Jopartok 1
po Hakasy MiHicTepcTBa OXOpPOHU

304,0POB’A YKpaiHu

Ne
MEPENIK
NIKAPCbKUX 3ACOBIB, WO NMPONMOHYKTbLCA 40 AEP>XXABHOI PEECTPALUII
Ne HasBga snikapcbko20 Popma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjitiHo2o
ynakoska) nocBi04YeHHs1
1. AJNTAHTOIH KpMcTaniyHWii NOpOLLIOK ToBapucTBo 3 Ykpaina MOHTAX IHais peecTpauist Ha 5 pokis - He UA/18780/01/01
(cybeTaHuis) y obmexeHoro KEMIKAN3 nionsizae
NoABINHMX BigNOBiAA/IbHICTIO MNBT.ATA. (MpiBaT
nosnieTuIeHoBMX "apmaueBTUYHa NimiTen)
nakeTtax gnsa KOMnNaHis
hapMaLeBTUHHOIO "3popos’a”
3aCTOCYBaHHSA
2. BAPATOH® Tabnetkn no 5 mr, No28 TOB «KYCYM YkpaiHa TOB «KYCYM Ykpaina peecTpauist Ha 5 pokis 3a He UA/18781/01/01
(14x2); Ne84 (14x6) y DAPM» OAPM» peyenmom nionsizae
6nictepax MepioAnyHICTb NofAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaaky 34iACHEHHS
chapmakoHarnsagy,
3aTBEPAKEHOrO HaKa3oMm
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,
3a3HaveHIMn y
nepioguyYHOCTi NOAAHHSA
perynspHux 3BiTiB 3
6e3neku
3. BAPATOH® Tabnetku no 10 mr, Ne28 TOB «KYCYM YKpaiHa TOB «KYCYM Ykpaina peecTpauisi Ha 5 pokis 3a He UA/18781/01/02

1




Ne
n/n

Ha3zsa sikapcbko20
3acoby

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asBHuUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

(14x2); Ne84 (14x6) y
6nictepax

DPAPM»

DPAPM»

MepiognyHICTb NOAAHHSA
perynsipHo
OHOBJIHOBAHOIO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsiaky 34iiCHEeHHS
hapmakoHarnsgy,
3aTBEPKEHOr0 Haka3om
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,
3a3HayYeHMun y
nepioguyYHOCTi NoAAHHSA
perynsipHux 3BiTiB 3
6e3neku

peyenmom

nionsieae

BOPTEBIH

NOPOLLOK A/1A
MPUroTyBaHHSA PO34NHY
ans iH'ekuii no 3,5 mry
thnakoHi, no 1 donakoHy
3 MOPOLUKOM Y KapTOHHIiA
KopoobLi

Aypo6iHgo dapma
n1g,

IHais

Opxia Papma
CnewieniTis
Nimitepn

IHais

peecTpauisi 5 pokis

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

3a
peyerimom

He
nionsieae

UA/18782/01/01




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

Ne HasBga snikapcbKo20 Popma sunycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjitiHo2o
ynakoska) nocBi04Y€eHHs1
3i cTpokamu,
3a3Ha4YeHMun y
nepioguYHOCTI NOAAHHS
perynsapHux 3BiTiB 3
6e3neku.
5. AAP®EH® EKCMPEC | cycneHsis opanbHa, 200 MpAT YkpaiHa BMPOGHMLTBO Icnanis peecTpauisi Ha 5 pokis 6e3 nionsizae UA/18783/01/01
Mr/10 mn; no 10 mny "®GapmaueBTnyHa roToBOro peyenma
cauwe, no 10 cawe y dipma "dapHuus" NpoayKTY, MepiognyHicTb NogaHHA
naui KOHTpO/b/TecTyBa perynsipHo
HHS, BUNYCK cepil OHOB/IIOBAHOTO 3BITY 3
roToBOro 6e3neku, BigNoBigHO A0
NpoAyKTY: Mopsaaky 34iiCHEeHHS
EQE®APM, C.J1., thapmakoHarnagy,
IcnaHis; 3aTBEPKEHOrO Hakasom
KOHTpOnb/TecTyBa MiHicTepcTBa 0XOpoHK
HHA Ta BUMYyCK 3[10pOB’A YKpaiHu Big 27
cepii rotoBoro rpyaHsa 2006 poky Ne
NPOAYKTY: 898, 3apeecTpoBaHOro B
PAPMANILEP, MiHicTepcTsi tocTuuii
C.A., IcnaHis; Ykpainu 29 ciuHg 2007
MiKpOGiOIoriYHMiA poky 3a Ne 73/13340 (y
KOHTPONb: pefakuii Hakasy
Biona6, C./., MiHicTepcTBa OXOPOHU
Icnanis 340pOB's YKpaiHu Big 26
BepecHA 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamum,
3a3HaveHIMn y
nepioguyYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3nekw.
6. IMYHOBEN® Kancynu; no 12 kancyny TOB YkpaiHa TOB Ykpaina peecTpauisi 5 pokis 6e3 nionseae UA/18784/01/01
6nicTepi, no 2 6nictepu "®apmMaveBTUYHa "®apmavueBTUYHa peyenma
B nauLii KOoMnaHis KOMnaHis MepioAnyHICTb NofAHHSA
"®papKoC" "®apKoC" perynsapHo




Ne
n/n

Ha3zsa sikapcbko20
3acoby

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asBHuUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

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
6esneku.

NILOKCAH® ME[,

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

CaHpo3
dapmacbioTikans

a.4.

CnoBeHis

BMNYCK Cepiii:
Nex
PapmaneBTUYHa
KoMnaHis 4.4.,
CrnoseHis;
BMPOGHULTBO in
bulk, nepeuHHe Ta
BTOPVHHE
nakyBaHHS,
KOHTPO/Ib Cepiii:
Na6opaTtopia
Keanichap HB
(KBanidpap HB),
Benebris

CnoseHis/
Benbrisa

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.

6e3
peyenma

nionsieae

UA/18785/01/01

MAKMNEHEM 1000

MOPOLLIOK A1 PO3UMHY
ONs iH'ekuin no 1000 mr
no 1 cpnakony y
KapTOHHI/ ynakosL,i

Makneopc
PapmacbloTrKanc
Nimitepn

IHais

Bpykc
NabopaTtopic
Nimitepn

IHais

peecTpauist Ha 5 pokis

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

3a
peyerimom

He
nionsieae

UA/18786/01/01




Ne
n/n

Ha3zsa sikapcbko20
3acoby

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asBHuUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

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

MO3IDEP

PO34MH A1 iH'eKuUi, 20
mr/mn no 1,2 mn (24 wr)
y donakoHi; no 1
h/1aKoHy Y KapTOHHIl
KopoobLi

leTepo /1a63
Nimitepn

IHais

[eTepo /1a63
Nimitepn

IHais

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/18787/01/01

10.

HA3OHON

cnpeli HazaNbHUA,
pO34MH A030BaHui, 1
Mmr/mn, no 10 mny

TOB "Mikpochapm”

Ykpaina

TOB "Mikpodhapm"

Ykpaina

peecTpauist Ha 5 pokis

MepioAMYHICTb NOAAHHSA

6e3
peyenma

nionsieae

UA/18788/01/01




Ne HasBga snikapcbKo20 Popma sunycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjitiHo2o
ynakoska) nocBi04Y€eHHs1
noniMepHoMy onakoHi 3 perynsipHo
posnuaosayem; no 1 OHOB/IHOBAHOrO 3BITY 3
donakoHy B mauui 3 6e3neku, BigNOBIAHO A0
KapTOHy Mopsiaky 34iiCHeHHS
hapmakoHarnagy,
3aTBEPKEHOI0 Haka3oMm
MiHicTepcTBa OXOPOHU
3[,0p0OB’A YKpaiHu Bif, 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
YKkpaiHu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOpPOHM
3/10pOB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HayYeHMun y
nepioguYHOCTI NOAAHHS
perynsapHux 3BiTiB 3
6esneku.
11. PU3ATPUNTAHY MOPOLLIOK (Cy6CcTaHLis) y AMNOTEKC IHAis AMNOTEKC IHAis peecTpauisi Ha 5 pokis - He UA/18789/01/01
BEH3OAT noaBiliHMX SAPMAKEM PAPMAKEM niosnsieae
nonieTnIeHoBmX IHOIA NBT. NTA IHOIA NBT. 1TA
nakeTtax Ans
chapmaL,eBTU4YHOro
3aCTOCyBaHHs
12. POHOLUT pO34nH opasibHUiA, 100 YOPNA Ipysis YOPNA TypeuunHa peecTpauist Ha 5 pokis 3a He UA/18790/01/01
mr/mn no 10 mny MEAOVUWVH NTA, MEANUNH 1NAY peuyenmom nionsieae
chnakoHi; no 10 CAH. BE TIOX. MepiognyHicTb NogaHHA
(h/1aKOHIB Y KapTOHHIi A.LL. perynsipHo

Kopobui

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

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

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

13.

CANMIUUNOBA
KNACNOTA

PO34MH ANna
30BHILUHLOTO
3acTOCyBaHHs,
cnupToBuin 2 %, no 25
mn abo no 40 mny
chnakoHax

TOB "[OKnN
"dapmaLleBTnyYHa
thabpuka"

YKpaiHa

TOB "OKnMN
"papmaneBTnyHa
habpuka"

YKpaiHa

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.

6e3
peuyenma

nionsieae

UA/18791/01/01

14.

CAHAKOM

pO34MH A4 iH ekuin 10
mr/mn; no 1,5 mn B
amnyni; no 5 amnyn'y
6nicTepi, no 1 6nictepy
B nauLii

MpuBartHe
akuioHepHe
TOBapUCTBO

“Nlekxim — XapkiB”

YKpaiHa

MpuBartHe
akuioHepHe
TOBapUCTBO

“Nlekxim — Xapkis”

YkpaiHa

peecTpauisi 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/18792/01/01




Ne
n/n

Ha3zsa sikapcbko20
3acoby

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asBHuUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

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,
3a3Ha4YeHMUN y
nepioguYHOCTI NOAAHHSA
perynspHux 3BiTiB 3
6esneku.

15.

TIOKONXIKO3UA,

nopoLUoK (cybeTaHuis) y
nonieTnIeHoBmX
nakeTtax gns
chapmaL,eBTU4YHOro
3aCTOCyBaHHs

TOB HB®
"MIKPOXIM"

YKpaiHa

Ankem
IHTepHeLLeHan
MpaiseT fimiTeq,

IHais

peecTpauist Ha 5 pokis

He
nionseae

UA/18793/01/01

FeHepasibHUI gUPEKTOP
AvpekTopaTty dpapmaLeBTUUHOro 3a6e3neyeHHs

0.0. Komapiga




Jopatok 2
po Hakasy MiHicTepcTBa OXOpPOHU

304,0POB’A YKpaiHu

Ne
NEPEJIK
NIKAPCbKNX 3ACOBIB, WO NMPOMOHYOTbLCA A0 AEP>XXABHOI NMEPEPEECTPALIII
Ne HasBa nikapcbko2o dopma sUMYCKY 3asasHuUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjiliHo2o
yrnakoska) nocsi04YeHHs1
1. ANOTEHAVH Tabnetkv no 10 mr/5 wmr; 3AT YropwmHa 3AT YropwmHa nepepeecTpawis Ha 3a He UA/11609/01/04
no 7 TabneTok y dapmaLeBTUYHNIA dapmaveBTUYHUIA HeobMexeHuii TepMiH peyenmom nionsizae
6nicTepi; no 4 abo 8 3aBog, ElC 3aBog ElC

6nicTepiB y KAPTOHHIl
ynakosLi; no 10
TabneTok y 6nictepi; no
3 abo 9 6nicTepiB y
KapTOHHIiA ynakoBL,i

OHOB/IEHO iH(hopmaLLito
B IHCTPYKUiT Ans
MeNYHOro
3aCTOCyBaHHS
nikapcbKoro 3acoby y
po3ginax
"®apMaKoorivHi
B/1acTMBOCTI"
(AONOBHEHHSI
iHhopmawi),
"MpoTunokasaHHa",
"B3aemogis 3 iHWMMKN
nikapcbknMmn 3acobamm
Ta iHWi BUAn
B3aemMogijin",
"Oco6nMBOCTi
3acTocyBaHHs",
"3acTocyBaHHs y nepiog
BariTHocTi abo
roflyBaHHs
rpyaae”(YyTOUHEHHS
iHdhopmawii), " 3paTHICTb
BM/IMBATW Ha LUBUAKICTb
peakuii npy KkepyBaHHi
aBTOTpaHcnopToM abo
HWMMKX MexaHi3MamMmn”,
"Cnoci6 3acTocyBaHHs
Ta fo3un" (ONOBHEHHS
iHcpopmawvii), "Aitn"
(yTouHeHHs iHdopMmauii),
"MNepenosyBaHHs",




Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

"Mo6iuHi peakwyii”
BiAnNoBigHO A0
OHOB/EHOT iHChopMmaLii 3
6e3nekn 3acTocyBaHHsA
AiI0UMX PEYOBUH.

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.

ANOTEHAVH

Tabnetku no 5 mr/10 wmr;
no 7 TabneTok y
6nicTepi; no 4 abo 8
6nicTepiB y KAPTOHHIl
ynakosui; no 10
TabneTok y 6nictepi; no
3 abo 9 6nicTepiB y
KapTOHHI ynakoBL,i

3AT
dapmaleBTUYHNIA
3aBog ErC

YropLmHa

3AT
dapmMaveBTUYHUIA
3aBog EliC

YropumHa

nepepeecTpauis Ha
HeobMexeHuii TepMiH

OHOB/EHO iH(hopmaLLito
B IHCTPYKUiT Ans
MeAnYHOro
3acToCyBaHHSA
nNiKapcbKoro 3acoby y
po3sainax
"®apMaKoorivHi
B/1ACTMBOCTI"
(monoBHeHHS
iHhopmawi),
"MpoTunokasaHHa",
"B3aemogis 3 iHWMMKn
niKkapcbknmy 3acobamu

3a
peyenmom

He
nionsieae

UA/11609/01/03
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
Ta iHWi BUan
B3aEMOgjin",
"Oco6nmBOCTi
3acTocyBaHHSA",

"3acTocyBaHHSA y nepioz
BariTHocTi abo
rogyBaHHs
rpyAA0" (YTOUHEHHSA
iHdhopmawii), " 3gaTHiCTb
BNAMBaTU Ha LUBUAKICTb
peakLjii npy KepyBaHHi
aBTOTpaHcrnopToM abo
HLWIMMK MexaHi3mMammn®,
"Cnoci6 3acTtocyBaHHs
Ta go3sun" (4ONOBHEHHS
iHbopmauii), "Aitn"
(yTOUYHeHHs iHdhopmauii),
"MNepepno3syBaHHA",
"Mo6iuHi peakwyii”
BiAnNoBigHO A0
OHOB/EHOT iHChopMmaLii 3
6e3nekn 3acTocyBaHHs

LiI0UMX PEYOBUH.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BignoBigHO A0
Mopsaaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa 0XOpOHYU
34,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riHO
3i cTpokamu,
3a3HavYeHmMn y
nepioanYHOCTI NoAaHHsA
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6nicTepiB y KAPTOHHIN
ynakosLi; no 10
TabneTok y 6nictepi; no
3 abo 9 bnictepiB y
KapTOHHI ynakoBLi

OHoB/EHO iHdhopMaLito
B [HCTpYKUji gns
MeaNYHOro
3aCcTOCyBaHHSA
nikapcbKkoro 3acoby y
po3ginax
"®apmakonorivHi
B/1ACTMBOCTI"
(AONOBHEHHS
iHchopmawuii),
"TMpoTunokasaHHa",
"B3aemogis 3 iHWmMn
nikapcbknMmn 3acobamu
Ta iHWi BUan
B3aemogijit",
"Ocob6nvBocCTi
3acTocyBaHHA",
"3acTocyBaHHS y nepiog
BariTHoOCTi abo
rofyBaHHs
rpyAAH0" (YTOUHEHHSA
iHchbopmawii), " 3paTHicTb
BMN/IMBATY Ha LIBUAKICTb
peakuii npy KepyBaHHI
aBTOTpaHcnopTom abo
HWYMKU MeXaHi3mamn®,
"Cnoci6 3acTocyBaHHs
Ta f03n" (AONOBHEHHS
iHbopmauii), "Aitn"
(yTOUYHeHHs iHdhopmauii),
"Mepepo3yBaHHA",
"Mo6iyHI peakuir”
BiANoBIgHO A0
OHOBJIEHOT iHdhopMaLii 3
6e3nekn 3acTocyBaHHsA
LiI0UMX PEYOBUH.

MepioAnyHICTb NOAAHHSA
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNOBIAHO A0

Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
perynsapHux 3BiTiB 3
6e3neku.

3. ANOTEHAVH Tabnetkv no 5 mr/5 mr, 3AT YropumHa 3AT YropwuHa nepepeecTpauis Ha 3a He UA/11609/01/01
no 7 TabneTok y dapmaLeBTUYHNMIA dapmaLleBTUYHNI HeobMeXeHW TepMiH peuyenmom niosnsieae
6nictepi; no 4 a6o 8 3aBop, ElC 3aBop ElC
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

Mopaaky 34iCHeHHA
hapmakoHarnagy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiuu Big 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHM
3710p0B's YKpaiHu Bif, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMun y
nepiognYHOCTI NoAAHHS
perynsapHux 3BiTiB 3
6e3neku.

ANOTEHAVH

Tabnetku no 10 mr/10
Mr, N0 7 TabneTok y
6nictepi; no 4 a6o 8
6nicTepiB y KAPTOHHIN
ynakosLi; no 10
TabneTok y 6nictepi; no
3 abo 9 bnictepiB y
KapTOHHI ynakoBLi

3AT
dapmaLeBTUYHNMIA
3aBog ElC

YropwmHa

3AT
dapmaLleBTUYHNI
3aBop ElC

YropwmHa

nepepeecTpauis Ha
HeobMeXeHW TepMiH

OHoB/EHO iHdhopMaLito
B [HCTpYKUji gns
MeanYHOro
3aCcTOCyBaHHSA
nikapcbKkoro 3acoby y
po3ginax
"®apmakonorivHi
B/1ACTMBOCTI"
(AONOBHEHHS
iHchopmawuii),
"TMpoTunokasaHHa",
"B3aemogis 3 iHWmMn
nikapcbknMmn 3acobamu
Ta iHWi BUan
B3aemogijit",
"Ocob6nvBocCTi
3acTocyBaHHA",
"3acTocyBaHHS y nepioz
BariTHoOCTi abo
rofyBaHHs
rpyAAH0" (YTOUHEHHSA
iHchbopmawii), " 3paTHicTb
BMN/IMBATW Ha LIBUAKICTb

3a
peyenmom

He
nionsieae

UA/11609/01/02
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

peaxuii npu kepyBaHHi
aBTOTpaHCNoOpPTOM abo
IHWMMKU MeXxaHi3mamn®,
"Cnocib 3acTtocyBaHHs
Ta [031" (A0NOBHEHHSA
iHchopmawuii), "Aitn"
(yTouHeHHs iHdopMmauii),
"Mepepno3yBaHHA",
"Mo6iuHI peakuii”
BignosigHo 0
OHOB/IEHOI iHdopMaLlii 3
6e3nekn 3acTocyBaHHs
Lit04nX pevyoByH.

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

AMITPUNTUNIHY
rAPOX/TIOPUA,

TabneTku no 25 mr, no
25 TabneTok y 6nicTepi;
no 1 6nictepy y kopoobu;
no 10 TabneTok y
6nicTepi; no 5 6nictepis
y Kopob6ui

TOB "XapkiBCbke
thapmaueBTUyHe
niANPMEMCTBO
"3p0poB'a
Hapoay"”

YkpaiHa

ToBapucTso 3
06MexeHot
BIANOBIAA/LHICTIO
"XapkiBcbke
hapmaueBTUyHe
niANPUEMCTBO
"3p0poB’Aa
Hapoay"”

YkpaiHa

MepepeecTpauis Ha
HeobMeXeHWli TepPMIH.
OHoBEHO iHhopmaLio

y po3ginax
"®apMaKonorivHi
BNacTMBOCTI"
(yTOYHeHHs iHdhopmauii),
"lMoka3aHHA"(YTOYHEHHS

3a
peyenmom

He
nionsieae

UA/5160/01/01
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
iH(hopmawii),

"B3aemogis 3 iHWmMu
nikapcbknmy 3acobamu
Ta iHWi BUan
B3aEMOgjin",
"Oco6nmBOCTi
3acTocyBaHHs", "Cnoci6
3aCTOCyBaHHSA Ta
[,031"(YTOUHEHHS
iHhopmawii),
"AiTn"(YTOUHEHHSA
iHhopmawi),
"Mepepno3yBaHHA",
"Mo6iuHi peakwi"
iHCTPYKUji gns
MeZNYHOro
3acTOCyBaHHsA
NiKapcbKoro 3acoby
BignosigHoO o0
OHOB/IEHOT iHdopMaLLii
o0 6e3neku
3acTocyBaHHA fjtoyol
peyoBUHN.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BignoBigHO A0
Mopsaaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa 0XOpOHYU
34,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riHO
3i cTpokamu,
3a3HavYeHmMn y
nepioanYHOCTI NoAaHHsA
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KapTOHHI Kopo6Lyi

B IHCTPYKUiT Ans
MeaNYHOro
3aCcTOCyBaHHSA
niKapcbkoro 3acoby B
po3ginax
"bapmakoTepanesTuyHa
rpyna. Kog ATX"
(peparyBaHHs TekCTy
6e3 3miHn kogy ATX),
"TMpoTunokasaHHa",
"B3aemogis 3 iHWmMn
nikapcbknMmn 3acobamu
Ta iHWi BUan
B3aemogijit", "Ocobnusi
3axoan 6esnekn”,
"Oco611BOCTi
3acTocyBaHHs", "Cnoci6
3aCToCyBaHHA Ta fo3n"
(yTouHeHHs iHdopMaLii),
"Mepepno3yBaHHA",
"Mo6iuHi peakwyii"
BignosigHo oo
marepianis
peecTpauiiHoro Aockbe
Ta OHOBJIEHOT
iHchopmawii wopo
6e3nekun gjryoi
PeyoBUHN.

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

Mopsaky 34iACHEHHS
thapmakoHarnagy,
3aTBEPIKEHOr0 Haka3oMm
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiHuu Big 27
rpyaHa 2006 poky Ne

898, 3apeecTpoBaHoro B

Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
perynsapHux 3BiTiB 3
6e3neku.

6. APTIHIBCA 3 PO34MH NS iH'EKLA No IHIBCA AEHTAN Icnanis NABOPATOPIOC Icnanis nepepeecTpauis Ha 3a He UA/15281/01/01

ENIHE®PUHOM 1,8 Mr y kapTpuaxi; no Cno IHIBCA, C.A. HeobMeXeHW TepMiH peuyenmom niosnsieae

1:100.000 50 KapTpuaxis y

OHoB/EHO iHdhopMaLito
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa 0XOpOHU
3[,0pOB'st YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3rifHO
3i cTpokamu,
3a3HaYeHIMn y
nepiognyYHOCTI NOAAHHSA
perynsipHmx 3BiTiB 3
6e3neku.

7. ACAKON® TabneTku, BKpUTI Tinotc ®apma Al LBeliuapis Brpo6HMLTBO Himeuunna/ nepepeecTpauis Ha 3a He UA/4770/01/01
060/10HKOIO, Hepo3acoBaHol LLiBeiuapis HeobMeXeHW TepMiH peyenmom nionsizae
KMLLKOBOPO34YMHHI M0 nNpoAayKLUiT,

400 wmr; no 10 TabneTok nepBuHHa Ta MepioagnyHICTb NoAaHHSA
y 6nicTepi; no 10 BTOpPMHHA perynsipHo
6nicTepiB y kopobui 3 ynakoBka: OHOBJ/IOBAHOT O 3BITY 3
KapTOHY Xaynt ®apma 6e3neku, BigNoBigHO A0
BronbdiHr FTM6X, Mopsaky 34iACHEeHHS
HimeyuunHa; thapmakoHarnagy,
Bunpo6HuK, 3aTBEPXEHOro HakasoMm
BiANoBigabHNIA 3a MiHicTepcTBa 0XOpOHU
BWMYCK Cepiii: 3[10pOB’A YKpaiHuu Big 27
Tinotc ®apma Al rpyaHa 2006 poky Ne
LLiseiiuapis 898, 3apeecTpoBaHOro 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.

8. ACAKON® TabneTku, BKpUTI Tinotc ®apma Al LLiseiuapis Brpo6HMLUTBO Himeuunna/ nepepeecTpauis Ha 3a He UA/4770/01/02
060/10HKOI0, Hepo3dacoBaHoi LLiBeiuapis HeobMeXeHWi TepMiH peyenmom nionsizae
KMLLKOBOPO34YMHHI M0 nNpoAayKLUiT,

800 wr; no 10 TabneTok nepBuHHA Ta MepioanyHIiCTb NoAaHHSA
y 6nicTepi; no 5 a6o no BTOpPMHHA perynsipHo
6 6nicTepiB y kopobui 3 yrnakoBKa: OHOBJ1HOBAHOI O 3BITY 3
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nineTkoto, No 1 dpnakoHy
B KapTOHHIiA KopobLii; no
1000 mn 'y donakoHi

OHOB/EHO iH(hopmaLLito
y po3aini "B3aemogis 3
HLUMMKW NiKapCbKMM
3acobamu Ta iHLWi BUAK
B3aEMOZN" IHCTPYKLT
ANA MegnyHoro
3acToCyBaHHSA
nikapcbKoro 3acoby
BignoBigHO Ao
OHOB/EHOT iHthopmaLi
oo 6esneku
3acTocyBaHHs gjtoyol
PeyoBUHN.

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

Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
KapTOHY Xaynt ®apma 6e3neku, BiANOBIAHO A0
BronbgiHr TM6X, Mopsaaky 34iiCHeHHs
HimeuunHa; hapmakoHarnagy,
Bnpo6HWK, 3aTBEPAKEHOIO HakasoMm
BiANOBIAabHUIA 3a MiHicTepcTBa 0XOpOHU
BUNYCK Cepiit: 34,0pOB’sl YKpaiHu Big 27
Tinotc ®apma Al’, rpyaHsa 2006 poky Ne
LBeliuapis 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riHO
3i cTpokamu,
3a3HaveHmMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6esneku.
9. BETAAVHE® PO3UMH HALLIKIPHWIA, ANKANOIL AL Pecny6ika ANKANOIL AL Pecny6ika nepepeecTpaLis Ha 6e3 nionszae UA/3515/02/01
10r/100 mn, no 100 mny Ckon'e MiBHiYHa Ckon'e MiBHiYHa He0bMeXeHW TepMiH peyenma
dhrakoHi 3 Npo6koto- MakenoHis MakenoHis
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

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

10.

BAJIEPUKA

kancysim no 350 mr no
10 kancyn y 6nicTtepi; no
2 6nicTepn y nauu;j 3
KapTOHY

My6niyHe
akujioHepHe
TOBapWCTBO

"HaykoBo-
BMPOGHUYNIA

LieHTp
"BopLyariBCbKuii
XiMiKO-
thapmaueBTUYHNIA
3aBof”

Ykpaina

My6niyHe
akuioHepHe
TOBapWCTBO

"HaykoBo-
BMPOGHUYNIA

LieHTp
"BopLyariBCbkuii
XiMiKO-
thapmaueBTUYHWI
3asofa”

YkpaiHa

nepepeecTpauis Ha
HeobMeXeHWin TepMiH

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.

6e3
peyenma

nionsieae

UA/4404/02/01

11.

FEMATOrEH

nanTkK, no 1 nautui (50
r) B nniBLi
noNinponisieHoBi

TOB "Hatyp+"

Ykpaina

TOB "Hatyp+"

Ykpaina

nepepeecTpauis Ha
HeobMeXeHWi TepMiH

6e3
peyenma

nidnsieae

UA/3794/01/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

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.

12.

OVKNOAEB®

PO34unH NS iH exuin, 25
mr/mn, no 3 mn (75 mr)
PO34mMHy B amnyni; no 5
amnyn y YapyHKOBiiA
yNaKoBLi B KAPTOHHIi
KOpoo6Li

Abpun
dopmMynenHs
Met. it

IHais

JOEMO C.A.
dapmachbloTikan
IHpacTpi

peuis

nepepeecTpauis Ha
HeobMexeHuii TepMiH

OHOB/EHO iH(hopmaLLito
BiANoBIgHO A0
pedhepeHTHOro

nikapcbkoro 3acoby
(BonbTapeH®, po3ynH
ONs iH'eKUii) Ta 3rigHo 3
6e3MeKot0 AONMOMKHUX
PEYOBUH B IHCTPYKL,i
ANA MegnyHoro
3acToCyBaHHSA
nNiKapcbKoro 3acoby y
po3sainax
"®apMaKoorivHi
BracTmsBocTi”,
"MpoTunokasaHHA",
"B3aemopis 3 iHWMMKN
nikapcbknmy 3acobamu
abo iHWi B1An
B3aemogjin",

3a
peyenmom

He
nionsieae

UA/15297/01/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

"Oco61MBOCTi
3acTocyBaHHA",
"3acTocyBaHHs y nepiog
BariTHocTi abo
roflysaHHs rpyaato”
(yTouHeHHs iHdopMmauii),
"Cnocib 3acTtocyBaHHs
Ta gosu", "ditn"
(YyTOYHEHHS
hOPMY/IOBAHHS),
"Mepepno3yBaHHA",
"MoGiuHI peakyii" Ta
"HecyMicHicTb".

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

13.

ONONI030N®

kancysv no 50 mr; no 7
Kancyn y 6nictepi; 1
6nictep y nayui

MAT
"Knismegnpenapa
T

YkpaiHa

MAT
"Kuismegnpenapa
T

YkpaiHa

nepepeecTpauis Ha
HeobMeXeHWi TepMiH

OHoB/EHO iHdhopMaLito
B [HCTpYKUii gns
MeanYHOro
3aCcTOCyBaHHSA
nikapcbkoro 3acoby y

3a
peyenmom

He
nionsieae

UA/5156/01/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

po3ginax "lMNoka3aHHA"
(AONOBHEHHS
iHhopmawi),
"B3aemopis 3 iHWMMKN
nikapcbknumy 3acobamu
Ta iHWi BUan
B3aemogijin",
"Oco6nmBOCTi
3acTocyBaHHA",
"3acTocyBaHHsA y nepiog
BariTHocTi abo
rogyBaHHs
rpyaato” (4ONOBHEHHNA
iHdhopmauii), "Cnocié
3acTocyBaHHsa Ta gosn”
(yTouHeHHs iHdopMmauii),
"[iTn" (yTOUHEHHSA
iHhopmawi),
"Mepepno3yBaHHA",
"Mo6iuHi peakwi"
BigMnoBigHO Ao
OHOB/EHOT iHthopmaLi
pedyepeHTHoro
NiKapcbKoro 3acoby
[ndbntokaH, kancynu no
50 mr, 150 mr.
MepioAnyHICTb NOAAHHS
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
hapmakoHarnagy,
3aTBEPIXEHOr0 Hakasom
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiuu Bif 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHM
3710p0B's YKpaiHu Bif, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i CTpokamu,
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
3a3HaYeHIMn y
nepioguyYHOCTi NOAAHHSA
perynsipHmx 3BiTiB 3
6e3neku.
14. ANPNHO30M® kancynm no 150 mr no 1 NAT Ykpaina MAT YkpaiHa nepepeecTpawis Ha Ne 1 - 6e3 Ne 1-— UA/5156/01/03
Kancyniy 6nictepi; 1 "KviBmegnpenapa "KviBmegnpenapa HeobMeXeHW TepMiH peyenma; niosisi2ae;
a6o 2 6nictepun y navdi; T T Ne 2 — 3a Ne 2 — He
OHoBEHO iHhopmaLio peyenmom nionsi2ae

no 2 kancynu y 6nicrepi;
1 6nicTep y navi

B IHCTpYKUii Ans
MeAnYHOro
3acTOCyBaHHSA
nikapcbKoro 3acoby y
po3ginax "lMoka3aHHa"
(AONOBHEHHS
iHchopmawuii),
"B3aemopis 3 iHWMMKN
nikapcbknmy 3acobamu
Ta iHWi Bnan
B3aemogijin",
"Ocob6numBoCTi
3acTocyBaHHsa",
"3acTocyBaHHS y nepios
BariTHocTi abo
rofyBaHHs
rpyaato” (4ONOBHEHHSA
iHchopmawii), "Cnocié
3aCToCyBaHHA Ta fo3n"
(yTouHeHHs iHdopMaLii),
"[iTn" (yTOUHEHHSA
iHdhopmawuii),
"Mepepno3yBaHHA",
"Mo6iuHi peakwii"
BignoBigHO Ao
OHOB/EHOT iHthopmaLi
pedyepeHTHOro
nikapcbKoro 3acoby
[OundbniokaH, kancynv no
50 wr, 150 wmr.
MepiognyHICTb NoAaHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopaaky 34iiCHeHHA
thapmakoHarnagy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOPOHU
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep

peecmpayiliHo2o

nocsio4YeHHs1

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.

15.

XXAHIH®

TabneTku, BKPUTI
0060/10HKOI0; Mo 21
Tabnetyi y 6nictepi 3
KaNleHapHOH0 LIKasOoH;
no 1 6nictepy pasom 3
nanepoBMM MiLLEYKOM B
KapTOHHIN navui

Baviep Al

HimeuunHa

NOBHUIA LKA
BMPOGHMLTBA:
Baiiep Balimap
'm6X i Ko. KI,

HimeuunHa,;

nepBuHHA Ta

BTOPWHHA
ynakoBka:

Baiiep AT,
HimeuunHa

HimeyunHa

nepepeecTpauis Ha
HeobMeXeHWin TepMiH

OHoBEeHO iHhopmaLio
B IHCTPYKLU|i Ans
MeAnYHOro
3aCTOCyBaHHSA
nikapcbkoro 3aco6y B
po3aini
"PapmakoTepaneBTnyHa
rpyna. Kog ATX"
(peparyBaHHs1 TEKCTY
6e3 3MiHn kogy ATX)
BignoBigHO Ao
mMaTtepianis
peecTpauiiHoro f0cbe.

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

3a
peyerimom

He
nionsieae

UA/5169/01/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

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.

16.

NO3APTAH KPKA

TabneTkn, BKpUTI
MN/1iBKOBOKO 060JIOHKOIO
no 50 mr, no 10
TabneTtok y 6nictepi, no
3 abo no 9 6nictepis y
KapTOHHI Kopobuj

KPKA, a.4a., Hoso
MecTo

CnoBeHis

BiANOBIAA/IbHWIA 32
BMPOBHULTBO "in
bulk", nepsrHHe

Ta BTOpVHHE
nakyBaHHs,

KOHTpPO/b cepili Ta

BWMYCK Cepiii:
KPKA, a.4., Hoso
mecTo, CNnoBeHis;

KOHTpO/b cepii:

KPKA, a.4., Hoso

mecTo, CNnoBeHis;
KOHTpPO/b cepii:
Na6eHa p.0.0.,

CnoBeHisi;
BiANOBIAA/IbHWIA 32
BMPOBHULITBO «in
bulk»:
HiHréo MeHoBo
TiaHkaHr

PapmacboTrKanc

Ko., NITa., Kutaii

CnoseHis/
Kutait

nepepeecTpauis Ha
HeobMeXeHWi TepMiH

OHoB/EHO iHdhopMaLito
B IHCTPYKUiT Ans
MeaNYHOro
3aCcTOCyBaHHSA
nikapcbKkoro 3acoby y
po3ginax
"®apmakonorivHi
B/1ACTMBOCTI"
(iHchopmauist 3 6esneku),
"Moka3aHHa" (YTOUHEHHS
iHhopmawi),
"MpoTunokasaHHa",
"Ocob6nvBocCTi
3acTocyBaHHs", "INo6iYHi
peakuii" BiAnoBigHO A0
OHOBJIEHOT iHdhopMaLii 3
6e3nekun gjtoyoi
peyvoBUHN.

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

3a
peyenmom

He
nionsieae

UA/14818/01/02
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

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.

17.

NO3APTAH KPKA

TabneTkn, BKpUTI
MN/1iBKOBOKO 060JIOHKOIO
no 100 wmr, no 10
TabneTtok y 6nictepi, no
3 abo no 9 6nictepis y
KapTOHHI Kopobuj

KPKA, a.4a., Hoso
MecTo

CnoBeHis

BiANOBIAA/IbHWIA 32
BMPOBHULTBO "in
bulk", nepsrHHe

Ta BTOpVHHE
nakyBaHHs,

KOHTpPO/b cepili Ta

BWMYCK Cepiii:
KPKA, a.4., Hoso
mecTo, CNnoBeHis;

KOHTpO/b cepii:

KPKA, a.4., Hoso

mecTo, CNnoBeHis;
KOHTpPO/b cepii:
Na6eHa p.0.0.,

CnoBeHisi;
BiANOBIAA/IbHWIA 32
BMPOBHULITBO «in
bulk»:
HiHréo MeHoBo
TiaHkaHr

PapmacboTrKanc

Ko., NITa., Kutaii

CnoseHis/
Kutait

nepepeecTpauis Ha
HeobMeXeHWi TepMiH

OHoB/EHO iHdhopMaLito
B IHCTPYKUiT Ans
MeaNYHOro
3aCcTOCyBaHHSA
nikapcbKkoro 3acoby y
po3ginax
"®apmakonorivHi
B/1ACTMBOCTI"
(iHchopmauist 3 6esneku),
"Moka3aHHa" (YTOUHEHHS
iHhopmawi),
"MpoTunokasaHHa",
"Ocob6nvBocCTi
3acTocyBaHHs", "INo6iYHi
peakuii" BiAnoBigHO A0
OHOBJIEHOT iHdhopMaLii 3
6e3nekun gjtoyoi
peyvoBUHN.

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

3a
peyenmom

He
nionsieae

UA/14818/01/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

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.

18.

MEPUCTAT-
CAHOBE/b

TabneTkn, BKpUTI
N/1iBKOBOKO 060JIOHKOIO,
no 250 mr, no 7
TabneTtok y bnictepi; no
2 6nicTepy B KAPTOHHIi
KopoobLi

CaHosersb Inau
CaHai Be
Tumxapet A.LL.

TypeuunHa

CaHoBenb Inau
CaHali Be
Tumxapet A.LL.

TypeyunHa

nepepeecTpauis Ha
HeobMeXeHWi TepMiH

OHoB/EHO iHdhopMaLito
B IHCTPYKUiT Ans
MeAnYHOro
3aCcTOCyBaHHSA
nikapcbKkoro 3acoby y
po3ginax
"®apmakonorivHi
B/1acTMBoCTi",
"B3aemogis 3 iHWmMn
nikapcbknMmn 3acobamu
Ta iHWi BUan
B3aemogijit",
"Ocob6nvBocCTi
3acTocyBaHHs", "INo6iYHi
peakuii" BiAnoBigHO A0
iHchopmawii wopao
MeAnYHOro
3aCTOCyBaHHSA
pedhepeHTHOro
nikapcbKkoro 3acoby
(KNALMO®).

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

3a
peyenmom

He
nionsieae

UA/10713/01/01

27




Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

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

19.

MEPUCTAT-
CAHOBE/b

TabneTkn, BKpUTI
N/1iBKOBOKO 060JIOHKOIO,
no 500 mr; no 7
TabneTok y 6nictepi; no
2 6nicTepy B KAPTOHHIi
KopoobLi

CaHosesb Inau
CaHai Be
Tumxapet A.LL.

TypeuunHa

CaHoBenb Inau
CaHali Be
Tumxapet A.LL.

TypeyunHa

nepepeecTpauis Ha
HeobMeXeHWi TepMiH

OHoB/EHO iHdhopMaLto
B IHCTPYKUiT Ans
MeAnYHOro
3aCcTOCyBaHHSA
nikapcbKkoro 3acoby y
po3ginax
"®apmakonorivHi
B/1acTMBoCTi",
"B3aemogis 3 iHWmMn
nikapcbknMmn 3acobamu
Ta iHWi BUan
B3aemogijit",
"Ocob6nvBocCTi
3acTocyBaHHs", "INo6iYHi
peakuii" BiAnoBigHO A0
iHchopmawii wopao
MeAnYHOro
3aCTOCyBaHHSA
pedhepeHTHOro
nikapcbKkoro 3acoby
(KNALMO®).

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

3a
peyenmom

He
nionsieae

UA/10713/01/02
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

MiHicTepcTBa OXOPOHU
370pOB’A YKpaiuu Bif 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHM
3710p0B's YKpaiHu Bif 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMun y
nepiognYHOCTI NOAAHHS
perynsapHux 3BiTiB 3
6e3neku.

20.

HAAPOMNAPWH-
DAPMEKC

PO3UUH NS iH EKLN,
9500 MO aHTu-Xa/mn;no
0,3 mn (2850 MO aHTu-
Xa), no 0,4 mn (3800
MO aHTuK-Xa), no 0,6 mn
(5700 MO aHTu-Xa) abo
no 0,8 mn (7600 MO
aHTW- Xa) B nonepeaHbL0
HaMoOBHEHNX LUMPULLAX;
no 2 nonepeaHLo
HanoBHEHMX LINpULA B
KOHTYPHIli YapyHKOBilA
ynakosLji abo 6nictepi;
No 5 KOHTYPHUX
YapyHKOBUX YNaKoBOK
abo 6nicTepiB y nauui
KapTOHHiit; no 0,3 mn
(2850 MO aHTn-Xa), no
0,4 mn (3800 MO aHTm-
Xa), no 0,6 mn (5700
MO aHTuK-Xa) a6o no 0,8
mn (7600 MO aHTu-Xa)
B nonepeaHbLo
HaMoOBHEHNX LUMPULLAX;
no 5 nonepegHbLo
HaMoOBHEHVX LUMPULIB B
KOHTYPHIli YapyHKOBilA
ynakosLi abo 6nictepi;
N0 2 KOHTYpPHi YapyHKOBI

TOB "®APMEKC
reyn

YkpaiHa

TOB "®APMEKC
reymn"

YkpaiHa

nepepeecTpauis Ha
HeobMeXeHW TepMiH

OHoB/EHO iHdhopMaLto
B [HCTpYKUji gns
MeaNYHOro
3acToCyBaHHsA
niKapcbkoro 3acoby B
po3ginax
"bapmakoTepanesTuyHa
rpyna. Kog ATX"
(peparoBaHo TeKCT
po3giny 6e3 drakTnyHoi
3MiHu kogy ATX),
"®apMaKoorivHi
BNacTuBoCTi"
(peparysaHHsa TekCTy Ta
YTOUHEHHS iHopmalLii),
"Moka3aHHa" (YTOUHEHHS
iHhopmawi),
"MpoTunokasaHHaA",
"B3aemogis 3 iHWMMKn
nikapcbknmy 3acobamu
Ta iHWi BUan
B3aemMogijin",
"Oco611BOCTi
3acTocyBaHHS",
"3acTocyBaHHs y nepiof
BariTHocTi abo

3a
peyenmom

He
nionsieae

UA/15411/01/01
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1

ynakoBku abo 6nictepu
y nauLi KapTOHHIi; No
0,3 mn (2850 MO aHTu-
Xa), no 0,4 mn (3800
MO aHTuK-Xa), no 0,6 mn
(5700 MO aHTn-Xa) abo
no 0,8 mn (7600 MO
aHTK-Xa) B nonepeaHbLo
HaMoBHEHVX LUMpULLAX;
no 1 nonepegHLo
HanoBHEHOMY LUNpuLYy B
KOHTYPHIli YapyHKOBIlA
ynakoBLi abo 6nictepi;
no 1 KOHTYPHIiA
YapyHKOBIl ynakoBLj
abo 6nictepy y naui
KapTOHHiiA

rogysaHHsa rpyaato”
(peparyBaHHsA TekCTy Ta
YTOUYHEHHS iHhopMauii),
"3paTHICTb BNIMBATU Ha
LUBMAKICTb peakuii npu
KepyBaHHi
aBTOTpaHcnopTom abo
HLWIMMK
MexaHismamn“(pegarysa
HHS TEKCTy Ta
YTOUHEHHS iHdopmalLii),
"Cnoci6 3acTocyBaHHs
Ta no3un" (peparyBaHHs
TEKCTY Ta YTOYHEHHS
iHhopmawi),
"Mepepno3yBaHHA",
"Mo6iuHi peakwi"
BigMnoBigHO Ao
mMartepianis
peecTpaLiiHoro gocbe
Ta iHthopmal,ii wogo
6e3nekn ped)epeHTHOro
nikapcbKoro 3acoby
OPAKCUMNAPVH®,
PO3YUH NS iH'EKLN,
9500 MO aHTu-Xa/mn;
no 0,3 mn (2850 MO
aHTu-Xa) abo no 0,4 mn
(3800 MO aHTK-Xa).

MepioAnyHICTb NOAAHHSA
perynspHo
OHOBJIHOBAHOrO 3BITY 3
6e3neku, BignoBigHO A0
Mopsaaky 34iiCHeHHs
thapmakoHarnsgy,
3aTBEpPKEHOro Haka3om
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 OXOPOHMU

30




Ne

n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

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

21.

HE®OMNAM

PO34mH AN iH'ekuiid, 20
Mr/mn no 1 mn B amnyni;
no 3 amnynu B KaceTi;
no 1 KkaceTi B KAPTOHHIl
KopooLi

HoBeko IHBecT
eHp Tpeiig Kopn.

CLWA

KYTMEP EC. EN.

pewis

nepepeecTpauis Ha
HeobMeXeHWi TepMiH

BHeceHO OHOB/EHY
iHbopmawuito B
IHCTpYKLjto Ans

MeAnYHOro
3acToCyBaHHSA
nikapcbkoro 3acoby Ao
po3giny "MokasaHHs"
3aTBEPXEHO:

"MicnsonepaviiiHa

aHanresis y cknagi

MYNbTUMOAA/LHOT

aHasresii (Hedoonam
TakoX BO/ogjie
NO3NTUBHUMM
B/1ACTMBOCTAMM
3anobiratu
nicnsionepaviiiHomy
TPEMTIHHIO).
Bonbosuii crHgpom
pi3Hoi eTionorii Ta
iHTEeHCMBHOCTI (TpaBmu,
6inb nicns XipypriyHmx
onepawii,
3He60N10BaHHSA NOMOTIB,
3y6HWUIA Binb, Mianris,
HMpKOBa Ta NeviHkoBa
Koniku). Mpemeauvkavis
nepeg, 6onicHMM
MeAnYHUMUN
npouenypamu”.
3anponoHoBaHo:
"[ns nicnsonepawinHoi
aHanresii y cknagi

MYNbTUMOAA/TLHOT

aHaunresii (Hedponam

3a
peyenmom

He
nionsieae

UA/4039/01/01
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1

TakKoX BUAB/SE
NO3UTVBHY BNACTUBICTb
3anobiratu
nicnsionepaviiHomy
TPEMTIHHIO).

[ns cumnTomaTnyHoro
NiKyBaHHS rocTpux
60/1b0BYX CTaHIB
(TpaBmu, 6inb nicns
XipypriyHmx onepawii,
HMpKOBA Ta neviHkosa
Kosikn)";

TakoX [0 po3fainis
"MpoTunokasaHHa",
"Oco6nmBOCTi
3acTocyBaHHs", "Cnocio
3acTocyBaHHA Ta o3un"
(6e3neka),
"Mepepno3yBaHHA",
"Mo6iuHi peakwi"
BigMnoBigHO Ao
OHOB/EHOT iHthopMaLi 3
6e3nekn 3acTocyBaHHs
Lito40i Ta AOMOMDKHUX
PEYOBUH NiKapCbKOro

3acoby.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOBJIHOBAHOrO 3BITY 3
6e3neku, BignoBigHO A0
Mopsaaky 34iiCHeHHs
thapmakoHarnsgy,
3aTBEpPKEHOro Haka3om
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: 3riAHO
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

3i cTpokamu,
3a3HaYeHMn Yy
nepiognYHOCTI NOAAHHS
perynsapHux 3BiTiB 3
6e3neku.

22,

OCIMAMOKC

NMOPOLLOK 4718 OpaUTbHOT
cycneHsii (125 mr/5 mn):
no 5,1 r nopoLuky Ans 60
mnabono8,5r
nopoLuky ans 100 mn
cycneHrsii y chnakoHi; no
1 donakoHy pasom 3
LUMPULIOM ANt
[03yBaHHA 3 agantepomM
Y KapTOHHIi kopobu,j

CaHpo3
dapmacbloTikan3

A

CnoBeHis

CaHpo3 'M6X —
BupobHunya
AinbHUUA
AHTWIHAEKUIAHI
N3 1a XimiyHi
Onepadjii KyHanb
(AIXO N3
KyHA/1b)

ABcTpist

nepepeecTpauis Ha
HeobMeXeHWi TepMiH

OHoB/EHO iHdhopMaLto
B [HCTpYKUji gns
MeNYHOro
3aCcTOCyBaHHSA
niKapcbkoro 3acoby B
po3aini "OcobnmBocTi
3acTocyBaHHA"
BignosigHo oo
OHOB/IEHOT iHdhopMaLlii 3
6e3nekun gjryoi
PeyYOoBVHM NiKapCbKOro
3acoby.
MepiognyHICTb NoAaHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaaky 34iiCHeHHA
thapmakoHarnagy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiHuu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpOHU
3710p0B's YKpaiHu Bif, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepioguYHOCTI MoAaHHS
perynspHux 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionsieae

UA/3975/05/01

23.

OCIMAMOKC

NMOPOLLIOK 4718 OpaUTbHOT
cycneHsii (250 mr/5 mn):

CaHpo3
PapmacbioTikan3

CnoBeHis

CaHpo3 T'M6X —
BupobHunya

ABCTpist

nepepeecTpauis Ha
HeobMeXeHW TepMiH

3a
peyenmom

He
niosisieae

UA/3975/05/02
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

no 6,6 r nopotLuky ans 60
M a6o no 11 r nopoLuKy
anst 100 mn cycnexsii y
hnakoHi; no 1 dpnakoHy
pas3om 3 Wnpuuom ans
[l03yBaHHA 3 afanTepom
Y KapTOHHIi kopobui

a.4.

AinbHUUA
AHTUIHEKUHI
N3 Ta XiMiyHi
Onepadii KyHab
(AIXO N3
KyHA/1b)

OHoBeHO iHhopmaLio
B [HCTpyKUji gns
MeANYHOro
3acTOCyBaHHSA
NiKapcbKoro 3acoby B
po3gaini "OcobnmBocTi
3acTocyBaHHA"
BignoBigHO Ao
OHOB/EHOT iHthopmMaLi 3
6e3neku gjtoyol
PEeYOBUHM NiKAPCbKOro
3aco0y.
MepioAnyHICTb NOAAHHSA
perynspHo
OHOBJIHOBAHOrO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsiaky 34iiCHEeHHS
hapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHU
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa OXOpOHU
3[,0pOB'st YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepioguyYHOCTi NOAAHHSA
perynsipHmx 3BiTiB 3
6e3neku.

24,

OCIMAMOKC

NMOPOLLIOK 4718 OpaUTbHOT
cycneHsii (500 mr/5 mn):
no 12 r nopoLuky ans 60
M a6o no 20 T NopoLLKY
ansa 100 mn cycnexsii y
hnakoHi; no 1 dpnakoHy
pa3om 3 MipHO0 JTIOXKKOH
Y KapTOHHI kopobuj

CaHpo3
dapmacbloTikans
a.a.

CnoBeHis

CaHpo3 'M6X —
Bupo6Huya
AinbHUUA
AHTUIHDEKLiHI
N3 Ta XiMiyHi
Onepauii KyHab
(AIXO N3
KyHanb)

ABCTpist

nepepeecTpauis Ha
HeobMeXeHWin TepMiH

OHoBEHO iHhopmaLio
B IHCTpYKUii Ans
MeAnYHOro
3acTOCyBaHHS
nikapcbkoro 3aco6y B
po3gini "OcobamBocTi

3a
peyerimom

He
nionsieae

UA/3975/05/03
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

3acTocyBaHHsA"
BiAnNoBigHO A0
OHOB/EHOT iHChopMmaLii 3
6e3neku gjtoyoi
PevYoBUHM NiKapPCbKOro
3acoby.
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.

25.

MAPALETAMON

cupon 120 mr/5 mn, no
90 mn y 6aHuj; no 1
6aHuji pasom 3
[103YI04O0I0 CKMISIHOUKOIO
B nauuj

TOB "OKN
"papmaneBTnyHa
habpuka"

YKpaiHa

TOB "AKnM
"®apmMaueBTnYHa
thabpmka"

YKpaiHa

nepepeecTpauis Ha
HeobMexeHuii TepMiH

OHOB/EHO iH(hopmaLLito
BiANoBIgHO A0
pedhepeHTHOro

nikapcbKkoro 3acoby
(MAHALON® BEBI,
cycneHsis opasibHa 120
Mr/5 M) Ta 3rigHo 3
6€e3MeKol0 AONOMDKHUX
PEYOBUH B IHCTPYKL,i
AN MegnyHoro
3acTOCyBaHHsA
nikapcbKoro 3acoby y
po3ginax

6e3
peuyenma

He
nionsieae

UA/11525/01/01
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Ne

Hassa nlikapcbKo20

n/n

3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o

"GapmakoTepanesTnyHa
rpyna" (YTOYHEHHS
hopMy/ItOBaHHS),
"®apMaKoorivHi

BracTmsocTi",
"Moka3aHHs" (YTOUYHEHHS
iHhopmawi),
"MpoTunokasaHHa",
"B3aemogis 3 iHWMMKN
nikapcbknMmn 3acobamm
abo iHWi Buan
B3aemMogijin",
"Oco61MBOCTi
3acTocyBaHHA",

"3acTocyBaHHs y nepiog

BariTHocTi abo
roflysaHHs rpyaato”
(yTouHeHHs iHdopMmaui),
"3paTHICTb BNIMBATU Ha
LUBMAKICTb peakuii npu
KepyBaHHi
aBTOTpaHcnopToM abo

HWMMKX MexaHi3MamMmn”,

"Cnoci6 3acTocyBaHHs

Ta gosun”, "ditn" (6yno -

3acTocoByBaTU AiTAM

BiKOM Bif 2 MicAL,iB,
cTaso - 3acTocoByBaTu
AiTAm Bikom Big 3
MicsLiB),
"Mepepo3yBaHHA" Ta
"Mo6iuHi peakwuji".

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

nocsio4YeHHs1
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

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

26.

MPOXXECTIH-KP®

renb, 10 mr/rno40ry
Ty6i; no 1 1y6i y
KOMMNAEKTi 3i Wwnarenem-
[103aTOpOM y nauli 3
KapTOHY

NAT
"Ximchapm3sasop
"YepsoHa 3ipka"

YkpaiHa

NAT
"Ximchapm3sasop
"YepBoHa 3ipka"

YkpaiHa

nepepeecTpauis Ha
HeobMeXeHWi TepMiH

OHoB/EHO iHdhopMaLito
y posginax
"®apMaKoorivHi
BNacTuBoCTi"
(yTouHeHHs iHdopMaLii),
"Moka3aHHs"(yTOUYHEeHS
iHdhopmawuii),
"B3aemopis 3 iHWMMKN
nikapcbknmy 3acobamu
Ta iHWi Bnan
B3aemogiit”, "3paTHicTb
BMN/IMBATY Ha LIBUAKICTb
peakujii npy KepyBaHHi
aBTOTpaHcnopTom abo
HLWMMK
MexaHisMamu'"(yTOYHEHH
A iHdopmawuir),
"MNepeno3yBaHHSA"
IHCTpYKLii Ans
MeAnYHOro
3aCTOCyBaHHSA
nikapcbKoro 3acoby
BignosigHo oo
OHOB/IEHOT iHdopMaLLii
o0 6e3neku
3acTocyBaHHA gjtoyol
PEYOoBUHM.

MepioAnyHICTb NOAAHHSA
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNOBIAHO A0

3a
peyenmom

He
nionsieae

UA/5017/01/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

Mopaaky 34iCHeHHA
hapmakoHarnagy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiuu Big 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHM
3710p0B's YKpaiHu Bif, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMun y
nepiognYHOCTI NoAAHHS
perynsapHux 3BiTiB 3
6e3neku.

27.

PECMUNKC®

TabneTkn, BKpUTI
NNiBKOBOK 060/IOHKOIO,
no 10 TabneTtok y
6nicTepi, no 1 a6o 2,
a60 4 6nictepun y nayui 3
KapTOHY

OpraHocuH Jlaind
CaeHcus IMBT. JITAa.

IHais

EBepTogxeH
Naiigp CaeHcus
Nimiteq

IHais

nepepeecTpauis Ha
HeobMeXeHW TepMiH

OHoB/EHO iHdhopMaLito
B IHCTPYKUiT Ans
MeanYHOro
3aCcTOCyBaHHSA
nikapcbkoro 3acoby B
po3ginax "lMokasaHHs"
(yTOYHeHHs iHdhopmauii),
"TMpoTunokasaHHa",
"B3aemogis 3 iHWmMn
nikapcbknMmn 3acobamu
Ta iHWi BUan
B3aemogijit",
"Ocob6nvBocCTi
3acTocyBaHHA",
"Mepepno3yBaHHA",
"Mo6iuHi peakwyii"
BignosigHo oo
marepianis
peecTpauiiHoro AocCheE.

MepioAnYHICTb NOAAHHS
perynsipHo
OHOBJIHOBAHOrO 3BITY 3

6e3
peyenma

nionsieae

UA/15549/01/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

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

28.

PECIMUNKC®

TabneTkn, BKpUTI
MNiBKOBOK 060/10HKOIO,
in bulk Ne 10000 y
naketax

OpraHocuH faiid
CaeHcus MNBT. JiTA,.

IHais

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 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

He
nionsieae

UA/15550/01/01
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
perynsapHux 3BiTiB 3
6e3neku.
29. PUBOMYCTWUH MOPOLLIOK AN1s Actennac ®apma Higepnangm BMPOGHUK roTOBOI Benbris/ nepepeecTpauis Ha 3a He UA/11584/01/01
NPUroTYBaHHSA tOpon B.B. nikapcbkoi hopmMun HimeuunHa HeobMeXeHW TepMiH peuyenmom niosnsieae
KOHLeHTparty A/1s (Bci cTagji
NPUroTyBaHHSA PO34MHY BMPOGHMLITBA, OHoB/EHO iHdhopMaLito
Ans iHdy3iii no 25 wmr; BTOPVHHA B IHCTPYKUiT Ans
no 55 Mr nopoLuky y ynakoBka): MeanyHoro
dhnakoHi; no 1, 5, 10 abo CeHexci- 3aCTOCyBaHHS
20 donakoHiB y Na6opatop nikapcbKoro 3acoby y
KapTOHHI Kopo6Lyi TucceH C.A,, po3aini "OcobnmBocTi
Benbrisi; OHKOTEK 3acTocyBaHHA"
dPapma BignosigHo oo
MpoaykuioH Mv6X, OHOB/IEHOT iHdopMaLLii
HimeuunHa; oo 6e3sneku
BTOPUHHA 3acTocyBaHHA fjtoyol
ynakoBKa, [03BiN peyvoBUHN.
Ha BUMYCK cepii:
Xaynt dapma MepioAnyHICTb NOAAHHSA
BonbppartcxayseH perynsipHo
v6X, HimeyunHa OHOBJIHOBAHOrO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iACHEHHS
chapmakoHarnsgy,
3aTBEPAKEHOIO HakasoMm
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riHO
3i cTpokamu,
3a3HavYeHMn y
nepiognyYHOCTI NoAaHHsA
perynsipHux 3BiTiB 3
6e3neku.
30. PUBOMYCTUH NnopoLIoK ANns Actennac ®apma HigepnaHan BMPOBHUK roTOBOT Benbrisi/ nepepeecTpawis Ha 3a He UA/11584/01/02
NPUroTYBaHHSA tOpon B.B. nikapcbkoi hopmu Himeuunna HeobMeXeHWn TepMiH peyenmom nionsizae
KOHLeHTpaTy Ans (Bci cTapgji
NPUIOTYBaHHA PO3YMHY BUPOBHULTBA, OHOBJIEHO iH(hopMmaLLito
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Homep

n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o

yrnakoska) nocsio4YeHHs1
Ans iHdysii no 100 wr; BTOPVHHA B IHCTPYKUiT Ans
no 220 Mr MOpPOLUKY Y ynakoBka): MeanyHoro
onakoHi; no 1 abo no 5 CeHekci- 3aCTOCYBaHHs
(hN1aKOHIB y KapTOHHii Na6opatop nikapcbKoro 3acoby y
Kopoo6Li TucceH C.A., po3gini "OcobnusocTi
Benbrisi; OHKoTeK 3acTocyBaHHsa"
dPapma BignosigHo 0
MpopykuioH Mv6X, OHOB/IEHOT iHdopMaLLii
HimeuunHa; o0 6e3neku
BTOPUHHA 3acTocyBaHHA gjto4ol
ynakoBka, [103BiN peyoBUHN.
Ha BUMYCK cepii:
Xaynt ®apma MepioAnyHICTb NOAAHHSA
BonbdparcxayseH perynspHo
'mM6X, HimeuyunHa OHOB/1OBAHOTO 3BITY 3
6e3neku, BignoBigHO A0
Mopsaaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPAKEHOIO HakasoMm
MiHicTepcTBa 0XOpOHU
3[,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riHO
3i cTpokamu,
3a3HaveHIMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6e3neku.

31. CONMNAQAEIH AKT/B TabneTky wunyyi; no 2 InakcoCmiTKnsiiH Benuka damap A.B.E. peuis/ nepepeecTpawis Ha 6e3 niosnsieae UA/12392/01/01
Tabnetkv y KoHcbtomep BpuTtaHis AHTOCa NNaHT, Ipnangis HeobMexeHuii TepMiH peyenma
6araroiapoBomy Xenckep (HOK) Ipeuis;
cTpwni; no 6 cTpuniB y TpengiHr Nimiten nakcoCwmiTKnaiiH MepioAnyHICTb NOAAHHSA
KapTOHHI kopobui abo [aHrapsaH perynspHo

no 4 TabneTtkn y
6araToLiapoBomy
cTpuni; No 3 cTpunu y
KapTOHHI Kopo6Lyi

Niviten, lpnaxgis

OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iACHEHHS
chapmakoHarnsgy,
3aTBEPAKEHOIO HakasoM
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

MiHicTepcTBa OXOPOHU
370pOB’A YKpaiuu Bif 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHM
3710p0B's YKpaiHu Bif 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMun y
nepiognYHOCTI NOAAHHS
perynsapHux 3BiTiB 3
6e3neku.

32.

®A3NOJEKC

PO34uH NS iH'ekuiid, 250
Mr/5 M1 no 5 mn
pO34KHY B nonepeaHbLo
3aMNoBHEHOMY CK/IAHOMY
LUMPULL 3 KOHTPONIEM
nepLuIoro BiAKPUTTS; No 2
nonepegHbOo 3anoBHEHI
LUMPULM B KOHTYPHIiA
YapyHKOBIli ynakoBLi 3

AcTtpa3eHeka tOK
NimiTen

Benuka
BpuTaHis

Brpo6HMK
niKkapcbKoro
3acoby "in bulk",
nepBuHHA
ynakoBka,
Bi3yanbHUiA
KOHTPO/b,
KOHTPO/b AKOCTI
3a NOKa3HUKaMu:

HimeuunHa/
Benwvka
BputaHis

nepepeecTpavis
TepMiHOM Ha 5 pokiB

OHoB/EHO iHdhopMaLto
B IHCTPYKUiT Ans
Mean4HOro
3aCcTOCyBaHHSA
nikapcbKkoro 3acoby y
po3ginax

ABOMa 6e3nevyHnmm onuc, "®apmakonorivHi
ronkamu «BD iaeHTudikauis, BnactusocTi", "Cnocié
SafetyGlide™»; no 1 KiflbKiCHe 3acToCyBaHHA Ta [o3n",
KOHTYPHIli YapyHKOBI BM3HAYEHHS "Aitn",
yNaKoBLi B KAPTOHHIi doynBecTpaHTy, "Mepepno3yBaHHA",
KOpoo6Li npoayKTn "Mo6iuHi peakwii"
Aerpagaduii, 06°em BignoBigHO Ao
iH eKuii B iHbopmaLii cToCoBHO
KOHTelHepaXx, 6e3neku, aka 3a3HayeHa
MeXaHiyHi B Martepianax
BK/TIOYEHHSA peecTpauiiHoro Aocbe.
(HeBugUMI MepioagnyHICTb NoAaHHSA
yacTku), perynsipHo
CTepUNbHICTb, OHOB/IIOBAHOTO 3BITY 3
€H0TOKCUHU, 6e3neku, BigNOBIAHO A0
hyHKLiOHaNbHe Mopsaky 34iACHEeHHS
BUNPOBYBaHHSA chapmakoHarnsgy,
PFS, BmicT 3aTBepKeHoro Hakasom
eTaHony, BMIiCT MiHicTepcTBa 0XOpOHU
cnmpTy 3410pOB’sA YKpaiuu Big 27

3a
peyenmom

He
nionsieae

UA/5440/01/01
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
6€eH3110BOrO, rpyaHsa 2006 poky Ne
BMICT 898, 3apeecTpoBaHoro B
6eH3nnbeH3oaTa: MiHicTepcTBi tocTuuii

BeTTtep ®apma-
®epTuryH N'méX ta
Ko. KT,
HimeuuunHa;
Brpo6HuK,
BiANOBIAa/IbHWIA 32
BTOPUHHY
yNaKoBKy,
KOHTPO/b SKOCTI,
BUNYyCK cepil:
AcTpa3eHeka tOK
Nimiten, Benvka
BpurtaHis;
Brpo6HuK,
BiANOBIAA/IbHWIA 32
Bi3yasibHUiA
aHanis:
BetTep ®apma-
depTuryH N'm6X Ta
Ko. KT,
HimeuuunHa;
Brpo6HMK,
BiANOBIAaNbHUIA 3a
TECTyBaHHS
CTepW/IbHOCTI:
BeTTep ®apma-
depTuryH NM6X Ta
Ko. KT,
HimeuunHa,
Bunpo6HMK,
BiANoBiganbHNIA 3a
KOHTPO/Ib AKOCTI
(3a nokasHukamu
CTepUsbHICTb,
MeXaHiuHi
BK/THOYEHHS,
€HO0TOKCUHN):
BeTTep ®apma-
depTuryH NM6X Ta
Ko. KI', HimeyunHa

Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO
3i cTpokamu,
3a3HaveHmMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6e3nekxu.
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FeHepanbHUN AUpeEKTop
AnpekToparty chapmaLeBTUHHOro 3a6e3nevyeHHs 0.0. Komapiga
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Aopatok 3
po Hakasy MiHictepcTBa OXOpPOHU

300pOB’A YKpaiHu

6nictepi, no 1 6nictepy B
Kopoo6Li

NMOBHUM LMKMIOM );
CantoTtac dapma
v6X, HimeuunHa
(nepBuHHa Ta
BTOPUHHA YNaKoBKa,
KOHTPO/b Cepil,
[03BIi/NT Ha BUMYCK
cepii); CaHgos lnak
CaHaii Be TikapeT
A.C., TypeuumHa
(BPO6HMLTBO
Hepo3dacoBaHOi
NpoAYKLiT)

BiANOBIAHOCTI EBpONeichbkili
thapmakonei Ne R1-CEP 2007-
230-Rev 01 gns gitoyoi pevoBuHn
Azithromycin Dihydrate Big Bxe
3aTBEpAKEHOro BUpo6HmKa HEC
PHARM CO., LTD; 3MiHu | Tuny -
noAaHHA OHOBMEHOTO cepTudikara
BiNOBIAHOCTI E€BpONENChKiit
papmakonei Ne R1-CEP 2007-
230-Rev 02 gna gitoyoi peyoBuHN
Azithromycin Dihydrate Big Bxe
3aTBEpPAKEHOro BUpo6HMKa HEC
PHARM CO., LTD; 3MiHu | Tuny -
NnofiaHHA OHOBMIEHOTO cepTuddikaTa
BiANOBIAHOCTI €BpONeCchbKil
thapmakonei Ne R1-CEP 2007-
230-Rev 03 ansa Aito4oi peyoBuHU
Azithromycin Dihydrate Big Bxe
3aTBepxeHoro BupobHnka HEC
PHARM CO., LTD; 3MiHu | Tuny -
nofaHHs OHOB/IEHOTO cepTudikara
BiANOBIAHOCTI EBpONeiichbkili
thapmakonei Ne R1-CEP 2007-
119-Rev 03 g5 gitoyoi peyoBuHn
Azithromycin Dihydrate Big Bxe
3aTBEPAKEHOr0 BUPOGHMKA
JUBILANT GENERICS LIMITED;
3MiHW | TUMY - NoAgaHHA
OHOB/IEHOTO cepTudikaTa
BiAMOBIAHOCTI €BpONeCchbKil
thapmakonei Ne R1-CEP 2007-
119-Rev 04 ans Aito4oi peyoBrHU
Azithromycin Dihydrate Big Bxe
3aTBEPAKEHOTO BUPOOHMKA

JUBILANT GENERICS LIMITED;

Ne
NEPENIK
NIKAPCbKUNX 3ACOBIB, LLOA40 AKX NPOMOHYETLCA BHECEHHA 3MIH 40O PEECTPAUIMHNX MATEPIA/IB
Ne Hassa dopma sUMYCKY 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n NiKapcbKo20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BIiOnycKy peecmpayjiliHo2o
3acoby ynakosKa) nocsi0O4YeHHs1
1. A3NTPO TabneTku, BKPUTI CaHpo3 CnoseHis C.K. Canpgos C.P.J1., PymyHis/ BHECEHHS 3MiH [10 peecTpaviiiHnX 3a peyernmom UA/11332/01/01
CAHAO3® NAiBKOBOK 060JI0HKOIO, MO dapmacbloTikans g.4. PymyHis Himeuunna/ marepianis: 3miHu | Tuny -
250 Mr no 6 TabneTok y (BMPOGHMLTBO 3a TypeuyumHa | nofgaHHs OHOBJIEHOro cepTucpikara
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HasBa

®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
3MiHK | TUMY - NoAgaHHSA
OHOBJIEHOTO cepTudikaTa
BiNOBIAHOCTI E€BpPONENChKiit
thapmakonei Ne R1-CEP 2007-
119-Rev 05 gna aitoyoi peyoBuHU
Azithromycin Dihydrate Big Bxe
3aTBEPAKEHOTO BUPOOHMKA
JUBILANT GENERICS LIMITED
A3UTPO TabneTkun, BKpUTI CaHpo3 CnoseHis C.K. Canpgos C.P./1., PymyHis/ BHECEHHS 3MiH 10 peecTpaLjiiiHux | 3a peyenmom UA/11332/01/02
CAHOO3® NAiBKOBOK 0O0MIOHKOI, MO | ®apmacbkloTikan3 4.4, PymyHis Himeuunna/ Marepianis: 3miHu | Tuny -
500 mr no 3 a6o 6 (BMPOGHMLTBO 3a TypeyunHa | nojaHHA OHOBJIEHOro cepTucpikata

Tabnetok y 6nictepi, no 1
6nictepy B KOpo6Lli

MOBHVM LVK/IOM );
Canotac ®apmva
M6X, HimeuunHa
(nepBuHHa Ta
BTOPWHHA yNakoBKa,
KOHTPO/b cepil,
[03BiN Ha BUMYCK
cepii); CaHpo3 Inak
CaHaii Be TikapeT
A.C., TypeuunHa
(BMpPOGHMLTBO
Hepo3dgacoBaHOl
nNpoAyKuii)

BIANOBIAHOCTI EBPONENChkili
thapmakonei Ne R1-CEP 2007-
230-Rev 01 gna aitoyoi peyoBuHU
Azithromycin Dihydrate Big Bxe
3aTBepxeHoro BupobHnka HEC
PHARM CO., LTD; 3MiHu | Tuny -
noJaHHs OHOB/IEHOro cepTucpikata
BiANOBIAHOCTI EBpONechbkili
hapmakonei Ne R1-CEP 2007-
230-Rev 02 ans aito4oi pevoBrHN
Azithromycin Dihydrate Big Bxe
3aTBEpKEHOro BUpo6HmKa HEC
PHARM CO., LTD; 3MinHu | Tuny -
nofaHHA OHOBMEHOTO cepTudikara
BiANOBIAHOCTI EBpONeiichkili
thapmakonei Ne R1-CEP 2007-
230-Rev 03 ans Aito4oi pevoByHN
Azithromycin Dihydrate Big Bxe
3aTBEpPAKEHOro BUpo6HMKa HEC
PHARM CO., LTD; 3MiHu | Tuny -
noAaHHA OHOBEHOTO cepTudikarta
BIANOBIAHOCTI EBPONENChKili
thapmakonei Ne R1-CEP 2007-
119-Rev 03 gna Aitoyoi peyoBuHU
Azithromycin Dihydrate Big Bxe
3aTBEPAKEHOTO BUPOOHMKA
JUBILANT GENERICS LIMITED;
3MiHM | TUNY - NOAAHHSA
OHOBJ/IEHOTO cepTudikaTa
BiANOBIAHOCTI EBpONeichbkili
thapmakonei Ne R1-CEP 2007-
119-Rev 04 ans Aito4oi pevoByHN
Azithromycin Dihydrate Big Bxe
3aTBEPAKEHOr0 BUPOGHMKA
JUBILANT GENERICS LIMITED;
3MiHK | TUMY - NoAaHHSA

OHOB/IEHOTO cepTudikaTa
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BiANOBIAHOCTI EBpONechbkil
thapmakonei Ne R1-CEP 2007-
119-Rev 05 ans Aito4oi pevoBrHM
Azithromycin Dihydrate Big Bxe
3aTBEPAKEHOTO BUPOOHMKA
JUBILANT GENERICS LIMITED

ASUTPOMILH

MOPOLLIOK (Cy6CTaHUis) B
noABiiHMX
noNieTUNEHOBKX MiLLIKax
ans hapmauesTVYHOTO
3acTocyBaHHS

TOB "TK "Aspopa”

YKpaiHa

Li3sHcy Beiikiga
dapmacbioTikan Ko.,
nrp.

Kutaii

BHECEHHS 3MiH [0 peecTpavyiiiHnX
mMartepianis: 3miHu | TUny -
AOMiHiCTpaTMBHI 3MiHU. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
MiCLisi MPOBAMKEHHS AiANIbHOCTI
BMPOGHMKa (BK/OYaouu, 3a
HeobXiaHOCTI, MicLe NpoBeAeHHS
KOHTPOJO SIKOCTI), a60 BnacHuKa
mMacTep-tharina Ha Adl, abo
noctayanbHuka A®l/BuxigHoro
MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 3aCTOCOBYHOTbCH Y
BMPO6HULTBI ADI (AKLLO
3a3HayeHo y AOChE Ha NiKapCbKuii
3acib) 3a BiACYTHOCTI cepTuddikara
BiANOBIAHOCTI EBpONechbkili
thapmakonei y 3aTBepxeHoMy
nocbe, abo BMPOOHMKA HOBOI
[L0MOMIXHOT peYOBUHU (SIKLLO
3a3HayeHo y [10Cbe) 3MiHa Ha3Bu
Ta agpecun BMpobHuka Adl
(A3uTpomiuuH), 6e3 3MiHM Micus
BMPOGHULITBA

UA/15688/01/01

AKKY3UA® 10

TabneTkn, BKPUTI
NAiBKOBOK 060/10HKOD, MO
10 mr/12,5 mr; no 10
TabneTtok y 6nictepi; no 3
6nicTepu B KAPTOHHIA
Kopo6Li

M®ANIEP IHK.

CLUA

Mdpaiizep
MeHtodhek4ypuHr
[oiuneng rmeX

HimeyunHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHW | TUNY - 3MiHK
BHECEHO A0 IHCTPYKLUiT ANns
MeANYHOro 3aCTOCYBaHHS
nikapcbKkoro 3acoby A0 po3ginis
"Oco6nMBOCTI 3aCTOCyBaHHA" Ta
"Mo6iuHi peakuii" BigNoBigHO A0
pekomeHpauiii PRAC. BeeeHHS
3MiH NpoTArom 3-Xx micsAuiB nicns
3aTBEPIKEHHS;
3MiHK | TUNY - 3MiHW BHECEHO 0
IHCTPYKUIT N8 MeguyuHoro
3acToCyBaHHS MikapCcbKoro 3acoby
0o posginis "MpoTunokasaHHA",
"B3aemopis 3 iHLWIMMU NiKapCbKuMun
3aco6amu abo iHLwWi BUAN
B3aemogii", "OcobnmBocCTi
3acTocyBaHHA" Ha nigcTasi
pekomeHgauii CMDh. BBegeHHs

3a peyernmom

UA/3031/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MiH npoTarom 3-x MicauiB nicns
3aTBEPIXKEHHS

AKKY3UL® 20

TabneTku, BKPUTI
NNiBKOBOK 060J1I0HKOH), MO
20 mr/12,5 wr; no 10
TabneTtok y 6nictepi; no 3
6nicTepu B KAPTOHHIA
Kopobui

M®ANIEP IHK.

CLUA

Mdpaiizep
MeHtochekuypuHr
[Loiuneng Tm6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpavLiiHnX
marepianis: 3MiHU | TUMY - 3MiHW
BHECEHO [0 IHCTPYKUiT ANns
MeJMNYHOro 3aCTOCyBaHHS
nikapcbKkoro 3acoby A0 po3ginis
"Oco611BOCTI 3aCTOCyBaHHA" Ta
"Mo6iuHi peakuii" BigNoBIgHO A0
pekomeHpauii PRAC. BBefeHHS
3MiH NpoTArom 3-x micsAuis nicns
3aTBEPLKEHHS;
3MiHM | TUMy - 3MiHW BHECEHO 0
IHCTPYKUIT AN MeguuHoro
3acToCyBaHHS NikapCbKoro 3acoby
00 po3gainis "lMpoTunokasaHHs",
"B3aemopis 3 iHWMMU NiKapCbKuMu
3acob6amu abo iHwWi BuAn
B3aemogii", "OcobmBoCTi
3acTocyBaHHA" Ha nigcTasi
pekomeHgauii CMDh. BeegeHHs
3MiH npoTarom 3-x Micauis nicns
3aTBEPAXKEHHS

3a peyernmom

UA/3031/01/02

AKTUDEPUH

Kpanni opasibHi, pO34rH no
30 mn y donakoHi; no 1
donakoHy y KopooLi

TOB "TeBa YkpaiHa"

Ykpaina

Mepkne 'm6X,
HimeuyunHa
(ginbHUUSA, Ska
Bignosigae 3a
BMPOGHULITBO 3a
NOBHUM LMK/IOM);
Mepkne 'm6X,
HimeuyunHa
(ginbHULSA, Ska
Bignosigae 3a
[103BiN Ha BUMNYCK
cepii)

HimeuunHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMaTtepianis: 3MiHu | Tuny -
3BY)XEHHS JONYCTUMUX MEX,
BM3HAYEHWX Yy cneundikauii Ha
A®I D, L — cepuH Bif BUPOGHUKa
N3 pna nokasHukiB «Loss on
drying» 3 «<NMT 0,5%» go «NMT
0,30%», «Sulphated ash» 3 «<KNMT
0,1%» no «NMT 0,10%>» Ta
Assay-Serine C3H7NO3», B
nepepaxyHKy Ha Cyxy peyoBuHy, 3
«98.5 to 101%» A0 «99.0 to 101.0
%>»; 3MiHW | TUMY - ONOBHEHHS
crneundikauii Ha A®I D, L — cepuH
Bi, BUpO6HMKa /13 HOBMMM
nokasHukamu «Thin layer
chromatography»,
«Transmittance» Ta «TLC
(Diketopiperazine-Serine; Other
amino acids)»; 3miHu | Tuny -
BUNYyYeHHA nokasHuka «NIR
Spectrum», «Appearance of
solution», «Specific optical
rotation», «Ninhydrin-positive

3a peyernmom

UA/9254/01/01
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KapTOHHIA Kopoo6Li

KoMnaHis "3popos'a”

"300poB'a Hapoay",
YkpaiHa (Bci cTagil
BUPOOHMLTBA,
KOHTPO/Ib SIKOCTI);
ToBapucTso 3
06MexeHo
BiANOBIAA/LHICTIO
"®apmaueBTnyHa
KOMnNaHis

"340poB'a", YkpaiHa

Cucrema
KOHTelHep/3aKynopoBanbHWi
3aci6. 3MiHa nocTavyasnbHMKa
nakyBasibHUX MaTtepianis abo
KOMNIEKTYOUMX (SKLO 3a3Ha4YeHo
B [OCbE) (3amiHa abo AofaBaHHsA
nocTayasibH1Ka); CymnyTHS 3MiHa

- 3MiHK 3 IKOCTi. FoTOBWIA
nikapcbkuii 3aci6. Cuctema

KOHTeliHep/3akynoploBanbHuii

Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
substances», «Heavy metals» 3i
crneuundikanii Ha A®1 D, L — cepuH
Big BUPOGHMKa [/13; 3MiHu | Tuny -
3MiHa y BUMOrax napamerpa
«Description» cnevudikauii Ha
A®I D, L — cepuH Bif, BUPOGHMKA
N3 3 «white or almost white,
crystalline powder or colourless
crystals» Ha «white or crystalline
powder»; 3miHu Il Tuny -
PO3LUMPEHHS AONYCTUMOT MeXI
[Ans nokasHuka «Sulphates» y
cneuudikauii A®| D, L- cepuH Big
BUpoGHMKa N3 3 «<NMT 300 ppm>
0o «NMT 500 ppm>»
7. ANNYHA TabneTku, BKpUTI Awmakca ®apma NT[, Benuka IHTepnabop Benn LLiBefiuapis BHECEHHS 3MiH [0 peecTpaviiiHnX 6e3 peyenma UA/11711/01/01
NNiBKOBOK 060/I0HKOO MO BputaHis Ar, LLseliuapis mMartepianis: 3miHu Il Tuny —
10 Tabnetok y 6nicTtepi; (KOHTPO/b SKOCTI); [ofaBaHHA [0 nepeniky KpaiH, Ha
no 1 a6o 3 6nictepu B Na6op UonniHrep nnaHTayisax sSkux srigHo 4o
KapTOHHIA KOpoo6Li Ar, LLseliuapis Ha/IeXHOI NPaKTUKM
(KOHTPO/b SKOCTI); KyNbTUBYBaHHS Ta 36MpaHHs
Makc Llennep 3boHe nikapcbkunx pocsvH (GACP),
Ar, LLseliuapis BMPOLLYETbLCS, 3aroTOB/IOETLCA |
(BMpPOGHMLTBO 3a 36MpaeTbCa POC/MHa CUPOBUHA
NMOBHUM LMK/IOM); BanepiaHu nikapcbkoi (Valeriana
Coro dnopgic officinalis), kpaiHu - KeHis
IHTEepHeLWwHN
CsiT3epneHng CA,
LBeiiLapis
(nepsuHHe
nakyBaHHS
(thacyBaHHs),
BTOPWHHE
nakyBaHHS,
MapKyBaHHs)
8. ANTEMIKC cupon, 25 mr/5 mn, no 100 ToBapucTBO 3 YkpaiHa TOB "XapkiBcbke YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHnx 6e3 peyenma UA/7157/01/01
My ¢priakoHi; no 1 o6MexeHo hapmaueBTuyHe mMartepianis: 3MiHU | TUNY - 3MiHU 3
donakoHy y KOMNAeKTi 3 BiANOBiAA/IbHICTIO nignpueMcTBo siKocTi. FOTOBWMIA Nikapcbkuii 3aci6.
MipHOIO JTOXKOH Y "dapmaveBTUyHa
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

(Bci cTagji
BUPOGHMLTBA,
KOHTPO/b SKOCTI,
BWMYCK Cepil)

3aci6. 3miHa hopmu abo po3mipy
KOHTeliHepa umn
3aKynopHBa/IbHOIO 3acoby
(NepBMHHOI ynakoBKu)
(HecTepunbHi Nikapcbki 3acobu) -
BBEJEHHS1 HOBOTO BUPOGHUKA
donakoHiB nonimepHux TOB
«Craryc», YKpaida f04aTKoBO A0
3aTBEpPAXKEHNX BUPO6HMKIB TOB
«MPO®IMNACT NTAO», YKpaiHa Ta
TOB «[Mnactxim», YkpaiHa.
KinbKncHWiA Ta sikicHWA cknag,
nakyBasibHOr0 mMartepiasny
h/1aKoHY He 3MiHUBCS; BUPOOHUKM
KPULLIOK 10 HOBOTO h/1aKOHY
3a/MLeHi 6e3 3MiH. Ak Hacnigok,
He3HauHi 3MiHN rabapuUTHUX
po3MipiB h/1akoHIB

AnonyTon

pO34uH A4 iH'ekuid no 1
M/ B CK/ISIHUX amnynax; no
10 amnyn y KapTOHHIi
Kopoo6Ui

KO "BioTexHoc" A.T.

PymyHis

BiANOBiAA/IbHWIA 3a
BTOPWHHE
nakyBaHHS Ta
BWMNYCK Cepil:
"BioTexHoc" AT,
PyMyHis;
BiANOBiAa/IbHWIA 3a
BUPOGHMLTBO
Hepo3dgacoBaHOl
NpoAyKLuii, NnepBuHHe
Ta BTOPVHHE
nakyBaHHS:

KO «3eHTiBa» A.T.,
PymyHis

PymyHis

BHECEHHS 3MiH [0 peecTpaviiiHnX
mMartepianis: 3miHu | TUny -
AOMiHiCTpaTMBHI 3MiHU. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
MiCLisi MPOBAMKEHHS AiANIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro
nNikapcbKoro 3acoby, BKIoYa4n
AOinbHULI BUNYyCKy cepii abo micue
NpPOBELEHHS KOHTPOJTHO SKOCTI.
(misnbHicTb, 3a Ky BignoBigae
BMPOGHUK/IMNOPTEp, BKIOYaKUM
BWMNYCK Cepiit) - 3MiHa
HalimeHyBaHHs BUpo6Huka N3,
6e3 3MiHU MicusA BUPOOHMLTBA.
3arBepmkeHo: KO “biotexHoc”
A.T., PymyHis S.C. / Biotehnos
S.A., Romania. 3anponoHoBaHo:
“biotexHoc” AT, PymyHis /
Biotehnos SA, Romania. 3miHu
BHECEHO B IHCTPYKLitO A4/1A
MeLMYHOro 3aCTOCYBaHHS Yy p.
"BUpO6HMK" 3 BigMOBIgHMY
3MiHaMK y TeKCTi MapKyBaHHS
yNakoBKM NikapCbKoro 3acoby.
BBegeHHs 3MiH npoTsirom 6
MiCALIB NiCNA 3aTBEPLXKEHHS.
3MiHu | TURY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHN
y BUPO6HMLTBI. 3amiHa abo
BBE/IEHHS 0AaTKOBOI AifIbHUL

3a peyernmom

UA/6889/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BVMPOGHMLTBA A1 YacTUHU abo
BCbOro BMPOBHMYOro npouecy
roTOBOrO NikapCbKOro 3acoby

(ZinbHULSA ON18 BTOPUHHOMO
nakyBaHHs1) - BBE,EHHS
[04aTKOBOrO BUPOOHUKA
“bioTexHoc” AT, Byn. FopoHynyi,
3-5, M. OToneHi-Inbgos, iHaekc
075100, PymyHis,

BiANOBIAA/IbHOTO 3a BTOPUHHE

nakyBaHHs. 3MiHu | Tvny -

AfMiHICTpaTMBHI 3MiHU. 3MiHa

HalilmeHyBaHHs Ta/abo agpecu

MiCLS MPOBaMKEHHS AiANIbHOCTI
BMPOGHMKa (BK/OYaouu, 3a

HeobXiAHOCTI, MicLe NpoBeAeHHS
KOHTPO/O SIKOCTi), ab0 B/iacHUKa
macTep-alina Ha Adl, a6o
noctavyanbHuka A®l/BuxigHoro
MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 3aCTOCOBYHOTbCH Y
BMPO6HULTBI ADI (AKLLO
3a3HayeHo y AOCbE Ha MiKapCbKuii
3acib) 3a BiACYTHOCTI cepTuddikara
BiANOBIAHOCTI EBpONechbkil
thapmMakonei y 3aTBepyxeHomMy
nocbe, abo BMPOOHUKA HOBOI

[L0MOMIXHOT peYOBUHU (SIKLLO
3a3HayeHo Yy [10CbE) - 3MiHa

HaliMeHyBaHHs1 BUPOGHMKa ADI
6i0aKTUBHOrO KOHLEHTpaTy 3

[Api6HOT MOpPCLKOi prbu, 6e3 3MiHK
MicL BUPOBHMLTBA.

10.

ANbBYMIH
N ANHN 200
rin

po3uuH A8 iHdysiii, 200
r/n; no 50 mn a6o no 100
M1 PO3YMHY Y NAAWLI; NO
1 nnAwui B kopobui 3
KapTOoHY

KegpioH C.n.A.

ITanis

KegpioH C.n.A.

ITanis

BHECEHHS 3MiH [0 peecTpaviiiHnX
MaTepianis: 3MiHu | Tuny -
3BY)XXEHHS fONYCTUMUX MEX NS
nokasHuka "MikpobHe unicno", wo
BUKOHYETLCA Y NPOLEC
Bmpo6HuuTea Albumin bulk.
3anponoHoBaHo: 3pa3ok 8 — <
100 KYO/100 m; 3miHu | Tvny -
[oAaBaHHA BUNPOOYBaHb 3a
nokasHukom "MikpobHe uncno” y
npoueci BupobHuuTea Albumin
bulk 3 BignoBigHYMMN KpUTEPISMM
npuiAHATHOCTI: 3pa3ok 5 — < 2500
KYO/100 mn; 3pa3ok 6 — < 2000
KYO/100 mn; 3pasok 7 — < 1250
KYO/100 mn; 3pasok 7 bis — <

3a peyernmom

UA/15876/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

1250 KYO/100 mn; 3miHu Il Trny -
3amiHa nokasHuka "liporeHn" y
cneymdikauii Ha rotoBui
nikapcbkuii 3aci6 NOKa3HNKOM
"BakTepianbHi eHAOTOKCUHU" 3
KpUTEepiem NpuitHATHocTi < 1,0
EO/mn

11.

AMAPUN®

Tabnetkun no 2 mr Ne 30
(15x2): no 15 TabneTok y
6nictepi; no 2 6nictepn B
KapTOHHIA KOopoo6Li

TOB "CaHodpi-ABEHTIC
YkpaiHa"

YKpaiHa

CAHO®I C.IN.A.

ITanisa

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

thapmakoHarnsgy. BeefeHHus abo

3MiHW [0 y3arasibHEHUX JaHuX Npo
cuctemy thapmakoHarnsagy

(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy apmakoHarnsgy,

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

YNOBHOB&XEHOI 0CO6U 3as1BHYKA,

BiANOBIAa/IbHOI 3a
thapmakoHarnsag.
MponoHoBaHa peaakuis:
Xopakiscbka TeTaHa
BayecnasiBHa. 3MiHa KOHTaKTHUX
[aHux yrnoBHOBaXXEHOT 0co6u
3asBHWKa, BiANOBIAaIbHOT 3a
hapmakoHarnsg,

3a peyenmom

UA/7389/01/01

12.

AMAPUN®

Tabnetku no 4 mr; Ne 30
(15x2): no 15 TabneTok y
6nictepi; no 2 6nictepn B
KapTOHHIA KOopooLi

TOB "CaHodpi-ABEHTIC
YkpaiHa"

YKpaiHa

CAHO®I C.IN.A.

ITanisa

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

hapmakoHarnsgy. BeeneHHs abo

3MiHM [0 y3arasibHEHUX JaHuX Npo
cuctemy chapmakoHarniagy

(BBEAEHHSA Y3arasIbHEHUX AaHWX
npo cuctemy capmakoHarnsgy,

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

3a peyenmom

UA/7389/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

thapmakoHarnsay; KOHTakTHOT
ocobu 3 hapmakoHarnsgy
3asBHUKA A1 3MiACHEHHS
thapmakoHarnagy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, YyNOBHOBaXeHOT
ocobu, BifnoBifabHOI 3a
3[jiCHeHHs1 hapMakoHarnsgy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
mMacTep-aiina cucremm
thapmakoHarnagy) - 3amiHa
YMNOBHOBaXeHOT 0COOM 3as1BHMKA,
BignoBigasibHOI 3a
hapmakoHarnsg.
MponoHoBaHa pegakuis:
XopakiBcbka TeTsHa
BauecnasiBHa. 3MiHa KOHTaKTHUX
[aHVX YNOBHOB&XeHOI 0co6u
3as1BHMKA, BignoBiAa/bHOT 3a
thapmakoHarnag,

13.

AMAPUN®

Tabnetkun no 3 mr Ne 30
(15x2): no 15 TabneTok y
6nicTepi; no 2 6nictepu B
KapTOHHI/ Kopoo6Li

TOB "CaHodi-ABeHTIC
YkpaiHa"

YkpaiHa

CAHO®I C.IN.A.

ITanis

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

thapmakoHarnsgy. BeegeHHus abo

3MiHU [0 y3araslbHEHVX AaHuX Npo
cuctemy chapmakoHarnagy

(BBEAEHHSA Y3araslbHEHNX AaHNX
npo cucTemy thapmakoHarnsgy,

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

YMOBHOB&XEHOT 0CO6M 3as1BHMKA,

BignoBigasibHOI 3a
hapmakoHarnsg.
MponoHoBaHa pegakuis:
XopakiBcbka TeTsiHa

BauvecnasiBHa. 3MiHa KOHTaKTHUX
[aHVX YNOBHOB&XEHOI 0cobu

3a peyernmom

UA/7389/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3as1BHMKA, BignoBiAa/IbHOT 3a
thapmakoHarnag,

14.

AMAPUN® M
2Mr/s00Mr

TabneTkn, BKpUTI
o6050Hkoto; Ne30 (10x3):
no 10 TabneTtok y
6nictepi: no 3 6nictepn B
KapTOHHIA KopooLi

TOB "CaHodi-ABeHTIC
YkpaiHa"

Ykpaina

XeHpoK IHK.

Pecny6nika
Kopes

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

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHUX Npo
cuctemy chapmakoHarnagy

(BBEAEHHSA Y3araslbHEHNX AaHNX
npo cucTemy thapmakoHarnsgy,

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

YMOBHOBaXeHOT 0CO6M 3as1BHMKA,

BignoBigasibHOI 3a
hapmakoHarnsg.
MponoHoBaHa pegakuis:
XopakiBcbka TeTsiHa
BauvecnasiBHa. 3MiHa KOHTaKTHUX
[aHVX YNOBHOB&XEHOI 0co6u
3as1BHMKA, BignoBiaa/bHOT 3a
hapmakoHarniag,

3a peyernmom

UA/9859/01/02

15.

AMBPOCAH®

Tabnetku no 30 mr no 10
TabneTtok y 6nictepi; no 2
6nicTepun y KapTOHHiIl
Kopoo6ui

NPO.MEZ,LC MNpara
a.c.

Yecbka
Pecny6nika

MPO.MEA.LIC
Mpara a.c.

Yecbka
Pecny6nika

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMaTtepianis: 3MiHu | Tuny -
npuBeAeHHs iHhopMaLii Woao
nepBUHHOT ynakoBku MNBX nnisku
B.p.3.2.P.7 po Bumor CTD
opmaTy, a came BUTyYeHHs
iHhopmauii Npo nocTavyabHUKIB,
TepMiHy NpuaaTHOCTI yMOB
36epiraHHs Ta iHLWOT He3HaYHOI
iHchbopmavii. HagaHHs posginy
3.2.P.7. aHrniiicbkolo MOBOIO (Ha
3aMiHy Bif pOCilicbCKOMOBHOI
BepCii, W0 3a3HavyeHa Ha gaHui
MOMEHT) [/191 rapMOHi3auii
[OKyMeHTaUiT 3 OKyMeHTaLie
BVMPOGHWKA; 3MiHW | Tuny -

6e3 peyenma

UA/8271/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

npuBefeHHs iHhopmau,i Wwoao
NepBMHHOT YNakoBKM aitoMiHiEBOT
honbru B.p.3.2.P.7 go sumor CTD
chopmary, a came BUNyHEHHS
iHbopmaLii Npo nocTavyanbHUKIB,
TepMiHy NpUAATHOCTI yMOB
36epiraHHs Ta IHLWOT HEe3HAYHOI
iHdhopmadii. HagaHHA po3sginy
3.2.P.7. aHrniiicbkoto MOBOLO (Ha
3aMiHy Bif pOCiiCbCKOMOBHOI
Bepcii, W0 3a3HavYeHa Ha gaHuii
MOMEHT) AN rapMoHi3awii
[OKyMeHTaUji 3 JOKyMeHTaL|i€r0
BMPOGHMKA; 3MiHK | TUMY - po3ain
3.2.P.7. npusegeHo go CTD
dopmaty, 6yno Buy4yeHo
3acTapini NoKasHWKN AKOCTI
NepBUHHOT YNakoBku, a came
nokasHuk skocTi "Foil width"; 3miHn
| TMny - po3ain 3.2.P.7. npusBeeHo
no CTD dhopmary, 6y/1o BuIy4eHo
3acTapisii NoKasHMKN SKOCTI
NepBUHHOT YNakoBKW, a came
nokasHuk skocTi "Thickness of foil
in cross-sectio-"; 3MiHu | Tuny -
po3ain 3.2.P.7. npuBefeHo 1o
CTD dhopmary, 6yn1o BuIy4eHo
3acTapisii NoKa3HWKN SKOCTI
NepBUHHOT YNakoBKW, a came
nokasHuk skocTi "Coil inner
diameter- -"; 3miHu | TMNy - po3gin
3.2.P.7. npusegeHo go CTD
topmaty, 6yno Buy4eHo
3acTapisii NoKa3HWKN SKOCTI
NepBUHHOT YNakoBKW, a came
nokasHuK sKkocTi "Foil widt"; 3miHn |
Tvny - po3gin 3.2.P.7. npuBegeHo
no CTD dhopmary, 6yno Buny4eHo
3acTapisii NoKa3HUKM AKOCTI
NepBUHHOIYNaKOBKK, a came
nokasHWK siKocTi "Mas";
3MiHM | Tuny - posgin 3.2.P.7.
npusegeHo go CTD dopmarty,
6y/10 BUNy4YeHo 3acTapini
NOKa3HUKN AKOCTI NEPBUHHOT
ynakoBKK, a came NoKasHWK AKOCTI
"Coil inner diameter"; 3miHun | TUNy
- po3gin 3.2.P.7. npuBefeHo Ao
CTD dhopmary, 6y/s10o BUIy4YeHo
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
3acTapisii NOKa3HMKN SKOCTI
NepBUHHOT yNakoBKN Ta BHECEHO
He3HauHi yTOYHEHHS 10 NoKa3Huka
"Onuc"; 3miHu | TUny - po3gin
3.2.P.7. npusegeHo go CTD
hopmaTy, a came BUTy4aeTbCs
iHchopmavis wopao cneumdikawii
KOHTPOJH0 AKOCTi BTOPUHHOT
YMaKOBKM - KAPTOHHOT KOPOOKM
16. AMIAKY PO34YUH AJ15 30BHILLHBOTO MPAT "®ITO®PAPM" YkpaiHa MPAT "®ITOPAPM" YkpaiHa BHECEHHS 3MiH [0 peecTpavyiiiHnX Be3 peyenma UA/0407/01/01
PO34/H 3acTocyBaHHs 10% no 40 MaTepianis: 3MiHu | Tuny -
M1 a6o no 100 mny BBE/lEHHA [04aTKOBOro
dhakoHax CKISHUX; No TeopeTnyHoro po3mipy cepii (1000
200 Mn y hnakoHax kr/ 1000 n) 3anponoHoBaHo 500
CK/IIHWX 3 KOHTPOJIEM Kr/500 n1; 1000 kr/ 1000 n
nepLUoro BigKpuUTTS; no 40
mn a6o no 100 mn, abo no
200 mn y hnakoHax
noNiMepHNX 3 KOHPOsIEM
nepLUoro BigKpUTTA
17. AMIKALNHY KpucTaniuyHWin NOPOLLIOK NAT YkpaiHa LLleHaoHr AHKCIH Kutaw BHECEHHS 3MiH [0 peecTpavuiiHnX - UA/14269/01/01
CYNb®AT (cybeTaHuis) y noaBiHMX "KuiBmegnpenapart” PapmacbioTikan Ko., martepianis: 3MiHu | Tuny -
nosieTuNeHoBMX NakeTax nra. AOMiHICTPaTNBHI 3MiHW. 3MiHa
AN BUpobHMLTBA HalilmeHyBaHHs Ta/abo agpecu
CTepPW/IbHUX JTiIKapCbKNX MiCLS MPOBaMKEHHS AiANbHOCTI
3acobiB BUPOGHMKa (BK/THOYaKOUK, 3a
HeobXigHOCTI, MicLe NpoBeAeHHSA
KOHTPO/O SIKOCTi), a0 BriacHuKa
macTep-aiina Ha Adl, abo
noctavyanbHuka Adl/BuxigHoro
mMaTtepiany/peareHTy/npomiKHOro
NPOAYKTY, LU0 3aCTOCOBYOTLCA Y
BMPO6HULTBI ADI (AKLLO
3a3HayeHo y AOChE Ha JiKapCbKuii
3acib) 3a BiACYTHOCTI cepTuddikara
BIANOBIAHOCTI EBpONechbkili
thapmMakonei y 3aTBepayxeHomy
nocbe, abo BMPOOHUKA HOBOI
[,0NOMIXHOT pevyoBUHU (SIKLLO
3a3HayeHo Yy [10CbE) - 3MiHa Ha3BU
Ta agpecu BupobHuka Adl
(AmikauuHy cynbchaty), 6e3 3MiHN
MicLs BUPO6HMLTBA
18. AMIHOCTEPWUA | po3unH ans iHdysili; no ®peseHiyc Kabi HimeuunHa PpeseHiyc Kabi AscTpis BHECEHHS 3MiH 10 peecTpaliiiHnx | 3a peyenmom UA/0948/01/01

H-TEMNA

500 mn y donakoHi; no 10
(h/1aKOHIB Y KapTOHHIi
Kopoo6Li

[oliunang Mo X

ABCTpiss TM6X

marepianis: 3MiHW | TUMY - 3MiHK
[0 MeTogiB BUNpobyBaHHs 13 3a
NnokKasHNKOM «KifnbKicHe
BM3HAuYeHHs L-TpuntochaH», a
came 3aMiHa metoay
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep

peecmpayiliHo2o

nocsio4YeHHs

BMNPOOYBaHHS 3aTBEPAKEHO:
MeTo/ 06epHeHOo-(ha3oBol
Xpomatorpadii; 3anponoHOBaHO:
BEPX; 3miHu | Tvny - 3MiHn go
MeToAiB BUNpobyBaHHA 13 3a
NnokKasHNKoM «KinbkicHe
BU3HAYEHHS L-izonenymH, L-
NeiumnH, L-ni3nH, L-MeTioHiH, L-
eHinanaHiH, L-TpeoHiH, L-
TpuntocpaH, L-BaniH, L-apriHin, L-
ricTMAvH, rNiunH, L-anaHix, L-
nponiH, L-cepuH», a came 3amiHa
mMeToAy BUNPOOYBaHHSA
3aTBEpAXEHO: MeToZ NocT-
XpomarorpacdiyHoi gepuatusadii
3 HiHTi4PVHOM; 3arMpONoHOBaHO:
BEPX; 3miHu | TNy - 3MiHWN 80
meTogis BUNpobysaHHs N3 3a
nokasHukom «KinbkicHe
BU3HAYeHHA AueTatu», a came
BUJTyYEHHS albTepHATUBHOIO
mMeToAy BUNPOOYBaHHSA

19.

AMIOOAPOH

Tabnetkun no 0,2 1, no 10
TabneTtok y 6nictepi; no 3
6nictepu B nauuj 3
KapTOoHY

MpuBaTHE akuioHepHe
TOBapuCTBO "J1eKXiM-
XapkiB"

YKpaiHa

MNpvBaTHe
akujioHepHe
TOBapuCTBO

"JlekxiMm-Xapkis"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
nofaHHA OHOBJ/IEHOTO cepTudiikaTy
BiANOBiAHOCTI E€BpPONECbKOI
thapmakonei ans A®l amiogapoHy
rigpoxnopugy CEP No. R1-CEP
2003-216-Rev 08 (nonepeaHs
Bepcis CEP No. R1-CEP 2003-
216-Rev 07) Big BXe
3aTBEPAKEHOTO BUPOOHMKA
Glenmark Life Sciences Limited,
India.

3a peyenmom

UA/8904/01/01

20.

AMIOOAPOH

Tabnetkn no 0,2 r, in bulk:
no 3000 TabneTok y
KOHTeliHepax
nnacTMacoBmXx

MpuBaTHE akuioHepHe
TOBapuUCTBO "J1eKXiM-
Xapkis"

YKpaiHa

MNpvBaTHe
akujioHepHe
TOBapuCTBO

"JlekxiMm-Xapkis"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHun | Tuny -
nofaHHA OHOB/IEHOTO cepTudikaTy
BiANoBiAHOCTI €BpONECbKOI
thapmakonei ana A®l aviogapoHy
rigpoxnopugy CEP No. R1-CEP
2003-216-Rev 08 (nonepeaHs
Bepcis CEP No. R1-CEP 2003-
216-Rev 07) Big BXe
3aTBEPAKEHOTO BUPOOHMKA
Glenmark Life Sciences Limited,

UA/8905/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
India.
21. AMIOOAPOHY NMOPOLLIOK KpUCTasTiuHWIA MpuBaTHe akuioHepHe Ykpaina neHmapk Navicp IHais BHECEHHS 3MiH [10 peecTpaviiiHnx - UA/17347/01/01
FIAPOXNOPUL, | (cybecTaHuisl) y NoABIRHMX TOBapuCTBO "J1eKXiM- CalieHcis flimitesq MaTepianis: 3MiHun | Tuny -
NoNieTUNEHOBKX MiLLIKax Xapkis" noAaHHs OHOBJIEHOTO cepTudikaTty
0ns papmaleBTUYHOro BiANOBiAHOCTI E€BpONECbKOI
3aCTOCyBaHHA thapmakonei ana A®l aviogapoHy
rigpoxnopugy CEP No. R1-CEP
2003-216-Rev 08 (nonepeaHs
Bepcis CEP No. R1-CEP 2003-
216-Rev 07) Big BXe
3aTBEPAKEHOTO BUPOOHMKA
Glenmark Life Sciences Limited,
India
22. AHTNDNY® NOPOLLOK A1 OP&/IbHOTO TOB "baliep” Ykpaina MepBuHHA Ta CWA BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 peyenma UA/4910/02/01

po3unHy, no 17 r y nakeTi;
no 5 nakeTiB y KAPTOHHIl
Kopobui

BTOPUHHA YNaKoBKa,
[103BiN Ha BUMNYCK
cepii: KoHTpakT
Papmakan
KopnopeiiwH, CLUA;
Bupo6HMLTBO in
bulk: KoHTpakT
dapmakan
KopnopeiiwH, CLUA

marepianis: 3MiHu | TUny - 3MiHN 3
AKocTi. CepTudikar
BignosigHoCTI/IE-cepTudcikat
BIANOBIAHOCTI EBpONEechbkili
thapmakonei/MoHorpadii. 3miHn,
noB'sA3aHi 3 HEOOXIiAHICTIO
npuBeLEeHHs Y BiANOBIAHICTb A0
MoHorpadii 4dY abo
€Bponeiicbkoi thapmakonei, abo
iHLWOT HauioHaNbHOI hapMakonei
aepxasun €C - 3MiHN Y
crneundikavii A®I
XnopcpeHipamiHy manear -
npueefeHHs po3giny 3.2.5.4.1.01
peecTpaLiiHoro gocke Ans
xnopdpeHipamiHy maneary y
BiANOBIAHICTb 4O YNHHOI peakuil
MoHorpadii USP.; 3MiHu | Tuny -
3MiHu 3 sKocTi. FoToBwMiA
nikapcbkuii 3aci6. 3MiHn y
BUPOGHMLTBI. 3amiHa abo
BBEJEHHS A0AaTKOBOT AifbHUL
BVMPOGHMLTBA A1 YaCTUHU abo
BCbOro BMPOBHMYOro npouecy
rOTOBOrO liKapCbKOro 3acoby
(minbHUUSA, Ha AKil TPOBOASATHLCA
6yab-siki BUpO6HMUI cTagji, 3a
BVHATKOM BWMNYCKY Cepid,
KOHTPOIO AKOCTi, NEPBUHHOTO Ta
BTOPVHHOIO NakyBaHHS, A1
HECTEPWUIbHUX NMIKaPCbKMX
3aco6iB) - OHOB/IEHHA agpecu
BMPOGHMKA rOTOBOTO NliKapCbKOro
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

3acoby y peecTpaujiiiHoMy J0Cbe
nigpo3ain 3.2.P.3.1.01 - KoHTpakT
dapmakan KopnopeWuH
(Bnpo6HMuTBO in bulk), 3a
appecoto: 160 Kommepc [Jpaiis,
Xonor, Heto-Vopk 11788, CLLUA -
npuBELEHHS Y BiANOBIAHICTb A0
Micus hakTUYHOro posTallyBaHHS
nignpvemcraa (150 &160
Kommepc [paiis, Xonor, Hbto-
Vopk 11788, CLUA); 3MiHu | TUny -
3MiHK 3 IKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTponb
[OONOMDKHUX peyoBUH. 3MiHa
napameTpiB cneuudikaLii Ta/abo
[OMNYCTUMMX MEX A5 LOMOMDKHOT
PeyoBUHM (AONOBHEHHS
cneumdikalii HOBUM NOKA3HUKOM 3
BigNOBIAHMM METOA0M
BUNPO6YBaHHS) - MpuBeAeHHs
cneumdikaLii 4ONOMKHOT
peyoBMHM caxaposa [0
3anponoHoBaHo! BUPOOHUKOM
B/1acHoi in-house cneuudikawii
(nogaHo BMNpoGyBaHHSA BMICTY
CBUHLI0, OMUC PEYOBKHM caxapo3a
Ta pesynbTar NpoBefeHHS
ineHTudikauii (Bignosigae
cTaHzapTy)); 3MiHu | Tuny - 3MiHn
3 AIKOCTi. FOTOBUIA NnikapcbKuii
3aci6. KoHTposib 4OMOMKHUX
peyoBuH. 3MiHa NnapameTpis
cneuudikavii Ta/abo AonycTUMmX
MeX A1 ONOMiXHOT peYOBUHU
(BUNy4YeHHs 3i cneundikaii
He3Ha4yHOro nokasHuka
(Hanpukiag 3actapinoro
nokasHuka)) - BuganeHHs 3i
cneumdikaLii 4ONOMKHOT
peyoBMHM caxapo3a 3acTapifinx
nokasHukis(Color, Sediment, Ash
%, Sucrose %, Invert %, USS
screen 20, USS screen 40, USS
screen 100, Yeast, Molds,
Mesophiles, E.coli, Salmonella,
Coliforms, Staphylococcus
Aureus, Pseudomonas
Aeruginosa) - npuBeAeHHs
crneungikauii onoMixHol
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
peyoBUHM caxaposa [0

3anponoHoBaHo! BUPOOHUKOM
B/1ACHOI in-house; 3miHu | Tuny -
3MiHK 3 sKOCTi. FOTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBasibHUiA
3aci6. 3MiHa y NepBUHHIli ynakoBLi
roTOBOro Nikapcbkoro 3acoby (Tun
KOHTeliHepa abo AoAaBaHHsA
HOBOTO KOHTeliHepa) - TBepai,
M’'SIKi Ta HeCTepPW/IbHI PiakKi
nikapcbki hopmu - [logaBaHHsA
a/IbTEPHATUBHOIO Marepiany
NepBUHHOT YNakoBKKM (NakeT A/1s
nopotuky) Fasson Rapid-Roll 25#
PPFP (Spec # 79850) go
3aTBepxeHoro Fasson Rapid-Roll
25# PPFP (Spec # 75744); 3MiHu |
TMny - 3MiHK 3 siKocTi. [oTOBWMIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHULTBI. 3MiHW Y NpoLeci
BMPOGHMLITBA FOTOBOTO
NikapcbKoro 3acoby, BKIOHaoum
NPOMIXXHUIA NPOAYKT, L0
3aCTOCOBYETLCSA NMPU BUPOOHULTBI
roTOBOrO J1iKapCbKOro 3acoby
(He3HayHa 3MiHa y npoueci
BMPO6HMLTBA) - [epeHeceHHs
Big6opy cymiwi 3 eTany
BMPOGHNYOro NpoLecy «Ao
OCTaTOYHOI0 BUBAHTaXKEHHS
CyMiLLi 3 6neHgepa» fo etany
«Micna OCTAaTOYHOrO CKUAAHHSA
cymiwi B 6apabaHn». Takum
UYMHOM, 3paskv CyMmiLli Ans
NnoJanbLIOro KOHTPO/ ByayTh
oTpumMmyBatucs 3 6apabaHy, a He i3
6neHaepa 6e3nocepesHbo; 3MiHN
Il TuNy - 3MiHK 3 siKoCTi. FoTOBWMIA
nikapcbkuii 3aci6. KoHTponb
[OONOMDKHUX peyoBUH. 3MiHa
napameTpiB cneuudikaLii Ta/abo
[OMNYCTUMMX MEX A5 LOMOMDKHOT
peyoBUHM (3MiHA 3HAXOAUTLCA
nosa 3aTBepKeHnMm
[OMyCTUMUMUN MeXamm
cneumdgikauiin) - Po3wmpeHHs
O0NyCTUMUX MEX crneumdikavii

0151 JOMOMIXKHOI pEYOBUHM
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
caxaposa 3a n. «Bonoricte» 3
MakcuMasibHoi 0,05% go NMT
0,3%
23. APUMIAEKC TabneTku, BKpUTI AcTtpa3eHeka HOK Benuka Brpo6HMK CLIA/ BHECEHHS 3MiH 10 peecTpaljiiiHux | 3a peyenmom UA/2417/01/01
NNiBKOBOK 060/10HKOID, MO Nimiteq BpuTtaHis niKapcbkoro 3acoby Benvka MaTepianis: 3MiHu | Tuny -
1 wr; no 14 TabneTtok y "in bulk": BpuTtaHis AOMiHiCTpaTMBHI 3MiHU. 3MiHa
6nictepi; no 2 6nictepn y AcTpa3eHeka HalilmeHyBaHHs Ta/abo agpecu
KapTOHHIA KOopoo6Li dapmacbloTukanc 3as1BHVKa (Bf1acHMKa
Nn, CWA,; peecTpaLiiHoro NocBigYeHHs) -
Brpo6HMK, 3MiHa agpecu 3asBHUKa
BiANoBigabHUIA 3a (BBeAEHHS 3MiH NPOTAroM 6-Tu
nakyBaHHA Ta MiCSLIB NiCNA 3aTBEPAYKEHHS)
BWMNYCK Cepil:
AcTpa3eHeka FOK
Nimiten, Benvka
BpuTaHis
24, ACUBPOKC Tabnetku wunydi no 200 TOB «YOPNA Ykpaina dapmaEcrTika EcToHis BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 peyenma UA/14270/01/01
Mr; 1o 24 Tabnetkn y MEANLH» MaHythakTypiHr marepianis: 3MiHa 3asBH/Ka
neHani; no 1 nerany B (PapmaEcrTika (BnacHvika peecTpadiiHoro
KapTOHHI Kopo6Li; no 2 MaHydakTypiHr noceigyeHHs) (3rigHo Hakasy MO3
Tabnetkv y cTpuni; no 5 TOB) Bif 23.07.2015 Ne 460). 3miHu

a6o 10 cTtpunis y
KapTOHHI KopooLi

BHECeHI B iHCTPYKL,t0 A4N1s
Me[MYHOro 3actocysaHHa /13y p.
"3anBHKK" 3 BiANOBIgHUMU
3MiHaMW B TEKCTi MapKyBaHHS
ynakoBok (BBegeHHs 3MiH
npoTArom 6-T1 MicAuiB nicns
3aTBePKEHHSA); 3MiHW | TNy -
3MiHV Wwoao
6e3nekn/edpeKkTNBHOCTI Ta
chapmakoHarnsgy. BeefeHHs abo
3MiHW [0 y3ara/lbHEHUX JaHuX npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3arasibHeHUX AaHuX
npo cuctemy hapmakoHarnsgy,
3MiHa yNOBHOB&XeHOI 0cobu,
BignoBiga/bHOI 3a 3AjACHEHHS
hapMakoHarnaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3aABHUKa A1 3MiICHEHHS
hapmakoHarnagy B YkpaiHi, KO
BOHa BifMiHHA Bif, yNOBHOBaXEHOI
ocobw, BignoBigasibHOI 3a
3[jiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTaKTHI faHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
hapMakoHarnsgy) - 3miHa
YNOBHOBaXKEHOI 0CO6U 3asIBHMKA,
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BignoBigasibHOI 3a
hapmakoHarnag. ditova pegakuis:
CasiweBa Jlapuca / Savishcheva
Larisa. NMponoHoBaHa pegakuis:
Myano MaHHa CTaHicnasiBHa.
3MiHa KOHTaKTHUX AaHnX
YMOBHOB&XEHOT 0CObM 3as1BHMKA,
BignoBiganbHOI 3a
hapmakoHarnag. 3miHa micus
3[iiCHEHHS] OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnagy. 3miHa
MiCLie3HaXOMKEHHS MacTep-
thaiina cuctemu
hapMakoHarnagy; aminum | tuny -
3MiHV Wwoao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3miHu) -
BHeceHHSA 3miH fo po3giny MKA
N3: «<MAPKNPOBKA» [fiitoua
pegakuis: MAPKIPOBKA
CornacHo yTBepXaEeHHOMY TeKCTy
MapKVpOBKM, KOTOPbIV
npunaraetcs. NponoHoBaHa
pepakuis: MAPK/IPOBKA
CornacHo yTBepXAEHHOMY TEKCTY
MapKupoBK/. OHOBMEHHS TEKCTY
MapKyBaHHS YNakoBKW NiKapcbkoro
3ac06y 3 BHECEHHSM iHchopmav,i
LLLOA0 3a3HAaYEHHS OANHNLB
BVMIiptOBaHHA y cuctemi Sl Ta
BMAAIEHHS iHchopmauii Lo
3a3aHavyaeTbCs POCINCLKOK
MOBOIO (BBEAEHHS 3MiH NPOTArom
6-TW MicsALIB Nicns 3aTBEPKEHHS)

25.

ACUNBPOKC

Tabnetku Wwunyyi no 600
mr, no 12 Tabnetok y
neHani; no 1 nexany B
KapTOHHI Kopo6Li; no 2
Tabnetkn y ctpuni; no 5
a6o 10 cTpunis y
KapTOHHIA KOopoo6Li

TOB «YOPA[,
MEAVILIH>

YKpaiHa

dapmaEcTika
MaHyhakTypiHr
(PapmaEcrTika
MaHyakTypiHr
TOB)

EcToHis

BHECEHHS 3MiH [10 peecTpaviliHnx
MaTtepianis: 3mMiHa 3asBHUKA
(BnacHvika peecTpadiiHoro
noceigyeHHs) (3rigHo Hakasy MO3
Bif 23.07.2015 Ne 460). 3miHn
BHECEHIi B iHCTPYKLito AN
Me[MYHOro 3actocysaHHa /13y p.
"3anBHKK" 3 BiANOBIgHMU
3MiHaMKn B TEKCTi MapKyBaHHS
ynakoBOK. BBefieHHs 3MiH
npoTArom 6-T1 MicAuis nicns
3aTBepKeHHs. 3MiHu | Tuny -
3MiHV Wwoao
6e3nekn/edpeKTNBHOCTI Ta
hapMakoHarnsgy. BeegeHHs a6o

6e3 peyenma

UA/14270/01/02
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cucTemy thapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0Co6H,
BiiNOBIAaAbHOT 3a 34iICHEHHS
thapmakoHarnsay; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3aABHUKA A1 3MiACHEHHS
thapmakoHarnagy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, YyNOBHOB&XeHOT
ocobu, BifnoBifabHOI 3a
3[jiCHeHHs1 hapmMakoHarnsgy
(BK/THOYAKOUM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnsgy) - 3miHa
YMNOBHOBaXeHOT 0COOM 3asBHMKA,
BignoBigasibHOI 3a
hapmakoHarnag. ditova pegakuis:
CasiweBa Jlapuca / Savishcheva
Larisa. NMponoHoBaHa pegakuis:
Myano MaHHa CtaHicnasiBHa.
3MiHa KOHTaKTHUX AaHnx
YMOBHOB&XEHOT 0CObM 3as1BHMKA,
BignoBiganbHOI 3a
hapmakoHarnag. 3miHa micus
3[iiCHEHHS] OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnagy. 3miHa
MiCLie3HaXOMKEHHSA MacTep-
thaiina cuctemu
thapmakoHarnagy. 3miHu | Tuny -
3MiHV Wwoao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3miHu) -
BHeceHHSA 3miH fo po3giny MKA
N3: «cMAPKPOBKA». fjitoua
pegakuis: MAPKIPOBKA
CornacHo yTBepXaEHHOMY TeKCTy
MapKVpOBKM, KOTOPbIV
npunaraetcs. NponoHoBaHa
pepakuis: MAPK/IPOBKA
CornacHo yTBepXXAEHHOMY TEKCTY
MapKupoBK/. OHOBMEHHS TEKCTY
MapKyBaHHS yMakoBKU iKapCbKOro
3ac06y 3 BHECEHHSIM iHhopmav,i
LLLOA0 3a3HAaYEHHS OANHNLB
BVMIiptOBaHHA y cuctemi Sl Ta
BUAAIEHHS iHhopMaLLiT Lo
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3a3Ha4yaEeTbCHA POCIICHLKOK MOBOIO.
BBefeHHA 3MiH NPOTArom 6-1u
MicsLiB NiCNs 3aTBEPAYKEHHS.

26.

ADPNYBIH®
NMEHUWMKNOBIP

kpem 1 %; no 2 r B Ty6i, no
1 Ty6i y KApTOHHI kopo6Lyi

TOB «[MEPPIFO

YKPAIHA»

YKpaiHa

BMPOGHULITBO 3a
MOBHUM LMIK/TOM:
MepmxeHikc
Benentokc HB

Benbris

BHECEHHS 3MiH 10 peecTpavLiiiHnX
martepianis: 3miHu | TUny -
AAMIHICTPaTUBHI 3MiHN.
BunyyeHHst BUPOOHMYOT fibHUL,
(Bkntovatoum ginbHuULi ansa Adl,
NPOMIXXHOr0 NPOAYKTY abo
roTOBOrO NliKapcbKoro 3acoby,
LOiNbHUL ANS NPOBEAEHHS
nakyBaHHs, BUPOGHMKa,
BiANOBIAA/ILHOIO 3a BUNYCK Cepiid,
MicLie NpoBeAEHHS KOHTPO/0
cepii) abo nocTadasibHMKa
BVIXiJHOTO MaTtepiany, peareHTy
ab0 AONOMDKHOT PeYOBUHU (SIKLLLO
3a3HayYeHo y A0CbE) BUTYUYEHHS
BMpo6HUuKa 13 HoBapTic ®apma
MpoaykuioHc TM6X, HimevunHa,
BiANOBIAA/IbHOrO 3a BUPOGHNLTBO
nikapcbKoro 3acoby, nepBuHHe
nakyBaHHs1, BTOPUHHE MakKyBaHHS,
KOHTPO/Ib SAKOCTi

6e3 peyenma

UA/7440/01/01

27.

BAPIIO
CYNb®AT ANs
PEHTFEHOCKO
nii

NOPOLLIOK A/1A
NPUroTyBaHHS CycneHsii,
no 80 r NopoLLKy y
KOHTeliHepi y nauui abo
6e3 naykn; no 80 ry
nakeTi, no 10 nakeTiB y
Kopo6ui; no 100 r
NOpPOLLKY Y nakeTi, no 5
nakeTiB y kopoobu,i

TOB "UcTok-Mntoc”

YKpaiHa

TOB "UcTok-Mntoc"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHnX
MaTepianis: 3MiHun | Tuny -
BUyYeHHS BUpOOHMKa AD| Bapito
cynbpaty Qingdao Dongfeng
Chemical Co., Ltd, China/
KsiHrgao JoHdeHr Kemikan Ko,,
T, Kutaii; 3anponoHoBaHo:
Qingdao Red Butterfly Precision
Materials Co., Ltd, China/ LUuHgao
Pep, BatTepdinaii MpeciwmH
Martepianc Ko., ita, Kutaii:
BMPOGHULITBO, NEPBUHHE
nakyBaHHS, BTOPUHHE NaKyBaHHs,
KOHTpONb AKkocTi; TOB "UcTok-
Mnioc", YkpaiHa: BTOpUHHE
nakyBaHHs (MapKyBaHHS),
KOHTPO/b SIKOCTI, BiAgnoBiganbHWi
3a BUNycK cepii)

3a peyernmom

UA/11557/01/01

28.

BEK/TA30H-
EKO

aepo30/1b AN1s iHrasALil,
no 250 mkr/go3y no 200
003y 6a/I0HUMKY 3
iHransALiiHAM NPUCTPOEM
y Kopoo6Lii

TOB «TeBa YkpaiHa»

YKpaiHa

HopToH
(Batepchopg)
Nimiteg T/A
AVBEKC
PapmacboTrKan3
Ipnangis T/A TeBa

IpnaHgis

BHECEHHS 3MiH [10 peecTpaviiiHnX
mMartepianis: 3MmiHa 3asiBHMKa
(BnacHuKa peecTpaujintHoro

noceig4eHHs1). 3MiHU BHECEHI B
TEKCT MapKyBaHHS ynakoBok J13 Ha
TUTY/IbHY CTOPIHKY LLIOAO Ha3Bu

3a peyenmom

UA/5384/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

PapmacboTUkan3
IpnaHgis

3as9BHUKA; 3MiHU | TUNY - 3MiHK
Lwoao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3arasIbHEHUX AaHNX
npo cucTemy thapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0Co6H,
BiiNOBIAabHOT 3a 34iICHEHHS
thapmakoHarnsay; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3asBHUKA A1 3MiACHEHHS
thapmakoHarnagy B YkpaiHi, SKL0
BOHa BifjMiHHa Bif, yNOBHOB&XeHOT
ocobu, BifnoBifabHOI 3a
3[jiCHeHHs1 hapMakoHarnsgy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
mMacTep-caiina cucremm
thapmakoHarnsagy) - 3miHa
YMNOBHOBaXeHOT 0COOM 3asBHMKA,
BignoBigasibHOI 3a
thapmakoHarnag. ditova pefakuis:
Orit Stern-Maman. MponoHoBaHa
pepakuis: buctposa OkcaHa
BiTaniisHa. 3miHa KOHTaKTHUX
[aHVX YNOBHOB&XeHOI 0cobu
3as1BHMKA, BignoBiAa/bHOT 3a
chapmakoHarnag,

29.

BEK/1A30OH-
EKO

aepo30/1b 415 IHransAuin,
no 100 mkr/go3y, no 200
003y 6a/10HUMNKY 3
iHranALinHAM NPUCTPOEM
y KOpoo6Li

TOB «TeBa YkpaiHa»

Ykpaina

HopToH
(Barepdpopg)
Nimiten T/A
AMNBEKC
PapmacboTVKan3
Ipnangia T/A TeBa
PapmacboTrKan3
IpnaHgjs

IpnaHgjs

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

noceigyeHHs). 3MiHN BHECEHI B
TEKCT MapKyBaHHS ynakoBok J13 Ha
TUTYNbHY CTOPIHKY LLOAO Ha3BM
3as9BHUKA; 3MiHW | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeefeHHus abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy thapmakoHarnsagy
(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy apmakoHarnsgy,
3MiHa YNOBHOB&XEHOI 0coou,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3aABHUKa 419 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, SKLo

BOHa BigMiHHA Bif, YNOBHOBa)XEHOI|

3a peyernmom

UA/5384/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

ocobw, BignoBigasibHOI 3a
3[iiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI faHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-cbaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CObM 3as1BHMKA,
BignoBiganbHOI 3a
thapmakoHarnag. [ivoua pefakuis:
Orit Stern-Maman. MponoHoBaHa
pepakuis: buctposa OkcaHa
BitaniiBHa. 3miHa KOHTaKTHUX
[aHVX YNOBHOB&XEHOI 0co6u
3asBHVKa, BigNoBiAa/IbHOT 38
dhapmakoHarniag,

30.

BIMOMNTUK
POM®APM

Kpanni o4Hi, po3uuH, 0,1
Mr/mn no 3 mny
onakoHax Nel, Ne3

K.T. POM®APM

KOMMAHI C.P.J1.

PymyHis

K.T. POM®APM
KOMMAHI C.P.J1.

PymyHis

BHECEHHS 3MiH [0 peecTpaviiiHnX
marepianis: TEXHIYHY MOMUIIKY
BMMNpPaB/IEHO B TEKCTi MapKyBaHHS
NepBMHHOT ynakosku J13.
3anponoHosaHo: 2. KI/IbKICTb
[AI0YOIl PEYOBWIHM
6imaTonpocT. 3a3HayeHe
BUNpaB/ieHHs Bignosigae
marepianam peecTpauiiHoro
[0CbE

3a peyernmom

UA/16474/01/01

31.

BIMONTUK
POM®APM

Kpanni o4Hi, po3ynH, 0,3
mr/mnno 3 Mny
donakoHax Nel, Ne3

K.T. POM®APM

KOMMAHI C.P./.

PymyHis

K.T. POM®APM
KOMIMAHI C.P.J1.

PymyHis

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: TEXHIYHY NOMUIIKY
BUMpPaB/IEHO B TEKCTi MapKyBaHHS
NepBUHHOI ynakosku J13.
3anponoHosaHo: 2. KI/IbKICTb
JOIK0YOI PEYOBWHU
6imartonpocT. 3a3HaveHe
BUMNpaB/IEHHS BigNoBifae
marepianam peecTpauiiHoro
Aocbe

3a peyenmom

UA/16474/01/02

32,

BICOMPONON-
TEBA

TabneTkn, BKPUTI
N/iBKOBOK 0GOMOHKOI NO
5 mr; no 10 TabneTok y
6nicTepi; no 3 6nicTepn B
KapTOHHIA KopooLi

TOB «TeBa YKpaiHa»

YkpaiHa

AT
dapmaLleBTUYHNI
3asog, TEBA

YropuwmHa

BHECEHHS 3MiH 40 peecTpaLiiHnx
mMartepianis: 3mMiHa 3asBHUKaA
(BnacHvKa peecTpauiiiHoro
NOCBIAYEHHS): 3MiHV BHECEHI
LLl00 Ha3BU 3asBHMKA Ha
TUTYSbHIN CTOPIHLI TEKCTY
MapKyBaHHs1 ynakoBok J13. 3MiHu |
TMny - 3MiHKU Woao
6e3nekn/edpekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHV [0 y3ara/ibHEHUX JaHuX Npo
cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHWX
npo cuctemy apmakoHarnsay,

3a peyenmom

UA/6407/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MiHa YNOBHOB&XeHOI 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
thapmakoHarnagy; KOHTakTHoOl
0ocobu 3 hapmakoHarnsgy
3aABHUKa AN 34iACHEHHS
hapmakoHarnagy B YkpaiHi, SKLio
BOHa BifMiHHA Bif, yNIOBHOBaXEHOI
ocobu, BignoBifanbHOI 3a
3pjiiicCHeHHs1 hapmakoHarnagy
(BK/IHOHAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
MacTep-chaiina cucremm
thapmakoHarnagy) 3miHa
YMOBHOBaXEHOT 0CO6M 3asiBHMKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnag. [ivoya pegakuis:
Orit Stern-Maman. MNMponoHoBaHa
pepakuis: Buctposa OkcaHa
BitaniiBHa. 3MiHa KOHTaKTHWX
[aHux yrnoBHOBaXeHO! 0cobu
3asBHMKa, BiANOBIAaIbHOT 3a
dpapmMakoHarnsg.

33.

BICOMNPONO/N-
TEBA

TabneTtku, BKPUTI
N/iBKOBOK 060/0HKOI0, MO
10 mr; no 10 TabneTok y
6nicTepi; no 3 6nictepu B
KapTOHHI/ KopoobLi

TOB «TeBa YkpaiHa»

YKpaiHa

AT
dapmaueBTUYHN
3asog TEBA

YropLmHa

BHECEHHS 3MiH [10 peecTpaviliHnx
MaTtepianis: 3mMiHa 3asBHUKA
(BnacHvika peecTpadiiHoro
NnocBiAYEeHHS): 3MiHV BHECEHI
LLI00 Ha3BW 3asBHMKA Ha
TUTY/TbHIA CTOPIHL TEKCTY
MapKyBaHHS ynakoBok J13. 3MiHu |
TMny - 3MiHK Woa0
6e3nekn/edreKTBHOCTI Ta
thapmakoHarnsgy. BeefeHHus abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy thapmakoHarnsagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy capmakoHarnsgy,
3MiHa YNOBHOB&XeEHOI 0cobu,
BiANOBIAaA/IbHOI 3a 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3aABHUKa 419 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, SKLo
BOHa BifMiHHA Bif, yNIOBHOBaXEHOI
ocobw, BignoBiganbHoI 3a
3gificHeHHs chapmakoHarnagy
(BK/HOYAKOUN KOHTAKTHI JaHi)
Ta/ab0 3MiHN Y PO3MILLEHHI
mMacTep-haiina cuctemm
papMakoHarnsigy) 3miHa

3a peyenmom

UA/6407/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

YMOBHOB&XeHOT 0CObM 3as1BHMKA,
BignoBiganbHOI 3a
thapmakoHarnag. fivoua pegakuis:
Orit Stern-Maman. MponoHoBaHa
pepakuis: buctposa OkcaHa
BitaniiBHa. 3miHa KOHTaKTHUX
[aHVX YNOBHOB&XEHOI 0co6u
3asBHVKa, Bi4NOBiAa/IbHOT 38
hapmakoHarnag.

34.

BYTUKOPT

masb 1 mr/r, no 10 ry Ty6i
B nauuj; no 30 ry Ty6i B
navu

MAT "Ximchapm3aBop,
"UepBoHa 3ipka"

YKpaiHa

NAT
"Ximchapm3sasop
"YepBoHa 3ipka"

Ykpaina

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

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHWX Npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy chapmakoHarnsgy,

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

3a peyenmom

UA/17097/01/01

35.

BANICKIH

ma3b 40 % no 50 r y Ty6i;
no 1 1y6i B navui 3
KapToHy

MPAT "®ITOPAPM"

YKpaiHa

MPAT "®ITOPAPM"

Ykpaina

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

hapmakoHarnsgy - 3amiHa
po3ainy «IpadivuHe ohopmneHHs
yNakoBKM» Ha Po3fin
«MapkyBaHHsA» MKHA N13:
3anpornoHoBaHo: MAPKYBAHHA
3rifHO 3aTBEpPAKEHOr0 TEKCTY

MapKyBaHHSA. BHeceHO foAaTKoBy

iHhopmadito B n. 17 TekcTy

MapKyBaHHA BTOPUHHOT yNakoBKW

nikapcbkoro 3acoby LoAo
thapmakooriyHnx BNacTMBocTei
Ta QR-ko4Y;

6e3 peyenma

UA/13205/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MiHW | TUMy - 3MiHW BHECEHO 0
IHCTPYKLUIT ANnA MeanyHOoro
3acToCyBaHHSA NikapCbKoro 3acoby
[0 po3ainis "®apmakosnioriyHi
BNacTuBOCTI" (pefaryBaHHs),
"Cnoci6 3acTocyBaHHA Ta fo3mn"
(YTOYHEHHS) BignoBigHO A0
MarepianiB peecTpauiiHoro Aockbe

36.

BAME/NAH

Kancysm m'siki no 15
Kancyn y 6nictepi; no 2
6nicTepn B KAPTOHHIA
Kopoo6ui

TOB «YOPA[,
MEOVLINH»

Ykpaina

M.M.®. XACKO-IEK
C.A.

Monbwa

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMarepianis: 3miHa 3asBHUKa
(BnacHvka peecTpadiiHoro
noceigyeHHs). BeegeHHs 3MiH
npoTArom 6-Tu MicAuiB nicns
3aTBEePMKEHHS. 3MiHU | TUny -
3MiHV Wwoao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn)
OHOB/EHHS TEKCTY MapKyBaHHS
yMakKoBKM NiKapcbKoro 3acoby i3
3a3HaYEeHHSIM MiXXHAPOLHUX
no3HayYeHb OAVHULb
BMMIpIOBaHHS.
BBefeHHA 3MiH NPOTArom 6-Tu
MicSLiB MiCNSA 3aTBEPAYKEHHS.
3MiHn | TURY - 3MiHK WoAao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEeHVX AaHuX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHNX AaHNX
npo cucTemy thapmakoHarnsgy,
3MiHa YyNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
thapmakoHarnsay; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 34ICHEHHSA
hapmakoHarnagy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, yNOBHOBaXEHOT
ocobu, BiAnoBifabHOI 3a
3AjiCHeHHs1 hapMakoHarnsgy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cucremm
hapmakoHarnsgy) 3miHa
YMOBHOB&XEHOT 0CO6M 3as1BHMKA,
BignoBigasibHOI 3a
thapmakoHarnsg.firoya pefaxuis:
Mescim Inbk6axap fiHuens / Mrs.
Mevsim llkbahar Dincel.

6e3 peyenma

UA/17495/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
MponoHoBaHa pepakuisi: Myano
laHHa CraHicnasiBHa. 3MiHa
KOHTaKTHUX AaHnX YNOBHOBaXKEHOT
0Cco6M 3as1BHMKA, BignoBigasibHOT
3a thapmakoHarnag,. 3miHa micus
3[jl/iCHEHHSI OCHOBHOI AifA/IbHOCTI 3
thapmakoHarnsgy. 3miHa
MiCLie3HaxoKeHHs1 MacTep-
thaiina cuctemu
chapmakoHarisgy.
37. BEHK/IIKCTO® | TabneTku, BKpUTI E66BI LLiBeiiuapis E66Bi AipneHg, H/ Ipnangis/ BHECEHHS 3MiH [10 peecTpaviiiHnx | 3a peyenmom UA/16667/01/01
nniBKOBOK 060/10HKOO, 10 BiochapmacbioTikan3 B.B., IpnaHgais HimeuunHa marepianis: 3miHu | Tuny -
mr Ne 14 (no 2 TabneTtkm y M6X (BMpPOGHMLTBO AAMiHICTpaTUBHI 3MiHW. 3MiHa
6nictepi, no 7 6nictepis B niKkapcbKoro 3acoby, HalilMeHyBaHHs Ta/abo agpecu
KapTOHHI KopobLi) TeCTyBaHHS); 3asBHMKa (BNacHvka
E66Bi [loinuneHy peecTpauiiHOro NocBigYeHHS)
'm6X i Ko. KT, 3MiHa agpecu 3asBHVKa. 3MiHU
HimeuunHa BHECEHO B KOPOTKY
(BUpOGHMLTBO, XapaKTepUCTUKY NiKapCbKoro
nakyBaHHA Ta 3aco0y LWoA0 MicLie3HaXOMKEeHHS
TeCTyBaHHs 3asBHMKa (BNacHvka
NPOMiXXHOTIO peecTpauiiHOro NocBigYeHHs)
ekcTpygary
BEHETOK/IaKCy;
nepBuHHe Ta
BTOPWHHE
nakyBaHHs1, BUNYCK
cepil rotoBoro
nikapcbKoro 3acoby)
38. BEHK/IIKCTO® | TabneTku, BKpUTI E66BI LLIseliyapis E668Bi AlipneHg HN Ipnangis/ BHECEHHS 3MiH 10 peecTpauiinux | 3a peyernmom UA/16667/01/02
nniBkOBOK 060/10HKOM, 50 BiothapmachboTikans B.B., IpnaHgis HimeyunHa martepianis: 3MiHu | Tuny -
Mmr Ne 7 (no 1 TabneTuiy 6X (BUPOBHMLTBO AOMIHICTPaTUBHI 3MiHW. 3MiHa
6nictepi, no 7 6nicTepis B nikapcbKoro 3acoby, HalilmeHyBaHHs Ta/abo agpecu
KapTOHHI KopobLi) TEeCTyBaHHs); 3asBHVKa (Bf1acHuKa
E66Bi [loiiuneHs peecTpaLiiHoro NocBigYeHHs)
v6X i Ko. KT, 3MiHa agpecu 3asBHUKa. 3MiHN
HimeuunHa BHECEHO B KOPOTKY
(BMPOGHMLTBO, XapakTepuCTUKy NikapCbKoro
nakyBaHHs Ta 3ac06y Wo0 MicLie3HaxX0MmKeHHS
TecTyBaHHSA 3asBHUKa (BlacHuKa
NPOMIXXHOro peecTpaLiiHoro NocBigYEHHs)
ekcTpyaary
BEHETOK/IaKCy;
nepBuHHe Ta
BTOPWHHE
nakyBaHHs1, BUNYCK
cepii roToBoro
nikapcbKoro 3acoby)
39. BEHK/NIKCTO® | TabneTku, BKpUTI E66BI LLiBeliLapis E66Bi AlipneHg HN Ipnangis/ BHECEeHHs1 3MiH f10 peecTpauiinux | 3a peuenmom UA/16667/01/03
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

NAIBKOBOK 060JI0HKOLO, BiochapmacbioTikan3 B.B., IpnaHgis HimeuunHa marepianis: 3miHu | Tuny -
100 mrNe 7 (no 1 v6X (BUPOBHMLTBO AOMiHICTpaTUBHI 3MiHW. 3MiHa
Tabnetuyi y 6nictepi, no 7 nikapcbKoro 3acoby, HaliMeHyBaHHs Ta/abo afpecu
6nicTepiB B KAPTOHHIl TECTYBaHHS); 3asBHMKa (BNacHvka
Kopo6ui); Ne 14 (no 2 E668i [JoiiuneHs peecTpaLiiHoro NocBigYeHHs)
Tabnetkv y 6nictepi, no 7 v6X i Ko. KT, 3MiHa agpecu 3asBHUKa. 3MiHN
6nicTepiB B KAPTOHHIl HimeuyunHa BHECEHO B KOPOTKY
Kopo6Li); Ne 112 (no 4 (BUpOGHMLTBO, XapakTepucTUKy NiKapCbKoro
Tabnetkv y 6nictepi, no 7 nakyBaHHs Ta 3aco6y Wo40 MiCLle3HaxX0MKEHHS
6nicTepiB B KAPTOHHIl TeCTyBaHHs 3asBHMKa (BNacHvka
KOpOoO6Lii, N0 4 KAPTOHHI NPOMIXXHOro peecTpaLiiHOro NocBigYeHHs)
KOpPOGKM Yy rpynoBiii ekcTpyaary
yMakoBLij) BEHETOK/IaKcy;

nepBuHHe Ta

BTOPWHHE
nakyBaHHS1, BUNYCK
cepii rotoBoro
nikapcbKoro 3acoby)
40. BIATPA® TabneTku, BKpUTI AngxoH HOC 1 NI/1C CLIA ®dapeBa Ambyas ®paHuis BHECEHHS 3MiH IO peecTpaljiiiHux | 3a peyenmom UA/18004/01/01

N/iBKOBOK 060JI0HKOIO, MO
25 mr; no 4 Tabnetkn y
6nictepi; no 1 6nictepy B
KapTOHHIA KOopoo6Li

mMartepianis: 3MmiHa 3asiBHMKa
(BnacHvika peecTpaduiiHoro
nocBeigyeHHs) (3rigHo Hakasy MO3
Big 23.07.2015 Ne 460) BeefeHHs
3MiH npoTarom 12 micsuis nicns
3aTBEPMKEHHS; 3MiHM | TUny -
3MiHM Wwoao
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHWX Npo
cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy chapmakoHarnsgy,
3MiHa yNOBHOB&XeHOi 0cobu,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapMakoHarnaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iiCHEeHHS
hapmakoHarnagy B YkpaiHi, Ko
BOHa BiMiHHA Bif, yNOBHOBaXXEHOI
ocobw, BignoBigasibHOI 3a
3[iiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOBaXeHOT 0CObM 3as1BHMKaA,
BiANOBIAaA/IbHOI 3a 34iiCHEHHS
thapmakoHarnagy: fitoua
pegakuisi: PpaHcyasa lyma-
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

CinnaH/ Francoise Dumas-Sillan.
MponoHoBaHa pepfakuis: bapbapa
[lle Beprappi/ Barbara De
Bernardi. 3mMiHa KOHTaKTHUX AaHUX
YMNOBHOBaXEHOT 0CO6M 3asiBHMKA,
BiiNOBIAaAbHOT 3a 34iICHEHHS
dapmakoHarnsgy

41.

BIArPA®

TabneTtku, BKPUTI
NAiBKOBOK 060JI0HKOLO, MO
50 mr; no 1 a6o no 4
Tabnetkn y 6nictepi; no 1
6nicTepy B KAPTOHHIl
Kopoo6Ui

AngxoH FOC 1 J1/1C

CWA

dapesa Ambyas

PpaHuin

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

noceigyeHHs) (3rigHo Hakasy MO3

Bif 23.07.2015 Ne 460) BeegeHHs

3MiH npoTarom 12 micayis nicns
3aTBEPMKEHHS; 3MiHM | TURY -
3MiHV Wwoao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeefeHHs abo
3MiHW [0 y3arasibHEHUX JaHuX Npo
cuctemy chapmakoHarnsagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy apmakoHarnsgy,
3MiHa YNOBHOB&XEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHoOI
ocobu 3 hapmakoHarnisgy
3aABHUKa 419 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, SKLo
BOHa BifMiHHA Bif, yNIOBHOBaXEHOI
ocobw, BignoBigansbHoI 3a
3gificHeHHs chapmakoHarnagy
(BK/HOYAKOUN KOHTAKTHI JaHi)
Ta/ab0 3MiHWN Y PO3MILLEHHI
mMacTep-haiina cuctemm
thapmakoHarnagy) - 3miHa

YNOBHOB&XEHOI 0CO6U 3as1BHYKA,

BiANOBIAA/IbHOI 3a 34iiCHEHHSA
thapmakoHarnagy: fitoua
pefakuis: dpaHcyasa lyma-

Cinnan/ Francoise Dumas-Sillan.

MponoHoBaHa pepakuis: bapbapa

[e bepHapgi/ Barbara De

Bernardi. 3MiHa KOHTAKTHUX AaHWX

YMOBHOBaXeHOT 0CObM 3as1BHMKaA,

BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarnagy

3a peyenmom

UA/18004/01/02

42,

BIATPA®

TabneTku, BKpUTI
NNiBKOBOK 060/10HKOID, MO
100 wmr; no 1, a6o no 2
TabneTtkn y 6nictepi; no 1

AnmxkoH HOC 1 1/1C

CLUA

®dapeBa Ambyas

PpaHuin

BHECEHHS 3MiH 10 peecTpaviiiHnX
marepianis: 3MmiHa 3asiBHMKa
(BnacHvika peecTpadiiHoro

noceig4yeHHs) (3rigHo Hakasy MO3

3a peyernmom

UA/18004/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

6nicTepy B KApTOHHIi
Kopoo6Li; no 4 Tabnetkn y
6nictepi; no 1 abo no 2
6nicTepu B KAPTOHHI
KopooLi

Big 23.07.2015 Ne 460) BeegeHHs
3MiH NpoTAroMm 12 micAuis nicns
3aTBEPMKEHHS; 3MiHM | TUny -
3MiHM Wwoao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cucTemy thapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0Co6H,
BiNOBIAabHOT 3a 34iICHEHHS
thapmakoHarnsay; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3asBHUKA A1 3MiACHEHHS
thapmakoHarnagy B YkpaiHi, SKL0
BOHa BifjMiHHa Bif, yNOBHOB&XeHOT
ocobu, BifnoBifabHOI 3a
3[jiCHeHHs1 hapMakoHarnsgy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
mMacTep-caiina cucremm
thapmakoHarnsgy) - 3miHa
YMNOBHOBaXeHOT 0COOM 3asBHMKA,
BigNoBiAa/IbHOI 3a 34jACHEHHS
thapmakoHarnagy: dirova
pegakuis: dpaHcyasa lyma-
Cinnan/ Francoise Dumas-Sillan.
MponoHoBaHa pepfakuis: bapbapa
[lle Beprappi/ Barbara De
Bernardi. 3mMiHa KOHTaKTHUX AaHUX
YMOBHOBaXEHOT 0CO6M 3asiBHMKA,
BiiNOBIAabHOT 3a 34iICHEHHS
dhapmakoHarnsgy

43.

BIAEIH

Kancynu m'aki no 100 mkr
(4000 MO); no 10 kancyn
y 6nicTepi; no 3 abo 6
6nicTepiB y nayui

AT "KMIBCBKUN
BITAMIHHN
3ABOA"

YKpaiHa

AT "KMIBCbKUN
BITAMIHHU
3ABOA"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHU, LLO
noTpebyoTb HOBOI peecTpaLii -
peecTpauis AoaaTkoBol cunu Aji

MepiognyHiCTb NoAaHHA
perynsipHo OHOB/IHOBAHOTO 3BITY 3
6e3neku, BignoBsigHo o Mopagky

3[jiCHeHHSs chapmakoHarnagy,
3aTBEPAKEHOTO HaKka3oM
MiHicTepcTBa OXOPOHM 340POB’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuLi Ykpainn 29
ciyHg 2007 poky 3a Ne 73/13340 (y

3a peyenmom

UA/18050/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

pefakuii Hakasy MiHicTepcTBa
OXOPOHY 30pPOB'A YKpaiHu Big, 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3riHO 3i CTPOKamu,
3a3HavyeHVMuK y NepiognyHoCTI
NoAaHHA PerynspHuX 3BiTiB 3
6e3neku.

BIHKPUCTUH-
TEBA

PO34UH ANs iH'eKLA, 1
mr/mn no 1 mn, abo no 2
mn, abono 5 mny
dhnakoHi; no 1 dpnakoHy B
KapTOHHI/ KopoobLi

TOB «TeBa YkpaiHa»

YKpaiHa

dapmaxewmi b.B.

HigepnaHaun

BHECEHHS 3MiH [10 peecTpaviliHnx
MaTtepianis: 3mMiHa 3asBHUKA
(BnacHvika peecTpadiiHoro
noceigyeHHs) (3rigHo Hakasy MO3
Bif 23.07.2015 Ne 460): Takox
3MiHV BHECEHi Ha TUTY/bHY
CTOPIHKY TEKCTY MapKyBaHHs
yNaKoBOK NiKapCbKoro 3acoby y
3B'A3KY 3i 3MiHOI0 3asBHVKa 6e3
3MiH 6e3nocepeiHbO Y TEKCTI
MapKyBaHHS. 3MiHu | TUnYy - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeefeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy chapmakoHarnsagy
(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy apmakoHarnsgy,
3MiHa yNOBHOB&XEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarnsay; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3aABHUKa 419 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, SKLo
BOHa BifMiHHA Bif, yNIOBHOBaXEHOI
ocobw, BignoBiganbHoI 3a
3gificHeHHs chapmakoHarnagy
(BK/HOYAKOUN KOHTAKTHI JaHi)
Ta/ab0 3MiHN Y PO3MILLEHHI
MacTep-haiina cuctemm
thapmakoHarnagy) 3miHa
YNOBHOB&XEHOI 0CO6U 3as1BHYKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnag. [ivoya pegakuis:
Orit Stern-Maman.
MponoHoBaHa pegakuis: buctposa
OkcaHa BitaniiBHa. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXXEHOT
ocobu 3asBHUKA, BiANOBIAAUIbHOI
3a thapmakoHarnag.

3a peyenmom

UA/6278/01/01

45,

FEKCETUANH

nopoLUokK (cybcTaHLuis) B
nonieTuIeHoBmX
KOHTeliHepax ans

AT "®dapmak"

YKpaiHa

EyTikanc C.A.C.

PpaHuis

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
AOMiHICTPaTMBHI 3MiHK. 3MiHa

UA/13620/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BMPOGHULITBA
HECTEePUIbHUX NIKapPCbKNX

thopm

HalilmeHyBaHHs Ta/abo agpecu
3anBHUKA (BnacHuKa
peecTpavLiiHoro NocBigYEHHS)
3miHa HaliMeHyBaHHS Ta agpecu
3asBHUKA (BNacHuKa
peecTpauiiiHoro NocBigYEHHS).
3MiHu | TUnYy - 3MiHK 3 aKocTi. AdI.
KoHTposnb A®I. 3miHa y
napameTpax cneuudikalii Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneundikauisx Ha A®l, abo
BWXiAHUIA/NPOMIXHWIA
npoAyKT/pearexT, wo
BUKOPVCTOBYHOTHCS Y NPOLEC
BMPO6HULTBA AD| (BUNYYEHHS
HEe3HaYyHOro MokKasHukKa AKoCTi
(Hanpviknag, BUNyYeHHs
3acTapisioro NokasHuka))
BUJTYYEHHS NoKasHuKa «Badxki
MeTanm» 3i cneunqikauii Ta
aHanNiTMYHUX METOAMK BiAMNOBIAHO
[0 aKTyanbHVX marepianis
BMpPOGHUKA.

46.

OANALVH L,

Kancynu no 150 wmr, no 8
Kancyn y 6nictepi; no 2
6nicTepn B KAPTOHHIA
Kopoo6ui

M®ANIEP IHK.

CLUA

dapeBa Ambyas

®paHuis

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHU | TUMY - 3MiHW
BHECEHO B IHCTPYKLitO A4/1A
MeJMNYHOro 3aCTOCyBaHHS
nikapcbKkoro 3acoby A0 po3ginis
"®apmMakonoriyHi BnacTnsocTi”,
"B3aemogis 3 iHWMMU fliKapCbKUMu
3aco6amu Ta iHwWi Buan
B3aeMOZiit" BiANOBIAHO A0
OHOB/IEHOT iHdhopMaLii 3 6e3neku
[ilo4oi peyoBrHN. BBeeHHS 3MiH
NpOTArom 6-Tv MicsLiB nicns
3aTBEPMKEHHS

3a peyenmom

UA/1903/02/01

47.

OANALVH L,

Kancynu no 300 wmr; no 8
Kancyn y énictepi; no 2
6nicTepn B KAPTOHHIN
Kopoo6Ui

M®ANIEP IHK.

CLUA

®dapeBa Ambyas

®paHuin

BHECEHHS 3MiH 10 peecTpaviiiHnX
marepianis: 3MiHW | TURY - 3MiHK
BHECEHO B IHCTPYKLit0 415
MeJMYHOr0 3aCTOCYBaHHS
niKkapcbKoro 3acoby A0 po3ainis
"®apmMakonoriyHi BracTnsocTi”,
"B3aemogis 3 iHWMMU NiKapCbKUMu
3acob6amu Ta iHLWi Buan
B3a€EMOZIi" BiANOBIAHO A0
OHOBJIEHOI iHhopMaLii 3 6e3neku
4itoyoi pevoBuHU. BBegeHHSA 3MiH
npoTarom 6-Tm Micauis nicas

3a peyenmom

UA/1903/02/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3arBeppKeHHA

48.

DE3NOPATAL,
WH

nopoLUokK (cybeTaHuis) y
noABINHNX
nonieTUIeHOBUX NakeTax
ans hapmaueBTUYHOTO
3aCTOCyBaHHS

ToBapucTBO 3
06MEXEHOI0

BigNoBiga/IbHICTIO

"GapmaueBTnyHa

KomnaHisa "3g0pos'a”

YKpaiHa

KALINA

SAPMAC'HOTIKAN3

NIMITEL

IHais

BHECEHHS 3MiH [10 peecTpaviiiHnx
marepianis: 3MiHu | Tuny - 3mMiHu 3
akocTi. CepTudpikar
BignosigHocTI/TE-cepTudcikat
BIANOBIAHOCTI EBPONENChKili
thapmakonei/moHorpadii.
MofaHHA HoBOro abo OHOB/IEHOrO
cepTudiikaTa BignosigHoCTi abo
BU/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONeiichbkili
apmakonei: ana A®l; gna
BMXiAHOTO
MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS
y BUPOGHMLTBI ADI; Ans
[0MOMDKHOT peYOBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponelicbkiin hapmakoner) -
OHoOBNEeHWi cepTuddikaT Big yxe
3aTBEPIXEHOr0 BUPOOHUKA -
MopaHHA oHosneHoro CEP R1-
CEP 2014-173-Rev 00
(nonepegaHs sepcia RO-CEP 2014-
173-Rev 00) ans cyberaHujii
[JesnopatagunH Big BXe
3aTBEPAKEHOr0 BUPOGHMKA
CADILA PHARMACEUTICALS
LIMITED, India, Ta, ik Hacnigok,
YTOUYHEHHS afipecyl BUPOGHMLTBA
cy6cTaHLii, BTOPUHHOTO
nakyBaHHS1, a TakoX BUTYYEHHS 3i
cneumdikaLii noKkasHuka «Baxki
MeTanm».

UA/15080/01/01

49.

AEHOBE/Nb®
30

TabneTtku, BKPUTI
NMiBKOBOK 060/0HKOI0, MO
0,03 mr/2 mr; no 21
Tabnetui, no 1 abo no 3,
abo no 6 6nictepis y
KapTOHHIA Kopoo6Li

TOB «MIBE
YKPAIHA»

YKpaiHa

Mi6e FmM6X
ApuHarimitTTens

HimeuunHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3mMiHu | Tuny - 3MiHn
Lwoao 6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOPOTKiil XapakTepucTuui
nNiKapcbKoro 3acoby, TEKCTi
MapKyBaHHs Ta IHCTPYKLIii Ans
Me[MYHOro 3aCTOCyBaHHsA Ha
nigcTasi perynsapHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
JocnimpkeHb 3 6e3neku
3aCTOCYyBaHHSA Nikapcbkoro 3acoby
B nicnspeecTpauiiHunii nepiog, abo

3a peyenmom

UA/15836/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

SIK pe3ynbTarT OLiHKU 3BITY 3
JocnifxeHb, NpoBeaeHnx
BiANOBIAHO [0 NnaHy
negiatpuyHux gocnimpkers (PIP)
(3MiHy y3rof>keHO 3 KOMMETEHTHUM
YMNOBHOB&XEHVNM OpraHoMm) - 3MiHu
BHECEeHi [0 iHCTPYKUiT Ans
MeAUYHOr0o 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3ainm
"MpoTunoka3aHHs", "B3aemogis 3
iHLWIMMK NikapcbkMMK 3acobamu Ta
iHWi BNAW B3aemogiin",
"Oco6nMBOCTI 3aCTOCYBaHHS"
BiANOBIAHO 4,0 OHOB/IEHOT
iHchopmawii Lwopo 6esnekmn Airoyor
peyoBMHW. BBeAEHHA 3MiH
NpoTArom 6-Tv MicALiB nicns
3aTBEPMKEHHS; 3MiHW | TUNY -
3MiHM Wwoao
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
3MiHM BHeCEeHi A0 iHCTpyKLUii ans
MeAUYHOr0o 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3ainm
"®apmakonorivyHi BnacTmeBocTi”,
"MokazaHHA", "Oco6MBOCTi
3acTocyBaHHs", "Cnoci6
3aCToCyBaHHA Ta f03n",
"Mepepo3yBaHHA", "TMO6IYHI
peakuji" - pegaryBaHHsa TeKCTy
IHCTPYKL,i BiANOBIAHO [0 TEKCTY
KOPOTKOI XapaKTepucTuKn
nikapcbKoro 3acoby. BeefeHHA
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPAKEHHSA

50.

ANKNO®EHAK

Tabnetku no 0,05 r; no 10
TabneTtok y 6nictepax; no
10 Tabnetok y 6nictepi;
no 1, no 3 a6o 10
6nicTepiB y nauui 3
KapToHy

MAT "Ximdhapm3sasoz
"UYepBoHa 3ipka"

Ykpaina

NAT
"Ximchapmsasog
"UepBoHa 3ipka"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHu | TMNYy - 3MiHK 3
siKocTi. FOTOBWMIA Nikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKynopoBanbHWi
3aci6. 3MiHa po3mipy ynakoBku
roTOBOrO NiKapCbKOro 3acoby
(3MiHa KiIbKOCTi OAMHMLbB
(Hanpuknag, TabneTok, amnyn
TOLLO) B yNakoBLji:) - 3miHa nosa
AianasoHOM 3aTBepAKeHUX
pPO3MipiB yNakoBKM - BBEAEHHS
poaarkosoro nakysaHHs Ne 100
(10x10) no 10 TabneTok y

3a peyenmom

UA/0708/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

6nictepi; no 10 6nicTepis y nauui 3
KapToHy, 3 BigNOBiAHNMMN 3MiHAMU
[0 po3gainy “Ynakoska” MKA N13.
3MiHV BHECEHI B iHCTPYKLjt0 ANs
Me[MYHOro 3actocysaHHsa /13y p.
"YnakoBKa" ik HacnifoK nosisa
[0AaTKOBOrO NaKyBaHHS.
BBegeHHs 3MiH NpoTArom 3-x
MicsLIiB 3 AaTW 3aTBEPAKEHHS

51.

ONDI030/®

Kancynu no 100 mr no 7
Kancyny 6nictepi; 1
6nicTep y nauui

NAT
"Knismegnpenapar”

YKpaiHa

MAT
"Kuismegnpenapar”

Ykpaina

BHECEHHS 3MiH [0 peecTpavyiiiHnX
mMartepianis: 3MiHu | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. 3MiHu y
KOPOTKIil XapakTepucTumui
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTpyKLUii gns
MeAMYHOr0o 3aCTOCYBaHHS
reHepuyHnX/ribpnaHnx/6ionodioHn
X Nikapcbknx 3acobiB nicns
BHECEHHS Ti€l camoi 3MiHU Ha
pedyepeHTHUIA npenapar (3MiHa He
noTpebye HaflaHHS XOAHUX HOBUX
[04aTKOBUX [aHuX) - 3MiHU
BHECEHO 0 po3ainis
"®apmMakonoriyHi BNacTuBoCTi"
(8onoBHEHHS iHopMmaLii),
"MokasaHHa" (yTOYHEHHS
iHchopmawii), "B3aemogis 3 iHWMMK
nikapcbknmu 3acobamm Ta iHLWi
BMAM B3aemogiin”, "Oco6mBOCTi
3acTocyBaHHA", "3acTocyBaHHA Y
nepiog, BaritTHoOCTi abo royBaHHs
rpyaar0” (yTouHeHHs iHchopmauii),
"Cnocib 3acTocyBaHHS Ta fo3un”
(yTouHeHHs iHdopmauii), "ditn"
(yTouHeHHs), "MepenosyBaHHs",
"MobiuHi peakuyii" BignoBigHO A0
OHOB/EHOI iHGhopMaui
pedyepPEHTHOro NiKapcbKoro
3acoby [AndokaH®, kancynv no
100 mr. BBefieHHs 3MiH NpOTSArom
6-Tv1 MicAUIB 3 gatu
3aTBEPAKEHHS.

3a peyenmom

UA/5156/01/02

52.

ENKOUNH®

TabneTtku, BKPUTI
NAiBKOBOK 060/I0HKOLO, MO
100 wr, no 10 TabneTok B
6nicTepi, no 3 6nictepu B
QECI]

NAT
"Knismegnpenapar"

YKpaiHa

MAT
"KniBmegnpenapar”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
mMarepianis: 3MiHu | Tuny - 3MiHu 3
sKocTi. FoToBWIA Nikapcbkuii 3aci6.
CT1abinbHiCTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax
36epiraHHA roTOBOrO J1iKapCbKOro

3a peyenmom

UA/17361/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
3ac00y (36i/1bLUEeHHS TEPMIHY
NpVYAATHOCTI FOTOBOTO NiKapCcbKOro
3aco6y) - [1na TOproBoi ynakoBku
(nigTBEPOAXKYETLCA AaHUMMN
peanbHOro Yacy) BHeCeHHst 3MiHK
[0 matepianiB peecTpauiiHoro
pocbe Tay posgin MKA N3
«TepMiH npuaaTHocTi»: fitoya
pegakuis: TepMiH NpuaaTHOCTI:
2,5 ropa NMponoHoBaHa pefakujis:
TepMiH NpuaaTHocTi:
3 pokn 3MiHN BHECEHI B IHCTPYKL,i1O
AN MenYHOro 3acTocyBaHHs /13
y p. "TepMiH npuaaTHoCTI"
BBefeHHs 3MiH NpoTArom 6-Tu
MicsILiB Micnsi 3aTBEPAKEHHS
53. EHAXEPUKC™ | cycneHsia ans iv'exuiii, 20 nakcoCmiTKnsiAH Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/15740/01/01
-BI MKkr/1 mn, no 1 mn (20 mkr) Ekcnopt flimiteq BpuTanis Bionomxikans C.A. marepianis: 3miHu | Tuny -
ENGERIX™-B (1 po3a gns gopocnaux) Ta BBEAEHHSA BUMPOOYBaHHS
BAKUUWHA ANnA | no 0,5 mn (10 mkr) (1 gosa Bioburden test nepep etanom
MNPO®INAKTUK | ans gitein) y chnakoHi; no KIHLLEBOI CTEpWi3yHoyOi
N BIPYCHOIO 1, abo 10 abo 25 cknsHuxX hinbTpavii Ak Hacnigok
FENATUTY B, MOHOZ,03HUX (P/1aKOHIB Y

PEKOMBIHAHT
HA

KapTOHHI Kopo6Li; no 1
mn (20 wmkr) (1 posa ans
nopocnux) Ta no 0,5 mn
(20 mxr) (1 gosa gns
AiTeit) y nonepefHb0
HanoBHEHOMY LINPULL; MO
1 nonepegHbL0
HanoBHEHOMY LWNpuULy B
KapTOHHIA KOopoo6Li

pekBanidikaLii 3 kateropii
MOHITOPUHTY Mig Yac npowecy
BMpO6HULTBA (in-process
monitoring) fo kaTeropii
NPUAHATTA PILLEHHS LWOAO AKOCTI
(quality decision test) 3 kpuTepiem
npuiiHsTHocTi Not more than 10
CFU/100ml; 3miHuM | TUny -
BNPOBa/PKEHHA [0AaTKOBOrO
BMNpo6yBaHHA Endotoxin test
nicns ioHooO6MiHHOT Xpomarorpaddii
Ta fofaBaHHs BUNPOOYBaHHSA
Bioburden test nicnsa gpyroi renb-
npoHuKa4oi xpomaTorpadii;
3MiHK | TUMY - NpOBEeAEHHSA
fofatkoBux BUNpobyBaHb
Bioburden test go Ta nicns etany
OCBIT/IEHHA Ta nicnsa etany
ynbTpadinbTpaLii npu ekcTpakuii
HbsAg; 3MiHW | TUNY - 3BYXXEHHS
[OMYyCTUMUX MeX BUMPOOYyBaHHA
Microbial purity tests npu
hepmeHTaLii pekoMbiHaHaTHOro
wTamy gpixapxis RIT 4376, wo
MicTuTb HbsAg, y chepmeHTepi
o06’emom 1600 1. 3anponoHoBaHo:
Absence of growth. BHeceHHsi
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
peAakuiiH1X NpaBoK A0 po3ainy
3.2.5.2.4.
54, ENIFEH IHTUM cnpeli 0,1% no 15 mn a6bo XEMIFPY ®PAHC dpaHuis B.BPAYH MEJIKAN Icnanis BHECEHHS 3MiH 0 peecTpaLiiHnx 6e3 peyenma UA/5715/01/01

no 60 Mn y nnacTMkoBoMy
donakoHi; no 1 dpnakoHy y
KOMMNEKTI 3 HAacCaaKo
[ANS PO3NUOBaHHA Y
KapTOHHI ynakoBLi

C.A.

Marepianis: 3miHu | Tuny -
AMIHICTPaTVBHI 3MiHW.
BunyyeHHss BUPOGHMYOI finbHUL,
(Brrovaroun ginbHuui ansa Adl,
NPOMIXHOro NPoAYKTY abo
roTOBOrO MikapCbKOro 3acoby,
OiNbHULI ANA NpoBeAeHHs
nakyBaHHsl, BAPOGHUKa,
BiANOBIA&/IbHOrO 3a BUNYCK Cepii,
MicLie NpoBeAeHHsI KOHTPO/0
cepii) abo noctayasibHUKa
BUXIGHOIO MaTepiasty, peareHty
ab0 AONOMIXHOT pevOBMHU (SKLLO
3a3HayeHO Y JOCLE) - BUSTYUYEHHS
BMpO6HUKa 13 XemiHoBa
IHTepHacioHasnb, C.A., IcnaHis.
Bupo6Huk, wo 3anuwmecs (B.
BRAUN MEDICAL, S.A., Spain) —
BMKOHYE Ti caMi OyHKL,i, W0
BUTyYeHUiA. BunyyeHo po3ginu
"BnpobHuK" Ta
"MicLe3HaxomKeHHs BUPOGHMKa
Ta iloro agpeca micus
NPOBaKEHHS AiS/IbHOCTI" i3
IHCTPYKUii 4Ns MeguyHoro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby
y 3B"A3KY 3 BU/TYYEHHSAM OJHI€El i3
BMPOGHNYMX AiNMbHULL Ta SK
HacnifoK - BUTyYEHHS TEKCTY
MapKyBaHHS1 YNakoBKv AN
BiANOBIAHOT BUPOGHMYOT AiNbHUL;
3MiHK | TUNy - 3MiHK WoA0
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
BHECEHHS 3MiH [0 po34iny
«MapkyBaHHs» MKA N13:
3aTtBepmkeHo: MapkupoBka. TekcT
MapK1pOoBKY NEPBUYHON 1
BTOPWYHON YNakoBKK
npunaraeTcs. 3anponoHoBaHo:
MapkyBaHHs. 3rifHO
3aTBEPAKEHOIO TEKCTY
MapKyBaHHA. OHOB/IEHHSA TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro
3ac06y 3 BHECEHHSIM iHhopmavi
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

LLOA0 3a3HaYEeHHS OANHNLB
BMMIipoBaHHsA y cuctemi Sl

55.

ETUNOBUN
E®IP A-
BPOMI3OBA/E
PIAHOBOI
KUCNOTU

pigvHa (cybcTaHuis) y
nonieTUIeHOBKX KaHicTpax
415 BUpobHULUTBa
HECTEPW/TbHUX JTiKapCbKMX

thopm

ToBapucTBO 3
o6MexeHo
BigNoBigasIbHICTIO
"OAPMXIM"

Ykpaina

ToBapucTso 3
0bMexeHot
BiANOBIAANLHICTIO
"OAPMXIM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavLiiHnX
Marepianis: 3miHu | Tuny -
BHECEHHS 3MiH 10 MaTepianis
peecTpauinHoOro Aocbe, a came
[oAaBaHHA a/lbTePHATUBHOI Tapu
0151 NaKyBaHHA cy6CcTaHLji: 604Kkm
3 HEPXaBitoUOi CTasli 3 KPULLIKOKO
(AISI 304) micTkicTio 20 nTa 35 n
(3aTBEpmxeHi kaHicTpu (MEHT)
micTkicTio 10 n, 20 n Ta 30 n), 3
BiANOBIAHVMY 3MiHamMu A0 p.
«YnakoBKka» 3anponoHosaHo: o
11,1 Kr B KaHicTpy MicTkicTio 10 N,
no 25 Kr B KaHiCTpy MicTkicTio 20 N
i no 40 kr B KaHicTpu MicTkicTio 30
N 3 NoNieTUNEHY HU3bKOTO TUCKY. 3
repMeTUYHOK KPULLIKOIO, Ska
HarB/MHYy€eTbCS | Mae NOACOK
MepLLOro PO3KPUTTA. Ha KOXHY
OAVHULIIO Tapy HaK/ewTb
eTUKeTKy 3 nanepy
KaHuenapcbkoro. Mo 25 kr B
MeTasnieBi 604kM MiCTKiCTIO 20 N i
no 40 kr B meTaneBi 604ku
MicTkicTio 35 1. Ha KOXHY
OAVHULIIO Tapy HaKewTb
eTUKeTKy 3 nanepy
KaHLeNnsapCcbKoro

UA/12775/01/01

56.

ETOMO3WA-
TEBA

KOHLieHTpaT A4/1a po3ynHy
Ans iHdoysiii, 20 mr/mn, no
5 mn a6o 10 mny
donakoHi; no 1 dpakoHy B
KapTOHHIA KopooLi

TOB «TeBa YkpaiHa»

YKpaiHa

Papmaxewmi b.B.

HigepnaHnamn

BHECEHHS 3MiH 10 peecTpaviiiHnX
martepianis: 3MmiHa 3asiBHMKa
(BnacHvika peecTpadiiHoro

noceigyeHHs) (3rigHo Hakasy MO3

Bifg 23.07.2015 Ne 460); 3miHu |
TMny - 3MiHK Woa0
6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy. BeeneHHs abo
3MiHM [0 y3araslbHEHUX JaHuX Npo
cuctemy thapmakoHarnagy
(BBEAEHHSA Y3arasIbHEHUX AaHWX
npo cuctemy capmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0Co6H,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
thapmakoHarnsay; KOHTakTHoOl
0cobu 3 hapmakoHarnagy
3asBHUKa A1 3MiACHEHHS
hapmakoHarnsgy B YkpaiHi, SKLio

3a peyenmom

UA/7277/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BOHa BifMiHHA Bif, yNIOBHOBaXXEHOI
ocobu, BignoBifanbHOT 3a
3pjiicCHeHHs1 hapmakoHarnagy
(BK/IHOYAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnagy) - 3miHa
YMNOBHOBaXXEHOT 0CO6M 3as1BHMKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnag. [ivoya pegakuis:
Orit Stern-Maman. MNponoHoBaHa
pepakuis: Buctposa OkcaHa
BitaniiBHa. 3MiHa KOHTaKTHWX
[aHuX yrnoBHOBaXeHO! 0cobu
3asBHMKa, BiANOBIAaIbHOT 3a
chapmakoHarng,

57.

KAHABIT

pO34uH A5 iH'eKLiiA, 10
mr/mn no 1 mn B amnyni 3
KOPUYHEBOTO CKNa; No 5
amnyn BMILLylOTb B
ynakoBky 3 nnisku PVC; no
1 nNacTyKoBIi ynakoBsL,i B
KapTOHHIA KOopoo6Li

BB ®apma a.c.

Yecbka
Pecny6nika

EiYBiEmM dapma
c.p.o.

CnoBaLbka
Pecny6nika

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: TEXHIYHY NOMUIIKY
BUMPAaB/IEHO B TEKCTI MapKyBaHHS
BTOPWHHOI ynakosku J13.
3anponoHosaHo: 11.
HAVMEHYBAHHS |
MICUE3HAXOMKEHHSA
BWPOBHUKA TA/ABO
3AABHVKA BnacHuk niueHsii: Bb
$apwma a.c., iypuuosa 101/66,
J1xoTka, 142 00, Mpara 4, Yecbka
Pecny6nika. 3asHaueHe
BUNpaB/ieHHs Bignosigae
marepianam peecTpauiiHoro
[0CbE

3a peyenmom

UA/12630/01/01

58.

KANTOoNnPUnN

Tabnetku no 25 wmr, no 10
TabneTtok y 6nictepi; no 2
6nictepun y kopobui 3
KapToHY

TOB "Actpadchapm"

YKpaiHa

TOB "AcTpadapm"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHun | Tuny -
BBe[EHHs NepiognyHOCTI
KOHTPO/IIO 38 NOKa3HUKOM

"Mikpob6ionoriyHa uncrora™:

BUKOHYETLCA A/19 KOXHOT AecATol

cepii, ane He piglue oAHOro pasy B

piK

3a peyenmom

UA/9776/01/01

59.

KAPBAMASENI
H

NOPOLUOK KpUCTaniuHnii
(cy6eTaHuif) y noaginHux
nonieTUIeHOBMX NakeTax
4ns thapmaueBTUYHOrO
3acToCyBaHHs

XXEWVIAHT NIYXOY
GAPMACBHIOTIKAN
KO., T4,

Kutaii

KEVIAHT NIYXKOY
®APMACBIOTIKAN
KO., NTA.

Kutaii

BHECEHHS 3MiH [10 peecTpaviiiHnX
marepianis: 3MiHu | Tuny - 3MiHu 3
sKkocTi. CepTudikar
BignosigHocTI/lE-cepTudikar
BiNOBIAHOCTI E€BpONENChKiii
thapmakonei/moHorpadii.
MofaHHA HoBOro abo OHOB/IEHOrO
cepTudpikaTa BignosigHoCcTi abo
BW/IYYEHHSs1 cepTudiikaTa

UA/15795/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BiANOBIAHOCTI EBpONechbkil
hbapmakonei: ana Adl; ons
BUXiAHOro
Marepiany/peareHTy/npomiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUPO6GHULTBI ADI; ans
[0MOMDKHOT pEYOBUHU
(cepTudpikat BiAMNOBIAHOCTI
€sponelicbkili hapmakoner) -
OHoBReHWi cepTuddikaT Bif yxe
3aTBEPAKEHOrO BUPOOHMKA -
noJaHHs OHOB/IEHOro cepTucpikata
BiANOBIAHOCTI EBpONechbkil
thapmakonei R1-CEP 2002-221-
Rev 06 (3aTBepmkeHo: R1-CEP
2002-221-Rev 05) ana A®l
KapbamaseniHy Big Bxe
3aTBEPAKEHOr0 BUPOGHMKA
ZHEJIANG JIUZHOU
PHARMACEUTICAL CO., LTD.,
KnTaii, y Hacnifgok BUny4YeHHs
BMPO6HMYOI AinbHNLi Ne 18,
HaHbsHrcaH Poag, JliHxai,
Taiiuxoy CiTi, MpoBiHLia XeiliaHr,
Kutaii / No. 18, Nanyangsan
Road, Linhai, Taizhou City,
Zhejiang Province, China;
BW/TyY€eHHS 3i cneyudikauii Ta
MeTOZiB KOHTPOJIIO MOKa3HMKa
«BaxkKi MeTasIN»; 3MiHN Y
MeTOoAMLji BUNPOGyBaHHS 3a
MOKa3HUKOM "3a/INLLKOBI
PO3UMHHUKN"; METOAUNKY
BUMPOOYBaHHSA 3a NOKa3HNKOM
«CynpoBiZHi SOMILLK/>»
npuBeLEeHO Yy BiANOBIAHICTb A0
BMMOT MOHorpacii €o.

60.

KAPAOCAN®
AnoC 20/12,5

TabneTku, BKPUTI
N/iBKOBOK 060/0HKOI0, MO
20 mr/12,5 wr, no 14
Tabnetok y 6nictepi; no 1
abo no 2 6nictepu B
KapTOHHIA KopooLi

MeHapiHi
IHTepHeLwoHan
OnepeiioHc
NMokcembypr C.A.

Iokcembypr

Bupo6HMLTBO "in
bulk":
JAIYI CAHKIO
HOPOYT M'm6X,
HimeuumnHa;
MNepBuHHE Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepiii:
BEPNIH-XEMI AT,
HimeyumHa;

HimeuunHa

BHECEHHS 3MiH [10 peecTpaviiiHnx
marepianis: 3MiHu | Tuny - 3mMiHu 3
akocTi. CepTudpikar
BignosigHocCTI/IE-cepTudcpikat
BIANOBIAHOCTI EBPONENChKili
thapmakonei/moHorpadii.
MofaHHA HoBOro abo OHOB/IEHOrO
cepTudpikaTa BignosigHoCTi abo
BU/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONeiichbkili
apmakonei: ana A®l; gna
BMXiAHOrO

3a peyenmom

UA/7139/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

BMPOGHMLTBO "in
bulk", nepBrHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/b Ta BUMYCK
cepiii:
MeHapiHi-®oH
XeligeH MvbX,
HimeuunHa

mMarepiany/peareHTy/npomiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUPOGHULTBI ADI; ans
[0MOMDKHOT PEYOBUHU
(cepTudpikat BiANOBIAHOCTI
€sponelicbkili hapmakoner) -
OHoBReHWi cepTuddikaT Bif yxe
3aTBEPAKEHOrO BUPOOHMKA -
3MiHa 06yMOB/IEHa OHOB/IEHHAM
CEP 3 No. RO-CEP 2012-398-Rev
03 Ha No. RO-CEP 2012-398-Rev
04 ona A®| onmecapTaHy
MeZ0KCOMIN Big, yxe
3aTBEPAKEHOrO BUPOOHMKA
DAIICHI SANKYO CO., LTD.
OfiHa i3 3apeecTpoBaHNX
BMPOGHNUUX AinbHULL DAIICHI
SANKYO CHEMICAL PHARMA
CO., LTD. (Onahama Plant)
BUyYeHa. 3MiHu | Tuny - 3MiHun 3
akocTi. CepTudikar
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONechkili
thapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOrO
cepTugikaTa BignoBigHoCcTi abo
BUyYEHHA cepTudikata
BIANOBIAHOCTI EBpONechbkil
chbapmakonei: ana Adl; ons
BUXiAHOro
Marepiany/peareHTy/npomiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUPO6GHULTBI ADI; ans
[0MOMDKHOT PEYOBUHU
(cepTudpikat BiAMNOBIAHOCTI
€sponelicbkili hapmakoner) -
OHoBREeHWi cepTuddikaT Bif yxe
3aTBEPAKEHOrO BUPOOHMKA -
3MiHa 06yMOB/IEHa OHOB/IEHHAM
CEP 3 No. RO-CEP 2012-398-Rev
04 Ha No. RO-CEP 2012-398-Rev
05 ansa A®l onmecapTaHy
Me[0KCOMIN Big, yxe
3aTBEPAKEHOTO BUPOOHMKA
DAIICHI SANKYO CO., LTD.
3MiHu | TMNY - 3MiHKU 3 SKOCTI.
CepTudpikat BignosigHocTI/lE-
cepTudikart BiANOBIAHOCTI
€Bponeicbkii
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

thapmakonei/moHorpadii.
MogaHHA HoBOro abo OHOB/IEHOrO
cepTudpikaTa BignosigHoOCTI abo
BU/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
hapmakonei: ana A®l; gns
BMXiAHOTO
MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCS
y BUpO6HNLTBI ADI; aAns
[0MOMDKHOT peYOBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponelicbkiin hapmakoner) -
OHOBNEHWi cepTuddikaT Big yxe
3aTBEPKEHOr0 BUPOOHUKA -
3miHa 06yMOB/IEHa OHOB/IEHHAM
CEP 3 No. RO-CEP 2012-398-Rev
05 Ha No. R1-CEP 2012-398-Rev
00 gns A®l onmecapTaHy
MeJOKCOMIN Bif yxe
3aTBEPAKEHOr0 BUPOGHMKA
DAIICHI SANKYO CO., LTD.
3MiHY | TMNY - 3MiHW 3 AKOCTI.
CeprtucpikaT BignosigHocTi/lE-
cepTudikart BiAMOBIAHOCTI
€Bponelicbkii
thapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOIO
cepTugikaTa BignoBigHoCcTi abo
BUyYEHHA cepTudikata
BiANOBIAHOCTI EBpONechbkil
hbapmakonei: ana Adl; ons
BUXi4HOro
Marepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCA
y BUPO6GHULTBI ADI; ans
[0MOMDKHOT PEYOBUHU
(cepTudpikat BiANOBIAHOCTI
€sponelicbkili hapmakoner) -
OHoBReHWi cepTuddikaT Bif yxe
3aTBEPAKEHOrO BUPOOHMKA -
3MiHa 06yMOB/IEHa OHOB/IEHHAM
CEP 3 No. RO-CEP 2013-105-Rev
01 Ha No. R1-CEP 2013-105-Rev
00 onsa A®l onmecapTaHy
MeZI0KCOMIN Big, yxe
3aTBEPAKEHOTO BUPOOHMKA
CHINOIN PHARMACEUTICAL
AND CHEMICAL WORKS
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

PRIVATE CO., LTD.
3MiHY | TUNY - 3MiHW 3 AKOCTI.
CeprtucpikaT BignosigHocTi/lE-

cepTudikart BiAMOBIAHOCTI
€Bponelicbkii
thapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOrO
cepTugikaTa BignoBigHoCcTi abo
BUyYEHHA cepTudikata
BIANOBIAHOCTI EBpONechbkil
chbapmakonei: ana Adl; ons
BUXiAHOro
Marepiany/peareHTy/npomiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpO6HMLTBI ADI; Ans
[0MOMDKHOT PEYOBUHU
(cepTudpikat BiANOBIAHOCTI
€sponelicbkili hapmakoner) -
OHoBReHWi cepTuddikaT Bif yxe
3aTBEPAKEHOrO BUPOOHMKA -
3MiHa 06yMOB/IEHa OHOB/IEHHAM
CEP 3 No. R1-CEP 2013-105-Rev
00 Ha No. R1-CEP 2013-105-Rev
01 ana A®l onmecapTaHy
MeZ0KCOMIN Big, yxe
3aTBEPAKEHOTO BUPOOHMKA
CHINOIN PHARMACEUTICAL
AND CHEMICAL WORKS
PRIVATE CO., LTD.
3MiHu | TURY - 3MiHKU 3 SKOCTI.
CeprtucpikaT BignosigHocTi/l E-
cepTudikaT BiANOBIAHOCTI
€Bponelicbkiit
thapmakonei/MoHorpadii.
MofaHHA HoBOro abo OHOB/IEHOrO
cepTtudpikaTa BignosigHoCTI abo
BU/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
hapmakonei: ana A®l; gns
BMXiAHOTO
MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS
y BUpO6HNLTBI ADI; ans
[0MNOMDKHOT peYOBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponelicbkiin hapmakoner) -
OHOBNEeHWi cepTuddikaT Big yxe
3aTBEPKEHOr0 BUPOOHUKA -
3MiHa 06yMOB/IEHA OHOB/IEHHAM
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

CEP 3 No. R1-CEP 2004-058-Rev
01 Ha No. R1-CEP 2004-058-Rev
02 ana A®I rigpoxnopoTiasug Big,
yXe 3aTBePAKEHOro BUPOBGHUKA
PHARMACEUTICAL WORKS
POLPHARMA S.A. 3MiHu | Tuny -
3miHu 3 AkocTi. CepTudikar
BignosigHocTI/lE-cepTudikart
BiNOBIAHOCTI E€BpPONENChKiit
thapmakonei/mMoHorpadii.
MofaHHA HoBOro abo OHOB/IEHOrO
cepTudpikaTa BignosigHoOCTI abo
BU/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONeichbkili
hapmakonei: ana A®l; gns
BMXiAHOTO
MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS
y BUpO6HNLTBI ADI; aAns
[0MNOMDKHOT peYOBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponelicbkin hapmakoner) -
HoBuii cepTudikar Bif, HOBOro
BMPOGHMKa (3amiHa abo
[OMNOBHEHHS) 3MiHa 06yMoBneHa
nogaHHam Hosoro CEP No. RO-
CEP 2013-268-Rev 03 ans Adl
oniMecapTaHy MefoKCOMIN Bif
HOBOro BMpo6Huka ZHEJIANG
TIANYU PHARMACEUTICAL
CO., LTD. 3miHu | Tuny - 3miHu 3
sKocTi. FoTOBWIA Nikapcbkuii 3aci6.
3MiHN y BUPO6HMLTBI. 3amiHa abo
BBEAEHHS 40AATKOBOI AiNbHML
BMPOGHMLTBA AJ151 YACTUHU abo
BCbOr0 BUPOGHMYOro npoLiecy
rOTOBOrO J1iKapCbKOro 3acoby
(minbHMUSA, Ha AKili NpoBOASATLCSA
6yAb-aKi BUPOGHWYI cTagii, 3a
BVIHSAATKOM BWMNYCKY CepiA,
KOHTPO/I0 AKOCTi, NEPBUHHOTO Ta
BTOPVHHOIO NakyBaHHS, A1
HeCTepUsIbHNX NiKapCbKunx
3aco6iB) BBefieHHA Bxe
3aTBEPMKEHOI AibHULI MeHapiHi
— ®oH XeigeH M'vbX,
po3TalloBaHol 3a afpecoro
Neiinuirep wrpace 7-13, 01097
[pe3neH, HimeyunHa, Ha skl
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

NpPOBOAATLCA KOHTPO/Ib AKOCTI,
nakyBaHHs Ta BUNYyCcK cepil, K
[0[aTKOBOI [inbHAL,
BiANOBIAA/IbHOI 3@ BUPOOHMLITBO
«in bulk» [0 BXe 3aTBepIAXeHOI
AinbHuui JAIYI CAHKIO FOPOY
'M6X, HimeuunHa. BBegeHHs 3MiH
NpoTArom 6-Tv MicsLiB nicns
3atBepKeHHs. 3MiHu | Tuny -
3MiHn 3 aKocTi. A®Il. KoHTposb
A®l. 3miHa y napameTpax
cneuudikavii Ta/abo AonycTUMmX
MeX, BU3HaueHux y cnewmdikayisax
Ha A®I, abo BMXigHWA/NPOMIKHWIA
npoayKT/peareHT, Wo
BUKOPVCTOBYHOTBCS Y NPOLEC
BUpPO6HULUTBA AD| (LONOBHEHHSA
cneumdikaLii HOBUM NMOKa3HUKOM
SIKOCTi Ta Bi4NOBIgAHNM METOA0M
BUNPOGYBaHHS) AOMNOBHEHHS
cneuudikauii APl HoBuM
NMOKa3HMKOM SIKOCTi Ta BignoBigHNM
MeTOA0M BUNPOBYBaHHS Ha
noApibHeHy pevyoBuHy
ofiMecapTaHy MefjoKCOMif, L0
3aCTOCOBYETHCS BUPOGHNKOM
nikapcbkoro 3acoby MeHapiHi —
®oH XeigeH M6X, NOKa3HMKOM
«P03Mip YacTUHOK», 3MiHa
06yMOB/IeHa BUPOOHMYO
HeoOXigHICTIO. 3MiHuM | Tuny -
3MiHu 3 aKocTi. API.
Brpo6HMLUTBO. 3MiHa BUPOOHMKa
BVIXiZLHOr0/MPOMIXXHOr0
npoAayKTy/peareHTy, Wo
BUKOPWCTOBYHOTHCS Y
BMPO6HMYOMY npoueci Adl, abo
3MiHa BUPOGHWMKa (BKNOYatouu, ae
HeobXxifHO, MicLe NpoBeAeHHS
KOHTposito skocTi) APl (3a
BifiICYTHOCTI cepTudikaTta
BiNOBIAHOCTI E€BpONeNChKiit
hapmakonei y 3aTBepAKeHOMY
[0Cbe)(3MiHM 0 3ax0p;iB,
noB's3aHnx 3 koHTponem A®l, abo
[O0JaBaHHsA ginbHUL, e
nNpoBOANTbLCA
KOHTPONb/BUNPOGYBaHHSA cepil)

AogasaHHsa Labor Veritas AG sk
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
anbTepHAaTUBHOI AiNbHUL,
Bi4NoBiAa/IbHOT 3@ KOHTPO/b

AKOCTI Ail040i peyoBuHU, ANs
npoBefeHHs BUNpobyBaHb Ha —
HITpPO3aMiHW, NpeacTaBneHnx y
cneuudikauisix, Wo
3aCTOCOBYHOTbCA BUPOOHVKOM
roTOBOro NikapcbKoro 3acidy.
3MiHu | TURY - 3MiHKU 3 SKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHN
Yy BUPOBGHULTBI. 3MiHW Y npoueci
BMPOBGHULTBA FOTOBOrO
NiKapcbKoro 3acoby, BKIOUaKUn
NPOMIKHUIA MPOAYKT, L0
3aCTOCOBYETLCS MPY BUPOOHULITBI
rOTOBOrO J1iKapCbKOro 3acoby
(He3HauyHa 3MiHa y npoueci
BMPO6HMLTBA) He3HauyHa 3MiHa y
npoweci BUPO6HMLTBA, WO
3[iACEHI0ETLCSA BUPOBHMKOM
MeHapiHi — ®oH XeilgeH MTM6X,
(mani-MvH), 30kpemMa 3MiHn
TemnepaTtypHVX napameTpis 3
«65? C» Ha «45? C» Ha cTagji
CYLUIHHA rpaHynaTy. 3miHu | Tuny -
3MiHK 3 sKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3MiHN Y NpoLeci
BMPOGHMLITBA FOTOBOTO
NiKapcbKoro 3acoby, BKIOYaum
NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETHCS MPU BUPOOHULTBI
roTOBOrO NikapCbKOro 3acoby
(He3HauHa 3miHa y mpoueci
BMpOo6OHULUTBa) He3HayHa 3MiHa y
npoweci BUPO6HULITBA FOTOBOTO
nikapcbKoro 3acoby, Lo
3[iACHIOETLCS BUPOGHUKOM
MeHapiHi — ®oH XeilgeH MTM6X,
HimeuuunHa, 30kpema 3miHa
TemnepaTtypHuX napaMmeTpiB Ha
cTagii noKpuTTA TabneTok
060/10HKO0. 3MiHK | TURY - 3MiHN 3
sKocTi. FoTOBWIA Nikapcbkuii 3aci6.
3MiHN Y BUPOBHULTBI. 3MiHN Y
npoweci BUpo6bHULITBA FOTOBOTO
NikapcbKoro 3acoby, BK/IOHaoum
NPOMIXXHUIA NPOAYKT, L0

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

rOTOBOrO J1iKapCbKOro 3acoby
(He3HauyHa 3MiHa y npoueci
BMPO6HMLTBA) He3HauyHa 3MiHa y
npoweci BUPO6HMLTBA, WO
3[iACHIOETLCS BUPOGHUKOM
MeHapiHi — ®oH XeilaeH MTM6X,
30Kpema BU/TyYeHHs cTagii
noApibHeHHs1 onmecapTaHy
MefOoKCOMiHY. 3MiHa NoB’si3aHa i3
BBELEHHAM Y)XXe 3aTBepKeHoi
OinbHUL MVvH, Ha sikiid
NpOBOAATLCA KOHTPO/b AKOCTI,
nakyBaHHS Ta BUMYCK Cepii, Sk
[0[aTKOBOT AiNbHNLL,
BIANOBIAA/IbHOI 38 BUPOOHULITBO
«in bulk», a TakoxX i3 BBEAEHHAM
BMpo6HUKa Zhejiang Tianyu
Pharmaceutical Co., Ltd., China sk
a/IbTEPHATNBHOIO BUPOBHMKA
[ito40i pevoBUHM onmecapTaHy
MefloKcoMin (BXe noapibHeHoro
A®I). 3miHu | TMRY - 3MiHK 3
sKocTi. FOoTOBWIA Nikapcbkuii 3aci6.
3MiHN Y BUPOGHULTBI. 3MiHN Y
npoLeci BUpo6bHULITBA FOTOBOTO
NikapcbKoro 3acoby, BKIOHaoum
NPOMIXXHUIA NPOAYKT, L0
3aCTOCOBYETHLCSA MPU BUPOOHULTBI
roTOBOrO JliKapCbKOro 3acoby
(He3HayHa 3MiHa y npoueci
BVMPOGHMLTBA)
HesHauHa 3miHa y npoueci
BUPOGHMLTBA, LU0 34iACHIOETLCS
BMPO6HMKOM MeHapiHi — ®oH
XeligeH MTM6X, 30Kkpema 3miHa
Yyacy nepemillyBaHHs BOAN i3
CyMiWLWIO 3 «4-5 XBUMH» Ha «1-6
XBW/IVH» MOB’A3aHa i3 BBEAEHHAM
yXe 3aTBeppkeHoi AinbHuui MvH,
Ha kil NPOBOAATHLCS KOHTPO/Ib
AKOCTI, NaKyBaHHA Ta BUMYCK
cepild, ik [OAATKOBOI AiNbHUL,
BiANOBIAA/IbHOI 3@ BUPOOHMLITBO
«in bulk».
3MiHu | TURY - 3MiHKU 3 SKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHN
Yy BUPOBGHULTBI. 3MiHW Y npoueci
BMPOBHULTBA FOTOBOrO
NiKapCbKOoro 3acoby, BKAYakum
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
NPOMDKHUIA NPOAYKT, WO
3aCTOCOBYETLCA NPU BUPOGHULTBI

BMpo6OHULUTBA) He3HayHa 3MiHa y

roTOBOrO NikapCbKOro 3acoby
(He3HauHa 3miHa y mpoueci

npoeci BUPO6HULITBA, WO
3[iACHIOETLCSA BUPOOGHUKOM
MeHapiHi — ®oH XeiigeH MTM6X,
30Kpema 3MiHW 0bn1aHaHHsA, ke
BVIKOPVICTOBYETLCS Ha cTagil
3MiLlyBaHHS, 3 «Mikcep Diosnax»
Ha «Mikcep VNAG600».
3MiHu | TMNY - 3MiHKU 3 SKOCTI.
['oTOBWIA Nnikapcbkuii 3aci6. 3MiHK
Y BUPOBHULTBI. 3MiHK
BMNpoGyBaHb abo AOMYyCTUMUX
MeX, BCTAHOBNEHNX Y
cneumdikauisx, nig yac
BMPOGHMLITBA FOTOBOTO
niKapcbkoro 3acoby (BUyYeHHs
HecyTTEBOro BUNpobyBaHHA B
npoueci BUpo6HNLTBa) BunyueHHs
KOHTPO/I0 B NpOLLeCi BUPOGHMLTBA
«Po3nogin yacTtok 3a po3mipom» 3
BMPOGHMYOro npouecy MvH y
3B'A3KY 3 MOCTaYaHHAM
BMPOGHMKOM Tianyu Bxe
nopgpiéHeHoro A®l. 3miHu | Tuny -
3MiHK 3 sKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3MiHN Y NpoLeci
BMPOGHMLITBA FOTOBOTO
NiKapcbKoro 3acoby, BKIUaum
NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETHCS MPU BUPOOHULTBI
rOTOBOrO J1iKapCbKOro 3acoby (iHLi
3MiHM) 3amiHa matepiany
BTOPVHHOI YNakoBKW NPOAYKLT
«@Hrpo», Lo 6e3nocepeHLo He
KOHTaKTYy€ 3 Heto, 3 «60YKN 3
nonieTuneHy BUCOKOI LLiNIbHOCTi»
Ha «NnacT1KoBi KOPOOKM» Ha
AinbHUUi MeHapiHi — ®oH XeligeH
'm6X, HimeyunHa. 3miHu | Trny -
3MiHK 3 iKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKoro 3acoby.
3MiHa y meToax BUNpo6yBaHHSA

roTOBOrO JliKapCcbKoro 3acoby (iHLwi
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
3MiHM Y MeTogax BUNpobyBaHb

(BKTHOYatOUM 3aMiHy abo
[OMNOBHEHHS)) [JONOBHEHHSA
a/IbTEPHATUBHOIO MeToay
BUMNPOOYBaHHA rOTOBOr0
nikapcbKoro 3acoby Ha
PO34MHEHHS, Lo byae
BMKOPVCTOBYBATUCSA BYPOOHNKOM
roTOBOrO NikapCbKOro 3acoby
MvH. BBeAeHHSs 3MiH NpoTarom 6-
TV MiCALIB NiCNsA 3aTBEPIKEHHS.
3MiHu | TURY - 3MiHKU 3 SKOCTI.
[oTOBMIA NiKapcbKuii 3acio.
KOHTpO/b roTOBOrO MiKapcbKoro
3acoby. 3miHa y meTogax
BUMPOOYBaHHA rOTOBOIO
nikapcbKoro 3acoby (iHLWi 3MiHK y
MeTofax BunpobysaHb
(BKntovatoum 3amiHy abo
[0NOBHEHHS)) [JONOBHEHHS
anbTepHaTUBHOIO MeToay
BMNpo6yBaHHsA BEPX, wo 6yae
BMKOPVCTOBYBATUCSA BYPOBHNKOM
roTOBOrO /likapcbkoro 3acoby MvH
3 METOI BU3HAYEHHS CYMyTHIX
[OOMiLLOK. BBEAEHHS 3MiH
npoTArom 6-T1 MicAuiB nicns
3aTBepKeHHs. 3MiHu | Tuny -
3MiHK 3 sKOCTi. FOTOBWIA
nikapcbkuii 3acié. KoHTponb
rOTOBOrO J1iKaPCbKOro 3acoby.
3MmiHa y MmeTogax BunpobyBaHHs
rOTOBOrO J1iKapCbKOro 3acoby (iHLi
3MiHM Y MeTogax BUNpobyBaHb
(BKTHOYatOUM 3aMiHy abo
[OMNOBHEHHS)) [JONOBHEHHSA
a/IbTEPHATUBHOIO MeToay
BMNpo6yBaHHA BEPX, wo 6yae
BMKOPUCTOBYBATUCS BUPOOHUKOM
roTOBOrO slikapcbkoro 3acoby MvH
3 MeToH igeHTudikauii,
KifIbKICHOTO BU3HAYEHHS, @ TaKoxX
BM3HAYEHHS O4HOPIAHOCTI
[1030BaHNX OAMHWLb; peaKLiiiHi
npaBkn B 3aTBEPKEHNX MeTofax
BMMNPOGYBaHHS.
BBefeHHA 3MiH NPOTArom 6-1m
MicsLiB NiCNsA 3aTBEPAYKEHHS.

3MiHM | TMNY - 3MiHK 3 AKOCTI.
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

[oTOBMIA NiKapcbKuii 3acio.
KOHTpO/b roTOBOrO MikapcbKoro
3acoby. 3miHa y meTogax
BUMPOOYBaHHA rOTOBOIO
nikapcbKoro 3aco6y (iHLWi 3MiHK y
MeTofax BunpobysaHb
(BKntovatoum 3amiHy abo
[0NOBHEHHS)) [JONOBHEHHS
anbTepHaTUBHOIO MeToay
BMNpobyBaHHA YEPX, wwo 6yae
BMKOPVCTOBYBATUCSA BYPOOHNKOM
roTOBOrO /likapcbkoro 3acoby MvH
3 MeTOH igeHTudikau;i,
KifIbKICHOTO BU3HAYEHHS, a TaKoxX
BM3HAYEHHA O4HOPIAHOCTI
[030BaHVX OANHNLbL. BBeaeHHA
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPKEHHS.

61.

KNAPUTPOMIL,
NH-340POB'A

TabneTku, BKpUTI
N/iBKOBOK 060JI0HKOIO, MO
250 Mr no 7 TabneTtok y
6nictepi; no 2 6nictepn B
KapTOHHI kopo6ui; no 10
Tabnetok y 6nictepi; no 1
6nicTepy B KApTOHHIi
Kopobui

ToBapucTBO 3
obmexeHoo
BiANOBIAA/TIbHICTIO
"®apmaveBTnyHa
KoMnaHis "3po0pos'a”

YKpaiHa

ToBapucTso 3
06MexeHot
BiANOBIAA/LHICTIO
"®apmaueBTnyHa
KOMMaHis
"3p0pos'a”, YkpaiHa
(Bci cTagji
BUPOGHMLTBA,
KOHTPO/b SIKOCTI,
BUMYCK cepii);
ToBapucTso 3
06MeXeHo0
BiANOBiAA/IbHICTIO
"®APMEKC IPYn",
YkpaiHa (Bci ctagil
BMPOGHMLTBA,
KOHTPO/b SIKOCTI)

YkpaiHna

BHECEHHS 3MiH [0 peecTpaviiiHnX
marepianis: 3MiHW | TUMY - 3MiHK
BHECEeHI [0 iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHS
niKapcbKoro 3acoby y po3ainv
"MpoTunoka3aHHs", "B3aemogis 3
iHWKMKW NikapcbkrMKM 3acobamu Ta
iHLWI BMAW B3aemogiit"”,
"Oco61MBOCTI 3aCTOCYyBaHHA",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHsA rpyaa”
BiANOBIAHO 40 OHOBNEHOI
iHchopmawii Lwopo 6e3nekmn giroyoi
peyoBMHW. BBEAEHHSA 3MiH
npoTArom 6-T1 MicAuis nicns
3aTBEPKEHHS; CYMyTHS 3MiHa -
3MiHM Wwoao
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. BHeceHHst abo
3MiHa(1) 0 3060B'A3aHbL Ta YMOB
BMAaYi peecTpauinHoro
nocBig4eHHs, Bkovatoun Mnax
ynpasniHHA pusnkamu
(3acTocyBaHHS TEKCTY, SKWiA
NOrOKEHNI 3 KOMMETEHTHNUM
opraHom) (B.1.11. (a) 1B)
3aABHUKOM HaJaHO OHOB/IEHWI
nnaH ynpaeniHHA pyu3nkammn Bepcis
2.0. 3MiHV BHECEHO A0 YacTuH V
«3axoay 3 MiHiMisauii pusukis», VI
«Pestome nnaHy ynpasiHHsA

3a peyernmom

UA/9712/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
pusnkammn», VII «logatkn» y
3B’A13KY 3 OHOB/IEHOIO
iHbopmaLieto 3 6e3nekn gjitoyoi
PeyoBMHM 3a peKOMeHAALlE0
PRAC
62. KNAPUTPOMIL, | Tabnetku, BKpUTI ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux | 3a peyenmom UA/9712/01/02
NH-300POB'A NiBKOBOK 060J10HKOLO, MO o6MexeHo 0bMexeHoto marepianis: 3MiHU | TUMY - 3MiHW
500 Mr no 7 Tabnetok y BiANoBiga/IbHICTIO BiANOBIAANILHICTIO BHECEHI [0 iIHCTPYKUii ans
6nicTepi; no 1 abo no 2 "®apmaueBTNYHa "hapmMaueBTNYHA MeAUYHOro 3aCTOCyBaHHS
6nicTepn B KAPTOHHI KomMaHis "3gopoB'a” KOMMaHis nikapcbKoro 3acoby y po3ginu
Kopobui; no 10 TabneTok y "3popoB'sa", YkpaiHa "MpoTunokasaHHA", "B3aemogis 3
6nictepi; no 1 6nictepy B (Bci cTagji HWMKN NikapcbkrMmn 3acobamu Ta
KapTOHHIA KopooLi BMPOGHMLTBA, iHWIi BMAW B3aemogiin”,
KOHTPO/b AKOCTI, "Oco61MBOCTI 3aCTOCYyBaHHA",
BUMYCK cepii); "3acTocyBaHHs y nepiog
ToBapucTBO 3 BariTHoCTi abo rogyBaHHs rpyaat”
06MeXeHo BiANOBIAHO 0 OHOB/IEHOT
BiANOBIAA/LHICTIO iHchopmawii Lwopo 6esnekmn giroyor
"®APMEKC Irpyn-, peyoBuHW. BBeEHHS 3MiH
YkpaiHa (Bci cTagil NpoTArom 6-Tv MicALiB nicns
BMPOGHMLTBA, 3aTBEPKEHHS; CYNyTHS 3MiHa -
KOHTPO/Ib SKOCTI) 3MiHu Wwopo
6e3nekun/edekTBHOCTI Ta
hapmakoHarnsgy. BHeceHHs abo
3miHa(1) A0 3060B'A3aHb Ta yMOB
BMAaui peecTpauiinHoro
noceigyeHHs, Bkaoyaroun Mnax
ynpasAiHHA pUsnkamu
(3acTocyBaHHA TEKCTY, AKWIA
NOrOKEHNI 3 KOMMETEHTHUM
opraHom) (B.I.11. (a) I6)
3asBHMKOM HaJaHO OHOBEHWIA
nnaaH ynpasniHHA pu3nkaMun Bepcis
2.0. 3MiHV BHECEeHOo A0 YacTuH V
«3axoay 3 MiHiMi3auii pusukis», VI
«Pesome nnaHy ynpasniHHA
pusnkammn», VII «logatkm» y
3B’A3KYy 3 OHOB/1EHOIO
iHdhopmalieto 3 6esnekn gjitoyoi
PeyoBMHM 3a pekOMeHAaLliE0
PRAC
63. KNONIAOrPEN | Tabnetku, BKPUTI ToBapucTBoO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHnx | 3a peyenmom UA/3924/01/01
b 060/10HKO0, MO 75 Mr; No 06MeXeHoI0

10 Tabnetok y 6nictepi:
no 1 a6o 2, a6o 3
6nictepu B KOpobLi 3
KapToHy

BiANOBiAA/IbHICTIO
"[locnigHwin 3aBof
"THUAC"

06MeXeHoto
BiANOBIAANILHICTIO
"[ocnigHnii 3aBog
"THUNC", YkpaiHa
(Bci cTagji
BMPOGHMLTBA,
KOHTPO/1b SIKOCTI,

MaTepianis: TexHi4YHa noMunka
(3rigHo Haka3sy MO3 Big
23.07.2015 Ne 460). "/likapcbka
dhopma” (OCHOBHI i3UKO-XiMIYHI
BNaCTMBOCTI). 3aTBEPAKEHO:
OCHOBHI (Pi3UKO-XiMiYHi
BN1ACTMBOCTI: TaGM1ETKWN, BKPUTI
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BMMYCK cepii ); 060/10HKOI0 6istoro abo 6inoro 3
ToBapucTBO 3 XKOBTYBaTUM BifTIHKOM KO/bOpPY, 3
0BMeXeHOo0 [IBOOMNYK/I10t0 NMOBEPXHEIO.
BiANOBIAA/BHICTIO 3anponoHoBaHo: OCHOBHI i3nKO-
"papMaueBTUYHA XiMiYHi BNacTUBOCTI: TabneTku
KOMnNaHis Kpyrnoi coopmu 3 ABOOMYK/OH0
"3p0pos'a”, YkpaiHa NOBEPXHEI, BKPUTI 060/0HKO0
(Bci cTagji POXEBOro Konbopy.
BMPOGHULTBA,
KOHTPO/b SIKOCTI,
BMNYCK cepii );
ToBapucTso 3
06MeXeHo
BiANOBIAA/ILHICTIO
"®APMEKC IPYM",
YkpaiHa (Bci cTagii
BUPOOHMLTBA,
KOHTPO/b SKOCTI,
BMNYyCK cepii)
64. KOKAPHIT niodpinizat Ana posumHy TOB "YOPNA Ykpaina E.L.M.1.Ko. ermnet BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/8392/01/01
Ans iH'ekuiii; 3 amnynu 3 MEANLUNH" marepianis: 3MiHa 3asBH/Ka

niogpinisatom y KOMNAeKTi
3 3 amnynamu po34nHHUKa
(0,5% po3unH nigokaiHy
rigpoxnopuay) no 2 Mmny
KOHTYPHili YapyHKOBIi
yMakoBLii; N0 1 KOHTYpHIi
YapyHKOBIl1 ynakoBLi B
KapTOHHIA KOopoo6Li

(BnacHvika peecTpadiiHoro
noceigyeHHs) (3rigHo Hakasy MO3
Bif 23.07.2015 Ne 460). BeeaeHHsA
3MiH MPOTAroM 6-TW MicsLiB nicns

3aTBEepPMKEHHS. 3MiHU | TUny -
3MiHV Wwoao
6e3nekn/edreKTMBHOCTI Ta
thapmakoHarnsgy. BeefeHHus abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy chapmakoHarnsagy
(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy apmakoHarnsgy,
3MiHa YNOBHOB&XEHOI 0coou,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarnsay; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3aABHUKa 419 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, SKLo
BOHa BifMiHHA Bif, yNIOBHOBaXEHOI
ocobw, BignoBiganbHoI 3a
3gificHeHHs chapmakoHarnagy
(BK/HOYAKOUN KOHTAKTHI JaHi)
Ta/ab0 3MiHN Y PO3MILLEHHI
mMacTep-haiina cuctemm
hapmakoHarnsgy). 3miHa
YNOBHOB&XEHOI 0CO6U 3as1BHYKA,
BiANOBIAa/IbHOI 3a
hapMakoHarnsg. Jitoya pegakuist:
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
PycyaaH Ecakis /
Rusudan Esakia. NponoHoBaHa
pepakuis: Myano MaHHa
CraHicnasiBHa. 3MiHa KOHTaKTHUX
[aHux yrnoBHOBaXeHO! 0cobu
3asBHWKa, BiANOBIAaIbHOT 3a
hapmakoHarnsg. 3miHa micus
3[jACHEHHSI OCHOBHOT AisiNIbHOCTI 3
thapmakoHarnagy. 3miHa
MiCLie3HaxOpKeHHs1 macTep-
thaiina cuctemu
hapmakoHarnsgy.
65. KONMNOTPO®IH | kancynu BariHanbHi M'sKi AnBoreH dapma Bonrapis Brpo6HMUTBO ®paHuis BHECEHHS 3MiH IO peecTpaljiiiHux | 3a peyenmom UA/3481/03/01
no 10 mr no 10 kancyny TpeiamHr KOpon Hepo3dgacoBaHOl MaTepianis: 3MiHu | Tuny -
6nictepi; no 1 6nictepy B OTOB NpoAyKLii, KOHTPO/Tb BW/TYYEHHSI &/TbTEPHATUBHOTO
KapTOHHIA KopooLi cepii: Kancyxenb BMpo6HuKa APl — MONACHEM.
Mnoepmerss, MponoHoBaHa pepakuis. CKNAL:
®paHuis; MNepBuHHa 1 kancyna mictuTb: fjtoua
Ta BTOPVHHA pevosuHa: MpomecTpuH 10 mr
ynakoBka, [03BiN Ha Bupo6Huk: Sicor de Mexico S.A.
BWMNYCK Cepil: de C.V. (Mexico)
Nadhans EHatocTpi,
®paHuis; KoHTposb
cepii (Tinbkn
MikpobiosnoriuHe
TEeCTyBaHHS):
KoHchapma dpaHc,
PpaHujis
66. KOMAKCOH 40 pO34uH ANs iH'ekuiin, 40 TOB «TeBa YkpaiHa» Ykpaina Bupo6bHnuTBO 32 I13pains/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyernmom UA/6307/01/02
Mr/MA; o 1 MA po3unHy B NMOBHUM LMK/IOM: Benvka marepianis: 3MiHa 3asBH/Ka
nonepegHb0 TeBa BpuTaHis/ (BnacHvika peecTpadiiHoro
HanoBHEHOMY LUNPUL; NO dapmaveBTikan YropwumHa noceigyeHHs) (3rigHo Hakasy MO3
1 wnpwuy B 6nicTepi no 12 IHpacTpis N14., Bif 23.07.2015 Ne 460); 3miHu |
LUNPULIB B KAPTOHHIl 13pains; TMny - 3MiHKU Woao

Kopo6Li

BupobHnuTBO 32
MOBHVM LVK/IOM:
HopToH Xenckea
Nimiten T/A
AMNBEKC
dapmacboTrKan3
IOK, Benvka
BpuTaHis;
KoHTposib cepii
(aHaniTNyHI
BMNPOGYBaHHA Ta
BVBYEHHSA
cTabinbHoCTi):
MnaHTtekc N14,,
I13painb;

6e3nekn/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHV [0 y3ara/ibHEHUX JaHnX npo
cuctemy thapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTtemy thapmakoHarnsagy,
3MiHa YyNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
hapmMakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANS 34ICHEHHS
thapmakoHarnagy B YkpaiHi, AKLO
BOHa BifjMiHHa Bif, YyNOBHOBaXEHOT
ocobu, BiAgnoBifanbHOI 3a
3fiicHeHHs1 chapMakoHarasgy

96




Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
KoHTponb cepii (BK/HOHAKOUN KOHTAKTHI JaHi)
(TiNbKKM GionoriyHe Ta/abo 3MiHW Y PO3MILLEHHI
TECTYyBaHHS): macTep-chaiina cuctemm
AGIK T4, 13pains; thapmakoHarnagy) - 3miHa
KoHTponb cepii YMNOBHOBaXEHOT 0CO6M 3asiBHMKA,
(noBHe TecTyBaHHS, BiANOBIAa/IbHOI 3a
BK/IHOYAOUM Ha thapmakoHarnag. [ivoya pegakuis:
CTepubHICTb Ta Orit Stern-Maman. MNponoHoBaHa
6akTepianbHi pepakuis: Buctposa OkcaHa
€HAO0TOKCUHWY, ane BiTaniiBHa. 3MiHa KOHTAKTHNX
OKpiM 6io/10riYHOro [aHux yrnoBHOBaXXeHO! 0cobu
TeCTyBaHHS): 3asBHWKa, BiANOBIAaIbHOT 3a
dapmaxewmi B.B., thapmakoHarnag,
HigepnaHaw,;
KoHTposnb cepii
(TinbKM GionorivuHe
TEeCTyBaHHs):
AT
dapmaleBTUYHNI
3aBof TEBA,
YropLumHa;
KoHTponb cepii
(aHanitnuxe
TeCTyBaHHs Ta
BUBYEHHSA
cTabinbHoCTi):
Asia Kemikan
IHpacTpi3 N14.,
13painb
67. KOMAKCOH 40 PO34MH ANs iH'ekuii, 40 TOB "TeBa YkpaiHa" Ykpaina BupobHMLTBO 3a I13pains/ BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/6307/01/02
Mr/M/; o 1 M po34ymnHy B MOBHVM LVK/IOM: Benuka Marepianis: 3miHu | Tuny -
nornepeaHsL0 Tesa BpuTaHis/ BU/TyYEHHS NOKa3HuKa "Bakki
HarnoBHEHOMY LUNPULL; NO dapmaueBTikan HigepnaHgm meTanm" i3 cneundikadii Ad|
1 wnpwuy B 6nicTepi no 12 IHpacTpi3 N14., / YroplmHa rnaTupamMepy auetarty; 3miHu |
LUNPULLIB B KAPTOHHIl 13pains; TUNY - HE3HAYHI 3MiHU Y MeToANuL

Kopoo6ui

Brpo6HMuTBO 3a
MOBHVM LVK/IOM:
HopToH Xenckea
Nimiten T/A
AWBEKC
dapmacboTHKans,
Benwvka BputaHis;
KoHTponb cepii
(aHaniTNYHI
BMNPOGYBaHHA Ta
BVBYEHHSA
cTabinbHoCTi):
MnaHTekc N14. ,
I13painb; KoHTposb

BMNpobyBaHHA "BunpobyBaHHA Ha
BifIbHi MOHOMepY" AN BUXIAHUX
PEYOBVH, L0 BUKOPUCTOBYHOTHLCS B
npoueci BupobHuuTea APl
rnatupamepy auertarty. byno
[0[aHo anbTepHaTUBHI po3Mipn
TWX nnactuHkn (20x20 cm), Wwo
BUKOPVCTOBYHOTBCS Y
BMNPOGYBaHHI
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

cepii (Tinbkn
6ionoriuHe
TecTyBaHHs): ABiK
nrta., 13pain.;
KoHTposb cepii
(noBHe TecTyBaHHS,
BK/THOHAIOUN HaA
CTepUNbHICTb Ta
6akTepianbHi
EHAO0TOKCUHWY, ane
OKpiM 6io/10riYHOro
TeCTyBaHHS):
dapmaxewmi B.B.,
HigepnaHnaun
KoHTponb cepii
(TinbKM GionorivuHe
TecTyBaHHs): AT
dapmMaLeBTUYHUIA
3aBog TEBA ,
YropuuHa;
KoHTponb cepii
(aHaniTnyHe
TecTyBaHHS Ta
BUBYEHHSA
cTabinbHocTi): A3sis
Kemikan IHoacTpi3
Nta., 13painb

68.

KOMNMAKCOH®-
TEBA

PO34uH A1 iH'eKUi, 20
mr/mn; no 1 mn npenapaty
y nonepesHbL0
HamnoBHEHOMY LINPULi; MO
1 nonepeaHLO
HanoBHEHOMY LINpULY B
KOHTYPHIli YapyHKOBIi
ynakoBLi 3anasHiii
nanepom 3 MapKyBaHHsIM
YKpaiHCbKOK MOBOK a60
no 1 nonepegHL0
HanoBHEHOMY LINpULY B
KOHTYPHIli YapyHKOBIi
ynakoBLi 3anasHili
NNiBKOK 6e3 MapKyBaHHS;
no 28 nonepegHbo
HaMoBHEHWX LUMPULIB Y
KOHTYPHUX YapyHKOBUX
yMakoBKax y KapTOHHIi
Kopobui

TOB "TeBa YkpaiHa"

YKpaiHa

BMPOGHULITBO 3a
MOBHUM LIMIK/TOM:
TeBa
dapmaueBTikan
IHpacTpis NTa,.,
13pains;
BMPOGHULITBO 3a
MOBHUM LIMIK/TOM:
HopToH Xenckea
Nimiteg T/A
AMBEKC
dapmacboTrKans,
Benwvka BpuTtaHis;
KOHTPO/Ib cepil
(noBHe TecTyBaHHS,
BK/TIOHAIOUN HaA
CTepUNbHICTb Ta
6akTepianbHi
€HAO0TOKCUHW, ane
OKpiM 6ionoriyHoro
TeCTyBaHHS):
dapmaxewmi b.B.,

I13pains/
Benuka
BpuTaHis/
HigepnaHgu
/ YropwmHa

BHECEHHS 3MiH [0 peecTpavLiiiHnX
MaTepianis: 3MiHu | Tuny -
BW/TyYEHHS MOKa3HMKa "Bakki
meTanu" i3 cneuundikadii Ad|
rnatupamMepy auetarty; 3MiHu |
TUMY - HE3HAYHI 3MiHW Y MeToAuL
BMNpobyBaHHA "BrunpobyBaHHsA Ha
BiflbHi MOHOMepUW" 4151 BUXIAHWX
PEYOBVH, L0 BUKOPUCTOBYHOTHLCS B
npoteci BMpo6HuuTea Ad|
rnatupamepy auertarty. byno
[04aHO anbTepHAaTUBHI po3MipK
TLWX nnacTtuHkm (20x20 cm), wo
BUKOPVCTOBYHOTHCS Y
BunpobysaHHi. Lnpwa nnactuHa
[103BO/INTb OHOYACHO TecTyBaTu
6inbLue 3pas3kiB, WO 36i1bWNTb
eheKTMBHICTb TECTYBaHHSA

3a peyernmom

UA/6307/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Higepnangu;
KOHTPO/Ib cepil
(TinbKM GionorivuHe
TECTYBaHHS):
AT
dapmMaLeBTUYHUIA
3aBof TEBA,
YropumHa;
KOHTpO/b cepii
(aHaniTnyHe
TecTyBaHHS Ta
BUBYEHHSA
CTabiNbHOCTI):
MnaxTekc N14. ,
13painb
KOHTpO/b cepii
(TinbKK GionoriuHe
TecTyBaHHs): ABiK
nrta., 13pain.;
KOHTPO/Ib cepil
(aHaniTnyHe
TecTyBaHHSA Ta
BUBYEHHSA
cTabinbHOCTI):
Asist Kemikan
IHoacTpi3
Nita. I3painb

69.

KOCONT BK

Kpanni o4Hi, po3ynH; no 10
MY ¢hrakoHi 3
[103aTOPOM Ta KPULLIKOHO;
no 1 donakoHy 3
[103aTOPOM Ta KPULLIKOIO 3
KOHTPO/IEM MEPLLIOTO
PO3KPUTTA B KAPTOHHIN
Kopobui

CaHTteH AT

DiHNAHAIA

BMPOGHUK,
BiANoBigabHUIA 3a
BWMNYCK Cepil:
CaHreH AT,
PiHNAHAiA;
BUPOBHUK,
BiANOBiAa/IbHWIA 3a
BMPOGHULITBO in-
bulk, nepeuHHY Ta
BTOPWHHY YNakoBKy,
BMNPO6YBaHHsA
LLOA0 SKOCTI:
Ty6inokc ®apma
C.N.A., Itanisa

diHnsaHgia/
ITania

BHECEHHS 3MiH [0 peecTpavLiiiHnX
MaTepianis: 3miHu | TUny - 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbkuin 3aci6.
3MiHN y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYHTbCA
BWMYCKY Cepii Ta KOHTPO/IH0 AKOCTI
rOTOBOrO J1iKapCbKOro 3acoby
(3amiHa abo gofaBaHHsA
BMPOGHMKA, LU0 Bignosigae 3a
BBE3EHHS Ta/abo BMMNYyCK cepil) -
He Bkntovaroum
KOHTPO/b/BUNPOBYBaHHA cepii -
3MiHa MicLie3HaxoMKEHHSsI
NPOBaPKEHHS AISNIbHOCTI
BUpPO6HMKa CaHTeH AT,
®iHNAHAIA, BiANOBIgaILHOMO 3a
BUNYyCK cepii. 3MiHN BHECEHO B
IHCTPYKLil0 ANs MeanyHOro
3aCTOCyBaHHSA LWOA0
MiCLLe3HaxXoMKEHHSI BUPOBHMKaA 3
BiANOBIAHMMW 3MiHAMW Y TEKCTI
MapKyBaHHS YNakoBKW NiKapCbkoro

3a peyenmom

UA/18106/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
3acoby. BBefeHHs 3MiH MPOTAroM
6-TK MicAUIB NicNsA 3aTBEPKEHHS.
70. NA3O0/IBAH® Kancynu 3 nposioHroaHot | TOB «CaHodi-ABEHTIC Ykpaina BUPOBHMLTBO, Himeuunna/ BHECEHHS 3MiH 0 peecTpaLiiHnx 6e3 peyenma UA/3430/02/01
MAKC aieto no 75 wr, no 10 YkpaiHa» KOHTPO/b AKOCTI, ®paHuis marepianis: 3MiHu | TMNYy - 3MiHK 3
Kancyn y 6nictepi; no 1 nakyBaHHs, siKocTi. FoTOBWIA Nikapcbkuii 3aci6.
6nicTepy B KapTOHHIi MapKyBaHHS, BUMYCK Cucrema
Kopoo6Li cepii: KOHTeliHep/3aKynopoBanbHWi
BepiHrep 3aci6. 3MiHa po3mipy ynakoBku
IHrenbxanm ®apma roTOBOrO NiKapCbKOro 3acoby
vm6X i Ko. KT, (BUYYEHHS YNakoBKy NEBHOrO
HimeuuunHa; po3Mipy) - BunyyeHHs1 ynakoBku
nakyBaHHs, Ne20 (2x10) Ta Ne50 (5x10) 3
MapKyBaHHs1, BUMYyCK BiANOBIgHVMMM 3MiHaMK Y p.
cepi: «YnakoBKa». 3MiHU BHECEHO B
[Jenbdapm Peiimc, IHCTPYKLil0 ANs MeAnyHOro
®paHuia 3aCTOCyBaHHA Yy p. "Ynakoska" 3
Bi4NOBIAHMMM 3MiHAMU Y TEKCTI
MapKyBaHHS YNakoBKW NiKapcbkoro
3acoby. BBefeHHs 3MiH MPOTAroM
6 MicALiB nicaa 3aTBePAKEHHSA
71. NATAMEL Kpansi O4Hi, pO34nH; No TOB «YOPN[, YkpaiHa K.O. Pomdchapm PymyHis BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/14903/01/01
2,5 Mn 'y donakoHi- MEAVLH>» Komnani C.P.J1. marepianis: 3MiHa 3asBHUKa

KpanenbHuuj; no 1
dhnakoHy-KpanenbHuui B
KapTOHHIA KopoobLi

(BnacHvika peecTpadiiHoro
nocBeigyeHHs) (3rigHo Hakaly MO3
Big 23.07.2015 Ne 460): BBefeHHs
3MiH NPOTArom 6-Tu MicsiLiB nicns

3aTBepKeHHs. 3MiHu | Tuny -
3MiHM Woao
6e3nekn/ed)eKkTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHNX AaHNX
npo cucTemy thapmakoHarnsgy,
3MiHa YyNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
hapmMakoHarnagy; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3asBHUKaA ANA 34ICHEHHSA
thapmakoHarnagy B YkpaiHi, AKLO
BOHa BifjMiHHa Bif, YyNOBHOBaXEHOT
ocobu, BiAgnoBifanbHOI 3a
3[jiCHeHHs1 hapMakoHarnsgy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) 3miHa
YMOBHOB&XeHOT 0CO6M 3as1BHMKA,
BifnoBigasbHOT 3a
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

thapmakoHarnag. [ivoya pegakuis:
CasiweBa Jlapuca / Savishcheva
Larisa. MNMponoHoBaHa pegakuis:
Mypno MNaHHa CtaHicnasiBHa.
3MiHa KOHTaKTHUX AaHnX
YMNOBHOBaXeHOT 0COOM 3asBHMKA,
BignoBigasibHOI 3a
thapmakoHarnag. 3miHa Micus
3[jl/iCHEHHSI OCHOBHOI AiA/IbHOCTI 3
thapmakoHarnsgy. 3miHa
MiCLie3HaxoKeHHsI MacTep-
thaiina cuctemu
chapmakoHarisgy.

72.

NA®EPOBIOH

cnpeii HazasbHUiA No
100000 MO/mn; no 5 mny
ch1akoHi, 3aKynopeHomy
MiKpOA03aTOpOM-
posnusoBayem; no 1
chnakoHy y nauui 3
KapToHy

TOB "®3
"BIO®PAPMA"

YKpaiHa

TOB "®3
"BIO®PAPMA"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu |l TMRy - 3miHa
BHOCUTbLCS Y 3B'A3KY 3 YHidhikalieto
BUMOT LLOJ0 Ha3aslbHUX
nNikapcbkunx 3acobis BUPOGHMLITBA
TOB "®apmaueBTUYHUIA 3aB0[,
"Biothapma" Ta npuBeAeHHs ix A0
BVIMOT r106a/1bHOI CUCTEMM SKOCTI
rpynu komnamii "Stada", wo
6a3yeTbCs Ha pekomMeHgaLiax FDA
Ta 3aranbHux ctatein USP <797>
Ta <795> CTOCOBHO Knacudikauii
nikapcbkux 3acobis 3a
6i0N10rYHMMK XapaKkTepucTukamm
y Cneundikauii Ha nikapcbkuii
3aci6, BupobHuutea TOB
"®apmaueBTUYHWI 3aBOS4,
"Biochapma” 3anponoHoBaHO
3aMiHWUTW NOKa3HKK
"CTepWbHICTL" Ha NOKa3HWK
"MikpobionoriyHa yncrora”

6e3 peyenma

UA/13779/03/01

73.

NA®EPOBIOH

Kpanni HasasbHi No
100000 MO/mn; no 5 mny
donakoHi, 3akynopeHomy
MiKpO03aTOpPOM-
KpanensHuueto, no 1
dhnakoHy y nayuj 3
KapToHY

TOB "3
"BIO®PAPMA"

YKpaiHa

TOB "®3"
BIO®APMA"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu |l TURy - 3miHa
BHOCUTBLCA Y 3BA3KY 3 YHichikauiero
BUMOT LLOJ0 Ha3aslbHUX
nikapcbknx 3acobis BUPO6GHMLITBA
TOB "®apmayeBTn4HUIA 3aB0[,
"Biothapma" Ta npuBeAeHHs ixX A0
BVIMOT r106a/1bHOI CUCTEMU SKOCTI
rpynu komnasii "Stada", wo
6a3yeTbcs Ha pekomMeHaaLisax FDA
Ta 3aranbHux ctatein USP <797>
Ta <795> CTOCOBHO K1acudikauii
nikapcbkux 3acobis 3a
6i0/10MYHMMKN XapaKTepucTMkamu

6e3 peyenma

UA/13779/02/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
y Cneundikauii Ha nikapcbkuii
3aci6, Bupo6HuuTBa TOB
"®apmaLeBTUYHNI 3aBOS,
"Biothapma" 3anponoHoBaHO
3aMiHWUTW NOKa3HMK
"CTepW/bHICTL" Ha NOKa3HWK
"Mikpob6ionoriyHa uncrora”
74. NEBAKCEJ/IA® pO34uH aNs iHQysil, 5 KPKA, a.4., HoBo CnoseHisa KPKA, a.4., Hoso CnoBeHis BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/15596/01/01
mr/m; no 100 M po3unHy MecTo mecTo, CrnoBeHis marepianis: 3MiHu | TUNY - 3MmiHa
y donakoHi; no 1, 5 a6o 10 (BpOGHMLTBO "in afpecy MicLs NpoBaXeHHS
(h/1aKOHIB B KApPTOHHIlA bulk", nepBuHHe Ta LisNbHOCTI BUpoOHUKa AD|
Kopoo6ui BTOPUHHE Neuland Laboratories Limited,
nakyBaHHs, IHAia neBodhnokcauuHy y BUrniaai
KOHTpO/b cepii Ta nesochsiokcauuHy remirigpary, 6e3
BUMYCK Cepil;); 3MiHM Micus BUPOGHULITBA
KPKA, a.4a., Hoso
mMecTo, C/ioBeHis
(kOHTpOSIb cepii)
75. NEBOKCUME/L | kpanni O4YHi, po34yuH, 5 yopng MEANLINH Benuvka K.O. Pomdhapm PymyHis BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/14769/01/01
Mr/mn no 5 mn y donakoHi- OPTA/IBMIKC BpuTtaHis Komnani C.P.J1. MaTepianis: 3MiHu | Tuny -
KpanenbHuui; no 1 NIMITEL BHECEHHS 3MiHM A0 po3giny MKA
donakoHy-KkpanenbHuLi B N3 «cMAPKNPOBKA»:
KapTOHHI KopooLi MponoHoBaHa pefakuis:
MAPKVPOBKA B cooTBeTCcTBUY C
YTBEPXAEHHBIM TEKCTOM
MapKupoBKn. OHOBMEHHS TEKCTY
MapKyBaHHS yMakoBKU iKapCbKOro
3ac00y 3 BHECEHHSM iHchopmaLi
LLIOA10 3a3HAYEHHS OAVHULB
BMMIiptOBaHHA y cuctemi Sl.
BBefeHHA 3MiH NPOTArom 6-1n
MicsILiB nmicns 3aTBepoKEHHS
76. NEMTPALA KOHLUEHTpAT 4151 PO3UnHYy TOB "CaHodpi-ABEHTIC YkpaiHa BepiHrep HimeuunHa/ BHECEHHS 3MiH 40 peecTpaLiiHnx 3a peyenmom UA/17376/01/01
Ans iHdoy3ili no 12 mr/1,2 YkpaiHa" IHrenbxaivm ®apma Ipnangis/ marepianis: 3miHu Il Tuny -
M1 Ne 1:no 1,2 mny vm6X i Ko. KT, Benvka 3a8BHUKOM HafaHO AeTaslbHUiA
conakoHi, no 1 dp1akoHy y HimeyunHa BpuTaHis Onnc CUCTEMN YNpPaBiHHS

KapTOHHiA Kopoo6Li

(Bupo6HMuTBO (fill-
finish/nepsuHHe
nakyBaHHs1)
KOHTPO/b AKOCTI (B
npoveci
BUPOGHMLTBA,
KOHTPO/Ib SIKOCTI
N3, BNtovatoun
TecTyBaHHA AN
OLiHKN CTEePUILHOCTI

pvi3vkaMu y BUTNSIAji OHOB/IEHOTO
MnaHy ynpasniHHS pu3nkamu
Bepcia 7.2 oNs nikapcbkoro
3acoby J/lemTpaga, KoHLeHTpaT
ON151 pO34KHy Ans iHdy3iii no 12
mr/1,2 mn; Nel: no 1,2 mny
donakoHi; no 1 dpnakoHy B
KapTOHHIiA kopobLyi. 3MiHVM BHECEHO
00 yacTuH: Il "Crneundikayis 3
6e3nekun”, Il "MnaH 3
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
i BMiCTY hapmakoHarnagy”, V "3axogu 3
MiKpOOpraHi3mis), MiHiMi3auii pusukis”, VI "Pesiome
TecTu Ha naaHy ynpas/iHHA pusukamn'
CTabiNbHICTD); BiAMOBIAHO A0 pekomeHAaLii
[xeH3aiim lpnaHg PRAC W00 oOHOB/EHOT
Nimiten, IpnaHgis iHcbopmawii 3 6e3nekun giroyoi
(BTOPUHHE peyoBvHN
nakyBaHHS,
MapKyBaHHs,
36epiraHHa M3 Ta
BUNyCK cepir);
Lbxensaiim Nimites,
Benuka BpuTaHis
(BTOpPUHHE
nakyBaHHS,
MapKyBaHHS,
36epiraHHsa 13 Ta
Bunyck cepii); Ec
Ixi Ec IHCTUTYyT
®peseHiyc NvbX,
HimeuunHa
(TecTyBaHHs Ans
OL|iHKM CTepUNbLHOCTI
i BMiCTY
MiKpOOpraHiamis
(anbTepHaTnBHA
naboparopisi))
77. NEHANIAOMIA- | kancynu TBepgi no 2,5 Mr Mictpan Kenitan AHrnis CiHTOH XicnaHis, Icnanisa/ BHECEHHS 3MiH 10 peecTpayjiiiHux | 3a peyenmom UA/17466/01/01
BICTA no 7 kancyny é6nictepi, no MeHexMeHT JlimiTeq, C.J1., IcnaHis YUnni/ mMartepianis: 3MiHu Il TUNy - 3MiHK
3 6nicTepu B KAPTOHHIN (ainbHULSA, WO ManbTa BHECEHO [0 4YacTuH | «3arasibHa
Kopoo6Ui BignoBigae 3a iHchopmauis, Il «Cneundikauis 3
nakyBaHHs, 6e3neku», Il «MnaH 3
KOHTPO/b AKOCTI, hapmakoHarnsgy», V «3axogm 3
BUMYCK cepii); MiHimi3aLii pusukiB», VI «Pestome
CiHTOH Yuni N1aa., naaHy ynpas/iHHA pusnkamm», VI
Ywuni (ginbHunusn, wo «[lopatkn» y 3B's13Ky 3
BignoBigae 3a OHOBJIEHHAIM iHdbopMaL;i 3
BUPOBHMLTBO, 6e3nekn Npo Baxk/MBI
nakyBaHHs, iaeHTndikoBaHi pusnkun Ta
KOHTPO/Tb AKOCTI); 3aCTOCYBaHHA [0aTKOBUX
$apmagokc 3axofiB 3 MiHiMi3aUiT pu3vkis
Xenckea N4,
ManbTa (ginbHMUS,
Lo Bignosigae 3a
KOHTPO/1b SIKOCTI)
78. NEHANIAOMIA- | kancynu TBepai no 5 mr; MicTtpan Kenitan AHrNIA CiHTOH XicnaHis, IcnaHis/ BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/17466/01/02
BICTA no 3 kancynu 'y énicrepi, MeHexmeHT JlimiTeq, C.J1., IcnaHis Unni/ mMartepianis: 3miHu Il Tuny - 3mMiHK
(ainbHULSA, WO ManbTa BHECEHO [0 4YacTuH | «3arasibHa

no 7 6nicTepiB y KApTOHHIl

BignoBsigae 3a

iHcpopmauis», Il «CneundikaLlisi 3

Kopobui
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
nakyBaHHs, 6e3nekn», Il «MnaH 3
KOHTPO/b AKOCTI, thapmakoHarnagy», V «3axogu 3
BUMYCK cepii); MiHiMi3aLji pusukiB», VI «Pe3tome
CiHTOH Yuni NiTpa., nnaHy ynpasniHHA pu3nkamu», VI
Unni (ginbHUUS, Wo «Jlopatkn» y 3B's3Ky 3
BignoBsigae 3a OHOBJIEHHAM iHGhopMaLi 3
BMPOGHMLTBO, 6e3nekn Npo BaXX/MBI
nakyBaHHs, iAeHTUIKOBaHI pU3nkn Ta
KOHTPO/Ib AKOCTI); 3acToCyBaHHA [04aTKOBUX
dapmagokc 3axopiB 3 MiHiMi3aLii pu3vkiB
Xenckea /T4,
ManbTa (ginbHMUS,
LLlo BignoBigae 3a
KOHTPO/b SIKOCTI)
79. NEHANIAOMIA- | kancynu TBepAi no 7,5 wmr; Mictpan Kenitan AHrnis CiHTOH XicnaHis, Icnanis/ BHECEHHS 3MiH [0 peecTpavuiiHnX 3a peyenmom UA/17466/01/03
BICTA no 7 kancyn y 6nictepi, no MeHemxkmMeHT NlimiTeq C.J1., IcnaHis Yuni/ marepianis: 3MiHu |l TURY - 3MiHW
3 6nicTepu B KAPTOHHIl (ainbHMULA, WO ManbTa BHECEHO [0 YacTuH | «3arasibHa
Kopoo6ui Bignosigae 3a iHchopmauis», Il «Cneyndikauisi 3
nakyBaHHs, 6e3nekn», Il «MnaH 3
KOHTPO/b AKOCTI, thapmakoHarnagy», V «3axogu 3
BUMYCK cepii); MiHiMi3aLji pusukiB», VI «Pe3tome
CiHTOH Yuni NTpa., naaHy ynpasniHHSA puavrkamu», VI
Unni (ginbHUUs, Wwo «Jlopatkn» y 3B's3Ky 3
BignoBigae 3a OHOB/IEHHSAM iHGhopMaLi 3
BMPOGHMLTBO, 6e3nekn Npo BaX/MBI
nakyBaHHs, iAeHTUIKOBaHI pU3nkn Ta
KOHTPO/Ib SKOCTI); 3aCcTOoCyBaHHA [04ATKOBUX
dapmagokc 3axopiB 3 MiHiMi3aLii pu3vkiB
Xenckea /114,
ManbTa (ginbHMUS,
LLlo BignoBigae 3a
KOHTPO/b SIKOCTI)
80. NEHANIAOMIA- | kancynw TBepai no 10 wr; Mictpan Kenitan AHrnis CiHTOH XicnaHis, Icnanis/ BHECEHHS 3MiH [0 peecTpavuiiHnX 3a peyenmom UA/17466/01/04
BICTA no 3 kancynu y 6nictepi, MeHexMeHT JlimiTeq, C.J1., IcnaHis YUnni/ mMartepianis: 3MiHu Il TUny - 3MiHK
no 7 6nicTepiB y KAPTOHHiIl (ainbHMLA, WO ManbTa BHECEHO [0 YacTuH | «3arasibHa

Kopoo6ui

Bignosigae 3a
nakyBaHHS,
KOHTPO/b SIKOCTI,
BUMYCK cepii);
CiHTOH Yuni N1aa.,
Unni (ginbHUUS, Wo
Bignosigae 3a
BMPOGHMLTBO,
nakyBaHHS,
KOHTPO/Ib SIKOCTI);
dapmagokc
Xenckea /T4,
ManbTa (ginbHMUS,
L0 BignoBigae 3a

iHhopmauis», Il «Cneundikauis 3
6e3nekn», Il «MnaH 3
thapmakoHarnsigy», V «3axoau 3
MiHiMi3aLji pusukiB», VI «Pe3tome
naaHy ynpas/iHHA pusnkamm», VI
«[lopatkn» y 3B’s13KY 3
OHOBJ/IEHHAM iHdhopMaL;i 3
6e3neky Npo BaXXMBI
iAeHTUIKOBaHI pu3nkn Ta
3aCTOCyBaHHS [A0AATKOBUX
3axofiB 3 MiHimMi3auiT pu3ukis
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KOHTPO/b SIKOCTI)

81.

NEHANIAOMIJ-
BICTA

Kancynu teepai no 15 wr;
no 3 kancynu 'y 6nictepi,
no 7 6nicTepiB y KAPTOHHIl
Kopobui

MicTtpan Kenitan
MenemxmeHT NlimiTeq

AHrnis

CiHTOH XicnaHis,
C.N., IcnaHis
(@inbHULSA, WO
Bignosigae 3a
nakyBaHHs,
KOHTPO/b SIKOCTI,
BMNyCK cepil);
CiHToH Yuni NiTpa.,
Yuni (ginbHuus, wo
Bignosigae 3a
BMPOGHMLTBO,
nakyBaHHS,
KOHTPO/Ib SIKOCTI);
Papmagokc
Xenckea JIta.,
ManbTa (LinbHuus,
LLio Bignosigae 3a
KOHTPO/b SKOCTI)

Icnanis/
Yuni/
ManbTa

BHECEHHS 3MiH [10 peecTpaviiiHnx
marepianis: 3MiHu |l TURY - 3MiHK
BHECEeHO [0 YacTuH | «3aranbHa
iHchopmauis», |l «Cneumdikauin 3
6e3neku», Il «MnaH 3
dhapmakoHarnsagy», V «3axoau 3
MiHiMi3aLii pusukiB», VI «Pestome
nnaaHy ynpasniHHSA puavkamu», V|
«[lopatkn» y 3B'A3Ky 3
OHOB/IEHHAM iHhopMaLi 3
6e3nekn Npo Baxk/MBi
iAeHTudikoBaHi pu3uku Ta
3aCTOCYBaHHA [04aTKOBUX
3axogis 3 MiHiMi3auii pu3vkis

3a peyenmom

UA/17466/01/05

82.

NEHANIAOMIJ-
BICTA

Kancynu teepAi no 20 wr;
no 3 kancynu 'y 6nictepi,
no 7 6nicTepiB y KApTOHHIl
Kopo6Li

MicTtpan Kenitan
MenemxmeHT NlimiTes

AHrnis

CiHTOH XicnaHis,
C.N., IcnaHis
(8inbHMULA, WO
Bignosigae 3a
nakyBaHHs,
KOHTPO/b AKOCTI,
BMNyCK cepil);
CiHTOoH Yuni NTpa.,
Yuni (ginbHUUA, Wo
Bignosigae 3a
BMPOGHMLTBO,
nakyBaHHs,
KOHTPO/Ib SIKOCTI);
dapmagokc
Xenckea JIta,.,
ManbTa (ginbHuus,
LLio Bignosigae 3a
KOHTPO/1b SKOCTI)

Icnanis/
Yuni/
ManbTa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHu |l TURY - 3MiHK
BHECEHO /10 YacTuH | «3aranbHa
iHchopmauisx», |l «Cneumdikauin 3
6e3neku», Il «MnaH 3
hapmakoHarnsigy», V «3axoau 3
MiHiMi3aLii pusukie», VI «Pe3tome
nnaHy ynpasniHHSA puavkamu», V|
«[lopatkn» y 3B’A3KY 3
OHOBJ/IEHHAM iHGhopMaLi 3
6e3nekn Npo Baxk/MBI
iAeHTUIKOBaHI pU3nkn Ta
3aCTOCYBaHHA [04ATKOBUX
3axopis 3 MiHiMi3aLii pu3vkiB

3a peyenmom

UA/17466/01/06

83.

NEHANIAOMIJ-
BICTA

Kancynu Teepgi no 25 mr;
no 3 kancynm 'y 6icrtepi,
no 7 6nicTepiB y KapTOHHIl
Kopoo6Li

Mictpan Kenitan
MeHemXMeHT JlimiTeq,

AHrnis

CiHTOH XicnaHis,
C.N., IcnaHis
(8inbHMLA, WO
Bignosigae 3a
nakyBaHHs,
KOHTPO/b SIKOCTI,
BUMYCK cepil);
CiHTOH Yuni N1aa.,
Yuni (ginbHUUS, Wo
Bignosigae 3a
BUPOBHMLTBO,
nakyBaHHs,

Icnanis/
Unni/
MasbTa

BHECEHHS 3MiH 10 peecTpavuiniHnx
mMartepianis: 3MiHu Il Tuny - 3mMiHK
BHECEHO /10 YacTuH | «3aranbHa
iHhopmauis», I «Cneuundikauin 3
6e3nekn», |l «MnaH 3
thapmakoHarnsigy», V «3axoau 3
MiHiMi3aLji pusukiB», VI «Pe3tome
naaHy ynpas/iHHA pusmkamm», VI
«[lopatkn» y 3B’A3Ky 3
OHOBJ/IEHHAM iHhopMmaLi 3
6e3rnekn Npo Baxk/MBi
ineHTMdiKoBaHi pU3nkun Ta

3a peyenmom

UA/17466/01/07
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KOHTPO/Ib SIKOCTI);
dapmagokc
Xenckea NTp4,,
ManbTa (ginbHMUS,
Lo Bignosigae 3a
KOHTPO/1b SIKOCTI)

3aCTOCyBaHHS J0AATKOBUX
3axofiB 3 MiHiMi3auiT pu3ukis

84.

NIBEKCUH®

Tabnetku no 100 mr Ne 20
(20x1): no 20 TabneToK y

6nicTepi; no 1 6nictepy B

KapTOHHIA KOopooLi

TOB "CaHodi-ABEHTIC
YkpaiHa"

YKpaiHa

XIHOIH 3aBog,
dapmMaveBTUYHUX Ta
XimiyHnx MpogykTis

Mpaiisit Ko. NiT4,.

MignpuemcTso 2

(nignpnemcteo

Bepeluegpxas)

YropwmHa

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

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHWX Npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy chapmakoHarnsgy,

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

YMOBHOBaXeHOT 0CObM 3as1BHMKA,

BignoBiganbHOI 3a
hapmakoHarnsg.
MponoHoBaHa pegakuis:
XopakiBcbka TeTsHa
BauecnasiBHa. 3MiHa KOHTaKTHMX
[aHVX YNOBHOB&XEHOI 0co6u
3asBHVKa, BigNoBiAa/IbHOT 3a
hapmakoHarnag,

6e3 peyenma

UA/8252/01/01

85.

nisnHonpPun-
ACTPA®APM

Tabnetku no 5 mr, no 10
Tabnetok y 6nictepi; no 3
abo no 6 6nictepis y
KOpOOGLii 3 KAPTOHY

TOB "ACTPA®APM"

YKpaiHa

TOB
"ACTPAGAPM"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMartepianis: 3MiHu | Tuny - 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbkuin 3aci6.
Cucrema
KOHTeliHep/3aKynoptoBasbHWi
3aci6. 3MiHa po3mipy ynakoBku
roTOBOrO /iKapCbKOro 3acoby
(BMNYyYEHHS yNakoBKW NEBHOTO
PO3Mipy) - BHECEHHS 3MiH A0
marepianis peecTpauiiHoro
[0CbE, a caMe BUyHEHHS
ynakoBoK Ne 10 (10x1), Ne 20

3a peyenmom

UA/4968/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

(10x2), Ne 90 (10x9), Ne100
(10x10) 3 BigNOBIgHUMM 3MiIHAMU Y
po3aini “YnakoBka”. 3MiHN BHECEHI

B IHCTPYKLO 4719 MeANYHOro
3actocyBaHHsa /13 y p. "Ynakoska"
3 Bi4NOBI4HNMMN 3MiHAMMN B TEKCTI

MapKyBHHS yNakoBOK

86.

nisnHonrPun-
ACTPA®APM

Tabnetku no 10 mr, no 10
Tabnetok y 6nictepi; no 3
abo no 6 6nictepiB y
KopobLi 3 KapTOHY

TOB "ACTPA®APM"

YKpaiHa

TOB
"ACTPAGAPM"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHu | TUnNy - 3MiHN 3
SKoCTi. [0TOBWIA Nikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKynoptoBasbHuWi
3aci6. 3miHa po3mipy ynakoBku
roTOBOrO iKapCbKOro 3acoby
(BMNYYEHHS yNaKOBKW NEBHOTO
PO3Mipy) - BHECEHHS 3MiH A0
mMarepianis peecTpadiiHoro
[OCbE, a came BUyYEHHS
ynakoBok Ne 10 (10x1), Ne 20
(10x2), Ne 90 (10x9), Ne100
(10x10) 3 BignoBigHUMYK 3MiHaMK Y
po3gaini “YnakoBka”. 3MiHW BHeCEHi
B IHCTPYKLiO 4119 Me4UYHOro
3actocyBaHHA /13 y p. "Ynakoska"
3 BigNoBiAHMMM 3MiHAMMN B TEKCTI
MapKyBHHS yNnakoBOK

3a peyenmom

UA/4968/01/02

87.

nismHonpPun-
ACTPA®APM

Tabnetku no 20 mr, no 10
Tabnetok y 6nictepi; no 3
abo no 6 6nictepiB y
KOpo6Li 3 KapTOHY

TOB "ACTPAGAPM"

Ykpaina

TOB
"ACTPAGAPM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMartepianis: 3MiHu | Tuny - 3MiHK 3
siKocTi. FOoTOBWMIA Nikapcbkuii 3aci6.
Cucrema
KOHTelHep/3aKynopoBanbHWii
3aci6. 3MiHa po3mipy ynakoBku
rOTOBOrO NiKapCbKOro 3acoby
(BMNYyYEHHS yNaKoBKW NEBHOIO
PO3Mipy) - BHECEHHS 3MiH 0
marepianis peecTpauiiHoro
[0CbE, a came BUyHYEeHHs
ynakoBok Ne 10 (10x1), Ne 20
(10x2), Ne 90 (10x9), Ne100
(10x10) 3 BigNOBIgHUMYK 3MiIHAMUN Y
po3aini “Ynakoska”. 3MiHN BHECEHi
B IHCTPYKL0 4518 MeANYHOro
3acTocyBaHHA /13 y p. "Ynakoska"
3 BiANOBIAHMMMN 3MiHAMUN B TEKCTI
MapKyBHHS YNakoBOK

3a peyernmom

UA/4968/01/03

88.

NO3AN®
nnoc

TabneTku, BKPUTI
060/10HKot0; Ne 10, Ne 30
(10x3), Ne 90 (10x9): no
10 TabneToK y 6nictepi;

TOB "CaHodhi-ABEHTIC

YkpaiHa"

YKpaiHa

TOB "3eHTiBa"

Yecbka
Pecny6nika

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

3a peyenmom

UA/9435/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

no 1, 3 a6o 9 6nictepiB y
KapTOHHI kopobui; Ne 30
(15x2), Ne 90 (15x6): no
15 Tabnetok y 6nictepi;
no 2 a6o 6 6nictepis y
KapTOHHiiA KOpo6Li

3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cucTemy thapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0Co6H,
BiiNOBIAaAbHOT 3a 34iICHEHHS
thapmakoHarnsay; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3aABHUKA A1 3MiACHEHHS
thapmakoHarnagy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, YyNOBHOB&XeHOT
ocobu, BifnoBifabHOI 3a
3[jiCHeHHs1 hapmMakoHarnsgy
(BK/THOYAKOUM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnagy) - 3miHa
YMNOBHOBaXeHOT 0COOM 3asBHMKA,
BignoBigasibHOI 3a
chapmakoHarnsg. MponoHoBaHa
pefakuis: XogakiBcbka TeTsiHa
BavyecnasiBHa. 3MiHa KOHTaKTHUX
[aHuX yrnoBHOBaXXeHO! 0cobu
3asBHWKa, BiANOBIAaIbHOT 3a
chapmakoHarng,

89.

NO3AN®
nnoc

TabneTtku, BKPUTI
o6osnoHKoto; Ne 10, Ne 30
(10x3), Ne 90 (10x9): no
10 Tabnetok y 6nictepi;
no 1, 3 a6o 9 6nictepis y
KapTOHHI kopobui; Ne 30
(15x2), Ne 90 (15x6): no
15 Tabnetok y 6nicTtepi;
no 2 abo 6 6nictepis y
KapTOHHIA KOopoo6Li

TOB "CaHodpi-ABEHTIC
YkpaiHa"

YKpaiHa

TOB "3eHTiBa"

Yecbka
Pecny6nika

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
nogaHHs oHossieHoro CEP R1-
CEP 2010-139-Rev 01
(nonepegaHs sBepcia R1-CEP 2010-
139-Rev 00) 4ns Aitoyoi pevoBUHN
JNo3apTaHy Kanito Big BXxe
3aTBEPAKEHOr0 BUPOGHMKA
Zhejiang Huahai Pharmaceutical
Co., Ltd., China, Ta K Hacnigok,
BUAAIEHHS BUNPOOYBaHHA /15
BW3HAYEHHS BaXKVX MeTaiB y
BignosigHocTi fo EP Ta fogaetbesa
BMMOTra LLOA0 KOHTPOJII ABOX
powmiwwok N-HiTposamiHiB (NDEA Ta
NDMA) 3a A0nNoMOrow mMmetoay
rasoBoi xpomarorpadii — mac-
cnektpomeTpii (GC-MS); 3miHu |
TUny - nogaHHA oHosneHoro CEP
R1-CEP 2010-139-Rev 02
(nonepegaHs Bepcis R1-CEP 2010-
139-Rev 01) Ana Aito4oi pevoBUHU
Jlo3apTaHy Kanito Big, BXe
3aTBEPAKEHOIO BUPOOHMKA

3a peyenmom

UA/9435/01/01
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Ymosu

Howmep

n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Bionycky

peecmpayiliHo2o
nocsio4yeHHs

Zhejiang Huahai Pharmaceutical
Co., Ltd., China, Ta K Hacnigok,
BBE/IEHHS PYTUHHOIO KOHTPOJII0
NDBA, LLIO0 BMKOHYIOTb 3a
[,0MOMOrot0 MeToay rasosoil
Xpomartorpadii-mac-
cnekTpomeTpii/mac-cnekTpomeTpii
(GC-MS/MS) ana A®| nosaptaHy
Kanito 3 mexamu He binbe 0,177
ppm; 3MiHu | TUNY - NOAaHHSA
oHosneHoro CEP R1-CEP 2009-
227-Rev 04 (nonepefHs Bepcis
R1-CEP 2009-227-Rev 03) ans
Lito4oi pevyoBuHY Jlo3apTaHy
Kauito Bif, BXe 3aTBEPKEHOIO
BMpo6HMKa Zhejiang Tianyu
Pharmaceutical Co., Ltd., China,
Ta AK HacnNifoK, 3BY)XXEHHSA
[OMYyCTUMUX MEX MPU KOHTPO
yXe 3apeecTpoBaHnX AOMILLOK N-
HITpO3aMiHiB; | nignsaralTb
KOHTPOJIO TPY A0AATKOBI AOMILLIKN
N-HiTpo3amiHiB (NDBA, EIPNA,
DIPNA), 3 BCT@HOB/IEHUM NiMITOM
<0,001 ppm; 3miHu | TNy -
BHECEHHS 3MiH o p. 3.2.5.4.1
Specification (Supplement
Zentiva), a came: 3aMiHa MeTofiB
(I'ta Il) piavHHOT XpomaTorpadii 3
Mac-cneKkTpomeTpieto/mac-
cnektpomeTpii (LC-MS/MS), wo
BUKOPVCTOBYIOTb A9 KOHTPO/IO
HITPO3aMiHiB Ha HOBWIA GiNnbLu
yytnueuii LC-MS/MS meTog Big,
BMPOOGHYKA Ta 3BYXXEHHS
[OMYCTUMUX MEX MPU KOHTPON
BMICTY HITPO3aMiHiB. 3BY)XeHHS
[0MyCTUMUX MEX MPOBOAATL Y
BiANOBIAHOCTI A0 BUMOT
pedchepanbHOi npoueaypu
EMEA/H/A-31/1471

UA/14818/01/01

90.

NO3APTAH
KPKA

TabneTtku, BKPUTI
NiBKOBOK 060J10HKOLO, MO
100 wmr, no 10 TabneTok y
6nicTepi, no 3 abo no 9
6nicTepiB y KAPTOHHIi
Kopobui

KPKA, a.4., HoBo
MecTo

CnoBeHisa

BiANOBIAa/IbHNIA 3a
BMPOGHMLTBO "in
bulk", nepBrHHe Ta
BTOPWHHHE
nakyBaHHS,
KOHTPO/b Ccepiii Ta
BWNYCK Cepiit:
KPKA, a.4., Hoso

CnoseHisi/
Kutaii

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHu | TMNY - 3MiHK 3
siKocTi. FOoTOBWIA Nikapcbkuii 3aci6.
3MiHn y BUPO6HMLTBI. 3amiHa abo
BBEAEHHS 40AATKOBOI AiNbHML
BUPOGHMLTBA A/151 YacTnHU abo
BCbOr0 BMPOGHMYOro npoLiecy

roTOBOrO JIiKapCbKOro 3acoby

3a peyenmom
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

mecTo, CroBeHis;
KOHTPO/b cepil:
KPKA, a.4., Hoso
mecTo, CroBeHis;
KOHTPO/b cepil:
NabeHa pg.0.0.,
CnoBeHis;
BiANoOBigabHUIA 3a
BMPOBHULITBO «in
bulk»:
HiHréo MeHoBo
TiaHkaHr
dPapmacbloTukanc
Ko., NiTg., Kutaii

(@inbHMUSA, Ha AKiI TPOBOASATHCSA
6y ab-Ki BUpO6HUMYI cTajji, 3a
BWHSATKOM BUMYCKY Cepil,
KOHTPO/HO AKOCTi, NEPBUHHOTO Ta
BTOPVHHOIO NakyBaHHS, A1
HEeCTepWUIbHUX NMIKapPCbKnX
3aco06iB) - BBEAEHHS 4,04aTKOBOrO
BMpPOBHUKA NiKapCbKoro 3acoby,
BiANOBIAA/ILHOrO 3a BUPOGHULTBO
in bulk Ningbo Menovo Tiankang
Pharmaceuticals Co., Ltd.,
China /HiHréo MeHoBo TiaHKaHr
dapmacbiotukanc Ko., NI1a., Kntaii
(BBeAEHHS 3MiH NPOTAroM 6-Tu
MicsLiB NiCNsA 3aTBEPAKEHHS)

91.

NO3APTAH
KPKA

TabneTku, BKpUTI
NNiBKOBOK 060/10HKOID, MO
50 wr, no 10 TabneTok y
6nictepi, no 3 a6o no 9
6nicTepiB y KAPTOHHIi
Kopoo6ui

KPKA, a.4., Hoeo
MecTo

CnoseHis

BiANOBiAa/IbHWIA 3a
BUPOBHUUTBO "in
bulk", nepBrHHe Ta
BTOPWHHHE
nakyBaHHS,
KOHTPO/Ib Cepiit Ta
BWMNYCK Cepiii:
KPKA, a.4., Hoso
mecTo, C/oBeHis;
KOHTpO/b cepii:
KPKA, a.4., Hoso
mMecTo, C/oBeHis;
KOHTpO/b cepii:
NabeHa p.0.0.,
CnoBeHisi;
BiANOBiAa/IbHWIA 3a
BMPOBOHULITBO «in
bulk»:
HiHréo MeHoBo
TiaHkaHr
PapmMacboTUKaNC
Ko., NTa., Kutait

CnoseHisi/
Kutaii

BHECEHHS 3MiH [0 peecTpaviiiHnX
mMartepianis: 3MiHu | Tuny - 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbkuin 3aci6.
3MiHM y BUPO6HMLTBI. 3amiHa abo
BBEAEHHS 0AATKOBOI AiNbHUL
BVMPOGHMLTBA A1 YacTUHU abo
BCbOro BMPOOHMYOro npouecy
roTOBOrO NiKapCbKOro 3acoby
(@inbHMUSA, Ha AKI NPOBOAATLCSA
6yAb-AKi BUpOGHWYI cTagii, 3a
BUHATKOM BUMYCKY Cepil,
KOHTPOJIH0 SKOCTi, NEPBUHHOTO Ta
BTOPVHHOIO NakyBaHHSA, A1
HeCcTepUsbHUX NiKapCbKunx
3aco6iB) - BBeeHHS 404aTKOBOrO
BMPOGHMKA NMiKapCcbKoro 3acoby,
BiANOBiAa/IbHOIO 3a BUPOGHULTBO
in bulk Ningbo Menovo Tiankang
Pharmaceuticals Co., Ltd.,
China /HiHréo MeHoBo TiaHKaHr
dapmacboTukanc Ko., 11a., Kutaii
(BBefeHHs 3MiH MpOTSArom 6-tu
MicaLiB Nic/sa 3aTBepAKEHHS)

3a peyernmom

UA/14818/01/02

92.

NOMEKCUH®

Kpem 2 % no 30 r y Ty6i;
no 1 Ty6i y KapTOHHIiA
Kopobui

Pekopgarti AineHg T4

Ipnangis

BAM®APMA C.P.J1,,

ITania; Pekopgari
IHpacTpia Xivika e
dapmacesTika
C.n.A, ltania

ITanis

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMaTepianis: BUNpassieHa TeXHIiYHa
noMusIKa B TEKCTI MapKyBaHHs
yNakoBOK fikapcbKoro 3acoby, a
came, BipHO 3a3HayeHi 3Hakun
NyHKTyauii Ta o4aHO C/10BO
"Cknag:" fo nepeniky girnumnx
PEYOBUH B M. 2 NEPBUHHOI
ynakoBku. 3a3HayeHe
BUMNpaB/IEHHS BigNoBifae
mMartepiasiaMm peecTpawiiHoro

6e3 peyenma

UA/6094/02/01

110




NPOAYKTY, NEPBUHHE

3MiHM Wwoao

Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
[0CbE
93. MAAJIOKC® cycneHsisi opanbHa, Ne20: TOB "CaHodpi-ABEHTIC Ykpaina Eii. HatTepmaHH HimeuuunHa/ BHECEHHS 3MiH [10 peecTpaviiiHnx bes peyenma UA/10145/01/01
MIHI no 4,3 mn (6 r) y cawe; no YkpaiHa" eHg, Cavii. T'm6X, ITanisa mMarepianis: BUNPaBAEHO TEXHIUHY
20 calle y KapTOHHIiA Himeuumnna; CaHodi NOMW/IKY Y TEKCTi MapKyBaHHs
Kopobui C.n.A,, ITanisa yNaKoBKM NiKapCbKoro 3acoby.
BTopuHHa ynakoBka
3AMNPOMNOHOBAHO:
11. HAMMEHYBAHHSA |
MICUE3HAXOMKEHHA
BVPOBHWKA TA/ABO
3AABHVIKA Bupo6Huk: Ei.
HaTtTtepmaHH eHg Caiti. Tm6X,
HimeuunHa HatrepmaHHanes 1,
KenbH, HopapeiiH-BecTdhaneH,
50829, HimeuyunHa MNepBrHHA
ynakoska 3AMNPOIMOHOBAHO:
2. KINbKICTb AIto4or
PEYOBUWHW Cawwe 4,3 mn (6 1)
MarHito rigpokcug, AnoMmiHito
okcuna 11. HAUMEHYBAHHSA
BUPOBHWKA I, 3A
HEOBXIAHOCTI — 3AABHVKA
Eii. HatTepmaHH eHg, Caiii. TmM6X,
HimeuunHa. 3a3HayeHe
BUMpaB/IEHHS BiANoBifae
apxiBHUM MaTtepianam
peecTpauiiiHoro Aocbe
94, MAKMIPOP Kancynu BariHasbHi M'sKi, MONIKEM C.p.n. ITanis BiANOBIgaIbHNIA 32 ITanis BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/3934/02/01
KOMMNJ/IEKC® no 8 kancyn y 6nictepi; no nepBuHHE, BTOPVHHE MaTepianis: 3MiHun | Tuny -
1 6nicTepy B naui nakyBaHHs, nofaHHA OHOBJ/IEHOTO
KapTOHHIi KOHTPO/b Ta BUMYCK CepTudikaty BiANoBiAHOCTI
cepii: Jonnenb €Bponelicbkiin hapmakonei R1-
dapmaueyTiui CEP 2003-118-Rev 04
C.p.n., Itanis; (nonepegaHs Bepcia R1-CEP 2003-
BiAnoBiganbHUIA 3a 118-Rev 03) Big BXe
NOBHWI LMKN 3aTBEepmAKeHoro Bmpo6Hunka VUAB
BMPOGHMLTBA: Pharma a.s. Yecbka Pecny6nika
[Jonnenb ons A®l HictaTuHy
dapmaueyTiui
C.p.n., Itanis;
BUPOBHWK NPOAYKTY
in bulk: KataneHt
ITani C.n.A., ITanis
95. MEAOBIOTUH Tabnetku no 2,5 mr no 10 TOB «MIBE Ykpaina Bupo6HYK, HimeuunHa BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 peyenma UA/2432/01/01
Tabnetok y 6nictepi; no 3 YKPAIHA» BiANOBiAa/IbHWIA 32 MaTtepianie: 3mMiHa 3asBHUKA
abo 6 6nicTepiB y BMPOGHNLTBO (BnacHvika peecTpadiiHoro
KapTOHHIiA KOpo6Li Hepo3dacosaHoro nocsifgyeHHs). 3minu | Tuny -
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Ta BTOpPVHHE 6e3nekn/edeKTMBHOCTI Ta
nakyBaHHS: chapmakoHarnsgy. BeegeHHs abo
Mi6e Mm6X 3MiHW [0 y3ara/lbHEHUX JaHuX Npo
ApuHaiimiTTenNb, cuctemy chapmakoHarnsgy
HimeyumnHa; (BBEAEHHSA y3araslbHEHVX AaHUX
Brpo6HuK, npo cuctemy capmakoHarnsgy,
BiANOBiAA/IbHWIA 32 3MiHa YyNOBHOB&XeHOI 0cobu,
BUNYCK cepil, BiANOBIAa/IbHOI 3a 34iiCHEHHS
BK/ItOYaOUmN thapmakoHarnagy; KOHTakTHoOl
KOHTPO/1b/BMNPOGYB 0ocobu 3 hapmakoHarnsgy
aHHA cepii: 3aABHUKa 419 34iACHEHHS
AHTOH Xt06Hep thapmakoHarnagy B YkpaiHi, SKLo
'm6X & Ko. KT, BOHa BifMiHHA Bif, yNIOBHOBaXXEHOI
HimeyunHa ocobu, BignoBifanbHOI 3a
abo 3pjiicCHeHHs1 hapmakoHarnagy
mi6e MmeX (BK/IHOYAKOUN KOHTAKTHI JaHi)
ApuHaiimiTTens, Ta/abo 3MiHV Y PO3MILLEHHI
HimeuyunHa MacTep-caiina cucremm
thapmakoHarnagy) 3miHa
YMNOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnag. [ivoya pegakuis:
Petra Gerecke. MponoHoBaHa
pepakuisi: Heuali Mapis MaeniBHa.
3MiHa KOHTaKTHUX AaHnX
YMNOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnsg. 3miHa micus
3[jACHEHHSI OCHOBHOT AisiNIbHOCTI 3
thapmakoHarnsagy. 3miHa
MiCLie3HaxopKeHHs1 macTep-
thaiina cuctemun chapmakoHarnsgy
Ta ioro Homepa.
96. METOTAB Tabnetku no 2,5 mr no 30 Mepak esenbwadT HimeuyunHa B1po6HMK, LWo HimeuunHa BHECEHHS 3MiH 10 peecTpaljiiiHux | 3a peyenmom UA/11318/01/01

a60 100 TabneTtok y
chnakoHi, no 1 conakoHy B
naui

dotop KNiHiwe
LLineuianbnpenapare
M6X

Bignosigae 3a
MapKyBaHHs1
nepBUHHOI
ynaKkoBKM, BTOPVUHHE
nakyBaHHS,
KOHTPO/b/BMNPOGYB
aHHA cepii Ta 3a
BWMNYCK Cepil:
Mepak e3enbladt
dorop KNiHiwe
Lnewuiansnpenapat
e M6X, HimeuunHa;
Brpo6HuK, L0
Bignosigae 3a
BUPOGHMUTBO

mMartepianis: 3miHu | TUny -
AOMiHiCTpaTMBHI 3MiHU. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
MiCLisi MPOBAMKEHHS AiANIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro
nNikapcbKoro 3acoby, BKIoYa4n
AOinbHULI BUNYyCKy cepii abo micue
NPOBELEHHS KOHTPO/THO SKOCTI.
(misnbHicTb, 3a Ky BignoBigae
BUpPOGHUK/iMNopTep, He
BK/IO4AI0UM BUMYCK Cepiid) 3MiHa
Ha3Bu BUpoGHKKa N3,
BiANOBiAa/IbHOIO 3a BUPOGHULTBO
roToBOI 4,030BaHOI chopmu,
NepBUHHE Ta BTOPUHHE
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

roToBOI 4,030BaHOI
dhopMu, NepBuUHHE
Ta BTOPVHHE
nakyBaHHS,
MapKyBaHHs1
nepBUHHOT
ynakoBkM,
KOHTPO/b/BUNPOGYB
aHHs cepii:
Ekcenna 'm6X eHg,
Ko. KI', HimeuunHa;
B1po6HuK, Lo
BignoBsigae 3a
MapKyBaHHs1
nepBUHHOT
yNaKkoBKM, BTOPVHHE
nakyBaHHS,
KOHTPO/b/BUNPOGYB
aHHs cepii:
XaynT ®apma
BondpatwayceH
v6X, HimeyynHa

nakyBaHHS, MapKyBaHHS
NepBUHHOT YNaKoBKW,

KOHTPONb/BMNPOGYBaHHSA cepii,

6e3 3MiHN MicLA BUPOGHMLUTBA

97.

METOTAB

Tabnetku no 7,5 mr no 10
a60 30 TabneTok y
chnakoHi; no 1 conakoHy B
nauui

Mepak Nesenbluadt
chrop KniHiwe
Lneuianenpenapate
M6X

HimeyunHa

Brpo6HuK, L0
Bignosigae 3a
MapKyBaHHs
nepBUHHOI
yMakoBKWU, BTOPUHHE
nakyBaHHS,
KOHTPO/1b/BUNPOGYB
aHHA cepii Ta 3a
BWMNYCK Cepil:
Mepak esenbliadpt
dorop KniHiwe
Lneujansnpenapat
e M6X, HimeuunHa;
Brpo6HuK, wo
BignoBigae 3a
BUPOGHMLTBO
roToBOI [,030BaHOI
chopmu, NePBUHHE
Ta BTOPVHHE
nakyBaHHS,
MapKyBaHHs
nepBUHHOI
ynakoBKu,
KOHTPO/b/BMNPOGYB
aHHsA cepii:
Ekcenna 'm6X eHg,
Ko. KT, HimeuuunHa;

HimeuunHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
MiCLA NMPOBAKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
niKapcbKoro 3acoby, BKIYaum
AinbHULI BUNYCKY cepii abo micue
NpoBefEeHHA KOHTPOJIO SKOCTI.
(misnbHICTb, 3a SAKy BignoBifae
BMPOGHUMK/iMNopTep, He
BK/IO4A0UM BUMYCK Cepiid) 3MiHa
Ha3BY BUpo6HMKa N3,
BiANOBIAA/IbHOrO 3a BUPOGHNLTBO
roToBOI 4,030BaHOI hopmMu,
nepBUHHE Ta BTOPUHHE
nakyBaHHs, MapKyBaHHS
NepPBUHHOT YNaKoBKW,
KOHTPONb/BUNPOBYBaHHS cepil,
6e3 3MiHN MicLA BUPOGHMLUTBA

3a peyenmom

UA/11318/01/02
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n/n

Hassa
JliKapcbKo20

Popma sBUMYCKY

3asiBHUK

KpaiHa

Bupo6HuK

3acoby

(nikapcbka ¢hopma,
ynakosKa)

3asiBHUKa

B1po6HMK, Wo

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

98.

METOTAB

Tabnetkn no 10 mr no 10

Mepak lesenbwadpt

HimeyunHa

Bignosigae 3a
MapKyBaHHs1
nepBUHHOI
ynaKkoBKM, BTOPVHHE
nakyBaHHS,
KOHTPO/1b/BMNPOGYB
aHHsA cepii:
Xaynt ®apma
BondypatwayceH
m6X, HimeyunHa

abo 30 TabneTok y

donakoHi; no 1 dpnakoHy B
navu

dhrop KniHiwe
Lneuianbnpenapate
M6X

Brpo6HuK, Lwo
BignoBigae 3a
MapKyBaHHs1
nepBUHHOT
yNaKkoBKM, BTOPVHHE
nakyBaHHS,
KOHTPO/b/BMNPOGYB
aHHs cepii Ta 3a
BUNYCK cepil:
Mepak esenbladt
dotop KniHiwe
Lneujansnpenapat
e M6X, HimeuuunHa;
B1po6HMK, LWo
Bignosigae 3a
BMPOGHMLTBO
roToBOI [,030BaHOI
dopMu, NepBuUHHE
Ta BTOPVHHE
nakyBaHHs,
MapKyBaHHs1
nepBUHHOT
ynakoBkMu,
KOHTPO/b/BUNPOGYB
aHHs cepii:
Ekcenna 'm6X eHp,
Ko. KI', HimeuunHa;
Brpo6HuK, Lwo
BignoBigae 3a
MapKyBaHHs1
nepBUHHOT
yNaKkoBKM, BTOPVHHE
nakyBaHHS,
KOHTPO/1b/BMNPOGYB
aHHs cepii:
XaynT ®apma
BondpartwayceH

'M6X, HimeyunHa

HimeuunHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3miHu | Tuny -
AOMiHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu
MiCL MPOBAKEHHS AiS/IbHOCTI
BUPOGHMKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIOYaum
AinbHULI BUNYCKy cepii abo MicLe
NpOBeAEHHA KOHTPOJKO SKOCTI.
(misnbHiCTb, 3a AKy Bignosifae
BMPOGHUWK/iMNopTep, He
BK/IO4A0UM BUMYCK Cepiid) 3MiHa
Ha3Bu BUpo6HYuKa N3,
BiANOBIAA/ILHOrO 3a BUPOGHNLTBO
roToBOI 4,030BaHOI chopmu,
nepBUHHE Ta BTOPUHHE
nakyBaHHS, MapKyBaHHS
NepPBUHHOT YNaKoBKW,
KOHTPO/b/BMNPOGYBaHHSA cepii,
6e3 3MiHN MicLA BUPOGHMLTBA

3a peyernmom

UA/11318/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

99.

MIKCTYPA
JUTAYA BIf,
KALLIO

NOPOLLOK A1 OpaUsIbHOT
cycneHsii no 19,55 ry
donakoHi; no 1 dpnakoHy 3
MOPOLLKOM Yy nauLii 3
KapToHY

TOB "YKpaiHCbka
hapmaueBTUyHa
KoMnaHis"

YkpaiHa

MpAT "Bionik"

Ykpaina

BHECEHHS 3MiH [0 peecTpavyiiiHnX
martepianis: 3mMiHu Il Tuny -
BBE/lEHHS [0AATKOBOrO
BMpOGHMKa APl ExcTpakTy
anTeiHoro kopeHs cyxoro MpAT
«Bionik», YkpaiHa;
3arnporoHoBaHo:
3AT «Bigpitex», Pocilicbka
depepauis MpAT «bionik»,
YkpaiHa; 3MiHu |l Tuny - BBeAEHHS
[04aTKOBOro BUpo6HuKa AdI
EKCTpakTy CONofKOBOrO KOpeHs
cyxoro MNpAT «bionik», YkpaiHa;
3anponoHoBaHo: TOB «XapMmc»,
Pocilicbka ®egepauis MpAT
«Bionik», YkpaiHa.

6e3 peyenma

UA/16239/01/01

100.

MOKCUMAK

po34uH ans iHgysili, 400
Mr/250 mn no 250 mny
KOHTEliHepi 3
nosinponisieHy; no 1
KOHTEHepy B KAPTOHHIM
ynakoBLj; no 250 mny
KOHTEliHepi 3
nonisiHinxnopugy; no 1
KOHTeliHepy B MofiMepHil
NNiBLi B KAPTOHHIN
ynakoBLi

[odipHe nignpuemcTso
"papmatpeing"

YKpaiHa

[JouipHe
niANPMEMCTBO
"®apmaTtpeiig”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu Il Tuny - 3miHn
3 AKOCTi. F0TOBMIA NiKapCbKNii
3aci6. Cucrema
KOHTeliHep/3aKynoptoBasbHuWi
3aci6. 3MiHa y NepBUHHIli ynakoBLii
rOTOBOrO NiKapCbKOro 3acoby (iHLwi
3MiHW) — BBOAWTLCSA A0faTKoBa
ynakoBKa 515 Nikapcbkoro 3acoby,
a came no 250 MmN y KOHTeliHepi 3
nonisiHinxnopugy, no 1
KOHTEliHepy B MOMIMEpHIl NiBLji B
KapTOHHI ynakoBLi, 3
BiANOBIAHVUMY 3MiHamu 40 p.
«YnakoBKa». 3arBepgxeHo: Mo
250 MmNy KOHTEeliHepi 3
noninponineny. Mo 1 koHTenHepy
pa3oM 3 iHCTpyKLUielo ans
MeAUYHOr0o 3aCTOCYBaHHs
BK/1aal0Tb B KAPTOHHY YNaKOBKY.
3anponoHosaHo: Mo 250 y
KOHTeliHepi 3 noninponineHy. Mo 1
KOHTEHepy pa3oMm 3 iHCTPYKLiE
ANA MeANYHOro 3acTOCyBaHHs
BK/1aJal0Tb B KAPTOHHY YNaKOBKY.
Mo 250 MmN y KOHTeHepi 3
nonisiHinxnopugy. Mo 1
KOHTEeWHepy B nonimepHili nnisui
pa3om 3 iHCTpyKUieo Ans
MeANYHOr0o 3aCTOCYBaHHS
BK/1aal0Tb B KAPTOHHY YNaKOBKY.

3a peyenmom

UA/17327/01/01

101.

MOHTENYKAC

TabneTkv XyBasbHi No 4

TOB «TeBa YkpaiHa»

Ykpaina

TOB TeBa

MonbLa

BHECEHHS 3MiH 10 peecTpaLiiHnX

3a peyenmom

UA/12439/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

T-TEBA

Mr, N0 7 TabneTok y
6nictepi, no 4 6nictepn B
KapTOHHiiA KOpo6Li

OnepeiiwH3 MNonaHg,

marepiani: 3MiHa 3asBH/Ka
(BnacHvika peecTpadiiHoro
nocBeifyeHHs) (3rigHo Hakasy MO3
Big 23.07.2015 Ne 460); 3miHu |
TMny - 3MiHK Woao
6e3nekn/edpeKTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHVX AaHuX Npo
cuctemy hapmakoHarnsgy
(BBEAEHHSA y3arasIbHEHVX AaHUX
npo cucTemy chapmakoHarnsgy,
3MiHa yNOoBHOBaXeHOI 0cobu,
BigNoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnaay; KOHTaKTHOI
ocobu 3 hapmakoHarnagy
3asiBHMKa AN 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, KO
BOHa BifMiHHa Bif, yNOBHOBaXEHOI
ocobw, BignoBigasibHOI 3a
3[iiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI faHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-cbaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CObM 3as1BHMKA,
BignoBiganbHOI 3a
thapmakoHarnag. [ivoua pefakuis:
Orit Stern-Maman. MponoHoBaHa
pepakuis: buctposa OkcaHa
BiTaniiBHa. 3MiHa KOHTaKTHUX
[aHVX YNOBHOB&XEHOI 0co6u
3asBHVKa, BigNoBiAa/IbHOT 38
dhapmakoHarniag,

102.

MOHTENYKAC
T-TEBA

TabneTku xyBasbHi No 5
Mr, o 7 TabneTok y
6nicTepi, no 4 6nictepn B
KapTOHHIA KOopooLi

TOB «TeBa YkpaiHa»

YKpaiHa

TOB TeBa
OnepeiiwH3 MonaHg,

Monbwa

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

nocBeigyeHHs) (3rigHo Hakasy MO3

Bifg 23.07.2015 Ne 460); 3miHu |
TMny - 3MiHK Woa0
6e3nekn/edreKTMBHOCTI Ta
thapmakoHarnsgy. BeefeHHus abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy thapmakoHarnsagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy capmakoHarnsgy,
3MiHa YNOBHOB&XeEHOI 0cobu,
BiANOBIAaA/IbHOI 3a 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHoOI
0cobu 3 hapmakoHarnsgy

3a peyernmom

UA/12439/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3asiBHMKA AN 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, KO
BOHa BifMiHHA Bif, yNOBHOBaXEHOI
0ocobw, BignoBigasibHOI 3a
3[iiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI faHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CObM 3as1BHMKA,
BignoBiganbHOI 3a
thapmakoHarnag. fivoua pegakuis:
Orit Stern-Maman. MNponoHoBaHa
pepakuis: buctposa OkcaHa
BiTaniiBHa. 3MiHa KOHTaKTHUX
[aHVX YNOBHOB&XEHOI 0co6u
3asBHVIKa, BigNoBiAa/IbHOT 38
dhapmakoHarniag,

103.

HOBOEWT

MOPOLLIOK A/19 PO3YNHY
ANs iH ekuiid, no 250 MO;
no 1 cpsiakoHy 3 NOPOLLKOM
Y KOMM/IeKTi 3
po3urHHMKOM (0,9 %
PO34nH HaTpIto X10puay)
no 4 mn y nonepesHsL0
HanoBHEHOMY LLINpUL,
LUTOKOM MOPLUHS Ta
nepexigHvukom gns
hnakoHa B iHAMBIAYaNbHIl
yNakoBLi B KAPTOHHIl
Kopoo6Ui

A/T HoBo Hopgaick

[Oanis

NPUroTyBaHHs,
PO3/1B y NepBUHHE
nakyBaHHS,
niogpinizauis Ta
nepes.ipka rotoBoro
niKkapcbKoro 3acooby,
KOHTPO/Tb AKOCTI
(mikpobionoriyHi
BMNPOBYBaHHS)
roToBOro
niKkapcbKoro 3acoby:
A/T Hoso Hopgick,
[LaHisi;
KOHTPO/b AKOCTI
roTOBOroO
nikapcbKoro 3acoby:
A/T Hoso Hopgick,
[JaHis;
NPUroTyBaHHs,
PO3/1B y NepBUHHE
nakyBaHHS,
niogpinizauis Ta
nepes.ipka rotoBoro
niKkapcbKoro 3acooby,
KOHTPO/Tb AKOCTI
(mikpobionoriyHi
BMNPOBYBaHHS)
roToBOro
niKkapcbKoro 3acoby,
MapKyBaHHs Ta
BTOPWHHE

Oanis/
HimeuunHa

BHECEHHS 3MiH [0 peecTpaviiiHnX
MaTepianis: 3MiHu | Tuny -
AAMIHICTPaTUBHI 3MiHN.
BunyyeHHst BUPOOHMYOT fibHNL,
(Bkntovatoum ginbHuULi ansa Adl,
NPOMIXHOr0 NPOAYKTY abo
roTOBOrO /liKapcbKoro 3acoby,
LOiNbHUL ANS NPOBEAEHHS
nakyBaHHs, BUPOGHMKa,
BiANOBIAA/ILHOIO 3a BUMNYCK Cepiid,
MicLie NPOBeAEHHS KOHTPO/0
cepii) abo nocTayvasibHMKa
BVXiJHOTO MaTepiany, peareHTy
ab0 AONOMDKHOT PeYOBUHU (SIKLLLO
3a3HayYeHo y A0CbE) - BUAaNEHHSA
HaCTYMHVX BUPOOHUYUX CDYHKLLiT
"MapKyBaHHA Ta BTOPUHHE
nakyBaHHS! TOTOBOrO /liKapCbKoro
3aco0y, fJofaBaHHSA LWKau [0
wnpuua ana seefeHHa" ana
BMpo6HuKka A/T HoBo Hopaick,
XarepopHcseit 1, [1K-2820,
eHTOpdhe, AaHis; 3MiHu I Tuny -
3MiHn 3 sKocTi. FoToBwMiA
nikapcbkuii 3aci6. 3MiHn y
BUPOGHMLTBI. 3amiHa abo
BBEJEHHS 40AaTKOBOT AiNIbHUL
BVMPOGHMLTBA A1 YaCTUHU abo
BCbOro BMPOBHMYOro npouecy
roTOBOrO NiKapCbKOro 3acoby
(AinbHUUS, Ha SKii NpoBOASATLCS

3a peyernmom

UA/16751/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
nakyBaHHs FOTOBOTO 6yApb-AKi BUPOGHMYI cTagii, 3a
niKkapcbKoro 3acoby, BVHSITKOM BUMNYCKY CepiA,
[0AaBaHHA LWKanu NpoBeeHHS KOHTPOJKO SIKOCTi Ta
[0 wnpuua ans BTOPVHHOIO NakyBaHHSA, A1
BBEJEHHS: nikapcbknx 3acobiB
A/T Hoso Hopgick, 6i0N10riYHOro/iMyHOOrN4YHOro
[Lanisi; MOXOPKEHHS ab0 iKapCbKnX
BiANoOBigabHUIA 3a hopM KOMMNNIEKCHOrO (CKNagHoro)
BUMNYCK cepii BMPOGHNYOrO MpoLecy) -
roTOBOro BBE/leHHs JOAATKOBOI AiNbHUL
nikapcbKoro 3acoby: [ONS NPUroTyBaHHSA, pPo3nBY Y
A/T Hoso Hopagick, nepBuHHE nakyBaHHS, niodinisavi
[Janis; Ta NepeBipkun rotoBoro
BUPOGHMLTBO nikapcbkoro 3acoby A/T Hoso
PO3UMHHMKA Hopgaick, AaHisa, Xannac Anne, OK-
(npuroTyBaHHs, 4400, KanyHg6opr, AaHis;
po3nuB, nepesipka, 0lHOYaCHO Po3mip cepii
KOMnnekTawis, 36inbwmBeA Ao 9-50 niTpis Ta
MapKyBaHHS Ta umKn niocpinisavii KopuryeTbcs;
nakyBaHHs 3MiHu |l TNy - 3MiHW 3 SKOCTI.
Hepo3thacoBaHOro [oTOBWIA Nikapcbkuii 3aci6. 3MiHK
NpoAyKTY): y BUPOBGHMLTBI. 3MiHa
BetTtep dapma- iMnopTepa/3miHu, Lo CTOCYHTbCA
®epTiryHr F'm6X i Ko. BUMYCKY Cepii Ta KOHTPO/IIO AKOCTI
Kr, HimewunHa rOTOBOrO J1iKapCbKOro 3acoby
(3amiHa abo foaaBaHHA AiNbHUL,
Ha SIKill 34iACHIOETLCA KOHTPO b
AKOCTI/BMNPOBYBaHHA cepii Ans
6ionoriyHOro/imyHo0ryHoro
NiKapcbKoro 3acoby, Ta 6yab-sKoi
OiNbHWLI, Ha AKili 3aCTOCOBYETLCSA
6ioN10riYHMIA/iMyHONOrYHNI MeTop,
BUNpobyBaHHsA) - BBeAeHHsA
[,0[aTKOBOI, a/ibTEPHATUBHOT
OiNbHUL ANS1 KOHTPOO SAKOCTI
(mikpobionoriuHi BUNpobyBaHHS)
roTOBOrO Jlikapcbkoro 3acoby A/T
Hoso Hopgick, faHia, Xannac
Anne, OK-4400, KanyHg6opr,
[Oanis/ Novo Nordisk A/S, Hallas
Alle, DK-4400, Kalundborg,
Denmark
104. | HOBOEWT MOPOLLIOK AJ151 PO3YMHY A/T HoBo Hopgaick [OaHis NPUroTyBaHHS, [Oanis/ BHECEHHS 3MiH 10 peecTpaljiiiHux | 3a peyenmom UA/16751/01/04
Ans iH ekujin, no 1500 MO, PO3/MB Y NEPBUHHE HimeuunHa MaTepianis: 3MiHu | Tuny -
no 1 donakoHy 3 NOPOLLKOM nakyBaHHs, AAMIHICTPaTUBHI 3MiHN.

Y KOMM/IeKTi 3
po3urHHKKOM (0,9%

PO34nH HaTpIt0 X10pray)

no 4 Mn y nonepeHL0

niogpinizauis Ta
nepesipka rotoBoro
niKkapcbKoro 3acooby,

KOHTPO/Ib SKOCTi

BunyyeHHst BUPOOHMYOT AibHNL,
(Bkntovatoum ginbHuULi ansa Adl,
NPOMIXXHOr0 NPOAYKTY abo
roTOBOrO /likapCcbKoro 3acoby,
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

HamnoBHEHOMY LUNpwuLy,
LUTOKOM MOPLUHSA Ta
nepexigHuKom ans
chnakoHa B iHAVBIAYyaNbHIlA
yMaKoBLi B KAPTOHHiIl
Kopoo6ui

(mikpobionoriyHi
BUNPOGYBaHHS)
roTOBOro

nikapcbKoro 3acoby:

A/T Hoso Hopgick,
[JaHis;
KOHTPO/Tb AKOCTI
roToBOro

nikapcbKoro 3acoby:

AIT Hoso Hopagick,
[JaHis;
NPUroTyBaHHs,
PO3/IB Y NEepBUHHE
nakyBaHHS,
nioghinizauis Ta
nepesipka rotosoro
niKkapcbKoro 3acoby,
KOHTPO/Ib AKOCTI
(mikpobionoriyHi
BUNPOGYBaHHS)
roTOBOroO
nikapcbKoro 3acoby,
MapKyBaHHS Ta
BTOPWHHE
nakyBaHHS r0TOBOro
niKkapcbKoro 3acoby,
[OfaBaHHA LKanu
[0 wnpuua ans
BBEJEHHS):

A/T Hoso Hopgick,
JIEGTER
BiANoOBigabHUIA 3a
BUMNYCK cepii
roTOBOro
niKkapcbKoro 3acoby:
A/T Hoso Hopgick,
[aHis; BUpo6HNLTBO
PO3YMHHYKA
(npuroTyBaHHs,
po351B, Nepes.ipka,
KOMnNneKTauis,
MapKyBaHHS Ta
nakyBaHHS
Hepo3dacoBaHOro
NPOAYKTY):
BetTtep dapma-
®epTiryHr Mm6X i Ko.
KI', HimeuunHa

OiNbHULI ANS NPOBeAeHHS
nakyBaHHsl, BAPOGHUKa,
BiZINOBIAA/ILHOMO 3a BUMYCK Cepild,
MicLie NpoBeAEeHHs1 KOHTPO/0
cepii) abo nocTayasibHuKa
BUXIOHOIO MaTepiasy, peareHty
ab0 AONOMIXXHOT PeHOBMHU (SIKLLO
3a3HayeHo y [OCbE) - BUAANEHHS
HaCTYMHWX BUPOGHUYMX CDYHKLIA
"MapKyBaHHA Ta BTOPUHHE
nakyBaHHS roTOBOrO /iKapCcbKoro
3acoby, AofaBaHHSA LWKau Ao
Lwnpuua ana sBBeAeHHA" ana
BMpobHuKa A/T HoBo Hopgaick,
XarepopHcseli 1, [1K-2820,
IeHTopdpe, AaHis; 3miHu Il Tnny -
3MiHK 3 sKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3amiHa abo
BBEAEHHS [0AATKOBOI AiNbHUL
BMPOGHMLTBA A1 YacTUHU abo
BCbOr0 BMPOOHMYOro npouecy
roTOBOrO J1iKapCbKOro 3acoby
(ZinbHWUA, Ha Skl NpoBOAATLCA
6yApb-AKi BUPOGHMYI cTagii, 3a
BUHSATKOM BUMYCKY Cepil,
NpOBeEeHHS KOHTPOJHO SIKOCTi Ta
BTOPVIHHOIO NakyBaHHSA, A1
nikapcbknx 3acobisB
6i0N0riYHOro/iMyHOOr4YHOr0
MOXOXEHHSA ab0 NiKapCbKnX
hopM KOMMNNIEKCHOrO (CKNagHoro)
BMPOBHMYOro npouecy) -
BBEAEHHS 40AATKOBOI AiNbHML
[ONS NPUroTyBaHHSA, po3nBY y
nepBuHHE nakyBaHHS, niodinisavi
Ta nepeB.ipKy roTOBOro
nikapcbkoro 3acoby A/T Hoso
Hopaick, Aanis, Xannac Anne, K-
4400, KanyHg6opr, AaHis;
0lHOYaCHO Po3mip cepii
36inbLumBeA go 9-50 niTpis Ta
umKn niocpinisavii KopuryeTbcs;
3MiHu |l TNy - 3MiHW 3 SKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. 3MiHK
y BUPOBGHMLTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYHTbCA
BWMYCKY Cepii Ta KOHTPO/IH0 AKOCTI
roTOBOrO JIiKapCbKOro 3acoby
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

(3amiHa abo goAaBaHHSA AiTbHUL,
Ha SIKill 3QjiICHIETLCA KOHTPOSIb
AKOCTI/BUNPOBYBaHHA cepii Ans

6ion10riYHOro/iMyHOMOriIYHOrO
niKkapcbKoro 3acoby, Ta 6yab-sKoi

OiNbHUL, Ha 5Kl 3aCTOCOBYETLCA

6i0N10MYHMIA/IMYHONOTYHWIA MeTop,

BUNPOOYBaHHS) - BBEEHHS
[0[aTKOBOI, a/ibTEPHATUBHOI
OiNbHULI 47151 KOHTPOJTHO SAKOCTI
"Mikpo6ionorivyHi BUNpobyBaHHA"
'N3 A/T Hoso Hopgaick, [aHis,
Xannac Anne, JK-4400,
KanyHabopr, faHis

105.

HOBOEUT

MOPOLLIOK A1 PO3YMHY
ONs iH ekyiin, no 500 MO;
no 1 onakoHy 3 NOPOLLKOM
Y KOMM/IEKTi 3
po3unHHKKOM (0,9 %
PO34MH HaTpIto X10puay)
no 4 mn y nonepesHbo
HamnoBHEHOMY LINpuLy,
LUTOKOM MOPLUHSA Ta
nepexigHvuKom ans
chnakoHa B iHAVBIAyaNbHil
YNaKoBLi B KAPTOHHIl
Kopoo6ui

A/T Hoso Hopgick

[JaHis

NPUroTyBaHHs,
PO3/I1B Y NepBUHHE
nakyBaHHS,
niogpinizauis Ta
nepes.ipka rotoBoro
niKkapcbKoro 3acoby,
KOHTPO/b AKOCTI
(mikpoGionoriyHi
BUNPOGYBaHHS)
roTOBOro
nikapcbKoro 3acoby:
A/T Hoso Hopgick,
[JaHis;
KOHTPO/Tb AKOCTI
roToBOro
nikapcbKoro 3acoby:
A/T Hoso Hopagick,
[JaHis;
NPUroTyBaHHs,
PO3/I1B Y NepBUHHE
nakyBaHHS,
niogpinizauis Ta
nepes.ipka rotoBoro
niKkapcbKoro 3acoby,
KOHTPO/b AKOCTI
(mikpoGionoriyHi
BUNPOBYBaHHS)
roTOBOro
nikapcbKoro 3acoby,
MapKyBaHHS Ta
BTOPWHHE
nakyBaHHS r0TOBOr0O
niKkapcbKoro 3acoby,
[0faBaHHs LKanu

[0 Wnpuua ans

[Janis/
HimeuunHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
Marepianis: 3miHu | Tuny -
AMIHICTPaTVBHI 3MiHW.
BunyyeHHss BUPOGHMYOI finbHUL,
(Brtovaroun ginbHuui ans Adl,
NPOMIXHOro NPoAYyKTYy abo
roTOBOro NikapCcbKOro 3acooby,
OiNbHULI ANA NpoBeAeHHS
nakyBaHHsl, BAPOGHUKa,
BiANOBIA&/IbHOIO 3a BUNYCK Cepii,
MicLie NpoBeAeHHsI KOHTPO/0
cepii) abo noctayasibHUKa
BUXIGHOTO MaTepiasty, peareHty
ab0 AONOMIXHOT pevOBMHU (SKLLO
3a3HaYeHo y [OCbE) - BUAANEHHS
HacTYMHWX BUPOOHNYUNX CDYHKLiT
"MapKyBaHHA Ta BTOPUHHE
nakyBaHHS FOTOBOrO /iKapCcbKoro
3acoby, A0faBaHHSA LWKau A0
wnpuua ana sBeBeAeHHA" ana
BMpobHuka A/T HoBo Hopgaick,
XarepopHceeit 1, [1IK-2820,
leHTOpdpe, AaHis; 3miHu Il Tuny -
3MiHK 3 SKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3amiHa abo
BBEEHHS [0AATKOBOI AiNbHUL
BMPOGHMLTBA A1 YacTUHU abo
BCbOro BMPOOHMYOro npouecy
roTOBOrO NiKapCbKOro 3acoby
(@inbHMUSA, Ha AKI NPOBOAATLCSA
6yAb-AKi BUPOGHWYI cTagii, 3a
BUHATKOM BUMYCKY Cepil,
NPOBEAEHHSI KOHTPOJHO SIKOCTi Ta
BTOPVHHOIO NakyBaHHSA, AN1s

3a peyenmom

UA/16751/01/02
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BBEAEHHS: nikapcbknx 3acobis
A/T Hoso Hopgick, 6ionoriyHOro/iMmyHo10rvyHoro
[JaHis; NOXOLPKEHHSA abo NiKapCbKnX
BiANOBIAa/IbHNIA 32 chopM KOMM/IEKCHOrO (CKMagHOoro)
BUMYCK cepii BMPOGHMYOro npoLecy) -
roToBOro BBEEHHS 40AAaTKOBOT AifIbHUL
NiKapcbKoro 3acoby: NS NPUTOTYBaHHSA, PO3/MBY Y
A/T Hoso Hopgick, nepBuHHE NakyBaHHSA, niodginisauii
[JaHis; Ta Nepesipkn rotToBoro
BMPOGHMLTBO nikapcbKoro 3acoby A/T Hoso
PO3UMHHMKA Hopgaick, aHisa, Xannac Anne, OK-
(npuroTyBaHHs, 4400, KanyHa6opr, [laHis;
po3nuB, Nepesipka, 0fiHOYACHO po3Mip cepil
KOMnNneKTauis, 36inbwmBeA Ao 9-50 niTpis Ta
MapKyBaHHA Ta uMKn niocpinizavii KOpUryeTbCs;
nakyBaHHs 3MiHY Il TMny - 3MiHW 3 AKOCTI.
Hepo3chacoBaHoOro [oTOBWIA Nnikapcbkuii 3aci6. 3MiHK
NPoOAYKTY): y BUPOBGHMLTBI. 3MiHa
BetTep ®apma- iMnopTepa/3aMiHu, L0 CTOCYHOTLCA
®epTiryHr MTm6X i Ko. BUNYCKY cepii Ta KOHTPOIO AKOCTI
KI, HimeuunHa roTOBOrO NikapCbKOro 3acoby
(3amiHa abo goaaBaHHSA AiTbHUL,
Ha SKill 3QiACHIETLCSA KOHTPOSb
AKOCTI/BUNPOBYBaHHA cepii Ans
6ion10riYHOro/iMyHONOriYHOrO
nikapcbKoro 3acoby, Ta 6yab-AKoi
OiNbHUL, Ha 5Kl 3aCTOCOBYETLCA
6i0N10MNYHMIA/IMYHONOTYHWIA MeTop,
BMNPObYBaHHs) - BBeaeHHA
[0[aTKOBOI, a/ibTEPHATUBHOI
OiNbHULI 47151 KOHTPOJTHO SAKOCTI
(mikpobionoriuHi BUNpobyBaHHs)
roToBOro fikapcbkoro 3acoby A/T
HoBo Hopgaick, [aHis, Xannac
Anne, OK-4400, KanyHg6opr,
[Janis/ Novo Nordisk A/S, Hallas
Alle, DK-4400, Kalundborg,
Denmark
106. | HOBOEUT NMOPOLLOK A1 PO3UNHY A/T Hoso Hopgaick [JaHis NPUroTYBaHHS, [Oanis/ BHECEHHS 3MiH [0 peecTpavLiiHnX 3a peyenmom UA/16751/01/03
ANs iH ekujin, no 1000 MO; pO3NMB y NEpPBUHHE HimeuunHa Marepianis: 3miHu | Tuny -
no 1 cpnakoHy 3 NOPOLLKOM nakyBaHHs, AMIHICTPaTVBHI 3MiHW.

Y KOMM/IEKTi 3
po3unHHKKOM (0,9 %
PO34MH HaTpIto Xopuay)
no 4 mn y nonepesHbo
HamnoBHEHOMY LUNpuLy,
LUTOKOM MOPLUHSA Ta
nepexigHvukom ans
donakoHa B iHAMBIAYa/bHIl

niogpinizauis Ta
nepes.ipka rotoBoro
niKkapcbKoro 3acoby,
KOHTPO/b AKOCTI
(mikpobionoriyHi
BUNPOBYBaHHS)
roTOBOroO
NiKapcbKoro 3acooby:

BunyyeHHss BUPOGHMYOI finbHUL,
(Brrovatoun ginbHuui ans Adl,
NPOMIXHOro NPoAYKTY abo
roTOBOro NikapCcbKOro 3acooby,
OiNbHULI ANA NpoBeAeHHs
nakyBaHHsl, BAPOGHUKa,
BiANOBIA&/IbHOIO 3a BUNYCK Cepii,
MicLie NpoBeAEHHSI KOHTPO/II0
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

yMaKoBLji B KAPTOHHIl
KopooLi

A/T Hoso Hopagick,
[JaHis;
KOHTPO/Ib AKOCTI
roTOBOro
niKkapcbKoro 3acoby:
A/T Hoso Hopgick,
[Lanist;
NpUroTyBaHHs,
pO3/1B y NepBUHHE
nakyBaHHS,
niodpinizayin Ta
nepe.ipka rotoBoro
nikapcbKoro 3acoby,
KOHTPO/b AKOCTI
(mikpobionoriyHi
BMMNPOOYBaHHS)
roToBOro
niKkapcbKoro 3acooby,
MapKyBaHHS Ta
BTOPWHHE
nakyBaHHS TOTOBOr0
nikapcbKoro 3acoby,
[0AaBaHHA LWKanu
[0 wnpuua ans
BBEJEHHS:

A/T Hoso Hopgick,
[JaHis;
BiANOBiAA/IbHWIA 32
BMNYyCK cepii
roTOBOro
nikapcbKoro 3acoby:
A/T Hoso Hopgick,
[JaHis;
BMPOGHMLTBO
PO3YMHHYMKA
(npuroTyBaHHs,
po351B, Nepes.ipka,
KOMnNneKTauis,
MapKyBaHHS Ta
nakyBaHHS
Hepo3dacoBaHOro
NPOAYKTY):
BetTtep ®apma-

®epTiryHr MTm6X i Ko.

KI', HimeuunHa

cepii) abo nocTayasibHMKa
BUXiQHOIO Matepiasty, peareHty
ab0 AONOMIKHOT PeYOBUHN (SIKLLO
3a3HayeHo y [OCbE) - BUAAIEHHS
HaCTYMHWUX BUPOOHNYUX PYHKLLil
"MapKyBaHHA Ta BTOPUHHE
nakyBaHHS roTOBOrO /iKapCbKoro
3acoby, fofaBaHHSA LWKanu [0
winpuua ans sBBefeHHa" ana
BMpo6HMKa A/T HoBo Hopaick,
XarepopHcseii 1, [1K-2820,
leHTOpdpe, faHis; 3miHn Il Tuny -
3MiHK 3 sKOCTi. FoTOBWIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3amiHa abo
BBEAEHHS 40AATKOBOI AiNbHML
BMPOGHMLTBA AJ151 YaCTUHU abo
BCbOr0 BUPOGHMYOro npoLiecy
rOTOBOrO J1iKapCbKOro 3acoby
(minbHMUSA, Ha AKili NpoBOASATLCSA
6yAb-aKi BUPOGHWYI cTagii, 3a
BVIHSAATKOM BWMNYCKY CepiA,
NpoBefeHHS KOHTPOJII0 SKOCTi Ta
BTOPVHHOIO NakyBaHHS, A1
nikapcbknx 3acobis
6ionoriyHoro/iMmyHo1oriyHoro
NOXOLPKEHHSA abo NiKapCbKknxX
chopM KOMM/IEKCHOrO (CKMagHoro)
BMPOBHMYOro npouecy) -
BBEJEHHS 40AaTKOBOT AifIbHUL
NS NPUTOTYBaHHSA, PO3/MBY Y
nepBuHHE NakyBaHHSA, niodinisauii
Ta Nepesipkn rotToBoro
nikapcbKoro 3acoby A/T Hoso
Hopgaick, aHisa, Xannac Anne, OK-
4400, KanyHa6opr, [laHis;
0fiHOYaCHO po3Mip cepil
36inbwmBeA Ao 9-50 niTpis Ta
LvKn niocpinisavii Kopuryetbcs;
3MiHn Il TMny - 3MiHW 3 AKOCTI.
['oTOBWIA Nnikapcbkuii 3aci6. 3MiHK
y BUPOBGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYHTbCA
BUNYCKY cepii Ta KOHTPOIO AKOCTI
roTOBOrO NikapCbKOro 3acoby
(3amiHa abo goAaBaHHSA AiTbHUL,
Ha SIKill 3QjiACHIETLCA KOHTPOSb
AKOCTI/BUNPOBYBaHHA cepii Ans
6i0N10ri4HOro/iMyHO/I0NYHOro
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

nikapcbkoro 3acoby, Ta 6yap-aKoi
OiNbHWLI, Ha AKili 3aCTOCOBYETLCA
6i0NOTiYHNIA/iIMYHONOTYHNI MeTOL,
BMNpoOyBaHHs) - BBeAeHHS
[,00aTKOBOI, a/ibTEPHATUBHOT
AiNbHULI ANA KOHTPOIIO AKOCTI
(mikpobionoriuHi BUNpobyBaHHs)
roTOBOrO Jlikapcbkoro 3acoby A/T
Hoso Hopgaick, [aHis, Xannac
Anne, 0K-4400, KanyHgbopr,
[anis/ Novo Nordisk A/S, Hallas
Alle, DK-4400, Kalundborg,
Denmark

107.

HOBOEWUT

NOPOLLIOK A/151 PO3YNHY
ANA iH ekuiin, no 2000 MO;
no 1 dp1akoHy 3 NOPOLLKOM
Y KOMMIEeKTi 3
po3unHHKKOM (0,9%
PO34UH HaTpIlo X10pray)
no 4 mn y nonepesHsL0
HarnoBHEHOMY LLNPUL,
LUTOKOM MOPLUHSA Ta
nepexigHukom ans
chnakoHa B iHAMBIAYyaNbHIl
YMaKoBLji B KAPTOHHIl
Kopobui

A/T Hoso Hopgick

[JaHis

NpUroTyBaHHs,
PO3/I1B y NEpBUHHE
nakyBaHHS,
niodpinizayia Ta
nepe.ipka rotoBoro
nikapcbKoro 3acooby,
KOHTPO/b AKOCTI
(mikpobionoriyHi
BMNPOOYBaHHS)
roToBOro
nikapcbKoro 3acoby:
A/T HoBo Hopagick,
[JaHis;
KOHTPO/Ib AKOCTI
roToBOro
niKkapcbKoro 3acoby:
A/T Hoso Hopgick,
[LaHist;
NpUroTyBaHHs,
PO3/I1B y NEpBUHHE
nakyBaHHS,
niodpinizayia Ta
nepe.ipka rotoBoro
nikapcbKoro 3acooby,
KOHTPO/b AKOCTI
(mikpobionoriyHi
BMNPOOYBaHHS)
roToBOro
niKkapcbKoro 3acooby,
MapKyBaHHS Ta
BTOPWHHE
nakyBaHHS1 TOTOBOrO
nikapcbKoro 3acoby,
[0AaBaHHA LWKanu
[0 wnpuua ans
BBEJEHHS):

[Oanis/
HimeuunHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
AAMIHICTPaTUBHI 3MiHN.
BunyyeHHs BUPOOGHMYOT AinbHULL
(Brrovaroun ginbHuui ansa Adl,
NPOMKHOro NPOAyKTy abo
roTOBOro NikapcbKoro 3acooby,
OiNbHULI ANS NPOBeAEHHS
nakyBaHHs!, BUPOGHUKa,
BiANOBIAA/ILHOIO 3a BUNYCK Cepiid,
MicLe NpoBefEHHS KOHTPO/HO
cepii) abo nocTayasibHMKa
BUXIQHOIO Matepiasny, peareHty
a60 AONOMIXXHOT PEYOBMHN (SIKLLO
3a3HayeHo y [OCbE) - BUAAIEHHS
HaCTYMHMUX BUPOOHNYUX PYHKLLil
"MapKyBaHHSA Ta BTOPUHHE
nakyBaHHS roTOBOrO /iKapCbKoro
3acoby, fofaBaHHSA LWKanu [0
wnpuua ans sBBefeHHa" ana
BMpo6HuKa A/T HoBo Hopgaick,
XarepopHcseii 1, [1K-2820,
eHTopdpe, faHis; 3miHu Il Tuny -
3MiHK 3 sKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3amiHa abo
BBEAEHHS 40AATKOBOI AiNbHML
BUPOGHMLTBA A/151 YacTnHU abo
BCbOr0 BMPOGHMYOro npoLiecy
rOTOBOrO J1iKapCbKOro 3acoby
(minbHMUSA, Ha AKili NpoBOASATLCSA
6yApb-aKi BUPOGHWYI cTagii, 3a
BVIHSATKOM BWMNYCKY CepiA,
NpoBeEeHHS KOHTPOJKO SIKOCTi Ta
BTOPVHHOTIO NakyBaHHS, A1
NiKapCbKNx 3acobis

3a peyenmom

UA/16751/01/05
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
A/T Hoso Hopagick, 6ion10riYHOro/iMyHONOriYHOrO
[JaHis; NOXOMKEHHS a60 NikapCbKmx
BiAnoBiganbHUIA 3a hopM KOMMNAEKCHOrO (CKNagHOro)
BUMYCK cepil BMPOGHNYOro MpoLecy) -
roToBOro BBe/leHHs1 AOAATKOBOI AinbHULL
niKkapcbKoro 3acoby: [ON51 NPUroTyBaHHS, PO3NuBY y
A/T Hoso Hopagick, nepBrHHEe NakyBaHHS, niodinisavi
[JanHis; BUpOGHMLTBO Ta nepeBipKy roTOBOro
PO3UMHHMKA nikapcbkoro 3acoby A/T Hoso
(npuroTyBaHHs, Hopgick, Aanis, Xannac Anne, K-
po3nuB, nepesipka, 4400, KanyHabopr, JaHis;
KOMnaekTawis, 0l Ho4YaCHO po3mip cepii
MapKyBaHHS Ta 36inbLwmBeA go 9-50 niTpis Ta
nakyBaHHs uMKn niodpinizavii KOpUryeTbCs;
Hepo3thacoBaHOro 3MiHK |l TUNy - 3MiHM 3 SKOCTI.
NpPoAyKTY): [oTOBWIA Nikapcbknii 3aci6. 3MiHN
BetTtep dapma- Yy BUPOGHMLTBI. 3MiHa
depTiryHr Tm6X i Ko. iMnopTepa/3miHu, Lo CTOCYHTbCS
Kr, HimewunHa BWMYCKY Cepii Ta KOHTPOJIK0 SKOCTI
roTOBOrO JliKapCbKOro 3acoby
(3amiHa abo foAaBaHHS AifibHUL,
Ha SIKii 3MjICHIOETLCS KOHTPOSb
AKOCTI/BUNPOBYBaHHSA cepii ons
6i0N10riYHOro/iMyHOOrN4YHOro
nikapcbkoro 3acoby, Ta 6yap-akoi
OiNbHWLI, Ha AKili 3aCTOCOBYETLCA
6i0N0TiYHNIA/IMYHONOTYHNI MEeTOL,
BMNPOGYBaHHS) - BBEAEHHS
[,00aTKOBOI, a/ibTEPHATUBHOT
AINbHULI ANA KOHTPOIIO AKOCTI
"Mikpo6ionoriyHi BUNpobyBaHHA"
'N3 A/T Hoso Hopgick, daHis,
Xannac Anne, JK-4400,
KanyHabopr, JaHis
108. | HOBOENT NOPOLLOK A1 PO3UNHY A/T Hoso Hopgick [aHis NPUroTYBaHHS, [Oanis/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/16751/01/06
AnA iH ekuiin, no 3000 MO; pPO3/IMB Y NEPBUHHE HimeuunHa marepianis: 3miHu | Tuny -
no 1 dpiakoHy 3 NOPOLLKOM nakyBaHHs, AAMIHICTPaTUBHI 3MiHN.

Y KOMM/IEKTi 3
po3unHHKKOM (0,9%
PO34UH HaTpIlo Xx0pray)
no 4 mn y nonepesHsL0
HarnoBHEHOMY LLNPUL,
LUTOKOM MOPLUHSA Ta
nepexigHukom ans
thnakoHa B iHAMBIAYaNbHIl
yMaKoBLji B KAPTOHHIl
Kopobui

niodpinizayia Ta
nepesipka rotoBoro
nikapcbKoro 3acoby,
KOHTPO/b AKOCTI
(mikpobionoriyHi
BMNPOOYBaHHS)
roToBOro
nikapcbKoro 3acoby:
A/T HoBo Hopagick,
[JaHis;
KOHTPO/b AKOCTI
roTOBOro

BunyyeHHs BUPOOGHMYOT AinbHULL
(Brrovaroun ginbHuui ansa Adl,
NPOMKHOrO NPOAYKTY abo
roTOBOro NikapcbKoro 3acooby,
OiNbHULI ANS NPOBeAEeHHS
nakyBaHHs, BUPOGHUKa,
BiANOBIAaA/ILHOIO 3a BUNYCK Cepiid,
MicLe NpoBefEHHS KOHTPO/HO
cepii) abo nocTayasibHMKa
BUXIQHOIO Matepiasny, peareHty
a60 AONOMIXXHOT PEYOBMHN (SIKLLO
3a3HaYeHO y OCLE) - BUAAIEHHS
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

nikapcbKoro 3acoby:

A/T Hoso Hopgick,
[JaHis;
NPUroTyBaHHs,
pO3/I1B y NepBUHHE
nakyBaHHS,
niogpinizauis Ta
nepes.ipka rotoBoro
niKkapcbKoro 3acooby,
KOHTPO/Tb AKOCTI
(mikpobionoriyHi
BUNPOBYBaHHS)
roTOBOro
niKkapcbKoro 3acoby,
MapKyBaHHS Ta
BTOPUHHE
nakyBaHHS roTOBOro
niKkapcbKoro 3acooby,
[0AaBaHHA LWKan
40 wnpuua ans
BBE/IEHHS):

A/T Hoso Hopagick,
[JaHis;
BiZiNOBIgabHUIA 3a
BUMYCK cepil
roToBOro
nikapcbKoro 3acoby:
A/T Hoso Hopagick,
[JanHis; BUpOGHMLTBO
PO34MHHYMKa
(npuroTyBaHHs,
po3nuB, Nepes.ipka,
KoMMeKTaujs,
MapKyBaHHS Ta
nakyBaHHs
Hepo3dacosaHoro
NpoAYKTY):
Bettep ®apma-
®epTiryHr F'm6X i Ko.
Kr, HimeuwunHa

HaCTYMHMX BUPOOHNYUUX DYHKLil
"MapKyBaHHA Ta BTOPUHHE
nakyBaHHS TOTOBOrO /iKapCbKoro
3aco0y, fJofaBaHHSA LWKau [0
wnpuua ana seefeHHA" ana
BMpo6HuKa A/T HoBo Hopaick,
XarepopHceeit 1, [1K-2820,
eHTOpdhe, AaHis; 3MiHu I Tuny -
3MiHK 3 IKOCTi. TOTOBWIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3amiHa abo
BBE/EHHS 40AaTKOBOT AiNIbHULL
BVMPOGHMLTBA A1 YaCTUHU abo
BCbOro BMPOBHMYOro npouecy
roTOBOrO NikapCbKOro 3acoby
(@inbHMUSA, Ha AKI TPOBOAATHLCSA
6y ab-Ki BUpO6HMYI cTajji, 3a
BWHSATKOM BUMYCKY Cepild,
NPOBEfEeHHS KOHTPOJII0 SIKOCTi Ta
BTOPVHHOIO NakyBaHHS, A1
niKapcbKknx 3acobis
6ion10riYHOro/iMyHOMOriIYHOrO
NOXOMKEHHS a60 NikapCbKmx
oopM KOMMNIEKCHOrO (CKNaaHOro)
BMPOGHNYOrO MpoLecy) -
BBEAEHHS [0AATKOBOI AiNbHUL
NS NPUroTYBaHHSA, PO3/MBY Y
nepByHHEe NakyBaHHS, niodinisavi
Ta nepeBipKy roTOBOro
nikapcbkoro 3acoby A/T Hoso
Hopgick, Aanis, Xannac Anne, K-
4400, KanyHabopr, JaHis;
0fiHOYaCHO po3Mip cepil
36inbLwmBeA go 9-50 niTpis Ta
uMKn niodpinizavii KOpUryeTbCs;
3MiHW Il TMny - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHN
Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYHOTLCA
BWMYCKY Cepii Ta KOHTPOJIK0 SKOCTI
roTOBOrO JliKapCbKOro 3acoby
(3amiHa abo goAaBaHHs AifibHUL,
Ha SIKii 3MjiICHIOETLCA KOHTPO/Ib
AKOCTI/BUNPOBYBaHHSA cepil ons
6i0N0riYHOro/iMyHOON4YHOr0
nikapcbkoro 3acoby, Ta 6yap-aKoi
OiNbHWLI, Ha AKili 3aCTOCOBYETLCA
6i0NOTiYHNIA/iIMYHONOTYHNI MeTOL,
BMNPOOGYBaHHS) - BBEAEHHS
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
[,0[aTKOBOI, a/lbTEPHATUBHOT
OiNbHUL ANS1 KOHTPOO SAKOCTI
"Mikpo6ionoriyHi BunpobysaHHA"
N3 A/T Hoso Hopgaick, [aHis,
Xannac Anne, JK-4400,
KanyHabopr, flaHis
109. | HOBOMIKC® CycneHsis gns iH'ekuii, A/T Hoso Hopgaick [Oanis Brpo6HMK Oanis/ BHECEHHS 3MiH [0 peecTpavyiiiHnX 3a peyenmom UA/4862/01/01
30 100 O4/mn; no 3 mny Hepo3hacoBaHoOro PpaHuia/ mMartepianis: 3mMiHu Il TMny - 3MiHK 3
®JIEKCMNEH® KapTpuaxi, BK1ageHoMmy B NPOAYKTY, Bpasunis/ AKOCTi. [OTOBWIA Nikapcbkuin 3aci6.
6araro030Biii HarnoBHEHHS B KnTalicbka 3MiHM y BUPO6HMLTBI. 3amiHa abo
0ofHOpPa30Bili WnpuL- MeHin®, nepBuHHa HapogHa BBEAEHHS [0AATKOBOI AiNbHUL
pyuui; no 1 a6o 5 wnpwu- yrnakoBKa, KOHTPO/1b Pecny6nika BVMPOGHMLTBA A1 YacTUHU abo

PYHOK Y KapTOHHIil KOpo6Lyi

AKOCTI Ta
BiANoBigabHUIA 3a
BWMNYCK Cepiit
KIHLLeBOro NpoAyKTy:
A/T Hoso Hopgick,
[JaHis;
Brpo6HWK npoayKui
33 NOBHUM LMIK/TOM:
Hoso Hopgaick
MpopatokcboH CAC,
PpaHuis;
MapkyBaHHA Ta
ynakoBKn
dnekcleH®,
BTOPUHHOTO
nakyBaHHS:
A/T Hoso Hopgick,
[JaHis;
Brpo6HuK ans
36UpaHHs,
MapKyBaHHS Ta
ynakoBKn
dnekcleH®,
BTOPUHHOTO
nakyBaHHS:
A/T Hoso Hopgick,
[JaHis;
Brpo6HMK
Hepo3dgacoBaHOl
npoayKuii,
HanoBHEHHS B
MeHin®, nepBuHHa
ynakoBka Ta
36VpaHHs,
MapKyBaHHS Ta
ynakoBka
dnekclleH®,

BCbOro BMPOOHMYOro npouecy
roTOBOrO iKapCbKOro 3acoby
(@inbHMUSA, Ha AKI NPOBOAATLCSA
6yAb-AKi BUpOGHWYI cTagii, 3a
BWHATKOM BUMYCKY Cepil,
NpoBefEeHHSA KOHTPOJTIO AKOCTI Ta
BTOPVHHOIO NakyBaHHSA, A1
nikapcbknx 3acobis
6i0N10riYHOro/iMyHOONYHOr0
MOXOMXEHHSA ab0 NiKapCbKnx
¢hopM KOMMNNEKCHOrO (CKNagHOro)
BMPOBHMYOrO npouecy) -
BBEJeHHA [104aTKOBOro
BMpo6GHMKa: HoBo Hopgaick (KuTaid)
dapmacbtoTikans Ko., 1ta. 99,
Hahxaii Poyg, TEQA, M.
TaHbU3IHb KnTalicbka HapoaHa
Pecny6nika 300457, i3
BiANOBIAHUMY PyHKLiAMM:
BMPOBHUK HEPO3hacoBaHOro
NpoOAyKTY, HAarOBHEHHS B
NepBUHHY YNakoBKYBHECEHHS 3MiH
[0 peecTpauiiHnx mMatepianis:
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BTOPUHHE
nakyBaHHS:
Hoso Hopgaick
Mpoaykao
dapmaceyTika [0
Bpasinb NTaa.,
Bpasunis;
Bupo6Huk
Hepo3dacosaHoro
NPOAYKTY,
HanoBHEHHS B
NepBUHHY YNaKOBKY:
Hoso Hopgaick
(KuTait)
dapmacbioTikans
Ko., N1A., Kutalicbka
HapogHa
Pecny6nika

110.

HOBO-MACUT

pO34uH opasibHUiA, Mo 100
MY ¢hiakoHi; no 1
doNakoHy 3 MipHUM
KOBMaykoM B KOpOO6Li; no 5
MmNy cauwe; no 30 calle B
Kopoo6ui

TOB «TeBa YkpaiHa»

YKpaiHa

Tesa Yex IHpgacTpi3
c.p.o.

Yecbka
Pecny6nika

BHECEHHS 3MiH [0 peecTpaviiiHnX
mMaTtepianis: 3mMiHa 3asaBHUKA
(BnacHvika peecTpaduiiHoro
NoCBiAYEHHS)

[Litova pepakuia: 3miHu | TNy -
3MiHV Wwoao
6e3nekn/edreKTBHOCTI Ta
hapmakoHarnsgy. BeefeHHus abo
3MiHU [0 y3araslbHEHUX AaHnX Npo
cuctemy thapmakoHarnagy
(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy apmakoHarnsgy,
3MiHa YNOBHOB&XEHOI 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHoOI
ocobu 3 hapmakoHarnisgy
3aABHUKa 419 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, SKLo
BOHa BifMiHHA Bif, yNIOBHOBaXEHOI
ocobw, BignoBigansbHoI 3a
3gificHeHHs chapmakoHarnagy
(BKHOYAKOUN KOHTAKTHI JaHi)
Ta/ab0 3MiHWN Y PO3MILLEHHI
mMacTep-haiina cuctemm
thapmakoHarnagy) 3miHa
YNOBHOB&XEHOI 0CO6U 3as1BHYKA,
BiANOBIA&/IbHOI 3a
thapmakoHarnag. [ivoya pefakuis:
Orit Stern-Maman. MNponoHoBaHa
pepakuis: Buctposa OkcaHa
BitaniiBHa. 3MiHa KOHTaKTHUX

6e3 peyenma

UA/9976/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
[aHVX YNOBHOB&XEHOI 0co6u
3asBHVIKa, BigNOBiAa/IbHOT 38
hapmakoHarnag.
111. | OMENPA30N kancynv no 20 mr; no 10 TOB "AcTpachapm” YkpaiHa TOB "AcTpachapm" YkpaiHa BHECEHHS 3MiH 10 peecTpaljiiiHux | 3a peyenmom UA/9067/01/01
Kancyn y 6nictepi; no 1 MaTepianis: 3MiHu | Tuny -
abo 3 6nictepn B KOPOOLI BBE/EHHS NepioANYHOCTI
3 KapPTOHY KOHTPOJIO 3@ MOKa3HNKOM
"Mikpob6ionoriyHa ymcrora™
BUKOHYETLCSA /151 KOXHOT CbOMOT
cepii, ane He pifLe ogHOro pasy B
piK
112. | OHIMI3A TabneTkn, BKPUTI AcTtpa3eHeka tOK Benvka Brpo6Huk "in bulk": cuwa/ BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/10715/01/02
NAiBKOBOK 060/10HKOD, MO NimiTen BpuTtaHis AcTpa3eHeka Benvka mMaTtepianis: 3MiHu | Tuny -
5 mr, no 10 TabneTok y dapmacbloTukanc BpuTaHis/ AOMIHICTPaTUBHI 3MiHW. 3MiHa
6nictepi; no 3 6nictepu B NN, CLA, LLisewjs HalilmeHyBaHHs Ta/abo agpecu
KapTOHHIA KopoobLi Brpo6HuK, 3asBHMKa (BNacHvka
BiAnoBiganbHUIA 3a peecTpaLiiHoro NocBigYeHHs) -
nepBuHHE Ta 3MiHa afgpecu 3asBHUKa
BTOPVHHE (BBeAeHHs 3MiH NpoTAromM 6-Tu
nakyBaHHs, BUMYCK MiCALB NicNa 3aTBepAKEHHS)
cepii:
AcTtpa3eHeka FHOK
NimiTen, Benvka
BpuTaHis;
Brpo6HuK,
BiAnoBiganbHUIA 3a
KOHTPO/b AKOCTI:
AcTpa3eHeka Ab,
LiBeuis
113. | OHII3A TabneTkn, BKPUTI AcTtpa3eHeka tOK Benvka Brpo6Huk "in bulk": cuwA/ BHECEHHS 3MiH 40 peecTpauiiHnx 3a peyenmom UA/10715/01/01
NNiBKOBOK 060/10HKOK, MO NimiTen BpuTtaHis AcTpa3eHeka Benvka MaTtepianis: 3MiHu | Tuny -
2,5 mr, no 10 TabneTok y dPapmacbloTukanc BpuTtaHis/ AOMiHICTpaTMBHI 3MiHU. 3MiHa
6nicTepi; no 3 6nicTepn B n, CWA; LLBeuis HaliMeHyBaHHs1 Ta/abo agpecu
KapTOHHIA Kopoo6Li Brpo6HMK, 3asBHMKa (BNacHvka
BiNOBIAabHUIA 3a peecTpaLiiHoro nNocBiAYeHHs) -
nepBuHHe Ta 3MiHa afpecu 3asBHMKa
BTOPWHHE (BBefeHHs 3MiH NpoTArom 6-Tu
nakyBaHHs, BUMYCK MicALiB NiCNSA 3aTBEPAYKEHHS)
cepi:
AcTpa3eHeka FOK
Nimitea, Benuka
BpuTaHis;
Brpo6HMK,
BiNOBIAabHUIA 3a
KOHTPO/b SIKOCTI:
AcTpa3eHeka Ab,
LLisewis
114. | OPNIOKCALUMH | po3unH ans iHQysin, 2 TOB "HOpia-®apm" YKpaiHa TOB "HOpia-®apm" YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHnx 3a peyenmom UA/3040/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

mr/mn, no 100 mn a6o no
200 mn y nnswkax, no 100
M abo no 200 mny
naswui; no 1 naswuiy
nauui

marepianis: 3mMiHu | Tuny - 3MiHKn
Lwoao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3miHa 'y
KOPOTKIil XapakTepucTumui
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTpYKLU|i Ans
MeAMYHOro 3aCTOCYBaHHA Ha
nigcTasi perynspHo
OHOBJIIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
JocnigpkeHb 3 6e3neku
3acToCyBaHHSA NikapCcbKoro 3acoby
B nicnspeecTpauiiinii nepiog, abo
K pe3ynbTarT OLiHKM 3BIiTY 3
[ocnigpKeHb, NpoBeAeHnX
BiANOBIAHO [0 MiaHy
negiatpuyHux gocnigpxkers (PIP)
(3MiHY Y3ro)KeHO 3 KOMMNETEHTHUM
YMOBHOB&XEHVM OpraHom) - 3MiHu
BHECEHO B IHCTPYKLitO A/1A
MeJNYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby A0 po3ginis
"Oco6NMBOCTI 3aCTOCYBaHHSA",
"Mo6iuHi peakwji" Ta B KOPOTKY
XapakTepucTuKy NiKapCbKoro
3acoby a0 posginis "OcobnuBi
3acTepeXeHHs Ta 3anobiKHi
3axo4u Npu 3acTOCyBaHHI",
"Mo6ivHi peakui™ BignosigHO A0
OHOB/IEHOT iHdhopMaLlii 3 6e3nekn
3aCTOCYBaHHS Ajil040i PeYOBUHM
(pekomeHgauii PRAC). BeeaeHHs
3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPMKEHHS; 3MiHM | TUny -
3MiHV Wwoao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHN) -
3MiHV BHECEHO B IHCTPYKLi0 ANs
MeJNYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby A0 po3ginis
"apmakonoriyHi BnactnsocTi”
(yTouHeHHs), "MNoka3zaHHA"
(peparyBaHHs),
"MpoTunokasaHHA", "B3aemogis 3
iHWKMKN NikapcbkrMKn 3acobamu Ta
iHLWIi BMAn B3aemogiin”,
"Oco6NMBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHs y nepiog
BariTHOCTi ab0 rogyBaHHs rpyaar”
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HasBa

n/n

JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

115.

(peparyBaHHs), "Croci6
3acTocyBaHHA Ta fo3n”
(peparysaHHs), "fOitn"
(peparyBaHHs), "lNo6ivHi peakuii”
Ta B KOPOTKY XapaKTepuCTuKy
NiKkapcbKoro 3acoby Ao po3gainis
"TepaneBTW4HI NokazaHHSA"
(pemaryBaHHs), "[lo3u Ta crnoci6
3acTocyBaHHA" (pefaryBaHHs),
"[iTn" (pegaryBaHHs),
"MpoTunokasaHHs", "OcobnuBi
3acTepeXeHHs Ta 3anobiKHi
3axo4u Npu 3acTOCyBaHHI",
"B3aemogis 3 iHWMMU NiKapCbKuMun
3aco6amu Ta iHLWi BUAn
B3aeMogiji", "3actocyBaHHs nig
yac BariTHOCTi Ta rofyBaHHs
rpyaar” (peparysaHnHs), "TMoo6iuHi
peakuii”, "®apmakosnoriyHi
BNacTUBOCTI" (YTOYHEHHS)
BiANOBIAHO A0 MaTepiasniB
peecTpaujiiiHoro Aocke. BBeaeHHs
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPKEHHS

116.

ODTATENb®

ODPTAKBIKC®

resib O4HUiA, 2,5 mr/r, no
10 r y dpnakoHi, no 1
onakoHy B KAPTOHHIl
Kopoo6ui

CaHTteH AT

DiHNAHAIA

Brpo6HuK,
BiANoBigabHUIA 3a
BMPOBHULITBO in-
bulk, nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/b SIKOCTI:
YPCA®APM
ApuHarimiTTens
Mm6X, HimevunHa;
Bupo6HMK,
BiANOBIAa/IbHNIA 3a
BUMYCK:
CaHTeH AT,
PiHNAHAiA

HimeuunHa/
PiHNAHAIA

BHECEHHS 3MiH [0 peecTpavyiiiHnX
MaTepianis: 3miHu | TUny - 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbkuin 3aci6.
3MiHuN y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYHTbCA
BWMYCKY Cepii Ta KOHTPO/IH0 AKOCTI
rOTOBOrO J1iKapCbKOro 3acoby
(3amiHa abo gofaBaHHsA
BMPOGHMKA, LU0 Bignosigae 3a
BBE3EHHS Ta/abo BMMNycK cepil) -
He Bkntovatoum
KOHTPO/b/BUNPOBYBaHHA cepii -
3MiHa MicLie3HaxoMKEHHSsI
NPOBaPKEHHS AIS/IbHOCTI
BUpPO6HMKa CaHTeH AT,
®iHNAHAIA, BiANOBIgaILHOMO 3a
BUNYCK cepil.
3MiHU BHECEHO B IHCTPYKLi0 AN1s
MeAMYHOro 3acTOCyBaHHS LLIOAO
MiCLLe3HaxXoMKEHHSI BUPOBHMKaA 3
BiANOBIAHMMW 3MiHAMW Y TEKCTI
MapKyBaHHS YNakoBKW NiKapcbkoro
3acoby. BBefieHHs 3MiH NPOTArom
6-TV MicsLiB NiC/sA 3aTBEPKEHHS.

6e3 peyenma

UA/6605/01/01

Kpansi o4Hi, 5 mr/mn; no

CaHTteH AT

DiHngHaia

Brpo6HMK

diHngHAis

BHECEHHS! 3MiH 10 peecTpaLiiHnxX
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
0,3 MmNy THO6UK- BiANOBIAa/IbHNIA 32 Marepianis: 3MiHu | Tuny - 3mMiHn 3
KpanesnbHuui; no 10 BMPOGHULITBO in sKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
TIOOMK-KpanenbHuLb y bulk, nepsuHHe Ta 3MiHN y BUPOGHMLTBI. 3MiHa
naketi 3 ponbru; no 1 BTOPUHHE iMnopTepa/3aMiHu, L0 CTOCYHOThCA
nakeTy B KapTOHHIi nakyBaHHS, BUMYCKY Cepii Ta KOHTPO/IO AKOCTI
Kopobui KOHTPOJIb SIKOCTI: roTOBOrO NiKapCbKOro 3acoby
Hekctdapma AT, (3amiHa abo foaaBaHHSA
PiHNAHAIA; BMpPOGHMKa, Lo BiAMNOBiAaE 3a
Brpo6HuK, BBE3EHHA Ta/abo BMNYCK cepii) -
BiANOBiAA/IbHWIA 32 He Bkntovaroum
BUNYCK cepi: KOHTPO/b/BUNPOBYBaHHSA cepil -
CaHTeH AT, 3MiHa MiCcLe3HaxXoMKEHHS
diHnAHZISA NPOBaPKEHHS AiNbHOCTI
BMpOGHMKa CaHTeH AT,
®iHNAHAIA, BIANOBIAA/IBHOIO 3a
BMNYCK cepil.
3MiHV BHECEHO B IHCTPYKLiO ANs
MeAMYHOro 3aCTOCyBaHHS LLOAO
MiCLLe3HaXOKEHHS BUPOOHUKA 3
Bi4NOBIAHVMUN 3MiHAMU Y TEKCTI
MapKyBaHHS YNakoBKW NiKapcbkoro
3acoby. BBefeHHs 3MiH MPOTAroM
6-T1 MicAUIB NicNsa 3aTBEPKEHHS.
117. | OPTAH® Kpani o4Hi 0,5 % no 5 mn CaHTeH AT diHNAHAIA Brnpo6Huk diHnaHgin/ BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/5052/01/01
TUMonon y don1iakoHi 3 BiANOBIgaIbHNIA 32 Higepnavgn | matepianis: 3miHu | Tvny - 3miHu 3
KpanenbHuueto, no 1 BUPOBHMLTBO in siKocTi. FOoTOBWIA Nikapcbkuii 3aci6.
h1aKoHy B KapTOHHIi bulk, nepeuHHY Ta 3MiHu y BUPOGHMLTBI. 3MiHa
Kopoo6ui BTOPUHHY YNaKOBKY, iMnopTepa/3aMiHu, L0 CTOCYHThCA
KOHTPO/b SIKOCTI: BUMYCKY Cepii Ta KOHTPO/IKO AKOCTI
Hekctdapma AT, roTOBOrO NiKapCbKOro 3acoby
diHNAHAIA; (3amiHa abo foaaBaHHA
AnbTepHaTUBHUIA BMpO6HMKa, Lo BiAMNOBiAaE 3a
BMPOGHUK, BBE3eHHS Ta/abo BMNYCK cepii) -
BiANOBiAa/IbHWIA 3a He Bkntovaroum
BTOPVIHHE KOHTPO/1b/BUNPOBYBaHHSA cepil -
nakyBaHHs: 3MiHa MiCLe3Hax0MKEHHS
MaHyhakTypiHr NPOBaPKEHHS AiANbHOCTI
MaxariHr ®apmaka BUpO6HMKa CaHTeH AT,
(MNe) B.B., ®iHNAHZiA, BIANOBIAAIBHOIO 3a
Higepnangu; BMMYCK cepii. 3MiHN BHECEHO B
Brpo6HuK IHCTPYKLi0 ANA MeguyHoro
BiANOBIAA/IbHWIA 32 3aCTOCyBaHHA LWoA0
BWMNYCK Cepil: MiCLLe3HaXOKEHHS BUPOOHUKA 3
CaHTeH AT, Bi4NOBIAHVMM 3MiHAMU Y TEKCTI
PiHNAHAiA MapKyBaHHS yMakoBKU iKapCbKOro
3acoby. BBefeHHs 3MiH NPOTAroM
6-TU MicAUIB NicNsa 3aTBEPKEHHS.
118. | NAKNIBICTA KOHLEHTpAaT A1 PO3UnHY Mictpan Kenitan AHrnis Xaynt ®apma HimeuunHa BHECEHHS 3MiH [0 peecTpavuiiHnX 3a peyenmom UA/16374/01/01

Ons iHdysiiA, 6 mr/ma no 5

MeHepKMeHT JlimiTeq

BosibhpartcxayseH

marepianis: 3MiHum | Tuny -
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

mn (30 wmr), 16,7 mn (100 6X AAMiHICTpaTUBHI 3MiHW. 3MiHa
mr), 25 mn (150 wmr) a6o 50 HalilmeHyBaHHs Ta/abo agpecu
M (300 mr) y chnakoHi; no 3asBHMKa (BNacHvka
1 donakoHy 3 peecTpauiiHoro NocBigYeHHs) -
KOHLieHTpaToMm y 3MiHa aApecu 3asBHUKA
KapTOHHiii Kopo6Lli

119. | NAKNIMEAAK KOHLeHTpaT A/ PO34UHY Mepak esenbwadT HimeuyunHa BMPOGHVK, LLO Himeuunna/ BHECEHHS 3MiH 10 peecTpaljiiiHux | 3a peyenmom UA/12530/01/01
Ans iHdoy3iii, 6 mr/mn no 5 dotop KNiHiwe Bignosigae 3a Kopest marepianis: 3MiHW | TUMY - 3MiHK

mn (30 mr) a6o 16,7 mn
(100 wr), abo 50 mn (300
Mr) Y CKNSTHOMY h1aKoHi;
no 1 donakoHy B KOpoo6L,i 3
KapToHy

LLineuianbnpenapare
M6X

KOHTPO/b/BMNPOGYB
aHHs cepii: AkBiga
Mv6X, HimeyunHa,;
BMPOGHMK, LLO
BignoBigae 3a
BTOPWHHE
nakyBaHHS:
Komnacl'm6X,
HimeuuunHa;
BMPOGHMK, LLO
BignoBigae 3a
BTOPWHHE
nakyBaHHs,
MapKyBaHHS,
HaHeCceHHs 3ax1cHol
nniBku
(onujoHanbHo),
KOHTPO/b/BUNPOGYB
aHHA cepii i 3a
BMMYCK cepii: Megak
lesenbwadt drop
KniHiwe
Lneujansnpenapat
e M6X, HimeuunHa;
BMPOGHVK, LLO
BignoBigae 3a
BTOPWHHE
nakyBaHHs,
MapKyBaHHS,
HaHeCceHHs 3ax1cHol
nniBku
(onujoHanbHo):
Meg-IKC-Tpecc
'm6X, HimeuunHa;
BMPOGHVK, LLO
Bignosigae 3a
BMnyck oopmu in
bulk, nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
MapKyBaHHS,

oo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHWX Npo

cuctemy chapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX

npo cucTemy chapmakoHarnsgy,

3MiHa yNOBHOB&XeHOi 0cobu,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iiCHEeHHS
hapmMakoHarnagy B YkpaiHi, KO
BOHa BiMiHHA Bif, yNOBHOBaXXEHOI
ocobw, BignoBigasibHOI 3a
3[jiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa
KOHTaKTHOT 0CO6U YNOBHOBaXKEHOT
0co6u 3asBHKKa, BiANOBiAa/IbHOT
3a hapmakoHarnag B Ykpaii.
[MponoHoBaHa pepakuis: bakyH
AHHa OnekcaHppiBHa. 3MiHa
KOHTaKTHUX AaHUX KOHTaKTHOI
0cobu ynoBHOBaXeHOT 0cobum
3asBHVKa, BigNoBiAa/IbHOT 3a
hapmakoHarnag B Ykpaini

132




Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
KOHTPO/1b/BMNPOGYB
aHHsa cepii: OHKOTEK
Papma MNpoaakiH
Mm6X, HimevunHa;
BUPOGHMK, L0
Bignosigae 3a
BMnyck oopmu in
bulk,
KOHTPO/b/BUNPOGYB
aHHs cepii: CamsaHr
BiothapmaveyTikasc
KopnopeiiwH, Kopes
120. | NMAKNITAKCE/- | KOHUEHTpAT 4715 PO34nHY Mictpan Kenitan AHrnis AxTasic ITanis ITania BHECEHHS 3MiH IO peecTpaljiiiHux | 3a peyenmom UA/13988/01/01
BICTA Ans iHdoy3iii, 6 mr/mn no 5 MeHexMeHT JlimiTeq, C.n.A. MaTepianis: 3MiHu | Tuny -
mn (30 mr) abo no 16,7 mn AOMiHiCTpaTMBHI 3MiHU. 3MiHa
(100 wr), abo no 25 mn HalilmeHyBaHHs Ta/abo agpecu
(150 wmr), a6o no 43,33 mn 3as1BHYKa (Bf1acHMKa
(260 wr), a6o no 50 mn peecTpaLiiHoro NocBigYeHHs) -
(300 wr) y chnakoHi; no 1 3MiHa agpecu 3asBHUKa
(h/1aKOHY B KapTOHHii
Kopobui
121. | NAHAQON TabneTku, BKpUTI "nakcoCmiTKnsiiH Benuvka nakcoCmiTKnaiiH IpnaHgis BHECEHHS 3MiH 10 peecTpaviiiHnX 6e3 peyenma UA/13747/01/01
EKCTPA NNiBKOBOK 060/I0HKOO MO KoHcblomep Xenckep BpuTtaHis [anrapsaH fimiteq marepianis: 3MiHW | TURY - 3MiHK
EABAHC 12 Tabnetok y 6nicTepi; (FOK) TpewngiHr LoAo 6e3nekn/edeKTMBHOCTI Ta

no 1 6nicTepy B KAPTOHHiIl
Kopo6Li

Nimiteq

chapmakoHarnsgy. BeefeHHs abo
3MiHW [0 y3ara/ibHEHUX JaHuX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3arasibHeHUX AaHuX
npo cuctemy hapmakoHarnsgy,
3MiHa yNOBHOB&XeHOI 0cobu,
BignoBigabHOI 3a 34jACHEHHS
hapMakoHarnaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3aABHUKa A1 3MiACHEHHS
hapmakoHarnagy B YkpaiHi, Ko
BOHa BifMiHHa Bif, yNOBHOBaXXEHOI
ocobw, BignoBigasibHOI 3a
3[jiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTaKTHI faHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - amiHa
YMOBHOBaXXEHOT 0CO6M 3as1BHMKA,
BignoBigasnbHOI 3a
hapmakoHarnsg:
MponoHoBaHa pepakuis — Ap.
MeHc-Ynbpix LLTermanH / Dr.
Jens-Ulrich Stegmann, MD. 3miHa
KOHTaKTHUX [aHNX YMOBHOBaXKEHOT
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
ocobw, BignoBigasibHOI 3a
hapmakoHarnsag. 3miHa Homepy
Ta MiCLe3HaxoMKeHHs MacTep-
thaiina cuctemun chapmakoHarnsgy
122. | NAHTEHON niHa HawkipHa, 50 mr/r no TOB "MynbTicnpeit” Ykpaina TOB "MynbTicnpeit” YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 peyenma UA/15317/01/01
58ra6o 116 ry marepianis: 3miHu | Tuny -
KOHTeliHepax (banoHax) OHOBJIEHHS TEKCTY MapKyBaHHS
a/loMiHIEBKX; No 1 yNakoBKU NiKapCbKoro 3acoby 3
KOHTeliHepy (6anoHy) y BHECEHHSM iHGhopMaLii Woa0
nautii 3 KapToHy 3 3a3HaYeHHs OAUHULL
MapKyBaHHAM BUMIpIOBaHHS y cuctemi Sl.
YKpaiHCbKOK MOBOH BHeceHHs 3MiH f0 po3ainy
«MapkyBaHHa» MKA /13
3anponoHoBaHo: po3gin
«MapkyBaHHs». BignosigHo go
3aTBEPAKEHOr0 TEKCTY
MapKyBaHHS
123. | MAPALUETAMO | cynosuTopii pekTasbHi no MAT "MoHcbapm" YkpaiHa MAT "MoHcpapm" YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiiHnX 6e3 peyenma UA/5984/01/01
n 0,08 r; no 5 cynosuTopiiB y mMartepianis: 3MiHu | Tuny - 3mMiHa B
cTpwni, No 2 cTpunu B ymoBax 36epiraHHsi rOTOBOrO
nauuj 3 KapToHy nikapcbkoro 3acoby Ha nigcTasi
[ocnigpkeHb 3i CTabiNIbHOCTI.
MponoHoBaHa pepakuis: B
opuriHanbHi ynakosLj npu
Temneparypi He BuLle 25 oC.
BBefeHHS 3MiH NpOTArom 6-1m
MiCALIB MiCNsA 3aTBEPLKEHHS
124. | NAPALETAMO | cyno3uTopii peKkTasbHi no MAT "MoHchapm” Ykpaina MAT "MoHdapm” YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHnX 6e3 peyenma UA/5984/01/02
n 0,17 r; no 5 cynosuTopiis y marepianis: 3miHu | Tuny - 3miHa B
cTpwuni, No 2 cTpunu B yMoBax 36epiraHHsi rOTOBOrO
nadui 3 KapToHy nikapcbKkoro 3acoby Ha nigcTasi
LochifpKeHb 3i cTabiNbHOCTI.
lMponoHoBaHa pegakuisi: B
opuriHanbHii ynakoBsLj npu
Temneparypi He BuLe 25 oC.
BBegeHHA 3MiH NpoTArom 6-tv
MicsILiB Micns 3aTBepPIKEHHS
125. | NTAPALUETAMO | cynosuTopii pekTasibHi no MAT "MoHcbapm" YkpaiHa MAT "MoHcpapm" YkpaiHa BHECEHHS 3MiH 10 peecTpavyiintHnx 6e3 peyenma UA/5984/01/03
n 0,33 r; o 5 cynosuTopiiB y mMarepianis: 3mMiHu | Tvny - 3MiHa B

cTpuni, No 2 CTpUNK B
nauuj 3 KapToHy

yMoBax 36epiraHHs roTOBOro
nikapcbkoro 3acoby Ha nigcTasi
[ochigpKeHb 3i CTabiNIbHOCTI.
MponoHoBaHa pepakuis: B
opuriHanbHili ynakosLi npu
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chnakoHy 3 NOPOLUKOM Y
KapTOHHI Kopoo6Li

MaHyhaKTopiHr a.c.,
Yecbka Pecnybnika;
BTOPWHHE
nakyBaHHs
nikapcbKoro 3acoby:
Ioi |
dapmacbroTikanc,
Nta., Bonrapis;
KOHTPO/b SIKOCTI,
BiANOBiAa/bHI 3a
BWMNYCK Cepil:
CiHTOH XicnaHis,
C.J1., IcnaHis;
KOHTPO/b SIKOCTI,
BiANOBiAa/IbHWIA 3a
BUNYCK cepil:

CiHTOH C.p.0.,

3asBHUKa (BnacHuKa
peecTpaLiiHoro NocBigYeHHs) -
3MiHa agpecy 3asiBHMKa

Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Temneparypi He Buwe 25 oC.
BBefeHHA 3MiH NPOTArom 6-1u
MiCALIB MiCNA 3aTBEPL)KEHHS
126. | NEMETPEKCE NOpOLLIOK NiodoinizoBaHmi Mictpan Kenitan AHrnis BMPOGHULITBO Ta Yecbka BHECEHHS 3MiH 10 peecTpaljiiiHux | 3a peyenmom UA/16247/01/01
A-BICTA 0151 NPUroTyBaHHsA MeHexMeHT JlimiTeq, nepBuHHe Pecny6nika/ MaTepianis: 3MiHu | Tuny -
KOHUEHTpAaTy A1 PO3UNHY nakyBaHHs Bonrapis/ AOMiHiCTpaTMBHI 3MiHU. 3MiHa
Ans iHdoysiii mo 100 mr; no nikapcbKoro 3acoby: Icnanis/ HalilmeHyBaHHs Ta/abo agpecu
100 mr y chnakoHi; no 1 OHKOME[, 3as1BHVKa (Bf1acHMKa
h1aKoHy 3 NOPOLLKOM Y MaHyhakTopiHr a.c., peecTpaLiiHoro NocBigYeHHs) -
KapTOHHIA KOopooLi Yecbka Pecnybnika; 3MiHa agpecu 3asBHUKa
BTOPWHHE
nakyBaHHs
nikapcbKoro 3acoby:
I |
dapmacbtoTikanc,
NTa., Bonrapis;
KOHTPO/b SIKOCTI,
BiANOBIAa/bHI 3a
BWMNYCK Cepil:
CiHTOH XicnaHis,
C.J1., lcnaHis;
KOHTPO/b SIKOCTI,
BiANoBigabHUIA 3a
BWMNYCK Cepil:
CiHTOH c.p.0.,
Yecbka Pecny6nika
127. | NEMETPEKCE NOPOLLOK fliodpinizoBaHuin MicTpan Kenitan AHrnisA BMPOBHMUTBO Ta Yecbka BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyernmom UA/16247/01/02
A-BICTA 0151 NPUroTyBaHHA MeHexMeHT JlimiTeq, nepBuHHE Pecny6nika/ mMaTtepianis: 3MiHu | Tuny -
KOHUEHTPAaTy A1 PO3UnNHY nakyBaHHs Bonrapis/ AOMiHICTPaTBHI 3MiHW. 3MiHa
08 iHdpysii no 500 mr; no niKkapcbKoro 3acooby: Icnanis/ HaliMeHyBaHHS1 Ta/abo agpecu
500 mr y dpnakoHi; no 1 OHKOME[,
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Yecbka Pecnybnika
128. | NEMETPEKCE NOPOLLIOK NiogoinizoBaHmit MicTtpan Kenitan AHrniA BUPOBHMUTBO Ta Yecbka BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/16247/01/03
A-BICTA 0151 NPUrOTyBaHHA MenemxmeHT NlimiTeq nepBuHHE Pecny6nika/ marepianis: 3miHu | Tuny -
KOHLeHTpaTy AN PO34UNHY nakyBaHHs Bonrapis/ AAMiHICTpaTUBHI 3MiHW. 3MiHa
Ans iHdy3ili no 1000 wr; niKkapcbKoro 3acoby: IcnaHis/ HalilMeHyBaHHs Ta/abo agpecu
no 1000 mr y dpnakoHi; no OHKOME[, 3asBHMKa (BNacHvka
1 donakoHy 3 MOPOLLUKOM Y MaHypakTopiHr a.c., peecTpaLiiHOro NocBigYeHHs) -
KapTOHHIA KOopoo6Li Yecbka Pecnybnika; 3MiHa agpecu 3asBHMKa
BTOPWHHE
nakyBaHHS
niKkapcbKoro 3acoby:
Loxi |
dapmachbloTikasc,
Nta., Bonrapis;
KOHTPO/b SIKOCTI,
BiANOBiAa/IbHI 3a
BUNYCK cepil:
CiHTOH XicnaHis,
C.J1., Icnanis;
KOHTPO/b SIKOCTI,
BiANOBIAa/IbHNIA 3a
BWMNYCK Cepil:
CiHTOH c.p.o0.,
Yecbka Pecny6nika
129. | NEHTANIH Tabnetku no 10 TabneTok ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/8694/01/01
IC® y 6nicTepi; no 1 6nictepy [0[aTKOBOIO [04aTKOBOK mMartepianis: 3MiHu | TNy - 3MiHK 3
B nauvj 3 kKapToHy; no 10 BiANOBIAA/TIbHICTIO BiANOBIAA/LHICTIO AKOCTi. [OTOBWIA Nikapcbkuin 3aci6.
Tabnetok y 6nictepax "IHTEPXIM" "IHTEPXIM"

KOHTpO/b roTOBOrO /iKapCbKoro
3acoby. 3miHa y meTofax
BMNPOGYBaHHSA roTOBOro
nikapcbKoro 3acoby (He3HauyHa
3MiHa Y 3aTBEpAKEeHUX MeToaax
BMNPOGYBaHHS); CynyTHA 3MiHa -
3MiHK 3 sKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHn y
BMPO6HMLTBI. 3MiHN BUNpoOYyBaHb
abo JonyCTUMUX MEX,
BCTaHOB/IEHUX Y cnieyundikauisx,
nig Yyac BUPO6HMLITBA FOTOBOTO
nikapcbkoro 3acoby. 3MiHM y
MeToAVKax BUKOHaHHSA TecTiB
«KinbkicHe BU3HaueHHs1» y MKA
N3, ska nepeabavae Mix iHLLNM
BUKOPVCTaHHA ABOX PO34MHIB
NOPIBHAHHSA (3aNPONOHOBAHO:
PO34MH NOPIBHAHHA (&), PO34UH
nopiBHAHHSA (b)). 3Baxatroum Ha
3MiHY KiNlbKOCTi pO34MHIB
NOPIBHAHHA y TecTi «KinbKicHe
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

BU3HAYEHHS» BUHMKA
HEOBXiAHICTb B YTOUHEHHI TiIbKN
HaliMeHyBaHHS1 PO34nHY
MOPIBHSAHHS, XpoMaTorpama sikoro
BUKOPWCTOBYETLCA Y TeCTi
«lgeHTucpikauis» (lgeHtudikauis
G), a came: xpomaTorpama
po34yumHy nopiBHAHHSA (b)). Y TecTi
«PO34MHEHHS» Y 3aTBEPMKEHUXT
MKSA N3 He 6yno HaBefeHO
MOBHICTIO ONUC METOAUKN
BMKOHaHHSA, a 6yn10 HaBeAeHO
NoCcWNaHHA Ha MeTOANKY TecTy
«KinbkicHe BU3HaueHHs». 3a yMOB
3MiHU METOAMKN BUKOHAHHSA TECTY
«KinbKicCHe BU3HAYEHHS» Lie He €
KOpEeKTHMM. ToMy HaBOAUMO OnucC
METOANKN BUKOHAHHS TecTy
«Po3unHeHHs» nosHicTo. Mpn
LlbOMY [0 caMOi METOANKM TecTy
«PO34UMHEHHA» 3MIHW He
BHOCATLCA. FK CyNyTHA 3MiHa
MPOMNOHYETLCA: - 3MiHW TecTy
«KinbkicHe BU3HaueHHs1» y MKA
N3 npomixHOro npoaykTy
«paHynaT HeonyApeHW»; - 3MiHU
TecTy «KifbKiCHe BU3HAYEHHS» Y
MK$ npomiHOro npogykTty
«HeposchacoBaHi Tabnetkm; -
YTOYHEHHSI HaliMEHYBaHHS
PO34YUMHY MOPIBHAHHSA Y TECTi
«lgeHTudikauia G» y MKA
NPOMDKHOrO NPOAYKTY
«Hepo3dacoBaHi TabneTkm; -
3MiHW METOAUKV BUKOHAHHS B
MKSA «Bu3HaueHHs ofgHopigHOCTI
BMICTy Ait04OT pEYOBUHU» B
NPOMIXHWUX NPOAYKTax NikapCbKnx
3aco6iB MeHTauriH IC®, TabneTku;
3MiHN | TURY - 3MiHK 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
KOHTpO/1b roTOBOrO NikapcbKoro
3acoby. 3miHa y meTogax
BUMNPOOYBaHHA rOTOBOr0
nNiKapcbKoro 3acoby (HesHauyHa
3MiHa Y 3aTBEpAKEHUX MeToAax
BMNPOGYBaHHS); CynyTHS 3MiHa -
3MiHK 3 iKOCTi. FOTOBWIA
NiKapCbKuii 3aci6. 3MiHN y
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n/n

Hassa
JliKapcbKo20

Popma sBUMYCKY

3asiBHUK

KpaiHa

Bupo6HuK

3acoby

(nikapcbka ¢hopma,
ynakosKa)

3asiBHUKa

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

130.

MNEPEKNC
BOAHIO 3 %

PO34K1H Ona 30BHILUHLOTO

TOB "YKpaiHCbka

YKpaiHa

BMPOGHULTBI. 3MiHN BUNpoOyBaHb
abo fonycTUMUX MEX,
BCTAHOB/IEHNX Y cneuudikauisx,
nig Yyac BUPO6HMLITBA FOTOBOTO
nikapcbkoro 3acoby. 3MiHa
METOAMKN BUKOHAHHSA TECTy
«OAHOPIZHICTb A030BaHNX
oauvHuLb» y MKA T3 Ta,
BIANOBIAHO, 3MiH& METOAUKN TECTY
B MK4 /13 npomikHOro npogykTy
«HeposdhacoBaHi TabneTkm»(ak
CYNyTHS 3MiHa); 3MiHu | Tuny -
3MiHK 3 sKOCTi. FoTOBWIA
nikapcbkuii 3aci6.
KOHTpO/1b roTOBOrO NikapcbKoro
3acoby. 3miHa y meTogax
BUMNPOOYBaHHA rOTOBOrO
nNiKapcbKoro 3acoby (HesHauHa
3MiHa Y 3aTBEpAKEHUX MeToAax
BMNPOGYBaHHS); CyNnyTHS 3MiHa -
3MiHK 3 iKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOOHULTBI. 3MiHM BUNpobyBaHb
abo 4oNyCTUMUX MEX,
BCTAHOBJIEHNX Y crneuudikauisx,
nif yac BUPOBGHMLTBA FOTOBOMO
NiKapcbKoro 3acoby. YTOUHEHHSA
Ha3su PC3 meTamizony HaTpito
MOHorigpaTy B TecTax
«P0O34nHEHHR», «CynpoBigHi
OOMILLKM», «KinbKicHe
BU3HayeHHA» y MKA /13 Ta,
BiANOBIAHO, Y TecTi «KinbkicHe
BM3HAYEeHHs» Y MKA NpomMikHNX
NPOAYKTIB «paHynsaT
HeanyapeHuit», «HeposdacoBaHi
Tabnetkn» Tay MKA
«BW3HaYeHHA O4HOPIAHICTI BMICTY
Lit040i PEYOBUHM» B NPOMIXHNX
npoaykTax nikapcbkux 3acobis
MeHTaNriH® IC,TabneTku (sK
CynyTHS 3MiHa)

3acrtocyBaHHs 3 % no 50
My thriakoHax CKIsSHMX,
no 100 mn y 6aHkax
nosnimMmepHux abo

hnakoHax nosaiMepHux, no

hapmaueBTMyHa
KoMnaHis"

MNpvBatHe
akuioHepHe
TOBapucTBo "bionik"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaviiiHnX
marepianis: 3MiHW | TUMY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBEHHS
TEKCTY MapKyBaHHS ynakoBKM

NiKapcbKoro 3acoby 3 BHECEHHSAM

6e3 peyenma

UA/6318/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
200 mn y dpriakoHax iHchopmawii LWwoao 3a3HaveHHs
nosiMepHuUx OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl
131. | NEPMETPUH cnpein 0,5% no50ry AT "Ctoma" YkpaiHa AT "Ctoma" YkpaiHa BHECEHHS 3MiH 10 peecTpavLiiiHnX 6e3 peyenma UA/3417/01/01
6as10Hi 3 k1anaHoM mMartepianis: 3MiHU | TUNY - 3MiHK 3
HaCcoCHOro Tuny Ta AKOCTi. [OTOBWIA Nikapcbkuin 3aci6.
posnuntoBayem; no 1 KOHTpO/b roTOBOrO iKapCbKoro
6a10Hy B nauLliH 3acoby - BHECEHHS 3MiH 0
Cneuucpikauii/MeTogis
BMNpobyBaHHA 13, 30kpema:
nokasHvkn "lgeHTudikauis",
"TyctmHa", "MBY", KinbkicHe
BU3HAUYEHHA" - ONOBHEHO
Bi4NOBIAHMM NOCUMAHHAM Ha
Aitody pegakuiro Y
132. | NEPMETPUH cnpeii 0,5 % in bulk: no 50 AT "Ctoma" Ykpaina AT "Ctoma" YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHnX - UA/15617/01/01
r'y 6a10Hi 3 KnanaHom mMartepianis: 3MiHU | TUNY - 3MiHK 3
HacoCHoro Tvny Ta AKOCTi. [OTOBWIA Nikapcbkuin 3aci6.
posnuntoBayem; no 160 KOHTpO/b roTOBOrO /iKapCbKoro
6asioHIB B ALLMKY 3acoby - BHECEHHS 3MiH 0
Cneuucpikauii/MeTogis
BMNpobyBaHHA /13, 30kpema:
nokasHvkn "lgpeHTudpikauis®,
"TyctnHa", "MBY", KinbkicHe
BU3HAYEHHA" - ONOBHEHO
Bi4NOBIAHMM NOCUMAHHAM Ha
Aitody pegakuito Y
133. | NEPMETPUH PO34UH HaLLKipHuii 0,5 % AT "Ctoma" Ykpaina AT "Ctoma" YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHnX 6e3 peyenma UA/3417/02/01
no 50 r y cpnakoHi, no 1 marepianis: 3miHu | Tuny -
dhnakoHy B nauuj BHECEHHS 3MiH g0
Cneuudpikanii/MeTopis
BunpobyeaHHA 13, 30Kkpema:
nokKasHuKn "lgeHTundpikauis”,
"TyctnHa", "MBY", KinbkicHe
BW3HAYEHHSA" - OMNOBHEHO
Bi4MOBIAHMM NOCUIAHHAM Ha
nirouy pegakuio 4Py
134. | NEPTYCWUH cupon in bulk: no 100 mny MAT "Tanuudpapm" YkpaiHa MAT "Tannuchapm” YkpaiHa BHECEHHS 3MiH 10 peecTpavyiintHnx - UA/9554/01/01

chnakoHi abo 6aHui, no 48
chnakoHiB abo 6aHOK y
KOpO6i KapTOHHOMY

Marepianis: 3miHu | Tuny -
BHECEHHS 3MiH Y peecTpalLliiiHe
[0CbE NoB'A3aHe 3 HeOOXIAHICTIO
npuBefeHHs cneuudikauii Ta
METO/iB KOHTPO/IK0 AOMNOMIKHOI
peyosuHM ETaHon (96%) Ao sumor
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

EP/Q®Y, pitove BuAaHHS a came
n. «J1eTki 4OMILLKM» (NpUBEeLEHHS
[0 MoHorpadii EP/A®Y ETaHon
(96%); BBeaeHHs n. «<O6’emHa
yacTtka eTaHosy»; M.
«Mikpob6ionoriyHa uncrora»
(NpviBegeHHs y BiAMOBIAHICTb f0
3arasibHOI cTatTi EP/A®Y, 5.1.4);
BUJTYYEHHS M. «3asi30»; BHECEHHs
pefakuifiHuX NpaBokK; CyMyTHS
3MiHa - 3MiHKW 3 sKOCTi. FoTOBWUIA
nikapcbkuii 3aci6. KoHTponb
[OMOMDKHMX PEYOBUH. 3MiHa Y
mMeToAax BUNpPoGyBaHHSA
[ONOMDKHOT peHOBUHY (IHLLI 3MiHK
y MeTogax BMnpobyBaHHs
(BKTKOYatOUM 3aMiHy abo
[0fiaBaHHs)); 3MiHW | TURY —
BW/TyYEHHS 3 peecTpaliiiHoro
[0CbE iHhopmauii, Wwoao Ha3su
BVPOGHMKIB AOMNOMDKHUX PEYOBUH
(3aTBEPAXEHO BUPOOHMKA
[0MOMDKHOT peyoBuHM ETaHon
(96%) THi3aMUIBCHKUIE fepXaBHWI
CNUPTOBWIA 3aBOA), Y 3B'A3KY i3
nepioguyHNMK 3mMiHaM1 Ha3B
BMPOGHUKIB JONOMDKHUX PEYOBVH,
OCKiNTbkM cneundikauisi Ta metoam
KOHTPO/IO SAKOCTi IAEHTUYHI ANns
BCIX BUPOBHVKIB

135.

NEPTYCUH

cupon, no 100 mny
hnakoHax abo 6aHkax; no
100 mn y chnakoHi abo
6aHui, no 1 donakoHy abo
6aHLi y nayuji

MAT "Fanuudcpapm”

YKpaiHa

MNAT "Tannucapm”

YkpaiHa

BHECEHHS 3MiH 10 peecTpavLiiiHnX
MaTepianis: 3MiHu | Tuny -
BHECEHHS 3MiH Y peecTpauiiiHe
[OCbLE MNOB'si3aHe 3 HeOOXiAHICTIO
npuBefeHHs cneundikaii Ta
METOZiB KOHTPO/IHO AOMOMIKHOI
pevoBuHM ETaHon (96%) oo Bumor
EP/O®Y, pitove BUAAHHA a came
n. «J1eTki 4OMILLKM» (NpUBELEHHS
00 MoHorpadii EP/A®Y ETaHon
(96%); BBefieHHA N. «O6’emHa
yacTka eTaHony»; n.
«Mikpob6iosnoriyHa uncrota»
(NpvBeAeHHs Yy BIANOBIAHICTb A0
3arasibHoi ctatTi EP/AdY, 5.1.4);
BUTYYEHHS N. «3aiz0»; BHECEHHS
peAakuiiHX NpaBokK; CynyTHA
3MiHa - 3MiHM 3 aKocTi. FoToBWMiA
niKkapcbkuii 3aci6. KoHTponb

6e3 peyenma

UA/0749/01/01

140




n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

[OMOMDKHMX PEYOBUH. 3MiHa Y
mMeToAax BUNpPoGyBaHHSA
[ONOMDKHOT peYOBUHY (IHLLI 3MiHK
y MeTogax BMnpobyBaHHs
(BKTHOYatOUM 3aMiHy abo
[l0iaBaHHs)); 3MiHW | TURY —
BW/TyYEHHS 3 peecTpaliiiHoro
[0CbE iHhopmauii, Wwoao Ha3su
BVPOGHWKIB AOMNOMDKHUX PEYOBUH
(3aTBEPAXEHO BUPOOHMKA
[0MOMKHOT peyoBuHM ETaHon
(96%) THi3aMUIBCHKUI fepXaBHWI
CNUPTOBWIA 3aBOA), Y 3B'A3KY i3
nepiognuyYHNMK 3mMiHaM1 Ha3B
BMPOGHUKIB JONOMDKHUX PEYOBVH,
OCKiNTbkM cneuudikauis Ta metoam
KOHTPO/I0 SAKOCTI IAEHTUYHI ANns
BCIX BUPOBHVKIB

136.

niHOCON®

cnpeii Ha3asTbHUIA, PO3YWH
Ne 1: no 10 mn y dhnakoHi
B KOMIN/IEKTi 3 HACOCOM-
[03aTOpOM 3
posnunoBavem
Ha3a/IbHOTO NpU3HAYEHHS;
no 1 donakoHy y KapTOHHIl
Kopobui

TOB "CaHodi-ABEHTIC

YkpaiHa"

YKpaiHa

AT "CaHeka
dapmacbioTikans",
CnoBaubka
Pecny6nika
(BignoBifanbHwWii 3a
KOHTPO/b Ta BUMYCK
cepiii); MAT
"®apmak”, YkpaiHa
(BignoBifanbHuii 3a
BMPOGHMLTBO
PO34MHY, NEPBUHHE
Ta BTOPUHHE
nakyBaHHs1)

CnoBaLbka
Pecny6nika/
YkpaiHa

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

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHVX AaHuX Npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy chapmakoHarnsgy,

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

YMOBHOB&XeHOT 0CobM 3as1BHMKa,

BignoBiganbHOI 3a
hapmakoHarnsg.
MponoHoBaHa pegakuis:
XopakiBcbka TeTsHa
BauecnasiBHa. 3MiHa KOHTaKTHWX
[aHVX YNOBHOB&XeEHOI 0co6u
3as1BHVIKa, BigNoBiAa/IbHOT 3a
dhapmakoHaring,

6e3 peyenma

UA/6606/01/01

137.

MNIPALETAM

TabneTkn, BKPUTI

MAT "lranuydcpapm"

YKpaiHa

MAT "lanunuychapm”

YKpaiHa

BHECEHHS! 3MiH 10 peecTpaLiiHnxX

3a peyenmom

UA/0901/02/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
060510HKot0, Mo 200 Mr no marepianis: 3MiHN | TUMY - 3MiHK
10 Tabnetok y 6nictepi; BHECEHO A0 po3finis
no 3 abo 6 6nictepis y "MpoTunoka3aHHsa", " Baemogis 3
nauu, iHWKMKW NikapcbkMKM 3acobamu Ta
iHLWI BMAW B3aemogiit",
"Oco61MBOCTI 3aCTOCYyBaHHA",
"3paTHiCTb BNAMBaTU Ha
LWIBWAKICTb peakuii npy KkepyBaHHi
aBTOTPaHCMNOPTOM a60 iHWMMK
MexaHismamu", "To6iuHi peakwyji"
BiANOBIAHO 4,0 OHOB/IEHOT
iHdhopmauii pedhepeHTHOro
npenaparty HooTponin, Tabnetkn
BKpPUTI NNIBKOBOK 060MOHKOH0.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALIB MiC/1A 3aTBEPLKEHHS
138. | NIPOKCUKAM Tabnetku no 0,01 r, no 10 MAT "Ximdapmsasoz Ykpaina MAT YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/2058/01/01
Tabnetok y 6nictepax; no "YepBoHa 3ipka" "Ximchapm3sasog marepianis: 3MiHN | TUMY - 3MiHW
10 Tabnetok y 6nicTepi; "YepBoHa 3ipka" BHECEHO A0 IHCTPYKUIiT Ans
no 1 abo 2 6nictepu B MeAUYHOro 3acToCyBaHHS
nauuj 3 KapToHy nikapcbkoro 3acoby A0 po3ginis
"Oco6nMBOCTI 3acTOCyBaHHS" Ta
"Mo6ivHi peakuii” BignNoBigHO A0
OHOB/IEHOT iHdhopMaLii 3 6e3neku
L0401 peyoBUHU iKapCbKOro
3acoby. BBefieHHs 3MiH NPOTArom
3-X MmicALiB nicnsA 3aTBEPKEHHS
139. | NNABIKC® TabneTku, BKpUTI TOB "CaHodhi-ABEHTIC Ykpaina CAHO®I BIHTPOIN PpaHuin BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/9247/01/02

060/10HKOI0, N0 300 Mmr; Ne
10 (10x1): mo 10 TabneTok
y 6nicTepi; no 1 6nictepy
B KapTOHHIi KopobLyi

YkpaiHa"

IHOACTPIA

marepianis: 3MiHW | TURY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy. BeefeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy thapmakoHarnsgy,
3MiHa yNOBHOB&XeHOI 0cobu,
BignoBiga/bHOI 3a 3AjACHEHHS
hapMakoHarnaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3aABHUKa A1 3MiICHEHHS
hapmakoHarnagy B YkpaiHi, Ko
BOHa BifMiHHA Bif, yNOBHOBaXEHOI
ocobw, BignoBigasibHOI 3a
3[jiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTaKTHI faHi)
Ta/abo 3MiHV y PO3MILLEHHI
mMacTep-chaiina cuctemm
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

thapmakoHarnsgy) - 3miHa
YMNOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnsag.
MponoHoBaHa pegakuis:
Xopakiscbka TeTaHa
BayecnasiBHa. 3MiHa KOHTaKTHUX
[aHux yrnoBHOBaXXeHO! 0cobu
3asBHMKa, BiANOBIAaIbHOT 3a
thapmakoHarnag,

140.

NMNASMOBEH®

pO34uH A8 iHgYysili; no
500 mn 'y doiakoHi

MpAT
"bapmavueBTnyHa
thipma "AapHuusa”

YKpaiHa

MpAT
"PapmaueBTnyHa
thipma "AapHuus"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviiiHnx
marepianis: 3MiHu | TUnNy - 3MiHN 3
SKocTi. [0TOBWIA Nikapcbkuii 3aci6.
CT1abinbHiCTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax
36epiraHHsA roTOBOr0 /liKapCbKOro
3aco0by (36iNbLUeHHs TepMiHY
NPWAATHOCTI TOTOBOIO /iKaPCbKOro
3acoby) - s ToproBoi ynakoBKu
(niaTBEPOXKYETHCA AAHUMU
peasibHOro Yacy) - 36i/bLUEHHSI
TepMiHy NpWAATHOCTI FOTOBOTO
niKkapcbKoro 3acooby.
3aTtBepaxeHo: 1,5 pokis;
3anponoHoBaHoO: 2 poku. 3MiHu
BHECEHI B IHCTPYKL,t0 ANns
Me[MYHOro 3actocysaHHsa /13y p.
"TepMiH npugaTtHocTi”. BBegeHHs
3MiH NPOTArom 6-TM MicAliB 3 gatn
3aTBEPKEHHS

3a peyenmom

UA/17779/01/01

141.

MNOJIABI

NOPOLLIOK A/1A
KOHL,eHTpaTy A4/1a po3ynHy
Ans iHdoysii no 140 mr, no
1 donakoHy y KapTOHHIlA
Kopo6Li

®.XohpmaHH-/158 Pow

nrg

LLiBeiuapis

BCM
dapmacbioTikans
C.n.A,, lTania
(BMpPOGHMLTBO
Hepo3dacoBaHOl
nNpoAyKuii, NnepBuHHe
nakyBaHHS,
BMNPO6YBaHHA
KOHTPO/O SIKOCTI
(TiNbKM Ha
CTepUnbHICTb Ta
6akTepianbHi
€HOO0TOKCUHN));
NoHsa 114,
Llseiiuapis
(BnpobyBaHHs
KOHTPO/O AKOCTI
OKpiM aKTMBHOCTI,

ITanis/
LLiBeiiuapis

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMartepianis: 3MiHu Il TNy - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsagy. [Hwi 3miHn, aki
He BBIlLLNN y Lieii po3ain, ski
BK/1I0YAIOTb NOAAHHSA pe3y/bTaTis
JocnigXeHb 10 KOMNETEHTHOrO
opraHy 3asiBHUKOM OHOBJ/IEHO
MnaH ynpasniHHA pu3nkamu,
Bepcia 1.5 y 3B’A3Ky 3 3MiHOIO
KaTeropii gocnigpkeHHs GO29365.
3MiHU BHECeHi 0 YacTuH |
Ornsapg nikapcbkoro 3acoby”, Il
«MnaH 3 dhapmakoHarnagy», Vi
"Pestome MNnaHy ynpasniHHA
pusnkamun” Ta VIl «Jopatkm»

"

3a peyenmom

UA/18465/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

CTepubHOCTI Ta
H6akTepiasibHMX
€H0TOKCUHIB);

®.XothcpmaHH-/15

Pow NTpA,
Lseliuapis
(BnpobyBaHHs
KOHTPO/O AKOCTI
(TinbKM
aKTMBHOCTITb),
BTOPWHHE
nakyBaHHs1, BUNYCK
cepii)

142.

NMONIAEKCA

Kpanni ByLLUHi, PO34uH, Mo
10,5 mn y chnakoHi; no 1
ch1akoHy 3 MiNeTKot B
KapTOHHIA KOopoo6Li

Nab6opaTopii bywapa
Pekopgari

dpaHuis

dapmacTep

PpaHuin

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHu | TUnNy - 3MiHN 3
SKocTi. [0TOBWIA Nikapcbkuii 3aci6.
3MiHM Y BUPOBHULTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYHTLCA
BWMYCKY Cepii Ta KOHTPOJ/IK0 SKOCTI
roTOBOrO NiKapCbKOro 3acoby
(3amiHa abo foaaBaHHA
BMPOGHUKa, LU0 Bignosigae 3a
BBE3eHHA Ta/abo BMnyck cepir) -
He Br/tovatoun
KOHTPO/Ib/BUNPOBYBaHHSA cepil -
3amiHa BUPOGHMKa
BiANOBIAa/IbHOrO 3a BMNYCK cepii 3
Na6opaTtopii bywapa Pekopgarti /
Laboratories Bouchara Recordati
(IMmme6nb “fle BinbCcoH”, aBeH0 ay
'eHepan ge MNonnb 70, 92800
MYTO, ®paHuisa / Immeuble “Le
Wilson”, 70 avenue du General de
Gaulle, 92800 PUTEAUX, France
Ha dapmactep / Pharmaster (3oHe
IHgacTpienne ge Kpadt 67150,
EpcTeiiH, ®paHuisa / Zone
Industrielle de Krafft 67150,
Erstein, France). Bupo6Huk
dapmacTep, PpaHuis 6yB paHiwe
3a3HaueHwuii y po3gini 3.2.P3.1.
Brpo6HWK(M), IK BUPOBHUK,
BiANOBIAA/IbHNIA 32 BUPOOHULITBO
Hepo3dracoBaHOT NPoAYKLi,
nepBUHHA Ta BTOPMHHA YNaKoBKa,
KOHTPO/b SKOCTi. 3MiHW BHECEHO B
IHCTPYKLi0 ANA MeguyHoro
3aCTOCYBaHHS LWOA0
HaliMeHyBaHHA Ta

3a peyenmom

UA/2699/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
MiCLLe3HaXOKEHHS BUPOOHMKA 3
Bi4NOBIAHVMUN 3MiHAMU Y TEKCTI
MapKyBaHHS yMakoBKU iKapCbKOro
3acoby
143. | MPOKTO3AH® Masb pekTasibHa, no 20 r "Xemodhapm" Al Pecny6nika KOHTPO/b cepil, Pecny6nika BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/4645/01/01
HEO masi y Ty6i; no 1 Ty6i 3 Cepbis [03BiN Ha BUMYCK Cepbis marepianis: 3miHu | Tuny -

an/iikaTopoM Yy KapTOHHIl
Kopobui

cepii:
"Xemodhapm" AL,
Pecny6nika Cep6is;
BMPOGHMLTBO
Hepo3dgacoBaHOl
NpoAyKLUii, NepBUHHA
Ta BTOPVHHA
ynakoBka, KOHTPO/b
cepii:
"Xemodcpapm" AL,
Bpuwau, Bigain
BMPOGHMYA
AinbHuus LWabau,
Pecny6nika Cepbis

AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
3asBHMKa (BNacHvka
peecTpaLiiHOro NocBigYeHHS)
3MiHa Ha3BM KpaiHu 3asBHuKa M13.
BBeaeHHs 3MiH NpoTArom 6-Tu
MicSLIB MiCNS 3aTBEPAXKEHHS.
3MiHM | TUNY - AOMIHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NPOBaPKEHHS AISNIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro
nNikapcbKoro 3acoby, BKIoYa4n
AOinbHULI BUNYyCKy cepii abo micue
NPOBELEHHS KOHTPOJTHO SKOCTI.
(misnbHicTb, 3a Ky BignoBifae
BMpPOGHUK/IMNOpTEp, BKIOYaKUM
BWMYCK Cepiii) 3MiHa Ha3BU KpaiHu
BMpOGHUWKa /13, BiANOBIga/TLHOrO
3a KOHTPO/b cepil, A03BiN Ha
BWMNYCK cepii, 6e3 3MiHn Micus
BMPO6HULTBA BBEAEHHS 3MiH
NpOTArom 6-Tv MicsLiB nicns
3aTBEPAXKEHHS
3MiHu | TUNY - AgMiIHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micusa
NPOBaPKEHHS AiANbHOCTI
BUPOGHMKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIOYaum
AinbHULI BUNYCKy cepii abo MicLe
NpoBeAEeHHA KOHTPOJO SKOCTI.
(misnbHiCTb, 3a AKy Bignosifae
BMPOGHUWK/iMNopTep, He
BK/IOYA0UM BUMYCK Cepiid) 3MiHa
Ha3BW kpaiHn BUpobHuka N3,
BiANOBIAA/ILHOrO 3a BUPOGHNLTBO
Hepo3dracoBaHOT NPoAYKLi,
NepPBUHHY Ta BTOPUHHY YMNakoBKy,
KOHTpOnb cepii, 6e3 3MiHM micus
BMpPOBOHULTBA
BBefeHHs 3MiH NpoTArom 6-Tu
MicALiB Mic/1A 3aTBEPAKEHHS.
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

144.

MPOCTASAH-
BICTA

TabneTky NposIoHroBaHol
aii no 0,4 mr no 10
Tabnetok y 6nictepi; no 3
6nicTepun y KapTOHHIl
KopooLi

Mictpan Kenitan
MeHexMeHT JlimiTeq,

AHrnis

BMPOGHMLTBO,
nepBuHHe, BTOPUHHE
nakyBaHHS,
KOHTPO/b SIKOCTI,
BUNYCK cepil:
CiHTOH XicnaHis,
C.J1., IcnaHis;
BUPOBHMLTBO,
nepBUHHE, BTOPUHHE
nakyBaHHS,
KOHTPO/b SIKOCTI:
PotteHgopd ®apma
v6X, HimeuunHa;
nepBUHHe, BTOPUHHE
nakyBaHHS:

i |
dapmachbioTikasc,
Nta, Bonrapis;
KOHTPO/b SIKOCTI,
BUNYCK cepil:
CiHTOH BB,
Higepnanamn

Icnanisi/
Himeuuunna/
Bonrapis/
HigepnaHgn

BHECEHHS 3MiH [0 peecTpavyiiiHnX
MaTepianis: 3MiHu | Tuny -
AOMiHICTpaTMBHI 3MiHU. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
3asBHUKA (BNacHuKa
peecTpavLiiHoro NocBigYeHHs) -
3MiHa afpecu 3asBHMKa

3a peyenmom

UA/17365/01/01

145.

NMPOCTASAH-
BICTA

Kancynm 3
MoandikoBaHUM
BMBI/TbHEHHAM, TBEpAi No
0,4 mr, no 10 kancyn y
6nicTepi; no 3 6nictepn y
KapTOHHIA KopooLi

MicTpan Kenitan
MenemxmeHT NlimiTesq

AHrnis

BUPOBHMLTBO,
nepBuHHE, BTOPYHHE
nakyBaHHS,
KOHTPO/b SIKOCTI,
BWMNYCK Cepil:
CiHTOH XicnaHis,
C.1., IcnaHis;
BMPOGHMLTBO,
nepBUHHE, BTOPUHHE
nakyBaHHs,
KOHTPO/b AKOCTI:
PoTtTeHgopd dapma
M6X, HimeuuunHa,;
BMPOGHMLTBO,
nepBUHHE, BTOPUHHE
nakyBaHHs,
KOHTPO/b AKOCTI:
damap A.B.E.
AHTy3a NnaHT,
peuis

Icnanis/
Himeyuunna/
Ipeuis

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
3asBHMKa (BNacHvka
peecTpauiiHOro NocBigYeHHS)
3MiHa agpecu 3asBHUKA.

3a peyenmom

UA/17058/01/01

146.

MPOCTATOH

rpaHynu no 10 r y neHani
nonimepHomy; no 1
neHany B nauyli 3 KapTOHY

MpAT "HaujioHanbHa
[omeonaTnyHa
Cninka"

YKpaiHa

MpAT "HauioHanbHa
[omeonartnyHa
Cninka"

Ykpaina

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

TEKCTY MapKyBaHHS ynakoBKu

NiKapcbKoro 3acoby 3 BHECEHHSAM

iHdbopmaLii Woao 3a3HaYeHHs

6e3 peyenma

UA/3827/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

OAVHWLb BUMIPOBaHHS Y CUCTEMI
Sl

147.

MNPOTAPION

Kpanni HazanbHi/BYLLUHI,
po34nH 2 % no 10 MmNy
cknsHomy donakoHi Ne 1

XimiuHo-
hapmaueBTMyHa
nab6opartopis "A.

Cenna" c.p.n.

ITanis

XimiuHo-
hapmaLeBTUYHA
na6opartopis "A.

Cenna" c.p.n.

ITanis

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

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3ara/lbHEHNX AaHnX Npo
cuctemy hapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy chapmakoHarnsgy,

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

YMOBHOBaXeHOT 0CObM 3as1BHMKa,

BignoBiganbHOI 3a
hapmakoHarnsg.
MponoHoBaHa pepakuis: Dr.
Massenzio Fornasier. 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXKEHOT
0Cco6M 3as1BHMKA, BignoBigasbHOT
3a (papmakoHarnag,. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI
0cobu ynoBHOBaXeHOT 0cobum
3asBHVKa, BigNoBiAa/IbHOT 3a
hapmakoHarnsg B Ykpaini. 3miHa
MicLs1 34 ACHEHHA OCHOBHOT

LisNbHOCTI 3 hapmakoHarnagy.

3MiHa MicLLe3Hax04KEHHS MacTep-
thaiina cuctemun chapmakoHarnsgy

6e3 peyenma

UA/15220/01/01

148.

NYNbMIKOPT

cycneHsis gns
po3nunexHs, 0,25 mr/m;
no 2 M/ B KOHTeHepi; no
5 KOHTeliHepiB y KOHBEpTI;
no 4 KOHBEPTU Y KApPTOHHIl
Kopoo6Ui

AcTpa3eHeka Ab

Lseuis

Bupo6bHunuTBO,
KOHTPO/b AKOCTi Ta
BUNYCK cepii:
AcTpa3eHeka Ab,
Lsewis;
KoHTposb AKocTi:
AcTpa3eHeka Ab,

LLiBeuis

BHECEHHS 3MiH [10 peecTpaviliHnx
mMarepianis: 3MiHu | Tuny - 3MiHu 3
sKocTi. FoToBWIA Nikapcbkuii 3aci6.
3MiHV Y BUPOBHULTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYHOTLCA
BUNYCKY Cepii Ta KOHTPOHO AKOCTI
roTOBOrO NIiKapCbKOro 3acoby

3a peyenmom

UA/5552/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

LLBeuis

(3amiHa abo goAaBaHHSA AiTbHUL,
Ha SIKii 34jiCHI0ETbCS
KOHTPONb/BUNPOGYBaHHSA cepil)
BBefAeHHA anbTepHaTUBHOI
BUPOBHNYOT AiNbHULL
AcTpa3eHeka Ab, l'epTyHeBereH,
Copepran’e, 15185, LBeuisa gns
npoBefeHHA KOHTPOSI0 AKOCTI /13,
3 feTanizaujiero qyHKuil
3apeECcTPoBaHOro BUPOGHYMKa
AcTpa3eHeka Ab, ®opckaprartaH
18, Copeptaui’e, 15185, Lseuijs.
BBegeHHA 3MiH npoTArom 6-tm
MicALIB Nic/1A 3aTBEPIAKEHHS.

149.

NYNbMIKOPT

cycneHsis ans
posnunenHs, 0,5 mr/mn; no
2 M B KOHTeliHepi; no 5
KOHTElHepiB Y KOHBEPTI;
no 4 KOHBEPTU Y KapTOHHIl
Kopobui

AcTpa3eHeka Ab

Lseuis

Brpo6HMUTBO,
KOHTPO/Ib AKOCTi Ta
BUNYCK cepi:
AcTpa3eHeka Ab,
LLBeuist;
KoHTposb sikocTi:
AcTpa3eHeka Ab,
LLBeuis

LLisewjs

BHECEHHS 3MiH [0 peecTpavuiiHnX
Marepianis: 3MiHu | Tuny - 3mMiHu 3
siKocTi. FOTOBWMIA Nikapcbkuii 3aci6.
3MiHu y BUPOGHMLTBI. 3MiHa
iMnopTepa/aMiHu, L0 CTOCYHOThCA
BUNYCKY Cepii Ta KOHTPOIO AKOCTI
roTOBOrO NiKapCbKOro 3acoby
(3amiHa abo goaaBaHHSA AibHUL,
Ha SIKii 34jiCHI0ETbCS
KOHTPONb/BMNPOGYBaHHSA cepil)
BBefeHHA anbTepHaTUBHOI
BUPOBHNYOT AiNbHULL
AcTpa3eHeka Ab, epTyHeBereH,
Copepran’e, 15185, LUBeuisa ans
nNpoBefeHHA KOHTPOSI0 AKOCTI /13,
3 AeTanisauieto pyHKuii
3apeEcTpoBaHOro BUPO6HMKa
AcTpa3eHeka Ab, dopckaprartaH
18, Cogeptaui’e, 15185, Lseuis.
BBegeHHS 3MiH NpoTArom 6-tm
MiCALIB MiC/1A 3aTBEPAKEHHS.

3a peyenmom

UA/5552/01/02

150.

MNYPEIMOH®

pO3unH A1 iH'ekuiin, 833
MO/mn no 0,420 mn (300
MO/0,36 mn) a6o 0,780
mn (600 MO/0,72 mn) y
KapTpuaxi; no 1
KapTpULKy Yy BigKpUTOMY
naacTMKoBOMY /TIOTKY B
KOMM/IEKTi 3 ronkamu, no 2
KOMNIEKTW roNoK — 2
KapTOHHI KOPOOKM (KOXeH
KOMNEKT No 3 roskw,
KOXHa roska B
iHAMBIgyanbHOMY
n1acTUKoBOMY

OpraHoH CeHTpan IcT
r6X

LLisefuapis

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

(BMPOGHMLTBO
Hepo3dhacoBaHOl

npoaykuii Ta
nepBrHHA yNakoBka,
KOHTPO/b SIKOCTI,
TeCcTyBaHHS

CTEepPWIbLHOCTI Ta

bakTepianbHKX

€HAO0TOKCUHIB
roTOBOrO
NikapcbKoro 3acoby

Himeuunna/
HigepnaHnamn

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHu | TUNY —
BBEJEHHS 104aTKOBUX
nocTavasibHUKIB peareHTiB,
TeTepameTun6eHsnguHy (TMB),
nepekcmay mouvesuHn (UP) Ta
ochaTHO-6YPEPHOrO PO3UUNHY 3
TeiHom (PBS Tween 20 x
concentrated), Thermo Scientific
Ta KPL (Sera Care), Wwo
BUKOPVCTOBYHOTHCS Y
iMmyHOotbepmeHTHOMY aHanisi (EIA)
015 BUSIBNEHHS goMiwkn RRT
0,86 Ait040i peyoBMHK

3a peyernmom

UA/5023/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KOHTEHepI) y KapTOHHIiA
nauui

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

dhoniTponiHy 6eTa; 3MiHu | TNy -
3MiHU METOAMKM 3@ NOKa3HWKOM
«pl distribution and Specific
Gravity», MeTof i30enekTpuyHe
hoKyCyBaHHS Y
noniakpunamigHomy reni (IEF), a
came, BUTy4YeHO NYHKT o0
36epiraHHsa rento nicnsa aHanisy

151.

MATUPYATKA
®IC

Tabnetku, no 10 TabneTok
y 6nicTepi, no 1 6nictepy
B nauLj 3 KapToHy

ToBapucTBO 3
[0aTKOBOIO
BiANOBIAA/TIbHICTIO
"IHTEPXIM"

YKpaiHa

ToBapucTso 3
[04aTKOBOO
BiANOBIAA/LHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaviiiHnX
mMartepianis: 3MiHU | TUNY - 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbkuin 3aci6.
KOHTpO/b roTOBOrO MiKapCbKoro
3acoby. 3miHa y meTofax
BMNPOGYBaHHA roTOBOro
nikapcbKkoro 3acoby (He3HayHa
3MiHa Y 3aTBEpAKEeHUX MeToaax
BMNPOGYBaHHSA); CynyTHA 3MiHa -
3MiHu 3 sKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHn y
BMPO6HMLTBI. 3MiHN BUNpPOOYyBaHb
abo JonyCTUMUX MEX,
BCTaHOB/IEHUX Y crnieyundikauisx,
nig Yyac BUPO6HMLITBA FOTOBOMO
niKapcbKoro 3acoby - 3MiHu y

3a peyernmom

UA/8698/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
MeToAMKax BUKOHaHHS TecTiB

«KinbkicHe BU3HaueHHs1» y MKA
N3, Aka nepefbavae Mix iHLLIUM
BUKOPVCTaHHA ABOX PO3UMHIB
NOPIBHAHHSA (3aNpPONOHOBaHO:
PO34MH NOPIBHAHHSA (&), PO34VWH
nopiBHaHHSA (b)). 3Baxarumn Ha
3MiHY KiNIbKOCTi pO34YMHIB
NOPIBHAHHSA Y TecTi «KinbkicHe
BU3HAYEHHSA» BUHMKA
HEOBXiAHICTb B YTOUHEHHI TiIbKN
HaliMeHyBaHHS1 PO3UnHY
MOPIBHSAHHS, XpoMaTorpama sikoro
BUKOPWCTOBYETLCA Y TECTi
«lgeHTucpikauis» (lgeHtudikauis
G), a came: xpomaTorpama
po34mHy nopiBHAHHSA (b)). Y TecTi
«PO34MHEHHS» Y 3aTBEPMKEHUXT
MK$A N3 He 6yno HaBefeHO
MOBHICTIO ONUC METOAUKN
BMKOHaHHSA, a 6yn10 HaBeAEeHO
NocWNaHHA Ha MeTOoANKY TecTy
«KinbkicHe BU3HaueHHs». 3a yMOB
3MiH/ METOAMKN BUKOHAHHSA TECTY
«KinbkicCHe BU3HaAYEHHS» Lie He €
KOpeKTHMM. ToMy HaBOAUMO OnuC
METOANKN BUKOHAHHS TecTy
«Po3unHeHHs» nosHicTo. Mpn
LlbOMY [0 caMOi METOANKM TeCTy
«PO34nHEHHS» 3MiHW He
BHOCATLCA. FK CyNyTHA 3MiHa
MPOMNOHYETLCA: - 3MiHW TecTy
«KinbkicHe BU3HaueHHs1» y MKA
N3 npomixHOro npoaykTy
«paHynaT HeonyApeHW»; - 3MiHU
TecTy «KifbKiCHe BU3HAYEHHS» Y
MK$ npomikHOro npogykry
«HeposchacoBaHi Tabnetkm; -
YTOYHEHHSI HaliMEHYBaHHS
PO34YUMHY MOPIBHAHHSA Y TECTi
«lgeHTudikauia G» y MKA
NPOMDKHOrO NPOAYKTY
«Hepo3dacoBaHi TabneTkm; -
3MiHW METOAUKV BUKOHAHHS B
MKSA «Bu3HaueHHs ofgHopigHOCTI
BMICTy Ait04OT pEYOBUHU» B
NPOMIXHWUX NPOAYKTax NikapCbKnx
3aco6iB M'aTnpuatka® IC,

TabNeTkn; 3MiHN | TMny - 3MiHK 3
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

AKocTi. [oToBWIA Nikapcbknii 3aci6.
KOHTpO/b roTOBOrO MikapcbKoro
3acoby. 3miHa y meTogax
BUMPOOYBaHHA rOTOBOIO
nikapcbKoro 3acoby (He3HayHa
3MiHa y 3aTBEpAKEHNX MeTofax
BMNPOGYBaHHS); CynyTHA 3MiHa -
3MiHK 3 sKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3MiHN BUNpOOyBaHb
abo fonycTUMUX MEX,
BCTAHOB/IEHNX Y cneuudikauisx,
nig Yyac BUPO6HMLITBA FOTOBOMO
nNiKapcbKoro 3acoby - yTOYHEHHs
Ha3Bu PC3 meTamizony Hatpito
MOHoOrigpaTy B TecTax
«P0o3unHeHHs», «CynpoBigHi
OOMILLKM», «KinbKicHe
BU3Ha4YeHHs» y MKA /13 Ta,
BiAANOBIAHO, Y TecTi «KinbkicHe
BU3HAYEHHS» Y MKHA npoMiXHMX
NPOAYKTIB «paHynsaT
HeanyapeHuit», «HeposdacoBaHi
TabneTkn» Tay MKA
«Bur3HaYeHHs ofHOPIAHICTI BMICTY
Lir040i pevyoBUHM» B MPOMIXHUX
nNpoAyKTax flikapcbknx 3aco6is
M'atupyatka® IC,Tabnetkn (s
CYNyTHSA 3MiHa); 3MiHK | Tuny -
3MiHK 3 iKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKoro 3acoby.
3MiHa y meToax BUNpo6yBaHHSA
rOTOBOrO J1iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBepAKEHNX
MeTofax BUNPOGYBaHHS); CYnyTHS
3MiHa - 3MiHW 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3mMiHu y
BMPOOGHULTBI. 3MiHW BUNpPObYyBaHb
abo JonyCTUMUX MEX,
BCTaHOB/IEHUX Y cnieuundikauisx,
nif, yac BMPOBHULITBA FOTOBOrO
NiKapCcbKoro 3acoby - 3MiHa
METOAMKN BUKOHaHHA TeCTy
«OHOPIAHICTb AO30BaHMX
oAnHULb» Y MKA MN3 Ta,
BiANOBIAHO, 3MiHA METOAUKN TECTY
B MK#A /13 npoMiXXHOro NpoaykTy
«HeposdacoBaHi TabneTkmM»(aK

151




n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

CynyTHS 3MiHa)

152.

PEBMOKCUKA
M®

Cyno3nTopii pekTasibHi No
15 wmr, no 5 cynosutopiis y
6nictepi; no 1 6nictepy y
naui 3 KapToHy

AT "dapmak”

YKpaiHa

AT "®apmak”,
YKkpaiHa; MNMpusatHe
akujioHepHe
TOBapUCTBO
"NlekxiMm-Xapkis",
Ykpaina

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviiiHnx
marepianis: 3miHu | Tuny -
BU/TYYEHHS NOKa3HMKa
«Po34nHHICTb» 3i cneyndikauii Ha
A®| Menokcukam. OCKinbku
3a3HayeHnii NoKasHUK Mae
iHchopMaTuMBHWI XapakTep Ta He
Mae 6yTv iHTepnpeToBaHuin y
CTPOroMy 3HaueHHi. BunyyeHo
NoKasHWK «Baxki meTanun» Ta
HafaHo pe3ynbTaTu KOHTPOSI0
€/IeMEHTHMX AOMILIOK BiANOBiIAHO
0o ICH Q3D; 3MiHu | Tuny -
BW/TYYEHHS TEKCTY METOAUKN
BU3HAYEHHS MOKa3HUKa
«3aUNLLKOBA KiNbKICTb OpraHiyHnx
PO3UMHHNKIBY», 3UTNLLIEHO
nocunaHHsA Ha MeTo napodhasHol

raszoBoi xpomaTtorpadii €sp.dapm.

2.2.28, 2.2.46 Ta HOpPMYBaHHA AN
PO34MHHMKA AUETOH. 3MiHa He
pekoMeHaoBaHa 10
3aTBEPMAKEHHS OCKiNIbKKM, micns
HaAaHHs BignoBsigei Ha
3ayBaXKEHHSI TEKCT METOANKMN
BU3HAYEHHS NMOKa3HUKa
«3a/IMLLKOBA KifIbKICTb OpraHiuyHux
PO3UMHHVKIB» 3a/IMLLIAETLCA 6e3
3MiH

3a peyenmom

UA/8230/01/01

153.

PENNArCAN

KOHLieHTpaT A4/1a po3ynHy
Ans iHdoy3ild, 1 mr/mn no
3,5 M/1 KOHUeHTpaty y
donakoHi, No 1 dpiakoHy B
KapTOHHIA KopooLi

LWaviep
dapmacbioTikan3
Ipnangisa Nimites,

IpnaHgis

IpnaHgis

Laviep
dapmacbioTikans
IpnaHgia Nimites,

IpnaHgis
(BignoBifanbHuii 3a
BWMYCK Cepil)

IpnaHgis

BHECEHHS 3MiH 10 peecTpaviiiHnX
MaTepianis: 3MiHun | Tuny -
BHECEHHS 3MiH 0 po34iny

3.2.S.2.3.1 KoHTposb MaTepianis

— CvipoBMHa, a came: 3amiHa
HedhapmakoneHoi CUPOBUHMN TPU-
N-6ytundocdarty (TnBP) Ha
cvpoBuHy TnBP chapmakoneiiHoi
akocTi (EP, USP). BBeeHHS 3MiH
NpoTArom 6-Tv MicALiB nicns
3aTBEPAXKEHHS

3a peyenmom

UA/15890/01/01

154.

PECT®YN

pO34MH NS iH'ekuin, 100
MI/2 M/1; N0 2 M1 B aMmnyii;
no 6 amnyn y 6nictepi; no
1 a6o no 5 6ricTepiB y

BEPOC NT[,

Ipeuis

BEPOC NTA,

Ipeuis

BHECEHHS 3MiH 40 peecTpaLiiHnx
marepianis: 3MiHW | TUNY - 3MiHK
oo 6e3snekn/edeKTMBHOCTI Ta

hapmakoHarnsgy. BeegeHHs a6o

3a peyenmom

UA/7735/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KapTOHHI KOopoo6Li

3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cucTemy thapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0Co6H,
BiiNOBIAaAbHOT 3a 34iICHEHHS
thapmakoHarnsay; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3aABHUKA A1 3MiACHEHHS
thapmakoHarnagy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, YyNOBHOB&XeHOT
ocobu, BifnoBifabHOI 3a
3[jiCHeHHs1 hapmMakoHarnsgy
(BK/THOYAKOUM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnagy) - 3miHa
KOHTaKTHOI 0CO6U YNOBHOBaXXEHOT
0Cco6M 3as1BHMKA, BignoBigasibHOT
3a (papmakoHarnsg, B YkpaiHi.
MponoHoBaHa pegakuis:
IBacbkoBa Anna BacunisHa. 3MiHa
KOHTaKTHUX AaHUX KOHTaKTHOT
0Cc06M YyNoBHOBaXKEHOI 0CO6YU
3as1BHMKA, BignoBiAa/IbHOT 3a
hapmakoHarnag Ykpaini

155.

PVW3EH[POC®
35

TabneTtku, BKPUTI
060/10HKO0, M0 35 Mr; Ne
2 (2x1): no 2 TabneTtku B
6nicTepi; no 1 6nictepy B
KapTOHHI kopobui; Ne 4
(4x1), Ne 8 (4x2), Ne 12
(4x3): no 4 Tabnetkn B
6nictepi; no 1 a6o no 2,
ab6o no 3 6nictepu B
KapTOHHI/ KopoobLi

TOB "CaHodi-ABEHTIC
YkpaiHa"

Ykpaina

AT "CaHeka
dapmacbloTikans”,
Cnosaubka
Pecny6nika
(BMpPOGHMLTBO
Hepo3gacoBaHOro
NPOAYKTY, NePBUHHE
Ta BTOPVHHE
nakyBaHHS,
KOHTPO/b Ta BUMYCK
cepiii); TOB
"3eHTiBa", Yecbka
Pecny6nika
(BMpPOGHMLTBO
Hepo3gacoBaHOro
NPOAYKTY, NePBUHHE
Ta BTOPVHHE
nakyBaHHS,
KOHTPO/b Ta BUMYCK
cepii)

Cnosaubka
Pecny6nika/
Yecbka
Pecny6nika

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

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHVX AaHuX Npo
cuctemy chapmakoHarnagy

(BBEAEHHSA Y3araslbHEHNX AaHNX
npo cucTemy thapmakoHarnsgy,

3MiHa YyNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
thapmakoHarnsay; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 34ICHEHHSA
hapmakoHarnagy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, YyNOBHOB&XEHOT
ocobwu, BiAnoBifabHOI 3a
3AjiCHeHHs1 hapMakoHarnsgy
(BK/THOYAKOYMN KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnagy) - 3miHa
YMOBHOB&XEHOT 0CO6M 3as1BHMKA,
BignoBigasibHOI 3a

3a peyenmom

UA/7150/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
thapmakoHarnsag.
MponoHoBaHa peaakuis:
Xopakiscbka TeTaHa
BavyecnasiBHa. 3MiHa KOHTaKTHUX
[aHux yrnoBHOBaXeHO! 0cobu
3asBHWKa, BiANOBIAaIbHOT 3a
thapmakoHarnag,
156. | PUTMOKOP® Tabnetku; no 10 Tabnetok | TOB "®apmavleBTUyHA Ykpaina TOB YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 peyenma UA/3122/03/01
y 6nicTepi; no 3 abo 5 KomnaHis "dapKoC" "®apmavneBTuyHa marepianis: 3MiHu | TUnNy - 3MiHN 3
6nictepiB y nauui komnaHis "®apKoC" SKoCTi. [0TOBWIA Nikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKynoptoBasbHuWi
3aci6. 3miHa po3mipy ynakoBku
roTOBOrO iKapCbKOro 3acoby
(3miHa KilbKOCTi OAMHMLbB
(Hanpuknag Tabnetok, amnyn
TOLLLO) B yNakoBLi:) - 3miHa nosa
AianasoHoOM 3aTBepKEHNX
pO3MipiB ynakoBku - BBeeHHs
[104aTKOBOro po3Mipy ynakoBku Ne
30 (10x3) y 6nicTepi y nauui, 6e3
3MiHU NEePBMHHOTO NakKyBas/IbHOTO
martepiany, 3 BignoBigHMn
3MiHaMK B pO34i/i «YnakoBKa».
3MiHU BHECEHO B IHCTPYKLil0 AN
MeAMYHOro 3aCTOCYBaHHA Y p.
"Ynakoska" 3 BiANOBIAHUMY
3MiHaMu y TEKCTi MapKyBaHHS
yNakoBKM NiKapCbKoro 3acoby
157. | PIHBOK TabneTkn, BKPUTI E66BI LLIseliyapis nepBuHHE Ta ITania/ BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/18371/01/01
NAiBKOBOK 0601I0HKOLO, BiothapmachboTikans BTOPVHHE Ipnangis/ martepianis: 3MiHu | Tuny -
NPONOHIroBaHoi Aji, 15 wmr; 6X nakyBaHHs, BUMYCK CWA AOMIHICTPaTUBHI 3MiHW. 3MiHa
Ne 28: no 7 TabneTok y cepi: HaliMeHyBaHHS1 Ta/abo agpecu
6nictepi, no 4 6nictepn y E668I C.p.n., ITanis; 3asBHMKa (BNacHvka
KapTOHHIA KopooLi BUPOGHMLTBO peecTpaLiiHoro NocBigYeHHs)
nikapcbKoro 3acoby, 3MiHa agpecu 3asBHMKa 3MiHn
TeCcTyBaHHS: BHECEHO B KOPOTKY
E668i AiipneHg, H/ XapakTepuCTUKy NikapCbKoro
B.B., Ipnangis; 3ac06y Wo0 MicLie3HaxX0MmKeHHS
TecTyBaHHSA nif yac 3asBHUKa (BlacHuKa
36epiraHHs: peecTpaLiiHoro NocBigYEHHs)
E66Bi IHK., CLUA
158. | POBATIHEKC Kancynm PoBa IpnaHgis KataneHt HimewunHa/ BHECEHHS 3MiH [10 peecTpaviiiHnX 3a peyernmom UA/17341/01/01
KMLLKOBOPO3YWHHI, M SKi; dapmacsbioTikanc 1a. HimeuunHa Egepbay | Higepnangm mMarepianis: 3miHu | Tuny -
no 10 kancyn B 6icTepi, LKIMOBEIY, | PymyHis/ BUyYeHHs 3i Cneumndikaui /
no 5 6nictepiB B nayuj 3 HimeyunHa IpnaHgis MeTopiB BUNpobyBaHHS roTOBOro
KapToHY (BUPOBHUK, nNikapcbKoro 3acoby nokasHuka

BiAnoBiAa/IbHWIA 32

"OnTu4He obepTaHHs"
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
HanoBHEHHS
kancyn); MMNe B.B.
(ManydakTypuHr
MakiHr ®apmaka),
HigepnaHnan
(nepBuHHa Ta
BTOPUHHA
ynakoBka); PoBa
dapmacbioTikanc
NTa., lpnaHgisa
(BignoBifanbHwWiA 3a
NOBHUIA LKA
BMPO6GHULITBA (KpiM
HanoBHEHHS
kancyn)); C.K. Csicc
Kanc PymyHis
C.P.J1., PymyHis
(BUPOGHUK,
BiANOBiAA/IbHWIA 32
HanoBHEHHS Kancyn)
159. | POTA/N®EH pO3unH ANs iH exuin, 50 POTA®APM NIMITEL Benvka K.O. Pomcbapm PymyHis BHECEHHS 3MiH [0 peecTpavLiiHnX 3a peyenmom UA/15527/01/01
Mr/2 M no 2 Mn B amnyni; BpuTaHis KomnaHi C.P.J1. marepianis: 3MiHU | TUMY - 3MiHW
no 5 amnyn B KOHTYPHii ofo 6e3nekn/edekTMBHOCTI Ta
YapyHKOBIli ynakosLi; no 1 hapmakoHarnsgy - BHeCeHHs
ab60 2 KOHTYpHI YapyHKOBI 3MiHM 0 po3giny “MapkyBaHHsA"
YMaKOBKN B KAPTOHHIl MK#A N3:
Kopoo6ui 3aTtBeppxeHo: MAPK/IPOBKA
TeKcT MapKyBaHHA NepBUHHOT
ynakoBkn TeKCT MapKyBaHHS
BTOPVHHOT ynakoBku Ne 5 TekcT
MapKyBaHHS BTOPVHHOT yNakoBKu
Ne 10 3anponoHoBaHo:
MAPKVPOBKA B cooTBeTCcTBUY C
YTBEPXAEHHbIM TEKCTOM
MapKVpOBKK.
OHOB/EHHS TEKCTY MapKyBaHHS
YMakoBKM MiKapcbKoro 3acoby
BiANoBIAHO 40 BUMOr Hakasy MO3
Ykpainu Big 23.07.2015 p. Ne460 3
BHECEHHAM iHchopmalii Lwoao
3a3HaYEeHHS OAUHULL
BMMIptOBaHHA y cuctemi Sl.
BBegeHHS 3MiH NpoTArom 6-tm
MicsILiB nicns 3aTBepoKEHHS
160. | CEBE/IAMEP- TabneTkn, BKPUTI MicTpan Kenitan AHrnisA BUPOBHMLTBO, Icnanis/ BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/16898/01/01
BICTA NAiBKOBOK 060/10HKOD, MO MeHexMeHT JlimiTeq, BK/OYA0UN HimewunHa/ martepianis: 3MiHu | TUny -
800 mr, no 180 Tabnetok y nepBuHHE, BTOPVHHE MonbLa AOMiHICTPaTBHI 3MiHW. 3MiHa

KOHTeliHepax (6aHoukax) 3

nakyBaHHA Ta

HaliMeHyBaHHs Ta/abo agpecu
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
KpuiLLeykoto; no 1 BUMYyCK cepii: 3asBHUKa (BnacHuKa
KOHTeliHepy (6aHouL,) y CiHTOH XicnaHis, peecTpaLiiHOro NocBigYeHHs)
KapTOHHI KOpooLi C.J1., IcnaHis; 3MiHa agpecu 3asBHUKa.
nepBUHHE, BTOPUHHE
nakyBaHHS:
PotteHgopd ®apma
Mm6X, HimevunHa;
BUPOGHMLTBO
Hepo3dgacoBaHOl
npoaykKujii:
dapmac'ioTikan
Yopkc
NONb®APMA C.A,,
MNonblua
161. | CEPNI®PT TabneTtku, BKPUTI CaH ®apmMacboTuKas IHais CaH IHais BHECEHHS 3MiH 40 peecTpaLiiHnx 3a peyernmom UA/4446/01/01
060/10HKOI0, Mo 50 Mr no IHgacTpi3 NlimiTeq dapmacbloTrkan marepianis: 3MiHU | TUMY - 3MiHK
14 Tabnetok y 6nictepi; IHpacTpi3 Nimiteq, BHECeHi [0 IHCTpyKuUii ans
no 2 6nicTepy B KAPTOHHIN MeANYHOro 3aCToCyBaHHSA
Kopoo6Ui nikapcbKoro 3acoby [0 po3ginis:
"Oco61M1BOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog
BariTHoCTi abo rogyBaHHs rpyaat”
(yTouHeHHs), "To6iuHI peakuji”
LoA0 6e3nekn 3acTocyBaHHS
Lit0Y0T pevoBUHN
162. | CEPNI®PT TabneTtku, BKPUTI CaH ®apmacbloTvkan IHais CaH IHAis BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/4446/01/02
060/10HKO0, M0 100 Mr no IHpacTpi3 Nlimiteq dapmacbloTrKan marepianis: 3MiHW | TUMY - 3MiHK
14 TabneTok y 6nicTepi; IHpacTpi3 flimiteq, BHECeHi [0 IHCTpyKUii ans
no 2 6nictepy B KAPTOHHIl MeAUYHOro 3acToCyBaHHS
Kopoo6ui nikapcbKoro 3acoby [0 po3ginis:
"Oco6nMBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHSA y nepiog
BariTHOCTi ab0 rogyBaHHs rpyaar”
(yTouHeHHs1), "Mob6iuHi peakwii”
oo 6e3neky 3acToCyBaHHs
Lit0Y0i pevyoBMHN
163. | CEPMIOH® TabneTku, BKPUTI AngxoH HOC 1 I/1C CWA Mdpaiizep ITanis ITanis BHECEHHS 3MiH [10 peecTpaviiiHnX 3a peyernmom UA/5183/01/02

LlyKpPOBOI 060/10HKOO, MO
5 mr; no 15 TabneTok y
6nictepi; no 2 6nictepn y
KapTOHHiiA KOpo6Li

C.p.n.

MaTtepianis: 3mMiHa 3asaBHUKaA
(BnacHuKa peecTpaujintHoro
noceigyeHHs) (3rigHo Hakasy MO3
Bif 23.07.2015 Ne 460): BeefeHHsA
3MiH NPOTAroMm 9-Tu MicAiB nicas
3aTBepMKEHHS. 3MiHu | Tuny -
3MiHM Wwoao
6e3nekn/epeKTNBHOCTI Ta
chapmakoHarnsay. BeegeHHs abo
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy chapmakoHarnagy
(BBEAEHHS y3araslbHEHNX AaHUX
npo cucTemy thapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0Co6H,
BiiNOBIAaAbHOT 3a 34iICHEHHS
thapmakoHarnsay; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3aABHUKA A1 3MiACHEHHS
thapmakoHarnagy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, YyNOBHOB&XeHOT
ocobu, BifnoBifabHOI 3a
3[jiCHeHHs1 hapmMakoHarnsgy
(BK/THOYAKOUM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cucremm
hapmakoHarnsgy) 3miHa
YMNOBHOBaXeHOT 0COOM 3asBHMKA,
BiANoBiAa/IbHOI 3a 34jACHEHHS
thapmakoHarnsagy:

[itoua pepakuin: PpaHcyasa
[Oywma-Cinnan/ Francoise Dumas-
Sillan. MponoHoBaHa pefakuis:
Bapbapa [le BepHapgi/
Barbara De Bernardi. 3mina
KOHTaKTHUX JaHWX YNOBHOBaXKEHOT
ocobu 3asBHUKA, BiANOBIAAUTbHOI
3a 34iicCHeHHs chapmakoHarnsgy.

164.

CEPMIOH®

TabneTku, BKPUTI
LlyKPOBOI 060/10HKOI0, MO
10 mr; no 25 TabneTok y
6nicTepi; no 2 6nictepn y
KapTOHHI/ Kopoo6Li

AngxoH FOC 1 JI/1C

CWA

Mdpaiizep ITanis
C.p.n.

ITanisa

BHECEHHS 3MiH [10 peecTpaviiiHnx
MaTtepianis: 3mMiHa 3asBHUKA
(BnacHvika peecTpadiiHoro
noceigyeHHs) (3rigHo Hakasy MO3
Bif 23.07.2015 Ne 460): BeeaeHHs
3MiH NpPOTAroM 9-Tu micsAyiB nicns
3aTBEepPMKEHHS. 3MiHU | TUny -
3MiHV Wwoao
6e3nekn/edreKTBHOCTI Ta
thapmakoHarnsgy. BeefeHHus abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy thapmakoHarnsagy
(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy apmakoHarnsgy,
3MiHa YNOBHOB&XEHOI 0coou,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3aABHUKa 419 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, SKLo
BOHa BigMiHHA Bif, YNOBHOBa)XEHOI|

3a peyenmom

UA/5183/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

ocobw, BignoBigasibHOI 3a
3[iiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI faHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-cbaiina cuctemm
hapmakoHarnsgy) 3miHa
YMOBHOB&XEHOT 0CObM 3as1BHMKA,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy:

[itoua pepakuis: dPpaHcyasa
[Oywma-CinnaH/ Francoise Dumas-
Sillan. MponoHoBaHa pefakuis:
Bapbapa [le BepHapgi/
Barbara De Bernardi. 3miHa
KOHTaKTHUX AaHuX YNoBHOBaXKEHOT
0Cco6M 3as1BHMKA, BignoBigasibHOT
3a 3[jicHeHHs hapMakoHarnsay.

165.

CEPOKBE/b
XR

TabneTku, BKPUTI
NAiBKOBOK 060JI0HKOLO,
NponoHroBaHoi Aji, no 50
mr no 10 TabneTok y
6nictepi; no 6 6nictepiB y
KapTOHHIA KOopoo6Li

ACTPA3EHEKA HOK
Nimiteq

Benvka
BpuTaHis

AcTpa3eHeka
dapmMacbloTUKanc
NN, CWA (BUpo6HMK
"in bulk");
AcTtpa3eHeka FOK
NimiTen, Benvka
BputaHis
(BUPOGHNK,
BiANoBigabHUIA 3a
nakyBaHHs Ta
BWMYCK cepil)

CLIA/
Benuka
BpuTaHis

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHu |l TURY - 3MiHK
BHECEHO [0 IHCTPYKUiT ANns
MeJNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby A0 po3ainy
"Oco6MBOCTI 3aCTOCYyBaHHA" Ta 'y
TEKCT MapKyBaHHS ynaKkoBKW
nikapcbKoro 3acoby (BHeCeHHs
iHbopmawuii Wwoao BmicTy
[OMOMDKHOT pEYOBMHW HaTpIlo
uuUTpaTy y fikapcbkomy 3acobi)
BiANOBIAHO 0 MaTepianis
peecTpavuiiiHoro gocbe. BBeaeHHs
3MiH MPOTAroM 6-TW MicsLiB nicns
3aTBEPKEHHS; 3MiHK Il Tuny -
3MiHV BHECEHO A0 IHCTPYKLiT Ans
MeANYHOr0o 3aCTOCYBaHHS
nNiKapcbkoro 3acoby A0 po3ainy
"Mepepno3yBaHHA" BIAMNOBIAHO A0
mMarepianis peecTpauiiHoro
[ocbe. BBeAeHHS 3MiH NpoTArom
6-TV MIiCALIB MiCNA 3aTBEPMAXKEHHS

3a peyernmom

UA/2535/02/01

166.

CEPOKBE/b
XR

TabneTku, BKpUTI
NIBKOBOK 0B0JI0HKOIO,
NPOMOHIroBaHoi Aji, no 200
mr no 10 TabneTok y
6nicTepi; no 6 6nictepis y
KapTOHHI Kopoo6Li

ACTPA3EHEKA OK
Nimiteq

Benuka
BpuTtaHis

AcTpa3eHeka
PapmMacboTHKaNc
NN, CWA (BMPOGHMK
"in bulk");
AcTpa3eHeka FOK
Nimiten, Benvka
BpuTaHis
(BUPOBHUK,
BiANOBiAa/IbHNIA 3a

CLUA/
Benwuka
BpuTtaHis

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMartepianis: 3MiHu Il TNy - 3MiHK
BHECEHO [0 IHCTPYKLi Ans
MeAMYHOr0o 3aCTOCYBaHHS
nikapcbkoro 3acoby A0 po3ainy
"Oco6nMBOCTI 3aCTOCyBaHHA" Ta y
TEKCT MapKyBaHHSA ynakoBKu
niKkapcbKoro 3acoby (BHeCeHHs
iHpopmauii Lwogo BMicTy

3a peyenmom

UA/2535/02/02
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
nakyBaHHSA Ta [OMOMDKHOI PEYOBWHMN HATPIIO
BUNYyCK cepii) uuTparty y nikapcbkomy 3acobi)
BiANOBIAHO A0 MaTepiasniB
peecTpaujiiiHoro Aocke. BBeaeHHs
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPLKEHHS; 3MiHK Il Tuny -
3MiHV BHECEHO A0 iHCTPYKLiT Ans
MeAUYHOr0o 3aCTOCYBaHHS
nNikapcbKoro 3acoby 40 po3ainy
"Mepepno3yBaHHA" BiAMOBIAHO A0
mMarepianis peecTpadiiHoro
[ocbe. BBefieHHs 3MiH NpoTArom
6-TV MiCALIB MiC/1A 3aTBEPMAKEHHS
167. | CEPOKBE/1Ib TabneTtku, BKPUTI ACTPA3EHEKA OK Benvka AcTpa3eHeka cuaA/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/2535/02/03
XR NAIBKOBOK 060I0HKOIO, Nimiten BpuTanis PapmacbloTukanc Benvka marepianis: 3MiHu |l TURY - 3MiHK
nposoHroBaHoi Aji, no 300 NN, CWA (BMPOGHMK BpuTaHis BHECEHO [0 iHCTPYKLi Ans
Mr o 10 TabneTok y "in bulk"); MeAUYHOro 3acToCyBaHHS
6nicTepi; no 6 6nicTepis y AcTpa3eHeka HOK nNikapcbKoro 3acoby 4o po3ainy
KapTOHHIA KOopooLi Nivitea, Benuka "Oco6NMBOCTI 3aCTOCYBaHHA" Ta y
BpuTaHis TEKCT MapKyBaHHA ynakoBKu
(BUPOGHUK, niKapcbKoro 3acoby (BHECEHHs
BiANOBiAa/IbHWIA 3a iHchopmawuii Wwoao BMicTy
nakyBaHHA Ta [OMOMIXHOI PEYOBMHM HATPIlO
BUNYyCK cepii) uuTparty y nikapcekomy 3acobi)
BiANOBIAHO A0 MaTepiasniB
peecTpaLliiHoro gockbe. BBeaeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPMKEHHS; 3MiHu Il Tuny -
3MiHM BHECEHO [0 iHCTPYKUii aNns
MeJNYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby A0 po3ainy
"Mepeno3yBaHHA" BigNOBIAHO [0
marepianis peecTpauiiHoro
[ocbe. BBeAeHHS 3MiH NpOTArom
6-TN MicALIB Nic/A 3aTBEPAKEHHS
168. | CEPOKBE/1Ib TabneTku, BKPUTI ACTPA3EHEKA HOK Benvka AcTpa3eHeka cuwa/ BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/2535/02/04
XR NAiBKOBOK 0601I0HKOLO, NimiTen BpuTtaHis dapmacbloTukanc Benvka mMartepianis: 3MiHu Il Tuny - 3MiHK
NPONOHroBaHoi Aji, no 400 NN, CWA (Bupo6HMK BpuTaHis BHECEHO A0 IHCTPYKLUiT AN
mr no 10 TabneTok y "in bulk"); MeZNYHOro 3acTocyBaHHsA

6nictepi; no 6 6nicTepiB y
KapTOHHIA KOopooLi

AcTtpa3eHeka FOK
NimiTen, Benvka
BputaHis
(BUPOGHKK,
BiAnoBiganbHUIA 3a
nakyBaHHs Ta
BUNYCK cepii)

nikapcbkoro 3acoby Ao po3ainy
"Oco6nMBOCTI 3aCTOCyBaHHA" Ta 'y
TEKCT MapKyBaHHS ynaKkoBKu
nikapcbKoro 3acoby (BHECEHHS
iHcbopmawii Wwoao BmicTy
[OMOMDKHOT pEYOBMHU HaTpIto
uuTpaTy y nikapcbkomy 3acobi)
BiANOBIAHO N0 MaTepianiB
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
peecTpaujiiHoro Aocke. BBeaeHHs
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPLKEHHS; 3MiHK Il Tuny -
3MiHV BHECEHO A0 iHCTPYKLii Ans
MeAUYHOr0o 3aCTOCYBaHHS
nNikapcbKoro 3acoby A0 po3ainy
"Mepepo3yBaHHA" BiAMOBIAHO A0
marepianis peecTpadiiHoro
[ocbe. BBefieHHs1 3MiH NpoTArom
6-TV MiCALIB MiC/1A 3aTBEPMAKEHHS
169. | CUNTIMAPUH amopHMit nopoLok ToBapucTBO 3 Ykpaina TEBA UEX Yecbka BHECEHHS 3MiH [10 peecTpaviiiHnx - UA/15672/01/01
(cybeTaHuin) y 06MEXEHO IHBACTPIC C.P.O. Pecny6nika MaTepianis: 3MiHun | Tuny -
nonieTuIeHOBMX NakeTax BiANOBIAA/TbHICTIO noAaHHsA OHOB/TIEHHOTO
Ons papmaleBTUYHOro "GapmaueBTUYHa cepTudikaTa BignoBigHoOCTi €O
3acTocyBaHHA KoMnaHis "3gopos'a” R1-CEP 2008-237-Rev 03 gnia
A®I Milk thistle dry extract, refined
and standardised Big Bxe
3aTBEPAKEHOr0 BUpo6HMKa TEVA
CZECH INDUSTRIES S.R.O.,
Crech Republic. Ak Hacnigok:
Kopekuist DER y po3gini «Cknag»;
pejakuiiHa 3miHa B agpeci
BMPOBHUYOT AiNbHULL; 3MiHU B
po3gini "Ynakoeka"; 3amiHa
nokasHuka "BtpaTa B mMaci npu
BUCYLLYBaHHI" Ha Noka3HuK "Boga"
BiANOBIAHO A0 BUMOr MOHOrpadii
EP, 3 BigNoBigHUMK 3MiHamMu y
crneundikavii Ta MmeTogax
KOHTPO/IH0
170. | CUH®NOPUKC | cycneHsis ons iH'ekuiin no nakcoCmiTKnsiiH Benuka nakcoCmiTKnsiiH Benbria BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/15363/01/01
™ BAKLUMHA 1 po3i (0,5 mn) cycneHsii Ekcnopt fimiTeq BpuTtaHis Bionopxikans C.A. marepianis: 3MiHW | TURY - 3MiHK
ansa ANs iH'eKUid y nonepefHb0 LoAo 6e3nekn/edeKTMBHOCTI Ta
MPO®ITAKTUK | HanoBHEHOMY CKISSHOMY thapmakoHarnsgy. BeegeHHs abo
n LUMPWL Y KOMNEKTi 3 3MiHU [0 y3araslbHEHNX AaHnX Npo
MHEBMOKOKO | opgHieto ronkoto abo 3 cuctemy chapmakoHarnsgy
BOI IHOEKLLIT [BOMa rofikammn Ta 6e3 (BBEIEHHSA Y3ara/ibHeHNX AaH1X
(MONICAXAPU ronok; 1 nonepenHLo npo cuctemy chapmakoHarnsagy,
OHUIN HanoBHEeHWIA Wnpu, 3 3MiHa yNOBHOB&XeHOI 0cobu,
AHTUIEH) TA ro/Iko abo ABoma BignoBigabHOI 3a 3MjACHEHHS
HETUMOBAHOI | ronkamu, a6o 6e3 rosiok y hapMakoHarnaay; KOHTaKTHOI
FEMO®INIbHOI | iHauBiayanbHOMy 0co6K 3 hapmakoHarisay
IHOEKLY, repmeTuyHo 3asiBHMKa AN 34iiCHEeHHS
KOH'FOTOBAH 3anakoBaHomy hapmakoHarnagy B YkpaiHi, Ko
A, nnacTMKoOBOMY BOHa BifMiHHA Bif, yNOBHOBaXXEHOI
ANCOPBOBAH | koHTeliHepi; o 1 ocobw, BignoBigasibHOI 3a
A nnacTKoBoMy 3fjiicCHeHHs1 hapmakoHarnagy

KOHTEHepy y KapTOHHIi

(BKNIHOYAKOUN KOHTAKTHI faHi)
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
kopo6ui; no 1 gosi (0,5 Ta/abo 3MiHW y PO3MILLEHHI
MJ1) CycneH3ii Ans iH ekuiii MacTep-caiina cucremm
y nonepefHL0 thapmakoHarnagy) - 3miHa
HanoBHEHOMY CK/ISSHOMY YNOBHOB&XXEHOI 0CO6U 3asBHUKA,
wnpuyi; no 10 wnpuuis 3 BignoBiganbHOI 3a
10 ronkamu a6o 6e3 ronok thapmakoHarnag:
y IHAMBIAYa/TbHUX MponoHoBaHa pepgakuis — Ap.
repmMeTMyHO 3anakoBaHux MeHc-Ynbpix LLiTermaHH / Dr.
NAacTUKOBUX KOHTeHepax Jens-Ulrich Stegmann, MD. 3miHa
Y KapTOHHiIi1 kopobuj; no 1 KOHTaKTHUX AaHWX YyNOBHOBaXXEHOT
no3i (0,5 mn) cycneHsii ocobu, BignoBifanbHOT 3a
ONs iH e y thapmakoHarnsg. 3miHa Homepy
MOHO/,030BOMY CK/ISHOMY Ta MiCLle3HaxoKeHHs1 macTep-
donakoHi; no 1, 10 a6o 100 thaiina
h/1aKoHIB y KapTOHHIiA
Kopo6ui; no 2 gosu (1 mn)
cycneHsii ans iH'exuii y
My/bT,030BOMY
chnakoHi; no 100 donakoHiB
Y KapTOHHIli kopobui
171. | COAIODONMIH pO3unH A4 iH'ekuii abo Mepak lesenbwadpt HimeuunHa Mepak esenbladt HimeuunHa BHECEHHS 3MiH 10 peecTpaLjiiiHux | 3a peyenmom UA/4830/01/01

iHcpysiiA, 50 mr/mn no 2 mn
(200 wmr), 4 mn (200 wmr), 8
M (400 mr) y donakoHi, no
1 dpnakoHy B KapTOHHIN
Kopobui

dhrop KniHiwe
Lneuianbnpenapate
M6X

dotop KniHiwe
Lneujansnpenapat
e M6X, HimeuyumHa
(BMPOGHUIK, L0
Bignosigae 3a
BTOPWHHE
nakyBaHHS,
MapKyBaHHS,
KOHTPO/b Ta BUMYCK
cepii); Xaynt ®apma
BondpartiwayceH
'm6X, HimeyunHa
( BMPOGHMUTBO "in
bulk", nepsuHHe
nakyBaHHS Ta
KOHTpO/b cepii)

marepianis: 3MiHU | TUMY - 3MiHW
ofo 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHUX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHNX AaHNX
npo cucTemy chapmakoHarnsgy,
3MiHa YyNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsay; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 34ICHEHHSA
hapmakoHarnagy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, YyNOBHOBaXEHOT
ocobwu, BiAgnoBifanbHOI 3a
3AjiCHeHHs1 hapMakoHarnagy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnagy) - 3miHa
KOHTaKTHOI 0CO6U YNOBHOBaXXEHOT
0Cco6M 3as1BHMKA, BignoBigasbHOT
3a thapmakoHarnag B Ykpaii.
[itoua pepakuin: BonbBay Hens
MwukonaiBHa. NponoHoBaHa
pefakuis: bakyH AHHa
OnekcaHgpiBHa. 3MiHa KOHTaKTHUX
[aHUX KOHTaKTHOI 0cobu
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

YMOBHOB&XeHOT 0CObM 3as1BHMKA,
BignoBiganbHOI 3a
hapmakoHarnsg B Ykpaiti

172.

COJMIIAH® 200
Mr

Tabnetku no 200 mr, Ne 30
(10x3): no 10 TabneTok y
6nicTepi; no 3 6nictepu B
KapTOHHIA KopooLi

TOB "CaHodi-ABEHTIC
YkpaiHa"

YKpaiHa

NENb®APM JDKOH

®paHuis

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

thapmakoHarnsgy. BeegeHHs abo

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

YMOBHOBaXeHOT 0CObM 3as1BHMKa,

BignoBiganbHOI 3a
hapmakoHarnsg.
MponoHoBaHa pegakuis:
XopakiBcbka TeTsHa
BauecnasiBHa. 3MiHa KOHTaKTHWX
[aHVX YNOBHOB&XeEHOI 0co6u
3asBHVIKa, BigNoBiAa/IbHOT 3a
chapmakoHarnag,

3a peyernmom

UA/4292/01/03

173.

COMA3VNHA®

po34uH ANns iH'ekuiid, 1000
Mmr/4 mn; no 5 amnyn y
KOHTYPHIli YapyHKOBIi
ynakosLi; no 1 a6o no 2
KOHTYPHili YapyHKOBIi
ynakoBLji y kopo6ui 3
KapToHYy

beppep
IHTepHacioHasb, C.A.

IcnaHis

Peppep
IHTepHacioHasb,
C.A.

IcnaHisa

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMaTepianis: BUNPaBIEHO TEXHIYHY
NOMWIIKY Y TEKCTi MapKyBaHHS
BTOPWHHOI ynakosku J13.
3AMPOMNOHOBAHO: 2.
KINbKICTb AIK0YOI PEYOBUHIA
1 amnyna (4 mn (ml)) po3unHy
MICTUTb UUTUKONIHY (Y chopmi
HaTpieBoi coni) 1000 mr (mg). 1
amnyna (4 mn (ml)) pactesopa
COAEPXUT LUTUKONNHA (B chopme
HaTpuesoi conun) 1000 mr (mg). Ta
11. HAUMEHYBAHHSA |
MICLIE3HAXOOXXEHHA
BWPOBHUKA TA/ABEO

3a peyernmom

UA/3198/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3AABHVIKA BupobHuk: ®eppep
IHTepHacioHanb, C.A., c/XoaH
Byckalia, 1-9, 08173 CaHT Kyrar
fenb Baiiec (bapcenoHa), Icnanis
Mpoussoautens: deppep
WHTepHacnoHanb, C.A., c/XoaH
Byckaiia, 1-9, 08173 CaHT Kyrar
nenb baiiec (bapcenoHa),
VcnaHua
BunpasneHo TexHi4YHy NOMUIKy y
TEeKCTi MapKyBaHHS NepBUHHOT
ynaxkosku J13.
3AMNPOMNOHOBAHO: MIHIMYM
BIZIOMOCTEWN, WO
BKA3YIOTbCHA HA MEPBUHHIN
YMNAKOBLU| HEBE/IMKOIO
PO3MIPY COMA3VHA® —
amnyna. 3a3HayeHi BUNpaB/ieHHs
BiANOBIAAIOTb apXxiBHUM
marepianam peecTpauiiHoro
[0CbE

174.

COHOBAH

TabneTku, BKpUTI
NNiBKOBOK 060/10HKOID, MO
7,5 Mr no 10 TabneTok y
6nictepi; no 1 a6o no 2
6nicTepn B KAPTOHHIA
Kopoo6ui

dapmacaiiHc IHK.

KaHaga

dapmacaiiHc IHk.

KaHaga

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

TEKCTY MapKyBaHHS ynakoBKM

NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmawii LWoao 3a3HaveHHs

OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BHeceHHs 3MiH o po3giny

MKSA:
padhnueckoe ochopmneHne
ynakoBoK. MNponoHoBaHa
pepakuis: 9. Mapkuposka. B
COOTBETCTBUM C YTBEPXKAEHHbLIM
TEKCTOM MapKuUpoBkW. TepMmiH
BBE/IeHHS 3MiH NPOTArom 6
MicsILiB nicns 3aTBepoKEHHS

3a peyernmom

UA/6089/01/01

175.

CNEKTPINA

NOPOLLIOK A/15
KOHLeHTpaTy A4/1a po3ynHy
Ans iHdy3iii, no 10 000
Of; 1 abo 5 dhnakoHiB 3
MOPOLLKOM Y KapTOHHiiA
Kopo6Li

Mepak lesenbwadpT
dotop KNiHiwe
Lnewuianbnpenapate
M6X

HimeyunHa

Megpak esenbladt
hrop KNiHiwe
Lneujansnpenapat
e M6X, HimeuyumHa
(BMPOGHUYIK, LIO
Bignosigae 3a
MapKyBaHHs,
BTOPUHHE
nakyBaHHs Ta 3a

HimeyunHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHW | TUNY - 3MiHK
BHECEHO B IHCTPYKLit0 415
MeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3ainiy
"Oco611BOCTi 3acTOCyBaHHA"
3rigHo 3 pekomeHgauismm PRAC.
BBefeHHA 3MiH NPOTArom 6-1u
MicsILiB Micns 3aTBepAKEHHS

3a peyernmom

UA/17474/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BUMYCK cepii);
PeHTLWwNEep
Biochapma CE,
Himeuunna
(BUPOBHVIK, WO
Bignosigae 3a
BMPOGHMLTBO
roToBO[ NiKapcbKoil
hopmu, NepBuHHE
nakyBaHHS,
BUNPO6GYBaHHA/KOHT
posib cepii)

176.

CTOMATUAVNH
®

PO34MH ANA POTOBOI
nopoxHuHK 0,1 % no 200
My chnakoHi; no 1
h/1aKoHY B KapTOHHii
Kopobui

BocHanek g.4.

BocHis i
lepuerosuH
a

BocHanek a.4.

BocHis i
l'epuerosuH
a

BHECEHHS 3MiH [0 peecTpavLiiiHnX
MaTepianis: 3MiHu | Tuny -
BBEEHHS 3MiH NPOTArom 6-Tu
MicSLIB MiCNS 3aTBEPAXKEHHS;
CYNyTHi 3MiHW - 3MiHW 3 AKOCTI.
[oToBUiA nikapcbkuii 3aci6. 3miHn
Y BUPOGHMLTBI. 3MiHW y npoLieci
BMPOGHMLITBA FOTOBOTO
NiKapcbKoro 3acoby, BKIOUaum
NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETHCS MPU BUPOOHULTBI
roTOBOrO NiKapCbKOro 3acoby
(He3HauHa 3miHa y mpoueci
BUPOOHMLTBA) - 3MiHM 3 IKOCTI.
[oToBUiA nikapcbkuii 3aci6. 3miHn
Yy BUPOGHULTBI. 3MiHa po3Mipy
cepil (BKIOYaouM fAianasoH
po3Mipy cepii) roToBOro
nikapcbKoro 3acoby (36i/bLeHHs
00 10 pasiB NOpiBHAHO i3
3aTBEPAKEHUM PO3MIPOM) - 3MiHK
3 AKOCTi. F0TOBMIA NiKapCbKNii
3aci6. 3MiHN y BUPOGHMLTBI. 3MiHK
BMNpoGyBaHb abo A0MyCTUMUX
MeX, BCTAHOBNEHNX Y
cneuunagikauisx, nig vac
BMPOBHMLTBA FOTOBOrO
nikapcbkoro 3acoby (gofaBaHHs
HOBOro MeToAy BUNPOOYBaHHSA Ta
[0NyCTUMUX MeX) - 3MiHN 3
SKocTi. [0TOBWIA Nikapcbkuii 3aci6.
3MiHV Y BUPOOHMUTBI. 3MiHN
BMNpo6yBaHb abo AoNyCTUMUX
MeX, BCTAHOBNEHNX Y
cneuunagikauisx, nig vac
BMPOBHMLTBA FOTOBOrO
NiKapcbKoro 3acoby (BUy4YeHHs

6e3 peyenma

UA/2792/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

HecyTTeBOro BUNpobyBaHHSA B
npoueci BUPOOHULTBA) - 3MiHU 3
AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKynopoBabHui
3aci6 - nepeHeceHHs
BMPOGHMLTBA PiAKNX Ta
HaniBTBEepAMX Nikapcbkux hopm 3
BMPOGHWYOI AinbHNLi 1 Ha
BMPOBHMYY AiNbHULO 2, WO
po3TalloBaHa 3a TIEH X Camoto
afpecoro: 71000, Capaeso,
HOkiueBa, 53, BocHis i
lepuorosuHa.

AK HacNigoK 3MiHW micus
BMPOGHMLTBA: - 36iNbLIEHHS
po3mipy cepii N3 3 800 n (4000
dhnakoHiB) Ha 2000 n (10 000
h1aKoHIB);

- HE3HauHi 3MiHN Y BUPOGHMYOMY
npoLeci, 3MiHV1 AONYCTUMMUX MEX
napameTpiB TEXHO/OrYHOro
npouecy; - 3a3Ha4eHHsi HOBOTO
mMeToAy BUnNpobyBaHHA Ta
[OMYCTUMUX MEX 3a NOKa3HNKOM
"BigHocHa ryctnHa" Ta "LUBnakicTb
3anoBHeHHA h1akoHiB" Ha ETani 6
"MMpovec 3anoBHEHHsA Ta
yKynopku" nig yac BUPO6HNYOro
npotecy; - BUIy4YeHHs
BUMPOOYBaHHSA 3a NOKa3HNKOM
"pH" Ha ETani 6 "lMpouec
3aMoBHEHHSA Ta YKynopkun" nig vac
BMPOGHNYOro NpoLecy; - He3HauHe
36i/NbLUEHHSI PO3MiIpY BTOPUHHOI
yNakoBKM (KapTOHHOT KOPOOKW) 3
160 x 70 x 64,5 mm Ha 160 x 74 x
68 MM. BBefileHHS 3MiH NPOTAroM
6-TV MiCALIB MiCNA 3aTBEPMAKEHHS

177.

CTONTYCUH
®ITO-TEBA

cupon no 100 mny
donakoHi; no 1 dpnakoHy
pasoM 3 MipHUM
KOBMa4ykoM y KopobLi

TeBa ®apmaueBTikan
IHpacTpi3 14,

13painb

Tesa Yex IHpgacTpi3
c.p.o.

Yecbka
Pecny6nika

BHECEHHS 3MiH 10 peecTpaviiiHnX
MaTepianis: 3MiHuM | TUNy - 3aMiHa
BHYTPILUHBOI aHaTITUYHOT
METOAMKN BU3HAYEHHS BMICTY
eTaHo/y 3a 40MNoMOrot ra3oBoi
xpomaTtorpadii Ha meTof rasosoi
Xpomatorpadii y BignoBigHOCTI A0
HauioHasbHOT hapmakonel
Yecbkoi Pecny6niku (Ph.B.), cT.

6e3 peyenma

UA/2447/02/01

165




n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

2.9.10. A®| ExcTpakT yebpeLto
NoB3y40ro pPifkuiA; 3MiHK | Tuny -
[ONOBHEHHA cnevmdikaii Ha
Aitouy peyosuHy EkcTpakT
yebpeLo NOB3yY0ro PifKuii HOBUM
nokasHUKoM sikocTi «Microbial
limits». MeTog BUNpobyBaHHs
Bignosigae metogy €sp. ®apwm;
3MiHU | TUNY - BKIOYEHHS A0
nigposginy 3.2.S.4.3 Banigauis
aHasliTUYHNMX MeToANK
peecTpavuiitHoro Aockbe, 3BITiB 3
BavliJauji aHaNiTUYHNX METOAMK 3a
nokasHukamu «ldentity» Ta
«Content of glycerol». Obuasa
MeToAu BUNPoOyBaHHSA
3a/MLWATECA HE3MIHHUMN

178.

CTPENCIIC®
nntoc

NbOASAHWNKK; MO 8
NbOASAHUKIB Y 6nicTepi; no
2 6nicTepun B KAPTOHHIl
Kopoo6ui

PekkiTT BeHkizep
Xesnckep IHTepHeLwHN
Nimiteq

Benvka
BpuTaHis

PekkiTT BeHkizep
Xenckep
IHTEepHeLWwHN NlimiTep,

Benvka
BpuTaHis

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMarepianis: BUNpaBAeHHS
TEeXHIYHOT NOMUJIKN B Ha3BI

BMPOGHMKA AN17 Ai04O0i PEYOBUHN

2,4-anxnop6eH3nI0BOro CNMpTy:

3anponoHoBaHo: CU Chemie
Uetikon GmbH, Germany.
3a3HaueHe BUMpaBeHHs

BignoBigae apxiBHUM matepianam

peecTpavuiiiHoro Aocbe

6e3 peyenma

UA/3915/01/01

179.

CTPEMNTOLMA,

Ma3b 10 % no 25ry
6aHKax CkIsHMX; No 251y
Ty6i; no 1 Ty6i y nauui 3
KapToHYy

AT "Nly6Hnchapm”

YKpaiHa

AT "Jly6Hnchapm"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHnX
martepianis: 3miHu Il Tuny -
BBE/lEHHS 40AAaTKOBOrO
BMPOGHUKa ana AdI
CynbaHinamig ByraH
dapmacstoTikasic (Cyuxkoy) Ko.,
Nta., Kntaid.
3anponoHoBaHo: «Nanhai Beisha
Pharmaceutical Co. LTD», Kutai
«ByraH ®apmMacboTikasic
(Cyuxoy) Ko., 1ta.», Kutaii

6e3 peyenma

UA/4611/02/01

180.

CTPENTOLMA

niHimeHT 5%, no 30 ry
Ty6i; no 1 Ty6i y nayui 3
KapToHYy

AT "Nly6Hnchapm”

YKpaiHa

AT "Jly6Hnchapm"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviiiHnX
marepianis: 3MmiHu |l Tuny -
BBEJleHHA [04aTKOBOIo
BMPOGHUKa ansa AdI
CynbthaHinamif, ByraH
dapmacstoTikasic (Cyuxoy) Ko.,

6e3 peyenma

UA/4611/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
NTa., Kntaii. 3anponoHoBaHo:
«Nanhai Beisha Pharmaceutical
Co. LTD», KuTait «ByraH
dapmacstoTikanc (Cywkoy) Ko.,
N1a.», Kutait
181. | CTPENTOUMA Tabnetkn no 300 mr, no 10 AT "Jly6Huncbapm" Ykpaina AT "Nly6Hncpapm" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/6759/01/01
Tabnetok y 6nictepax; no marepianis: 3MiHu |l Tuny -
10 Tabnetok y 6nictepi, BBEJEHHSA [,04aTKOBOro
no 10 6nicTepiB y nauu;i BMpo6HUKa gns APl
CynbdhaHinamig ByraH
dapmacstoTikasic (Cyuxoy) Ko.,
NTa., Kntaii. 3anponoHoBaHo:
«Nanhai Beisha Pharmaceutical
Co. Ltd», Kutaii «ByraH
dapmacstoTikasic (Cyuwkoy) Ko.,
Nta.», Kutaii
182. | TAUFEPOH® TabneTtku, BKPUTI KYCYM XENTXKEP IHais KYCYM XENTXKEP IHAis BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/9539/02/02
060/10HKO0, M0 750 Mr; Mo

5 a6o 10 TabneTtok y
6nicTepi; no 1 6nictepy y
KapTOHHI Kopoo6Li

NBT ATA

NBT NTA4

marepianis: 3MiHW | TUMY - 3MiHK
BHECEHI [0 iHCTPYKUii ans
Me/ZIM4YHOro 3aCTOCyBaHHS
NiKapcbKoro 3acoby y po3ainm
"Oco6nMBOCTI 3aCTOCYBaHHSA",
"Mo6ivHi peakuii” BignNoBigHO A0
OHOB/IEHOI IHhopMaLii LLoao
6e3neku gjtoyoi peHOBUHN.
BBeaeHHs 3MiH NpoTArom 3-x
MicsLiB NiCNsA 3aTBEPAXKEHHS;
CYMYTHSA 3MiHa - 3MiHY Woa0
6e3nekn/ed)eKkTBHOCTI Ta
hapmakoHarnsgy. BHeceHHs abo
3miHa(1) 4o 3060B'A3aHb Ta yMOB
BMAaui peecTpaujiitHoro
noceigyeHHs, Bknoyaroun Mnax
ynpasiHHA puU3nKamm
(3acTocyBaHHA TEKCTY, AKWIA
NOroKeHN 3 KOMNETEHTHUM
opraHoMm) - 3MiHV BHECeHOo A0
yacTuH | "3aranbHa iHhopmMauis.
AamiHicTpaTuBHi gaHi, 11
«Cneuudpikauist 3 6esneku», Il
«MnaH 3 dpapmakoHarnagy», V
«3axoay 3 MiHiMisauii pusukis», VI
«Pestome nnaHy ynpasniHHA
pusvkamu», VII «logaTkn» y
3B'AA3Ky 3 OHOBJ/IEHHAM iHhopmaLlii
oo nicnspeecTpauiiHnx

pocnimkeHb 3 6e3nekn. BeegeHHs
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HasBa

Popma sBUMYCKY

3asiBHUK

n/n

JliKapcbKo20
3acoby

(nikapcbka ¢hopma,
ynakosKa)

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

183.

TAWFEPOH®

TabneTtku, BKPUTI

KYCYM XENTXKEP

IHais

3MiH npoTarom 3-x MicauiB nicns
3aTBEPMKEHHS; 3MiHM | TUnY -
3MiHM BHECeHi [0 IHCTPYKUiT ans
MeJMYHOr0o 3acTOCYBaHHS
nikapcbKoro 3acoby y po3ginu
"Oco61MBOCTI 3aCTOCYyBaHHA",
"Mo6iuHi peakuyii" BignoBigHO A0
iHchopmaLii pedhepeHTHOro
nikapcbkoro 3acoby Tavanic (film
coated tablets) (B YkpaiHi He
3apeecTpoBaHuii). BBefeHHs 3MiH
npotArom 3-x MicauiB nicns
3aTBEPAKEHHS

060/10HKO0, 10 500 Mr; Mo
5 a6o 10 TabneTtok y
6nictepi; no 1 6nictepy y
KapTOHHI/ Kopoo6Li

MBT NTA

KYCYM XENTTXKEP
MBT NTA

IHais

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHN | TUMY - 3MiHK
BHeCeHi [0 iHCTPYKUil Ans
MeAMUYHOr0o 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3ainm
"Oco6MBOCTI 3aCTOCYBaHHSA",
"Mo6iyHi peakuii” BignNoBigHO A0
OHOB/IEHOI IHhopMaLii LWoao
6e3neku gjtoyoi peHOBUHN.
BBefeHHs 3MiH NpoTArom 3-x
MicSLiB MiCNSA 3aTBEPAYKEHHS;
CynyTHS 3MiHa - 3MiHN Woa0
6e3nekun/edekTBHOCTI Ta
hapmakoHarnsgy. BHeceHHs abo
3miHa(1) 4o 3060B'A3aHb Ta yMOB
BMAaui peecTpauiinHoro
noceigyeHHs, Bkaoyaroun Mnax
ynpasAiHHA pUsnkamu
(3acTocyBaHHA TEKCTY, AKWIA
NOroOKEHNM 3 KOMNETEHTHUM
OpraHom) - 3MiH/ BHECEHO A0
YyacTuH | "3aranbHa iHhopMauis.
AamiHicTpaTusHi gai, |1
«Cneuudpikauisi 3 6esneku», Il
«MnaH 3 dpapmakoHarnagy», V
«3axoay 3 MiHiMisauii pusukis», VI
«Pestome nnaHy ynpaseniHHs
pusvkamun», VII «oaaTku» y
3B'AA3Ky 3 OHOBJ/IEHHAM iHhopMaLlil
oo nicnspeecTpauiiHmnx
pocnimpkeHb 3 6e3nekn. BeegeHHs
3MiH NpoTarom 3-x micauis nicns
3aTBEPMKEHHS; 3MiHM | TUny -
3MiHW BHECEHI A0 IHCTPYKUIT Ans

Mean4yHOro 3actocyBaHHA

3a peyenmom

UA/9539/02/01

168




Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
nikapcbKoro 3acoby y po3ginm
"Oco6NMBOCTI 3aCTOCYBaHHSA",
"Mo6iuHi peakuii" BigNoBIgHO A0
iHhopmauii pedhepeHTHOro
nikapcbkoro 3acoby Tavanic (film
coated tablets) (B YkpaiHi He
3apeecTpoBaHuii). BBefeHHs 3miH
npoTArom 3-X MicsAwis nicas
3aTBEPKEHHS
184. | TAUFEUMKMIH- | niochinisaT Ans po3unHy Mictpan Kenitan AHrnis BEM Inau CaH. Be TypeuunHa BHECEHHS 3MiH 10 peecTpaljiiiHux | 3a peyenmom UA/18387/01/01
BICTA Ans iHdy3ili no 50 mr, no MeHexMeHT JlimiTeq, Tik. A.C. mMartepianis: 3miHu | TUny -
10 cpnakoHiB 3 MOPOLLKOM AOMiHiCTpaTMBHI 3MiHU. 3MiHa
Y KapTOHHIil kopobui HalilmeHyBaHHs Ta/abo agpecu
3asBHUKA (BnacHuKa
peecTpavuinHOro noceig4yeHHs)
3MiHa agpecu 3as8BHUKA.
185. | TAN3EHHA kancynu no 0,25 mr no 30 MOAWN3EP EVY.CLMI. CWA Ekcenna Mv6X & Ko. HimeyunHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/18590/01/01
Kancyn y cpnakoHi; 1 KOPMOPENLLH Kl mMarepianis: BUNPaBAEHO TEXHIUHY
h1aKoH Y KapTOHHIiA NOMWJIKY Y TEKCTi MapKyBaHHS
Kopo6Li 3 MapKyBaHHAM po3giny "9. YmoBu
YKparlHCbKOK MOBOIO; MO 36epiraHHA"BTOPUHHOT yNakoBKn
30 kancyn y donakoHi; 1 nikapcbKoro 3acoby (kapToHHOT
(h/1aKOH Y KapTOHHIlA Kopobku) 6e3 cTukepy Ao
Kopoo6ui peecTpadiiHoro nocsig4eHHs Ne
UA/18590/01/02 Big 05.03.2021.
3AMPOMNOHOBAHO:
36epiratu npu TemnepaTtypi Big 20
o 25 °C. JonyckaeTbesa
BiAX1NEeHHA B Mexax Big 15 fo 30
°C. 3a3HayeHe BUMpaB/IeHHA
BignoBigae apxiBHUM martepiasiam
peecTpaLjiiiHoro gockbe
186. | TAN3EHHA kancynu no 1 mr no 30 MOANIEP ENY.CL.IMI. CWA Ekcenna Nv6X & Ko. HimeuunHa BHECEHHS 3MiH 40 peecTpaLiiHnx 3a peyenmom UA/18590/01/02

Kancyn y dgpakoHi; 1
chnakoH y KapTOHHIl
KOpo6L,i 3 MapKyBaHHAM
YKpaiHCbLKOK MOBOIO; N0
30 kancyn y gonakoHi; 1
hNaKoH Y KapTOHHIM
Kopoo6Li

KOPMOPENLLH

Kl

mMartepianis: BUNPaBNeHO TEXHIYHY
NOMWIIKY Y TEKCTi MapKyBaHHS
po3giny "9. YmMoBu
36epiraHHA"BTOPUHHOI YNaKoBKu
niKapcbKoro 3acoby (kapTOHHOI
KOpOoO6KK) 6e3 CTUkepy A0
peecTpadiiHoro noceig4eHHst Ne
UA/18590/01/02 Big 05.03.2021.
3AMNPOMOHOBAHO:
36epiratu npu Temnepatypi Big 20
0o 25 °C. JonyckaeTbcsa
BiAXWN/IEHHS B Mexax Big 15 go 30
°C. 3a3HayeHe BMnNpaBieHHs
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BiANOBIAAE apxiBHUM MaTepiasiam
peecTpaLujiiHoro focke

187.

TAPFOLVA®

niogpinisar gnsa po3unHy
ONns iH'exui no 400 wmr, 1
donakoH 3 niocpinizaTom y
KOMMNAEKTi 3 1 amny1010
PO3YMHHMKa No 3,2 MN
(Boga ans iH'exuiil) B
KapTOHHI/ KopoobLi

TOB "CaHodi-ABeHTIC
YkpaiHa"

Ykpaina

Canodpi C.MN.A.

ITanis

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

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHUX Npo
cuctemy chapmakoHarnagy

(BBEAEHHSA Y3araslbHEHNX AaHNX
npo cucTemy thapmakoHarnsgy,

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

YMOBHOBaXeHOT 0CO6M 3as1BHMKA,

BignoBigasibHOI 3a
hapmakoHarnsg.
MponoHoBaHa pegakuis:
XopakiBcbka TeTsiHa
BauvecnasiBHa. 3MiHa KOHTaKTHUX
[aHVX YNOBHOB&XEHOI 0co6u
3as1BHMKA, BignoBiaa/bHOT 3a
hapmakoHarniag,

3a peyernmom

UA/9229/01/02

188.

TA®/IOTAH®

Kpanni ouHi, 15 mMkr/mn; no
0,3 MmNy THOOUK-
KpanenbHuui; no 10
TIOOMK-KpanenbHuLb y
naketi i3 onbru; no 3
nakeTy B KApTOHHIiA
Kopoo6ui

CaHTeH AT

PiHNAHAIA

Brpo6HMK
BiANOBiAa/IbHWIA 3a
BUPOBHMLTBO in
bulk, nepsuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/Ib SIKOCTI:
Hekctd®apma AT,
PiHNAHAIA;
BUpo6HMK,
BiANOBiAa/IbHWIA 3a
BUNYCK cepii:
CaHTeH AT,
DiHNAHAIA

PiHNAHAIA

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMartepianis: 3MiHu | Tuny - 3MiHK 3
siKocTi. FOoTOBWMIA Nikapcbkuii 3aci6.
3MiHu y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYHTbCA
BUMYCKY Cepii Ta KOHTPO/IO AKOCTI
rOTOBOrO liKapCbKOro 3acoby
(3amiHa abo foaaBaHHSA
BMPO6HMKa, Lo BiAMNOBIAaE 3a
BBE3eHHS Ta/abo BMMNYCK cepii) -
He Bkntovatoum
KOHTPO/b/BUNPOBYBaHHSA cepil -
MiHa agpecu Micus NpoBaKeHHs
AisnbHOCTI BUpobHuka CaHTteH AT,
®iHnAHAiA, BiANOBIAaNLHOIO 3a
BWMNYCK cepii. 3MiHN BHECEHO B

3a peyernmom

UA/9952/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
IHCTPYKLil0 ANS MeanyHOro
3aCTOCyBaHHSA LWOA0
MiCLie3HaXO)KEHHS BUPOOHMKA 3
BiANOBIAHMMW 3MiHAMMW Y TEKCTI
MapKyBaHHS YNakoBKW Nikapcbkoro
3acoby. BBefieHHs 3MiH NpOTSArom
6-TK MicALIB Nic/1a 3aTBEPMKEHHS
189. | TA®/IOTAH® Kpanni ouHi, 15 mrk/mn; no CaHTeH AT PiHNAHAIA "in bulk", nepsrHHe AnoHisi/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/10158/01/01
2,5 mn 'y conakoHi; no 1 nakyBaHHs, PiHnaHgia/ marepianis: 3MiHu | Tuny - 3mMiHu 3
chnakoHy 3 KOHTPO/b AKOCTI: Higepnavgn | sakocTi. FOTOBWIA Nikapcbkuii 3aci6.
KpanesibHULelo- CaHTeH 3MiHM Y BUPOBHULTBI. 3MiHa
HakiHLiBHUKOM Ta dapmacbtoTikan Ko., iMnopTepa/3miHu, Lo CTOCYHTbCA
KPULLIKOIO B KApTOHHIiA Ntp., Cira MNnaHT, BWMYCKY Cepii Ta KOHTPOJIK0 SKOCTI
Kopobui AnoHis; roTOBOrO iKapCbKOro 3acoby
Brnpo6Huk (3amiHa abo gogaBaHHs
BiANOBiAa/IbHWIA 3a BMPOGHUKa, LU0 Bignosigae 3a
BTOPVIHHE BBE3eHHA Ta/abo Bunyck cepir) -
nakyBaHHsa Ta He Bkntovaroum
KOHTPO/b AKOCTI: KOHTPO/Ib/BUNPOBYBaHHSA cepil -
Hekctdapma AT, 3aMiHa MicLa NpoBaKeHHs
PiHNAHgIS; AiSNbHOCTI BUpOOHUKa CaHTteH AT,
Brpo6HMK ®iHNAHAIA, BiANOBIAaILHOMO 3a
BiANoBigabHUIA 3a BUNYyCK cepii. 3MiHN BHECEHO B
BWMNYCK Cepil: IHCTPYKLil0 ANs MeAnyHOro
CaHTeH AT, 3aCTOCYBaHHA Wo40
PiHNAHAIA; MiCLLe3HaxXoMKEHHSI BUPOBHMKaA 3
AnbTepHaTUBHUIA BiANOBIAHMMW 3MiHAMW Y TEKCTI
BUPOGHMK, MapKyBaHHS YNakoBKW NiKapCbKoro
BiANoBigabHUIA 3a 3acoby. BBefieHHs 3MiH NPOTArom
BTOPVHHE 6-TV MicALiB NiCNA 3aTBEPLYKEHHS.
nakyBaHHS:
MaHyakTypiHr
MaxkariHr ®apmaka
(MMNo) B.B.,
Higepnanan
190. | TEMOMEOAK Kancynu no 5 mr, no 5 abo Megak esensliadt HimeuyunHa Mepak lesenbwadt | HimeyunHa/ BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/13562/01/01
20 karncyn y donakoHi, no 1 dotop KNiHiwe hrop KNiHiwe ITanis mMaTtepianis: 3MiHu | Tuny -

donakoHy B nauui

Lneuianbnpenapate
M6X

Lneujansnpenapat
e M6X, HimeuyumHa
(BMPOGHUYIK, L0
Bignosigae 3a
BTOPUHHY YNaKoBKY,
KOHTPO/b/BUNPOOYB
aHHA cepii, L03BIN
Ha BUMyCK cepii);
Hepdapma C.p.J1.,
ITania (BMpo6bHMLTBO
Hepo3dgacoBaHOl
NpoAyKLUii, NepBUHHA

BW/TyYEHHS MPOMIXXHOTO
BMPOOGHUKA NPOMDKHOrO NMPOAYKTY
Cyanotemozolomide 2Y-Chem
LTD., L0 BUKOPUCTOBYETLCA A/1A
CuHTE3y AdD| Temo30/10Migy; 3MiHW
| TMNYy - 3mMiHa NPOMiXHOro
BMPOOHUKA MPOMDKHOIO NPOAyKTY
Cyanotemozolomide, Lo
BUKOPWCTOBYETLCA /19 CUHTE3Y
A®l Temo3onomigy 3 Jiangsu Yew
Pharmaceutical Co., Ltd. Ha
Formosa Laboratories, Inc.
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
ynakoBka, 3anponoHoBaHo: Formosa
KOHTPO/b/BUNPOGYB Laboratories, Inc. 36 Hoping
aHHs cepii); Xaynt Street, Louchu, Taoyuan 33842,
dPapma Amaper Taiwan
'mM6X, HimeuunHa
(BPOGHMLTBO
Hepo3dacoBaHoi
nNpoAayKLUii, nepBnHHa
ynakoBka,
KOHTPO/1b/BMNPOGYB
aHHsA cepii)
191. | TEMOMEOAK kancynu no 20 mr, no 5 Megak esensliadt HimeuyunHa Mepak lesenbwadpt | HimeuyunHa/ BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/13562/01/02
abo 20 kancyn y donakoHi, dhrop KniHiwe dotop KniHiwe ITania Marepianis: 3miHu | Tuny -
no 1 cpnakoHy B navui Lneuianbnpenapare Lneuiansnpenapat BWTYYEHHS NPOMIXHOr0
M6X e M6X, HimeuunHa BMPOOBHMKA NPOMDKHOTO NMPOAYKTY
(BMPOGHWYIK, L0 Cyanotemozolomide 2Y-Chem
Bignosigae 3a LTD., W0 BUKOPUCTOBYETLCA A/1A
BTOPUHHY YNakoBKY, CuHTE3y AD| Temo30/10Migy; 3MiHW
KOHTPO/b/BMNPOGYB | TNy - 3MiHa NPOMXHOTO
aHHA cepii, f03BIN BMPOOHUKA MPOMDKHOIO NMPOAYyKTY
Ha BUMNYCK cepii); Cyanotemozolomide, Lo
Hepcbapma C.p.J1., BUKOPWCTOBYETLCA [/ CUHTE3Y
ITanis (BMpo6GHMLTBO A®I Temo3onomigy 3 Jiangsu Yew
Hepo3chacoBaHoi Pharmaceutical Co., Ltd. Ha
NpoAyKLii, NepBUHHA Formosa Laboratories, Inc.
ynakoBka, 3anponoHoBaHo: Formosa
KOHTPO/1b/BUNPOGYB Laboratories, Inc. 36 Hoping
aHHs cepii); Xaynt Street, Louchu, Taoyuan 33842,
dapma Amaper Taiwan
'm6X, HimeyunHa
(BMpPOGHMLTBO
Hepo3dgacoBaHOl
NpOoAyKLii, NepBUHHA
ynakoBka,
KOHTPO/b/BUNPOGYB
aHHs cepii)
192. | TEMOMEOAK Kancynu no 100 wmr, no 5 Mepak Nesenbluadt HimeuyunHa Mepak esenbwadt | HimeyunHa/ BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/13562/01/03
a60 20 kancyn y dnakoHi, dotop KNiHiwe dorop KNiHiwe ITanis MaTepianis: 3MiHun | Tuny -

no 1 donakoHy B nauui

LLineuianbnpenapare
M6X

Lneuianbnpenapat
e M6X, HimeuunHa
(BUPOGHVIK, L0
Bignosigae 3a
BTOPWHHY YNaKoBKy,
KOHTPO/b/BUNPOGYB
aHHs cepii, f03BIN
Ha BUMyckK cepii);
Hepchapma C.p.J1.,
ITania (BMpo6HMLTBO
Hepo3sdiacoBaHol

BW/TYYEHHSI MPOMIXXHOI0
BUPOGHMKaA MPOMDKHOTO NPOAYKTY
Cyanotemozolomide 2Y-Chem
LTD., W0 BUKOPUCTOBYETLCA AN1A
cuHTe3y A®I| Temo3sonomigy; 3mMiHu
| TMNYy - 3MiHa NPOMiXHOro
BMPOOGHUKA NPOMDKHOrO NMPOAYKTY
Cyanotemozolomide, o
BMKOPUCTOBYETLCA /151 CUHTE3Y
A®| Temo30/10Migy 3 Jiangsu Yew
Pharmaceutical Co., Ltd. Ha
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
NpoAyKLii, NepBUHHA Formosa Laboratories, Inc.
ynakoBka, 3anponoHoBaHo: Formosa
KOHTPO/b/BUNPOGYB Laboratories, Inc. 36 Hoping
aHHs cepii); Xaynt Street, Louchu, Taoyuan 33842,
dapma Amaper Taiwan
'm6X, HimeyunHa
(BMPOGHMLTBO
Hepo3dhacoBaHOl
NpoAyKLii, NnepBuHHa
ynakoBka,
KOHTPO/b/BUNPOGYB
aHHs cepii)
193. | TEMOMELAK kancynv no 140 mr, no 5 Mepak esenbwadT HimeuyunHa Mepak lesenbwadt | HimeuunHa/ BHECEHHS 3MiH IO peecTpaljiiiHux | 3a peyenmom UA/13562/01/04
Kancyn y dpnakoHi, no 1 dotop KNiHiwe dorop KNiHiwe ITania MaTepianis: 3MiHu | Tuny -
chnakoHy B navui LLneujansbnpenapare Lneuiansnpenapat BW/TyYEHHSI MPOMiXXHOIO
M6X e M6X, HimeuunHa BMPOBHUKA NPOMDKHOTO NMPOAYKTY
(BUPOBHKIK, L0 Cyanotemozolomide 2Y-Chem
BignoBigae 3a LTD., W0 BUKOPUCTOBYETLCA A/18
BTOPWHHY YNakoBKy, cuHTesy A®| Temo3onomigy; 3MiHu
KOHTPO/b/BUNPOGYB | TMNYy - 3mMiHa NPOMiXHOro
aHHsA cepii, A03BIN BMPOOHUKA NPOMDKHOTO NMPOAYKTY
Ha BUMYycK cepii); Cyanotemozolomide, wwo
Hepdapma C.p.J1., BUKOPUCTOBYETLCA A1 CUHTE3Y
ITania (BMpo6HMLTBO A®| Temo3onomigy 3 Jiangsu Yew
Hepo3dacoBaHoi Pharmaceutical Co., Ltd. Ha
NpoAyKLUii, NepBnUHHa Formosa Laboratories, Inc.
yrnakoBkKa, 3anponoHoBaHo: Formosa
KOHTPO/1b/BMNPOGYB Laboratories, Inc. 36 Hoping
aHHA cepii); Xaynt Street, Louchu, Taoyuan 33842,
Papma Amaper Taiwan
'mM6X, HimewunHa
(BUPOBHMLTBO
Hepo3dgacoBaHOl
NpoAyKLii, NepBUHHA
ynakoBka,
KOHTPO/b/BMNPOGYB
aHHsA cepii)
194. | TEMOMEZOAK Kancynu no 180 wmr, no 5 Mepak lesenbluadt HimeuyunHa Mepak lesenbwadt | HimeuyunHa/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/13562/01/05
Kancyn y cpakoHi, no 1 dotop KNiHiwe rop KNiHiwe ITanis MaTepianis: 3MiHun | Tuny -
donakoHy B nauuj LWneuianbnpenapare Lneuianbnpenapar BWU/TYYEHHS NPOMIXHOr0
M6X e M6X, HimeuunHa BMPOOGHUKA MPOMDKHOIO NPOAyKTY

(BMPOGHUVIK, LLIO
BignoBsigae 3a
BTOPWHHY YNaKoBKy,
KOHTPO/b/BMNPOGYB
aHHA cepil, f03BiN
Ha BuUnyck cepii);
Hepchapma C.p.J1.,
ITanis (BMpo6HMUTBO

Cyanotemozolomide 2Y-Chem
LTD., W0 BUKOPUCTOBYETLCA A/1A
cuHTe3y A®I Temosonomigy; 3miHu
| TNy - 3mMiHa NPOMKHOTO
BUPOGHMKaA MPOMDKHOTO NPOAYKTY
Cyanotemozolomide, w0
BMKOPWCTOBYETLCS A5 CUHTE3Y
A®I| Temo3zonomigy 3 Jiangsu Yew
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Hepo3acoBaHoi Pharmaceutical Co., Ltd. Ha
nNpoAayKLUii, NepBnHHa Formosa Laboratories, Inc.
yrnakoBkKa, 3anponoHoBaHo: Formosa
KOHTPO/1b/BMNPOGYB Laboratories, Inc. 36 Hoping
aHHA cepil); Xaynt Street, Louchu, Taoyuan 33842,
dPapma Amaper Taiwan
mM6X, HimewunHa
(BUPOBHMLTBO
Hepo3dgacoBaHOl
NpoAyKLUii, NepBUHHA
ynakoBka,
KOHTPO/b/BUNPOGYB
aHHsA cepii)
195. | TEMOMEZLAK kancynu no 250 wmr, no 5 Mepak Nesenbluadt HimeuyunHa Mepak lesenbwadt | HimeyunHa/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/13562/01/06
Kancyn y dpsiakoHi, no 1 dotop KNiHiwe drop KNiHiwe ITanis MaTepianis: 3MiHun | Tuny -
chnakoHy B naui LLineujansnpenapare Lneuiansnpenapat BW/TYYEHHSI MPOMiXKHOTO
M6X e M6X, HimeuunHa BMPOOHUKA MPOMDKHOIO NMPOAYyKTY
(BMPOGHUIK, LLIO Cyanotemozolomide 2Y-Chem
BignoBigae 3a LTD., W0 BUKOPUCTOBYETLCA A4/1A
BTOPWHHY YNaKoBKY, cuHTesy A®| Temo3onomigy; 3MiHu
KOHTPO/b/BMNPOGYB | TNy - 3mMiHa NPOMKHOTO
aHHS cepii, f03BIN BMPOBGHMKA NPOMDKHOTO NMPOAYKTY
Ha BuUnyck cepii); Cyanotemozolomide, o
Hepdapma C.p.J1., BUKOPUCTOBYETLCA A1 CUHTE3Y
ITanis (BMpo6HMLTBO A®I| Temo3onomigy 3 Jiangsu Yew
Hepo3dhacoBaHOl Pharmaceutical Co., Ltd. Ha
NpoAyKLUii, NepBUHHA Formosa Laboratories, Inc.
ynakoBka, 3anponoHoBaHo: Formosa
KOHTPO/1b/BUNPOGYB Laboratories, Inc. 36 Hoping
aHHs cepii); Xaynt Street, Louchu, Taoyuan 33842,
dapma Amaper Taiwan
M6X, HimeuunHa
(BPO6GHMLTBO
Hepo3dacoBaHoi
NpoAyKLUii, NepBnUHHa
ynakoBka,
KOHTPO/b/BMNPOGYB
aHHsA cepii)
196. | TUMOIrNOBYNI | nioginizoBaHWii NOPOLLOK [xenszaiim KOpon B.B. | Higepnanan [bxeHszaiim lpnaHg Ipnangis/ BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/15575/01/01
H® 0151 NPUroTYBaHHA Nimiten, IpnaHgis Benvka marepianis: 3MiHW | TUNY - 3MiHK
KOHUEHTPAaTy A1 PO3UNHY (nepBuHHa Ta BpuTaHis/ BHECEHI [0 iHCTPYKUii ans
Ans iHdysin no 25 mr Ne 1: BTOPVHHA yNnakoBKa, ®paHuis MeANYHOro 3aCToCyBaHHSA

no 1 donakoHy B KapTOHHIl
Kopo6Li

[103BiN Ha BUMNYCK
cepi); JxeH3aim
Nimiten, Benvka
BpuTaHis (BTopuHHa
ynakoBKay);
[bxeH3aiim
Moniknonasnc CAC,

nikapcbkoro 3acoby A0 po3ainy
"MoGiyHI peakuii" OHOBNEHHSA
iHchopmawii 3 6e3nekn BigNOBIAHO
[0 pekomeHgauin PRAC.
BBefeHHS 3MiH NpOTArom 6-1u
MiCALIB MiCNSA 3aTBEPL)KEHHS
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
®paHuia
(BUPOBHMLTBO
Hepo3dacosaHoro
NpPoAYyKTY, A03BiN Ha
BUNYyCK cepii)
197. | TIOTAMA® po34uMH ans iHdysini 1,2 %, | Boopsar ®apma M'vbeX HimeuunHa Contothapm HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/1555/01/01
TYPBO no 50 mn y cpriakoHi; o 1 i Ko. Kl dapmavoiiTie Marepianis: 3miHu | Tuny -
a60 10 hnakoHiB pa3om 3 Epuolirdicce Mv6X BHECEHHS 3MiH [0 po34iny
3axvcHUM(1) YopHUM (1) «MapkyBaHHs» MKA N13:
nakeTom (naketamu) y 3anponoHoBaHo: MapKyBaHHS.
KopobLi 3 KapTOHY 3rigHO 3aTBEpAXEHOr0 TEKCTY
MapKyBaHHS. OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKW NiKapCbKoro
3acoby 3 BHeCEHHSM iHchopMmait
LLI0A0 3a3HAYEHHS OAMHULbB
BMMIpIOBaHHSA y cuctemi Sl
198. | TIOKTALUNA® TabneTtku, BKPUTI MEJOA ®apma M'mbeX HimeuyunHa BUPOBHUK, HimeuuunHa/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/6616/01/01
600 HR NAiBKOBOK 060JI0HKOLO, MO eHf Ko. Kl BiANOBiAaIbHNIA 3a IpnaHgjs marepianis: 3MiHu | Tuny - 3MiHu 3
600 mr no 30 a6o no 100 BMPOGHMLTBO sKocTi. FoToBWIA Nikapcbkuii 3aci6.
TabneTtok y donakoHi; no 1 Hepo3dacoBaHOl Onuc Ta cknag, (iHwi 3MiHK) -

hnakoHy B KOpoOL;i 3
KapToHy

npoaykKuii, NnepBuHHe
Ta BTOPVHHE
nakyBaHHS,
KOHTPO/b AKOCTI:
MEJA
MeHblohekuepuHr
m6X, HimeyunHa;
BMPOGHUK,
BiAnoBiganbHUIA 3a
BWMNYCK Cepil:
MEJA ®apma M'm6X
eHp Ko. KT,
HimeuumnHa;
anbTepHaTUBHWIA
BUPOBHUK,
BiANOBiAaIbHNIA 3a
BMPOGHMLTBO
Hepo3dacoBaHOl
npoaykKuii, NnepBuHHe
Ta BTOPVHHE
nakyBaHHS,
KOHTPO/b AKOCTi Ta
BUNYCK cepil:
Potrachapm Nt4,,
IpnaHgjs

BHECEHHS 3MiH 0 onucy
nikapcbkoi chopmu /13, a came:
YTOUYHEHHS matepiasny 060/10HKM
TabneTku; 3MiHWM BHECEHi y
po3ginu "Cknag”", "Jlikapcbka
copma” Ta "YnakoBka" y 3B"A3Ky 3i
3MIHOI Onucy Nikapcbkoi hopmMu
NikapcbKoro 3acoby Ta sk
HacnigokK - BignoBigHi 3MiHW y
TEKCTi MapKyBaHHs yNnakoBKu
nikapcbKoro 3acoby. BeegeHHs
3MiH NPOTArom 6-Tu MicsiLiB nicns
3aTBEPMKEHHS; 3MiHK | Tuny -
3MiHM Woao
6e3nekn/edekTBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHn)
3amiHa rpadyiyHoro opopmaeHHs
NepBUHHOI Ta BTOPUHHOI YNaKkoBOK
Ha TeKCT MapKyBaHHS YNakoBOK 3
Bi4NOBIgHNMW 3MiHAMK [0
po3ginisa MKA N3 (po3gin
«[pathnyeckoe ochopmneHune
ynakoBku» (FpadpiyHe 306paxeHHst
[0AAETLCS) 3aMiHEHO PO3Ai/IOM
«TeKkcT MapKyBaHHA» (Bignosigae
3aTBEPMKEHOMY TEKCTY
MapKyBaHHs1)). OHOBMIEHHSI TEKCTY
MapKyBaHHS yNakoBKU IiKapCbKOro
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
3acoby. BBefeHHs 3MiH MPOTAroM
6-Tn MicAUiB NicNA 3aTBEPKEHHS.
199. | TI®IM BI ®/ pO34uH A4 iH'eKwiil no 25 CaHodpi MacTep ®paHLis CAHO®I BIHTPOI PpaHuis/ BHECEHHS 3MiH [0 peecTpauiiiHnx | 3a peyenmom UA/13057/01/01
TYPHIM VI MKr/no3a; no 0,5 mn (1 IHOACTPIA, YropwumHa MaTepianis: 3MiHu | Tuny -
BAKUWHA ONA | posa) y nonepefHbo ®paHuia peecTpauisi HOBOi cMcTeMu
MNPO®ITAKTUK | 3anoBHeHOMy Lunpuui 3 (cTepunizytoua KOHTeliHep/3aKynopoBanbHWi
M YEPEBHOIO | npukpinneHoo ronkoto Ne inbTpavis, 3aci6, Ky BUKOPUCTOBYIOTb A1
TNDY 1 B KapTOHHI kopobuj; No 3anoBHEHHA HamnoBHEHHS, 36epiraHHsa Ta
MNONICAXAPUA, | 0,5 mn (1 gosza) y LUNPULIB, KOHTPOJb TpaHCMOpPTyBaHHS Ajto4Ooi
HA PIOKA nornepeaHbLo 3arnoBHEHOMY AKOCTI PEYOBUHY oumLLEeHoro Vi-
LNpUL 3 MPYKPINJIeHo (cTepunbHicTb)); KancysnisipHoro nonicaxapvay.
ronkoto Ne 1 B CaHodpi MacTep, 3anponoHOBaHO: CKISHWUIA
CTaHOAPTHO-EKCMOPTHIl ®paHLuis (BTOpUHHE KOHTelHep Tuny |, npobka 3
yMakoBLi fika MICTUTbCS Y nakyBaHHs, BUMYCK noniéytunextepedtanary (PBT),
KapTOHHIA KopooLi cepii); CaHodi 3aKynoptoBad 3
MacTep, PpaHuis nonitetpadtopetuneny (PTFE).
(MoBHWIA LWKN TepmiH BBEAEHHS 3MiH BEpECeHb
BMPOGHMLTBA, 2021
KOHTPO/b SIKOCTI,
3aMOBHEHHS,
BTOPUHHE
nakyBaHHs1, BUNYCK
cepii); CaHodi-
ABeHrTic MpaiisiT Ko.
Nta., Nnatdopma
NOTiCTVKN Ta
AncTpubyuii y m.
Bypanewr,
YropumHa
(BTOPUHHE
nakyBaHHs1, BUNYCK
cepii)
200. | TPECIBA® pO34uH AN14 iH'ekuiid, 100 AIT Hoso Hopgick [aHis Brpo6HMUTBO, [OaHisa/ BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/14264/01/01
®JIEKCTAY® of/mnno3mny HanoBHEHHS B PpaHuis mMartepianis: 3mMiHu | Tuny - 3MiHK 3

KapTpuaXi, SKnit
MiCTUTbCA Y
6araTopasosili
0/iHOPAa30Bili LWNpuL-
pyuui; no 1 a6o 5 wnpuu-
PYYOK Y KapTOHHIil KOpo6Lyi

NepBUHHY YNakoBKy

Ta KOHTPO/b Gasnky.

BignosiganbHuii 3a
BUMYCK:

A/T Hoso Hopgick,
[Janis;
KomnnektyBaHHs,
MapKyBaHHS Ta
BTOPWHHE
nakyBaHHs FOTOBOTO
npoaykTy. KoHTposnb
SAKOCTi 6anky
roTOBOro NPOAYKTY
Ta KiHueBoro

AKOCTi. [OTOBWIA Nikapcbkuin 3aci6.
MpoekTHWIA NpocTip Ta
nicnspeecTpaviiHiii NpoToKoN
ynpaBniHHA 3MiHaMW. BHeceHHs
3MiH, Lo nepeabaveHi y
3aTBEPAXEHOMY NPOTOKONI
ynpas/iHHA 3MiHaMK (BHECEHHS
3MiHN ANns
6i0N0rivYHOro/iMyHOOrN4YHOro
nikapcbKoro 3acoby) - BeefeHHs
BMPOGHMWYOT AinbHULI HoBO
Hopgaick MpoatokcboH CAC, 45,
aBeHto 4'OpneaH, 28000, LWapTp,
®paHuis/Novo Nordisk Production
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
roTOBOrO NPOAYKTY: SAS, 45 avenue d'Orleans, 28000
A/T Hoso Hopgick, Chartres, France, BignoBiganbHy
[JaHis; 3a BMPOGHMLTBO Hepo3hacoBaHol
Brpo6HMK NpoAyKLUii, HaNMOBHEHHS B
Hepo3gacoBaHOro NepBUHHY YNakoBKy Ta KOHTPO/Ib
nNpoaykKTy, akocTi 6anky M3 srigHo
HanoBHEHHS B 3aTBEPKEHOr0 NMPOTOKO/TY
NepBUHHY YNakoBKy ynpasiHHA 3MiHaMK
Ta KOHTPO/Ib AKOCTI
6asKy rotoBoro
NPOAYKTY;
MapKyBaHHS Ta
BTOPUHHE
nakyBaHHS:
Hoso Hopgaick
MpopatokcboH CAC,
PpaHuis
201. | TPUCENTON Tabnetk no 100 mr/20 mr, | MNpuBaTHe akuioHepHe Ykpaina MpuBaTHe YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiHnx 3a peyenmom UA/5350/01/01
no 10 TabneTok y TOBapUCTBO "Jlekxim- akujioHepHe Marepianis: 3miHu | Tuny -
6nicTepi; no 2 6nictepn y Xapkis" TOBapuCcTBO "J1eKxiMm nofaHHs OHOBJ/IEHOrO cepTudikaTy
nauuj 3 KapToHy - Xapkis" BiANOBIAHOCTI E€BPONENCHKOI

thapmakonei ans Ad®l
cynbhameTtokcasony CEP No. R1-
CEP 1999-172-Rev 02
(nonepegaHs Bepcis CEP No. R1-
CEP 1999-172-Rev 01) Big BXe
3aTBEPAKEHOr0 BUPOGHMKA
Virchow Laboratories Limited,
India; 3miHuM | TUNY - 3MiHK 3
akocTi. CepTudikar
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONeichbkili
thapmakonei/moHorpadii. 3miHu,
noB'si3aHi 3 HEOOXIiAHICTIO
npuBeAeHHs y BiANOBIAHICTb A0
MoHorpadii AdY abo
€Bponeiicbkoi thapmakonei, abo
iHLWOT HauioHanbHOI thapMakonel
aepxasun €C (3miHa y
cneuudikauisix, NoB'A3aHa 3i
3MiHamu B Y, abo
€Bponeiicbkin thapmakonei, abo
iHLWIN HauioHanbHIR thapmakonei
nepxasun €C); cynyTHA 3MiHa -
3MiHn 3 axocTi. CepTudpikat
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONeiichbkili
thapmakonei/moHorpadii. 3miHu,
noB'si3aHi 3 HEOOXIiAHICTHO
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Bupo6HuK

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu

Howmep

n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

BUPOOGHUKa

npuBELEHHS Y BiANOBIAHICTb A0

Bionycky

peecmpayiliHo2o
nocsio4yeHHs

MoHorpadii 4dY abo
€Bponeiicbkoi thapmakonei, a6o
iHLIOT HauioHasTbHOI dhapmakonel
nepxasun €C (iHWi 3miHn) (B.111.2.
(x) IA)BHeceHHs 3miH Ao
Cneuudpikauii/MeToaiB KOHTPOO
AaKocTi A®l cynbhameTokcasony, a
came: BUlyYeHHs M. «Baxki
MeTann» Ta «3a/IMLIKOBa KiNlbKiCTb
OpraHiYHUX PO3YMHHWKIB
BHECEHHS 3MiH [0 peecTpavuiiHnX

UA/0355/01/01

202.

TPUCENTON

Tabnetkn no 100 mr/20 mr,
in bulk: no 5000 Ta6neTok
Y KOHTelHepi

TOBapUCTBO "Jlekxim-
Xapkis"

MpuBaTHe akuioHepHe

Ykpaina

MpusaTHe
akujioHepHe
TOBapuCTBO "J1eKxiM
- Xapkis"

YkpaiHa

Marepianis: 3miHu | Tuny -
nofaHHA OHOB/IEHOTO cepTudikaTy
BiANOBIAHOCTI E€BPONENCHKOI
thapmakonei ans Ad®l
cynbhameTtokcasony CEP No. R1-
CEP 1999-172-Rev 02
(nonepegaHs Bepcis CEP No. R1-
CEP 1999-172-Rev 01) Big BXe
3aTBEPAKEHOr0 BUPOGHMKA
Virchow Laboratories Limited,
India; 3miHuM | TUNY - 3MiHK 3
akocTi. CepTudikar
BignosigHocTi/l E-cepTudpikar
BiANOBIAHOCTI EBpONeiichkili
thapmakonei/moHorpadii. 3miHu,
noB'si3aHi 3 HEOOXIiAHICTIO
npuBeAeHHs y BiANOBIAHICTb A0
MoHorpadii AdY abo
€Bponeiicbkoi thapmakonei, abo
iHLWOT HauioHanbHOI thapMakonel
aepxasun €C (3miHa y
cneuudikauisix, NoB'A3aHa 3i
3MiHamu B Y, abo
€Bponeiicbkin thapmakonei, abo
iHLWIN HauioHanbHIN thapmakonei
nepxasun €C); cynyTHA 3MiHa -
3MiHn 3 axocTi. CepTudpikat
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONeichbkili
thapmakonei/moHorpadii. 3miHu,
noB'si3aHi 3 HEOOXIiAHICTIO
npuBeAeHHs y BiANOBIAHICTb A0
MoHorpadii AdY abo
€Bponeiicbkoi thapmakonei, abo
iHLWOT HauioHanbHOI thapMakonel

aepxasun €C (iHwi 3miHn) (B.111.2.

(x) 1A)BHeCeHHs 3MiH 0
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Ymosu

Howmep

n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Bionycky

peecmpayiliHo2o
nocsio4yeHHs

Cneuudpikauii/MeToaiB KOHTPOIO
AaKocTi A®l cynbhameTokcasony, a
came: BUyYeHHs M. «Baxki
MeTaIM» Ta «3a/ILLKOBA KiNbKICTb
OpraHiYHUX PO34YMHHUKIB»

UA/5350/01/02

203.

TPUCENTON

Tabnetku no 400 mr/80 wr,
no 10 TabneTok y
6nicTepi; no 2 6nictepn y
nauuj 3 KapToHy

MpuBaTHe akujioHepHe
TOBapUCTBO "Jlekxim-
Xapkis"

Ykpaina

MpuBaTHe
akujioHepHe
TOBapuCcTBO "J1ekxiMm
- Xapkis"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3mMiHu | TMNy - 3MiHK 3
faKocTi. CepTudikar
signosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONechbkili
hapmakonei/MoHorpadii. 3miHn,
noB'si3aHi 3 HEOOXIAHICTIO
npuBELEHHS Y BiANOBIAHICTb A0
MoHorpadii AdY abo
€BponeiicbKoi hapmakonei, abo
iHLIOT HauioHa/IbHOI dhapmakonel
nepxasun €C (3miHa y
cneumdikauisx, nos'AsaHa 3i
3MiHamu B ®Y, abo
€Bponeiicbkili hapmakonei, abo
iHLWLIN HauioHanbHIn thapmakonei
nepxasun €C); cynyTHs 3MiHa -
3MiHu 3 aKocTi. CepTudiikaT
signosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONechbkili
thapmakonei/MoHorpadii. 3miHn,
noB'si3aHi 3 HEOOXIAHICTIO
npuBELEHHS Y BiANOBIAHICTb A0
MoHorpadii AdY abo
€BponeiicbKoi hapmakonei, abo
iHLIOT HauioHa/IbHOI hapmakonel
nepxasun €C (iHWi 3miHn) (B.111.2.
(x) IA)BHeceHHs 3miH Ao
Cneuudpikauii/MeToaiB KOHTPOO
aKocTi A®l cynbhameTokcasony, a
came: BUlyYeHHs M. «Baxki
MeTanm» Ta «3a/IMLIKOBa KiNlbKiCTb
OpraHiYHUX PO3YMHHUKIB»; 3MiHM |
TUNY - NOAAHHS OHOBJIEHOTO
cepTtudikaTy BignoBigHOCTI
€Bponelicbkoi hapmakonei ans

R1-CEP 1999-172-Rev 02
(nonepepaHs Bepcis CEP No. R1-
CEP 1999-172-Rev 01) Big BXe

3aTBEPAKEHOr0 BUPOOHUKaA

Virchow Laboratories Limited,
India

A®I cynbhameTokcasony CEP No.

3a peyenmom

UA/0356/01/01

204.

TPUCENTON

Tabnetkn no 400 mr/80 wmr,

MpuBaTHe aKLioHepHe

YKpaiHa

NpuBatHe

YKpaiHa

BHECEHHS! 3MiH 10 peecTpaLiiHnxX
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

in bulk: no 2500 Ta6neTok
Y KOHTelHepi

TOBapUCTBO "flekxim-
Xapkis"

akujioHepHe
TOBapucTBO "J1eKXiM
- Xapkis"

marepianis: 3MiHu | TMny - 3MiHK 3
AKocTi. CepTudikar
BignosigHocTi/lE-cepTudikar
BIANOBIAHOCTI EBpONechbkil
thapmakonei/MoHorpadii. 3miHn,
noB'sA3aHi 3 HEOOXIiAHICTIO
npuBELEHHS Y BiANOBIAHICTb A0
MoHorpadii 4dY abo
€Bponeiicbkoi thapmakonei, a6o
iHLIOT HauioHasIbHOI dhapmakonel
nepxasu €C (3miHa y
cneumdikauisx, nos'AsaHa 3i
3MiHamu B 1®Y, abo
€Bponeiicbkili hapmakonei, abo
iHWi HauioHanbHiI dhapmakonei
nepxasun €C); cynyTHs 3MiHa -
3MiHu 3 aKocTi. CepTudiikaT
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONechbkil
thapmakonei/MoHorpadii. 3miHu,
noB'sA3aHi 3 HEOOXIAHICTIO
npuBELEHHS Y BiANOBIAHICTb A0
MoHorpadii 4dY abo
€Bponeiicbkoi thapmakonei, a6o
iHLIOT HauioHasTbHOI hapmakonel
nepxasun €C (iHWi 3miHn) (B.111.2.
(x) IA)BHeceHHs 3miH Ao
Cneuudpikauii/MeToaiB KOHTPOSO
aKocTi A®l cynbhameTokcasony, a
came: BUyYeHHs M. «Baxki
MeTann» Ta «3a/IMLLIKOBa KiNlbKiCTb
OpraHiYHUX PO3YMHHUKIB»; 3MiHU |
TUNY - NOAAHHS OHOB/IEHOTO
cepTtudikaTy BignoBigHOCTI
€Bponelicbkoi hapmakonei ans
A®I cynbhameTokcasony CEP No.
R1-CEP 1999-172-Rev 02
(nonepepaHs Bepcis CEP No. R1-
CEP 1999-172-Rev 01) Big BXe
3aTBEPAKEHOTO BUPOOHMKA
Virchow Laboratories Limited,
India

205.

TPUTALE®

Tabnetku no 5 mr; Ne 28
(14x2): no 14 TabneTok y
6nicTepi; no 2 6nictepn B
KapTOHHIA KopooLi

TOB "CaHodi-ABEHTIC
YkpaiHa"

YKpaiHa

CAHO®I C.IN.A.

ITanis

BHECEHHS 3MiH [0 peecTpaviiiHnX
mMartepianis: 3MiHu Il TUNy - 3MiHK
BHECEHO [0 IHCTPYKLi ANns
MeANYHOr0o 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3ainis
"B3aemogis 3 iHWMMU fliKapCbKUMu
3acob6amu Ta iHwWi Buan

3a peyernmom

UA/9141/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

B3aemogiin", "OcobmBoCTi
3acTocyBaHHA". BBeeHHS 3MiH
npoTArom 6-T1 MicAuiB nicns
3aTBEPAXKEHHS

206.

TPUTALEE®

Tabnetku no 10 mr; Ne 28
(14x2): no 14 TabneTok y
6nictepi; no 2 6nictepn B
KapTOHHIA KOopoo6Li

TOB "CaHodpi-ABEHTIC
YkpaiHa"

YKpaiHa

CAHO®I C.IN.A.

ITanisa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHu |l TURY - 3MiHK
BHECEHO [0 iHCTPYKLi Ans
MeAUYHOr0o 3aCTOCYBaHHs
NiKapcbKoro 3acoby Ao po3ginis
"B3aemogis 3 iHWMMW SliKapCbKUMu
3acob6amu Ta iHLWi Buan
B3aemogiin", "OcobnmBocCTi
3acTocyBaHHs". BBeeHHS 3MiH
NpOTArom 6-Tv MicALiB nicns
3aTBEPKEHHS

3a peyenmom

UA/9141/01/03

207.

TPUTALE®

Tabnetku no 5 mr; Ne 28
(14x2): no 14 TabneToK y
6nicTepi; no 2 6nictepu B
KapTOHHIA KopoobLi

TOB "CaHodhi-ABEHTIC
YkpaiHa"

YKpaiHa

CAHO®I C.IN.A

ITanisa

BHECEHHS 3MiH 10 peecTpaviiiHnX
MaTepianis: 3MiHun | Tuny -
noJaHHs OHOB/IEHOro cepTucpikata
BiANOBIAHOCTI EBpONechbkili
hapmakonei Ne R1-CEP 2001-
297-Rev 06 ana A®l Paminpuny
Bif] BXE 3aTBEPAKEHOr0
BMpobHuKa SANOFI-AVENTIS
DEUTSCHLAND GMBH,
HimeuuuHa, y Hacnifgok HagaHHsA
3BiTY 3 OL|iHKU PU3KKIB CTOCOBHO
eN1eMEeHTHUX AOMILLOK; 3MiHu |
TUNY - BUTYYEHHS 3i cneumdikauii
Ad| Paminpuny nokasHuka «Baxki
MeTasin» 06yMOB/IEHO HaAaHHAM
3BiTY 3 OLiHKW PU3KKIB CTOCOBHO
€/1eMEeHTHUX AOMILLOK

3a peyernmom

UA/9141/01/02

208.

TPUTALEE®-A

Kancynu Teepgi no 5 mr/5
Mr Ne 28 (7x4) a6o Ne 56
(7x8): no 7 kancyn'y
6nicTepi, no 4 abo 8
6nicTepiB y KAPTOHHIi
Kopo6ui; Ne 90 (15x6): no
15 kancyn y 6nictepi, no 6
6nicTepiB y KAPTOHHIi
Kopoo6Li

TOB "CaHodpi-ABEHTIC
Ykpaiva"

YkpaiHa

Apavepn ®apma
C.A., MonbLa
(B1pOGHMLTBO,

nepBuHHe Ta
BTOPWHHE
nakyBaHHS rOTOBOro
NiKapcbKoro
3acoby); Anavep,
dapma C.A.,
MonbLya (KOHTPOb
Ta BUMNyCK cepiii
roToBOro
niKkapcbKoro 3acoby)

MonbLa

BHECEHHS 3MiH 40 peecTpaLiiHnx
marepianis: 3MiHW | TUNY - 3MiHK
oo 6e3snekn/edeKTMBHOCTI Ta

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3ara/lbHEHVX AaHnX Npo
cuctemy hapmakoHarnsgy

(BBEAEHHSA y3arasIbHEHVX AaHUX
npo cucTemy chapmakoHarnsgy,

3MiHa yNoBHOBaXeHOI 0cobu,
Bi4NoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnagy
3asiBHMKa 4N 34iICHEHHS
thapmakoHarnagy B YkpaiHi, KO

BOHa BifjMiHHa Bif, yNOBHOBaXEHOI

0cobw, BignoBigasbHOI 3a

3a peyenmom

UA/15898/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3[jiCHeHHs hapMakoHarnsgy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
mMacTep-caiina cucremm
thapmakoHarnagy) - 3miHa
YMNOBHOBaXeHOT 0COOM 3asBHMKA,
BignoBigasibHOI 3a
hapmakoHarnsg.
MponoHoBaHa pegakuis:
XopakiBcbka TeTsHa
BauvecnasiBHa. 3MiHa KOHTaKTHUX
[aHVX YNOBHOB&XeHOI 0co6u
3as1BHMKA, BignoBiAa/bHOT 3a
thapmakoHarnag,

209.

TPUTALEE®-A

Kancynu Teepai, 10 mr/5
mr; Ne28 (7x4) no 7
Kancyn y 6nictepi, no 4
6nicTepn y KapTOHHIN
Kopoo6Ui

TOB "CaHodi-ABeHTIC
YkpaiHa"

Ykpaina

Apaven ®apma
C.A., Monbwa
(BMPOGHULTBO,

nepBuHHE Ta
BTOPUHHE
nakyBaHHs!, rOTOBOro
nikapcbkoro
3acoby); Agavep,
®apma C.A.,
Monbwa (KOHTposb
Ta BUMNyCK cepiit
roToBOro
nikapcbKoro 3acoby)

Monbwa

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

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHUX Npo
cuctemy chapmakoHarnagy

(BBEAEHHSA Y3araslbHEHNX AaHNX
npo cucTemy thapmakoHarnsgy,

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

YMNOBHOBaXEHOT 0CO6M 3as1BHMKA,

BignoBigasibHOI 3a
hapmakoHarnsg.
MponoHoBaHa pegakuis:
XopakiBcbka TeTsiHa
BauvecnasiBHa. 3MiHa KOHTaKTHMX
[aHVX YNOBHOB&XEHOI 0co6u
3as1BHMKA, BignoBiAa/bHOT 3a
hapmakoHarnag,

3a peyenmom

UA/15896/01/01

210.

TPYKCUMA

KOHLeHTpaT 4719 pPO34nHy
Ans iHdysili, no 500 mr/50
M/1; N0 50 My p1aKoHi;

CennTpioH Xenskeap
Ko., itg,

Pecny6nika
Kopes

Brpo6HMUTBO,
nepBuHHe
nakyBaHHs,

Pecny6nika
Kopes/
Benuka

BHECEHHS 3MiH [0 peecTpavliiiHnX
mMartepianis: 3MiHu | Tuny - 3MiHK 3
siIKoCTi. FOTOBWMIA Nikapcbkuii 3aci6.

3a peyernmom

UA/17284/01/01
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HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
no 1 doakoHy y KapTOHHIl BTOPUHHE BpuTanis/ 3MiHn y BUPOGHMLTBI. 3MiHa
KopooLi nakyBaHHs, YropmHa/ iMnopTepa/3miHu, Lo CTOCYHTbCA
BMNPOGYBaHHSA IpnaHgis/ BWMYCKY Cepii Ta KOHTPO/IH0 AKOCTI
cTabinbHOCTI; HimeuunHa rOTOBOrO J1iKapCbKOro 3acoby
BunpobyBaHHs (3amiHa abo goaaBaHHA
CTabiNbHOCTI:

CEJINTPIOH IHk.,
Pecny6nika Kopes;
Bupo6HYK,
BiANOBiAA/IbHWIA 32
BUNYCK cepil:
BioTtek Cepsicec
IHTepHewHN /T4,
Benuka bpuTaHis;
BunpobysaHHs
KOHTPO/O AKOCTI
npu BUNYCKY,
BTOPUHHE
nakyBaHHs: 3AT
dapmaLeBTUYHNI
3aBog ETIC,
YropumHa;
YacTtkoBe
BMNPOGYBaHHSA
KOHTPO/O AKOCTI
npu Bunycky (3a
nokasH1Kamm
CTepWbHICTb Ta
€HAO0TOKCUHN):
dapmacbloTikan
KoHTpon eHg
[esenonmeHT
Na6opaTopi Ko.,
nta, YropuwmHa;
Bnpo6HuK,
BiZiNOBIgabHUIA 3a
BWMNYCK Cepil:
MinnmayHT
Xenckeap /114,.,
IpnaHgis;
Bupo6bHuuTBO,
nepBuHHe
nakyBaHHs,
BMNPOGYBaHHSA
KOHTPO/O SIKOCTI
npu BUNYCKY:
Bakctep OHkonoaxi
'm6X, HimeyunHa

BMPOGHUKA, LU0 Bignosigae 3a
BBE3eHHS Ta/abo BMMNyCK cepil) -
He Bkntovatoum
KOHTPO/b/BUNPOBYBaHHA cepii -
JoaaHHA anbTepHaTUBHOI
AinbHWUI, BignoBiganbHoI 3a
BUMNYCK Cepii roTOBOro MikapCbKoro
3acoby, MinnvayHT Xenckeap
Nta. (Bnok-7, Citi Hopc bisHec
Kamnyc, Ctamannin, rpachcTeo
Mit K32 YD60, IpnaHgis
/Millmount Healthcare Ltd. (Block-
7, City North Business Campus,
Stamullen, Co. Meath K32 YD60,
Ireland 3miHn BHeceHo B
IHCTPYKLi0 ANA MeAnyHOro
3aCTOCyBaHHSA LWOA0
HaliMeHyBaHHA Ta
MiCLie3HaXO)KEHHS BUPOOHMKA 3
BiANOBIAHMMW 3MiHAMMW Y TEKCTI
MapKyBaHHS YNakoBKW Nikapcbkoro
3acoby; 3miHu Il Tuny - 3miHn 3
AKocTi. [oToBWIA Nikapcbknii 3aci6.
MpoekTHWiA NpocTip Ta
nicnsipeecTpaLiiinii npoTokon
ynpaBniHHA 3MiHaMK. BHeceHHs
3MiH nicnsa 3aTBepAXKEHHS
NPOTOKOJ1y yNpaB/liHHA 3MiHaMu
7151 TOTOBOTO NiKapCbKOro 3acoby
- BHeceHHs 3miHuM nicnsa
3aTBEPAXKEHHS NPOTOKONY
ynpaB/iHHA 3MiHaMK, a came
BBEEHHS BUPOOHNYOT AiNbHULL
Bakctep OHkonogaxi MméX,
HiMeuyunHa B SIKOCTi KOMEpL,iiHOTO
BMPOOGHMKA AN5 NiKapCbKOro
3acoby Ta naboparopito bakctep B
SIKOCTi A0AATKOBOT AiNbHMLI,
Bi4NoBiAa/IbHOT 3@ KOHTPO/b
AKOCTI MPW BUNYCKY FOTOBOrO
nikapcbkoro 3acoby: bakctep
OHkonopxki MM6X KaHTwTpacce 2,
ranne/BectpaneH, MiBHiYHUIA
PeliH-BectdhaneH, 33790,
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Himeuunna /Baxter Oncology
GmbH Kantstrasse 2,
Halle/Westfalen, Nordrhein-
Westfalen, 33790, Germany
211. | YNbTPAKAIH® | posuuH gns iH'ekuiii, ans TOB "CaHodpi-ABEHTIC Ykpaina CaHodpi-ABeHTiC PpaHuia/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/3406/01/02
A-C ®OPTE BMpo6HMKa CaHodi- YkpaiHa" [Jonunang MrmoéxX, HimeuunHa marepianis: BUNpaBieHHA
ABeHTiC [loitunaHg Mmo6X, HimeuumnHa; TEXHIYHOI NOMUIIKW Ha TUTY/bHIl
HimeuuunHa, amnynu: OENb®APM cTopiHui MKA N13, a came nig yac
Ne100 (10x10): no 2 mn B [ODKOH, dpaHuis BHECEHHS 3MiH A0MYLLEHO
amnyni; no 10 amnyn 'y NOMWIKY y HOMepi
KapTOHHIA YapyHKOBIli PeecTpadiiiHoro noceig4eHHs
ynakoBLij; N0 1 kapTOHHii [itoua pepakuis: Ne
YapyHKOBIl1 ynakoBLi B UA/3406/01/01 MNponoHoBaHa
KapTOHHIA kopo6ui; no 10 penakuis: Ne UA/3406/01/02
KapTOHHMX KOPO6OK,
0OTATHEHVX MNIBKOKO
LUMhIEHOBOID; KapTPUAXI:
Ne 100 (10x10): no 1,7 mn
y KapTpuaxi; no 10
KapTpUAKIB Y KAPTOHHIl
YapyHKOBIli ynakoBLij; no
10 KapTOHHMX YapyHKOBUX
yNaKoBOK Y KapTOHHiiA
Kopob6Li; AN BUPOGHMKA
OENb®APM ADKOH,
PpaHuisn, amnynu: Ne100
(5x2x10): no 2 mn B
amnyni; no 5 amnyn y
noniCTUPOIOBIl yNakoBL;
no 2 NonicTMposnosi
YMaKOBKN B KAPTOHHIl
KopobLi; no 10 KapTOHHMX
KOpPOBOK, O6TArHEHNX
nNiBKOK UNIEHOBOK
212. | YPOTON® TabneTtku, BKPUTI TOB "CaHodpi-ABEHTIC Ykpaina KBiHTa-AHaniTuka Yexisa/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/6706/01/02
060/10HKOH0, Mo 2 Mr; Ne YkpaiHa" c.p.o., Yexia Yecbka marepianis: 3MiHW | TURY - 3MiHK
28 (14x2), Ne 56 (14x4): (KOHTpPOJIb AKOCTI); Pecny6nika Lwoao 6e3nekn/edeKTBHOCTI Ta
no 14 TabneTtok y TOB "3eHTiBa", hapmakoHarnsgy. BeeneHHs abo

6nicTepi; no 2 abo no 4
6nicTepu B KAPTOHHI
Kopobui

Yecbka Pecny6nika
(Bpo6HMLTBO 13,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPONb SIKOCTI,
BUMYCK Cepiid)

3MiHM [0 y3araslbHEHUX JaHuX Npo
cuctemy thapmakoHarnagy
(BBEAEHHSA Y3arasIbHEHUX AaHWX
npo cuctemy capmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0Co6H,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHoOI
0cobu 3 hapmakoHarnagy
3asBHUKa A1 3MiACHEHHS
hapmakoHarnsgy B YkpaiHi, SKL0
BOHA BifMiHHA Bif, YNOBHOBaXXEHOT
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PeecmpayjiliHa npoyedypa

Ymosu

Howmep

n/n

Hassa
JliKapcbKo20

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

ocobw, BignoBigasibHOI 3a

Bionycky

peecmpayiliHo2o
nocsio4yeHHs

3acoby

3[iiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI faHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-cbaiina cuctemm
hapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CObM 3as1BHMKA,
BignoBiganbHOI 3a
thapmakoHarnag.
MponoHoBaHa pegakuis:
XopakiBcbka TeTsHa
BauecnasiBHa. 3MiHa KOHTaKTHWX
[aHVX YNOBHOB&XEHOI 0co6u
3asBHVKa, BigNoBiAa/IbHOT 38
hapmakoHarnag,

BHECEHHS 3MiH [0 peecTpaviiiHnX

UA/3370/01/01

213.

DAMOTUAVNH

MOPOLLIOK KpUCTaUTivHWIA
abo kpuctanu
(cybeTaHuis) y naketax
NoABINHMX
nonieTMNeHoBUxX ans
hapMaLeBTUYHOTO
3acToCcyBaHHSA

MpAT
"GapmaueBTnyHa
hipma "apHnus”

YKpaiHa

INMKA
NABOPATOPIC
NIMITEL,

IHais

MaTepianis: 3MiHun | Tuny -
BHECEHHS 3MiH f0 Cneumndikavi
A®| damoTUAMH, 30Kpema: - 3a
NOKa3HNKOM "PO3UYMHHICTL" - HA3BY
pO34nHHKKa "eTaHon P" 3miHeHO

Ha "eTaHon 6e3BoaHuin P"
BianoBiAHO MoHorpadii EP; - 3a

nokasHukamu "CynpoBigHi
LOMILLKM", "3aIULLKOBI KiNIbKOCTi

OpraHiyHnX PO3YMHHUKIB" -

YTOYHEHO KpUTEpIii NPUAHATHOCTI
BiANOBIAHO AOKYMEHTIB
BMPOOHUKA; 3MiHM | TUNY - 3MiHK 3
akocTi. A®l. KoHTposnb A®L. 3miHa

y napameTpax cneuudikawii

Ta/abo fonyCcTUMUX MEX,
BM3HAYEHMX Y cneundikauisx Ha
A®I, ab0 BMXigHWIA/NPOMDKHWIA
npoAyKT/peareHT, Wwo

BMKOPMCTOBYHOTbCS Y NpOLLeCi

BMPOGHUMLTBA AD| (BUNYyYEHHS
He3Ha4yHOro nokasHuka SKocTi
(Ranpuknag BUyYeHHs
3acTapinioro NokasHuKa)); CynyTHS

3MiHa - 3MiHY 3 akocTi. ADL.

KoHTponb A®I. 3miHa y meTogax

BMNpobyBaHHA APl abo BuXigHOTO
mMaTtepiany/npombKHOro
npoaykTy/peareHty, Lo

BMKOPWCTOBYETLCA Y NPOLIECI
BUpO6HULUTBA AP| (HE3HAYHI 3MIHK

y 3aTBEPMKEHUX MeTogax
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BMMNPOGYBaHHS) - BHECEHHS 3MiH
0o Cneuundikavii / MeTogis
BuNpobyBaHHA APl damoTnanH,
30Kpema: BUJTYHYEHHS KOHTPO/IIO 3a
noKasHUKoM "Backki meTanu"
06yMOB/IEHO MPUBEAEHHAM Y
BiANOBIAHICTb A0 BUMOT
MoHorpadii EP; 3miHu | Tuny -
BHECEHHS 3MiH J0 MeTogiB
BMNpobyBaHHA APl damoTnanH,
30Kpema: - 3a NoKa3HMKOM
"KinbkicHe BU3HaAYEHHA" -
BHECEHHS He3HAYHNX pefakUiiHuX
npaBoK Ta 3a3HayeHHs
po3paxyHKoBoi chopmynu
06YMOB/IEHO NPUBEAEHHAM Y
BiAMNOBIAHICTb 4O MaTepianis
BMPOGHUKA; - 38 NOKa3HUKOM
"CynpoBigHi AOMILLKN" - HE3HAYHI
pefakLiiiHi npaBku 06YMOB/IEHO
npuBeAeHH:AM Y BIANOBIAHICTb A0
marepianis BUPO6HMKA; 3MiHW |
TUNY - BHECEHHS HE3HAYHUX
penakuifHnX 3MiH fo
Cneuyudikauii A®| damoTnavH 3a
nokasHukamu "rposopictb
po3nyHy", "KonboposicTb
PO34uHY"; 3MiHM | TUMY - BHECEHHS
3MiH g0 p. 3.2.S.7. CTabinbHicTb,
30kpema: 3amiHa "Mepiogy
nepeKkoHTPosI" Ha "TepMiH
npuaaTHocTi"; 3MiHu | Tuny -
BHECEHHS 3MiH J0 MeTogiB
BMNpobyBaHHA APl damoTnanH,
30KpemMa: 3a NoKasHVKOM
"3a/IULLKOBI KifIbKOCTi OpraHiyHnx
PO3YMHHKKIB" - 3MiHV B
XpomatorpadivyHnx napameTpax;
3MiHa NPo6OoNiArOTOBKN PO3UNHIB,;
3MiHa B pO3paxyHKOBUX
hopmynax, He3HauHi pefakLiiHi
npaskn 06yMOB/IEHO
npuBeAEHHSM Y BIANOBIAHICTb A0
MaTepianis BUPO6GHMKa

214.

DAPMACENTA

n

po3umnH 96 % no 100 mn y
hnakoHax CKISHUX

TOB "MEAJ/IEB"

Ykpaina

TOB "MEAJIEB"

YkpaiHa

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

TEKCTY MapKyBaHHS yNakoBKM

3a peyenmom

UA/17314/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

NiKapCbKOro 3acoby 3 BHECEHHAM
iHbopmauii Wwoao 3a3HaYeHHs
OAVHVLb BUMIPIOBAHHS Y CUCTEMI

215.

®EHICTUN

Kpanni opaneHi, 1 mr/mn;
no 20 Mn y doNakoHi 3
KpanenbHuLeto; no 1
(h/1aKOHY B KapTOHHii
Kopoo6ui

"CK KoHcbtomep
Xenckep C.A.

LLiBeiiuapis

'CK KoHcblomep
Xenckep C.A.

LLiBeiiuapis

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

hapmakoHarnsgy. BeefeHHus abo

3MiHW [0 y3arasibHEHUX JaHuX Npo
cuctemy thapmakoHarnagy

(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy hapmakoHarnsgy,

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

YNOBHOB&XEHOI 0CO6U 3as1BHYKA,

BiANOBIAa/IbHOI 3a
dhapmakoHarnsg;
MponoHoBaHa pefakuis — Ap.
VeHc-Ynbpix LLTermanH / Dr.

Jens-Ulrich Stegmann, MD. 3miHa

KOHTaKTHUX JaHWX YNOBHOBaXXeHOT

ocobu, BiAnoBifabHOI 3a
thapmakoHarnag. 3mMiHa Homepy
Ta MiCLle3HaxXoKeHHs1 macTep-
thaiina

6e3 peyenma

UA/9377/01/01

216.

®EHICTUN
FENb

renb 0,1 %; no 30 r y Ty6i;
no 1 Ty6i y KapTOHHIiA
Kopoo6ui

"CK KoHcblomep
Xenckep C.A.

LLiBeiuapis

'CK KoHcblomep
Xenckep C.A.,
Llseiiuapis
(BMpPOGHMLTBO 3a
NMOBHUM LK/IOM)

LLiBefiuapis

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

chapmakoHarnsgy. BeefeHHs abo

3MiHW [0 y3ara/ibHEHUX JaHuX Npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA y3arasibHeHUX AaHuX
npo cuctemy thapmakoHarnsgy,

3MiHa yNOBHOB&XeHOI 0cobu,
BignoBigabHOI 3a 34jACHEHHS
hapMakoHarnsay; KOHTakTHoI

6e3 peyenma

UA/0894/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

0ocobu 3 hapmakoHarnsgy
3aABHUKa AN 3MiACHEHHS
hapmakoHarnagy B YkpaiHi, SKL0
BOHa BifMiHHA Bij, yNIOBHOBaXXEHOI
ocobu, BignoBifanbHOI 3a
3pjiicCHeHHs1 hapmakoHarnagy
(BK/HOYAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnsgy) - 3miHa
YMNOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnag: fitoua pegakuis
— [Op. CriBeH Xo66umxep / Dr.
Stephen Hobbiger, BSc;
MponoHoBaHa pepgakuis — Ap.
MeHc-Ynbpix LLiTermaHH / Dr.
Jens-Ulrich Stegmann, MD. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXKEHOT
ocobu, BignoBifanbHOT 3a
thapmakoHarnag. 3MiHa Homepy
Ta MiCLle3HaxOpKeHHs1 macTep-
dhaiina cuctemu chapmakoHarnsay

217.

®EHICTUN
EMYNbCIA

eMy/ibCist HawkipHa 0,1 %;
no 8 mn y donakoHi 3
KyNbKOBVM ansikaTopom;
no 1 donakoHy B KapTOHHIl
Kopoo6ui

"CK KoHcblomep
Xenckep C.A.

LLisefuapis

'CK KoHcblomep
Xenckep C.A.

LLiseiuapis

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

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEeHVX AaHuX Npo
cuctemy chapmakoHarnagy

(BBEAEHHSA Y3araslbHEHNX AaHNX
npo cucTemy thapmakoHarnsgy,

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

YMOBHOB&XEHOT 0CO6M 3as1BHMKA,

BignoBigasibHOI 3a
dhapmakoHarnsg;
MponoHoBaHa pepgakuis — Ap.
MeHc-Ynbpix LLiTermanH / Dr.

6e3 peyenma

UA/13867/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Jens-Ulrich Stegmann, MD. 3miHa
KOHTaKTHUX AaHUX YNOBHOBaXKEHOT
ocobu, BiAnoBifabHOI 3a
thapmakoHarnag. 3mMiHa Homepy
Ta MiCLLe3HaX0MKeHHA MacTep-
paiina

218.

®EHTABEPA
100 MKI/ropa,

nnactvup
TpaHcaepmanbHuii no 100
mkr/rog; no 1 nnactupy
TpaHCAepMasibHOMY Y
calle 3 (yHKLie 3axuncTy
Bif BiAKPVMBaHHA LiTbMU;
no 5 catle y KapTOHHIl
KOpo6Li 3 KOHTpOIEM
nepLuoro BiAKpPUTTA

AciHo Al

HimeuunHa

Brpo6HMLUTBO
Hepo3dhacoBaHOl
NpoAyKLUii, NepBUHHA
Ta BTOPVHHA
ynakoBka, KOHTPO/b
AKOCTi Ta BUNYCK
cepii:

Nyite dapma AT,
HimeuuunHa;
Bunyck cepii:
AciHo AT,
HimeuunHa

HimeuunHa

BHECEHHS 3MiH [0 peecTpavyiiiHnX
MaTepianis: 3MiHu | Tuny -
AOMiHiCTpaTMBHI 3MiHU. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
3asBHUKA (BnacHvKa
peecTpavLinHOro Noceig4YeHHs) -
3MiHa agpecu 3asiBHUKA.
BBefeHHS 3MiH NPOTAroM 6-x
MicSLiB MiCNSA 3aTBEPAYKEHHS;
3MiHN | TURY - 3MiHK 3 SKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3MiHa
iMnopTepa/aMiHu, L0 CTOCYHOThCA
BUNYCKY Cepii Ta KOHTPOIO AKOCTI
roTOBOrO NiKapCbKOro 3acoby
(3amiHa abo foaaBaHHA
BMpO6HMKa, Lo BiAMNOBIAaE 3a
BBE3eHHS Ta/abo BMNYCK cepii) -
He Bkntovatoum
KOHTPO/1b/BUNPOBYBaHHSA cepil -
3MiHa MiCLSi NPOBaKEHHS
[iSNbHOCTI BUPOOHMKa
BigNoBiAa/IbHOro 3a BUMYCK cepii
0115 NikapcbKoro 3acoby
®deHTaBepa, NnacTvp
TpaHcaepMasibHuiA, AciHo AT,
HimeuunHa. BBegeHHS 3MiH
npoTArom 6-x MicAuiB micas
3aTBEPAKEHHS

3a peyenmom

UA/15831/01/05

219.

®EHTABEPA
12 MKr/rog,

nnacTmp
TpaHcaepMabHui no 12
Mkr/rog,; no 1 nnactupy
TpaHcaepMasibHOMY Y
calle 3 yHKLiE 3axucTy
Bif, BiAKPMBAHHSA AiTbMMU;
no 5 catle y KapTOHHIl
KOpOOGLii 3 KOHTPONEM
nepLLoro BigKpUTTA

AciHo Al

HimeyunHa

Brpo6HMLUTBO
Hepo3dacoBaHO|
NpoAyKLUii, NepBnUHHA
Ta BTOpPVHHA
ynakoBKa, KOHTPO/Ib
SAKOCTI Ta BUMYCK
cepii:

Nyiie ®apma AT,
HimeuuunHa;
Bunyck cepii:
AciHo AT,
HimeuyunHa

HimeuunHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMaTtepianis: 3MiHu | Tuny -
AOMiHICTPaTBHI 3MiHW. 3MiHa
HaliMeHyBaHHS1 Ta/abo agpecu
3asBHUKa (BlacHuKa
peecTpaLiiHoro NocBigYeHHs) -
3MiHa agpecu 3asiBHMKA.
BBefeHHA 3MiH NPOTATroM 6-x
MiCALIB MiCNA 3aTBEPAXKEHHS;
3MiHW | TUnY - 3MiHK 3 AKOCTI.
['oTOBWIA Nikapcbkuii 3aci6. 3MiHN
Yy BUPOGHULTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYHThCA

3a peyernmom

UA/15831/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BWMYCKY Cepii Ta KOHTPOJIK0 SKOCTI
roTOBOrO JliKapCbKOro 3acoby
(3amiHa abo fofaBaHHA
BMPOGHMKa, LU0 Bignosigae 3a
BBE3eHHA Ta/abo BMNycK cepir) -
He Br/tovatoun
KOHTPO/b/BUNPOBYBaHHSA cepil -
3MiHa MicLA NpoBaXeHHs
AiSNbHOCTI BUPOOHMKA
BiANOBIAA/ILHOIO 3a BUNYCK cepil
ANA nikapcbkoro 3acoby
®eHTaBepa, niactmp
TpaHcaepmanbHuii, AciHo AT,
HimeuunHa. BeBegeHHS 3MiH
npoTArom 6-x MicauiB nicns
3aTBEPAKEHHS

220.

®EHTABEPA
25 MKriropg

nnacTmp
TpaHcaepMmasibHWiA No 25
mkr/rog; no 1 nnactupy
TpaHcaepMaslbHOMY Y
calle 3 OyHKLiE0 3axncTy
Bif BiAKPVMBaHHSA LiTbMU;
no 5 catle y KapTOHHil
KOpO6Li 3 KOHTPOMIEM
nepLuoro BiAKpUTTA

AciHo Al

HimeyunHa

Bupo6bHuuTBO
Hepo3dgacoBaHOl
NpoAyKLii, NepBUHHA
Ta BTOPUHHA
ynakoBKa, KOHTPO/Ib
AKOCTI Ta BUMYCK
cepi:

Nyiie ®apma AT,
HimeuyuunHa;
Bunyck cepii:
AciHo AT,
HimeuyunHa

HimeuunHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
3asBHMKa (BNacHvka
peecTpaLiiHOro NocBigYeHHS) -
3MiHa agpecu 3asiBHUKA.
BBefeHHs 3MiH NpoTArom 6-x
MicALIB MiCNS 3aTBEPAXKEHHS;
3MiHM | TUNY - 3MiHU 3 AKOCTI.
[oToBUiA nikapcbkuii 3aci6. 3miHn
y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYHTbCA
BWMYCKY Cepii Ta KOHTPO/IH0 AKOCTI
rOTOBOrO J1iKapCbKOro 3acoby
(3amiHa abo gofaBaHHsA
BMPOGHMKA, LU0 Bignosigae 3a
BBE3EHHS Ta/abo BMMNycK cepil) -
He Bkntovatoum
KOHTPO/b/BUNPOBYBaHHA cepii -
3MiHa MicLSl MPOBaKEHHS
LiSIbHOCTI BUPOOHUKaA
BiANOBIAA/IbHOrO 3a BUNYCK cepil
0N NikapcbKoro 3acoby
®deHTaBepa, nnacTvp
TpaHcaepmanbHuii, AciHo AT,
HimeuunHa. BBegeHHS 3MiH
NpOTArom 6-X MicALiB nicns
3aTBEPKEHHS

3a peyenmom

UA/15831/01/02

221.

®EHTABEPA
50MKriroa

nnacrtmp
TpaHcaepmasibHuii no 50
mkr/rog; no 1 nnactupy
TpaHcAaepmMasibHoOMYy Y

AciHo Al

HimevunHa

Brpo6HMUTBO
Hepo3dacoBaHOl
NpoAyKLii, NepBUHHa
Ta BTOpPWYHHA

HimeuunHa

BHECEHHS 3MiH 10 peecTpaviiiHnX
MaTepianis: 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecu

3a peyernmom

UA/15831/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

cale 3 yHKLI€E 3axmcTy
BiJ, BiAKPMBAHHSA AiTbMMU,;
no 5 calle y KapTOHHil
KOpO6Lii 3 KOHTpONEM
nepLLoro BigKpUTTA

ynakoBKa, KOHTPO/Ib

SIKOCTi Ta BUMYCK

cepii:

Nyiie ®apma AT,
HimeuuunHa;
Bunyck cepii:

AciHo AT,
HimeuyunHa

3asBHUKa (BnacHuKa
peecTpaLiiHoro NocBigYeHHs) -
3MiHa agpecu 3asiBHMKA.
BBegeHHs 3MiH npoTsArom 6-x
MiCALIB NiCNA 3aTBEPAXKEHHS;
3MiHW | TURY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHN
Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYHOTLCA
BWMYCKY Cepii Ta KOHTPOJIH0 SKOCTI
roTOBOrO JliKapCbKOro 3acoby
(3amiHa abo fofaBaHHSA
BMPOGHMKa, LU0 Bignosigae 3a
BBE3eHHA Ta/abo BMnyck cepir) -
He Br/tovatoun
KOHTPO/b/BUNPOBYBaHHSA cepil -
3MiHa MicLA NpoBaXeHHs
[iSNbHOCTI BUPOOHMKa
BiANOBIAA/ILHOIO 3a BUNYCK cepil
ANA nikapcbkoro 3acoby
®eHTaBepa, niactmp
TpaHcaepmanbHuii, AciHo AT,
HimeuunHa. BBegeHHS 3MiH
npoTArom 6-x MicauiB nicns
3aTBEPAKEHHSA

222,

®EHTABEPA
75 MKriropg

nnacTmp
TpaHcaepMmasibHWIA No 75
mkr/rog; no 1 nnactupy
TpaHcaepMasibHOMY Y
calle 3 OyHKLiE0 3axncTy
Bif BiAKPVMBaHHSA LiTbMU;
no 5 catle y KapTOHHil
KOpO6Li 3 KOHTPOMIEM
nepLuoro BiAKpUTTA

AciHo Al

HimeyunHa

Bupo6bHuuTBO
Hepo3dgacoBaHOl
NpoAyKLii, NepBUHHA
Ta BTOPUHHA
ynakoBKa, KOHTPO/Ib
AKOCTI Ta BUMYCK
cepi:

Nyiie ®apma AT,
HimeuyuunHa;
Bunyck cepii:
AciHo AT,
HimeuyunHa

HimeuunHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
3asBHMKa (BNacHvka
peecTpaLiiHOro NocBigYeHHS) -
3MiHa agpecu 3asiBHUKA.
BBefeHHs 3MiH NpoTArom 6-x
MicSLIB MiCNS 3aTBEPAXKEHHS;
3MiHM | TUNY - 3MiHU 3 AKOCTI.
[oToBUiA nikapcbkuii 3aci6. 3miHn
y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYHTbCA
BWMYCKY Cepii Ta KOHTPO/IH0 AKOCTI
rOTOBOrO J1iKapCbKOro 3acoby
(3amiHa abo gofaBaHHsA
BMPOGHMKA, LU0 Bignosigae 3a
BBE3EHHS Ta/abo BMMNycK cepil) -
He Bkntovatoum
KOHTPO/b/BUNPOBYBaHHA cepii -
3MiHa MiCLSi MPOBaKEHHS
LiSIbHOCTI BUPOOHUKaA
BiANOBIAA/IbHOrO 3a BUNYCK cepil
0151 NiKapCbKOro 3acoby

3a peyenmom

UA/15831/01/04
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
®deHTaBepa, NnacTvp
TpaHcaepManbHuii, AciHo AT,
HimeuunHa. BBefeHHS 3MiH
npoTArom 6-x MicAuiB micas
3aTBEPAKEHHSA
223. | ®EPBEKC A/1A | nopoLwoK A/151 opasibHOro YIMNCA CAC dpaHuis YIMCA CAC ®paHuis BHECEHHS 3MiH 0 peecTpaLiiHnx 6e3 peyenma UA/7741/01/01
AoPocnunx po3uuHy; 8 cawe y Marepianis: 3miHu | Tuny -
KapTOHHIA KOopoo6Li BW/TyYEHHSI O4HOTO i3 BUPOGHWKIB
A®| Mapauetamony Rhodia
Operations, ®paHuis;
3anponoHOBaHO:
Anqui Lu'an Pharmaceutical Co
Ltd, China SPECGX LLC, USA;
3MiHU | TUNY - BUNYYEHHSI OAHOTO
i3 BUpobHUkKiB A®I MapaueTtamony
Granules India Limited, IHgjs.
3anponoHoBaHo: Anqui Lu'an
Pharmaceutical Co Ltd, China
SPECGX LLC, USA
224. | ®EPPO/JIEK- Kancynu m'ski, no 10 ToBapucTBO 3 Ykpaina KOHTPO/b SKOCTI, YkpaiHa BHeceHHs 3MiH 10 peecTpauiitHux | 3a peyenmom UA/17772/01/01
340POB'A Kancyn y 6nictepi; no 2 06MEXEHO BUNYCK cepil: MaTepianis: TexHiyHa nomuka
ab6o no 3, abo no 6 BiZANOBIfANbLHICTIO ToBapucTBo 3 (3rigHo Haka3y MO3 Big,
6nicTepiB y KOpobL,i 3 "PapmaueBTNYHa 06MmexXeHo 23.07.2015 Ne 460), BunpasneHo
KapToHy KomnaHis "3g0pos'a” BiANOBIAA/LHICTIO TEXHiIYHY MOMW/IKY B IHCTPYKLUi Ans
"®apmMaueBTNn4Ha MeAn4YHOro 3acTocyBaHHsA
KOMnaHis niKkapcbKoro 3acoby y 3B"A3ky 3
"3p0poB'a”, YkpaiHa, HeBiANOBIAHICTIO MeToAaM
BCi cTagii KOHTPOJIO SIKOCTIi: 3aTBEepIXKEHO:
BUPOOHMLTBA, Nikapcbka chopma. Kancynu m'siki.
BWMNYCK Cepil: OCHOBHI (Pi3UKO-XiMiYHi
ToBapucTBo 3 BN1ACTUBOCTI: M’AIKi )XeNnaTuHOBI
06MeXeHoI0 Kancynm osasnbHoi hopmu, 3
BiANOBIAA/IbHICTIO [BOGAPBHOI HEMPO30POt0
"®apmaueBTnyHa 4YepBOHO-0paHXeBOK 060/TOHKOIO,
KOMnNaHis 3anoBHeHi MacNsHACTO Macoto
"3p0poB's", YkpaiHa,; Big, 6inoro go 6inoro 3
KOHTPO/b SIKOCTI: XOBTyBaTMM abo cipyBaTum
ToBapucTBO 3 BiATIHKOM KONbOPY.
06MexeHo 3anponoHoBaHo: Jlikapcbka
BiANOBIAA/ILHICTIO opma. Kancynm m’aki. OCHOBHI
"®APMEKC Irpyn-, i3nKO-XiMiYHI BNacTUBOCTI: M'SKi
YkpaiHa XXeNaTNHOBI Kancyn oBasibHOI
hopMK, TEMHO-KOPNYHEBOTO
KOMbOPY, 3anOBHEHI MAaC/AHNCTO
Macoto Big, 6is10ro go 6inoro 3
XOBTyBaTMM abo cipyBaTum
BIATIHKOM KO/IbOPY.
225. | 9JIEBOTOH renb 2 % no 40 r y Ty6i; no AT "Codpapma” Bonrapis BupobHMuTBO Bonrapis BHECEHHS 3MiH 10 peecTpaLiiHnx 6e3 peyenma UA/0747/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
1 Ty6i B KAPTOHHI Navwyj Hepo3acoBaHoi marepianis: 3miHu | TMny - 3miHn

nNpoAayKLUii, NepBnHHa
Ta BTOpPVHHA
ynakoBska:

AT "Codpapma”,
Bonrapisi;
[lo3Bin Ha Bunyck
cepi:

AT "Codpapma”,
Bonrapis

Lwoao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
3MiHM BHECEHO B IHCTpyKLit0 Ans
MeAUYHOr0o 3aCTOCYBaHHS
nNikapcbKoro 3acoby A0 po3ainy
"Oco6nMBOCTI 3aCTOCYBaHHS"
BiANOBIAHO A0 OHOB/IEHOT
iHchopmauii 3 6e3neku [ONOMIKHOI
PEeYOBUHM NiKAPCbKOro 3acoby.
BBefeHHs 3MiH NpoTArom 3-x
MicsLiB NiCNsA 3aTBEPAYKEHHS.
3MiHu | TMNY - 3MiHKU 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
CrabinbHicTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax
36epiraHHsa roToBOro J1iKapCbKOro
3acoby (3miHa B ymoBax
36epiraHHsA roTOBOrO J1iKapCbKOro
3acoby abo nicns
PO3YMHEHHSA/BILHOBMEHHS) - 3MiHA
B YMOBax 36epiraHHs 13.
3arBepaKeHo: XpaHuTb B
OPUrMHaJTLHO ynakoBke (B CyXOM,
3alyMLLEeHHOM OT cBeTa MecTe)
npv Temneparype He Bbille 25 °C.
3anponoHoBaHo: Lleii nikapcbkuii
3acib He noTpebye cnewjianbHKX
YMOB 36epiraHHs. BBefieHHs 3MiH
npotArom 3-x MicauiB nicns
3aTBepKeHHs. 3MiHu | Tuny -
AOMiHICTpaTUBHI 3MiHW. 3MiHa
Ha3Bu APl abo AONOMIKXHOT
PEYOBUHM - 3MiHA Ha3BU
[LOMOMDKHOI PEYOBUHM.
3aTtBeppxeHo: Kapbomep* *-
ncnosnb3yeTcs kap6omep 980
3anponoHoBaHo: Kap6omepu.
BBefeHHs 3MiH npoTarom 3-x
MiCALIB MiCNS 3aTBEPAXKEHHS.
3MiHY | TUNY - 3MiHW 3 AKOCTI.
FOTOBWIA NniKapcbkuii 3aci6.
CTabinbHicTb. 3MiHa y TepMiHax
npuaaTHOCTI abo ymoBax
36epiraHHsA roTOBOro /iKapCbKOro
3ac00y (36i/1bLUEeHHS TEPMIHY
NpYAATHOCTI FOTOBOTO NiKapCcbKOro
3acoby) - Micnsa neploro

po3KpUTTS (MigTBEPAKYETHCSA
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
AaHVIMU peanbHOro vacy) - 3miHa B
yMoBax 36epiraHHs roTOBOro
nikapcbKoro 3acoby nicst nepLuoro
po3KpuTTA. 3arBepaxeHo: Cpok
rOAHOCTY NOC/e BCKPbITUA Tybbl —
1 mecsu,. 3anponoHoBaHo: TepMmiH
npuaaTHOCTI NiCNSA PO3KPUTTA Ty6n
— 12 micsauis. BBeeHHA 3MiH
npotArom 3-x MicauiB nicns
3aTBEPAKEHHS.
226. | PNYAAPABIH- NopoLUOK AN MicTtpan Kenitan AHrniA CiHgaH ®apma PymyHis BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/14389/01/01
BICTA NPUIOTYBaHHSA PO3UMHY MenemxmeHT NlimiTesq C.P.N. marepianis: 3miHu | Tuny -
Ans iH'ekuii abo iHdy3ii AAMiHICTpaTUBHI 3MiHW. 3MiHa
no 50 mr; 1 donakoH 3 HalilMeHyBaHHs Ta/abo agpecu
NMOPOLLUKOM Y KapTOHHIi 3as1BHMKa (B/1acHMKa
Kopoo6Ui peecTpauiiHOro NocBigYeHHS)
3MiHa agpecu 3asaBHUKA.
227. | onyimyuun pO34MH NS iH'ekuin, 100 3am60H C.MN.A. ITanis 3amboH C.M.A. ITanis BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/8504/01/01
Mr/mn no 3 M B amnyni; mMartepianis: 3MiHU | TUNY - 3MiHU 3
no 5 amnyny sKoCTi. FOTOBWMIA Nikapcbkuii 3aci6.
naacTMKOBOMY NiAAoHI B KOHTpO/1b roTOBOro NikapcbKoro
KapTOHHIM navi 3acoby. 3miHa y MmeTogax
BUNPOBYBaHHA rOTOBOr0
nikapcbKoro 3acoby (iHLWi 3MiHW Y
MeTogax BunpobysBaHb
(BKIKOYatOUM 3aMiHy abo
[OMOBHEHHS)) - 3MiHM Y MeToAuLi
BM3HaYEHHA nokasHuKa «KifbkicHe
BU3HAYEHHSA aueTUIUuCTeIHy Ta
0ro AOMILLIOK»
228. | onyimyuun pO34uH A8 iH'ekuiid, 100 3amboH C.M.A. ITanis 3am6oH C.M.A. ITanis BHECEHHS 3MiH [10 peecTpaviiiHnX 3a peyernmom UA/8504/01/01
Mr/MA no 3 M B amnyri; marepianis: 3MiHu | TUMY - 3MiHW Y
no 5 amnyny MeTOAWLi BU3HAYEHHS NOKa3HWKa
naacTMKOBOMY NigA0HI B «KinbkicHe BU3Ha4YeHHsA
KapTOHHI nauui aueTunuucTeiHy Ta ioro
[OMILLOK», NOB’A3aHa 3
BBEEHHAM [0AaTKOBOI (hopMy/in
A5 po3paxyHKy BMICTY HeBiOMOI
LOMILLIKM
229. | ®NIYKOHA3O0N KpucTaniyHnin NopoLLIoK ToBapucTBO 3 Ykpaina IOKEHHEKC IHais BHECEHHS 3MiH [10 peecTpaviiiHnx - UA/16616/01/01
(cybeTaHuis) y naketax 3 06MEXEHOI0 NABOPATOPI3 martepianis: 3miHu | TMny -
nonieTuaeHy HU3bKOI BigNoBiga/IbHICTIO NIMITEL AAMiHICTpaTUBHI 3MiHW. 3MiHa
LWinbHOCTI ANA "dapmaLeBTnyHa HalimeHyBaHHs Ta/abo agpecu

hapmaueBTUYHOro
3acToCyBaHHs

KomnaHis "3g0pos'a”

MiCLA NPOBAKEHHSA AiSNIbHOCTI
BMPOGHMKa (BK/IOYaouu, 3a
Heob6XiAHOCTI, Micue NpoBefeHHs
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

230.

KOHTPO/O SIKOCTi), a60 BriacHUKa
macTep-aiina Ha Adl, abo
noctavanbHvka A®l/BuxigHoro
Marepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 3aCTOCOBYOTLCA Y
BMPOOHULTBI ADI (AKLLO
3a3Ha4YeHo y J0CbE Ha NikapCbkuii
3acib) 3a BigCyTHOCTI cepTudpikata
BiNOBIAHOCTI E€BpPONENChKiit
hapmakonei y 3aTBepAKeHOMY
[ocbe, abo BUPOOHMKA HOBOT
[0MOMDKHOT peqyoBUHN (SIKLLO
3a3HavYeHo y A0CbE) - 3MiHa
afpecy Micus NPoBaKeHHs
AisSnbHOCTI BUpoOHUKa Ad|
I>KEHHEKC JTABOPATOPI3
NIMITEAL, IHgis, 6e3 3miHu micus
BMPOGHULTBA

231.

®/TYKOHA3O0N

po3uuH A8 iHdysiii, 200
mr/100 mn no 100 mn B
KOHTelHepi; no 1
KOHTeliHepy B kopobu,i

AHaHTa Megikeap
nra.

Benuka
BputaHis

€sponaid

Xentkeap M.T. JITA.

IHais

BHECEHHS 3MiH [0 peecTpaviiiHnX
marepianis: 3MiHW | TUMY - 3MiHK
BHECEHO [0 IHCTPYKLi ANns
MeAMYHOro 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3ainu:
"®apmakonoriyHi BnactneocTi”,
"Oco6MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHSA y nepiog
BariTHOCTi abo rofyBaHHs
rpyaaro”, "MobivHi peaxuii”
BiANOBIAHO 0 OHOB/IEHOT
iHchopmawuii 3 6e3neku gitouoi
peyoBMHW. BBeAEHHSA 3MiH
npoTArom 3-X MicALis nicas
3aTBEPMKEHHS

3a peyernmom

UA/10739/01/01

D/TYKOHA3O0/1-
340POB'A

Kancynu teepai no 50 wr,
no 7 a6o 10 kancyn y
6nicTepi; no 1 6nictepy B
KapTOHHIA KopoobLi

ToBapucTBO 3
obmexeHolo
BiANOBIAA/TIbHICTIO
"®GapmaueBTnyHa
KoMnaHis "3popos'a”

YKpaiHa

ToBapucTso 3
06MexeHo
BiANOBIAA/LHICTIO
"®apmaueBTnyHa
KoMnaHis "3gopos'a”

Ykpaina

BHECEHHS 3MiH 10 peecTpaviiiHnX
marepianis: 3MiHW | TURY - 3MiHK
BHECEeHI [0 iHCTPYKLiT Ans
MeJIM4YHOro 3acTOCyBaHHS
niKapcbKoro 3acoby y po3ainv
"®apmakonoriyHi BnactnsocTi”,
"Oco6MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHSA y nepiog
BariTHOCTi ab0 rogyBaHHs rpyaar”
Bi4NOBIAHO A0 OHOB/EHOT
iHbopmauii woao 6e3nekun airoyoil
peyoBuHW. BBEAEHHS 3MiH
NpoTArom 6-Tv MicALiB nicns
3aTBEPPKEHHS; CYNYTHA 3MiHa

- 3miHun woao

3a peyernmom

UA/3938/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BHeceHHs abo
3MiHa(1) L0 3060B'A3aHb Ta YMOB
BMAaui peectpauiinHoro
nocBig4eHHs, Bkovatoun Mnax
ynpaBnAiHHA pu3nKamu
(3acTocyBaHHs TEKCTY, SKWiA
NOrOKEHWI 3 KOMMETEHTHUM
opraHom) (B.l.11. (a) IB) 3MiHn
BHECEHO [0 YacTuH | «3aranbHa
iHchopmauis», |l «Cneumdikauin 3
6e3neku», Il «MnaH 3
dhapmakoHarnsagy», V «3axoau 3
MiHiMi3aLii pusukiB», VI «Pestome
nnaHy ynpasniHHA puavkamu», V|
«[lopaTkn» y 3B'A3KY 3
OHOB/EHHAM iHGhopMaLLiT Woao
nicnApeecTpayiiHnX AOCNIAXEHb 3
6e3nekn

232.

®/IYKOHA3O/-
370POB'A

Kancynu teepai 100 mr; no
7 a6o 10 kancyny
6nictepi; no 1 6nictepy B
KapTOHHIA KOopoo6Li

ToBapucTBO 3
obmexeHoro
BigNoBiga/IbHICTIO
"GapmaueBTnyHa

KomnaHisa "3g0pos'a”

YKpaiHa

ToBapucTso 3
06MeXeHo0
BiANOBiAA/IbHICTIO
"®apmaueBTnyHa
KomnaHis "3gopos'a”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviiiHnx
marepianis: 3MiHN | TUMY - 3MiHW
BHeCeHi [0 iHCTPYKUil Ans
MeAUYHOr0o 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3ainm
"®apmakonorivyHi BracTmBocTi”,
"Oco61MBOCTI 3aCTOCYyBaHHA",
"3acTocyBaHHs y nepiog
BariTHoCTi abo rogyBaHHs rpyaat”
BiANOBIAHO 0 OHOB/IEHOT
iHchopmawii Lwopo 6esnekmn giroyor
peyoBMHW. BBeAEHHSA 3MiH
NpOTArom 6-Tv MicALiB nicns
3aTBEPKEHHS; CYNYTHA 3MiHa
- 3MiHK Wwoao
6e3nekun/edekTBHOCTI Ta
hapmakoHarnsgy. BHeceHHs abo
3miHa(1) 4o 3060B'A3aHb Ta yMOB
BMAaui peecTpauiinHoro
nocBigYeHHs, Bkovatoun Mnax
ynpasAiHHA pUsnkamu
(3acTocyBaHHA TEKCTY, AKWIA
NOrOKEHNI 3 KOMMETEHTHUM
opraHom) (B.l.11. (a) IB) 3miHun
BHECEHO [0 YacTuH | «3aranbHa
iHhopmauis», I «Cneundikauis 3
6e3nekn», Il «MnaH 3
hapmakoHarnsigy», V «3axoau 3
MiHiMi3aLjii pusukiB», VI «Pe3tome

3a peyenmom

UA/3938/01/02

196




n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

nnaHy ynpasniHHA pu3ankamu», V|
«[lopatkn» y 3B's3KY 3
OHOB/IEHHSIM IHGYOpMALLiT Woa0
nicnapeecTpauiiHnx JocaigxeHb 3
6e3neku

233.

®NYKOHA3O0/-
300POB'S

Kancynm Teepgi no 150 wr;
no 1 kancyni B 6nictepi;
no 1, 2 a6o 3 6nictepu B
KapTOHHI KopobLi abo no
3 abo 7 kancyn y 6nictepi;
no 1 6nicTepy B KAPTOHHiIl
Kopoo6ui

ToBapucTBO 3
06MEXEHO

BiANoBiga/IbHICTIO
"dbapmavueBTnyHa
KommnaHis "3gopoB'a”

Ykpaina

ToBapucTso 3
0bMexeHoto
BiANOBIAANILHICTIO
"PapmaueBTnyHa

KomnaHis "3gopos'a”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHU | TUMY - 3MiHW
BHECEHI [0 iIHCTPYKUii ans
MeJMNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ginu
"®apmMakonoriyHi BnacTnsocTi”,
"Oco61MBOCTI 3aCTOCYyBaHHA",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHsA rpyaa”
BiANOBIAHO 40 OHOBNEHOI
iHchopmawii Wwopo 6e3nekmn giroyoi
peyoBMHW. BBeAEHHA 3MiH
npoTArom 6-T1 MicAuiB nicns
3aTBEPKEHHS; CyNyTHA 3MiHa
- 3MiHM Wwoao
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. BHeceHHst abo
3MiHa(1) [0 30608B'A3aHb Ta YMOB
BMAaYi peecTpauiinHoro
nocBig4YeHHs, Bkovatoun Mnax
ynpasniHHA pusnkamu
(3acTocyBaHHA TEKCTY, SKWiA
NOrOKEHNI 3 KOMMETEHTHUM
opraHom) (B.1.11. (a) 16) 3MiHu
BHECEHO A0 YacTuH | «3arasibHa
iHchopmauis, Il «Cneundikauis 3
6e3neku», Il «MnaH 3
thapmakoHarnsgy», V «3axogu 3
MiHimi3aLii pusukie», VI «Pestome
naaHy ynpas/iHHA pusnkamm», VI
«JjoaaTkn» y 3B’A3KY 3
OHOBJ/IEHHAIM iHChopMaLii LLoao
nicnsipeecTpauiiHnx focniaxeHb 3
6e3nekn

Ne 1- 6es
peyenma, Ne
2, Ne 3, Ne 7 -
3a peyenmom

UA/3938/01/03

234,

DYHON®

Kancynu, no 50 mr no 3
abo 7 kancyn y 6nictepi;
no 1 6nicTepy B KAPTOHHIl
ynakoBLii

HOBE/ IJAY CAHAT
BE TIIXKAPET A.LLL.

TypeuunHa

HOBE/ INAY
CAHAI BE
TIIKAPET A.LL.

TypeyunHa

BHECEHHS 3MiH 10 peecTpaviiiHnX
MaTepianis: 3miHu | TUny - 3MiHK 3
sikocTi. CepTudikat
BignosigHocTI/lE-cepTudpikar
BiANOBIAHOCTI EBpONechbkili
thapmaxonei/moHorpadii.
MofaHHA HOBOro abo OHOBJ/IEHOrO
cepTudikaTa BignoBigHocTi abo

3a peyenmom

UA/3784/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

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

BMXiAHOTO
MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCSA

y BUpO6HNLTBI ADI; ans

[0MNOMDKHOT peYOBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponelicbkiin hapmakoner) -
OHOBNEeHWi cepTuddikaT Big yxe
3aTBEPKEHOr0 BUPOOHUKA -
nofaHHA OHOBIEHOTO
CepTudikaty BigNoBiAHOCTI
€sponeiicbkiii hapmakonei R1-

CEP 2009-075-Rev 01

(nonepepaHs Bepcis R1-CEP 2009-
075-Rev 00) Big BXE
3aTBEPAKEHOrO BUPOOHMKA
Granules India Limited, IHgis ans
A®| dniykoHasony

235.

DYHON®

Kancynu, no 150 mr no 1
abo 2 kancynu y énicrepi;
no 1 6nicTepy B KAPTOHHIl
ynakoBLi

HOBE/ IJAY CAHAT
BE TIIXKAPET A.LLL.

TypeuunHa

HOBE/T INAY
CAHAI BE
TIIKAPET A.LL.

TypeyunHa

BHECEHHS 3MiH 10 peecTpavLiiiHnX
MaTepianis: 3miHu | TUny - 3MiHK 3
akocTi. CepTudikar
BignosigHocTi/l E-cepTudpikar
BiANOBIAHOCTI EBpONeiichkili
thapmaxonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOrO
cepTugikaTa BignoBigHOCTI abo
BUyYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
hapmakonei: ana Adl; ons
BUXigHOrO
Marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCA
y BUpo6HMLTBI ADI; Ans
[0MOMIXHOT PEYOBUHU
(cepTudpikat BIANOBIAHOCTI
€sponelicbkin hapmakone) -
OHoBReHwWi cepTuddikaT Big yxe
3aTBEPAKEHOIO BUPOOHMKA -
nofiaHHs OHOB/IEHOTO
CepTudikaTy BignoBigHOCTI
€Bponelicbkiit hapmakonei R1-
CEP 2009-075-Rev 01
(nonepegaHs Bepcis R1-CEP 2009-
075-Rev 00) Big BXe
3aTBEPAKEHOr0 BUPOGHMKA
Granules India Limited, IHgis ans

Ne 1 - 6e3
peyenma, Ne
2-3a
peyernmom

UA/3784/01/02
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Ad| dhnykoHasony
236. | ®TYOPOYPAL, | po3unH ans iH'ekuiin 50 MicTtpan Kenitan AHrniA Xaynt ®apma HimeyunHa BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/15418/01/01
nn- BICTA mr/mn; no 5 mn aéo 10 mn, MenemxmeHT NlimiTeq BonbdhparcxayseH marepianis: 3miHu | Tuny -
a60o 20 M po3unHy Ans M6X AAMiHICTpaTUBHI 3MiHW. 3MiHa
iH'eKLjin y chnakoHax; no 1 HalilMeHyBaHHs Ta/abo agpecu
dhnakoHy y kopobui 3 3as1BHMKa (B/1acHMKa
KapToHYy peecTpaLiiHOro NocBigYeHHs) -
3MiHa aApecu 3asBHUKA
237. | ®TIIOOPOYPA PO34MH NS iH ek, 50 Megak esensliadt HimeuyunHa Mepak lesenbwadt | HimeyunHa/ BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/8091/01/01
unn MEOAK mr/mn no 5 mn, abo no 10 dotop KNiHiwe hrop KNiHiwe Yecbka mMaTtepianis: 3MiHu | Tuny -
M, abo no 20 mn, abo no Lneuianbnpenapare Lnevuianbnpenapat Pecny6nika [0[aBaHHsA aflbTepHATUBHOIO
100 mn po3ynHy y M6X e M6X, HimeuumHa MeToAy inbTpawii B npoueci
donakoHi; no 1 dpakoHy B (BMPOGHUYIK, L0 BMpo6HMUTBa MN3. Mig yac
KapTOHHI KopooLi Bignosigae 3a nonepeaHbLOI hinbTpawii Ta
BTOPVHHE CTepunbHOI dinbTpawji
nakyBaHHS, BUKOPVCTOBYHOTbCS HEWIOHOBI
MapKyBaHHS, inbTpy. B cBoto Yepry 6yayTb
KOHTPO/1b/BMNPOGYB BCTaHoBNeHi PVDF-chinbTpu, sk
aHHA cepii Ta 3a anbTepHaTUBHI INbTPY, LLLO
BUNYCK cepii); BUKOPVCTOBYIOTLCS 4715
OHkomep, nonepeaHbLOI Ta CTEPUNBHOT
MeHbIOEKYEPIHT, inbTpavii
a.c., Yecbka
Pecny6nika
(BMpPOGHUYIK, LIO
Bignosigae 3a
BMnyck oopmu in
bulk, mapkyBaHHS,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/b/BUNPOGYB
aHH# cepii); OHkoTeK
dapma lNpogakLuH
M6X, HimeuunHa
(BMPOGHUVIK, LLIO
BignoBsigae 3a
BUNycK oopmm in
bulk, mapkyBaHHs,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b/BUNPOOYB
aHHA cepii)
238. | POKYCUH® Kancynu TBepai 3 TOB "CaHodpi-ABEHTIC YkpaiHa C.C. «3eHTiBa C.A.» PymyHist BHECEHHS 3MiH 40 peecTpaLiiHnx 3a peyenmom UA/3876/01/01

MoandpikoBaHUM
BMBINIbHEHHSIM NO 0,4 Mr;
Ne 90 (10x9): no 10
Kkancyn y 6nictepi; no 9

Ykpaiva"

mMartepianis: 3MiHu | Tuny - 3MiHK 3
AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKynoproBanbHUiA
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

6nicTepiB y KAPTOHHIi
Kopo6Li; a6o Ne90 (15x6):
no 15 kancyn y énictepi;
no 6 6nicTepiB y KAPTOHHIN
KopooLi

3aci6. 3miHa po3mipy ynakoBku
roTOBOrO JliKapCbKOro 3acoby
(BMNyYEHHS yNaKoBKW NEBHOTO
PO3Mipy) - BUlyYEHHS YNAKOBKU
po3mipom Ne 30, a came (10x3): no
10 kancyn y 6nictepi, no 3
6nicTepun y kapTOHHIli kopobui Ta
(15x2): no 15 kancyn y 6nictepi,
no 2 6nictepa y KapTOHHiiA
KOpoo6Li, 3 BiANOBIAHUMM 3MiHAMMN
[0 p. «YNakoBka» (BBefEeHHS 3MiH
npoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS)

239.

DOKYCUH®

Kancynu Teepai 3
MoandikoBaHUM
BUBINIbHEHHAM M0 0,4 Mr;
Ne 30 (10x3), Ne 90
(10x9): no 10 kancyn'y
6nictepi; no 3 abo no 9
6nicTepiB y KAPTOHHIi
Kopo6ui; Ne 30 (15x2), Ne
90 (15x6): no 15 kancyn y
6nictepi; no 2 abo no 6
6nicTepiB y KapTOHHIi
Kopoo6Li

TOB "CaHodpi-ABEHTIC
YkpaiHa"

YKpaiHa

C.C. «3eHTiBa C.A.»

PymyHis

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny - 3miHn
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeefeHHs abo
3MiHW [0 y3arasibHEHUX JaHuX Npo
cuctemy chapmakoHarnsagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy apmakoHarnsgy,
3MiHa YNOBHOB&XEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHoOI
ocobu 3 hapmakoHarnisgy
3aABHUKa 419 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, SKLo
BOHa BifMiHHA Bif, yNIOBHOBaXEHOI
ocobw, BignoBigansbHoI 3a
3gificHeHHs chapmakoHarnagy
(BK/HOYAKOUN KOHTAKTHI JaHi)
Ta/ab0 3MiHWN Y PO3MILLEHHI
mMacTep-haiina cuctemm
thapmakoHarnagy) - 3miHa
YNOBHOB&XEHOI 0CO6U 3as1BHYKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnag. [ivoya pegakuis:
KniwmH AHTOH Mukonaiiosuy.
MponoHoBaHa pegakuis:
XopakiBcbka TeTsiHa
BauvecnasiBHa. 3MiHa KOHTaKTHMX
[aHVX YNOBHOB&XEHOI 0co6u
3as1BHMKA, BignoBiAa/bHOT 3a
hapmakoHarniag,

3a peyenmom

UA/3876/01/01

240.

®OCDOME],

rpaHynv Ans opanbHOro
po34MHy Mo 3 1y caile, no
1 a60 2 calle B KapTOHHiii
Kopoo6ui

YOPAA, MEAVLH
nTh,

Ipysis

YOPNA MEOVLMH
INIAU CAH. BE
TIDK. A.LLL

TypeuunHa

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

3a peyernmom

UA/16771/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
yMakoBKU NiKapcbKoro 3acoby 3
BHECEHHSAM iHdhopMaLii Wwoao
3a3HaYEHHs1 OAUHULL
BVMIpIOBaHHSA y cuctemi Sl Ta
iHhopmawii woao gatn
BMPOGHULITBA. BBEAEHHSA 3MIH
npoTArom 6-Tm MicAuiB nicns
3aTBEPAXKEHHS
241. | ®OTUN® Kpansi o4Hi; no 5 mny CaHTteH AT diHNAHAIA Brnpo6Huk diHnaHgin/ BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyernmom UA/2384/01/01
chnakoHi-KpanenbHUL; No BiANOBIgaIbHNIA 32 Higepnavgn | matepianis: 3miHu | Tuny - 3miHu 3
1 donakoHy y KapTOHHilA BUPOBHMLTBO in siKocTi. FOTOBWMIA Nikapcbkuii 3aci6.
Kopoo6ui bulk, nepeuHHY Ta 3MiHn y BUPOGHMLTBI. 3MiHa
BTOPWHHY YNakoBKy, iMnopTepa/3miHu, L0 CTOCYHOTbCS
KOHTPO/b SIKOCTI: BUMYCKY Cepii Ta KOHTPO/IKO AKOCTI
Hekctdapma AT, roTOBOrO liKapCbKOro 3acoby
diHNAHAIA; (3amiHa abo foaaBaHHA
AnbTepHaTUBHUIA BMpO6HMKa, Lo BiAMNOBIAaE 3a
BMPOGHUK, BBE3eHHS Ta/abo BMNYCK cepii) -
BiANOBiAA/IbHWIA 3a He Bkntovaroum
BTOPVIHHE KOHTPO/1b/BUNPOBYBaHHSA cepil -
nakyBaHHs: 3MiHa MiCLe3HaxX0MKEHHS
MaHyhakTypiHr NPOBaPKEHHS AiANbHOCTI
MaxariHr ®apmaka BUpo6HMKa CaHTeH AT,
(MNe) B.B., ®iHNAHZiA, BIANOBIAA/IBHOIO 3a
Higepnangu; BWMYCK cepii. 3MiHN BHECEHO B
Brpo6HuK IHCTPYKLi0 ANA MeguyHoro
BiANOBIAA/IbHWIA 32 3aCTOCyBaHHA WoA0
BWMNYCK Cepil: MiCLLe3HaXOKEHHS BUPOOHUKA 3
CaHTeH AT, Bi4NOBIAHVMM 3MiHAMU Y TEKCTI
PiHNAHAiA MapKyBaHHS yMakoBKU iKapCbKOro
3acoby. BBefeHHs 3MiH MPOTAroM
6-TN MicALIB Nic/1a 3aTBEPKEHHS
242. | ®OTUN® Kpansi o4uHi no 5 mny CaHTteH AT DiHNAHAIA BunpobHuK diHnaHgia/ BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyernmom UA/2384/01/02
POPTE noslieTuneHoBoOMy BiANOBIgaIbHUIA 32 Higepnavgn | matepianis: 3MiHu | TUNY - 3MiHN 3

donakoHi-kpanensHuLi; no
1 chnakoHy B KapTOHHiIl
Kopoo6Ui

BUPOBHMLTBO in
bulk, nepunHHY Ta
BTOPWHHY YNaKoBKy,
KOHTPO/b AKOCTI:

siKocTi. FOoTOBWMIA Nikapcbkuii 3aci6.
3MiHu y BUPOGHMLTBI. 3MiHa

iMnopTepa/3miHu, Lo CTOCYHTbCA

BUMYCKY Cepii Ta KOHTPO/IO AKOCTI

Hekctdapma AT, rOTOBOrO liKapCbKOro 3acoby
diHNaHAis; (3amiHa abo foaaBaHHSA
AnbTepHaTUBHUIA BMPO6HMKa, Lo BiAMNOBIAaE 3a

BMPOGHUK, BBE3eHHS Ta/abo BMMNYCK cepii) -
BiANOBiAa/IbHWIA 3a He Bkntovaroum
BTOPVIHHE KOHTPO/b/BUNPOBYBaHHSA cepil -
nakyBaHHs: 3MiHa MiCLLe3HaXOMKEHHS
MaHydakTypiHr NPOBaKEHHS Ai/IbHOCTI
MaxkariHr ®apmaka BUpo6HMKa CaHTeH AT,
(MNe) B.B., PiHNAHZIA, BiANOBIga/IbHOIO 3a
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Higepnangu; BWMYCK cepii. 3MiHN BHECEHO B
Brpo6Huk IHCTPYKLi0 ANA MeguyHoro
BiAnoBiganbHUIA 3a 3acTOCyBaHHSA LW040
BWNYCK cepil: MiCLLe3HaXOKEHHS BUPOOHUKA 3
CaHTeH AT, Bi4NOBIAHVMMN 3MiHAMU Y TEKCTI
PiHNAHAIA MapKyBaHHS yMakoBKU iKapCbKOro
3acoby. BBefeHHs 3MiH MPOTAroM
6-TW MicALIB Nic/1a 3aTBEPKEHHS
243. | PPOMINIA® rpaHyv Ans opanbHoi KPKA, g.4., Hoso CnoseHis BTOPUHHE CnoseHis/ BHECEHHS 3MiH [10 peecTpaLjiiiHux | 3a peyenmom UA/5026/01/01
cycneHsii, 125 mr/5 mn, no MecTo nakyBaHHs, IHAis marepianis: 3MiHu | TMNYy - 3MiHK 3
60 MmNy CKISIHOMY KOHTpO/b cepii Ta faKocTi. CepTudikar
chnakoHi; no 1 conakoHy y BWMNYCK Cepil: signosigHocTi/lE-cepTudikar

KOMMAEKTi 3 LNpULOM ANst
Opa/IbHOTO BBELEHHS B
KOPOO6Li KAPTOHHI

KPKA, a.4a., Hoso
mecTo, CroBeHis;
BMPOGHULITBO «in
bulk», nepBuHHe Ta
BTOPWHHE
naxkyBaHHs
KPKA, a.4a., Hoso
mecTo, CroBeHis;
BMPOGHMLTBO
NPOMiXXHOTIO
npoaykty (nicns
NOKPUTTA):
IHO-CBI®T
NTABOPATOPIEC
NIMITEL, IHgisa

BiANOBIAHOCTI EBpONechbkili
thapmakonei/MoHorpadir.
MoaaHHsA HoBOro abo OHOBIEHOTO
cepTudpikaTa BignosigHocTi abo
BWJTyYEHHs cepTudikaTa
BIANOBIAHOCTI EBPONENChbkili
thapmakonei: gns Adl; ans
BMXiZAHOTO
MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUPO6GHULTBI ADI; ans
[0MNOMDKHOT PEYOBUHN
(cepTudpikaT BigMoBIgHOCTI
€Bponelicbkiin hapmakone) -
OHoBneHW cepTuddikaT Bif yxe
3aTBEPAKEHOIO BUPOBHMKA -
noAaHHA OHOBEHOTO cepTudikarta
BIANOBIAHOCTI EBPONENChbKili
thapmakonei Ne R1-CEP 2004-
148-Rev 06 gna Aitoyoi peyoBuHU
Clarithromycin Big, Bxe
3aTBEpAXEHOro BMpobHuka Ind-
Swift Laboratories Limited, IHAis;
3MiHM | TUnY - 3MiHK 3 AKOCTI.
[oTOBMIA NikapcbKuii 3acio.
KOHTpO/b roTOBOrO MiKapcbKoro
3acoby. 3miHa y meTogax
BUMPOOYBaHHA rOTOBOrO
niKapcbKoro 3acoby (He3HauHa
3MiHa y 3aTBEpPAKEHNX MeTofax
BMMPOGYBaHHS) - HE3HAYHI 3MiHW B
aHaiTUYHI MeToauLi
"laeHTudpikalia Ta KinbkicHe
BM3HAYEHHS Kasito copbaty";
3MiHM | TUNY - 3MiHU 3 AKOCTI.
oTOBMIA NiKapcbKuii 3acio.
KOHTpO/1b TOTOBOrO /1iKapCbKOro
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
3acoby. 3miHa y meTogax

BUMNPOOYBaHHA rOTOBOr0
nNiKapcbKoro 3acoby (HesHauyHa
3MiHa Y 3aTBEpAKEHUX MeToAax
BMNPOGYBaHHS) - HE3HAYHI 3MiHM B
aHaniTuuHi metoguui "CynyTHi
[OOMILLKM KNapUTPOMILUHY"; 3MiHW |

TUny - 3MiHK 3 AKoCTi. [0TOBWMIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /IiKaPCbKOro 3acoby.
3MmiHa y meTogax BunpobyBaHHs
roTOBOrO NiKapCbKOro 3acoby
(He3HauHa 3miHa y 3aTBEpAKEHNX
mMeToAax BUNPobyBaHHS) -
He3HauHi 3MiHV B aHaNiTUYHi
meToauui “laeHTudikauis Ta
KifIbKiCHE BU3HAYEHHSA
KNapUTPOMILMHY"; 3MiHK | TRy -
3MiHu 3 sKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /1iKaPCbKOro 3acooby.
3MiHa y meTodax BMNpoGyBaHHS
roTOBOrO J1iKapCbKOro 3acoby
(He3HayHa 3MmiHa y 3aTBEpPAXEHNX

MeToAax BUNPOGYyBaHHS) -

He3HauHi 3MiHV B aHaNiTUYHi

mMeToaunui "MikpobionoriyHa

yucToTa"; 3MiHM | Tuny - 3miHn 3
sKocTi. FoTOBWIA Nikapcbkuii 3aci6.
3MiHN Y BUPOGHULTBI. 3MiHK
BMNpoGyBaHb abo A0MyCTUMUX
MeX, BCTAHOBNEHNX Y
cneumdikauisx, nig yac
BMPOGHMLITBA FOTOBOTO
nikapcbKoro 3acoby (iHLi 3MiHK) -
PO3LUMPEHHS 3aTBEPLXKEHNX MEX
BHYTPILLHLOMNPOLLECHOTO KOHTPOSI0
3a n. Brparta npu BucyLlyBaHHi 3

2,50 % po 3,5 % (ans cymiLwi

nicns nokpuTTsa). BBEeaeHHA 3MiH

NpoTArom 6-Tv MicsLiB nicns

3aTBEPMKEHHS; 3MiHW | TUNY -

3MiHK 3 sKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOOGHULTBI. 3MiHW BUNpPOOYyBaHb
abo JonyCTUMUX MEX,
BCTaHOB/IEHUX Y cnieuundikauisx,
nif, yac BMPOBGHULITBA FOTOBOrO

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

HecyTTeBOro BUNpobyBaHHSA B
npoueci BUPOGHULTBA) -
BU/TYYEHHS HECYTTEBOIO

nokasHuka "Onuc" - onuc cymili
rpaHyn Ao NOKPUTTS X 060/TOHKOKD
npu BUNpobyBaHHI B NpoLieci
BVMPOGHMLTBA; 3MiHN | TURY - 3MiHN

3 AKoCTi. FoTOBWIA NikapCbKuii

3aci6. 3MiHV y BUPOOHULTBI. 3MiHK

BMNpoGyBaHb abo AoMyCTUMUX

MeX, BCTAHOBNEHNX Y
cneumdikauisx, nig yac
BMPOGHMLITBA FOTOBOTO

niKapcbkoro 3acoby (AoaaBaHHSA
HOBOro MeTOAY BUMNPOGYBaHHS Ta
[OMYyCTUMUX MEX) - JONOBHEHHS
MeToAy BUNPO6YBaHHS
"OcTartouHuii eTaHon" Ta
[OMyCTUMNX MeX Y
cneuunagikauisx, nig vac

BMpO6HMLTBA /13 - ANA cyMiLli

rpaHyn nicas ix NOKpUTTS; 3MiHu |

TUny - 3MiHK 3 AKoCTi. [0TOBWMIA
nikapcbkuii 3aci6. 3MiHW y

BMPOGHMLTBI. 3MiHN BUNpoOyBaHb
abo fonycTUMUX MEX,
BCTAHOB/IEHNX Y cneuudikauisx,
nig Yyac BUPO6HMLITBA FOTOBOTO
niKapcbkoro 3acoby (AoaaBaHHSA
HOBOro MeTOAY BMUMNPOGYBaHHS Ta
[OMYyCTUMUX MEX) - JONOBHEHHS
mMeToAy BunpobyBaHHs "KinbkicHe
BM3HAYEHHSA KNapUTPOMILMHY" Ta
[OMyCTUMUX MeX Y
cneuunagikauisx, nig vac

BMpO6HMLTBA /13 - ANA CcyMiLli

rpaHyn nicas ix NOKpUTTS; 3MiHu |

TUny - 3MiHK 3 AKoCTi. [0TOBWMIA
nikapcbkuii 3aci6. 3MiHW y

BMPOGHMLTBI. 3MiHN BUNpOOYyBaHb
abo fonycTUMUX MEX,

BCTAHOB/IEHNX Y cneuudikauisx,

nig Yyac BUPO6HMLITBA FOTOBOMO

niKapcbkoro 3acoby (AoaaBaHHSA
HOBOro MeTOAY BUMNPOGYBaHHS Ta

[OMYyCTUMUX MEX) - JONOBHEHHS

MeToAy BUNPO6YBaHHS

"laeHTudiKalis KnapuTpoMmiLmHy"
Ta AONYCTUMUX MEX Y

204




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

cneuudikauisix, nig yac
BUpo6HUUTBA J13 - ANs cyMiLli
rpaHyn nicns ix NOKpUTTS; 3MiHW |
TUny - 3MiHK 3 sikocTi. [oTOBWMIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHULTBI. 3MiHW Y NpoLeci
BMPOGHMLITBA FOTOBOTO
NikapcbKoro 3acoby, BK/IOHaoum
NPOMIXXHUIA NPOAYKT, L0
3aCTOCOBYETLCSA NMPU BUPOOHULTBI
roTOBOrO JliKapCbKOro 3acoby
(He3HayHa 3MiHa y npoueci
BMPOGHULITBA) - HE3HAYHI 3MiHW Ha
eTani rpaHy/It0BaHHA Mpu
NPUroTyBaHHiI Ta NOKPUTTSA rpaHy”n
KNapuTPOMiILMHa 060I0HKOH.
BBefeHHA 3MiH NPOTArom 6-1m
MicsLiB NiCNsA 3aTBEPAYKEHHS;
3MiHN | TURY - 3MiHK 3 SKOCTI.
['oTOBWIA Nnikapcbkuii 3aci6. 3MiHK
y BUPOGHULTBI. 3MiHW y NpoLieci
BMPOGHMLITBA FOTOBOTO
NikapcbKoro 3acoby, BKIOHaoum
NPOMIXXHUIA NPOAYKT, L0
3aCTOCOBYETLCSA NMPU BUPOOHULTBI
roTOBOrO iKapCbKoro 3acoby (iHLwi
3MiHW) - YTOYHEHHSI CyMapHOro
HaA/IMLLKY Ta KOperyBaHHs
HaA/IMLLIKIB AONOMDKHUX PEYOBUH:
rinpomenosun ctanaty (HP 55),
TasibKy, pPULMHOBOI Of1ii, eTaHosny
Ta BOAMW Yepes BTpaTu B npoueci
BVMPOGHMLTBA N/1IBKOBOrO
NOKPUTTSA rpaHys. BBeeHHA 3MiH
NpoTArom 6-Tv MicsLiB nicns
3aTBEPMKEHHS; 3MiHW | TUNY -
3MiHu 3 sKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3mMiHu y
BMPOGHULTBI. 3MiHW Y NpoLeci
BMPOGHMLITBA FOTOBOTO
NikapcbKoro 3acoby, BKIOHaoum
NPOMIXXHUIA NPOAYKT, L0
3aCTOCOBYETLCSA NMPU BUPOOHULTBI
roTOBOrO iKapCbKoro 3acoby (iHLwi
3MiHW) - cymapHuii onuc
thakTopusauii rpaHyn
KNapuTpoMmiuuHa npu noKpuTTI iX
060/10HKOW. [JofaBaHHs hOpMy /N
ON19 po3paxyHKy NOKpUTTA Ta
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
AeTasIbHUI OMUC PO3PaxyHKy.
BBefeHHA 3MiH NPOTArom 6-1u

MicsLiB NiCNsA 3aTBEPAYKEHHS;
3MiHN | TURY - 3MiHK 3 SKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3MiHW y npoLieci
BMPOGHMLITBA FOTOBOTO
NikapcbKoro 3acoby, BK/IOHaoum
NPOMIXXHUIA NPOAYKT, L0
3aCTOCOBYETLCSA NMPU BUPOOHULTBI
roTOBOrO liKapCbKOro 3acoby (iHLwi
3MiHW) - KOPEeryBaHHs Ha /IULLKIB
[OMOMDKHMX PEYOBYWH: copbaTty
Kauito, KpeMmHito fiokeuay
KONoigHoro 6e3soAHOro Ta
caxapo3su B MpOLECi MMiBKOBOrO
NOKPUTTS rpaHys. BBedeHHsA 3MiH
npoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS; 3MiHM | Tuny -
3MiHK 3 sKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3amiHa abo
BBEeEHHS [0AATKOBOI AiNbHUL
BVMPOGHMLTBA A1 YacTUHU abo
BCbOr0 BMPOOHMYOro npouecy
roTOBOrO J1iKapCbKOro 3acoby
(ainbHULA ANA BTOPUHHOMO
nakyBaHHS) - BBEL,EHHSA
[04aTKOBOI AiNbHUL oNs
BTOPVHHOrO nakysaHHs - KPKA,
A.4., HoBo mecTo, Wmap’eLka
Lecta 6, 8501 HoBo mecToO,
CnoBeHis; 3MiHY | Tuny - 3miHu 3
AKocTi. [oToBWIA Nikapcbknii 3aci6.
3MiHU y BUPOGHMLTBI. 3amiHa abo
BBEEHHS 40AaTKOBOT AiNIbHULL
BVMPOGHMLTBA A1 YaCTUHU abo
BCbOro BMPOBHMYOro npouecy
roTOBOrO NikapCbKOro 3acoby
(@inbHMUSA, Ha AKI TPOBOAATHLCSA
Oy ab-Ki BUpOGHMYI cTagji, 3a
BWHSATKOM BUMYCKY Cepil,

BTOPWUHHOIO NakyBaHHA, ANA
HECTepuIbHUX J'IiKapCbKI/IX

OiNbHULI ANS YacTUHU
BMPOBHMYOro npouecy

KOHTPOJ1H0 AKOCTI, NEepBUHHOIO Ta

3aco6iB) - BBeEHHS 40AATKOBOI

(BMPOGHNLITBO NMPOMIXXHOTO
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

npoaykty (nicnsa nokputTs)): IHA-
CBI®T JABOPATOPIEC
NIMITEA, HAis; 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
Ha3Bu APl abo [ONOMIXHOT
PEYOBUHM - BUAANEHHS C/loBa
"6e3BOAHUIA" 3 HA3BU SINMOHHOT
KNCNOTW Y 3B'A3KY 3 OHOB/IEHUMM
B/Moramu EP w040 Hassu
JIMMOHHOT KNCMTOTW, SIK HAaCNiA0K
3MiHn B MKA /13 p. Cknag. 3miHu
BHECEHI B iHCTPYKLiito AN
MeAMYHOro 3actocyBaHHs /13y p.
"Cknag" (4ONOMDKHI peqyoBuHN);
3MiHW Il TMny - 3MiHK 3 AKOCTI.
[oTOBMIA NiKapcbKuii 3acio.
KOHTpO/b roTOBOrO MiKapcbKoro
3acoby. 3viHa napameTpis
cneuudikauin Ta/abo AonycTuMumx
MeX roTOBOrO /liKapCbKoro 3acoby
(3MiHa 3HaxouMTbCA no3a
3aTBEPMKEHNMN JONYCTUMUMM
Mexamy cneuudikadiii) -
3MEHLUEHHS FPaHNYHOro BMICTY
aHTUMIKPOGHOTO KOHCEepPBaHTY
Kanito copbaty: 3 He MeHLe 70,0%
Bifl 3asBNEHOI KiSIbKOCTi 10 He
meHwe 50,0 % Bif 3a3HaYeHol
KifIbKOCTi Npun TepMiHi 36epiraHHs
roTOBOrO /1iKaPCbKOro 3acooby.
BBegeHHA 3MiH npoTArom 6-tm
MicsILiB Micns 3aTBepAKEHHS

244,

XENMNEKC®
AHTUKONA
HEO

MOPOLLOK A4/151 OpasIbHOTO
PO3UMHY 3 SIMMOHHUM
CMakoM; Mo 4 1 NopoLLKy B
cawle; no 10 cawe y
KapTOHHI navi

TOB "Mosi Xenc"

Ykpaina

Annekc ®apma CA

LLiseiuapis

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3mMiHu | TMNy - 3MiHK 3
siKocTi. FOoTOBWIA Nikapcbkuii 3aci6.
KOHTpO/1b roTOBOro NikapcbKoro
3acoby - NpuBefeHHss MeToaiB
KOHTPOJI0 SAKOCTI NiKapCbKOro
3acoby Y BignoBigHICTb 40 BUMOr
[ilo4oro 3akoHoAaBCTBa -
BUKNaAEHHA TekcTy MKA
NiKapCcbKoro 3acoby AepXaBHO
MOBOI0O

6e3 peyenma

UA/15354/01/01

245.

XEJNMMEKC®
AHTUKONA
HEO

MOPOLLIOK AJ151 OPasIbHOro
PO3UMHY 3 M&UTMHOBUM
CMaKoM Mo 4 T MOPOLLKY B
cauwle; no 10 cawe y
KapTOHHIM nayui

TOB "Mosi Xenc"

YKpaiHa

Annekc ®apma CA

LLiBeiiuapis

BHECEHHS 3MiH [10 peecTpaviliHnx

marepianis: 3mMiHu | TMny - 3MiHK 3

sKocTi. FoToBWIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO MikapcbKoro
3aco6y - NpuBefeHHs MeToaiB

6e3 peyenma

UA/15355/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
KOHTPOJTH0 SIKOCTI NTiKapCbKOro
3acoby Y BignoBigHICTb 0 BUMOT
Ail040ro 3akoHoOAaBCcTBa -
BUKNafdeHHA TekcTy MKA
NikapCcbKoro 3acoby fepXaBHo
MOBOI0O
246. | XNOPAM®EHIK | kpvcTasliyHuiA NOPOLLIOK TOB "TK "ABpopa"” YkpaiHa HopasicT Kutai BHECEHHS 3MiH [0 peecTpavyiiiHnX - UA/13710/01/01
on (cybeTaHuis) y dapmacbioTikan mMartepianis: 3MiHU | TUNY — 3MiHW Y
noNieTUNEHOBKX MiLLIKax Ipyn Co., N4, cneumdikauii APl 3a noKasHUKOM
AN BUpOBHMLTBA «3a/IMLLKOBI KifIbKOCTi OpraHiyHux
HecTepuIbHNX NiKapCbKux PO34MHHWKIB», 30KpEMa napameTp
dopm cneumdikaLii JONOBHEHO
KOHTPO/IEM PO3YMHHMKA €TaHOosy.
3MiH y BUPOGHMYOMY NpoLEeCi He
Bigbynocs
247. | XNOPrekcup PO3YMH O/151 30BHILLHBOTO TOB "MEOJIEB" Ykpaina TOB "MEONIEB" YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHnX 6e3 peyenma UA/18075/01/01
NH 3acTocyBaHHs 0,05 %, no MaTepianis: 3MiHu | Tuny -
100 mn y chnakoHax OHOBJIEHHS TEKCTY MapKyBaHHS
noniMepHuX 3 YNaKoBKM NliKapCbKOro 3acoby 3
YPETPa/IbHOI HacaaKoto, BHECEHHSAM iHdhopMaLii Woao
no 1 ny dnakoHax 3a3HavYeHHs oAVHNLb
nosniMepHux, no 5 ny BMMIpIOBaHHA y cuctemi Sl
KaHicTpax noniMmepHnx
248. | XNOPO®IAINT | po3unH cnmpToBMiA, 10 MAT "Fanuudpapm" YkpaiHa MAT "Tanunucpapm” YkpaiHa BHECEHHS 3MiH 10 peecTpavLiniHnx - UA/9519/01/01

mr/mn, in bulk: no 100 mn
y hN1aKkoHi cksitHomy abo
noniMmepHomy, abo 6aHLi,
no 48 6aHok abo
chnakoHiB y Kopoobi

MaTepianis: 3MiHun | Tuny -
BHECEHHS 3MiH Y peecTpalLiiiHe
[OChE MNOB'A3aHe 3 HEOOXIAHICTIO
npuBeAeHHs cneundikayii Ta
METO/iB KOHTPOJIKO LOMOMIKHOI
peyosuHn ETaHon (96%) Ao sumor
EP/Q®Y, gitoye BUAAHHS; CynyTHS
3MiHa - 3MiHK 3 siKoCTi. [0TOBWMIA
nikapcbkuii 3aci6. KoHTponb
[ONOMDKHMX peYOBUH. 3MiHa Y
mMeToAax BUNpoGyBaHHSA
[OMOMDKHOT peYOBUHY (IHLLI 3MiHK
y MeTogax BMnpobyBaHHs
(Bkntovaoum 3amiHy abo
fopasaHHs)); 3miHu | Tuny -
BW/TYYEHHS 3 peecTpauiiHoro
[0CbE iHhopmauii, Wwoao Ha3su
BVPOGHMKIB AONOMIKHUX PEYOBUH
(3aTBEpPAKEHO BUPOOHMKA
[0MOMKHOT peyoBuHM ETaHon
(96%) «BOPOKCHKMIA cnpT
3aBOf»), Y 3B'A3KY i3
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

nepioguyHMMN 3MiHaMK Ha3B
BUPOBHUKIB AOMOMDKHUX PEYOBUH,
OCKiNTbKM cneuudikaLis Ta metToam
KOHTPOJIO AKOCTI iAEHTUYHI Ans
BCiX BUPOOHUKIB

249,

XnopooinnTt

po3unH cnvupToswuii, 10
mr/mn, no 100 mny
donakoHi (cknsHoMy abo
nonimepHomy), no 1
chnakoHy B naui; no 100
My 6aHLj, no 1 6aHui B
navu

NAT "Tannadapm”

Ykpaina

AT "Tannacpapm”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
Marepianis: 3miHu | Tuny -
BHECEHHS 3MiH Y peecTpalLiiiiHe
[LOCbLE MOB'si3aHe 3 HEOOXIAHICTIO
npuBefeHHs cneuudikauii Ta
METO/iB KOHTPO/IIO LOMOMIKHOI
peyosuHn ETaHon (96%) oo sumor
EP/O®Y, pitoue BUgaHHs; cynyTHSA
3MiHa - 3MiHK 3 SIKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KoHTponb
[OMNOMDKHMX PEeYOBUH. 3MiHa Y
mMeToAax BUNpPoGyBaHHS
[OMNOMDKHOT peYOBUHY (IHLLI 3MiHK
y MeTogax BMnpobyBaHHA
(BK/THOYatOUM 3aMiHy abo
[0iaBaHHs)); 3MiHwW | TRy -
BW/TyYEHHS 3 peecTpaLliiiHoro
[0CbE iHhopmalLii, Woao Ha3Bu
BVIPOGHMKIB AOMNOMDKHUX PEYOBUH
(3aTBEPAXEHO BUPOOHMKA
[0MOMDKHOT pedoBuHM ETaHon
(96%) «BopoKCbKuiA cnupT
3aB0OA»), Y 3B'A3KY i3
nepiognuyYHYMK 3mMiHaM1 Ha3B
BMPOGHWKIB JONOMDKHUX PEYOBVH,
OCKiNbkM cneuudikauist Ta metoam
KOHTPOJI0 SAKOCTI IAEHTUYHI ANns
BCIX BUPOGHVIKIB

3a peyenmom

UA/4551/02/01

250.

XMESO
LUMLLOK
EKCTPAKT
PIAKUI

eKCTpaKT piaknii
(cybeTaHuisn) B 604kax
nonimepHux ans
BMPOGHULITBA
HecTepuIbHNX NMiKapCbKux

thopwm

MNAT "Tanuucapm”

YKpaiHa

MAT "Tannudapm”

Ykpaina

BHECEHHS 3MiH 10 peecTpaviiiHnX
MaTepianis: 3MiHun | Tuny -
BHECEHHS 3MiH Y peecTpauiiiHe
pocbe (nigposgain 3.2.S.2.3.
KoHTposnb matepianiB) nos'aA3aHe 3
HeoOXiJHICTIO NpYBeAEHHS
crneundikauii Ta MeToais
KOHTposto ETaHon (96%) y
BiAMNOBIAHICTb A0 BUMOT EP/ADY,
[itove BUAAHHS; CYynyTHA 3MiHa
- 3MiHM 3 AkocTi. APl. KoHTponb
A®I. 3miHa y meTogax
BMNpobyBaHHA APl abo BMXigHOTO
mMaTepiany/npomiKHOro

UA/12525/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

npoayKTy/peareHTy, Wwo
BMKOPWCTOBYETLCA Y NPOLIECI
BMPOGHULTBA AP (iHLWI 3MiHN Y
mMeToAax BUNPoGyBaHHSA
(BKTHOYatOUM 3aMiHy abo
[0noBHEHH:) Ad®| abo
BUXi4HOro/MPOMiXXHOro NpoAayKTy);
3MiHW | TUMY - BUNYYEHHS 3
peecTpaujiiHoro gocke (Migpo3ain
3.2.5.2.3. KoHTponb Matepianis)
iHchopmawuii, Wwoao Ha3su
BMPOGHUWKA peareHTiB
(3aTBEpAXeHO: [lepaBHe
nignpUeEMCTBO CNUPTOBOI Ta
nikepo-ropinyaHoi NPOMKCI0BOCTI
«YKpPCNMpT»), y 3B'A3KY i3
nepioguYHNMK 3mMiHaM1 Ha3B
BMPOGHWKIB peareHTiB, OCKiNIbKM
cneuudikauis Ta MeToan
KOHTPO/I0 SAKOCTI IAEHTUYHI ANns
BCIX BUPOGHVIKIB

251.

XONEQIYC

PO34MH OpasibHUiA, Mo 25
M1y ¢p1akoHi 3 NpobKoto-
KpanensHuueto, no 1
chnakoHy B nauu 3
KapToHy

TOB "YKpaiHCbka
hapmaueBTUyHa
KoMnaHis"

YKpaiHa

MpAT "Bionik"

YkpaiHa

BHECEHHS 3MiH 10 peecTpavLiiiHnX
MaTepianis: 3MiHu | Tuny -
OHOB/IEHHS! TEKCTY MapKyBaHHS
yMakoBKM NikapcbKoro 3acoby 3
BHECEHHSAM iHdhopMaLii Wwoao
3a3HaYEHHs1 OAUHULb
BMMIpIOBaHHSA y cuctemi Sl

6e3 peyenma

UA/9107/01/01

252.

XYMYNIH M3

CycneHsist gNs iH'ekUiid,
100 MO/mn; no 3 mny
CKNISIHOMY KapTpuaxi; no 5
KapTpUAKIB Y KAPTOHHIl
nauuj; no 3 My CKIsHOMY
KapTpuaxi; no 1
KapTPrKy Y LUNPULL-PYHLL
KgiklMeH; no 5 wnpwu-
PYYOK Y KapTOHHIi nayui

Ninni ®paHc

dpaHuis

Ninni ®paHc

PpaHuis

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHW | TUMY - 3MiHK
BUMpobyBaHb Mif vac
BMpobHuuTBa /13, a came:
[ofaBaHHA [0 nigposginy
3.2.P.3.3.0nuc Bupo6HUYoro
npouecy: «Mepe.ipka KapTpuaxis
Ta 36epiraHHs 3paskis»; 3MiHu |
TUMY - 3aNpONoOHOBaHO HE3HAYHY
3MiHy B npoLeci BUpO6HULTBA,
30KpeMa, Y BUKOPUCTaHHI
3aBaHTaXyBa/lbHUX pe3epByapis
[ONSA AOAABaHHS CUPOBUHU B
peuenTypHuWin pesepeyap

3a peyenmom

UA/8567/01/01

253.

XYMYNIH HNX

CyCneHsist oNns iH'ekuiid,
100 MO/mn, no 3 mny
CKISAHOMY KapTpuaxi; no 5

Ninni ®paHc

®paHuin

Ninni ®paHc

®paHuis

BHECEHHS 3MiH [10 peecTpaviiiHnX
marepianis: 3MiHW | TUMY - 3MiHK
BMNPOGYBaHb Nig vyac

3a peyenmom

UA/8569/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KapTpYAKIB Y KAPTOHHIl
nauti; no 3 Mn 'y CKIsHOMY
KapTpuaxi; no 1
KapTpUIKy Y WNpUL-pyyLi
KBiklMeH; no 5 wnpuu-
PYYOK Y KapTOHHiII nayuj

BMpo6HMUTBa /13, a came:
[ofaBaHHA [0 nigposainy
3.2.P.3.3.0nnc BUpo6HMYOro
npouecy: «lepeBipka kapTpuaxis
Ta 36epiraHHs 3paskiB»; 3MiHK |
TUNYy - 3anpONOHOBAHO HE3HAYHY
3MiHYy B NpoLieci BUPOGHMLTBA,
30KpeMa, Y BUKOPUCTaHHI
3aBaHTaXyBas/IbHUX pesepByapis
AN OAABaHHA CYPOBUHN B
peLenTypHuUii pesepsyap

254,

LEPYKAN®

pO3unH AN4 iH'ekuin, 10
Mr/2 M, N0 2 M B amnyri;
no 10 amnyn y kopo6u;j

TOB «TeBa YkpaiHa»

Ykpaina

Brpo6HMUTBO
Hepo3dacoBaHOro
NpOAYKTY, NEPBUHHA
Ta BTOpPVHHA
ynakoBka, f103BiN Ha
BUNYCK cepil:
Mepkne 'm6X,
HimeyvunHa;
KoHTponb cepii:
Mepkne 'm6X,
HimeuunHa

HimeuunHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3miHa 3asBHUKa
(BnacHvka peecTpadiiHoro
nocsigyeHHs). 3minu | Tuny -
3MiHM Wwoao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHUX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHNX AaHNX
npo cucTemy thapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
thapmakoHarnsay; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 34ICHEHHSA
hapmakoHarnagy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, yNOBHOBaXEHOT
ocobu, BiAnoBifabHOI 3a
3AjiCHeHHs1 hapMakoHarnagy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cucremm
hapmakoHarnsgy) 3miHa
YMNOBHOBaXEHOT 0CO6M 3as1BHMKA,
BignoBigasibHOI 3a
thapmakoHarnag. ditova pefakuis:
Orit Stern-Maman. MponoHoBaHa
pepakuis: buctposa OkcaHa
BiTaniisHa. 3mMiHa KOHTaKTHUX
[aHVX YNOBHOB&XEHOI 0co6u
3as1BHMKA, BignoBiAa/bHOT 3a
hapmakoHarnsg.

3a peyernmom

UA/2297/02/01

255.

LETUPU3UNH-
TEBA

TabneTkn, BKPUTI
NAiBKOBOK 060/10HKOD, MO
10 mr; no 7 TabneTok y
6nicTepi; no 1 6nictepy y

TOB «TeBa YkpaiHa»

Ykpaina

Mepkne M'meX
(Bupo6HuuTBO
Hepo3chacoBaHoro
npoaykTy, A03BiN Ha

HimeuunHa

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

nocBeigyeHHs) (3rigHo Hakaly MO3

6e3 peyenma

UA/7158/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Kopo6ui; no 10 TabneTok y
6nicTepi; no 1 a6o no 2,
a6o no 3, abo no 5
6nictepiB y kopobuij

BWMNYCK Cepil;
MNepBuHHa Ta
BTOPWHHA yNakoBKa,
KOHTPO/Ib SIKOCTI)

Bi 23.07.2015 Ne 460) - 3miHa
3asBHVKa; 3MiHW | TUNy - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy thapmakoHarnsgy,
3MiHa yNOBHOB&XeHOI ocobu,
BigNoBiAa/IbHOI 3a 34jACHEHHS
thapmMakoHarnagy; KOHTaKTHOI
ocobu 3 hapmakoHarnagy
3asiBHMKA AN 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, KO
BOHa BifMiHHa Bif, yNOBHOBaXEHOI
ocobw, BignoBigasibHOI 3a
3[iiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI faHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CObM 3as1BHMKA,
BignoBiganbHOI 3a
thapmakoHarnag. fivoua pegakuis:
Orit Stern-Maman. MponoHoBaHa
pepakuis: buctposa OkcaHa
BiTaniiBHa. 3MiHa KOHTaKTHUX
[aHVX YNOBHOB&XEHOI 0co6u
3asBHVKa, Bi4NOBiAa/IbHOT 38
dhapmakoHarniag,

256.

LETPUMAK

TabneTku, BKpUTI
N/iBKOBOK 060JI0HKOIO, MO
5 wr, no 30 TabneTok y
chnakoHi, no 1 conakoHy y
KapTOHHI ynakosLi; no 10
Tabnetok y 6nictepi: no 1
abo 3 6nictepn y
KapTOHHIA ynakoBLi

Makneogc
PapmacbroTrKanc
Nimiten

IHais

Makneoac
dapmMacboTUKanc
Nimiteq

IHais

BHECEHHS 3MiH 10 peecTpavLiiiHnX
MaTepianis: 3MiHu | Tuny -
He3HauHi 3MiHW Y 3aTBepKeHNX
MeToax BUMPOOyBaHHS po3ain
"KifibkicHe BM3Ha4eHHs",
"Op[HOPIAHICTL f030BaHMX
OAMHMLb", "PO34YMHEHHS"; 3MiHW I
TUMY - 3MiHa JONYCTUMUX MEX
cneumdikaLii rotoBoro
nikapcbKoro 3acoby 3a n.
«KinbKicHe BU3HauYeHHs» Ha
TEePMiH NpPUAATHOCTI;
3anponoHoBaHo: Npu Bbinycke
«OT 4,75 mr go 5,25 mr
neBoueTUpU3nMHa
AVrnapoxnopuaa B
Tabnetke(95,0%-105,0% ot
3as1B/IEHHOrO KoNn4yecTea)), B
TeyeHue cpoka rogHoctn «OT 4,5

6e3 peyenma

UA/16082/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Mr [10 5,5 Mr neBoueTupu3nHa
avrnapoxnopuaa B Tabnetke
(90,0%-110,0% OT 3asiBIEHHOIO
KonmnyecTsa))
257. | UE®OMNEKTAM | nopoLloK A5t po3ynHy My6nivuHe akuioHepHe Ykpaina My6niyHe YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/13412/01/01
Ans iH'ekuini, 500 mr/500 ToBapucTBo "HaykoBo- akujioHepHe marepianis: 3miHu | Tuny -
mr; no 1 donakoHy 3 BMPOGHUYUIA LEHTP TOBapucTBO nogaHHsa Hosoro CEP R1-CEP
nopoLUKoM; no 1 conakoHy "BopLuariBcbkuii "HaykoBo- 2007-202-Rev 02 Ha A®I
3 MOPOLUKOM B navi 3 XiMiKO- BMPOGHUYNI LedhonepasoHy HaTpieBoi coni
KapToHy; no 5 chriakoHiB 3 hapmaLleBTUYHNI LeHTp"bopLyariscbk chipmm «Qilu Antibiotics
NOpPOLLKOM Y KaceTi; no 1 3aBog" WA XiMiKo- Pharmaceutical Co., Ltd», Kutaij;
KaceTi y neHani 3 KapToHy thapmaLeBTUYHWI 3MiHW | TUNY - BUNYYEHHS 3i
3asog" cneuudikauii A®| ueconepasoHy

HaTPIEBOI COJi NOKa3HUKA AKOCTI
«Baxki meTanu»; 3miHu | Tuny -
AAMIHICTPaTUBHI 3MiHN.
BunyyeHHs BUPOOGHMYOT AinbHULL
(Brrovaroun ginbHuui ansa Adl,
NPOMKHOro NPOAyKTy abo
roTOBOro NikapcbKoro 3acooby,
OiNbHULI ANS NPOBeAEHHS
nakyBaHHs!, BUPOGHUKa,
BiANOBIAA/ILHOIO 3a BUNYCK Cepiid,
MicLe NpoBefEHHS KOHTPO/HO
cepii) abo nocTayasibHMKa
BUXIOHOIO Matepiasty, peareHty
a60 AONOMIXXHOT PEYOBMHN (SIKLLO
3a3HayeHo y [OCbE); CyMyTHS
3MiHa - 3MiHY 3 akocTi. ADL.
KoHTponb A®I. 3miHa y
napameTpax crneuudikauii Ta/abo
[0MYyCTUMUX MEX, BU3HAYEHUX Y
cneumdikauisx Ha A®l, abo
BVIXiZHWIA/MPOMIXHWIA
npoAyKT/peareHT, Wwo
BMKOPMCTOBYHOTbCS Y NpOLLeCi
BMPOGHUMLTBA AD| (BUNYyYEHHS
He3Ha4yHOro nokasHuka SKocTi
(Ranpuknag BUyYeHHs
3acTapinoro nokasHuvka)) (b.1.6.1.
(r) IA) - BUNy4eHHs BUPOGHMKa
A®| Cynbbaktamy HaTpieBa Cisb
thipmu «<HARBIN
PHARMACEUTICAL GROUP CO.
LTD. General Pharm. Factory»,
KvTali i K Hacnigok, BUnyyYeHo
BUMOTU [10 TECTY «3a/INLLKOBI
KifIbKOCTi OpraHivyHmnx
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

PO3YMHHVKIB» A8 [AaHOr0
BMPOGHUKa,;
3MiHV | TUNY - 3MiHK y MeToauL
BMNpobyBaHHA A®I 3a NOKa3HUKOM
«CTepWbHICTb», 3anponoHOBaHO
BUKOPWCTaHHS HOBOTO
iHaKTMBaTOpa 4/19 aHTM6IOTUKIB
BBLTM Penicillinase concentrate
(Vial Penicillinase 1000000 KU/ml
1Ea); 3MiHu | TUny - 3MiHW y
mMeToauui BunpobysaHHa M3 3a
NOKa3HUKOM «CTEPUNLHICTb»,
3anpornoHOBaHO BUKOPUCTaHHS
HOBOrO iHaKT1BaTopa Ans
aHTnbioTMkis BBLTM Penicillinase
concentrate (Vial Penicillinase
1000000 KU/ml 1Ea)

258.

LE®OMEKTAM

MOPOLLIOK A/151 PO3UNHY
ons iv'exkuid, 1r/ir;no 1
chnakoHy 3 NOPOLLKOM; N0
1 chnakoHy 3 NOpoLLKOM B
nauti 3 KapToHy; no 5
hNakoHIiB 3 NOPOLLKOM Y
KaceTi; no 1 kaceTiy
neHani 3 KapToHy

My6niyHe akuioHepHe

TOBapuCTBO "HaykoBo-

BUPOGHNUNIA LIEHTP
"BopLuariBCbkuii
Ximiko-
hapmaLeBTUYHNIA
3asog"

Ykpaina

My6niyHe
akujioHepHe
TOBapMCTBO

"HaykoBo-
BMPOGHUYMIA

LeHTp"bopLuariscbk
NI XimiKo-
thapmaLeBTUYHWI
3asofa”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
Marepianis: 3miHu | Tuny -
nogaHHsa Hosoro CEP R1-CEP
2007-202-Rev 02 Ha A®I
LedonepasoHy HaTpieBoi coni
hipmn «Qilu Antibiotics
Pharmaceutical Co., Ltd», Kutaii;
3MiHW | TUNY - BUNYYEHHS 3i
crneundikavii A®I LedonepasoHy
HaTPIEBOI COJli NOKa3HUKA SKOCTI
«Baxki meTanm»; 3amiHu | Tuny -
AMIHICTPaTVBHI 3MiHW.
BunyyeHHss BUPOGHMYOI finbHUL,
(Brrovaroun ginbHuui ans Adl,
NPOMIXHOro NPoAYyKTYy abo
roTOBOro NikapCcbKOro 3acooby,
OiNbHULI ANA NpoBeAeHHs
nakyBaHHsl, BAPOGHUKa,
BiANOBIA&/IbHOrO 3a BUNYCK Cepii,
MicLie NpoBeAeHHsI KOHTPO/0
cepii) abo noctayasibHUKa
BUXIQHOTO MaTepiasty, peareHty
ab0 AONOMIXHOT pevOBMHU (SKLLO
3a3HayYeHo y [OCbE); CyMyTHS
3MiHa - 3MiHu 3 akocTi. AdI.
KoHTponb A®I. 3miHa y
napameTpax crneuudikauii Ta/abo
[OMYCTUMUX MEX, BU3HAYEHUX Y
cneuudikauisx Ha Adl, abo
BUVIXiHNIA/MPOMIXHWIA
npoayKT/peareHT, wo

3a peyernmom

UA/13412/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BUKOPVCTOBYHOTBCS Y NPOLEC
BUpoOHULUTBA AP| (BUTYUYEHHS
He3Hay4yHOro nokKasHuka sKocTi
(Hanpviknag, BUyYeHHA
3acTapinoro nokasHuka)) (b.1.6.1.
(r) 1A) - BUNyYeHHs BUPOGHYMKa
A®| CynbbakTamy HaTpieBa Cisib
ipmn «<HARBIN
PHARMACEUTICAL GROUP CO.
LTD. General Pharm. Factory»,
KvTali i iK Hacnifok, BUny4YeHo
BMMOTIU [0 TECTY «3a/ULLIKOBI
KifIbKOCTi OpraHiyHnx
PO3UMHHUKIB» AN1A fAaHOT0
BUPOGHMKA,;
3MiHM | TNy - 3MiHK y MeToauL
BMNpobyBaHHA A®I 3a NOKa3HUKOM
«CTepu/bHICTb», 3anpOnoHOBaHO
BUKOPVCTaHHS HOBOIO
iHakTUBaTOpa A/15 aHTUBIOTUKIB
BBLTM Penicillinase concentrate
(Vial Penicillinase 1000000 KU/ml
1Ea); 3MiHu | TUNY - 3MiHK Y
meToauLi BunpobysaHHs N3 3a
MOKa3HNKOM «CTepUbHICTb,
3anponoHOBaHO BUKOPUCTaHHS
HOBOrO iHaKTMBaropa Ans
aHTmbioTMkis BBLTM Penicillinase
concentrate (Vial Penicillinase
1000000 KU/ml 1Ea)

259.

LE®DPTATIM-
1000

MOPOLLOK A/ PO3UUHY
Ans iH'ekuii no 1000 mr,
no 1 donakoHy y KapTOHHIl
Kopoo6Ui

MaHkaiiHg ®apma
Nimiteq

IHais

MaHkaiiHg ®apma
NimiTen

IHais

BHECEHHS 3MiH 10 peecTpavLiiiHnX
marepianis: 3MiHW | TUMY - 3MiHK
BHECEHO [0 IHCTPYKLi Ans
MeANYHOr0o 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3ainu:
"Oco61MBOCTI 3aCTOCYyBaHHA",
"MobiuHi peakuyii" BignoBigHO A0
OHOB/EHOT iHhopMaLli 3 6e3neku
Ailo4oi peyoBrHN. BBefeHHS 3MiH
npoTArom 6-Tu MicAuiB nicns
3aTBEPAXKEHHS

3a peyernmom

UA/18512/01/01

260.

LUWOENOH

Kpanni o4Hi no 5 mn abo
10 mny donakoni, no 1
dhnakoHy B KOpO6Li y
KOMMEKTI 3 KPULLIKOHO-
KpanenbHuULUeto

ToBapucTBO 3
o6MexeHo
BiANOBiAA/IbHICTIO
"[locnigHwin 3aBof
"rHunc"

Ykpaina

ToBapucTso 3
06MexeHo
BiANOBIAANILHICTIO
"[ocnigHnii 3aBog
"THUNC", YkpaiHa
(Bci cTagji

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMaTtepianis: 3MiHu | Tuny -
BBE/IeHHS1 0AATKOBOr0 PO3Mipy
cepii FN3 pns BupobHuka TOB
"®APMEKC I'PY1" - 50 n (10000
donakoHiB No 5 mn).

3a peyernmom

UA/4507/01/01
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BMPOGHMLITBA, MponoHoBaHa pegakuis: 10 n
KOHTPO/b AKOCTI, (2000 chnakoHiB no 5 mn); 50 n
BUMYCK cepii); (10000 dpnakoHis no 5 mn); 100 n
ToBapucTBO 3 (20000 dpnakoHiB no 5 mn); 300 n
06MeXeHo (60000 dhnakoHis no 5 mn); 10 n
BiANOBIAA/ILHICTIO (1000 gonakoHiB no 10 mn); 100 n
"®APMEKC rPyn", (10000 dpnakonis no 10 mn); 300 n
YkpaiHa (Bci cTagil (30000 dhnakoHis no 10 mn)
BUPOGHMLTBA, Bupo6bHuk TOB "®APMEKC
KOHTPO/b SKOCTI, reyn"
BUNYyCK cepii)
261. | WUHAPU3UH MOPOLLIOK (Cy6CcTaHuis) y AT "dapmak" Ykpaina BIPYIMAKLLA IHAis BHECEHHS 3MiH [0 peecTpavuiiHnX - UA/13532/01/01
nakeTax noABinHNX OPrAHIKC NIMITEL, Marepianis: 3miHu | Tuny -
nosieTuneHoBux ons AOMiHICTPaTUBHI 3MiHW. 3MiHa
BMPOGHULITBA Ha3su APl abo fONOMIKXHOT
HecTepuIbHNX NiKapCbKux PeyoBMHM - 3MiHa Ha3su AdPI:
dopm 3arBepopkeHo: LuHHapuauH /
Cinnarizine 3anponoHoBaHo:
LinHapwn3auH / Cinnarizine fAk
Hacnifok OHOBNEHO Ha3By AdIy
cneuudikaLii 3a nyHKTamu:
«laeHTudikauis», «KinbkicHe
BU3HAYEHHS» Ta MeToax
KOHTPO/HO AKOCTI 3a NyHKTamu:
«laeHTUdikauis», «CynposigHi
[OMiLKN», «KinbKicHe
BM3HAYEHHS»
262. | UNMPO®DNIOKC | TabneTtku, BKpUTI MpAT "TexHonor" Ykpaina MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/8660/01/01
AUVH 060/10HKO10, N0 250 mr, No marepianis: 3MiHW | TURY - 3MiHK

10 Tabnetok y 6nicTepi,

no 1 6nictepy y nauuj 3
KapToHy, no 10 TabneTok y
6nictepi, no 90 6nicTepis
y KOpobLji 3 KapTOHY

BHECEHO [0 IHCTPYKLi Ans
Me[M4HOro 3acCTOCyBaHHS
NiKapcbKoro 3acoby y po3ainu:
"Oco61MBOCTI 3aCTOCYyBaHHA",
"Mo6iuHi peakuyii" BignoBigHO A0
OHOB/EHOT iHhopMmaLlii 3 6e3neku
Ailo4oi peyoBrHN. BBefeHHS 3MiH
NpOTArom 6-Tv MicALiB nicns
3aTBEPMKEHHS; 3MiHK Il Tuny -
3asBHVKOM HajaHO OHOBJ/IEHWIA
nnaH ynpasniHHA pUsnkaMmu Bepcis
2.0. 3MiHV BHECEHO A0 YacTuH V
«3axoay 3 MiHiMisauii pusukis», VI
«Pestome nnaHy ynpasniHHA
pv3vKamMmn», y 3B’sI3KY i3
OHOBJ/IEHHVMM pekoMeHaaLisgsMm
PRAC. Pestome MYP Bepcia 2.0
popaetbes. NpeactasieHi 3MiHW B
iHchopmawii 3 6e3neku Lwoao
BHECEHHSA 3MiH Ta JOMOBHEHbL Y
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

posginax: «[o6iyHi peakuii» Ta
«OCc061BOCTI 3aCTOCYBaHHS
NPOEKTY IHCTPYKLIT 418 MeguyHoro
3aCTOCyBaHHA Ha MigcTasi
pilweHHA KoMITeTy 3 OujiHKM
pu3vkiB y hapmakoHarnsagi
(PRAC) EBponeiicbkoro areHTcTea
3 NiKkapcbkux 3acobis (EMA).
MoxyTb 6yTV pekomeHAoBaHI A0
3aTBEPKEHHA Ta BHECEHHA B
IHCTPYKLil0 ANA MeguyHoro
3acToCyBaHHSA NikapCcbKoro
3acoby. BBefeHHs 3MiH MPOTAroM
6-TN MicALIB NicNA 3aTBEPAKEHHS

263.

LUNPO®IIOKC
ALVH

TabneTtku, BKPUTI
o60soHKot, no 500 mr, no
10 Tabnetok y 6nictepi,

no 1 6nictepy y nauuj 3
KapToHy, no 10 TabneTok y
6nicTtepi, no 70 6nicTepis
Y KOPO6L,ji 3 KApPTOHY

MpAT "TexHonor"

Ykpaina

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHU | TUMY - 3MiHK
BHECEHO A0 IHCTPYKUiT AN
MeJMNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ginu:
"Oco61MBOCTI 3aCTOCYyBaHHA",
"Mo6iuHi peakuyii" BigNoBIgHO A0
OHOBJIEHOT iHdhopMaLii 3 6e3neku
Aito4oi pevoBuHU. BBeeHHA 3MiH
npoTArom 6-T1 MicAuis nicns
3aTBEPMKEHHS; 3MiHu Il Tuny -
3a5BHUKOM HaaHO OHOBMEHUIA
nnaH ynpasniHHA pu3nkaMun Bepcis
2.0. 3MiHV BHECEeHOo A0 YacTuH V
«3axoam 3 MiHiMisaLii pusukis», VI
«Pestlome nnaHy ynpasniHHA
pu3nkammn», y 3B'3Ky i3
OHOB/IEHHUMY pekoMeHAaLisMu
PRAC. Pestome MNYP Bepcisa 2.0
popaetbes. MpeactaBneHi 3MiHN B
iHbopmawii 3 6e3neku woao
BHECEHHS 3MiH Ta AOMNOBHEHb Y
posginax: «Mo6iyHi peaxuii» Ta
«OCc061BOCTI 3aCTOCYBaHHS
NPOEKTY IHCTPYKLIT 418 MeguyHoro
3aCTOCyBaHHA Ha MigcTasi
pileHHA KoMiTeTy 3 OujiHKM
pu3vkiB y hapmakoHarnagi
(PRAC) EBponeiicbkoro areHTcTea
3 NiKkapcbkux 3aco6is (EMA).
MoxyTb 6yTV pekomMmeHAoBaHI 0
3aTBEPKEHHSA Ta BHECEHHA B
IHCTPYKLi0 ANA MeguyHoro
3aCcTOCyBaHHSA NikapCbKoro

3a peyenmom

UA/8660/01/02
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
3acoby. BBefeHHs 3MiH MPOTAroM
6-TN MicALIB NicNA 3aTBEPAKEHHS
264. | UATOBIP® -3 Kancynu; no 12 kancyny TOBAPUCTBO 3 Ykpaina Lintomeg Oro diHNsAHAIA BHECEHHS 3MiH 0 peecTpaLiiHnx 6e3 peyenma UA/12580/01/01
6nictepi; no 1 6nictepy B OBMEXXEHORO marepianis: 3MiHU | TUMY - 3MiHW
naJui 3 KapToHy; no 2 abo BIANOBIAANBHICTHO Lofo 6e3nekn/edekTMBHOCTI Ta
4 6nicTepun B nauuj 3 "KOHCANTNHIOBA hapmakoHarnsgy - BHECEHHS 3MiH
KapToHy 'PYNA "BIBHECOH" 00 po3ainy «MapkyBaHHs» MKA
n3:
3anponoHoBaHo: MapkyBaHHSA
3rifiHO 3aTBEpPL)KEHOr0 TEKCTY
MapkKyBaHHSA. OHOB/IEHHSA TEKCTY
MapKyBaHHS yMakoBKU iKapCbKOro
3ac06y 3 BHECEHHAM iHchopmav,i
LLIO0A0 3a3HAYEHHS OAVHULB
BMMipIOBaHHSA y cuctemi Sl
265. | UMUHY EKCTPaKT cyxuii MNAT "Tanuucapm” Ykpaina MAT "Tannudapm” YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHnX - UA/13551/01/01
MNILWAHOIro (cybeTaHuis) y milkax mMartepianis: 3MiHU | TUNY - 3MiHK 3
KBITIB nonieTuneHoBnx ans akocTi. A®l. KoHTponb AdL. 3miHa
EKCTPAKT BMPOGHULITBA y napameTpax cneuudikawii
CYXWIA HEeCTepPU/IbHUX JiKapCbKMX Ta/abo fonyCcTUMUX MEX,

thopwm

BM3HAYEHNX Yy cneundikauisx Ha
A®I, ab0 BMXigHWIA/NPOMDKHWIA
NpoAyKT/peareHT, Wwo
BMKOPMCTOBYHOTbCS Y NpoLieCi
BMPOGHULTBA ADI; cynyTHA 3miHa:
3MiHu 3 sKocTi. A®l. KoHTponb
A®I. 3miHa y meTogax
BMNpobyBaHHA APl abo BMXigHOTO
mMaTtepiany/npombKHOro
npoaykTy/peareHty, Lo
BMKOPWCTOBYETLCA Y NPOLIECI
BMPO6HULTBA AP (iHLWI 3MiHK Y
mMeTodax BUNPOo6yBaHHSA
(Bkntovaoum 3amiHy abo
L0MoBHEHHS) APl abo
BVIXiZHOro/MpOMKHOro NpPoAyKTY) -
BHECEHHS 3MiH Y peecTpalLiiiHe
nocbe (nigposgain 3.2.S.2.3.
KoHTponb maTepianis) nos'asaHe 3
HeOoOXiHICTIO NpUBEAEHHS
cneundikauii Ta meToais
KOHTposto ETaHon (96%) y
BiANoBigHICTbL A0 BUMOr EP/A®Y,
Aitoye BuaHHs, ska
BVIKOPVCTOBYETLCS Npw
BMPO6HULTBI A®I LiMMHyY niwaHoro
KBITiB EKCTPAKT CYXMii, EKCTPaKT
CyXuii (cybcTaHuis); 3mibm | Tuny -
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BW/TyYEHHS 3 peecTpaLiiiHoro
pocbe (nigposgain 3.2.S5.2.3.
KoHTposnb maTtepianis)
iHhopmawuii, Wwoao Ha3su
BUPOGHUKA peareHTiB
(3aTBEepmKeHO: [lepxaBHe
niANPMEMCTBO CNMPTOBOI Ta
nNiKepo-ropiiyaHoi NPOMUCIOBOCTI
«YKpCnupT), Yy 3B'A3KY i3
nepiogNYHUMMN 3MiHaMN Ha3B
BUPOBOHUKIB peareHTiB, OCKiNbKu
cneuudikauis Ta metoau
KOHTPOJI0 AKOCTI iAEHTUYHI Ans
BCiX BUPOOHUKIB

266.

UYEBPELIIO
EKCTPAKT
PIOKWIA

eKCTpaKT pigkui
(cybeTaHuis) y 6o4kax
noniMepHux ans
BMPOGHULITBA
HecTepuIbHNX NiKapCbKux
thopm

NAT "Tannadapm”

Ykpaina

MNAT "Tanuacpapm”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
Marepianis: 3miHu | Tuny -
BHECEHHS 3MiH Y peecTpalLliiiHe
nocbe (nigposgin 3.2.S5.2.3.
KoHTponb maTepianis) nos'asaHe 3
HeOobXiHICTIO NpYBEAEHHSA
cneuudikaLii Ta MeTogis
KoHTposto ETaHon (96%) y
BignoBigHicTL Ao Bumor EP/A®Y,
Aitoye BMAAaHHSA; CynyTHS 3MiHa
- 3miHu 3 gKocTi. A®I. KoHTposb
A®l. 3miHa y meTogax
BunpobyeaHHA APl abo BMXigHOTO
mMarepiany/npoMixXHOro
npoAayKTy/peareHTy, Lo
BVIKOPVCTOBYETbLCS Y NpoOLeCi
BMpo6bHULUTBa API (iHWi 3MiHK Y
MeToAax BUNpPoGyBaHHS
(Bknrovaroum 3amiHy abo
[ONoBHEHHsA) Ad®| abo
BUXiZAHOr0/NPOMIXXHOr0 NPOAYKTY);
3MiHW | TUMY - BUNYYEHHS 3
peecTpaujiiiHoro gocbe (Migpo3ain
3.2.S.2.3. KoHTponb matepianis)
iHchopmauii, Lwoao Ha3su
BMPOGHMWKA peareHTiB
(3aTBEpAXEHO: [HI3AUUIBCLKUI
[epxasBHuil CMMPTOBWIA 3aB0OA), Y
3B'A3KY i3 NepiognyHUMN 3MiHaMK
Ha3B BUPOGHVKIB peareHTiB,
OCKiNbkM cneundikauis Ta metoam
KOHTPOJT0 AKOCTI iAEHTUYHI Ans
BCiX BUPOOHUKIB

UA/9745/01/01

267.

IONEPIO

TabneTkn, BKPUTI
NNiBKOBOK 060/10HKOD, MO

HosapTic ®apma
Cepsices Al

LLiBefuapis

Hosaprtic CiHranyp

PapmacboThKan

Cinranyp/
ITania/

BHECEHHS 3MiH [0 peecTpavuiiHnX
MaTepianis: 3miHu Il Tuny -

3a peyernmom

UA/16691/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

50 mr, no 14 TabneTok y
6nicTepi; no 2 a6o 4
6nicTepy B KAPTOHHIl
Kopoo6ui

MaHydhekTypiHr MNTe.

Ntp., Civranyp
(B1pOGHMLTBO,
KOHTPO/Ib SIKOCTI);
HosapTic ®apma
C.n.A, lTania
(BUpOGHMLTBO,
KOHTPO/b SIKOCTI,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs1, BUNYCK
cepii); HosapTic
dapwma LUTeiH AT,
LBeiiLapis
(B1pOGHMLTBO,
KOHTPO/Ib SIKOCTI)

LLiBefiuapis

3a5BHUKOM HaJaHO OHOBMIEHUI
nnaH ynpaeniHHA pu3nkammn Bepcis
2.1. 3MiHW BHeCEeHO A0 YacTuH I
«Cneuundpikauisi 3 6esnekn», Il
«MnaH 3 dapmakoHarnagy», V
«3axoay 3 MiHiMisauii pusukis», VI
«Pestome nnaHy ynpaeniHHs
pusvkamun», VIl «oaaTku» y
3B'A13Ky 3 OHOBJ/IEHHAM iHhopMaLliT
oo nicnspeecTpauiiHmnx
pocnimkeHb 3 6e3neku, a Takox y
3B’A3KY 3 BUAAIEHHAM
NOTEHLIAHNX PU3NKIB
«TpombouuToneHisa» i
«HefiiTponeHis» Ta
nepeknacudikawjiero HeBIgOMOT
iHbopMmaLii Woao 3acTocyBaHHS y
NaLiEHTIB 3 TSXKKUM YPaXKEHHAM
HVPOK B iAEHTNDIKOBAHWI pU3nK
«YpaXeHHs1 HUPOK» BiAMNOBIAHO A0
pekomeHpaLin EMA

268.

FONEPIO

TabneTku, BKpUTI
NNiBKOBOK 060/10HKOID, MO
100 wmr, no 14 TabneTok y
6nictepi; no 2 a6o 4
6nicTepn B KAPTOHHIA
Kopoo6ui

HoBapTic ®apma
Cepsice3 Al

LLiBefiuapis

Hogaprtic CiHranyp
PapmacboTuKan

MaHydhekTypiHr MNre.

Nta., Civranyp
(BUPOGHULTBO,
KOHTPO/Ib SKOCTI);
HoapTic ®apma
C.n.A,, ltania
(B1pOGHMLTBO,
KOHTPO/b SIKOCTI,
nepBuHHe Ta
BTOPUHHE
nakyBaHHS1, BUNYCK
cepii); HoBapTic
dapwma LUTeiiH Al,
LBeiiuapis
(BMPOGHULTBO,
KOHTPO/1b SIKOCTI)

Cinranyp/
ITanis/
LLiseiuapis

BHECEHHS 3MiH 10 peecTpavLiiiHnX
martepianis: 3mMiHu Il Tuny -
3a5BHVKOM HajaHO OHOB/IEHWIA
nnaH ynpaeniHHA pyu3nkammn Bepcis
2.1. 3MiHM BHECEHO [0 YacTuH Il
«Cneuundikauis 3 6esnekn», |l
«MnaH 3 dhapmakoHarnagy», V
«3axoam 3 MiHiMisaLii pusukis», VI
«Pestlome nnaHy ynpasniHHA
pusnkammn», VII «logatkm» y
3B'A3KY 3 OHOB/IEHHAM iHhopMaLiT
o4O nmicnsipeecTpauinHmx
[ocnigpkeHb 3 6e3Mnekun, a Takox y
3B'A3KY 3 BUJAIEHHAM
NOTEHLIiHNX PU3NKIB
«TpombouuToneHis» i
«HeliTponeHia» Ta
nepeknacudikauiero HeBigoMoTl
iHchopMmawii LWoao 3acTocyBaHHA y
NaLieHTIB 3 TSXKUM YpaXKeHHAM
HVPOK B iAEHTUIKOBaHWI pU3nK
«YpaXeHHs HUPOK» BiANOBIAHO A0
pekomeHpauii EMA

3a peyernmom

UA/16691/01/02

269.

IONEPIO

TabneTkn, BKPUTI
NMiBKOBOK 060M0HKOM0, MO
200 mr, no 14 TabneTok y

HosapTic ®apma
Cepsice3 Al

LLiBefuapis

Hosaprtic CiHranyp
PapmacboTuKa

MaHydekTypiHr MNte.

Cinranyp/
ITanis/
LLiBeiiuapis

BHECEHHS 3MiH [0 peecTpavliiiHnX
martepianis: 3miHu Il Tuny -
3asiBHUKOM Ha/laHO OHOB/IEHUIA

3a peyernmom

UA/16691/01/03
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Ne HasBsa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

6nictepi; no 2 a6o 4
6nicTepn B KAPTOHHIA
Kopoo6ui

Nta., Civranyp
(BUPOGHULTBO,
KOHTPO/Ib AKOCTI);
HoapTic ®apma
C.n.A,, ltania
(B1pOGHMLTBO,
KOHTPO/b SIKOCTI,
nepBuHHe Ta
BTOPUHHE
nakyBaHHS1, BUNYCK
cepii); HoBapTic
dapma LUTeitH AT,
LlBeiiuapis
(BUPOGHULTBO,
KOHTPO/1b SIKOCTI)

nnaH ynpaeniHHA pyu3nkamun Bepcis
2.1. 3MiHM BHECEHO [0 YacTuH Il
«Cneuudikauis 3 6esneku», Il
«MnaH 3 dhapmakoHarnagy», V
«3axoay 3 MiHiMi3aLii pusukis», VI
«Pestome nnaHy ynpasniHHA
pusnkammn», VII «logatkn» y
3B’A3KY 3 OHOB/IEHHAM iHhopMaLiT
oo nicnsipeecTpauiiHmnx
[ocnigpkeHb 3 6e3Mnekun, a Takox y
3B'A3KY 3 BUJAIEHHAM
NOTEHLIAHNX PU3NKIB
«TpombouuToneHis» i
«HeliTponeHia» Ta
nepeknacudikawiero HeBIgOMOI
iHchopmawii LWoao 3acTocyBaHHA y
NaLieHTIB 3 TXKAM YpaXKeHHAM
HUPOK B iAeHTUdpikoBaHUIA pU3nK
«YPaXeHHs HUPOK» BiANOBIAHO A0
pekomeHpauiii EMA

FeHepanbHUN AUpeKTop

AunpekToparty hapmaueBTUYHOro 3a6e3neyeHHs 0.0. Komapiga
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