IEHOIO
cepTuguikaty BignoBiAHOCTI
€sponeiicbkiii hapmakonei R1-
CEP 2002-012-Rev 06 ans
Airoyoi pevoBuHM Heparin
sodium Big, BXe 3aTBepA)KEHOro
BMpo6HMKa Helm AG
124. | KOMAKCOH 40 pO34uH AN iH'eKUiid, 40 TOB "TeBa YkpaiHa" Ykpaina AGiK N1T4., 13painb 13pains/ BHECEHHS 3MiH 0 3a peyenmom UA/6307/01/02
Mr/MA1 1O 1 M PO3UnHY (KoHTponb cepii YroplmHa/ peecTpauiiHnx matepianis:
B nonepegHL0 (TinbKM GionoriuHe Benuka 3MiHM | TNy - 3MiHK y MeToauL
HanoBHEHOMY LUNPUL; TecTyBaHHs)); A3ia BpuTaHis/ BUNPOBYBaHHSA "BU3HAYEHHS
no 1 wnpuuy B 6nicTepi; Kemikan IHgacTpi3 HigepnaHgm 3&UIULLKIB TUPO3UHY" Y

no 12 wnpwuyis B
KapTOHHIlA KOpooLi

nra., 13pains
(KoHTponb cepii
(aHaniTnyHe
TecTyBaHHA Ta
BUBYEHHS
cTabinbHOCTI)); AT
dapmauleBTUYHNI
3aBof TEBA,
YropumHa
(KoHTponb cepii
(TinbKKM GionoriyHe
TecTyBaHHs));
HopToH Xenckea
Nimiten T/A
AMNBEKC
PapmacboTrKan3
IOK, Benuka
BputaHis
(BupobHuuTtBo 32
NOBHUM LMK/IOM);
TeBa
dapmaueBTikan
IHpacTpis NTa,.,
I13pains
(BupobHuuTtBO 32
NOBHUM LMK/IOM);
dapmaxewmi b.B.,
HigepnaHgm
(KoHTponb cepii
(noBHe TecTyBaHHS,
BK/TIOHAIOUN HaA
CTepUNbHICTb Ta
6akTepianbHi

npomMikHOMY npoaykTi TFA -
rnatmpamepi (4ogaBaHHs
XpomaTorpadiyHoi N1acTUHKK
6inbLLOro po3mipy)
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
€HAO0TOKCUHW, ane
OKpiM 6io/10riYHOro
TEeCTyBaHHs))
125. | KOMAKCOH®- pO34MH A4 iH'ekuUi, 20 TOB "TeBa YkpaiHa" YkpaiHa AGIK /1T, I3painb I3pains/ BHECEHHS 3MiH 0 3a peyenmom UA/6307/01/01
TEBA Mmr/mn no 1 mn (koHTpO/Ib cepii YropumHa/ peecTpauiiHux maTepianis:
npenapary y (TinbKKM GionoriyHe Benuka 3MiHK | TURY - 3MiHK 3 AKOCTI.
nonepegHL0 TecTyBaHHs)); A3is BpuTanis/ A®I. KoHTponb A®l. 3miHa y
HanoBHEHOMY LLUNPUL; Kemikan IHgacTpi3 HigepnaHnan MeTofax BUNpobyBaHHA Ad|
no 1 nonepegHb0 nrta., 13paine abo BuUXigHoro
HarnoBHEHOMY LUNpULly B (koHTpOsb cepii Marepiany/npoMixXHOro
KOHTYPHIli YapyHKOBIi (aHanitnyxe npoAaykTy/peareHTy, Lo
ynakoBLi 3anasiHiii TecTyBaHHsA Ta BUKOPUCTOBYETbLCS Y NPOLECi
nanepom a6o no 1 BVBYEHHS BMPOGHMLUTBA ADI (iHLWi 3MiHU Y
nonepegHsL0 cTabinbHocTi)); AT MeToAax BUNpobyBaHHS
HarnoBHEHOMY LLUNpULLy B dapmaueBTUYHNI (Bkntovaroum 3amiHy abo
KOHTYPHIli YapyHKOBIi 3aBof TEBA, [0MnoBHeHHs) AD| abo
ynakoBLji 3anasiHiii YropwuHa BUXiAHOrO/NPOMIXXHOr0
niBKOtO; Mo 28 (koHTpOnb cepii NpPoAyKTY) - 3MiHN Y MeToAuLi
nonepegHbL0 (TinbKM GionoriuHe BMNPOOYBaHHA "BM3HAYEHHS
HanoBHEHUX LUNPULIB Y TecTyBaHHs)); 3a/IULLKIB TUPO3UHY" Y
KOHTYPHUX YapyHKOBUX HopToH Xernckea npoMikHOMY npoaykTi TFA -
yMakoBKax y KapTOHHIi Nimiten T/A rnatnpamvepi (4ogaBaHHs
Kopobui AMBEKC XpomatorpadivyHoi NNacTUHKN
dapmacboTukans 6iflbLLIOro po3mipy)
IOK, Benvka
BpuTaHis
(BMpPOGHMLTBO 3a
NMOBHUM LMK/IOM);
TeBa
dapmaueBTikan
IHpacTpi3 N14.,
13painb
(BMpPOGHMLTBO 3a
NMOBHUM LMK/IOM);
dapmaxemi b.B.,
HigepnaHgm
(koHTpoOsb cepii
(noBHe TecTyBaHHS,
BK/IOYAI0UM Ha
CTepUnbHICTb Ta
6akTepiasibHi
€HIOTOKCUHW, ane
OKpiM 6ios1orivyHOro
TEeCTyBaHHs))
126. | KOPBANAVH® Kpanni opasibHi; no 25 AT "®apmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 40 o 25 mn - 6e3 UA/2553/01/01

My dpnakoHi; no 1
donakoHy B nauyui; no 50
My chnakoHi; no 1
h1aKoHy B nauui

peecTpauiiHux maTepianis:
3MiHuM | TUNy - 3MiHa Ha3BuK Ta
agpecu BnpobHuka Ad|
eTnnoBuii edoip o -

peuyenma;, rno
50 mn - 3a
peyenmom
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Ne Ha3sBsa nikapcbko20

n/n 3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

127. | KOPBAMON® H

6pomi3oBasiepiaHOBOI KUCIOTH,
6e3 3MiH micLA BUPO6HULTBA
3anponoHoBaHo: AT «dapmak»
YkpaiHa, 04080, m. Kuis, Byn.
Kupunisceka, 74; 3miHu | TNy -
3MiHa Ha3BW Ta agpecu
BMpo6HuKa AP onist xmento, 6e3
3MiH MicLS BUPOBHULITBA.
3anponoHoBaHo: AT «dapmak»
YkpaiHa, 04080, m. Kuis, Byn.
Kupunisceka, 74; 3miHu | TNy -
36i/bLUEHHSA TEPMiHY
npugatHocTi A®l Onist xmento
BUPOGHUK AT «Papmak»,
YKpaiHa. 3anponoHosaHo: 12
Micsuis
3MiHKM | TUNY - He3HayHa 3MiHa y
3aTBEPAKEHOMY METOA|
BMNpo6yBaHHA 13 3a
nokasHukom «l'ycTuHa», a came
AN5 BUNPO6yBaHHA 3a/MLWEHO
nuwe nocunaHHa Ha oY 2.2.5
6e3 3a3HayYeHHs1 KOHKPETHOro
mMeToAy BUNpPoByBaHHS; 3MiHW |
TUNY - HE3HAYHI YTOYHEHHSA Y
napamMeTpax nepBuUHHOI
ynakoBKM, a came 3MiHEHO
TOBLLMHY AHA KPULLKK 3
1,35+0,15 MM Ha 1,5+0,1 MM.
[Jannii napameTp Bigo6paxeHnit
Ha KpecrneHHi. 3a paxyHok
36i/IbLUEHHS TOBLUMHN Ha,
BiANOBIAHO 36iNbLUMIAcL Maca
Kpuwiky 3 1,7+0,06 1 Ha
1,78+0,18 r; 3miHu | THNYy -
nogaHHa oHossieHoro CEP Ne
R1-CEP 2003-017-Rev 03 gia
A®| deHobapbiTany Big
3aTBEPAKEHOr0 BUPOGHMKA
Harman Finochem Limited, wo
06yMOB/IEHO 3MiHOI aapecu
BMPOGHWYOI [inbHAL
3atBepaxeHo: R1-CEP 2003-
017-Rev 02

Kpanni opasibHi no 25 mn
y donakoHi 3 Npo6Koto-
KpanenbHuLeto; no 1

doNakoHy B mauui 3

AT "dapmak”

Ykpaina

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHM | TUNY — 3MiHa TOBLLWHK

6e3 peyenma

KpULWKK (6€3 3MiHW BHYTPILLHIiA

UA/3684/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KapToHy napamMeTpiB KpULLKK) y
cneumaikalii Ha KpuLLKy
3aKyrnopoBasIbHO-HarBUHYYBaHy
3 KOHTPO/1IEM NEPLLOTO BiAKPUTTA
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Ta BUTyYEHHS 3 MeTofiB
KOHTPOJIH0 SAKOCTI HOPMYBAHHS i
METOAVKM 3a NOKa3HUKaMu
«Po3mipu», «<Maca»,
«Martepian» i BBeieHO
NoCW/aHHA Ha BiAMNOBIAHICTb
cepTudikaTy sIKOCTi BUPOGHMKa
NEePBUHHOIO NaKyBaHHS;
3MiHW | TUny - 3miHa Tuny
akLioHepHoro ToBapucTea Ta
afipecy BNpoBaKeHHs
LiS/TbHOCTI BUPO6HMKa Aito4oi
peyoBMHM eTUNoBOro edipy a--
6pomizoBasiepiaHOBOI KUCIOTU
(3aTBepmxeHo: MAT «dapmak»,
M. KuiB, Byn. ®pyH3e;
3anpornoHosaHo: AT «Papmak»,
M. KuniB, Byn. Kupuniscbka);
3MiHK | TUNY — 3miHa Tuny
akuioHepHOro ToBapucTea Ta
afipecy BNpOBaKeHHs
LiSNTbHOCTI BUPOGHMKa Aitouoil
PEYOBUHN PO3UMHY MEHTOSY B
MEHTO10BOMY edipi KUC0TK
i3oBanepiaHoBOI (Banifony)
(3anponoHoBaHo: AT «®apmak»,
M. KuniB, Byn. Kupuniscbka);
3MiHK | TUNY — 3miHa Tuny
akuioHepHOro ToBapucTea Ta
afipecy BNpOBaKeHHs
LiSNTbHOCTI BUPOGHMKa Aitouoil
peyoBUHKN onii XMento
(3anponoHoBaHo: AT «®apmak»,
M. KuiB, Byn. Kupuniscoka);
3MiHY | TUny — 36iNbLUEHO
nepiog, 36epiraHHs Ajroyoi
PEYOBUHYU ONii XMento
(3anponoHoBaHO: TEPMIH
36epiraHHa 12 micauis); 3miHu |
TUMY — 3MiHW [0 METOAUKK 3a
NOKa3HUKOM «laeHTudikavis»
(pepaxuiiiHi 3MiHW, OCKINbKM
BM3HAYeHHs igeHTudikaui
NpoBOAATL PasoMm 3

BU3HAYEHHAM MNOKa3HWKa




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

«CynpoBigHi AOMILLKN») y
MeTOoAax KOHTPOJI0 Ha fitouy
PEYOBUHY PO3UMH MEHTONY B
MeHTWUI0BOMY edipi KucnoTn

i3oBasniepiaHoBOI; 3MiHU | TUNY -
3MiHV JO METOAMKM 3a
nokasHukom «KinbkicHe
BU3HAYEHHS» (NPO6OMiAroToBKa,
YMOBW Ta NOPsioK NPOBeAEHHS
aHanisy, yMoBU NpUAATHOCTI
XpomartorpadivHoi cuctemu,
dhopMyna po3paxyHky, 3mMiHa
CTaHfapTHOro 3paska) y
MeTOoAax KOHTPOJI0 Ha fitody
PEYOBUHY PO3UMH MEHTONY B
MeHTWUI0BOMY edipi KucnoTu
i30Bas1epiaHoBOT; 3MiHW | TUNY —
BU/TYYEHO NMOKa3HWK
«Po3unHHICTb» 3 cneyndikauii
Ha [ilo4y pevyoBuHY PO34MH
MEHTO/Ty B MEHTWUNOBOMY eqoipi
KNCNOTU i30Bas1epiaHOBOI; 3MiHN
| TNy — A0 NOKa3HUKa
«CynpoBigHi AOMILLKN»
cneuudikauii Ha gilovy
PEYOBUHY PO3UYMH MEHTONY B
MeHTWU0BOMY edipi KUCNoTH
i3oBasiepiaHoBOi (Banigon), Big
BMpoGHUMKa AN «3aBog XiMiYHUX
peaxkTuBiB» HayKOBO-

TEXHOMOTYHOTO KOMMIEKCY

«IHCTUTYT MOHOKpUCTasiB» HAH
YKpaiun», BBejeHO BU3HAUYEHHS
6yAb-AKOl JOMILLKK, 3
[ONYyCTUMOK MeXelo He bGinbLue
0,1%. Cyma AOMILIOK 3a/mLieHa
6e3 3MiH; 3MiHu | TNy — fo
crneuudikauii Ha aitouy
PEYOBMHY PO34YMHY MEHTO/Y B
MeHTWUI0BOMY edipi KucnoTu
i3oBasiepiaHoBOT (Banifon),
[04aHOo NokasHWK «3aranbHa
30/1a» 3 HOPMYBaHHAM He
6inbwe 0,1 %; 3MiHKn | TUNY —y
cneuudikaLii Ha gitody
PEYOBVHY PO3UNH MEHTONY B
MEeHTNN0BOMY edipi KuCnoTu
i3oBanepiaHoBoi (Banifon)
3MiHEHO YacTOTy BUNPOOYBaHHS
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3a NOKa3HNKOM
«MikpobionoriyHa ymctoTa»
(nepLuy Ta KOXHY AecATty
HacTyMHi cepii, ane He pigwe
Of1HOro pasy Ha pik); 3MiHu |
TUMY — 3MiHM METOAMKM 3a
nokasHukom «CynpoBigHi
Jomilkm» (Npo6oniaroToBka,
YMOBU Ta NOPAA0K NPOBEAEHHS
aHanisy, yMoBU NpUAATHOCTI
XpomartorpadivHoi cuctemu,
3MiHa CTaH4ApPTHOro 3paska) y
MeToAax KOHTPOJI0 Ha firody
PEYOBUHY PO3UYMH MEHTONY B
MeHTWU0BOMY edipi KUCNoTh
i3oBasiepiaHoBOT (BUPO6HMK A1
«3aBog, XiMIYHNX peakTuBiB»
HayKOBO-TEXHO/I0MNYHOro
KOMNAeKcy «IHCTUTYT
MoOHoKpucTanie» HAH YkpaiHu»)

128.

KOPBITO/1I® 100

Tabnetku no 100 mr, no
10 TabneTok y 6nicTepi,
no 3 abo 5 6nictepis y
KapTOHHI Kopobui

BEPNIH-XEMI Al

HimeyunHa

BEPNIH-XEMI AT,
HimeuunHa
(BUPOBHVIK, L0
BUKOHY€E
BMPOGHMLTBO
npenaparty "in bulk",
KOHTPO/b cepii);
BEPNIH-XEMI AT,
HimeuyunHa
(BMPOGHUIK, LLIO
BUKOHYE KiHL,eBe
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepii); MeHapiHi-PoH
XelineH Mv6X,
HimeuunHa
(BMPOGHUIK, L0
BUKOHYE KiHL,eBe
nakyBaHHs)

HimeuunHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHK | TNy - 3MiHW WoA0
6e3nekn/edpeKTNBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHuX
AaHvX Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX nNpo
cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 3AiACHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YNOBHOBaXEHOT 0Cco6M,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy (Bkio4yarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
po3MilLeHHI MacTep-harina
cuctemn chapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0co6u
3asBHVKa, BigNOBigaIbHOT 3a
chapmakoHarnsg, B Ykpaii.
MponoHoBaHa pepakuisn: Kyuep
MapuHa BacunisHa. 3miHa
KOHTaKTHUX AAaHWUX KOHTaKTHOT

3a peyernmom

UA/3124/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

0Cco6M 3as1BHMKA, BignoBigasibHOT
3a 3gjlicHeHHsa hapMakoHarnsay
B YKpaiHi

129.

KOPBITON® 50

TabneTkun no 50 mr, no
10 Tabnetok y 6nictepi,
no 3 abo 5 6nictepis y
KapTOHHIA Kopoo6Li

BEP/NIH-XEMI Al

HimeuunHa

BEPNIH-XEMI AT,
HimeuyunHa
(BMPOGHUIK, LLIO
BUKOHY€E
BUPOGHMLTBO
npenapary "in bulk",
KOHTpO/b cepii);
BEPNIH-XEMI AT,
HimeuunHa
(BMpPOGHUVIK, L0
BUKOHYE KiHL,eBe
nakyBaHHS,
KOHTPO/b Ta BUMYCK
cepil); MeHapiHi-PoH
XengeH M'm6X,
Himeuunna
(BUPOBHVIK, L0
BVKOHYE KiHL|eBE
nakyBaHHs1)

HimeuunHa

BHECEHHS 3MiH [0
peecTpauiiHux maTepianis:
3MiHKM | TRy - 3MiHK WOA0
6e3nekn/edreKTMBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3mMiHN [0 y3arasibHeHNX
[aHux nNpo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHUX AaHux npo
cuctemy dhapmakoHariagy,
3MiHa YNOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3asBHMKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi,
SKLLO BOHA BigMiHHa Bif,
YNOBHOBaXEHOT 0CO6M,
BignoBifa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy (Bkirovaoum
KOHTaKTHi faHi) Ta/abo 3MiHn y
po3MilLieHHi macTep-chaiina
cuctemu hapmakoHarnagy) -
3MiHa KOHTaKTHOI 0co6m
3asBHMKa, BiANOBiAA/IbHOT 32
hapmMakoHarnag B YkpaiHi.
MponoHoBaHa pepakuis: Kyuep
MapwHa BacuniBHa. 3miHa
KOHTaKTHUX faHNUX KOHTaKTHOT
ocobu 3asBHUKA, BiANOBIAAUIbHOI
3a 3[jiicHeHHs hapmakoHarnsgy
B YKpaiHi

3a peyernmom

UA/3124/01/02

130.

KOCTAPOKC

TabneTkn, BKPUTI
NNiBKOBOK 060/I0HKOIO,
no 60 mr, no 4
TabneTku y 6nicrepi;
no 1 6nictepy B
KapTOHHI Kopob6Lui; no
7 TabneTok y 6nictepi;
no 4 6nictepu B
KapTOHHI Kopob6ui; no
10 TaGneToK y
6nicTepi; no 10
6nicTepiB y KapTOHHIl
KopooLi

TOB "CaHpo3
YkpaiHa"

Ykpaina

BMPOGHMLTBO "in
bulk", nepBuHHe Ta
BTOPWHHE
nakyBaHHs:
Kagina
dapmacbioTikans
Nimitea, IHais;
TecTyBaHHS:
dapmakep Mpemiym
nta., ManbTa;
BWMNYCK Cepiii:
Cantwotac dapma
'm6X, HimeyunHa;
TECTyBaHHS:

IHpis/
ManbTa/
HimeuunHa

BHECEHHS 3MiH 40
peecTpauiiHux maTepianis:
YTOUYHEHHSI HanucaHHsa hopmu
BUNYCKY (nikapcbkoi chopmu,
ynakoBKu) B Hakasi MO3
Ykpainu 153 Big, 25.01.2022 B
npoueci BHECEHHA 3MiH (3MiHU
| Tuny - 3miHK 3 AkocTi. FoToBWMIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3MiHa
iMnopTepa/amiHu, LWwo
CTOCYHOTbCS BUMYCKY cepil Ta
KOHTPOJH SIKOCTi FOTOBOro
nikapcbKkoro 3acoby (3amiHa abo

3a peyernmom

UA/17232/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

idon MpiBatec
IHCTUTYT chrop
MpogykTkBaniteT
Mm6X, HimevunHa;
TeCTyBaHHS:
AHaniTiwec
LleHTpym Biochapm
'M6X BepriH,
HimeuunHa

[0JaBaHHs Ai/TbHULI, Ha SKil
34iCHI0ETbCS
KOHTPONb/BUNPOGYBaHHSA cepii) -
BeefeHHs1 oaaTkoBoro
BMpO6HUKa BiANOBIA&/ILHOTO 3a
MiIKPOBIONOTiYHNIA KOHTPOSb
roTOBOro NpoAyKTy ichn
MpiBatec IHCTUTYT dotop
MpopykTkBanitetr MM6X BarHep-
PereHi-LLTpacce 8, 12489
BepniH, HimeuunHa/ifp Privates
Institut fuer Produktqualitaet
GmbH Wagner-Regeny-Strasse
8, 12489 Berlin, Germany; 3miHu
| TNy - 3miHK 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. 3mMiHn y
BUPOGHUUTBI. 3MiHa
iMnopTepa/3miHu, Lo
CTOCYHOTbCS BUMYCKY Cepii Ta
KOHTPO/I0 SIKOCTi FOTOBOrO
nikapcbKkoro 3acoby (3amiHa abo
O0JaBaHHs Ai/TbHULI, Ha SKil
34iCHI0ETbCS
KOHTPONb/BUNPOGYBaHHSA cepii) -
BeefeHHs1 oaaTkoBoro
BMpOOHUKa BiANOBIA&/ILHOTO 3a
Pi3NYHWIA/XIMIYHWIA KOHTPOSTb
roTOBOro NPoAyKTy AHaniTilec
LleHTpy™ Biochapm Mv6X BepniH
Bitrepcensaep LWTtpacce 19,
12681 bepniH,
HimeuunHa/Analytisches
Zentrum Biopharm GmbH Berlin
Bitterfelder Strasse 19, 12681
Berlin, Germany). Pegakuisa B
Hakasi: no 4 TabneTkm y
6nictepi; no 1 6nictepy B
KapTOHHI Kopobui.
3anponoHoBaHa pepakLis: no
4 TabneTku y 6nictepi; no 1
6nicTepy B KApPTOHHIA
KOpoO6Li; no 7 TabneToK y
GnicTepi; no 4 6nictepu B
KapTOHHI Kopo6ui; no 10
Tabnetok y 6nictepi; no 10
6nicTepiB y KapTOHHIN
KOpoO6Li.

131.

KCANKOPI

kancynu no 200 wmr; no
10 kancyn y 6nictepi; no

MN®AN3EP
EWNY.CLIL.

CLUA

Mdpaiizep
MeHdeKYYPUHT

HimeuunHa

BHECEHHS 3MiH 0
peECTpaLiiHMX MaTepianis:

3a peyenmom

UA/14081/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

1 a6o no 6 6nictepiB y
KapTOHHilA KopooLi

KOPMOPENLLUH

[oiiuneng MreX

3MiHW | TUMy - 3MiHW BHECEHO 0
IHCTPYKUIT AN MeguuHoro
3aCcTOCYyBaHHS NMikapCbKoro

3acoby Ao po3ginis
"apmakonoriyHi BnactnsocTi”
(peparyBaHHs Ta
pedhopmaTyBaHHs TEKCTY),
"3acTocyBaHHs B nepiof
BariTHOCTI Ta roflyBaHHs
rpyaa” (pegaryBaHHs Ta
pedhopmaTyBaHHsA TEKCTY),
"3aaTHIiCTb BNAVMBaTK Ha
LIBMAKICTb peakuii npu
KepyBaHHi aBTOTPaHCNOPTOM
abo iHWyMK MexaHiamamn”
(peparyBaHHA Ta yTOYHEHHS
iHchopmawii), "Mo6iuHi peakwyii"
(peparyBaHHs Ta
pedhopmaTyBaHHs TEKCTY).
BBefeHHA 3MiH NPOTArom 6-1m
MiCALIB MIiCNA 3aTBEPL)KEHHS

132.

KCANKOPI

Kancynu no 250 mr; no
10 kancyn y 6nictepi; no
1 a6o no 6 6nictepis y
KapTOHHIA Kopoo6Li

NOAV3EP
ENY.CLIL.
KOPMOPEWILLH

CLUA

Mdpaiizep
MeHtoghekUypuHr
[onuneng Mm6X

HimeuunHa

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHW | TUMy - 3MiHW BHECEHO [0
IHCTPYKLii 4Ns MegnyHoro
3aCTOCyBaHHSA NiKapCbKOro
3acoby Ao posginis
"®apmMakonoriyHi BNacTuBoCTi"
(peparyBaHHs Ta
pedhopmaTyBaHHs TEKCTY),
"3acTocyBaHHsA B nepiog,
BariTHOCTI Ta roflyBaHHs
rpyaar” (pegaryBaHHs Ta
pedhopmaTyBaHHs TEKCTY),
"3paTHICTb BNIMBATU Ha
LWBMAKICTb peakuii npu
KepyBaHHi aBTOTPaHCNOpPTOM
abo iHW1MK MexaHiamamu”
(peparyBaHHs Ta yTOUHEHHS
iHdpopmawuii), "Mo6iuHi peakwyii
(peparyBaHHs Ta
pedhopmaTyBaHHs TEKCTY).
BBegeHHS 3MiH NpoTArom 6-tm
MicAILiB NicNs 3aTBepPIKEHHS

3a peyernmom

UA/14081/01/02

133.

NAMIBUN

kpem 1 %; no 15 r a6o
30 r B Ty6i; Mo 1 Ty6i y
KapTOHHI KopoobLi

"CK KoHcblomep
Xenckep CAP/

LLiBefuapis

'CK KoHcblomep
Xenckep CAPJ

LLseiiuapis

BHECEHHS 3MiH 40
peecTpauiiHux maTepianis:
3MiHu | TMNy - AAMiHICTpaTVBHI

6e3 peyenma

UA/1005/03/01
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Ne Ha3sBsa nikapcbko20

dopma sunycky

3asiBHUK

KpaiHa

n/n 3acoby

(nikapcbka ¢hopma,
ynakoska)

3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

134. | NEBIUATAM 250

TabneTku, BKPUTI

TOB "ACIHO

YKpaiHa

3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo afpecu micus
NPOBaKEHHA AiANbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NikapcbKoro 3acoby, BKIOHaoum
AiNbHULI BUNYCKy cepii abo
MicLie NpoBeAEeHHsI KOHTPO/I0
AKOCTI. (AiSNIbHICTb, 3a Ky
BiANoBigae BUPOGHMK/iMNopTep,
BK/IOUAK0UM BUMYCK Cepiii) 3MiHa
Ha3BuW Ta agpecu BUPOBGHVKa
N3, 6e3 3MiHn Micus
BMPOGHMLTBA: 3MiHM BHECEHO B
IHCTPYKUiO AN MeguyHoro
3aCTOCyBaHHSA W00
HaliMeHyBaHHA Ta
MicLLe3HaxoMKEHHSI BUPOOHMKa 3
BIANOBIAHUMW 3MiHAMW Y TEKCTi
MapKyBaHHS YNakoBKu
nikapcbkoro 3acoby. BeegeHHs
3MiM NPOTATroM 6-TW MicsiLiB
nicns 3aTBepgkKeHHs. 3MiHu |
TMNYy - AOMIHICTPaTUBHI 3MiHU.
3MiHa HalimeHyBaHHSA Ta/abo
afipecu 3asBHMKa (BnacHuka
peecTpaLiiHOro NocBigYEHHS)
3MiHa Ha3Bu Ta agpecu
3asBHMKa: BBefeHHs 3Mim
NpOTArom 6-Tv MicsLiB nicns
3aTBEPMKEHHS. 3MiHu | Tuny -
3MiHM Wwoao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHN)
3MiHV BHECEHO B TEKCT
MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby y n. 4
(nepBuHHa ynakoBka) Ta 'y n. 8
(30BHIWHA ynakoBka). BeeaeHHs
3MiH NPOTArom 6-Tn micsuis
nicns 3aTBepAKEHHS.

MN/iBKOBOK 060/10HKOIO,
no 250 mr no 10
Tabnetok y 6nictepi; no
3 abo 6 bnicTepiB y
KapTOHHI navu,i

YKPAIHA"

TOB "®apma Crapt”

YkpaiHa

BHECEHHS 3MiH 0
peecTpavuinHMx maTepianis:
3MiHW | TUMY -NogaHHs
oHossieHoro CEP Ne R1-CEP
2014-113 Rev 00 gns Adl
neBeTupavleTamy Bif, BXe
3aTBEPKEHOr0 BUPOGHMKA
Hetero Labs Limited

(3atBepaxeHo: RO-CEP 2014-

3a peyenmom

UA/11396/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
113 - Rev 04); 3miHu | Tuny -
3aMiHa MeToAMKN BUNPOBYBaHHSA
MeToAoM X 3a NoKasHUKOM
"3a/IMLLKOBI PO3UNHHUKN.
Ourosa Kucnora" Ha MeTop,
BEPX
135. | NEBIUATAM 500 TabneTtku, BKPUTI TOB "ACIHO Ykpaina TOB "dapma Crapt" YkpaiHa BHECEHHS 3MiH 0 3a peyenmom UA/11396/01/02
MNiBKOBOI 06O/IOHKOIO, YKPAIHA"

no 500 mr no 10
Tabnetok y 6nictepi; no
3 abo 6 bnicTepiB y
KapTOHHI navu,i

peecTpavuinHMx maTepianis:
3MiHM | TUMY -NogaHHs
oHosneHoro CEP Ne R1-CEP
2014-113 Rev 00 ana Al
neBeTupauleTamy Bif, BXe
3aTBEPKEHOr0 BUPOGHMKA
Hetero Labs Limited
(3atBeppxeHo: RO-CEP 2014-
113 - Rev 04); 3miHu | Tuny -
3aMiHa MeTOAVKN BUNPOBYyBaHHSA
MeToAoM X 3a NoKasHUKOM
"3aNLLKOBI PO3YUHHUKN.
OuroBa Kucnora" Ha MeTop,
BEPX
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

136.

NEBOMEKO/1b

Ma3b Mo 25ry
KOHTeliHepax; no 30,
a6o no 40 r y Ty6ax; no
30T, a6o no 40 r y Ty6i,
no 1 Ty6i y KapTOHHIiA
nadui; no 20 r y Ty6ax;
no 20 r y Ty6i, no 1 Ty6i
Y KapTOHHIi nayui

MpAT
dapmaueBTUyYHa
habpuka "Biona"

YkpaiHa

MpAT
dPapmaueBTUyHa
habpuka "Biona"

Ykpaina

BHECEHHS 3MiH [0
peecTpauiiHux maTepianis:
3MiHY Il TURY - 3MiHK 3 SKOCTI.
A®|. BupobHuuTBO. 3MiHa
BMPOGHMKa
BVIXiZHOr0/MPOMIXHOr0
npoAayKTy/pearenTy, Wwo
BUKOPVCTOBYHOTHCS Y
BMPOGHMYOMY npoLieci Ad®l, abo
3MiHa BMPOGHMKa (BKTOHaouM,
e HeobxiaHo, micue
NpPOBefEHHS KOHTPO/HO AKOCTI)
A®I (3a BigcyTHOCTI
cepTudikara BiZNoOBIAHOCTI
€Bponelicbkiii hapmakonei y
3aTBEPAKEHOMY [OCHE)
(BBEAEHHS HOBOTO BMPOGHMKA
A®I| 3 HagaHHAM MacTep-thaiina
Ha A®l) - BBEAEHHSA
[0[aTKoBOro BUpo6HuKa APl
MeTtunypauwnny Shijiazhuang
Jinchi Chemical Co., Ltd., China

6e3 peyenma

UA/0867/01/01

137.

NEBOMEKO/1b

mMa3b no 251 abo 401y
Tybax; no 25ra6o40ry
Ty6ax; no 1 Ty6i y nauui

AT "Nly6Hnchapm”

YKpaiHa

AT "ly6Hnchapm"

Ykpaina

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHK | TUNy - 3a pesysbTatammn
NpoBeAEHOT OLiHKN PU3MKIB Ha
nigNPUEMCTBI, BCTAHOBUTYU
nepioguyHicTb KoHTposio /13 3a
nokasHukom «MikpobiosnoriyHa
yucToTar, a came "nepluy Ta
KOXHY AECATY HACTYMHY Cepito,
ane He pigwe Hix 1 cepito B pik

6e3 peyenma

UA/2647/01/01

138.

NENCIKAL

TabneTtku, BKPUTI
NiBKOBOK 06O/IOHKOLO,
no 250 wmr; in bulk: Ne
5000 y
nonieTueHoBOMy MakeTi

Lbxy6inaHt
IxeHepike Mimiteq

IHais

[xy6inant
[xeHepike Mimiteq

IHAis

BHECEHHS 3MiH 0
peecTpavuiinHMX MaTepianis:
3MiHW | TUMY - OHOBJ/IEHHSA TEKCTY
MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby 3
BHECEeHHAM iHhopMaLii LWwoao
3a3HaYEHHS OAUHULL
BMMIiptOBaHHA y cuctemi Sl Ta
IHLLIOT TeXHiYHOT iHdhopMaLii.
OHOB/EHHA BXe 3aTBEPIKEHOIO
TEeKCTy MapKyBaHHs ANns
ynakoBku in bulk: Ne 5000 y
nonieTuIeHoBOMY NakeTi

UA/15522/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

(BHECEHHSA NO3HAYeHb OfUHULL
BMMIPIOBaHHS i3 3aCTOCYBaHHAM
niTep natMHcbKoro andasity;
Towo); 3amiHa po3gainy
«["pachivHe 306pakeHHs
yNakoBKM» Ha po3fin
«MapkyBaHHA» MKHA /13:
3anponoHoBaHo: MapkyBaHHSA. Y
BiANOBIAHOCTI A0
3aTBEPAKEHOIO TEKCTY
MapKyBaHHS. [119 ynakoBku in
bulk: MapkyBaHHs. Y
BiANOBIAHOCTI A0
3aTBEPAKEHOrO TEKCTY
MapKyBaHHS, L0 AO0AAETLCS.
TepMmiH BBEEHHS 3MiH
npoTArom 6 Micauis nicns
3aTBEPKEHHS

139.

NENCIKAL

TabneTku, BKpUTI
NNiBKOBOK 060/I0HKOHO,
no 500 wr; in bulk: no
5000 TabneTok y
nonieTnneHoBoMy nakeTi

Ixy6inaHt
[bxeHepikc NimiTeq,

IHais

[bxy6inaHTt
[bkeHepike NimiTen

IHais

BHECEHHS 3MiH [0
peecTpavuiiHux matepianis:
3MiHW | TUMY - OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKu
nikapcbKoro 3acoby 3
BHECEHHSAM iHchopmalii Wwoao
3a3HayYeHHs OAUHULb
BMMIpIOBaHHsA y cuctemi Sl 1a
IHLLOT TEXHIYHOT iHchopmaLii.
OHOB/IEHHA BXe 3aTBEPMKEHOrO
TEKCTY MapKyBaHHs A/15
ynakoBku in bulk: Ne 5000 y
nonieTNeHoBOMY NakeTi
(BHECEHHSA NO3HAYeHb OAUHULL
BMMIPIOBaHHS i3 3aCTOCYBaHHAM
niTep naTMHcbKoro andasity;
TOLLO); 3amiHa po3ainy
«[padhiuHe 306paxeHHs
yNakoBKM» Ha po3ain
«MapkyBaHHs» MKA /13:
3anponoHoBaHo: MapkyBaHHA. Y
BiANOBIAHOCTI A0
3aTBEPAKEHOrO TEKCTY
MapKyBaHHS. [N ynakoBku in
bulk: MapkyBaHHS1. Y
BignoBiAHOCTI A0
3aTBEPIKEHOr0 TEKCTY
MapKyBaHHS, WO A0AAETHCA.
TepMiH BBEAEHHS 3MiH
npotsArom 6 micsuis nicns

UA/15522/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3arBepaXXeHHA

140.

NENCIKAL

TabneTku, BKPUTI
N1iBKOBOK 060/IOHKOIO,
no 750 wmr; in bulk: no
5000 Tabnetok y
nonieTueHoBOMy MakeTi

Lbxy6inaHT
IhxeHepike Miviteq

IHais

[xy6inaHt
[xeHepike Mimiteq

IHais

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHW | TUMY - OHOBJ/IEHHSA TEKCTY
MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby 3
BHECEHHAM iHdhopMmalLii oo
3a3HaYeHHs OAUHULL
BMMIiptOBaHHA y cuctemi Sl Ta
iHLLOT TeXHIYHOT iHchopmaLii.
OHOB/IEHHA BXe 3aTBEPMAKEHOIO
TEKCTY MapKyBaHHs 4715
ynakoBku in bulk: Ne 5000 y
nonieTUIEHOBOMY NakKeTi
(BHECEHHSA NO3HAYeHb OAUHULL
BMMIpPIOBaHHS i3 3aCTOCYBaHHAM
NiTep naTuHCbLKoro andasity;
Towo); 3amiHa po3giny
«[l'padpiuHe 306paXeHHs
yNaKkoBKU» Ha po34in
«MapkyBaHHs» MKA N13:
3anponoHoBaHo: MapkyBaHHSA. Y
BignoBiAHOCTI A0
3aTBEPIXEHOT0 TEKCTY
MapKyBaHHS. [119 ynakoBku in
bulk: MapkyBaHHs1. Y
BiANOBIAHOCTI A0
3aTBEPAKEHOrO TEKCTY
MapKyBaHHS, L0 AOAAETLCA.
TepMmiH BBELEHHS 3MiH
npoTArom 6 micsyis nicns
3aTBEPMKEHHS

UA/15522/01/03

141.

NENCIKAL

TabneTkn, BKPUTI
NNiBKOBOK 060/IOHKOIO,
no 1000 wr; in bulk: no
5000 Tabnetok y
nosnieTnIeHoBOMY nakeTi

[xy6inaHt
[bkeHepikc JNlimiTeq,

IHais

[bxy6inaHTt
[bkeHepike Nimiteq

IHais

BHECEHHS 3MiH 40
peecTpauiiHux maTepianis:
3MiHW | TUNY - OHOBJ/IEHHSA TEKCTY
MapKyBaHHS yMakoBKM
nikapcbKkoro 3acoby 3
BHECEeHHSM iHchopmalii Wwoao
3a3HavYeHHs oAVHNLb
BMMIpIOBaHHsA y cuctemi Sl 1a
iHLLIOT TeXHiYHOT iHdhopMaLil.
OHOB/EHHS BXE 3aTBEPAKEHOIO
TEKCTY MapKyBaHHs 415
ynakoBku in bulk: Ne 5000 y
nonieTMIeHoBOMY nakeTi
(BHECEHHSA NO3HAYeHb OAUHULL
BMMIPIOBaHHS i3 3aCTOCYBaHHAM

UA/15522/01/04
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

niTep naTuHcbKoro andasity;
TOLWO); 3amiHa po3ainy
«[padhiuHe 306paxkeHHs
yNakoBKM» Ha Po3ain
«MapkyBaHHs» MKA N13:
3anponoHoBaHo: MapkyBaHHA. Y
BiANOBIAHOCTI A0
3aTBEPAKEHOrO TEKCTY
MapKyBaHHS. [l ynakoBKu in
bulk: MapkyBaHHs1. Y
BignoBiAHOCTI A0
3aTBEPKEHOr0 TEKCTY
MapKyBaHHS, WO AOAAETLCA.
TepMiH BBEEHHS 3MiH
npotsArom 6 micAuis nicns
3aTBEPAKEHHS

142.

NENCIKAL

TabneTku, BKPUTI
NiBKOBOK 060/10HKOIO,
no 250 mr; no 10
Tabnetok y 6nictepi; no
3 6nicTepu y KapTOHHIN
Kopobui

Lbxy6inaHT
IxeHepike Miviteq

IHais

[xy6inaHt
[xeHepike Mimiteq

IHais

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHW | TUMY - OHOBJ/IEHHSA TEKCTY
MapKyBaHHS YNakoBKu
nikapcbKoro 3acoby 3
BHECEHHAM iHdhopMmalLii oo
3a3HaYeHHs OAUHULL
BMMIptOBaHHA y cuctemi Sl Ta
iHLLOT TeXHIYHOT iHchopmaLii.
OHOB/IEHHA BXe 3aTBEPMKEHOIO
TEKCTY MapKyBaHHs A/15
ynakoBku in bulk: Ne 5000 y
nonieTUIEHOBOMY NakeTi
(BHECEHHSA NO3HAYeHb OAUHULL
BMMIPIOBaHHS i3 3aCTOCYBaHHAM
NiTep naTuHCbKoro andasity;
Tow); 3amiHa po3giny
«l'padpiuHe 306paXeHHs
yNakoBKU» Ha po34in
«MapkyBaHHs» MKA N13:
3anponoHoBaHo: MapkyBaHHSA. Y
BignoBiAHOCTI A0
3aTBEPIKEHOT0 TEKCTY
MapKyBaHHS. [l ynakoBku in
bulk: MapkyBaHHs1. Y
BiANOBIAHOCTI A0
3aTBEPAKEHOrO TEKCTY
MapKyBaHHS, L0 AOAAETHCA.
TepMmiH BBELEHHS 3MiH
npoTArom 6 micsyiB nicns
3aTBEPMKEHHS

3a peyenmom

UA/15521/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

143.

NENCIKAL

TabneTku, BKpUTI
N/1iBKOBOK 060JI0HKOIO,
no 500 wmr; no 10
Tabnetok y 6nictepi; no
3 6nicTepu y KapTOHHIN
KopoobLi

[xy6inaHt
[bxeHepikc NimiTeq,

IHais

[bxy6inaHTt

[bxeHepikc NimiTeq

IHais

BHECEHHS 3MiH [0
peecTpauiiHux maTepianis:
3MiHU | TUMY - OHOB/IEHHA TEKCTY
MapKyBaHHS YNakoBKu
nikapcbKoro 3acoby 3
BHECEHHAM iHdopmMaLii Lwozao
3a3HaYeHHs1 OAUHNLL
BMMIpIOBaHHsA y cuctemi Sl 1a
IHLLOT TEXHIYHOT iHchopmaLii.
OHOB/IEHHA BXe 3aTBEPMKEHOIO
TEKCTY MapKyBaHHs A/15
ynakoBku in bulk: Ne 5000 y
nonieTIeHoBOMY NakeTi
(BHECEHHSA NO3HAYeHb OAUHULL
BMMIPIOBaHHS i3 3aCTOCYBaHHAM
niTep naTuHcbKoro andasity;
TOLWO); 3amiHa po3ainy
«[padhiuHe 306paxkeHHs
yNakoBKM» Ha Po3fain
«MapkyBaHHs» MKA /13:
3anponoHoBaHo: MapkyBaHHA. Y
BiANOBIAHOCTI A0
3aTBEPAKEHOrO TEKCTY
MapKyBaHHS. [N ynakoBku in
bulk: MapkyBaHHs1. Y
BignoBiAHOCTI A0
3aTBEPKEHOT0 TEKCTY
MapKyBaHHS, WO AO0AAETLCA.
TepMiH BBEEHHS 3MiH
npoTsArom 6 micAuis nicns
3aTBEPAKEHHS

3a peyenmom

UA/15521/01/02

144.

NENCIKAL

TabneTku, BKPUTI
MN/iBKOBOK 060/10HKOIO,
no 750 mr; no 10
TabneTtok y 6nictepi; no
3 6nicTepu y KapTOHHIN
Kopobui

Lbxy6inaHT
IhxeHepike Miviteq

IHais

[xy6inaHt
[xeHepike Mimiteq

IHais

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHW | TUMY - OHOBJ/IEHHSA TEKCTY
MapKyBaHHS YNakoBKu
nikapcbKoro 3acoby 3
BHECEHHAM iHhopMalLii Lwoao
3a3HaYeHHs OAUHULL
BMMIptOBaHHA y cuctemi Sl Ta
iHLLOT TeXHIYHOT iHchopmaLii.
OHOB/IEHHA BXe 3aTBEPMKEHOIO
TEKCTY MapKyBaHHs A/15
ynakoBku in bulk: Ne 5000 y
nonieTUIEHOBOMY NakKeTi
(BHECEHHSA NO3HAYeHb OAUHULL
BMMIpPIOBaHHS i3 3aCTOCYBaHHAM
NiTep naTuHCbKoro andgasity;
Towo); 3amiHa po3gainy

3a peyenmom

UA/15521/01/03

149




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

«[l'padhiuHe 306paxkeHHs
yNaKkoBKW» Ha po34in
«MapkyBaHHs» MKA N13:
3anponoHoBaHo: MapkyBaHHSA. Y
BigNoBiAHOCTI A0
3aTBEPKEHOT0 TEKCTY
MapKyBaHHS. [l ynakoBku in
bulk: MapkyBaHHs1. Y
BiANOBIAHOCTI A0
3aTBEPAKEHOIO TEKCTY
MapKyBaHHS, L0 A0AAETHCA.
TepMiH BBELEHHS 3MiH
npoTsArom 6 micsAyis nicns
3aTBEPMAKEHHS

145.

NENCIKAL

TabneTkn, BKPUTI
NNiBKOBOK 060/I0HKOIO,
no 1000 wmr; no 10
Tabnetok y 6nictepi; no
3 6nicTepu y KapTOHHIN
Kopobui

[xy6inaHt
IxeHepikc Mlimiteq

IHais

[bxy6inaHTt
[xeHepikc MimiTeq

IHais

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHW | TUMY - OHOB/IEHHS TEKCTY
MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby 3
BHECEeHHAM iHchopmMaLii Wwoao
3a3HaYEHHs1 O4UHULb
BMMIipIOBaHHSA y cuctemi Sl Ta
iHLLIOT TeXHiYHOT iHdhopMaLil.
OHOB/EHHS BXeE 3aTBEPAKEHOIO
TEKCTY MapKyBaHHs A1
ynakoBku in bulk: Ne 5000 y
nonieTMIeHoOBOMY NakeTi
(BHECEHHSA NO3HAYeHb OAUHULL
BMMIPIOBaHHS i3 3aCTOCYBaHHAM
niTep natMHcbKoro andasity;
Towo); 3amiHa po3gainy
«["pachivuHe 306pakeHHs
yNakoBKM» Ha Po3fin
«MapkyBaHHsA» MKHA N13:
3anponoHoBaHO: MapKyBaHHsA. Y
BiANOBIAHOCTI A0
3aTBEPAKEHOrO TEKCTY
MapKyBaHHS. [11 ynakoBku in
bulk: MapkyBaHHs1. Y
BiANOBIAHOCTI A0
3aTBEPAKEHOrO TEKCTY
MapKyBaHHS, L0 AOAAETHCA.
TepMmiH BBELEHHS 3MiH
npoTarom 6 micsuis nicns
3aTBEPLAKEHHS

3a peyenmom

UA/15521/01/04

146.

NE®NIOTAB

TabneTky BKpUTI
060/10HKO, No 10 Mr no

Megpak Nesenbluadt
dotop KAiHiwe

HimevunHa

Mepak esenbliadpt
dorop KNiHiwe

HimeuunHa

BHECEHHS 3MiH [0
peecTpaLiiHux MaTepianis:

3a peyernmom

UA/12013/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

30 TabneTtok y
KOHTeliHepi; no 1
KOHTelHepy B naui

Lneyjanbnpenapar
e M6X

Lneujansnpenapat
e M6X, HimeuunHa
(BMPOGHUIK, LLIO
BignoBsigae 3a
MapKyBaHHS,
BTOPWHHE
nakyBaHHS,
KOHTpONb/BUpOGYyBa
HHSA cepii Ta BUNYyCK
cepii); Xaynt ®apma
MioHcTep MTm6X,
HimeuunHa
(BMPOGHUIK, LIO
Bignosigae 3a
BMPOGHMLTBO
rOTOBOI NiKapCbKOi
dhopMu, NepBuUHHE
nakyBaHHS,
MapKyBaHHS,
BTOPWHHE
nakyBaHHS,
KOHTpO/b/BMpO6GYBa
HHA cepii Ta 3a
BUMNYCK cepil)

3MiHW | TURy - 3MiHK Woao
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy. BeegeHHs
ab0 3MiHU [0 y3araslbHEeHNX
[aHuX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3araslbHeHUX JaHux npo
cuctemy dhapmakoHarnagy,
3MiHa yNOBHOBaXEHOT 0cobw,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnagy
3as1BHMKa 415 34iCHEHHS
thapMakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOB&XEHOT 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmMakoHarnsgy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
po3MiLLLeHHi MacTep-thaiina
cuctemu chapmakoHarnsgy) -
3MiHa YNOBHOBaXEHOI 0CO6U
3asBHVKa, BiANOBIAA/IbHOT 38
34ilicHeHHs thapmakorHarnagy.
MponoHoBaHa pepakuis: Dr.
Barbara Jogereit. 3miHa
KOHTaKTHUX JaHnX
YNOBHOB&XEHOI 0cobu
3asBHVKa, BiANOBIAA/IbHOT 38
3[jiicCHeHHs1 hapMakorHarnsgy

147.

NE®NIOTAB

TabneTky BKpUTI
060/10HKO10, M0 20 Mr Mo
15 a6o no 30 TabneTok
Y KOHTelHepi; no 1
KOHTelHepy B naui

Mepnak esenbwadT
dotop KAiHiwe
Lneuiansbnpenapar
e M6X

HimeuunHa

Mepak e3enbadt
dorop KNiHiwe
Lnewuiansnpenapat
e M6X, HimeuunHa
(BUPOBHUIK, L0
Bignosigae 3a
MapKyBaHHS,
BTOPWHHE
nakyBaHHS,
KOHTpO/b/BMpo6GyBa
HH# cepil Ta BUNycK
cepii); Xaynt ®apma
MioHcTep M'm6X,
HimeyunHa
(BMPOGHUIK, LLIO
BignoBigae 3a
BUPOGHMLTBO
rOTOBOI NiKapCbKOi

HimeuunHa

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHKM | TRy - 3MiHK WOA0
6e3nekn/edreKTMBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3mMiHN [0 y3arasibHeHNX
[aHuX nNpo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHUX AaHnx npo
cuctemy dhapmakoHariagy,
3MiHa YNOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
thapmakoHarnsgy; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3a8BHMKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi,
SKLLO BOHA BigMiHHa Bif,
YMOBHOBAXEHOI 0COobM,

3a peyernmom

UA/12013/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

hopmu, NepBUHHE

nakyBaHHS,

MapKyBaHHS,
BTOPUHHE
nakyBaHHS,

KOHTpPONb/BNpObYBa
HHS cepii Ta 3a
BUNYyCK cepii)

BignoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy (Bkirovaroum
KOHTaKTHI fiaHi) Ta/abo 3MiHn y
po3MmilLieHHi macTep-chaiina
cuctemu chapmakoHarnagy) -
3MiHa YNOBHOBaXeHOI 0Co6U
3as1BHVIKa, BiANOBiAa/IbHOT 32
3[iliCHEeHHSs chapmakorHarnsgy.
MponoHoBaHa pepakuis: Dr.
Barbara Jogereit. 3miHa
KOHTaKTHUX AaHnX
YNOBHOB&XXEHOT 0cobM
3as1BHVKa, BiANOBiAA/IbHOT 32
3[jicHeHHs1 hapMakorHarnsgy

148.

nisnHonpun

Tabnetkun no 10 mr no 10
Tabnetok y 6nictepi, no
1 a6bono2ab6ono3
6nicTepn y KapTOHHIN
nauui

AHTUBIOTUKN CA

PymyHis

AHTUBIOTUKN CA

PymyHis

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHK | TNy - 3MiHW WoA0
6e3nekn/edpeKTNBHOCTI Ta

chapmakoHarnsgy. BeegeHHs
ab0 3MiHM [0 y3arasibHeHUX
AaHvX Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXeEHOT 0cobw,
BiANOBIAaA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 34iACHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YNOBHOBAaXEHOT 0Cco6M,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy (Bkio4yarum
KOHTaKTHi flaHi) Ta/abo 3MiHU y
po3MilLeHHI MacTep-harina
cuctemn chapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0co6u
3asBHVKa, BigNoBigaIbHOT 3a
chapmakoHarnsg, B Ykpaii.
MponoHoBaHa peaakuis:
Kvpunisa NanuHa eopriisHa.
3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOI 0CO6U 3asiBHUKA,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
hapmakoHarnsgy B YkpaiHi

3a peyenmom

UA/18802/01/01

149.

NniSMHonNnPun

Tabnetkn no 20 mr no 10

AHTUBIOTUKN CA

PymyHis

AHTUBIOTUKN CA

PymyHist

BHECEHHS 3MiH Ao

3a peyenmom

UA/18802/01/02
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Ymosu

Howmep

n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

peecmpayiliHo2o
nocsio4yeHHs

Tabnetok y 6nictepi, no
1 a6bono2ab6ono3
6nicTepn y KapTOHHIl
nauui

peecTpauiiHnux matepianis:
3MiHK | TUNY - 3MiHK WoA0
6e3nekn/edpeKTUBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs
a60 3MiHU [0 y3araslbHEHNX
[aHuX nNpo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy thapmakoHarnsgy,
3MiHa yNMOBHOBaXEHOT 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
0ocobu 3 hapmakoHarnsgy
3asBHUKa ANA 3AiAICHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YMOBHOBaXEHOT 0co6Y,
BiiNOBIAaAbHOT 3a 34iICHEHHS
thapmakoHarnsgy (Bko4yarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
pO3MiLLEeHHI MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0co6u
3asBHVKa, BigNoBigabHOT 3a
thapmakoHarnsg B Ykpaii.
MponoHoBaHa pegakuis:
Kvpunisa MNanvHa eopriisHa.
3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOI 0CO6U 3asBHUKA,
BiiNOBIAaAbHOT 3a 34iICHEHHS
hapmakoHarnsgy B YkpaiHi

6e3 peyenma

UA/14267/01/01

150.

NIHEKC®

Kancynu Teepgi, no 32
Kancynv y donakoHi; no 1
(h/1aKOHY B KapTOHHii
Kopobui; no 8 kancyny
6nicTepi; no 2, abo no 4;
ab6o no 6 6nictepis y
KapTOHHI Kopobui

CaHpo3
dapmacbloTikans

Ad.

CnoBeHisa

Nex
PapmaueBTUyHa
KoMnaHisa 4.4.,
CnoBeHis ( BUMycK
cepii); ek
dapmaueBTMyHa
KomnaHia 4.4.,
CnoseHis
(BMPOGHMLTBO in
bulk, nakyBaHHs)

CnoBeHis

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHU | TUNY - NoAaHHSA
oHoBneHoro ME-CepTudikaty
BiANOBIAHOCTI EBpONeiChKil
thapmakonei Ne R1-CEP 2001-
028 - Rev 01 gna 4ONOMDKHOI
peuyoBuHu Gelatin Big Bxe
3aTBEPAKEHOTO BUPOOHMKA
GELTECH CO., LTD; 3minu |
TVny - nogaHHA Hosoro [E-
CepTudikaty BiANOBIAHOCTI
€sponevicbkin hapmakonei Ne
R1-CEP 2003-261 - Rev 01 ans
[0onoMikHOT pevoBrHU Gelatin

Bif BMpo6HMKa M/S India

153




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Gelatine and Chemicals Ltd;
3MiHu | TUMY - NOAaHHSA HOBOrO
E-CepTudpikaty BignosigHocTi
€Bponeiicbkii hapmakonei Ne
R1-CEP 2008-137 - Rev 01 ans
[0onoMiXHOT pevoBrHU Gelatin

Bif BMpo6Huka GELITA AG

151.

NINOIKA

TabneTtku, BKPUTI
NiBKOBOK 060/10HKOI0,
no 300 mr; no 10
Tab1eToK Y KOHTYpHiii
YapyHKOBIli ynakoBLyj, no
3 KOHTYpPHI YapyHKOBI
ynakoBKM B nauLli

MpAT
"dbapmaueBTnyHa
ipma "JapHuus”

YKpaiHa

MpAT
"PapmaueBTnyHa
hipma "AapHuus”

YkpaiHa

BHECEHHS 3MiH [0
peecTpavuiiH1x MaTepiasis:
YTOUHEHHS peecTpauiiiHoro
HOMepa B Hakasi MO3 YkpaiHu
166 Big 26.01.2022 B npoueci
BHECEHHA 3MiH (3MiHu | TNy -
3MiHK 3 SKOCTi. FOTOBWIA
nikapcbkuii 3acib. CTabinbHICTb.
3MiHa y TepMiHax npuaaTHOCTI
abo ymoBax 36epiraHHs
roTOBOrO JliKapCbKOro 3acoby
(36iNbLUEHHS TEPMIHY
NpVAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - [ins
TOProBOl yrnaxkoBKu
(niaTBEPOKYETHCA AAHUMU
peasibHOro Yacy) - 36iMbLUEHHS
TepMiHy NpMAATHOCTI FOTOBOTO
nikapcbkoro 3acoby 3 1 poky 40
1,5 pokis gns Toprosoi
ynakoBKkn. 3MiHN BHECEHO B
IHCTPYKUiO AN MeguyHoro
3aCTOCYBaHHS NiKapCbKoro
3acoby y po3gin «TepMiH
npuaAaTHOCTI». BBeAEHHS 3MiH
nNpoTArom 6-Tn MicALiB micns
3aTBepMAKeHHs1). Pepakuis B
Hakasi: BifCyTHil.
3anponoHoBaHa pepakLis:
UA/17024/02/01.

3a peyenmom

UAJ17024/02/01

152.

NOMYCTUH
MEAK

kancynu no 40 mr, no 20
Kancyn y KoHTeliHepi; no
1 KOHTelHepy B nauui

Mepak Nesenbluadt
chrop KniHiwe
Lnevujansnpenapat
e m6X

Himeyunna

Brpo6HuK, L0
Bignosigae 3a
MapKyBaHHsI
nepBUHHOI
yMakoBKM, BTOPUHHE
nakyBaHHS,
KOHTPO/b/BUNPOGYB
aHHA cepii Ta 3a
BUNYCK cepil:
Mepak esenbliadpt
dorop KniHiwe

HimeuunHa

BHECEHHS 3MiH [0
peecTpavuiinHMx maTepianis:
3MiHK | TUNY - 3MiHW WOA0
6e3nekn/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
a60 3MiHU [0 y3araslbHEHNX
[aHuX nNpo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy hapmakoHarnsagy,
3MiHa yNMOBHOBaXEHOI 0cobw,

3a peyenmom

UA/6988/01/01
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n/n

3acoby

Ha3sBsa nikapcbko20

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Lneujansnpenapat
e M6X, HimeuunHa;
B1po6HuK, LWo
BignoBsigae 3a
BUPOGHMLTBO
niKkapcbKoro 3acooby,
nepBuHHE
nakyBaHHS,
KOHTPO/b/BUNPOGYB
aHHs cepii: XaynT
dapma Amaper
'm6X, HimeyunHa

BignoBiAa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnagy
3as1BHMKa 415 34iCHEHHS
hapMakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOB&XEHOT 0cobwu,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapMakoHarnsgy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
po3MiLLieHHi MacTep-thaiina
cuctemu chapmakoHarnsgy) -
3MiHa YNOBHOBaXEHOI 0CO6U
3asBHVKa, BiANOBIAA/IbHOT 38
34ilicHeHHs thapmakorHarnagy.
MponoHoBaHa pepakuis: Dr.
Barbara Jogereit. 3miHa
KOHTaKTHUX JaHnX
YNOBHOB&XEHOI 0cobu
3asBHVKa, BiANOBIAA/IbHOT 38
3AjiiCHEHHs1 hapMakorHarnsgy

153.

NOPAHO

Tabnetku no 10 mr; no 7
TabneTtok y 6nictepi; no
1 6nicTepy B KApTOHHIl
Kopo6ui; no 10 TabneTok
y 6nicTepi; no 2
6nicTepy B KAPTOHHIi
Kopobui

CaHpo3
dapmacbioTikan3

a.4.

CnoseHis

BMPOGHMLITBO in
bulk,nakyBaHHs,
BWMNYCK Cepil:
Canotac ®apmva
M6X, HimeuuunHa,;
nakyBaHHs, BUNYyCK
cepii: Nlek C. A.,
MonbLa

HimeuunHa/
MonbLa

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHW | TUMy - 3MiHa y YacTuHi
marepiany NepBMHHOI YNaKkoBKY,
LLIO He KOHTaKTY€e 3 FOTOBUM
nNikapcbknM 3ac060M: NOKPUTTSA
NS HAHECEHHA ApYKy Ha
a/lOMIHIEBI honbsi Ans
6nicTepy, WO MICTUTb
HITpOLLEN0M03Y 3MIHIOETLCS Ha
MOKPUTTS, LLO HE MICTUTb
HITpOLLEeN0N1031

6e3 peyenma

UA/6985/02/01

154.

NOPATAAUH-
340POB'A

cupon, 5 mr/ 5 Mmn no
100 mn 'y cpnakoHi; no 1
oNakoHy 3 MipHOH
NOXKOI0 B KOpPOOLi 3
KapToHy; no 5 mn a6o no
10 mn y cawe; no 20
calle y Kopobui 3
KapToHyY

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

YKpaiHa

BCi cTagji
BUPOOHMLTBA,
KOHTPO/b SIKOCTI,
BUNYCK cepil:
ToBapucTso 3
06MeXeHo
Bif4NoBiAaNbHICTIO
"®apmaueBTnyHa
KOMMaHis
"3p0poB'a", YkpaiHa,;
BCi cTagii
BMPOGHMLTBA,
KOHTPO/b AKOCTI:
ToBapucTso 3
06MeXeHot
BifNOBIAANLHICTIO

Ykpaina

BHECEHHSA 3MiH [0
peecTpavuiiHux maTepianis:
3MiHW | TUMY - BUNYYEHHSA
3aTBEpAKEHOro BMpo6Huka AdI
Morepen Laboratories Limited,
India 3 maTepianis
peecTpauiiHoro Aocbe Ta, K
HacnifokK, BUTYyYeHO NOKa3HWK
“3anuiukoBa KinbkicTb
OpraHiYHMX PO3YUHHKUKIB” 3i
cneumdikau,ii i3 BiagnoBigHUM
MEeTOZOM KOHTPOJIt0 AKOCTI, L0
KOHTPOJIOETLCA 3iAHO
HOPMaTVBHUX [JOKYMEHTIB
[aHoro BUpPO6HWKa; 3MiHW | Tuny
- 3MiHM 3 skocTi. CepTudpikat

6e3 peyenma

UA/0100/02/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
"XapkiBcbke BignosigHocTi/l E-cepTudpikar
thapmaueBTUyHE BiANOBIAHOCTI EBpONEiiChKilt
niANPMEMCTBO thapmakonei/mMoHorpadii. 3miHu,

"340p0oB’s Hapoay",

YkpaiHa

noB'si3aHi 3 HEOOXIAHICTIO
npuBeAeHHs y BiANOBIAHICTb [0
MoHorpadii AdY abo
€Bponeiicbkoi hapmakonei, abo
iHLWOT HauioHanbHOI thapmMakonel
nepxasun €C (3miHa y
cneuudikauisix, nos'a3aHa 3i
3miHamu B A®Y, abo
€Bponeiicbkiii hapmakonei, abo
iHLWIN HauioHanbHIN dhapmakonei
aepxasun €C); cynyTHA 3MiHa -
3MiHu 3 siKocTi. A®l. KoHTponb
A®l. 3miHa y meTogax
BMNpo6yBaHHA Ad®I abo
BUXiAHOro
mMarepiany/npoMixXHOro
npoayKTy/peareHTy, Lo
BVKOPVCTOBYETLCS Y NpoLieci
BMPO6HMLTBA AD| (HE3HAYHI
3MiHW Y 3aTBEpPAKEHUX METoAax
BUNPOOYBaHHSA) - 3MiHU Y
cneumdikauii Ta meTogax
BXiZHOTr0 KOHTPOJIH0 AKOCTi Ha
A®| JlopaTafunH 3a NoKasHUKOM
“Mikpo6ionoriyHa uictota’ y
3B'A3KY 3 NPMBEAEHHAM A0
BMMOT Aito40ro BugaHHs JdY.
MponoHoBaHa pegakuis
CNEUNDIKALIA KpuTepii
NPWIAHATHOCTI MiKPOGioNOriYHO|
YNCTOTU HECTEPWU/TBHNX
cybcTaHui gns
hapmaLeBTUYHOIO
3acTocyBaHHsa (JPY* 5.1.4),
3arasibHe 41cno aepobHMX
MikpoopraHismis (TAMC)-10
3KYO/r. 3aranbHe uncno
OPDKKOBUMX i NniceHeBuX rpnbis
(TYMC) -10 2 KYO/r METOAM
KOHTPO/IO AKOCTI - 2.6.12
LOOY*; 3miHuM | TUNY - NogaHHSA
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI EBPONEChKIl
thapmakonei Ne R1-CEP 2009-
009-Rev 02 gns gitoyoi
pevoBuHM Loratadine Big BXxe
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3aTBEPAKEHOTO BUPOOHMKA
VASUDHA PHARMA CHEM
LIMITED, sik Hacnigok
YTOUYHEHHS HaliMeHyBaHHS Ta
afpecu MicLLe3HaxoMKeHHS
BMPOGHUWKA Y BifMNoBIAHOCTI A0
npegcrtasneHoro CEP Ta
3a3HayvyeHHs HOBOI [04aTKOBOT
BVMPOGHNYOT fiNbHAL,.
3anponoHoBaHo: VASUDHA
PHARMA CHEM LIMITED, India
MicuesHaxomkeHHs: Unit —,
Plot. Ne 37/A, 38, 39A&B,
Phase-l, I.D.A., Jeedimetla
India-500 055 Hyderabad,
Telangana, India flogatkoBa
BMpOGHUYa AinbHUus: Unit-Il,
Plot Ne 79, Jawaharlal Nehru
Pharma City Parawada Mandal,
Visakhapatnam India-531019
Thanam Village, Andhra
Pradesh, India. 3miHn y
cneuudikavii Ta meTogax
BXIJHOrO KOHTPO/I0 AKOCTi ADI
JNlopataguH 3a NokasHMKOM
“3aINLWKOBI KiNKOCTi opraHiyHmnx
PO3YMHHVIKIB” BIAMNOBIAHO A0
npeacTtasneHoro CEP; 3miHu |
TMNY - NOA@HHS OHOB/IEHOTO
cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkii hapmakonei Ne
R1-CEP 2007-284 - Rev 01 ans
Aitoyoi pevosuHu Loratadine Big
BXe 3aTBEpPAKEHOro BUPOGHMKa
CADILA PHARMACEUTICALS
LIMITED, sik Hacnigok
YTOUYHEHHS HaliMeHyBaHHS Ta
afpecu MicLLe3HaxoMKeHHS
BMPOGHUWKA Yy BifMNoBIgHOCTI A0
npeactasneHoro CEP Ta 3MiHn
y cneuudpikauii Ta metTogax
BXIZJHOrO KOHTPO/IHO AKOCTi Ha
A®| NlopaTaaviH BignoBigHO A0
npegacrasneHoro CEP 3a
NOKa3HUKOM “3a/INLLKOBI
KiNIbKOCTi OpraHiyHnx
PO34MHHYKKIB". MNponoHoBaHa
pegaxuis. CADILA
PHARMACEUTICALS LIMITED,
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
India. MicuesHaxomkeHHs: 294,
G.1.D.C. Industrial Estate India-
393 002 Ankleshwar, Gujarat,
India
155. | NYMIFAH® Kpansi o4Hi, po3yvH, 0,1 AnnepraH IpnaHgis AnnepraH IpnaHgis BHECEHHS 3MiH 0 3a peyenmom UA/13815/01/01
mr/mMn no 3 mny dapmacbloTikans dapmacbioTikans peecTpauiiHnx matepianis:
chnakoHi-KpanesnbHuL,; IpnaHgjs IpnaHgjs 3MmiHu | TMny - AgMiHICTpaTUBHI
no 1 cpnakoHy- 3MiHW. 3MiHa HaliMeHyBaHHs
KpanenbHuui y Ta/abo agpecu micus
KapTOHHI navu,i NPOBaKEHHS AiANbHOCTI
BMpO6HUKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIOYaum
AiNbHULI BUNYyCKy cepii abo
MicLie NpoBeAEHHS KOHTPO/0
AKOCTI. (AIANbHICTb, 3a AKY
BiANOBiAae BMPOGHMK/iMNopTep,
BK/IOYA0UM BUMYCK Cepiid) 3MiHa
agpecu BupobHuka N3
AnnepraH d®apmacbioTikans
IpnaHgis, lpnaHais, 6e3 3miHu
MicLsi BUpO6HMLITBA
156. | NYMIFrAH® Kpansi 04Hi, po3yuH, 0,1 AnnepraH IpnaHgis AnnepraH IpnaHgis BHECEHHS 3MiH [0 3a peyernmom UA/13815/01/01
Mr/mn; no 3 Mny dapmacbioTikan3 dapmacbioTikans peecTpavuiiHux maTepianis:
doNnakoHi-KpanenbHuL; Ipnangis Ipnangis 3MiHK | TUNY - BBEAEHHS
no 1 cpnakoHy- [o4aTKoBOro po3mipy cepii A®l
KpanesnbHuLi y BimaTonpocT Bif BUPOGHMKa
KapTOHHI/ nauui Kyowa Pharma Chemical Co.
Ltd - 5400 grams.
3anponoHosaHo: 2700 grams;
5400 grams
157. | MATHE-B6® po34uH Ans TOB "Onenna Ykpaina KOMEPACbLOH PpaHuis BHECEHHS 3MiH 0 6e3 peyenma UA/5476/01/01
nepopasibHoro Xenckea YkpaiHa" PAPMACBIOTIK peecTpauiiiHix maTepianis:
3actocyBaHHs, Ne 10: no OPAHCE3 3MiHa 3asBHMKa (BNacHmKa

10 mn B amnyni; no 10
amnyn 3 Asoma NiHisMu
po3/10My Y NiAA0HI 3
KapTOHY, B KAPTOHHIM
KopooLi

peecTpaLiiiHOro NocBigYEHHS)
(3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460): BBeaeHHs
3MiH NPOTAroM 6-Tu MicALiB
nicns saTeepkeHHs. 3MiHu |
TMny - 3MiHK Woa0
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHN)
3MiHV BHECEHO B IHCTPYKLit0 A5
MeAMYHOro 3acToCyBaHHA Tay
TEKCT MapKyBaHHS yNakoBKu
NikapcbKoro 3acoby oo
AoAaBaHHs iHhopmaui
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

CTOCOBHO HaliMeHyBaHHS Ta
MiCLLe3HaXOKEHHS 3asBHMKA.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCAILB Nic/1A 3aTBEPAKEHHS.

158.

MAHIHIN® 3,5

Tabnetku no 3,5 mr, no
120 TabneTok y
chnakoHi; no 1 donakoHy
B KapTOHHIi Kopo6Lyi

BEP/NIIH-XEMI Al

HimeyunHa

BEPNIH-XEMI AT,
HimeuunHa
(BupobHULTBO «in
bulk», KOHTpO/b
cepiii); BEP/IH-
XEMI AT,
HimeyunHa
(KoHTponb Ta
BWMYCK Cepii);
MeHapiHi-®oH
XengeH M'm6X,
HimeuyunHa
(BMpo6HULTBO «in
bulk», nepBrHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTPO/b cepii)

HimeuunHa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHM | TUny - 3MiHK Woao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
ab0 3MiHU [0 y3araslbHEHNX
[aHuX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy hapmakoHarnagy,
3MiHa yNOBHOBaXEHOI 0cobw,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3as1BHMKa 415 34iICHEeHHS
hapmakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOBaXeHOT 0cobwy,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkirovaoun
KOHTaKTHI faHi) Ta/abo 3MiHn y
pO3MiLLLeHHi MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3MiHa KOHTaKTHOT 0co6bm
3asBHVKa, BiANOBIAA/ILHOT 38
thapmakoHarnsg B Ykpaii.
MponoHoBaHa pepakuisi: Kyuep
MapuHa BacuniBHa. 3MiHa
KOHTaKTHUX AaHUX KOHTaKTHOI
0Cco6M 3as1BHMKA, BignoBigabHOT
3a 3[jlicHeHHs chapMakoHarnsgy
B YKpaiHi

3a peyenmom

UA/9669/01/01

159.

MAHIHIN® 5

Tabnetkn no 5 mr no 120
TabneTok y hNakoHi; no
1 chnakoHy B Kopobu,i

BEP/NIH-XEMI Al

HimevunHa

BEP/IIH-XEMI AT,
HimeyunHa
(BMPOGHUVIK, LLIO
BVKOHYE
BUPOGHMLTBO
Hepo3dgacoBaHOl
npogykuii); BEP/IH-
XEMI AT,
HimeuunHa
(BMPOGHUYIK, L0
BVKOHYE KiHL|eBE
nakyBaHHs, BUNYyCK
cepii); MeHapiHi-PoH

HimeuunHa

BHECEHHSA 3MiH [0
peecTpavuiiHux matepianis:
3MiHKM | TRy - 3MiHW WOA0
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy. BeegeHHs
ab60 3MiHU [0 y3arasibHeHNX
[OaHvX npo cuctemy
thapmakoHarnagy (BBegeHHs
y3araslbHeHUX AaHux npo
cuctemy thapmakoHarnsagy,
3MiHa YNOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
hapmakoHarnsay; KOHTakTHoI

3a peyenmom

UA/9669/01/02
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
XevigeH Mv6X, ocobu 3 hapmakoHarnisgy
HimeyunHa 3asBHMKa AN 34iAICHEHHS
(BMPOGHUIK, LLIO thapmakoHarnagy B YkpaiHi,
BVKOHYE SIKLWO BOHA BiAMIHHA Bif
BMPOBHNLTBO YNOBHOB&XEHOi 0cobu,
Hepo3chacosaHol BiNOBIAaIbHOT 3a 34iICHEHHS
npoaykLii, KiHueBe thapmakoHarnsgy (Bko4yarum
nakyBaHHs) KOHTaKTHi faHi) Ta/abo 3MiHU y
pO3MiLLEeHHI MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0co6u
3a8BHVKa, BigNoBigaNbHOT 3a
thapmakoHarnsg B Ykpaii.
MponoHoBaHa pepakuisn: Kyuep
MapuHa BacunisHa. 3miHa
KOHTaKTHUX JaHNX KOHTaKTHOT
0co6u 3asBHKKa, BigNoBiga/IbHOT
3a 3filicHeHHs hapmakoHarnsgy
B YKpaiHi
160. | ME3M® POPTE Tabnetku BEPNIH-XEMI Al HimeuyunHa BEPNIH-XEMI AT, HimeuunHa BHECEHHS 3MiH 0 6e3 peyenma UA/6763/01/03
20000 KMLLKOBOPO34MHHI; no 10 HimeuunHa peecTpauiiHnx matepianis:
Tabnetok y 6nictepi; no (BMpPOGHMLTBO 3MiHM | TUny - 3MiHK Woao

2 abo no 5 6nictepis y
KapTOHHI Kopobui

Tabnetok "in bulk"
Ta KOHTPO/Ib Cepiif);
BEPNIH-XEMI AT,
HimeyunHa
(nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepiid)

6e3nekun/edekTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
ab0 3MiHU [0 y3araslbHEHNX
[aHuX nNpo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy hapmakoHarnsagy,
3MiHa yNOBHOBaXEHOI 0cobw,
BignoBifa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3as1BHMKa 419 34iICHEeHHS
hapmakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOBaXeHOT 0cobwy,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MiLLLeHHI MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3MiHa KOHTaKTHOT 0co6m
3asBHVKa, BiANOBIAA/ILHOT 38
thapmakoHarnsg B Ykpaii.
MponoHoBaHa pepakuisi: Kyuep
MapuHa BacuniBHa. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI
0Cco6M 3as1BHMKA, BignoBigaibHOT
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3a 3gjlicHeHHs chapmakoHarnsgy

B YKpaiHi

161.

METANI3E®

niodhinizat gnsa po3unHy
A8 iH'exui no 10 000
Of (50 mr); 1 donakoH 3
niocpinisatom Ta 1
LUMPWL, 3 PO3YMHHUKOM
no 10 mn (Boga ansa
iH'EKLi) Y KOMMNEKTI 3i
CTepUIbHUM
nepexifHYM NPUCTPOEM
ans donakoHa Ta
CTEpPUIbHOI
0[IHOPa30BOI0 FOJIKOI0 Y
KapTOHHI Kopobui

BepiHrep
IHrenbxaim
IHTepHewHN M6X

HimeyunHa

BepiHrep
IHrenbxaivm ®apma
M6X i Ko. KI'

HimeuunHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHK | TUNy - 3MiHW WoA0
6e3nekn/edpeKTNBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHuX
AaHvX Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX nNpo
cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnisgy
3asBHUKA 419 3AiAICHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YNOBHOBA&XEHOT 0Cco6M,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnagy (Bkio4yarum
KOHTaKTHi flaHi) Ta/abo 3MiHU y
po3MilLeHHI MacTep-harina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOB&XXEHOT 0CO6U
3asBHVKa, BigNoBigaIbHOT 3a
thapmakoHarnsag.
MponoHoBaHa pefakuis: Sven
Kohler. 3miHa KOHTaKTHMX AaHuX
YMOBHOBaXeHOT 0cobwy,
BignoBiganbHOI 3a
hapMakoHarnag. 3miHa
KOHTaKTHOi 0COOU 3asBHUKA,
BignoBiganbHOI 3a
thapmakoHarnsg B Ykpaii.
MponoHoBaHa pegakuis:
MoniByak OneHa BikTopiBHa.
3MiHa KOHTaKTHMX AaHnX
KOHTaKTHOi 0COOU 3asBHUKA,
BignoBiganbHOI 3a
hapmakoHarnag B YkpaiHi

3a peyernmom

UA/8168/01/01

162.

MIAOKANM

pO34MH A1 iH'EKUIA, MO
1 mn B amnyni, no 5
amnyn y KapTOHHIl
ynaxoBLii

BAT "TeneoH
PixTep"

YropumHa

BAT "l'epeoH
PixTep"

YropmHa

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHKM | TRy - 3MiHK WOA0
6e3nekn/edeKTBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
ab60 3MiHK [0 y3aranibHeHNX

3a peyernmom

UA/7535/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

[aHuX nNpo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHUX AaHux npo
cuctemy dhapmakoHariagy,
3MiHa YNOBHOBaXeHOI ocobu,
BiNOBIAaIbHOT 3a 34iICHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 3AiACHEHHS
thapmakoHarnagy B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif
YNOBHOBaXEHOT 0CO6M,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapMakoHarnagy (Bkirovaroum
KOHTaKTHi fiaHi) Ta/abo 3MiHn y
po3MilLieHHi macTep-chaiina
cuctemu chapmakoHarnagy) -
3MiHa KOHTaKTHUX JaHux
YNOBHOB&XEHOI 0cobu
3asBHVKa, BiANOBIAA/IbHOT 38
3pjiicCHeHHs1 hapmakoHarnagy.
3MiHa Micus 34iCHEeHHS
OCHOBHOT fisifIbHOCTI 3
hapmakoHarnagy. 3miHa
MiCLIe3HaxXOpKeHHs macTep-
thaiina cuctemu
hapmakoHarnsagy

163.

MIKAPOANC®

Tabnetku no 80 mr; no 7
Tabnetok y 6nictepi; no
2 abo no 4 6nictepn B
KapTOHHIA Kopoo6Li

BepiHrep
IHrenbxanm
IHTepHewHn M6 X

HimeuunHa

BepiHrep
IHrenbxaiim Ennac
A.E., l'peuis;
BepiHrep
IHrenbxaiim ®apma
'm6X i Ko. KT,
HimeuyunHa

Ipevis/
HimeuunHa

BHECEHHS 3MiH [0
peecTpauiiHux maTepianis:
3MiHKM | TRy - 3MiHW WOA0
6e3nekn/edreKTBHOCTI Ta
chapmakoHarnsgy. BeefeHHs
a60 3MiHN [0 y3arasibHeHNX
[aHuX nNpo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHUX AaHnx npo
cuctemy dhapmakoHarniagy,
3MiHa yNOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3asBHMKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi,
SKLLO BOHa BigMiHHa Bif,
YNOBHOBaXEHOT 0CO6M,
BignoBifa/IbHOI 3a 34jACHEHHS
hapMakoHarnagy (Bkirovaroum
KOHTaKTHi AiaHi) Ta/abo 3MiHn y

3a peyernmom

UA/2681/01/01
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n/n

3acoby

Ha3sBsa nikapcbko20

dopma sunycky

3asiBHUK

KpaiHa

Bupo6HuK

(nikapcbka ¢hopma,
ynakoska)

3asiBHUKa

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

164.

MINT HASAJIbHI
KPAMNNI®

Kpanni Ha3asibHi no 10

AT "®dapmak”

YKpaiHa

po3MmilLieHHi macTep-chaina
cuctemu chapmakoHarnagy) -
3MiHa YNOBHOBaXEHOI 0Co6U
3as1BHVKa, BiANOBiAa/IbHOT 32
hapmakoHarnsg.
lMponoHoBaHa pegakuis: Sven
Kohler. 3miHa KOHTaKTHUX gaHWX
YMOBHOBaXEHOT 0co6Y,
BiANOBIAa/IbHOI 3a
thapmakoHarnag. 3miHa
KOHTaKTHOI 0CO6U 3asiBHUKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnsg B Ykpaii.
MponoHoBaHa pegakuis:
Monisuak Onexa BikTopiBHa.
3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOI 0CO6U 3asiBHUKA,
BiANOBIAa/IbHOI 3a
papMakoHarnsg B YKpaiHi

165.

MIPAMEKC®

My chnakoHi; no 1
chnakoHy y nauui

Tabnetkun no 0,25 mr; no

BepiHrep

HimeyunHa

AT "dapmak”

BepiHrep

YkpaiHa

HimeyunHa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHW | TUNY - BBEAEHHSA
a/lbTEPHATNBHOIO BUPOBHMKaA
NEepBMHHOTO MakKyBaHHs1, a came:

nineTka 3 KPULLIKOKO
HarBMHYyBasIbHOLO 3
BiANOBIAHUMYW 3MiHaMV B PO34in
«YnakoBka» MKA N13.
3anponoHosaHo: o 10 My
(pNakoHi i3 CBITNI03aXUCHOTO
ckna, 3abe3neyeHnii NineTKok.
Ha dpnakoH HakneoTb
eTUKEeTKy-camoKnenky. KoxHuia
ch1akoH pa3oMm 3 IHCTPYKLi€to
AN MeANYHOro 3acTOCyBaHHs
NoMiLLaI0Th y Nauky. BBeAeHHs
3MiH NpOTArom 6-Tu MicsuiB
nicnsa 3aTBepiKeHHs

6e3 peyenma

UA/14055/01/01

10 TabneTok y 6nicTepi;
no 3 6nictepu B
KapTOHHI KopoobLi

IHrenbxanm
IHTepHewHn M6X

IHrenbxaim ®apma
M6X i Ko. KI'

BHECEHHS 3MiH 40
peecTpauiiHux maTepianis:
3MiHK | TURy - 3MiHW WoA0
6e3nekn/epeKTNBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHUX

[AaHvX Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3arasibHeHUX JaHuX nNpo
cuctemy thapmakoHarnsgy,

3a peyernmom

3MiHa YNOBHOBaXKEHOI 0cobu,

UA/3432/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BignoBiAa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnagy
3as1BHMKa 415 34iCHEHHS
hapMakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOB&XEHOT 0cobwu,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapMakoHarnsgy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
po3MiLLieHHi MacTep-thaiina
cuctemu chapmakoHarnsgy) -
3MiHa YNOBHOBaXEHOI 0CO6U
3asBHVKa, BiANOBIAA/IbHOT 38
thapmakoHarnag.
MponoHoBaHa pegakuis: Sven
Kohler. 3miHa KOHTaKTHUX JaHuX
YNOBHOBAXEHOI 0CO6M,
BignoBigasibHOI 3a
hapmakoHarnsg.
3MiHa KOHTaKTHOT 0cobum
3as1BHVKa, BiANOBiAa/IbHOT 32
hapmMakoHarnag B YkpaiHi.
MponoHoBaHa pegakuis:
Monisuak Onexa BikTopiBHa.
3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOI 0CO6W 3asiBHUKA,
BignoBigasibHOI 3a
hapMakoHarnsag B YkpaiHi

166.

MIPAMEKC®

Tabnetkn no 1 mr; no 10
Tabnetok y 6nictepi; no
3 6nicTepu B KAPTOHHiIl

Kopobui

BepiHrep
IHrenbxaim
IHTepHewHn M6X

HimeyunHa

BepiHrep
IHrenbxaivm ®apma
M6X i Ko. KI'

HimeuunHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHK | TNy - 3MiHW WoA0
6e3nekn/edpeKTNBHOCTI Ta

chapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHuX
[aHuX nNpo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX nNpo
cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXeEHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnisgy
3asBHUKA 419 3AiACHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YNOBHOBaXEHOT 0Cco6M,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
hapMakoHarnsay (Bkaryaum

3a peyernmom

UA/3432/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

167.

MIPAMEKC®NA

Tabnetkn

KOHTaKTHi faHi) Ta/abo 3MiHn y
po3MiLLLeHHi MacTep-thaiina
cuctemu chapmakoHarnsgy) -
3MiHa YNOBHOBaXEHOI 0CO6U
3asBHVKa, BiANOBIAA/IbHOT 38
thapmakoHarnag.
MponoHoBaHa pegakuis: Sven
Kohler. 3miHa KOHTaKTHUX JaHuX
YNOBHOBAXEHOT 0CO6M,
BignoBigasibHOI 3a
hapmakoHarnsg.
3MiHa KOHTaKTHOT 0cobum
3as1BHVKa, BiANOBiAA/IbHOT 32
hapmMakoHarnag B YKpaiHi.
MponoHoBaHa pegakuis:
MoniBuak Onexa BikTopiBHa.
3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOI 0CO6W 3asiBHUKA,
BignoBigasibHOI 3a
hapMakoHarnsag B YkpaiHi

MPOJIOHroBaHoI Aji No
0,375 mr; no 10
Tabnetok y 6nictepi, no
3 6nicTepu B KAPTOHHIl
Kopobui

BepiHrep
IHrenbxaim
IHTepHewHN M6X

HimeyunHa

BepiHrep
IHrenbxaivm ®apma
vm6X i Ko. KT,
HimeuunHa
(BUpOGHMLTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
MapKyBaHHS,
KOHTPO/b SIKOCTI,
BK/THOHAI0UM
LocnimKeHHs
cTabinbHOCTI Ta
BUMYCK cepii);
PotTeHzopdh ®apma
'm6X, HimeyunHa
(BUpOGHMLTBO,
KOHTPO/b SIKOCTI,
BK/IHOYA0UMN
[OCNiMKEHHS
cTabinbHOCTI Ta
BWMYCK cepil
roToBOro
niKapcbKoro
3acoby);
PoTtTeHgopd dapma
mM6x, HimeuunHa
(nepBuHHe Ta

BTOpUHHE

HimeuunHa

BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy (Bkio4yarum
KOHTaKTHi faHi) Ta/abo 3MiHN y

MponoHoBaHa pefakuis: Sven
Kohler. 3miHa KOHTaKTHMX AaHuX

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHK | TNy - 3MiHW WoA0
6e3nekn/edpeKTNBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHuX
[aHuX nNpo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX nNpo
cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 3AiACHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YNOBHOBaXEHOT 0Cco6M,

po3MilLeHHI MacTep-harina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOB&XXEHOT 0CO6U
3asBHVKa, BigNOBigaIbHOT 3a
thapmakoHarnsag.

YNOBHOBaXEHOI 0Co6Y,

3a peyernmom

UA/3432/02/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
nakyBaHHs, BignoBigasibHOI 3a
MapKyBaHHs) thapmakoHarnag,.
3MiHa KOHTaKTHOT 0cobu
3as1BHVKa, BiANOBiAa/IbHOT 32
hapmMakoHarnag B YkpaiHi.
MponoHoBaHa pegakuis:
Monisuak Onexa BikTopiBHa.
3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOI 0CO6W 3asiBHUKA,
BignoBigasibHOI 3a
hapMakoHarnsag B YkpaiHi
168. | MIPAMEKC®MNA, TabneTku BepiHrep HimeuunHa BepiHrep HimeuunHa BHECEHHS 3MiH 0 3a peyenmom UA/3432/02/02
MPOJIOHroBaHoI Aji No IHrenbxanm IHrenbxaiv ®apma peecTpauiiHux maTepianis:
0,75 wmr; no 10 TabneTok IHTepHewHn M6X 'm6X i Ko. KT, 3MiHK | TNy - 3MiHW WoA0
y 6nicTepi, no 3 HimeuunHa 6e3nekn/edpeKTNBHOCTI Ta
6nicTepy B KAPTOHHIi (BUpOGHMLTBO, thapmakoHarnsgy. BeegeHHs
Kopobui nepBuHHE Ta a60 3MiHM [0 y3arasibHeHUX
BTOPWHHE [aHuX nNpo cuctemy
nakyBaHHs, chapmakoHarnsgy (BBefeHHs
MapKyBaHHS, y3arasibHeHUX JaHuX nNpo
KOHTPO/b AKOCTI, cuctemy chapmakoHarnsgy,
BK/THOHAI0UM 3MiHa YNOBHOBaXEHOT 0Co6y,

[ocnimKeHHs
cTabinbHOCTI Ta
BUMYCK cepii);
PotTeHzopdh ®apma
'm6X, HimeyunHa
(BUpOGHMLTBO,
KOHTPO/b SIKOCTI,
BK/IHOYA0UMN
[OCNiIKEHHS
cTabinbHOCTI Ta
BWMYCK cepil
roToBOro
niKapcbKoro
3acoby);
PoTtTeHgopd dapma
mM6x, HimeuunHa
(nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
MapKyBaHHS)

BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 3AiACHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YNOBHOBaXEHOT 0Cco6M,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnagy (Bkio4yarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
po3MilLeHHI MacTep-harina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOB&XXEHOT 0CO6U
3asBHVKa, BigNoBigaIbHOT 3a
thapmakoHarnsag.
MponoHoBaHa pefakuis: Sven
Kohler. 3miHa KOHTaKTHMX AaHuX
YMOBHOBaXeHOT 0cobwy,
BignoBiganbHOI 3a
hapmakoHarnag,.
3MiHa KOHTaKTHOT 0co6u
3asBHVKa, BiANOBIAA/ILHOT 38
thapmakoHarnsg B Ykpaii.
MponoHoBaHa peaakuis:
MoniByak OneHa BikTopiBHa.
3MiHa KOHTaKTHMX AaHnX
KOHTaKTHOi 0CO6U 3asBHUKA,
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BignoBigasibHOI 3a
hapMakoHarnsag B YkpaiHi
169. | MIPAMEKC®MNA, Tabnetku BepiHrep HimeuunHa BepiHrep HimeuunHa BHECEHHS 3MiH 0 3a peyenmom UA/3432/02/03
MPOJIOHroBaHoI Aji No IHrenbxanm IHrenbxaivm ®apma peecTpauiiHux maTepianis:
1,5 mr; no 10 Tabnetok y IHTepHewHN M6X m6X i Ko. KI, 3MiHK | TUNy - 3MiHW WoA0
6nictepi, no 3 6rictepu HimeuunHa 6e3nekn/edpeKTNBHOCTI Ta
B KapTOHHIi kopo6ui (BUpOGHMLTBO, thapmakoHarnsgy. BeegeHHs
nepBuHHe Ta a60 3MiHU [0 y3araslbHEHNX
BTOPWHHE AaHvX Npo cuctemy
nakyBaHHS, chapmakoHarnsgy (BBefeHHs
MapKyBaHHS, y3arasibHeHUX JaHuX npo
KOHTPO/b AKOCTI, cuctemy chapmakoHarnsgy,
BK/THOHAI0UM 3MiHa YNOBHOBaXXEHOT 0co6y,
LocnimKeHHs BiANOBIAA/IbHOI 3a 34iiCHEHHS
CTabifibHOCTI Ta hapmakoHarniagy; KOHTakTHoOl
BUMYCK cepii); ocobu 3 hapmakoHarnsgy
PotteHgopd ®apma 3asBHUKA 419 3AiAICHEHHS
v6X, HimeuunHa thapmakoHarnagy B YkpaiHi,
(BUpOGHMLTBO, SIKLWO BOHA BiAMIHHA Bif
KOHTPO/b SIKOCTI, YNOBHOBaXEHOi 0cobu,
BK/OYa0Un BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
[ocnipKeHHs thapmakoHarnagy (Bkio4yarum
CTabinbHOCTI Ta KOHTaKTHi flaHi) Ta/abo 3MiHU y
BWMYCK cepil po3MiLLieHHi macTep-thainna
roToBOro cuctemun dpapmakoHarnsgy) -
niKapcbKoro 3MiHa YNOBHOB&XXEHOT 0CO6U
3acoby); 3asBHVKa, BiANOBIAA/IbHOT 32
PoTtTeHgopd dapma thapmakoHarnsag.
'M6X, HimeuunHa MponoHoBaHa pefakuis: Sven
(nepBuHHe Ta Kohler. 3miHa KOHTaKTHUX JaHnX
BTOPUHHE YMOBHOBaXeHOT 0cobwy,
nakyBaHHs, BignoBiganbHOI 3a
MapKyBaHHS) hapmakoHarnsg,.
3MiHa KOHTaKTHOT 0co6u
3asBHVKa, BiANOBIAA/ILHOT 38
thapmakoHarnsg B Ykpaii.
MponoHoBaHa pegakuis:
MoniByak OneHa BikTopiBHa.
3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOi 0COOU 3asBHUKA,
BignoBiganbHOI 3a
hapmakoHarnag B YkpaiHi
170. | MOBANIC® pO34MH A4 iH'eKUiid, 15 BepiHrep HimeuyunHa BepiHrep IcnaHis BHECEHHS 3MiH [0 3a peyernmom UA/2683/03/01
mr/1,5 mn, no 1,5 mny IHrenbxanm IHrenbxaiim Ecnaa, peecTpavuiiHux maTepianis:
amnyni; no 5 amnyn B IHTepHewHn M6 X CA, IcnaHis 3MiHW | TURy - 3MiHK Woao
KapTOHHIA KopoobLi (BMpOGHMLTBO Ta 6e3nekn/edeKTBHOCTI Ta
nepBuHHE chapmakoHarnsgy. BeegeHHs
nakyBaHHs; ); ab60 3MiHU [0 y3arasibHeHNX
BepiHrep [aHnX Npo cuctemy
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

IHrenbxaiim EcnaHa,
CA, IcnaHis
(BTOPUHHE
nakyBaHHs,

KOHTPO/b AKOCTi Ta
BUMNYCK cepil)

thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy thapmakoHarnsgy,
3MiHa yNMOBHOBaXeEHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
0ocobu 3 hapmakoHarnsgy
3asBHUKa 419 3AiICHEHHS
thapmakoHarnagy B Ykpaii,
SIKLWO BOHA BiAMIHHA Bif
YMOBHOBaXEHOT 0co6Y,
BiNOBIAaAbHOT 3a 34iICHEHHS
thapmakoHarnsgy (Bkao4yarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
pO3MiLLeHHI MacTep-thaiina
cmcTeMu dpapmakoHarnsgy).
3MiHa YyNnoBHOBaXKEHOT 0Cco6M
3a8BHVKa, BignoBiganNbHOT 3a
thapmakoHarnsag.
MponoHoBaHa pefakuis: Sven
Kohler. 3miHa KOHTaKTHMX AaHuX
YMOBHOB&XEHOT 0cobw,
BignoBiganbHOI 3a
thapmakoHarnag.
3MiHa KOHTaKTHOT 0cobu
3asBHVKa, BiANOBIAA/IbHOT 38
thapmakoHarnsg B Ykpaii.
MponoHoBaHa peaakuis:
MoniByak OneHa BikTopiBHa.
3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOi 0CO6M 3asBHUKA,
BignoBiganbHOI 3a
hapmakoHarnag B YkpaiHi

171.

MOKCUBAP

TabneTku, BKpUTI
N/1iBKOBOK 060JIOHKOIO,
no 400 mr; no 5
Tabnetok y 6nictepi; no
1 abo 2 6nictepu B
KapTOHHI Kopobui

Aypo6ingo ®apma
nrtp,

IHais

Aypob6iHgo ®apma
Nimites - FOHIT VII

IHais

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHU | TUNY - 3aAABHUKOM
HaflaHO OHOBJIEHUIA NnaH
ynpaBniHHA pu3ukamun Bepcist
1.2 ansa nikapcbkoro 3acoby
MokcmBap, TabneTkun, BKpUTI
NiBKOBOK 060/10HKOIO, Mo 400
mr; no 5 TabneTok y 6aicTepi; no
1 abo 2 6nicTepy B KAPTOHHIi
Kopobui. CTpyktypy MNyPa
OHOBJIEHO BIAMNOBIAHO A0
OHOBJIEHUX fJaHuX 3 6e3nekn Ha
Litouy peyoBUHY pediepeHTHOro
nikapcbKoro 3acoby ABesiokc

3a peyernmom

UA/14296/01/01

MOKCUBAP

TabneTkn, BKpUTI

Aypob6iHgo Papma

IHAjs

Aypob6iHao Papma

IHAiA

BHECEHHS 3MiH 0

UA/14296/01/01

172.
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
NAiBKOBOK 060/IOHKOHO, NTp, Nimiteq - FOHIT VII
no 400 mr; no 5

TabneTtok y 6nictepi; no
1 a6o 2 6nicTepu B
KapTOHHIlA KopooLi

peecTpauiiHnux matepianis:
3MiHKW | TUNY - 3MiHU 3 AKOCTI.
FOTOBWIA Nnikapcbkuii 3aci6.
CTabinbHicTb. 3MiHa y TepMiHax
npuaaTtHocTi abo ymoBax
36epiraHHs roToBOro
nikapcbkoro 3acoby
(36iNbLUEHHS TEPMIHY
nNpUAaTHOCTI FOTOBOrO
nikapcbKoro 3acoby) - Ans
TOProBOl ynaxkoBku
(nigTBEPAXYETLCA AaHUMU
peasnibHoro yacy) - 36i/1bLIeHHs
TepMiHy NpnAaTHOCTI rTOTOBOrO
nikapcbKkoro 3acoby
3arBepaKeHo: 3 poku
3anponoHoBaHo: 5 pokiB 3MiHN
BHECEHI B iHCTPYKLiito AN
MeJMYHOr0o 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ain
"TepMiH npugaTHocTi".
BBegeHHs 3MiH NpoTArom 6-tm
MiCALB NiCNA 3aTBEPOXKEHHS;
3MiHY | TUNY - 3MiHK 3 SKOCTI.
CepTudpikaT BignosigHocTi/l E-
cepTudikaT BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/mMoHorpadii.
MopaHHA HoBoro abo
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUYYEHHS
cepTudikara BiZNoOBIAHOCTI
€sponelicbkili hapmakonei: ans
Adl; gns BuxigHoro
MaTepiany/peareHTy/npoMiKHOro
NPOAYyKTY, WO
BUKOPVCTOBYHOTBCS Y
BUpPO6HUUTBI ADI; ans
[0MOMDKHOT pEYOBUHM
(cepTudikaT BigMoOBIAHOCTI
€Bponelicbkiin hapmakonei) -
HoBwii cepTudikar Big HOBOro
BMPOGHMKa (3amiHa abo
[OMOBHEHHS) - NOAAHHS HOBOrO
cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkin hapmakonei Ne
RO-CEP 2016-327-Rev 01 gns
Aitoyoi peyosrHy Moxifloxacin

hydrochloride Big HoBoro
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BMpo6HUka CHROMO
LABORATORIES INDIA
PRIVATE LIMITED
(4ONOBHEHHS)

173.

MOP®O/HIEBA
CINb TIA3OTHOI
KNCNoTn

NnopoLUoK (cybeTaHuis) y
noABINHNX
nonieTnIeHoBUxX
nakeTtax gns
thapmaueBTUYHOro
3aCTOCYyBaHHS

MAT
"Kuismegnpenapat"

YKpaiHa

MeHagioHa, C.J1.

IcnaHis

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHY Il TURY - 3MiHK Y
crneundikauii A®I
MOPONIHIEBOI CONi Tia30THOT
KUCMoTU BUPOOHMKa MeHagjioHa,
C.J1., IcnaHist 3a NnokasHNKammn
«Onuc», «PO3YMHHICTb,
«laeHTUdikauis», «CynposigHi
OOMILLKM», «CynbgaTHa 30M1a»,
«Baxki meTanm» (MokasHuK
BUy4YeEHO), «bakTepianbHi
eHA0TOKCUHM», «KifnbkicHe
BM3HAYEHHS»; 3MiHN Y MeTodax
KOHTpOsIt0 sikocTi AdI
MOpOoNiHIEBOI CONi Tia30THOT
KMCNOTW 3a NOKa3HUKamu:
«Onunc», «PO3UYNHHICTbY,
«lgeHTundikauis»,
«Temneparypa nniaBfieHHs»,
«Mpo30piCTb PO3UNHY»,
«KonbopoBICTb PO3UnHY», «pH",

«CynpoBigHi AoMiLLKn», «BTpaTta

B Maci Npy BUCYLLYBaHHiI»,
«CynbhaTHa 30M1a»,
«MikpobionoriyHa uncrota»,
«BbakTepianibHi eHOO0TOKCUHW»,
«KinbKicHe BU3HaUYeHHs»

UA/12670/01/01

174.

HABIPEN

KOHLLeHTparT ans
NPUroTyBaHHS PO3YNHY
ans iHdysiii, 10 mr/mn
no 1 mn (10 mr) abo 5
M1 (50 mr) y donakoHi,
no 1 chnakoHy B
KapTOHHI KopoobLi

Mepak lesenbwadpT
dotop KAiHiwe
Lnevjanbnpenapat
e m6X

HimeyunHa

Megpak esenbladt
hrop KNiHiwe
Lneujansnpenapat
e M6X, HimeuyumHa
(nakyBaHHs,
MapKyBaHHS Ta
BUMYCK cepii);
OoHKOMe[,
MeHbogEKUEPIHT
a.c., Yecbka
Pecny6nika
(BMPOGHMLTBO "in
bulk", KOHTpoNb
cepiif)

Himeuuunna/
Yecbka
Pecny6nika

BHECEHHS 3MiH 40
peecTpauiiHux maTepianis:
3MiHK | TUNy - 3MiHW WoA0
6e3nekn/epeKTBHOCTI Ta
thapmakoHarnagy. BeegeHHs
a60 3MiHM [0 y3arasibHeHUX
[AaHyX Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHuX faHnx npo
cuctemy thapmakoHarnsgy,
3MiHa yNoBHOBaXEHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
0cobu 3 hapmakoHarnagy
3asBHUKA A9 34iACHEHHS
chapmakoHarnsgy B YkpaiHi,

3a peyernmom

UA/4711/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
SIKLWO BOHA BiAMIHHA Bif
YMOBHOBaXEHOT 0co6Y,
BiiNOBIAaAbHOT 3a 34iICHEHHS
thapmakoHarnsgy (Bkio4yarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
pO3MiLLeHHI MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOB&XXEHOT 0CO6U
3a8BHVKa, BigNoBigabHOT 3a
3gificHeHHs chapmakorHarnsgy.
MponoHoBaHa pepakuis: Dr.
Barbara Jogereit. 3miHa
KOHTaKTHUX AaHnX
YNOBHOB&XXEHOT 0CO6U
3a8BHVKa, BigNoBigabHOT 3a
3[jicCHeHHs1 hapMakorHarnsagy
175. | HEBIJIET® Tabnetkn no 5 mr: no 7 MeHapiHi Iokcembypr BEPNIH-XEMI AT, HimeyunHa BHECEHHS 3MiH 0 3a peyenmom UA/9136/01/01
Tabnetok y 6nictepi; no IHTepHeLoHan HimeuunHa peecTpauiiHnx matepianis:
1 6nicTepy B KapTOHHiIl OnepeiiwoHc (BUPOGHNK, 3MiHM | TUMy - 3MiHK B
Kopobui; no 14 Tabnetok NMokcembypr C.A. BiANoBigabHUIA 3a 3aTBEpMHKEHOMY MeTOoSi
y 6nicTepi; no 1 a6o no BMPOGHMLTBO "in KoHTponto N3 (Ph. Eur. 2.2.29)
2 6nicTepu B KAPTOHHIl bulk" (Tinbkn NpU KiNIbKiCHOMY BM3HAY€EHHI,
Kopobui; no 10 Tabnetok rpaHynsuis), iaeHTuiKauii Ta ogHOpIgHOCTI
y 6nicTepi; no 9 nepBuHHE Ta [,030BaHNX OAMHULb; 3MiHW |
6nicTepiB y KAPTOHHIl BTOpPUHHE TUMY - 3MiHW B 3aTBEPAKEHOMY
Kopobui nakyBaHHs, meToai koHTponto M3 (Ph. Eur.
KOHTPOb cepii Ta 2.2.29) npu KinbKicHOMY
BUMYCK cepii); BV3HAYEHHI JOMILLIOK
BEPNIH-XEMI AT,
HimeuunHa
(BUPOGHNK,
BiANoBigabHUIA 3a
BMPOGHMLTBO "in
bulk", koHTposb
cepii)
176. | HIMECYNIA, Tabnetku no 100 mr, no AT "ly6Hunchapm" YkpaiHa AT "Nly6Hncpapm" YkpaiHa BHECEHHS 3MiH 0 3a peyenmom UA/5536/01/01
10 TabneTok y 6nicTepi, peecTpauiiHux maTepianis:
nol, 2, 3a6o 10 3MiHK | TUNy - 3a pesynbTatamn
6nicTepis y nauui 3 NpoBeAEHOT OLiHKN PU3MKIB Ha
KapToHy; no 10 nigNPUEMCTBI, BCTAHOBUTYU
Tabnetok y 6nicrepax nepiognyHicTb KoHTponto M3 3a
nokasHukom «MikpobiosioriuHa
yucToTar, a came "nepiuy Ta
KOXHY [,EeCATY HACTYMHY cepito,
ane He pigwe Hix 1 cepito B pik
177. | HIMIA® rpaHynm, 100 mr/2r, in TOB "Tneadapm YKpaiHa Kycym Xentxkep IHAiA BHECEHHS 3MiH A0 - UA/12051/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

bulk Ne 350 (1x350): no
2 1 B cawe; no 350 cawwe
B KAPTOHHIlA KOpOGL

nTar

Met i1g

peecTpauiiHnux matepianis:
3MiHU | TUNY - BHECEHHS 3MiH Y
cneuudikaLito nig vac
BMpOGHMUTBA /13, a came
BHeECEHHS BUMpobyBaHHA 3a
NMOKa3HUKOM «3a/INLLKOBI
KINIbKOCTi OpraHiyHnx
PO3UYMHHUKIB». FK HACNifokK, B
cneundikavito 13 BHOCKTLCA
npUMiTKa™ LWoA0 NepeHeceHHs
pe3ynbTaTis BUNpobyBaHHSA
«3asIMLLKOBI KiNIbKOCTI
OpraHiYHUX PO3YMHHUKIB» 3
KOHTPO/I0 B NPOLIECi
BVMPOGHMLTBA; 3MiHU | TUny -
OHOBJ/IEHHS BXE 3aTBEPMKEHNX
MEeTOAIB KOHTPOJIHO AKOCTI
nikapcbKoro 3acoby, a came
BUKNAAEHHS TEKCTY AiepXXaBHO0
MOBOIO 3TifJHO Cy4acHWUX BUMOT

178.

HIMIA®

rpaHynu, 100 mr/2 r, no
2 r B cawe; no 30 cawe
B KapTOHHIiA ynakoBLi

TOB "Tnegdapm
nTtat

YkpaiHa

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

IHAis/ YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHU | TUNY - BHECEHHS 3MiH Y
cneuudikaLito nig vac
BMpOGHMUTBA 13, a came
BHECEHHS BUNpobyBaHHA 3a
MOKa3HUKOM «3a/TULLKOBI
KiNIbKOCTi OpraHivyHmnx
PO3UMHHUKIB». FAK HACNifoK, B
crneundikauito 13 BHOCKTLCA
npuUMiTKa * LWOAO NepeHeceHHs
pe3ynbTaTis BUNpobyBaHHS
«3asIMLLKOBI KiNIbKOCTI
OopraHiYHUX PO3YMHHUKIB» 3
KOHTPOIO B NPOLLECi
BMPOGHMLTBA; 3MiHu | TUny -
OHOBJ/IEHHS BX€ 3aTBEPMKEHNX
METOAIB KOHTPOJItO AKOCTI
nikapcbkoro 3acoby, a came
BUKNAAEHHS TEKCTY AepXaBHO
MOBOIO 3TifJHO Cy4aCHWX BUMOT

UA/4240/03/01

179.

HITPOMAKC

TabneTkn cybAiHrBasIbHI
no 0,3 mr, no 50
Tabnetok y 6aHLi; no 4
6aHKM y mauLli 3 KapTOHy;
no 100 TabneTtok y
6aHui; no 1 6aHLi B

TOB HB®
"MIKPOXIM"

Ykpaina

TOB HB®
"MIKPOXIM"

YkpaiHa

BHECEHHS 3MiH 40
peecTpauiiHux maTepianis:
3MiHY | TMNY - 3MiHW 3 AKOCTI.
[oTOBMIA NiKapcbKuii 3acio.
Cucrema
KOHTeliHep/3aKynoproBasibHWi

3a peyernmom

UA/14157/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

nauui 3 kapToHy; no 50
Tabnetok y 6aHui; no 3
6aHku y 6nictepi, no 1
6nicTepy y navui 3
KapToHy; no 50
TabneTtok y 6aHui; no 3
6aHkun y 6nicTepi 3
chonbroto, no 1 6nictepy
y nayui 3 KapToHy

3aci6 (iHwi 3MiHW) - foAaBaHHSA
[10 3apeecTpoBaHoro Buay
yrnaKkoBKW [0A4aTKOBOI YNaKoBKu,
Aka 6e3nocepeHLO He
KOHTakTye 3 113 (6nicTep 3
onbroto Ta 6e3 Yonbru, B AKNi
BKMageHo no 3 6aHku no 50
Tab1eToK B KOXHIlA) y 3B’'A3KY 3
yHidhikauieto npouecy
dhacyBaHHs Ta NakyBaHHs.
BBefeHHA 3MiH NPOTArom 6-1u
MicSLiB NiCNs 3aTBEPAYKEHHS.
3MiHu | TMNY - 3MiHKU 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
Cucrema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3miHa po3mipy ynakoBku
roTOBOrO NiKapCbKOro 3acoby
(3MiHa KiflbKOCTi 0ANHMLB
(Hanpuknag, Tabnetok, amnyn
TOLLO) B yNakoBLji:) - 3miHa nosa
[iana3soHoM 3aTBepKeHNX
pO3MipiB yNakoBKM - foAaBaHHSA
[0 3aTBEPAYKEHOr0 Po3Mipy
ynakoBku (no 50 TabneTok y
6aHLUj; o 4 6aHkM B navi 3
KapToHy Ta no 100 TabneTok y
6aHLi, No 1 6aHui B nayuj 3
KapTOHy) [04AaTKOBOro po3mipy
ynakoBku (no 50 TabneTok B
6aHuji, no 3 6aHkn y 6nicTepi, no
1 6nicTepy y nayui 3 KapToOHY; No
50 TabneTtok B 6aHLi, No 3 6aHkn
y 6nicTepi 3 dhonbroto, no 1
6nicTepy y nauli 3 KapToHy), 3
BIANOBIAHUMYU 3MiHAMW Y p.
«YnakoBka». BBefeHHs1 3MiH
NpOTArom 6-Tv MicsLiB nicns
3aTBEPKEHHS.

180.

HITPOMAKC

TabneTkun cy6niHrBabHi
no 0,4 mr, no 50
Tabnetok y 6aHui; no 4
6GaHKM y mayLli 3 KapTOHy;
no 100 TabneTok y
6aHuj; no 1 6aHui B
nauui 3 kapToHy; no 50
Tabnetok y 6aHLi; no 3
6aHkn y 6nictepi, no 1
6nictepy y navui 3

TOB HB®
"MIKPOXIM"

YKpaiHa

TOB HB®
"MIKPOXIM"

Ykpaina

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHu | TURY - 3MiHK 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
Cucrema
KOHTeliHep/3aKynopoBasibHWi
3aci6 (iHwi 3MiHW) - foAaBaHHSA
[10 3apeecTpoBaHoro Buay
YNakoBKM A04aTKOBOI YNakoBKMY,
Aka 6e3nocepefjHb0 He

3a peyernmom

UA/14157/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KapToHy; no 50
Tabnetok y 6aHui; no 3
6aHku y 6nicTepi 3
chonbroto, no 1 6nictepy
y nauui 3 kKapToHy

KOHTakTye 3 13 (6nicTep 3
doonbroto Ta 6e3 ponbru, B AKni
BKMageHo no 3 6aHku no 50
Tab1eToK B KOXHIlA) y 3B'A3KY 3
yHicpikauieto npouecy
hacyBaHHA Ta nakyBaHHs.
BBegeHHA 3MiH NpoTArom 6-tm
MiCALB NiCNA 3aTBEPAXKEHHS.
3MiHu | TUNY - 3MiHK 3 SKOCTI.
[oTOBMIA NiKapcbKuii 3acio.
Cucrema
KOHTelHep/3aKynopoBasibHUiA
3aci6. 3miHa po3mipy ynakoBku
roTOBOrO J1iKapCbKOro 3acoby
(3MiHa KiflbKoCTi 0ANHULb
(Hanpuiknag Tabnetok, amnyn
TOLLLO) B ynakosLi:) - 3miHa nosa
AianasoHoM 3aTBepayKeHNX
pO3MipiB yNakoBKM - AOAABAHHS
[0 3aTBEPAKEHOr0 PO3Mipy
ynakoBku (no 50 TabneTok y
6aHLUi; no 4 6aHKv B mayui 3
KapToHy Ta no 100 TabneTok y
6aHLi, no 1 6aHLi B nayui 3
KapTOHY) [0AaTKOBOro po3Mipy
ynakoBku (no 50 TabneTok B
6aHLuj, no 3 6aHkn y 6nictepi, no
1 6nicTepy y nauui 3 KApTOHY; MO
50 TabneTtok B 6aHLUi, No 3 6aHKu
y 6nicTepi 3 dhonbroto, no 1
6nicTepy y nayyi 3 KapToHy), 3
BiANOBIAHMMU 3MiHAMU Y p.
«YnakoBka». BBeeHHS 3MiH
npoTArom 6-Tu MicAUiB micns
3aTBEPKEHHS.

181.

HITPOMAKC

TabneTkun cybniHrBasIbHI
no 0,5 mr, no 50
Tabnetok y 6aHui; no 4
6aHKM y mauLli 3 KapTOHy;
no 100 TabneTtok y
6aHui; no 1 6aHLi B
naJui 3 kKapToHy; no 50
Tabnetok y 6aHui; no 3
6aHku y 6nictepi, no 1
6nictepy y nauui 3
KapToHy; no 50
Tabnetok y 6aHLi; no 3
6aHkun y 6nictepi 3

doonbroto, no 1 6ricrepy

TOB HB®
"MIKPOXIM"

Ykpaina

TOB HB®
"MIKPOXIM"

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHY | TUNY - 3MiHW 3 AKOCTI.
oTOBMIA NiKapcbKuii 3acio.
Cucrema
KOHTeliHep/3aKynoproBasibHWi
3aci6 (iHwi 3miHW) - foAaBaHHA
[10 3apeecTpoBaHoOro Buay
yNakoBKM [0LATKOBOI yNakoBKK,
sika 6e3nocepeiHbO He
KOHTakTye 3 'N13 (6nicTep 3
oonbroto Ta 6e3 honbru, B AKni
BKMageHo no 3 6aHku no 50

TabNeTOK B KOXHIlA) y 3B'A3KY 3

3a peyenmom

UA/14157/01/03
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

y nauui 3 KapToHy

YHigpikauieto npouecy
chacyBaHHs Ta nakyBaHHS.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALIB NiCNs 3aTBEPAXKEHHS.
3MiHY | TUNY - 3MiHW 3 AKOCTI.
FOTOBWIA NniKkapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKynoproBasibHWi
3aci6. 3MiHa po3mipy ynakoBku
rOTOBOrO J1iKapCbKOro 3acoby
(3MiHa KiNbKOCTi oanHULL
(Hanpuknag, Tabnetok, amnyn
TOLLO) B yNakoBLi:) - 3miHa nosa
JianasoHoM 3aTBepKeHUX
PO3MipiB yNakoBKM - f0oAaBaHHSA
[0 3aTBEPKEHOr0 PO3Mipy
ynakoBku (no 50 Tabnetok y
6aHLi; no 4 6aHKv B nayLi 3
KapToHy Ta no 100 TabneTok y
6aHLi, no 1 6aHui B nayuj 3
KapTOHy) [04AaTKOBOro po3mipy
ynakoBku (no 50 TabneTok B
6aHuj, no 3 6aHkn y 6nicTepi, No
1 6nicTepy y naui 3 KApTOHY; N0
50 TabneTok B 6aHUi, Mo 3 6aHKn
y 6nictepi 3 chonbroto, no 1
6nicTepy y nauuj 3 KapToHy), 3
BIAMNOBIAHUMMW 3MiHAMK Y p.
«YnakoBKka». BBefeHHs1 3MiH
npoTArom 6-Tn MicALiB nicns
3aTBEPAKEHHS.

182.

HOBO-MACUT

TabneTku, BKPUTI
060/10HKOI0; Mo 10
Tabnetok y 6nictepi; no
1 a6o no 3 6nictepu B
Kopobui

TOB "TeBa YkpaiHa'

YKpaiHa

TeBa Yex IHAacTpi3
c.p.o.

Yecbka
Pecny6nika

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHM | TUMy - 3aMiHa
3aTBEPKEHOrO MeToAy
BMNpo6yBaHHs QDP0054435 3a
nokasHukom «MikpobiosoriyHa
yncToTa» Ha HoBUIA MeTof
QDP0133466 419 KOHTPOI0
sAkocTi [N13. BBeAeHHs 3MiH
NpoTArom 6-Tv MicsLiB nicns
3aTBEPLAKEHHS

be3 peyenma

UA/1830/02/01

183.

HOKCIPEN

HasasnbHuii crnpeit 0,05
% no 10 mny
KOHTeliHepi 3 NpobKoto-
posnuntoBayem; no 1
KOHTelHepy B nauii 3
KapTOHY

CninbHe yKpaiHCbKO-

icnaHcbke
nignpMeMCcTBO
"Cnepko YkpaiHa"

YKpaiHa

CnifibHe yKpaiHCbKO-
icnaHcbke
nigNpMEMCTBO
"Cnepko YkpaiHa"

Ykpaina

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHM | TUNY - NepeBeAeHHsA
KOHTPO/0 MikpobionoriyHol

YMCTOTW FOTOBOTO NKAPCHKOro
3acoby 3i LocepiiHoro Ha

6e3 peyenma

UA/1703/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
nepioguyHuii, a came
«BUNPOGYBAHHIO NiANArae KoXxHa
10-Ta cepisl, ane He MeHLwe 1
cepii B pik»
184. | HOKCIMPEW AKTUB | HasanbHuii cnpeii 0,05 CninbHe yKpaiHCbKO- Ykpaina CninlbHe yKpaiHCbKO- YkpaiHa BHECEHHS 3MiH 0 6e3 peyenma UA/12675/01/01
% no 10 mny icnaHcbke icnaHcbke peecTpauiiHnx matepianis:
KOHTEliHepi 3 HacocoMm 3 nignpMeEMCTBO niANpMEMCTBO 3MiHM | TUNY - NepeBeAeHHs
posnuoBayem; no 1 "Cnepko YkpaiHa" "Cnepko YkpaiHa" KOHTPO/0 MiKpo6ionoriyHol
KOHTENHepy B KAPTOHHIM UYNCTOTM FOTOBOTO JiKAPCLKOTO
nauuj 3acoby 3i LWocepiliHoro Ha
nepioAnYHuiA, BBaXXAEMO, a
came «BUMPOGYBaHHIO Nignsrae
KoxHa 10-Ta cepis, ane He
MeHLUe 1 cepil B pik»
185. | HONET Tabnetkn no 5 mr, no 10 AHTUBIOTUKN CA PymyHis AHTUBIOTUKN CA PymyHis BHECEHHS 3MiH 40 3a peyernmom UA/18540/01/01

Tabnetok y 6nictepi, no
3 6nicTepa y KapTOHHii
nauuj

peecTpauiiHux maTepianis:
3MiHK | TUNy - 3MiHW WoA0
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs
a60 3MiHM [0 y3arasibHeHUX
[AaHyX Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHuX faHnx npo
cuctemy thapmakoHarnsgy,
3MiHa yNoBHOBaXeHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
0cobu 3 hapmakoHarnagy
3asBHUKA A9 34iACHEHHS
thapmakoHarnagy B YkpaiHi,
SKLLO BOHA BifMiHHa Big
YNOBHOBAaXEHOT 0CcobM,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
hapmakoHarnagy (Bkirovaroum
KOHTaKTHi faHi) Ta/abo 3MiHN y
po3MiLLeHHI MacTep-harina
cuctemu chapmakoHarnagy) -
3MiHa KOHTaKTHOI 0co6u
3asBHVKa, BigNoBigabHOT 3a
hapmakoHarnag B YKpaiHi.
MponoHoBaHa pegakuis:
Kvpunisa NanvHa eopriiBHa.
3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOI 0CO6W 3asiBHUKA,
BiANOBIAa/IbHOI 3a 3AiiCHEHHS
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
hapmakoHarnsgy B YkpaiHi
186. | OKCANMINNIATUH- KOHUeHTpaT ans TOB "TeBa YkpaiHa" Ykpaina MNIBA XpBaTcka Xopsaris/ BHECEHHS 3MiH 0 3a peyenmom UA/8832/01/01
TEBA po3unHy Ans iHdysin, 5 4.0.0., XopsarTis HigepnaHgm peecTpauiiHnx matepianis:
mr/m; no 4 mn (20 mr) (koHTpOnb cepii); 3MiHM | TUMY - He3HaYHa 3MiHa Y
a60 no 10 mn (50 wmr), dapmaxemi b.B., meTogi BunpobysaHHs 13 3a
a6o no 20 mn (100 mr), HigepnaHgm nokasHukom «Jomiwka C Ta
ab6o no 40 mn (200 mr) y (BMPOGHMLTBO 6yap-aka iHwa
hnakoHi; no 1 dpnakoHy Hepo3hacoBaHoOro HeigeHTUiKoBaHa AOMiLLKa»
B KOpOO6L NPOAYKTY, NEPBUHHE (meTop pigvHHOI Xpomarorpadii)
Ta BTOpPVHHE (ED, 2.2.29), a came
nakyBaHHs, 36i/bLLEHHS] TPUBANOCTI
KOHTpPOb cepii, XpomaTorpacdiyHoro aHanisy
[03BiN Ha BUMYCK NS BUNPO6OBYBAHOTO PO3UMNHY.
cepir) BBefeHHSA 3MiH NPOTArom 6-1u
MiCALIB MIiCNSA 3aTBEPLKEHHS
187. | OKCAMIH® TabneTku, BKpUTI KYCYM XENTXKEP IHAjA KYCYM XENTXKEP IHais/ YkpaiHa BHECEHHSA 3MiH 40 3a peyernmom UA/11096/01/01
NAiBKOBOK 0O0/IOHKOHO, NBT NTA NBT NTA, IHAis; peecTpauiiHux maTepianis:
no 300 mr no 10 TOB "KYCYM 3MiHY | TUNY - NprBeaeHHs
Tabnetok y 6nictepi; no PAPM", YkpaiHa cneumaikaLii 3aTBepoKeHoro
3 6nicTepu y KapTOHHIN (anbTepHaTMBHWMIA BUpo6HMKa A®I - Amoli Organics
ynakoBLi BUPOGHMK, L0 Private Limited, India 'y
3[iiCHIOE BTOPUHHE Bi4NOBIAHICTb A0 MOHOrpadii
nakyBaHHs, USP; 3MmiHu Il TUnNy - BBEAEHHSA
KOHTPO/b AKOCTi Ta HOBOTrO BMPOGHMKA 3 HaJaHHAM
BUNYyCK cepii) mMacTep-haiina Ha Mo,
3anponoHoBaHo: oKckapbasenuH
300 mr (BUpo6HYWK - Amoli
Organics Private Limited, India ,
CTX Life Sciences Pvt. Ltd.,
India)
188. | OKCANIH® TabneTku, BKpUTI KYCYM XENTXKEP IHais KYCYM XENTXKEP IHAis/ YkpaiHa BHECEHHS 3MiH 0 - UA/15766/01/01

NAiBKOBOK 060/IOHKOHO,
no 300 wr; in bulk: Ne
10x240: no 10 TabneTok
y 6nictepi; no 240
6n1icTepiB y KAPTOHHIN
KopoobLi

nBT NT4,

NBT NTA, IHAis;
TOB "KYCYM
PAPM", YkpaiHa
(anbTepHaTMBHWMIA
BUPOGHMK, WO
3[jiiCHIOE BTOPUHHE
nakyBaHHS,
KOHTPO/Ib AKOCTi Ta
BUNYyCK cepii)

peecTpavuiiHux maTepianis:
3MiHK | TUNY - NpUBEAEHHS
cneuunaqikaLii 3aTBepoKeHoro
BMpo6HuKa APl - Amoli Organics
Private Limited, India 'y
Bi4NOBIAHICTb A0 MOHOrpadii
USP; 3minu Il TUNY - BBEAEHHSA
HOBOro BUPOOHYKA 3 HaJaHHAM
MacTep-haiina Ha Mo,
3anponoHoBaHoO: oKckapbasenuH
300 mr (Bupo6HMK - Amoli
Organics Private Limited, India ,
CTX Life Sciences Pvt. Ltd.,
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
India)
189. | ONTAP® 4MI Tabnetku no 4 mr no 30 BEPNIH-XEMI Al HimeuyunHa A. MeHapiHi ITania BHECEHHS 3MiH 0 3a peyenmom UA/6108/01/04
Tabnetok y 6nictepi; no MaHyhakTypiHr peecTpauiiHnx matepianis:
1 6nicTepy B KapTOHHIl NoricTikc eHa 3MiHM | TUny - 3MiHK Woao
Kopobui Cepsicec C.p.J1,, 6e3nekun/edekTBHOCTI Ta
ITanis (BMpo6HNLTBO thapmakoHarnsgy. BeegeHHs
"in bulk", nakyBaHHs, ab60 3MiHU [0 y3arasibHeHNX
BUnNyck cepii); A. [AaHUX Npo cuctemy
MeHapiHi thapmakoHarnsgy (BBefeHHs
MaHyakTypiHr y3arasibHeHUX JaHuX npo
NoricTikc eHp, cuctemy thapmakoHarnsgy,
Cepsicec C.p.J1,, 3MiHa YNOBHOBaXXEHOI 0Co6bu,
ITanis (koHTponb BignoBiAa/IbHOI 3a 34jACHEHHS
cepii); Jomne hapmakoHarnagy; KOHTakTHoOl
dapmaueyTiui ocobu 3 hapmakoHarnsgy
C.n.A., ITanis 3as1BHMKa 419 34iICHEeHHS
(koHTpONb cepii) hapmakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOBaXeHOT 0cobwy,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MiLLLeHHI MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3MiHa KOHTaKTHOT 0co6m
3asBHVKa, BiANOBIAA/ILHOT 38
thapmakoHarnsg B Ykpaii.
MponoHoBaHa pepakuisi: Kyuep
MapuHa BacuniBHa. 3miHa
KOHTaKTHUX JAaHWUX KOHTaKTHOT
0Cco6M 3as1BHMKA, BignoBigabHOT
3a 3[jlicHeHHs chapMakoHarnsgy
B YKpaiHi
190. | ONNITAP® 6MI Tabnetku no 6 mr no 30 BEPNIH-XEMI Al HimeuyunHa A. MeHapiHi ITania BHECEHHS 3MiH [0 3a peyernmom UA/6108/01/05
Tabnetok y 6nictepi; no MaHydakTypiHr peecTpavuiiHux maTepianis:

1 6nicTepy B KapTOHHIl
Kopoobui

NoricTikc eHg
Cepsicec C.p.J1,,
ITania (BMpo6bHMLTBO
"in bulk", nakyBaHHs,
BUNycK cepii); A.
MeHapiHi
MaHyhakTypiHr
NoricTikc eHA
Cepsicec C.p.J1,,
ITania (koHTponb
cepii); Jomne
PapmaueyTiui

3MiHKM | TNy - 3MiHK WOA0
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy. BeegeHHs
ab60 3MiHU [0 y3arasibHeHNX
[OaHvX npo cuctemy
thapmakoHarnagy (BBegeHHs
y3araslbHeHUX AaHux npo
cuctemy chapmakoHarnsagy,
3MiHa YNOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
hapmakoHarnsgy; KOHTakTHOl
0ocobu 3 hapmakoHarnsgy
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
C.n.A., ITanis 3as1BHMKa 4715 34iCHEHHS
(koHTpO/b cepii) hapMakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOB&XEHOT 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapMakoHarnagy (Bkirovaoun
KOHTaKTHI faHi) Ta/abo 3MiHn y
po3MiLLieHHi MacTep-thaiina
cuctemu chapmakoHarnsgy) -
3MiHa KOHTaKTHOT 0co6m
3asBHVKa, BiANOBIAA/IbHOT 38
thapmakoHarnsg B Ykpaii.
MponoHoBaHa pepakuis: Kyuep
MapuHa BacuniBHa. 3MiHa
KOHTaKTHUX AaHUX KOHTaKTHOI
0Cco6M 3as1BHMKA, BignoBigasibHOT
3a 3gjlicHeHHsa hapMakoHarnsay
B YKpaiHi
191. | OPHIBAT 250 TabneTku, BKpUTI Lenbta Megiken LLiBefiuapis ABJl IBEPAXIM lnay TypeuunHa BHECEHHS 3MiH g0 3a peyenmom UA/3099/01/01
NNiBKOBOK 060/IOHKOHO, MpomoyLH3 Al CaHai Be TigpxapeTt peecTpavuiiHux matepianis:
no 250 mr no 10 A.LL. 3MiHuM |l Tyny - nogaHHA
Tabnetok y 6nictepi; no OHOBJIEHOI Bepcii MacTep-
1, 2 abo 3 6nictepu y thaiina Ha A®| OpHigazon DMF
KapTOHHI KopoobLyi ONZ Version 01, September
2014 (Abdi) (nonepepHs Bepcis
DMF ONZ August 2001) Big
3aTBEPAKEHOrO BUPOGHMKa AdDI
Aarti Drugs Ltd, IHgis
192. | OPHIBAT 500 TabneTtku, BKPUTI Jenbta Megiken LLiBeiiuapis ABJl IBPAXIM lnay TypeuunHa BHECEHHS 3MiH 0 3a peyenmom UA/3099/01/02
NiBKOBOK 06O/IOHKOLO, MpomoyLH3 Al CaHai Be TimxapeT peecTpauiiHnx matepianis:
no 500 mr; no 10 A.LL. 3MiHu I TUny - nogaHHA
Tabnetok y 6nictepi; no OHOB/EHOI Bepcii macTep-
1, 2 abo 3 6nictepu B thaiina Ha A®Il OpHigaszon DMF
KapTOHHIA KopoobLi ONZ Version 01, September
2014 (Abdi) (nonepefHs Bepcis
DMF ONZ August 2001) Big
3aTBEpAKEHOro BMpo6Huka AdI
Aarti Drugs Ltd, IHgis
193. | OTPUBIH 3 cnpeli HazanbHUA, "CK KoHcblomep LLIBeliyapis CK KoHcblomep LLseliyapis BHECEHHS 3MiH 0 6e3 peyenma UA/5416/01/01
MEHTO/IOM TA [[o3oBaHunii 0,1 %; no 10 Xenckep CAPN Xenckep CAP/ peecTpauiiHux maTepianis:
EBKANINTOM M1y noniMepHomy 3MiHK | TURNY - AgMIHICTPaTUBHI

oNakoHi 3
posnuntoBayem; no 1
(h/1aKOHY B KapPTOHHiiA
Kopobui

3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3asiBHUKA
(BnacHuKa peecTpauiiiHoro
NoCBiJYEHHs) 3MiHa Ha3BK Ta
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

afpecu 3asBHuUKa: BeefeHHs
3MiH NPOTAroM 6-Tu MicALiB
nicns saTBepkeHHs. 3MiHu |
TUny - AAMIHICTPaTWBHI 3MiHW.
3MiHa HalimeHyBaHHsi Ta/abo
agpecu MicLs NpoBaMKEeHHs
LisANbHOCTI
BMpOGHUKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIOYaum
AiNbHULI BUNYyCKy cepii abo
MicLie NpoBeAEeHHS KOHTPO/I0
AKOCTI. (AIANBHICTb, 3a AKY
BiANOBiAae BMPOGHMK/iMNopTep,
BK/IO4A0UM BUMYCK Cepiid) 3MiHa
Ha3BW Ta agpecy BUPOGHMKa
N3, 6e3 3MiHn Micus
BUPOGHULUTBA: 3MiHV BHECEHO B
IHCTPYKLj0 A48 MeanyHoro
3aCTOCyBaHHS y po34inm
«BunpobHuK» Ta
«Micue3HaxomKeHHs! BUPOGHMKa
Ta agpeca MicLs NPoBaKEHHS
ioro fisnbHOCTI» 3
BIANOBIAHUMW 3MiHAMW Y TEKCTi
MapKyBaHHS YNakoBKu
nikapcbkoro 3acoby. BeegeHHs
3MiH NPOTArom 6-Tn Micsuis
nicnsa 3aTBepkeHHs

194.

O®DPTAH®
KATAXPOM

Kpanni o4Hi; no 10 mny
onakoHi 3
KpanenbHuLeto; no 1
(h/1aKOHY B KapTOHHIii
Kopobui

CaHTeH AT

PiHNAHAIA

MaHyakTypiHr
MaxkariHr ®apmaka
(MM®) B.B.,
HigepnaHnan
(anbTepHaTUBHMIA
BMPOGHUK,
BiANoBigabHUIA 3a
BTOPWHHE
nakyBaHHs);
Hekctdapma AT,
PiHNAHAiA
(BMPOGHYMK
BiANoBigabHUIA 3a
BMPOGHMLTBO in
bulk, nepsuHHe Ta

Higepnaxnawn/
PiHNAHAIA

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHM | TUny - 3MiHK Woao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
ab60 3MiHU [0 y3arasibHeHNX
[aHnX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3araslbHeHUX AaHnx npo
cuctemy chapmakoHarnsgy,
3MiHa yNOBHOBaXEHOI 0cobw,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3as1BHMKa 419 34iICHEeHHS

BTOPUHHE hapmakoHarnagy B Ykpaii,
nakyBaHHs, AKLLIO BOHA BigMiHHA Bif,
KOHTPO/Ib SIKOCTI); YMOBHOBaXeHOT 0cobwy,
CaHTeH AT, BiANOBIAA/IbHOI 3a 34iiCHEHHS
PiHNAHAiA thapmakoHarnagy (Bkaoyarym
(BMPOBHWMK KOHTaKTHi flaHi) Ta/abo 3MiHN y

3a peyenmom

UA/5593/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BiANOBiAA/IbHWIA 32
BUNYyCK cepii)

po3MmilLieHHi macTep-chaina
cuctemu chapmakoHarnagy) -
3MiHa YNOBHOBaXEHOI 0Co6U
3as1BHVKa, BiANOBiAa/IbHOT 32
hapmakoHarnsg.
MponoHoBaHa pegakuis:
[Jenbdiva BepTtpam, a.¢.H.,
[OKTOP HayK. 3MiHa KOHTaKTHUX
[aHyX YNOBHOBaXEHOI 0Co6M,
BignoBigasibHOI 3a
hapmakoHarnsag

195.

MNAHTEHON

niHa HawkipHa, 50 mr/r
no58ra6o 116 ry
KOHTeliHepax (basioHax)
a/IloMiHieBUX; no 1
KOHTeliHepy (6as1oHy) y
naJi 3 KapToHy

TOB "MynbTicnpe

n

Ykpaina

TOB "MynbTicnpei

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHK | TNy - 3MiHW WoA0
6e3nekn/edpeKTNBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHUX
[aHuX nNpo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX nNpo
cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 3AiACHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YNOBHOBaXEHOT 0Cco6M,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnagy (Bkio4yarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
po3MilLeHHI MacTep-harina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOB&XXEHOT 0CO6U
3asBHVKa, BigNoBigaIbHOT 3a
thapmakoHarnsag.
MponoHoBaHa peaakuis:
3iHuyeHkKo Mapis
BonogumupiBHa. 3miHa
KOHTaKTHUX AaHnX
YNOBHOBaXEHOI 0co6u
3asBHMKa, BiANOBiAA/IbHOT 32
hapmakoHarnag

6e3 peyenma

UA/15317/01/01

196.

MAHTEHO/-TEBA

Ma3b 5 %, no 351 mMasi y
Ty6i; no 1 Ty6i y
KapTOHHIlA KopooLi

TOB "TeBa YkpaiHa"

Ykpaina

Mepkne 'm6X,

HimeuuunHa (Bunyck

cepii); Mepkne
'm6X, HimeyunHa
(BUPOGHMLTBO

HimeyunHa

BHECEHHS 3MiH 40
peecTpauiiHux maTepianis:
3MiHK | TRy - 3MiHa po3mipy

cepii MN3. (3anponoHoBaHo: 350
Kr Ta 1950 kr). 3miHa

6e3 peyenma

UA/7142/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Hepo3acoBaHoi
nNpoAayKLUii, NepBnHHa
Ta BTOPUHHA
ynakoBKa, KOHTPO/Tb
AKOCTI)

0byMOB/ieHa Y 3B'A3KY 3
afjanTauieto BUPO6HNYOro
06n1agHaHHA Ta NigBULLEHHSA
ehekTMBHOCTI. He3HauHi
peakLuiiHi 3miHu B p. 3.2.P.3.2.
Cknag, Ha cepito; 3miHu | Tuny -
BHECEHHS 3MiH o p. 3.2.P.3
Mpouec BMpobHMLTBA
nikapcbKoro 3acoby, 3okpema:
BU/TYYEHHSA BUNPOOYBaHHA 3a
napameTpom "lgeHTudikais
AekcnaHTeHony Ta Kanito
cop6ary". HesHauHi pegakuiiiHi
3MiHu B p.3.2.P.3 lMpouec
BMPOGHULITBA NiKAPCbKOro
3acoby

197.

MAHTOMNPA3

niodpinizat ANs po3vmHy
ANs iH ekuin no 40 mr; 1
ch/1akoH y nauvui 3
KapToHy

M.BIOTEK JIIMITE[,

Benvka
BpuTanis

_IMMAKY/T
NAV®CANEHC3
MPABIT NIMITEA

IHais

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
npuBeAeHHSA y BigNoBigHICTb
[0 3aTBEpPKEHNX
peecTpauiliHux matepiasie
HanucaHHA YoOpMU BUMYCKY
(nikapcbkoi chopmu,
ynakoBku) B Hakasi MO3
YkpaiHu Big 29.05.2019 Ne
1194 B npoueci peecTpadii
(pepakuin B Hakasi - niodpinisar
AN po34nHy AN iH ekuiii no 40
Mr Yy CKISiHOMY ¢o1akoHi; no 1
donakoHy y nauui 3 KapTOHY;
BipHa pegakuif - niodinizar
ANA PO3UMHY ANA iH eKuili no
40 wr; 1 conakoH y navui 3
KapTOHY)

3a peyenmom

UA/17448/01/01

198.

MAPALIEETAMON B.
BPAYH 10 MIr/MN

pO34uH aNs iHgysili, 10
mr/mn; no 10 mny
amnyni, no 20 amnyn y
KapTOHHIA KopobLii; no
50 mn a6o 100 mny
donakoHi; no 10
(h/1aKOHIB Y KapTOHHIl
Kopobui

B. bpayH
Menb3yHreH Al

Himeyunna

B. BpayH Megikan
CA

IcnaHis

BHECEHHS 3MiH [0
peecTpavuiinHMX MaTepianis:
3MiHU | TUMy - 415 ynakoBku

nakoH 100 mn 3MiHWM BHECEHO
B TEKCT MapKyBaHHA NepBUHHOT
YNaKoBKM NiKapCbKOro 3acoby
LLOA0 BUAANEHHS iHhopmaLii y
po3gini 3. Mepenik 4ONOMiIXXHUX
peyoBuH (thnakoH no 100 mn)
BBefeHHS 3MiH NpOTArom 6-1u
MiCALIB MiCNSA 3aTBEPLKEHHS

3a peyenmom

UA/17143/01/01

199.

NMAPOKCETUH

Tabnetkun no 20 mr, no

Mepokemi T

Kinp

Mepokemi T,

Kinp

BHECEHHS 3MiH 0

3a peyenmom

UA/1498/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
10 TabneTok y 6nicTepi; (3aBog AZ) peecTpauiiHnux matepianis:
no 3 6nictepun y 3MiHW | TUMY - BUNYYEHHS
KapTOHHilA KOpO6L BMPOGHUYOI AinbHUL AD|
NapoKCeTWHy rigpoxnopuay
Aesica Pharmaceuticals Limited;
3MiHW | TNy - NOAaHHA
OHOBJ/IEHOTO cepTudikaTa
BiANOBIAHOCTI EBpONeiiChKilt
thapmakonei ana A®|
MapokceTuHy rigpoxnopuay
CEP No. R1-CEP 2006-002-Rev
01 (nonepegaHs sepcis CEP No.
R1-CEP 2006-002-Rev 00) Big,
3aTBEPAKEHOTO BUPOOHMKA
Zhejiang Huahai Pharmaceutical
Co., Ltd, Kutaii
200. | NEPIHOOMPEC® A | Tabnetku no 4 mr/5 wr, MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 0 3a peyenmom UA/17768/01/01
no 10 TabneTok y "bapmaueBTnyHa "®apmMaueBTnYHa peecTpauiiHnx matepianis:
KOHTYPHIli YapyHKOBIi ipma "OapHuus” thipma "AapHuus" 3MiHW | TUMy - 3MiHW BHECEHO B
ynakoBLii; N0 3 KOHTYPHi TEKCT MapKyBaHHS BTOPUHHOT
YapyHKOBI YNakoBKY B yMakoBKM MikapcbKoro 3acoby
nauuj (Y3rofpKeHHs1 3 TEKCTOM
MapKyBaHHA NepBUHHOT
ynakoBKM)
201. | NPALAKCA® Kancynu Teepai no 110 BepiHrep HimeuyunHa BepiHrep HimeyunHa BHECEHHS 3MiH [0 3a peyernmom UA/10626/01/02
mr: no 10 kancyn y IHrenbxanm IHrenbxaiim ®apma peecTpavuiiHux maTepianis:
6nicTepi; no 6 6nictepis IHTepHewHN Tm6X m6X i Ko. KI 3MiHK | TUny - 3MiHa

Y KapTOHHiIli kopobui

HaliMeHyBaHHS a/ibTepHaTUBHOI
nabopatopii 3 KOHTPOJIH0 AKOCTI
rOTOBOTO JIiKapCbKOro 3acoby Ta
MPOMDKHOIO roTOBOro NPOAYKTY,
6e3 3MiHK Micusa BUPOOHMLTBA.
3arBepoxeHo: PACT
lesennbwadT drop
dapmavoiiTiwe
KsaniteTcwraHgapac moX,
Himeuunna PHAST Gesellschaft
fuer Pharmazeutische
Qualitaetsstandards mbH,
Germany 3anpornoHoBaHo:
€spogpiHc PACT 'mbX,
Himeuumnna Eurofins PHAST
GmbH, Germany; 3MiHu | Tuny -
3MiHa HaliMeHyBaHHS
anbTepHaTUBHOI Naboparopii 3
KOHTPOJI10 SKOCTi FOTOBOrO
NiKapcbkoro 3acoby (Tinbku
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KOHTPO/Ib 3a TeCTOM
Mikpo6ionoriyHa uncrtoTta
roTOBOro NPOAYKTY), 6€3 3MiHu
MicL BUPOGHMLTBA.
3arBepoxeHo: flabop /1+C Arl,
Himeuumnna Labor L+S AG,
Germany 3anpornoHoBaHo:
Nabop /1C CE eHp Ko. K,
Himeuumnna Labor LS SE & Co.
KG, Germany; 3MiHu | Tuny -
BU/TYYEHHS BUPOOHYMKa
BiANOBIAa/IbHOIO 3a
BMPOGHMLITBO MPOMIXHOIO
roTOBOro NPOAYKTY, KOHTPO/b
SIKOCTi NPOMiXHOr0 roTOBOrO
NPOAYKTY Ta roTOBOro
nikapcbkoro 3acoby bepiHrep
IHrenbxaiim ®apma Mv6X i Ko.
KI" (Bipkengopdpep LUTtpacce 65,
88397 bibepax/ Pucc),
HimeHuYunHa siK Hacnigok
OHOBJ/IEHHSA po3ginie: -3.2.P.1.
Onuc i cknag, nikapcbkoro
3acoby (fofaHo NpUMITKY LWoA0
NPUroTyBaHHS PO34nHY eTaHoy
96% 3 eTaHo/y 6€3BOAHOIO Ta
rapmMoHi30BaHO Ha3By
L0NOMIXHOT pevoBuHK 13
rinpomenosun 2910 y posginax
3.2.P.11a3.2.P.4);-3.2.P.3.2.
Cknap, Ha cepito (BUTy4YeHo AaHi
LLOA0 albTEPHATUBHOIO PO3Mipy
cepii Ta roTOBOro po34nHy
eTaHony 96%); -3.2.P.3.3.0nuc
BMPOGHMYOro npouecy Ta
KOHTPOIO npoLiecy (BUy4eHo
[aHi o0 roTOBOr0 PO3UnNHY
eTaHosny 96% Ta pefakTopCbki
npasKu BigNOBIAHO KepiBHULTBA
SUPAC); -3.2.P.4.KoHTponb
[ONOMDKHUX peyoBUH (BUNyYeHO
[AaHi Wo/0 roToBOro po3ynHy
eTaHosy 96% Ta y3rofkeHo
npegcTasneHy iHpopmadito B
LbOMY po3aini i posgini 3.2.P.1.)

202.

NMPAOAKCA®

kancynv TBepgi no 150
mr, no 10 kancyn y
6nictepi; no 3 abo no 6
6/1icTepiB Y KAPTOHHIN

BepiHrep
IHrenbxanm
IHTepHewHn M6 X

HimeuunHa

BepiHrep
IHrenbxaiim ®apma
vm6X i Ko. KI

HimeuunHa

BHECEHHS 3MiH [0
peecTpavuiiH1ux maTepianis:
3MiHW | TUNY - 3MiHa
HaliMeHyBaHHS1 a/ibTepHaTUBHOI

3a peyernmom

UA/10626/01/03
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Kopobui nab6oparopii 3 KOHTPO/IO AKOCTI

roToBOro Nikapcbkoro 3acoby Ta
NPOMXHOrO rOTOBOTO MPOAYKTY,
6e3 3MiHN MicLA BUPOGHMLTBA.
3arBepaxeHo: PACT
esennbladT drop
dapmavoiiTile
KBaniteTcwrangapac moX,
Himeuunna PHAST Gesellschaft
fuer Pharmazeutische
Qualitaetsstandards mbH,
Germany 3anponoHoBaHo:
€pochiHc PACT Mm6X,
HimeuuuHa Eurofins PHAST
GmbH, Germany; 3MiHu | Tuny -
3MiHa HaliMeHyBaHHs
anbTepHaTMBHOI NabopaTopii 3
KOHTPO/HO SIKOCTi FOTOBOro
niKapcbKoro 3acoby (TiNbku
KOHTPO/b 32 TECTOM
MikpobionoriyHa uncrota
roTOBOrO NPOAYKTY), 6€3 3MiHK
micus BUPO6HMLTBA.
3aTtBeppxeHo: Jlabop N+C AT,
Himeuumnna Labor L+S AG,
Germany 3anponoHoBaHo:
Nab6op /IC CE eHg Ko. K,
Himeuumnna Labor LS SE & Co.
KG, Germany; 3MmiHu | Tuny -
BU/TYYEHHS BUPOOHMKA
BignoBigasibHOro 3a
BMPOBHULTBO NPOMIKHOTO
roTOBOro NPOAYKTY, KOHTPO/Ib
SAKOCTi MPOMDKHOrO rOTOBOrO
NPOAYKTY Ta roTOBOro
nikapcbkoro 3acoby bepiHrep
IHrenbxanm ®apma M'm6X i Ko.
KI" (BipkeHgopdhep LUTpacce 65,
88397 bibepax/ Pucc),
HimeHuunHa. -3.2.P.1. Onuc i
cknag, Nikapcbkoro 3acoby
(mopaHo NpuMITKy Woa0
NPUroTyBaHHS PO3YNHY eTaHoy
96% 3 eTaHo/y 6€3BOAHOIO Ta
rapmMoHi30BaHO Ha3By
L0NOMiXHOT peyoBuHK 13
rinpomenosun 2910 y posginax
3.2.P.1T1a3.2.P.4);-3.2.P.3.2.
Cknag Ha cepito (BUy4yeHo AaHi
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

LLOA0 a/IbTEPHATUBHOIO PO3MipYy
cepii Ta roToBOro po34nHy
eTaHony 96%); -3.2.P.3.3.0nuc
BMPOBGHMYOro npouecy Ta
KOHTpPOI0 npouecy.(BUIy4YeHo
[AaHi Wo/0 roToBOro po3ynHy
eTaHony 96% Ta pefaKkTopcChbKi
npasku Bi4NOBIAHO KepiBHULTBA
SUPAC); -3.2.P.4.KoHTposb
[OMOMDKHUX PEYOBWH (BUTyYEHO
[AaHi o0 roTOBOr0 pO34nHy
eTaHosny 96% Ta y3rofxeHo
npeacTasfieHy iHopmalLiio B
LboMy po3aini i posgini 3.2.P.1.)

203.

NMPAOAKCA®

Kancynu TBepai no 75
mr: no 10 kancyny
6nictepi; no 1 a6o 3,
abo 6 6nicTepiB y
KapTOHHIA Kopoo6Li

BepiHrep
IHrenbxaim
IHTepHewHn M6X

HimeyunHa

BepiHrep
IHrenbxaiv ®apma
M6X i Ko. KI'

HimeuunHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHuM | TUNYy - 3MiHa
HallMeHyBaHHSA a/lbTepHaTUBHOI
nab6oparopii 3 KOHTPO/IO AKOCTI
roTOBOrO JIiKapCbKOro 3acoby Ta
NPOMKHOrO rOTOBOTO MPOAYKTY,
6e3 3MiHN MicLA BUPOGHMLTBA.
3areepaxeHo: PACT
esennbwadT drop
dapmavoiiTile
KBaniteTcwrangapac moxX,
Himeuunna PHAST Gesellschaft
fuer Pharmazeutische
Qualitaetsstandards mbH,
Germany 3anponoHoBaHo:
€pochiHc PACT M'm6X,
Himeuunna Eurofins PHAST
GmbH, Germany; 3miHu | Tuny -
3MiHa HaliMeHyBaHHs
anbTepHaTMBHOI NabopaTopii 3
KOHTPOJHO SIKOCTi FOTOBOro
niKapcbKoro 3acoby (TiNbku
KOHTPO/b 32 TECTOM
MikpobionoriyHa uncrota
roTOBOrO NPOAYKTY), 6€3 3MiHK
MicLsi BUPOOHULITBA.
3arsepoxeHo: Jflabop /1+C Arl,
Himeuunna Labor L+S AG,
Germany 3anponoHoBaHo:
Na6op JIC CE eHg Ko. KT,
Himeuuunna Labor LS SE & Co.
KG, Germany; 3MmiHu | Tuny -
BU/TyYEHHS BUPOBHWMKA

3a peyenmom

UA/10626/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BignoBigasibHOro 3a
BYPOBHULTBO NPOMIKHOTO
roTOBOro NPOAYKTY, KOHTPO/Ib
SAKOCTi MPOMDKHOTrO rOTOBOrO
NPOAYKTY Ta roTOBOro
nikapcbkoro 3acoby bepiHrep
IHrenbxainm ®apma M'v6X i Ko.
KI" (BipkeHgopdhep LLUTpacce 65,
88397 bibepax/ Pucc),
HimeHuyunHa sk Hacnigok
OHOBJIEHHS po3ginis: -3.2.P.1.
Onuc i cknag nikapcbkoro
3acoby (fofaHo NpUMITKY LWoA0
NpUroTyBaHHS PO34nHY eTaHony
96% 3 eTaHONy 6€3BOAHOrO Ta
rapMOHi30BaHO Ha3BYy
[LOMOMDKHOT peyoBuHmu N3
rinpomenosun 2910 y posginax
3.2.P.11a3.2.P.4);-3.2.P.3.2.
Cknag Ha cepito (BU1ly4yeHo faHi
LLIOAO a/IbTEPHATUBHOTO PO3MIpY
cepii Ta roToBOro po34mHy
eTaHosny 96%); -3.2.P.3.3.0nuc
BMPOBHMYOro npoLecy Ta
KOHTPO/I0 Npouecy (BUIy4YeHo
[AaHi o0 roTOBOr0 po34nHy
eTaHosny 96% Ta pefakTopCbki
npaBKM BigNOBiAHO KepiBHULTBA
SUPAC); -3.2.P.4.KoHTponb
[OMNOMDKHUX PEYOBUH (BUTyYEHO
[aHi o0 roTOBOr0 PO3UnNHY
eTaHosny 96% Ta y3roxeHo
npegcTasneHy iHdopmadito B
LUbOMY po3aini i po3gini 3.2.P.1.)

204.

NPEBEHAP® 13 |
PREVENAR® 13
BAKLMHA
NHEBMOKOKOBA
MNONICAXAPUIHA
KOH’FOrOBAHA
(TPUHAOLUATUBA
NEHTHA
AICOPBOBAHA)

cycneHsisi ons iH'ekwji;
no 1 gosi (0,5 mn) y
nonepegHL0
HanoBHEHOMY LINpULY;
no 1 nonepegHb0
HarnoBHEHOMY LWNpULY
Ta OfHili BiJOKpeM/IEHil
ronui B
iHOVBIAyanbHOMY YOXi
y 3aKpuTomy
nnacTykoBoMy
KOHTeliHepi; mo 1
nnacTykoBoMy
KOHTEiHepY y KapTOHHIi
Kopobui

Mdpaiizep Eiry.Ci.Mi.
KopnopeiiwH

CWA

Mdpaiizep
MeHtochekuypuHr
Benbrisa HB,
Benebrist; Mdpaiizep
IpneHg
dapmaceyTumkasic,
IpnaHgis

Benebrisi/
IpnaHgjs

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHM | TUny - AOMiHICTpaTWBHI
3MiHW. BunyyeHHs BUpOOHUYOT
AinbHULI (BKIOYAOYM AiNbHUL
ana A®l, npoMiXXHOro NpoayKTy
a60 roToBOro NikapcbLKoro
3acoby, AinbHuui Ans
NpOoBefeHHs NakyBaHHs,
BMPOGHMKa, BiANOBIA&/ILHOIO 3a
BWMNYCK Cepiid, MicLe
NpoBeLEeHHS KOHTPOSO cepii)
a60 nocrtavyasibHUKa BUXiAHOTO
maTepiany, peareHTy abo
[0MOMIDKHOI pEYOBUHM (SIKLLO

3a peyenmom

UA/15864/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

3a3HayeHo y [OCbE) -
BunyuyeHHs BUPOGHUYOI
AinbHuui Baet
dapmaceyTukasic, Benvka
BpuTaHis, sk BUpobHuKa
BIANOBIAA/IbHOrO 3a BTOPUHHE
nakyBaHHS roTOBOrO /iKapCbKoro
3acoby Ta BUNycK cepiil. 3MiHKn
BHOCSITbCS 10 pEECTpaL,iiiHOro
nocsigyeHHs, MKA, iHCTpykuii
0719 MeAUYHOr0 3aCTOCYBaHHS,
KOPOTKOI XapakTepucTuKn Ta K
HacnifloK BUTyYEHHS TEKCTY
MapKyBaHHA ynakoBKu faHol
BMPOBHUYOI AiNbHUL. TepMiH
BBEJIEHHS 3MiH - NPOTArom 6
MiCALB NiCNA 3aTBEPAXEHHS.
3MiHu | TUNY - AgMIHICTPaTUBHI
3MiHW. BunyyeHHs BUpOGHUYOI
OinbHUUI (BKNOYAKOUN AiNbHUL
ana A®l, npoMiXXHOro NpoAyKTy
abo roToBOro slikapCcbKoro
3acoby, AinbHuLi Ans
NpoBefeHHs NaKyBaHHS,
BMPOGHWKA, BiAMOBifaIbHOTO 3a
BWMNYCK Cepiid, MicLe
NPOBeLEHHS KOHTPO/IO cepii)
abo nocrtavanibHuKa BUXiAHOTO
mMaTtepiany, peareHTy abo
[,0MOMDKHOT PevyoBUHN (SIKLLO
3a3HayeHo y fOCbE) -
BunyuyeHHs BUPOGHUYOI
AinbHuLUi Bakctep
PapmaceyTrkan CoMoLnMHC
NNC, CWA, ik BUpO6HMKa
BiANOBIAa/IbHOIO 3a
BMPOGHMLITBO NMPOAYKTY Yy chopMmi
in bulk, HanoBHeHHs WNpULiB Ta
KOHTPO/b SKOCTi FOTOBOrO
nikapcbKoro 3acoby. 3MiHu
BHOCSITbCA 10 peecTpavuiiiHoro
nocsigyeHHs, MKS; 3miHm | Tuny
- AgMiHICTpaTUBHI 3MiHW.
BunyuyeHHs BUPOGHUYOI
AinbHUUI (BKIOYAOYN AiNbHUL
ana A®l, npoMiXXHOro NpoayKTy
abo roToBoro NikapcbLKoro
3acoby, AinbHuLi Ans
NpPOBEefEeHHA NaKyBaHHs,
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BMPOGHMKA, BiAMoBifaIbHOTO 3a
BWMNYCK Cepiid, MicLe
NpoBefEHHS KOHTPOIO cepii)
abo noctavyasibHUKa BUXiZHOTO
mMaTtepiany, peareHTy abo
[,0MOMDKHOT peqyoBUHN (SIKLLO
3a3HayeHo y fOCbE) -
BunyuyeHHs BUPOGHUYOI
ainbHuui Wyeth Pharmaceutical
Division of Wyeth Holdings LLC,
4300 Oak Park, Sanford, NC
27330, United States sk
BMPOGHMKA BifgNoBifabHOTO 3a
BMPOBHULTBO KOH'tOraTis
MHEBMOKOKOBMX noicaxapuais-
CRM197, KOHTPO/Ib SKOCTI
KOH'toratiB npu BUMycKy Ta
OOCAiIMKEHHI CTabiIbHOCTI

205.

MPErABA/NIH-
TEBA

Kancynv TBepgi no 75 mr
no 14 kancyn y 6nictepi;
no 1, 2, abo 4 6nictepn
y KOpo6Lj

TOB "TeBa YkpaiHa"

YKpaiHa

MNIBA XpBarcka
4.0.0.

XopBaris

BHECEHHS 3MiH [0
peecTpavuiiHux matepianis:
3MiHW | TUMY - NoAaHHA
oHoBrieHoro ME-cepTudikata
BiANOBIAHOCTI EBpONEiiChKilt
dapmakonei Ne R1-CEP 2005-
217 - Rev 02 ons xenatuHy Big,
BXe 3aTBepA)KeHOro BMpobHuKa
NITTA GELATIN INC; 3miHu |
TUNY - NoAaHHA oHoseHoro MNE-
cepTuduikara BiZNoBILHOCTI
€sponevicbkinn hapmakonei Ne
R1-CEP 2000-344 - Rev 03 ans
XenaTuHy Bif BXxe
3aTBEPAKEHOr0 BUPOGHMKA
NITTA GELATIN INDIA LTD;
3MiHU | TUNY - NoAaHHSA
oHoBneHoro ME-cepTudikata
BiANOBIAHOCTI EBpONeiChKil
thapmakonei Ne R1-CEP 2000-
045 - Rev 04 ansa xenaTviHy Big,
BXe 3aTBepAKEeHOro BUPo6HMKa
PB GELATINS, sikuii 3MiHVB
Ha3By Ha TESSENDERLO
GROUP N.V

3a peyernmom

UA/13629/01/01

206.

MPErABAJIH-
TEBA

Kancynu TeepAi no 150
Mr o 14 kancyny
6nicTepi; no 1, 2, abo 4
6nictepu y Kopobui

TOB "TeBa YkpaiHa"

YKpaiHa

MNIBA XpBartcka
A.0.0.

Xopsaris

BHECEHHS 3MiH 0
peecTpavuiinHMx maTepianis:
3MiHU | TUNY - NoAaHHA
oHoBneHoro ME-cepTudikata
BiANOBIAHOCTI E€BpONeChKi

3a peyenmom

UA/13629/01/02
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Ha3sBsa nikapcbko20

n/n

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

207.

hapmakonei Ne R1-CEP 2005-
217 - Rev 02 gns xenatuHy Bif
BXe 3aTBEpAXEHOro BUPO6HMKa
NITTA GELATIN INC; 3miHu |
TUNY - NOAaHHA oHoBeHoro MNe-
cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkii hapmakonei Ne
R1-CEP 2000-344 - Rev 03 ans
XenaTuHy Bif BXe
3aTBEPAKEHOrO BUPOOHMKA
NITTA GELATIN INDIA LTD;
3MiHM | TUMY - NOAAaHHA
oHoBrieHoro ME-cepTudikata
BiANOBIAHOCTI EBpONeiiChKilt
hapmakonei Ne R1-CEP 2000-
045 - Rev 04 ans xenaTvHy Big,
BXe 3aTBepA)KeHOro BUpobHuKa
PB GELATINS, sikuii 3MiH1B
Ha3By Ha TESSENDERLO
GROUP N.V

APINIAKN® 30 MI’

TabneTkn, BKPUTI
NNiBKOBOK 060/I0HKOIO,
no 30 mr no 3 abo 6
Tabnetok y 6nictepax

BEPNIH-XEMI Al

HimeyunHa

MeHapiHi-®oH
XenpeH MeX

HimeuunHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHK | TNy - 3MiHW WoA0
6e3nekn/edpeKTNBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHuX
AaHvX Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX nNpo
cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 3AiACHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YNOBHOBaXEHOT 0Cco6M,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy (Bkio4yarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
po3MilLeHHI MacTep-harina
cuctemn chapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0co6u
3asBHVKa, BigNOBigaIbHOT 3a
chapmakoHarnsg, B Ykpaii.
Litova pepakuis: Monisyak
OneHa BikTopiBHa.

3a peyernmom

UA/15385/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MponoHoBaHa pepakuis: Kyuep
MapuHa BacuniBHa. 3MiHa
KOHTaKTHUX AaHUX KOHTaKTHOI
0Cco6M 3as1BHMKA, BignoBigasibHOT
3a 3gjlicHeHHsa hapmakoHarnsay
B YKpaiHi

208.

APINIAXKN® 60 MIT

TabneTku, BKpUTI
NAiBKOBOK 060/IOHKOHO,
no 60 mr no 3 a6o 6
Tabnetok y 6nictepax

BEP/NIIH-XEMI Al

HimeuunHa

MeHapiHi-®oH
XeligeH MTv6X

HimeuunHa

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHKM | TURY - 3MiHK WOA0
6e3nekn/edreKTBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHN [0 y3arasibHeHNX
[aHuX nNpo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHuX AaHux npo
cuctemy dhapmakoHariagy,
3MiHa YNOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
thapmakoHarnsgy; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3a8BHMKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi,
SKLLO BOHA BigMiHHa Bif,
YNOBHOBaXEHOT 0CO6M,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy (Bkiroyaoum
KOHTaKTHI faHi) Ta/abo 3MiHn y
po3MilLieHHi macTep-chaiina
cuctemu hapmakoHarnagy) -
3MiHa KOHTaKTHOI 0co6m
3asBHMKa, BiANOBiAA/IbHOT 32
hapmMakoHarnag B YkpaiHi.
MponoHoBaHa pepakuis: Kyuep
MapuHa BacuniBHa. 3miHa
KOHTaKTHUX faHNUX KOHTaKTHOT
ocobu 3asBHUKA, BiANOBIAAUIbHOI
3a 3gjiicHeHHsa hapmakoHarnsgy
B YKpaiHi

3a peyenmom

UA/15385/01/01

209.

NPOMENPUN®

Tabnetkn no 4 mr no 10
Tabnetok y 6nictepi; no
3, no 6 abo no 10
6nicTepiB y KAPTOHHIN
Kopoobui

MPO.MEA.LIC
Mpara a.c.

Yecbka
Pecny6nika

MPO.ME/A.LIC
MNpara a.c., Yecbka
Pecnyb6nika (BcCi
cTagii BUpo6HMLTBA,
KOHTPO/b AKOCTi Ta
BUnyck cepii); XbM

Yecbka
Pecny6nika/
Cnosaubka
Pecny6nika

BHECEHHS 3MiH 40
peecTpauiiHux maTepianis:
3MiHuW | TUNY - 3MiHW BHECEHI A0
IHCTPYKLii 4ns MeguyHoro
3aCTOCYBaHHSA NiKapCbKOro
3acoby y po3gain "Mo6iuHi

dPapma c.p.o., peakujii" BiANoBigHO A0
CnoBaubka OHOB/NEHOT iHhopMaLi 3
Pecny6nika 6e3nekun Aityoi pevyoBuHU

3a peyernmom

UA/13895/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
(BUpO6HMLTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/b SIKOCTI)
210. | NPOMENPUN® Tabnetkn no 8 mr no 10 MPO.MEA.LIC Yecbka MPO.MEA.LIC Yecbka BHECEHHS 3MiH 0 3a peyenmom UA/13895/01/02
Tabnetok y 6nictepi; no Mpara a.c. Pecny6nika Mpara a.c., Yecbka Pecny6nika/ peecTpauiiHnux maTepianis:
3, no 6 a6o no 10 Pecnyb6nika (BcCi CnoBaubka 3MiHUW | TUNY - 3MiHWM BHECEHI [0
6nicTepiB y KAPTOHHIN cTagii BUpo6HMLTBA, Pecny6nika IHCTPYKLii 4Nna MeguyHoro
Kopobui KOHTPO/Ib SKOCTi Ta 3aCTOCYBaHHS NiKapCbKOro
BUnyck cepii); XbM 3acoby y po3gain "Mo6iuHi
dapwma c.p.o., peakujii" BiANoOBIgHO A0
CnoBaubka OHOBJIEHOT iHhopMaLii 3
Pecny6nika 6e3nekun Aitoyoi pevyoBuHU
(B1pO6HMLTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/b SKOCTI)
211. | NPOCTATOH rpaHynn no 10 ry MpAT "HauioHanbHa Ykpaina MpAT "HauioHansHa YkpaiHa BHECEHHS 3MiH 0 6e3 peyenma UA/3827/01/01
neHani noniMmepHomy; no FomeonatnyHa [omeonaTtnyHa peecTpauiiHnx matepianis:
1 neHany B nauuj 3 Cninka" Cninka" 3MiHu | TUNY: 3MiHW 3 AKOCTI.

KapToHy

A®I. BUpo6bHMLTBO. 3MiHa
BMPOGHMKa
BUXiAHOro/NPOMiXHOro
npoAayKTy/peareHTy, Lo
BMKOPUCTOBYHOTbCSH Y
BMPOGHMYOMY npoLieci Ad®l, abo
3MiHa BMPOGHWMKa (BKIHOYaoUW,
e HeobXxigHo, micue
NpoBeAeHHSA KOHTPOJII0 AKOCTI)
A®I (3a BigcyTHOCTI
cepTuchikaTa BiANOBIAHOCTI
€Bponeiicbkili hapmakonei y
3aTBEpPKEHOMY A0CHE)(IHLUi
3MiHW) - NEepeHeCceHHs
BMPOGHMYOT AiNbHULI ANTeka
"HaujioHanbHa FomeonaTnyHa
Cninka"Nel ana A®l Clematis
50CH. 3MiHu | Tuny: 3miHu 3
AKOCTi. A®l. BUpo6HMLTBO.
3MiHa BMpOGHMKa
BUXiQHOTO/NPOMIXHOro
npoAayKTy/peareHTy, Lo
BMKOPUCTOBYIOTbCSH Y
BMPOGHMYOMY npoLieci Ad®l, abo
3MiHa BMPOGHWMKa (BKIHOYaoUW,
e HeobXxigHo, micue
NpoBeAEeHHS KOHTPOJTHO SKOCTI)
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

A®I (3a BigcyTHOCTI
cepTudikara BiANOBIAHOCTI
€Bponelicbkiii hapmakonei y
3aTBEPMKEHOMY JOCHE)(iHLWi
3MiHW) - NepeHeceHHs
BMPOGHMYOT AiNbHUL ANTeka
"HauioHanbHa FoMeonaTnyHa
Cninka"Nel ana A®l Selenium
50CH. 3Mminu | Tuny: 3MmiHn 3
akocTi. A®l. BupobHuuTBO.
3MiHa BUpOGHMKa
BVIXiZHOr0/NMPOMIXHOr0
npoayKTy/peareHTy, Wwo
BUKOPVCTOBYHOTHCS Y
BMPOGHMYOMY npoLieci Adl, abo
3MiHa BMPOGHMKa (BKTOHa0uM,
e HeobxigHo, micue
NPOBefEHHS KOHTPO/IIO AKOCTI)
A®I (3a BigcyTHOCTI
cepTudikara BiZANOBIAHOCTI
€Bponelicbkiii hapmakonei y
3aTBEPMKEHOMY JOCHE)(iHLWi
3MiHW) - NepeHeceHHs
BMPOGHMYOT AiNbHUL ANTeka
"HauioHanbHa FoMeonaTnyHa
Cninka"Nel gns A®l Pareira
brava 30CH. 3MiHu | Tuny: 3miHn
3 aKocTi. A®l. Bupo6HMLUTBO.
3MiHa BUpOGHMKa
BVIXiZHOr0/MPOMIXHOro
npoAayKTy/pearenTy, Wwo
BUKOPVCTOBYHOTHCS Y
BMPOGHMYOMY npoLieci AdDl, abo
3MiHa BMPOGHMKa (BKTOHa0uM,
e HeobxiaHo, micue
NPOBefEHHS KOHTPO/IIO AKOCTI)
A®I (3a BigcyTHOCTI
cepTudikara BiZNoOBIAHOCTI
€Bponelicbkiii hapmakonei y
3aTBEPMKEHOMY JOCHE)(iHLLi
3MiHW) - NepeHeceHHs
BMPOGHMYOT AiNbHUL ANTeka
"HauioHanbHa FoMeonaTnyHa
Cninka"Nel gnsa A®l Thuja
30CH. 3Mminu | TUnYy: 3MiHn 3
akocTi. A®l. BupobHuuTBO.
3MiHa BUpOGHMKa
BVIXiZHOr0/MPOMIXHOro

npoAyKTy/peareHTy, Lo
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BUKOPVCTOBYHOTBCS Y
BMPOGHMYOMY npoLieci A®I, abo
3MiHa BMPOGHMKa (BKIHOYaou,

e HeobxiaHo, micue
NpoBeAeHHSA KOHTPOJII0 AKOCTI)

A®I (3a BigcyTHOCTI
cepTucpikaTa BiANOBIQHOCTI
€Bponeiicbkili hapmakonei y
3aTBEPMKEHOMY [OCLE)(iHLUi
3MiHW) - NEpEHECEHHS
BUPOGHMYOT AinbHULI AnTeka
"HaujioHanbHa FomeonaTnyHa
Cninka"Nel gna A®l Argentum
nitricum 30CH.

212.

NPOTE®NA3IA®

kpanni; no 30 ms1 abo no
50 mMn'y cknsiHoOMy
oN1akoHi 3 NPO6KOtO-
KpanesnsHuueto; no 1
h/1aKoHY B KapTOHHii
nauui

TOB "HBK
"Ekochapm”

Ykpaina

TOB "HBK
"Ekochapm”
(BMPOGHMLTBO 3a
NOBHUM LMK/TOM;
BWMYCK cepil)

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
YTOUYHEHHS1 YMOB Bifnycky B
Hakasi MO3 YkpaiHu 166 Big
26.01.2022 B npoueci
BHECEHHSA 3MiH (3MiHu | Tvny -
3MiHW WoA0
6e3nekn/edreKTMBHOCTI Ta
thapmakoHarnsgy - BHECeHHs
3MiH J0 po3giny “MapkyBaHHS"
MK$ /13: 3anponoHoBaHo:
MapkyBaHHs1. 3rifHO
3aTBEPIKEHOT0 TEKCTY
MapKyBaHHs). Pefakuis B
Hakasi: 6e3 peuenTa.
3anponoHoBaHa pegakuis: 3a
peuenTom.

3a peyenmom

UA/4220/01/01

213.

NMPOTE®/IA3IA®

Kpanni; no 30 mn abo no
50 mMny cknsiHOMY
chnakoHi 3 Mpo6koto-
KpanenbHuLeto; no 1
poNakoHy B KAPTOHHIl
nauui

TOB "HBK
"Ekochapm”

YKpaiHa

TOB "HBK
"Ekochapm"”, YkpaiHa
(BMpPOGHMLTBO 3a
MOBHUM LK/TOM;
BWMYCK Cepil)

YkpaiHa

BHECEHHS 3MiH [0
peecTpavuiinHMx maTepianis:
3MiHu || TUNY - BHECEHHA 3MiH 40
Creuudikauii / MeTogis
BMNpo6yBaHHA /13 3a
NoKa3HWKOM "laeHTudikauis
hnasBoHOIAIB", 30KpeMa: B
mMeTogi cnekTpodoToMeTpil
AianasoH JOBXUHW XBUSb
npuBeAEHO Y BIANOBIAHICTb A0
Cneuudpikauii / MeTogis
BMNpobyBaHHA JIPC Tpasu
BiliHVKa Ta LLlyykun gepHuCTOI

3a peyenmom

UA/4220/01/01

214.

MNYPEIMOH®

PO34MH NS iH'ekuii, 833
MO/mn; no 0,420 mn
(300 MO/0,36 mn) abo
0,780 mn (600 MO/0,72
MA) Y KapTpuaxi; no 1

OpraHoH CeHTpan
lcT TM6X

LLIBeliyapis

Bettep ®apma-
depTuryHr MrMoX i
Ko. KI, HimeuunHa

(BUPOGHMLTBO

Hepo3sdiacoBaHoi

HimeuunHa

BHECEHHS 3MiH [0
peecTpauiiHux maTepianis:
3MiHW | TUNY - 3MiHa
HaliMeHyBaHHs Ta agpecu
BMpOo6HUKa AD| doniTponiHy

3a peyenmom

UA/5023/01/01

194




Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KapTpuaXy y BigKpUTOMy npoaykuii Ta 6eTa, BiANOBIAa/IbHOIO 3a
NNacTKoBOMY I0TKY B nepBMHHA yNakoBka, BMPOGHMLITBO, KOHTPO/Tb AKOCTI
KOMNEKTi 3 ronkamu, no KOHTPO/b SKOCTI, Ta BMNyCK cepil gitoyol
2 KOMMAEKTH ronoK — 2 TecTyBaHHSA peyoBMHKN, 6e3 3MiHN MicuA
KapTOHHI KOPOGKU CTepWIbLHOCTI Ta BMPOGHMLTBA. 3anpONOHOBAHO:
(KOXeH KoMMNIeKT no 3 H6akTepianbHuX MSD Biotech B.V.
rOJIKW1, KOXXHa rosika B €HAO0TOKCUHIB Vollenhovermeer 2 5347 JV Oss
iHAuBiAyaibHOMY roToBOro The Netherlands; 3miHu | Tyny -
nnacTyKoBoMy nikapcbKoro 3acoby [0faBaHHA A0AATKOBOIO
KOHTEIHepI) Yy KapTOHHIi (kOoHTpO/b AKOCTI Ta BMpOo6HUKa A®I doniTponiHy
nauui TecTyBaHHs 6eTa, BiANOBIAa/IbHOIO 3a
cTabinbHOCTI), BMPOGHULITBO Ta KOHTPO/1b
BisyasibHa AKOCTI Ail040i PeUYOBUHM.
iHCnekuis); Bettep 3anponoHoBaHo: Manufacturing
dapma-depTuryHr Quality Control Testing MSD
v6X i Ko. K, Biotech B.V. Kloosterstraat 6
HimeuyunHa 5349 AB Oss The Netherlands
(BidyasibHa Quality Control Testing N.V.
iHcnekuyis); Bettep Organon Kloosterstraat 6 5349
Papma-dPepTUryHr AB Oss The Netherlands
m6X i Ko. KT,
Himeuunna
(KOHTpPO/Ib AKOCTI,
TECTyBaHHSA
CTepubHOCTI Ta
HakTepiasibHUX
€HAO0TOKCUHIB
roTOBOro
niKkapcbkoro 3acoby
(KOHTpOSb AKOCTI Ta
TecTyBaHHSA
cTabinbHocTi),
BisyasibHa
iHcnekuyis); H.B.
OpraHoH,
HigepnaHgm
(kOHTpO/b AKOCTI Ta
TecTyBaHHSA
cTabinbHoOCTI,
BTOPWHHA yNakoBKa,
[03BiN Ha BUMNYCK
cepii)
215. | PAMI3BEC® KOM Tabnetku no 2,5 mr/12,5 AT "®apmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 3a peyenmom UA/12569/01/01

Mmr, no 10 TabneTok y
6nicTepi; no 3 6nictepu
B MauLii 3 KApPTOHY

peecTpavuiiHux maTepianis:
3MiHW | TUMY - NoAaHHA
OHOBJ/IEHOTO cepTudikaTa
BiANOBIAHOCTI EBpONEiiChKilt
apmakonei Ne R1-CEP 2006-
011 - Rev 01 ansa Aol
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Ne Ha3sBsa nikapcbko20

n/n

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

216.

PAMISEC® KOM

Tabnetkn no 5 mr/25 wr,

AT "®dapmak”

rigpoxnopriasngy Bif Bxe
3aTBEPAKEHOTO BUPOOHMKA
Changzhou Pharmaceutical
Factory, Kntaii, y Hacnigok
BBeJeHHA nepiogy
peTecTtyBaHHA — 4 poku;
BBE/IEHHS 3BiTYy 3 OLjiHKM PU3MKIB
LLOA0 BMICTY eN1eMEHTHUX
[OMILLIOK BiANOBIAHO [0 BUMOT
HacTaHosu ICH Q3D

217.

PEHITEK®

no 10 TabneTtok y
6nicTepi; no 3 6rictepu
B nauLli 3 KapTOHY

Tabnetku no 20 mr no 14

YKpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHK | TUNY - NoAaHHSA
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI EBPONEChKIN
hapmakonei Ne R1-CEP 2006-
011 - Rev 01 ana A®Il
rigpoxnopriasungy Bif BXe
3aTBEPAKEHOrO BUPOOHMKA
Changzhou Pharmaceutical
Factory, Kutaii, y Hacnigok
BBEJleHHA nepiogy
peTecTyBaHHs — 4 poKu;
BBE/IEHHS 3BiTYy 3 OL|iHKN PU3MKIB
LLIOSI0 BMICTY €/IeMEHTHUX
[OMILLOK BiANOBIAHO 40 BUMOT
HactaHosu ICH Q3D

3a peyenmom

UA/12569/01/02

218.

Tabnetok y 6nictepi; no
2 6nicTepu B KAPTOHHIl
Kopoobui

PE-COJ1b

MOPOLLOK A5

Mepk Wapn i Joym
I0EA TM6X

ToBapucTBeo 3

LLiBeiuapis

BMPOGHUK
Hepo3dacoBaHOl
nNpoAyKL,ii, KOHTPO/Tb
AKOCTi: OpraHoH
dapma (UK)
Nimiten, Benvka
BputaHis;
nakyBaHHs,
KOHTPO/b SIKOCTI,
BUNYCK cepil:
Mepk Wapn i Joym
B.B., HigepnaHnaw;
BUNYCK cepil:
LepiHr-Mnay Na6o
H.B., Benbris

Benuka
BpuTaHis/
Higepnangun/
Benbris

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHY | TRy - AOMiHICTpaTWBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micusa
NPOBaKEHHS AiANbHOCTI
BMPOGHMKa/iMnopTepa rotoBoro
niKkapcbKoro 3acoby, BKIYaum

AiNbHULI BUNYycKy cepii abo
MicLie NpoBeAeHHs1 KOHTPO/0
AKOCTI. (AiSNIbHICTb, 3a Ky
BiAnoBigae BMpPOGHMK/iMnopTep,
He BK/Ilouatoun BUMYCK cepiid) -
3MmiHa Ha3BM Ta agpecu
BMPOGHUWKa 13 (BMPOOHUK
Hepo3dracoBaHOT NPoAyKL;i,
KOHTPO/b AKOCTI), 6€3 3MiHU
MicLsi BUpO6HUMLITBA

3a peyenmom

UA/0525/01/01

YkpaiHa

ToBapucTBo 3

YKpaiHa

BHECEHHS 3MiH 0
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
OpasibHOro PO34MHY Mo obmexeHo 0bMexeHot peecTpauiiHnux matepianis:
18,9 r nopoLLKy Yy NakeTi; BiANOBiAA/IbHICTIO BiANOBIAA/ILHICTIO 3MiHM | TUNY - NOAaHHA
no 10 a6o 20 nakeTiB y "dbapmaLieBTnyHa "®apmMaueBTnYHa OHOB/IEHOTO cepTudikara
Kopobui KommnaHis "3gopos'a” KomnaHis "3gopos'a” BiANOBIAHOCTI EBPONEChKIl
thapmakonei Ne R1-CEP 2008-
105 - Rev 02 gns A®| Hatpito
X/TOPUA, Bif, 3aTBEPAXKEHOIO
BMpo6HUKa DANSK SALT A/S,
Denmark y 3B'A3Ky 3i 3MiHOIO
HaliMeHyBaHHs1 BriacHuka CEP
219. | PUHT cnpeii HazanbHuiA, 0,5 AT "dapmak” Ykpaina AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 6e3 peyenma UA/12120/01/01
HA3ANBHUNA mr/mn, no 10 mn y peecTpauiiHnx matepianis:
CNPEN® chnakoHi pasom 3 3MiHM | TUMY - NoAaHHSA
3BOMTOXYIOUNIA Hacocom-403aTopoMm 3 OHOBJIEHOTO cepTudikaTa
posnuaosayem; no 1 BiANOBIAHOCTI EBPONEChKIN
chnakoHy B naui 3 hapmakonei Ne R1-CEP 2008-
KapToHy 064-Rev 02 gna Adl
OKCMMEeTa30/iHy rigpoxnopuay
Bif} BXE 3aTBEPAKEHOr0
BMpobHuka Siegfried
PharmaChemikalien Minden
GmbH, HimeuyunHa, y Hacnigok
36iNbLUEHHS nepioay
NMOBTOPHOrO BMNPO6YyBaHHA [0 5
pokiB (6yno: 3 pokw)
220. | PUCCET® PO34UH opasibHUiA, 1 TOB "TeBa YkpaiHa" Ykpaina Mepkne 'vbX, HimeyunHa BHECEHHS 3MiH 0 3a peyenmom UA/13379/01/01
mr/mn; no 30 mny HimeuunHa peecTpauiiHnx matepianis:
donakoHi; no 1 dpnakony (ginbHUUA, Aka 3MiHW | TUNY - 3MiHW BHECeHi [0
pa3om i3 agantepom i Bignosigae 3a IHCTPYKUIT N8 MeguuHoro
[03Y04NUM NPUCTPOEM Y BMPOGHMLTBO 3aCTOCYBaHHS NiKapCbKoro
kopo6ui; no 100 mny Hepo3dacoBaHO| 3acoby y po3ain "rMo6iyHi
donakoHi; no 1 dpnakoHy NPOAYKLUIT, NEPBUHHY peaxuii” BignosigHO A0
pa3oMm i3 aganTepom i Ta BTOPUHHY OHOB/IEHOI IHhopMaLii LLoao
[103YH0UYMM NPUCTPOEM Y ynakoBky); Mepkne 6e3neku Aito4oi PeHOBUHW.
Kopobui 'm6X, HimeyunHa BBefeHHs 3MiH NpoTArom 3-x
(ainbHMUSA, AKka MiCALIB MiCNSA 3aTBEPLKEHHS
BignoBsigae 3a
[103BiN Ha BUMNYCK
cepii); TpaHctapm
NoricTik TM6X,
HimeuyunHa
(AinbHUUSA, Ska
BignoBsigae 3a
BTOPWHHY YNakoBKy)
221. | PO3TOPOMLI nnogm no 50 r abo no MPAT "®ITO®APM" YkpaiHa MPAT "®ITOGAPM" YkpaiHa BHECEHHS 3MiH 0 6e3 peyenma UA/3912/01/01
nnogun 100, abo 200 ry peecTpauiiHux maTepianis:

naykax 3 BHyTPILLHIM
nakeTom

3MiHW | TUMNY - 3MiHX 3 SKOCTI.
oTOBMIA NTikapcbkunii 3aci6.
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MiHM y BUPOGHMLTBI. 3MiHa
po3Mipy cepil (BktoYaoUn
AianasoH po3mipy cepii)
rOTOBOrO J1iKapCbKOro 3acoby
(3MeHLweHHA go 10 pasis) -
Be/leHHA [4O0AATKOBOro po3Mipy
cepii [N13. 3anponoHoBaHo:
750 «r (7500 yn. no 100 r; 3750

yn. no 200 r); 1500 kr (15000 yn.

no 100 r; 7500 yn. no 200 r).

222,

PO3YBACTATUH

TabneTtku, BKPUTI
M/1iBKOBOK 060/10HKOIO
no 10 wr; no 10
TabneTtok y 6nictepi; no
3abono6abono9
6nicTepiB y KAPTOHHIl
nauui

AHTUBIOTUKN CA

PymyHis

AHTUBIOTUKN CA

PymyHis

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHM | TUny - 3MiHK Woao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
ab0 3MiHU [0 y3araslbHEHNX
[aHuX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy hapmakoHarnagy,
3MiHa yNOBHOBaXEHOI 0cobw,
BignoBifa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHMKa 415 34iICHEeHHS
hapmakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOBaXeHOT 0cobwy,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MiLLLeHHI MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3MiHa KOHTaKTHOT 0co6m
3asBHVKa, BiANOBIAA/ILHOT 38
thapmakoHarnsg B Ykpaii.
MponoHoBaHa pegakuis:
Kunpunisa NanuHa eopriiBHa.
3MiHa KOHTaKTHMX AaHnX
KOHTaKTHOi 0COOU 3asBHUKA,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
dhapmakoHarnsgy B YkpaiHi

3a peyenmom

UA/18773/01/01

223.

PO3YBACTATUH

TabneTku, BKpUTI
NAiBKOBOK 0H60/TI0HKOI0
no 20 mr; no 10
Tabnetok y 6nictepi; no
3 abo no 6 abo no 9
6nicTepiB y KAPTOHHIN

AHTUBIOTUKN CA

PymyHis

AHTUBIOTUKN CA

PymyHis

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHKM | TRy - 3MiHK WOA0
6e3nekn/edeKTBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
ab60 3MiHK [0 y3aranibHeHNX

3a peyernmom

UA/18773/01/02
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
naui [aHuX nNpo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHUX AaHux npo
cuctemy dhapmakoHariagy,
3MiHa YNOBHOBaXeHOI ocobu,
BiNOBIAaIbHOT 3a 34iICHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 3AiACHEHHS
thapmakoHarnagy B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif
YNOBHOBaXEHOT 0CO6M,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapMakoHarnagy (Bkirovaroum
KOHTaKTHi fiaHi) Ta/abo 3MiHn y
po3MilLieHHi macTep-chaiina
cuctemu chapmakoHarnagy) -
3MiHa KOHTaKTHOI 0co6m
3as1BHVKa, BiANOBiAa/IbHOT 32
hapmMakoHarnag B YkpaiHi.
MponoHoBaHa pegakuis:
Kvpunisa NanuHa eopriiBHa.
3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOI 0CO6W 3asiBHUKA,
BignoBiAa/IbHOI 3a 3AjACHEHHS
thapmakoHarnagy B YkpaiHi
224. | PO3YKAPA® 10 TabneTkun, BKpUTI TOB "CaHodi- Ykpaina TOB "3eHTiBa" Yecbka BHECEHHS 3MiH 0 3a peyenmom UA/11742/01/01
06010HKO0 No 10 mr Ne ABeHTiC YkpaiHa" Pecny6nika peecTpauiiHux maTepianis:
90 (10x9): no 10 3MiHU | TUNY - BHECEHHSA
Tabnetok y 6nictepi; no yTOuHeHb Ao MKA /13 3a n.
9 6nicTepiB y KapTOHHIi «KinbKicHe BU3HAYEHHS», Y
Kopobui; Ne 90 (15x6): 3B'A3KY 3 NPUBELEHHSAM Y
no 15 tabnetok y BiANOBIAHICTb A0 OPUTIHASIBHUX
6nicTepi; no 6 6rictepis mMarepianis BUPOGHMKa
Y KapTOHHili kopobLi
225. | PO3YKAPA® 20 TabneTtku, BKPUTI TOB "CaHodi- Ykpaina TOB "3eHTiBa" Yecbka BHECEHHS 3MiH 0 3a peyenmom UA/11742/01/02
060/10HKO0 NO N0 20 Mr ABeHTiC YkpaiHa" Pecny6nika peecTpauiiHnx matepianis:
Ne 90 (10x9): no 10 3MiHU | TUNY - BHECEHHSA
Tabnetok y 6nictepi; no yTouHeHb Ao MKA /13 3a n.
9 6nicTepiB y KAPTOHHIN «KifbKicHe BU3HAYEHHS», Y
KOpo6Li 3B'A3KY 3 NPUBEAEHHAM Y
BIANOBIAHICTb 4O OPUTIHA/IbHUX
mMarepianis BUPOGHMKa
226. | PO3YKAPA® 40 TabneTku, BKpUTI TOB "CaHodi- Ykpaina TOB "3eHTiBa" Yecbka BHECEHHS 3MiH 0 3a peyernmom UA/11742/01/03
060/10HKOt0 N0 40 Mr Ne ABeHTiC YkpaiHa" Pecny6bnika peecTpauiiiHix maTepianis:

90 (10x9): no 10

3MiHW | TMNY - BHECEHHSI
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Tabnetok y 6nictepi; no yTOouHeHb Ao MKA /13 3a n.
9 6nicTepiB y KapTOHHIi «KinbkicHe BU3HAYEHHS», Y
KopoobLi 3B'A3KY 3 MPUBEAEHHAM Y
BiANOBIAHICTb A0 OPUTiHASIBHUX
mMaTepianis BUPOGHMKa
227. | CAHAIMYH Kancynm m'siki no 10 wr, HosapTic ®apma Al LLisefuapis Brpo6HMLUTBO Himeuunna/ BHECEHHS 3MiH 0 3a peyenmom UA/3165/01/01
HEOPAN® no 10 kancyn y 6nictepi; Hepo3dacoBaHoi LLiBefuapis/ peecTpauiiHnux maTepianis:
no 6 6nictepis y NPOAYKLT, KOHTPO/b CnoBeHis 3MiHu | TUNY - AgMiHICTpaTVBHI
KapTOHHI KOpoobLyi SIKOCTi: KaTtaneHt 3MiHU. 3MiHa HaliMeHyBaHHS
HimeuunHa E6epbax Ta/abo agpecu micus
Mv6X, HimeyunHa,; NPOBaPKEHHS AiS/IbHOCTI
MepBuHHE Ta BMPOGHMKa/iMnopTepa rotosoro
BTOPUHHE NikapcbKoro 3acoby, BKIOHaoum
nakyBaHHs, LOinbHUL BUNYCKY cepii abo
KOHTPO/b SIKOCTI, MicLie MPOBEAEHHS KOHTPOSTHO
BWMNYCK Cepil: AKOCTI. (BIANbHICTb, 3a AKY
HosapTic ®apma Bignosigae BUPOGHUK/iMNopTep,
LWTenH AT, BK/1KOYAOUN BUMYCK Cepili) 3MiHa
LLiBeiuapis; aapecy BUpo6Huka M3
MepBuHHE Ta Hosaprtic ®apma MM6X,
BTOPVHHE HimeuunHa (Bunyck cepii), 6e3
nakyBaHHs1, BUMYyCK 3MiHM MicLUs BUPObHULTBA:
cepi: BBefeHHA 3MiH NPOTArom 6-1u
Nex MiCALIB MiCNSA 3aTBEPLKEHHS
dapmMacbloTUKanc
4.4., BupobHuya
AinbHuus NleHpasa,
CnoseHis;
Bunyck cepii:
HoBapTic ®apma
'mM6X, HimewunHa
228. | CAHAIMYH Kancynm m'siki no 25 wr, HosapTic ®apma Al LLiBefuapis Brpo6HMLUTBO Himeuunna/ BHECEHHS 3MiH 40 3a peyenmom UA/3165/01/02
HEOPAN® no 5 kancyn y 6nictepi; Hepo3dhacoBaHOl LLBenuapis/ peecTpauiiHux maTepianis:
no 10 6nicTepiB y NPOAYKLT, KOHTPONb CnoBeHist 3MiHu | TUNy - AgMiHICTpaTVBHI

KapTOHHI KopoobLi

SIKOCTi: KaTtanieHT
HimeuunHa E6epbax
'm6X, HimeuunHa;
MepBuHHE Ta

3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NPOBaPKEHHS AIS/IbHOCTI
BMpO6HMKa/iMnopTepa roToBoro

BTOPUHHE NikapcbKoro 3acoby, BKIOHaoum
nakyBaHHs, LOinbHULL BUNYCKY cepii abo
KOHTPO/b SIKOCTI, MicLie MPOBEAEHHS KOHTPO/TIO
BUNYCK cepil: AKOCTI. (AiS/IbHICTb, 3a AKY
HosapTic ®apma Bignosigae BUPOGHUK/imMNopTep,
LWTenH AT, BK/1KOYAOUN BUMYCK Cepili) 3MiHa
LLiBeiiuapis; agpecy BUpo6Huka M3
MepBuHHE Ta Hosaprtic ®apma Mm6X,
BTOPVHHE HimeuunHa (BMnyck cepii), 6e3
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
nakyBaHHs, BUMYyCK 3MiHM MicLUs BUPObHMLTBA:
cepii: lek BBefeHHA 3MiH NPOTArom 6-1m
dPapmacbloTukanc MiCALIB MIiCNA 3aTBEPL)KEHHS
A.4., BUpo6Hnya
AinbHuus Nenpasa,
CnoseHis; Bunyck
cepii: HoBapTic
dapma 'vbX,
Himeuunna
229. | CAHAIMYH Kancynm m'siki no 50 wr, HosapTic ®apma Al LLisefuapis Brpo6HMUTBO Himeuunna/ BHECEHHS 3MiH 0 3a peyenmom UA/3165/01/03
HEOPAN® no 5 kancyn y 6nictepi; Hepo3dacoBaHoi LLiBeruapis/ peecTpauiiHux maTepianis:
no 10 6nictepiB y NPOAYKLT, KOHTPO/b CnoseHis/ 3MiHu | TUNY - AgMiHICTpaTUBHI
KapTOHHI KopoobLyi SIKOCTi: KaTtanieHt 3MiHU. 3MiHa HaliMeHyBaHHS
HimeuunHa E6epbax Ta/abo agpecu micus
Mv6X, HimeyunHa,; NPOBaPKEHHS AISNIbHOCTI
MepBuHHE Ta BMPOGHMKa/iMnopTepa rotosoro
BTOPUHHE NikapCcbKoro 3acoby, BKIOHaoum
nakyBaHHs, LOinbHUL BUNYCKY cepii abo
KOHTPO/b SIKOCTI, MiCLLe MPOBEAEHHS KOHTPOSTHO
BWMNYCK Cepil: AKOCTI. (BIANbHICTb, 3a AKY
HosapTic ®apma Bignosigae BUPOGHUK/iMNopTep,
LWTenH AT, BK/1KOYAOUN BUMYCK Cepili) 3MiHa
LLiBeiuapis; aapecy BUpo6Huka M3
MepBuHHE Ta Hosaprtic ®apma MM6X,
BTOPVHHE HimeuunHa (Bunyck cepii), 6e3
nakyBaHHs1, BUNYyCK 3MiHM MicLUs BUPO6HULTBA:
cepii: lek BBefeHHA 3MiH NPOTArom 6-11
PapmacboTukanc MiCALIB MIiCNSA 3aTBEPLKEHHS
4.4, BUpobHnya
AinbHuus Nenpasa,
CnoseHis; Bunyck
cepii: HoBapTic
dapma N'vbX,
HimeuunHa
230. | CAHAOIMYH Kancynm m'siki no 100 mr HosaprTic ®apma Al Lseliuapis Brpo6HuLTBO Himeuunna/ BHECEHHS 3MiH 0 3a peyenmom UA/3165/01/04
HEOPAN® no 5 kancyn y énicrepi; Hepo3dgacoBaHOl LLIseliyapisi/ peecTpavuiinHMx maTepianis:
NPOAYKLT, KOHTPO/b CnoseHis 3MiHu | TUNy - AgMiHICTpaTBHI

no 10 6nictepiB y
KapTOHHIlA KopooLi

AKOCTI: KaTaneHt
HimeuunHa E6epbax
M6X, HimeuunHa;
lNepBuHHe Ta
BTOPVIHHE
nakyBaHHs,
KOHTPO/b SKOCTI,
BWMNYCK Cepil:
HoapTic ®apma

3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPoBaKEHHS Ai/IbHOCTI
BMpO6HMKa/iMnopTepa rotToBoro
NiKapcbKoro 3acoby, BKOUaum
AinbHULI BUNYycKy cepii abo
MicLie NPOBeAEHHSI KOHTPO/O
AKOCTI. (AIANbHICTb, 3a AKY
BiAnoBigae BUPOGHMK/iMNopTep,
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
LLTeiH AT, BK/IO4AI0UM BMMYCK Cepiid) 3MiHa
LLiBeiiuapis; aapecu BupobHuka MN3
MepBuHHE Ta HoBapTic ®apma M6X,
BTOPUHHE HimeuunHa (Bunyck cepii), 6e3
nakyBaHHs1, BUNYCK 3MiHU Micua BUPOBHMLTBA:
cepii: Jlek BBefeHHs 3MiH NpoTArom 6-Tu
dapmacboTrKaic MICALIB MIiC/1A 3aTBEPLKEHHS
4.4., BupobHuya
AinbHuus NleHpasa,
CnoBeHis; Bunyck
cepii: HoBapTic
dapma M'vbX,
HimeyunHa
231. | CAHAOIMYH kancynm m'siki in bulk: 25 | Hoaptic ®apma Al LLiBefiuapis Brpo6HMUTBO Himeuunna/ BHECEHHS 3MiH 0 3a peyenmom UA/10102/01/01
HEOPAN® Mr; o 5 kancyn y Hepo3dhacoBaHOl LLBeiiuapis/ peecTpavuiiHux maTepianis:
6nicTepi; no 10 NpoAyKLii, KOHTPO/Tb CnoBeHis 3MiHn | TURY - AgMIHICTPaTUBHI
6nicTepiB y KAPTOHHIl AKOCTI: KaTtaneHt 3MiHW. 3MiHa HaliMeHyBaHHs
Kopobui; no 60 KOPO6GOK HimeuyunHa E6epbax Ta/abo agpecu micusa
Y KAPTOHHOMY KOpPOOGi v6X, HimeuunHa; NPOBaKEHHS AiANbHOCTI
MepBuHHE Ta BMPOGHMKa/imnopTepa rotoBoro
BTOPWHHE NikapCcbKoro 3acoby, BKIOHaoum
nakyBaHHs, LinbHUL BUNYCKY cepii abo
KOHTPO/b SIKOCTI, MicLie NpoBeAeHHsI KOHTPO/0
BUNYCK cepil: AKOCTI. (AiSNIbHICTb, 3a Ky
HosapTic ®apma BiAnoBigae BMpPOGHMK/iMnopTep,
LLTeiH AT, BK/IO4A0UM BUMYCK Cepiid) 3MiHa
LLiBeiilapis; aapecu BupobHuka MNN3
MepBuHHE Ta HoBapTic ®apma Mv6X,
BTOpPUHHE HimeuumnHa (Bunyck cepii), 6e3
nakyBaHHs, BUMYCK 3MiHU MicLS BUPOGHMLTBA:
cepii: Nlex BBefeHHs 3MiH NpoTArom 6-Tu
dapmacboTrKanc MiCALIB MIiC/1A 3aTBEPLKEHHS
4.4., BupobHuya
AinbHuus NleHpasa,
CnoBeHis; Bunyck
cepii: HoBapTic
dapma N'vbX,
Himeyunna
232. | CAHAIMYH kancynm m'siki in bulk: 50 | Hoaptic ®apma Al LLisefuapis Brpo6HMLUTBO Himeuunna/ BHECEHHS 3MiH 40 3a peyenmom UA/10102/01/02
HEOPAN® Mr; o 5 kancyn y Hepo3dhacoBaHO| LLBenuapis/ peecTpauiiHux maTepianis:
NPOAYKLT, KOHTPONb CnoBeHis 3MiHu | TUNy - AgMiHICTpaTVBHI

6nictepi; no 10
6nicTepiB y KAPTOHHIN
Kopo6Li; no 60 KOpo6oK
Yy KapTOHHOMY KOpOOi

SIKOCTi: KaTtanieHT

HimeuunHa E6epbax

'm6X, HimeuunHa;
MepBuHHE Ta

BTOpUHHE

3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NPOBaPKEHHS AIS/IbHOCTI
BMpO6HMKa/iMnopTepa roToBoro

NlikapcbKoro 3aco6y, BK/oYaum
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
nakyBaHHs, AiNbHULI BUNYyCKy cepii abo
KOHTPO/b SIKOCTI, MicLie NpoBeAEHHS KOHTPO/I0
BUNYCK cepil: AKOCTI. (AIANBHICTb, 3a AKY
HoapTic ®apma BiANOBigae BMPOGHMK/iMNopTep,
LLTelH AT, BK/IOYA0UM BUMYCK Cepiid) 3MiHa
LLiBeiiuapis; aapecu BupobHuka MN3
MepBuHHE Ta HoBapTic ®apma Mv6X,
BTOPVHHE HimeyuunHa (Bunyck cepii), 6e3
nakyBaHHs, BUMYCK 3MiHW MicLs BUPOOHULTBA:
cepii: Nlexk BBefeHHs 3MiH NpoTArom 6-Tu
dapmacbloTukanc MicAILiB Micns 3aTBepPIKEHHS
4.4, BUpobHuya
AinbHnuUsa Nenpasa,
CnoBeHis; Bunyck
cepii: HosapTic
dapma 'm6X,
HimeuyunHa
233. | CAHAOIMYH kancynm m'siki in bulk: HoBapTic ®apma Al LLiBefiuapis Brpo6HMLUTBO Himeuunna/ BHECEHHS 3MiH 0 3a peyenmom UA/10102/01/03
HEOPAN® 100 mr no 5 kancyn y Hepo3dhacoBaHOl LLBeiiuapis/ peecTpavuiiHux matepianis:
6nicTepi; no 10 NpoAyKLii, KOHTPO/Tb CnoBeHis 3MiHn | TURY - AgMIHICTPaTUBHI
6nicTepiB y KAPTOHHIl AKoCTi: KaTtaneHt 3MiHW. 3MiHa HaliMeHyBaHHS
Kopobui; no 50 KOpo6okK HimeuyunHa E6epbax Ta/abo agpecu micusa
Y KAPTOHHOMY KOpPOOGi v6X, HimeuunHa; NPOBaKEHHS AiANbHOCTI
MepBuHHE Ta BMPOGHMKa/iMnopTepa rotoBoro
BTOPWHHE NikapCcbKoro 3acoby, BKIOYaoum
nakyBaHHs, LinbHULL BUNYCKY cepii abo
KOHTPO/b SIKOCTI, MicLie NpoBeAeHHSI KOHTPO/0
BUNYCK cepil: AKOCTI. (AiSNIbHICTb, 3a Ky
HosapTic ®apma BiANoBigae BMPOGHMK/iMNopTep,
LLTeiH AT, BK/IO4A0UM BUMYCK Cepiid) 3MiHa
LLiBeiilapis; aapecu BupobHuka MN3
MepBuHHE Ta HoBapTic ®apma Mv6X,
BTOpPUHHE HimeuumnHa (Bunyck cepii), 6e3
nakyBaHHs, BUMYCK 3MiHU MicLS BUPOBHMLTBA:
cepii: Nlex BBefeHHs 3MiH NpoTArom 6-Tu
dapmacboTrKanc MiCALIB MIiC/1A 3aTBEPKEHHS
4.4., BupobHuua
AinbHuus NleHpasa,
CnioBeHis; Bunyck
cepii: HoBapTic
dapma 'vbX,
Himeuunna
234. | CAHOMEH cnpeli HazaNbHUA, CaHpos CnoseHis Nex CnoBeHis BHECEHHS 3MiH 0 3a peyenmom UA/15870/01/01
[030BaHuii, cycneHsis PapmacbioTikan3 $papmaueBTUYHA peecTpauiiHux maTepianis:
50 mkr/go3y, no 60 a6o o.4. KoMnaHisa 4. a. 3MiHU | TUNY - AONOBHEHHA

120, a6o 140 go3y
KOHTeiHepi, no 1

cneuudikaii HOBUM

nokasHukom Residual solvents
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KOHTEliHepy y Kopo6Li (acetone) (meTog rasoBoi
Xpomatorpadii) Ta BignoBigHUM
MeTOA0M BUMNPOBYBaHHS AN
A®| momeTasoHy dhypoaty ans
BMpobHuka Wavelength.
KpuTepiit npuiiatHocTi (NMT
2000 ppm)
235. | CEBIKAP HCT TabneTtku, BKPUTI 3eHTiBa, K.C. Yecbka [aiui CaHkio FOpoyn HimeuunHa BHECEHHS 3MiH 0 3a peyenmom UA/17662/01/01
N1iBKOBOK 060/IOHKOIO, Pecny6nika 6X peecTpauiiHnx matepianis:

20 mr/5 mr/12,5 wr; no
14 TabneTok y 6nicTepi;
no 2 6nictepay
KapTOHHI navu,i

3MiHK | TUNY - goAaBaHHSA
AOinbHWUI, e NpoBOAUTLCSA
KOHTPO/b/BMNPOGYBaHHSA cepil)
ZHEJIANG TIANYU
PHARMACEUTICAL CO., LTD .,
KvTaii; 3MiHu | Tuny - BBeAEHHSA
a/IbTEPHATUBHOIO BUPOBHMKA
A®I onmepcaHTaHy
MefoKcoMiHy ZHEJIANG
TIANYU PHARMACEUTICAL
CO., LTD ., Kutaii 3 HafiaHHsIM
Hosoro CEP RO-CEP 2013-268-
Rev 02; 3miHu | Tuny - BBEAEHHSA
anbTepHaTUBHOI AinbHULI JTabop
Bepitac Ar’, BignoBsifanbHoi 3a
KOHTPO/Ib Cepii aKTUBHOT
pPevYoBUHM O/IMepcaHTaHy
MeL,0KCOMIHY BUK/THOYHO
TecTyBaHHA N-HITpo3amiHiB;
3MiHY | TUNY - fofaBaHHA
napameTpy cneuudikawii
aKTUBHOT PEYOBUHN
oniMepcaHTaHy MefoOKCOMiHYy
"fomiwkn" (N-nitrosamines: N-
Nitrosodimethylamine (NDMA):
NMT 2.400 ppm N-
Nitrosodiethylamine (NDEA):
NMT 0. 663 ppm ) 3rigHo
MoHorpadii EP Olmesartan
medoxomil; 3miHu | Tuny -
nogaHHsa oHosneHoro CEP Ha
A®| onmecapTaHy MeaoKCOMiny
Bifl 3aTBEPAKEHOrO BUPOOHMKA
DAIICHI SANKYO CO., LTD
CEP R1-CEP 2012-398-Rev 00
(nonepegHs pepakuis RO-CEP-
2012-398-Rev 05); 3miHu | Tuny
- nogaHHs oHosneHoro CEP Ha
Ad| oimecapTaHy MegoKCoMiny
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

Bifl 3aTBEPKEHOrO BUPOOHMKA
CHINOIN Pharmaceutical and
Chemical Works Private Co.,
Ltd, YropwuHa 3 Bepcii RO-CEP
2013-105-Rev 00 go Bepcii R1-
CEP 2013-105-Rev 00; 3MmiHu |
TMNYy - NOAAHHS OHOB/IEHOIO
CEP Ha A®| onimecapTaHy
MeL0KCOMiNy Big,
3aTBEPAKEHOrO BUPOOHMKA
CHINOIN Pharmaceutical and
Chemical Works Private Co.,
Ltd, YropwuHa 3 Bepcii R1-CEP
2013-105-Rev 00 go Bepcii R1-
CEP 2013-105-Rev 01; 3MmiHu |
TMNYy - NOAAHHS OHOB/IEHOIO
CEP Ha A®| onimecapTaHy
MeL0KCOMiNy Big,
3aTBEPAKEHOrO BUPOOHMKA
ZHEJIANG TIANYU
PHARMACEUTICAL CO., LTD.,
Kutaii 3 Bepcii CEP RO-CEP
2013-268-Rev 02 go Bepcii RO-
CEP 2013-268-Rev 03; 3MmiHu |
TUMY - OHOBMEHNIA cepTudikaTt
Bifj y)ke 3aTBEPAKEHOr0
BMPOGHMKA — NOAAHHSA
oHossieHoro CEP Ha AdI
onMecapTaHy MefloKCOMINy Bif,
3aTBEPAKEHOr0 BUPOGHMKA
DAIICHI SANKYO CO., LTD
CEP R1-CEP 2012-398-Rev 01
(nonepepgHs pepakuis R1-CEP-
2012-398-Rev 00); 3miHu | Tuny
- OHOBJIEHWIA cepTUdikaT Bif
yXe 3aTBepKeHoro
Bupo6Huka(b.lll.1. (a)-2,IA) —
nogaHHAa oHosneHoro CEP Ha
Ad| onimecapTaHy MeaoKCoMiny
Bifl 3aTBEPKEHOr0 BUPOOHMKA
ZHEJIANG TIANYU
PHARMACEUTICAL CO., LTD.,
Kutaii 3 Bepcii CEP RO-CEP
2013-268-Rev 03 go Bepcii R1-
CEP 2013-268-Rev 00; 3MmiHu |
TMNYy - NOAAHHS OHOB/IEHOIO
CEP Ha A®| onimecapTaHy
MeL0KCOMiNy Big,
3aTBEPAKEHOIO BUPOOHMKA
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

ZHEJIANG TIANYU
PHARMACEUTICAL CO., LTD.,
Kutalii 3 Bepcii CEP R1-CEP
2013-268-Rev 00 go Bepcii R1-
CEP 2013-268-Rev 01; 3MiHu |
UMy - 3MiHa BUMOr cneuudikauii
A®| onmecapTaHy MeLoKCOMINy
3a NokasHMKOM «Impurities» gns
N-HiTpo3amiHiB, y 3B'A3Ky 3
oHoBneHHam CEP DAIICHI
SANKYO CO., LTD.

236.

CEBIKAP HCT

TabneTku, BKpUTI
N/1iBKOBOK 060JI0HKOIO,
40 mr/5 mr/12,5 wr; no
14 TabneTok y 6nicTepi;
no 2 6nictepay
KapTOHHIW nayu,i

3eHTiBa, K.C.

Yecbka
Pecny6nika

[aiui CaHkio FOpoyn
M6X

HimeuunHa

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHM | TMny - ogaBaHHA
AinbHUUI, fe NPoBOANTLCSA
KOHTPONb/BUNPOGYBaHHS cepii)
ZHEJIANG TIANYU
PHARMACEUTICAL CO., LTD .,
KuTali; 3MiHu | Tuny - BBEAEHHS
anbTepHaTUBHOIO BMPOGHMKA
A®I onmepcaHTaHy
MenokcomiHy ZHEJIANG
TIANYU PHARMACEUTICAL
CO., LTD ., KuTaii 3 HagaHHAM
Hosoro CEP RO-CEP 2013-268-
Rev 02; 3miHu | Tuny - BBEAEHHA
anbTepHaTUBHOI AinbHWLU Jlabop
Bepitac Arl', BignosiganbHOI 3a
KOHTPO/Ib Cepii aKTUBHOI
pevYoBUHM OfIMepcaHTaHy
MeLOKCOMiHY BUK/THOYHO
TecTyBaHHA N-HITpo3amiHiB;
3MiHK | TUNY - goAaBaHHA
napameTpy cneuudikauii
aKTVMBHOI PEYOBUHN
o/iMepcaHTaHy MefOoKCOMIHY
"Aomiwkn" (N-nitrosamines: N-
Nitrosodimethylamine (NDMA):
NMT 2.400 ppm N-
Nitrosodiethylamine (NDEA):
NMT 0. 663 ppm ) 3rigHO
MoHorpadii EP Olmesartan
medoxomil; 3MiHu | Tuny -
nogaHHsa oHossieHoro CEP Ha
A®| onmecapTaHy MeLOKCOMINy
BiJ, 3aTBEPXXEHOr0 BUPOGHMKA
DAIICHI SANKYO CO., LTD

3a peyernmom

UA/17662/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

CEP R1-CEP 2012-398-Rev 00
(nonepepnHs pegakuisa RO-CEP-
2012-398-Rev 05); 3miHu | TUny
- nogaHHs oHosneHoro CEP Ha
A®| onmecapTaHy MegoKCOMiny
Bifl 3aTBEPAKEHOrO BUPOOHMKA
CHINOIN Pharmaceutical and
Chemical Works Private Co.,
Ltd, YropwuHa 3 Bepcii RO-CEP
2013-105-Rev 00 go Bepcii R1-
CEP 2013-105-Rev 00; 3MiHu |
TUMY - NOAAHHA OHOB/IEHOTO
CEP Ha A®I onimecapTaHy
MeOoKCoMiNy Bif
3aTBEPAKEHOr0 BUPOGHMKA
CHINOIN Pharmaceutical and
Chemical Works Private Co.,
Ltd, YropwuHa 3 Bepcii R1-CEP
2013-105-Rev 00 go Bepcii R1-
CEP 2013-105-Rev 01; 3MiHu |
TUMY - NOAAHHA OHOB/IEHOTO
CEP Ha A®I onimecapTaHy
MeOoKCoMinNy Bif
3aTBEPAKEHOr0 BUPOGHMKA
ZHEJIANG TIANYU
PHARMACEUTICAL CO., LTD.,
KnTaii 3 Bepcii CEP RO-CEP
2013-268-Rev 02 go Bepcii RO-
CEP 2013-268-Rev 03; 3MiHu |
TUMY - OHOBNEHUIA cepTudikar
Bif] y)ke 3aTBEPKEHOr0
BUPOGHMKA — NOAAHHSA
oHosneHoro CEP Ha A®I
onimecapTaHy MefoKCOMiny Bif
3aTBEPAKEHOTO BUPOOHMKA
DAIICHI SANKYO CO., LTD
CEP R1-CEP 2012-398-Rev 01
(nonepepnHs pegakuisa R1-CEP-
2012-398-Rev 00); 3miHu | TUny
- OHOBJIEHUIA cepTuUdikaT Big
yXe 3aTBepXeHoro
supo6Huka(b.lll.1. (a)-2,IA) —
nogaHHsa oHosneHoro CEP Ha
A®| onmecapTaHy MeaoKCOMiny
Bifl 3aTBEPKEHOrO BUPOOHMKA
ZHEJIANG TIANYU
PHARMACEUTICAL CO., LTD.,
KnTaii 3 Bepcii CEP RO-CEP
2013-268-Rev 03 go Bepcii R1-
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

CEP 2013-268-Rev 00; 3miHu |
TMNY - NOAAHHS OHOB/IEHOTO
CEP Ha A®| onimecapTaHy
Me[0KCOMiNy Big,
3aTBEPAKEHOTO BUPOOHMKA
ZHEJIANG TIANYU
PHARMACEUTICAL CO., LTD.,
Kutaii 3 Bepcii CEP R1-CEP
2013-268-Rev 00 go Bepcii R1-
CEP 2013-268-Rev 01; 3miHu |
TUNYy - 3MiHa BUMOT creuudikawii
Ad| onimecapTaHy MegoKCOMiny
3a NokasHuKoM «Impurities» gns
N-HiTpo3aMiHiB, y 3B’A3Ky 3
oHoBsieHHAM CEP DAIICHI
SANKYO CO., LTD.

237.

CEBIKAP HCT

TabneTkn, BKPUTI
NNiBKOBOK 060/TIOHKOHO,
40 mr/5 mr/25 wr; no 14
Tabnetok y 6nictepi; no
2 6nicTepa y KapTOHHIl
nauui

3eHTiBa, K.C.

Yecbka
Pecny6nika

[aiui CaHkio FOpoyn
M6X

HimeuunHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHK | TUNY - foAaBaHHSA
AinbHULI, Ae NPOBOANTLCSA
KOHTPO/b/BMNPOGYBaHHS cepil)
ZHEJIANG TIANYU
PHARMACEUTICAL CO., LTD .,
KvTaii; 3MiHu | Tuny - BBeAEHHS
aIbTEPHATNBHOIO BUPOBHMKaA
A®I| onmepcaHTany
MefokcomiHy ZHEJIANG
TIANYU PHARMACEUTICAL
CO., LTD ., Kutain 3 HagaHHsM
Hosoro CEP RO-CEP 2013-268-
Rev 02; 3miHu | TUny - BBEAEHHSA
anbTepHaTUBHOI AinbHWL JTabop
Bepitac Ar’, BignoBigansHoi 3a
KOHTPO/Ib Cepii akTUBHOT
PEeYOBVHN ONIMEepCcaHTaHy
Mef0KCOMiHY BUK/THOYHO
TecTyBaHHsA N-HITpO3aMiHiB;
3MiHU | TUNY - fofaBaHHS
napameTpy cneuudikawii
aKTUBHOT PEYOBUHN
oniMepcaHTaHy Mef0oKCOMiHY
"Oomiwkn" (N-nitrosamines: N-
Nitrosodimethylamine (NDMA):
NMT 2.400 ppm N-
Nitrosodiethylamine (NDEA):
NMT 0. 663 ppm ) 3rigHO
MoHorpadii EP Olmesartan

3a peyernmom

UA/17662/01/03
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

medoxomil; 3miHu | Tuny -
nogaHHAa oHosneHoro CEP Ha
Ad| onimecapTaHy MeaoKCoMiny
Bifl 3aTBEPKEHOr0 BUPOOHMKA
DAIICHI SANKYO CO., LTD
CEP R1-CEP 2012-398-Rev 00
(nonepepHs pepakuis RO-CEP-
2012-398-Rev 05); 3MiHu | Tuny
- nofaHHs oHosneHoro CEP Ha
A®| onmecapTaHy MeLOKCOMINy
Bif} 3aTBEPAKEHOro BUPOBHYMKa
CHINOIN Pharmaceutical and
Chemical Works Private Co.,
Ltd, YropwuHa 3 Bepcii RO-CEP
2013-105-Rev 00 go Bepcii R1-
CEP 2013-105-Rev 00; 3MiHu |
TMNY - NOA@HHS OHOB/IEHOTO
CEP Ha A®| onimecapTaHy
MeL0KCOMINy Bif,
3aTBEPAKEHOTO BUPOOHMKA
CHINOIN Pharmaceutical and
Chemical Works Private Co.,
Ltd, YropwuHa 3 Bepcii R1-CEP
2013-105-Rev 00 go Bepcii R1-
CEP 2013-105-Rev 01; 3miHu |
TMNY - NOA@HHS OHOB/IEHOTO
CEP Ha A®| onimecapTaHy
Me[0KCOMiNy Big,
3aTBEPAKEHOTO BUPOOHMKA
ZHEJIANG TIANYU
PHARMACEUTICAL CO., LTD.,
Kutaii 3 Bepcii CEP RO-CEP
2013-268-Rev 02 go Bepcii RO-
CEP 2013-268-Rev 03; 3miHu |
TUMY - OHOBNEHUI cepTudikat
Bif y)Xe 3aTBEep)KEHOro
BUPOGHMKA — NOAAHHSA
oHoBneHoro CEP Ha A®I
onimecapTaHy MefoKCoMiny Bif
3aTBEPAKEHOIO BUPOOHMKA
DAIICHI SANKYO CO., LTD
CEP R1-CEP 2012-398-Rev 01
(nonepepHs pepakuis R1-CEP-
2012-398-Rev 00); 3MiHu | TUny
- OHOB/IEHUIA cepTUdikar Big,
yXe 3aTBepKeHoro
Bupo6Huka(b.11l.1. (a)-2,IA) —
nogaHHsa oHossieHoro CEP Ha
A®| oimecapTaHy MeAoKCOMiny
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Bifl 3aTBEPKEHOrO BUPOOHMKA
ZHEJIANG TIANYU
PHARMACEUTICAL CO., LTD.,
Kutaii 3 Bepcii CEP RO-CEP
2013-268-Rev 03 go Bepcii R1-
CEP 2013-268-Rev 00; 3MmiHu |
TMNYy - NOAAHHS OHOB/IEHOIO
CEP Ha A®| onimecapTaHy
MeL0KCOMiNy Big,
3aTBEPAKEHOrO BUPOOHMKA
ZHEJIANG TIANYU
PHARMACEUTICAL CO., LTD.,
Kutaii 3 Bepcii CEP R1-CEP
2013-268-Rev 00 go Bepcii R1-
CEP 2013-268-Rev 01; 3MmiHu |
TUMy - 3MiHa BUMOT cneuudikauii
Ad| onmecapTaHy MegoKCOMiny
3a NoKa3HWKoM «Ilmpurities» ans
N-HiTpo3amiHiB, y 3B'A3Ky 3
oHoBneHHsam CEP DAIICHI
SANKYO CO., LTD.

238.

CEBIKAP HCT

TabneTtku, BKPUTI
MN/iBKOBOK 060/10HKOIO,
40 mr/10 mr/12,5 mr; no
14 TabneTok y 6nictepi;
no 2 6nictepay
KapTOHHI navu,i

3eHTiBa, K.C.

Yecbka
Pecny6nika

[aiui CaHkio FOpoyn
6X

HimeuunHa

BHECEHHSA 3MiH [0
peecTpavuinHMx maTepianis:
3MiHK | TUNY - goAaBaHHSA
AOinbHWUI, e NpoBOAUTLCSA
KOHTPONb/BMNPOGYBaHHSA cepil)
ZHEJIANG TIANYU
PHARMACEUTICAL CO., LTD .,
KvTaii; 3MiHu | Tuny - BBeAEHHSA
a/IbTEPHATUBHOIO BUPOBHMKaA
A®I| onmepcaHTaHy
MefoKcoMiHy ZHEJIANG
TIANYU PHARMACEUTICAL
CO., LTD ., Kutaii 3 HafiaHHsIM
Hosoro CEP RO-CEP 2013-268-
Rev 02; 3miHu | Tuny - BBEAEHHSA
aNbTepHaTUBHOI AinbHULI JTabop
Bepitac Ar’, BignosifanbHoi 3a
KOHTPO/Ib Cepii aKTUBHOT
pPevYoBUHM OfIMepcaHTaHy
Me[L,0KCOMIHY BUK/THOUHO
TecTyBaHHA N-HITpo3amiHiB;
3MiHY | TUNY - fofaBaHHsA
napameTpy cneuudikawii
aKTUBHOT PEYOBUHN
oniMepcaHTaHy MefOKCOMiHY
"fomiwkn" (N-nitrosamines: N-

3a peyenmom

UA/17662/01/04
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

Nitrosodimethylamine (NDMA):
NMT 2.400 ppm N-
Nitrosodiethylamine (NDEA):
NMT 0. 663 ppm ) 3rigHO
MoHorpadii EP Olmesartan
medoxomil; 3miHu | Tuny -
nogaHHsa oHosneHoro CEP Ha
A®| onmecapTaHy MeaoKCOMiny
Bifl 3aTBEPKEHOrO BUPOOHMKA
DAIICHI SANKYO CO., LTD
CEP R1-CEP 2012-398-Rev 00
(nonepepgHs pepakuis RO-CEP-
2012-398-Rev 05); 3miHu | Tuny
- nogaHHa oHosneHoro CEP Ha
Ad| onimecapTaHy MeaoKCoMiny
Bifl 3aTBEPKEHOrO BUPOOHMKA
CHINOIN Pharmaceutical and
Chemical Works Private Co.,
Ltd, YropwuHa 3 Bepcii RO-CEP
2013-105-Rev 00 go Bepcii R1-
CEP 2013-105-Rev 00; 3MmiHu |
TMNYy - NOAAHHS OHOB/IEHOIO
CEP Ha A®| onimecapTaHy
MeL0KCOMiNy Big,
3aTBEPAKEHOrO BUPOOHMKA
CHINOIN Pharmaceutical and
Chemical Works Private Co.,
Ltd, YropwuHa 3 Bepcii R1-CEP
2013-105-Rev 00 go Bepcii R1-
CEP 2013-105-Rev 01; 3MmiHu |
TMNYy - NOAAHHS OHOB/IEHOIO
CEP Ha A®| onimecapTaHy
MeL0KCOMiNy Big,
3aTBEPAKEHOrO BUPOOHMKA
ZHEJIANG TIANYU
PHARMACEUTICAL CO., LTD.,
Kutaii 3 Bepcii CEP RO-CEP
2013-268-Rev 02 go Bepcii RO-
CEP 2013-268-Rev 03; 3MmiHu |
TUMY - OHOBMEHNIA cepTudikaTt
Bifj y)ke 3aTBEPAKEHOrO
BMPOGHMKA — NOAAHHSA
oHossieHoro CEP Ha AI
onMecapTaHy MefloKCOMINy Bif,
3aTBEPAKEHOr0 BUPOGHMKA
DAIICHI SANKYO CO., LTD
CEP R1-CEP 2012-398-Rev 01
(nonepepgHs pepakuis R1-CEP-
2012-398-Rev 00); 3miHu | TMny
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

- OHOBJIEHWIA cepTuUdikaT Big
yXe 3aTBepKeHoro
supo6Huka(b.lll.1. (a)-2,IA) —
nogaHHsa oHosneHoro CEP Ha
A®| onmecapTaHy MegoKCOMiny
Bifl 3aTBEPAKEHOrO BUPOOHMKA
ZHEJIANG TIANYU
PHARMACEUTICAL CO., LTD.,
KnTaii 3 Bepcii CEP RO-CEP
2013-268-Rev 03 go Bepcii R1-
CEP 2013-268-Rev 00; 3MiHu |
TUMY - NOAAHHA OHOB/IEHOTO
CEP Ha A®I onimecapTaHy
MeOoKCoMiNy Bif
3aTBEPAKEHOr0 BUPOGHMKA
ZHEJIANG TIANYU
PHARMACEUTICAL CO., LTD.,
Kutalii 3 Bepcii CEP R1-CEP
2013-268-Rev 00 go Bepcii R1-
CEP 2013-268-Rev 01; 3MiHu |
UMy - 3MiHa BUMOr cneuudikauii
A®| onmecapTaHy MeLoKCOMINy
3a NoKasHWKOM «Impurities» gns
N-HiTpo3amiHiB, y 3B'A3Ky 3
oHoBneHHam CEP DAIICHI
SANKYO CO., LTD.

239.

CEBIKAP HCT

TabneTku, BKpUTI
N/1iBKOBOK 060JI0HKOIO,
40 mr/10 mr/25 wr; no 14
Tabnetok y 6nictepi; no
2 6nicTepa y KapTOHHii
nauuj

3eHTiBa, K.C.

Yecbka
Pecny6nika

[aiui CaHkio FOpoyn
M6X

HimeuunHa

BHECEHHS 3MiH [0
peecTpauiiHux maTepianis:
3MiHM | TUNy - ogaBaHHA
AinbHUUI, fe NPOBOANTLCSA
KOHTPONb/BUNPOBYBaHHS cepif)
ZHEJIANG TIANYU
PHARMACEUTICAL CO., LTD .,
KuTali; 3MiHu | Tuny - BBEAEHHS
anbTepHaTUBHOIO BMPOGHMKA
A®I onmepcaHTaHy
MenokcomiHy ZHEJIANG
TIANYU PHARMACEUTICAL
CO., LTD ., KuTaii 3 HagaHHAM
Hosoro CEP RO-CEP 2013-268-
Rev 02; 3miHu | Tuny - BBEAEHHA
anbTepHaTUBHOI AinbHWL Jlabop
Bepitac Arl', BignosiganbHOI 3a
KOHTPO/Ib Cepii aKkTUBHOI
PEyYOBVHN ONIMepcaHTaHy
Mef0KCOMiHY BUK/THOYHO
TecTyBaHHs N-HiTpo3amiHiB;

3a peyernmom

UA/17662/01/05
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

3MiHM | TUNy - fofaBaHHsA
napameTpy cneuudikauii
aKTVMBHOI PeYOBUHA
ofIMepcaHTaHy MefOoKCOMIHY
"Aomiwkn" (N-nitrosamines: N-
Nitrosodimethylamine (NDMA):
NMT 2.400 ppm N-
Nitrosodiethylamine (NDEA):
NMT 0. 663 ppm ) 3rigHO
MoHorpadii EP Olmesartan
medoxomil; 3MiHu | Tuny -
nogaHHsa oHossieHoro CEP Ha
A®| onmecapTaHy MeLoKCOMINy
Bif} 3aTBEPAXKEHOro BUPOBHYMKa
DAIICHI SANKYO CO., LTD
CEP R1-CEP 2012-398-Rev 00
(nonepepnHs pegakuisa RO-CEP-
2012-398-Rev 05); 3miHu | Tuny
- nogaHHs oHosneHoro CEP Ha
A®| onmecapTaHy MegoKCOMiny
Bifl 3aTBEPAKEHOrO BUPOOHMKA
CHINOIN Pharmaceutical and
Chemical Works Private Co.,
Ltd, YropwuHa 3 Bepcii RO-CEP
2013-105-Rev 00 go Bepcii R1-
CEP 2013-105-Rev 00; 3MiHu |
TUMY - NOAAHHA OHOB/IEHOTO
CEP Ha A®I onimecapTaHy
MeOoKCoMiNy Bif
3aTBEPAKEHOr0 BUPOGHMKA
CHINOIN Pharmaceutical and
Chemical Works Private Co.,
Ltd, YropwuHa 3 Bepcii R1-CEP
2013-105-Rev 00 go Bepcii R1-
CEP 2013-105-Rev 01; 3MiHu |
TUMY - NOAAHHA OHOB/IEHOTO
CEP Ha A®I onimecapTaHy
MeOoKCoMiNy Bif
3aTBEPAKEHOr0 BUPOGHMKA
ZHEJIANG TIANYU
PHARMACEUTICAL CO., LTD.,
KnTaii 3 Bepcii CEP RO-CEP
2013-268-Rev 02 go Bepcii RO-
CEP 2013-268-Rev 03; 3MiHu |
TUMY - OHOBNEHUIA cepTudikar
Bif] y)ke 3aTBEPKEHOr0
BMPOGHMKA — NOAAHHSA
oHosneHoro CEP Ha A®I
ofiMecapTaHy MefoKCOMINy Big,
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3aTBEPAKEHOTO BUPOOHMKA
DAIICHI SANKYO CO., LTD
CEP R1-CEP 2012-398-Rev 01
(nonepepHs pepakuis R1-CEP-
2012-398-Rev 00); 3MiHu | Tuny
- OHOBJIEHUIA cepTUdikar Bif,
yXe 3aTBepKeHoro
Bupo6Huka(b.11l.1. (a)-2,IA) —
nogaHHsa oHossieHoro CEP Ha
A®| onmecapTaHy MeLOKCOMINy
Bif} 3aTBEPAKEHOro BUPOBHYMKa
ZHEJIANG TIANYU
PHARMACEUTICAL CO., LTD.,
Kutaii 3 Bepcii CEP RO-CEP
2013-268-Rev 03 go Bepcii R1-
CEP 2013-268-Rev 00; 3MiHu |
TMNY - NOA@HHS OHOB/IEHOTO
CEP Ha A®| onimecapTaHy
MeL0KCOMINy Bif,
3aTBEPAKEHOTO BUPOOHMKA
ZHEJIANG TIANYU
PHARMACEUTICAL CO., LTD.,
Kutaii 3 Bepcii CEP R1-CEP
2013-268-Rev 00 fo Bepcii R1-
CEP 2013-268-Rev 01; 3MiHu |
TUNYy - 3MiHa BUMOT creuudikawii
Ad| onimecapTaHy MegoKCoMiny
3a NokasHuKoM «Ilmpurities» gns
N-HiTpo3aMmiHiB, y 3B’A3Ky 3
oHosfieHHsaM CEP DAIICHI
SANKYO CO., LTD.

240.

CELICTPEC

Tabnetku, no 10
Tabnetok y 6nictepi; no
1, 3 1Ta 6 6nicTepis B
KapTOHHIW nayu,i

TOB "ACIHO
YKPAIHA"

Ykpaina

TOB "®apma Crapt”

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHU | TUNY - BHECEHHS 3MiH Y
crneundikauito Ha A®| eTnnoswuii
edip a -6pomisoBasiepiaHOBOI
KMCNOTK BUpOo6HMLTBA TOB
«®apmxim», YkpaiHa, a came T.
«lpeHTudikalis» (peakuis Ha
6pom) npuBefeHO A0 BUMOT
MeToay ipMn-BUPOBHUKA, KN
po3pobneHunii Ha ocHoBi APY,
po3gin 2.3.1 N (metoguky 3
BMKOPUCTaHHSM peareHTy
XJI0PHOI BOAY, AKNIA He
onucaHuii y dY 3miHeHO Ha
METOJ i3 BUKOPUCTaHHAM

6e3 peyenma

UA/14145/01/01

214




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

peareHTy xsiopaminy P, skuii
onucanuii y AdY); 3miHu | Tuny -
BHECEHHS 3MiH [0
peecTpauiiHnx matepianis
[OCbe, a came BBeAEeHHS
aNlbTepHaTMBHOI YNaKoBK1 1A
nakyBaHHs cybcTaHLUil eTnnosuii
edip o -6pomizoBasiepiaHOBOI
Kucnotu BupobHuyTea TOB
"®apmxim” (Ykpaina): no 25 kr B
MeTasieBi 604kM MiCTKICTIO 20 N
no 40 kr B MeTasieBi 604kn
MicTKicTio 35 N1; 3anpoONOHOBaHO:
Mo 11,1 kr B KaHICTPW MICTKICTIO
10 n, no 25 kr B kaHiCTpun
MicTkicTio 20 i no 40 kr B
KaHicTpu micTkicTio 30 11 3
nonieTuneHy HU3bLKOro TUCKy. 3
repMeTUYHOK KPULLIKOIO, Ska
HarB/MHYy€eTbCS | Mae NOACOK
MepLLOro PO3KPUTTA. Ha KOXHY
OAMHULIIO Tapy HaK/ewTb
eTUKeTKy 3 nanepy
KaHuensapcbkoro. Mo 25 kr B
MeTanesi 604kv MicTKiCTio 20 1 i
no 40 kr B MeTasieBi 604KM
MicTKicTiO 35 /1. Ha KOXHY
OAMHULIIO Tapy HaK/ewTb
eTUKeTKy 3 nanepy
KaHUEeNspcbKoro; 3MiHm | Tuny —
BWyYEHHS BUPO6HUKa AdI
eTnnoswuii edip a -
6pomizoBasiepiaHOBOI KUCIOTU
TOB «TexHonapk-LieHTp»,
Pocilicbka ®epepauis
(3annLaeTbes 3aTBEPKEHWIA
BMPOGHMK TOB «®apmaxim»,
YKpaiHa, L0 BUKOHYE TakKy caMmy
ChYHKLIit0, LLLO /i BUTYYEHNMI);
3MiHW | TUMY - BUNYYEHHSA
BMpOGHMKa AP| eTnnoBuii eqip
o -6pomisoBanepiaHoBOi
kucnotm TOB «Yconbe-
CunbipchKuiA XiMiKo-
hapMLEeBTUYHWIA 3aBOA»,
Pocilicbka ®epepauis
(3annLwaeTbCs 3aTBEPIKEHWIA
BUPO6HMK TOB «dapmaxim»,
YKpaiHa, 0 BUKOHYE Taky camy
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
OYHKL,H0, L0 A BUIYHEHWIT)
241. | CEHAQEKCWH- Tabnetku no 140 mr; no AT "ly6Hunchapm” Ykpaina AT "ly6Hnchapm" YkpaiHa BHECEHHS 3MiH 0 6e3 peyenma: UA/16128/01/01
POPTE 10 TabneTok y 6nicTtepi; peecTpavuinHMx maTepianis: mab6siiemku Ne
no 2 a6o 10 6nictepiB y 3MiHW | TUMY - 3MiHX 3 SKOCTI. 10, Ne 20
naJui; no 10 Tabnetok y [oTOBMIA NikapcbKuii 3acio. (10x2);
6nicTepi KOHTposb roToBOro nikapcbkoro | 3a peyenmom:
3acoby. 3miHa napameTpis ma6aemku Ne
cneuudikauii Ta/abo 100 (10x10)
[0NYyCTUMUX MEX rOTOBOTO
NiKapCcbKoro 3acoby - BBeAEHHS
nepioaNYHOCTI KOHTPOSIIO 3a
nokasHnkom "MikpobionoriyHa
yucToTa": neplly Ta KoXHy
[ecaTy HacTynHy cepito, ane He
pigLue Hix 1 cepito B piK
242. | CUHIYNAP® TabneTku, BKpUTI Mepk Wapn i Joym LLiBefiuapis Brpo6HMK Benvka BHECEHHS 3MiH [0 3a peyernmom UA/10208/01/03
NAiBKOBOK 0O0/IOHKOHO, I0EA TmM6X Hepo3dgacoBaHOl BpuTaHis/ peecTpavuiiHux maTepianis:
no 10 mr no 14 tabnetok NpoAyKLii, NepBUHHa Higepnangu/ 3MmiHu | Tvny - AgMiHiCTpaTuBHI
y 6nicTepi; no 2 Ta BTOPUHHa Benbris 3MiHW. BunyyeHHs BUpO6HUYOT

6nicTepy B KAPTOHHii
Kopobui

ynakoBka, KOHTPO/Ib
AKocTi: OpraHoH
dapma (UK)
NimiTen, Benvka
BpuTaHis; MNepBuHHa
Ta BTOpPVHHA
ynakoBka, KOHTPO/Ib
AKOCTI, A,03BIN HA
BMNyCK cepii: Mepk
Wapn i Joym B.B.,
HigepnaHngu; [o3sin
Ha BUMYyCK cepii:
LepiHr-Mnay Na6o
H.B., Benbris

OinbHUUI (BKNOYAKOUN AiNbHULI
ana A®l, NpoMiXXHOro NpoAyKTy
abo roToBOro NikapcbKoro
3acoby, AinbHULi Ans
NpOBefEHHS NaKyBaHHS,
BMPOGHWKA, BiAMoBifabHOMO 3a
BUMNYCK Cepiid, MicLe
NpoBefEHHS KOHTPOSIO cepii)
abo nocrtavanbHUKa BUXIiAHOTO
maTepiany, peareHTy abo
[,0MOMIXHOT pevyoBUHU (SIKLLO
3a3HaYeHo y [OCbE) BUTYHEHHS
BMPOGHNYOT (OYHKLT «103BiN Ha
BWMNYCK Cepii» AN BUPO6HUKaA
N3 Mepk Wapn i Joym flimiTes,
Benvka BputaHisi. 3aTBepaXeHi
BMPOGHUYI AiNbHUL, WO
3a/IMLLNNCL BUKOHYIOTb Ti cami
QOYHKUIT LLLO | BUTyYeHa. 3MiHK
BHECEHO B IHCTPYKLUit0 415
MeAMYHOr0o 3aCTOCYBaHHS y
po3ainu «BMpobHUK» Ta
«Micue3HaxomKeHHs! BUpOGHMKa
Ta agpeca MicLs NPOBaAKEHHS
ioro fisnbHOCTI» 3
BIANOBIAHUMW 3MiHAMW Y TEKCTi
MapKyBaHHS YNakoBKu
nNiKapcbKoro 3acoby (BUyYeHHs
BMPOGHMNYOI AinbHNLL).
BBefeHHSA 3MiH NpoTArom 6
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MiCALIB NiCNS 3aTBEPAXKEHHS.
3MiHu | TUNy - AgMiHICTpaTVBHI
3MiHWU. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NPOBaPKEHHS Ai/IbHOCTI
BMpO6HMKa/iMnopTepa rotToBoro
NiKapcbKoro 3acoby, BKIOUaUn
AOinbHULI BUNYycKy cepii abo
MicLie NpoBefEHHS KOHTPO/HO
SAKOCTI (BiS/IbHICTB, 3a AKY
BiANoOBigae BUPOGHMK/iMNopTep,
He BK/I0Yatouy BUMYCK cepiit)
3MiHa Ha3Bwv Ta agpecu
BMpOGHUKa M3 - Mepk LWapn i
[oym Nimitea, Benuka
BpuTanis, 6e3 3miHu micus
BMpOOHULUTBA. BBEEHHA 3MiH
npoTsArom 6 micAuis nicns
3aTBEPAKEHHS.

243.

CUHIYNAP®

TabneTku XyBasibHi Mo 4
Mmr, o 14 TabneTok y
6nicTepi; no 2 6nictepu
B KapTOHHIi Kopo6Lyi

Mepk Wapn i Joym
IOEA Tm6X

LLiBeiiuapis

Brpo6Huk
Hepo3dgacoBaHOl
NpoAyKLii, NepBUHHA
Ta BTOpVHHA
ynakoBKa, KOHTPO/1b
AaKocTi: OpraHoH
dapma (UK)
Nimiten, Benvka
BpuTaHis; MNepBuHHA
Ta BTOpPVHHA
ynakoBKa, KOHTPO/Ib
SIKOCTI, 4,03BIiN Ha
BMNyCK cepii: Mepk
Wapn i foym B.B.,
HinepnaHvgu; Lo3Bin
Ha BUMYyCK cepii:
LepiHr-Mnay Na6o
H.B., Benebris

Benwuka
BpuTaHis/
Higepnangu/
Benbris

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHY | TUny - AOMiHICTpaTUBHI
3MiHW. BunyyeHHs BUpOOHUYOT
AinbHULI (BKIOYAOYM AiNbHUL
ana A®l, npoMiXXHOro NpoayKTy
abo roToBoro NikapcbLKoro
3acoby, AinbHuui Ans
NpPoBefeHHs NakyBaHHs,
BUPOGHMKa, BiANOBIA&/ILHOTO 3a
BWMNYCK Cepiii, MicLe
NpoBeLEHHS KOHTPOSO cepii)
abo noctavasibHUKa BUXiLHOro
MaTepiany, peareHTy abo
[L,0MOMIXHOT peYyOBUHU (SIKLLO
3a3HayeHo y JOCbE) -
BWYYEHHS BUPOOHUYOI dPyHKLT
«[03BiN1 HA BUMYCK cepii» ans
BUpo6HuKa '3 Mepk Wapn i
[oym Nimitea, Benuka
BputaHis. 3aTBepaXeHi
BUPOOHUYI AiNbHUL, WO
3a/IMLLNANCH BUKOHYHOTb Ti cami
hyHKLT WO | BUIyYeHa. 3MiHu
BHECEHO B IHCTPYKLitO A4/1A
MeZMNYHOro 3aCTOCYBaHHS y
po3ainu «BupobHuk» Ta
«MicLe3Haxo4KeHH BUPOGHMKa
Ta agpeca Micus NpoBafKEHHS
1A0r0 AisifIbHOCTi» 3

3a peyenmom

UA/10208/01/01

217




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BIAMNOBIAHUMW 3MiHAMMW Y TEKCTi
MapKyBaHHS YNakoBKu
nNikapcbKoro 3acoby (BUyYEHHSN
BMPOGHMYOI AiNbHNLL).
BBepfeHHA 3MiH NpoTsArom 6
MicSLiB NiCNs 3aTBEPAYKEHHS.
3MmiHu | TMny - AgMiHIiCTpaTuBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micusa
NPOBaPKEHHS AiNbHOCTI
BMpOGHUKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIOYaum
AiNbHULI BUNYyCKy cepii abo
MicLie NpoBeAEHHS KOHTPO/I0
AKOCTI. (AIANbHICTb, 3a AKY
BiANOBIgae BMPOGHMK/iMNopTep,
He BK/Iouakoun BUMYcCK cepiid) -
3MiHa Ha3BW Ta agpecu
BMpOGHUWKa 13 - Mepk LWapn i
[oym Nimiten, Benuka
BpuTanis, 6e3 3miHn micus
BMPO6HULITBA. BBEAEHHS 3MiH
npoTArom 6 Micsuis nicns
3aTBEPAKEHHS.

244,

CUHIYNaAP®

TabneTkn xyBasbHi No 5
Mr, no 14 TabneTok y
6nicTepi; no 2 6nictepn
B KapTOHHIi kopo6ui

Mepk Wapn i Joym
IOEA TMGX

LLiBefiuapis

Brpo6HMK
Hepo3dhacoBaHOl
NpoAyKLUii, NepBUHHA
Ta BTOPVHHA
ynakoBka, KOHTPO/b
AKOCTI:
OpraHoH ®apma
(UK) NimiTes,
Benwvka BputaHis;
MNepBuHHa Ta
BTOPWHHA yNakoBKa,
KOHTPO/b SIKOCTI,
[03BiN Ha BUMYCK
cepi:

Mepk Wapn i Joym
B.B., HinepnaHaw;
[l03Bin Ha BMNycK
cepii:
LWepiHr-Mnay /1a6o
H.B., benebris

Benuka
BpuTaHis/
Higepnangun/
Benebris

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHM | Tuny - AOMiHICTpaTUBHI
3MiHW. BunyyeHHs BUpPO6HUYOT
OinbHULI (BKNOYAKOUN AiNbHULI
ana A®l, npoMiXXHOro NpoAyKTy
ab0 roToBOro fikapcbKoro
3acoby, AinbHuLi Ans
NPOBEEHHS NaKyBaHHS,
BMPOGHWKA, BiAMoBifaIbHOTO 3a
BUMNYCK Cepiid, MicLe
NPOBELEHHS KOHTPOSIO cepii)
abo noctavanbHUKa BUXIAHOTO
mMaTepiany, peareHTy abo
[0NOMIXHOT PeYoBUHU (SIKLLO
3a3HayeHo y OCbE) -
BW/TyYEHHS] BUPOOHMYOT cpyHKLT
«[03BiN1 HA BUMYCK cepii» ans
BMpOGHUuKa 13 Mepk Lapn i
Ooym Nimiten, Benuka
BputaHis. 3aTBepaKeHi
BMPOGHUYI AiNbHUL, WO
3a/IMLLNNCB BUKOHYIOTb Ti cami
yHKLT WO | BUIYyYeHa. 3MiHK
BHECEHO B iHCTPYKLU,it0 A/is

3a peyenmom

UA/10208/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MeAMYHOro 3aCTOCYBaHHS y
po3ainu «BUpoBbHUK» Ta
«Micue3HaxomKeHHs! BUPOGHMKa
Ta agpeca MicLs NPoBaKEHHS
1ioro AisnbHOCTI» 3
BIANOBIAHUMW 3MiHAMW Y TEKCTi
MapKyBaHHS YNakoBKu
nikapcbKoro 3acoby (BUyYEHHS
BUPOGHNYOI AiNbHALL).
BBegeHHs 3MiH npoTsirom 6
MiCALB NiCNA 3aTBEPAXKEHHS.
3MiHn | TURNY - AgMIHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo afpecu micus
NPOBaKEHHA AiANbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NikapcbKoro 3acoby, BKIOHaoum
AiNbHULI BUNYCKy cepii abo
MicLie NpoBeAEeHHsI KOHTPO/I0
AKOCTI. (AiSNIbHICTb, 3a Ky
BiANoBigae BMPOGHMK/iMNopTep,
He BK/Io4atoum BUMYCK cepiid) -
3MiHa Ha3BwW Ta agpecu
BMpO6HUKa 13 - Mepk LWapn i
[Ooym Nimitea, Benuka
BpuTaHis, 6e3 3miHu Micus
BMPOGHULITBA. BBEAEHHSA 3MIH
npoTsArom 6 micAyiB nicns
3aTBEPKEHHS.

245,

CIHYMAKC

cnpeli Ha3aNbHUA,
nosoBaHuii 0,05% no 10
Iy conakoHi 3
posnustoBayem; no 1
chakoHy y nauui

TOB "BAJTIAPTIH
DAPMA"

YkpaiHa,

TOB "Mikpodchapm”

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHU | TUNY - 3MiHW 3 AKOCTI.
oTOBMIA NiKapcbKuii 3acio.
KOHTpPO/b rOTOBOrO /iKapCbKoro
3acoby. 3miHa napameTpis
cneupndikauivi Ta/abo
[0MNyCTUMUX MEX rOTOBOro
niKkapcbKoro 3acoby
(monoBHeHHS cnevmdikawii
HOBUM MOKa3HUKOM 3
BiANOBIAHUM METOA0M
BMNPOBYBaHHSA) — AOMNOBHEHHS
cneumdikauii NoKasHUKOM
«CynyTHi AOMiLLKK» Ta
NPUMITKOIO LLIOAO NepPioguyHOCTI
Ha MOMEHT BUMYCKY KOHTPO/b
NpoBOAATL A5 KOXHOT N'ATOI
cepii; 3anponoHOBaHO: CynyTHI
AOMiWKK: OKCMMeTasoniHy

6e3 peyenma

UA/17382/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
[omilwka A — He 6inbLue 0,2%.
HecneumdikoBaHi OMiLLKN —
KOXHOI He 6inbLe 0,2%. Cyma
[OOMILLOK — He Ginbwe 1,0%;
3MiHM | TUNY — 3MiHU MEeTOAMKN
3a NoKa3HWKOM «KinbkicHe
BU3HAYeHHA. OKCMETa30niHy
rigpoxnopugy»
(npo6onigroToska, ymoBu
XpomarorpadyyBaHHs,
po3paxyHkoBa chopmyna Ta
AopaHo BukopuctaHHa USP RS)
246. | CIO®OP® 850 TabneTku, BKpUTI BEP/IH-XEMI Al HimeuyunHa BEP/IIH-XEMI AT, HimeuunHa BHECEHHS 3MiH 40 3a peyenmom UA/3734/01/03
NAiBKOBOK 060/IOHKOHO, HimeyunHa peecTpavuiiHux maTepianis:
no 850 mr; no 15 (BMPOBHMLTBO «in 3MiHW | TUny - 3MiHK Woao
Tabnetok y 6nictepi; no bulk» Ta koHTpONb 6e3nekn/edreKTMBHOCTI Ta
4 6nicTepun y KapTOHHiIl cepiii); BEP/IH- thapmakoHarnagy. BeefeHHs
KopoobLi XEMI AT, a60 3MiHN [0 y3arasibHeHNX
Himeuunna [aHuX nNpo cuctemy
(nepBuHHe Ta thapmakoHarnagy (BBefeHHs
BTOPWHHE y3araslbHeHUX AaHnx npo
nakyBaHHs, cuctemy dhapmakoHariagy,
KOHTPO/b Ta BUMYCK 3MiHa YNOBHOBaXeHOT 0co6y,
cepii); BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
[pareHocapm thapmakoHarnsgy; KOHTakTHOl
Anotekep Mown 0cobu 3 chapmakoHarnagy
v6X, HimeuunHa 3asBHMKa AN 34IMCHEHHSA
(BMPOBHMLTBO «in thapmakoHarnagy B YkpaiHi,
bulk» Ta KOHTpONb SIKLLO BOHa BiMiHHA Bif,
cepiii); MeHapiHi- yMOBHOBaXeHOi 0cobw,
DoH XeigeH M'vbX, BignoBifa/IbHOI 3a 34jACHEHHS
HimeyunHa hapmMakoHarnagy (Bkirovaoum
(BMPOBHMLTBO «in KOHTaKTHi faHi) Ta/abo 3MiHn y
bulk», nepBuHHe Ta po3MilLieHHi macTep-chaiina
BTOPWHHE cuctemu hapmakoHarnsgy) -
nakyBaHHs, 3MiHa KOHTaKTHOI 0co6u
KOHTPO/Ib Cepiid) 3a8BHVKa, BigNoBigabHOT 3a
hapmMakoHarnag B YKpaiHi.
MponoHoBaHa pepakuis: Kyuep
MapuHa BacuniBHa. 3miHa
KOHTaKTHUX faHNUX KOHTaKTHOT
ocobu 3asBHUKA, BiANOBIAAUIbHOI
3a 3[jiicHeHHs hapmakoHarnsgy
B YKpaiHi
247. | COBIKOMBI Tabnetkn, 10 mr/5 mr; no KPKA, a.4., Hoso CnoBeHis BMPOGHMLTBO "in CnoseHis/ BHECEHHS 3MiH 40 3a peyenmom UA/14878/01/01
bulk", nepBrHHe Ta HimeyunHa peecTpauiiHux maTepianis:

10 TabneTok y 6nicTepi;
no 3 abo no 6, a6o no 9

MecTo

BTOpWHHE

3MiHY | TNy - 3MiHW 3 AKOCTI.
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
6nicTepiB y KAPTOHHIl nakyBaHHs, CeptudpikaT BignosigHocTi/l E-

KopoobLi

KOHTPO/b Ta BUMYCK
cepiii: KPKA, g.4.,
HoBo mecTo,
CnoBeHis; nepBuHHe
Ta BTOPUHHE
nakyBaHHS1, BUNYCK
cepiii: TAL ®apma
'm6X, HimeuunHa;
KOHTPO/Ib Cepili:
KPKA, a.4., Hoso
mMecTo, C/loBeHis;
TAL d®apma M'M6X,
HimeuumnHa,;
KoHTpo/b
Mikpob6ionoriyHoi
ynucToTH cepii (y
BUNaKy KOHTPOIO
cepii TAL d®apma
v6X): Nlabop 1C
CE & Ko. KT,
HimeyunHa

cepTudikaT BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/mMmoHorpadii.
MopaHHA HoBoro abo
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUYYEHHS
cepTudikara BiANoBIAHOCTI
€sponelicbkili hapmakonei: ans
Adl; gns BuxigHoro
MaTepiany/peareHTy/npoMiKHOro
NPoOAyKTy, Wo
BUKOPVCTOBYHOTBCS Y
BUpPO6HUUTBI ADI; ans
[0MOMDKHOT PEYOBUHM
(cepTudpikaT BigMoOBIAHOCTI
€Bponelicbkiin hapmakonei) -
OHoBNEHWIA cepTuddikar Big, yxe
3aTBEPAKEHOI0 BUPOOHMKA -
nofaHHA OHOBIEHOTO
cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkii hapmakonei Ne
R1-CEP 2008-022-Rev 02
(3atBepmxeHo: R1-CEP 2008-
022-Rev 00) ans gitoyoi
peyoBuHu Bisoprolol fumarate
Bif, BXe 3aTBEpPAKEHOro
BMpo6HmMka AREVIPHARMA
GMBH, IHgis; 3miHu | Tuny -
3MiHu 3 sKocTi. CepTudikar
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONeiiChKilt
thapmakonei/MoHorpadii.
MopaHHA HoBoro a6o
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUYYEHHS
cepTucpikaTa BiANOBIQHOCTI
€Bponelicbkiin hapmakonei: ans
A®I; ansa suxigHoro
mMarepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO
BUKOPWCTOBYHOTHCS Y
BMPOGHMLTBI A®I; ons
[0MOMDKHOT peyYoBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponelicbkin hapmakone) -
OHOBNEeHWi cepTuddikaT Big yxe
3aTBEPKEHOr0 BUPOOHUKA -
nofaHHA OHOBIEHOTO
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

cepTucpikaTa BiANOBIQHOCTI
€Bponeiicbkilt hapmakonei Ne
R1-CEP 2002-184-Rev 06
(3atBepaxeHo: R1-CEP 2002-
184-Rev 05) ana gitoyoi
peyosuHn Amlodipine besilate
Bif} BX€e 3aTBEPAKEHOr0
BMpo6HUKa Unichem
Laboratories Limited, sik
HacnigoK foAaHHs HOBOT
BUPOGHMYOT AinbHUL Plot
Ne197, Sector 1 District Dhar
India-454 775 Pithampur,
Madhya Pradesh. 3miHu | Tuny -
AOMiHICTpaTMBHI 3MiHU. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
MicLA MPOBaMKEHHS AiANbHOCTI
BMpO6HMKa/iMnopTepa rotToBoro
NiKapcbKoro 3acoby, BKIOUaKUn
AOinbHULI BUNYycKy cepii abo
MicLie NpoBefEHHS KOHTPO/HO
AKOCTI. (BIANbHICTb, 3a AKY
BiANOBigae BUPOGHMK/iMNopTep,
He BK/I0Yatouy BUMYCK cepiit)
3MiHa Ha3BU KOHTPaKTHOI
naéopartopii i3 BUHECEHHSIM
Ha3BW 1labopaTopii Ha TUTY/IbHY
cTopiHky MKA N13 Ta
3a3HayeHHs OHOBJ/IEHOT pefakuii
BUPOGHNUMX CPYHKLiA ans
3aTBEPKEHNX BUPOGHVKIB.
3MiHY | TUNY - 3MiHW 3 AKOCTI.
CeptudpikaT BignosigHocTi/lE-
cepTudikart BiAMOBIAHOCTI
€Bponeiicbkili
thapmakonei/MoHorpadii.
MopaHHA HoBoro a6o
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUYYEHHSA
cepTucpikaTa BiANOBIQHOCTI
€Bponelicbkiin hapmakonei: ans
A®I; ansa suxigHoro
mMarepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO
BUKOPWCTOBYHOTHCS Y
BMPOGHMLTBI A®I; ons
[0MOMDKHOT peyYoBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponelicbkili dhapmakonei) -
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Ha3sBsa nikapcbko20

n/n

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

248.

COBIKOMBI

OHoBReHWi cepTuddikaT Bif yxe
3aTBEPAKEHOrO BUPOOHMKA -
nofaHHs OHOB/IEHOTO
cepTucpikaTa BiANOBIQHOCTI
€Bponeiicbkilt hapmakonei Ne
R1-CEP 2008-038-Rev 00
(3atBepaxeHo: RO-CEP 2008-
038-Rev 01) gns gitoyoi
peyosuHu Bisoprolol fumarate
Bif} BXE 3aTBEPAKEHOr0
BMpo6HUKa Unichem
Laboratories Limited. 3miHu |
TUny - AAMIHICTPaTVBHI 3MiHW.
3MiHa HalimeHyBaHHsi Ta/abo
agpecu MicLs NpoBadKeHHs
LisANbHOCTI
BMpOGHUKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIOYaum
AiNbHULI BUNYyCKy cepii abo
MicLie NpoBeAEHHS KOHTPO/I0
AKOCTI. (AIANBHICTb, 3a AKY
BiANOBigae BMPOGHMK/iMNopTep,
He BK/Io4atoumn BUMYCK cepiif)
npvBeeHHA afpecu BUPOGHMKa
N3 BignoBigansHoro 3a
KOHTpOsb cepii TAL ®apma
m6X, HimeyunHa y
BiANOBIAHICTb A0 OPUTiHAIBHUX
[IOKYMEHTIB BUPOOHUKA

Ta6netkun, 10 mr/10 mr;
no 10 Tabnetok y
6nictepi; no 3 abo no 6,
abo no 9 6nictepis y
KapTOHHIA KopoobLi

KPKA, a.4., Hoso
MecTo

CnoBeHisa

BMPOGHMLTBO "in
bulk", nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepiii: KPKA, a.4.,
HoBo mecTo,
CnoBeHis; nepBuHHe
Ta BTOPVHHE
nakyBaHHs, BUNYyCK
cepiii: TAL, ®apma
Mv6X, HimeuunHa,;
KOHTPO/b Cepili:
KPKA, a.4a., Hoso
mMecTo, CrnoBeHis;
TAL ®apma 'm6X,
HimeuumnHa;
KoHTposb
Mikpob6ionoriyHoi

ynucToTn cepii (y

CnoseHisi/
HimeuunHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHY | TUnNY - 3MiHW 3 AKOCTI.
CeptudpikaT BignosigHocTi/lE-
cepTudikaTt BiAMOBIAHOCTI
€Bponeiicbkili
thapmakonei/mMoHorpadii.
MopaHHA HoBoro abo
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUYYEHHS
cepTucpikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ans

A®I; ansa BuxigHoro
Marepiany/peareHTy/npomMikHOro
NPOAYKTY, WO
BUKOPWCTOBYHOTHCS Y
BMPOGHMLTBI A®I; ans
[0MOMDKHOT peyoBUHU
(cepTuddikaT BiANOBIAHOCTI

€Bponelicbkili dhapmakonei) -

3a peyernmom

UA/14880/01/02
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

BUMNaKy KOHTPOIO

cepii TAL ®apma

'm6X): Nlabop NC
CE & Ko. KT,
HimeyunHa

OHoBReHWi cepTuddikaT Bif yxe
3aTBEPAKEHOrO BUPOOHMKA -
nofaHHs OHOB/IEHOTO
cepTucpikaTa BiANOBIQHOCTI
€Bponeiicbkilt hapmakonei Ne
R1-CEP 2008-022-Rev 02
(3atBepaxeHo: R1-CEP 2008-
022-Rev 00) gns gitoyoi
peyosuHu Bisoprolol fumarate
Bif} BXE 3aTBEPAKEHOr0
BMpo6HMKa AREVIPHARMA
GMBH, IHgis; 3MiHu | Tuny -
3miHu 3 sKocTi. CepTudikar
BignosigHocCTI/lE-cepTudikat
BiNOBIAHOCTI €Bponelicbkilt
thapmakonei/MmoHorpadii.
MopaHHA HoBoro abo
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUyYEHHS
cepTudikara BiZANOBIAHOCTI
€sponelicbkili hapmakonei: ans
Adl; gns BuxigHoro
MaTepiany/peareHTy/npoMiKHOro
NPoOAyKTy, WO
BUKOPVCTOBYHOTBCS Y
BUPO6HUUTBI ADI; ans
[0MOMDKHOT PEYOBUHM
(cepTudpikaT BigMoOBIAHOCTI
€Bponelicbkiin hapmakonei) -
OHoBNEHWIA cepTudikar Big, yxe
3aTBEPAKEHOIO BUPOOHMKA -
nofaHHs OHOBIEHOTO
cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkin hapmakonei Ne
R1-CEP 2002-184-Rev 06
(3atBepmxeHo: R1-CEP 2002-
184-Rev 05) ans giloyoi
peyoBuHn Amlodipine besilate
Bif, BXe 3aTBEpPAKEHOro
BMpO6HUKa Unichem
Laboratories Limited, Ak
HacnigoK foAaHHS HOBOI
BMPOGHMYOT AinbHuui Plot
Ne197, Sector 1 District Dhar
India-454 775 Pithampur,
Madhya Pradesh. 3miHu | Tuny -
AOMiHICTpaTUBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu
MicList MpOBAMKEHHS AisANIbHOCTI
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

BMPOGHMKa/imnopTepa rotoBoro
NikapcbKoro 3acoby, BKIOHaoum
AiNbHULI BUNYCKy cepii abo
MicLie NpoBeAEeHHsI KOHTPO/I0
AKOCTI. (AiSNIbHICTb, 3a Ky
BiANoBigae BMPOGHMK/iMNopTep,
He BK/T04aoumn BUMYCK cepiid)
3MiHa Ha3BW KOHTPaKTHOI
na6opartopii i3 BUHECEHHSIM
Ha3Bu nabopaTopii Ha TUTY/IbHY
cTopiHky MKA 13 Ta
3a3Ha4YeHHs OHOBJ/IEHOT pefakuii
BMPOBHMUMX DYHKLIW ons
3aTBEPAKEHNX BUPOBHUKIB.
3MiHu | TUNY - 3MiHK 3 SKOCTI.
CeptudpikaT BignosigHocTi/l E-
cepTudikaT BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/MoHorpadii.
MopaHHA HoBoro abo
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUYYEHHS
cepTudikarta BiZANOBIAHOCTI
€sponelicbkili hapmakonei: ans
Adl; gns BuxigHoro
MaTepiany/peareHTy/npoMiKHOro
NPOAYyKTY, WO
BUKOPVCTOBYHOTBCS Y
BUpPO6HUUTBI ADI; ans
[0MOMDKHOT pEYOBUHM
(cepTudpikaT BigMoOBIAHOCTI
€Bponelicbkiin hapmakonei) -
OHoBNEHWIA cepTuddikar Big, yxe
3aTBEPAKEHOI0 BUPOOHMKA -
nofaHHs OHOBIEHOTO
cepTucpikaTta BiANOBIAHOCTI
€Bponeiicbkin hapmakonei Ne
R1-CEP 2008-038-Rev 00
(3atBepmxeHo: RO-CEP 2008-
038-Rev 01) ans gitouoi
peyoBuHu Bisoprolol fumarate
Bif, BXe 3aTBEpPAKEHOro
BMpO6HUKa Unichem
Laboratories Limited. 3miHu |
TUNy - AAMIHICTPaTUBHI 3MiHK.
3miHa HaliMeHyBaHHA Ta/abo
afpecy Micus NPoBaKeHHs
LisNIbHOCTI
BMpO6HMKa/iMnopTepa rotoBoro
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Ha3sBsa nikapcbko20

n/n

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o

249.

COBIKOMBI

NiKapcbKoro 3acoby, BKIOUaUn
AOinbHULI BUNYycKy cepii abo
MicLie NpoBefEHHS KOHTPO/HO
AKOCTI. (BIANbHICTb, 3a AKY
BiANOBigae BUPOGHMK/iMNopTep,
He BK/I0Yatouy BUMYCK cepiit)
npviBefieHHA afpecu BUPOGHMKa
N3 BignosiganscHoro 3a
KOHTpOnb cepii TALl ®apma
v6X, HimeyunHa y
BiAMNOBIAHICTb 4O OPUTIHASTbHUX
[OKYMEHTIB BUPOGHMKA

nocsio4YeHHs

Tabnetku, 5 mr/10 mr; no
10 TabneTok y 6nictepi;
no 3 a6o no 6, abo no 9
6nicTepiB y KAPTOHHIl
Kopobui

KPKA, a.4., HoBo
MecTo

CnoseHis

BMPOGHMLTBO "in
bulk", nepBrHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/b Ta BUMYCK
cepiii: KPKA, a.4.,
HoBo mecTo,
CnoBeHis; nepBuMHHe
Ta BTOPUHHE
nakyBaHHS1, BUNYCK
cepiii: TAL ®apma
'm6X, HimeuunHa;
KOHTPO/b Cepiii:
KPKA, a.4., Hoso
mMecTo, C/oBeHis;
TAL ®apma 'M6X,
HimeuumnHa,;
KoHTposib
Mikpo6ionoriyHoi
yncToTH cepii (y
BUNaKy KOHTPOO
cepii TAL d®apma
m6X): Nabop /1C
CE & Ko. KT,
Himeuunna

CnoseHisi/
HimeuunHa

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHu | TURY - 3MiHK 3 SKOCTI.
CeptudpikaT BignosigHocTi/l E-
cepTudikaT BiANOBIAHOCTI
€Bponecbkin
thapmakonei/MoHorpadii.
MopaHHA HoBoro abo
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUyYEHHS
cepTuduikara BiZNoBILHOCTI
€sponelicbkin hapmakonei: ans
A®l; pns BuxigHoro
MaTepiany/peareHTy/npoMiKHOro
NPOAYyKTY, WO
BUKOPVCTOBYHOTBCS Y
BUPO6HULTBI ADI; Ans
[0MOMDKHOT PEYOBUHN
(cepTudpikaT BigMoBIgHOCTI
€Bponelicbkiin hapmakonei) -
OHoBneHn cepTuddikaT Bif yxe
3aTBEPAKEHOIO BUPOBHMKA -
nofaHHA OHOB/IEHOTO
cepTuchikata BiANOBIAHOCTI
€Bponeiicbkiit hapmakonei Ne
R1-CEP 2008-022-Rev 02
(3atBepaxeHo: R1-CEP 2008-
022-Rev 00) ans gitovoi
peyoBuHu Bisoprolol fumarate
Bif, BXE 3aTBEPAKEHOro
BMpo6HMka AREVIPHARMA
GMBH, IHgis; 3miHu | Tuny -
3MmiHn 3 sKocTi. CepTudikar
BignosigHocTi/l E-cepTudpikar
BiANOBIAHOCTI EBpONEiiChKilt
thapmakonei/moHorpadii.

MofaHHsA HoBoro a6o

3a peyernmom

UA/14879/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

OHOBJ/IEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUTyYEHHS
cepTucpikaTa BiANOBIAHOCTI
€Bponelicbkin hapmakonei: ans
A®I; ons BuxigHoro
MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, WO
BUKOPVCTOBYHOTHCS Y
BMPOGHULTBI A®I; ans
[0MOMDKHOT PEYOBUHHN
(cepTudpikat BiAMNOBIAHOCTI
€Bponelicbkili hapmakoner) -
OHoBReHWi cepTuddikaT Bif yxe
3aTBEPAKEHOrO BUPOOHMKA -
NoAaHHA OHOB/IEHOTO
cepTucpikaTa BiANOBIQHOCTI
€Bponeiicbkilt hapmakonei Ne
R1-CEP 2002-184-Rev 06
(3atBepaxeHo: R1-CEP 2002-
184-Rev 05) ana gitoyoi
peyosuHn Amlodipine besilate
Bif} BXe 3aTBEPAKEHOI0
BMpo6HUKa Unichem
Laboratories Limited, si
HacnigoK foAaHHs HOBOT
BUPOGHMYOT AinbHUL Plot
Ne197, Sector 1 District Dhar
India-454 775 Pithampur,
Madhya Pradesh. 3miHu | Tuny -
AOMiHICTpaTMBHI 3MiHU. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
MicLA MPOBaMKEHHS AiANbHOCTI
BMpO6HMKa/iMnopTepa rotToBoro
NiKapcbKoro 3acoby, BKIOUaKUn
AOinbHULI BUNYycKy cepii abo
MicLie NpoBefEHHS KOHTPO/HO
AKOCTI. (BIANbHICTb, 3a AKY
BiANoOBigae BUPOGHMK/iMNopTep,
He BK/I0Yatouy BUMYCK cepiit)
3MiHa Ha3BU KOHTPaKTHOI
naéopartopii i3 BUHECEHHSIM
Ha3BW labopaTopii Ha TUTYIbHY
cTopiHky MKA N13 Ta
3a3HayeHHs OHOBJ/IEHOI pefakuii
BUPOGHNUMX CPYHKLiA ans
3aTBEPIKEHNX BUPOGHVKIB.
3MiHY | TUNY - 3MiHW 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-
cepTudiikaT BiANOBIAHOCTI
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Ne Ha3sBsa nikapcbko20

n/n 3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

250. | COBIKOMBI

Tabnetkn, 5 mr/5 mr; no

KPKA, a.4., Hoso

CnoBeHisa

€Bponeicbkili
thapmakonei/MmoHorpadii.
MopaHHA HOBOro abo
OHOBJ/IEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BU/TyYEHHS
cepTucpikaTa BiANOBIAHOCTI
€Bponeicbkiin hapmakonei: ans
A®I; pns BuxigHoro
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO
BUKOPVCTOBYHOTHCS Y
BMPOGHULTBI A®I; ans
[0MOMDKHOT PEYOBUHM
(cepTudpikat BiANOBIAHOCTI
€Bponelicbkili hapmakoner) -
OHoBReHWi cepTuddikaT Bif yxe
3aTBEPAKEHOrO BUPOOHMKA -
nofaHHs OHOB/IEHOTO
cepTucpikaTa BiANOBIQHOCTI
€Bponeiicbkilt hapmakonei Ne
R1-CEP 2008-038-Rev 00
(3atBepaxeHo: RO-CEP 2008-
038-Rev 01) gns gitoyoi
peyosuHu Bisoprolol fumarate
Bif} BX€e 3aTBEPAKEHOr0
BMpo6HUKa Unichem
Laboratories Limited. 3MiHu |
TUny - AAMIHICTPaTWBHI 3MiHW.
3MiHa HalimeHyBaHHsi Ta/abo
agpecu MicLs NpoBaKeHHs
LisANbHOCTI
BMpOGHUKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIOYaum
AiNbHULI BUNYyCKy cepii abo
MicLie NpoBeAEHHS KOHTPO/I0
AKOCTI. (AIANbHICTb, 3a AKY
BiANOBIgae BMPOGHMK/iMNopTep,
He BK/Io4atoun BUMYCK cepiif)
npvBeeHHA afpecu BUPOGHMKa
['N13 BignoBigansHoro 3a
KOHTpOsb cepii TAL ®apma
vM6X, HimeyunHa y
BiANOBIAHICTb A0 OPUTiHAIBHUX
[IOKYMEHTIB BUPOOHUKA

10 TabneTok y 6nicTepi;
no 3 a6o no 6, abo no 9
6nicTepiB y KAPTOHHIN

Kopobui

MecTo

BMPOGHMLTBO "in

bulk", nepBuHHe Ta
BTOPWHHE

nakyBaHHS,

KOHTPOJ1b Ta BUNYCK

CnoseHisi/
HimeuunHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHY | TUNY - 3MiHW 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-

3a peyenmom

UA/14880/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

cepiii: KPKA, a.4.,
HoBo mecTo,
CnoBeHis; nepBuHHe
Ta BTOPVIHHE
nakyBaHHs1, BUNYCK
cepiii: TAL ®apma
v6X, HimeuunHa;
KOHTPO/Ib cepili:
KPKA, a.4., Hoso
mecTo, CroBeHis;
TAL ®apma M'M6X,
HimeuumnHa;
KoHTposnb
Mikpo6ionoriyHoi
yncToTH cepii (y
BUNaKy KOHTPO/IO
cepii TAL ®apma
'vm6X): Nlabop NC
CE & Ko. KT,
HimeyunHa

€Bponeicbkili
thapmakonei/MmoHorpadii.
MopaHHA HOBOro abo
OHOBJ/IEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BU/TyYEHHS
cepTucpikaTa BiANOBIAHOCTI
€Bponeicbkiin hapmakonei: ans
A®I; pns BuxigHoro
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO
BUKOPVCTOBYHOTHCS Y
BMPOGHULTBI A®I; ans
[0MOMDKHOT PEYOBUHM
(cepTudpikat BiANOBIAHOCTI
€Bponelicbkili hapmakoner) -
OHoBReHWi cepTuddikaT Bif yxe
3aTBEPAKEHOrO BUPOOHMKA -
nofaHHs OHOB/IEHOTO
cepTucpikaTa BiANOBIQHOCTI
€Bponeiicbkilt hapmakonei Ne
R1-CEP 2008-022-Rev 02
(3atBepaxeHo: R1-CEP 2008-
022-Rev 00) gns gitoyoi
peyosuHu Bisoprolol fumarate
Bif} BX€e 3aTBEPAKEHOr0
BMpo6HMKa AREVIPHARMA
GMBH, IHgis; 3MiHu | Tuny -
3miHu 3 sKocTi. CepTudikar
BignosigHocTI/lE-cepTudikat
BiNOBIAHOCTI €Bponelickkilt
thapmakonei/mMmoHorpadii.
MopaHHA HoBoro abo
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUYYEHHS
cepTudikara BiANoOBIAHOCTI
€sponelicbkili hapmakonei: ans
A®l; gns BuxigHoro
MaTepiany/peareHTy/npoMiKHOro
NPoOAYyKTY, WO
BUKOPVCTOBYHOTBCS Y
BUpPO6HUUTBI ADI; ans
[0MOMDKHOT pEYOBUHM
(cepTudpikaT BigMoOBIAHOCTI
€Bponelicbkiin hapmakone) -
OHoBNEHWIA cepTudikar Big, yxe
3aTBEPAKEHOI0 BUPOOHMKA -
nofaHHs OHOBIEHOTO
cepTucpikaTa BiANOBIAHOCTI
€Bponelicbkiii hapmakonei Ne
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

R1-CEP 2002-184-Rev 06
(3aTBEepaxeHo: R1-CEP 2002-
184-Rev 05) gna gitoyoi
peyoBuHn Amlodipine besilate
Bif}, BX€e 3aTBEPAKEHOr0
BMPO6HUMKa Unichem
Laboratories Limited, sk
Hacnigok foAaHHs HOBOI
BMPOGHMYOT AinbHuLi Plot
Ne197, Sector 1 District Dhar
India-454 775 Pithampur,
Madhya Pradesh. 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
MiCLii NPOBAKEHHA AiSNIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NikapcbKoro 3acoby, BKIOHaoum
AiNbHULI BUNYCKy cepii abo
MicLie NpoBeAEeHHsI KOHTPO/I0
AKOCTI. (AiSNIbHICTb, 3a Ky
BiANoBigae BMPOGHMK/iMNopTep,
He BKJT04aoumn BUMYCK cepiid)
3MiHa Ha3BW KOHTPaKTHOI
na6opartopii i3 BUHECEHHSIM
Ha3Bu nabopaTopii Ha TUTY/IbHY
cTopiHky MKA 13 Ta
3a3Ha4YeHHs OHOBJ/IEHOT pefakuii
BMPOBHMUMX DYHKLIW AN
3aTBEPMAKEHNX BUPOBHUKIB.
3MiHu | TUNY - 3MiHK 3 SKOCTI.
CeptudpikaT BignosigHocTi/l E-
cepTudikaT BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/mMmoHorpadii.
MopaHHA HoBoro abo
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUyYEHHS
cepTudikara BiZNoOBIAHOCTI
€sponelicbkili hapmakonei: ans
Adl; gns BuxigHoro
MaTepiany/peareHTy/npoMiKHOro
NPoOAyKTy, WO
BUKOPVCTOBYHOTBCS Y
BUPO6HUUTBI ADI; ans
[0MOMDKHOT pEYOBUHM
(cepTudikaT BigMoOBIAHOCTI
€Bponelicbkiin hapmakonei) -
OHoBNEHWIA cepTudikar Big, yxe
3aTBEPAKEHOIO BUPOOHMKA -
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

nofaHHA OHOBIEHOTO
cepTudikara BiANOBIAHOCTI
€sponeiicbkiii hapmakonei Ne
R1-CEP 2008-038-Rev 00
(3aTBepaxeHo: RO-CEP 2008-
038-Rev 01) gnsa gitouoi
peyoBuHu Bisoprolol fumarate
Bif} BXE 3aTBEPAKEHOr0
BMPOGHUMKa Unichem
Laboratories Limited. 3miHu |
TMNY - AOMIHICTPaTUBHI 3MiHU.
3MiHa HalimeHyBaHHSA Ta/abo
afipecy Micus NpoBaKeHHs
LisANbHOCTI
BMpO6HMKa/iMnopTepa roToBoro
NiKapcbKoro 3acoby, BKIOUaKUn
AOinbHULI BUNycKy cepii abo
MicLie NpoBefEHHS KOHTPO/HO
AKOCTI. (BIANbHICTb, 3a AKY
BiANOBigae BUPOGHMK/iMNopTep,
He BK/I0Yatouy BUMYCK cepiit)
npviBefieHHA afpecu BUPOGHMKa
N3 BignosiganscHoro 3a
KOHTpOnb cepii TALl ®apma
v6X, HimeyunHa y
BiAMNOBIAHICTb 4O OPUTIHASTbHUX
[OKYMEHTIB BUPOGHMKA

251.

COJLEPM®

emynbCis HawwkipHa 0,1
%, no 20 mn, 50 mn y
thnakoHi; no 1 donakoHy
B KapTOHHIi nav,i

TOB «MIBE
YKPATHA»

YKpaiHa

mibe MmeX
ApuHaiimiTTens

HimeuunHa

BHECEHHS 3MiH [0
peecTpavuiiH1ux maTepianis:
3MiHW | TUMY - BUNYYEHHS
BVPOGHMKA Ajil0HO0I0 PEYOBVHN
Sicor S.R.L. BK/OYHO 3
BiAgnoBigHWm BnacHnkom CEP
TEVA Pharmaceutical Industries
Ltd

3a peyenmom

UA/10254/04/01

252,

COJEPM®

Kpem 0,1 %, no 25, 50
ry Ty6i, no 1 Ty6i B
KapTOHHI nayw,i

TOB "MIBE
YKPAIHA"

YkpaiHa

mi6e MmeX
ApuHaiimiTTens

HimeuunHa

BHECEHHS 3MiH 40
peecTpauiiHux maTepianis:
3MiHW | TUMY - BUNYYEHHS
BVMPOGHMKA Ait0HOI0 PEYOBUHYN
Sicor S.R.L. BK1OYHO 3
BignoBigHWM BnacHukom CEP
TEVA Pharmaceutical Industries
Ltd

3a peyernmom

UA/10254/03/01

253.

CO/NOOKN KOPEHI

KopeHi no 50 r a6o no
100 r y naykax 3
BHYTPILLHIM NakeToMm; no

MpAT "NikTpasu"

YKpaiHa

MpAT "NikTpasun"

YkpaiHa

BHECEHHS 3MiH 0
peecTpavuinHMX MaTepiasnis:
3MiHW | TMNY - BHECEHHS 3MiH 10

6e3 peyenma

UA/5695/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

1,5 ry chinbTp-nakeTi; no
20 hinbTp-nakeTiB y
nauuj; no 1,5 ry ginbTp-
naketi; no 20 dpinbTp-
nakeTiB y nayui 3
BHYTPILLHIM NakeToMm

p. 3.2.P.7. Cuctema
KOHTeliHep/3aKynoproBasibHWi
3acib, a came BHeCeHHs
YTOUHEHHS, LWOA0 Navkn Ans
iNbTp-NakeTiB: «404aTKOBO
nayky MoxyTb obroprarucs
330BHi N/1iBKOIO
nosinponizIeHoBO»
(3aTBEpAXEHO «[Maykm 330BHI
06ropTaloTbCs N/IiBKOK
noninponisieHoBOK»), 3
BiANOBIAHUMY 3MiHamV B p.
"Ynakoska" MK#A /13;
3anponoHoBaHo: MogpibHeHa
cupoBnHa no 50, 100 r B
nakeTu, BUrOTOB/IEHI 3 Nanepy
nakyBas1bHOr0 BOOTOCTIlKOrO,
abo nanepy raseTHoro, abo B
nakeTun 3 NiBKM NakyBasibHOI 3

HaCTyNnHUM BK1aaHHAM B Mayku

KapTOHHiI. MOpPOLLIOK KpyNHWiA No
1,51 B hinbTp-nakeTn,
BUrOTOB/IEHI 3 nanepy
TepMO3BapioBasIbHOrO

MOPUCTOrO, WO He PO3MOKaE, 3

HaCcTynHUM yknagaHHAM no 20
hiNbTp-NakeTiB B Na4Ku
KapTOHHI. [loAaTKoBO navkm
MOXYTb 06ropTaTucst 330BHi
NAiBKOO NO/IINPONIJIEHOBOL.
Mopowok kpynHuii no 1,51 B
PiNbTP-NakeTn, BUrOTOB/IEHI 3
nanepy TepmMo3BaproBasibHOT0
MOPUCTOrO, WO He PO3MOKaE, 3
HaCcTynHUM yknagaHHAM no 20
hiNbTp-nakeTiB B NakeTw,
BUFOTOBJIEHI 3 N/IIBKA 3
noniMepHuUx matepianis 3
HaCTYMHUM BK1aAaHHAM B Nayku
KapTOHHI. [loAaTKoBO navkm
MOXYTb 06ropTaTucst 330BHi
NAiBKOK NOINPONiIEHOBOK

254,

COH-HOPMA

rpaHynun, no 10 ry
neHani noniMepHomy; no
1 neHany B navuj 3
KapTOHY

MpAT "HauioHanbHa
[omeonaTuyHa
Cninka"

YKpaiHa

MpAT "HauioHanbHa
[omeonaTtnyHa
Cninka"

Ykpaina

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHM | TUNY - NepeHeceHHs

BMPOGHMYOT AiNnbHULI ANTeka
"HaujioHanbHa FoMmeonaTnyHa
Cninka"Nel ana A®l Coffea
200CH; 3anponoHoBaHo: Kuis,

6e3 peyenma

UA/3828/01/01
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n/n

Ha3sBsa nikapcbko20

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BYy/. TypreHeBCbka, 76-78, rpyna
npum. Ne45 YkpaiHa; 3MiHu |
TUNY - NepeHeceHHs1 BUPOGHNYOT
OinbHUUi AnTeka "HauioHasibHa
FomeonatnyHa Cninka"Nel ans
A®| Arnica 30CH;
3anpornoHoBaHo: Kuis, By/1.
TypreHescbKa, 76-78, rpyna
npumM. Ned5 Ykpaina; 3minu |
TUMY - NepeHeceHHs1 BUPOGHMYOT
OinbHuUi AnTeka "HauioHanibHa
FomeonatnyHa Cninka"Nel gns
A®| Ignatia 1000CH;
3anpornoHoBaHo: Kuis, By/1.
TypreHescbka, 76-78, rpyna
npumM. Ned5 YkpaiHa; 3miHu |
TUNY - NepeHECeHHs1 BUPOGHMYOT
AinbHuUi AnTeka "HauioHasibHa
FomeonatnyHa Cninka"Nel ans
A®| Cimicifuga 200CH;
3anpornoHoBaHo: Kuis, By/1.
TypreHescbka, 76-78, rpyna
npum. Ne45 YkpaiHa; 3MiHu |
TUNY - NePeHeceHHs1 BUPOBGHNYOT
OinbHUUi AnTeka "HauioHasibHa
FomeonatnyHa Cninka"Nel ans
A®| Coffea 30CH,;
3anpornoHoBaHo: Kuis, By/1.
TypreHescbKa, 76-78, rpyna
npum. Ne45 YkpaiHa

255.

COHOBAPBOBAN

Kpanni opasibHi, pO34uH;
no 5 mny donakoHi; no 1
donakoHy B nauuj

AT "dapmak"

YKpaiHa

AT "dapmak"

Ykpaina

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHW | TUMY - OHOBNEHHS P.

3.2.P.7. Cuctema

KOHTeliHep/3aKynoproBasibHWi
3acib, a came BHECEHHS 3MiHK
0o n. «Maca» y cneuudikauii
NS KPULLKA 3aKyNoproBasibHO-
Hare/H4YyBas1bHOI 3 KOHTPO/IEM
nepLworo po3kpuTTa TmMn 1.4.K
(3aTBEpPAXEHO: Maca. He 6inbLu
1,7+0,06 r; 3anpornoHoBaHo:
Maca. He 6inbw 1,78+0,18 )

6e3 peyenma

UA/17971/01/01

256.

CMNA3MOIJIKC

Tabnetkn, no 10
TabneTtok y 6nictepax;
no 10 Tabnetok y
6nictepi; no 1 a6o no 2
6aicTepy B nayui 3

NAT
"Ximchapmsasos
"YepBoHa 3ipka”

YKpaiHa

NAT
"Ximchapmsasog
"UepsoHa 3ipka"

YkpaiHa

BHECEHHS 3MiH 0
peecTpavuiinHMx maTepianis:
3MiHu | TUNy - AgMiHICTpaTBHI
3MiHW. 3MiHa Ha3BW NikapCbKOro
3acoby - 3miHa Ha3su J13:

6e3 peyenma

UA/6840/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KapToHy 3artBepakeHo: PEOHA/IbIOH®
/ REONALGON.
3anponoHosaHo: CIMA3MOIJIKC
/ SPASMOLIX. BBeeHHs 3MiH
npoTArom 3-X MicsAwis nicas
3aTBEPKEHHS.
257. | CNA3MONIKC Tabnetky, in bulk: Ne MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 40 6e3 peyenma UA/13992/01/01
4000 (no 10 TabneTok y "Ximdhapmsasoz "Ximchapm3sasop peecTpavuiiHux maTepianis:
6nicTepi; no 400 "YepsoHa 3ipka" "YepBoHa 3ipka" 3MiHn | TURY - AgMIHICTPaTUBHI
6nicTepiB y kopobui 3 3MiHW. 3MiHa Ha3BW NiKapCbKOro
KapTOHY) 3acoby - 3miHa Ha3Bu /13:
3arBepgxeHo: PEOHA/IbIOH®
/ REONALGON.
3anponoHosaHo: CIMA3MOIJIIKC
/ SPASMOLIX. BBegeHHs 3MiH
npotsArom 3-x MicAuiB micas
3aTBEPAKEHHS.
258. | CNIONTO® pO34nH A1 iHranauii no BepiHrep HimeuunHa BepiHrep Himeuunna/ BHECEHHS 3MiH 0 3a peyenmom UA/15523/01/01
PECMIMAT® 2,5 MKr/2,5 MKr; no 4 mn IHrenbxanm IHrenbxaim ®apma CnonyyeHe peecTpauiiHux maTepianis:
y kapTpuaxi (60 IHTepHewHn Mv6X m6X i Ko. KT, KoponiscTBo 3MiHK | TNy - 3MiHK WoA0
iHransaujn); no 1 HimeuunHa Benuvikoi 6e3nekn/edeKTMBHOCTI Ta
KapTPUIKY B KOMNIEKTI (BMpO6HNLTBO, BpuTaHii Ta chapmakoHarnsgy. BeegeHHs
3 1 iHranaTopom nakyBaHHs, MiBHiYHOT a60 3MiHM [0 y3arasibHeHUX
Pecnimat® y KapTOHHii MapKyBaHHS, Ipnangii [AaHVX Mpo cuctemy

Kopoobui

KOHTPO/1b SIKOCTi Ta
BUMNYCK Cepiit
nikapcbkoro

3aco0by ); KoBeHc

Na6opartopic N14.,
Cnony4yene
KoponiscTBO

Benvkoi BputaHii Ta
MiBHiuHOI Ipnangii
(KOHTPO/Ib IKOCTI 3a
BUK/IOYEHHAM
nokasHuka
"Mikpob6ionoriyHa
ynctota"); Kyacaap

'm6X, HimeyunHa

(KOHTPO/Ib IKOCTI 3a
BUK/IOYEHHAM
noKasHuka
"Mikpob6ionoriyHa
ynuctoTa"); abop
NC CE & Ko.KT,
HimeuyunHa
(KOHTPO/b SIKOCTI 3a
NMOKa3HNKOM
"Mikpo6ionoriyHa

thapmakoHarnagy (BBefeHHs
y3araslbHeHnX fiaHnx npo
cuctemy thapmakoHarnsgy,
3MiHa yNoBHOBaXeHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
0cobu 3 hapmakoHarnagy
3asBHUKA A9 34iACHEHHS
thapmakoHarnagy B YkpaiHi,
SKLLO BOHA BiMiHHa Big
YNOBHOBAaXEHOT 0CcobM,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
hapmakoHarnagy (Bkirovaroum
KOHTaKTHi faHi) Ta/abo 3MiHN y
po3MiLLeHHI MacTep-tharina
cuctemu chapmakoHarnagy) -
3MiHa YNOBHOB&XXEHOT 0CO6U
3asBHVKa, BigNoBigabHOT 3a
hapmakoHarnsg.
MponoHoBaHa pefakuis: Sven
Kohler. 3miHa KOHTaKTHMX AaHuX
YMOBHOBaXEHOT 0coby,
BignoBigasibHOI 3a
hapMakoHarnag. 3miHa
KOHTaKTHOi 0CO6U 3asBHUKA,
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
ynctota"); Crc BignoBigasibHOI 3a
IHCTUTYT PpeseHiyc hapmMakoHarnag B YkpaiHi.
vM6X, HimeuunHa MponoHoBaHa pegakuis:
(kOHTpO/b AKOCTI 3a Monisuak Onexa BikTopiBHa.
NOKa3HUKOM 3MiHa KOHTaKTHUX AaHnX
"MikpobionoriyHa KOHTaKTHOI 0CO6W 3asiBHUKA,
ynctota"” BignoBigasibHOI 3a
hapMakoHarnsag B YkpaiHi
259. | CNIPUBA® MOPOLLIOK A5 iHraNALi, BepiHrep HimeuunHa BepiHrep HimeuunHa BHECEHHS 3MiH 0 3a peyenmom UA/6495/01/01
TBepAai kancynu no 18 IHrenbxanm IHrenbxaivm ®apma peecTpauiiHux matepianis:
MKr, no 10 kancyn 3 IHTepHewHn M6X m6X i Ko. KI 3MiHU | TUNY - 3MiHW 3 AKOCTI.

NOPOLLKOM AN1s1
iHranauin y 6nictepi; no
3 6nicTepu B KAPTOHHiIl
Kopo6ui; no 10 kancyn 3
MOPOLLKOM N1
iHranauin y 6nictepi, no
1 a6o 3 6nicTepu B
KOMMN/IEKTI 3 NPUCTPOEM
XeHpiXeiinep® B
KapTOHHI Kopobui

[oTOBMIA NiKapcbKuii 3acio.
KOHTpPO/b rOTOBOrO /iKapCbKoro
3acoby. 3miHa napameTpis
cneupndikauivi Ta/abo
[0MNyCTUMUX MEX rOTOBOr0
NiKapcbKoro 3acoby (3BY)XXEHHs
[OMYCTUMMX MEX) - 3BY)KEHHS
[0NyCTUMUX 3a NapaMeTpoMm
«MexaHiuHi BK/TIoYeHHs» (MeTof,
CBIT/1I06/10KyBaHHS),
3anponoHoBaHo: creumdikawis
BUMYyCKa: YACTUHKN = 2MKM [10
< 10 mkMm: < 90000 yacTUHOK/
Kancyna; 4acTuHk1 = 10 MKM: <
900 yacTuHOK/ Kancyna,;
YacTuHKN >25 MkM: < 35
YyacTuHOK/ Kancyna; 3miHu | Tuny
- pefakuiiiHi 3miHu B
cneuudikauii MN13 3a
napameTpamu «lgeHTudikavis»,
a came 3MiHM hopmyntoBaHHS,
06'egHaBLLN KpuTepii
MPUIAHATHOCTI, LLIO CTOCYETbCSA
Y® cnekTpy Ta HEKOpUrosaHoro
yacy yTpUMaHHs Ta 3 po3giny
«Po3nag akTVBHOTO iHrpigieHTa»
BuAaNeHHs hopmynioBaHHA
«naowga nika (y%) Ha nik» i3
KpUTepis BUNPo6yBaHHS
«OKpeMi, HeileHTUiKoBaHi
nikn»; 3MiHK | TUNY - HE3HaYHI
3MiHV Ta pefakuiiHi npaBku y
MeToAax BUnpobyBaHHA 40 p.
Po3mipn, MexaHiyHi BKNHOUYEHHS,
BwmicT Bogu,
laeHTuiKaLia/BMiCT akTUBHOIO
iHrpepieHTa, Po3nag akTMBHOIO
iHrpeaieHTa, OAHOPIAHICTb

235




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

[030BaHVIX OAUHNLb,
OfHOpPIAHICTb 403K, WO
BUBI/IbHAETLCS,
AepopnHaMiyHuiA po3nogin
YaCTUHOK 3a PO3MipOM; 3MiHW |
TUMY - 3 METOAiB BUNPOOYBaHHSA
BugansaeTbca metog AP-3640
(BEPX), HasiBHWIA
anbTepHaTUBHUIA 3aTBEpAKEHUI
MeToA 4151 BUSHAYEHHS
npoaykTis posnagy BA 338 BR
Ta SCH 731 BR 3 OHOB/IEHHAM
BigNoBigHMX MeToAiB
BUMNPOOYBaHHA Ta AaHnX
Banigavii; 3MiHu | TURY - 3MiHK
[0 T. «Po3nag akTMBHOTO
iHrpigieHTa BA 338 BR 1a SCH
731 BR », a came npuHumn
po3paxyHKy Cymu NpoAyKTiB
po3nagy BKIOYEHWI [0 onucy
KpWTepiiB NPUIAHATHOCTI
cneuudikauii, a 3 metois
BUNPOOYBaHHA BUAATAETHCS;
NPYHLMN PO3paxyHKy
3a/MwaeTbcA 6e3 3MiH; 3MmiHu |
TNy - BUKNageHHa Tekcty MKA
OepXXaBHOK MOBOIO 3rifHO
CyyacHux BUMor. PefjakTopchbki
npasku B po3ainax «Bmict
BOAU», «ONuc», «OfHOPIAHICTb
[030BaHNX OAVHNLb>,
«MikpobiofioriyHa ymcToTa»

260.

CniPMBA®

MOPOLLOK AN iHransuin,
TBepAi kancynm no 18
MKr, no 10 kancyn 3
MOPOLLKOM ANA
iHranauin y 6nictepi; no
3 6nicTepu B KAPTOHHiIl
Kopobui; no 10 kancyn 3
MOPOLLKOM N5
iHranauin y 6nictepi, no
1 a6o 3 6nicTepu B
KOMMN/IEKTI 3 NPUCTPOEM
XeHpiXeiinep® B
KapTOHHI Kopobui

BepiHrep
IHrenbxaim
IHTepHewHn M6X

HimeyunHa

BepiHrep
IHrenbxaiv ®apma
'M6X i Ko. KI'

HimeuunHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHK | TNy - 3MiHW WoA0
6e3nekn/edpeKTNBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHUX
[aHuX nNpo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX Npo
cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXeEHOT 0cobw,
BiANOBIAaA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 34iACHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLO BOHA BiAMiIHHA Bif

3a peyenmom

UA/6495/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

YMOBHOB&XeHOT 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkirovaoun
KOHTaKTHI faHi) Ta/abo 3MiHn y

po3MiLLieHHi MacTep-thaiina
cuctemu chapmakoHarnsgy) -
3MiHa YNOBHOBaXEHOI 0CO6U
3asBHVKa, BiANOBIAA/IbHOT 38
thapmakoHarnag.
MponoHoBaHa pegakuis: Sven
Kohler. 3miHa KOHTaKTHUX JaHuX
YNOBHOBaXEHOT 0CO6M,
BignoBigasibHOI 3a
thapmakoHarnag,.
3MiHa KOHTaKTHOT 0cobum
3as1BHVKa, BiANOBIAA/IbHOT 32
hapmMakoHarnag B YkpaiHi.

MponoHoBaHa pegakuis:

MoniBuak Onexa BikTopiBHa.
3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOI 0CO6U 3asiBHUKA,
BignoBigasibHOI 3a
hapMakoHarnsag B YkpaiHi

261.

CTPENCIIC®
nntoc

cnpeii 0poOMyKO3HWIA; N0
20 Mn y donakoHi 3
[103YH0UUM NPUCTPOEM;
no 1 donakoHy B
KapTOHHIA KopoobLi

PekkiTT BeHkizep
Xenckep

IHTepHeLwHN JlimiTeq,

Benuvka
BpuTaHis

[endapm bnagen
B.B.

HigepnaHgm

BHECEHHS 3MiH 0
peecTpauiiHnux maTepianis:
3MiHU | TUNY - NpUBEAEHHS

crneundikauii 4itouoi peyoBnHN
2,4-anxnop6eH3nI0BOro CNMpTy
[0 BUMOT fjito4oi MoHorpadii
EP; 3MiHu | TURY - 36iNblUEHHSA
nepiogy NOBTOPHOTO
BMNPO6YyBaHHA AdI 2,4,
dichlorobenzyl Alcohol;
3anponoHoBaHo: 5 years

6e3 peyenma

UA/6372/01/01

262.

CYNb®AJNMETOK
CWH

Tabnetkn no 0,5 r, no 10
Tabnetok y 6nictepi, no
2 6nictepu y navuyj 3
KapToHy; no 10
Tabnetok y 6nictepax

NAT
"Ximchapmsasos
"YepBoHa 3ipka”

YKpaiHa

NAT
"Ximchapmsasog
"UepsoHa 3ipka"

YkpaiHa

BHECEHHS 3MiH 0
peecTpavuiinHMX MaTepianis:
3MiHU | TUNY - 3MiHW 3 AKOCTI.
[oTOBMIA NikapcbKuii 3acio.
KOHTpOsb roToBOro nikapcbkoro
3acoby. 3miHa napameTpis
cneuudikauii Ta/abo
[0NYyCTUMUX MEX FOTOBOTO
nikapcbKoro 3acoby (BUyYEHHS
He3Ha4yHOro nokasHuka
(Hanpwvknag 3actapinoro
noKasHMKa, Takoro sk 3anax Ta
cMak, abo igeHTudikavis

6apBHYKIB Y1 CMaKOBUX

3a peyenmom

UA/6031/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

[06aBOK)) - BUAASIEHHS
nokasHuka «KpemHito giokeng
KONOifHWIA 6e3BOAHNIA» 3i
Creuudpikauii Ta MeTtogis
KOHTPOJI0, Y 3B'A3KY 3
npVBEAEHHAM 4,0 BUMOT
MoHorpadii APY, «Tabnetku».
3MiH y SIKOCTi NliKapCbKOro
3acoby He BifbyBaeTbCA

263.

CYCTAMAP®

TabneTkyn BKpUTI
NAiBKOBOK 060/IOHKOHO,
no 480 wmr; no 10
Tabnetok y 6nictepi; no
2 abo no 5 a6o no 10
6nicTepiB y KAPTOHHIN
Kopobui

Ecnapma M'm6X

HimeuunHa

ApaaHc dPapma
'M6X, HimeyunHa
(BPO6GHMLTBO
Hepo3dacoBaHOro
NpoAYKTY, NepBUHHE
nakyBaHHs,
BTOPUHHE
nakyBaHHS,
KOHTPO/b SIKOCTI,
BUMYCK cepii);
ecnapma dapma
Cepsices 'M6X,
HimeuyunHa
(BTOpPUHHE
nakyBaHHs); ®apma
BepHirepoge M'vbX,
HimeyunHa
(KOHTpONb AKOCTI)

HimeuunHa

BHECEHHS 3MiH [0
peecTpavuiiH1ux maTepianis:
3MiHKM | TURY - 3MiHK WOA0
6e3nekn/edreKTMBHOCTI Ta
chapmakoHarnsgy. BeefeHHs
a60 3mMiHN [0 y3arasibHeHNX
[aHuX nNpo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHUX AaHnx npo
cuctemy dhapmakoHarniagy,
3MiHa YNOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy; KOHTakTHOT
ocobu 3 hapmakoHarnsgy
3asBHMKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi,
SKLLO BOHa BigMiHHa Bif,
YNOBHOBaXEHOT 0COo6M,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy (Bkirovaoum
KOHTaKTHI faHi) Ta/abo 3MiHn y
po3MilLieHHi macTep-chaiina
cuctemu hapmakoHarnagy) -
3MiHa YNOBHOBaXEHOI 0Co6U
3asBHMKa, BiANOBiAA/IbHOT 32
hapmakoHarnsg.
MponoHoBaHa pepakuis: Dr.
Susanne Becker. 3miHa
KOHTaKTHUX AaHnX
YNOBHOBaXEHOT 0CO6M,
BignoBigasibHOI 3a
hapmakoHarnsag

6e3 peyenma

UA/12869/01/01

264.

TETPAKCUM®/
TETRAXIM
BAKUVHA Ansi
NPODINAKTUNKN
ANDTEPI,
nPABLS,

cycneHsis ans iH'ekujin,
no 1 nonepegHL0
3arnoBHEHOMY LUNPULYY
no 0,5 mn (1 gosa) 3
MPUKPINIEHOIO FOIKO0
(ab0o 2-Ma okpeMumu

CaHocpi MNactep

PpaHuis

CaHodpi MNactep,
®paHuia (MoBHWI
LMKN BUPOBHULTBA,
KOHTPO/b SIKOCTI,
BTOpPUHHE
nakyBaHHs, BUNYCK

®paHuin/
YropmHa

BHECEHHS 3MiH 40
peecTpauiiHux maTepianis:
3MiHW | TUNY - 3BYXEHHSA
[OMNYCTUMUX MEX, BUSHAUYEHUX Y
cneumaikauii, o158 NpoBeAeHHS
BMNpobyBaHHs Antigenicity Test

3a peyernmom

UA/13069/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KALUTOKY ronkamu), Lo mMicTUTb cepii); CaHodi- O7151 OUMLLEHOT Ait040i PeYOBUHMN
(ALEIONAPHNIA CycneHsito oNns iH'ekuii, ABeHTic MpaliisiT Ko. PT B po3uuHi; 3anponoHoOBaHo:
KOMMOHEHT) TA B KapPTOHHIlA KOpo6Li; No Nta., NMnatdopma Specific activity (EU/mg of
noniomienitTy 1 nonepegHbO NOTICTVKN Ta proteins) = one-sided lower
AACOPBOBAHA, 3arnoBHEHOMY LUMpuLy AncTpubyLii y m. specification limit calculated with
IHAKTUBOBAHA, no 0,5 mn (1 gosa) 3 Bypanewr, a risk a =1% for a population
PIOKA MPUKPIMNIEHOIO FO/KOO YropwmHa proportion p =99,73% i.e. 39,7
(abo 2-ma okpeMumun (BTOpUHHE EU/mg of proteins (or 1.5986
ronkamu), Lo mMicTuTb nakyBaHHs, BUMYCK log10 EU/mg of proteins).
CyCneHsito oNns iH'ekujin B cepii) TepMiH BBEEHHS 3MiH
KapTOHHIiA Kopobuji, B BepeceHb 2022; 3MiHu | Tuny -
SKil MicTUTBCSA 3MiHa cepii pedpepeHTHOoro
CTaHfapTHO-eKCnopTHa CTaHfapTy, sSKuii
ynakoBka Ta iHCTpyKL,is BMKOPWCTOBYETLCA Y
ONa meguyHoro BMNPO6YBaHHi Antigenicity Test
3acTocyBaHHsA O7151 OUMLLEHOT Ail040i PeYOBUHMN
PT metogom ELISA 3 APG
FA491309 Ha CIC19R-RC14.
TepMmiH BBEEHHS 3MiH
BepeceHb 2022
265. | TIAPA TPIO® TabneTkun, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 3a peyenmom UA/15070/01/01
N1iBKOBOK 060/IOHKOLO, "®apmavleBTUYHa "®apmavneBTUYHa peecTpauiiHux maTepianis:

no 5 mr/12,5 mr/160 wr;
no 14 TabneTtok y
KOHTYPHIli YapyHKOBIi
ynakosLi, no 1 a6o no 2
KOHTYPHI YapyHKOBI
ynakoBku B nauj; no 7
Tab1eToK Y KOHTYpHiii
YapyHKOBIli ynakoBLyj; no
2 ab0 no 4 KOHTYpHI
YapyHKOBi YNakoBK/ B
nauuj

ipma "OapHuus”

hipma "OapHuus”

3MiHKM | TUNY - 3MiHU 3 AKOCTI.
oTOBMIA NiKapcbKuii 3acio.
CTabinbHicTb. 3MiHa y TepMiHax
npuaaTtHocTi abo ymoBax
36epiraHHs roToBOro
nikapcbKkoro 3acoby
(36iNbLUEHHS TEPMIHY
npuaaTHOCTi FOTOBOrO
nikapcbKoro 3acoby) - Ans
TOProBOl ynaxkoBku
(nigTBEPAXYETLCA AaHUMU
peasibHOro yacy) - Ha ocHoBi
pe3ynbTaTiB AOC/iIKEHHS
CTabiNIbHOCTI, 36iNbLUEHHS
TEepMiHy NpMAATHOCTI
nikapcbKoro 3acoby 3 2x Ao 3x
pokiB. 3aTBepaxeHo TepMiH
npuaaTHOCTI 2 roga.
3anponoHoBaHo TepMmiH
npuaaTHocTi 3 poku. 3MiHu
BHECEHIi B iHCTPYKLito ANns
MeAUYHOr0o 3aCTOCYBaHHs
nikapcbKoro 3acoby y po3ain
"TepMiH npuaaTtHocTi”.
BBefeHHA 3MiH NPOTArom 6-11
MiCALIB MiC/1A 3aTBEPKEHHS
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
266. | TIAPA TPIO® TabneTku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 3a peyenmom UA/15069/01/01
NAiBKOBOK 060/IOHKOHO, "apmaueBThYHA "papMaueBTUYHA peecTpauiiHux MaTepiasis: MiHU
no 10 mr/12,5 mr/160 mr; dipma "dapHuus" ipma "AapHuug" | TNy - 3miHK 3 AkocTi. FoToBUIA
no 14 tabnetok y nikapcbknii 3aci6. CTabifnbHICTb.
KOHTYPHIli YapyHKOBIi 3MiHa y TepMiHax NpuaaTHoCTI
ynakosui; no 1 a6o no 2 abo ymoBax 36epiraHHs
KOHTYPHI YapyHKOBI rOTOBOrO J1iKapCbKOro 3acoby
ynakoBKuW B nadi, no 7 (36iNbLUEHHS TEPMIHY
Tab1eToK Y KOHTYPHiii nNpUAaTHOCTI FOTOBOrO
YapyHKOBIli ynakoBLyj; Mo nikapcbKoro 3acoby) - Ans
2 ab0 no 4 KOHTYpHi TOProBOl ynaxkoBku
YapyHKOBI YNakoBKW B (nigTBEPAXYETLCA AaHUMU
nauuj peasibHOro yacy) - Ha ocHosi
pe3ynbTaTiB AOC/iAKEHHS
CTabifIbHOCTI, 36iNbLUEHHS
TepMiHy NpMAATHOCTI
nikapcbKoro 3acoby 3 2x Ao 3x
pokiB. 3aTBepaxeHo TepMiH
npUAATHOCTI 2 roAa
3anponoHoBaHo TepMiH
npugaTHoCTi 3 poku 3MiHK
BHECEHI B iHCTPYKLito ANs
MeAUYHOr0o 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ain
"TepMiH npuaaTHocTi".
BBefeHHA 3MiH NPOTArom 6-1n
MiCALIB MiCNsA 3aTBEPKEHHS
267. | TPAMAAON-3H kancynu no 50 mr; no 10 ToBapucTso 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 40 3a peyernmom UA/7148/02/01

Kancyn y 6nictepi; no 1,
2 abo 3 6nictepu y
KOpOO6Lii 3 KapTOHY

obmexeHoo
BiANOBIAA/LHICTIO
"XapkiBcbke
hapmaueBTUyHe
nignpMeMCTBO
"3p0poB's Hapoay"

06MexeHot
BiANOBIAA/LHICTIO
"XapkiBcbke
hapmaLeBTUyHE
nigNpPMEMCTBO
"3p0poB's Hapoay"

peecTpavuiiH1ux maTepianis:
3MiHW | TUMy - 3MiHW BHECEHO [0
IHCTPYKUIiT 4ns Mean4Horo
3aCTOCyBaHHS NiKapCbKoro
3acoby Ao posginis
"Oco6MBOCTI 3aCTOCYBaHHSA",
"Mo6iuHI peakuii" WwWoao 6e3nekn
3aCTOCYBaHHSA Ail040i peHOBUHM,
BiAMOBIAHO [0 pekomeHaawii
PRAC. BeefieHHSA 3MiH
npoTArom 6-Tn MicALiB nicns
3aTBEPMKEHHS; 3MiHM | TUny -
3MiHM BHECEHO A0 IHCTPYKUT
A5 MeANYHOTO 3acTOCyBaHHSA
nikapcbKoro 3acoby A0 po3Ainis
"B3aemopis 3 iHWMMKN
niKkapcbknMmy 3acobamm Ta iHLWi
BMAMW B3aemogiit”, "Ocob/mBOCTi
3acTocyBaHHA",
"Mepeno3yBaHHA", "T06IYHI
peakuii” oo 6esneku
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3acTOCyBaHHS Ail0H0i Pe4yoBUHM,
BiANOBIAHO [0 pekomeHaaLii
PRAC. BBefieHHS! 3MiH
npoTArom 6-Tu MicAUiB micns
3aTBepmxeHHs. CynyTHS 3MiHa -
3MiHV Wwoao
6e3nekn/edeKTMBHOCTI Ta
dhapmakoHarnsgy. BHeceHHs
a60 3MiHa(1) 40 3060B'A3aHb Ta
YMOB BMAadi peectpauiiHoro
nocBig4eHHs, Bkovatoun Mnax
ynpasnAiHHA pu3nKamu
(3acTocyBaHHs TEKCTY, SKWiA
NOrOKEHWI 3 KOMMETEHTHUM
OpraHom) - OHOBMIEHO MnaH
ynpas/liHHA pu3nKamu, Bepcis
2.1 Ha Tpamagon-3H, kancynn
no 50 mr no 10 kancyny
6nictepi; no 1, 2 abo 3 6nictepu
Y KOpo6L,ji 3 KapTOHY. 3MiHK
BHECEHO A0 cneuudikauii 3
6e3nekn Ta 3axoAiB 3 MiHimizau,ii
PW3KNKiB Y 3B'A3KY 3 ypaxyBaHHAM
OHOB/IEHOT iHdhopMaLiii 3
6e3neku 3rigHO pekomeHaawii
PRAC

268.

TPAXICAH

Tabnetkn ans
CMOKTaHHs; no 10
Tabnetok y 6nictepi; no
2 6nicTepu B KAPTOHHIl
Kopobui

AnbneH ®apma Al

LLiBefiuapis

EHrenbrapg
ApuHaiimiTTens
Mv6X & Ko.Kr,
HimeyumnHa;
BUPOGHMK, L0
Bignosigae 3a
BBE3EHHSA, KOHTPO/Tb
Ta BMNYCK cepil:
TOB "MIK-dAPM",
YKpaiHa

HimeuunHa/
YkpaiHa

BHECEHHS 3MiH [0
peecTpauiiHux maTepianis:
3MiHn | TURY - AgMIHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3asBHUKaA
(BnacHvika peecTpadiiHoro
nocsigyeHHs) 3miHa agpecu
3asBHUKa (BnacHuKa
peecTpavuinHOro Noceig4YeHHs)

6e3 peyenma

UA/6121/01/01

269.

TPVHE®POH-
370POB'AA

Kpanni opasbHi no 50 mn
a6o 100 mn 'y chnakoHi 3
npo6koto-
KpanenbHuLeto; no 1
pNakoHy B KAPTOHHIl
Kopoobui

ToBapucTso 3
06MEXEHOI0
BiANOBIAANLHICTIO
"GapmaleBTuyHa
KomnaHis "3gopos'a"

YKpaiHa

ToBapucTso 3
06MeXeHot
BignoBigasbHicTO"
XapkiBcbke
hapmaueBTuyHe
nignpueEMCTBO
"340poB'a Hapoay"

YkpaiHa

BHECEHHS 3MiH [0
peecTpavuiinHMx maTepianis:
3MiHU | TUNY - 3MiHW 3 AKOCTI.
[oTOBMIA NikapcbKuii 3acio.
Cucrema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3MiHa nocTavyasnbHMKa
nakyBa/lbHVX MaTtepianis abo
KOMMNIEKTYUMX (SKLWO
3a3HayeHo B A0Cbe) (3aMiHa abo
[0faBaHHA nocTavyasibHUKa);

6e3 peyenma

UA/11689/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

CynyTHS 3MiHa
- 3MiHu 3 sKocTi. FoToBWiA
nikapcbkuii 3aci6. Cucrema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3miHa chopmm abo
pO3Mipy KOHTeHepa umn
3aKynopBaUIbHOTO 3ac0by
(NepBUHHOI yNakoBKW)
(HecTepunbHI nikapcbki 3aco6m)
- BHECEHHS 3MiH go p. 3.2.P.7
Cucrema
KOHTelHep/3aKynopoBasibHUiA
3acib, a came goAaTKOBO A0
3aTBEPAKEHOTO BUPOOHMKA
NePBUHHOTO NakyBaHHs NPO6Ku-
KpanenbHuLi 3 kpuwkoto (TOB
«Papmall», YKpaiHa) BBOAUTLCA
HoBWIA BUPOGHUK Kunststoffwerk
Kremsmunster, Austria. Sk
Hacnigok, Biadynmcs 3MiHu y
reoMeTpUYHNX po3mipax
NepBUHHOIO NakyBaHHs (MPOGKM-
KpanesibHULi Ta KPULLIKK).
AKICHWIA Ta KiNbKiCHWI cknag
nakyBaslbHOrO mMaTepiasty He
3MiHUNCA

270.

TPOMBOHET®-
DPAPMAK

TabneTkn, BKPUTI
NNiBKOBOK 060/TIOHKOHO,
no 75 mr no 10 TabneTok
y 6nicTepi; no 1 a6o 3,
abo 6, abo 8 6nicTepi y
nauui

AT "dapmak”

Ykpaina

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHW | TUNY - BHECEHHS 3MiH B
cneumdikayilo Ta aHaNiTUYHI
METOAMKM Ha CybCcTaHL,to
Knonigorpento Gicynbgary
BMPOGHMKa /13 32 NOKa3HWMKOM
«lpeHTudikayis» (4PY, 2.2.29,
2.2.46) (veTop 1)

3a peyenmom

UA/17513/01/01

271.

TPOCAH

TabneTkn, BKPUTI
NNiBKOBOK 060/I0HKOIO,
no 25 wmr; no 10
Tabnetok y 6nictepi; no
3 6nicTepu B KAPTOHHiIl
Kopobui

Aypo6iHgo dapma
n1g,

IHais

Aypob6iHgo ®apma
Nimiten - FOHIT I

IHais

BHECEHHS 3MiH 40
peecTpauiiHux maTepianis:
3MiHU | TUNY - 3MiHW 3 AKOCTI.
CepTudpikaT BignosigHocTi/l E-
cepTudikaT BiANOBIAHOCTI
€Bponeicbkili
thapmakonei/MoHorpadii.
MopaHHA HoBoro abo
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUYYEHHS
cepTudikara BiAnNoBiAHOCTI
€Bponelicbkiin hapmakoner: ans
A®I; ans BMxigHOro

3a peyernmom

UA/11737/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

mMarepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y
BMPOGHMLTBI A®I; ons
[0MOMDKHOT peyoBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponelicbkin hapmakone) -
HoBuii cepTudikar Bif, HOBOro
BMPOGHMKa (3amiHa abo
[IOMOBHEHHS) - NOAAHHS HOBOIO
cepTudikara BiZNoOBIAHOCTI
€Bponeiicbkiii hapmakonei Ne
R1-CEP 2013-166-Rev 01 gnisa
aitoyoi pevoBuHY Losartan
potassium Bif HOBOro
BMpo6Huka VASUDHA PHARMA
CHEM LIMITED;
3anpornoHosaHo: AUROBINDO
PHARMA LIMITED, IHgis;
ZHEJIANG TIANYU
PHARMACEUTICAL CO., LTD.,
Kntaii; VASUDHA PHARMA
CHEM LIMITED

272.

TPOCAH

TabneTkn, BKPUTI
NNiBKOBOK 060/TIOHKOIO,
no 50 mr; no 10
Tabnetok y 6nictepi; no
3 6nicTepu B KAPTOHHIl
Kopobui

Aypo6iHgo dapma
n1g,

IHais

AypobiHgo ®apma
Nimiteq - FOHIT Il

IHais

BHECEHHS 3MiH 0
peecTpauiiHnux maTepianis:
3MiHU | TUNY - 3MiHW 3 AKOCTI.
CeptudpikaT BignosigHocTi/lE-
cepTudikaTt BiAMOBIAHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii.
MopaHHA HoBoro abo
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUYYEHHS
cepTucpikaTa BiANOBIQHOCTI
€Bponelicbkiin hapmakonei: ans
A®I; ansa BuxigHoro
Marepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO
BUKOPWCTOBYHOTLCS Y
BMPOGHMLTBI A®I; ons
[L0MOMDKHOT peyoBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponelicbkiin hapmakone) -
HoBuii cepTudikar Bif, HOBOro
BMPOGHMKa (3amiHa abo
[IOMOBHEHHS) - NOAAHHS HOBOIO
cepTuduikara BiZnNoBiLHOCTI
€ponevicbkii hapmakonei Ne

3a peyenmom

UA/11737/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

R1-CEP 2013-166-Rev 01 gnisa
aitoyoi pevoBuHM Losartan
potassium Bif HOBOro
BMpo6Huka VASUDHA PHARMA
CHEM LIMITED;
3anponoHosaHo: AUROBINDO
PHARMA LIMITED, IHgis;
ZHEJIANG TIANYU
PHARMACEUTICAL CO., LTD.,
Kntaii; VASUDHA PHARMA
CHEM LIMITED

273.

TPOCAH

TabneTkn, BKPUTI
NNiBKOBOK 060/IOHKOHO,
no 100 wmr; no 10
Tabnetok y 6nictepi; no
3 6nicTepu B KAPTOHHIl
Kopobui

Aypo6iHgo dapma
n1g,

IHais

AypobiHgo ®apma
NimiTeq - FOHIT Il

IHais

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHU | TUNY - 3MiHW 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-
cepTudikart BiAMOBIAHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii.
MopaHHA HoBoro abo
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUYYEHHS
cepTucpikaTa BiANOBIQHOCTI
€Bponelicbkiin hapmakonei: ans
A®I; ansa BuxigHoro
Marepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO
BUKOPWCTOBYHOTHCS Y
BMPOGHMLTBI A®I; ons
[0MOMDKHOT peyoBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponelicbkin hapmakone) -
HoBuii cepTudikat Bif, HOBOro
BMPOGHMKa (3amiHa abo
[IOMOBHEHHS) - NOAAHHS HOBOIO
cepTuduikara BiZNoBILHOCTI
€sponevicbkin hapmakonei Ne
R1-CEP 2013-166-Rev 01 gnsa
Aitoyoi pevoBuHY Losartan
potassium Big HOBOro
BMpo6Huka VASUDHA PHARMA
CHEM LIMITED;
3anpornoHosaHo: AUROBINDO
PHARMA LIMITED, IHgis;
ZHEJIANG TIANYU
PHARMACEUTICAL CO., LTD.,
Kntaii; VASUDHA PHARMA
CHEM LIMITED

3a peyernmom

UA/11737/01/03
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
274. | YMAH KOMMNNEKC | nopoLwok Ans po3ynHy KegpioH C.n.A. ITanisa KegpioH C.n.A. ITanisa BHECEHHS 3MiH 0 3a peyenmom UA/13092/01/01
500 MOJ/20 M~ | AN iHdysii, no 500 MO peecTpauiiHux maTepianis:
UMAN COMPLEX y donakoHi Nely 3MiHuM Il Tuny - AoaaBaHHA
500 1U/20 ML KOMMEKTI 3 anbTepHaTMBHOI BUPO6HUYOT
pPO34MHHMKOM (BOda ANns ginbHuui YAP/1b3 PIBEP
iH ekwjid) no 20 mny NABOPATOPI3 ®PAHLLIA —
chnakoHi Nel Ta UPN®, 2109 poyT ge LWaTinboH,
Habopom ans POMAHC, 01400, ®paHuis
PO3YMHEHHS | BBEA,EHHSA (CHARLES RIVER
Y KapTOHHIli kopoobLi LABORATORIES FRANCE —
CRLF, 2109 route de Chatillon,
ROMANS, 01400, France),
BiANOBIA&/TbHOI 3@ KOHTPO/Ib
SIKOCTi FOTOBOTO NiKapCbKOro
3acoby 3a NOKa3HUKOM
«MiporeHn»
275. | YPOKIHA3A NOPOLUOK 4191 PO3UNHY Mepak Nesenbluadt HimeuyunHa I'piH Kpocc Kopesi/ BHECEHHS 3MiH 0 3a peyenmom UA/3850/01/02
MEAAK Ons iH'eKuii Ta iHdy3il, chrop KniHiwe KopnopeiiwH, Kopes HimeuunHa peecTpauiiHnx matepianis:
no 10 000 MO, 1 LLineuianbnpenapat (BMPOGHYMK roToBOT 3MiHM | TUny - 3MiHK Woao
CK/ISIHWIA (pN1akoH 3 e M6X nikapcbKoi chopmu in 6e3nekun/edekTBHOCTI Ta

MOPOLLKOM B KApTOHHI
Kopobui

bulk); Megak
le3enbladT drop
KniHiwe
Lnewuiansnpenapat
e M6X, HimeuunHa
(BMpPOBHUIK, L0
Bignosigae 3a
nakyBaHHs,
MapkyBaHHS Ta 3a
BWMYCK Cepil)

thapmakoHarnsgy. BeegeHHs
ab0 3MiHU [0 y3araslbHEHNX
[AaHuX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy hapmakoHarnagy,
3MiHa yNOBHOBaXEHOI 0cobw,
BignoBiAa/IbHOI 3a 34jACHEHHS
thapMakoHarnsay; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3asBHMKa 419 34iICHEeHHS
hapMakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOBaXeHOT 0cobwy,
BiANOBIAaA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MiLLLeHHI MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOBaXEHOi 0co6u
3asBHVKa, BiANOBIAA/ILHOT 38
3fificHeHHs chapmakorHarnsagy.
MponoHoBaHa pepakuis: Dr.
Barbara Jogereit. 3miHa
KOHTaKTHUX JaHnX
YNOBHOBaXeHOI 0cobu
3a5BHVKa, BiANOBIAA/ILHOT 38
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3[iiCHeHHs hapMakorHarnsagy
276. | YPOKIHA3A NOPOLLOK A/191 PO3UNHY Mepak Nesenbluadt HimeuyunHa I'piH Kpocc Kopesi/ BHECEHHS 3MiH 0 3a peyenmom UA/3850/01/03
MEAAK Ons iH'eKuii Ta iHdy3il, chrop KniHiwe KopnopeiiwH, Kopes HimeuunHa peecTpauiiHnx matepianis:
no 500 000 MO, 1 LLineuianbnpenapat (BMPOGHYMK roToBOT 3MiHM | TUny - 3MiHK Woao
CK/ISIHWIA (pN1akoH 3 e M6X nikapcbKoi chopmu in 6e3nekun/edekTBHOCTI Ta
MOPOLLKOM B KApTOHHI bulk); Megak thapmakoHarnsgy. BeegeHHs
Kopobui Ie3enbliadT drop ab60 3MiHU [0 y3arasibHeHNX
KniHiwe [aHuX nNpo cuctemy
Lneuiansnpenapat thapmakoHarnsgy (BBefeHHs
e M6X, Himeuunna y3arasibHeHUX JaHuX npo
(BMpPOBHWK, L0 cuctemy thapmakoHarnsgy,
Bignosigae 3a 3MiHa yNOBHOBaXEHOI 0cobw,
nakyBaHHs, BignoBiAa/IbHOI 3a 34jACHEHHS
MapkyBaHHS Ta 3a thapmakoHarnsay; KOHTaKTHol
BUNYyCK cepii) 0cobu 3 hapmakoHarnsgy
3as1BHMKa 419 34iICHEeHHS
hapmakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOBaXeHOT 0cobwy,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MiLLLeHHI MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOBaXEHOi 0co6U
3asBHVKa, BiANOBIAA/ILHOT 38
3fiicHeHHs chapmakorHarnagy.
MponoHoBaHa pepakuis: Dr.
Barbara Jogereit. 3miHa
KOHTaKTHUX AaHnX
YNOBHOBaXeEHOI 0cobu
3asBHVKa, BiANOBIAA/ILHOT 38
3[iiCHeHHs hapmakorHarnsagy
277. | YPONIECAH® Kpansi opasibHi no 25 Mn MAT "Tannudapm* Ykpaina MAT "Tannudapm” YkpaiHa BHECEHHS 3MiH [0 6e3 peyenma UA/2727/02/01

y thnakoHi-kpanenbHuLj,
no 1 dpnakoHy-
KpanesibHULi B nayui; no
25 mn 'y chnakoHi-
KpanesnbHULi, 3aKpuTomy
KPVILLKOIO 3 KOHTpONeM
NepLLOro po3KpuUTTA, No
1 donakoHy-kpanesnbHuLi
B naui

peecTpavuiiHux maTepianis:
3MiHW | TURY - 3MiHX 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
KOHTpO/b fONOMIKHUX PEHOBWH
- 3MiHa NoNArae y BUNyYEeHHI
iHchopMmawii LWoao BUPOGHMKIB
[ONOMDKHUX PeYOBUH (AMHATPIO
efieTar Ta puuUyHoBa onis).
Creundikanis Ta meToam
KOHTPO/I0 AOMOMDKHUX PEYOBUH
3a/MwaTbea 6e3 3MiH
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
278. | YPONIECAH® Kpanni opasibHi in bulk: MAT "ranuucpapm” YkpaiHa MAT "Tannucapm” YkpaiHa BHECEHHS 3MiH 0 - UA/9517/01/01
no 25 mMn y donakoHi- peecTpauiiHux maTepianis:
KpanesnbHuui abo no 25 3MiHK | TUNY - 3MiHK 3 AKOCTI.
My dh1aKoHi- [oTOBMIA NiKapcbKuii 3acio.
KpanenbHuL,i, 3aKpUTOMy KOHTpO/b [ONOMDKHUX PeHOBUH
KPULLIKOIO 3 KOHTpO/IeM - 3MiHa NoNArae y BUNyYeHHi
NepLIoro po3KpUTTS, Mo iHchopmawii LWoao BUPOGHMKIB
88 hnakoHis- [OONOMDKHUX pPeYOBUH (OMHATPIO
KpanesnbHULb Y KOpoobi efietar Ta puuUMHoBa onis).
Cneuudikauis Ta metToam
KOHTPO/0 AOMOMDKHUX PEYOBUH
3a/MwaTbes 6e3 3miH
279. | YPOHE®POH® Kpanni, no 25 mn1 abo no AT "®apmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 40 6e3 peyenma UA/11226/02/01
50 mn y donakoHi; no 1 peecTpavuiiHux maTepianis:
hakoHy y nauui 3MiHM | TUMY - HE3HAYHI
YTOUYHEHHS Y napameTpax
NepBUHHOT YNaKoBKW, a came
3MiHEHO TOBLLUMHY [AHA KPULLKK 3
1,35+£0,15 MM Ha 1,5 + 0,1 mm,
Ta BiANoBiAHO 36iNblMNach i
Maca Kpuwwiku 3 1,7+0,06 1 Ha
1,7840,18 r. Matepian
NepBUHHOI YNaKoBK/ He
3MiHMBCSA
280. | ®APNIHEKC cnpeii OpOMYyKO3HWIA, BocHanek a.4. BocHis i BocHanek g.4. BocHis i BHECEHHSA 3MiH A0 6e3 peyenma UA/17111/01/01
po34uH no 30 mny lepuerosmH lepuerosuHa peecTpavuiiHux maTepianis:
donakoHi; no 1 dpnakoHy a 3MiHKM | TUNY - NOAAHHSA

3 HACOCOM-
po3nunioBayemM Ta
ansnikaTopom B

KapTOHHIlA KopoobLi

OHOBJIEHOTO cepTudikaTy
BiANOBiAHOCTI EBpONeiiChKilt
apmakonei Ne R1-CEP 1996-
020-Rev 07 gna gjtoyoi
PEYOBUHY NlifoKaIHY
rigpoxnopuay Big,
3aTBEPAKEHOTO BUPOOHMKA
MOEHS IBERICA S.L., IcnaHis;
3MiHY | TUNY - NprBeAeHHS
cneuugikauii Ta MeTo4iB
KOHTpoNto AdI nigokaiHy
rigpoxnopuay y BiAnoBigHICTb
[0 B1MOr moHorpadii Lidocaine
hydrochloride monohydrate EP
3a NoKasHUKamMu «Baxki
MeTann» - NOKa3HWK BUTyYEHO
(NpuBeAeHo y BiANOBIAHICTL A0
BMMOr MoHorpadii Lidocaine
hydrochloride monohydrate EP);
npuBefeHo0 METOAMN KOHTPOSIO
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

AN [ilo40i peyoBYHY NigoKaiHy
rigpoxnopuay y BifnoBi4HICTb
A0 Bumor moHorpadii Lidocaine
hydrochloride monohydrate EP
3a NoKasHWKoMm «CynpoBifHi
LOMILLKM»; 3MiHK | Tuny -
nofaHHA OHOBIEHOTO
cepTuguikaty BignoBiAHOCTI
€sponeiicbkiii hapmakonei Ne
R1-CEP 1996-020-Rev 08 gnia
[it04Oi pevoBUHM NigoKaTHy
rigpoxnopuay Big
3aTBEPAKEHOIO BUPOOHMKA
MOEHS IBERICA S.L., IcnaHis

281.

DAPMACYNIH® H
30/70

CycneHsis ans iH'ekuii,
100 MO/mn no 3 mn B
KapTpuaxi; no 5
KapTpuaxis y énictepi;
no 1 6nictepy B nauui 3
KapTOHY;

no 5 mn abo no 10 mny
chnakoHi; no 1 donakoHy
B MauLi 3 KapTOHY

AT "dapmak”

Ykpaina

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHW | TUNY - BHECEHHS 3MiH A0
MeTogis Bunpo6ysaHHs 13 3a
nokasHukoM "CTepubHicTb",
30KpeMa: BUTyYeHHS1 MOBHOIO
onucy NpPoBeAEHHS METOAUKN
BMNPOOYBaHHS; 3MiHM | TUny -
BHECEeHHS 3MiH o p. 3.2.P.7.
Cucrema
KOHTeliHep/3aKynopoBasibHWi
3aci6, 30Kkpema: 3MiHa KONbopy
naacTVKoBOro KoBnayka 3
61aKUTHOTO Ha CYHIWA; 3MiHW |
TUNY - BHECEHHS 3MiH A0
MeTogis BunpobysaHHs /13,
30KpeMa: MeToauKy
BUMPOBYBaHHSA 3a NOKa3HWKOM
"LIMHK" npuBegeHo y
BiANOBIAHICTb A0 MOHOrpadil
EP; 3MiHu | TMNy - BHECEHHA
3MiH o p. 3.2.P.3.4. KoHTposb
KPUTWYHKX CTaAjiin Ta NPOMIKHOT
npoaykLii, 3okpema: 3a
nokasH1kom "Mikpo6He
HaBaHTaXKeHHA" BHECEHHA
He3HaYHVX 3MiH 40 METOANKM
BMNPOGYBaHHSA NPOMDKHOI
npoaykuii

3a peyenmom

UA/2319/01/01

282.

DAPMATEKC

Kpem BariHaibHWi1 1,2
%; no 721y Ty6i y
KOMINEKTi 3
annikaTopom —

NabopaTopis
IHHOTEK
IHTepHacbiioHasTb

dpaHuis

IHHOTepa LLysi,
®paHLia (BUPOOHUK
BiANOBiAa/IbHWIA 3a

BTOPWHHE

PpaHuis

BHECEHHS 3MiH [0
peecTpavuiinHMx maTepianis:
3MiHM | TUMY - OHOB/IEHHS BXE
3aTBEPKEHUX METOLIB

6e3 peyenma

UA/1340/04/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
posaTtopom; no 1 1y6i y nakyBaHHs, KOHTPOJTH0 SIKOCTI NTiKapCbKoro
KapTOHHilA KopooLi KOHTPOb Ta BUMYCK 3acoby, a came: BUKNaAEHHS
cepii); Nabopatopis TEKCTY [epXaBHOK MOBOIO
LLlemiHo, ®paHuis 3ri4HO Cy4YaCHWNX BVMMOT; 3MiHM |
(BUPOBHWK TUNY - BHECEHHS 3MiH [0
BiZiNOBIgabHUIA 3a po3giny “MapkyBaHHs"
BMPOGHMLTBO in (mopaBaHHA dpasm “3rigHo
bulk, nepsuHHe Ta 3aTBEPKEHOro TeKCTy
BTOPUHHE MapKyBaHHA") Ta “Ynakoska”
nakyBaHHS, (YTOUHEHHs); 3anponoHOBaHO:
KOHTPONb cepil) MapkyBaHHs1. 3rifHO
3aTBEPKEHOr0 TEKCTY
MapKyBaHHS. YnakoBka.
[epBUHHA: NO 72 T KPeMy B
anoMmiHieBilt Ty6i. BropuHHa: 1
Ty6a 3 annikatopom-403aTopoMm
Ta IHCTPYKUiE AN MeguyHoro
3aCTOCyBaHHS B KAPTOHHIiA
Kopobui
283. | PEMAPA® TabneTku, BKPUTI Hosaprtic ®apma Al LLiBeiiuapis Bupo6bHuuTBO LLBeiiuapis/ BHECEHHS 3MiH 0 3a peyenmom UA/2721/01/01
N1iBKOBOK 060/IOHKOIO, Hepo3chacoBaHoi ITanisa peecTpauiiHnx matepianis:

no 2,5 mr; no 10
TabneTtok y 6nictepi; no
3 6nicTepu y KapTOHHIN
Kopobui

NpoAyKLii, NepBUHHA
Ta BTOPUHHA
ynakoBKa, KOHTPO/1b
sKocTi: Hoapric
dapma LLUTelH AT,
LLseiuapis;
MNepBuHHa Ta
BTOPWHHA yNakKoBKa,
BWMNYCK Cepil:
HoapTic ®apma
C.n.A,, ltania

3MiHY | TUny - AOMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaKEHHS AiSNbHOCTI
BMpO6HUKa (BK/IOYaKOUK, 3a
HeobxigHOCTI, Micue
NpoBefeHHS KOHTPOJTH0 SIKOCTI),
abo BracHuka Mactep-caiina
Ha A®l, abo nocTavasibHuKa
Adl/BMXigHOrO
MaTtepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 3aCTOCOBYOTLCA Y
BMPO6HULTBI ADI (AKLLO
3a3HayeHo y OCbEe Ha
nikapcbkuii 3acib) 3a BiACYTHOCTI
cepTucpikaTa BiANOBIQHOCTI
€Bponeiicbkili hapmakonei y
3aTBEpAKEHOMY AOCbE, 260
BMPOGHMKA HOBOI JOMOMIKHOI
PEYOBMHM (SIKLLLO 3a3HAYEHO Y
[OCbE) - 3MiHa agpecu micus
NPOBaKEHHS AiNbHOCTI
BUpo6HMKa Novartis Pharma
Schweizerhalle AG, Switzerland,
6e3 3MiHN MicLA BUPOGHMLTBA.
BBefeHHA 3MiH NPOTArom 6-11
MicSLiB NiCNs 3aTBEPAYKEHHS;

3MiHK | TMNy - AAMiHICTpaTKBHI
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

3MiHW. BunyyeHHs BUpOGHUYOI
OinbHUUI (BKNOYAKOUN AiNbHUL
ana A®l, npoMiXXHOro NpoAyKTy
abo roToBOro slikapCcbKoro
3acoby, AinbHULi Ans
NPOBEeEHHS NaKyBaHHs,
BMPOGHWKA, BiAMOBifaIbHOTO 3a
BWMNYCK Cepiid, MicLe
NPOBeLEHHS KOHTPO/IO cepii)
abo nocravanibHuKa BUXiAHOTO
mMaTtepiany, peareHTy abo
[,0MOMDKHOT peqyoBUHN (SIKLLO
3a3HayeHo y fOCbE) -
BUYYEHHSA aslbTepHaATUBHOT
BMPOGHUYOI AinbHUL AD|
netposony Novartis Pharma AG,
Switzerland. HaTomicTb,
Novartis Pharma AG,
Switzerland 6yge i gani
BMKOPWCTOBYBATUCH 4151
KOHTpO/t0 skocTi A®I. BBefeHHs
3MiH NpPOTArom 6-Tu MicsLiB
nicnsa 3aTBepmXeHHs; 3MiHu |
™Mny - 3MiHK 3 SIKOCTi. FOTOBUIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3amiHa abo
BBEEHHS 40AaTKOBOT AifIbHULL
BVMPOGHMLTBA A1 YacTUHU abo
BCbOro BMPOBHMYOro npouecy
roTOBOrO NiKapCbKOro 3acoby
(ZinbHUUSA ANA BTOPUHHOMO
nakyBaHHs1) - BBEEHHSA
[04aTKOBOT AiNbHULI ANs
BTOPVHHOIO NakKyBaHHS
Hosaprtic ®apma C.n.A., Itanis
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALIB NiCNS 3aTBEPAXKEHHS;
3MiHM | TUNY - 3MiHK Woao
6e3nekn/edpeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
3MiHV BHECEHO B IHCTPYKLi0 ANs
Me[MYHOro 3aCTOCYBaHHS LLOA0
HaliMeHyBaHHA Ta
MicLLe3HaxXoMKEHHSI BUPOOHMKaA 3
BIANOBIAHUMW 3MiHAMW Y TEKCTi
MapKyBaHHS YNakoBKu
nikapcbkoro 3aco6y. OHOB/IEHHA
TEKCTY MapKyBaHHS ynakoBKM
NiKapcbKoro 3acoby 3
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n/n

3asiBHUK

KpaiHa

Bupo6HuK

3asiBHUKa

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

284,

BEPNIH-XEMI Al

HimeyunHa

BepniH-Xemi AT,

HimeuunHa

nikapcbKoro 3acoby (3amiHa abo
BignoBifae 3a BBeE3eHHA Ta/abo

KOHTPO/b/BUNPOBYBaHHA cepii -

cepii. BBeieHHs1 3MiH NpOTArom

BHECEHHAM iHhopMmalLii Lwoao
3a3HaYeHHs OAUHULL
BMMIpIOBaHHSA y cuctemi Sl
BBegeHHs 3MiH NpoTArom 6-tm
MiCALB NiCNA 3aTBEPOXKEHHS;
3MiHY | TUNY - 3MiHK 3 SKOCTI.
[oTOBMIA NiKapcbKuii 3acio.
3MiHV Yy BUPOGHMLTBI. 3amiHa
abo BBeEHHA 404ATKOBOI
AiNbHULI BUPOGHMLTBA 415
4acTVHM abo BCbOro
BMPOBHMYOro NpoLEecy roToBoro
nikapcbKoro 3acoby (finbHMULA
AN NePBUHHOTNO NakyBaHHS) -
BBEEHHS 404aTKOBOT AiNIbHUL
AN NePBUHHOTO MaKyBaHHS
Hosaprtic ®apma C.n.A., Itanis
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALIB NiCNS 3aTBEPAXKEHHS;
3MiHKW | TUNY - 3MiHU 3 AKOCTI.
FOTOBWIA Nnikapcbkuii 3aci6.
3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/amiHu, Lo
CTOCYHOTbCSl BUMYCKY Cepii Ta
KOHTPOJIH0 SKOCTi FOTOBOrO

[ofaBaHHA BUPOOHUKA, WO
BUNycK cepii) - He Bkovaroum

3amiHa BUPOGHKKa,
Bi4NoBiAa/IbHOIO 3a BUMYCK

6-TK micAwiB nics
3aTBEPAKEHHS

Ha3sBsa nikapcbko20 dopma sunycky
3acoby (nikapcbka ¢hopma,
ynakoska)
®JIABAMEA® Tabnetku wunydi no 60
MAKC TABJIETKU mr no 10 TabneTok y
wunyui Ty6i; no 1 Ty6i B
KapTOHHI Kopobui

Himeuunna
(BUPOBHVIK, L0
BUKOHYE BUMYCK
cepii); Fepmec
dapma N'vbX,

HimeuunHa
(BMPOGHWYIK, L0

BUKOHY€E
BMPOGHMLTBO "in
bulk", nakyBaHHs,
KOHTPO/b SIKOCTI)

chapmakoHarnsgy. BeegeHHs
hapmakoHarnsgy (BBefeHHs

3MiHa yNOBHOBaXeEHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol

BHECEHHS 3MiH 0

peecTpauiiHux maTepianis:
3MiHK | TNy - 3MiHW WoA0
6e3nekn/edpeKTNBHOCTI Ta

a60 3MiHM [0 y3arasibHeHuX
AaHvX Npo cuctemy

y3arasibHeHUX JaHux npo
cuctemy thapmakoHarnsgy,

6e3 peyenma

0cobu 3 hapmakoHarnsgy

UA/3591/03/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3as1BHMKa 4715 34iCHEHHS
hapMakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOB&XEHOT 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapMakoHarnagy (Bkirovaoun
KOHTaKTHI faHi) Ta/abo 3MiHn y
po3MiLLieHHi MacTep-thaiina
cuctemu chapmakoHarnsgy) -
3MiHa KOHTaKTHOT 0co6m
3asBHVKa, BiANOBIAA/IbHOT 38
thapmakoHarnsg B Ykpaii.
MponoHoBaHa pepakuis: Kyuep
MapuHa BacuniBHa. 3MiHa
KOHTaKTHUX AaHUX KOHTaKTHOI
0Cco6M 3as1BHMKA, BignoBigasibHOT
3a 3gjlicHeHHsa hapMakoHarnsay
B YKpaiHi

285.

®/TABAMEA®
PO34VH BI4
KALUMO

pO34uH opasibHUiA, 15
mr/5 mn; no 60 mn aéo
100 mn y chnakoHi; no 1
th1akoHy 3 MipHOHO
NOXKOIO B KAPTOHHIl
Kopobui

BEP/NIH-XEMI Al

HimeuunHa

BEPNIH-XEMI A"

HimeuunHa

BHECEHHS 3MiH [0
peecTpavuiiHux matepianis:
3MiHKM | TRy - 3MiHW WOA0
6e3nekn/edreKTBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHN [0 y3arasibHeHNX
[aHuX Npo cuctemy
thapmakoHarnagy (BBegeHHs
y3araslbHeHUX AaHnx npo
cuctemy dhapmakoHarniagy,
3MiHa yNOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy; KOHTakTHOT
ocobu 3 hapmakoHarnsgy
3asBHMKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi,
SKLLO BOHa BigMiHHa Bif,
YNOBHOBaXEHOT 0COo6M,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapMakoHarnagy (Bkirovaroum
KOHTaKTHI faHi) Ta/abo 3MiHn y
po3MilLieHHi macTep-chaiina
cuctemu hapmakoHarnagy) -
3MiHa KOHTaKTHOI 0co6u
3asBHMKa, BiANOBiAA/IbHOT 32
hapmMakoHarnag B YKpaiHi.
MponoHoBaHa pepakuis: Kyuep
MapuHa BacuniBHa. 3miHa
KOHTaKTHUX faHNUX KOHTaKTHOT

ocobu 3asBHUKA, BiANOBIAA/IbHOI

6e3 peyenma

UA/3591/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3a 3gjlicHeHHs chapmakoHarnsgy
B YKpaiHi

286.

onyIMyunn

Tabnetku wunydi no 600
Mr no 2 Tabnetkn y
6nictepi; no 5 6nictepis
Y KapTOHHI nauui

3amboH C.IM.A.

ITanis

3amboH
CaiTuepnaHg /14,

Llseiiuapis

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHK | Tuny: 3MiHK Woao
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
BHECEHHS 3MiH [0 po34iny
«MapkyBaHHs» MKA N13:
3arBepakeHo: MapkyBaHHS
Joknagaetbcsa. 3anponoHoBaHo:
MapkyBaHHs BignosigHo o
3aTBEPAKEHOrO TEKCTY
MapkyBaHHSA. OHOB/IEHHSA TEKCTY
MapKyBaHHS yNakoBKU
nikapcbKoro 3acoby 3
BHECEeHHAM iHhopmMalii Wwoao
3a3HaYEHHs1 O4UHULb
BMMIipIOBaHHSA y cuctemi Sl;
3MiHuW | TUNY: AAMIHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NPOBaPKEHHS AISNIbHOCTI
BMpO6HMKa/iMnopTepa roToBoro
nNiKapcbKoro 3acoby, BKIoHaUn
LOinbHULL BUNYCKY cepii abo
MicLe NpoBefEHHS KOHTPO/HO
AKOCTI. (BIANbHICTb, 3a AKY
Bignosigae BUPOGHUK/iMNopTep,
BK/IO4A0UM BUMYCK Cepili) -
3MmiHa agpecu BupobHuka N3
3amboH CaiTuepnaHg /T4,
LLIseliapisi, 6€3 3MiHN Micus
BMPOGHMLTBA. 3MiHV BHECEHO B
IHCTPYKUiO AN MeguyHoro
3aCTOCyBaHHSA W00
MiCLLe3HaXOKEHHS BUPOOHUKA 3
BiANOBIAHMMM 3MiHAMU Y TEKCTI
MapKyBaHHS yNakoBKu
NiKapcbKoro 3acoby

6e3 peyenma

UA/3083/01/01

287.

DJTYMASEHIN
DAPMACENEKT

pO34uH ANs iH ek, 0,1
Mmr/mn; no 5 mn B
amnyni, no 5 a6o 10
amnysn y KapTOHHii
Kopobui

dapmacesniekt
IHTepHeLwHN
BeTeniranra Mi6X

ABCTpIs

KBizga
dapmagncTpmbbIOLL
H [M6X , ABCTpis
(BTOpPUHHE
nakyBaHHs); Papma
Mak XaHrepi
louepriapTo
Kopnaront

AscTpisi/
YroplmHa/
PpaHuis

BHECEHHS 3MiH [0
peecTpavuiinHMx maTepianis:
3MiHK | TUNY - 3MiHW WOA0
6e3nekun/edekTBHOCTI Ta

thapmakoHarnsgy. BeegeHHs

a60 3MiHU [0 y3araslbHEHNX
[aHuX nNpo cuctemy

hapmakoHarnsgy (BBefeHHs

3a peyenmom

UA/18091/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
denenocery y3araslbHeHUX JaHuX npo
Tapwawar (Papma cuctemy dhapmakoHarnagy,
Mak XaHrepi 3MiHa YNOBHOBaXEHOI 0cobu,
Kdpt.)/Papma Mak BiANOBIAA/IbHOI 3a 34iiCHEHHS
XaHrepi /114., thapmakoHarnsgy; KOHTaKTHOl
YropuwuHa ocobu 3 hapmakoHarnsgy
(BTOPUHHE 3a8BHMKa AN 34IICHEHHS
nakyBaHHs); thapMakoHarnagy B Ykpaii,
dapmacenekr AKLLIO BOHA BigMiHHA Bif,
IHTEepHeLHN YMOBHOB&XEHOT 0cobw,
BeteniraHra rmé6X, BiANOBIAa/IbHOI 3a 34iiCHEHHS
ABCTpIsi (BUPOBHUIK, hapMakoHarnsgy (Bkirovaoun
SKuiA Bignosigae 3a KOHTaKTHi faHi) Ta/abo 3MiHn y
BUNyCK cepil); po3MiLLieHHi MacTep-thaiina
LIEHEKCI, ®paHuis cuctemu chapmakoHarnsgy) -
(Bunyck npogykuii in 3MiHa KOHTaKTHOI 0co6u
bulk, nepsuHHe Ta 3asBHVKa, BiANOBIAA/IbHOT 38
BTOPVHHE thapmakoHarnag B Ykpaii.
nakyBaHHS, MponoHoBaHa pegakuis:
KOHTPO/b SIKOCTI) Benbrow CaitnaHa MukonaiBHa.
3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOi 0CO6M 3asBHUKA,
BignoBiganbHOI 3a
thapmakoHarnag B Ykpaini
288. | POCTEP aepo3osb Ans K'esi ABCTpIs BMPOGHMLTBO, ITanis/ BHECEHHS 3MiH 40 3a peyenmom UA/16438/01/01
iHransuii, no3oBaHuiA, dapmac'tioTikens KOHTPONb, 36ip ABCTpist peecTpavuiiHux maTepianis:
100+6 mkr/go3y no 120 X HarnoBHEHMNX 3MiHK | TUny - 3MiHK 3 SKOCTI.
[03 Y KOHTeliHepi; no 1 KOHTEliHepiB Ta [oTOBMIA NikapcbKuii 3acio.
ab0 2 KoHTeliHepy 3 nakyBaHHs: 3MiHM Y BUPOOHULTBI. 3MiHa

[03YH4YMM K1anaHoM i
pO3MNM0HYOI0
HacafKol Ta 3aX1CHUM
KOBNAYKoM Y KapTOHHil
Kopo6ui; no 180 o3y
KOHTeliHepi; no 1

KOHTEHepy 3 A03Y4UM

KnanaHom i
pO3NW0HYOI0
HacafKo Ta 3aX1CHUM
KOBMAa4KOM Y KapTOHHil
Kopobui

K'esi dapmaveytuui
C.n.A,, Itanis;
36ip HanoBHEHNX
KOHTelHepiB Ta
nakyBaHHS:
[.1. dapma N'M6X,
ABCTpISi;
BWMNYCK Cepil:
K'esi
dapmac'toTikens
M6X, ABCTpis;
KOHTPO/b cepil:
YIMAH C.P.N.,
ITania

iMnopTepa/3miHu, Lo
CTOCYOTbCS BUMYCKY Cepii Ta
KOHTPO/I0 SIKOCTi FOTOBOTO
nikapcbkoro 3acoby (3amiHa abo
00JaBaHHS Ai/TbHULI, Ha SKil
3iACHI0ETbCS
KOHTPONb/BMNPOGYBaHHSA cepii) -
[JopasaHHsA Bupo6Huka YIMAH
C.P.N., Itanis, BignosigansHoro
3a KOHTPO/Ib cepii; 3MiHu | Tuny -
3miHu 3 sKocTi. CepTudikar
BignosigHoCTI/IE-cepTudcikat
BiANOBIAHOCTI EBPONEChKIN
thapmakonei/MoHorpadii.
MopaHHA HoBoro abo
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUyYEHHS
cepTuduikara BiZnNoBiLHOCTI
€Bponeiicbkiin hapmakonei: ans
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Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu

Howmep
peecmpayiliHo2o

n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

BUPOGHUKa

Adl; gns BuxigHoro

Bionycky

nocsio4YeHHs

MaTepiany/peareHTy/npomMiKHOIro
NPoOAYyKTY, WO
BUKOPVCTOBYHOTBCS Y
BUPO6HUUTBI ADI; Ans
[0MOMDKHOT pEYOBUHM
(cepTudikaT BigMoBIAHOCTI
€Bponelicbkiin hapmakonei) -
OHoBNEHWIA cepTUdikar Big, yxe
3aTBEPAKEHOI0 BUPOOHMKA -
MNogaHHHA oHosneHoro CEP R1-
CEP 2005-171-Rev03
(nonepegHs Bepcia R1-CEP
2005-171-Rev02) ons gitoyoi
peyoBuHM hopmoTepony
dhymapaTy aurigparty Bif Bxe
3aTBEPAKEHOTO BUPOOHMKA
IHpacTpiane Kemika C.P.J1.,
ITanis; 3minu | TMRY -
AOMiHICTpaTUBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu
MiCLii MPOBaKEHHS AiNIbHOCTI
BMpOGHUKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIOYaum
AiNbHULI BUNYyCKy cepii abo
MicLie NpoBeAEHHS KOHTPO/I0
AKOCTI. (AIANbHICTb, 3a AKY
BiANOBigae BMPOGHMK/iMNopTep,
He BK/Iouatoun BUMYCK cepiid) -
BunyyeHHs agpec BUPOOHNUMNX
AiNbHUUB AN BUpo6HuKa IM.J1.
®apma N'vb6X, ABCTpIs,
BiAnosigasibHoro 3a 36ip
HanoBHEHWX KOHTelHepiB Ta
nakyBaHHS1, «BY/1.
aHcTepepracce, 12, 1160
BigeHb» Ta «By/n. ApHeTracce,
3, 1160 BigeHb», OCKinbku
3a3HaveHi agpecu €
aAMiHICTPaTVBHUMW OAVNHVLAMU
Ta He BUKOHYIOTb BUPOBHNYMX
dyHKUil. AKTyanbHa AinbHULSA,
[ie BYKOHYETbCA BUPOOHNLTBO,
3HaxXoAMTLCS 3a aApecoro «By/.
[aHcTepepracce, 9-13, 1160

ans BupobHuka I.J1. dapma
'M6X, ABCTpis

BigeHb», sika BXe 3aTBepakeHa

BHECEHHS 3MiH Ao

UA/8185/01/01

3a peyenmom

AcneH ®apma

IpnaHgis

AcrneH Hotep [lam

PpaHuis

289.

PPAKCUMAPUH®

PO34MH NS iH'EKLIMN,
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

9500 MO aHTu-Xa/mn,
no 0,6 mn (5700 MO
aHTU-Xa) y nonepefHbL0
3arnoBHEHOMY LUMPWLL;
no 2 wnpuua B 6nictepi;
no 5 6nictepis y
KapTOHHI Kopo6Li; Mo
0,8 mn (7600 MO aHTK-
Xa) y nonepefHb0
3arnoBHEHOMY LUMPWLL;
no 2 wnpuua B 6nictepi;
no 5 6nictepis y
KapTOHHI Kopoo6Li

TpewngiHr Nimiteq,

ne boHaesinb

peecTpauiiHnux matepianis:
3MiHK | TUNY - goAaBaHHSA
anbTepHaTeBHoro metogy qPCR
(Ha ginbHuui Aspen Oss, sika
BiAnoBiAa/IbHa 3@ BUrOTOB/IEHHS
BUXIAHOTO MaTepiany, renapuHy
HaTpito). [itounit meTog qPCR
6yne 36epexeHunii. AinbHULSA
[0Aa€E anbTepHaTUBHUIA MeToq,
gPCR (cuctema N/1P y
peanibHOMY Yaci QuantStudio 6
Flex) go pocbe; 3MmiHu | Tuny -
BBEJIeHHA [104aTKOBOro
aHaniTM4yHoro metoay «BmicT
rpynu N-NO” (gns gitoyoi
PeyoBVHN HagponapuHy
KasibLito, Ha AinbHUL Aspen
NDB); 3MiHu | TUny - BUNy4YeHHsA
He3HauHOro MokKasHuKa sSIKoCTi, a
came: TecTy «MonekynspHuii
po3snogin» i3 cneyudikayii Ha
TEepMiH NpugaTHoCTi, Ta
BiAnosigHoOro iomy metoay
BMNPOBGOBYBaHHS; 3MiHM | TNy -
BUAAJIEHHA TECTY Ha
MOJIEKY/IAPHUIA po3noAin i3
3aTBEPPKEHOr0 NPOTOKO/Y
CTabiNIbHOCTI Aj040T peyoBUHU
HaaponapuHy KanbLjiio Ha
AinbHUUi Aspen NDB. [laHoto
3MiHOl NepefbavaeTbes
3MIHUTU 3aTBEPMKEHWI
NPOTOKON CTabifIbHOCTI Ajtoyoil
peyoBuMHW, K Lie nepefbayeHo y
nigpo3gini 3.2.S.7.1 Pestome
040 CTabiNIbHOCTi Ta BUCHOBKM
[Aspen NDBJ; 3miHu | Tuny -
3MiHM [0 BUNPOOYBaHHSA Ha
HaTpiii gna A®I (determine the
sodium content by atomic
absorption spectrometry Ph.
Eur., Method |, 2.2.23):
BMKOPUCTaHHS IHLIOI laMnu Ta
pi3He NpUroTyBaHHsA
CTaHfapTHUX Ta
BMNPO6OBYBaHNX PO34YUHIB (4715
[ito40i pevoBUHY HaaponapuHy
KauibLjitlo Ha finbHuLi Aspen
NDB); 3miHu | TMNY - gogaBaHHs
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

a/IbTEPHATMBHOMO aHasTiTUYHOIO
meToay «BwmicT etaHony
meTogom MX». Cneyucpikauis
[i040i peYOBMHY HagpoNnapuHy,
BK/tOYEHa [0 po3giny 3.2.5.4.1
Cneuudpikauisi(-1) [AcneH NDB],
6yna 3miHeHa WAsxXoM
nocvNaHHA Ha anbTepHaTUBHWIA
aHaniTUYHNI MeTof,
BMNPOGYBaHHS; 3MiHW | TUny - y
3B'AA3KY 3 OHOB/IEHHAM
MoHorpadii €sp.Papm. ans
renapviHy 6ysm 3yMoBeHi
HaCTYMHi 3MiHW, a came: - 3MiHn
B KpUTEPIAX NPUAHATHOCTI
€KCK/TH03MBHOI Xpomartorpadii
(4N fio4voi pevyoBuHU
HagponapyiHy KasbLiito, Ha
AinbHuui Aspen NDB); -
BupaaneHHs TecTy Ha Baki
mMeTanm (AN BUXigHOTo
martepiasly renapuHy, Ha
ninbHULUi Aspen Oss Ta
Bioiberica Ta gns gitovoi
PeyoBVHM HaAponapuHy
KasibLito, Ha AinbHUL Aspen
NDB). TecT Ha Baxki MeTasn
BW/TYYEHO 3 HACTYMHWX PO3ZiNiB:
'enapuH HaTpIO: AinbHUUA
Aspen Oss - 3.2.5.4.1
Cneuudikauisi(-); FrenapuH
Hartpito: Bioiberica - 3.2.5.4.1
Cneuudpikania(-i), Ta 3.2.5.4.2
AHaniTnuHi metoankn; Ad|
HagponapuH Kanbuito: 3.2.S5.4.1
Cneuudpikania(-i), 3.2.5.4.2
AHaniTU4YHI MeToaNKK, Ta
3.2.5.4.5 O6rpyHTyBaHHs
cneumdikauii. - Pegakuiiva
3MiHa, fiKa NoNsArae B OHOB/IEHHI
[0CbE 3 MOCUIAHHAM Ha
BiANOBIAHY MOHOrpadito €Bp.
®apwm. (oo Aio4oT peHOBUHN
HaaponapuHy KanbLjilo Ha
AinbHuui Aspen NDB)

290.

DPAKCUMAPUH®

PO34MH A8 iH'EKLN,
9500 MO aHTuK-Xa/mn;
no 0,3 mn (2850 MO
aHTK-Xa) abo no 0,4 mn

AcneH ®apma
TpelgiHr NimiTeq,

Ipnangis

AcneH Hotep Jam
ne boHaesinb

®paHuisa

BHECEHHS 3MiH 40
peecTpavuiiH1ux maTepianis:
3MiHM | TUNy - ogaBaHHA
asibTepHaTnBHoro metogy qPCR

3a peyernmom

UA/2970/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
(3800 MO aHTK-Xa) y (Ha ginbHuui Aspen Oss, sika
nonepeaHLo

3arnoBHEHOMY LUMPULLY;
no 2 wnpuum B 6icTepi;
no 5 6nictepis y kopobui

BiAnoBiAa/IbHa 3@ BUrOTOB/IEHHS
BUXIAHOrO MaTepiany, renapuHy
HaTpito). [itounit meTog qPCR
6yne 36epexeHunii. AinbHULSA
[0Aa€ anbTepHaTUBHUIA MeToq,
gPCR (cuctema N/1P y
peanibHOMY Yaci QuantStudio 6
Flex) go pocbe; 3MiHu | Tuny -
BBEJIeHHA [104aTKOBOro
aHaniTM4yHoro metoay «BmicT
rpynu N-NO” (gns gitoyoi
PeyoBVHN HagponapuHy
KasibLito, Ha AinbHUL Aspen
NDB); 3MiHu | TUny - BUNy4YeHHs
He3HauHOro MokKasHuKa SIKOCTi, a
came: TecTy «MonekynsapHuii
po3snogin» i3 cneyudikaii Ha
TEepMiH NpugaTHoCTi, Ta
BiAnoBigHoOro iomy metoay
BMNPOBOBYBaHHS; 3MiHM | TNy -
BUAAJIEHHA TECTY Ha
MOJIEKYIAPHUIA po3nogin i3
3aTBEPPKEHOr0 NPOTOKO/Y
CTabiNIbHOCTI Ajl040T peyoBUHU
HaaponapuHy KanbLjilo Ha
AinbHuUi Aspen NDB. [laHoto
3MiHOl NepeabavaeTbes
3MIHUTU 3aTBEPKEHWI
NPOTOKON CTabifIbHOCTI Ajtoyol
peyoBuMHW, K Lie nepefbayeHo y
nigpo3gini 3.2.S.7.1 Pestome
040 CTabiNlbHOCTi Ta BUCHOBKM
[Aspen NDBJ; 3miHu | Tuny -
3MiHM 0 BUNPOOYBaHHSA Ha
HaTpiii gna A®| (determine the
sodium content by atomic
absorption spectrometry Ph.
Eur., Method |, 2.2.23):
BMKOPUCTaHHS IHLIOI laMnu Ta
pi3He NpUroTyBaHHA
CTaHfapTHUX Ta
BMNPO6OBYBaHNX PO34YUHIB (4715
[ito40i pevoBUHY HaaponapuHy
KauibLjitlo Ha finbHuLi Aspen
NDB); 3miHu | TUny - foaaBaHHSA
aNbTepHaATMBHOrO aHaliTUYHOro
MeToay «BmicT eTaHony
meTogom X». Cneundcpikauis
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

[i040i peyYoBMHY HagponapuHy,
BK/tOYEHa [0 po3giny 3.2.5.4.1
Cneuudpikauisi(-1) [AcneH NDB],
6yna 3miHeHa LWAsSxXoM
nocvNaHHA Ha anbTepHaTUBHWIA
aHaniTUYHNI MeTos,
BMNPOBYBaHHS; 3MiHW | TNy - y
3B'AA3KY 3 OHOB/IEHHAM
MoHorpadii €sp.Papm. ans
renapviHy 6ysm 3yMoB/eHi
HaCTYMHi 3MiHW, a came: - 3MiHn
B KpUTEPIAX NPUAHATHOCTI
€KCK/TH03MBHOI Xpomartorpadii
(8N fio4voi pevyoBuHU
HagponapviHy KasbLiito, Ha
AinbHuui Aspen NDB); -
BupaaneHHs TecTy Ha Baki
mMeTanm (aNs BUXigHOTo
martepiasly renapuHy, Ha
ninbHULUi Aspen Oss Ta
Bioiberica Ta gns gitovoi
PeyoBVHM HaAponapuHy
KasibLito, Ha AinbHULI Aspen
NDB). TecT Ha Baxki MeTasn
BW/TyYEHO 3 HACTYMHWX PO3ZiNiB:
'enapuH HaTpIO: AinbHUUA
Aspen Oss - 3.2.5.4.1
Cneuyudikauisi(-1); FrenapuH
Hartpito: Bioiberica - 3.2.5.4.1
Cneuudpikania(-i), Ta 3.2.5.4.2
AHaniTnuHi metoankn; Ad|
HagponapuH Kanbuito: 3.2.S5.4.1
Cneuucpikanisa(-i), 3.2.5.4.2
AHaniTU4YHI MeToaukK, Ta
3.2.5.4.5 O6rpyHTyBaHHs
cneumdikauii. - Pegakuiiva
3MiHa, fiKa NoNsArae B OHOB/IEHHI
[0CbE 3 MOCUIaHHAM Ha
BiANOBIAHY MOHOrpadito €Bp.
®apwm. (oo AiloUoT PeHOBUHN
HaaponapuHy KanbLjiio Ha
AinbHuui Aspen NDB)

291.

XNOPODININT®

pO34uH oniliHunia, 20
mr/mn no 25 mn a6o 30
My chnakoHi; no 1
chakoHy y nauui

MAT "ranuucpapm”

YKpaiHa

MNAT "Tannucapm”

Ykpaina

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHn | TURY - AgMIHICTPaTUBHI
3MiHn. 3miHa Ha3su APl abo
[0NOMDKHOT PEYOBUHM -
3MmiHa Ha3Bu Adl, 6e3 3MiHK

6e3 peyenma

UA/4551/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

AKICHOrO Ta KiNIbKiCHOTO cknagy
JNIPC: 3MiHM BHeceHi y po3gin
"Cknag" B iHCTpYyKLilO AN
MeJMYHOr0o 3aCTOCYBaHHS
niKkapcbKoro 3acoby Ta sk
HacnifokK - BIANOBIAHI 3MiHW y
TEKCTi MapKyBaHHS ynakoBK/
nikapcbKoro 3acoby.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCsAILB Nic/1A 3aTBEPAKEHHS.

292.

LE®OPT

NOPOLLOK A/15 PO3YNHY
Ans iH'ekuiii abo iHdysii
no 2 r NOPOLLKY y
thnakoHi; no 1 a6o no 10
(h/1aKOHIB y KapTOHHIi
nauui

AHTMGIOTMKN CA

PymyHis

AHTUBIOTUKIN CA,
PymyHis
(TecTyBaHHs, BUMYCK
cepii); CiHodhapm
XuoH (LLeHbwkeH)
dapmacboTuKa
Ko., NiTg., Kutaii
(BPO6GHMLTBO
KIHLLeBOro NpoAayKTy,
nepBuHHe
nakyBaHHs,
BTOPUHHE
nakyBaHHs)

PymyHis/
Kutaii

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHM | TUny - 3MiHK Woao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
ab0 3MiHU [0 y3araslbHEHNX
[aHuX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy hapmakoHarnagy,
3MiHa yNOBHOBaXEHOI 0cobw,
BignoBifa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHMKa 415 34iICHEeHHS
hapmakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MiLLLeHHI MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3MiHa KOHTaKTHOT 0co6m
3asBHVKa, BiANOBIAA/ILHOT 38
thapmakoHarnsg B Ykpaii.
MponoHoBaHa pegakuis:
Kunpunisa NanuHa eopriiBHa.
3MiHa KOHTaKTHMX AaHnX
KOHTaKTHOi 0COOU 3asBHUKA,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsagy B Ykpaini

3a peyenmom

UA/18819/01/02

293.

LE®TASNIUM
IOPISI-APM

MOPOLLOK A/ PO3YUHY
Ans iH'ekuii no 1000 wr,
no 1 a6o no 10
thnakoHiB y KopobLi

TOB "lOpia-®apm”

YKpaiHa

TOB "tOpis-Papm”,
YKpaiHa (nakyBaHHs
i3 hopmu in bulk
HCIC Xe6eli
XyaMiH
dapmacbioTikan

Ykpaina

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHW | TUNY - 36iNbLUEHHHSA

po3mipy cepii MN3: gna

[o3yBaHHs 1000 mr: 3 "Big, MiH.

20 000 go makc. 80 000

3a peyernmom

UA/18147/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Komnasi flimites, dhnakoHiB" Ha "Big MiH. 20 000
Kutai) 00 Makc. 150 000 donakoHis"
294. | UE®TPUAKCOH- NMOPOLLOK 418 PO3UNHY MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 0 3a peyenmom UA/6340/01/01
AAPHUUSA ans iH'ekuiii, o 0,5ry "®apmavleBTUYHa "®apmavneBTUYHa peecTpauiiHux maTepianis:
dhnakoHi; 1 pnakoH i3 ipma "OapHuus” hipma "OapHuus” 3MiHK | TUNY - 3MiHW BHECEHO A0
MOPOLLKOM Yy navui; 5 IHCTPYKUIiT 4NnA MeanyHoro
dp/1aKoHIB 3 MOPOLLKOM Y 3aCTOCyBaHHSA NiKapCbKOro
KOHTYPHIli YapyHKOBIi 3acoby A0 po3giny «Mo6iyHi
ynakosui, no 1 peakujii» Loa0 po3BUTKY
YapyHKOBIli ynakoBLj y renaTobiniapHnx posnagis
naJui; 1 dpnakoH 3 BiANOBIAHO 0 OHOB/IEHOT
MOPOLLKOM Y KOMMNJIEKTi 3 iHdhopmawuii 3 6e3nekn
1 amMnyni010 PO3YNHHUKA 3aCTOCYBaHHSA Ait0H0T PeYOBUHN.
(Boga pons iH'ekujin- BBefeHHSA 3MiH NPOTArom 6-1u
[apHuuyga) no 5 mn abo MiCALB NIiC/A 3aTBEPAXKEHHS;
no 10 mn BiAnNoBIgHO y 3MiHM | TUMy - 3MiHW BHECEHO 0
KOHTYPHIli YapyHKOBIi IHCTPYKUIT ANS MeanYHOro
ynakosui, no 1 3aCTOCYBaHHSA NiKapCbKoro
KOHTYPHIli YapyHKOBIi 3acoby Ao po3gainis
ynakoBLi y nayui; no 40 «OCc061BOCTI 3aCTOCYBaHHS
thnakoHiB y kopobLyi Ta «[MobiuHi peakuji» Wwoao
pO3BUTKY eHuedatonarii
BiANOBIAHO 0 OHOB/IEHOT
iHdhopmawuii 3 6e3neku
3acTOCyBaHHS Ajil0H0i Pe4YOBUHM.
BBefeHHA 3MiH NPOTArom 6-1u
MicSLiB NiCNs 3aTBEPAYKEHHS;
3MiHW | TUMy - 3MiHW BHECEHO 0
IHCTPYKUIT ANS MeanYHOro
3aCTOCYBaHHS NiKapCbKoro
3acoby Ao posgainis
«OCc061BOCTI 3aCTOCYBaHHS
Ta «[MobiuHi peakujii» Wwoao
po3suTKy DRESS-cuHapomy Ta
peakuii Apuvwa-repkcreiimepa
BiANOBIAHO 40 OHOBNEHOI
iHchopmawii 3 6e3nekn
3acToCyBaHHSA Ait040l PEHOBUHN.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALIB MiC/1A 3aTBEPLKEHHS
295. | ULE®TPUAKCOH- NOPOLUOK A/15 PO3UYUHY MpAT YKpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 3a peyenmom UA/6340/01/02
AAPHULA ans iH'ekuiii, no 1,0 ry "GapmaLeBTyHA "®apmMaueBTnYHa peecTpauiiHnx matepianis:

donakoHi; 1 pnakoH i3
NOPOLLKOM Yy nauui; 5
h/1aKOHIB 3 MOPOLLKOM Y
KOHTYPHIli YapyHKOBIi
ynakosLi, no 1
YapyHKOBIli ynakoBLj y

chipma "OapHuus”

chipma "OapHuus”

3MiHK | TUNY - 3MiHW BHECEHO 0
IHCTPYKLUIT ANS MeANYHOTO
3aCTOCYBaHHS NiKapCbKoro

3acoby Ao po3giny «MobivHi
peakujii» L1040 po3BUTKY
renatobiniapHnx posnagis
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
nauuj; 1 donakoH 3 BiMNOBIAHO A0 OHOB/IEHOT
NMOPOLLKOM Y KOMMNAEKTi 3 iHchopMmawii 3 6e3nekn
1 aMnynot posyMHHMKa 3aCTOCyBaHHS Ail040I Pe4YOBUHMN.
(Boga ans iH'ekuiii- BBefeHHs 3MiH NpoTArom 6-Tu
[LapHuusa) no 5 mn abo MiCALB NiCNA 3aTBEPOXKEHHS;
no 10 mn BiAnNoOBIAHO Y 3MiHW | TUMY - 3MiHW BHECEHO [0
KOHTYPHIli YapyHKOBIi IHCTPYKUIiT 4ns MeanyHoro
ynakosLi, no 1 3aCTOCyBaHHSA NiKapcbKoro
KOHTYPHIIn YapyHKOBIlA 3acoby Ao po3ginis
ynakoBLji y nayui; no 40 «OCO06NNBOCTI 3aCTOCYBaHHS»
donakoHiB y KopobL,i Ta «[Mo6iuHi peakuii» Wwono
pO3BUTKY eHuedanonarii
BiMNOBIAHO A0 OHOB/IEHOT
iHchopMmawii 3 6e3neku
3aCTOCyBaHHSA Ail040l PEYOBUHN.
BBegeHHA 3MiH npoTArom 6-tm
MiCALB NiCNA 3aTBEPOXKEHHS;
3MiHY | TUMY - 3MiHW BHECEHO [0
IHCTPYKUIiT 4ns MeanyHoro
3aCTOCyBaHHSA NiKapcbKoro
3acoby Ao posgainis
«OCO06NNBOCTI 3aCTOCYBaHHS»
Ta «[Mo6iuHi peakuii» Wwoao
po3suTky DRESS-cuHapomy Ta
peakuii Apwvwa-Iepkcreiimepa
BiANOBIAHO 4,0 OHOB/IEHOT
iHdhopmawuii 3 6e3neku
3acTOCyBaHHS Ail0H0i Pe4YOBUHM.
BBefeHHA 3MiH NPOTArom 6-1u
MiCALIB MIiCNA 3aTBEPL)KEHHS
296. | UMNPOHEKC® Kpanni O4Hi Ta BYLLHI, dapmaneBTUYHNIA Monbwa BapLuaBcbkuii Monbwa BHECEHHS 3MiH g0 3a peyenmom UA/14617/01/01
po3uurH 0,3 % no 5 mn B 3aB0o/, hapmaLeBTUYHNI peecTpavuiiHux maTepianis:
noslieTueHoBoOMy "MONTbOAPMA" 3aBog Monbdha AT 3MiHKM | TUNY - NOAAaHHSA
chnakoHi-KpanesbHuL,; C.A. OHOBJ/IEHOrO cepTudikaty
no 1 cpnakoHy B BiANOBIAHOCTI EBpONEiiChKilt
KapTOHHI Kopobui thapmakonei R1-CEP 1998-090-
Rev 09 ansa Aol Ciprofloxacin
hydrochloride Big Bxe
3aTBEpPAKEHOro BUpo6HMka SUN
PHARMACEUTICAL
INDUSTRIES LIMITED, India
297. | UAMPO®/IOKCO® | Kpanni O4Hi/ BYLLHI, ToBapucTBo 3 YkpaiHa K.O. Pomcbapm PymyHis BHECEHHS 3MiH 40 3a peyenmom UA/15845/01/01
APM po3uuH 0,3% no 5 mny o6MexeHo Komnani C.P.J1. peecTpauiiHux maTepianis:
dhnakoHi-kpanenbHUL; BiANOBiAANLHICTIO 3MiHK | TUNy - 3MiHW WoA0
no 1 chakoHy- "POPC-®PAPMA 6e3nekn/epeKTNBHOCTI Ta
KpanesnbHuULi y ANCTPUBIOLLH" thapmakoHarnagy. BeeseHHs

KapTOHHIlA KopooLi

a60 3MiHM [0 y3arasibHeHUX
[OaHvX Npo cuctemy
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy thapmakoHarnsgy,
3MiHa yNMOBHOBaXeEHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
0ocobu 3 hapmakoHarnsgy
3asBHUKa 419 3AiICHEHHS
thapmakoHarnagy B Ykpaii,
SIKLWO BOHA BiAMIHHA Bif
YMOBHOBaXEHOT 0co6Y,
BiNOBIAaAbHOT 3a 34iICHEHHS
thapmakoHarnsgy (Bkao4yarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
pO3MiLLeHHI MacTep-thaiina
cuctemn chapmakoHarnsgy) -
NponoHOBaHa pefakLis:
KpacHoLiokoBa HOonist
BikTopiBHa. 3MiHa KOHTaKTHUX
[aHuX yrnoBHOBaXeHO! 0cobu
3a8BHVKa, BigNoBigabHOT 3a
hapMakoHarnsg

298.

LUNTPAMOH-®

Tabnetku, no 6 abo no
10 TabneTok y
6nictepax; no 6
Tabnetok y 6nictepax,
no 20 6nicTepis y nayy,

MPAT "®ITODPAPM"

YKpaiHa

MPAT "®ITODAPM"

YkpaiHa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHW | TUNY - BUAAUIEHHSA
nokasHuka «KanbLito cteapar»
3i Cneupdpikauii Ta MeTogis
KOHTPOJI0, Y 3B’A3KY 3
npvBeAeHHAM 4,0 BUMOT
MoHorpadii APY, 2.3
«Tabnetkn»; KOperyBaHHs
nocunaHb Ha po3ginu
BMnpo6ysaHb B MKA Ta
Cneuudpikauii. 3miH y SKOCTi
niKapcbKoro 3acoby He
BibyBaeThHCA

6e3 peyenma

UA/2317/01/01

299.

LUTPIK®

MOPOLLIOK A8t
OpasIbHOr0 PO3YMHY; MO
22,13 r B cawe; no 10

calle B navli 3 KapToHy

AT "dapmak”

YKpaiHa

AT "dapmak"

Ykpaina

BHECEHHS 3MiH [0
peecTpavuiiHux matepianis:
3MiHW | TUNY - NoAaHHSA HOBOrO
cepTudikara BiAnNoBiAHOCTI
€Bponeiicbkiit hapmakonei Ne
RO-CEP 2018-053-Rev 00 gns
giroyoi pevoBuHY Phenylephrine
hydrochloride Big Bxe
3aTBEPAKEHOr0 BUPOGHMKA
Unichem Laboratories Limited
(3aTBEpAXEHO: DMF /ASMF /
UNICHEM /PHL/AP/00/2012-08-
20); 3MiHM | TUNY - BHECEHHSA

6e3 peyenma

UA/15885/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

3MiH go Creumdpikauii Ta
MeTogiB KOHTposto APl 3a
NoKa3HUKOM "PO3YMHHICTB"-
NOKa3HUK BUMyYeHO (IMoKa3HMK
Mae iHhopMaTuBHWI XapakTep);
3MiHM | TURY - 3MiHW A0 MeTogiB
KOHTPOM0 AP| 3a NOKa3HNKOM
«MikpobiosnoriyHa uncrota», a
came BWJy4EHO Onuc
NpoBefeHHA METOLNKN, OCKINTbKN
MeTOoAWMKa KOHTPO/IIO 3a faHnM
MOKa3HWKOM NPOBOAUTLCSA
BigMNoBiAHO A0 BUMOr EP*, dY*
(*- pitove BuAaHHA) 2.6.12, 5.1.4;
KpuTepii NPUAHATHOCTI 3a/IMLLEHI
6e3 3miH

B.o. l'eHepanbHOro gupekropa Ainpekropary
thapmaueBTUUHOrO 3abe3nevyeHHA
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