Jopartok 1
po Hakasy MiHicTepcTBa OXOpPOHU

304,0POB’A YKpaiHu

Ne
MEPENIK
NIKAPCbKUX 3ACOBIB, WO NPOIMNOHYKOTbLCA A0 AEPXXABHOI PEECTPALJI
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. L-APTIHIHY L- NopoLLoK abo rpaHynu TOB "APTEPIYM Ykpaina P/IAMMA C.n.A. ITanis peecTpauist Ha 5 pokis - He UA/19014/01/01
ACNAPTAT (cybeTaHuis) y nta" nionsizae
NoABINHMX
nonieTnIeHoBuUxX
naketax gns
dhapmaLeBTU4YHOro
3aCTOCYBaHHSA
2. AMIOCTEAI Tabnetku no 200 mr no Aypobingo ®apma IHAiA AypobiHgo ®apma IHAin peecTpauist Ha 5 pokis 3a He UA/19015/01/01
10 TabneTok y 6nicTepi, nTg Nimiteq - FOHIT VII peyenmom nionsizae
no 3 6nictepu B MepioAnyHICTb NofAHHSA
KapTOHHilA KOpO6L 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. APTI1AN® pO34uH opasibHUiA, 200 TOB "APTEPIYM YkpaiHa MAT "lranuudapm” Ykpaina peecTpauisi Ha 5 pokis 6e3 [lionsizae UA/19016/01/01

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

mr/mn no 200 mny
thnakoHi; no 1 donakoHy
B nauui

nTaor

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
6esneku.

peyenma

APTPOKON

renb, 25 mrrno45ry
Ty6i, mo 1 Ty6i B
KapTOHHilA KopooLi

YOP/J

MEAVLIVH [NAY

CAH. BE TIDXK.
ALl

TypeyunHa

YOP/
MEAVLIVH INAY
CAH. BE TIDXK.

ALl

TypeyunHa

peecTpauist Ha 5 pokis

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

3a
peyerimom

He
nionsieae

UA/19017/01/01




Tabnetok y 6nictepi, no
3 6nicTepun y nauw,i

perynsipHo
OHOBJOBAHOTO 3BITY 3
6e3neku, BiANoBiAHO A0
Mopsaaky 34iACHEeHHs
hapmakoHarnsgy,
3aTBEPAKEHOr0 Haka3om
MiHicTepcTBa OXOPOHU

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. ALETUIUNCTEIH MOPOLLIOK A5 TOB YkpaiHa TOB YkpaiHa peecTpauisi Ha 5 pokis 6e3 nionsizae UA/19018/01/01
opanibHOro po3synHy, 600 "TepHodhbapm” "TepHochapm” peyenma
M, MO 3 T MOPOLLUKY Y MepiognyHicTb NogaHHA
calue, no 20 calle B perynsapHo
nautii 3 kKapToHy OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaaky 34iiCHEeHHS
chapmakoHarnsagy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa 0XOpoHK
3[10pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHOro B
MiHicTepcTsi tocTuuii
YKpaiHu 29 ciuHa 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpPOHK
340pOB's YKpaiHu Big 26
BepecHA 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamum,
3a3HaveHIMn y
nepioguyYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3nekw.
6. AEKBANIHIO MOPOLLIOK (CybCcTaHuis) y MpAT Ykpaina Na6opaTopi3 Icnanis peecTpauist Ha 5 pokis - He UA/19019/01/01
xnoeupg, nakeTax noABiHMX "®apmMaveBTUYHa EcniHoc Y Bodpinn nionsieae
nonieTuNeHoBux ans ipma "OapHuus” C.A. (IEBCA)
thapmaueBTUYHOro
3aCTOCYBaHHS
7. EAOKCAKOPL TabneTtkn, BKPUTI AT "KMUIBCbKUIA YkpaiHa AT "KUIBCbKUN Ykpaina peecTpauist Ha 5 pokis 3a He UA/19020/01/03
MiBKOBOIO 0BGO/TOHKOIO BITAMIHHW BITAMIHHAIA peyenmom nionsizae
no 60 mr; no 10 3ABOA" 3ABOL" MepioAnyHICTb NogaHHA




Ne
n/n

Ha3zsa sikapcbko20
3acoby

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asBHuUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

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

EAOKCAKOPA

TabneTkn, BKPUTI
NAiBKOBOK 060/TI0HKOI0
no 30 mr; no 10
Tabnetok y 6nictepi, no
3 6nicTepu y navui

AT "KUIBCbKMIA
BITAMIHHU
3ABOA"

YkpaiHa

AT "KUIBCbKWIA
BITAMIHHAIA
3ABO[A"

Ykpaina

peecTpauist Ha 5 pokis

MepioAnyHICTb NofaHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
MopsiaKy 34iCHEHHS
chapmakoHarnsagy,
3aTBEPPKEHOr0 Haka3om
MiHicTepcTBa 0XOpPOHK
3[,0p0OB’A YkpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3riHO
3i cTpokamu,
3a3HavYeHMun y
nepioguyYHOCTi NOAAHHSA
perynspHux 3BiTiB 3
6e3neku.

3a
peyerimom

He
nionsieae

UA/19020/01/02

EZJOKCAKOP/,

TabneTku, BKPUTI
M/1iBKOBOK 060/10HKOIO
no 15 wr; no 10
Tabnertok y 6nictepi, no

AT "KMIBCBKUN
BITAMIHHAN
3ABOA"

YKpaiHa

AT "KNIBCbKIN
BITAMIHHUI
3ABOA"

YKpaiHa

peecTpauist Ha 5 pokis

MepiognyHicTb NogaHHA
perynsipHo

3a
peyenmom

He
nionsieae

UA/19020/01/01
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Ne HasBga snikapcbKo20 Popma sunycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjitiHo2o
ynakoska) nocBi04Y€eHHs1
3 6nicTepu y navi OHOBJIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsiaky 34iiCHEeHHS
chapmakoHarnsagy,
3aTBEPPKEHOr0 Haka3om
MiHicTepcTBa OXOpPOHM
3[10pOB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii
YKkpaiHu 29 ciuHa 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpOHK
37,0pOB'st YKpaiHu Big 26
BepecHsA 2016 poky Ne
996), cTaHOBUTbL: 3riHO
3i cTpokamu,
3a3HaYeHIMn y
nepiofMYHOCTi NofaHHsA
perynsipHux 3BiTiB 3
6e3neku.
10. ETOPUKOKCWUB MOPOLLIOK (CybCcTaHuis) y My6niyHe Ykpaina Anembik IHAin peecTpauist Ha 5 pokis - He UA/19021/01/01
nonieTuIeHoBMX akujioHepHe dapmacbloTikanc nionsizae
naketax gns TOBapuCTBO Nimitepn
thapmaLeBTUYHOro "HaykoBo-
3acToCyBaHHs BMPOGHNYUIA
LEeHTp
"BopLyariBcbkuii
Ximiko-
hapmaLeBTUYHNIA
3asof”
11. KEWLEKC IH'EKT PO34MH A8 iH'eKUiA, 25 MpuBatHe YkpaiHa MpuBaTHe Ykpaina peecTpauist Ha 5 pokis 3a He UA/19022/01/01
Mr/MA1, M0 2 MN B akujioHepHe akujioHepHe peyenmom nionsizae
amnyni, no 5 amnyny TOBapUCTBO TOBapuCTBO MepiognyHICTb NoAaHHs

6nictepi, no 1 6nictepy
B nauuj

"Jlekxim-Xapkis"

"JlekxiMm-Xapkis"

perynspHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNOBIAHO A0
Mopsiaky 34iCHeHHs
hapmakoHarnsgy,
3aTBepPKEHOr0 Haka3om
MiHicTepcTBa OXOPOHU
300poB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B




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

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), cTaHOBUTbL: 3riHO
3i cTpokamu,
3a3HayYeHMuN y
nepiogMyHOCTi NoAaHHsA

perynsipHux 3BiTiB 3

6esnekxu.

12.

KOHTPO/®JIEKC

PO34MH ANA iH'EKLiiA, 2
Mr/M, Mo 2 MN B
amnynax; no 5 amnyny
6nictepi; no 1 a6o 2
6nicTepn y nauui 3
KapTOHY

TOB HB®
"MIKPOXIM"

YkpaiHa

TOB HB®
"MIKPOXIM"

Ykpaina

peecTpauist Ha 5 pokis

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

3a
peyerimom

He
nionsieae

UA/19023/01/01

13.

NAMOTPULKUH

NopoLUOoK (cybeTaHuis) y
noABINHNX
nonieTnIeHoBUxX
nakeTtax gns
thapmaueBTUYHOro
3aCTOCYBaHHS

TOB "dapma
Crapt"

YKpaiHa

OKYBINAHT
MKEHEPIKC
NIMITEL

IHais

peecTpauist Ha 5 pokis

He
nionseae

UA/19024/01/01

14.

NETPO30/1

TabneTkn, BKpUTI

[xeHedapm C.A.

peuis

[xeHedhapm C.A.

peuist

peecTpauist Ha 5 pokis

3a

He

UA/19025/01/01
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Ne HasBga snikapcbKo20 Popma sunycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjitiHo2o
ynakoska) nocBi04Y€eHHs1
MKEHED®APM N1iBKOBOK 060/I0HKOMD, peyernmom niosnsieae
no 2,5 mr, no 10 MepiognyHicTb NogaHHA
TabneTtok y 6nictepi, No perynsipHo
3 6nicTepu y KapTOHHIN OHOBJIOBAHOIO 3BITY 3
KopooLi 6e3neku, BiANOBIAHO A0
Mopsiaky 34iiCHEeHHS
chapmakoHarnsagy,
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,
3a3HaYeHIMn y
nepiogMyHOCTi NoAaHHsA
perynsipHux 3BiTiB 3
6e3neku
15. MOKCOHIAVUH MOPOLLIOK (CybCcTaHuis) y TOB "APTEPIYM Ykpaina dapmak a.c. Yecbka peecTpauist Ha 5 pokis - He UA/19026/01/01
NoABINHMX nTar Pecny6nika nionsieae
nonieTnIeHoBUxX
naketax gns
dhapmaL,eBTU4YHOro
3aCTOCYBaHHSA
16. MOKCOTEHC TabneTkun, BKpUTI TOB "APTEPIYM Ykpaina MAT YkpaiHa peecTpauist Ha 5 pokis 3a He UA/19027/01/01
N1iBKOBOK 0B0I0HKO, NO nTa" "KniBmegnpenapa peyenmom nionsizae
0,2 mr no 10 TabneTtok y T MepioAnyHICTb NofAHHSA

6nicTepi no 2 6nictepu B
nauui

perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsigky 34iCHEeHHS
chapmakoHarnsagy,
3aTBEPPKEHOr0 Haka3om
MiHicTepcTBa 0XOpPOHK
3[,0p0B’A YkpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
YKpainu 29 ciuHs 2007




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
6e3nekun

17.

MOKCOTEHC

TabneTku, BKpUTI
NNiBKOBOK 060/I0HKO, MO
0,4 mr no 10 TabneTtok y
6nicTepi no 2 6nictepu B
nauui

TOB "APTEPIYM
nTaor

YkpaiHa

MAT
"Knismegnpenapa
™

YkpaiHa

peecTpauisi Ha 5 pokis

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

3a
peyenmom

He
nionsieae

UA/19027/01/02

18.

HATPIIO (S)-NAKTAT
PO34YMH

po3unH (cybcTaHuis) B
60ouykax 3
BMCOKOMOJIEKYISPHOT0
nonieTuaeHy BUCOKOI
LWinbHOCTI Ana
chapmaLeBTU4HOro
3acTocyBaHHs

MAT "Fanuudpapm”

Ykpaina

Mypak Baiiokim Bi
Bi

Higepnangm

peecTpauist Ha 5 pokis

He
nionsieae

UA/19028/01/01

19.

OMATAAVH EKO

Kpansi 04Hi, po3yuH, 1
Mr/ms, no 5 Ma po3ynHy

BapLuaBcbkuii
hapmaLleBTUYHNIA

MNonbLa

BapLuaBcbkuii
hapmaueBTUYHUIA

Monbwa

peecTpauist Ha 5 pokis

3a
peyenmom

He
nionsieae

UA/19029/01/01
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Ne
n/n

Ha3zsa sikapcbko20
3acoby

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asBHuUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

y nonieTuneHoBomy
thnakoHi-kpanenbHuLi
MICTKIiCTIO 5 Mn1 3
KPWLLIKOIO 3 rapaHTiliHiM
Kinbuem, no 1 a6o 3
(pNaKoOHN Y KapPTOHHiIl
KopoobLi

3aBog, Monbtha AT

3aBog, Monbtha AT

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

20.

neononicy
HACTOUKA

HacToiika no 25 mny
donakoHax

AT "Nly6Hnchapm”

YKpaiHa

AT "ly6Hunchapm”

YKpaiHa

peecTpauist Ha 5 pokis

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

6e3
peuyenma

nionsieae

UA/19030/01/01




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

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

21.

CKAMMIM

NOPOLLOK A/15 PO3YUHY
A8 iH'exuii no 1000 wmr,
no 1 cpnakony y
KapTOHHIlA KOpO6L

CeHc abopatopic
Mer. T4,

IHais

CeHc J/labopaTtopic
Mer. 14,

IHais

peecTpauist Ha 5 pokis
MepiognyHicTb NogaHHsA
perynsipHo
OHOB/tOBAHOTO 3BITY 3
6e3neku, BigNOBIAHO A0
MopsiaKy 34iCHEHHS
hapmakoHarnagy,
3aTBEPKEHOrO Haka3oMm
MiHicTepcTBa OXOPOHU
3[,0p0OB’A YKpaiHu Bif, 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
Ykpainu 29 ciuHg 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpoHK
3[10pOB'A YKpaiHu Bif 26
BepecHsA 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3Ha4YeHMun y
nepiogMYHOCTI MoAaHHS
perynsapHux 3BiTiB 3
6e3neku

3a
peyerimom

He
nionsieae

UA/19031/01/01

22,

TEHO®OBIPY
AN3onrPoKcuny
DYMAPAT

TabneTku, BKpUTI
N/1iBKOBOK 060JI0HKOIO,
no 300 mr, no 30
Tabnetok y dpriakoHi, no
1 dpnakoHy Y KapTOHHilA
Kopobui

Crpaiigc Papma
CaiieHc JlimiTeq

IHais

Crpaiiac Papma
CaileHc NimiTeq

IHais

peecTpauist Ha 5 pokis

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

3a
peyenmom

He
nionsieae

UA/19032/01/01
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Ne HasBga snikapcbKo20 Popma sunycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjitiHo2o
ynakoska) nocBi04Y€eHHs1
MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riHO
3i cTpokamu,
3a3HaveHIMn y
nepioguyYHOCTI NOAAHHSA
perynspHux 3BiTiB 3
6e3neku.
23. TIBAPIIH-H pO34uH ANs iHgysili, 42 TOB Ykpaina KOHTPO/b, BUMYCK Ykpaina/ peecTpauist Ha 5 pokis 3a He UA/19033/01/01
mr/mn, no 100 mn 'y "®APMACEN" cepii: TOB Ipevyis peyenmom nionszae
chnakoHi, no 1 donakoHy "®APMACEN", MepiognyHicTb NogaHHA
B Nnauuj 3 KapToHY YKpaiHa; perynspHo
Hepo3chacosaHa OHOB/IHOBAHOIO 3BITY 3
NpoayKLuis, 6e3neku, BigNoOBIiAHO A0
nepBuHHa Ta MopsiaKy 34iCHeHHS
BTOPUHHA hapmakoHarnagy,
ynakoBka, 3aTBEPKEHOrO Haka3oMm
KOHTPO/b: MiHicTepcTBa OXOPOHU
BIOCEP C.A. 3[,0p0B’A YKpaiHu Bif, 27
MAPEHTEPAN rpyaHa 2006 poky Ne
COMOWHC 898, 3apeecTpoBaHoro B
IHOACTPI, peuis MiHicTepcTsi tocTuuii
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
6esneku.
24. PEBYMAKC TabneTku, BKpUTI Makneoac IHais Makneoac IHais peecTpauisi Ha 5 pokis 3a He UA/19034/01/01
NNiBKOBOK 060/10HKOIO dapmacbloTukanc dapmacbloTukanc peyenmom nionsieae
no 80 wmr, no 14 Nimiten Nimiteq MepiognyHicTb NogaHHA

Tabnetok y 6nictepi; no
2 6nicTepu B KAPTOHHiIl
ynakoBLi

perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaaky 34iiCHeHHS
chapmakoHarnsgy,
3aTBEPAKEHOrO HaKa3om
MiHicTepcTBa 0XOpoHK
3/10pOB’A YKpaiuu Big 27

11




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 ciuHs 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.

25.

DPEBYMAKC

TabneTku, BKpUTI
M/1iBKOBOK 060/10HKOIO
no 120 mr, no 14
Tabnetok y 6nictepi; no
2 6nicTepn B KApTOHHiiA
ynakoBLi

Makneopc
dapmacbloThKanC
Nimiteq

IHais

Makneopc
PapmacboTrKanc
Niviteq

IHais

peecTpauist Ha 5 pokis

MepiognyHicTb NogaHHsA
perynsipHo
OHOB/tOBAHOTO 3BITY 3
6e3neku, BigNOBIAHO A0
MopsiaKy 34iCHEHHS
hapmakoHarnsgy,
3aTBEPAKEHOrO Haka3oMm
MiHicTepcTBa OXOPOHU
3[,0p0B’A YKpaiHu Bif, 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuHg 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpoHK
3[10pOB'A YKpaiHu Bif 26
BepecHA 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HayYeHMun y
nepiogMYHOCTI MoAaHHS
perynspHux 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionseae

UA/19034/01/02
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B.o. l'eHepanbHOro gupekropa Ainpekropary
chapmaueBTUUHOro 3a0e3nevyeHHA IBaH 3AABOPHUX
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Jopatok 2
po Hakasy MiHicTepcTBa OXOpPOHU

304,0POB’A YKpaiHu

BiAnoBiganbHMIA 3a
KOHTPO/Ib AKOCTI
Hepo3dacoBaHol

NPOAYKLT:
Elicika
PapmacboTnkan3
'M6X, HimeuuunHa,;
MepBuHHE Ta
BTOPUHHE
nakyBaHHS:
Elicika
PapmacboTnkan3
'M6X, HimeuuunHa,;
B1po6HMK
BiANOBIAA/IbHWIA 32
BUNYyCK cepil:
Elicika

PapmacboTnkan3

m6X, HimeyunHa

po3sginax "OcobnmBocTi
3acTocyBaHHS",
"3paTHiCTb BNMBaTU Ha
LWIBMUAKICTb peakuii npu
KepyBaHHI
aBTOTpaHcnopTom abo
IHLIMMK MeXaHi3mamn®”
(yTOUYHeHHs iHdhopmauii),
"Cnocib 3acTtocyBaHHs
Ta fo3mn" (KopuryBaHHs
TeKCTy) BiANOBIAHO [0
mMarepianis
peecTpaLiiHoro gocbe
Ta HafjlaHo Po3LUMPEHY
Ha3By
thapmakoTepaneBTUYHOT
rpynu 3rigHo 3
MiXXHapOAHUM
Knacudgikatopom BOO3

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. FABAMNEHTUH KpmMcTaniuyHMii NOpOLLIOK leTepo Apar3 IHais leTepo Apar3 IHais nepepeecTpawis Ha - He UA/15730/01/01
(cybeTaHuis) y Nimiten Nimiteq HeobMexeHuii TepMiH nionsizae
NoABINHNX
nonieTnIeHoBuUx
nakeTax Ans
dhapmaLeBTU4YHOTo
3aCTOCYBaHHS
2. KAPOAUVKET® TabneTtku 3eHTiBa, K.C. Yecbka Brpo6HuK HimeuunHa nepepeecTpawis Ha 3a He UA/4491/01/01
PETAPQ, MPOJIOHroBaHoi Aji no 20 Pecny6nika Hepo3dacoBaHol HeobMeXeHWin TepMiH peyenmom nionsizae
Mmr, no 10 Tabnetok y npoaykuii Ta
6nicTepi; no 5 6nictepis KOHTPOb AKOCTI: OHoBEeHO iHhopmaLio
B KapTOHHIi Kopo6Lyi Elicika B IHCTPYKLU|i Ans
dapmMacbloTukan3 MeAnYHOro
'm6X, HimeuumnHa; 3acToCyBaHHSA
Brpo6HMK nikapcbkoro 3aco6y B
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

y po3gini
"PapmakoTepanesTnyHa
rpyna. Kog ATX" 6e3
3MiHn kogy ATX.

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

KAPOVKET®
PETAPA,

Tabnetkn
NPOIOHIroBaHoT Aji no 40
Mr o 10 Tabnetok y
6nicTepi; no 5 6nictepis
B KapTOHHIi Kopo6Lyi

3eHTiBa, K.C.

Yecbka
Pecny6nika

Brpo6HMK
Hepo3dacoBaHOl
npoaykuii Ta
KOHTPO/b SIKOCTI:
Elicika
PapmacboTrKan3
M6X, HimeuunHa;
B1po6GHMK
BiANOBIAaNbHMIA 3a
KOHTPO/b AKOCTI
Hepo3dacoBaHOl
NpoAyKLii:
Eficika
dPapmacboTrKan3
'm6X, HimeuunHa;
MNepBuHHE Ta
BTOPWUHHE

HimeuunHa

nepepeecTpauis Ha
HeobMeXeHW TepMiH

OHoB/EHO iHdhopMaLito
B IHCTPYKUiT Ans
MeaNYHOro
3aCcTOCyBaHHSA
nikapcbkoro 3acoby B
posginax "Oco6amBocTi
3acTocyBaHHsa",
"3paTHICTb BNAMBATU Ha
LUBMAKICTb peakuii npu
KepyBaHHi
aBTOTpaHcnopTom abo
IHLWIMMK MexaHi3mamn®”
(yTOYHeHHs iHdhopmauii),
"Cnoci6 3acTocyBaHHs

3a
peyenmom

He
nionsieae

UA/4491/01/02
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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

nakyBaHHS:
Elicika
dapmacboTrKan3
'mM6X, HimeuunHa;
B1po6HMK
BiANOBIAA/IbHWIA 32
BUNYCK cepil:
Elicika
dapmacboTrKan3
vM6X, HimeuunHa

Ta fo3mn" (KopuryBaHHs
TeKCTy) BiANOBIAHO [0
mMaTepianis
peecTpaLiiHoro gocbe
Ta HaflaHo po3Lwmpeny
Ha3By
hapmakoTepaneBTUYHOT
rpynu 3rigHo 3
MiKHapOAHNM
Knacudgikatopom BOO3
y po3gini
"GapmakoTepaneBTnyHa
rpyna. Kog ATX" 6e3
3MiHU Kogy ATX.

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

MArHE-B6®

po3uunH ana
nepopanbHOro
3acTocyBaHHs; Ne 10: no
10 mn B amnyni; no 10
amnyn 3 ABoMa NiHissMu
po3n0oMy Y MiAAOoHI 3
KapTOHY, B KAPTOHHIl

TOB "CaHoi-
ABEHTIC YKpaiHa"

YKpaiHa

KOMEPACbLOH
®APMACBIOTIK
®PAHCE3

PpaHuis

nepepeecTpauis Ha
HeobMexeHuii TepMiH

OHOB/EHO iH(hopmaLLito
B IHCTPYKLU|i ans
MeAnYHOro
3acToCyBaHHsA

6e3
peuyenma

nionsieae

UA/5476/01/01
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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

KOpoo6Li

nikapcbKoro 3acoby B
po3ginax
"dapMaKosioriyHi
BNacTUBOCTI"(pefarysaH
HSl TEKCTY Ta YTOYHEHHSA
iHhopmawi),
"MMpoTunokasaHHa",
"Oco6nmBOCTi
3acTocyBaHHA",
"3paTHICTb BNIMBATU Ha
LUBMAKICTb peakuii npu
KepyBaHHi
aBTOTpaHcnopTom abo
IHLWIMMK MeXaHi3mamn®”
(peparyBaHHs TEKCTY Ta
YTOYHEHHS iHdhopMaLiT)
BiAnNoBigHO A0
mMaTepianis
peecTpawiiHoro Aocbe.

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

METAKAPTUH

PO34YMH ANs iH'eKuinn, 1
r/5 mn, no 5 Mn B

YOPA[,
MEAMLIVH L1AY

TypeuunHa

Medpap Inauy CaH.
A.LL., TypeyuuHa,

TypeuunHa

nepepeecTpauis Ha
HeobMeXeHWin TepMiH

3a
peyenmom

He
niosnisieae

UA/15530/01/01
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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

amnyni, no 5 amnyn B
KOHTYPHIli YapyHKOBilA
ynakosLi, no 1 a6o 2
KOHTYPHi YapyHKOBI
yNakoBKM1 B KAPTOHHIlA
KopoobUi

CAH. BE TIOX.
ALl

Pomdpapm Inay
CaH. Be Tigx. /174,
LTi., TypeyunHa

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

onogporic

Kpanni o4Hi, po3unH 1
mr/mMnno 5 mny
hNakoHi-KpanenbHuLi;
no 1 dpnakony-
KpanenbHuLi B
KapTOHHI Kopo6Lyi

Mikpo labc
NimiTen

IHais

Mikpo la6c
NimiTeq

IHais

nepepeecTpauis Ha
HeobMeXeHW TepMiH

OHoBEHO iHhopmaLio
B IHCTPYKLU|i Ans
MeAnYHOro
3aCTOCyBaHHS
nikapcbKoro 3acoby y
po3gini "Mo6ivHi peaxuii'
BiANoBIgHO A0
iHchopmauit
pedyepeHTHoro
nikapcbKoro 3acoby
OMNATAHON®.

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

3a
peyerimom

He
nidnsieae

UA/15244/01/01
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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

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

NMAMIAON

PO3YMH NS iH'EKLA No
300 mr/mn, no 50 mn
ab6o no 100 M po3ymHy
y chnakoHi; no 1
dhnakoHy y KapTOHHilA
KOpOoO6Li

"FOHiK
PapmacbloTukan
Na6opatopiz"
(BipLineHHs chipmun
"x. B. Kemikan3
eHy
PapmacboTrKan3
ntp)

IHais

"FOHiK
PapmacboTuKasl
Na6opaTopiz"
(BigaineHHs dipmum
"Ix. B. Kemikan3
eHp,
dPapmacboTrKan3
nra."), IHaisa

IHais

nepepeecTpauis Ha
HeobMexeHuii TepMiH

OHOB/EHO iH(hopmaLLito
B IHCTPYKLU|i ans
MeNYHOro
3aCcTOCyBaHHsA
niKapcbKoro 3acoby y
po3sginax "Ocob6nuBi
3axoan 6esnekun”,
"Ocob6nuBocCTi
3acTocyBaHHsa",
"3acTocyBaHHS y nepios
BariTHOCTi abo
rogysaHHa rpyaaro”,
"Cnoci6 3acTocyBaHHs
Ta gosu", "ditn"
BignoBigHO Ao
OHOB/EHOT iHthopmaLi
o0 6e3neku aitoyoi
peyoBUHN.

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

3a
peyenmom

He
nionsieae

UA/15509/01/01
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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

3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa 0XOpOHU
3[,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riHO
3i cTpokamu,
3a3HavYeHMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6e3nekn

NMAMIAON

PO3YMH NS iH'EKLA No
370 mr/mn; no 50 mn
ab6o no 100 M po3ymHy
y chnakoHi; no 1
dhnakoHy y KapTOHHilA
KOpOoO6Li

"FOHiK
PapmacbloTukan
Na6opatopiz"
(BipLineHHs chipmun
"x. B. Kemikan3
eHy
PapmacboTrKan3
ntp)

IHais

"FOHiK
PapmacboTuKasl
Na6opaTopiz"
(BigaineHHs dipmum
"Ix. B. Kemikan3
eHp,
dPapmacboTrKan3
nrp)

IHais

nepepeecTpauis Ha
HeobMexeHuii TepMiH

OHOB/EHO iH(hopmaLLito
B IHCTPYKLU|i ans
MeNYHOro
3aCcTOCyBaHHsA
niKapcbKoro 3acoby y
po3sginax "Ocob6nuBi
3axoan 6esnekun”,
"Ocob6nuBocCTi
3acTocyBaHHsa",
"3acTocyBaHHS y nepios
BariTHOCTi abo
rogysaHHa rpyaaro”,
"Cnoci6 3acTocyBaHHs
Ta gosu", "ditn"
BignoBigHO Ao
OHOB/EHOT iHthopmaLi
o0 6e3neku aitoyoi
peyoBUHN.

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

3a
peyenmom

He
nionsieae

UA/15509/01/02
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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

3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa 0XOpOHU
3[,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riHO
3i cTpokamu,
3a3HavYeHMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6e3nekn

MAHTACAH

MOPOLLOK
niodpinizoBannii ans
MPUroTyBaHHsA PO34NHY
ans iH'exuii no 40 wr; 1
h/1aKoH 3 NOPOLLKOM Y
KapTOHHI Kopo6Lyi

CaH
PapmacbloTukan
IHpacTpi3 Nimiteq

IHais

CaH
PapmacboTuKasl
IHpacTpi3 174,

IHais

nepepeecTpauis Ha
HeobMexeHuii TepMiH

OHOB/EHO iH(hopmaLLito
B IHCTPYKUiT Ans
MeAnYHOro
3acToCyBaHHSA
niKapcbKoro 3acoby y
posainax
"®apMaKkonorivHi
BNacTMBOCTI"
(monoBHeHHS
iHhopmawi),
"B3aemogis 3 iHWmMn
nikapcbknMmn 3acobamu
Ta iHWi BUan
B3aemogijit",
"Ocob6nvBocCTi
3acTocyBaHHA",
"3acTocyBaHHsA y
nepBog, BariTHocTi abo
rofyBaHHs
rpyAAH0" (YTOUHEHHSA
iHdpopmawuii), "3gaTHicTb
BMN/IMBATY Ha LIBUAKICTb
peakLiii Npu KepyBaHHi
aBTOTpaHcnopTom abo
iHWYMKU MeXaHi3mamn®,

3a
peyenmom

He
nionsieae

UA/3400/01/01
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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

"Cnocib 3acTtocyBaHHs
Ta [031"(YTOUYHEHHS
iHhopmawi),
"Mepepno3yBaHHA",
Mo6iuHi peakuii”
BignoBigHO Ao
OHOB/EHOT iHthopmaLi
pedyepeHTHoro
NiKapcbKoro 3acoby
KOHTposok, nopoLuok
[O/151 pO34MHy 1o 40 mr.

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

10.

CTWUNEH

TabneTkn, BKpUTI
N/1iBKOBOK 060JIOHKOIO,
no 60 mr; no 30
Tab/1eToK Y KOHTEHepi;
no 1 KoHTeliHepy B naui

KYMN®EP BIOTEX,
YAB

JInToBCbka
Pecny6nika

JoHr-A CT Ko.,
nra.

Pecny6nika
Kopes

nepepeecTpauis Ha
HeobMexeHuii TepMiH

BHeceHO OHOBNEHY
iHcpopmawiito B
IHCTpyKUito ans

MeAnYHOro
3acTOCyBaHHS
nikapcbkoro 3aco6y Ao
po3ainy "MokasaHHsa"

6e3
peuyenma

nionsieae

UA/15426/01/01
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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

(YyTOYHEHHS), a Takox A0
posgainis
"MpoTnnokasaHHA",
"Oco6nMBOCTi
3acTocyBaHHs", "Cnoci6
3acTocyBaHHsa Ta gosn”
(yTOo4YHeHHs1), "Tob6iuHi
peakuii" BiAnosigHo A0
OHOB/EHOT iHChopMmaLyii 3
6e3neku, sika 3a3HayeHa
B MaTepianax
peecTpavuiiHoOro Aocbe
nikapcbKoro 3acooby.

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.

11.

®NYAEPM

kpem, 0,5 mr/r, no 15ry
Ty6i; no 1 Ty6i B KOpoo6Li
3 KapToHY

ToBapucTso 3
06MeXeHOI0
BiANOBIAA/LHICTIO
"papmaueBTnYHa
KOMMaHis
"3p0pos'a"

YkpaiHa

BCi cTagii
BUPOGHULTBA,
KOHTPO/b SKOCTI,
BWMYCK Cepii:
ToBapucTso 3
06MexeHo
BiANOBIAA/IbHICTIO
"®apmaueBTnyHa

YkpaiHa

nepepeecTpauis Ha
HeobMeXeHWli TepPMIH.

OHoB/EHO iHdhopMaLito
B IHCTPYKUiT Ans
MeanYHOro
3aCcTOCyBaHHSA
nikapcbkoro 3acoby y

3a
peyenmom

He
nionsieae

UA/15997/01/01
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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
KOMnaHis po3sginax "OcobnmBocTi
"3p0pos'a”, 3acTocyBaHHs", "Moo6iYHi
YKpaiHa; Bci cTagji peakuii” BignoBigHo A0
BMPOGHMLITBA, iHchopMmauit
BUMNYCK Cepil: pedepeHTHOro
ToBapucTBO 3 NiKapcbKoro 3acoby
06MEXEHOI0 (KYTIBEWT, kpem 0,05
BiANOBIAA/ILHICTIO %).
"®apmaueBTnyHa
KOMnNaHis MepioAnyHICTb NOAAHHSA
"3p0pos'a”, perynspHo
YkpaiHa; KOHTpO/1b OHOBJ/1OBAHOTO 3BITY 3
SAKOCTI: 6e3neku, BigNoBigHO A0
ToBapucTBo 3 Mopsaaky 34iiCHeHHs
06MeXeHo thapmMakoHarnagy,
BiAMNOBIAA/IbHICTIO 3aTBEpPKEHOro Haka3om
"®APMEKC MiHicTepcTBa OXOpPOHU

FPYM", YkpaiHa

3[,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO
3i cTpokamu,
3a3HavYeHmMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6esneku.

B.o. l'eHepanbHOro gupekropa Aimpekropary
chapmaueBTUUHOro 3abesnevyeHHs
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MEPENIK

Aopatok 3
po Hakasy MiHictepcTBa OXOpPOHU

300pOB’A YKpaiHu

Ne

NIKAPCbKUX 3ACOBIB, 040 AKNX MPOMOHYETLCA BHECEHHSA 3MIH 40 PEECTPALJIAHNX MATEPIANIB

a6o no 120 go3y
hnakoHi 3 403yUnM
NPUCTPOEM Ta
po3snuaBavem i
KoBnaykom; no 1
(pNakoHy B KAPTOHHIl
KopoobLi

Bennkom C.A.,
IcnaHis

3MiHN y BUPOGHMLTBI. 3amiHa abo
BBEIEHHS 40AATKOBOT AiNIbHULL
BMPOGHMLUTBA A/151 YacTuHM abo
BCbOro BMPOOHMYOro npouecy
roTOBOrO NiKapCbKOro 3acoby
(AinbHUUSA, Ha SKiI NPOBOASATLCS
6yAb-aKi BUPOGHMYI cTagii, 3a
BWHSATKOM BUMYCKY Cepili,
KOHTPOJIHO AKOCTi, NePBUHHOTO Ta
BTOPVHHOIO NakyBaHHS, A1
HeCTepUIbHUX NMiKapCbKnX
3aco6iB) - BBeeHHs1 f04aTKOBOI
AinbHWUI, BignoBiganbHOI 3a
BMPOGHWLITBO rOTOBOIO
nikapcbKoro 3acoby - nakco
Bennkom C.A., IcnaHis. BBefeHHA
3MiH NpoTAroM 6 MicALiB nicns
3aTBEPMKEHHS; 3MiHW | TUnY -
3MiHK 3 siKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3amiHa abo
BBEEHHS [0AATKOBOI AiNbHUL
BMPOGHULTBA A1 YaCTUHU abo
BCbOr0 BMPOOHMYOro npouecy
roTOBOrO NiKapCbKOro 3acoby
(AinbHULA ANA NePBUHHOIO
nakyBaHHs) - BBefieHHs
[04aTKOBOT Ai/bHUL oNs
nepBMHHOrO nakysaHHs /13 -
nakco Bennkom C.A., IcnaHis.
BBefeHHA 3MiH NpoTArom 6
MicALiB NiCNsA 3aTBEPAYKEHHS;
3MiHM | TUNY - 3MiHK 3 AKOCTI.
['oTOBWIA Nnikapcbkuii 3aci6. 3MiHN
y BUpo6HMLTBI. 3aMiHa abo

Ne Ha3sBa nikapcbko2o dopma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BIiOnycKy peecmpayjiliHo2o
ynakoska) nocsi0O4YeHHs1
1. ABAMIC™ cnpeii HasaslbHUIA, nakcoCmiTKnsiiH Benuka nakco OnepeiiLHe Benuka BHECEHHS 3MiH [10 peecTpaviiiHnX 3a peyenmom UA/9306/01/01
CyCneHsis, [030BaHui, EkcnopT Nlimiteq BpuTaHis tOK Nimitea, Benuka BpuTtaHis/ marepianis: 3MiHu | TUNY - 3MiHN 3
27,5 mkr/gosy; no 30 BputaHis; nakco Icnanis AKOCTI. [O0TOBMIA NikapCbkunit 3aci6.
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BBEAEHHS 40AATKOBOI AiNbHML
BMPOGHMLTBA AJ151 YaCTUHU abo
BCbOr0 BUPOGHMYOro npoLiecy
rOTOBOrO J1iKapCbKOro 3acoby
(8iNbHULA 4N BTOPUHHOTO
nakyBaHHs) - BBeeHHsA
[04aTKOBOI Ai/ibHUL ANs
BTOPMHHOrO nakysaHHs 13 -
nakco Bennkom C.A., IcnaHis.
BBegieHHs1 3MiH npoTsirom 6
MiCALIB NiCNa 3aTBEPOXKEHHS;
3MiHW | TURY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHN
Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYHOTLCA
BWMYCKY Cepii Ta KOHTPOJIK0 SKOCTI
roTOBOrO J1iKapCbKOro 3acoby
(3amiHa abo fofaBaHHSA
BMPOGHMKa, LU0 Bignosigae 3a
BBE3eHHA Ta/abo BMNyck cepir) -
Bxitoyatoun
KOHTPO/b/BUNPOBYBaHHSA cepil -
BBeneHHs foaatkoBoil AifbHULI
BiAANOBIAA/IbHOI 3@ KOHTPO/b
AKOCTI Ta BUNyCK cepii - Mnakco
Bennkom C.A., IcnaHisi. 3miHK
BHECEHO B IHCTPYKLit0 A/1A
MeAMYHOro 3aCTOCyBaHHS LLOAO
HaliMeHyBaHHA Ta
MiCLie3HaXO)KEHHS BUPOOHMKA 3
BiANOBIAHMMW 3MiHAMMW Y TEKCTI
MapKyBaHHS YNakoBKW Nikapcbkoro
3acoby (foaaBaHHs BUPOOHUKA).
BBegeHHs1 3MiH npoTsirom 6
MicsILiB Micns 3aTBepKEHHs

ABEJIOKC®

TabneTkn, BKPUTI
060n10HKot0, No 400 wmr;
no 5 rabnetok y
6nictepi; no 1 6nictepy
B KapTOHHIi kopo6ui

Baiiep Al

HimeyunHa

Baiiep AT,
HimeuumnHa (Becb
LMK BUPOBHMLTBA
(BPO6GHMLTBO
Hepo3dacoBaHoi
NpoAyKLUii, NepBnUHHa
ynakoBka, BTOPUHHA
ynakoBKa, KOHTPO/Tb
SAKOCTI, BUNYCK
cepii)); baviep

Himeyunna/
ITanis

BHECEHHS 3MiH [0 peecTpavuiiHnX
Marepianis: 3miHu | Tuny -
3BY)XXEHHS [OMYCTUMUX MEX Y
cneuudpikauii API
MoKcudpioKcauyviHy rigpoxiopuay
3a NnokasHukoM «CynbhaTHa
30/1a» 3 «Mmakc. 0,1 %» [0 «Makc.
0,10 %>»; 3MiHM | TUMY - 3BYXKEHHS
[onycTuMmx Mex y crneuudikanii
A®| mokcudpokcauuHy

Xenckep rigpoxnopuay 3a nokasHUKOM
MaHyakTypiHr «Jomiwka B» 3 «makc. 0,15 %» fo

C.P.N., Itanis «makc. 0,14 %»; 3MiHu | Tuny -

(anbTepHaTMBHWIA 3BY)XXEHHSA [AOMYCTUMUX MEX Y

3a peyenmom

UA/4071/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BMPOGHUK
(BUPOBHMLTBO
Hepo3dgacoBaHOl
NpoAyKLUii, NepBUHHA
ynakoBka, BTOPYHHA
ynakoBka, KOHTPO/1b
SKOCTi, BUNYCK
cepii)); LWTeremaHH
JNoHhbepnakyHr &
Norictiwep Cepsic
e.K., Himeyunna
(anbTepHaTMBHWMIA
BMPOGHVK (BTOPMHHA
ynakoBKay))

cneuudikayii API
MOKCUdpIOKCaUMHY rigpoxnopuay
3a NOKa3HKOM «[Jomilka E» 3
«Makc. 0,15 %» ao «makc. 0,14
%>; 3MiHW | TUNY - fOAaBaHHSA
HOBOrO napameTpy [0
cneuudikayii API
MOKCUdpIoKCaUMHY rigpoxnopuay
3 Bi4NOBIAHNM METOAOM
BMNPOGYBaHHS - foMmillka F
(cnonyka mMeTusy) 3 HOPMyBaHHSAM
«makc. 0,14 %»; 3MiHu | Tuny -
[0/aBaHHA HOBOTO NapameTpy A0
crneundikauii A®I
MoOKcudpiokcaLvHy rigpoxnopuay
3 BiANOBIAHUM METOA0M
BUNPOOBYBaHHS - ineHTUdiKaLis
(BEPX) 3rigHo BMor USP; 3MiHK |
TUNY - BUTYYEHHS 3i cneumdikai
Ad| MoKcudokcaumHy
rigpoxnopuay 3aTBepaxeHoro
BHYTPILUHLOrO MeToay
iaeHTuoikauii AMAAI 1
(imeHTudpikauis 14) i3 3amiHoto Ha
thapmakoneiiHnii 14 metoa; 3miHu |
TUMY - OHOB/EHUIA cepTuddikaT Bif
yXXe 3aTBEPKEHOr0 BUPOOHMKA
(B.11.1. (a)-2,IA) — nogaHHsA
oHosneHoro CEP Ne R1-CEP
2008-067-Rev 02 ana Adl
MOKCUdD/IOKCaLMHY FipoX/10pua
Bif} 3aTBEPAXKEHOro BUPOBHYMKa
BAYER AG 3atBepmxeHo: R1-
CEP 2008-067-Rev 01; 3miHu |
TUNy - NpuBeAeHHs cneumaikawi
A®l y BIiANOBIAHICTL [0 BUMOT
MoHorpadii EP

AJQANTON®

kancynu no 300 mr no
10 kancyn y 6nictepi; no
2 6nicTepu B KAPTOHHIl
nauui

AT "OnaiiHcpapm"

Natsis

AT "OnaiiHcpapm”

Nartsia

BHECEHHS 3MiH [10 peecTpaviiiHnx
marepianis: 3miHu | Tuny -
OHOBJIEHHA BXE 3aTBEPKEHNX
METOAIB KOHTPOJItO AKOCTI
nikapcbKoro 3acoby, a came
BUK/NAEHHS TEKCTY [iepXXaBHO
MOBOIO 3TifJHO Cy4acHWX BUMOT

6e3 peyenma

UA/2785/02/01

A3VIMEL®

TabneTkn, BKPUTI

NNiBKOBOK 060/IOHKOIO,
no 500 wmr; no 3 a6o 10
TabneTok y 6aictepi; no

MAT
"Kuismeanpenapat”

Ykpaina

MAT
"Kuismegnpenapar”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavliiiHnX

mMartepianis: 3MiHu | TUNy - 3MiHK

ofo 6e3nekn/eekTMBHOCTI Ta
thapmakoHarnagy. 3MiHn y

3a peyernmom

UA/7234/02/01
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Ymosu

Howmep

n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Bionycky

peecmpayiliHo2o
nocsio4yeHHs

1 6nicTepy y nauui 3
KapTOHY

KOPOTKIil XapakTepucTumui
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTpyKLU|i Ans
MeJMYHOr0o 3acTOCYBaHHS
reHepUYHMX/ribpuaHNx/6ionodioHn
X Nnikapcbknx 3acobis nicns
BHECEHHS Ti€i camoi 3MiHM Ha
pedhepeHTHW npenapat (3MiHa He
noTpebye HafaHHS XXOAHUX HOBUX
[0[AaTKOBUX AaHWX). 3MiHM
BHECEHO A0 [HCTpyKUii ans
MeJNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby [0 po3ginis:
"Moka3aHHs", "B3aemogis 3
HLIMMK NikapcbkMK 3acobamm
abo iHWi BMAy B3aemogiii",
"Oco6NMBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs
rpyaar”, "3aaTHicTb BNAMBaTU Ha
LWBMAKICTb peakLii Npu KkepyBaHHi
aBTOTPaHCMOpPTOM abo iHWMMHK
MexaHizmamu', "Cnocié
3acTocyBaHHs Ta gosn", "fitn",
"Mo6iuHi peakuyii" BignoBigHO A0
OHOB/EHOI iHGhopmaui
pedyepeHTHOro NiKapcbKoro
3acoby (Cymamen®). BBegeHHs
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPKEHHS.

UA/0137/01/01

A3VLVH®

Kancynu no 250 mr, no 6
Kancyn y KOHTYPHIi
YapyHKOBIli ynakoBLyj; no
1 KOHTYpHIli YapyHKOBIli
ynakoBLji B nauLi

MpAT
"GapmaueBTuyHa
ipma "OapHuus"

YKpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuug"

YkpaiHa

BHECEHHS 3MiH 10 peecTpavLiiiHnX
MaTepianis: 3MiHu | Tuny -
noAaHHs OHOB/IEHOTO cepTugikaTy
BignosigHocTi €EP Ne R1-CEP
2013-153-Rev 00 (3aTBEpPOXEHO
RO-CEP 2013-153-Rev 01) ans
A®| AsnTpomiuuHy avrigpar,
LLO0ZI0 NPUBEAEHHS afpec BXe
3aTBEPAKEHOr0 BUPOGHMKA
Zhejiang Guobang Pharmaceutical
Co., Ltd., KnuTaii, 6e3 3miHu micus
BVMPOGHMLTBA, 40 OHOB/IEHOIO
CEP pito40i pe4oBuHH.
MponoHoBaHa pefakuis: Zhejiang
Guobang Pharmaceutical Co., Ltd.
UxeussaH MNobaH dapmackioTikan
Ko., NTa. Ne 6, Weiwu Road,

Hangzhou Gulf Shangyu

Economic and Technological

3a peyernmom
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naJi 3 KapToHy

Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3miHu) -
3amiHa po3giny «FPA®IYHE
O®OPMNEHHA YNAKOBKW» Ha
po3gin «MapkysaHHa» MKA N13:
3artBepmkeHo: TPADIYHE
O®OPMNEHHSA YMAKOBKU Mae
BignosigaTy 3aTBepoKeHOMY
rpadiyHoOMy 306paKEHHIO
ynakoBku. 3anponoHOBaHO:
MAPKYBAHHSA 3rigHo
3aTBEPMAKEHOT0 TEKCTY
MapKyBaHHA. OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro
3ac06y 3 BHECEHHAM iHchopmaLi
LLOA0 3a3HaYeHHS OANHNLB
BMMIpIOBaHHSA y cuctemi Sl.
BBefeHHs 3MiH NpoTArom 6-Tu
MicSLIB MiCNSA 3aTBEPAXKEHHS;
3MiHK | TUNY - AOMIHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy 3asiBHMKa
(BnacHvka peecTpadiiHoro
NOCBI4Y€EHHS) - 3MiHA CTOCOBHO
afpecy 3a8BHUKa; 3MiHW | Tuny -
3MiHM Wwoao
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. 3MiHu y
KOPOTKIil XapakTepucTuui
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTpyKLUii gns
MeAMUYHOr0o 3aCTOCYBaHHS
reHepuyHnX/ribpnaHnx/6ionodioHn
X Nikapcbknx 3acobiB nicns
BHECEHHS Ti€l camoi 3MiHU Ha
pedyepeHTHUIA npenapar (3MiHa He
noTpebye HaflaHHS XOAHUX HOBUX
[04aTKOBUX AaHuX) - 3MiHU
BHECEHO [0 IHCTPYKLi ANns

Mean4yHOro 3actocyBaHHA

Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Development Zone, Zhejiang,
China Ne 6, BeiiBy Poypa, 3aToka
XaHwYKoy 30Ha eKOHOMIYHOro Ta
TEXHOJOrIYHOro po3suTky LLaH'toi,
NpoBiHLis YxeussiH, Kutaii.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCsILiB Micnsi 3aTBEPAKEHHS
6. ANBOBAK NOPOLLOK A/19 PO3UUNHY MicTtpan Kenitan AHrniA Nab6opaTtopio Peir IcnaHis BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/13141/01/01
ans iH'ekuii, mo1r, 1 MeHemKMeHT Xodpe, C.A. marepianis: 3mMiHu | Tuny - 3miHn
h/1aKOH 3 MOPOLLKOM Y Nimiteq
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

nikapcbKoro 3acoby y po3ginu:
"Oco61MBOCTI 3aCTOCYyBaHHA",
"Mo6iuHi peakwyii" 3rigHo 3
iHchopmauieto WoA0 MeanyHOro
3aCTOCyBaHHA ped)epeHTHOro
nikapcbkoro 3acoby (Rocephin 1 g
Powder for solution for injection or
infusion, He 3apeecTpoBaHWii B
YKkpaiHi). BBeeHHA 3MiH NPOTAroM
6-TV MicALIB NiC/1A 3aTBEPLKEHHS;
3MiHK | TUNY - 3MiHK WoA0
6e3nekn/edpeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
BunyueHHs 3 po3giny iHCTPYKLi
nikapcbKkoro 3acoby
"MicLe3HaxomKeHHs BUPOGHMKa
Ta agpeca MicLis NPOBaAKEHHS
oro fisnbHocTi" iHchopmaw,i
LLOZ0 KOHTaKTHUX JaHnX ANns
NoBIAOM/IEHb NPO BUHUKHEHHS
no6iYHNX peakuiii. BBegeHHS 3MiH
npoTArom 6-Tm MicAuiB nicns
3aTBEPAKEHHSA

ANYHBPUT®

TabneTkn, BKPUTI
NNiBKOBOK 060/TIOHKOIO,
no 30 mr; no 14
Tabnetok y 6nictepi; no
2 6nicTepu y KapTOHHIl
Kopobui

Takepa ®apma A/C

[JaHis

MeHH
dapmachboTikan
Cepsicec flimiTes,
Cnony4yene
KoponiscTBO
(BMPOGHMLTBO 3a
MOBHWUM LMK/IOM);
Takepa ABCTpIst
'M6X, ABCTpist
(mo3Bin Bunyck
cepii)

Cnony4yeHe
Koponiscteo
/ ABCTpia

BHECEHHS 3MiH [0 peecTpavuiiHnX
Marepianis: 3miHu | Tuny -
36inbLIEeHHs po3Mipy cepiil Adl
6puraTrHiby Ta NPOMiIXKHUX
npoaykTis AP26113 HeouuLweHNiA,
AP26381, AP26380 Ta AP26380
HeounweHnii B AMPAC Fine
Chemicals, LLC (AFC); 3miHu |
T™MNYy - AOfAHHSA aNbTePHATUBHOIO
KOHTeliHepy ans A®l, y 3B'A3ky i3
36iNbLUEHHAM po3Mipy cepii API
6puraTrHiby Ta NPOMIKHUX
npoayktis B AMPAC Fine
Chemicals, LLC (AFC). Takox
BU/TYYEHHS NaKyBaHHA 3
nosieTUIEeHOBOrO NakeTy
TOBLUMHOI 100 MKM, OCKi/IbKM BiH
He BMKOpUCTOBYETLCA Ha AFC

3a peyenmom

UA/18553/01/01

ANYHBPUT®

TabneTkn, BKPUTI
NNiBKOBOK 060/IOHKOIO,
no 90 mr; no 7 TabneTok
y 6nicTtepi no 4 6nictepu
Y KapTOHHiIli kopobui

Takepa ®apma A/C

[JaHis

MeHH
dapmacbioTikas
Cepsicec flimiTes,
Cnony4yene
KoponiscTBO
(BMPOGHMLTBO 3a
NOBHWUM LMKIOM);

CnonyyeHe
KoponiscTBO
/ ABCTpia

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMaTtepianis: 3MiHu | Tuny -
36inbLIEeHHs po3Mipy cepiil Adl
6puUraTrHiIGy Ta NPOMIXKHUX
npoaykTis AP26113 HeounLeHNIA,
AP26381, AP26380 Ta AP26380
HeounweHnii B AMPAC Fine

3a peyernmom

UA/18553/01/02
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Takepa ABCTpIst Chemicals, LLC (AFC); 3MmiHu |
M6X, ABCTpis TNy - 4OAAHHA anbTepHaTUBHOIO
(mo3Bin Bunyck KOHTelHepy anst A®l, y 3B'A3Ky i3
cepii) 36iNbLUEHHAM po3Mipy cepii API
6pUraTuHiby Ta NPOMIXKXHMX
npoayktis B AMPAC Fine
Chemicals, LLC (AFC). Takox
BU/TYYEHHS NaKyBaHHA 3
nosieTuIeHOBOro NakeTy
TOBLUMHOI 100 MKM, OCKi/TIbKM BiH
He BMKOpUCTOBYETLCA Ha AFC
9. ANYHBPUI® TabneTkn, BKPUTI Takepa ®apma A/C [anis MeHH Cnony4yeHe BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom | UA/18553/01/03
N1iBKOBOK 060/I0HKOLO, dapmacbioTikan Koponiscteo Marepianis: 3miHu | Tuny -
no 180 wmr; no 7 Cepsicec flimiTes, / ABCTpia 36inbLIEHHs po3Mipy cepiil Ad]
Tabnetok y 6nictepi no CnonyyeHe 6puraTuHiby Ta MPOMIKHNX
4 6nicTepun y KapTOHHIl KoponiscTBO npoaykTis AP26113 HeounLeHNiA,
Kopobui (BMPOGHMLTBO 3a AP26381, AP26380 Ta AP26380
MOBHWUM LMK/IOM); HeounweHnii B AMPAC Fine
Takepa ABCTpIst Chemicals, LLC (AFC); 3miHu |
'M6X, ABCTpist TNy - 4O4AHHA anbTepHaTUBHOIO
(mo3Bin Bunyck KOHTeliHepy ans A®l, y 38'A3ky i3
cepii) 36iNbLUEHHAM po3Mipy cepii API
6puraTrHiby Ta NPOMIKHUX
npoayktis B AMPAC Fine
Chemicals, LLC (AFC). Takox
BU/TYYEHHS NaKyBaHHA 3
noslieTUIEeHOBOrO NakeTy
TOBLUMHOI 100 MKM, OCKi/TbKM BiH
He BMKOpUCTOBYETLCA Ha AFC
10. ANbAYPA3NM® KOHLeHTpaT Ans [hxensaiim FOpon Higepnaxngu BeTTep dapma- Himeuunna/ BHECEHHS 3MiH [0 peecTpauiiiHux | 3a peyenmom | UA/8093/01/01
pO34nHy A5 iHdy3il, B.B. ®epTiryHr F'M6X eHg Ipnangis/ martepianis: 3mMiHK | TUNY -KopeKLis
100 O4/mn; Ne 1: no 5 Ko.KI', HimeuunHa Benvka cneundikanii A®l 3 meToro
My chnakoHi; no 1 (kiHueBe BpuTtaHis/ BUYYEHHAM ABOX NapameTpiB, L0
h1aKoHyY Y KapTOHHIl HanoBHEHHA CWA 6y NOMUIIKOBO BKJIHOUEHI Y
Kopobui nakoHiB (NepBuHHe crneundikalio Ana BU3HAYEHHS
nakyBaHHs), npodointo onirocaxapuais

npoBefeHHsA TecTy
Ha CTEPW/IbHICTD);
[xeH3ainm lpnaHg
Nimiten, IpnaHgis
(BTOpPUHHE
nakyBaHHs,
KOHTPO/Tb AKOCTI
N3 Tta Bunyck
cepii); [xeH3ainm
Nimiten, Benuka
BpuTaHis

MeTOA0M KanifsapHoro
enekTpodhopesy (CE) lonatkoBo
OY/IN BHECEHI HE3HAYHI
pefakTopcbki NpaBku y po3ainax
3.28.2.2,3.2S8.23123.2.54.2.
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
(mapkyBaHHS Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/Tb AKOCTI
N3 (3a
BUK/TIOYEHHAM TECTY
Ha CTEepW/bHICTD),
BUNyCK cepir);
[xy6ineHt
XonnictepCriep
NNC, CWA (kiHueBe
HanoBHEHHSA
o1aKkoHIB (NepBuHHE
nakyBaHHs),
NpoBefeHHs TeCTy
Ha CTePW/IbHICTb)
11. ANb®APEKIH® niodpinizat ANs po3vmHy TOB "BANIAPTIH Ykpaina TOB "HaykoBo- YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom | UA/14777/01/01
Ans iH'ekuiii no 1 maH PAPMA" BMPOGHMYA marepianis: 3miHu | Tuny - oo
MO; 10 cnakoHiB 3 KOMMaHis nokasHuka «laeHTudikavis»
niocpinizatom y "IHTepdhapmbioTek" BBEJEHO [04aTKOBI MeToamn
n1acTuKoBili kaceTi; o 1 BMNPOGYBaHHSA [il040i PeYOBUHMN
N1acTVKOoBIli KaceTi B iHTepdepoH anbga-2b
KapTOHHI kopobuj; 1 PEKOMOIHAHTHWIA NIOAUHU: METOS,
chnakoH 3 niodpinizaTom i30€N1eKTPUYHOT0 (hOKyCyBaHHS Ta
B KOMMN/IeKTi 3 1 MeToA NenTULHOro KapTyBaHHS;
amny o pPo34MHHMKA 3MiHK | TUMY - AONOBHEHHS
(Boga Ans iH'exuiii) no 2 cneumdikauii Ha A4y peqyoBuHy
M1y NAacTUKOBIN iHTepdepoH anbga-2b
KaceTi; No 1 nnacTuKoBili PEKOMBIHAHTHWI NOANHN
KaceTi B KapTOHHIi nokasHnkom «3arasibHa JHK» 3
Kopobui; 5 dhnakoHiB 3 BigNOBiAHMM METOA0M
niocpinizatom B BUNPOBYBaHHSA Ta A0NYyCTUMOK
KoMnaekTi 3 5 amnynamun MeXeto He Gisibie 10 Hr/mr
pO34nHHKKa (Boga Ans iHTepd)epoHy; 3MiHu | Tuny -
iH'eKUiil) no 2 MmNy [ONOBHEHHSA cnevmdikadii Ha
naacTuKoBili kaceTi; o 1 Aitody peyoBuHy iHTepepoH
N1acTVKOoBIli KaceTi B anbga-2b pekombiHaHTHW
KapTOHHIlA KOpooLi JIIOAVHN NOKA3HUKOM «3asILLKOBI
6iNIKM KNITUHU-Xa3siHa» 3
BigNOBiAHMM METOA0M
BMNPOBYBaHHA Ta A0NyCTUMOO
Mexeto He GinbLue 50 Hr/mr
iHTepdepoHy
12. ANNb®APEKIH® niodpinizat ANs po3vmHy TOB "BANAPTIH Ykpaina TOB "HaykoBo- YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom | UA/14777/01/02

Ans iH'ekuiii no 3 MaH
MO; 10 chnakoHiB 3
niocpinizatom y
naacTuKoBili kaceTi; o 1
N1acTVKOBIli KaceTi B

DAPMA"

BMPOGHMYA
KOMMaHis
"lHTepcapmbioTek"

marepianis: 3miHu | Tuny - oo
nokKasHuka «lgeHtudikadis»
BBE/EHO [10AAaTKOBI METOAMN
BMNPOOYBaHHS Ail040T PeyoBMHN
iHTepdpepoH anba-2b
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KapTOHHI kopobuj; 1 PEKOMOIHAHTHWIA NIOAVHU: METOS,
dhnakoH 3 niocpinizaTom i30€/1eKTPUYHOro (hOKyCyBaHHsA Ta
B KOMMN/eKTi 3 1 MeToA, NenTULHOro KapTyBaHHS;
amnysio PO3YNMHHMKA 3MiHK | TUMY - JONOBHEHHSA
(Bofa ana iH'ekuiid) no 2 cneumnaikaLii Ha fitody peqyoBuHy
My NAACTUKOBIN iHTepdepoH anbga-2b
KaceTi; No 1 n1acTuKoBIl PEKOMBIHAHTHWIA NOAVHN
KaceTi B KapTOHHIi nokasHukoMm «3arasibHa JHK» 3
Kopo6Li; 5 hnakoHis 3 BIANOBIAHUM METOL0M
niodgpinizatom B BMNPOOYyBaHHA Ta JOMyCTUMOI0
KoMnnekTi 3 5 amnynamu MexXeto He 6inbie 10 Hr/mr
po3unHHKKa (Boga Ans iHTepd)epoHy; 3MiHu | Tuny -
iH'eKUiil) Mo 2 My [ONOBHEHHSA cnevudikauii Ha
nnacTuKoBili kaceTi; no 1 Lito4vy peyoBUHY iHTEpEPOH
NNacTuKOBIl KaceTi B anba-2b pekoMBiHaHTHWIA
KapTOHHI Kopoo6Li JIIOAVHU NMOKA3HUKOM «3asInLLKOBI
6iNIKM KNITUHKU-Xa3sATHa» 3
BIANOBIAHUM METOL0M
BUMPOOYBaHHA Ta f0NyCTUMOI0
mMexeto He binbLue 50 Hr/mr
iHTepdepoHy
13. AHIl CENT AP. NbOASHUKW 3i CMaKoM [Op. Taiicc HimeuunHa Op. mepg, LLiseiiuapis/ BHECEHHS 3MiH 10 peecTpavLiiiHnX 6e3 peyenma | UA/5899/01/01
TAINCC NMoHa no 12 HaTypsapeH M6X Aychaepmayp Al , HimeuunHa marepianis: 3MiHW | TUMY - 3MiHK
NbOASHUKIB y 6RicTepi; Lseliyapis ofo 6e3nekn/edekTMBHOCTI Ta
no 1 a6o no 2 6nictepu (BMPOGHMLTBO thapmakoHarnsgy. BeegeHHs abo
B KapTOHHIi Kopo6Lyi Hepo3dhacoBaHOl 3MiHM [0 y3ara/ibHeHUX JaHuX Npo

NpoAyKLuii, NnepBuUHHe
Ta BTOPVHHE
nakysaHHs); Ap.
Talicc HatypsapeH
'mM6X, HimewunHa
(803BiN Ha BUNYyCK
cepii roToBoro
nikapcbKoro 3acoby)

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[iiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa
KOHTaKTHOT 0CO6U YNOBHOBaXKEHOT
0co6Wu 3asBHKKa, BigNoBiga/IbHOT
3a hapmakoHarnag B Ykpaii.
MNMponoHoBaHa pepakuis: Pumap
Makcum Biktoposud. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI
0C0o6U YyNOBHOBaXKEHOI 0CO6M
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3as1BHMKA, BignoBiAa/IbHOT 3a
hapmMakoHarniag B YkpaiHi
14. AHIl CENT AP. NbOASHUKM 3i CMakKoM [Op. Taiicc HimeuyunHa Op. meg,. LLiBeviyapisi/ BHECEHHS 3MiH 0 peecTpaLiiHnx 6e3 peyenma | UA/8534/01/01
TAIACC mMezy no 12 nbogsHuKiB HatypBapeH 'm6X Aychaepmayp Al , HimeuunHa marepianis: 3MiHU | TUMY - 3MiHW
y 6nictepi; no 1 abo no LBeiiLapis Lofo 6e3nekn/edekTMBHOCTI Ta
2 6nicTepun B KAPTOHHIN (BUPOGHMLTBO hapmakoHarnsgy. BeegeHHs abo
Kopobui Hepo3dacoBaHoi 3MiHM [0 y3ara/ibHEHUX JaHuX Npo
NPOAYKLT, NnepBUHHE cuctemy chapmakoHarnagy
Ta BTOpPVHHE (BBEAEHHS y3araslbHEHVX AaHUX
nakyBaHHs); Jp. npo cucTemy thapmakoHarnsgy,
Taiicc HatypsapeH 3MiHa YyNOBHOBaXEHOI 0cobu,
v6X, HimeuunHa BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
(mo3Bin Ha BUMyckK thapmakoHarnsay; KOHTakTHOI
cepii rotoBoro ocobu 3 hapmakoHarnsgy
nikapcbKoro 3acoby) 3as1BHVKa ANA 34iIACHEHHS
hapmakoHarnagy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, YNOBHOBaX€EHOT
ocobu, BiAnoBifabHOI 3a
3AjiCHeHHs1 hapMakoHarnagy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnagy) - 3mMiHa
KOHTaKTHOI 0CO6U YNOBHOBaXXEHOT
0Cco6M 3as1BHMKA, BignoBigasibHOT
3a thapmakoHarnag B Ykpaii.
MponoHoBaHa pepakuis: Pumap
Makcum BiktopoBuy. 3miHa
KOHTaKTHUX AaHuUX KOHTaKTHOT
0C06M YNOBHOBaXKEHOI 0CO6YU
3as1BHMKA, BignoBiaa/bHOT 3a
dhapmakoHarniag B YkpaiHi
15. AHIl CENT AP. NbOASHUKN 3i CMaKoM [p. Taiicc HimeuyunHa Op. meg,. LLIBeliyapisi/ BHECEHHS 3MiH 0 peecTpaLiiHnx 6e3 peyenma | UA/8531/01/01
TAINCC BULLHI N0 12 NbOASHWKIB HatypBapeH M'm6X Aybpepmayp Al , HimeyunHa marepianis: 3MiHW | TUNY - 3MiHK
y 6nictepi; no 1 a6o no Lseiiapis ofo 6esnekn/edpekTMBHOCTI Ta
2 6nicTepun B KAPTOHHIN (BUPOGHMLTBO thapmakoHarnsgy. BeegeHHs abo
Kopoo6Li Hepo3dacoBaHoi 3MiHU [0 y3araslbHEHNX AaHnX Npo

NpoAyKLii, NepBNUHHE
Ta BTOPVHHE
nakysaHHs); Ap.
Taiicc HatypsapeH
'mM6X, HimeyunHa
(803BiN Ha BUNYyCK
cepii roToBoro
nikapcbKoro 3acoby)

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
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

(BK/HOHAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnsgy) - 3miHa
KOHTaKTHOT 0CO6U YNOBHOBaXEHOT
ocobu 3asBHUKA, BiANOBIAAUTbHOI
3a hapmakoHarnag B Ykpaii.
MponoHoBaHa pepakuis: Pumap
Makcum BikToposuy. 3miHa
KOHTaKTHUX aHNX KOHTaKTHOT
0Cco6M YNoBHOBaXXEHOI 0Cco6YU
3asBHWKa, BiANOBIAaIbHOT 3a
dhapMakoHarsisg B YKpaiHi

16.

AHT'1 CENT AP.
TAUCC

NbOAAHUKN 3i CMaKoM
obninuxu no 12
NbOASAHUKIB Y 6icTepi;
no 1 a6o no 2 6nictepu
B KapTOHHIi kopo6Lyi

[Op. Taiicc
HatypsapeH M'm6X

HimeyunHa

Op. men,.
Aydaepmayp Al ,
LBeiiuapis
(BUPOBHMLTBO
Hepo3dgacoBaHOl
NpoAyKLuii, NnepBuHHe
Ta BTOPVHHE
nakysaHHs); Ap.
Taiicc HatypsapeH
'M6X, HimeuunHa
(mo3Bin Ha BUMycK
cepil rotoBoro
nikapcbKoro 3acoby)

LLiseiiuapisi/
HimeuunHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHN | TUMY - 3MiHK
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
thapmakoHarnsgy) - 3miHa

KOHTaKTHOT 0CO6U YNOBHOBaXEHOT

ocobu 3asBHUKA, BiANOBIAAUIbHOI
3a hapmakoHarnag B Ykpaii.
MponoHoBaHa pepakuis: Pumap
Makcum BikTopoBuy. 3miHa
KOHTaKTHUX JaHuUX KOHTaKTHOT
0Cco6M yNnoBHOBaXKEHOI 0Co6YU
3asBHWKa, BiANOBIAaIbHOT 3a
dhapMakoHarsiag B YKpaiHi

6e3 peyenma

UA/8532/01/01

17.

AHT'1 CENT AP.
TAUCC

NbOAAHUKN 3i CMaKoM
wasnii no 12
NbOASAHUKIB Y 6icTepi;
no 1 a6o no 2 6nicrepu
B KapTOHHI kopo6Lyi

[Op. Taiicc
HatypsapeH M'm6X

Himeyunna

Op. men,.
Aydaepmayp Al ,
LBeiiLapis
(BUPOBHMLTBO
Hepo3dgacoBaHOl
NpoAYyKLUiT, NepBUHHE

LLseiiuapisi/
HimeuunHa

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

hapmakoHarnsgy. BeeneHHs abo

3MiHM [0 y3araslbHEHUX JaHuX Npo
cuctemy chapmakoHarnagy

6e3 peyenma

UA/8533/01/01

35




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Ta BTOPVIHHE
nakysaHHs); Ap.
Taiicc HatypsapeH
mM6X, HimewunHa
(803BiN Ha BUNYyCK
cepii rotToBoro
nikapcbKoro 3acoby)

(BBEAEHHSA y3araslbHEHNX AaHUX
npo cucTemy thapmakoHarnsgy,
3MiHa yNOBHOB&XeHOI 0cobu,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asiBHMKa AN 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, KO
BOHa BifMiHHA Bif, yNOBHOBaXEHOI
ocobw, BignoBigasibHOI 3a
3[iiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI faHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa
KOHTaKTHOT 0CO6U YNOBHOBaXKEHOT
0co6u 3asBHKKa, BigNoBigas/IbHOT
3a hapmakoHarnag B Ykpaii.
MponoHoBaHa pepakuis: Pumap
Makcum Biktoposuy. 3miHa
KOHTAKTHUX JaHUX KOHTaKTHOT
0cobu ynoBHOBaXeHOT 0cobum
3asBHVKa, Bi4NOBiAa/IbHOT 38
hapmakoHarnsg B Ykpaiti

18.

AHrIH-XEE/Ib C

TabneTku, no 50
TabneToK y KOHTeliHepi
noninponineHoBomy; no
1 KOHTelHepy B KOpOO6Li
3 KapTOHY

Bionoriwe
Xannbmitresnb
Xeenb M'm6X

HimeuunHa

Bionoriwe
XanbMitTTenb
Xeenb M'm6X

HimeuunHa

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

thapmakoHarnsgy - BHECeHHs
iHbopmaLii Npo HasiBHICTb
3aXMCHUX EIEMEHTIB, L0

Bi3yanizylTbca nuwe nig Y o-

cBiTnom, y n. 17 IHWE TekcTy

MapKyBaHHA NMEPBUHHOT YNakKoBKn

nikapcbKkoro 3acoby

6e3 peyenma

UA/5900/01/01

19.

ACHIPVH
KAPAIO®

TabneTtku, BKPUTI
KMLLKOBOPO3UMHHOO
06010HKO0, M0 100 Mr;
no 14 tabneTtok y
6nictepi; no 2, no 4 abo
no 7 6nictepis B
KapTOHHI nayw,i

Baiiep KoHcblomep
Kep Al

LLiBeiiuapis

BUPOBHMUTBO "in
bulk", KOHTpoNb
akocTi: baiiep AT,
HimeuumnHa,;
BMPOGHMLTBO "in
bulk", KOHTpoNb
SAKOCTi, NEPBUHHE,
BTOPWHHE
nakyBaHHs Ta
BWMNYCK cepii: baliep
Bittepdensg MmoX,
HimeuyunHa

HimeuunHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHu | TUny - 3MiHN 3
sKocTi. FoToBWIA Nikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKynopoBanbHuWi
3aci6. 3MiHa po3mipy ynakoBku
roTOBOrO NiKapCbKOro 3acoby
(3miHa KilbKOCTi OAMHMLbB
(hanpvknag Tabnetok, amnyn
TOLLLO) B yNakosLii:) - 3miHa nosa
AianasoHoM 3aTBepKEHNX
pPO3MipiB ynakoBku. BBegeHHs
[04aTKOBOr0 PO3Mipy ynakoBKu
13 Ne 98 (14x7): 36iblUEHHS

6e3 peyenma

UA/7802/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KifibkOCTi GnicTepiB B ynakosu,i /13
0o 7 6nictepiB (6€3 3MiHK
KiNibKOCTi TabneTok y 6nictepi) 3
BiANOBIAHVUMY 3MiHamMV B p.
«YnakoBKka». 3MiHU BHECEHO B
IHCTPYKLil0 ANA MeAnyHOro
3aCTOCyBaHHA Yy p. "Ynakoska" 3
Bi4NOBIAHVMUN 3MiHAMU Y TEKCTI
MapKyBaHHS YMakoBKU iKapCbKOro
3acoby. BBefeHHs 3MiH MPOTAroM
3-X micsaUiB Nicnsa 3aTBEPAKEHHS

20.

ACTEP 1000

Tabnetkn no 1000
mr/130 wr, no 10
TabneTtok y 6nictepi; no
1, abo no 2 6nictepu B
nayky

"KcaHTic ®apma
Nimiten"

Kinp

CaHeka
dapmacbloTikans AT

Cnosaubka
Pecny6nika

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHu | TUNy - 3miHa Yy
crneundikauii Airo4yoi peyoBuHU
KodheiHy 3a nokasHnkom «Onunc»
06yMOB/IEHO NPUBEAEHHAM Y
BiANOBIAHICTb 40 BUMOT
MOHOrpagqii gjto4oro BugaHHa €

6e3 peyenma

UA/16604/01/02

21.

ATMA®

Kpanni opasibHi, no 20
mn abo no 50 mn, abo
no 100 My dhakoHi-
KpanenbHuyj; no 1
hnakoHy-KpanenbHuui y
KapTOHHI ynakosL,i

Pixapg bittHep Al

ABCTpIs

Pixapg bitTHep Al

ABCTpif

BHECEHHS 3MiH 10 peecTpaviiiHnX
MaTepianis: 3MiHu | Tuny -
BHECEHHS 3MiHM 0 po3giny
3.2.S.2.1. Bupo6Huk(n), a came -
3MiHa agpecu BUPOGHMKa
MaTpuyHoi HacTolikn Herbamed
AG, Switzerland gns A®l
(Dulcamara D6), 6e3 3MiHK MicLA
BMPOGHMLTBA: 3anponoHOBaHO:
Austrasse 10 + 12 9055 Buhler
Switzerland; 3miHu | Tvny -
BHECEHHS 3MiHM 0 po3giny
3.2.S.2.1. Bupo6Huk(n), a came -
3MiHa agpecu BUPOGHMKa
MaTpuyHoi HacTolikn Herbamed
AG, Switzerland gnsa A®l (Natrium
sulfuricum D6), 6e3 3miHN Micus
BMPOGHMLITBA: 3aMPONOHOBaHO:
Austrasse 10 + 12 9055 Buhler
Switzerland; 3miHu | Tvny -
BHECEHHS 3MiHM 0 po3giny
3.2.S.2.1. Bupo6Huk(n), a came -
3MiHa agpecu BUPOGHMKa
MaTpuyHoi HacTolikn Herbamed
AG, Switzerland gns A®l
(Sambucus nigra D1), 6e3 3miHu
MicLSA BUPOGHMLTBA:
3anpornoHoBaHo: Austrasse 10 +
12 9055 Buhler Switzerland; 3miHu
| TNy - BHECEHHS 3MiH A0

6e3 peyenma

UA/8301/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Cneuudpikauii/MeTogais
BMNPOBYBaAHHS /iKapCbKOro
3acoby, a came BUYyYEHHS

KOHTPOJTHO 33 MOKa3HUKOM «CMaK».
AK HacniaoK, BHECEHHA 3MiHU 3a
nokasHnkom «Onuc» MKA N3.
BBegeHHs 3MiH npoTtsarom 3-x
MiCALB NiCNA 3aTBEPOXKEHHS;
3MiHU | TUNY - BUNYYEHHS
HecyTTEeBOro BUNpobyBaHHA 3a
nokasHUKoM «CMak» B MpoLieci
BMpO6HMLUTBA 13 . BBEAEHHSA
3MiH npoTarom 3-x MicauiB nicns
3aTBEPMKEHHS; 3MiHM | TUnY -
npusefeHHs cneundikauii AdI
Dulcamara D6 y BignoBigHicTb f0
BuMoOr HimeupbKoi FomeonaTUyHOI
dapmakonei (GHP), gitoue
BUAAHHS; 3MiHW | TUMY - BHECEHHS
3MiHK go po3giny 3.2.S.2.1.
Bupo6Huk(n), a came - 3miHa
afpecy BUpOGHVKa MaTpUYHOI
HacTolikn Herbamed AG,
Switzerland ana A®I (Tartarus
emeticus D12), 6e3 3miHn micus
BMPOGHMLTBA: 3anpONOHOBAHO:
Austrasse 10 + 12 9055 Buhler
Switzerland; 3miHu | Tuny -
BHECEHHS 3MiHW [0 po3ainy
3.2.S.2.1. BUpo6Huk(n), a came -
3MiHa agpecu BUPO6HUKa
MaTtpuyHoi HacTolikn Herbamed
AG, Switzerland gns A®I
(Arsenicum album D12), 6e3 3miHK
Micus BUPOGHMLTBA:
3anponoHosaHo: Austrasse 10 +
12 9055 Buhler Switzerland

22.

ACOUA NS
JITEN

CyCneHsisi opasibHa 3
abprKOCOBMM CMakoM,
100 mr/5 mn; no 100 mn
y thnakoHi, no 1
oNakoHy B KOMMIEKTi 3i
LUNPULLOM-[03aTOPOM Y
KapTOHHIlA KOpooLi

Jenbta Megiken
MpomoyLH3 Al

LLiBeiiuapis

ANKANOIL AL
Ckon'e

Pecny6nika
MiBHiYHA
MakefoHis

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
nofaHHA OHOBEHOTO cepTudikara
BiANOBIAHOCTI EBpONeichbkili
thapmakonei Ne R1-CEP 1996-
061-Rev 14 ana A®l ibynpoceHy
Bif] BXE 3aTBEPXEHOr0
BMpo6Huka SOLARA ACTIVE
PHARMA SCIENCES LIMITED,
IHAiS, Yy HAaCNiAOK He3HAYHUX 3MiH

y BUPOBHMYOMY MpoLEeci;

6e3 peyenma

UA/17927/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
[0fjaBaHHs a/lbTepPHATUBHOIO
npunagy B MeToauKy
BUNPOBYBaHHA LLOA0 3a/IMLLKOBUX
PO3UMHHWKIB; BK/IOYEHHS
[0[aTKOBOrO nocTavasibHuKa
BUXiQHOro matepiany
23. ALUETUIUNCTEIH MOPOLLIOK (Cy6CcTaHuis) y Mboxc KatanaHa, Icnanis Mboxc KatanaHa, Icnanis BHECEHHS 3MiH [0 peecTpavyiiiHnX - UA/8805/01/01

nonieTuneHoBux
nakeTax Asisi
thapmaueBTUYHOTO
3aCTOCYBaHHs

C.JL.

C.JL

mMartepianis: 3MiHu | Tuny - 3MiHK 3
akocTi. CepTudikar
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONeiichbkili
thapmaxonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOrO
cepTugikaTa BignoBigHOCTI abo
BUyYEHHS cepTudikata
BiANOBIAHOCTI EBpONeichbkili
hapmakonei: ana Adl; ons
BUXiAHOrO
Marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCA
y BUPO6GHULTBI ADI; ans
[0MOMIXHOT PEYOBUHU
(cepTudpikat BIANOBIAHOCTI
€sponelicbkin hapmakonel) -
OHoBReHWi cepTuddikaT Big yxe
3aTBEPAKEHOrO BUPOBHMKA -
lMogaHHA OHOBMEHOTO
cepTudikaty BignosigHocTi E® Ne
R1-CEP 1996-002-Rev 06
(3atBepaxeHo R1-CEP 1996-002-
Rev 05) Big gjito4oro BMpo6HMKa
A®I, Ta K HacNiQoK NpUBELEHHS
cneuudikaLii Ta MeTogis
KOHTPO/0 [0 Aito4oi MoHorpadil
€d 10.3 (01/2021:0967), a Takox
BHECEHi 3MiHM A0 po3giny
«YnakoBka. Kpim Toro,
nprvBOANTLCA hOPMY/IOBAHHS
po3giniB «Mpu3HaYeHHs> i
«TepMiH npugaTtHocTi» y PN go
paHilwe 3aTBepaxeHol iHpopmadii
y MKA N13, a came: «ansa
dhapmaL,eBTU4YHOro
3aCTOCyBaHHs» Ta «TepMiH
NepeKkoHTPOs0 5 pokiB».
BHeceHHs 3miH Ao MKA 13 go
po3ainy «Ynakoska»: [litoya
pefakuisi: Ynakoska dipmu
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

«Moehs Catalana, S.A.», IcnaHia —
noslieTUNEeHOBI NakeTu, NOMILLEHI B
KapTOHHi 6apabaHu. MponoHoBaHa
pefakuisi: MonieTuneHoBwin nakeT,
BK/1afieHUIA B a/IlOMIHIEBUIA NakeT,

LU0 BKNageHuid y chibposuii

6apabaH
24, BA/Tb3AMIYHUNIA NiHiMeHT; no 40 r y Ty6i; My6niuHe Ykpaina My6niyHe YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 peyenma | UA/6273/01/01
NIHIMEHT (3A no 1 1y6i B nayui 3 akuioHepHe akuioHepHe MaTepianis: 3MiHun | Tuny -
BULUHEBCbKWM) KapTOHY TOBapUCTBO TOBapucTBO BBE/leHHA a/IbTEPHATUBHOIO
"HaykoBo- "HaykoBo- TEKCTY MapKyBaHHS yNakoBKu
BVMPOGHWYNIA LEHTP BMPOGHNYNIA LEHTP nikapcbKoro 3acoby i3
"BopLyariBcbkuii "BopuyariBcbKuii 3a3HaYeHHsAM s1oroTmny
XiMiKo- XiMiKo- aoucTpub“toTopa Ha 4oAaToK A0
hapmaueBTUYHWIA thapmaLeBTUYHWI BXE 3aTBEPKEHOr0 TEKCTY
3asof” 3asofa” MapKyBaHHA
25. BAHBAKT® cyno3uTopii BariHaNbHi KYCYM XENTXKEP IHais KYCYM XENTXKEP IHAis BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom | UA/17243/01/01

no 100 mr no 3
Cyno3uTopii y cTpuni; no
1 cTpuny y KapTOHHIl
ynakoBLi

MBT NTA

MBT NTA

marepianis: 3MiHW | TUMY - 3MiHW
BHECEHI [0 iHCTPYKUii ans
Me/ZIM4YHOro 3aCTOCyBaHHS
NiKapcbKoro 3acoby y po3ainm
"Oco6nMBOCTI 3aCTOCYBaHHSA",
"Mo6ivHi peakuii” BignNoBigHO A0
OHOB/IEHOT iHdhopMaLlii 3 6e3neku
[ito40T pevyoBUHN. BeeHHS 3MiH
npoTArom 3-X MicsALiB nicns
3aTBepMKxeHHs. CynyTHSA 3MiHa -
3MiHM Woao
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
opraHom) 3asaBHUK KYCYM
XENTXKEP MBT NTA, Ingis,
HafaHo OHOB/eHWiA MnaH
ynpas/iHHA pusmkamu Bepcisa 2.0.
3MiHV BHECEHO A0: YacTuHu Il
Moaynb CVIII «Pe3tome npobsiem
6e3nekn», yactuhm Il «MnaH 3
thapmakoHarnagy», 4actuHm V
«3axoay 3 MiHiMi3auii pusukie»,a
came, A0 YacTuHm V.1, V.3,
yacTuHu VI «Pestome nnaHy
yNpas/iHHA pu3nKammn», a came,
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

VI.1.1, VI.1.4., VI.2.4. NYP, Ha
nigcrtasi pekoMeHaauii PRAC, o
po3MiLLieHi Ha odpiliiiHoMy caiATi
EMA. Pe3iome nnaHy ynpas/iiHHA
pusnkamu Bepcisa 2.0 gogaeTbes.
MpepcTaBneHi 3miHy B iHchopmalyii
3 6e3neku WoA0 BHECEHHS 3MiH Ta
[OMOBHEHDb Ha nifcTasi
pekomeHpauii PRAC, wwo
po3MiLLieHi Ha odiLiiiHOMY caiTi
EMA 'y po3ginu "OcobmBocTi
3acTocyBaHHA" Ta " Mo6iyHi
peakuii" NpoeKTy IHCTPYKLii Ans
MeAMYHOr0o 3aCTOCYBaHHS MOXYTb
6yTV pekomeHAoBaHi 40
3aTBEPKEHHA Ta BHECEHHA B
IHCTPYKLi0 ANA MeguyHoro
3acToCyBaHHSA NikapCcbKoro
3acoby. BBefeHHs 3MiH NPOTAroM
3-x MicsLiB NicNs 3aTBEP)KEHHS;
3MiHM | TUNY - 3MiHW BHECEHi A0
IHCTPYKLii 4Ns MeguyHoro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby
y po3ainu "®apmMakonorivHi
BnactmsocTi”, "lpoTunokasaHHs",
"B3aemogis 3 iHWMMU NiKapCbKnmu
3aco6amu Ta iHLWi BUAn
B3aemogii", "OcobamBocCTi
3aCcToCyBaHHSA", "3acTocyBaHHs Y
nepiog, BaritTHOCTi abo rofyBaHHsA
rpyAAat”, "3partHicTb BIIMBATY HA
LWIBWAKICTb peakuii npy KkepyBaHHi
aBTOTPaHCMNOPTOM a60 iHWKMK
mexaHizmamu”, "Cnocio
3aCcToCyBaHHsA Ta 03n",
"[iTn"(peparyBaHHs),
"Mepepo3yBaHHs", "Mob6iyHI
peaxui” 3rigHo 3 iHchopmauieto
{00 MEANYHOTO 3aCTOCYBaHHS
pedhepeHTHOro /likapCbkoro
3acoby (JanauunH, cynosuTopii
BariHasibHi no 100 mr). BegeHHs
3MiH npoTarom 3-x MicauiB nicns
3aTBepMKEHHA. CynyTHS 3MiHa -
3MiHV Wwoao
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BHeceHHs abo
3MiHa(1) L0 3060B'A3aHb Ta YMOB
BMAAYi peecTpauiitHoro
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Ne Ha3sBsa nikapcbko20

dopma sunycky

3asiBHUK

n/n 3acoby

(nikapcbka ¢hopma,
ynakoska)

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

26.

BILMKNION

nocBig4YeHHs, Bkovatoun Mnax
ynpasniHHA pusnkamu
(3acTocyBaHHsI TEKCTY, SIKWIA
NOrOKEHNI 3 KOMMETEHTHNUM
opraHom). 3asBHuUK KYCYM
XENTXKEP MBT NTA, IHAjsA,
HaflaHo OHOBEHWIA MnaH
ynpas/iHHA pu3nkamu Bepcis 2.0.
3MiHM BHECEHO [0: YacTuHu I
mMoaynb CVIII «Pe3tome npobnem
6e3nekun», yactuHu Il «MnaH 3
thapmakoHarnagy», 4actuHm V
«3axoay 3 MiHiMi3auii pu3ukie», a
came, A0 YacTuHu V.1, V.3,
yactuHu VI «Pestome nnaHy
ynpaeiHHA py3viKamm», a came,
VI1.1.1, VI.1.4., VI.2.4. TYP, Ha
nifcTasi OHOB/IEHOT KOPOTKOI
XapakTepucTuli pechepeHTHOro
N3 OanauvH, cynosutopii
BariHanbHi no 100 mr, Mdpaiizep
IHk., CLUA (Dalacin 100 mg
Vaginal Ovule). Pe3tome nnaHy
ynpasniHHA pu3nkamu Bepcis 2.0
popaetbes. MpeacrasneHi 3MiHN B
iHchopmalii 3 6e3neku LWoao
BHECEHHS 3MiH Ta AONOBHEHb HAa
nigcTaBsi OHOB/IEHOT KOPOTKOT
XapakTepucTuLi pedepeHTHoro
N3 fanauvH, cynosutopii
BariHanbHi no 100 wr, MNdaiizep
IHK., CLWA (Dalacin 100 mg
Vaginal Ovule) y po3ginu
"®apmakonorivyHi BnacTmeocTi”,
"3acTocyBaHHSA y nepiog
BariTHOCTi abo rofyBaHHs
rpyaa”, "OcobnusocTi
3acTocyBaHHA" Ta " Mo6iyHi
peakui" NpoeKTy IHCTPYKLiT Ans
MeAMYHOr0 3aCTOCYBaHHS MOXYTb
6yTN pekoMeHA0BaHi [0
3aTBEPKEHHS Ta BHECEHHS B
IHCTPYKLilO ANS MeanyHOro
3aCTOCYyBaHHSA NiKapcbkoro
3acoby. BBefieHHs 3MiH NpOTSArom
3-X MicsLiB Nicns 3aTBEPKEHHS

Tabnetkn no 25 mr; no 9

TabneTok y 6ictepi; no

BeipxiHr FOHioH
dapmacbloTikan

Kutaii

BenmxiHr FOHioH
PapmacboTikan

Kutaii

BHECEHHS 3MiH [10 peecTpaviliHnx

mMarepianis: 3miHu | Tuny -

3a peyenmom

UA/1736/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

2 6nictepu B mauui

dexTopi

dexTopi

nepeknag TEKCTy MeTofiB
KOHTPO/I0 SAKOCTi NiKapCbKOro
3ac06y Ha filepxaBHy YKpaiHCbKy
MOBY BifMOBIfHO A0 3aKOHY
YKkpaiHu «po 3a6e3neyeHHs
OYHKLIOHYBaHHS YKPaTHCbKOI
MOBU fK AepxasHoi» Ne 2704-VIII;
3MiHuM | TUNy - cTaHgapTU3auis
Ha3BUW JAOMILLIOK MK
Cneuudikaujieto Ta MeTogamu
KOHTPOJII0, YTOUHEHHS Y MeTogj
KOHTponto «KinbkicHe
BU3HAYEHHS» CMiBBiJHOLLEHHS
KOMMOHEHTIB y pyXoMili chasi

27.

BJIOKMAKC A5
LITEN

cycneHsist opanbHa, 100
mr/5 mn; no 100 mn'y
dhnakoHi, no 1 dpnakoHy
3 MiPHVM LUNPULIOM Y
KapTOHHIA Kopoo6Li

ANKANOIA AL
Ckon'e

Pecny6nika
MiBHiuHa
Makefi0Hist

ANKANOIA AL
Ckon'e

Pecny6nika
MiBHiuHa
MakefioHist

BHECEHHS 3MiH [0 peecTpavuiiHnX
Marepianis: 3miHu | Tuny -
nofaHHA OHOB/IEHOTO cepTudiikaTy
BignosigHocTi E® Ne R1-CEP
1996-061-Rev 14 ans A®I
I6ynpodheH Big, Bxe
3aTBEPAKEHOro BUpOo6HMKa Solara
Active Pharma Sciences Limited,
IHAis, Ta K HacNigoK, He3HauHi
3MiHM y npoueci BUpobHMLTBa,
BHECEHHS 0AAaTKOBOroO
noctayanbH1ka OCHOBHUX
BUXIiAHWX MaTepiasliB Ta BHECEHHS
[04aTKOBOTO iHCTPYMeHTapito Ao
nokKasHMka «3a/INLLKOBI KifIbKOCTi
OpraHiYHNX PO3YNHHUKIB»

6e3 peyenma

UA/17749/01/01

28.

BPOHXO BA/IM

6anb3am, no 301y
6aHui; no 1 6aHLi B
KapTOHHI KopoobLi

MeHTONnaTym
Komnani Mimiteq

AHrnisA

MeHTOonatym
KomnaHi Nimiteq,

Benuka
BpuTaHis

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

chapmakoHarnsgy. BeefeHHs abo

3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy thapmakoHarnsgy,

3MiHa yNOBHOB&XeHOI 0cobu,
BignoBigabHOI 3a 3MjACHEHHS
hapMakoHarnaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3aABHUKa 419 3MiICHEHHS
hapmakoHarnagy B YkpaiHi, Ko
BOHa BifMiHHA Bif, yNOBHOBaXXEHOI
ocobw, BignoBigasibHOI 3a
3[jiCHEHHs1 hapMakoHarnsay

6e3 peyenma

UA/9758/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
(BK/HOHAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnsgy) - 3miHa
KOHTaKTHOT 0CO6U YNOBHOBaXEHOT
ocobu, BifnoBifabHOI 3a
thapmakoHarnag B YkpaiHi.
MponoHoBaHa pepakuisa: JaHinosa
Napuca BonognmupisHa. 3miHa
KOHTaKTHUX aHNX KOHTaKTHOT
0Cco6Y YNoBHOBaXXEHOI 0Ccobu,
BiANOBIAa/IbHOI 3a
thapmakoHarnsg, B YkpaiHi
29. BA3OCTAT- TabneTku, BKPUTI ToBapucTBo 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom | UA/3579/01/01
310POB'A N1iBKOBOK 06O/IOHKOIO, obmexeHor 06MexeHo marepianis: 3mMiHu | TMny - 3MiHK 3
no 10 mr no 10 Ta6neTok BigNOBiAa/IbHICTIO BiANOBiAA/IbHICTIO SKocTi. [0TOBWIA Nikapcbkuii 3aci6.
y 6nictepi; no 3 "PapmaLeBThYHA "PapMaueBTNYHA 3MiHM Y BUPOBHULTBI. 3MiHa
6nicTepy B KOPOOL KomnaHis "3gopos's" KOMMNaHis po3mipy cepii (BkouYatoun
"3popoB's", YkpaiHa AianasoH po3Mipy cepii) roToBoro
(Bci cTagji niKkapcbKoro 3acoby (36inbLUeHHs
BMPOGHMLTBA, 00 10 pasiB NopiBHSAHO i3

KOHTPO/b SIKOCTI,
BUNyCK cepil);
ToBapucTso 3

06MeXeHoto

BiANOBIAANILHICTIO

"®APMEKC rPym",
YkpaiHa (Bci cTtagii
BUPOGHMLTBA,
KOHTPO/1b SIKOCTI)

3aTBEPKEHUM PO3MIpPOM) -
BBEEHHS [OAATKOBUX PO3MIpIiB
cepii FN3 pns BupobHuka
ToBapnCTBO 3 06MEXEHOI0
BignosiganbHicTio "®APMEKC
rPYN", Ykpaina. NMponoHoBaHa
pefakuis
1,800 Tuc. yn. (6,696 «kr); 9,000
Tmne.yn. (33,480 «r)
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
30. BA3OCTAT- TabneTku, BKpUTI ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHix | 3a peyenmom | UA/3579/01/02
340POB'A NAiBKOBOK 060/IOHKOHO, 06MeXeHo 06MeXeHo mMartepianis: 3MiHU | TUNY - 3MiHK 3
no 20 mr no 10 Tabnetok BiANOBIAA/ILHICTIO BiANOBIAA/LHICTIO AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
y 6nicTepi; no 3 "®apmaueBTUYHa "®apmavneBTUYHa 3MiHn y BUPOGHMLTBI. 3MiHa
6nictepu B KOpO6L; KoMnaHis "3popos'a” KOMnaHis po3Mipy cepil (BKHoYaoUn
"3p0poB'a", YkpaiHa fianasoH po3mipy cepii) roToBoro
(Bci cTagji nikapcbKoro 3acoby (36inbLeHHs
BUPOGHMLTBA, 00 10 pasiB NOpiBHAHO i3
KOHTPO/b AKOCTI, 3aTBEPLKEHUM PO3MIPOM) -
BUMYCK cepii); BBE/EHHS A0AATKOBKX PO3MIpIiB
ToBapucTBo 3 cepii M3 ansa BUpo6HUKa
06MeXeHo ToBapuCcTBO 3 06GMEXEHOID
BiANOBIAA/IbHICTIO BignosigasbHicTio "®APMEKC
"®APMEKC I'PYTIT", I'PYMN", Ykpaixa. NponoHoBaHa
YkpaiHa (Bci ctagil pefakuis
BMPOGHMLTBA, 1,200 Tuc. yn. (8,928 kr); 6,000
KOHTPO/b SIKOCTI) TnC. yn. (44,640 Kr)
31. BA3OCTAT- TabneTkn, BKPUTI ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiHnx 3a peyenmom | UA/3579/01/03
340POB'A N1iBKOBOK 060/IOHKOLO, o6MexeHo 0bMexeHot marepianis: 3mMiHu | TMny - 3MiHK 3
no 40 mr no 10 TabneTok BiANOBiAA/ILHICTIO BiANOBIAANILHICTIO siKocTi. FOoTOBWIA Nikapcbkuii 3aci6.
y 6nicTepi; no 3 "dapmavueBTuyHa "®apmavneBTuyHa 3MiHu y BUPOGHMLTBI. 3MiHa
6nicTepy B KOpPOOL KomMaHis "3gopos'a” KOMMaHis po3mipy cepii (BktoYakun
"3popoB'a", YkpaiHa [ianasoH po3mipy cepii) roToBoro
(Bci cTagji nikapcbKoro 3acoby (36inbLeHHs
BMPOGHMLTBA, [0 10 pasiB MOPIiBHSAHO i3
KOHTPO/b AKOCTI, 3aTBEPKEHUM PO3MIPOM) -
BUMYCK cepii); BBE/EHHS A04ATKOBMX PO3MIpiB
ToBapucTBoO 3 cepii [N3 pns BupobHuka
06MeXeHoI0 ToBapnCTBO 3 06MEXEHOID
BiANOBIAA/LHICTIO BignosigasbHicTio "®APMEKC
"®APMEKC IrpPyn-, rPYMN", Ykpaixa. NMponoHosaHa
YkpaiHa (Bci cTagii pepakuis
BMPOGHMLTBA, 0,600 Tunc. yn. (8,928 «r); 3,500
KOHTPO/Ib SKOCTI) Tuc. yn. (52,080 kr)
32. BANICKIH mMa3b 40 % no50ry MPAT "®ITOPAPM" YkpaiHa MPAT "®ITOPAPM" YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiHnX 6e3 peyenma | UA/13205/01/01

Ty6i; o 1 Ty6i B nayu;j 3
KapTOHY

marepianis: 3MiHu | TUNY —
BHECEHHS 3MiH 0o MKA N13, a
came: BHECEHHS pefakLiinHux
npasok A0 N. «lgeHTudikauis»;
3MiHa 4ONYCTUMMX MEX B po3Aini
"Maca BMiCTy ynakoBku" Ta B
METOAMLj 3MEHLLEHHS Ki/TbKOCTI
3paskiB, Maca BMICTY SKMX
BM3HaAYaEeTbCA, 40 3 Ty6iB; n.
«MBY» HafiaHO NnocunaHHsA Ha
Aitouy pefakuito APY, kpuTepii
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
NpONMcaHo B METOAULL,
peakuiiHi npasku; n. «KinbkicHe
BW3HAYEHHSA» pefakLiiHi npaBku,
B METOANL BUSHAYEHHS LINHKY
oKcuay BigKoperoBaHo
po3paxyHKoBy hopMmysy;
BUMPAaB/IEHHS MOMUJIOK Nepeknagy
3 POCiiCbKOT MOBM Ha YKpaiHCbKy
33. BANICKIH mMa3b 40 % no50ry MPAT "®ITOPAPM" YkpaiHa MPAT "®ITOPAPM" YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiHnX 6e3 peyenma | UA/13205/01/01
Ty6i; o 1 Ty6i B nauu;j 3 Marepianis: 3miHu | Tuny -
KapTOHY nofaHHa HOBOTo cepTudikaTa
BIANOBIAHOCTI EBPONENChkili
thapmakonei Ne R1-CEP 2012-
347-Rev 00 Big HOBOro BUPO6HMKA
(monoBHeHHs) EVERZINC
NEDERLAND B.V., Higepnangy.
3anponoHoBaHo: China Jiangsu
Medicines & Health Products
Import & Export (Group)
Corporation, Kutaii; EVERZINC
NEDERLAND B.V., Higepnangu
34. BAPIIPUKC™ | niodpinizat Ans po3ymHy "nakcoCmiTKnsiiH Benuvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyenmom | UA/15966/01/01
VARILRIX™ ans iH'ekuii no 1 gosi; 1 Ekcnopt NimiTeq BpuTtaHis Bionopxikans C.A. MaTepianis: 3MiHun | Tuny -
BAKUWHA ANn4A donakoH 3 niocpinizatom nepernsg Mmetogy aHanisy Ta
MPO®INTAKTUKN Ta 1l amnyna 3 KpuTepito npuiiHaTHocTi pulling test
BITPAHOI BICNU pO34MHHMKOM (BOda ANs ons kosnavka 13 mm vial flip-off
XUBA iH'ekuiin) B Cups 419 NpPYBELEHHA Y
ATEHYAOBAHA naacTUKoBOMY BiAnoBigHicTb Ao ISO 8362-6
KOHTEHepi B KapTOHHIlA “Injection containers and
Kopobui; 1 dnakoH 3 accessories - Part 6: Caps made
niocpinizatom Ta 1 of aluminium-plastics
nonepegHsL0 combinations for injection vials”
HarnoBHeHWI Wwnpu, 3
PO34MHHMKOM (BOAa ANA
iH'eKLii1) y KOMNAekTi 3
[ABOMa rosikamu B
nnacTyKoBoMy
KOHTEHepi B KapTOHHIlA
kopo6ui; 100 chnakoHis 3
niocpinizatom Ta 100
amnysn 3 PO3YNHHMKOM
(BoAa Ans iH'ekuin) (8
YapyHKOBIli ynakoBLyji) B
OKPEMMUX KapTOHHUX
Kopobkax
35. BAP®APUH Tabnetku no 5 mr; no 30 OpioH KopnopeiiluH PiHNAHAIA OpioH KopnopeiiH, PiHNAHAIA BHECEHHS 3MiH [10 peecTpaviiiHnX 3a peyenmom | UA/5190/01/02
OPIOH ab6o no 100 TabneTok y ®iHnaAHAiA; OpioH

oNaKoHi 3

KopnopeWwH,

marepianis: 3MiHW | TUMY - 3MiHK
BHECEHI B TEKCT MapKyBaHHS
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BOZOMNOrIHAKYO00 PiHNAHAiA BTOPUHHOI ynakoBku (n.11), a
kancynoto; no 1 (anbTepHaTMBHWIA came 3a3HayeHo HaliMeHyBaHHS
dhakoHy B KapTOHHiiA BUPOGHMK, LLIO Ta MicLe3HaxoMKeHHS BUPOGHMKa
Kopobui 3[jiiCHIOE NEpBUHHE NiKapCbKOro 3acoby aHrMiicbKo
Ta BTOPVHHE MOBOI0. BBEIEHHS 3MiH NPOTArOM
nakyBaHHs) 6-TV MiCALIB MiCNA 3aTBEPMAKEHHS
36. BEHO®EP® pO34MH Ans Bichop (IHTepHewHn) | Leeliyapia | BAJIAA, Wseiuapis | Lseliyapis/ BHECEHHS 3MiH [0 peecTpauiiiHix | 3a peyenmom | UA/8015/01/01
BHYTPILLIHbOBEHHMWX IHK. (BTOpPUHHA HimeuuunHa/ marepianis: 3MiHW | TUMY - 3MiHK
iH'exuin, 20 mr/mn, no 5 ynakoBka); Bidhop ABCTpIst Lofo 6e3nekn/edekTMBHOCTI Ta
M B amnysii; no 5 (IHTepHewwH”N) IHK., thapmakoHarnsgy. BeegeHHs abo
amnys y KapTOHHii Lseliuapis 3MiHU [0 y3araslbHEHVX AaHuX Npo
Kopobui (BTOpUHHA cuctemy chapmakoHarnsgy
ynakoBka, f103BiN Ha (BBEAEHHSA y3araslbHEHVX AaHUX
Bunyck cepii); 14T npo cuctemy hapmakoHarnsagy,
Bionorika MM6X, 3MiHa yNOBHOBaXXEHOI 0Cco6H,
HimeyunHa BignoBiAa/IbHOI 3a 34jACHEHHS
(BUPOBHMLTBO hapmMakoHarnaay; KOHTaKTHOI
Hepo3dgacoBaHOl 0cobu 3 hapmakoHarnsgy
NpoAyKLii, NepBUHHA 3asiBHMKA AN 34iiCHEeHHS
Ta BTOpUHHa hapmMakoHarnagy B YkpaiHi, KO
ynakoBka); Takega BOHa BiMiHHA Bif, yNOBHOBaXXEHOI
ABcTpis TM6X, ocobw, BignoBigasibHOI 3a
ABCTpist 3[iiCHEeHHs1 hapMakoHarnsay
(BPO6GHMLTBO (BKNHOYAKOUN KOHTAKTHI JaHi)
Hepo3dacoBaHoi Ta/abo 3MiHV Y PO3MILLEHHI
NPOAYKLiT, NnepB1MHHA macTep-chaiina cuctemm
Ta BTOPUHHA hapmakoHarnsgy) - 3miHa
ynakoBka); Takeda YMOBHOBaXeHOT 0CObM 3as1BHMKaA,
'M6X, HimeyunHa BignoBiganbHOI 3a
(BPO6GHMLTBO thapmakoHarnag.
Hepo3dacoBaHoi MponoHoBaHa pepakuis: Gabriele
NpoAyKLUii, NepBnUHHa FoX. 3MiHa KOHTaKTHUX JaHuX
Ta BTOPUHHA YNOBHOBAXXEHOI 0COOU 3asIBHYMKA,
yrnakoBka) BiANOBIAa/IbHOI 32
hapmakoHarnsg.
3MiHa KOHTaKTHOT 0co6u
3as1BHMKA, BignoBiAa/bHOT 3a
hapmakoHarnsag B YkpaiHi.
MponoHoBaHa pegakuis:
Muixaviniok MapuHa
CraHicnasiBHa. 3MiHa KOHTaKTHUX
[AaHVX KOHTaKTHOI 0co6u
3as1BHMKA, BignoBiAa/bHOT 3a
hapmakoHarnag B Ykpaini. 3miHa
MiCLie3HaXOMKEHHSA MacTep-
thaiina cuctemun chapmakoHarnsgy
37. BEPOPAB® | MOPOLLOK Ta PO3YUHHUK CaHodi MacTep PpaHuis FAYMT PAPMA PpaHuis/ BHECEHHS 3MiH [10 peecTpaLiliHnX 3a peyenmom | UA/13038/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
VERORAB AN NpUroTyBaHHs NIBPOH, ®paHuisa YropwuHa Marepianis: 3miHu | Tuny -
BAKUVHA cycneHsii ans iH'ekuiin, (MOBHWIA LUKN peecTpauis HoBOi po6oyoT
AHTUPABIYHA He MeHwe 2,5 MO/go3a; BUPOGHMLTBA, nociBHoi cepii (Working Seed
IHAKTUBOBAHA no 1 dpakoHy 3 KOHTPO/Ib SKOCTI Lots) batch FA129927 nns
CYXA nopotukom (1 gosa) Ta 1 PO3YMHHKKA B BUPOBHMLTBA Ait0H0I peYOBUHU

nonepeAHL0
3arnoBHEHOMY LUMPULLY
(0,5 mn), Wo MicTUTb
po3unHHKK (0,4 %
PO34MH HaTpito
X/10pnAY), B KAPTOHHIl
KOpOO6Li 3 MapKyBaHHAM
YKpaiHCbKOH MOBOIO; NO
1 dhnakoHy 3 NOPOLLKOM
(Lpo3a)Ttal
nonepegHL0
3aMN0BHEHOMY LUNPULY
(0,5 mn), Wo micTuTb
PO3YNHHVK, B
CTaHAapTHO-eKCMOPTHIiA
ynakoBLi, sika MICTUTbCSA
Y KapTOHHI kopobu, 3
iHCTpYKUieo ans
MeAMUHOro
3acTocyBaHHs; o 5
p1aKoHIB 3 NOPOLLKOM
(1 posa) y KoMnnekTi 3
po3unHHmKom (0,4 %
PO34MH HaTpito xs10pnay)
B amnynax no 0,5 mn Ne
5 B KApTOHHIli ynakoBL,j 3
MapKyBaHHAM
YKpaiHCLKOK MOBOIO; MO
5 hnakoHiB 3 NOPOLLKOM
(1 po3a) y KomMnaekTi 3
po3unHHMKOM (0,4 %
PO34MH HaTpilo x10pray)
B amnynax no 0,5 mn Ne
5 B cTaHAapTHO-
€KCMOPTHI ynakoBLi,
fAKa MiICTUTbCA Y
KapTOHHIlA KOpo6Lii 3
iHCTpyKUi€eto Ans
MeAMYHOro
3acTocyBaHHs; no 10
(h/1aKOHIB 3 MOPOLLKOM
Ta no 10 nonepefHLO
3anoOBHEHUX LUMPULiB
(0,5 mn), Wo MicTATbL

amnynax); CAHO®I
BIHTPOTM
IHOACTPIA,
®paHuia (NoBHWiA
LMK BUPOBHULTBA,
KOHTPO/b AKOCTI
PO34MHHVKA B
wnpuuax); CaHodi
MacTep, PpaHuis
(noBHWIA LWKN
BMPOGHMLTBA,
KOHTPO/b SIKOCTI,
BTOPWHHE
nakyBaHHS1, BUNYCK
cepii); CaHodi-

ABeHTic MpaiiBiT Ko.

Nta., Mnatdopma
NOTiCTUKN Ta
AncTpubyLii y m.
Bypanewr,
YropumHa
(BTOPUHHE
nakyBaHHs, BUMYyCK
cepir)

OUMLLEHOT aHTUPaBIYHOT BaKLMHN.

TepmiH BBEL,EHHS 3MiH - TpYAEeHb
2021
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
po3unHHKK (0,4 %
PO34MH HaTpito
X/10pULY), B KAPTOHHIlA
ynakoBLi 3
MapKyBaHHAM
YKpaiHCLKOK MOBOIO; MO
10 dpnakoHis 3
nopoLukom Ta no 10
nonepeAHL0
3arnoBHEHUX LINpuLiB
(0,5 mn), Wo MicTATb
po3unHHKK (0,4 %
PO34MH HaTpito
xnopugy), B
CTaHapTHO-EKCMOPTHIlA
yMakoBLi, sika MiICTUTbCS
Y KapTOHHIl1 kopobu,i 3
iHCTpyKUi€eto Ans
MeAMYHOro
3aCTOCYBaHHSA
38. BISUMNAK PO34MH gNs iH'ekuin, 270 bxnl Xenckea AC Hopseris [xnl Xenckea Ipnangis BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/4254/01/01
Mr iogy/mn; no 50 mn Ipnangia Nimiteq Marepianis: 3miHu | Tuny -
a6o no 100 mny AOMiHICTPaTUBHI 3MiHW. 3MiHa
chnakoHi; no 10 HallmeHyBaHHs Ta/abo agpecu
(h/1aKOHIB y KapTOHHIi 3asBHMKa (BNacHvka
Kopobui peecTpaLiiHoro NocBigYEHHS) -
3MiHa agpecyu 3asiBHMKA
39. BISUMAK pO34MH ANa iH'ekuiid, 320 Ixul Xenckea AC Hopseris xunl Xenckea IpnaHgis BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/4254/01/02
mr iogy/mn; no 20 mn, Ipnangis Niviteq, MaTepianis: 3MiHu | Tuny -
ab6o no 50 mn, abo no AAMiHICTpaTUBHI 3MiHW. 3MiHa
100 mn, abo no 200 mn, HalilmeHyBaHHs Ta/abo agpecu
a6o no 500 mny 3asBHVKa (Bf1acHMKa
chnakoHi; no 10 peecTpauiiHoro NocBigYeHHs) -
h/1aKOHIB y KapTOHHIi 3MiHa agpecy 3asiBHUKa
Kopobui
40. BIPEALA® TabneTkn, BKPUTI lneag CaiteHcus, CWA lneag CaiieHcus Ipnangis/ BHECEHHS 3MiH 40 peecTpaLiiHnx 3a peyenmom | UA/8274/01/01
N1iBKOBOK 060/I0HKOMD, IHK. AlieneHg HOC, HimeyunHa marepianis: 3MiHW | TUNY - 3MiHK

no 300 mr, no 30
TabneTok y gonakoHax;
no 1 cpnakoHy B
KapTOHHiA KOpOGL

IpnaHgjs (neperHHA
Ta BTOPVHHA
ynakoBka, KOHTPO/b
cepiii, BUNycK
cepiit); KataneHt
[bxepmaHi
LLopHaopd M6X,
HimeuyunHa
(nepBuHHa Ta
BTOPWHHA
ynakoBKay);
MinmayHT Xenckea

oo 6e3snekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHV [0 y3ara/ibHEHUX JaHuX Npo

cuctemy hapmakoHarnsgy

(BBEAEHHSA y3araslbHEHUX AaHNX

npo cuctemy capmakoHarnsgy,

3MiHa yNoBHOB&XeHOI 0cobu,
BiANoBiAa/IbHOI 3a 34jACHEHHS
thapmMakoHarnaay; KOHTakTHOI
ocobu 3 hapmakoHarnagy
3asiBHMKa 4N 34iICHEHHS
cthapmakoHarnsay B YkpaiHi, Skuio
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
NTa., lpnaHgisa BOHa BifMiHHA Bif, yNIOBHOBaXXEHOI
(BTOpPUHHA ocobu, BignoBifanbHOT 3a
ynakoBka); Takega 3pjiicCHeHHs1 hapmakoHarnagy
v6X, HimeyunHa (BK/IHOYAKOUN KOHTAKTHI JaHi)
(BUPOGHULTBO, Ta/abo 3MiHV Y PO3MILLEHHI
nepBuUHHA Ta MacTep-caiina cucremm
BTOPUHHA YNaKoBKa) thapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOI 0CO6U 3as1BHMKA,
BiiNOBIAabHOT 3a 34iICHEHHS
dhapmakoHarnsgy. MponoHosaHa
pegakuis: Anne-Ruth van
Troostenburg de Bruyn. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXKEHOT
0co6u 3asBHYKa, BigNoBigas/IbHOT
3a 34ilicCHEHHA thapMakoHarnsay.
3MiHa KOHTaKTHOT 0co6u
3asBHVIKa, BigNoBiAa/IbHOT 38
3ailicHeHHA hapMakoHarnsgy B
YkpaiHi. [ponoHoBaHa pefakuis:
Larisa Danilova. 3MiHa KOHTaKTHUX
[aHVX KOHTaKTHOI 0co6u
3asIBHMKA, BignoBiAa/IbHOT 3a
3[ifiCHEHHS1 hapMakoHarsay B
Ykpaii
41. FACTPUKYME/b Tabnetkn, no 50 Bionoriwe HimeuyunHa Bionoriwe HimeuunHa BHECEHHS 3MiH [0 peecTpavyiiiHnX 6e3 peyenma | UA/1629/01/01
TabneTokK y KOHTeliHepi; XalinbMmiTrens XainbmitTens marepianis: 3MiHW | TUMY - 3MiHK
no 1 KoHTelHepy B Xeenb M'm6X Xeenb M'm6X Lofo 6e3nekn/edekTMBHOCTI Ta
KOpOO6Lii 3 KapTOHY hapmakoHarnsgy - BHeCEeHHs
iHbopmaLii Npo HasiBHICTb
3aXMCHUX EIEMEHTIB, L0
Bi3yanizylTbca nuwe nig Y o-
cBiTnom, y n. 17 IHWE TekcTy
MapKyBaHHA NMEPBUHHOT YNakKoBKn
nikapcbKoro 3acoby
42, FEKCAKCUM® | CyCNeHs3ia AN iH'ekuin, CaHodpi MacTep PpaHLis CaHodpi MacTep, PpaHuis/ BHECEHHS 3MiH 10 peecTpavuiiHnx 3a peyenmom | UA/13080/01/01
HEXAXIM no 0,5 mn (1 posa) B ®paHuia (NoBHWI YropumHa marepianis: 3MiHu |l Tuny -
BAKUWHA Ansd nonepegHbL0 LMK BUPOOHMLTBA, nepeHeceHHs Tecty Diphtheria
MPO®ITAKTUKN 3arnoBHEHVX LWNpuLax 3 BMNyCK cepil); Toxoid adsorption test, wo
BUNOTEPII, 1-eto0 (60 2-ma) CaHodpi-ABeHTiC BUKOHYETHLCS NPW KOHTPOSi SIKOCTi
NMPABLA, OoKpemunmMu rosikamu, no Mpaiisit Ko. N174,, Final Bulk Product Ta
KALLUTIOKY 1 Wwnpuuy B KAPTOHHIN Mnatchopma BMNPOBYBaHHAX CcTabifIbHOCTI
(ALENIONAPHUIA ynakosui; no 0,5 mn (1 NOricTkN Ta Filled Product, 3 BUpo6HU4oi
KOMMOHEHT), [03a) B nonepegHbo ancTpubyuii y m. OinbHuUUi Marcy I'Etoile site,
FENATUTY B 3arnoBHEHVX LWNpuLax 3 Byaanewr, France (MLE) Ha ginbHuuto Val de
PEKOMBIHAHTHA, | 1-eto (a6o 2-ma) YroplmHa Reuil site, France (VDR). TepmiH
noniomMienity OoKpemunmMu rosikamu, no (BTOpUHHE

IHAKTUBOBAHA

1 wnpuuy B

nakyBaHHA, BUMYCK
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

TA
3AXBOPIOBAHb,
CNPUYNHEHNX
HAEMOPHILUS
MY B
KOH'IOTOBAHA,
ALCOPBOBAHA,
PIOKA

CTaHAApPTHO-EKCMOPTHIl
ynakoBLi, fKa MiCTUTbCSA
Y KapTOHHii Kopobuj 3
iHCTpyKUi€eto Ans
MeAMYHOro
3acTtocyBaHHs; no 0,5
mn (1 posa) B
nonepegHLo
3arnoBHEHUX LINPULAX 3
1-et0 (abo 2-ma)
OKPeMUMU rofikamu, ro
10 wnpuLiB B KAPTOHHIlA
ynakosui; no 0,5 mn (1
[l03a) B nonepesHL0
3arnoBHEHUX LINPULAX 3
1-et0 (abo 2-ma)
OKPeMUMU rofikamu, ro
10 wnpuuis B
CTaHAApPTHO-EKCMOPTHIN
ynakoBLi, fKa MiCTUTbCSA
Y KapTOHHii Kopobuj 3
iHCTpyKUi€eto Ans
MeAMYHOro
3acTtocyBaHHs; no 0,5
mn (1 posa) y
hnakoHax, no 10
dh/1aKoHIB Y KapTOHHIi
ynakosui; no 0,5 mn (1
[03a) y dhnakoHax, no
10 donakoHiB B
CTaHAApPTHO-EKCMOPTHIN
ynakoBLi, fKa MiCTUTbCA
Y KapTOHHii Kopobui

cepii)

BBE/IEHHS 3MiH - 6epe3eHb 2023

43.

FEKCANI3

Tabnetkn ans
pO3CMOKTYBaHHs no 10
Tabnetok y 6nictepi; no
3 6nicTepu B KAPTOHHIl
Kopobui

Na6opaTtopii
Bywapa Pekopgaarti

®paHuis

Na6opaTopii
Bywapa Pekopaarti

®paHuis

BHECEHHS 3MiH [0 peecTpaviiiHnX
marepianis: 3mMiHu | TUNy - 3MiHa
IOPUANYHOIT aapecn BUPOOHUKA

A®| EHokconoH (INDENA S.p.A.,

Italy), a came 3miHa iHAEkca
agpecu BUpobHuka Adl, 6e3 3miHn
MicLA BUPOGHMLTBA.
MponoHoBaHa pepakuisa API
Enoxolone 3.2.5.2.1
Manufacturer(s). INDENA S.p.A.
Via Don Minzoni, 6, 20090
SETTALA (MI) ITALY; 3MiHun | TUny
- fofaBaHHA nocTavyasibHUKa
BUXiAHOT cnpoBuHK (B-acetyl-
glycyrretic acid), wo
BUKOPWCTOBYETLCA B NPOLECI

6e3 peyenma

UA/6005/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BMpo6HMLTBa APl EHOKCOMOH.
MponoHoBaHa pepakuis 3.2.5.2.3
Control of materials Supplier of
plant materials Mafco or
Kazakhfood; 3miHu | Tuny -
He3HaYHi 3MiHU Y 3aKpUTili YacTuHI
MacTep-caiina Ha Ad|
EHOKCO/OH, @& came: OHOB/IEHHS
Kogy DMF AP| EHOKCONOH;
OHOBJ/IEHHS MaTepiasis BiANOBIAHO
[0 CynyTHIX 3MiH (4of4aBaHHSA
aNbTEPHATMBHOIO NocTadasibHyKa
BWXi4HOT CUPOBWHW A1
BMPOGHMLTBA ADI, 3BYXXEHHS
NiMITIB BU3HAYeHHSA
anbaToKCMHIB Ta OXPaTOKCHHIB,
OHOBJIEHHSA AaHUX 3 KOHTPOSIO
AKOCTI cepild, Npy BUPOOHWLTBI
AKUX 3aCTOCOBYBas1aCb CUPOBHHA
Bif, a/IbTepHATUBHOIO BUPOGHYMKA)
Ta 6inbL geTanizoBaHo npouec
BMpo6HMLTBa AP BignoBigHO A0
OHOBEHOI iHthopMaLi Woao
BUXiJHVX MaTepianis; 3MiHu | TUNY
- 3BY)XXEHHS JONYyCTUMUX MEX Npu
KiNIbKICHOMY BU3HAYEeHHI
anbdaTOKCMHIB Ta OXPATOKCUHIB Y
cKnagj BUXigHOT pevyoBMHN Npu
BUPOOHUUTBI A®I EHOKCONOH
BiANOBIAHO A0 MoHorpadii EP.
MponoHoBaHa pepakuis ASMF
section 3.2.5.3.2.6 ALFATOXINS
As sum of B1, B2, G1 and G2
NMT 4 ppb BINMT 2 ppb
OCHRATOXINS A MT 20 ppb;
3MiHW | TUNY - BUTyYEeHHSA
HEe3HaYyHOro MokKasHukKa AKoCTi
«Baxki MmeTanu» 3 cneumdikaw,i
A®I BignosigHo go HactaHoBM
ICHQ3D

FEMUUTABIH
"EBEBE"

KOHLleHTpaT Ans
po3unHy Ans iHdysin, 40
mr/mn, no 5 mn (200 wmr),
a60o no 25 mn (1000 mr),
a6o no 50 mn (2000 wr)
y donakoHi; no 1
(h/1aKOHY B KapPTOHHii
Kopobui

EBEBE ®apma
lec.m.6.X. Hor. KI

ABCTpIs

NOBHUIA LMK
BMPOGHMLTBA:
EBEBE ®apma

lec.m.6.X. Hdpr. KT,
ABCTpISi;
TecTyBaHHs: Jlabop
NIC CE & Ko. KT,
HimeuumnHa,;

AscTpisi/
HimeuunHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
MiCLA MPOBAKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
niKapcbKoro 3acoby, BKIYaum
AinbHULI BUNYCKY cepii abo Micue

3a peyenmom

UA/10475/01/02
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PeecmpayjiliHa npoyedypa

Ymosu

Howmep

n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

Bionycky

peecmpayiliHo2o
nocsio4yeHHs

TecTtyBaHHA: MM/
Mikpo6ionoriwec
Mptochnabop M6X,
ABcTpist

NPOBeAEHHA KOHTPOJO SIKOCTI.
(misnbHICTb, 3a SAKy BignoBifae
BMPOGHUK/iMNopTep, He
BK/IOUA0UM BUMYCK cepiii). 3MiHa
Ha3BuW Ta agpecu BUPO6GHMKa
(koHTpakTHOT Nnaboparopii),
BiANOBIAA/IbHOIO 3a
KOHTPO/1b/BUNPOBYBaHHSA cepil
(TecTyBaHHs), 6€3 3MiHK Micus
BMPOGHMLTBA. 3MiHK | TNy -
AOMiHICTpaTUBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu
MiCLl MPOBAaKEHHS AiS/TIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIOUaum
AinbHULI BUNYCKy cepii abo Mmicue
NpoBeAEeHHA KOHTPOJKO SKOCTI.
(aisnbHICTb, 3a AKy Bignosifae
BMPOGHMK/iMNopTep, He
BK/IOUAl0UM BUMYCK Cepiid) - 3MiHa
Ha3BW Ta afpecy BUPOGHMKa
(koHTpakTHOI nabopaTopii),
BiANOBIA&/ILHOIO 3a
KOHTPO/b/BUNPOBYBaHHA cepii
(TecTyBaHH#), 6€3 3MiHM Micus
BMPOGHMLTBA. 3a3HaYeHHS
BUPOGHNUMNX ChyHKLi Anst BXe
3aTBepaAXeHoro BupobHuka M3
EBEBE ®apma Mec.m.6.X. Hpr.
KI, ABCTpist (NOBHWIA LyiKN
BMPO6HULTBA). 3MiHKM | TNy -
3MiHK 3 sKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3amiHa abo
BBEAEHHS [0AATKOBOI AiNbHUL
BVMPOGHMLTBA A1 YacTUHU abo
BCbOr0 BMPOOHMYOro npouecy
roTOBOrO iKapCbKoro 3acoby (iHLwi
3MmiHW) (6.11.6.1. (x) IA)
BUHECEHHS 3apeEcTPoBaHUX
KOHTPaKTHMX naboparopii,
BiANOBIfa/IbHUX 3a
KOHTPO/b/BUNPOBYBaHHSA cepil
(TecTyBaHHs): Mikrobiologisches
Pruflabor, Austria Ta Labor L+S
AG, Germany go PI1

UA/8275/01/01

45,

FENAPUH-IHOAP

PO34UH O151 iH'EKLLNA,
5000 MO/mn, no 5 mn

MpAT "Mo
BMPOGHMLTBY
iHCcyniHiB"IHOAP"

YKpaiHa

MpAT "Mo
BMPOGHMLITBY
iHcyniHiB "IHOAP"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviiiHnx
marepianis: 3mMiHu | TMny - 3MiHK 3

SAKOCTi. [OTOBWIA NiKapcbknii 3aci6.

3a peyenmom

(25000 MO) y dhi1akoHi;
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Ne Ha3sBsa nikapcbko20

dopma sunycky

3asiBHUK

n/n 3acoby

(nikapcbka ¢hopma,
ynakoska)
no 1 a6o no 5, a6o no

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

46. FNIOKODAX XR

100 dpnakoHiB y nauui

TabneTkn

Cucrema
KOHTeliHep/3aKynopoBabHWi
3aci6. 3miHa popmu abo po3mipy
KOHTeliHepa un
3aKynoplBaUIbHOTO 3ac0by
(NepBMHHOI YNakoBKu) (CTEPUbHI
nikapcbki 3acobu); CynyTHs 3MiHa -
3MiHK 3 sKOCTi. FOTOBWIA
nikapcbkuii 3aci6. Cucrema
KOHTeliHep/3aKynopoBabHWi
3aci6. 3miHa y meToax
BMNPOGYBaHHSA NEPBUHHOT
YNaKoBKM rOTOBOTO /liKapCbKOro
3aco6y (He3HauHi 3MiHN Y
3aTBEPMKEHUX MEeTOoAax
BMNPO6YBaHb) - BBEAEHHS
[,04aTKOBOI NEPBUHHOI YNaKoBKu
(donakoHy 06’'emom 10 mn) 6e3
3MiHM 06’eMy HanoBHeHHs (5 mn).
SAkicHWiA Ta KinbKicHUIA cknag,
nakyBa/lbHOro martepiasny He
3MiHMBCS.

FK HacnigoK, BHECEHHSA
BiANOBIAHMX 3MiH Y 3aTBEPAXEHI
MeToAn BUNPOGYyBaHb NEPBUHHOI
yNakoBKM rOTOBOTO /liKapCbKOro

3acoby

NPOJIOHIOBaHOT Aji No
500 mr; no 15 Tabnetok
y 6nicTepi; no 2 a6o no
4 6nicTepu B KApTOHHIl
Kopobui

Mepk CaHTe c.a.c.

®paHuis

Mepk CaHTe

®paHuis

BHECEHHS 3MiH [0 peecTpaviiiHnX
MaTepianis: 3MiHu | Tuny -
BHECEHHS 3MiH 4,0 po34iny

“MapkyBaHHsA" MKHA N13.
3anponoHoBaHo: Bignosigae
3aTBEPMAKEHOMY TEKCTY
MapKyBaHHSI.
3MiHU | TUNY - 3MiHW B TEKCTI

MapKyBaHHS YNakoBKW NiKapcbkoro

3acoby. BHeceHHs1 pegakuiiHmnx

npaBoK, a came: NpUBeAEHHS
TEKCTY MapKyBaHHs y
BiANOBIAHICTb 40 BHYTPILLHIX
BMMOTI KOMMaHii Lwoa0
0(hOPM/IEHHSA NaKyBaslbHOrO
marepiany; 3miHum | Tuny -

OHOBJIEHHA BXE 3aTBEPIKEHNX

MeTOoZiB KOHTPOSIO AKOCTI
nikapcbKoro 3acoby, a came:

BUKNAZEHHSA TEKCTY 1epXaBHO

3a peyernmom

UA/3994/02/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
MOBOIO 3TifJHO Cy4aCHWX BUMOT
47. rPUNOUNTPOH NopoLUoK AN ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHnx 6e3 peyenma | UA/11499/01/01
KIAC OPAHX OPa/ILHOIO PO34UHY, NO obmexeHor 06MexeHo marepianis: 3miHu | Tuny -
4 1 NOpOLLKy B MakeTi; No BigNoBiAa/IbHICTIO BiANOBiAA/IbHICTIO BHECEHHS 3MiH f0 MeTogy
5 a6o 10 nakeTiB y "GapmaueBTuyHa "®apmaueBTnyHa BUNPOBYBaHHS 3a NOKA3HUKOM
KOpOO6Li 3 KapTOHY KomnaHisa "3gopos's" KomnaHis "3gopos'a” "KinbkicHe BU3Ha4eHHs.
MapaueTamon, xnopceHamiHy
Maneart”, 30kpema: 3miHa
o06nagHaHHA Ha 6iNbLl YyT/IMBE Ta
3MiHa YMOB xpomaTorpadyyBaHHs
015 NigBULLIEHHSA YyT/IMBOCTI Ta
TOYHOCTi METOAUKN
48. rPUN-XEENb Tabnetkn, no 50 Bionoriwe HimeuyunHa Bionoriwe HimeyunHa BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyenmom | UA/4268/02/01
TabneToK y KOHTeliHepi XalinbMmiTTens XalinbMiTTens marepianis: 3MiHW | TURY - 3MiHK
nosinponizieHoBoMy; No Xeenb M'v6X Xeenb M'm6X Lofo 6e3nekn/edekTMBHOCTI Ta
1 KOHTelHepy B KOpoOLi thapmakoHarnsgy - BHECeHHsS
3 KapTOHY iHbopMmawLii Npo HasiBHICTb
3aXUCHUX €IEMEHTIB, L0
Bi3yasi3yloTbecsa nuwe nig YPd-
cBitTnom, y n. 17 IHWE TekcTy
MapKyBaHHA NepBUHHOT YNakoBKN
nikapcbKoro 3acoby
49. AEKCUN PO34nH ANa iH exuiin, 50 CKAH BIOTEK 1T/, IHAiA CTEPWN-AXEH IHAis BHECEHHS 3MiH 10 peecTpavLiniHnx 3a peyenmom | UA/17601/01/01
Mr/2 M/1; N0 2 MN B NIAI® CAEHCK3 marepianis: 3MiHW | TUMY - 3MiHK
amnyni; no 5 amnyn y (mNnTa Lwoao 6e3nekn/edeKTBHOCTI Ta
KOHTYPHIln YapyHKOBIlA thapmakoHarnsay - OHOB/IEHHSA
ynakoBLi; no 1 TEKCTY MapKyBaHHs NepBuHHOI Ta
KOHTYPHIn YapyHKOBIl BTOPWHHOT YNakoBKW MiKapCbKoro
YNakoBLi Y KApTOHHiiA 3acoby
yNaKoBLii
50. AEMOTOH-Bb HEO PO34MH A4 iH'eKUi no 2 LOEMO CA pevis LEMO CA Ipeuis BHECEHHS 3MiH 10 peecTpavLiiiHnX 3a peyenmom | UA/16956/01/01
M1 B amnynax; no 10 dapmacboTuKan PapmacboTuKan marepianis: 3MiHW | TUNY - 3MiHK
amnysn B KAPTOHHIl IHpacTpi IHpacTpi LoAo 6e3nekn/edeKTMBHOCTI Ta

ynakoBLi

thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHVX AaHuX Npo
cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy chapmakoHarnsgy,
3MiHa yNOBHOB&XeHOI 0cobu,
BigNoBiAa/IbHOI 3a 34jACHEHHS
thapmMakoHarnagy; KOHTaKTHOI
ocobu 3 hapmakoHarnagy
3asiBHMKa AN 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, KO
BOHa BifjMiHHA Bifj YNTOBHOBaXEHOI
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
ocobw, BignoBigasibHOI 3a
3[iiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI faHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-cbaiina cuctemm
hapmakoHarnsgy) - 3miHa
KOHTaKTHOT 0CO6GU YNOBHOBaXKEHOT
0co6u 3asBHKKa, BigNoBigasIbHOT
3a hapmakoHarnag B Ykpaii.
MponoHoBaHa pepfakuis: Icaesa
Enina €sreHisHa. 3miHa
KOHTAKTHUX JaHUX KOHTaKTHOT
0cobu ynoBHOBaXeHOT 0cobum
3asBHVKa, BigNoBiAa/IbHOT 38
hapmakoHarnag B Ykpaini
51. AE-CMNAH® PO34MH A4 iH'eKUi, 25 TOB HB® YkpaiHa MpuBaTtHe YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiiHnx | 3a peyenmom | UA/16880/01/01
Mr/M1 Mo 2 M B aMnyni; "MIKPOXIM" akuioHepHe MaTepianis: 3MiHu Il TUNy - 3MiHK 3
no 5 amnyn y kaceti y TOBapuCTBO akocTi. A®l. BupobHuuteo. 3miHa
nauuyj; o 2 mna B amnyni; "[lekxim-Xapkis", BMPOGHMKA BUXiAHOro/NpOMKHOrO
no 5 amnyn y kaceri; no YkpaiHa npoAykTy/peareHTy, Lo
2 kaceTu y nauuj (BignoBiganbHuii 3a BVKOPUCTOBYIOTLCA Y
BMPOGHULITBO Ta BMPO6HUYOMY npoueci Adl, abo
KOHTPO/1b/BUNPOGYB 3MiHa BMPOGHWMKa (BKNOUatouu, ae
aHHsA cepii, He HeobXxiAHO, MicLe NpoBeAEeHHS
BK/IO4A0UN BUMYCK KOHTponito skocTi) APl (3a
cepii); ToBapucTao 3 BifiCYTHOCTI cepTudikaTa
06MexeHo BIANOBIAHOCTI EBPONENChKili
BiANOBIAA/TLHICTIO hapmakonei y 3aTBepAXeHOMY
HaykoBo-Brpo6HuYya [0cbe)(BBEAEHHA HOBOrO
dipma "MIKPOXIM", BMPO6HUMKa APl 3 HaAaHHAM
YkpaiHa MacTtep-caiina Ha Adl) -
(BignoBifanbHwWii 3a BBEJEHHS [,04aTKOBOro
BMPOGHULITBO Ta BMPOGHMKA, 3aNpOnoOHOBaHO: 1)
KOHTPO/b/BMNPOGYB Clarochem lIreland Ltd, Ireland
aHHsA cepii, (Knapouewm Ipenanpg /14,
BK/TOHAKOUMN BUMYCK Ipnangis) 2) Emcure
cepii) Pharmaceuticals Ltd., India
(Emkype dapmacbtoTikanc /T4,
IHais).
52. AND/TA30OH® kancynu no 50 mr; no 7 KPKA, a.4a., Hoso CnoseHisa KPKA, a.4., Hoso CrnoseHis BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyenmom | UA/2527/01/01

Kancyn y 6nictepi; no 1
6icTepy B KapTOHHIl
Kopoobui

MecTo

MecCTo

MaTepianis: 3MiHun | Tuny -
OHOBJ/IEHHS BXE 3aTBEePLKEHNX
METO/iB KOHTPOSIO AKOCTI
nikapcbKoro 3acoby, a came
BUK1aAEHHS TEKCTY AEPXaBHO
MOBOIO 3lijHO Cy4acHUX BUMOT.
BBefeHHS 3MiH NpOTArom 6-11
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Ha3sBsa nikapcbko20

n/n

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

53.

MiCALIB MiCNS 3aTBEPAXKEHHS;
3MiHUW | TUMNY - BHECEHHS 3MiH A0
Cneuudpikauii A®| donykoHasony,

a came: BUIyYeHHs T. Baxki

MeTann Ta KoperyBaHHsi Mex

TecTy «CynyTHI JOMILLKN» -
nomiwka C. MNpueegeHHs go Ph.

Eur; 3MiHu | TUNY - nogaHHA

OHoBrieHoro CepTudikarty

BIANOBIAHOCTI EBpONechbkil
thapmakonei R1-CEP 2007-071-
Rev 03 (nonepepHs Bepcia R1-
CEP 2007-071-Rev 02) Big BXe

3aTBEPAKEHOrO BUPOOHMKA

AUROBINDO PHARMA LIMITED,

IHia ona Al dnykoHasony.
KoperyBaHHa noMuikn B agpeci

BVMPOGHMKA; 3anponoHOBaHo:

AUROBINDO PHARMA LIMITED
Unit-XIV, Plot No. 17, Jawaharlal
Nehru Pharma City Parawada
Mandal, Visakhapatnam District
India-531 019 E-Bonangi Village,
Andhra Pradesh

OVNPNA30OH®

kancynu no 100 mr; no 7
Kancyn y 6nictepi; no 4
6nicTepy B KAPTOHHIi
Kopobui

KPKA, a.4., HoBo
MecTo

CnoseHis

KPKA, a.4a., Hoso
MecTo

CnoBeHisi

BHECEHHS 3MiH [0 peecTpavyiiiHnX
MaTepianis: 3MiHu | Tuny -
OHOBJ/IEHHS BXE 3aTBEPLKEHNX
MeTOZjiB KOHTPO/O AKOCTI
nikapcbKoro 3acoby, a came
BUKaAEHHS TEKCTY AEPXKABHO
MOBOIO 3riHO CYy4aCHNX BUMOT.
BBefeHHA 3MiH NPOTArom 6-1u
MicSLiB MiCNSA 3aTBEPAYKEHHS;
3MiHM | TUNY - BHECEHHS 3MiH 10
Cneuudpikauii A®| chnykoHaszony,
a came: BUyYeHHs T. Baxki
MeTann Ta KOperyBaHHs Mex
TecTy «CynyTHi AOMILLKN» -
nomiwka C. MNpueegeHHs go Ph.
Eur; 3miHu | Tviny - nogaHHs
oHoBneHoro CepTudikary
BIANOBIAHOCTI EBPONENChKili
thapmakonei R1-CEP 2007-071-
Rev 03 (nonepepaHs Bepcis R1-
CEP 2007-071-Rev 02) Big BX€
3aTBEPAKEHOrO BUPOOHMKA
AUROBINDO PHARMA LIMITED,
IHaia ona A®l hnykoHasony.
KoperysaHHA nomwku B agpeci

3a peyenmom

UA/2527/01/02

57




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BMPOOHNKA; 3anponoHOBaHO:
AUROBINDO PHARMA LIMITED
Unit-XIV, Plot No. 17, Jawaharlal

Nehru Pharma City Parawada
Mandal, Visakhapatnam District
India-531 019 E-Bonangi Village,

Andhra Pradesh

54.

ANDITA3OH®

kancynu no 150 mr; no
1, 2 abo 4 kancynn y
6nicTepi; no 1 6nictepy
B KapTOHHI Kopo6Lyi

KPKA, a.4., Hoso
MecCTo

CnoseHisa

KPKA, a.4., Hoso
MEeCTO

CnoBeHisi

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
OHOBJIEHHA BXE 3aTBEPKEHNX
METOAIB KOHTPOJItO AKOCTI
nikapcbKoro 3acoby, a came
BUK/NAEHHS TEKCTY [iepXXaBHO
MOBOIO 3riHO CYy4aCHNX BUMOT.
BBefeHHs 3MiH NpoTArom 6-Tu
MicSLIB MiCNS 3aTBEPAXKEHHS;
3MiHW | TUNY - BHECEHHS 3MiH A0
Cnevuucpikauii A®| donykoHasony,
a came: BUIyYeHHs T. Baxki
MeTaIn Ta KoperyBaHHsi Mex
TecTy «CynyTHI JOMILLKN» -
nomiwka C. MNprBegeHHs go Ph.
Eur; 3miHu | TUNy - nogaHHs
OHoBrieHoro CepTudikarty
BiANOBIAHOCTI EBpONechbkili
thapmakonei R1-CEP 2007-071-
Rev 03 (nonepegHs Bepcia R1-
CEP 2007-071-Rev 02) Big BxXe
3aTBEPAKEHOTO BUPOOHMKA
AUROBINDO PHARMA LIMITED,
IHAia ona Al dhnykoHasony.
KoperyBaHHA noMuikn B agpeci
BMPOGHMKA; 3arMponoHOBaHO:
AUROBINDO PHARMA LIMITED
Unit-XIV, Plot No. 17, Jawaharlal
Nehru Pharma City Parawada
Mandal, Visakhapatnam District
India-531 019 E-Bonangi Village,
Andhra Pradesh

Ne 1 - 6e3
peyenma; Ne
2, Ne 4 -3a
peuyenmom

UA/2527/01/03

55.

AIANINOH®

pO34uH N8 iHgysili 3 %
no 10 mn a6o no 20 mn
B amnyni; no 5 abo no
10 amnyn y navui 3
KapToHy; no 10 mn a6o
no 20 mn B amnyni; no 5
amnyn y 6nictepi; no 1
abo no 2 6nictepn y
nadui 3 KapToHy

AT "dapmak”

YKpaiHa

AT "dapmak"

Ykpaina

BHECEHHS 3MiH 10 peecTpaviiiHnX
MaTepianis: 3MiHu | Tuny -
BBE/EHHS A04aTKOBMX PO3MIpiB
cepii roToBOro /ikapcbKoro
3aco6y, 2000 1. 3anponoHOBaHO:
Ha 420 n po3unHy (40 000 amn.)
10mn 20 388 amn. (20 mr)

Ha 870 n po3umHy 82 857 amn. (10
mn) 42 233 amn. (20 mn); Ha 1060
N po3dnHy 100 952 amn. (10 mn)

3a peyenmom

UA/0794/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

51 456 amn. (20 mn1) Ha 2000 n
po3unHy 190 476 amn. (10 mn) 97
087 amn. (20 mn)

56.

AIA®OPMIH®

Tabnetkn no 500 Mr no
10 Tabnetok y 6nictepi;
no 3 abo 6 6nictepis y

nauui

AT "dapmak"

YKpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH 10 peecTpavLiiiHnX
mMaTtepianis: 3mMiHu | Tuny - 3
cneumdikauii Ha A4y peqyoBUHy
MeTdopMiHy rigpoxnopuay
BU/TYYEHO NOKa3HMK
«PO3YMHHICTb»; 3MiHK | TUNY -
3MiHW METOAMKM 38 NOKa3HMKOM
«Jlomiwka F» (NpuroTyBaHHs
PO34MHIB NOPiBHSHHSA (@) Ta (b)
06’eAHAHO, 63 3MiHW KiHLIEBOI
KOHLLeHTpaLii; NP1 NpUroTyBaHHi
pyxomoi ha3u A, Boga P 3amiHeHO
Ha BoAy A51a xpomarorpadii P,
6e3 3MiHN KOHLeHTpaLii Ta
BWAA/IEHO TEPMIH NPUAATHOCTI
pyxomoi hasu); 3miHu | Tiny -
[ofiaHo yHichikoBaHy
anbTepHATUBHY METOAMNKY
(Bnpo6HVKa AT «dapmak») ans
BU3HAYEHHS NOKa3HUKa
«3a/IMLLKOBI KifIbKOCTI OpraHivyHnx
PO3YMHHVKIB» Y CyO6CTaHLiAX Bif,
BMpo6HMKIB Harman Finochem
Limited, IHgis Ta Shouguang
Fukang Pharmaceutical Co., Ltd,
Kutai; 3miHu | TMny - nogaHo
HOBWI cepTudikaTt BiANOBIAHOCTI
€ No. R1-CEP 2000-059-Rev 11
0N Ailo4ol peyoBUHU METAOPMIHY
rigpoxnopuay Bif 3aTBEPAKEHOIO
BMpo6HUKa Harman Finochem
Limited, IHais Ha 3amiHy DMF

3a peyernmom

UA/2508/01/01

57.

AIAGOPMIH®

TabneTku no 850 Mr no
10 TabneTok y 6nicTepi;
no 3 abo 6 6nictepis y

nauuj

AT "dapmak”

Ykpaina

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMaTtepianis: 3mMiHu | Tuny - 3
cneumaikaLii Ha fitody peqyoBuHy
MeTdopMiHy rigpoxnopuay
BWJTyYEHO MOKa3HWK
«PO3UYMHHICTb»; 3MiHK | TUNY -
3MiHY METOAMKMN 38 MOKAa3HMKOM
«[lomilka F» (npurotyBaHHsA
PO34MHiB NOPIBHAHHSA (a) Ta (b)
06’egHaHo, 6e3 3MiHU KiHLeBOI
KOHLieHTpaLii; Np1 NpUroTyBaHHi
pyxomoi ¢asu A, Boga P 3amiHeHO

3a peyernmom

UA/2508/01/02

59




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Ha BoAy A51a xpomarorpadii P,
6e3 3MiHN KOHLeHTpaLii Ta
BWAA/IEHO TEPMIH NPUAATHOCTI
pyxomoi hasu); 3miHu | Tuny -
[ofaHo yHichikoBaHy
anbTepHaTUBHY METOANKY
(Bnpo6HuKa AT «dapmak») ans
BU3HAYEHHS NMOKa3HUKa
«3a/IMLLKOBI KifIbKOCTI OpraHivyHnx
PO3UYMHHIKIB» Y CyOGCTaHLiAX Bif,
BMPOGHUMKIB Harman Finochem
Limited, IHgis Ta Shouguang
Fukang Pharmaceutical Co., Ltd,
Kutai; 3miHu | TMny - nogaHo
HoBUIA cepTuddikaT BiANOBIAHOCTI
€ No. R1-CEP 2000-059-Rev 11
0N Ail4ol peyoBUHU METAOPMIHY
rigpoxnopuay Bif 3aTBEPAKEHOIO
BMpO6HUKa Harman Finochem
Limited, IHais Ha 3amiHy DMF

58.

EK3O-TI®IH

kpem, 10 mr/rmo 15ry
Ty6i, no 1 Ty6i y Kopobui

ToBapucTBO 3
o6MexeHo
BiANOBIAANIbHICTIO
"dbapmaLeBTnyHa

KomMaHis "3gopos'a”

YkpaiHa

ToBapucTso 3
0bMexeHot
BiANOBIAANILHICTIO
"PapmaueBTnyHa

KomnaHis "3gopos'a”

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHU | TUMY - 3MiHW
BHECEHO A0 IHCTpyKUii ans
MeJMNYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby A0 po3ainy
"Mo6iuHI peakuii" Wwoao 6e3nekn
3aCTOCYBaHHS Ail040i peHOBUHM,
BiAMNOBIAHO A0 pekomeHAaLii
PRAC. BBefieHHS 3MiH NPOTArom
6-TV MIiCALIB MiCNA 3aTBEPMAXKEHHS

6e3 peyenma

UA/18288/03/01

59.

ENbNTAH

TabneTku, BKpUTI
NAiBKOBOK 060/IOHKOHO,
no 20 wmr; no 3 TabneTku
y 6nicTepi; no 1
6nictepy B nauui

MpAT
"GapmaleBTuyHa
ipma "OapHuus"

YKpaiHa

Padapm CA

Ipeuis

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

3a peyenmom

UA/18414/01/01

60.

ENbNTAH

TabneTkn, BKPUTI
N1iBKOBOK 060/I0HKOMD,
no 40 mr; no 3 TabneTtku
y 6nicTepi; no 1
6nicTepy B naui

MpAT
"GapmaueBTuyHa
dipma "dapHuus"

YkpaiHa

Pacapm CA

Ipeuis

BHECEHHS 3MiH 40 peecTpaLiiHnx
martepianis: 3mMiHu Il Tuny -
HagaHHA oHosieHoro DMF Ha
Aitouy peyoBuHy (version[AP3/11-
09-2020] September 2020)

3a peyenmom

UA/18414/01/02

61.

ECMIA

Tabnetku, no 5 mr; no 14
Tabnetok y 6nictepi; no
2 abo no 6 6nictepis (y
KOMNEKTi 3 IHCTPYKLiEO

BAT "T'efieoH
PixTep"

YropLumHa

BAT "T'efieoH
PixTep"

YroplmHa

BHECEHHS 3MiH 10 peecTpavyiintHnx

marepianis: 3mMiHu | Trny - 3MiHKn

Lwoao 6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy. 3miHaun) y

3a peyenmom

UA/12984/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

AN MegnyHoro
3aCTOCYyBaHHA Ta
KapToto naujieHTa, axa
BKageHa y 6inni
KapTOHHWI KOHBEPT 6e3
MapKyBaHHs) y
KapTOHHI ynakoBsL,i

KOPOTKIil XapakTepucTumui
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHA abo IHCTpYKLii Ans
MeAMYHOro 3acTOCyBaHHSA A/1A
niKkapcbKoro 3acoby,
niueHsosaHoro y €C 3a
npoueayporo B3aEMHOIO BU3HaHHS
(nikapcbkunii 3aci6 He BXOAUTb A0
cchepy Al npouenypy B3aEMHOTO
BU3HaHHS, ajie 3MiHa BHOCUTbCA
AK pe3ynbTar npoueaypu i Big
B/1aCHMKa TOProBoi NiLeHsii He
BUMaraeTbCs HaflaHHs XXOAHNX
HOBWX A04aTKOBUX AaHuX) - 3MiHK
BHECEHO A0 IHCTPYKUIT Ans
MeJMYHOr0o 3acTOCYBaHHS
nikapcbKkoro 3acoby A0 po3ginis
"MokasaHHaA"; 3MiHun | TNy - 3MiHKn
LoAo 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) - 3asiBHVKOM HagaHo
OHOBJ/IEHWIA NNaH ynpas/liHHA
pusmkamu Bepcia 17.1. 3MiHn
BHECEeHO 0 YacTuH: | «3arasibHa
iHchopmauis», Il «Cneundikauis 3
6e3neku», lll «MnaH 3
thapmakoHarnsgy», V «3axoau 3
MiHimi3auii pusukie», VI «Pestome
nnaHy ynpas/iHHA pusnkamm», VI
«flogatku» . OHOB/IEHO CTPYKTYpY
MYP BignoBigHo A0 pekomeHaau,ii
Guideline on good
pharmacovigilance practices
(GVP) Module V — Risk
management systems (Rev 2)

62.

ECMNA-KAPB®

Tabnetkun no 10 mr no 25
Tabnetok y 6nictepi, no
2 abo no 4 6nictepn 'y
KapTOHHI Kopobui

Ecnapma Mrm6X

HimeyunHa

ecnapma ®apma
Cepgices 'M6X,
HimeyunHa
(BTOPUHHE
nakyBaHHs);
Ningodapm MvéX,
HimeuunHa
(BUpo6HMLTBO bulk,

HimeuunHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
Marepianis: 3miHu | Tvny - 3amiHa
NocWNaHHS Ha 06rpyHTYBaHHSA
cneumdikauii 3anisa okcmay
XOBTOrO (BHOCMTLCA NOCUMAHHSA
Ha AupekTuey €C 231/2012/EC)

3a peyenmom

UA/12191/01/02
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
nepBuHHE
nakyBaHHS,
BTOPWHHE
nakyBaHHS,
KOHTPO/b SIKOCTI,
BUMNYCK cepi)
63. ECNIPO TabneTku, BKpUTI dapmaneBTUYHNIA Monbwa dapmaleBTUYHNI Monbwa BHECEHHS 3MiH [0 peecTpavyiiiHnX 3a peyenmom | UA/18267/01/01
NAiBKOBOK 060/IOHKOHO, 3aB0[, 3aBoy "Monbdapma” MaTepianis: 3MiHu | Tuny -
no 25 wmr, no 10 "MONTbOAPMA" C.A. noJaHHs OHOB/IEHOro cepTucpikata
Tabnetok y 6nictepi, no C.A. BiANOBIAHOCTI EBpONechbkili
1,no 2, no 3, no 5 a6o hapmakonei Ne R1-CEP 2015-
no 9 6nicTepis B 268-Rev 00 ans Aito4oi pevoBrHN
KapTOHHI Kopo6Lij; Mo Eplerenone Big Bxe
14 TabneTok y 6nictepi, 3aTBEPKEHOr0 BUPOGHMKA
no 2 6nictepu B AURISCO PHARMACEUTICAL
KapTOHHIA KopoobLi CO., LTD., China; 3MiHu | Tuny -
3MiHW Y 3aTBEPAKEHUX METOAAX
BUNPOBYBaHHS 3a NOKa3HMKOM
«Po3nogin po3mipy 4acTUHOK»
ons A®l Bupo6bHuytea AURISCO
PHARMACEUTICAL CO., LTD.,
China; 3miHu | Tvny - 3MiHK Y
3aTBEPMXEHNX MeToAax
BUNPOBYBaHHS 3a NOKa3HMKOM
«Po3nogin po3mipy 4acTUHOK»
onsa A®l BupobHuuTea MSN
LABORATORIES PRIVATE
LIMITED
64. ECNIPO TabneTtku, BKPUTI dapmaLeBTUYHNIA Monbwa dapmaLleBTUYHNI MonbLa BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom | UA/18267/01/02
NiBKOBOK 06O/IOHKOLO, 3aB0/, 3asog, "Monbthapma” marepianis: 3miHun | Tuny -
no 50 mr, no 10 "MONb®APMA" C.A. noJiaHHA OHOBJ/IEHOrO cepTudpikara
Tabnetok y 6nictepi, no C.A.

1,no 2, no 3, no 5 a6o
no 9 6nicTepis B
KapTOHHIA Kopo6Li; no
14 TabneTok y 6nictepi,
no 2 6nictepu B
KapTOHHIlA KopooLi

BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 2015-
268-Rev 00 gna aitoyoi peyoBuHU
Eplerenone Big Bxe
3aTBEPAKEHOr0 BUPOGHMKA
AURISCO PHARMACEUTICAL
CO., LTD., China; 3miuu | Tuny -
3MiHW Y 3aTBEPAKEHNX MeTofax
BUMPOOYBaHHSA 3a NOKa3HMKOM
«Po3nogin po3mipy 4acT1HOK»
ana A®l Bupo6HuuTBa AURISCO
PHARMACEUTICAL CO., LTD.,
China; 3miHu | TUNY - 3MiHKN Y
3aTBEPMAKEHUX MeToAax
BUMPOOYBaHHSA 3a NOKa3HMKOM
«Po3nogin po3mipy 4acT1HOK»
ana A®l BupobHmuTea MSN
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

LABORATORIES PRIVATE
LIMITED

65.

ECUMNHOBA Cl/lb
2,6 -
AIAMIHOFEKCAHO
BOI KUCNOTU

MOPOLLIOK (Cy6CcTaHuis) y
6aHkax ans
BMpPOBGHULTBA
CTEPUSIBHUX NIKAPCHKNX

chopm

NAT "Tanndcpapm”

Ykpaina

MNAT "Tanuacpapm”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavLiiHnX
marepianis: 3miHu | Trny —
BHECEHHS 3MiH Y peecTpalLiiiiHe
nocbe (nigposgin 3.2.S5.2.3.
KoHTponb maTepianis) nos'aAsaHe 3
HeOobXiHICTIO NpYBEAEHHS
cneuudikaLii Ta MeTogis
KoHTposto ETaHon (96%) y
BignoBigHicTL Ao Bumor EP/A®Y,
Aitoye BMAAHHSA; CynyTHS 3MiHa
- 3MmiHu 3 gKkocTi. A®Il. KoHTposb
A®l. 3miHa y meTogax
BunpobysaHHA APl abo BMXigHOTO
mMarepiany/npoMixXHOro
npoAayKTy/peareHTy, Lo
BVIKOPVCTOBYETLCS Y NpoLecCi
BMpo6bHULTBa AP (iHWi 3MiHN Y
mMeToAax BUNpPoGyBaHHS
(Bkntovaroum 3amiHy abo
[0NoBHEHHSA) Ad®| abo
BMXiAHOrO/NPOMIXXHOr0 NPOAYKTY)

UA/9734/01/01

66.

30KOP®

TabneTkn, BKPUTI
N1iBKOBOK 060/I0HKOMO,
no 20 mr no 14 tabneTok
y 6nicTepi; no 2
6nicTepy B KAPTOHHii
Kopobui

Mepk Wapn i Joym
I0EA TM6X

LLiBefuapis

Brpo6HMK
Hepo3dacoBaHOl
NPOAYKLT, KOHTPONb
akocTi: Mepk LWapn i
Joym Nimitepq,
Benuka BpuTaHis;
MakyBaHHA,
KOHTPO/b AKOCTI,
BMNyCK cepii: Mepk
Wapn i foym B.B.,
HigepnaHaw; Bunyck
cepii: WepiHr-Mnay
Na6o H.B., Benbria

Benvka
BpuTanis/
HigepnaHnamn
/

Benbris

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
KOHTPONb/BUNPOGYBaHHS cepil.
BHeceHHs ginbHuui
BiANOBIA&/IbHOT 32 BUMNYCK cepil
LWepninr-Mnay a6o H.B.,
Benbrisi. 3MiHM BHECEHO A0
IHCTPYKUIT AN MeguyHoro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby
00 po3giniB "BupobHuk" Ta
"MicLe3Haxo4KeHHs BUPOGHMKa
Ta iloro agpeca micus
NpoBafKEHHs AisNIbHOCTI"
[ofaBaHHA BUPOOHYKa, L0
BignoBigae 3a BMNyck cepii, Ta
BiANOBIAHI 3MiHW B TEKCTi

3a peyernmom

UA/0645/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MapKyBaHHS ynakoBku. BeefieHHs
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBepKeHHs. 3MiHu | Tuny -
3MiHK 3 sKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYHOThCA
BUNYCKY cepii Ta KOHTPOIO AKOCTI
roTOBOrO NikapCbKOro 3acoby
(3amiHa abo foaaBaHHSA
BMPOGHMKa, Lo BiAMNoBiAae 3a
BBE3EHHA Ta/abo BMNYCK cepii) -
He Bkntovatoum
KOHTPO/b/BMNPOGYBaHHS cepii.
BHeceHHs ainbHuui ®apma
NoricTik H.B., Benbria ans imnopty
B €C. 3MiHu Il Tvny - 3MiHK Woa0
6e3nekn/edpeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHn y
KOPOTKIil XapakTepucTuui
NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTpyKLUii Ans
MEJUNYHOrO 3aCTOCYBaHHS y
3B'A3KY i3 HOBUMM JaHUMU 3
SKOCTi, AOKMIHIYHUMM, KTiHIYHUMM
JaHuMK Ta AaHumm 3
chapmakoHarnsigy. 3MiHW BHECEHO
00 IHCTPYKUiT 4518 MeguyHoro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby
00 po3giny "B3aemogis 3 iHWuMMu
nikapcbknMmn 3acobamm Ta iHLWi
BMAY B3aeMOfji". BBeaeHHsA 3MiH
npoTArom 6-t1 MicAuis nicns
3aTBEPAKEHHS

67.

30KOP® ®OPTE

TabneTtku, BKPUTI
NiBKOBOK 060/10HKOI0,
no 40 wr; no 14
TabneTtok y 6nictepi; no
2 6nicTepu B KAPTOHHIl
Kopobui

Mepk Wapn i Joym
IOEA TM6X

LLiBeiiuapis

Brpo6HuK
Hepo3dgacoBaHOl
NpOoAYKL,ii, KOHTPO/Tb
AaKocTi: Mepk Wapn i
[Joywm Nimiten,
Benwvka BpuTtaHis;
MakyBaHHs,
KOHTPO/b SIKOCTI,
BUMYCK cepii: Mepk
Wapn i Joym B.B.,
HigepnaHngu; Bunyck
cepii: Wepinr-Mnay
Na6o H.B., benebris

Benuka
BpuTaHis/
HigepnaHgu
/

Benbris

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHu | TUnNy - 3MiHN 3
SKocTi. [0TOBWIA Nikapcbkuii 3aci6.
3MiHM Y BUPOBHULTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYIOTLCA
BWMYCKY Cepii Ta KOHTPOJIK0 SKOCTI
roTOBOrO iKapCbKOro 3acoby
(3amiHa abo foaaBaHHA
BMPOGHUKa, Lo Bignosigae 3a
BBE3eHHA Ta/abo Bunyck cepir) -
He Br/tovatoun
KOHTPO/Ib/BUNPOBYBaHHSA cepil -
BHeceHHs ainbHULi ®apma
NoricTike H.B., Benbria ans
imnopTy B €C.; 3MiHuK | TNy -

3a peyenmom

UA/0645/01/01
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Ne Ha3sBsa nikapcbko20

n/n 3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

68.

IBYNMPO®EH-

Tabnetku no 200 mr, no

3MiHu 3 sKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHULTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYHOThCA
BUNYCKY cepii Ta KOHTPOIO AKOCTI
roTOBOrO NiKapCbKOro 3acoby
(3amiHa abo foaaBaHHSA
BMpPOGHMKa, Lo BiAMNOBiAaE 3a
BBE3EHHA Ta/abo BMNYCK cepii) -
He Bkntovatroum
KOHTPO/b/BUNPOBYBaHHSA cepil -
BHeceHHs AinbHuui
BiANOBIA&ILHOI 3a BUMYCK cepii
LWepiHr-Mnay /1a6o H.B., benebris.
3MiHVN BHECEHO [0 IHCTPYKUIi Ans
MeJMYHOr0o 3acTOCYBaHHS
nikapcbKkoro 3acoby A0 po3ginis
"BnpobHuK" Ta
"MicLe3HaxomKeHHs BUPOGHMKa
Ta iloro agpeca micus
NpPoBaKEHHA Aist/IbHOCTI"
[ofaBaHHA BUPOOHYKa, L0
Bignosigae 3a BMNyck cepii, Ta
BiANOBIAHI 3MiHW B TEKCTI
MapKyBaHHS ynakoBku. BeefieHHs
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPAKEHHS; 3MiHK Il Tuny -
3MiHM Wwoao
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy. 3MiHn y
KOPOTKIil XapakTepucTumui
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTpYKLU|i Ans
MEJMNYHOrO 3aCTOCYBaHHSA Yy
3B’AA3KY i3 HOBUMM AaHUMK 3
SAKOCTIi, AOKMIHIYHUMM, KTiHIYHUMK
JaHyMK Ta AaHumn 3
thapmakoHarnagy - 3MiHM BHECEHO
[0 IHCTPYKLIT 4na MeagnyHoro
3aCTOCYyBaHHS Nikapcbkoro 3acoby
[0 po3ainy"B3aemogis 3 iHWMMK
niKkapcbknMmy 3acobamm Ta iHLWi
BMAN B3aEMOIiit". BBeAeHHS 3MiH
NpoTArom 6-Tv MicsLiB nicns
3aTBEPKEHHS

JAPHULA

10 TabNeToK y KOHTYpHIl
YapyHKOBIli ynakoBLyj; no

1,no02a6onob5

MpAT
"GapmaueBTuyHa
ipma "OapHuus"

YKpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuug"

YkpaiHa

BHECEHHS 3MiH 10 peecTpavLiiiHnX
MaTepianis: 3MiHu | Tuny -
nogaHHsa Hosoro CEP (NeR1-CEP

2004-023-Rev 05) ans Adl

6e3 peyenma

UA/2350/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

KOHTYPHUX YapyHKOBUX
YNakoBOK Yy nauLj

ibynpodoeHy Bif, HOBOrO
BMPOGHMKA (J,OMNOBHEHHS)
Shandong Xinhua Pharmaceutical
Co., Ltd., China. {k Hacnigok
BHECEHHS 3MiH [0 po3/iniB:
"YnakoBka"(4oNoOBHEHO
iHchopmauieto woao ynakoskm AdI
3anponoHoOBaHOT AiflbHUL) Ta
"TepMiH NepeKoHTPoNK" (BHECEHO
TEepMiH nepekoHTposo Ad|
3anponoHOBaHOT AiNbHULL); 3MiHW |
TMny - nogaHHA Hosoro CEP
(NeR1-CEP 2008-316-Rev 03) ans
A®I ibynpocpeHy Big HOBOro
BMPOGHMKa (foNoBHEHHS) IOL
Chemicals and Pharmaceuticals
Ltd., India. Ak HacnigoK BHECEHHS
3MiH [0 po3giny
"YnakoBka"(gONOBHEHO
iHbopmauieto woao ynakosky A®I
3anponoHOBaHoT AiNIbHULL); 3MiHN |
TUny: 3MiHM 3 AkocTi. ADI.
KoHTposnb A®I. 3miHa y
napameTpax cneuudikalii Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneuundikauisx Ha A®l, abo
BWXiAHUIA/NPOMIXHWIA
npoAyKT/pearexT, wo
BUKOPVCTOBYIOTHCS Y NPOLEC
BMPO6HULTBA API; CynyTHA 3miHa:
3MiHn 3 sKkocTi. A®l. KoHTponb
A®l. 3miHa y meTogax
BunpobyeaHHA APl abo BUXigHOTO
mMarepiany/npoMixXHOro
npoAayKTy/peareHTy, Wo
BVIKOPVCTOBYETbLCS Y NpoLeci
BMpo6HULTBa AP (iHWi 3MiHN Y
mMeToAax BUNpPoGyBaHHSA
(Bkntovaroun 3amiHy abo
[0noBHEHHs) A®| abo
BMXiZAHOrO/NPOMIXHOro NPOAYKTY)
(6.1.6.2. (1"),IB), po npoekty MKA
N3 ans BXigHOro KOHTPO/IIO Ha
Lito4y peyoBuHy ibynpoceH
BHOCSITbCSA 3MiHN Ta peAaKLiiiHi
YTOYHEHHS p. "3a/InLLKOBI
KiNNbKOCTi opraHiyHnx
PO3UYMHHYKIB". BBEAEHHS 3MIH
npoTsirom 6-TM MicsiliB micns
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3aTBEPMKEHHS; *3MiHV | TUNy:

3MiHu 3 gKocTi. A®l. KoHTponb
A®I. 3miHa y meTogax
BMNpobyBaHHA APl abo BuXigHOTO
mMaTtepiany/npomiKHOro
npoaykTy/peareHty, Lo
BMKOPWCTOBYETLCA Y NPOLIECI
BMpo6HULTBa API (iHLWi 3MiHK Y
mMeTofax BUNPo6yBaHHSA
(Brntovatoum 3amiHy abo
[OMoBHEHHS) APl abo
BWXi4HOrO/MPOMIXHOro NPoAYyKTY);
CynyTHS 3MiHa: 3MiHM 3 AKOCTI.
A®I. KoHTposnb A®L. 3miHa y
napameTpax cneuudikalii Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneuudikauiax Ha A®l, abo
BWXiAHUIA/NPOMIXHWIA
npoAyKT/pearexT, wo
BUKOPVCTOBYHOTHCS Y NPOLECI
BMPOGHUMLTBA AD| 10 NPOEKTY
MKS$A /13 ans BXiAHOro KOHTPO/IO
Ha filody peqyoBuHy ibynpodeH
BHOCSITbCSA 3MiHN Ta peAaKLiiiHi
YTOYHEHHS [0 BifMnoBigHNX
po3ainis: "PO3YMHHICTL"
(PO34MHHICTL B aueToHi P Tay
MeTuneHxnopugi P BUHeCeHo y
po3Ain 3arasibHi BNacTuBOCTI
cy6cTaHuii), "laeHTudikauis”
(po3gin "Apyra igeHTndikauis®
BW/TyYEHO BifNOBIAHO [0 BUMOT
Aoy, 1.4 "MoHorpadii),
"MNpo3opicTb po34nHy"(BHECEHO
nvwe peakuiiHi npaskn'),
"CynpoBigHi AOMiLLKN"(BHECEHO
TepMiHU NPUAATHOCTI PO3YMHIB
BiA4NOBIAHO A0 3BiTY 3 Basigauii),
"Mikpob6ionoriuHa uncrora”
(NpviBegeHHA y BiAMOBIAHICTb f0
BuMor EP), "KinbkicHe
BM3HAYEHHA"(A0NOBHEHO
pO3paxyHKOBO (hOPMY/I0t0
BU3HAYEHHSA BMICTY PEYOBUHMN Y

nepepaxyHky Ha Cyxy peyoBUHY).

BBegeHHA 3MiH npoTArom 6-tm
MiCALIB NiCNa 3aTBEPOXKEHHS;

3MiHM | TUNY: 3MiHK 3 AKoCTi. API.

CT1abinbHicTb. 3MiHa nepiogy
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

NMOBTOPHMX BMNPOGYBaHb/nepiogy
36epiraHHA abo YMOB 36epiraHHs
A®I (3a BigcyTHOCTI Y
3aTBEPAKEHOMY [OCbE
cepTudikarta BiANoOBIAHOCTI
€Bponeiicbkiii hapmakonei, Lo
BK/TIOHAE Mepiog, MOBTOPHOTO
BUNPO6YBaHHSA) A0 NpoekTy MKA
13 onsa BXiAHOrO KOHTPOIO Ha
A®| ibynpodpeH BHOCATLCSA
peAakuiiiHi yTOUHEHHS [0 po3ziny
«YMOBHU
36epiraHHA»(3aTBEPAXKEHO: «B
N/I0THO YKYyNOPEHHOM Tape,
3allMLEHHOM OT CBeTa MecTe,
npu Temnepartype He Bbiwe 25 °
C», 3anponoHoBaHo: «B
opuriHanbHili ynakoBLi npu
Temneparypi He Bulle 25 ° C»);
3MiHK | TUNy: 3MiHK 3 SKOCTI.
FOTOBWIA niKkapcbkuii 3aci6.
KOHTpO/b roTOBOrO iKapCbKoro
3acoby. 3miHa y MeTogax
BMNPOGYBaHHA roTOBOro
nNikapcbKoro 3acoby (iHLWi 3MiHN Y
MeTogax BunpobyBaHb
(Bkntovaroun 3amiHy abo
[LOMOBHEHHS); CYyMyTHS 3MiHa:
3MiHK 3 sKOCTi. FOTOBWIA
nikapcbkuii 3acié. KoHTponb
rOTOBOrO J1iKaPCbKOro 3acoby.
3MiHa napameTpiB cneuudikadiii
Ta/abo fonyCTUMUX MEX roTOBOro
NiKapCbKOro 3acoby - He3HauHi
3MiHM Ta pefakLiiiHi yTOYHEHHS [0
MeTOoZiB KOHTPOO AKoCTi /13
BIANOBIAHO [0 pekoMeHAauiin Ta
cTunictukm 4PY o posainis:
"Onunc"(BHeCEHO pefakuiliHi
npasku), "OfHOPIgHICTb
[030BaHNX OAMHULL" (BHECEHO
pefakuiiiHi npasku), "CynpoBigHi
OOMiwkn" (ONTMMI30BaHO
NPUroTyBaHHS PO3YNHY
nopisHAHHA(D)),
"P034nHeHHA"(BHECEHO YTOUHEHHS
TEepMiHy NpUAaTHOCTI PO3UnHY
NOPIBHAHHSA BiAMNOBIAHO A0 3BITY

Banigauii), "MikpobionoriyHa
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
yncToTa'(NpuBeaeHo y
BigNoBiAHICTb A0 BUMOT EP); yci
po34inv nepeknageHo Ha
YKpaiHCbKy MOBY, Y T.4. po3ginu
"loenTudpikauis”, "KinbkicHe
BU3HAYEHHSA"
69. 130con pO34uH A8 iHgysili no [JouipHe YkpaiHa [JouipHe YkpaiHa BHECEHHS 3MiH 10 peecTpaljiiiHux | 3a peyenmom UA/6817/01/01
100 mn, abo 200 mn, nigNpPUEMCTBO nignpueMcTBO MaTepianis: 3miHu | TUny - 3MiHK 3
a6o 250 mn, abo 400 "papmaTtpeing" "®apmatpeng” sakocTi. CepTudikat

mn, abo 500 mny
KOHTeliHepi (KoXeH
KOHTeNHep [oAaTKOBO
yNakoByOTb Yy N/1iBKY
noniMepHy); no 1
KOHTENHepy B KAPTOHHIM
Kopobui

BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONeiichbkili
thapmaxonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOrO
cepTugikaTa BignoBigHOCTI abo
BUyYEHHS cepTudikata
BiANOBIAHOCTI EBpONeichbkili
hapmakonei: ana Adl; ons
BUXiAHOrO
Marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCA
y BUPO6GHULTBI ADI; ans
[0MOMIXHOT PEYOBUHU
(cepTudpikat BIANOBIAHOCTI
€sponelicbkin hapmakonel) -
HoBuii cepTudikar Big HOBOro
BMpo6HUKa (3amiHa abo
[O0NOBHEHHS) MOA4AHO HOBWIA
cepTudikaTt BignosigHocTi E®, No.
R1-CEP 2006-263-Rev 01 gns
L0401 PEYOBVIHY KaubLyjto
Xnopwgy avrigpaty Bif HOBOrO
BUpobHUKa Macco Organiques,
S.R.O., Yecbka Pecny6nika.
BBegeHHS 3MiH NpoTArom 6-tm
MiCALIB NiCNA 3aTBEPLXKEHHS.
3MiHn Il Tuny - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Onuc
Ta cknag, (iHwi 3miHu) CynyTHSA
3MiHa - 3MiHM 3 aKocTi. FoToBWMiA
nikapcbkuii 3aci6. 3mMiHn y
BUPOGHUUTBI. 3MiHK y npoLeci
BMPOBHMLTBA rOTOBOrO
nNikapcbKoro 3acoby, BKIoYa4n
NPOMIKHUIA MPOAYKT, L0
3aCTOCOBYETLCS MPY BUPOOHULITBI
roTOBOrO JlikapcbKoro 3acoby (iHLi
3MiHM) 3MiHa cknagy Nikapcbkoro
3acoby, a came 3MiHIETbCS
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep

peecmpayiliHo2o

nocsio4YeHHs

chopmyna rigpaty KabLito
xnopuay (To6To, 3MIHIOETLCSA
KiNIbKiCTb NPUESHAHNX MONEKY
BOAVW [0 PEYOBUHN KaslbLiito
Xnopuay; 3aTBepmKeHO:
rekcarigpaT; 3anponoHOBaHoO:
avrigpar), npy UbOMY KiNbKiCTb
L0401 pevOBUHY KasibLiito
Xxnopugy y BogHOMY po3uuHi /13
3a/MweHo 6e3 3MiH. | 5K Hacnigok
o posginy 3.2.P.3.3.0nuc
BMPOBHMYOro npoLecy Ta
KOHTPO/I0 NPOLLECY BHECEHO
He3HauHi KopuryBaHHs Ta
YTOYHEHHS BigNoBigHO A0
rigpaTHoi hopMy/in KasbLiito
xnopuay. 3miH¥ BHeceHi y po3gin
"Cknag" B iHCTpYyKLilO AN1A
MeJMYHOr0o 3acTOCYBaHHS
niKkapcbKoro 3acoby Ta sk
HacnifokK - BIANOBIAHI 3MiHW y
TEKCTi MapKyBaHHS ynakoBKu/
nikapcbKoro 3acoby. BeegeHHs
3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPAKEHHSA

70.

1I30COnN

pO34uH ANs iHQysili no
100 mn, a6o 200 mn,
abo 250 mn, a6o 400
M1, abo 500 mny
KOHTelHepi; no 1
KOHTEiHepY B KapTOHHIl
Kopobui

[ouipHe
nignpMeMCTBO
"®dapmaTpeig"”

YKpaiHa

[JouipHe
nigNpPMEMCTBO
"®apmaTtpeiig”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3mMiHu | TMny - 3MiHK 3
SKocTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO MiKapcbKoro
3acoby. 3viHa napameTpis
cneuudikauin Ta/abo AonycTUMmX
MeX roTOBOrO JlikapCbKoro 3acoby
(3BYXXEHHSA AONYCTUMUX MEX) -
3BY)EHHS JOMYCTUMMX MeX 3a
NoKasHNKOM «KinbkicHe
BU3HAYEHHSA», a Came BU3HaYEeHHs
BMICTY Kaniii-ioHiB, Ka/lbLjiii-ioHIB,
MarHiii-ioHiB, X/10pnA-ioHIB,
aueTarT-ioHiB, y cneuudikauii Ha
TepMiH NpuaaTHoCTI

3a peyenmom

UA/6817/01/01

71.

KANbLJIO
Xnorup,
JOVMAPAT

nopoLUoK (cybeTaHuis) y
MiLLKax nonieTUIeHoBMX
ans hapmauesTnuHoro

3aCTOCYBaHHSA

AT "VIMKo®apma"

Yecbka
Pecny6nika

TOB "MAKKO
OPrAHIKC"

Yecbka
Pecny6nika

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHun | Tuny -
BUAaeHHs 3i cneumdikavii Ta
METOZIB KOHTPOJIHO NOKa3HMKa
"Bapiii" 06ymMmoBneHO
npvBeLEeHHAM Yy BiAMNOBIAHICTb A0
BMMOT MOHorpadii €EP

UA/12853/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
72. KAHABIT PO34MH A1 iH'ekuUii, 10 BB ®apma a.c. Yecbka EAYBiEm dapma CnoBaubka BHECEHHS 3MiH [0 peecTpavuiiiHux | 3a peyenmom | UA/12630/01/01
Mmr/mn no 1 ma B amnyni Pecny6nika c.p.o. Pecny6nika MaTepianis: 3MiHu | Tuny -
3 KOPUYHEBOTO CKa; No OHOB/EHHS cepTuduikary
5 amnyn BMiLyOTb B BIANOBIAHOCTI EBpONechbkil
ynakoBky 3 nnisku PVC; thapmakonei Ne R1-CEP 2003-
no 1 nNacTuKoBili 085-Rev 05 a1 fil0yoil pevyoBnHN
yMakoBLji B KAPTOHHIl hiTomeHagioHy Big BXe
KopooLi 3aTBEPMAKEHOro BMpobHUKa (DSM
Nutritional Products Ltd.,
Switzerland), y 3B’A3ky 3
BUAaNeHHAM nonepenHsol
MoHorpadpii Ne 1036 EP Ta iioro
3aMiHu HOBO MoHorpadieto Ne
3011 EP
73. KAMNEBICTA TabneTkn, BKPUTI MicTtpan Kenitan AHrnisA Pewmegika iTg, Kinp BHECEHHS 3MiH 40 peecTpaLiiHnx 3a peyenmom | UA/17936/01/01
N1iBKOBOK 060/IOHKOLO, MeHempKMeHT Marepianis: 3miHu | Tuny -
no 150 mr no 10 Nimitepn noJaHHsA HOBOro cepTudikara
Tabnetok y 6nictepi; no BIANOBIAHOCTI EBPONENChbkili
6 6nicTepis B nauui 3 thapmakonei Ne R1-CEP 2013-
KapToHy 309-Rev 01 ansa Ajito4oi pevyoBuHU
Capecitabine Big HOBOro
BMpo6Huka ACEBRIGHT (INDIA)
PHARMA PRIVATE LIMITED
74. KAMEBICTA TabneTkn, BKPUTI MicTtpan Kenitan AHrnisA Pemegika iTg, Kinp BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom | UA/17936/01/02
N1iBKOBOK 060/I0HKOMO, MeHeKMeHT mMaTtepianis: 3MiHu | Tuny -
no 500 mr no 10 Nimiteq nofaHHsa HOBOro cepTudpikara
Tabnetok y 6nictepi; no BIANOBIAHOCTI EBpONechbkili
12 6nicTepis B nauuj 3 hapmakonei Ne R1-CEP 2013-
KapToHYy 309-Rev 01 ans Aitoyoi pevyoBuHU
Capecitabine Big HoBOro
BMpo6Huka ACEBRIGHT (INDIA)
PHARMA PRIVATE LIMITED
75. KAPAVKET® TabneTkn 3eHTiBa, K.C. Yecbka BrnpobHuk HimeuunHa BHECEHHS 3MiH 40 peecTpaLiiHnx 3a peyenmom UA/4491/01/01
PETAP/, NpPOoNOHroBaHoi Aji no 20 Pecny6nika Hepo3dhacoBaHOl MaTtepianis: 3MiHu | Tuny -
mr, no 10 TabneTok y npoaykLuii Ta aAMiHiCTpaTVBHI 3MiHW. 3MiHa
6nicTepi; no 5 6nictepis KOHTPO/b SKOCTI: HaliMeHyBaHHs Ta/abo agpecu
B KapTOHHIi kKopo6uyi Elicika MiCLS MPOBAMKEHHS AiANIbHOCTI
dapmacboTukans BUPOGHMKa (BK/THOYaKOUK, 3a
v6X, HimeuunHa,; Heob6XiAHOCTI, MicLe NPOBEeAEHHS
Bnpo6HMK KOHTPO/O AKOCTI), ab0 BnacHuKa

BiNOBIAabHUIA 3a
KOHTPO/Tb AKOCTI
Hepo3dhacoBaHOl

npoayKLjii:
Elicika

macTep-aiina Ha Adl, abo
noctavyanbHuka Adl/BuxigHoro
MaTtepiany/peareHTy/npomiKHOro
NPOAYKTY, LU0 3aCTOCOBYHTLCA Y
BMPO6GHULTBI ADI (sIKW0
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
dapmMacbloTUKaI3 3a3HayeHo y AOCbE Ha JiKapCbKuii
M6X, HimeyunHa,; 3acib) 3a BigCYTHOCTI cepTudpikata
MepBrHHE Ta BiNOBIAHOCTI E€BpPONENChKiit
BTOPUHHE thapmakonei y 3aTBepaKeHoMy
nakyBaHHS: focbe, abo BMPOOHMKa HOBOT
Elicika [,0MOMDKHOT pevyoBUHU (SIKLLO
dapmMacbloTUKaI3 3a3HayeHo y [JOCbE) - 3MiHa Ha3BuW
'M6X, HimeyunHa, Ta OHOBJ/IEHHS afpecu (6yno:
Brpo6HMK Shannon Industrial Estate,
BiANOBiAA/IbHWIA 32 Shannon, Co. Clare, ctasno:
BUNYCK cepil: Shannon Industrial Estate,
Elicika Shannon, Co. Clare, V14 FX09)
dapmacbloTrKan3 BigNoBigHO Ao JliueHsii Ha
v6X, HimeuunHa BUPOGHMLTBO BUPOGHUKa ADI
i3ocop6ify AvHITpaTy, 6€3 3MiHu
MiCLii BNPOBAKEHHS AiS/TbHOCTI.
BHeceHHs 3MiH o MKA N13 y
po3ain «Cknaa»: MponoHoBaHa
pepakuis: Eirchem Pharma
Services Limited, IpnaHgis
76. KAPAVKET® TabneTtkn 3eHTiBa, K.C. Yecbka Brnpo6Huk HimeuunHa BHECEHHS 3MiH 40 peecTpaLiiHnx 3a peyenmom UA/4491/01/02
PETAPL NPOJIOHroBaHoi Aji no 40 Pecny6nika Hepo3dacoBaHoi Marepianis: 3miHu | Tuny -
Mmr no 10 TabneTok y npoAaykuii Ta afMiHICTPaTUBHI 3MiHW. 3MiHa
6nicTepi; no 5 6nictepis KOHTPO/b AKOCTI: HallmeHyBaHHs Ta/abo agpecu
B KapTOHHIi kopo6ui Eiicika MiCL MPOBAKEHHS AiS/TIbHOCTI
dapmMacbloTukan3 BMPOGHMKa (BKItOYatouun, 3a
v6X, HimeuunHa; HeobXigHOCTI, MicLe NpoBeAeHHSA
Brpo6HMK KOHTPO/O SKOCTi), ab0 BriacHuka

BiANoBigabHUIA 3a
KOHTPO/b AKOCTI
Hepo3dacoBaHoi

NpOAYKLUiT:
Elicika
PapmacboTVKan3
M6X, HimeuuunHa,;
MepBuHHE Ta
BTOPUHHE
naKyBaHHs:
Elicika
PapmacboTrKan3
M6X, HimeuuunHa,;
Brpo6HMK
BiANOBiAa/IbHWIA 3a
BUNYCK cepil:
Elicika
PapmacboTVKan3
'M6X, HimeuunHa

macTep-aiina Ha Adl, abo
noctavyanbHuka Adl/BuxigHoro
Marepiany/peareHTy/npomMiKHOro
NPOAYKTY, LU0 3aCTOCOBYOTLCA Y
BMPOOHULTBI ADI (AKLLO
3a3Ha4YeHo y J0CbE Ha NikapCbkuii
3acib) 3a BiACYTHOCTI cepTudpikara
BIANOBIAHOCTI EBPONENChKili
hapmakonei y 3aTBepAXeHOMY
nocbe, abo BUPOOHUKA HOBOI
[,0MNOMIXHOT PeYOBUHU (SIKLLO
3a3HayeHo y A0CbE) - 3MiHa Ha3BU
Ta OHOBJIEHHA afpecu (6yno:
Shannon Industrial Estate,
Shannon, Co. Clare, ctano:
Shannon Industrial Estate,
Shannon, Co. Clare, V14 FX09)
BigNoBigHO Ao JliueHsii Ha
BUPOGHMLTBO BUPOGHUKA ADI
i3ocop6ify AvHITpaTy, 6€3 3MiHu
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6nictepi; no 1 6nictepy
B nauui

cneuudikauii Ta meTogax
KOHTpono A®I ETunosuii edpip o -
6pomizoBasiepiaHOBOI KNC/IOTH;
3MiHN | TURNY - BUNYYEHHA
BUpo6HMKa BAT "Yconbe -
CuBIpCbKMit Ximiko-
hapmavneBTMYHMIA 3aBo4"
aKTUBHOI PEYOBVHN €TUMOBUIA
edhip a-6pomizoBasiepiaHoBOT
KNCNOTK, L0 BXOANTb A0 cknagy
roTOBOrO NikapcbKoro 3acooby.
CynyTHS 3MiHa - 3MiHU 3 SKOCTI.
A®I. KoHTponb A®I - BignoBigHoO
NPONOHYIOTLCS 3MiHW Y
cneumdikuail Ta meTogax
KoHTponio A®I(BAH/): 3miHa
HOpMyBaHHS TecTy "CynpoBifHi
OOMILLKW", 3MiH& METOAMNKM
npoBefieHHA TecTy
"Mikpob6ionoriyHa yncrora” Ta
BW/TYYEHHS 3a3HAaYEHHS BULY
yMNakoBKW, MapKyBaHHSA Ta TePMiHY
NpVAATHOCTI ANSA LbOro
BMPOGHMKA; 3MiHY | Tuny -
BW/TyYEHHS BUAIB NEPBUHHOT
ynakoBku A®| ETunoswuii edip o -
6pomizoBasiepiaHOBOT KNCOTH, SAKi
GinbluUe He BUKOPUCTOBYIOTHCS;
3MiHU | TUMY - YTOYHEHHS
hOpMy/IHOBaHHSI HOPMYBaHHSI
TecTy "KinbkicHe BU3HAYeHH:A" y
crneundikavii Ta meToauLi
KOHTPOJI0 SIKOCTI MPOMIDKHIO
npoaykty "Komnnekc onii M'aTun 3
- LMKNOAEKCTPUHOM"; YTOUHEHHS
METOAVKM, MOB A3aHe 3 Ki/IbKiCTHO

npo6wu, Wo BiAGUPAaETLCS: - B TECTI

"KinbKicHe BU3HAYEHHS" B

METOAMLi KOHTPOJIHO AKOCTI

Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
MiCLii BNPOBAKEHHS AiS/TbHOCTI.
BHeceHHs 3MiH o MKA N13 y
po3ain «Cknaa»: MponoHoBaHa
pepakuis: Eirchem Pharma
Services Limited, IpnaHgis
77. KAPAITAB® IC TabneTkn, BKPUTI ToBapucTBO 3 Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHnx 6e3 peyenma | UA/15572/01/01
PITO NNiBKOBOK 060/TI0HKOI0 [04aTKOBOK [04aTKOBOK Marepianis: 3miHu | Tuny -
no 10 TabneTtok y BiANOBIAANIbHICTIO BiANOBIAANILHICTIO 3BY)XEHHSI HOPMYBaHHS TeCTy
"IHTEPXIM" "IHTEPXIM" "KinbkicHe B13HaueHHs" y
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

NPOMIKHOro NpoAykKTy «Komnnekc
onimatTn 3 B -
LMKNOAEKCTPUHOM", - B TECTaX
"KinbkicHe BM3HaueHHs" Ta
"OfHOpIgHICTL BMICTY" B MeTOAMLUI
KOHTPOJI0 AKOCTi NPOMIDXHOrO
npoayKTy "Komnsiekc eTns1oBoro
edipy o - 6pomizoBasiepiaHOBOI
KUCNOTN 3 B - LUKNOAEKCTPUHOM",
3MiHY | TUMy - 3MiHK y
cneuudikavii Ta meTogax
KOHTPOJIO SKOCTI AOMOMDKHUX
peyoByH: - cTapnak (3a
nokasHukom "MikpobiosnoriyHa
ynctoTa", "PO3UMHHICTL"), - HATPIO
Kpockapmesio3a (3a nokasHukamm
"Onuc", "laeHTudikauin®,
"PO3UMHHICTL"), - KDEMHIO fiokcng,
KonoigHwin 6e3sogHni (3a
nokasHnkamm "PO34YNHHICTL"),-
MarHito cteapart (3a nokasHvkamu
"PO3unHHICTB", "KMCNOTHICTL 260
NYXHICTB"), - B - UMKNOOEKCTPUH
(3a nokasHukamu "Onuc",
"laeHTudikauis", "PO34nHHICTB",
"CynposigHi gomiwkn", "KinbkicHe
BU3HAYEHHA"), - KasTbLijl0
rigpochboccpar aurigpat (3a
nokasHukamu "lgeHTudikauis',
"PO34MHHICTB"), - KPOCNOBIAOH (3a
nokasHukamu "“lgeHTuchikauis”,
"PO34YMHHICTL") 3MiHN 06YMOB/IEHI
HeoOXiHICTIO NpYBEeAEHHS
cneuudikaLiin Ta meTogis
KOHTPO/II0 SIKOCTi Y BifNoBigHICTb
[0 BUMOT EBPONENCHKOI
hapmakonei Ta PY gitoyoi
pefakuii; 3MiHW | TUNy - yTOYHEHHS
hOpMy/HOBaHHSI HOPMYBaHHS
TecTy «MikpobionoriyHa uncroTax.
3anponoHoBaHi 3MiHU 06YMOB/IEHI
npuBeAeHHsAM Y BIANOBIAHICTb A0
BvMor [1®Y aitoyoi pegakuii; 3MiHN
| TMNY - yTOYHEHHA
hOpMy/HOBaHHSI HOPMYBaHHS
TecTy «PO34YMHEHHA».
3anponoHoBaHi 3MiHU 06YMOB/IEHI
npuBeAeHH:AM Y BIANOBIAHICTb A0

BuMor AdY firoyoi pedakuii; 3mMiHn

74




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

| TMNY - yTOYHEHHA
hopMy tOBaHHIO HOPMYBaHHS
TecTy "OfHOpIgHICTb 4030BaHNX
oavHuup" (i3 BigNoBigHOO
CYyMyTHbO 3MIHOI Y cnevumdikau;ii
Ta MeTofax KOHTPOSI0 SAKOCTI
MPOMDKHOIO NPOAYKTY
"Hepo3dacosaHi Tabnetkn");
3MiHK | TUNY - AONOBHEHHSA
cneuudikaLii Ta MeTogiB
KOHTPOJTH0 NePBUHHOIO
nakyBasibHOro Matepiany N3
nniBka NosiBiHiNXJ0puaHa TeCcTom
"lgeHTudpikauisa " 3 BignosigHUM
MeTOLOM BUNPOBYBaHHSA

78.

KAPTAH

pO34MH ANA iH'eKuid no 1
r/5 Mn no 5 mn B amnyni;
no 5 amnyn y kapTOHHii
ynakoBL;

OEMO CA
dapmacboTuKan
IHpacTpi

Ipevis

OEMO CA
PapmacboTuKan
IHpgacTpi

Ipeuis

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

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHVX AaHWX Npo
cuctemy hapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy chapmakoHarnsgy,

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

KOHTaKTHOT 0CO6U YNOBHOBaXKEHOT

0co6u 3asBHKKa, BiANOBiAa/IbHOT
3a hapmakoHarnag B Ykpaii.
MponoHoBaHa pepakuis: Icaesa
Enina €sreHisHa. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI
0cobu ynoBHOBaXeHOT 0cobum
3asBHVKa, BigNoBiAa/IbHOT 3a
thapmakoHarnag B Ykpaini

3a peyernmom

UA/15595/01/01

79.

KAPTAH

pO34nH opasbHuiA 1 /10
M1 1o 10 ma B amnyni;

OEMO CA
PapmacboTuKan

peuis

OEMO CA
PapmacboTuKan

Ipeuis

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

6e3 peyenma

UA/15595/02/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

no 10 amnyny
KapTOHHIA nauL;

IHpacTpi

IHpacTpi

LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs a6o
3MiHW [0 y3ara/lbHEHUX JaHuX Npo

cuctemy chapmakoHarnsagy

(BBEAEHHSA y3araslbHEHVX AaHUX

npo cuctemy capmakoHarnsgy,

3MiHa YyNOBHOB&XeHOI 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
thapmakoHarnagy; KOHTakTHoOl
0ocobu 3 hapmakoHarnsgy
3aABHUKa 419 34iACHEHHS
thapmakoHarnagy B YkpaiHi, SKLo
BOHa BifMiHHA Bif, yNIOBHOBaXXEHOI
ocobu, BignoBifanbHOI 3a
3pjiicCHeHHs1 hapmakoHarnagy
(BK/IHOYAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnsgy) - 3miHa
KOHTaKTHOT 0CO6U YNOBHOBaXEHOT
ocobu 3asBHUKA, BiANOBIAAUTbHOI
3a hapmakoHarnag B Ykpaii.

MponoHoBaHa pefakuis: Icaesa

Enina €sreHisHa. 3miHa
KOHTaKTHUX aHNX KOHTaKTHOT
0Cco6M YNoBHOBaXKEHOI 0Cco6YU
3asBHMKa, BiANOBIAaIbHOT 3a

hapmakoHarnsg B YkpaiHi

80.

KACEH/TAKC

NOPOLUOK A5t
OpaJIbHOr0 PO34MHY NO
10, 10 a6o 20 cawe y
KapTOHHIlA KOpooLi

KaceH Pekopgaari,
C..

IcnaHis

KaceH Pekopaari,
C..

IcnaHis

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

thapmakoHarnsgy. BeefeHHus abo

3MiHW [0 y3arasibHEHUX JaHuX Npo
cuctemy thapmakoHarnsagy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy apmakoHarnsgy,

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

6e3 peyenma

UA/14473/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
thapmakoHarnsgy) - 3miHa
KOHTaKTHOI 0CO6M 3asBHUKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnag B YkpaiHi.
MponoHoBaHa pegakuis:
BonowwHa AHacTacis
AHaToniiBHa. 3MiHa KOHTaKTHUX
[aHuX KOHTaKTHOI ocobu
3asBHMKa, BiANOBIAaIbHOT 3a
thapmakoHarnsg, B YkpaiHi
81. KBETUKCO/ TabneTtku, BKPUTI 3AT "dapmnira” JInToBCbKa AkTasic /114. ManbTta BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom | UA/13882/01/01
N1iBKOBOK 060/IOHKOIO, Pecny6nika marepianis: 3MiHN | TUMY - 3MiHW
no 25 mr, no 10 BHeCeHi [0 iHCTPYKUil Ans
Tabnetok y 6nictepi, no MeAUYHOro 3acToCyBaHHS
3 6nicTepu y KapTOHHIN nikapcbKoro 3acoby y po3ginu
nauuj "Oco6nMBOCTI 3aCTOCYBaHHSA",
"Mo6ivHi peakuii” BignoBigHO A0
OHOB/IEHOT iHdhopMaLii 3 6e3neku
[ilo4oi peyoBrHN. BBeeHHS 3MiH
NpoTArom 6-Tv MicALiB nicns
3aTBEPMKEHHS
82. KBETUKCO/N TabneTku, BKpUTI 3AT "®apmnira” JNnToBCcbKka AkTasic /1T4. ManbTa BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyenmom | UA/13882/01/02
NAiBKOBOK 0O0/IOHKOHO, Pecny6nika marepianis: 3MiHW | TURY - 3MiHK
no 100 wmr, no 10 BHECEHI [0 iIHCTPYKUii ans
TabneTok y 6nictepi, no MeAMYHOr0o 3acTOCYBaHHS
3 6nicTepU y KapTOHHIN niKapcbKoro 3acoby y po3ainv
nauui "Oco61MBOCTI 3aCTOCYyBaHHA",
"Mo6iuHi peakuyii" BignoBigHO A0
OHOB/EHOT iHhopMmaLlii 3 6e3neku
Ail4oi peyoBrHN. BBefeHHS 3MiH
NpoTArom 6-Tv MicALiB nicns
3aTBEPAXKEHHS
83. KBETUKCO/ TabneTkn, BKPUTI 3AT "dapmnira” JInToBCbKa AkTasic /1T4. ManbTa BHECEHHS 3MiH 40 peecTpaLiiHnx 3a peyenmom | UA/13882/01/03
N1iBKOBOK 060/I0HKOMD, Pecny6nika marepianis: 3MiHW | TUNY - 3MiHK
no 200 mr, no 10 BHeCeHi 0 iHCTPYKLiT Ans
TabneTtok y 6nictepi, No MeAUYHOro 3aCTOCyBaHHs
3 6nicTepu y KapTOHHIN nikapcbKoro 3acoby y po3ginu
nauui "Oco6nmBOCTI 3aCTOCYyBaHHA",
"Mo6iyHi peakuii” BigNoBigHO A0
OHOBJIEHOI iHhopMaLii 3 6e3neku
AioY4oi peyoBrHU. BBefeHHs 3MiH
NpoTSArom 6-Tv MicsLiB micns
3aTBEPAKEHHS
84. KBETUPOH 100 TabneTkn, BKPUTI TOB "ACIHO YkpaiHa TOB "dapma Crapt" YkpaiHa BHECEHHS 3MiH [10 peecTpauiiHnX 3a peyenmom | UA/8372/01/02
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
N/1iBKOBOK 0BGOJIOHKOO YKPAIHA" marepianis: 3MiHN | TUMY - 3MiHK
no 100 mr; no 10 BHECEHI [0 iHCTPYKUii ans
Tabnetok y 6nictepi; no MeJNYHOro 3aCTOCyBaHHS
1, 3 abo 6 6nicTepis B nikapcbkoro 3acoby y
KapTOHHI navwi po3ainn"OcobnmBocTi
3actocyBaHHs", "MobiuHi peakwi"
BiMNOBIAHO A0 OHOB/IEHOT
iHbopmauii 3 6e3nekun giroyoi
peyoBuHW. BBeEHHSA 3MiH
npoTArom 6-Tm MicAuiB nicns
3aTBEPAXKEHHS
85. KBETWUPOH 200 TabneTkn, BKPUTI TOB "ACIHO Ykpaina TOB "dapma CrapT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom | UA/8372/01/03
N/1iBKOBOK 060/TI0HKOIO YKPATHA" marepianis: 3MiHU | TUMY - 3MiHW
no 200 mr; no 10 BHECEHI [0 iIHCTPYKUii aNns
Tabnetok y 6nictepi; no MeJNYHOro 3aCTOCyBaHHS
1, 3 abo 6 6nicTepis B nikapcbkoro 3acoby y
KapTOHHI navui po3ainn"OcobnmBocTi
3actocyBaHHs", "lNo6iyHi peakuji"
BiMNOBiAHO A0 OHOB/IEHOT
iHbopmauii 3 6e3nekun giroyoi
peyoBuHW. BBeEHHSA 3MiH
npoTArom 6-Tu MicAuiB nicns
3aTBEPAXKEHHS
86. KBETUPOH 25 TabneTkn, BKPUTI TOB "ACIHO YkpaiHa TOB "dapma Crapt" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom | UA/8372/01/01
N1iBKOBOK 060/1I0HKOO YKPATHA" marepianis: 3MiHW | TUNY - 3MiHK
no 25 mr; no 30 BHECEHI [0 iHCTPYKUii ans
Tabnetok y 6nictepi; no MeANYHOro 3aCTOCYBaHHS
1 6nicTepy B KapTOHHiIl nikapcbkoro 3acoby y
nauui po3ainn"OcobnmBocTi
3acTocyBaHHs", "lNo6iyHi peakui"
Bi4NOBIAHO A0 OHOB/EHOT
iHbopmaii 3 6e3neku giroyoi
peyoBuHW. BBEAEHHS 3MiH
NpoTArom 6-Tv MicALiB nicns
3aTBEPAXKEHHS
87. KITPYAA® KOHLEHTpaT ans Mepk LWapn i Joym LLIseliyapis BMPOGHMK Ipnangis/ BHECEHHS 3MiH 40 peecTpaLiiHnx 3a peyenmom UA/16209/01/01
pO34nHy Ans iHdysil, 25 IOEA TM6X Hepo3dhacoBaHOl HigepnaHnan MaTtepianis: 3MiHu | Tuny -
Mr/MA; Mo 4 mn NpoAYKL,T, KOHTPOsb / AOMiHICTpaTMBHI 3MiHU. 3MiHa
KOHLEHTpaTy Yy th/1aKkoHi; SKOCTi Ta Benvka HaliMeHyBaHHs Ta/abo agpecu
no 1 cpnakoHy 3 TecTyBaHHs BpuTaHis/ 3asBHVKa (Bf1acHuKa
npenaparom B cTabinbHoCTI, HimeuunHa peecTpaLiiHoro NocBiAYeHHs) -
KapTOHHI KOpoOLyi nepBrHHE /Benbria 3MiHa agpecu 3asBHMKa (BlaCHMKa
nakysaHHsa: MC/, peecTpauiiiHoro NocBigYeHHS);
IHTEepHeLHN 3MiHM | TUny - 3MiHK WoAao

'MEX/MC/, IpnaHgis

6e3nekn/edeKTNBHOCTI Ta
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
(Kapnoy), IpnaHgjs; thapmakoHarnsgy. BeegeHHs abo
KOHTPO/b SKOCTi Ta 3MiHU [0 y3araslbHEHNX AaHnX Npo
TeCTyBaHHS cuctemy chapmakoHarnsagy
cTabinbHocTi: MCL (BBEAEHHSA y3araslbHEHUX AaHNX
IHTepHeLUHN npo cucTemy thapmakoHarnsgy,
M6X/MCA IpnaHgais 3MiHa yNOBHOB&XeHOI 0cobu,
(BpiHHi), IpnaHgis; BiANOBIAA/IbHOI 3a 34iiCHEHHS
H.B. OpraHoH, thapmMakoHarnagy; KOHTaKTHOI
HigepnaHaw; 0ocobu 3 hapmakoHarnsgy
KOHTPO/1b SIKOCTi Ta 3aABHUKa 419 3MiICHEHHS
TecTyBaHHA thapmMakoHarnagy B YkpaiHi, KO
cTabinbHOCTI: BOHa BifMiHHa Bif, yNOBHOBaXEHOI
aKTMBHICTb ELISA, 0ocobw, BignoBigasibHOI 3a
iaeHTuikauia 3a 3[iiCHEeHHs1 hapMakoHarnsay
aKkTuBHICTIO ELISA: (BKNHOYAKOUN KOHTAKTHI faHi)
KosaHc JlabopaTtopi3 Ta/abo 3MiHV y PO3MILLEHHI
NimiTen (KosaHc), MacTep-caiina cucremm
Benwuka bBputaHis; thapmakoHarnagy) - 3miHa
TecTyBaHHSA KOHTaKTHUX JaHWX YNOBHOBaXKEHOT
cTabiNbHOCTI: 0co6u 3asBHKKa, BigNoBigas/IbHOT
TeCTyBaHHsA 3a hapmakoHarnag. 3miHa micus
LiNicHOCTI 3aKpUTTS 3[iiCHEHHS] OCHOBHOI AisiNIbHOCTI 3
KOHTelHepy: chapmakoHarnsgy. 3miHa
HysicaH 62X, MiCLLe3HaX04KEHHS MacTep-
HimeuumnHa; thaiina cuctemun chapmakoHarnsgy
BTOPWHHE
nakyBaHHSA Ta
MapKyBaHHS, A403Bif
Ha BUMyCK cepii:
LepiHr-Mnay a6o
H.B., Benbris
88. KnonigorrPE/b- TabneTku, BKpUTI TOB "CaHodi- YkpaiHa CAHO®I BIHTPOI ®paHuis BHECEHHS 3MiH 10 peecTpaljiiiHux | 3a peyenmom UA/11825/01/01
CAHO®I NAiBKOBOK 060/IOHKOHO, ABeHTIC YKpaiHa"

no 75 mr; Ne 14 (14x1):
no 14 tabnetok y
6nictepi; no 1 6nictepy
B KapTOHHIi Kopo6Li; Ne
30 (30x1), Ne 90 (30x3):
no 30 TabneTok y
6nictepi; no 1 abo no 3
6nicTepy B KAPTOHHIi
Kopobui

IHOACTPIA

MaTepianis: 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
BMpPOGHUK/IMNOpTEp, BKIOYaKUM

BWMNYCK Cepiit) - 3MiHa
HaliMeHyBaHHS Ta agpecu
BUpoGHMKa [N13 , 6e3 3MiHKn Micus

BMPOGHMLTBA. 3MiHW BHECEHO B

iHCTPYKLi0 AN MeguyHoro
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3aCTOCyBaHHSA LWOA0
HaliMeHyBaHHA Ta
MiCLie3HaXO)KEHHS BUPOOHMKA 3
BiANOBIAHMMW 3MiHAMMW Y TEKCTI
MapKyBaHHS YNakoBKW Nikapcbkoro
3acoby. BBefieHHs 3MiH NpOTSArom
6-TK MicALIB Nic/1a 3aTBEPMKEHHS
89. KO-AUPOTOH® Tabnetkn, 10 mr/12,5 mr; BAT "T'efeoH YropwmHa KOHTPO/b AKOCTi Ta Monbwa/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/8634/01/01
no 10 TabneTok y PixTep" BWMNYCK Cepil; YropumHa marepianis: 3MiHu | TUnNy - 3MiHN 3
6nicTepi; no 1 abo no 3 BMPOGHMLTBO SKoCTi. [0TOBWIA Nikapcbkuii 3aci6.
6nicTepy y KapTOHHIl Hepo3dgacoBaHOl 3MiHV Y BUPOBHULTBI. 3MiHN Y

ynakoBLi

NpoAyKLUii, NepBUHHA
yrnakoBKa, BTOPUHHA
ynakoska: TOB
"l'epeoH Pixtep
Monbwa”, NMonbLa,;
BUNycK cepii: BAT
"'epeoH PixTep",
YropwmHa

npoLeci BUpO6HULITBA FOTOBOTO
nNikapcbKoro 3acoby, BKIoYa4n
NPOMIKHUIA NPOAYKT, L0
3aCTOCOBYETLCS MPY BUPOOHULITBI
roTOBOrO JlikapcbKoro 3acoby (iHLi
3MiHW) - BHECEHHS 3MiH [10 po3ainy
3.2.P.3.3. Onuc BUpo6HMYoro
npoLiecy Ta KOHTPOJI0 Npouecy,
30kpema: - Ha Ctagii 1.
MpocitoBaHHSA Ta 3BaXyBaHHS:
3a3HavYeHHs po3mipy cuta “He
MeHLwe 0,4 MM" 3aMiCTb "He
6inbwe 0,4 Mmm"; - Ha CTagii 2.
MepewmilyBaHHS Ta NPOCitOBAHHS:
3a3Ha4yeHHs po3mipy cuta " 0,1
MM" 3amicTb "0,10 mm"; - Ha CTtagii
5. Cyluka 3 NceBA0po3pigKeHNM
LIapoM: 3a3HayeHHs Temnepatypu
BXOAY MoBipTsa "He binblue 55° C"
3amicTb "55° C"; rapmoHi3auis
KpUTEpIiB NPUIAHATHOCTI Woa0
3a/IMLWKOBOI BONOrocTi; - Ha Ctagji
7. [ogaBaHHS AOMOMIKHUX
PEYOBUH 30BHSALLUHBLOI hasu:
BW/TYYEHHS iHchopmaLii woao
NpocitoBaHHS; 3MiHuM | TUny - 3MiHK
3 KOCTi. FoTOBWMIA NikapcbKuii
3aci6. Onuc Ta cknag,. 3miHa y
cknagi (4oNoMKHUX peyoBUHAX)
roTOBOrO NiKapCbKOro 3acoby (iHLwi
3MiHW) - BHECEHHS 3MiH 40 po3giny
3.2.P.1. Onuc i cknag nikapcbkoro
3acoby, 30Kpema: - KoperyBaHHs
KiNbKOCTi MisnHONpuway gurigpaty 3
10,89 mr Ha 10,88 mr
(BUNpaBfeHHA TEXHIYHHOT
NMOMWJIKW); - KOPeryBaHHS KiflbKOCTI
KasibLito rigpodhocdpaTy aurigpar 3
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

136,80 mr Ha 135,92 mr
(BAaneHo KinbkicTe 6€380HOr0
KanbLito rigpodpocdarty); -
3a3HayveHHs BiACOTKOBOI KifIbKOCTi
iHrpeieHTiB A0 TPbOX 3HaKIB Micns
KoMW. BBEAEHHS 3MiH NpoTArom 6-
TV MicsILiB Nicns 3aTBEPOKEHHS.
3MiHu BHeceHi y po3gin "Cknag" B
IHCTPYKLil0 ANA MeAnyHOro
3aCTOCYyBaHHS Nikapcbkoro 3acoby
Ta AK HacNigokK - BiANOBIAHI 3MiHU
y TEKCTi MapKyBaHHS yNakoBKn
NiKapcbKoro 3acoby

90.

KO-AMPOTOH®

Tabnetkn, 20 mr/12,5 mr;
no 10 TabneTtok y
6nicTepi; no 1 abo no 3
6nicTepy y KapTOHHIl
ynakoBLi

BAT "TeneoH
PixTep"

YropumHa

KOHTPO/b AKOCTi Ta
BWMNYCK Cepil;
BMPOGHMLTBO

Hepo3dhacoBaHOl
NpoAyKLii, NepBUHHA
yrnakoBKa, BTOPUHHA

ynakoska: TOB

"l'epeoH PixTep
Monbwa”, NMonbLa,;

BUNycK cepii: BAT

"'epeoH PixTep",

YropwmHa

Monbwa/
YropumHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHu | TUnNy - 3MiHN 3
SKocTi. [0TOBWIA Nikapcbkuii 3aci6.
3MiHV Y BUPOBHULTBI. 3MiHN Y
npoveci BUpO6HULITBA FOTOBOTO
nNikapcbKoro 3acoby, BKIoYa4n
NPOMIKHUIA NPOAYKT, L0
3aCTOCOBYETLCS MPY BUPOOHULITBI
roTOBOrO JlikapcbKoro 3acoby (iHLi
3MiHW) - BHECEHHS 3MiH [10 po3ainy
3.2.P.3.3. Onuc BUpo6HMYOro
npoLecy Ta KOHTPOJI0 Npouecy,
30kpema: - Ha Ctagii 1.
MpocitoBaHHSA Ta 3BaXyBaHHS:
3a3HavYeHHs po3mipy cuta “He
MeHLwe 0,4 MM" 3aMiCTb "He
6inbwe 0,4 Mmm"; - Ha CTagii 2.
MepewmilyBaHHS Ta NPOCitOBAHHS:
3a3Ha4veHHs po3mipy cuta " 0,1
MM" 3amicTb " 0,10 MM" ; - Ha
Cragii 5. Cywka 3
NCceBAOPO3PIMKEHNM LLAPOM:
3a3HayeHHs TemMnepaTtypv Bxoay
noBipTa "He Ginblue 55° C"
3amicTb "55° C"; rapmoHi3auis
KpuTepiiB NPUAHATHOCTI Wo40
3a/IMLLKOBOI BOOrOCTi; - Ha CTagii
7. JofaBaHHA AOMOMDKHUX
PEYOBUH 30BHALLHBLOT dhasun:
BWTyYEHHS iHhopMaLii Wwoao
NPOCitoBaHHs; 3MiHM | TUNY - 3MiHN
3 AKOCTi. F0TOBWIA NiKaPCbKNii
3aci6. Onuc Ta cknag. 3miHa y
cknagi (40NoMiKHUX peyoBUHaXx)
rOTOBOrO J1iKapCbKOro 3acoby (iHLwi
3MiHW) - BHECEHHS 3MiH 10 po34iny

3a peyenmom

UA/8634/01/02

81




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3.2.P.1. Onuc i cknag nikapcbkoro
3acoby, 30Kpema: - KoperyBaHHs
KiNbKOCTi nisuHonpuay aurigpaty 3
20,77 mr Ha 20,76 mr
(BUNpaBneHHA TEXHIYHHOT
NMOMWJIKW); - KOPEeryBaHHs KiflbKOCTI
KanbLjto rigpodpocdpaty gurigpar 3
136,70 mr Ha 134,94 mr
(BganeHo KinbkicTb 6€380HOro
KanbLjto rigpodhocdarty); -
3a3HayvyeHHs BiICOTKOBOI KifIbKOCTi
iHrpedieHTiB [0 TPbOX 3HaKiB nicns
KOMMW; - KOperyBaHHs BifiCOTKOBOI
KiNbKOCTI OKCKAy 3ani3a XOBTOro
(E 172) 3 0.028 % Ha 0,038 %
(BNpaBneHHA TEXHIYHHOI
NOMWJIKW); - B OMUCI KPOXMaJs1o
npexenaTrHi3oBaHoro
KOHKPETM30BaHO - KYKYPYA3SHWIA
Kpoxmasib. BBefeHHs 3MiH
npoTArom 6-T1 MicAuiB nicns
3aTBEPKEHHS. 3MiHN BHECEHI Y
po3ain "Cknag" B iHCTPYKLiO Ans
Me[NYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby Ta Ak
Hacnigok - BignoBigHi 3MiHW y
TEKCTi MapKyBaHHS1 ynakoBKu
NiKapcbKoro 3acoby

91.

KOH®YHAYC®
TPIO

TabneTtku, BKPUTI
060/10HKO0, Mo 150
mr/37,5 mr/200 mr in
bulk: no 100 Ta6bneTtok y
donakoHi, no 60
h/1aKOHIB B KApPTOHHIl
TPaHCMOPTHIl ynakoBLj

OpioH KopnopeiiluH

PiHNAHAIA

OpioH KopnopeiiiuH,
PiHNAHgIA:
AnbTepHaTVUBHUIA
BUPOGHMK, L0
3[iICHIOE NEpPBUHHE
Ta BTOPVHHE
nakyBaHHs: OpioH
KopnopeiiH,
diHNAHAIA;
AnbTepHaTUBHUIA
BMPOGHVK, LLO
3[iICHIOE KOHTPO/b
AKocTi: KBiHTa -
AHaniTika c.p.o.,
Yecbka Pecnybnika

PiHnaHpia/
Yecbka
Pecny6nika

BHECEHHS 3MiH [10 peecTpaviiiHnx
marepianis: BUNpaBieHHA
TEeXHIYHUX MOMWUJIOK 3rigHO n.2.4.
po3ainy VI Hakazy MO3 YkpaiHu
Bif 26.08.2005p. Ne 426 (y
pepakuii Hakazy MO3 Ykpainu Big
23.07.2015 p Ne 460), gonyLieHunx
npu NpoBeAeHHI npoueaypu
BHECeHHS 3MiH (Hakaz MO3
YkpaiHu Big 28.04.2021 p Ne832) B
cneumdikauii Ta meTogax
KOHTpoNto B MKA. MomMuku
NoB'sA3aHi 3 HEKOPEKTHUM
nepek1agoM peecTpaLiiHnx
[OKYMEHTIB Bif, BUpOGHMKa Ta 3
HEKOPEKTHUM Nepeknagom 3
POCICbKOT Ha YKPaTHCbKy MOBY,
OCKi/IbkM paHiwe MKSA 6ynn
3aTBEPXEHI POCIliCbKOK MOBOHO.
3asHayeHi BUNpaB/eHHs
Bi4noBiAalTb MaTepianam

UA/17293/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
peecTpauiiHoro Aocke, Ak
3HaxXoaATbCA B apXiBi
92. KOH®YHAYC® TabneTkun, BKpUTI OpioH KopnopeliluH PiHNAHAIA OpioH KopnopeiiH, PiHnaHgia/ BHECEHHS 3MiH [0 peecTpavLiiHnX 3a peyenmom | UA/1919/01/03
TPIO o060n0Hkot0, No 150 PiHNAHgIA: Yecbka mMarepianis: BUNpaB/eHHS
mr/37,5 mr/200 mr no 30 AnbTepHaTUBHUIA Pecny6nika/ TEXHIYHUX MOMWUIIOK 3rigHO n.2.4.
ab6o no 100 TabneTtok y BMPOGHVK, LLO YkpaiHa po3giny VI Hakasy MO3 Ykpainu
chnakoHi; no 1 donakoHy 3[iiCHIOE NEpPBUHHE Bif 26.08.2005p. Ne 426 (y
B KapTOHHIi Kopo6Lyi Ta BTOPVHHE pepakuii Hakasy MO3 YkpaiHu Bif
nakyBaHHs: OpioH 23.07.2015 p Ne 460), gonyLueHnx
KopnopeiiLuH, npv NpoBefeHHI npoueaypu
PiHNAHAIA; BHeceHHs 3MiH (Haka3z MO3
AnbTepHaTUBHUIA Ykpainu Big 28.04.2021 p Ne832) B
BVPOGHVK, LLO cneuudikauii Ta meTogax
3[iiCHIOE KOHTPO/b KOHTpoNto B MKA. MomMunku
akocTi: KBiHTa - noB'sA3aHi 3 HEKOPEKTHUM
AHaniTika c.p.o., nepeknagoM peecTpauinHux
Yecbka Pecnybnika; [OKYMEHTIB BiJ BUPOGHMKa Ta 3
AnbTepHaTUBHWIA HEKOPEKTHUM nepeknagom 3
BMPOGHVK, LLO POCIiCbKOT Ha YKpaiHCbKy MOBY,
3[iiCHIOE BTOPUHHE OCKinbky paHiwe MKSA 6ynu
nakyBaHHs, 3aTBEPAKEHI POCIiICbKOK MOBOIO.
KOHTPO/Ib AKOCTI i 3a3HayeHi BUNpaB/ieHHs
BUMNYCK Cepiii: BignoBiAalTb MaTepianam
ToBapucTso 3 peecTpauiiHoro ocbke, Sk
0bMexeHoto 3HaxoAATbCA B apXiBi
BiANOBIAANILHICTIO
"KYCYM ®APM",
YKpaiHa
93. KOH®YHAYC® TabneTkun, BKPUTI OpioH KopnopeWLuH PiHNAHAIA OpioH KopnopeiiLuH, PiHnaxpia/ BHECEHHS 3MiH [10 peecTpaviliHnx - UA/17291/01/01
TPIO 0600HKot0, No 100 PiHNAHgIA, Yecbka mMarepianis: BUNpaBieHHSA
Mmr/25 mr/200 wr in bulk: AnbTepHaTUBHUIA Pecny6nika TEXHIYHUX MOMWUIIOK 3rigHO n.2.4.

no 100 TabneTok y
donakoHi, no 60
h/1aKOHIB B KApPTOHHIl
TPaHCMOPTHIl ynakoBLj

BUPOGHMK, L0
3[iICHIOE NEpPBUHHE
Ta BTOPVHHE
nakyBaHHs: OpioH
KopnopeiiH,
diHNaHAiA, KBiHTa -
AHaniTika
c.p.o.,Yecbka
Pecny6nika
AnbTepHaTUBHUIA
BVPOGHWK, LLO
3[i/iCHIOE KOHTPO/1b
AKOCTI

po3ainy VI Hakazy MO3 YkpaiHu
Bif 26.08.2005p. Ne 426 (y
pepakuii Hakady MO3 YkpaiHu Big
23.07.2015 p Ne 460), gonyLieHunx
npu Npv NpoBeAEeHHI npoueaypu
BHeceHHsA 3MiH (Haka3 MO3
YkpaiHu Big 28.04.2021 p Ne832) B
cneumdikauii Ta meTogax
KOHTpoNto B MKA. MomMunku
noB'sA3aHi 3 HEKOPEKTHUM
nepek1agoM peecTpaLiiHnx
[OKYMEHTIB Bif, BUpO6HYKa Ta 3
HEKOPEKTHUM Nepeknagom 3
POCIiCbKOT Ha YKPaiHCbKy MOBY,
OCKi/TbKM paHiwe MKHA 6ynn
3aTBEpPKEHI POCIliCbKOK MOBOHO.
3asHauyeHi BUNpaB/ieHHs
BifnoBifaTb MaTtepiasiam
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
peecTpauiiHoro Aocke, Ak
3HaxXo4ATbCA B apXiBi
94, KOH®YHAYC® TabneTkun, BKpUTI OpioH KopnopeliluH PiHNAHAIA OpioH KopnopeiiH, PiHnaHgia/ BHECEHHS 3MiH [0 peecTpavLiiHnX 3a peyenmom | UA/1919/01/02
TPIO o6onoHkoto, no 100 PiHNAHgIA: Yecbka mMarepianis: BUNpaB/eHHS
Mmr/25 mr/200 mr no 30 AnbTepHaTUBHUIA Pecny6nika/ TEXHIYHUX MOMWUIIOK 3rigHO n.2.4.
ab6o no 100 TabneTtok y BMPOGHVK, LLO YkpaiHa po3giny VI Hakasy MO3 Ykpainu
chnakoHi; no 1 donakoHy 3[iiCHIOE NEpPBUHHE Bif 26.08.2005p. Ne 426 (y
B KapTOHHIi Kopo6Lyi Ta BTOPVHHE pepakuii Hakasy MO3 YkpaiHu Bif
nakyBaHHs: OpioH 23.07.2015 p Ne 460), gonyLueHnx
KopnopeiiLuH, npy Npy NPoBefEeHHI npoueaypu
PiHNAHAIA; BHeceHHs 3MiH (Haka3z MO3
AnbTepHaTUBHUIA Ykpainu Big 28.04.2021 p Ne832) B
BVPOGHVK, LLO cneuudikauii Ta meTogax
3[iiCHIOE KOHTPO/b KOHTpoNto B MKA. MomMunku
akocTi: KBiHTa - noB'sA3aHi 3 HEKOPEKTHUM
AHaniTika c.p.o., nepeknagoM peecTpauinHux
Yecbka Pecnybnika; [OKYMEHTIB BiJ BUPOGHMKa Ta 3
AnbTepHaTUBHUIA HEKOPEKTHUM nepeknagom 3
BMPOGHVK, LLO POCIiCbKOT Ha YKpaiHCbKy MOBY,
3[iiCHIOE BTOPUHHE OCKinbky paHiwe MKSA 6ynu
nakyBaHHs, 3aTBEPAKEHI POCIiICbKOK MOBOIO.
KOHTPO/Ib AKOCTI i 3a3HayeHi BUNpaB/ieHHs
BUMNYCK Cepiii: BignoBiAalTb MaTepianam
ToBapucTso 3 peecTpauiiHoro ocbke, Sk
0bMexeHoto 3HaxoAATbCA B apXiBi
BiANOBIAANILHICTIO
"KYCYM ®APM",
YKpaiHa
95. KOH®YHAYC® TabneTtku, BKPUTI OpioH KopnopeiiluH PiHNAHAIA OpioH KopnopeiilH, PiHnaHpia/ BHECEHHS 3MiH [10 peecTpaviliHnx - UA/17290/01/01
TPIO 060n0HKot0, No 200 PiHNAHgIA, Yecbka mMarepianis: BUNpaBieHHSA
Mr/50 mr/200 wmr; in bulk: DiHNaHAIA Pecny6nika TEXHIYHUX NOMWNOK 3rigHo Nn.2.4.
no 100 TabneTok y AnbTepHaTUBHUIA po3ainy VI Hakazy MO3 YkpaiHu

donakoHi, no 60
h/1aKOHIB B KApPTOHHIl
TPaHCMOPTHIl ynakoBLj

BVPOGHWK, LLO
30i/iCHIOE NepBYHHE
Ta BTOPVHHE
nakyBaHHs: OpioH
KopnopeiiwH,
PiHNAHAIA,
PiHNAHAIA
AnbTepHaTUBHUIA
BUPOGHMK, L0
3[iICHIOE KOHTPO/b
AKOCTI: KBiHTa -
AHaniTika c.p.o.,
Yecbka Pecny6nika,
Yecbka Pecnybnika

Bif 26.08.2005p. Ne 426 (y
pepakuii Hakady MO3 YkpaiHu Big
23.07.2015 p Ne 460), gonyLieHunx

npu NpoBeAeHHi npoueaypu

BHeceHHsA 3MiH (Haka3 MO3
YkpaiHu Big 28.04.2021 p Ne832) B

cneumdikauii Ta meTogax

KOHTpoNto B MKA. MomMunku

noB'sA3aHi 3 HEKOPEKTHUM
nepek1agoM peecTpaLiiHnx
[OKYMEHTIB Bif, BUpO6HYKa Ta 3
HEKOPEKTHUM Nepeknagom 3
POCIiCbKOT Ha YKPaiHCbKy MOBY,

OCKi/TbKM paHiwe MKHA 6ynn
3aTBEpPKEHI POCIliCbKOK MOBOHO.

3a3HayeHi BUNpaB/eHHs
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BiANOBIAaOTL MaTepiasiam
peecTpauiiHoro Aocke, Sk
3HaxoAATbCA B apXiBi
96. KOH®YHAYC® TabneTku, BKpUTI OpioH KopnopeiiluH DiHNAHAA OpioH KopnopeiiwH, diHnaHgia/ BHECEHHS 3MiH [0 peecTpauiiiHix | 3a peyenmom | UA/1919/01/04
TPIO 060/10HKO10, N0 200 PiHNAHAA, Yecbka mMaTtepianis: BUNpPaBneHHs
mr/50 mr/200 mr; no 30 PiHNAHAiA Pecny6nika/ TEXHIYHUX MOMMWOK 3riAHO M.2.4.
abo no 100 TabneTtok y AnbTepHaTVUBHUIA YkpaiHa po3gainy VI Hakazy MO3 YkpaiHu
hnakoHi; no 1 dpnakoHy BUPOGHMK, L0 Bif, 26.08.2005p. Ne 426 (y
B KapTOHHI kopo6Lyi 3[iICHIOE NEpPBUHHE pegakuii Hakasy MO3 Ykpainu Big
Ta BTOPVHHE 23.07.2015 p Ne 460), gonyLueHnx
nakyBaHHS: npv NpoBefEeHHI npoueaypu
OpioH KopnopeiiwH, BHECeHHS 3MiH (Hakaz MO3
DiHNAHgIA, Ykpainuu Big 28.04.2021 p Ne832) B
diHnaHaia crneungikavii Ta meTogax
AnbTepHaTUBHUIA KOHTponto B MKA. MNMomusku
BUPOOHWK, L0 NOB'A3aHi 3 HEKOPEKTHUM
3[jiCHIOE KOHTPO/1b nepeknaaom peecTpauintHnx
akocTi: KBiHTa - [OKYMEHTIB Bif BUpOGHMKa Ta 3
AHaniTika c.p.o., HEKOPEKTHUM Nepeknagom 3
Yecbka Pecny6nika, pOCiliCbKOT Ha YKpaiHCbKy MOBY,
AnbTepHaTUBHUIA OCKi/lbkv paHiwe MKSA 6ynn
BVPOGHWK, LLO 3aTBEPXEHI POCIliCbKOI MOBOIO.
3[iliCHI0OE BTOPUHHE 3asHayeHi BUNpaBeHHs
nakyBaHHs, BiANoBiAalTL MaTepianam
KOHTPO/Ib AKOCTI i peecTpauiiHoro Aocke, Sk
BUMNYCK Cepiii: 3HaxXoAATbCA B apXiBi
ToBapucTso 3
06MeXeHoto
BiANOBIAANBLHICTIO
"KYCYM ®APM",
YKpaiHa
97. KOH®YHAYC® TabneTtku, BKPUTI OpioH KopnopeiiluH PiHNAHAIA OpioH KopnopeiilH, PiHnaHpia/ BHECEHHS 3MiH [10 peecTpaviliHnx - UA/17292/01/01
TPIO o6onoHkoto, no 50 PiHNAHgIA: Yecbka mMarepianis: BUNpaBieHHSA
Mr/12,5 mr/200 wmr; in AnbTepHaTUBHUIA Pecny6nika TEXHIYHUX MOMWIIOK 3rigHO n.2.4.

bulk: no 100 TabneTtok y
donakoHi, no 60
h/1aKOHIB B KApPTOHHIl
TPaHCMOPTHIl ynakoBLj

BUPOGHMK, L0
3[iICHIOE NEepBUHHE
Ta BTOPVHHE
nakyBaHHs: OpioH
KopnopeiiH,
diHnaHais;
AnbTepHaTUBHUIA
BVPOGHWK, LLO
3[i/iCHIOE KOHTPO/1b
AKocTi: KBiHTa -
AHaniTika c.p.o.,
Yecbka Pecnybnika

po3ainy VI Hakazy MO3 YkpaiHu
Bif 26.08.2005p. Ne 426 (y
pepakuii Hakasy MO3 YkpaiHu Big,
23.07.2015 p Ne 460), gonyLieHunx
npu Npv NpoBeAEeHHI npoueaypu
BHeceHHsA 3MiH (Haka3 MO3
YkpaiHu Big 28.04.2021 p Ne832) B
cneumdikauii Ta meTogax
KOHTpoNto B MKA. MomMunku
noB'sA3aHi 3 HEKOPEKTHUM
nepek1agoM peecTpaLiiHnx
[OKYMEHTIB Bif, BUpO6HYKa Ta 3
HEKOPEKTHUM Nepeknazom 3
POCICbKOT Ha YKPaiHCbKy MOBY,
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
OCKi/Tbkv paHiwe MKSA 6ynn
3aTBEPXEHI POCIliCbKOK MOBOHO.
3asHayeHi BUNpaB/ieHHs
BiANOBIAaOTL MaTepiasiam
peecTpauiiHoro Aocke, Sk
3HaxoAATbCA B apXiBi
98. KOH®YHAYC® TabneTku, BKpUTI OpioH KopnopeiiluH DiHNAHAA OpioH KopnopeiiwH, diHnaHgia/ BHECEHHS 3MiH [0 peecTpauiiiHix | 3a peyenmom | UA/1919/01/01
TPIO 060/10HKO10, M0 50 PiHNAHAIA: Yecbka mMaTtepianis: BUNpaBneHHs
mr/12,5 mr/200 mr; no 30 AnbTepHaTUBHUIA Pecny6nika/ TEXHIYHUX MOMWOK 3riAHO M.2.4.
abo no 100 TabneTok y BMPOGHWK, LLO YkpaiHa po3giny VI Hakazy MO3 YkpaiHu
dhnakoHi; no 1 dpnakoHy 30iiCHIOE NEpPBUHHE Bif, 26.08.2005p. Ne 426 (y
B KapTOHHIi Kopo6Lyj; Ta BTOPVHHE pegakuii Hakasy MO3 Ykpainu Big
nakyBaHHs: OpioH 23.07.2015 p Ne 460), gonyLueHnx
Kopnope#iLuH, npy Npy NpoBefEeHHI npoLeaypu
PiHNAHgIS; BHECeHHS 3MmiH (Hakaz MO3
AnbTepHaTVUBHUIA Ykpainu Big 28.04.2021 p Ne832) B
BUPOGHMK, L0 crneungikavii Ta meTogax
3[iiCHIOE KOHTPO/1b KOHTpont B MKA. Momuskn
akocTi: KBiHTa - noB's3aHi 3 HEKOPEKTHUM
AHaniTika c.p.o., nepeknagoM peecTpauinHux
Yecbka Pecnybnika; [OKYMEHTIB Bif BUPOGHYMKa Ta 3
AnbTepHaTUBHWIA HEKOPEKTHUM Nepeknagom 3
BUPOGHMK, L0 pOCiliCbKOT Ha YKpaiHCbKy MOBY,
3[iICHIOE BTOPUHHE OCKiflbkv paHie MKSA 6ynn
nakyBaHHs, 3aTBEPXEHI POCIliCbKOI MOBOIO.
KOHTPO/b AKOCTI i 3a3HaueHi BUnpaB/ieHHs
BUNYCK Cepiii: BiANoBiAalTb MaTepianam
ToBapucTBoO 3 peecTpauiiHoro Aocke, Sk
06MeXeHo 3HaxXoAATbCA B apXiBi
BiANOBIAA/LHICTIO
"KYCYM ®APM",
YKpaiHa
99. KO-PEHITEK® Tabnetku no 20 mr/12,5 Mepk Wapn i Joym LLiBefuapis BMPOBHUK Benvka BHECEHHS 3MiH [0 peecTpavuiiHnX 3a peyenmom UA/4279/01/01
Mr; no 14 tTabnetok y IOEA TM6X Hepo3dhacoBaHOl BpuTanis/ mMartepianis: 3MiHu | Tuny - 3MiHK 3
6nictepi; no 2 6nictepu nNpoAyKLUiT, HigepnaHgn | skocTi. FOTOBWIA Nikapcbkuii 3aci6.
B KapTOHHIi kopo6Lyi TecTyBaHHsA: Mepk / 3MiHu y BUPOGHMLTBI. 3MiHa
LWapn i Joym Benbris iMnopTepa/3miHu, Lo CTOCYHTbCA

NimiTen, Benvka
BpuTaHis; MNepBuHHa
Ta BTOpPVHHA
ynakoBKa, KOHTPO/Ib
AKOCTI, A,03BIN HA
BUNyCK cepii: Mepk
Wapn i Joym B.B.,
Higepnangy; Bunyck

BUMYCKY Cepii Ta KOHTPO/IO AKOCTI
rOTOBOrO liKapCbKOro 3acoby
(3amiHa abo foaaBaHHSA
BMPO6HMKa, Lo BiAMNOBIAaE 3a
BBE3eHHS Ta/abo BMMNYCK cepii) -
He Bkntovatoum
KOHTPONb/BUNPOGYBaHHS cepil.
BBefeHHs oAaTKoBOI AiNbHUL,

cepii: BiANOBIA&/IbHOT 32 BUMNYCK cepil
LepiHr-Mnay Na6o N3 Wepinr-fnay Na6o H.B.,
H.B., Benbris Benbrisi / Schering-Plough Labo
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

NV, Belgium 3a agpecoto:
IHoycTpienapk 30, XeicT-on-geH-
Bepr, 2220, Benbris /
Industriepark 30, Heist-op-den-
Berg, 2220, Belgium. BeeaeHHs
3MiH NpoTAroM 6 MicAuiB nicns
3aTBeppKeHHs. 3MiHn | Tuny -
3MiHK 3 sKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYHTbCA
BWMYCKY Cepii Ta KOHTPO/IH0 AKOCTI
rOTOBOrO J1iKapCbKOro 3acoby
(3amiHa abo fofaBaHHSA
BMPOGHUKA, LU0 Bignosigae 3a
BBE3EHHS Ta/abo BMMNycCK cepil) -
He Bkntovatoum
KOHTPO/Nb/BMNPOGYBaHHSA cepii.
BHeceHHs 3MiHM [0 maTepianis
peecTpadiiHoro gocke ( po3giny
3.2.P.3.1 BupobHuk(n)), a came -
BBEJleHHSA BUPO6HUKa dapma
Norictikc H.B., benbrisi / Pharma
Logistics NV, Belgium (4inbHuua
ans imnopty B €C) 3a agpecoto:
JleyBeHCUCTUHBET 242,
BypTmip6ek, 3190, benbria /
Leuvensesteenweg 242,
Boortmeerbeek, 3190, Belgium.
3Minn Il Tuny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHu y
KOPOTKill XxapakTepuctu,i
NiKapCcbKoro 3acoby, TEKCTi
MapKyBaHHSA Ta IHCTPYKLii AnA
MeJMNYHOro 3aCTOCYBaHHS y
3B'A3KY i3 HOBUMM JaHNMU 3
AKOCTI, AOKTIHIYHUMM, KTIHIYHUMU
JaHuMy Ta JaHuMK 3
thapmakoHarnsgy. 3MiH1 BHECEHO
B IHCTPYKLiO 4119 MeAUYHOro
3acToCyBaHHSA NikapCbKoro 3acoby
00 po3ginis "B3aemogis 3 iHWMMK
nikapcbknmu 3acobamu Ta iHLWi
BMAW B3aemogiii", "Oco6nmBocCTi
3acTocyBaHHs". BBeAeHHS 3MiH
npoTArom 6 Micsuis nicns
3aTBEPKEHHS

100.

KO®AH

Tabnetkn no 10

BocHanek a.4.

BocHisi i

BocHanek a.4.

BocHis i

BHECEHHS 3MiH 10 peecTpaLiiHnX

6e3 peyenma

UA/3998/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BOCHAJNEK® Tabnetok y 6nictepi; no lepuerosuH IepuerosuH Marepianis: 3miHu | Tuny -
1 6nicTepy B KapTOHHii a a BUJTyYEHHA OAHOrO 3
KopoobLi 3aTBEPKEHNX BUPOBHYIKIB AitoHOol
peyoBuMHM nponicheHasoHy, a came
Vani Pharma Labs Ltd, IHgis.
3anponoHosaHo: SHANDONG
XINHUA PHARMACEUTICAL CO,
LTD, KuTtaii
101. | KCEOMIH MOPOLLOK A/19 PO3UUNHY Mepy, HimeuunHa IAT Bionorika Mv6X, Himeuunna/ BHECEHHS 3MiH [0 peecTpavuiiHnX 3a peyenmom | UA/15447/01/02
Ans iH ekuiin, no 100 dapmacbloTikans HimeuyunHa IpnaHgjs marepianis: 3MiHU | TUMY - 3MiHK
LD50 oguHuup; 1 6X (BUPOBHMLTBO Lofo 6e3nekn/edpekTMBHOCTI Ta
poNakoH 3 MOPOLLUKOM Y Hepo3chacoBaHOro hapmakoHarnsgy. BeegeHHs abo
KapTOHHIA KopoobLi npoaykKTy, 3MiHM [0 y3ara/ibHEHUX JaHuX Npo
BUNPOOYBaHHSA cuctemy chapmakoHarnagy
KOHTPOJIO SIKOCTi B (BBEAEHHSA Y3araslbHEHNX AaHNX
npoueci npo cucTemy thapmakoHarnsgy,
BUPOGHMLTBA, 3MiHa YyNOBHOBaXEHOI 0cobu,
BMNPOGYBaHHSA BiANOBIAA/IbHOI 3a 34iiCHEHHSA

KOHTPO/O AKOCTI
npv BUNYyCKy Ta
cTabinbHoOCTI,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs); /1T
NabopaTtopis
$apmakonorii Ta
Toxkeumkonorii TM6X
Ta Ko.KT,
HimeyunHa
(BnpobyBaHHs
LD50 (kinbkicHe
BU3HAYEHHS
6ionorivyHoi
akTuBHOCTI)); Mepy,
dapma 'm6X i Ko.
KraA, HimeuunHa
(BMpPOGHMLTBO
Hepo3gacoBaHO
NPOAYKTY,
BMNPOGYBaHHSA
KOHTPOJII0 AKOCTi B
npoueci
BMPOGHMLTBA,
KiflbKicHe
BU3HAYEHHSA Ha
OCHOBI KNITUH,
KifibKicHe
BU3HAYEHHS

thapmakoHarnsay; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 34ICHEHHSA
hapmakoHarnagy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, YyNOBHOBaXEHOT
ocobu, BiAnoBifabHOI 3a
3AjiCHeHHs1 hapMakoHarnagy
(BK/THOYAKOYMN KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnagy) - 3miHa
YMOBHOB&XEHOT 0CO6M 3as1BHMKA,
BignoBigasibHOI 3a
hapmakoHarnsg.
MponoHoBaHa pepgakuis: Julia
Pfaff. 3MiHa KOHTaAKTHUX AaHNX
YNOBHOB&XEHOI 0CO6U 3as1BHYKA,
BiANOBIAa/IbHOI 3a
hapmakoHarnsg,
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BoTyniHiyHoro
HENpPOTOKCUHY
Clostridium
Botulinum tuny A
(ELISA), nepBuHHe
nakyBaHHs); MepL,
dapma 'm6X i Ko.
KlraA, HimeuunHa
(BTOPUHHE
nakyBaHHS1, BUNYCK
cepii ); Yapnb3
Pisep /labopaTopis
AlineHg Niviteg,
IpnaHgis
(BnpobyBaHHs
LD50 (kinbkicHe
BU3HAYEHHS
6ionorivyHoi
AKTVMBHOCTI))

102.

KCEOMIH

NOPOLLOK A/15 PO3YNHY
Ans iH ekuiin, no 50
LD50 oguHuub; 1
dh/1akoH 3 NOPOLLKOM Y
KapTOHHI Kopobui

Mepy,
dapmacbioTikan3
m6X

HimeyunHa

IAT Bionorika TM6X,
HimeuunHa
(BMpPOGHMLTBO
Hepo3gacoBaHOro
NPOAYKTY,
BMNPOGYBaHHSA
KOHTPOJII0 AKOCTi B
npoueci
BMPOGHMLTBA,
BMNPO6YBaHHsA
KOHTPO/O SIKOCTI
npv BUNYCKy Ta
crabinbHOCTI,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs); J1IOT
Na6opaTopis
dapmakororii Ta
Tokcumkonorii FTM6X
Ta Ko.KTI,
Himeyunna
(BunpobyBaHHs
LD50 (kinbkicHe
BU3HAYEHHS
6ionorivyHoi
akTuBHOCTI)); Mepy,
dapma 'm6X i Ko.
KlraA, HimeuunHa
(BPO6GHMLTBO
Hepo3dacoBaHo

Himeuunna/
IpnaHgjs

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

hapmakoHarnsgy. BeefeHHs abo

3MiHW [0 y3arasibHEHUX JaHuX Npo
cuctemy thapmakoHarnsagy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy capmakoHarnsgy,

3MiHa YNOBHOB&XEHOI 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
hapmakoHarnsgy) - 3miHa

YNOBHOBA&XEHOI 0CO6M 3as1BHYKA,

BiANOBIA&/IbHOI 3a
thapmakoHarnsag.
MponoHoBaHa pepakuin: Julia
Pfaff. 3MiHa KOHTaKTHUX AaHWX
YMOBHOBaXeHOT 0CObM 3as1BHMKaA,
BignoBiganbHOI 3a
chapmakoHarnag,

3a peyenmom

UA/15447/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

NPOAYKTY,
BMNPOGYBaHHSA
KOHTPO/IO AKOCTI B
npoueci
BUPOGHMLTBA,
KinbKicHe
BU3HAYEHHA Ha
OCHOBI KNiTWH,
KinbKiCHe
BU3HAYEHHSA
BotyniHiyHoro
HelpoTOKCUHY
Clostridium
Botulinum tuny A
(ELISA), nepBuHHe
nakyBaHHs); MepL,
dapma 'mbX i Ko.
KraA, HimeuunHa
(BTOPUHHE
nakyBaHHs1, BUNYCK
cepii ); Yapnb3
PiBep Jlabopatopi3
Alineng Nimites,
IpnaHgjs
(BnpobyBaHHs
LD50 (kinbkicHe
BU3HAYEHHSA
6ionoriyHoT
aKTUBHOCTI))

103.

KCUBYNAH

NOPOLLOK A4/151 PO3YNHY
Ans iH'exuiii abo iHdyy3ii
no 1,2 r (1000 mr/200
mr), no 1 no 10, a6o no
25 chnakoHiB y
KapTOHHI nauui

AHTUBIOTUKN CA

PymyHis

AHTUBIOTUKN CA

PymyHis

BHECEHHS 3MiH [0 peecTpavLiiHnX
Marepianis: 3MiHu | Tuny - 3mMiHu 3
siKocTi. FOTOBWMIA Nikapcbkuii 3aci6.
Cucrema
KOHTelHep/3aKynopoBanbHWi
3aci6. 3MiHa po3mipy ynakoBku
roTOBOrO NiKapCbKOro 3acoby
(3MiHa KiIbKOCTi OAMHMLbB
(Hanpuknag, TabneTok, amnyn
TOLLO) B yNakoBLji:) - 3miHa nosa
AianasoHOM 3aTBepAKeHUX
PO3MIpIiB yNakoBku - BBefeHHs
[,04,aTKOBOI yNakoBKu: no 25
(h/1aKOHIB Yy KaPTOHHI maui
(Ne25) 3 BignoBigHMMN 3MiHaMU Y
p. "Ynakoska". 3MiHM BHECEHI B
IHCTpYKLilO ANs MeanyHOro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby
y po34in "YnakoBka", ik Hacnigok
nosiBa f0AaTKOBOro NakyBaHHs.

3a peyernmom

UA/18686/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

104.

KCUBYNAH

MOPOLLOK A5 PO3UNHY
Ans iH'exuili abo iHdy3iit
no 1,2 r (1000 mr/200
mr), no 1 no 10, a6o no
25 hnakoHiB y
KapTOHHIA navui

AHTNGIOTMKM CA

PymyHis

AHTUBIOTUKN CA

PymyHis

BHECEHHS 3MiH [0 peecTpavyiiiHnX
marepianis: 3MiHW | TUNY - 3MiHK
BHECEHI 00 BUTyYEHHS
iHchopmawii o ay6noeTbes B
TEKCTi MapKyBaHHs, y 3B'A3Ky 3
Ma/IMM PO3MipOM NePBUHHOT
yNaKoBKu

3a peyenmom

UA/18686/01/01

105.

NA3O/IBAH®

PO34uH ANs iHranaui Ta
nepopasibHOro
3actocyBaHHs, 15 mr/2
m; no 100 mny
donakoHi 3
KpanesbHuLeto; no 1
doNakoHy y KOMNAEKTi 3
MipHUM KOBMa4ykoOM B
KapTOHHIA KopoobLi

TOB "Onenna
Xernckea YkpaiHa"

YKpaiHa

IcTiTyTO e AHXeni
C.p.n.

ITanisa

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

noceigyeHHs) (3rigHo Hakasy MO3

Bif 23.07.2015 Ne 460). 3miHn
BHECEHO B iHCTPYKL,il0 AnA
MeAMYHOro 3aCTOCyBaHHS LLLOAO
HalilMeHyBaHHS 3asiBHMKa 3
BiANOBIAHMMN 3MiHAMMW Y TEKCTI

MapKyBaHHS YNakoBKW Nikapcbkoro

3acoby. BBefieHHs 3MiH NpOTSArom

6-TK MicALIB Nic/a 3aTBEpAKEHHS

6e3 peyenma

UA/3430/06/01

106.

NA3SO/IBAH® 3
NONYHN4YHO-
BEPLUKOBUM
CMAKOM

cupon, 30 mr/5 mMn; no
100 a6o no 200 mny
donakoHi; no 1 dpnakony
B KOMM/IEKTI 3
NAacTMKOBMM MIpHUM
KOBMaYKOM Y KapTOHHiIi
Kopobui

TOB "Onenna
Xerckea YkpaiHa"

YKpaiHa

Lenbdhapm Peiimc,

PpaHuin; bepiHrep

IHrenbxaim EcnaHa,
CA, IcnaHis

PpaHuia/
Icnanis

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

noceigyeHHs) (3rigHo Hakasy MO3

Bif 23.07.2015 Ne 460). 3miHu
BHECEHO B IHCTPYKL,itO A4/1A
MeAMYHOro 3aCTOCyBaHHS LLLOAO
HalilMeHyBaHHS 3asiBHUKa 3
Bi4NOBIAHVMMN 3MiHAMU Y TEKCTI

MapKyBaHHS YNakoBKW Nikapcbkoro

3acoby. BBefieHHs 3MiH NpOTSArom

6-TV MicAUiB Nic/s 3aTBEPAKEHHS

6e3 peyenma

UA/13771/01/01

107.

NAMIPEH®

Tabnetkun no 250 mr no 7
TabneTtok y 6nictepi, No

1 a6o 2, ab6o 4 6nictepun

y nauui 3 KapToHy

MPAT "®ITOPAPM"

YkpaiHa

MPAT "®ITO®APM"

YkpaiHa

BHECEHHS 3MiH 10 peecTpavuintHnx
MaTepianis: 3MiHun | Tuny -
BHECEHHS 3MiH [0
Cnevuucpikauii/MeToais KOHTPOO
saKocTi 13 NlamicheH®, Tabnetku,
a came: BUIYYeHHs MoKasHuKa
«Aepocun; 3miHu | Tuny -
BHECEHHS 3MiH [0
Cneuundpikauii/MeTofiB KOHTPO/O
akocTi 13 NamicheH®, TabneTku,
a came: BUyYEeHHs MoKa3HMKa
«BTpaTa B maci npy BUCYLLYBaHHI»

3a peyenmom

UA/6136/01/01

108.

NAHICTOP

Tabnetku no 25 mr in
bulk: no 240 6nicTepiB y
KapTOHHIA Kopoo6Li

KYCYM XENTXKEP
NBT T4

IHais

KYCYM XENTXKEP
NBT NTA

IHais

BHECEHHS 3MiH 10 peecTpaLiintHnx
marepianis: 3MiHN | TUMY - 3MiHK
oao 6e3nekn/edeKTBHOCTI Ta

UA/17443/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

thapmakoHarnagy. 3MiHn y
KOPOTKIil XapakTepucTuui
NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTpyKLUii Ans
MeAUYHOr0o 3aCTOCYBaHHS
reHepuyHnX/ribpuaHnx/6ionodioHn
X Nikapcbknx 3acobiB micns
BHECEHHS Ti€i camoi 3MiHU Ha
pethepeHTHW1 npenapat (3MiHa He
noTpebye HaflaHHS XOAHNX HOBUX
[00aTKOBUX AaHVX); CynyTHA
3MiHa
- 3MiHK Wwoao
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. BHeceHHs abo
3miHa(1) 4o 3060B'A3aHb Ta yMOB
BMAaui peecTpaujiinHoro
noceigyeHHs, Bkaoyaroun Mnax
ynpasAiHHA pUsnkamu
(3acTocyBaHHA TEKCTY, AKWIA
NOrOKEHNI 3 KOMMETEHTHUM
OpraHoMm) - 3MiH1 BHECEHO A0
IHCTPYKUIT AN MeguuHoro
3acToCyBaHHSA NikapCbKoro 3acoby
y po3ginu: "B3aemogis 3 iHWmmn
nikapcbknmu 3acobamu Ta iHLWi
BUAMW B3aemogiii", "Oco6nmBocCTi
3acTocyBaHHA", "3acTocyBaHHA Y
nepiog, BaritTHOCTi abo rogyBaHHs
rpyaar”, "Oitn" (yTOUHeHHs
iHchopmawii), "MepenosyBaHHsA",
"Mo6ivHi peakuii™ 3rigHo 3
iHchopmavieto WoA0 MegnyHoro
3aCTOCYBaHHA ped)epeHTHOro
nikapcbKoro 3acoby (JTAMIKTA/,
Tabnetkn). 3aaBHUKOM KYCYM
XENTXKEP NBT NTA4, IHgjs,
Ha/fiaHo OHOBMEHWIA MnaH
ynpasiHHA pu3nKamn Bepcis 2.2.
3MiHN BHECEHO [0: YaCTuHK V
«3axoau 3 MiHimMi3auii pu3ukie», a
came, A0 yactuHn V.1, V.3,
yactuHm VI «Pestome niaHy
ynpasiHHA pr3vKamm», a came,
VI.1.1, VI.1.4., VI.2.4. NYP, Ha
nigcTasi OHOB/IEHOT KOPOTKOT
XapakTepucTuku peddepeHTHOro
nikapcbKkoro 3acoby flamikran™,
Tabnetkv no 25 wmr, no 50 mr, no
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
100 mr. BBegeHHS 3MiH NpOTAromM
6-TN MicALIB NicNA 3aTBEPAKEHHS
109. | NAHICTOP Tabnetkn no 50 mr in KYCYM XENTXKEP IHais KYCYM XENTXKEP IHais BHECEHHS 3MiH 0 peecTpaLiiHnx - UA/17443/01/02

bulk: no 240 6nicTepiB y
KapTOHHIlA KOpooLi

NBT T4

NBT NTA

marepianis: 3MiHU | TUMY - 3MiHW
Lofo 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. 3MiHn y
KOPOTKIil XapakTepucTuui
nNiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTpyKLU|i Ans
MeAMYHOro 3aCTOCYBaHHS
reHepuYHNUX/ri6praHnx/6ionogioHN
X nikapcbknx 3acobis nicns
BHECEHHS Ti€i camoi 3MiHu Ha
pethepeHTHW npenapat (3MiHa He
noTpebye Hafi@HHS XOLHUX HOBUX
[00aTKOBUX AaHWX); CynyTHA
3MiHa
- 3MiHu Wwoao
6e3nekn/edreKTBHOCTI Ta
thapmakoHarnagy. BHeceHHs abo
3MiHa(1) 40 3060B'A3aHb Ta YMOB
BMAaui peectpaujiinHoro
nocBigYeHHs, Bkovatoun Mnax
ynpaBniHHA pyU3nKamu
(3acTocyBaHHS TEKCTY, SKWiA
NOrOKEHWI 3 KOMMETEHTHUM
OpraHoMm) - 3MiHVY BHECEHO A0
IHCTPYKUii 4Ns MeguyHoro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby
y po3ginu: "B3aemogis 3 iHWMmn
nikapcbknMmn 3acobamm Ta iHLWi
BMAM B3aemogiit”, "OcobimBocTi
3acTocyBaHHS", "3acTocyBaHHSA Y
nepiog, BariTHOCTi abo rogyBaHHs
rpyaar”, "Aitn" (yToYHeHHs
iHdhopmawii), "Mepeno3syBaHHs",
"Mo6iuHi peakuyji" 3rigHo 3
iHbopmaLieto Wwoa0 MeguyHoro
3acTocyBaHHsA pethepeHTHOro
nikapcbkoro 3aco6by (IAMIKTA,
Tabnetkn). 3asBHuUkoM KYCYM
XENTXKEP MBT AT, IHAjsA,
HaflaHo OHOBEHWIA MnaH
ynpas/iiHHA pU3nKamun Bepcis 2.2.
3MiHN BHECEHO A0: YacTuHK V
«3axoay 3 MiHiMi3auii pu3ukiB», a
came, A0 YacTuHu V.1, V.3,
yactuHu VI «Pestome nnaHy
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

ynpaeiHHA pr3vKamm», a came,
VI1.1.1, VI.1.4., VI.2.4. TYP, Ha
nifcTasi OHOB/IEHOT KOPOTKOT
XapakTepucTuku pedyepeHTHOro
nikapcbKoro 3acoby Jlamiktan™,
Tabnetkn no 25 wmr, no 50 mr, no
100 mr. BBegeHHS 3MiH NpOTAroM
6-TN MicALIB NicNA 3aTBEPAKEHHS

110.

NAHICTOP

Tabnetkn no 100 mrin
bulk: no 200 6nicTepiB y
KapTOHHIlA KOpooLi

KYCYM XENTXKEP
NBT NTA

IHais

KYCYM XENTXKEP
NBT NTA

IHais

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

thapmakoHarnagy. 3MiHn y
KOPOTKIil XapakTepucTuui
nNiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTpyKLUi Ans
MeANYHOr0o 3aCTOCYBaHHS
reHepuYHNUX/ri6praHnx/6ionogioHN
X Nnikapcbknx 3acobis nicns
BHECEHHS Ti€i camoi 3MiHu Ha
pethepeHTHW npenapat (3MiHa He
noTpebye HafiaHHS XOLHUX HOBUX
[00aTKOBUX AaHWX); CynyTHA
3MiHa
- 3MiHu Wwoao
6e3nekn/edreKTBHOCTI Ta
thapmakoHarnagy. BHeceHHs abo
3MiHa(1) 40 3060B'A3aHb Ta YMOB
BMAaui peectpaujiinHoro
nocBig4eHHs, Bkovatoun Mnax
ynpasniHHA pu3nKamu
(3acTocyBaHHS TEKCTY, SKWiA
NOrOKEHWI 3 KOMMETEHTHUM
OpraHoMm) - 3MiHVY BHECEHO A0
IHCTPYKLii 4Ns MeguyHoro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby

y po3ginu: "B3aemogis 3 iHWMmn
nikapcbknMmn 3acobamm Ta iHLWi
BMAM B3aemogiit, "OcobimBocTi

3acTocyBaHHS", "3acTocyBaHHSA Y

nepiog, BariTHOCTi abo rogyBaHHs

rpyaar”, "Aitn" (yToYHeHHs
iHchopmawii), "Mepeno3yBaHHs",
"Mo6iuHi peakuyji" 3rigHo 3
iHbopmaLieto Wwoa0 MeguyHoro
3acTocyBaHHsA pethepeHTHOro
nikapcbkoro 3aco6by (IAMIKTA,
Tabnetkn). 3asBHuUkoM KYCYM
XENTXKEP MBT ATA, IHAjs,

UA/17443/01/03
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

HaflaHO OHOBJIEHWIA MnaH
ynpaB/iiHHA py3nKamun Bepcis 2.2.
3MiHWN BHECEHO A0: YacTuHK V
«3axoayu 3 MiHiMi3auii pu3ukie», a
came, A0 YacTuHu V.1, V.3,
yactuHu VI «Pestome nnaHy
ynpaeiHHA py3viKamm», a came,
VI.1.1, VI.1.4., VI.2.4. TIYP, Ha
nifcTasi OHOB/IEHOT KOPOTKOI
XapakTepucTuku pedyepeHTHOro
nikapcbKoro 3acoby Jlamiktan™,
Tabnetkn no 25 wmr, no 50 mr, no
100 mr. BBegeHHs 3MiH NpOTArom
6-TN MicALIB NicNA 3aTBEPAKEHHS

111.

NAHICTOP

Tabnetkun no 25 mr; no
10 TabneTok y 6nicTepi;
no 3 abo no 6 6nictepis
Y KapPTOHHI ynakosLi

KYCYM XENTXKEP
NBT T4

IHais

KYCYM XENTXKEP
NBT NTA

IHais

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

thapmakoHarnagy. 3MiHn y
KOPOTKIil XapakTepucTumui
nNiKapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta IHCTpyKLUii Ans
MeAMYHOro 3aCTOCYBaHHS
reHepuYHUX/ri6praHnx/6ionogioHN
X nikapcbknx 3acobis nicns
BHECEHHS Ti€i camoi 3MiHu Ha
pethepeHTHW npenapat (3MiHa He
noTpebye HafiaHHS XOLHUX HOBUX
[00aTKOBUX AaHWX); CynyTHA
3MiHa
- 3MiHu Wwoao
6e3nekn/edreKTBHOCTI Ta
thapmakoHarnagy. BHeceHHs abo
3MiHa(1) 40 3060B'A3aHb Ta YMOB
BMAaui peectpaujiinHoro
nocBig4eHHs, Bkovatoun Mnax
ynpaBniHHA pyU3nKamu
(3acTocyBaHHS TEKCTY, SKWiA
NOrOKEHNI 3 KOMMETEHTHUM
OpraHoMm) - 3mMiHVY BHECEHO A0
IHCTPYKLii 4Ns MeguyHoro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby

y po3ginu: "B3aemogis 3 iHWMmn
nikapcbknMmn 3acobamm Ta iHLWi

BMAM B3aemogiit”, "OcobimBocTi

3acTocyBaHHS", "3acTocyBaHHSA Y
nepiog, BariTHOCTi abo rogyBaHHs
rpyaar”, "Aitn" (yToYHeHHs
iHdbopmauii), "MepenosyBaHHs",

3a peyenmom

UA/17444/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

"Mo6iuHi peakuyii" 3rigHo 3
iHbopmaLieto Wwoa0 MeguyHoro
3acTocyBaHHS ped)epeHTHOro
nikapcbkoro 3acoby (IAMIKTA,
Tabnetkn). 3asBHukom KYCYM
XENTXKEP MBT NTA, IHgis,
HaflaHo OHOBEHWIA MnaH
ynpaB/iiHHA py3nKamun Bepcis 2.2.
3MiHN BHECEHO A0: YacTuHu V
«3axoayu 3 MiHiMi3auii pu3ukie», a
came, A0 YacTuHu V.1, V.3,
yactuHu VI «Pestome nnaHy
ynpaeiHHA py3viKamm», a came,
VI1.1.1, VI.1.4., VI.2.4. TYP, Ha
nifcTasi OHOB/IEHOT KOPOTKOT
XapakTepucTuku pedepeHTHOro
nikapcbKoro 3acoby Jlamiktan™,
Tabnetkn no 25 wmr, no 50 mr, no
100 mr. BBegeHHs 3MiH NpOTArom
6-TN MicALIB NicNA 3aTBEPAKEHHS

112.

NAHICTOP

Tabnetkun no 50 mr; no
10 TabneTok y 6nicTepi;
no 3 abo no 6 6nictepis
Y KapTOHHI ynakosLi

KYCYM XENTXKEP
NBT T4

IHais

KYCYM XENTXKEP
NBT NTA

IHais

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

thapmakoHarnagy. 3MiHn y
KOPOTKIil XapakTepucTuui
nNiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTpyKLU|i Ans
MeANYHOro 3acTOCYBaHHS
reHepuYHNUX/ri6praHnx/6ionogioHN
X Nnikapcbknx 3acobis nicns
BHECEHHS Ti€i camoi 3MiHu Ha
pethepeHTHW npenapat (3MiHa He
noTpebye Hafi@HHS XOLHUX HOBUX
[00aTKOBUX AaHWX); CynyTHA
3MiHa
- 3MiHu Wwoao
6e3nekn/edreKTMBHOCTI Ta
thapmakoHarnagy. BHeceHHs abo
3MiHa(1) 40 3060B'A3aHb Ta YMOB
BMAaui peectpauiinHoro
nocBigYeHHs, Bkovatoun Mnax
ynpaBniHHA pyU3nKamu
(3acTocyBaHHS TEKCTY, SKWiA
NOrOKEHWI 3 KOMMETEHTHUM
OpraHoMm) - 3MiHVY BHECEHO A0
IHCTPYKLii 4Ns MeguyHoro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby
y po3ginu: "B3aemogis 3 iHWMu

3a peyernmom

UA/17444/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

nikapcbknMmn 3acobamm Ta iHLWi
BMAM B3aemogiin”, "OcobnmBocTi
3acTocyBaHHSA", "3acTocyBaHHSA Y
nepiog, BariTHOCTi abo rogyBaHHs
rpyaar”, "Aitn" (yToUHeHHs
iHdbopmawii), "Mepeno3syBaHHs",
"Mo6iuHi peakwyii" 3rigHo 3
iHbopmaLieto Wwoa0 MeguyHoro
3acTocyBaHHS ped)epeHTHOro
nikapcbkoro 3aco6y (IAMIKTA,
Tabnetkn). 3asBHuUkom KYCYM
XENTXKEP MBT AT, IHAjsA,
HaflaHo OHOBIEHWIA MnaH
ynpaB/iiHHA pU3nKamun Bepcis 2.2.
3MiHWN BHECEHO A0: YacTuHK V
«3axoay 3 MiHiMi3auii pu3ukie», a
came, A0 YacTuHu V.1, V.3,
yactuHu VI «Pestome nnaHy
ynpaeniHHA py3viKamm», a came,
VI1.1.1, VI.1.4., VI.2.4. TYP, Ha
nifcTasi OHOB/IEHOT KOPOTKOT
XapakTepucTuku ped)epeHTHOro
nikapcbKoro 3acoby Jlamiktan™,
Tabnetkn no 25 wmr, no 50 mr, no
100 mr. BBegeHHS 3MiH NpOTAroM
6-TN MicALIB NicNA 3aTBEPAKEHHS

113.

NAHICTOP

Tabnetkun no 100 wmr; no
10 TabneTok y 6nicTepi;
no 3 abo no 6 6nictepis
Y KapTOHHII ynakosLi

KYCYM XENTXKEP
NBT T4

IHais

KYCYM XENTXKEP
NBT NTA

IHais

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

thapmakoHarnagy. 3MiHn y
KOPOTKIil XapakTepucTumui
nNiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTpyKLU|i Ans
MeANYHOr0o 3aCTOCYBaHHS
reHepuYHUX/ri6praHnx/6ionogioHN
X nikapcbknx 3acobis nicns
BHECEHHS Ti€i camoi 3MiHu Ha
pethepeHTHW npenapat (3MiHa He
noTpebye HafiaHHS XOLHUX HOBUX
[00aTKOBUX AaHX); CynyTHA
3MiHa
- 3MiHu Wwoao
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BHeceHHs abo
3MiHa(1) 40 3060B'A3aHb Ta YMOB
BMAaui peectpaujiinHoro
nocBig4eHHs, Bkovatoun Mnax
ynpaBiHHA pu3nKamu

3a peyenmom

UA/17444/01/03
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

(3acTocyBaHHs TEKCTY, SKWiA
NOrOKEHNI 3 KOMMETEHTHUM
OpraHoMm) - 3MiHV BHECEHO A0

IHCTPYKLii 4Ns MeguyHoro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby
y po3ginu: "B3aemogis 3 iHWMu
nikapcbknMmn 3acobamm Ta iHLWi
BMAM B3aemogiin”, "OcobnmBocTi
3acTocyBaHHSA", "3acTocyBaHHsA Y
nepiog, BariTHOCTi abo rogyBaHHs
rpyaar”, "Aitn" (yToUHeHHs
iHcbopmawii), "Mepeno3syBaHHs",
"Mo6iuHi peakuyii" 3rigHo 3
iHbopmaLieto Wwoa0 MeguyHoro
3acTocyBaHHS ped)epeHTHOro
nikapcbkoro 3acoby (IAMIKTA,
Tabnetkn). 3asBHuUkom KYCYM
XENTXKEP MBT NTA, IHAjsA,
HaflaHO OHOBIEHWIA MnaH
ynpaB/iiHHA py3nKamun Bepcis 2.2.
3MiHWN BHECEHO A0: YacTuHK V
«3axoayu 3 MiHiMi3auii pu3ukie», a

came, A0 YacTuHu V.1, V.3,

yactuHu VI «Pestome nnaHy

ynpaeiHHA py3viKamm», a came,
VI.1.1, VI.1.4., VI.2.4. TYP, Ha
nifcTasi OHOB/IEHOT KOPOTKOI
XapakTepucTuku ped)epeHTHOro
nikapcbKoro 3acoby Jlamiktan™,
Tabnetkn no 25 wmr, no 50 mr, no
100 mr. BBegeHHS 3MiH NpOTAromM
6-TN MicALIB NicNA 3aTBEPAKEHHS

114.

NEBOKOM
PETAPA ACIHO

TabneTku
MPOJIOHroBaHoI Aji No
100 mr/25 wr, no 10
Tabnetok y 6nictepi, no
3 ab6o 10 6nicTepiB y
KapTOHHI nauui

AciHo ®apma Al

LLisefuapis

MoBHUIA LMKN
BMPOGHUMLTBA: ACIHO
®apma AT,
LLseiuapis;
nepBuHHA Ta
BTOPWHHA ynakoBKa:
AciHo ®apma Arl,
LBeiiuapis

LLiseiuapis

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

3a peyenmom

UA/16260/01/01
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Ha3sBsa nikapcbko20

n/n

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

115.

NEBOKOM

nikapcbKoro 3acoby y po3ginm
"®apmMakonoriyHi BnacTnsocTi”,
"MokasaHHA" (YTOYHEHHS
iHchbopmawii), "MpoTrnokasaHHA",
"B3aemogis 3 iHWMMU NiKapCbKuMu
3acobamu Ta iHLWi BUAn
B3aemogii", "OcobamBoCTi
3aCcToCyBaHHSA", "3acTocyBaHHs Y
nepiog, BaritTHOCTi abo rofyBaHHsA
rpyAAt0”, "3aaTtHicTb BIIMBATY HA
LWIBWAKICTb peakuii npy KkepyBaHHi
aBTOTPaHCMNOPTOM a60 iHWKMK
mexaHizmamu”, "Cnocio
3acToCyBaHHA Ta fo3n”
(yTOuHeHHs iHdhopmauii),
"Mepepo3yBaHHs", "Mob6iyHI
peaxui” 3rigHo 3 iHchopmauieto
{00 MEANYHOTO 3aCTOCYBaHHS
pedhepeHTHOro JlikapCbkoro
3acoby (Nacom 100 mg 200 mr
retard tablets, B YkpaiHi He
3apeecTpoBaHuii) BBeaeHHs 3MiH
NpoTArom 6-Tv MicsLiB nicns
3aTBEPKEHHS

PETAPA ACIHO

TabneTkn
NPOJIOHIOBaHOT Aji No
200 wmr/50 mr, no 10
Tabnetok y 6nictepi, no
3 abo 10 6nictepiB y
KapTOHHIW nayu,i

AciHo dapma Al

LLiBefiuapis

MOBHUWIA UMKN
BMpOOHULTBA: ACIHO
®apma Arl,
LLiBeiuapis;
nepBuHHA Ta
BTOPWHHA ynakoBKa:
AciHo ®apma AT,
LBeiiLapis

LLiBefiuapis

BHECEHHS 3MiH [0 peecTpavyiiiHnX
mMartepianis: 3MiHu | TUNY - 3MiHK
oo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. 3MiHu y
KOPOTKIil XapakTepucTuui
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTpyKLUii gns
MeAMUYHOr0o 3aCTOCYBaHHS
reHepuyHnX/ribpnaHnx/6ionodioHn
X Nikapcbknx 3acobiB nicns
BHECEHHS Ti€l camoi 3MiHU Ha
pedyepeHTHUIA npenapar (3MiHa He
noTpebye HaflaHHS XOAHUX HOBUX
[04aTKOBUX AaHuX) - 3MiHU
BHECEeHI [0 iHCTPYKLiT Ans
MeANYHOro 3acTOCYBaHHS
niKapcbKoro 3acoby y po3ainm
"®apmakonoriyHi BnactneocTi”,
"Moka3aHHsA" (yTOUHEHHS
iHdbopmawii), "MpoTunokasaHHs",
"B3aemogis 3 iHWMMU fliKapCbKUMu
3acob6amu Ta iHwWi Buan
B3aemogiit”, "OcobmBocTi
3acTocyBaHHS", "3acTocyBaHHSA Y

nepiog BariTHOCTi ab0 rogyBaHHs

3a peyenmom

UA/16261/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
rpyAAt”, "3partHicTb BIIMBATY HA
LWIBWAKICTb peakuii npy KkepyBaHHi
aBTOTPaHCMNOPTOM ab0 iHWKMK
mexaHizmamu”, "Cnocio
3acTocyBaHHsA Ta fo3n”
(yTOuHeHHs iHdhopmauii),
"Mepepo3yBaHHs", "Mob6iyHI
peaxui” 3rigHo 3 iHchopmauieto
{00 MEANYHOTO 3aCTOCYBaHHS
pedhepeHTHOro JlikapCbkoro
3acoby (Nacom 100 mg 200 mr
retard tablets, B YkpaiHi He
3apeecTpoBaHuii) BBeaeHHs 3MiH
NpoTArom 6-Tv MicsLiB nicns
3aTBEPKEHHS
116. | NEBOCTAA® TabneTku, BKpUTI CTAOA HimeuyunHa BWMNYCK Cepiii: Himeuunna/ BHECEHHS 3MiH [0 peecTpavuiiiHnx | 3a peyenmom | UA/11890/01/01
NAiBKOBOK 060/IOHKOHO, ApuHaiimitrens Al CTALA IcnaHis marepianis: 3MiHW | TUMY - 3MiHK
no 250 mr, no 5 ApuHaimittens A, ofo 6e3nekn/edekTMBHOCTI Ta
Tabnetok y 6nictepi; no HimeuumnHa; thapmakoHarnsgy. BeegeHHs abo
1 6nicTepy B KApTOHHiIl BUPOGHMLTBO 3MiHW [0 y3ara/ibHeHUX JaHuX Npo
Kopobui Hepo3chacoBaHOro cuctemy hapmakoHarnsgy
NPOAYKTY, NepBUHHE (BBEAEHHSA y3araslbHEHVX AaHUX
Ta BTOPVHHE npo cucTemy chapmakoHarnsgy,
nakyBaHHs, 3MiHa yNOBHOB&XeHOi 0cobu,
KOHTPO/b Cepiii: BignoBifa/IbHOI 3a 34jACHEHHS
Na6opaTtopi3 hapMakoHarnaay; KOHTaKTHOI
MegikameHTOC ocobu 3 hapmakoHarnsgy
IHTepHartioHec, C.A., 3asiBHMKA AN 34iiCHEeHHS
IcnaHisi; hapmakoHarnagy B YkpaiHi, Ko
BMPOGHMLTBO BOHa BiMiHHA Bif, yNOBHOBaXXEHOI
Hepo3dacoBaHoro ocobwu, BignoBifanbHOT 3a
NpoAYKTY, NepBUHHE 3[jiicHeHHs1 hapmakoHarnagy
Ta BTOPVHHE (BKNHOYAKOUN KOHTAKTHI JaHi)
nakyBaHHs, Ta/abo 3MiHV Y PO3MILLEHHI
KOHTPOb Cepiii: macTep-chaiina cuctemm
Na6opaTopioc hapmakoHarnsgy) - 3miHa
NikoHca, C.A., YMOBHOBaXeHOT 0CObM 3as1BHMKa,
IcnaHis BignoBiganbHOI 3a
hapmakoHarnsg.
MponoHoBaHa pepakuisi: [lokTop
AHppeac IBaHoBKY / Dr. Andreas
Iwanowitsch. 3miHa KOHTaKTHUX
[aHVX YNOBHOB&XEHOI 0co6u
3asBHVKa, BigNoBiAa/IbHOT 3a
chapmakoHarnag,
117. | NEBOCTAA® TabneTku, BKpUTI CTALOA HimeuyunHa BWMNYCK Cepiii: HimewunHa/ BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyenmom | UA/11890/01/02
CTALA IcnaHis marepianis: 3MiHW | TURY - 3MiHK

NNiBKOBOK 060/I0HKOHO,
no 500 mr, no 5

ApuHalimitrens Al

ApuHaiimitTens Al

LoAo 6e3nekn/edeKTMBHOCTI Ta
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Tabnetok y 6nictepi; no HimeuumnHa; thapmakoHarnsgy. BeegeHHs abo
1 6nicTepy B KapTOHHiIl BUPOGHMLTBO 3MiHW [0 y3ara/ibHeHUX JaHuX Npo
Kopobui Hepo3thacoBaHOro cuctemy hapmakoHarnsgy
NPOAYKTY, NepBUHHE (BBEAEHHSA y3araslbHEHVX AaHUX
Ta BTOPVHHE npo cucTemy thapmakoHarnsgy,
nakyBaHHs, 3MiHa yNOBHOB&XeHOI 0cobu,
KOHTPO/Ib Cepili: BigNoBiAa/IbHOI 3a 34jACHEHHS
Na6opaTtopi3 thapmMakoHarnagy; KOHTaKTHOI
MegikameHTOC ocobu 3 hapmakoHarnagy
IHTepHartioHec, C.A., 3as1BHMKA AN 34iCHEHHS
IcnaHis; thapmMakoHarnagy B YkpaiHi, KO
BVMPOGHMLTBO BOHa BifMiHHa Bif, yNOBHOBaXEHOI
Hepo3dacoBaHoro ocobwu, BifgnoBifabHOT 3a
NpoAYyKTY, NepBUHHE 3[jiicHeHHs hapMakoHarnagy
Ta BTOPVHHE (BKNHOYAKOUN KOHTAKTHI faHi)
nakyBaHHs, Ta/abo 3MiHV y PO3MILLEHHI
KOHTPOb Cepili: macTep-cbaiina cuctemm
Na6opaTopioc thapmakoHarnsgy) - 3miHa
NikoHca, C.A., YMOBHOB&XEHOT 0CObM 3as1BHMKA,
IcnaHis BignoBiganbHOI 3a
thapmakoHarnag.
MponoHoBaHa pepakuisi: lokTop
AHppeac IBaHoBKY / Dr. Andreas
Iwanowitsch. 3MiHa KOHTaKTHUX
[aHVX YNOBHOB&XEHOI 0co6u
3asBHVKa, Bi4NOBiAa/IbHOT 38
hapmakoHarnag,
118. | IEBO®J/IOKCALMN TabneTku, BKpUTI €Bpo Navichkep IHais $AC Nimitepq, IHais BHECEHHS 3MiH [0 peecTpaviiiHnX 3a peyenmom UA/8777/01/02
H €BPO NAiBKOBOK 060/IOHKOHO, MpaiisiT NimiTeq mMartepianis: 3miHu | TUny -
no 500 mr, no 5 AOMiHiCTpaTMBHI 3MiHU. 3MiHa
Tabnetok y 6nictepi; no Ha3BU NikapcbKoro 3acoby
1 a6o no 2 6nictepu y 3arBepaxeHo: 30JIEB-500,
KapTOHHI KopoobLyi ZOLEV-500, 3anpornoHoBaHo:
NEBO®/IOKCALIIH €EBPO
LEVOFLOXACIN EURO
TepMmiH BBEEHHS 3MiH - NPOTArOM
6-TU MicsLIB Nic/1s 3aTBEPKEHHS.
119. | NEBO®/IOKCALMN TabneTtku, BKPUTI €Bpo Navichkep IHais $AC Nimiteq, IHAis BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/8777/01/03
H €BPO NiBKOBOK 06O/IOHKOLO, MpaisiT NimiTeq marepianis: 3miHu | Tuny -
no 750 mr, no 5 AOMiHICTpaT1BHI 3MiHW. 3MiHa
Tabnetok y 6nictepi; no Ha3BW JiKapCbKOro 3acoby
1 a6o no 2 6nictepu y 3arBepmkeHo: 30J1EB-750,
KapTOHHIA KopoobLi ZOLEV-750 3anponoHoBaHo:
NEBO®/IOKCALIIH EBPO
LEVOFLOXACIN EURO
TepMiH BBE,EHHS 3MiH - NPOTArOM
6-T1 MicsALIB NicNsa 3aTBEPKEHHS.
120. | IEBO®J/IOKCALM TabNeTkn, BKPUTI €Bpo Jlaridkep IHais $AC Nimiteq IHais BHECEHHS 3MiH 10 peecTpaLiiHnx - UA/18065/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
H €EBPO N/1iBKOBOK 06GO/IOHKOLO, MpaisiT NimiTeq marepianis: 3miHu | Tuny -
no 500 wr, in bulk: no AOMiHICTpaTUBHI 3MiHW. 3MiHa
1000 TabneTok B nakeTi Ha3BW JiKapCbKOro 3acoby
3 MonieTUIeHy H13bKOT 3arsepaxeHo: 30JIEB-500,
LWiNbHOCTi B KOHTEWHEPI ZOLEV-500, 3anponoHoBaHo:
3 nonieTuneHy BUCOKOI NNEBO®JIOKCALMH €BPO
LWiNbHOCTI LEVOFLOXACIN EURO
TepMiH BBEEHHS 3MiH - NPOTAroM
6-TV MicsLiB NicasA 3aTBEPIKEHHS.
121. | NEBO®J/IOKCALMN TabneTku, BKpUTI €Bpo Navichkep IHais $AC NimiTepq, IHais BHECEHHS 3MiH [0 peecTpavyiiiHnX - UA/18065/01/02
H €BPO NAiBKOBOK 060/IOHKOHO, MpaiisiT NimiTeq mMartepianis: 3miHu | TUny -
no 750 mr in bulk: no AOMiHiCTpaTMBHI 3MiHU. 3MiHa
1000 TabneToK B NakeTi Ha3BW NikapcbKoro 3acoby
3 NonieTUNeHy HU3bKOT 3arsepaxeHo: 30J1EB-750,
LLiNIbHOCTi B KOHTEWHEpI ZOLEV-750 3anponoHoBaHo:
3 nonieTueHy BUCOKOI NEBO®JIOKCALMH €BPO
LWiNbHOCTI LEVOFLOXACIN EURO
TepMiH BBEEHHS 3MiH - NPOTArOM
6-TU MicsLIB Nic/1s 3aTBEPKEHHS.
122. | NEBO®/IOKCALMN TabneTtku, BKPUTI TOB «TeBa Ykpaina AxTtasic /T[], ManbTta BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyernmom UA/11952/01/01
H-TEBA NiBKOBOK 06O/IOHKOLO, YkpaiHa» marepianis: 3mMiHu | Tuny - 3MiHKn

no 250 mr; no 5
Tabnetok y 6nictepi; no
2 6nicTepu B KAPTOHHIl
Kopoobui

Lwoao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3miHu) -
3a3HayeHHs AOMOMDKHUX
PEYOoBVH, L0 BXOAATL A0 Cknagy
060/10HKM TabneTkn (1akTo3un
MOHOTigpaT, rinpomenosa, TuTaHy
npiokewg, (E171), TpraueTux,
3as1iza okcug, YepBoHUiA (E172),
3asisa okempg, xostuii (E172).
BunyyeHHs Ha3Bu 060/10HKM
«Opadry Il poxesuit 31K34554» 3
IHCTPYKL|i Ta peecTpauiiHoro
nocBigyeHHs. BHeceHHs
pefakuiiiHnx npasok Ao p. Cknag
MKSA 3. XKogHoi 3MiHn B cknagi
N3 He BigbyBaeTbCA. 3MiHU
BHECEHI B IHCTPYKL,i0 ANns
MeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ain
"Cknag" (4ONOMiKHI peYOBUHN:
nniskosa 060/10HKa). BBeAeHHSA
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPMKEHHS; 3MiHM | TUNY -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
MiCLisi MPOBAMKEHHS AiANIbHOCTI
BMPOGHMKa (BK/tOYaouu, 3a
HEeob6XiAHOCTI, MicLe NPOBeAEHHSs!
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu

KOHTPO/O SIKOCTi), a60 BriacHUKa
macTep-aiina Ha Adl, abo

Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs
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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
3a3Ha4yeHo y J0CbE) - 3MiHa
afipecy BracHvka mactep-gariny
Ha A®| NleBodhnokcauH
remirigpat Mylan Laboratories
Limited (India), y 3B’A3Ky 3i 3MiHOIO
NOLUTOBOrO iHAEKCY Yepes
nepeknacudikaLiio NOLITOBKX

iHAeKciB paiioHy B nepeaMicTi
Lxy6ini-Xinns, Xaligapa6ag,
IHAis, 6e3 3mMiHM Micusa
BUPOGHWLTBA; 3MiHU | TUny -
AOMiHICTpaTMBHI 3MiHU. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
MiCLS MPOBaMKEHHS AiANbHOCTI
BMPOGHMKa (BK/tOYaouu, 3a
HeobXiAHOCTI, MicLe NpoBeAeHHS
KOHTPO/O SIKOCTi), ab60 B/iacHUKa
macTep-ailina Ha Adl, abo
noctavyanbHuka A®l/BnxigHoro
MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 3aCTOCOBYHOTbCH Y
BMPO6HULTBI ADI (AKLLO
3a3HayeHo y AOChE Ha NiKapCbKuii
3acib) 3a BiACYTHOCTI cepTuddikara
BiANOBIAHOCTI EBpONechbkil
thapmMakonei y 3aTBepyxeHomy
nocbe, abo BMPOOHUKA HOBOI
[L0MOMIXHOT peYOBUHU (SIKLLO
3a3HayeHo y 0CbE) - 3MiHa
agpecu BupobHuka Ad|
JNeBodhnokcauuHy remirigpaty
Mylan Laboratories Limited (Unit-
9) (India), y 3B’3Ky 3i 3MiHOO
MOLUTOBOTO iHAEKCY Yepes
nepeksiacudikauito NowWTOBNX

iHfekciB palioHy B nepeaMicCTi
[MapaBaga MaHgana, B WwraTi




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Anpaxpa-Mpagew, IHAis, 6€3 3MiHK
Micusi BUpOBHULTBA. Takox
YTOYHEHHS Ha3BW BUPOGHUKA B
p.Cknag MKA /13, a came —
3a3HayveHHs Unit-9, y 3B'A3Ky 3
npusefeHHsAM o p.3.2.S.2.1;
3MiHM | TUny - AOMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micusa
NPOBaPKEHHS AiNbHOCTI
BMPOGHMKa (BKtOYatouu, 3a
HeobXiAHOCTI, MicLe NpoBefeHHsA
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 pevyoBUHU (SIKLLO
3a3HavyeHo y A0CbE) - 3MiHa Ha3By
BMpOGHUKa AP NleBodpniokcaLuHy
remirigpaty 3 Mylan Laboratories
Limited (Unit-3) (India) Ha Aurore
Pharmaceuticals Private Limited
(Unit-1) (India), y 38’A3Ky 3
nepegadyeto npasa BM1acHoOCTI, 6e3
3MiHW MicLSA BUPOGHMLTBA.
BHeceHHs pefakuiiiHuX NpaBok y
p. Cknag MKA N3; 3miHm | Tvny -
3MiHu 3 aKocTi. API.
Brpo6HMLUTBO. 3MiHa BUPOOHMKa
BVIXiZLHOr0/MPOMIXXHOr0
npoAayKTy/peareHTy, Wo
BUKOPWCTOBYHOTLCS Y
BMPO6HMYOMY npoueci Adl, abo
3MiHa BUPOGHWMKa (BKNOYatouu, ae
HeobXxifHO, MicLe NpoBeAeHHS
KOHTponito skocTi) APl (3a
BifiCYTHOCTI cepTudikaTta
BiNOBIAHOCTI E€BpONENChKiit
hapmakonei y 3aTBepAKeHOMY
[0CbE)(iHLWWi 3MiHW) - BHECEHHS
Ha3BW Ta afpecy BUPOGHMKa
npomixHoro npoaykty (Edip
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

nesodpriokcauuHy) Zhejiang
Starrey Pharmaceutical Co Ltd.
(No. 1 Starry Road, Xianju Modern
Centralization Zone, Xianju City,
Zhejiang Province, P R China);
3MiHW | TUny - 3MiHK 3 AkocTi. AdI.
Brpo6HMUTBO. 3MiHM B Mpoueci
BMPO6HMLTBA AD| (HE3HAYHA
3MiHa Y 3aKpuTili YacTWHI MacTep-
thaiina Ha A®I) - BHeceHHs y
3aKpUTY YacTUHY macTep-daiiny
Ha A®| HE3HAYHUX 3MIH Y
BVMPOGHMYOMY NPOLIECi, KOHTPOI
mMarepianis, KOHTPO/I KPUTUUHUX
cTagii Ta NPOMiXHOT NPOAYKLT.
LWnax cuHTesy JleBodhokcauuHy
remirigpaty 6ys10 nepeBnsHa4yeHo
i3 BHECEHHSIM CTaji CUHTe3y
echipy nesochniokcaLyHy, OCKiNbkn
3aTBEPKEHUNIA BUXigHWI MaTepian
edip nesodpnokcauuHy 6yno
nepeBM3HAYEHO SIK MPOMIXHWIA
npoaykT. Byno oHoBneHo
p.3.2.S.6 Cuctema
KOHTeliHep/3aKynopoBabHWi
3aci6 i3 BHECEHHSIM OHOBEHNX
cneumdikauili i MeToaiB KOHTPO/O
6iNVX aHTUCTATUYHNX
nonieTUNEHOBUX MILLKIB, YHOPHUX
AHTUCTATUYHMX NONIETUNEHOBUX
MiLwkiB Ta 6apabanis MEBLL, Ta
TMNOBOro cepTudikaty aHanisy Ta
IY-cnekTpy matepiasly nepBUHHOIO
nakyBaHHS. 3MiHu B
cneumaikalisax Ta meTogax
KOHTPO/IO BifCYTHi; 3MiHM | TUny -
3miHu 3 AkocTi. CepTudikar
BignosigHocTI/lE-cepTudikart
BiNOBIAHOCTI E€BpPONENChKiit
thapmakonei/moHorpadii. 3miHu,
noB'A3aHi 3 HeOO6XiAHICTIO
npuBeLEeHHs Y BiANOBIAHICTb A0
MoHorpadii 4®Y abo
€Bponeiicbkoi thapmakonei, abo
iHLWOT HavuioHaNbHOI hapMakonei
nepxasu EC (3miHa 'y
cneuudikauii HedpapmakoneinHoro
A®I oA npyBefeHHs y
BignoBigHICTb A0 BUMOr AdY a6o

105




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

€Bponeiicbkoi thapmakonei, abo
iHLWOT HaujoHanbHOI thapMakonel
nepxasu €C) - A®I - MpuseaeHHs
BMMOTr crneuundikadii Ha AdI
NeBodhnokcauuHy remirigpaty y
BiANOBIAHICTb A0 BUMOT EP; 3MiHK
| Tuny - AGMIHICTPaTVBHI 3MiHW.
BunyyeHHs BUPOOGHMYOT AiNbHULL
(Brntovaroun ginbHuui ansa Adl,
NPOMKHOrO NPOAYKTY abo
roTOBOrO /liKapCbKoro 3acoby,
AiNbHUL ANA NPoBeAEeHHS
nakyBaHHS, BUPOGHUKa,
BiANOBIAAILHOIO 3a BUNYCK Cepiid,
MicLie NPoBeLEHHS KOHTPO/HO
cepii) abo nocTayasibHMKa
BUXIQHOIO Matepiasty, peareHty
ab0 AONOMIXKHOT PeYOBUHN (SIKLLO
3a3HayeHo y JOCbE) - BHeceHHs
3MiH 0 p.3.2.S.2.1 BUpo6HUKHY, a
came- BUMTy4YeHHsi BUPo6HUuKka API
JNeBochbnokcauuHy remirigpaty,
komnaHii Teva Pharmaceutical
Industries Ltd, I13painb (Assia
Chemical Industries Ltd, I3painb).
BunyyeHHs He 06ymMOBEHO
Henepegb6ayeHMmMn o6cTaBMHaMm
Yy BUPOBHNYOMY MpOLECi.
B1po6HYK, WO 3anuumBecs,
BMKOHYE Ti X cami PyHYKLIT, LLO i
BW/TYYEHUIA

123.

NEBO®/IOKCALN
H-TEBA

TabneTku, BKPUTI
MN/iBKOBOK 060/10HKOIO,
no 500 mr; no 5
Tabnetok y 6nictepi; no
2 6nicTepu B KAPTOHHIl
Kopobui

TOB «TeBa
YkpaiHa»

YKpaiHa

AxTtasic /1T[,

MasibTa

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

3asHayeHHs AOMOMDKHUX

PEYOoBVH, L0 BXOAATL A0 CkNagy

060/10HKM TabneTku (N1akTo3u

MOHOTigpar, rinpomenosa, TuTaHy

niokeng (E171), TpraueTuvH,
3as1iza okcug, YepBoHUiA (E172),
3asisa okemg, xostuii (E172).
BunyyeHHs Ha3Bu 060/10HKM
«Opadry Il poxesuit 31K34554» 3
IHCTPYKL|i Ta peecTpauiiHoro
nocBigyeHHs. BHeceHHs
pefakuiiiHnx npasok Ao p. Cknag
MK$A 3. XKogHoi 3MiHn B cknagi
/13 He BigbyBa€eTbcsl. 3MiHM

3a peyenmom

UA/11952/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa PeecmpayjiliHa npoyedypa
BUPOOGHUKa

Ymosu

BHECEHI B iHCTPYKLito ANs
MEANYHOI0 3aCTOCYBaHHsI

Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs
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nikapcbKoro 3acoby y po3ain
"Cknag" (BOMOMKHI pe4yoBUHM:
nniskoBa 060110HKa). BBeAEeHHs
3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPMKEHHS; 3MiHM | Tuny -
AOMiHICTpaTUBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu
MiCLl MPOBAaKEHHS AiS/TIbHOCTI
BMPOGHMKa (BKtOYatouu, 3a
HeobXiAHOCTI, MicLe NpoBefeHHsA
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 pevyoBUHU (SIKLLO
3a3Ha4yeHo y J0CbE) - 3MiHa
afipecy BracHvka mactep-gariny
Ha A®| NlesodhnokcauH
remirigpat Mylan Laboratories
Limited (India), y 38’A3Ky 3i 3MiHOIO
NOLUTOBOrO iHAEKCY Yepes
nepeknacudikawiio NOLITOBKX
iHAeKciB paiioHy B nepeaMicTi
Lbxy6ini-Xinns, Xaligapa6ag,
IHAis, 6e3 3mMiHM Micus
BUPOGHWLTBA; 3MiHU | TUny -
AOMiHICTpaTMBHI 3MiHU. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
MicLS MPOBaMKEHHS AiANIbHOCTI
BMPOGHMKa (BK/OYaouu, 3a
HeobXiAHOCTI, MicLe NpoBeAeHHS
KOHTPO/O SIKOCTi), ab0 B/iacHUKa
macTep-ailina Ha Adl, ao
noctavyanbHuka A®l/BuxigHoro
MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 3aCTOCOBYHOTbCH Y
BMPO6HULTBI ADI (AKLLO
3a3HayeHo y AOCbE Ha NiKapCbKuii

3acib) 3a BiACYTHOCTI cepTuddikara
BiANOBIAHOCTI €EBpoNeichbKil




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

ynakoska)

hapmakonei y 3aTBepAKeHOMY
[ocbe, abo BUPOOHMKA HOBOT
[,0MOMDKHOT pevyoBUHN (SIKLLO
3a3Ha4yeHo y J0CbE) - 3MiHa
agpecu BupobHuka Ad|
NesocbnokcauuHy remirigpaty
Mylan Laboratories Limited (Unit-
9) (India), y 3B’A3Ky 3i 3MiHOIO
NOLUTOBOrO iHAEKCY Yepes
nepeknacudikaLito NOLITOBUX
iHAeKciB paiioHy B nepeaMicTi
MapaBaga MaHpana, B WwraTi
Anpaxpa-Mpagew, IHAis, 6€3 3MiHK
Micusi BUpOBHULTBA. Takox
YTOYHEHHS Ha3BW BUPOOHUKA B
p.Cknag MKA /13, a came —
3a3HayveHHs Unit-9, y 3B'A3Ky 3
npusefeHHsAM o p.3.2.S.2.1;
3MiHM | TUny - AOMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micusa
NPOBaYKEHHS AiANbHOCTI
BMPOOGHMKa (BKtOYatouu, 3a
HeobXiAHOCTI, MicLe NpoBeeHHSA
KOHTPO/O SIKOCTi), a60 BriacHuKa
macTep-aiina Ha Adl, abo
noctavanbHvka A®l/BuxigHoro
mMarepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 3aCTOCOBYOTLCA Y
BMPOOHULTBI ADI (AKLLO
3a3Ha4YeHo y J0CbE Ha NikapCbkuii
3acib) 3a BigCYTHOCTI cepTudpikata
BiNOBIAHOCTI E€BpONeNChKiit
hapmakonei y 3aTBepAKeHOMY
[ocbe, abo BUPOOHMKA HOBOT
[0MOMDKHOT PevyoBUHU (SIKLLO
3a3Ha4yeHo y A0CbE) - 3MiHa Ha3By
BMpOGHUKa AP NleBodpniokcaLuHy
remirigpaty 3 Mylan Laboratories
Limited (Unit-3) (India) Ha Aurore
Pharmaceuticals Private Limited
(Unit-1) (India), y 38’A3Ky 3
nepegadyeto npasa Bf1acHOCTI, 6e3
3MiHW MiCLSA BUPOOHMLTBA.
BHeceHHs pefakuiiiHuX NpaBok y
p. Cknag MKA N3; 3miHm | Tvny -
3MiHu 3 aKocTi. API.
Brpo6HMLUTBO. 3MiHa BUPOOHMKa

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

npoayKTy/peareHTy, Wwo
BUKOPVCTOBYHOTHCS Y
BMPOGHUYOMY npoveci APl abo
3MiHa BUpPO6HUKa (BKIOYatoun, ae
Heo6XifHO, Micue NpoBefeHHs
KOHTponto akocTi) APl (3a
BiICYTHOCTI cepTudikata
BiANOBIAHOCTI EBpONechbkili
hapmakonei y 3aTBepiKeHoOMy
[ocbe)(iHWi 3MiHN) - BHeceHHs
Ha3BuW Ta agpecu BUPO6GHYMKa
npomixHoro npoaykty (Ecip
nesodpriokcauuHy) Zhejiang
Starrey Pharmaceutical Co Ltd.
(No. 1 Starry Road, Xianju Modern
Centralization Zone, Xianju City,
Zhejiang Province, P R China);
3MiHM | TUny - 3MiHK 3 AkocTi. AdI.
Brpo6HMUTBO. 3MiHM B Mpoueci
BMPO6HMLTBA AD| (HE3HAYHA
3MiHa Y 3aKpuTili YacTuHI MacTep-
(haiina Ha A®I) - BHeCceHHs y
3aKpUTY YacTUHY MacTep-daiiny
Ha A®| HE3HAYHUX 3MIH Y
BVMPOGHMYOMY NPOLIECi, KOHTPOSI
mMarepianis, KOHTPO/I KPUTUUHUX
cTagiii Ta NPOMiXHOT NPOAYKLT.
LWnsax cuHTesy JleBodhokcauuHy
remirigpaty 6ys10 nepeBnsHa4eHo
i3 BHECEHHSIM CTafji CUHTe3y
echipy nesochniokcaLyHy, OCKiNbkn
3aTBEPKEHUNIA BUXigHWI MaTepian
edip nesBogpnokcauuHy 6yno
nepeBM3HAYEHO SIK MPOMIXHWIA
npoaykT. Byno oHoBneHo
p.3.2.S.6 Cuctema
KOHTeliHep/3aKynopoBanbHWi
3aci6 i3 BHECEHHSIM OHOBNEHNX
cneumdikauili i MeToaiB KOHTPOO
6iNVX aHTUCTATUYHNX
nonieTUNEHOBUX MILLKIB, YHOPHUX
aHTUCTATUYHMX NONIETUNEHOBUX
MiLwkiB Ta 6apabanis MEBLL, Ta
TMNOBOro cepTudikaty aHanisy Ta
IY-cnekTpy matepiasly nepBUHHOIO
nakyBaHHS. 3MiHu B
cneumaikalisax Ta metogax
KOHTPO/IO BifCYTHi; 3MiHW | TURy -
3MiHuM 3 sikocTi. CepTudikar
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONeichbkili
thapmakonei/mMoHorpadii. 3miHu,
noB'si3aHi 3 HEOOXIiAHICTIO
npuBeAeHHs y BiANOBIAHICTb J0
MoHorpadii AdY abo
€Bponeiicbkoi thapmakonei, abo
iHLWOT HauioHanbHOI thapMakonel
aepxasun €C (3miHa y
cneuudikauii HedbapmakonenHoro
A®I ona npuBefeHHA y
BiANOBIAHICTL A0 BUMOT APY abo
€Bponeiicbkoi thapmakonei, abo
iHLWOT HauioHanbHOI thapmMakonel
nepxasun €C) - A®I - MpuseaeHHs
BMMOTr crneumdikadii Ha AdI
NeBodhnokcauuHy remirigpaty y
BiANOBIAHICTb A0 BUMOT EP; 3MiHK
| Tuny - AGMIHICTPaTVBHI 3MiHW.
BunyyeHHs BUPOOGHMYOT AiNbHULL
(Brntovaroun ginbHuui ansa Adl,
NPOMKHOrO NPOAYKTY abo
roTOBOrO /liKapCbKoro 3acoby,
AiNbHULI ANA NPOBeAEHHS
nakyBaHHS, BUPOGHUKa,
BiANOBIAA/IbLHOrO 3a BUNYCK Cepiid,
MicLie NPoBeLEHHS KOHTPO/HO
cepii) abo nocTayasibHMKa
BUXiQHOrO Matepiasty, peareHty
ab0 AONOMIKHOT PeYOBUHN (SIKLLO
3a3HayeHo y JOCbE) - BHeceHHs
3MiH 0 p.3.2.S.2.1 BUpo6HUKHY, a
came- BUMTy4YeHHsi BUPo6HUMKa API
NeBochbnokcauuHy remirigpaty,
komnaHii Teva Pharmaceutical
Industries Ltd, I13painb (Assia
Chemical Industries Ltd, I3painb).
BunyyeHHs He 06ymMOBEHO
Henepegb6ayeHMmMn o6cTaBMHaMm
Yy BUPOBHNYOMY MpOLECi.
B1po6HYK, WO 3anuumBecs,
BMKOHYE Ti X cami DyHYKLIT, LLO i
BW/TYYEHUIA

124.

NIAA3A-
BIO®APMA

NOPOLLOK A/15 PO3YNHY
Ans iH'ekuii no 64 Of; 5
h/1aKOHIB 3 MOPOLLKOM Y
6nictepi; no 2 6nictepu
y nauui 3 kKapToHy

TOB "®3
"BIO®PAPMA"

YKpaiHa

TOB "®3
"BIO®PAPMA"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHu | TUNY - 3MmiHa
BHOCWTbCS Y 3B'SA3KY 3
npuBeAeHHAM cneuudikauii
BXIZIHOrO KOHTPO/IHO Ha AOMOMDKHI
PEYOBUHM A0 BUMOT BiAnoBigHMX

3a peyenmom

UA/5773/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MoHorpadii gitouoi €BponeiicbKoi
hapmakonei - npuBefeHHs
cneuudikaLii 4ONOMKHUX

peyoBuH: "Hatpito xnopugy" Ta
"OunHaTpito chochaty

Aogekarigpaty” y BiAnoBigHICTb A0
BMMOT MOHorpadiii "Hatpito

xnopug" Eur.Ph 04/2021:0193 Ta

"OunHaTtpito chocpaty
popexarigpaty” Eur.Ph
01/2021:0118 €BponeiicbKoi
chapmakonei (o AoNoMixXHil
peyoBuHi "Hatpito xnopugy" - 3a
nokKasHWKoMm "laeHTudikauis”
YTOUYHEHO "peakujto a" no
ineHTudikauii HaTpito; No
[OMNOMiKHIl pevoBUHI "[AnHaTpito
docchaty gopekarigpaty” -
BBE/AEHO KpUTepii NPUAHATHOCTI
015 nokasHuka "Hartpito
avrigpodpoccpar”, BignosigHo o
BVMOr MOHorpadii "AnHaTpito
docchaty goaekarigpary”
€Bponeiicbkiii hapmakonei
(Eur.Ph 01/2021:0118 ). Takox
BUJ/TYYEHHS M. «APCEH>» 3i
cneuudikaLii BXifHOro KOHTPOHO
[OMNOMDKHOT PEYOBVHW AUHATPIO
hocchaty goaekarigpaty

125.

NIAOKCAH NIMMOH
CNPEN

cnpeli gns poToBOi
MOPOXHUHK, 2 Mr/0,5 mr
Ha 1 mn; no 30 mny
thnakoHi, no 1 dpnakoHy
B KOpOO6Li

TOB "CaHpo3
YkpaiHa"

Ykpaina

NabopaTopia
Keanicap HB
(Ksanidpap HB),
Benbris
(BMpPOGHMLTBO 3a
NOBHUM LMK/IOM);
Nex
PapmaueBTUyHa
KoMnaHisa 4.4.,
CnoBeHis (BUMycK
cepii)

Benbrisi/
CnoBeHisi

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3mMiHu | TUNy — 3amiHa
[L,0MOMDKHOT peYOBUHMN —
JIMMOHHOrO apomaTusaropa
502336T Ha NIMMOHHWI
apomaTunsarop CRA1585L.
BHacnifok 4oro 3MeHLweHo
[0[aHHS AONOMIKHOT PEYOBUHN —
KUC/IOTW JIMMOHHOI MOHoOrigparty,
Ta AK HacnigokK, 3mMiHeTbeA pH
po3unHy. BBeAeHHs 3MiH
npoTarom 6 Micauis nicns
3aTBEPMKEHHS; 3MiHN | TRy - —
36iNbLUEHHS TEPMiHY NpUAAaTHOCTI
N3 3 24 Ha 36 micsuiB. BBeaeHHs
3MiH NpoOTAroM 6 MicAuiB nicns
3aTBEPMKEHHS; 3MiHW | TUny —
3MiHa BMMOr crieumdikauii M3 3a
NOKa3HWKOM «pH>» Ha BUMyCK Ta

6e3 peyenma

UA/16227/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
TEepPMiH NpPVAATHOCTI:
3anponoHoBaHo: 4,6-6,6.
BBefieHHs1 3mMiH npoTsArom 6
MICALIB MiC/1SA 3aTBEPKEHHS
126. | MATHE-B6® pO34uH Ans TOB "CaHodi- Ykpaina KOMEPACbLOH ®paHuin BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 peyenma UA/5476/01/01
nepopasibHoro ABeHTiC YkpaiHa" PAPMACBIOTIK marepianis: 3MiHu |l TURy - 3MiHK
3actocyBaHHs; Ne 10: no ®PAHCE3 Loao 6e3nekn/edeKTMBHOCTI Ta
10 mn B amnyni; no 10 hapmakoHarnsgy. 3miHu y
amnyn 3 ABoma NiHigsMm KOPOTKIil xapakTepucTuui
po3nomy y MigaoHi 3 NiKapcbKoro 3acoby, TEKCTI
KapTOHY, B KAPTOHHIl MapKyBaHHs Ta iHCTPYKLIT A1
Kopoobui MeJMNYHOro 3aCTOCYBaHHS y
3B’A3KY i3 HOBUMM JaHNMU 3
SAKOCTI, AOKTIHIYHUMM, KIHIYHUMU
JaHMMy Ta JaHuMK 3
thapmakoHarnsgy - 3MiHM BHECEHO
00 [HCTPYKUiT 4N MeguyHoro
3acToCyBaHHS NikapCcbKoro 3acoby
o posginis "lMepeno3yBaHHsA" Ta
"Mo6ivHi peakui™. BBefeHHS 3MiH
npoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS
127. | MATHE-B6® pO34uH Ans TOB "CaHodi- Ykpaina KOMEPACbLOH PpaHuis BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 peyenma UA/5476/01/01
nepopanbHoOro ABEHTIC YKpaiHa" PAPMACBHIOTIK MaTepianis: 3MiHu | Tuny -
3acTtocyBaHHs; Ne 10: no ®PAHCE3 AMiHICTpaTVBHI 3MiHW.
10 mn B amnyni; no 10 BunyyeHHs BUPOOGHMYOT AinbHULL
amnyn 3 ABoma NiHigsMu (Brntovatoun ginbHuui ansa Adl,
po3fiomy y niaaoHi 3 NPOMKHOro NPOAYyKTy abo
KapTOHY, B KAPTOHHIl roTOBOrO JliKapCbKoro 3acoby,
Kopoobui AiNbHULI ANS NpoBeAeHHS
nakyBaHHs1, BUPOGHUKa,
BiANOBIAA/ILHOIO 3a BUNYCK Cepiid,
MicLie NpoBefEHHS KOHTPO/HO
cepii) abo nocTayasibHMKa
BUXIQHOrO Matepiasny, peareHty
a60 AONOMIXHOT PeYOBMHN (SIKLLO
3a3HayeHo y AOCbE) - BunyyeHHs
BMpo6HUKa A®I (MarHito nakrarty
avrigpaty) MOEHS CATALANA
S.A., IcnaHisi. 3aTBepaXeHuiA
BMPOBOHUK A®I, 110 3anmwmBcs -
MOEHS CANTABRA S.L., IcnaHis,
BVKOHYE Ti cami QoyHKL;T, Wo
BUYYEHUI
128. | MET®OPMIH- TabneTkn, BKPUTI TOB "TeBa YkpaiHa" YkpaiHa AT YropuwmHa/ BHECEHHS 3MiH 40 peecTpaLiiHnx 3a peyenmom | UA/12382/01/01
TEBA NiBKOBOK 060/I0HKOMD, dapmayleBTUYHNI I13pains/ MaTtepianis: 3MiHu | Tuny -
no 1000 wmr; no 10 3aBof TEBA, Yecbka noJaHHs OHOBNIEHOro cepTucpikata
TabneTok y 6ictepi; no YropwymHa Pecny6nika BiANOBIAHOCTI €BpONeichbkil
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3 6nicTepu y Kopobui (nepBuHHa Ta thapmakonei Ne R1-CEP 2008-
BTOPUHHA ynakoBKa, 043-Rev 05 ana Ad®l meTchopMiHy
KOHTPO/b SKOCTi Ta rigpoxnopuay Big Bxe
[l03BiNT HA BUMYCK 3aTBEPAKEHOTO BUPOOHMKA
cepiii); Tera SHOUGUANG FUKANG
dapmaveBTikan PHARMACEUTICAL CO., LTD.,y
IHpacTpi3 N14., HacnifoK BHeCEHHS iHdhopmawii
13painb npo Te, LLIO XX0AHa enemeHTapHa
(BMPOGHMLTBO 3a AoMilKa, knacudikosaHa B ICH
MOBHUM LVIK/TOM); Q3D, HaBMWCHO He BBOANTLCA Nif
TeBa Yex IHAacTpi3 yac BupobHuuTBa AdI
C.p.o., Yecbka
Pecny6nika
(BUPOBHMLTBO
Hepo3dgacoBaHOl
NpoAyKL,ii, KOHTPO/Tb
SAKOCTI)
129. | MET®OPMIHY MOPOLLIOK (Cy6CcTaHuis) y AT "®apmak” YkpaiHa XapmeH daiiHouem IHAis BHECEHHS 3MiH [0 peecTpavuiiHnX - UA/14033/01/01
rigpoxnoprPup NoABINHMX Nimiten marepianis: 3miHu | Trny:

nonieTUNEHOBUX MilLKax
Ans BUpobHMLTBA
HecTepuIbHNX
nikapcbknx oopm

AOMiHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu
3anBHUKa (BnacHvKa
peecTpaviiHoOro NocBigYEHHST).
3MiHa HaiMeHyBaHHA Ta agpecu
3asBHUKa (BnacHvKa
peecTpaLiiHOro NoCBIAYEHHS).
3MiHn | TURNY: 3MiHK 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-
cepTudikaT BiANOBIAHOCTI
€Bponelicbkiii
thapmakonei/moHorpadii.
MofaHHA HoBOro abo OHOB/IEHOrO
cepTudpikaTa BignosigHoCTi abo
BU/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONeiichkili
apmakonei: ana A®l; gns
BMXiAHOTO
MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTbLCSA
y BUPOGHNLTBI ADI; Ans
[0MOMDKHOT peYOBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponelicbkiin hapmakone) -
OHOBNEeHWi cepTuddikaT Big yxe
3aTBEPAKEHOr0 BUPOGHYKA.
MogaHHA OHOB/IEHOrO
CepTudikaty BiANOBIAHOCTI
€sponelicbkin thapmakonei R1-
CEP 2000-059-Rev 11 ans
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

cy6cTaHuUii MeTchopMiHy
rigpoxnopug Bif Bxe
3aTBEPAKEHOr0 BUPOGHMKA
Harman Finochem Limited, IHgis1.
3MiHM BHOCATbLCS B pO34in
«lpeHTucpikauis»: BunyyaeTbcsa
TecT «Temneparypa nnasBneHHs»,
B METOAVKN BUNPOGYBaHHS
«3a/IMLLKOBI KifIbKOCTI OpraHivyHnx
PO3YMHHWKIB» Ta 3MEHLLEHO
HOpPMyBaHHS BMICTY 2-MponaHosny
B cy6CTaHLUil 3 «He 6inbLue 5000
ppm» Ha «He GinbLlue 500 ppm»;
3MiHM B po3ain «Jomiwka F»
(avmeTunamin) (Metoa pignHHOT
xpomaTtorpadii EP, 2.2.29). Tect
«Baxki meTanu» Ta
«PO34MHHICTb» BUyYarOThbCs i3
Cneuudikauii Ta meTogis
KOHTPO/0. BHOCATHLCS YyTOUHEHHSA
B PO3AiN «YnakoBka», po3gin
[ONOBHEHO ONNUCOM BTOPUHHOT
ynakoBku. (6yno: Y noAgiHUx
nonieTUNEHOBUX MilLIKax,
3a6e3neyeHnx eTukeTkamm; CTano:
Y noABiiHUX NOMieTUNEHOBUX
MiLLKax, BK1ageHux y ibposi
6apabaHu abo rocposaHi
KOpOoO6KK). 3MiHK | TUNy: 3MiHK 3
akocTi. CepTudikar
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONeichbkili
thapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOIO
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 BiAMNOBIAHOCTI
€sponelicbkili hapmakoner) -
OHoBReHWi cepTuddikaT Big yxe
3aTBEPIKEHOr0 BUPOGHUKA.
MogaHHA OHOBMEHOro
CepTndikaty BignoBiAHOCTI
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

€Bponelicbkin hapmakonei R1-
CEP 2000-059-Rev 08
(nonepepaHs sepcis: R1-CEP
2000-059-Rev 07) ansa cybeTaHuii
MeTOopPMIHY riApoXI0pua, Bif BXe
3aTBEPAKEHOr0 BUPOGHMKA
Harman Finochem Limited, IHgis1.
AK Hacnigok, 3MiHW B agpeci
BMPOGHMKa API. 3MiHu | TUny:
3miHu 3 AkocTi. CepTudikar
BignosigHocTI/lE-cepTudikart
BiNOBIAHOCTI €BpONeNChKiit
thapmakonei/moHorpadii.
MogaHHA HoBOro abo OHOB/IEHOrO
cepTtudpikaTa BignosigHoOCTI abo
BU/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONeichbkili
hapmakonei: ana A®l; gns
BMXiAHOTO
MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS
y BUpO6HNLTBI ADI; aAns
[0MNOMDKHOT peYOBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponelicbkin hapmakone) -
OHOBNEHWi cepTuddikaT Big yxe
3aTBEPAKEHOr0 BUPOGHYKA.
MogaHHA OHOBIEHOrO
CepTudikaty BigNoBiAHOCTI
€sponeiicbkiii hapmakonei R1-
CEP 2000-059-Rev 09 ans
cy6cTaHUii MeTchopMiHy
rigpoxnopug Big Bxe
3aTBEPAKEHOTO BUPOOHMKA
Harman Finochem Limited, IHAis1.
3MiHn | TUNY: 3MiHK 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-
cepTudikaT BiANOBIAHOCTI
€Bponelicbkiit
thapmakonei/moHorpadii.
MogaHHA HoBOro abo OHOB/IEHOrO
cepTudpikaTa BignosigHoOCTI abo
BU/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
hapmakonei: ana A®l; gns
BMXiAHOTO
MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS
y BUPO6HUUTBI ADI; ans
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

[0MOMDKHOT PEYOBUHU
(cepTudpikat BiANOBIAHOCTI
€sponelicbkili hapmakoner) -
OHoBReHWi cepTuddikaT Big yxe
3aTBEPAKEHOr0 BUPOGHUKA.
MogaHHA OHOBNEHOTO
CepTudpikaTy BignoBigHOCTI
€Bponelicbkiin hapmakonei R1-
CEP 2000-059-Rev 10 ans
cy6cTaHuii MeTchopMmiHy
rigpoxnopug Bif Bxe
3aTBEPAKEHOr0 BUPOGHMKA
Harman Finochem Limited, IHais1.

130.

MIAA3O/1AM-
BICTA

PO34UH A5 iH'EKUIN, 5
mr/mn no 15 mr; no 3 mn
B amnyni; no 5 amnyn 'y
KapTOHHIlA KOpooLi

MicTtpan Kenitan
MeHemKMeHT
Nimiteq

AHrnis

BEM Inay CaH. Be
Tik. A.C.

TypeyuunHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3mMiHu | TMny - 3MiHK 3
SKocTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO /iKapcbKoro
3acoby. 3viHa napameTpis
cneuudikauin Ta/abo AonycTUMmX
MeX roTOBOrO JlikapCbKoro 3acoby
(AONOBHEHHS ab0 3amiHa
nokasHuka cnevudikauii 3a
pesynbTaTamm AOCAiLKEHb 3
6e3nekn abo AKOCTI (3a BUHATKOM
nikapcbknx 3acobis
6i0N0rivYHOro/iMyHOM0rN4YHOro
NOXOKEHHS)); CYNyTHA 3MiHa -
3MiHu 3 sKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /1iKapCbKOro 3acooby.
3MiHa y meTodax BMNpoGyBaHHS
roTOBOrO NiKapCbKOro 3acoby (iHLwi
3MiHV Y MeTogax BunpobysaHb
(Bkntovatoum 3amiHy abo
[LOMOBHEHHS)) - BHECEHHS 3MiHU
[0 cneumndikauii 3 BignosigHUM
MeTO/A0M KOHTPOSI0 AKOCTi Ha /13 -
[oAaBaHHA nokasHuka BigHocHa
ryctuHa. MNponoHoBaHa pefakusi.
CMELUN®IKALIA
BigHocHa ryctuHa Big 1.0020 r/mn
8o 1.0055 r/mn METOAN
KOHTPOI/IO .BigHoCHa rycTuHa.
BnnpobyBaHHs NpoBOAATL
BignosigHo Ao sumor USP 841.
BigHocHa ryctmHa po3uvHy
nosuHHa 6yTu Big 1.0020 r/mn go
1.0055 r/mn

3a peyenmom

UA/18463/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

131.

MIAA3O0NAM-
BICTA

PO34MH A1 iH'eKUin, 5
mr/mn no 50 mr; no 10
M B amnysi; no 5
ammnyn y KapTOHHIl
KopoobLi

Mictpan Kenitan
MeHeaXMeHT
Nimiten

AHrnis

BEM lInay CaH. Be
Tik. A.C.

TypeyunHa

BHECEHHS 3MiH [0 peecTpavyiiiHnX
mMartepianis: 3MiHU | TUNY - 3MiHK 3
AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO iKapCbKoro
3acoby. 3miHa napameTpis
cneuudikavii Ta/abo AonycTUMmX
MeX roTOBOrO JliKapCbKOro 3acoby
(#onoBHeHHs abo 3amiHa
nokasHuka cnevmcpikauii 3a
pesynbTaTamu AOCAIMKEHb 3
6e3nekn abo AKOCTi (3a BUHATKOM
niKapcbknx 3acobis
6ion10riYHOro/iMyHONOriYHOrO
NOXOMKEHHS)); CYNyTHA 3MiHa -
3MiHK 3 IKOCTi. TOTOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKoro 3acoby.
3MiHa y meToax BUNpo6yBaHHS
rOTOBOrO JlikapCbkoro 3acoby (iHLwi
3MiHM Y MeToAax BUnNpobyBaHb
(Bkntovaroun 3amiHy abo
[OOMOBHEHHS)) - BHECEHHS 3MiHN
00 cneumdikauii 3 BigNOBIigHNM
METO0M KOHTPOSI0 AKOCTi Ha /13 -
[oAaBaHHA nokasHuka BigHocHa
ryctvHa. MponoHoBaHa pefakLiis.
CMELM®IKALIA
BigHocHa ryctuHa Big 1.0020 r/mn
£o 1.0055 r/mn METOAU
KOHTPO/IO .BigHocHa rycTtuHa.
BunpobyeaHHs NpoBOAATL
BignosigHo o sumor USP 841.
BigHocHa rycTuHa po3unHy
nosmHHa 6yTw Big 1.0020 r/mn go
1.0055 r/mn

3a peyenmom

UA/18463/01/02

132.

MIKAMIH

NOPOLLIOK A/1A
MPUroTyBaHHsA PO34NHY
Ans iHdy3iit no 50 mr; 1
h/1aKOH 3 NOPOLLKOM Y

KapTOHHIA KopoobLi

Actennac ®apma
tOpon B.B.

Higepnangu

BupoGHUK rotoBoi
nikapcbKoi chopmu
(Bci cTagii
BUPOGHULTBA,
chacyBaHHsA Y
nepBUHHY
ynakoBKy):
Actennac ®apma
Tex Ko., NITa,
3aBop, Takaoka,
AnoHis;
MakyBanbHUK
(BTOPUHHA

Anonis/
IpnaHgjs

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMarepianiB: yTOUHEHHA Ha3BU
OAHOro 3 BAPOGHUKIB B HaKasi
MO3 YkpaiHu Ne 2128 Bipg,
01.10.2021 B npoLeci BHECEHHSA
3MiH (BUNpaBEeHHSA TeXHIYHOT
NOMWIKW, 3rigHO nn.4 n.2.4.
po3giny VI Hakazy MO3 YkpaiHu
Bif, 26.08.2005p. Ne 426 (y
pegakuii Hakasy MO3 Ykpainu Big
23.07.2015p. Ne 460) — noMwsIKn y
MK$, nos'asaHi 3 nepeknagom abo
nepeHeceHHsM iHchopmadi, ki

3a peyenmom

UA/12073/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
yMakoBKa), 6ynu fonyLLeHi Npu npoueaypi
BMNYyCKaoumii BHeCeHHS 3MiH Ha /13 (Haka3
KOHTpoONb: AcTennac Ne1957 Big 25.08.2020 p.), a
IpnaHg Ko. fita, came: BUMNpaB/ieHHS TEXHIYHOT
IpnaHgis NMOMWJ/IKW Ha TUTY/bHI CTOPIHL
npoekTiB 3MiH fo MKA N13 ans
[03yBaHHA No 50 Mr, OCKiNbKu
BCTaHOB/IEHA HEBIANOBIAHICTb
HOMepY peecTpauiiHoro
nocBig4eHHs. 3anponoHOBaHo:
PeecTpauiiiHe noceigueHHst Ne
UA/12073/01/01). Pepakuis B
Hakasi: Actennac ®apma Tex Ko.,
Nta. Tosama TexHonopxi LieHTp,
AnoHis. 3anponoHoBaHa
pepakuifa: Actennac ®@apma Tex
Ko., NTa, 3aBop, Takaoka,
AnoHis.
133. | MIO3M MOPOLLIOK ANt [bxeHzaiim HOpon HigepnaHngu [bxeH3ainm lpnaHg IpnaHgis/ BHECEHHS 3MiH [0 peecTpaviiiHnX 3a peyenmom | UA/11618/01/01
NPUroTyBaHHSA B.B. Nimiten, IpnaHgis Benbris martepianis: 3mMiHu Il Tuny -
KOHLeHTpaTy ans (HanoBHEHHS O0faHHA anbTepHaTUBHOI
pO34nHy Ans iHdys3iii no chnakoHiB Ta AinbHuui Eurofins Lancaster
50 wmr; 1 chnakoH 3 BUPOGHMLTBO Laboratories Inc., United States
MOPOLLKOM Y KapTOHHiIl KIHLLEBOro NPOAYKTY, 015 NPOBEAEHHS BUMPOOYBaHHS
nauuj MapKyBaHHA Ta Ha Be3uBipyc VV2117aKTuBHOI
nakyBaHHs, cybcTaHuii
KOHTPO/Ib AKOCTI
N3, Bunyck cepii);
[xeHzalim
dnaHaepc 6864,
Benbrisa
(BUpo6HMLTBO AC,
NpUroTyBaHHs
po3unHy /13 ans
niodcpinizawii)
134. | M-M-PBAKCIMPO® MOPOLLIOK A/15 CycneH3il Mepk Wapn i Joym LLisefuapis Mepk Wapn i Joym HigepnaHgn | BHeceHHs 3MiH A0 peecTpauilinnx | 3a peyermom | UA/14950/01/01
BAKUWHA ANn4A Ans iH'ekuiid, 1 donakoH 3 I0EA TM6X B.B., HigepnaHau / CLLA martepianis: 3miHu Il Tuny -
MPO®ITAKTUKN nopotukom (1 gosa) Ta 1 (BTOpPUHHE [ofaBaHHA meToay
KOPY, h/1aKOH 3 PO3UYMHHUKOM nakyBaHHs, BUNYyCK 080080246GEN Short Tandem
ENIAEMIYHOIO (Boga ans iH'ekuiid) no cepii BakUMH/ Ta Repeat (STR) Analysis, wo 6yge
MAPOTUTY TA 0,7 My KapTOHHii PO34MHHUKA); Mepk

KPACHYXWU XXUBA

Kopobui; 1 dnakoH 3
nopotwukom (1 gosa) ta 1
nonepeaHLo
HarnoBHeHWI Wwnpu, 3
PO34MHHMKOM (BOAa ANA
iH’ekuili) no 0,7 mn B
KOMNEKTi 3 ABOMa
rofIkaMu y KapTOHHIl

LWapn i foym Kopn.,
CLLUA (BMpO6HMLUTBO
BakuuHu in bulk Ta
nepBuHHe
nakyBaHHs)

BMKOHyBaTucs Mepk Wapn i oym
Kopn., CLLA, B sikoCTi
albTepHaTUBHOIO 0 MeToay
080080247GEN pns Working Cell
Bank ta Working Cell Bank
Certification. MeTop,
080080246GEN 6yae
BMKOHYBaTWCA /19 BU3HAYEHHS
iaeHTndikauii KiTMHHOI NiniT WI-
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
kopo6ui; 10 diakoHiB 3 38, B AIKOCTi a/lbTEPHATNBHOTO A0
nopotukom Ta 10 MeToAy Ha KapionoriyHy
h/1aKoHiIB 3 iaeHTudikauito AN NociBHOro
PO34MHHMKOM (BOAa AN maTepiasny Ta KOHTPONIbHNX KNITUH
iH’ekuili) no 0,7 mn B 6asKy BakUMHU
OKPEMMWX KapTOHHUX
Kopo6Kax
135. | MOMETA3O0OH- cnpeii HasaslbHUiA, TOB "TeBa YkpaiHa" Ykpaina MenbbypH Benvka BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom | UA/15611/01/01
TEBA cycnensis, 50 mMkr/go3sy; CanHTndik Mlimitea, BpuTaHis/ marepianis: 3miHu | Tuny -
no 10 r (60 po3s) y Benuka BpuTaHis Yecbka He3HauHi 3MiHV B 3aTBEpPAKEHOMY
hNakoHi 3 4,03yUnUM (koHTpO/b cepii 3a Pecny6nika MeTojax BunpobysaHHs /13 3a

cnpeii-Hacocom Ta
po3nusioBayem,
3aKpUTUM KOBMAYKOM; N0
1 donakoHy B KapTOHHIi
Kopobui

MOKa3HNKOM
"BusHaueHHsA
MOMETa30Hy
dypoaty y manmx
Kpannsx/yactkax");
TeBa Yex IHAacTpi3
€.p.0., Yecbka
Pecny6nika
(BMPOGHMLTBO 3a
MOBHWM LMK/IOM)

nokasHukom «KpannemeTpuyHuii
cKag, MeTofoM Nla3epHol
ondopakuii». BBefeHH: 3MiH
npoTArom 6-T1 MicAuis nicns
3aTBEPMKEHHS; 3MiHu Il Tuny -
PO3LUMPEHHS BEPXHBLOT MeXi AN
napametpa «B’askicTb» 3 20-50
cM3 go 20-60 cl3 B cneuyndikadii
npy BUNYCKy Ta NPOTATOM TEPMiHY
NPUAATHOCTI Ha rOTOBUIA
nikapcbkuii 3aci6. Mig yac
OHOBJIEHHS po3ainy 3.2.P.5.1 3
METOI BHECEHHS 3arnponoHOBaHOI
MeXi ans napameTpa «B’A3kicTb»,
Oy/IM TakoX BHECEHi HAaCTYMHi
pefakuiiHi 3mMiHW: - napameTp
«30BHiLWHI BArIAA | onnc»
(«Appearance & Description»)
nepeiMeHoBaHo Ha «Onuc»
(«Description»); - napameTp
«KinbkicHe BU3HaUYeHHs»
(«Assay») nepeiimeHOBaHO Ha
«KinbKicHe BU3HAYeHHs
MoMeTa3oHy thypoaTy» («Assay of
Mometasone Furoate»); -
napameTp «Mikpo6ionorivyHmi
KOHTPO/Ib HECTEPU/TbHNX
npogaykTie» («Microbiological
Examination of Non-Sterile
Products») nepeiimeHoBaHo Ha
«MikpobionoriyHa uncrora»
(«Microbiological quality»), Mmexy
«BiacyTHicTb B 1 Mn» («Absence
in 1 ml») 6yno OHOBNEHO Ha
«BigcyTHicTb/Mn» («absence/ml»);
- 3 po3giny 3.2.P.5.1 6ynun
BWyYeEHi BUNPOGYBaHHSA nif, vac
BMPOGHULTBA, 3apEeECTPOBaHI Ans
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KOHTPOJTI0 HEepPO3chacoBaHOro
npoaykty (onuc, pH, KinbkicHe
BM3HAYEHHS1 MOMETa30Hy dypoarty
Ta KiflbKiCHe BU3HAYEHHS
6eH3aKoHito xnopuay) Ta
KOHTPONbHI BUNPOBYBaHHS Mif Yac
po3nuBy npoaykTy («Fill weight»
Ta «Torque test (tightness of
closure)»), ocKinbkn BOHM
Ay6niol0Tb 3apeecTpoBaHy
iHdhopmadito B po3gini 3.2.P.3.4.
Brpo6HWK NigTBEPAXYE, L0
3apeecTpoBaHa iHthopmauis B
po3aini 3.2.P.3.4 He 3MIHIOETbCS, |
BCi NepeniyeHi BuLle
BMMPOGYBaHHSA SK i paHiwe
KOHTPOIOKTHLCA BIAMNOBIAHO A0
3apeecTPoBaHOro po3giny
3.2.P.3.4; - 3 po3giny 3.2.P.5.1
6YyNn0 BUNYyYEHO MOCUIaHHA Ha
HOMep AOKyMeHTa Ha
cneuudikaLito NPOTAroM TepPMiHY
npugatHocTi. Kpim Toro,
KOPUCTYIOUNCh MOX/NBICTIO
3aABHUK XOTIB 61 CNPOCTUTK
nosHwuiA po3gin 3.2.P.5.1 3 meTot0
npeAcTaBuTV B HbOMY TiflbkW OAWH
[OKYMEHT i3 3ara/lbHO
cneumaikaLjielo Ha BUMYCK Ta
TepMiH NpugaTHoOCTI. Taknum
YMHOM, foAaTKOBa 3apeecTpoBaHa
cneuudikais Ha BuNycK ans
KomepLiiiHux cepiii (QDP0042210
v.3.0) Ta cneuudikauis gns
NepPBUHHOTO NOAAHHSA CEPIiA, Lo
BMKOPMCTOBYBa/1aCh Mif, yac
PO3pO6KN NPOAYKTY
(QDP0033794), BugansiTbcs 3
[oCbe SK iHthopmalis, wo
ny6netbes. Pasom i3
OHOB/IEHHAIM po3giniB 3.2.P.8.1 Ta
3.2.P.8.3 3aBHMK XOTiB 61 Takox
BHECTU HACTYMHI pefakuiiHi 3MiHu
bo po3ainy 3.2.P.8.2: - 3 po3giny
3.2.P.8.2 6yna BunyuyeHa
cneumdikauis Ha TepMiH
NPUAATHOCTI, OCKI/IbKU BOHa
npeacTasnexa B po3gini 3.2.P.5.1;
- Ha3By BUNPO6YBaHHSA Ha
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Mikpo6ionoriyHy YMCTOTY 3MIHEHO
3 «Microbial limits» Ha
«Microbiological quality». Kpim
TOro, B MeXax 3anpornoHoBaHofl
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3MiHU HAAAETHCA OHOBMEHUIA
po3gin 3.2.P.5.2 ana metoay
«B’A3KiCTb», NpOTE BHECEHI 3MiHN
AB/IATb COGOI NNLLEe pefaKLiliHi
3MiHU. 3asBHUK NIATBEPAXYE, IO
MeToa «B’s3KicTb» 3anmwaeTbcs
He3MiHHUM. 3MiHEHO HOMep
[OKyMeHTa Ta BUyYeHO nepeknag,
Ha yecbky MOBY. BignosigHo,
HOBUIA HOMep MeToay «B’A3KiCTb»
BifJo6paXeHNi i B OHOB/IEHNX
po3ginax 3.2.P.5.1, 3.2.P.5.2 Ta
BCTYMHiIi yacTuHi 3.2.P.5.3. Kpim
TOrO, Yy 3B’A3KY 3 TUM, LLIO B
MeToAax KOHTPOJIO SKOCTi
3apeecTpoBaHa came fogaTkosa
cneumdikaLis Ha BUNYCK A1
KomepLiiHnX cepiii (QDP0042210
v.3.0), fka Hapasi BUi1y4aeTbcs 3
po3giny 3.2.P.5.1, 3as1BHUK XOTiB
61 npusecTu crneumdikayito B MKA
[,0 3anpornoHOBaHO| 3arasibHol
cneumdikauii (QDP0040284
v.7.0). 3aranbHa cneuudikauis
BK/tOYaE BunpobyBaHHs Ha
aHTUMIKPOGHY eDEKTUBHICTb, Sike
He MPOBOAUTLCA Hi Mif Yac
BMMNYCKY, Hi NPOTArOM TEPMiHYy

NpuaaTHOCTI, a NpU3HaYeHe nue
A5 peecTpaviiiHmx cepiii. Tomy, B
3apeecTpoBaHii cnevuudikawii
3.2.P.5.1 (QDP0042210 v.3.0) ue
BMNPOGYBaHHSA BifCYTHE Ta He
6yn10 BK/IOYEHO B cneuudikadito
MK$. Hapasi 3 meToto noBHOT
BiANOBIAHOCTi 3aNpPOMOHOBAaHIM
3arasbHili cneuydikadii
BMPOGHMKA 3as5BHUK XOTiB 61
BHeCTH BunpobysaHHsA Ha
aHTUMIKPOGHY eheKTUBHICTb B

cneumdikayito MKA 3 BignosigHow
MPUMITKOIO «He KOHTPOMOETHCA.
BignosigHa meToamKa He BXOAUTb

3.2.P.5.2, TOMy XXOHOro HOBOTO

[0 nepeniky aHaniTM4HUX MeTOAMK




Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
MeToay BMNpobyBaHHA [0 METO/iB
KOHTPOJIO SIKOCTi 0AaHO He 6Yyro.
XKOfHMX iHLINX 3MiH LWoAo
NOKa3HUKIB Ta MeX, OKpiM
3asB/IEHUX B AaHiii 3MiHi, B
cneuudikaLito BHECEHO He 6yno.
BBegeHHA 3MiH npoTArom 6-tm
MicsILiB Micns 3aTBepKEHHs
136. | MOHTEN TabneTkn XyBasibHi Mo 4 My6niuHe YkpaiHa My6niyHe Ykpaina BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyernmom UA/16297/02/02
Mr no 7 TabneTtok y akujioHepHe akujioHepHe Marepianis: 3MiHu | Tuny - 3MiHu 3
6nictepi; no 4 6nictepu TOBapuCTBO TOBapuCTBO siKocTi. FOTOBWMIA Nikapcbkuii 3aci6.
y nadui 3 KapToHy "HaykoBo- "HaykoBo- CrabinbHiCTb. 3MiHa y TepMiHax
BVMPOGHWYMNIA LEHTP BMPOGHUYNIA LEHTP npuaaTHocTi abo ymoBax
"BopLyariBcbkuii "BopLyariBcbKuii 36epiraHHsa roToBOro J1iKapCbKOro
XiMiko- XimiKO- 3ac006y (36i1bLUEHHS TEPMIHY
hapmaLeBTUYHNIA thapmaueBTUYHWI NpuAATHOCTI TOTOBOrO NMiKapCbKOro
3asof” 3asof”, 3aco6y) - [1na ToproBoi ynakoBku
YkpaiHa (nigTBEPAXYETLCA AaHUMU
(dhacyBaHHS i3 peasibHOro yacy) 36inbLUeHHs
hopmm "in bulk" TepMiHy NpuAaTHOCTI rTOTOBOrO
BMPOBHUKIB CaHiko NiKapcbKoro 3acoby Ha OCHOBI
H.B., Benbris; NO3VUTVBHUX Pe3y/bTaTiB
CiHTOH XicnaHis [LOBrOCTPOKOBUX AOCNIKEHb
C.J1., IcnaHis) CTabiNbHOCTI Y peasibHOMY Yaci:
3atBepakeHo: TepmiH
NpUAATHOCTI 2 POKK
3anponoHoBaHo: TepMiH
npuaaTHocTi 3 pokn 3MiHN BHECEHI
B IHCTPYKLiO A1 Me4UYHOro
3acToCyBaHHS NikapCbKoro 3acoby
y po3gin “TepmiH npugaTHocTi".
BBefeHHA 3MiH NPOTArom 6-1u
MicsLiB MiCNsA 3aTBEPAKEHHS.
137. | HABIPEN KOHUeHTpaT ans Mepak Nesenbluadt HimevunHa Mepak esenbliadpt Himeuunna/ BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyenmom | UA/4711/01/01
NPUrOTYBaHHSA PO3UMHY dotop KniHiwe dorop KNiHiwe Yecbka MaTepianis: 3MiHun | Tuny -
ans indysii, 10 mr/mn LLineuianbnpenapat Lneuiansnpenapat Pecny6nika BWNYYEHHS BMPOOHUKa AdI
no 1 mn (10 mr) a6o 5 e M6X e M6X, HimeuunHa Zhejiang Hisun Pharmaceutical
M1 (50 Mr) y doniakoHi, (nakyBaHHs, Co., Ltd, KuTaii y 3B'si3ky 3
no 1 donakoHy B MapKyBaHHA Ta BMPOGHNYOK HEOOXIAHICTHO.
KapTOHHI KopoobLi BUNYCK cepil); 3anponoHoBaHo: Minakem High
OHKOME[, Potent SA, Benbrisa; Synbias
MeHbloheKYepiHT Pharma Limited, YkpaiHa
a.c., Yecbka
Pecny6nika
(BUpPOGHMLTBO "in
bulk", KOHTpoNb
cepii)
138. | HA30 KPANNI Kpansi Ha3asibHi, ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHnx 6e3 peyenma | UA/15808/01/01
MAJTOK po34uH, 0,1 mr/mna, no 8 06MEXEHO 06MEXEHO marepianis: 3MiHu | Tuny -
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
My ch1akoHi, BiAMNOBIAA/ILHICTIO BiANOBIAA/LHICTIO NoAaHHs OHOBJIEHOTO cepTudikaTty
YKYNOpeHOMY KPULLIKOK- "®GapmaueBTuyHa "®apmaueBTnyHa BignosigHocTi €EP Ne R1-CEP
KpanesnbHuLeto 3i KomnaHis "3g0pos'a" KomnaHis "3gopos'a” 2008-064-Rev 02 gnsa AdI Bif Bxe
CK/ISIHOIO NineTkoto; no 1 3aTBEPAKEHOTO BUPOOHMKA
hnakoHy y kopobLi 3 Siegfried PharmaChemikalien
KapToHY Minden GmbH, HimeuunHa, y
3B'A3KY 3 NPMBEAEHHAM MeTOAiB
BXiZHOro KOHTPO/IO AKOCTI Ajto4oTl
pPevYoBUHM 3a NOKA3HUKOM
«CynpoBigHi AOMILLKM» [0 BUMOT
EP
139. | HA30/1® cnpeli HazanbHuiA 0,05 TOB "BAVNEP" Ykpaina IcTiTyTO e AHXeni ITanis BHECEHHS 3MiH 0 peecTpaLiiHnx 6e3 peyenma | UA/9483/01/01
%, no 10 mn y chnakoHi 3 C.p.n. Marepianis: 3miHu | Tuny -
posnpuckyBayem; no 1 noAaHHA OHOBEHOTO cepTudikarta
h/1aKOHY B KapTOHHIi BIANOBIAHOCTI EBPONENChKili
Kopobui thapmakonei Ne R1-CEP 2008-
064-Rev 02 gna Adl
OKCMMETA30/1iHy rigpoxnopuay Bif
BXe 3aTBepAKEeHOro BUPo6HMKa
Siegfried PharmaChemikalien
Minden GmbH, HimeuunHa, y
Hacnifgok 36inbLIeHHs nepiogy
NOBTOPHOrO BUNPOGYBaHHA A0 5
pokis (6yno: 3 poku)
140. | HA30/1® AOBAHC | cnpeii HazanbHWi TOB "BAVEP" Ykpaina IcTiTyTO fie AHXxeni ITanis BHECEHHS 3MiH 10 peecTpaviiiHnX 6e3 peyenma | UA/9480/01/01
0,05%; no 10 mny C.p.n. MaTepianis: 3MiHun | Tuny -
oNakoHi 3 noJaHHs OHOB/IEHOro cepTucpikata
po3npuckyBayem; no 1 BiANOBIAHOCTI EBpONechbkili
(h/1aKOHY B KapTOHHiiA hapmakonei Ne R1-CEP 2008-
Kopobui 064-Rev 02 gna Adl
OKCUMEeTa30/iHy rigpoxnopuay Big
BXe 3aTBepAXEeHOro BUpobHMKa
Siegfried PharmaChemikalien
Minden GmbH, HimeuunHa, y
Hacnigok 36inbleHHs nepiogy
NMOBTOPHOrO BMNPOo6YyBaHHA 0 5
pokiB (6yno: 3 poku)
141. | HENIPOLOPOH® Tabnetku no 40 Benepa Al HimeuyunHa Bupo6bHMuTBO HimeuunHa/ BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 peyenma UA/18464/01/01
TabneTtok y 6rictepi; no Hepo3chacoBaHOro Benbris mMartepianis: 3MiHu | TUny - 3MiHK 3
2 abo no 5 6nicTepiB y NpoAyKTY, NepBUHHE sKocTi. [oTOBWIA Nikapcbkuii 3aci6.
KapTOHHiiA KopobLyj; no nakyBaHHs, Cucrema
80 abo no 200 TabneTok eTUKeTyBaHHSA Ta KOHTeliHep/3aKynoproBasibHUIA
y thnakoHi 3 TeMHOro BTOPVIHHE 3aci6. 3MiHa po3mipy ynakoBku

cKna; no 1 chnakoHy y
KapPTOHHI KOpooOLii

nakyBaHHS (CKNsHi
donakoH), KOHTPOb

roTOBOrO NiKapCbKOro 3acoby
(3MiHa Ki/IbKOCTi 0AMHULb
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
SIKOCTi, BUNYCK (Hanpwvknag Tabnetok, amnyn
cepiii: Benepa AT, TOLLLO) B ynakosLi:) - 3miHa y
HimeuumnHa,; JianasoHi 3aTBeppKeHnX po3Mipis
MepBuHHE Ta ynakoBku. 3MiHa KiflbKOCTI
BTOPVHHE Tabnetok y 6nictepi Ta KinbkocTi
nakyBaHHs 6nicTepiB B ynakoBL,i MikapCbKOro
(6nictepn): 3acoby: no 40 TabneTok y
Na6opatopia Bondc 6nicTepi, no 2 abo 5 6nicTepiB y
HB, Benbris; KapTOHHIiA KOpo6Lii 3 BigNOBIAHNMY
MNepBuHHE Ta 3MiHaMu [0 po3ainy “YnakoBka”.
BTOPVHHE 3MiHV BHeCeHi B po3ain
nakyBaHHs "Ynakoska" (3MiHa Ki/IbKOCTi
(6nictepn): Caicc OAVHMLb B YNaKoBL,) B iIHCTPYKLitO
Kanc rm6xX, 0191 MeANYHOro 3aCTOCYBaHHSA
HimeyunHa niKapcbKoro 3acoby, K HacniaokK -
3aTBEPMAKEHHS TEKCTY
MapKyBaHHS HOBMX YNaKkoBOK
142. | HEUPOMIOVH® Tabnetku no 20 mr, no AT "OnaitHcpapm” Natsis AT "OnaiHdapm" Nartsis BHECEHHS 3MiH 40 peecTpaLiiHnx 3a peyenmom | UA/2083/02/01
10 TabneTok y 6nicTepi, marepianis: 3MiHU | TUMY - 3MiHK
no 5 6nictepis B nayi 3 ofo 6e3snekun/edpekTMBHOCTI Ta
KapToHy hapmakoHarnsgy - 3amiHa
po3gainy «IpaciuHe ohopMIeHHS
yNakoBKU» Ha po34in
«MapkyBaHHs» MKA N13:
3anponoHoBaHo: MapKk1poBkKa.
CornacHo yTBepXaeHHOMY TeKCTy
MapKMpoBKU. OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKW NiKapCbKoro
3aco06y 3i 3MiHOK CTUO LIPUATY
Ta An3aiiHy ynakoskv. BeegeHHs
3MiH MPOTAroM 6-TW MicsLiB nicns
3aTBEPAXKEHHS
143. | HITPECAH® Tabnetku no 10 mr no 10 MPO.MEA.LIC Yecbka BMPOGHULITBO 3a Yecbka BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/13146/01/01
Tabnetok y 6nictepi, no Mpara a.c. Pecny6nika NMOBHWUM LMK/IOM: Pecny6nika/ | matepianis: 3MiHu | TNy - 3MiHK 3
2 abo 3, abo 6 6nicTepis MPO.ME/A.LIC CnoBaubka | sKocTi. FOTOBWIA nikapcbkuii 3aci6.
Y KapTOHHiIli kopobui Mpara a.c., Yecbka Pecny6nika Cucrtema
Pecnyb6nika; KOHTeliHep/3aKynoptoBasbHWiA
nepBuHHE Ta 3aci6. 3miHa napameTpis
BTOPVHHE cneuudikauin Ta/abo gonycTumumx
nakyBaHHS: MeX NepBVHHOT yNakoBKM
CaHeka rOTOBOrO J1iKapCbKOro 3acoby (iHLi
dapmacboTukans3 3MiHW) - OHOBNEHO po3ain 3.2.P.7.
a.c., Cnosaubka Cuctema KoHTeliHep/
Pecny6nika 3aKynoproBasIbHUIA 3aci6

(npuBegeHHs fo sumor CTD
dhopMaTy): BHECEHHS 3MiH [0
cneuudikauii ynakosku 13

124




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

(AntomiHieBa chonbra), a came
3MiHa (hopMyNIoBaHHA B KpUTEPIAX
NPUAHATHOCTI ANA N. «QpyK»
(kpuTepii 3anMwatoTbeA
HE3MiHHUMW); 3MiHK | TUNY - 3MiHK
3 AIKOCTi. FOTOBUIA NnikapcbKuii
3aci6. 3MiHM Yy BUPOOHULITBI.
3amiHa abo BBeAEeHHS [104ATKOBOI
AiNbHUL BUpOBHMLTBA AN1A
4acTUHK abo BCbOro BUPOOHNYOTO
npoLecy roToBoro Nikapcbkoro
3aco6y (AinbHWUUA AN BTOPUHHOTO
nakyBaHHS) - fJoAaBaHHSA
BMPOGHMKa, Lo BiAMNoBiAae 3a
BTOPUHHE nakyBaHHA CaHeka
dapmacbloTukans a.c., HitpsHcbka
100, 920 27 'noroseLb,
CnoBaubka Pecnybnika/Saneca
Pharmaceuticals a.s. Nitrianska
100, 920 27 Hlohovec, Slovak
Republic; 3mMiHu | TURY - 3MiHN 3
AKocTi. [oToBWIA Nikapcbkuii 3aci6.
3MiHU y BUPOGHMLTBI. 3amiHa abo
BBEEHHS 40AAaTKOBOT AifIbHUL
BVMPOGHMLTBA A1 YaCTUHU abo
BCbOro BMPOBHMYOro npouecy
roTOBOrO NikapCbKOro 3acoby
(BinbHULA A8 NEPBUHHOIO
nakyBaHHs) - JoAaBaHHS
BMPOGHUKA, LU0 Bignosigae 3a
nepBuHHe nakyBaHHs1 CaHeka
$apmacboTukans a.c., HirpsHebka
100, 920 27 'noroseLb,
CnoBaubka Pecnybnika/ Saneca
Pharmaceuticals a.s. Nitrianska
100, 920 27 Hlohovec, Slovak

Republic. 3a3HaueHHs dyHkuii
3aTBEPAKEHOTO BUPOOHMKA
MPO.ME/.LIC lMpara a.c., Yecbka
Pecny6nika (BMpOGHMLTBO 3a
NOBHWUM LMKNOM); 3MiHW | Tvny -
3MiHK 3 iKOCTi. TOTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynopoBanbHui
3aci6. 3MiHa y NepBYHHIiA ynakoBL,i
rOTOBOrO JliKkapcbkoro 3acoby (Tun
KOHTeliHepa abo fofaBaHHs
HOBOrO KOHTelHepa) - Teepaj,

M'siKi T2 HECTEPW/IbHI pigKi
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

nikapcbki hopMu - OHOBNIEHO
po3gin 3.2.P.7. Cuctema
KOHTelHep/ 3aKynoproBasbHWiA
3acib, a came foAaBaHHS HOBOTO
KOHTeliHepa ans
TpaHcnopTyBaHHA dhopmu in bulk
N3y 3B’A3Ky 3 peecTpaujieto
[04aTKOBOI AiNbHUL oNs
NepBUHHOTO Ta BTOPUHHOTO
nakyBaHHs; 3MiHu | Tuny - 3MiHu 3
sKocTi. FoTOBWIA Nikapcbkuii 3aci6.
Cucrema
KOHTelHep/3aKynopoBanbHWi
3aci6. 3miHa napameTpis
cneumdikavii Ta/abo AonycTUMmX
MeX NEepBUHHOI YNakoBKu
roTOBOrO J1iKapCbKOro 3acoby
(BUYYEHHSI HE3HAYHOTO
nokasHuka (Hanpviknag
3acTapifioro NokasHuka)) -
OHOBJ/IEHO po3ain 3.2.P.7.
Cucrema
KOHTeliHep/3aKynopoBabHWi
3aci6 (npmeeaeHHs fo sumor CTD
dopmary), a came BUIyHEHO
nokasHuk «Widht» 3i cnevyudikauii
ynakosku 13 (MBX nniska); 3mMiHW
| Tuny - 3miHK 3 AkocTi. FoToBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBasibHUiA
3aci6. 3miHa napameTpiB
cneuudikauin Ta/abo gonycTummx
MeX MepBUHHOIT YNakoBKu
rOTOBOrO J1iKapCbKOro 3acoby
(BMyYEHHS HE3HAYHOIO
nokasHuka (Hanpvknag
3aCcTapisioro NokasHvika)) -
OHOB/IEHO po3ain 3.2.P.7.
Cuctema KoHTeliHep/
3aKyrnoproBasibHuWii 3aci6
(npuBegeHHs fo sumor CTD
dopmary), a came BUyHEHO
nokasHuk «Thickness of foil in
cross-section» 3i cneuuaikau;i
ynakosku 13 (MBX nniska); 3mMiHW
| Tuny - 3miHK 3 AkocTi. FoToBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBasibHUiA
3aci6. 3miHa napameTpiB
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

cneuudikauin Ta/abo AonycTumumx
MeX NepBUHHOI YNaKoBKu
roTOBOrO NikapCbKOro 3acoby
(BMlyYEHHS HE3HAYHOIO
nokasHuka (Hanpvknag
3acTapifioro NokasHuka)) -
OHOBJIEHO po3ain 3.2.P.7.
Cuctema KoHTelHep/
3aKyrnoproBasibHWiA 3aci6
(npvBepeHHsa o Bumor CTD
chopmaty), a came BUSTyYEHO
nokasHuk «Coil inner diameter» 3i
cneuudikauii ynakosku 13 (NMBX
nniska); aMmiHun | Tuny - 3miHu 3
AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKynopoBabHWi
3aci6. 3miHa napameTpis
cneuudikauin Ta/abo AonycTuMumx
MeX NepBUHHOI YNaKoBKu
rOTOBOrO J1iKapCbKOro 3acoby (iHLi
3MiHW) - OHOB/IEHO po3ain 3.2.P.7.
Cucrema
KOHTelHep/3akynoptoBasibHUiA
3aci6 (npmBeaeHHs go sumor CTD
hopmMaTy) a came BHECEHO 3MiHU
[0 nokasHuka "onunc" y
cneuudikauii ynakosku 13 (NMBX
nniska); aMiHun | Tuny - 3miHu 3
AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKynopoBabHWi
3aci6. 3miHa napameTpis
cneuudikauin Ta/abo AonycTuMumx
MeX NepBUHHOI YNaKoBKu
roTOBOrO NikapCbKOro 3acoby
(BMlyYEHHS HE3HAYHOIO
nokasHuka (Hanpvknag
3acTapisioro NokasHuka)) -
OHOBJIEHO po3ain 3.2.P.7.
Cuctema KoHTelHep/
3aKyrnoproBasibHWiA 3aci6
(npvBepeHHsa o Bumor CTD
chopmaty), a came BUSTyYEHO
nokasHuk «Widht» 3i cnevuudikauii
ynakoBku 113 (AntomiHieBa
honbra); 3miHu | Tuny - 3miHu 3
AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
Cucrema
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KOHTeliHep/3aKynopoBabHWi
3aci6. 3miHa napameTpis
cneuudikavii Ta/abo AonycTUMmX
MeX NepBUHHOI YNakoBKu
roTOBOrO JliKapCbKOro 3acoby
(BUYYEHHSI HE3HAYHOTO
nokasHuka (Hanpviknag
3acTapifioro NokasHuka)) -
OHOBJ/IEHO po3ain 3.2.P.7.
Cuctema KoHTeliHep/
3aKynoproBasibHUiA 3aci6
(npvBegeHHsa o sumor CTD
dopmary), a came BUIyHEHO
nokasHuk «Weight of 100 cm of
foil, width 86 mm; Weight of 100
cm of foil, width 170 mm» 3i
crneuundikavii ynakosku N3
(AntomiHieBa thonbra); 3minm |
TMny - 3MiHK 3 siKocTi. [oTOBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBasibHUiA
3aci6. 3miHa napameTpis
cneuudikayin Ta/abo gonycTuMmx
MeX MepBUHHOIT YNakoBKu
rOTOBOrO J1iKapCbKOro 3acoby
(BMyYEHHS HE3HAYHOIO
nokasHuka (Hanpvknag
3aCTapisioro NokasHvika)) -
OHOB/IEHO po3ain 3.2.P.7.
Cuctema KoHTeliHep/
3aKyrnoproBasibHuWiA 3aci6
(npuBegeHHs fo sumor CTD
dopmary), a came BUyHEHO
nokasHuk «Coil inner diameter» 3i
crneundikavii ynakosku N3
(AntomiHieBa thonbra); 3minm |
TMny - 3MiHK 3 siKocTi. [oTOBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBasibHUiA
3aci6. 3miHa napameTpis
cneuudikauin Ta/abo gonycTummx
MeX MepBUHHOIT YNakoBKu
rOTOBOrO J1iKapCbKOro 3acoby
(BMyYEHHS HE3HAYHOIO
nokasHuka (Hanpuknag
3aCcTapisioro NokasHvika)) -
OHOB/IEHO po3ain 3.2.P.7.
Cuctema KoHTeliHep/
3aKynoprBa/IbHWIA 3aci6
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

(npvBegeHHsa o Bumor CTD
chopmaty), a came BUSTyYEHO
He3HaYHW NoKasHUK
«lpgeHTudpikauis» (Identity
according to the approved
patterns) 3i cneuudikauii ynakosku
N3 (AntomiHieBa conbra); 3mMiHu |
TUny - 3MiHK 3 AKoCTi. [0TOBWMIA
nikapcbkuii 3aci6. Cucrema
KOHTeliHep/3aKynopoBabHWi
3aci6. 3miHa napameTpis
cneuudikavii Ta/abo AonycTUMmX
MeX NepBUHHOI YNakoBKu
roTOBOrO liKapCbKoro 3acoby (iHLwi
3MiHW) - OHOB/IEHO po3ain 3.2.P.7.
Cucrema
KOHTeliHep/3aKynopoBabHWi
3aci6 (npmeeaeHHs fo sumor CTD
chopmaTy): BHECEHHS 3MiH A0
crneundikavii ynakosku N3
(AntomiHieBa chonbra), a came
OHOBJ/IEHHA 3aTBEPKEHOrO
nokasHvika "onuc"; 3miHu | Tuny -
3MiHK 3 iKOCTi. TOTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynopoBanbHui
3aci6 (iHWi 3MiHW) - OHOBNIEHO
po3gin 3.2.P.7. Cuctema
KOHTeliHep/3aKynopoBanbHWi
3aci6 (npmeeaeHHs fo sumor CTD
dopmary), a came BUIyHEHO
cneumaikaLito Ha BTOPUHHE
nakyBaHHs (KapTOHHY KOpPOOKY);
3MiHN | TURY - 3MiHK 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
Cucrema
KOHTeliHep/3aKynopoBanbHWi
3aci6 (iHWi 3MiHK) - OHOB/IEHO
po3gin 3.2.P.7. Cuctema
KOHTelHep/3aKynopoBanbHWi
3aci6, a came npuBeAeHHs
iHchopmav,ii LWoA0 NepBUHHOT
YMaKoBKM -a/TlOMiHIEBOI poNbrv 40
sumor CTD chopmaty (BUy4eHo
iHchopmawito LwoA0 ymoB
36epiraHHs NEPBUHHOI YNaKkoBKM,
nocravasibH1Ka nepBUHHOT
YyNaKkoBKW Ta AesKy iHLLY He3HauHYy
iHhopmaLito; OHOB/IEHO
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

cneumdikauiio); 3miHu | Tuny -
3MiHK 3 sKOCTi. FOTOBWIA
nikapcbkuii 3aci6. Cucrema
KOHTeliHep/3aKynopoBanbHWii
3aci6 (iHWi 3MiHK) - OHOB/IEHO
po3gin 3.2.P.7. Cuctema
KOHTeliHep/3aKynopoBabHWi
3aci6, a came npuBeAEeHHs
iHchopmaw,ii LWoA0 NepBUHHOT
ynakoBku - MNBX nniBku Ao BUMOr
CTD dhopmarty (Buy4eHo
iHchopmaito LWoA0 ymoB
36epiraHHs NEPBUHHOI YNaKkoBKM,
nocravasibH1Ka nepBUHHOT
YyNaKkoBKW Ta AesKy iHLLY He3HauHY
iHcbopMmaLito; OHOBNIEHO
cneuunaikauito); 3miHu | Tuny -
3MiHK 3 iKOCTi. TOTOBWIA
nikapcbknii 3aci6. Onuc Ta cknag
(iHWi 3MiHW) - BHECEHHS YTOYHEHb
no p. 3.2.P.1. Onuc i cknag
nikapcbKoro 3acoby, a came
BHeCeHHS iHdhopMaLii Npo TEXHIYHI
pignHn (Ethanolum benzino
denaturatum Ta aqua purificata),
SKi 3aCTOCOBYIOTbCS B NPOLLECI
BMpobHuuTBa (Ethanolum benzino
denaturatum BUKOPWCTOBYETLCA AK
rpaHynsALiiHANR PO3YNHHUK Y
CYMiLLi 3 OUMLLIEHOIO BOAOKO Y
cnieBigHoLeHHi 50:50 gns
NoNiNLWeHHsA PO34YNHHOCTI
BaXXKOPO3UYMHHOI aKTUBHOT
peyoBuHMn). OCKiNbKM AaHi
PEYOBVHM BUKOPUCTOBYOTHCA NpU
BMPOGHWLTBI BOHW NOBUHHI 6yTW
BBEJEHI 0 CKnaay npenapary 3i
BMHOCKOIO, LLIO BiCYTHI B rOTOBIlA
nNikapcbkiin hopMi (PO3UNMHHMKM
BMNAPOBYIOTLCA Nif Yac npouecy
rpaHynauii piauHn).

Y 3B’A3KY 3 BBEEHHAM [0 CKiagy
npenapary TEeXHIYHOI pianHY,
OHOB/IETLCA p. 3.2.P.4.
KOHTPO/b A,ONOMiIXKHVX PEHOBUH
(6yno ponoBHeHi cnevumdikayis
akocTi Ha Ethanolum benzino
denaturatum Ta ceptudikaTu
SIKOCTi Ha HOBi BBEeAEHI pianHN);
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
AkTyanizoBaHa yactuHa 3.2.A.
Adventitious-agents-report
(aeknapauist Ha BiACYTHICTb
TSE/BSE)
144. | HITPECAH® Tabnetku no 20 mr no 10 MPO.MEA.LIC Yecbka BMPOBHMLTBO 3a Yecbka BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/13146/01/02
Tabnetok y 6nictepi, no Mpara a.c. Pecny6nika MOBHVM LVK/IOM: Pecnybnika/ | matepianis: 3miHu | Tuny - 3miHn 3
2 abo 3, abo 6 6nicTepis MPO.MEA.LIC CnoBaubka SKoCTi. [0TOBWIA Nikapcbkuii 3aci6.
Y KapTOHHili kopobLi Mpara a.c., Yecbka Pecny6nika Cucrema
Pecny6nika; KOHTeliHep/3akynoptoBasbHuWi
nepBUHHE Ta 3aci6. 3miHa napameTpiB
BTOPVIHHE cneuudikayin Ta/abo gonycTUMmx
nakyBaHHs: MeX MepBUHHOIT YNakoBKu
CaHeka roTOBOrO JlikapcbKoro 3acoby (iHLwi
dapmacboTukans 3MiHW) - OHOBNIEHO po3ain 3.2.P.7.
a.c., Cnosaubka Cuctema KoHTelHep/
Pecny6nika 3aKyrnoproBasibHuWiA 3aci6

(npuBegeHHs fo sumor CTD
hopmaTy): BHECEHHS 3MiH A0
cneuudikayii ynakosku 13
(AntomiHieBa honbra), a came
3MiHa hOPMY/TIIOBaHHSA B KpUTEPIAX
NPUAHATHOCTI ANA N. «pyK»
(kpuTepii 3annLwaTbCa
HE3MiHHUMW); 3MiHN | TURY - 3MiHN
3 AKOCTi. F0TOBWIA NiKapCbKNii
3aci6. 3MiHU Y BUPOBHULLTBI.
3amiHa abo BBeAEeHHA 404ATKOBOI
OiNbHULI BUpOGHULTBA AN1A
4yacTuHU abo BCbOro BUPOBHNYOro
npoLecy roToBoro /ikapcbKoro
3aco6y ([iNbHWUUSA AN BTOPUHHOTO
nakyBaHHs) - JoAaBaHHS
BMPOGHMKA, LU0 Bignosigae 3a
BTOPUHHE nakyBaHHs CaHeka
$apmacboTukans a.c., HirpsHcbka
100, 920 27 noroseLb,
CnoBaubka Pecnybnika/Saneca
Pharmaceuticals a.s. Nitrianska
100, 920 27 Hlohovec, Slovak
Republic; 3miHu | TURY - 3MiHN 3
siKocTi. FOTOBWMIA Nikapcbkuii 3aci6.
3MiHn y BUPO6HMLTBI. 3amiHa abo
BBEAEHHS 40AATKOBOI AiNbHML
BMPOGHMLTBA A/151 YacTnHU abo
BCbOr0 BMPOGHMYOro npoLiecy
rOTOBOrO J1iKapCbKOro 3acoby
(AiNbHMLA AN NEPBUHHOIO
nakyBaHHs) - fJoaBaHHs
BMPO6HMKa, LLIO BiAMOBiAaE 3a
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

nepBuHHe nakyBaHHs1 CaHeka
$apmacboTukans a.c., HirpsHebka
100, 920 27 noroseLb,
Cnoaubka Pecnybnika/ Saneca
Pharmaceuticals a.s. Nitrianska
100, 920 27 Hlohovec, Slovak
Republic. 3a3HaueHHs dyHku,ii
3aTBEPAKEHOTO BUPOOHMKA
MPO.ME/.LIC lMpara a.c., Yecbka
Pecny6nika (BMpOGHMLTBO 3a
NOBHWUM LMKNOM); 3MiHM | Tvny -
3MiHK 3 IKOCTi. FOTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBabHWi
3aci6. 3MiHa y NepBUHHIi ynakoBL,i
rOTOBOrO JliKkapcbkoro 3acoby (Tun
KOHTeliHepa abo fofaBaHHs
HOBOrO KOHTelHepa) - Teepaj,
M'SIKi Ta HECTEPW/IbHI piaKi
nikapcbki hopmu - OHOB/IEHO
po3gin 3.2.P.7. Cuctema
KOHTeliHep/ 3aKynoproBasibHWi
3acib, a came goAaBaHHA HOBOTO
KOHTelHepa ans
TpaHcnopTyBaHHA dhopmu in bulk
N3y 38’A3Ky 3 peecTpauieto
[04aTKOBOT AiNbHULI ANS
NepPBUHHOTO Ta BTOPUHHOIO
nakyBaHHs; 3MiHW | Tuny - 3MiHu 3
AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKynopoBabHWi
3aci6. 3miHa napameTpis
cneuudikauin Ta/abo AonycTuMumx
MeX NepBUHHOI YNaKoBKu
roTOBOrO NikapCbKOro 3acoby
(BMlyYEHHS HE3HAYHOIO
nokasHuka (Hanpvknag
3acTapisioro NokasHuka)) -
OHOBJIEHO po3ain 3.2.P.7.
Cucrema
KOHTelHep/3akynoptoBasibHUiA
3aci6 (npmBeaeHHs go sumor CTD
chopmaty), a came BUSTyYEHO
nokasHuk «Widht» 3i cnevuudikauii
ynakoBku 113 (MBX nniBka); 3MiHN
| Tuny - 3miHK 3 AkocTi. FoToBWMIA
nikapcbkuii 3aci6. Cucrema
KOHTeliHep/3aKynoproBaibHUIA
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

3aci6. 3miHa napameTpis
cneuudikauin Ta/abo gonycTummx
MeX MepBUHHOIT YNakoBKu
rOTOBOrO J1iKapCbKOro 3acoby
(BMyYEHHS HE3HAYHOrO
nokasHuka (Hanpuknag
3aCcTapisioro NokasHvika)) -
OHOB/EHO po3ain 3.2.P.7.
Cuctema KoHTeliHep/
3aKyrnoproBasibHuWiA 3aci6
(npuBegeHHs fo sumor CTD
dopmary), a came BUyHEHO
nokasHuk «Thickness of foil in
cross-section» 3i cneuuaikau;i
ynakosku 13 (MBX nniska); 3mMiHW
| Tuny - 3miHK 3 AKkocTi. FoToBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBasibHUiA
3aci6. 3miHa napameTpis
cneuudikauin Ta/abo gonycTummx
MeX MepBUHHOIT YNakoBKu
rOTOBOrO J1iKapCbKOro 3acoby
(BMlyYEHHS HE3HAYHOIO
nokasHuka (Hanpuknag
3aCcTapisioro NokasHvika)) -
OHOB/EHO po3ain 3.2.P.7.
Cuctema KoHTeliHep/
3aKyrnoproBasibHuWiA 3aci6
(npuBegeHHs fo sumor CTD
dopmary), a came BUyHEHO
nokasHuk «Coil inner diameter» 3i
cneundikauii ynakosku 113 (MBX
nniska); 3MiHu | Tuny - 3MiHu 3
AKocTi. [oToBWIA Nikapcbknii 3aci6.
Cucrema
KOHTelHep/3akynoptoBasibHUIA
3aci6. 3miHa napameTpis
cneuudikayin Ta/abo gonycTummx
MeX MepBUHHOIT YNakoBKu
rOTOBOrO JlikapCbKoro 3acoby (iHLwi
3MiHW) - OHOBNEHO po3ain 3.2.P.7.
Cucrema
KOHTeliHep/3aKynopoBanbHWi
3aci6 (npuBegeHHa o Bumor CTD
¢opmaTy) a came BHECEHO 3MiHU
[0 nokasHuka "onuc" y
cneuundikauii ynakosku 13 (MBX
nniska); 3MiHu | Tuny - 3MiHu 3
SAKOCTi. [0TOBWIA NiKapcbknii 3aci6.

133




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Cucrema
KOHTeliHep/3aKynopoBabHWi
3aci6. 3miHa napameTpis
cneuudikauin Ta/abo AonycTuMmx
MeX NepBUHHOI YNaKoBKu
roTOBOrO NiKapCbKOro 3acoby
(BMlyYEHHS HE3HAYHOIO
nokasHuka (Hanpvknag
3acTapisioro NnokasHuka)) -
OHOBJIEHO po3ain 3.2.P.7.
Cuctema KoHTelHep/
3aKyrnoproBasibHWiA 3aci6
(npvBepeHHsa o Bumor CTD
chopmaty), a came BUSTyYEHO
nokasHuk «Widht» 3i cnevuudikauii
ynakoBku 113 (AntomiHieBa
honbra); 3mMiHu | Tuny - 3miHu 3
AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKynopoBabHWi
3aci6. 3miHa napameTpis
cneuudikauin Ta/abo AonycTUMmX
MeX NepBUHHOI YNaKoBKu
roTOBOrO NiKapCbKOro 3acoby
(BMlyYEHHS HE3HAYHOIO
nokasHuka (Hanpvknag
3acTapisioro NnokasHuka)) -
OHOBJIEHO po3ain 3.2.P.7.
Cuctema KoHTelHep/
3aKyrnoproBasibHUiA 3aci6
(npvBepeHHsa o Bumor CTD
chopmaty), a came BUSTyYEHO
nokasHuk «Weight of 100 cm of
foil, width 86 mm; Weight of 100
cm of foil, width 170 mm» 3i
cneuudikavii ynakosku 13
(AntomiHieBa donbra); 3minm |
TUny - 3MiHK 3 AKoCTi. [0TOBWMIA
nikapcbkuii 3aci6. Cucrema
KOHTelHep/3aKynopoBanbHWi
3aci6. 3miHa napameTpis
cneuudikavii Ta/abo AonycTUMmX
MeX NEepBUHHOI YNakoBKu
roTOBOrO J1iKapCbKOro 3acoby
(BUYYEHHSI HE3HAYHOTO
nokasHuka (Hanpviknag
3acTapifioro NokasHuka)) -
OHOBJ/IEHO po3ain 3.2.P.7.
Cuctema KoHTeHep/
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

3aKyrnoproBasibHuWii 3aci6
(npuBegeHHs fo sumor CTD
dopmary), a came BUyHEHO
nokasHuk «Coil inner diameter» 3i
crneundikavii ynakosku N3
(AntomiHieBa thonbra); 3minm |
TMny - 3MiHK 3 sKocTi. [oTOBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBasibHUIA
3aci6. 3miHa napameTpis
cneuudikayin Ta/abo gonycTummx
MeX MepBUHHOIT YNakoBKu
rOTOBOrO J1iKapCbKOro 3acoby
(BMlyYEHHS HE3HAYHOrO
nokasHuka (Hanpvknag
3aCcTapisioro NokasHvika)) -
OHOB/EHO po3ain 3.2.P.7.
Cuctema KoHTeliHep/
3aKyrnoproBasibHuWiA 3aci6
(npuBegeHHs fo sumor CTD
dopmary), a came BUyHEHO
He3HaYHW NoKasHWK
«lpeHTudpikauis» (Identity
according to the approved
patterns) 3i cneuudikauii ynakoBku
N3 (AnomiHieBa ponbra); 3miHu |
TMNYy - 3MiHW 3 SIKOCTi. FOTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBanbHWi
3aci6. 3miHa napameTpis
cneuudikauin Ta/abo AonycTUMmX
MeX NepBUHHOI YNaKoBKu
rOTOBOrO J1iKapCbKOro 3acoby (iHLi
3MiHW) - OHOB/IEHO po3ain 3.2.P.7.
Cucrema
KOHTelHep/3akynoptoBasibHUIA
3aci6 (npmBeaeHHs go sumor CTD
dhopmMaTy): BHECEHHS 3MiH [0
cneuudikavii ynakosku 13
(AntomiHieBa chonbra), a came
OHOB/IEHHA 3aTBEPAKEHOrO
nokasHuka "onuc"; 3minu | Tuny -
3MiHK 3 sKOCTi. FOTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHUiA
3aci6 (iHWi 3MiHK) - OHOB/IEHO
po3gin 3.2.P.7. Cuctema
KOHTelHep/3akynoptoBasibHUiA
3aci6 (npmBegeHHs oo sumor CTD
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

dopmary), a came BUIyHEHO
cneumaikaLito Ha BTOPUHHE
nakyBaHHs (KapTOHHY KOpPOOKY);
3MiHN | TURY - 3MiHK 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
Cucrema
KOHTeliHep/3aKynopoBabHWi
3aci6 (iHWi 3MiHK) - OHOB/IEHO
po3gin 3.2.P.7. Cuctema
KOHTeliHep/3aKynopoBabHWi
3aci6, a came npuBeAEeHHs
iHchopmaw,ii LWoA0 NepBUHHOT
YMakKoBKM -a/TlOMiHIEBOI poNbrv 40
sumor CTD chopmaty (BU1y4eHo
iHchopmaito LWoa0 ymoB
36epiraHHs NEPBUHHOI YNaKkoBKMK,
nocravasibH1Ka nepBuUHHOT
YyNaKkoBKW Ta AesKy iHLLY He3HauHYy
iHcbopMmaLito; OHOBNIEHO
cneuunagikauito); 3miHu | Tuny -
3MiHK 3 iKOCTi. FOTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBabHWi
3aci6 (iHWi 3MiHW) - OHOBNIEHO
po3gin 3.2.P.7. Cuctema
KOHTelHep/3aKynopoBanbHui
3acib, a came npuBefeHHs
iHchopmaw,ii WoA0 NepBUHHOT
ynakoBku - MBX nniBku o BUMor
CTD dpopmarty (Bu1y4eHo
iHchopmawito woA0 ymoB
36epiraHHA NepBUHHOT YNakoBKMK,
nocravasibH1Ka nepBuHHOI
yNakoBKN Ta AesKy iHLY He3Ha4Hy
iHhopmaLLito; OHOBNEHO
cneumdikaLito); 3miHu | Tuny -
3MiHu 3 sKOCTi. FOTOBWIA
nikapcbknii 3aci6. Onuc Ta cknag
(iHLWi 3MiHW) - BHECEHHSA YTOYHEHb
oo p. 3.2.P.1. Onuc i cknag
nikapcbKoro 3acoby, a came
BHECEHHS iHdhopMaLlii Npo TeXHIYHI
pignHn (Ethanolum benzino
denaturatum Ta aqua purificata),
SIKi 3aCTOCOBYIOTLCS B NPOLECI
BMpo6bHuuTBa (Ethanolum benzino
denaturatum BUKOPWCTOBYETLCA AK
rpaHynALiiHNA PO3YNHHUK Y

CYMilli 3 O4YMLLEHOI BOAOK Y
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

cnieBigHoLeHHi 50:50 gns
NoNiNLWeHHs PO34YNMHHOCTI
BaXXKOPO3UYMHHOI aKTUBHOT
peyoBuHun). OCKiNbKM AaHi
PEYOBVHM BUKOPUCTOBYIOTLCA NpU
BMPOGHWLTBI BOHW NOBUHHI 6yTW
BBEJEHI 0 CKNaay npenapary 3i
BMHOCKOIO, LLIO BiCYTHI B rOTOBIlA
Nikapcbkiin hopMi (PO3UNMHHMKM
BMNAPOBYIOTLCA Nif Yac npouecy
rpaHynauii piamHn).

Y 3B’A3KY 3 BBEEHHAM [0 CKiagy
npenapary TEeXHIYHOI pianHY,
OHOB/IOETLCA p. 3.2.P.4.
KOHTPO/b SONOMIXKHVX PEYOBUH
(6yno ponoBHeHi cneumdikais
akocTi Ha Ethanolum benzino
denaturatum Ta ceptudikaTu
AIKOCTI Ha HOBI BBEAEHI PiAVHN);
AkTyanizoBaHa YactuHa 3.2.A.
Adventitious-agents-report
(oexnapauis Ha BigCYTHICTb
TSE/BSE)

145.

HOBOMIKC® 30
®NIEKCMNEH®

CycneHsis aNns iH'ekuii,
100 OA/mn; no 3 mny
KapTpuaXi, BKNageHomy
B 6aratoo30Biii
0HOpPAa30BIli WNpuL-
pyuyui; no 1 a6o 5
LUMPULL-PYYOK Y
KapTOHHIA Kopoo6Li

A/T Hoeo Hopgaick

[JaHis

A/T Hoso Hopgick,
[JaHis (BUpOGHUK
ONA 36UpaHHs,
MapKyBaHHs Ta
ynakoBKn
dnekcleH®,
BTOPVHHOTO
nakyBaHHs); AIT
Hoso Hopgaick,
[JaHis (BMpo6HUK
Hepo3dacoBaHOro
NpOAYKTY,
HanoBHEHHS B
MeHdin®, nepBuHHA
ynakoBka, KOHTPO/b
AKOCTI Ta
BiANOBiAa/IbHWIA 3a
BUMNYCK Cepiit
KiHL,EeBOro
npoaykty); A/IT Hoeo
Hopgaick, JaHis
(mapkyBaHHs Ta
ynakoBKn
dnekcleH®,
BTOPVHHOTO
nakyBaHHs); HoBo

[Janis/
Kutaiicbka
HapogHa
Pecny6nika/
PpaHuis/
Bpasunia

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

thapmakoHarnsgy - 3MiHM BHECEHO

00 IHCTPYKUiT 418 MeguyHoro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby
00 po3ginis "Oco6mBoCTi
3actocyBaHHs", "Cnocio
3aCTOCyBaHHA Ta A03n" Ta
"Mo6iuHi peakuyii" BigNoBIgHO A0
pekomeHpauii PRAC. BBefeHHS
3MiH NPOTArom 6-Tu MicsiLiB nicns
3aTBEPMKEHHS

3a peyenmom

UA/4862/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Hopgaick (Kutaif)
dapmacbioTikans
Ko., N7, KnTaiicbka
HapogHa
Pecny6nika
(BMPOGHYMK
Hepo3dacoBaHOro
NpoAYyKTY,
HarnoBHEHHS B
NepBUHHY
ynakoBky); HoBo
Hopgaick Mpoaykao
dapmaceyTika o
Bpasinb NTga.,
Bpasunis (BUpo6GHMK
Hepo3acoBaHoi
nNpoAyKuUiT,
HarnoBHEHHSA B
MeHdin®, nepBuHHa
ynakoBka Ta
36UpaHHs,
MapKyBaHHS Ta
ynakoBka
dnekclleH®,
BTOPUHHE
nakyBsaHHs); HoBo
Hopgick
MpopatokcboH CAC,
®paHLia (BUPOGHUK
NpoAyKUii 3a NOBHUM
LIMK/TOM)

146.

HOPMOJTAKT
OPYT

cupon, 667 mr/mn, no
100 mn y 6aHLi
nonimepHiiA, no 1 6aHLui
pasomM i3 [03yBasIbHOW
NIOXKOH B nadui; no 100
My ch1aKoHi
nosnimepHomy, no 1
onakoHy pasom i3
[103yBa/IbHOIO JTOXKOH B
naJui; no 200 mny
chakoHi noniMepHomy,
no 1 dpiakoHy pasom i3
[103yBasIbHOIO JTOXKOH B
nauuj; no 240 mny
ch1akoHi nosiMepHomy,
no 1 chnakoHy pasom i3
[103yBasIbHOO JIOXKOIO B
nayui

My6niuHe
akujioHepHe
TOBapuCTBO

"HaykoBo-

BVMPOGHWYNIA LEHTP
"BopLyariBcbkuii
XiMmiKo-
hapMaLeBTUYHWIA
3aBog”

YKpaiHa

My6niyHe
akujioHepHe
TOBapWCTBO

"HaykoBo-

BMPOGHNYNIA LEHTP
"BopuyariBcbKuii
Ximiko-
thapmaLeBTUYHWI
3asop"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
mMarepianis: YTOYHEHHSA cTartycy
peknamyBaHHs B Hakasi MO3
YkpaiHu Ne 2174 Big, 07.10.2021
B Nnpoueci peectpauii. Pegakuis
B Hakasi: He nmignsrae.
3anponoHoBaHa pefakLjisi:
nignsrae.

6e3 peyenma

UA/18985/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
147. | OKODEPOH® Kpanni O4Hi, MOPOLLOK MO TOB "3 YkpaiHa TOB "®3" YkpaiHa BHECEHHS 3MiH [0 peecTpavyiiiHnX 6e3 peyenma | UA/6206/01/01
1 000 000 MO; 1 "BIODPAPMA" BIO®APMA" marepianis: 3MiHu | TUNy - 3MiHa

h/1aKOH 3 NOPOLLKOM Y
KOMNIekTi 3 1 amnynoro
PO34MHHMKA
(MeTtunnaparigpokcnbeH
30aT (Hinarin) (E 218) -
50mMr)no5mMny
6nictepi; no 1 6nictepy
pa3oM 3 KpULLIKOIO-
KpanenbHULE B Nayli 3
KapToHy; 1 donakoH 3
MOPOLLKOM Y KOMNJIEKTi 3
1 amMnynot0 Po3UYNHHUKA
(MeTtunnaparigpokcnbeH
30at (Hinarin) (E 218) -
5,0 mr) no 5 mn B navui 3
KapTOHHOI
neperopogxoto abo
rochpoBaHo0 BKNAAKOM;
no 1 komnnaekty
npenapary Ta
PO34MHHMKA pa3om 3
KpYILLKOHO-
KpanesibHULEo B nayli 3
KapTOHY

BHOCUTBLCSA Y 3B'A3KY 3
npuBefeHHsAM cneumdikadii
BXiZJHOr0 KOHTPO/IK0 Ha [ONOMIXHI
PeyvoBUHM [0 BUMOT BifNOBIgHNX
MoHorpadii gitouoi €BponeiicbKoi
hapmakonei - npuBefeHHs
cneuudikaLii 4ONOMKHUX
peyoBuH: "Hartpito xnopuay",
«HarTpito gurigpococdat
avrigpat» Ta "[uHatpito docchaty
nojekarigpaty” y BignosigHicTb A0
BMMOT MOHorpadili "Hatpito
xnopug" Eur.Ph 04/2021:0193,
«Hartpito gurigpodoccat
avrigpat» Eur.Ph 01/2017:0194 ta
"OunHaTtpito chocpaty
popexarigpaty” Eur.Ph
01/2021:0118 €BponeiicbKoi
chapmakonei (o AoNoMixXHil
peyoBuHi "Hatpito xopugy" - 3a
nokKasHWKoMm "laeHTudikauis”
YTOUYHEHO "peakujto a" no
ineHTudikauii HaTpito; No
[ONOMiKHIl pevoBUHI "[AnHaTpito
docchaty gogekarigpaty” -y
nokasHuky "“loeHTndikauis”
3aMiHeHO NokasHuK "Boaa" Ha
"BTpata B Maci npu BUCYLLYBaHHI",
BBEAHO KpUTEpIii NPUAHATHOCTI
015 NnokasHuka "Hartpito
avrigpodhoccpat”, 3amiHa
nokasHvka "Boga" Ha nokasHuK
"BTpaTa B Maci npy BUCYLLYBaHHI",
BWUYYEHHS OLHOrO i3 KpUTEpIiB
MPUAHATHOCTI B NOKA3HUKY
"KinbkicHe BU3HaueHHA"
BiANOBIAHO A0 BUMOr MOHOrpadii
"[nHaTpito pocchary
nopekarinpaty” €sponeiicbkii
thapmakonei (Eur.Ph
01/2021:0118 ). TakoX BUTyYEHHS
n. «ApceH» 3i cneundikawii
BXi[IHOrO KOHTPO/IHO AOMNOMIKHOT
peyoBuHM AnHaTpito docdarty
popekarigpaty. Mo 4oNOMiXHIi
peyoBuHI «HaTpito
avrigpocdhocdpat gurigpar» -
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BUJTYYEHHS M. «ApCeH»
148. | OKTAHIH @ 1000 NOPOLLOK A/191 PO3UNHY OkTathapma ABCTpIs Oktadhapma [eccay HimeuuunHa/ BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom | UA/14330/01/03
MO ANs iH'ekyin no 1000 PapmaueBTmKa v6X , HimeuunHa ABcTpisi/ mMartepianis: 3mMiHu Il Tuny - 3mMiHa
MO; kapToHHa kopobka MpopaykTioHcrec. (Bupo6Huk ®paHuis KpUTEpIt0 MPUAHATHOCTI ANs
Ne 1: micTuTb 1 chnakoH M.6.X. (anbTepHaTuBHWIA), nokasHunka «OCMONANbHICTb» Y
emHicTo 30 mn 3 BiANOBIAA/IbHWIA 32 cneumagikaLii rotoBoro
MOPOLLKOM [/ PO3YUHY BTOPUHHE nikapcbKoro 3acoby.
NS iH'eKUjiA. KapTOHHA nakyBaHHs Ta 3anponoHosaHo: 700 - 1100
Kopobka Ne 2: micTuTb 1 Bi3ya/lbHWi1 ornag MOCMO/Ib Kr. TepMiH BBEAEHHS
h/1aKOH 3 PO3YMHHUKOM nikapcbKoro 3acoby, 3MiH - MpPOTAroM 6 MicAuiB nicns
(Boga ans iH'ekujin, 10 BUPOBNIEHOrO Ha 3aTBEPKEHHS; 3MiHK Il Tuny -
MJ1) Ta KOMNAEKT Ans IHLLUNX BUPOBHMNYMX 3amiHa y cneuudikauii Ha rotosui
PO34YMHEHHSA Ta OiNbHUUSAX); nikapcbkuii 3acib nokasHuka
BHYTPILLUHbOBEHHOIO Oktadapma "MiporeHn" Ha NokasHuK
BBEJEHHS Y nakeTi abo PapmaueBTmKa "EHAOTOKCUHMW" 3 KpUTEpPIEM
6nictepi (1 wnpwy, MpopaykTioHcrec npuiiHATHOCTI < 0,03 MO/MO
oaHopasosuil, 1 M.6.X., ABCTpist dakTop |IX. TepmiH BBe4EHHS 3MiH
KOMMNAEKT AN15 nepeHocy (Bupo6HuK, - NpoTArom 6 MicAuiB nicns
(1 pByxkiHUEBa ronka, 1 BiANOBiAA/IbHWIA 3a 3aTBEPIKEHHS
PiNbTpyBa/ibHa roNka), BUPOBHMLTBO 3a
1 KoMnNneKT Ans iHdysii MOBHUM LMK/IOM,
(ronka-meTenuk), 2 BK/IHOYA0UM
NPOCOYEHUX CNMPTOM BTOPWHHY YNakoBKy
TamnoHiB). kopobka Nel Ta Bi3yasibHWIi ornsg,
Ta Ne2 06’efHy0TbCA nikapcbKoro 3acoby,
MiX co60t0 BUPOBIEHOrO Ha
N1acTMKOBOIO NJIIBKOO AiNbHWL
OxTadapma,
PpaHuin);
OxkTadhapma,
®paHLis (BUpo6HWK,
BiANoBigabHUIA 3a
BMPOGHULITBO 3a
NOBHUM LIMK/IOM 3a
BUK/TOYEHHAM
BTOPVHHOI
YMaKoBKW)
149. | OKTAHIH & 500 NOPOLLOK A/19 PO3UNHY OkTathapma ABCTpIs Oktadhapma [eccay Himeuuunna/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom | UA/14330/01/02
MO ANns iv'ekyin no 500 MO; PapmaueBTMKa 'm6X , HimeuunHa ABcTpis/ martepianis: 3mMiHu Il Tuny - 3mMiHa
KapToHHa Kopobka Ne 1: MpopykTioHcrec. (Bupo6Huk PpaHuin KpUTEpIto MPUIAHATHOCTI ANs
MicTuUTb 1 donakoH M.6.X. (anbTepHaTuBHWIA), nokasHunka «OCMONANbHICTb» Y
€MHicTo 30 Mn1 3 BiANOBiAa/IbHWIA 32 cneumgikaLii rotoBoro
MOPOLLKOM A1 PO3YMHY BTOPWHHE NikapcbKoro 3acoby.

ANs iH'eKUjiA. KapTOHHA
Kopobka Ne 2: micTuTb 1
dh1aKoH 3 PO3YNHHUKOM
(Boga Ans iH'ekujin, 5
MJ1) Ta KOMNAEKT ANns

nakyBaHHSA Ta
Bi3yasibHWi1 ornag
nikapcbKoro 3acoby,
BUPOBNIEHOTO Ha
iHLLUMX BUPOBHNYMX

3anponoHosaHo: 700 - 1100
MOCMOb Kr. TepMiH BBEAEHHS
3MiH - NPOTArom 6 MicsLis nicns
3aTBEPKEHHS; 3MiHK Il Tuny -
3amMiHa y cneuudikauii Ha rotosui
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
PO34YMHEHHSA Ta OiNbHUUSAX); nikapcbkuii 3aci6 nokasHuka
BHYTPILLUHbOBEHHOIO Oktadhapma "MiporeHn" Ha NokasHuK
BBE/EHHSA Y nakeTi abo PapmaLeBTuKa "EHAOTOKCUHN" 3 KpUTEpiEM
6nictepi (1 wnpwy, MpopaykTioHcrec npuiAiHATHOCTI < 0,03 MO/MO
ogHopasosuit, 1 M.6.X., ABCTpis dakTop |IX. TepmiH BBeEHHS 3MiH
KOMMNEKT AN15 nepeHocy (BUpo6HUK, - NpoTArom 6 MicauiB nicns
(1 pByxkiHUEBa rosnka, 1 BiANOBiAA/IbHWIA 32 3aTBEPIKEHHS
PiNbTpyBasibHa ronka), BUPOGHMLTBO 3a
1 KomMnNekT ans iHdysii MOBHUM LIMK/IOM,
(ronka-meTenuk), 2 BK/IOYA0UMN
NMPOCOYEHUX CNNPTOM BTOPVHHY yNakoBKy
TamroHiB). kopobka Nel Ta Bi3yaslbHWiA ornsg,
Ta Ne2 06’efHy0TbCA nikapcbKoro 3acoby,
MiX cO60t0 BUPOBNIEHOTO Ha
NacTMKOBOO NAIBKOO AiNbHUL
OxkTtadapma,
PpaHuin);
Oxktadhapma,
®paHLuis (BUpo6HWK,
BiANOBigabHUIA 3a
BMPOGHULITBO 3a
NOBHUM LIMK/IOM 3a
BUK/OYEHHAM
BTOPUHHOI
YNaKoBKW)
150. | onogpornc Kpansi O4Hi, po3yvH, 1 Mikpo fla6c Nimiteq IHais Mikpo fla6c Nimiteq IHais BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/15244/01/01
mr/Mn no 5 mny marepianis: 3miHu | Tuny -
chnakoHi-KpanesbHuL,; AAMiHICTpaTUBHI 3MiHW. 3MiHa
no 1 cpnakoHy- HalilmeHyBaHHs Ta/abo agpecu
KpanesnbHuULi B 3asBHMKa (BNacHvka
KapTOHHIA Kopoo6Li peecTpaLiiHOro NocBigYeHHS) -
3MiHa HaliMeHyBaHHSA agpecu
3as1BHMKA
151. | OMHINAK pO34uH ANna iH'ekuiin, 300 xul Xenckea AC Hopseris xunl Xenckea IpnaHgis BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/2688/01/03
mr iogy/mn: no 50 mn Ipnangis Niviteq, MaTepianis: 3MiHu | Tuny -
abo no 100 mny AAMiHICTpaTUBHI 3MiHW. 3MiHa
donakoHi; no 10 HalilmeHyBaHHs Ta/abo agpecu
(h/1aKOHIB Y KapTOHHIl 3asBHVKa (Bf1acHMKa
Kopoobui peecTpauiiHoro NocBigYeHHs) -
3MiHa agpecu 3asBHMKa
152. | OMHINAK PO34uH ANs iH'ekuiin, 350 xnl Xenckea AC Hopseris [xnl Xenckea Ipnangis BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/2688/01/04
Mmr ogy/mn: no 50 mn Ipnangis Niviteg, MaTepianis: 3MiHu | Tuny -
a6o 100 mn, abo 200 AAMiHiCTpaTMBHI 3MiHU. 3MiHa
M, abo 500 mny HaliMeHyBaHHs Ta/abo agpecu
donakoHi; no 10 3as1BHMKa (B/1acHMKa
(h/1aKOHIB Y KapTOHHIi peecTpaLiiHOro NocBigYeHHs) -
KopoobLi 3MiHa afpecu 3asiBHUKa
153. | OPAAPO TabneTku, BKpUTI yopng MEANLINH pysis yopng MEANLINH TypeuunHa BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyenmom | UA/17328/01/01

NNiBKOBOK 060/10HKOHO,

nTa,

IJAY CAH. BE

mMarepianis: 3MiHW | TUNY - 3MiHK
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
no 250 mr no 7 TabaeTok TIOXK. A.LL. BHECEHO [0 iHCTPYKLi Ans
y 6nictepi; no 2 Me[UYHOro 3acToCcyBaHHS
6nicTepy B KAPTOHHIiA nikapcbKoro 3acoby y po3ginu:
kopobui; no 14 TabneTok "MpoTunoka3aHHs", "B3aemogis 3
y 6nictepi; no 1 iHLWIMMK NikapcbkMMK 3acobamu Ta
6nicTepy B KAPTOHHiIl iHLWIi BMAW B3aemogiit",
Kopobui "Oco6MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHSA y nepiog
BariTHoCTi abo rogyBaHHs rpyaat"
BiMNOBIAHO A0 OHOB/IEHOT
iHbopmauii 3 6e3neku giroyoi
peyoBuHW. BBEEHHSA 3MiH
npoTArom 6-Tn MicAuiB nicns
3aTBEPAXKEHHS
154. | OPAAPO TabneTkun, BKpUTI yoprna MEANLUNH Mpysis yYorna MEANLUVH TypeuunHa BHECEHHS 3MiH [0 peecTpavuiiHnX 3a peyenmom | UA/17328/01/02
N1iBKOBOK 060/IOHKOLO, nTa ITAY CAH. BE marepianis: 3MiHU | TUMY - 3MiHK
no 500 mr no 7 TabneTok TIOXK. A.LL. BHECEHO A0 IHCTPYKUiT AN
y 6nicTepi; no 2 MeJMNYHOro 3aCTOCyBaHHS
6nicTepy B KAPTOHHIi nikapcbKoro 3acoby y po3ginu:
Kopobui "MpoTunokasaHHA", "B3aemogis 3
HWMKN NikapcbkrMmn 3acobamu Ta
iHWIi BMAW B3aemogiin”,
"Oco61MBOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog
BariTHoCTi abo rogyBaHHs rpyaat”
BiANOBIAHO 0 OHOB/IEHOT
iHchopmauii 3 6e3nekn gitouoi
peyoBMHW. BBEAEHHA 3MiH
NpOTArom 6-Tv MicsLiB nicns
3aTBEPMKEHHS
155. | OCNEKCUH® rpaHynun ans opanbHoil CaHpo3 CnoseHis CaHpo3 M'mbX- ABCTpif BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyenmom | UA/6930/01/02
cycneHsii (250 mr/5 mn); dapmacboTikan3 TexOnc MaTepianis: 3MiHun | Tuny -
no 33 r rpaHyn ans 60 a.4. nofaHHA OHOBJ/IEHOTO

MJ1 OpasIbHOI CycneHsii y
donakoHi; no 1 dpnakoHy
Y KOMMNEKTi 3 MipHOtO
NIOXKOIO B KAPTOHHIVi
Kopobui

Ceptudikaty R1-CEP 1997-128
Rev 03 ans A®l LiedhanekcuHy Big,
BXE 3aTBEP)KEHOro BUPOOHMKa
ACS DOBFAR SPA, Italy sk
Hacnigok 3miHa agpecu
BMPOBHUYOI AiNbHULj Ta 3MiHa
agpecu BnacHuka CEP; 3MiHu |
TUNY - NOAAHHS OHOB/IEHOTO
Ceptudpikaty R1-CEP 1997-007
Rev 07 ana A®l LiedhanekcuHy Big,
BXe 3aTBepAXEeHOro BUpo6HMKa
DSM SINOCHEM
PHARMACEUTICALS
NETHERLANDS B.V., The

142




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

ynakoska) nocsi04YeHHs1

Netherlands ki1 3miHuB

HallMeHyBaHHS Ta HaliMeHyBaHHs
BMPOGHWYOI finbHUL

156. | OP/IOKCALVH TabneTku, BKPUTI €BPO NANDKEP IHais dAC NimviTep, IHAis BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/7685/01/02

€BPO N1iBKOBOK 060/IOHKOIO, MPAVBIT NIMITEA marepianis: yTO4YHEHHA

no 400 mr no 5
Tabnetok y 6nicrepi;
no 1 6nictepy B
KapTOHHI KopooL;i

HanucaHHA ynakoBKWU B HaKasi
MOS3 YkpaiHu Ne 1970 Big,
15.09.2021 B npoueci BHeCEHHA
3MiH (3MiHu | TUNYy - 3MiHK 3
sKocTi. FOTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/1b roTOBOro NikapcbKoro
3acoby. 3miHa y meTogax
BUMNPOOYBaHHA rOTOBOr0
nikapcbKoro 3acoby (iHLWi 3MiHN Yy
mMeTogax BunpobysBaHb
(BKIHOYAtOUM 3aMiHy abo
[ONOBHEHHS)). CynyTHSA 3MiHa -
3MiHU 3 AKOCTI. FoTOBUIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /1iKapCbKOro 3acooby.
3MiHa napameTpiB cneuudikauiii
Ta/abo fonyCTUMUX MEX rOTOBOIO
nikapcbKoro 3acoby (fONOBHEHHS
ab60 3aMiHa nokasHuka
cneumdikauii 3a pesynbtatamu
pocnimpkeHb 3 6e3nekn abo AKOCTi
(32 BUHSITKOM JlikapCbknx 3aco6iB
6i0n0riYHOro/iMyHO0r4YHOro
MOXOMKEHHS)) - MPUBEAEHHS Y
BiANOBIAHICTb TEKCTY cneumndikawi
Ta MeTO/iB KOHTPOSIO AKOCTI
nikapcbKoro 3acoby, Wwo
3aTBEepIXEHi B YKpaiHi [0 TEKCTy,
3aTBEPKEHOro B KpaiHi
BMPOGHUKA. BBEAEHHS 3MiH
npoTsArom 3-x MicauiB micas
3aTBEepPMKEHHS. 3MiHu | TUny -
3MiHM 3 AKocTi. FoTOoBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOro NikapcbKoro 3acooby.
3MiHa napameTpiB cneuudikaLii
Ta/abo [onNyCTUMUX MEX rOTOBOrO
nNiKapcbKoro 3acoby (iHLi 3MiHK) -
3MiHa AONYCTUMMNX MEX
cneuudikauii /13 Ha BUNycK 3a n.
«KinbKicHe BU3HaUYeHHs» -
3aTBepmKeHo: «OT1 196,0 mr Ao
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

205,0 mr odpriokcaumHa B 1
Tabnetke(98,0%-102,5 % ot
3as1B/IEHHOrO KoNnyecTaa)», «OT
392,0 mr oo 410,0 mr
ogpnokcaumHa B 1
Tabnetke(98,0%-102,5 % ot
3asB/IEHHOTO KO/IMYECTBA)»,
3anponoHoBaHo: «OT 190,0 mMr go
210,0 mr odpriokcaymHa B 1
Tabnetke.(95,0%-105,0 % ot
3aAB/IEHHOr0 KOMyecTBa.)», «OT
380,0 mr oo 420,0 mr
odpriokcaumHa B 1 Tabnetke.
(95,0%-105,0 % OT 3aAB/IEHHOr0
KonmyecTsa.)».). Pefakuisi B
Hakasi: no 10 TabneTok y 6nictepi;
no 1 6nictepy B KAPTOHHIl
KopobLi. 3anponoHoBaHa
pepakuis: no 400 mr no 5
TabneTok y 6nictepi; no 1
GnicTepy B KQPTOHHI KOpPOGL,i.

157.

NMAHKPEATUH

MOPOLLIOK (Cy6CcTaHuis) y
nakeTi 3 N/iBku
nonieTuaeHoBoi Ans
dhapmaLeBTU4YHOro
3aCTOCYBaHHSA

Hopamapk ®apma
M6X

HimeuunHa

Hopamapk
ApuHaiimiTTens
v6X Ta Ko. KI

HimeuunHa

BHECEHHS 3MiH 10 peecTpavLiiiHnX
mMartepianis: 3MiHa 3asiBHMKa
(BnacHvika peecTpaduiiHoro

nocBeigyeHHs) (3rigHo Hakasy MO3

Bif 23.07.2015 Ne 460)

UA/14317/01/01

158.

MNEHTA/TIH ©C
EKCTPA KANCYNN

kancynu, no 10 kancyny
6nicTepi; no 1 abo 2
6nicTepy B KAPTOHHii
nauuj

TOB "ACIHO
YKPAIHA"

Ykpaina

TOB "®apma Crapt"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHu | TUNy —
nogaHHsa Hosoro CEP R1-CEP
2005-143-Rev 02 gna A®|
MeTaMi30/1y HaTpito MoHorigparty
Bifl HOBOro BMPOGHMKa Xebeii
Lisixen ®apmacbtoTtikan Ko., Nitg,.,
KuTaii fo BXe 3aTBepAKEHOro
BUPOBHMKA; 3MiHM | TUNy —
3aTBEP)KEHHS METO/iB KOHTPO/IO
ANA NikapcbKoro 3acoby
MEHTANTIH ®C EKCTPA
KAMNCYNW, kancynv ykpaiHCbKo
MOBOIO; 3MiHWM | TUNY — BBEAEHHA
METOAMKM KOHTPOJIIO NOKa3HUKa
«3a/TMLLKOBI PO3YNHHVKM» ANS
A®| meTamizosny HaTpito
MoHorigpaTty TOB «®Papma
CTtapT»; 3miHn | TNy —
[OONOBHEHHSA cneumdikauii APl
MeTaMi30My HaTpito MoHorigpaTy,
BMPOGHMLTBA Xebeli LigixeH
dapmacbtoTikan Ko., fita., Kutai

3a peyernmom

UA/10881/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
NPUMITKOKO: «laeHTudikauis» — 1
[0MyCcKaeTbCA NPOBOANTYN TECT
MeToAoM PamaHiBCbKOT
cnektpomeTpii (EP 2.2.48).
MpoLeaypa NpoBefeHHs TecTy Ta
BiA6ip Npo6 onwvcaHi y BiANOBIAHWX
con
159. | NEHTACA Tabnetku deppiHr LLiBeiiuapis ®eppiHr TM6X, HimeuuunHa/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom | UA/4990/02/01
MPOJIOHroBaHoI Aji No IHTepHewHn CeHTep HimeuunHa LLiseiuapis marepianis: 3MiHN | TUMY - 3MiHW
500 mr; no 10 Ta6neTok CA (BignoBiganbHWii 3a Loao 6e3nekn/edeKTMBHOCTI Ta
y 6nictepi; no 5 a6o 10 BMNyCK cepil); hapmMakoHarnagy - OHOBMEHHS
6nicTepiB y KAPTOHHIN ®eppiHr TEKCTY MapKyBaHHA NePBUHHOI
Kopobui IHTepHewHn CeHTep YMakKoBKM MikapcbKoro 3acoby
CA, Weeliyapis
(B1pO6HNLTBO)
160. | MPAKCBANHA® po34uH Ans BepiHrep HimeuyunHa BepiHrep HimewunHa/ BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyenmom | UA/15467/01/01
iH ekUili/iHdys3ild, 2,5 r/50 IHrenbxanm IHrenbxaim ®apma Benebris Marepianis: 3miHu | Tuny -
M, no 50 MA 'y dakoHi; IHTepHewHn M6 X vm6X i Ko. KT, npuBefeHHs cneuudikauii,
no 2 h1akoHu y HimeyunHa [OMOMDKHOT pEYOBUHK COPOBITY, Y
KapTOHHIlA KopooLi (BMPOGHMLTBO, BiANOBIAHICTb 4O YMHHOI
nepBuHHE Ta MoHorpadii Ph. Eur. (07/2019:
BTOPVHHE 0435), a came BU/TyYEHHS
nakyBaHHS, BUNPOOYBaHb Ha BMICT CBUHLIO Ta
KOHTPO/b AKOCTi Ta Hikento
BUNYCK cepil);
KsoniTi AccictaHc
CA, Bensbrist
(anbTepHaTnBHA
na6oparopis Ans
KOHTPO/O SIKOCTI
npoTArom
BMNPO6YBaHHA
cTabinbHOCTI)
161. | MPIOPUKC™ | niogpinizar gns posunHy "nakcoCmiTKNAiiH Benvka 'nakcoCmiTKnsinH Benebris BHECEHHS 3MiH [10 peecTpaviiiHnX 3a peyenmom | UA/13694/01/01
PRIORIX™ AN iH'ekuin, 1 EkcnopT Nlimiteq BpuTanis Bionomxikans C.A. mMarepianis: 3miHu | Tuny -
KOMBIHOBAHA MOHOZ,030BUIN h/TaKoH nepernsg Mmetogy aHanisy Ta
BAKUVHA And (1 po3a) 3 nioghinizatom KpuTepito npuiiHaTHocTi pulling test
MPO®ITAKTUKN Y KOMMN/IEKTi 3 Ans kosnayka 13 mm vial flip-off
KOPY, PO34MHHMKOM (BOoga Anst Cups 415 NPUBELAEHHS Y
ENIAEMIYHOIO iH'eKLii1) y nonepeAHbO BignoBigHicTb o ISO 8362-6
MAPOTUTY TA HarnoBHEHOMY LUNpUL Ta “Injection containers and
KPACHYXU [BOMa rosikamv B

KapTOHHI kopobui; 100
MOHOA,0308BUX (1 f033a)
oNakoHIB 3
niocpinizatom y
KOMMNEKTi 3
PO34YMHHMKOM (BOAA AN1s

accessories - Part 6: Caps made
of aluminium-plastics
combinations for injection vials”
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

iH'ekuin) B amnynax Ne
100 B oKpeMmiii ynakoBLy;
1 MynbTUA030BMIA
chnakoH (2 gosn) 3
niocpinizatom y
KOMMNEKTi 3
PO34MHHMKOM (BOAa AN
iH'ekwji1) B amnyni; no
100 wTyK hnakoHis Ta
amnys B OKpeMux
KOpo6kax

162.

MPOreCTEPOH

NMopoLUOK (CybCcTaHList) B
MilKax noaBiiHMX
nonieTUIeHoBUX ANst
BMPOGHMLITBA
CTEPUIBHUX NiKaPCbKNX
dhopm

AT "®dapmak”

Ykpaina

Xe6eli legsaHb
XblOMEHBeNN
dapmacbioTikan Ko.,
nrtg

KuTan

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianiB: yTOUHEHHSA
peecTpauiiiHoro Homepa B
Hakasi MO3 Ykpaiuu Ne 1994 Big
21.09.2021 B npoueci BHECEHHSA
3MiH (3MiHK | TUNy -
AOMiHiCTpaTMBHI 3MiHU. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
3asBHUKA (BnacHuKa
peecTpavLinHOro Noceig4YeHHs) -
3MiHa HaliMeHyBaHHs Ta agpecu
3asBHUKA; 3MiHW | TUNy - 3MiHK 3
akocTi. CepTudikar
BignosigHocTi/l E-cepTudpikar
BiANOBIAHOCTI EBpONeiichkili
thapmaxonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOrO
cepTugikaTa BignoBigHOCTI abo
BUyYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
hapmakonei: ana Adl; ons
BUXigHOrO
Marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCA
y BUpo6HMLTBI ADI; Ans
[0MOMIXHOT PEYOBUHU
(cepTudpikat BIANOBIAHOCTI
€sponelicbkin hapmakone) -
OHoBReHwWi cepTuddikaT Big yxe
3aTBEPAKEHOIO BUPOOHMKA -
noJaHHs OHOB/IEHOro cepTucpikata
BiANOBIAHOCTI EBpONeichbkili
hapmakonei Ne R1-CEP 2013-
328-Rev 00, y Hacnifok
BCTaHOB/EHHSA Nepiogy
peTecTyBaHHA A®I 60 micsiLis;
[0[AaHO 3BIT 3 OLIHKM pU3KKiB AN
e/IEMEHTHUX [JOMILLIOK Y

UA/12994/01/01

146




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

BignosigHocTi go ICH Q3D; 3miHu |
TMny - 3MiHK 3 AkocTi. CepTudpikat
BignosigHocTi/lE-cepTudikar
BIANOBIAHOCTI EBpONechbkil
thapmakonei/MoHorpadir.
MoaaHHsA HoBOro abo OHOB/IEHOTO
cepTudiikaTa BignosigHocTi abo
BWJTyYEeHHs cepTudikaTa
BiNOBIAHOCTI E€BpPONENChKiit
hapmakonei: ana A®l; pns
BUXiAHOTO
mMaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUPOGHMLTBI ADI; Ans
[0MOMDKHOT PEYOBUHM
(cepTudpikaT BigMoBIAHOCTI
€Bponelicbkiin hapmakone) -
OHoBNEHWIA cepTudikar Big, yxe
3aTBEPAKEHOIO BUPOOHMKA -
noAaHHA OHOBEHOTO cepTudikara
BiNOBIAHOCTI E€BpPONENChKiit
hapmakonei Ne RO-CEP 2013-
328-Rev 02, y Hacnigok
He3Ha4YHWX 3MiH B NpoLeCi
BUPOGHMLITBA; HE3HAYHMX 3MiH B
napameTpax crneuudikadii ons
BWXiAHOT PEYOBVHW; PO3LUMPEHHS
3aTBEpMKEHNX MeX cneuudikawii
ons HaniBnpoAdykty (HTT-00);
36iNbLUEHHS nepiogy
peTtectyBaHHs A®I 1o 48 micAuis;
3MiHW | TUNY - 3MiHU 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
[0MOMIKXHOT PEYOBUHU
(cepTudpikat BiANOBIAHOCTI
€sponelicbkili hapmakoner) -
QOHoB/IeHWIA cepTudpikat Big yxe
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3aTBEPAKEHOI0 BUPOOHMKA -
noAaHHA OHOBEHOTO cepTudikara
BiNOBIAHOCTI E€BpPONENChKiit
hapmakonei Ne RO-CEP 2013-
328-Rev 01 (3atBepmxeHo: RO-
CEP 2013-328-Rev 00), y
HacnifloK yTOYHEHHS 00
HanmcaHHs afgpecy BnacHuka Ta
BMPOGHWYOI AinbHUL (CTano:
No.25 Juxian Road Gedian
Economic Development District
China-436 070 E-Zhou, Hubei
Province)). Pepakuisi B Hakasi:
UA/12994/01/0. 3anponoHoBaHa
peaakuia: UA/12994/01/01.

163.

APONO®O/1 KABI

emMynbCia Ans iH'eKuii
a6o iHdysiiA, 10 mr/mn;
no 20 mn B amnyni; no 5
amnyn y nauui 3
KapToHy; no 50 mny
donakoHi; no 50 mny
chnakoHi, 1 donakoH y
naJdi i3 kapToHy abo no
10 dpnakoHis y
KapTOHHIA Kopoo6Li

®peseHiyc Kabi
Hoiunang MrmeX

HimeuunHa

®peseHiyc Kabi
ABcTpis TM6X

ABCTpis

BHECEHHS 3MiH [0 peecTpaviiiHnX
MaTepianis: 3miHu | TUNy - 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbkuin 3aci6.
Cucrema
KOHTeliHep/3aKynopoBabHui
3aci6. 3miHa po3mipy ynakoBku
roTOBOrO JlikapcbKoro 3acoby (iHLi
3MiHM) BHECEHHS 3MiH A0 p.
«YnakoBka» MKS /13 y 3B'A3ky 3
peecTpaLieto 40AaTKOBOTO
nakyBaHHs - piakoH no 50 mn 6e3
KOpPOOKU. 3MiHV BHECEHO B
IHCTpYKLilO ANs MeauyHOro
3aCTOCYBaHHA Yy p. "Ynakoska" 3
BiANOBIAHMMW 3MiHAMW Y TEKCTI
MapKyBaHHS YNakoBKW NiKapCbkoro
3acoby. BBefieHHs 3MiH NPOTArom
6-TV MicALiB NiCNA 3aTBEPLYKEHHS.
3MiHn | TURY - 3MiHK WoAao
6e3nekun/edekTBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHn)
3aTBepAKeHHA AOAATKOBOrO
TEKCTY MapKyBaHHA ynakosku J13.
BBefeHHs 3MiH NpoTArom 6-Tu
MicSLIB MiCNS 3aTBEPAXKEHHS.
3MiHY | TMNY - 3MiHW 3 AKOCTI.
CeprtucpikaT BignosigHocTi/l'E-
cepTudikaTt BiAMNOBIAHOCTI
€Bponeiicbkiit
thapmaxonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOrO
cepTugikaTa BignoBigHOCTI abo
BUyYEHHS cepTudikata
BiANOBIAHOCTI EBponeicbkil

3a peyernmom

UA/13233/01/01
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Ha3sBsa nikapcbko20

n/n

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

hapmakonei: ana A®l; pns
BUXiAHOTO
mMaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPNCTOBYIOTHCA
y BUPOGHMLTBI ADI; Ans
[0MOMDKHOT pEYOBUHN
(cepTudikaT BigMoOBIAHOCTI
€Bponelicbkiin hapmakone) -
OHoBNEHWIA cepTudikar Big, yxe
3aTBEPKEHOr0 BUPOGHUKA
MogaHHA OHOBEHOrO
cepTucpikaTa BiANOBIAHOCTI

CEP 2001-267-Rev 03

Rev 02) ans Aito4oi peyoBmHU
Propofol Big BXe 3aTBEPKEHOTO
BMPOGHMWKA, SIKWIA 3MIHVB Ha3By Ha
AMRI ITALY S.r.l. (3aTBEpaxXeHO:
Euticals S.P.A-Prime European
Therapeuticals S.P.A). 3miHu |
TNy - 3miHn 3 skocTi. CepTudiikar
BignosigHocTI/lE-cepTudikart
BiNOBIAHOCTI E€BpONeNChKiit
thapmakonei/MoHorpadii.
MofaHHA HoBOro abo OHOB/IEHOrO
cepTtudpikaTa BignosigHoCTI abo
BU/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
hapmakonei: ana A®l; gns
BMXiAHOTO
MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS
y BUpO6HNLTBI ADI; ans
[0MNOMDKHOT peYOBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponelicbkin hapmakoner) -
OHOBNEeHWi cepTuddikaT Big yxe
3aTBEPKEHOr0 BUPOOHUKA -
MogaHHA OHOBIEHOrO
cepTudikarta BiANoOBIAHOCTI
€sponelicbkili hbapmakonei Ne R1-
CEP 2005-003-Rev 03
(3aTBepmxeHo: R1-CEP 2005-003-
Rev 02) ans aitouoi peyoBrHU
Propofol Big Bxe 3aTBepxeHoro
BMpo6HUMKa BACHEM S.A.,
LLeliuapis

€sponelicbkiin dhapmakonei Ne R1-

(3aTBepmxeHo: R1-CEP 2001-267-

164.

NPONO®O/1 KABI

eMy/IbCist AN iH'eKLi

PpeseHiyc Kabi

HimeuyunHa

PpeseHiyc Kabi

ABCTpist

BHECEHHS 3MiH 10 peecTpaLiiHnX
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3a peyenmom
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
abo iHdysii, 20 mr/imn; Honunang MrmbeX ABcTpis T'm6X Marepianis: 3MiHu | Tuny - 3mMiHn 3

no 50 mMn y donakoHi; no
50 mn y conakoHi, 1
chakoH y nauui i3
KapToHy a6o no 10
dh/1aKOHIB Y KapTOHHIi
Kopobui

sKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKynopoBanbHWii
3aci6. 3MiHa po3mipy ynakoBku
rOTOBOrO J1iKapCbKOro 3acoby (iHLi
3MiHN) BHeceHHs1 3MiH [0 p.
«YnakoBka» MK#A /13 y 3B'A3ky 3
peecTpavuieto 04aTKOBOro
nakyBaHHs - doniakoH no 50 mn 6e3
KOpOG6KM. 3MiHN BHECEHO B
IHCTPYKLil0 ANA MeAnyHOro
3aCTOCyBaHHA Yy p. "Ynakoska" 3
Bi4NOBIAHVMMN 3MiHAMU Y TEKCTI
MapKyBaHHS YNakoBKW NiKapcbkoro
3acoby. BBefeHHs 3MiH NPOTAroM
6-Tn MicAUIB NicNA 3aTBEPKEHHS.
3MiHu | TURY - 3MiHK LWoAo
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK)
3aTBepKeHHs [40AaTKOBOro
TEKCTYy MapKyBaHHA ynakosku /13.
BBefeHHA 3MiH NPOTArom 6-1u
MicsLiB NiCNsA 3aTBEPAYKEHHS.
3MiHu | TMRY - 3MiHKU 3 SKOCTI.
CepTudpikat BignosigHocTi/lE-
cepTudikart BiANOBIAHOCTI
€Bponeiicbkii
thapmakonei/MoHorpadir.
MoaaHHsA HoBOro abo OHOB/IEHOTO
cepTudiikaTa BignosigHocTi abo
BWJTyYEeHHs cepTudikaTa
BiNOBIAHOCTI E€BpONeNChKiit
hapmakonei: ana A®l; pns
BUXiAHOTO
mMaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPNCTOBYIOTHCA
y BUPOGHMLTBI ADI; ans
[0MOMDKHOT PEYOBUHM
(cepTudpikaT BigMoOBIAHOCTI
€Bponelicbkiin hapmakone) -
OHoBNEHWIA cepTudikar Big, yxe
3aTBEPAKEHOr0 BUPOGHMKA
MogaHHA OHOBEHOrO
cepTucpikaTa BiANOBIAHOCTI
€sponelicbkiin dhapmakonei Ne R1-
CEP 2001-267-Rev 03
(3atBepmxeHo: R1-CEP 2001-267-
Rev 02) ans aito4oi peyoBmHU
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Propofol Big Bxe 3aTBepxeHoro
BMPOGHUWKA, SIKWIA 3MIHMB Ha3By Ha
AMRI ITALY S.r.l. (3aTBEpPAXKEHO:
Euticals S.P.A-Prime European
Therapeuticals S.P.A). 3MiHu |
™My - 3MiHK 3 akocTi. CepTuddikat
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONechbkili
thapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOrO
cepTugikaTa BignoBigHoCcTi abo
BUyYEHHA cepTudikata
BiANOBIAHOCTI EBpONechbkil
hbapmakonei: ana Adl; ons
BUXiAHOro
Marepiany/peareHTy/npomiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUPO6GHULTBI ADI; ans
[0MOMDKHOT PEYOBUHU
(cepTudpikat BiANOBIAHOCTI
€sponelicbkili hapmakoner) -
OHoBReHWi cepTuddikaT Bif yxe
3aTBEPAKEHOrO BUPOOHMKA -
MogaHHA OHOBNEHOTO
cepTucpikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei Ne R1-
CEP 2005-003-Rev 03
(3atBepmxeHo: R1-CEP 2005-003-
Rev 02) ans aito4oi peyoBrHU
Propofol Bif BXe 3aTBepXeHoro
BMpo6bHuka BACHEM S.A.,
LLiBeiiuapis

165.

NMPOCTAMON®
YHO

Kancynm m'siki no 320 mr
no 15 kancyn y 6nictepi;
no 2 a6o 4, abo 6
6nicTepiB y KAPTOHHIN
Kopobui

BEPNIH-XEMI Al

HimeyunHa

BMPOGHMLTBO
Kancyn M'skux "“in
bulk", KOHTpoNb
cepiin: KataneHt
HimeuunHa E6epbax
Mv6X, HimeyunHa,;
KIHLEBe nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepiii: BEPJIIH-
XEMI ATl',
HimeuuunHa; KiHueBe
nakyBaHHS:
MeHapiHi-®oH
XeigeH 'mo6X,
HimeyunHa

HimeuunHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHu | TMNY - 3MiHK 3
siKocTi. FOoTOBWIA Nikapcbkuii 3aci6.
Cucrema
KOHTelHep/3aKynopoBanbHWi
3aci6. 3MiHa po3mipy ynakoBku
roTOBOrO NiKapCbKOro 3acoby
(3MiHa Ki/IbKOCTi 0AMHMLbB
(Hanpuknag, TabneTok, amnyn
TOLLO) B yNakoBLi:) - 3miHa nosa
AianasoHOM 3aTBepKeHUX
PO3MIpiB yNakoBku - BBefeHHs
popartkosoi ynakosku Ne90 (15x6),
6€3 3MiHU NePBUHHOIO
nakyBa/lbHOro mMaTepiany Ta 3
BiANOBIAHMMM 3MiHAMKN A0 po3giny
«YnakoBka». 3MiH1 BHECEHI B

6e3 peyenma

UA/10417/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

po3gin "YnakoBka" B iHCTPYKL,it0
ANA MeANYHOro 3acToCyBaHHs
niKkapcbKoro 3acoby y 3B"A3ky 3
BBEJIEHHAM [0[aTKOBOI yNaKoBKM
Ne90 (15x6), sk HacniaoK -
3aTBEPIKEHHS TEKCTY
MapKyBaHHSA [0aTKOBOI yNakoBKW
nikapcbKoro 3acoby. BeegeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPAKEHHS

166.

PAHOCTON®

Ma3b 10 % no 20 r abo
no40r,abono 100 ry
Ty6i; o 1 Ty6i B nayuij 3
KapToHY

MPAT "®ITODPAPM"

YKpaiHa

MPAT "®ITODAPM"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviiiHnx
marepianis: 3mMiHu | TMny - 3MiHK 3
SKocTi. [0TOBWIA Nikapcbkuii 3aci6.
3MiHM Y BUPOBHULTBI. 3MiHa
po3mipy cepii (BkouYaoun
AianasoH po3Mipy cepii) roToBoro
niKkapcbKoro 3acoby (36inbLIeHHs
[0 10 pasiB NOPIBHAHO i3
3aTBEPKEHUM PO3MIpPOM) -
BBEEHHS [OAATKOBUX PO3MIpIiB
cepii N3. 3anponoHoBaHo: 200 Kr
(10200 Ty6 no 20 r; 5100 Ty6 no
40 r; 2040 Ty6 no 100 r); 300 kr
(15300 Ty6 no 20 r; 7650 Ty6 no
40 r; 3060 Ty6 nmo 100 r); 400 kr
(20400 TY6 no 20 r; 10200 Ty6 no
40 r; 4080 Ty6 no 100 1)

6e3 peyenma

UA/8650/01/01

167.

PELOUTYKC

KOHLleHTpaT Ans
pO34nHy ans iHgysil, 10
mr/mn; no 10 mn (100
mr) a6o no 50 mn (500
Mr) y donakoHi; no 1
pNakoHy B KAPTOHHIl
Kopo6Li; No 1 KapTOHHii
KopobLi y nnacTukoBomy
MiLLIKY

A-p Peppi'c
Na6opaTopic /T4,

IHAjA

A-p Peppi'c
Nab6opaTopic /T4,

IHAjA

BHECEHHS 3MiH 10 peecTpaviiiHnX
MaTepianis: 3mMiHu Il TMny - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHu y
KOPOTKIil XapakTepucTumui
NikapcbKoro 3acoby, TeKCTi
MapKyBaHHA Ta IHCTPYKLUIi 4115
MeJUYHOr0o 3aCTOCYBaHHS
reHepuyHnX/ripnaHnx/6ionodioHn
X Nnikapcbknx 3acobiB nicns
BHECEHHS Ti€l camoi 3MiHM Ha
pedoepeHTHUIA npenapart (3MiHa,
AKY HeO0OXifHO B NOAa/bLLOMY
06r'pyHTYBaTW HOBUMU
O04AaTKOBUMW AaHUMK (Hanpukniag
NOPIBHAHHICTb 6i0/IOMYHMX
nikapcbkunx npenapartis)) - 3MiHU
BHECEeHI [0 iHCTPYKLiT Ans
MeJMYHOr0 3aCTOCYBaHHS
niKapcbKoro 3acoby y po3ainv
"®apMakonoriyHi BracTneocTi”,

3a peyenmom

UA/12905/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

"Moka3aHHA" (yTOUYHEHHS
iHbopmauii Ta JofaHHA nokasaHb
"XpoHiuHuii nimchoneiikos",
"'paHynemaros 3 noniaHriitom i
MiKpOCKONi4YHWIA noniaHriit"),
"MpoTunokasaHHsa", "B3aemogis 3
iHWKMKW NikapcbkMKM 3acobamu Ta
iHLWI BMAW B3aemogiit",
"Oco61MBOCTI 3aCTOCYyBaHHA",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rofyBaHHs
rpyaar”, "Cnoci6 3actocyBaHHs
Ta gosun", "MNepenosyBaHHA",
"Mo6ivHi peakuii™ 3rigHo 3
iHchopmavieto LWoA0 MegnyHoro
3aCTOCYBaHHA ped)epeHTHOro
nikapceKoro 3acoby (MABTEPA®,
KOHLEHTpAaT 4717 PO3YnHY ANs
iHcpysii, 100 mr/10 mn). BBegeHHs
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPKEHHS

168.

PENBAP™
ENNINTA

MOPOLLIOK A5 iHFaNALiA,
[030BaHwWii no 184
MKr/22 mkr/go3y; no 14
abo 30 go3y
NOPOLLKOBOMY
iHranaTopi; no 1
iHraNsATOpY Y KapPTOHHIi
Kopobui

nakcoCmiTKnsiiH
Ekcnopt NimiTeq

Benuka
BputaHis

nakco OnepeiiHe
HOK NimiTep,

Benuka
BpuTaHis

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

YMOBHOBaXeHOT 0CObM 3as1BHMKaA,

BignoBiganbHOI 3a
hapmakoHarnsg:
MponoHoBaHa pepgakuis — Ap.
MeHc-Ynbpix LLiTermanH / Dr.

Jens-Ulrich Stegmann, MD. 3miHa
KOHTaKTHUX aHWX YNOBHOBaXXEHOT

3a peyernmom

UA/14564/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

ocobw, BignoBigasibHOI 3a
hapmakoHarnsag. 3miHa Homepy
Ta MiCLe3HaxoMKeHHs MacTep-
(palina cuctemu chapmakoHarasgy

169.

PENBAP™
ENNINTA

MOPOLLIOK A5t iHraNALLiA,
[030BaHuii No 92 Mkr/22
MKr/go3y; no 14 a6o 30
[103 y NOPOLLKOBOMY
iHransTopi; no 1
iHraNsATOpY Y KAPTOHHIi
Kopobui

FnakcoCmiTKNsiiH
Ekcnopt flimiteq

Benvka
BpuTanis

nakco OnepeiiLHe
tOK Nimiteq

Benwuka
BpuTtaHis

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

ocobwu, BiAnoBifabHOI 3a
thapmakoHarnag. 3mMiHa Homepy
Ta MiCLle3HaxXoKeHHs1 macTep-
thaiina cuctemun chapmakoHarnsgy

3a peyenmom

UA/14565/01/01

170.

PECTACIC®

eMy/ibCifl o4Ha, 0,5
mr/mn; no 0,4 mny
donakoHi; no 30
hNakoHiB B ynakoBLj

AnnepraH, IHK.

CLUA

AnnepraH Ceiinc
nnc

CLIA

BHECEHHS 3MiH 10 peecTpaviiiHnX
marepianis: 3MiHK | TURY - 3MiHW Y
MeToAax BUNpobyBaHHs, a came
OHOB/IEHHSA po3ainy laeHTndikauis
LMKnocnopuHy metogom TLLUX
(anbTepHaTMBHWI MeTOA), 3aMiHa
nnactuH ana TLWX yepes
NPUMNUHEHHS BUPOGHULITBA
NAacTWH 3a3Ha4yeHnX B filoHomy
meTopaj

3a peyenmom

UA/10983/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

171.

PUHOTAICC
ChPEA
HA3AJIbHUIA

cnpeii HasasTbHUIA,
po3uuH 0,1 % no 10 mn
y thnakoHi 3
posnuntoBayem, no 1
(h/1aKOHY Y KapTOHHilA
KopoobLi

[Op. Taiicc
HatypBapeH M'm6X

HimeuunHa

[Op. Taiicc
HatypBapeH M6x

HimeuunHa

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

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy hapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy thapmakoHarnsgy,

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

KOHTaKTHOT 0CO6U YNOBHOBaXKEHOT

0co6u 3asBHYKa, BigNoBigas/IbHOT
3a hapmakoHarnag B Ykpaii.
MponoHoBaHa pepakuis: Pumap
Makcum Biktoposuy. 3miHa
KOHTaKTHUX JaHUX KOHTaKTHOT
0cobu ynoBHOBaXeHOT 0cobum
3asBHVKa, Bi4NOBiAa/IbHOT 38
hapmakoHarnag B Ykpaini

6e3 peyenma

UA/17340/01/01

172.

PIBOJIEB

TabneTku, BKpUTI
N/1iBKOBOK 060JI0HKOIO,
no 250 wmr, no 10
Tabnetok y 6nictepi; no
3 abo no 6 6nictepis y
KapTOHHI Kopobui

PiBochapm CA

LLiBefiuapis

PiBochapm CA

LLiBefiuapis

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

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy hapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy chapmakoHarnsgy,

3MiHa yNOBHOB&XeHOi 0cobu,
BignoBifa/IbHOI 3a 34jACHEHHS
hapMakoHarnaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iiCHEeHHS
hapmMakoHarnagy B YkpaiHi, KO
BOHa BifMiHHA Bif, yNOBHOBaXEHOI
ocobw, BignoBigasibHOI 3a
3[iiCHEeHHs1 hapMakoHarnsay
(BKNIHOHAKOUN KOHTAKTHI faHi)

3a peyernmom

UA/14758/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CObM 3as1BHMKA,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
thapmakoHarnagy: MNponoHosaHa
pepakuisi: Mrs. Dovile Marcinke M.
Sc.(Pharm). 3MiHa KOHTaKTHUX
[aHyX YNOBHOBaXEHOI 0Co6M,
BigNoBiAa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy. 3miHa agpecu
3[jl/iCHEHHS1 OCHOBHOI AifA/IbHOCTI 3
thapmakoHarnsgy. 3miHa
MiCLie3HaxoKeHHsI MacTep-
thaiina cuctemu
thapmakoHarnsgy.
PekomengoBaHo [0
3aTBEPMKEHHS

173.

PIBOJIEB

TabneTku, BKpUTI
N/1iBKOBOK 060JI0HKOIO,
no 500 mr, no 10
Tabnetok y 6nictepi; no
3 abo no 6 6nictepis y
KapTOHHI Kopobui

PiBochapm CA

LLiBefiuapis

PiBochapm CA

LLiBefiuapis

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,
BiANOBIAa/IbHOI 3a 34iiCHEHHS

thapmakoHarnagy: NponoHosaHa

pepakuisi: Mrs. Dovile Marcinke M.
Sc.(Pharm). 3MiHa KOHTaKTHUX
LaHNX YNOBHOBaXEHOI ocobw,
BignoBiAa/IbHOI 3a 34jACHEHHS

hapmakoHarnagy. 3miHa agpecu

3[iICHEHHSI OCHOBHOI AisiNIbHOCTI 3

3a peyernmom

UA/14758/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

thapmakoHarnsgy. 3miHa
MicLLe3HAXOKEHHSI MacTep-
thaiina cuctemmu
chapmakoHarnagy.
PekomeHa0BaHoO f10
3aTBEPAXKEHHS

174.

PIBOJIEB

TabneTku, BKpUTI
N/1iBKOBOK 060JIOHKOIO,
no 1000 mr; no 10
Tabnetok y 6nictepi; no
3 abo no 6 6nictepis y
KapTOHHI Kopobui

PiBochapm CA

LLiBefiuapis

PiBochapm CA

LLiBefiuapis

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

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHVX AaHuX Npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy chapmakoHarnsgy,

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

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

thapmakoHarnagy: NponoHosaHa

pepakuisi: Mrs. Dovile Marcinke M.
Sc.(Pharm). 3MiHa KOHTaKTHUX
LaHNX YNOBHOBaXXEHOI ocobw,
BignoBiAa/IbHOI 3a 34jACHEHHS

hapmakoHarnagy. 3miHa agpecu

3[iICHEHHST OCHOBHOT Aisi/IbHOCTI 3
thapmakoHarnsgy. 3miHa
MiCLie3HaxoKeHHs1 MacTep-
tharina cuctemmn
thapmakoHarnsgy.
PekomengoBaHo [0
3aTBEPAXKEHHS

3a peyenmom

UA/14758/01/03

175.

CEPETUA™
ANCKyC™

MOPOLLIOK A8 iHraNALiA,
[030BaHwnii, 50 Mkr/100
MKr/go3y; no 60 go3 y
[Aunckyci; no 1 guckycy B
KapTOHHI ynakoBsL,i

"nakcoCmiTKnsiH
Ekcnopt NimiTeq

Benuka
BpuTtaHis

nakco Bennkom
MpoaakwH

PpaHuin

BHECEHHS 3MiH 10 peecTpaviiiHnX
MaTepianis: 3MiHu | Tuny -
AAMIHICTPaTUBHI 3MiHN.
BrnyyeHHst BUPOGHMYOT AibHUL
(BKovaroum ginbHuui ans Adl,

3a peyernmom

UA/8524/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

NPOMKHOr0 NPOAYKTY abo
roTOBOrO /liKapCbKoro 3acoby,
AiNbHULI ANA NPOBeAEHHS
nakyBaHHS, BUPOGHUKa,
BiANOBIAA/ILHOIO 3a BUNYCK Cepiid,
MicLie NPoBeLEHHS KOHTPO/HO
cepii) abo nocTayasibHMKa
BUXIQHOIO Matepiasty, peareHty
ab0 AONOMIKHOT PeYOBUHN (SIKLLO
3a3HayeHo y JOCbE) - BunyyeHHs
3aTBepxeHoro Bupo6bHuka M3
BiiNOBIJa/TbHOTO 3@ NOBHUI LWKN
BMPOOHMLTBA, BK/IKOYAKOUN
KOHTPOJIb SIKOCTi Ta BUMYCK cepili
nakco OnepeliwHc FOK NimiTepn,
Benuka BpuTaHisi. 3MiHVM BHECEHO
B IHCTPYKLiO 4119 MeAUYHOro
3aCTOCyBaHHS LW00
HaliMeHyBaHHA Ta
MicLLe3HaxXoMKEHHSI BUPOOHMKaA 3
BIANOBIAHUMM 3MiHAMW Y TEKCTI
MapKyBaHHS YNakoBKW NiKapCbkoro
3aco0by (BW/IyYeHHs1 BUpOOHUYOT
AinbHuui). BBegeHHA 3MiH
npoTArom 6-Tm MicAuiB nicns
3aTBEPAKEHHSA

176.

CEPETUL™
JNCKYC™

MOPOLLOK AN iHransuin,
[[030BaHuii, 50 Mkr/250
MKr/no3y; no 60 go3y
avckyci; no 1 guckycy B
KapTOHHIA ynakoBL,i

"nakcoCmiTKnsiiH
Ekcnopt flimiteq

Benuvka
BpuTaHis

"nakco Bennkom
MpoaakLuH

®paHuis

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&/IbHOrO 3a BUNYCK Cepii,
MicLie NpoBeAeHHsI KOHTPO/0
cepii) abo noctayasibHUKa
BUXIQHOTO MaTepiasty, peareHty
ab0 AONOMIXHOT pevOBMHU (SKLLO
3a3HaYeHo y [0CbE) - BunyyeHHs
3aTBEpPAKEHOro BUpo6HuKa M3
BiANOBiga/IbHOrO 3a NMOBHMWIA LKA
BMPOGHMLTBA, BKIKOYAIOUN
KOHTPO/Ib SIKOCTi Ta BUMYCK Cepili
nakco OnepeliwHe FOK NimiTea,
Benvka BpuTtaHisi. 3MiHU BHECEHO
B IHCTPYKLO 4518 MeANYHOro
3aCTOCYyBaHHSA LW0A0

3a peyenmom

UA/8524/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

HaliMeHyBaHHA Ta
MicLLe3HaxXoMKEHHSI BUPOOHMKaA 3
BIANOBIAHUMM 3MiHAMW Y TEKCTI
MapKyBaHHS YNakoBKW NiKapCbkoro
3aco0by (BW/yYeHHs1 BUPOOHUYOT
AinbHuui). BBegeHHA 3MiH
npoTArom 6-Tm MicAuiB nicns
3aTBEPAKEHHSA

177.

CEPETUL™
JNCKYC™

MOPOLLOK AN iHransuin,
[[o30BaHuii, 50 Mkr/500
MKr/no3y; no 60 go3y
avckyci; no 1 guckycy B
KapTOHHIA ynakoBsL,i

"nakcoCmiTKnsiiH
Ekcnopt flimiteq

Benuvka
BpuTaHis

"nakco Bennkom
MpoaakLH

®paHuis

BHECEHHS 3MiH [0 peecTpavuiiHnX
Marepianis: 3miHu | Tuny -
AMIHICTPaTVBHI 3MiHW.
BunyyeHHss BUPOGHMYOI finbHUL,
(Brtovaroun ginbHuui ans Adl,
NPOMIXHOro NPoAYyKTYy abo
roTOBOro NikapCbKOro 3acooby,
OiNbHULI ANA NpoBeAeHHs
nakyBaHHs1, BAPOGHUKa,
BiANOBIA&/IbHOrO 3a BMUNYCK Cepii,
MicLie NpoBeAeHHsI KOHTPO/0
cepii) abo noctayasibHUKa
BUXIQHOTO MaTepiasty, peareHty
ab0 AONOMIXHOT pevOBMHU (KLU0
3a3HaYeHo y [0CbE) - BunyyeHHs
3aTBEpPAKEHOro BUpo6HuKa M3
BiANOBiga/IbHOTO 3a NMOBHMWIA LMK
BMPOGHMLTBA, BKIKOYAIOUN
KOHTPO/Ib SIKOCTi Ta BUMYCK Cepili
nakco OnepeliwHc OK NimiTea,
Benvka BpuTtaHisi. 3MiHU BHECEHO
B IHCTPYKLO 4518 MeANYHOro
3aCTOCyBaHHSA LWOA0
HaliMeHyBaHHA Ta
MiCLie3HaXO)KEHHS BUPOOHMKA 3
BiANOBIAHMMN 3MiHAMMW Y TEKCTI
MapKyBaHHS YNakoBKW Nikapcbkoro
3ac06y (BWUNyYEHHS BUPOOHNYOI
AinbHuui). BBegeHHs 3MiH
NpOTArom 6-Tv MicsLiB nicns
3aTBEPAKEHHS

3a peyenmom

UA/8524/01/03

178.

CUBA3OH® IC

TabneTku no 0,005 r no
10 TabneTok y 6nicTepi;
no 2 6nictepu B nayw, 3
KapToOHy

ToBapuncTBO 3
[04aTKOBOO
BiANOBIAA/ILHICTIO
"IHTEPXIM"

YKpaiHa

ToBapucTso 3
[04aTKOBOO
BiANOBIAA/LHICTIO
"IHTEPXIM"

Ykpaina

BHECEHHS 3MiH 10 peecTpaviiiHnX
marepianis: 3MiHW | TURY - 3MiHK
[0 p. MapKyBaHHs;
3anponoHoBaHo: 3rigHo
3aTBEPAKEHOIO TEKCTY
MapKyBaHHs1; 3MiHW | TUMy - 3MiHK
3 AKoCTi. F0TOBWIA NiKapCbKuii
3aci6. KoHTponb rotoBoro
NiKapcbKoro 3acoby; cynyTHs
3MiHa - 3MiHKM 3 SKOCTi. F0TOBUA

3a peyenmom

UA/4828/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

nikapcbkuii 3aci6. 3mMiHn y
BMPOOHULTBI. 3MiHM BUNpobyBaHb
abo 4oNyCTUMUX MEX,
BCTAHOBJIEHNX Y crneuudikauisx,
nif yac BUPOBGHMLTBA FOTOBOrO
NiKapCbKOro 3acoby - yTOUHEHHS
chopMy oBaHHSA HOPMyBaHHS
TecTy "OAHOPIAHICTb [030BaHNX
OAMHMLL" Ta NPUBELEHHA Ha3B
peakTuBiB y TecTi "OAHOpPISHICTb
[,030BaHNX OANHULBL" Y
BignosigHicTb go A®Y y MKA M3
Ta y cneumdikauii Ta metoauui
KOHTPO/HO SAKOCTi NPOMIXHOro
npoaykTy "HeposdacosaHi
Tabnetkn" (K CynyTHS 3MiHa);
3MiHu | TUNy - 3MiHa y po3gini
"Cknaf" 3acTocyBaHHA €4AMHOIO
MOHATTA "HOMIHa/TbHWIA BMICT"
(6yno "cknan"). BBegeHHs ans
HOMiH&J/1bHOrO BMICTYy 6YKBEHOTO
no3HayeHHs "a" (3amicTb paHille
BMKOPWCTOBYBaHOrO YMC/I0BOrO
NO3HAYEHHSR) Y TEKCTi Ta
po3paxyHkoBux popmynax MKHA
N3; 3MiHK | TUNY - YTOYHEHHSA
hOpMy/HOBaHHSI HOPMYBaHHS
TecTy"Po3unHeHHa" y MKA N3;
3aCTOCYBaHHA €4MHOIO NOHATTA
"HOMiHaNbHWIA BMICT" 3
no3HayeHHAM "a" Ansa Hboro y
TEKCTi TN PO3paxyHKOBMX
opmynax MKA /13; npuBefeHHs
Ha3B peakTWBIB Yy BifMOBigHICTb [0
Aoy y MKA TN3;
3MiHW | TUNY - agMiHiCTpaTUBHI
3MiHW. BunyyeHHs BUpOBHUYOI
OinbHUUI (BKNOYAKOUN AiNbHUL
ans A®l, npoMiXXHOro NPoAyKTy
ab0o roToBOro fiKkapcbLKoro 3acooy,
OinbHUL 4NS NPOBeEeHHSA
nakyBaHHs, BUPOBHMKa,
BiANOBIA&/IbHOIO 3a BUMNYCK CepiiA,
MicLie NpoBeAEeHHS KOHTPO/I0
cepii) abo nocTayasibHUKa
BVIXiJHOTO MaTtepiany, peareHTy
a60 AONOMIXHOT PeHOBUHU (SIKLLO
3a3HauYeHo Yy JOCbE); CyNyTHSA
3MiHa - BUITyYEeHHs1 BUPOOHUKA
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Aitoyoi pevoBuHM (YaHraxoy Cisio
dapmacbtoTikans Ko., [ita., Kutaii
Yy 3B'AI3KY i3 NPUNNHEHHSM
BVMPOGHMLTBA Aji040T PeYOBUHU
Jiazenam gaHuM BUPOGHUKOM Ta
HasIBHICTIO 3aTBEPIKEHOr0
BMpO6HUMKa Pabbpika ITaniaHa
CinTerTiui C.n.A., ITanis, cynyTHs
3MiHa [0 p.. YNakoBka,
MapkyBaHHs, TepmiH NpuaaTHOCTI;
3MiHU | TUNY - 3MiHK 3 AKOCTI.
FOTOBWIA NniKkapcbkuii 3aci6.
KOHTpO/b roTOBOrO /iKapCbKoro
3aco0by; CynyTHS 3MiHa - 3MiHN 3
AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHU
BUNpobyBaHb abo AoNyCTUMUX
MEX, BCTAHOB/MEHNX Y
cneumdikauisix, nig yac
BMPOGHMLITBA FOTOBOTO
NiKapcbKoro 3acoby - y TEeKCTi
"KinbkicHe BU3HauYeHHs"
npviBeeHHA Ha3B pPeakTVBIB y
BignosigHicTb go A®Y y MKA M3
Tay MeToAnkax KOHTPOJIto
NPOMIXHUX NPOAYKTIB "I'paHynsaT
HeonyapeHuid" Ta
"Hepo3dracoBaHi TabneTkn"(sx
CYNyTHS 3MiHa)

179.

CUBA3OH® IC

Tabnetkn no 0,01 r, no
10 TabneTok y 6nicTepi;
no 2 6nictepu B navui 3
KapToHyY

ToBapucTBO 3
[04aTKOBOO
BiANOBiAA/IbHICTIO
"IHTEPXIM"

Ykpaina

ToBapucTso 3
[04,aTKOBOO
BiANOBIAANILHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHU | TUMY - 3MiHW
40 p. MapkyBaHHs;
3anponoHoBaHo: 3rigHo
3aTBEPAKEHOr0 TEKCTY
MapKyBaHHS; 3MiHW | TUNY - 3MiHK
3 AKOCTi. F0TOBWIA NiKapCbKNii
3aci6. KoHTposb rotoBoro
NiKapcbKoro 3acoby; cynyTHs
3MiHa - 3MiHM 3 aKocTi. FoToBWMiA
nikapcbkuii 3aci6. 3mMiHn y
BMPOBOHULTBI. 3MiHU BUNpobyBaHb
abo 4oNyCTUMUX MEeX,
BCTaHOB/IEHNX Y crneuudikauisx,
nif, yac BUPOBHULITBA FOTOBOrO
NiKapCbKOro 3acoby - yTOUHEHHS
chopMy oBaHHSA HOPMYBaHHS
TecTy "OAHOPIAHICTb [O030BaHNX
OAMHMLL" Ta NPUBEAEHHA Ha3B

3a peyernmom

UA/4828/01/02
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
peakTuBiB y TecTi "OAHOpPIAHICTb

[,030BaHNX OANHULBL" Y
BignosigHicTb go A®Y y MKA M3
Tay cneumdikauii Ta metoauui
KOHTPO/HO0 SAKOCTi NPOMIXHOro
npoaykty "HeposdacosaHi
Tabnetkn" (K CynyTHS 3MiHa);
3MiHu | TUNy - 3MiHa y po3gini
"Cknaf" 3acTocyBaHHA €4AMHOIO
MOHATTA "HOMIHaUTbHWIA BMICT"
(6yno "cknap"). BBegeHHs ans
HOMiH&J/1bHOrO BMICTYy 6YKBEHOTO
no3HayeHHs "a" (3amicTb paHille
BMKOPWCTOBYBaHOrO YMC/I0BOrO
NO3HAYEHHSR) Y TEKCTi Ta
po3paxyHkoBux hopmynax MKHA
N3; 3MiHK | TUNY - YTOYHEHHSA
hOpMy/HOBaHHSI HOPMYBaHHS
TecTy"Po3unHeHHa" y MKA N3;
3aCTOCYBaHHA €4MHOIO NOHATTA
"HOMiHaNbHWIA BMICT" 3
no3HayeHHAM "a" Ansa Hboro y
TEKCTi TN PO3paxyHKOBMX
opmynax MKA /13; npuBefeHHs
Ha3B peakTWBIB Yy BifMNOBigHICTb [0
Aoy y MKA TN3;
3MiHW | TUNY - agMiHiCTpaTUBHI
3MiHW. BunyyeHHs BUpOOHUYOI
OinbHUUI (BKNOYAKOUN AiNbHUL
ans A®l, npoMiXXHOro NPoAyKTy
ab0o roToBOro iKkapcbLKoro 3acooy,
OinbHUL 4NS NPOBeEeHHSA
nakyBaHHs, BUPOBHMKa,
BiANOBIA&/IbHOIO 3a BUMNYCK CepiiA,
MicLie NpoBeAEeHHS KOHTPO/I0
cepii) abo nocTayasibHUKa
BVXiJHOTO MaTtepiany, peareHty
a60 AONOMIXHOT PeHOBUHU (SIKLLO
3a3HauYeHo Yy JOCbE); CyNyTHSA
3MiHa - BUTyYEHHS BUPOOHUKA
niroyoi pevoBuHY (YaHraxoy Cisio
®apmacbtotikans Ko. /114, Kutaii
Yy 3B'A3KY i3 NPUNNHEHHAM
BUPOGHMLTBA Ait040I pevOBUHU
Jiaszenam fiaHnm BUPOGHMKOM Ta
HasABHICTIO 3aTBEPAKEHOTO
BMpOGHUKa Dabbpika ITaniaHa
CinTeTiui C.n.A., ITania, cynyTHa

3MiHa [0 p. . YNaKoBKa,
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MapkyBaHHs, TepmiH NpuaaTHOCTI;
3MiHU | TUNY - 3MiHW 3 AKOCTI.
FOTOBWIA niKkapcbkuii 3aci6.
KOHTpO/b roTOBOrO iKapCbKoro
3aco0by; CynyTHS 3MiHa - 3MiHN 3
AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHU
BUNpobyBaHb abo AoNyCTUMUX
MEX, BCTAHOBMEHNX Y
cneumdikauisix, nig yac
BMPOGHMLITBA FOTOBOTO
NiKapcbKoro 3acoby - y TEeKCTi
"KinbkicHe BU3HauYeHHs"
npviBeeHHA Ha3B pPeakTVBIB y
BignosigHicTb o APY y MKA M3
Tay MeToAnkax KOHTpPOJIto
NPOMIXHUX NPOAYKTIB "I'paHynsaT
HeonyapeHuid" Ta
"Hepo3dracoBaHi TabneTkn"(sx
CYNyTHS 3MiHa)

180.

CUHA®NAH
®OPTE-JAPHULA

kpem, 1 mr/rno 15ry
Ty6i, mo 1 Ty6i B nayw,

MpAT
"GapmaueBTuyHa
ipma "OapHuus”

YkpaiHa

MpAT

"®apmaueBTnyHa
hipma "OapHuus”

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3miHu | Tuny -
AOMiHICTPaTUBHI 3MiHW. 3MiHa
Ha3BW NikapcbKoro 3acoby - 3miHa
Has3BU NikapcbKoro 3acoby 3
MapKeTUHIOBMX MipKyBaHb.
3areBepaxeHo: FLUCAR -
DARNITSA ®IYLIAP® -
OAPHNLA dNYLIAP® -
JAPHWUA 3anponoHoBaHo:
SYNAFLAN FORTE - DARNITSA
CVHA®/IAH ®OPTE - JAPHULIA
BBefeHHs 3MiH NpoTArom 6-Tu
MicsILiB Micnsi 3aTBEpPAKEHHS

3a peyernmom

UA/6215/01/01

181.

CMO®KABIBEH
NEPUPEPUYHHUIN

emynbCist ans iHy3ild;
no 1206 mn, no 1448
M, no 1904 mn B
Tp1KamMepHoMy
n1acTMKoBOMY
KOHTelHepi «BiodiH»,
SIKWIA pa3om 3
aHTUNOKNCHUKOM
BMILLYIOTb Y 30BHILLHIl
NNacTyKOBUIA MILLOK; NO
1206 mn, no 1448 mn,
no 1904 mn B
Tp1KamMepHoMy
n1acTMKOBOMY

®pe3seHiyc Kabi
[Jonunang MrmeX

Himeyunna

®peseHiyc Kabi Ab

LLiBeuis

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHun | Tuny -
MpuBeaeHHsA y BigNOBIAHICTL A0
MoHorpadii €@ BHYTPILLHLOT
cneumdikauii, BUPOGHMKa
[L0MOMDKHOT peYOBUHU
hochoninigiB AEYHUX OUNULLEHNX

3a peyenmom

UA/14345/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KOHTeliHepi "BiodiH",
SIKWIA pasom 3
AaHTVMOKVMCHWKOM
BMILLYIOTb Y 30BHILLHIl
NAacTUKOBUIA MiLLIOK; NO
4 MiLLKM B KOPOO6U

182.

CMO®KABIBEH
LEHTPA/IbHN

emynbCis AN iHys3ii;
no 986 mn, no 1477 mn,
no 1970 mn, no 2463 mn
B TPYKamepHoMy
nnacTykoBoMy
KOHTeliHepi «BiodiH»,
AKWIA pasom 3
aHTWOKVMCHNKOM
BMILLYOTb Y 30BHILLHIl
NNacTVKOBUIA MILLOK; NO
986 mn, no 1477 mn, no
1970 mn B
TpMKamMepHoOMy
nnacTyKoBoMy
KOHTeliHepi «BiodiH»,
SAKWIA pasom 3
aHTWMOKVMCHNKOM
BMILLYIOTb Y 30BHILLHIl
NNacTVKOBUIA MILLOK; NO
4 MilKM B KOpoO6L; No
2463 mn B
Tp1KamMepHoOMy
nnacTykoBoMy
KOHTeliHepi «BiodiH»,
SAKWIA pasom 3
aHTWOKVMCHNKOM
BMILLYIOTb Y 30BHILLHIl
NNacTVKOBUIA MILLOK; NO
3 MiLKKn B KOpobLi

®peseHiyc Kabi
Hoiunang MrmeX

HimeuunHa

dpeseHiyc Kabi Ab

LLBeuis

BHECEHHS 3MiH [0 peecTpavyiiiHnX
MaTepianis: 3MiHu | Tuny -
npuBELEHHS Y BiANOBIAHICTb A0
MoHorpadii €E® BHYTPILLHLOT
cneuundikaLii, BUpobHUKa
[0MOMDKHOT PEYOBUHN
chochoninifiB SEYHNX OUULLEHNX

3a peyenmom

UA/14346/01/01

183.

COHAMNAKC®10 MI

TabneTkn, BKPUTI
060/10HKO0, N0 10 wmr;
no 30 TabneTok y
6nicTepi; no 2 6nictepu
B KapTOHHIi kKopo6ui

TOB "bayw Xenc"

Ykpaina

dapmsaBog Enbga
AT.

Monbwa

BHECEHHS 3MiH [0 peecTpavuiiHnX
martepianis: 3miHu Il Tuny -
nofaHHs OHOB/IEHOTO MacTep-
toariny (Version 2020-07) Ha
gitouy peyosuHy TiopugasnHy
riapoxnopug, Bif 3aTBEpAXXEHOro
BMpOG6HUMKa Trifarma S.p.A

3a peyernmom

UA/4499/01/01

184.

COHANAKC®25MI

TabneTku, BKpUTI
060/10HKO0, NO 25 Mr;
no 20 TabneTok y
6nicTepi; no 3 6nictepu
B KAPTOHHIlA KOpOGL

TOB "bayw Xenc"

YKpaiHa

dapm3asop Enbha
AT.

MonbLua

BHECEHHS 3MiH [10 peecTpaviiiHnX
marepianis: 3MmiHu |l Tuny -
noflaHHsi OHOBJIEHOTO MacTep-
cpaiiny (Version 2020-07) Ha
Aitody peyosuHy TiopuaasuHy
rifgpoxaopug Bif 3aTBEPLKEHOrO

3a peyenmom

UA/4499/01/03
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BMpOGHMKa Trifarma S.p.A

185.

CTPENTOLMAOBA
MA3b 10%

ma3b 10 % no 25 r y Ty6i
antoMiHieBii; no 1 Ty6i B
nautii 3 KapToHy; no 25 r
y Ty6ax antoMiHieBux; no
25 r y KOHTelHepax

MpAT
PapmaLeBTUYHa
thabpvka "Biona"

YKpaiHa

MpAT
PapmaueBTUYHaA
thabpuka "Biona"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviiiHnx
marepianis: 3miHu Il Tuny - 3MiHK 3
akocTi. A®l. BupobHuuTtBo. 3miHa
BMpPOOHUKA BMXiZAHOrO/NMPOMIXXHOro
npoaykTy/peareHty, Lo
BUKOPVCTOBYHOTBCS Y
BMpOo6HUYOMY npoueci AdDl, abo
3MiHa BMPOGHUMKa (BKOUaoun, ge
HeobXxiAHO, MicLe NpoBeAeHHS
KOHTPO/tO sIKOCTi) APl (3a
BifCYTHOCTi cepTudiikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei y 3aTBepxeHoMy
[ocbe)(BBEAEHHA HOBOrO
BMpO6HUKa APl 3 HaaHHAM
MacTtep-cpaiina Ha Adl) -
BBE/lEHHS A0AATKOBOrO
BMpo6HuKa A®I (cynbdhaHinamigy)
3 HafaHHAM mMacTep-chaiina Ha
A®l, a came: «ByraH
dapmacstoTtikanc (Cywkoy) Ko.,
Nra., Kntaii»

be3 peyenma

UA/0385/01/02

186.

CTPENTOUMNAOBA
MAS3b 5%

Mas3b 5% no 25 r y Ty6i
anoMiHieBii; no 1 Ty6i B
naJui 3 KapToHy; no 25 r
y Ty6ax asnomiHieBumx; no
25 1 y KOHTeliHepax

MpAT
dapmaueBTUyHa
habpuka "Biona"

Ykpaina

MpAT
PapmaueBTUyHa
thabpuka "Biona"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
MaTepianis: 3MiHu Il TUNYy - 3MiHK 3
AKOCTi. A®l. BUpo6HMLTBO. 3MiHa
BMPOGHMKA BUXIAHOro/NpOMKHOrO
npoayKTy/peareHTy, Wo
BUKOPWCTOBYHOTHCS Y
BMPO6HUYOMY npoveci AdDl, abo
3MiHa BUpPO6HUKa (BK/IoYaouu, ae
HeobXifHo, MicLue NpoBefeHHs
KOHTponto skocTi) APl (3a
BifiICYTHOCTI cepTudikaTta
BiANOBIAHOCTI EBpONechbkili
hapmakonei y 3aTBepiKeHOMY
[0Cbe)(BBEAEHHA HOBOTrO
BUpOo6HUKa ADI 3 HafaHHAM
MacTep-chaina Ha Adl) -
BBEJEHHA [104aTKOBOro
BUpo6HMKa A®I (cynbaHinamiay)
3 HafaHHAM mactep-chaiina Ha
A®l, a came: «ByraH
dapmacstoTikasic (Cyuxoy) Ko.,
Nra., Kntaii»

6e3 peyenma

UA/0385/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
187. | TA®IHNAP® kancynv TBepgi no 50 mr | HoBaptic ®apma Al LLiBefiuapis Brpo6HMK Benuka BHECEHHS 3MiH 10 peecTpayjiiiHux | 3a peyenmom UA/14420/01/01
no 120 kancyny Hepo3dacoBaHOl BpuTaHis/ MaTepianis: 3MiHu I TUMy - 3MiHK
thnakoHax npoaykuii: Fnakco Icnanis/ LoAo 6e3nekn/edeKTMBHOCTI Ta
OnepeiiwHc HOK CnoBeHis thapmakoHarnagy. 3mMiHu y

NimiTen, Benvika

BputaHis; BUpobHuk

119 NakyBaHHA Ta
BUNYCKY cepil:
"nakco Bennkom
C.A., Icnanis;
AnbTepHaTMBHa
AinbHUUA
BignoBigasibHa 3a
nepBuHHE Ta
BTOPUHHE
nakyBaHHs: Jlek
dapmMacboTUKaNc
4.4., CnoseHis;
AnbTepHaTuBHa
AinbHUUA
BiAnoBigasbHa 3a
BVMPOGHMLTBO
Hepo3dacoBaHOl
npoaykuii Ta
KOHTPO/1b SIKOCTI:
Hosapric
dapmacbloThKa
C.A., Icnanis

KOPOTKIil XapakTepucTuui
NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTpyKLUii Ans
MeJUNYHOrO 3aCTOCYBaHHS Yy
3B'A3KY i3 HOBUMM JaHNMU 3
SAKOCTi, AOKMIHIYHUMM, KTiHIYHUMM
JaHuMK Ta AaHumm 3
thapmakoHarnagy. 3MiH1 BHECEHO
00 IHCTPYKUiT 4518 MeguyHoro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby
00 po3giny "3acTocyBaHHA y
nepiog, BariTHOCTi Ta rogyBaHHs
rpyaar” Woao OHOB/IEHHSA
iHchopmawuii 3 6e3neku
3aCTOCYyBaHHS Nikapcbkoro 3acoby
01151 XKIHOK penpoayKTUBHOTO BiKY.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALIB MiCNS 3aTBEPAXKEHHS.
3MiHu Il TUNY - 3MiHK Woa0
6e3nekn/edpeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHn y
TepaneBTUYHNX MOKa3aHHSIX
(#opaBaHHA HOBOrO
TepaneBTUYHOTO NoKa3aHHs abo
3MiHa y 3aTBepAKeHOMY
nokasaHHi). 3MiH1 BHeCeHo [0
IHCTPYKUIiT AN MeauYHOro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby
00 po3giny "MokasaHHA", a came
[oaBaHHA HOBOTO NOKa3aHHS:
"AL’l0BaHTHa Tepanis MenaHoMu.
[JabpadeHi6 B kombiHaui 3
TpaMeTuHIBOM Npu3HaYeHunii ans
aj'toBaHTHOT Tepanii 4opocnunx
naujieHTiB 3 MennlaHOMOt Lkipw 11
cTagii 3 myTauieto BRAF V600
nicna NoBHOI pe3ekui™ Ta sk
Hacnifgok AONoBHeHa iHchopmauis
B po3ginax "®apmMakonoriyHi
BnactueocTi", "OcobanBocTi
3acTocyBaHHs", "Cnoci6
3acTocyBaHHs Ta go3u", "MobiyHi
peaxuii”. BBeeHHS 3MiH NPOTAroM
6-TV MicALiB NiCNsA 3aTBEPLYKEHHS.
3MiHun 1l TMNy - 3MiHK Woao0
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n/n

Ha3sBsa nikapcbko20

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHu y
TepaneBTUYHMX NOKa3aHHAX
(fopaBaHHS HOBOTO
TepaneBTUYHOrO NokazaHHA abo
3MiHa y 3aTBepKeHOMY
nokasaHHi). 3MiH1 BHeCeHO [0
IHCTPYKLUIT ANnA MeanyHOoro
3acToCyBaHHSA NikapCbKoro 3acoby
[0 po3sgainy "lMNokasaHHa", a came
[ofaBaHHSA HOBOTO NOKa3aHHs:
"Heppi6HOKNITUHHWIA pak nereHb
(HOKPN) OabpadeHi6 B
KOMGiHaUil 3 TpameTnHi6oM
npusHavaloTb A1 NiKyBaHHA
[0POC/NX NauieHTiB i3
PO3NOBCIOKEHNM
HeAPIGHOKMTITUHHUM PakoM fereHb
3 myTauieto BRAF V600" Ta sk
Hacnigok AonoBHeHa iHhopMauis
B po3gini "OcobamBocTi
3acTocyBaHHs". BBeAeHHS 3MiH
NpoTArom 6-Tv MicsLiB nicns
3aTBEPKEHHS.

188.

TA®DIHNAP®

Kancynv TBepgi no 75 mr
no 120 kancyny
dhnakoHax

HoBapTic ®apma Al

LLiBefiuapis

Brpo6HMK
Hepo3dhacoBaHOl
npogykuii: Mnakco
OnepeiiwHc HOK
NimiTen, Benvka

BpuTaHis; BupobHuk

519 NakyBaHHA Ta
BUNYCKyY cepil:
"nakco Bennkom
C.A., Icnanis;
AnbTepHaTMBHa
AinbHUUA
BignoBigasnbHa 3a
nepBuHHE Ta
BTOPUHHE
nakyBaHHs: Jlek
dapmMacboTUKanc
4.4a., CnoseHis;
AnbTepHaTuBHa
AinbHUUA
BiAnoBigasbHa 3a
BMPOGHMLTBO
Hepo3dgacoBaHOl
npoaykuii Ta
KOHTPO/1b SIKOCTi:

Benwuka
BpuTaHis/
IcnaHis/
CnoBeHisi

BHECEHHS 3MiH [0 peecTpavyiiiHnX
MaTepianis: 3mMiHu Il TMny - 3MiHK
oo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. 3mMiHu y
KOPOTKIil XapakTepucTuui
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTpyKLUii gns
MEJMNYHOrO 3aCTOCYBaHHS y
3B'A3KY i3 HOBUMM JaHUMU 3
SAKOCTi, AOKMIHIYHUMM, KTiHIYHUMK
JaHuMK Ta AaHuMK 3
chapmakoHarnsgy. 3MiHW BHECEHO
00 IHCTPYKLiT Ana MeguyHoro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby
00 po3giny "3acTocyBaHHA y
nepiog, BariTHOCTi Ta rofyBaHHs
rpyaar” Woao OHOB/IEHHSA
iHdhopmawuii 3 6e3neku
3aCTOCYyBaHHSA Nikapcbkoro 3acoby
01151 XKIHOK PenpoAyKTUBHOIO BiKY.
BBefeHHs 3MiH NpoTArom 6-Tu
MicSLIB MiCNS 3aTBEPAXKEHHS.
3MiHu Il TMnYy - 3MiHK WoA0
6e3nekn/edpeKTNBHOCTI Ta
papmakoHarnsiay. 3miHu y

3a peyenmom

UA/14420/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

HoBaprTic
PapmacbioTrka
C.A., IcnaHis

TepaneBTUYHNX MOKa3aHHSIX
(hopaBaHHs HOBOTO
TepaneBTUYHOro NoKa3aHHs abo
3MiHa y 3aTBEpAKEHOMY
nokasaHHi). 3MiH1 BHeCeHo 0
IHCTPYKUiT AN MeguyuHoro
3aCTOCYyBaHHS Nikapcbkoro 3acoby
00 po3giny "lMokasaHHA", a came
[04aBaHHA HOBOrO NoKasaHHS:
"AL'l0BaHTHa Teparnis MenaHoMu.
[abpacheHi6 B KOMbiHaLi 3
TpameTuHI6oM Npu3HadeHuii ons
a/’toBaHTHOI Tepanii JopocInx
navwieHTiB 3 MenaHomoto Lkipw Il
cTagii 3 myTauieto BRAF V600
nicnsi NOBHOT pe3eku,i” Ta Ak
Hacnigok AonoBHeHa iHhopMauis
B po3ginax "®apmMakosnorivHi
BnactueocTi", "OcobnneocTi
3acTocyBaHHs", "Cnocio
3acTocyBaHHs Ta fo3n", "MobiyHi
peakuii”. BBeeHHS 3MiH NPOTArOM
6-Tn MicAUIB NicNA 3aTBEPKEHHS.
3Minn Il TUny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHu y
TepaneBTUYHMX NOKa3aHHAX
(fopaBaHHs HOBOTO
TepaneBTUYHOrO NokazaHHA abo
3MiHa y 3aTBepKeHOMY
nokasaHHi). 3MiH1 BHECEHO [0
IHCTPYKLUIT ANnA MeanyHOoro
3acToCyBaHHSA NikapCbKoro 3acoby
[0 po3gainy "lMNokasaHHsa", a came
[ofaBaHHSA HOBOTO NOKa3aHHs:
"Heppi6HOKNITUHHWIA pak nereHb
(HOKPN) OabpadeHi6 B
KOMGiHaUil 3 TpameTnHi6oM
npusHavaloTb A1 NiKyBaHHA
[0POC/NX NauieHTiB i3
PO3MNOBCIOKEHNM
HeAPIGHOKMITUHHUM PakoM fereHb
3 myTauieto BRAF V600" Ta sk
Hacnigok AonoBHeHa iHhopMauis
B po3gini "OcobamBocTi
3acTocyBaHHs". BBeAeHHS 3MiH
NpoTArom 6-Tv MicsLiB nicns
3aTBEPKEHHS.

189.

TONPA3

TabneTku

Aypob6iHgo Papma

IHais

Aypob6iHao Papma

IHais

BHECEHHS 3MiH 10 peecTpaLiiHnX

3a peyenmom

UA/16735/01/02
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
racTpopesncTeHTHi, 20 nTp, Nimiteq - LOHIT VII, marepianis: 3MiHu | TMNYy - 3MiHK 3

Mmr, no 10 TabneTok y
6nicTepi, no 3 6nictepu
B KapTOHHI kKopo6ui

IHAis; Aypo6iHao
dapwma /14,
dopmynenwH KOHIT
XV, Hais

sKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
3MiHN y BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYHOThCA
BUNYCKY cepii Ta KOHTPOIO AKOCTI
roTOBOrO NiKapCbKOro 3acoby
(3amiHa abo foaaBaHHSA
BMpPOGHMKa, Lo BiAMNOBiAaE 3a
BBE3EHHA Ta/abo BMNYCK cepii) -
Bitouatroun
KOHTPO/b/BUNPOBYBaHHSA cepil -
BBE/€HHSA A0AAaTKOBOI BUPOOHNYOT
AinbHuui Aypo6iHgo ®apwma f1Ta,
dopmyneiwH OHIT XV, o
po3TalloBaHa 3a agpecoto Mnnor
Nel7 A, E.BoHaHri (Binagx),
Mapasaga (MaHgan),
BicakxanatHam AHaxpa MNpageLy,
531021, IHgjsa / Plot No.17A,
E.Bonangi (Village), Parawada
(Mandal), Visakhapatnam, Andhra
Pradesh, 531021, India, fika
BignoBsigae Wo BignoBigae 3a
MOBHWIA LMK BUPOGHULTBA
BK/IHOHAK0UW KOHTPOb /
BUNPOBYBaHHSA cepii Ta BUNYyCcK
cepii N3 (BBeaeHHs 3MiH
npoTArom 6-Tm MicAuiB nicns
3aTBEPKEHHS); 3MiHW | Tvny -
3MiHK 3 iKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3amiHa abo
BBEEHHS 40AAaTKOBOT AifIbHUL
BVMPOGHMLTBA A1 YaCTUHU abo
BCbOro BMPOBHMYOro npouecy
roTOBOrO NikapCbKOro 3acoby
(@inbHMUSA, Ha AKIA TPOBOAATHLCSA
6y ab-Ki BUpOGHMYI cTajji, 3a
BWHATKOM BUMYCKY Cepild,
KOHTPO/HO AKOCTi, NEePBUHHOTO Ta
BTOPVHHOIO NakyBaHHS, A1
HEeCTepUsIbHUX NiKapCbKux
3aco6iB)
CynyTHA 3MiHa
- 3MiHK 3 siKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3amiHa abo
BBEJEHHS 40AaTKOBOT AifIbHUL
BMPOGHMUTBA 4151 YacTnHM abo
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BCbOr0 BMPOOHMYOro npouecy
roTOBOrO JliKapCbKOro 3acoby
(ainbHULA ANA BTOPUHHOMO
nakyBaHHs);

- 3MiHK 3 sIKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3amiHa abo
BBEAEHHS [0AATKOBOI AiNbHUL
BVMPOGHMLTBA A1 YacTUHU abo
BCbOr0 BMPOOHMYOro npouecy
roTOBOrO JliKapCbKOro 3acoby
(AinbHULA NS NEPBUHHOIO
nakyBaHHS) - BBEL,EHHSA
[04aTKOBOT BUPOGHMYOT AiNbHULI
Aypob6iHgo ®apma /174,
dopmyneiwH tOHIT XV, wo
po3TalloBaHa 3a agpecoto rnot
Nel7 A, E.BoHaHri (Binagx),
Mapasaga (Mangan),
BicakxanatHam AHaxpa MNpageLy,
531021, IHgis / Plot No.17A,
E.Bonangi (Village), Parawada
(Mandal), Visakhapatnam, Andhra
Pradesh, 531021, India, fika
BiANOBiAaE WO Bignosigae 3a
NOBHWIA LMKN BUPOGHMLTB /13
(BBefeHHs 3MiH NpoTsArom 6-tv
MicsILiB Nic/1s 3aTBepAKEHHS)

190.

TOMPA3

Tabnetku
racTpopesncTeHTHi, 20
mr; no 10 TabneTok y
6nictepi; no 3 6nictepu
Y KapTOHHIl kopoobLi

Aypob6iHgo dapma
nrp,

IHais

Aypob6iHao dPapma
Nimiteq - OHIT VII,
IHAis; AypobiHgo
®apma /114,
dopmyneiwH KOHIT
XV, IHgis

IHais

BHECEHHS 3MiH [10 peecTpaviiiHnx
marepianis: 3MiHu | TUnNy - 3MiHN 3
SKocTi. [0TOBWIA Nikapcbkuii 3aci6.
CT1abinbHiCTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax
36epiraHHsA roTOBOr0 /liKapCbKOro
3aco06y (36iNbLUeHHs TepMiHY
NPWAATHOCTI TOTOBOIO /iKAPCbKOro
3acoby) - s ToproBoi ynakoBKu
(niaTBEPOXKYETHCA AAHUMU
peasibHOro Yacy) - 36i/bLUEHHSI
TepMiHy NpWAATHOCTI FOTOBOTO
nNiKapcbKoro 3acoby Ha OCHOBI
NO3UTVBHUX pe3y/bTarTiB
[0BrOCTPOKOBUX AOCNIAKEHD
CTabiNbHOCTI Yy peasibHOMY Yaci:
3arBepoKeHo: TepMiH
NPVAATHOCTI 2 POKU.
3anponoHoBaHo: TepMiH
npuaaTHOCTi 3 poku. Takox 3MiHW
BHECEHI B iHCTPYKLIit0 ANnsi

3a peyenmom

UA/16735/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MeJMYHOr0o 3acTOCYBaHHS
nikapcbKoro 3acoby y po3ain
"TepMmiH npugaTtHocTi”. BBefeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPAKEHHSA

191.

TONPA3

TabneTku
racTpopesncTeHTHi, 40
Mr; no 10 TabneTok y
6nicTepi; no 3 6rictepu
Y KapTOHHiIli kopobLi

Aypo6iHgo dapma
nTg,

IHais

AypobiHgo ®apma
Nimiteg, - FOHIT VII,
IHAis; Aypo6iHao
Papma /114,
®opmyneiwH KOHIT
XV, IHais

IHais

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHu | TMNYy - 3MiHK 3
siKocTi. FOTOBWMIA Nikapcbkuii 3aci6.
CrabinbHiCTb. 3MiHa y TepMiHax
npuaaTHocTi abo ymoBax
36epiraHHsa roToBOro J1iKapCbKOro
3ac006y (36i/1bLUEHHS TEPMIHY
NpPVUAATHOCTI FOTOBOTO NiKapPCbKOro
3aco6y) - [1na ToproBoi ynakoBku
(nigTBEPAXYETLCA AaHUMMN
peanibHOro 4vacy) - 36inbLIeHHs
TepMiHy NpuAaTHOCTI rTOTOBOrO
NiKapcbKoro 3acoby Ha OCHOBI
NO3UTUBHUX Pe3ynbTaTiB
[0BrOCTPOKOBUX AOCNIAKEHD
CTabiNbHOCTI y peasibHOMY Yaci:
3atBepakeHo: TepmiH
NPUAATHOCTI 2 POKU.
3anponoHoBaHo: TepMiH
npuaaTHocTi 3 poku. Takox 3miHu
BHECEHI B IHCTPYKL,t0 ANns
MEJUYHOIO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ain
"TepMiH npugaTHOCTI". BBeAeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPAKEHHS

3a peyenmom

UA/16735/01/01

192.

TPUTALE®

Tabnetkn no 5 mr; Ne 28
(14x2): no 14 TabneTok
y 6nicTepi; no 2
6nicTepy B KAPTOHHii
Kopobui

TOB "CaHodi-
ABEHTIC YKpaiHa"

YKpaiHa

CAHO®I C.P.J.

ITanisa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
AOMiHICTpaT1BHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu
MiCLiA MPOBAKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
niKkapcbKoro 3acoby, BKIYaum
AinbHULI BUNYyCKy cepii abo micue
NPOBeAEeHHA KOHTPOJO SKOCTI.
([isnbHICTb, 3a SKy BignoBifae
BMPOGHUK/IMNIOPTEp, BKIKOYAKOUM
BUWMYCK Cepiid) - 3MiHa Ha3Bu Ta
aapecu BupobHuka N3 6e3 3MiHn
MicL BUPO6HMLITBA. 3MiHM
BHECEHO B IHCTPYKLit0 A/1A
MeAMYHOro 3aCTOCyBaHHS LLLOAO
HalilMeHyBaHHs Ta
MiCLIe3HaxXOKEHHS BUPOGHUKA 3

3a peyenmom

UA/9141/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BiANOBIAHMMW 3MiHAMMW Y TEKCTI
MapKyBaHHS YNakoBKU NiKapcbKoro
3acoby. BBefieHHs 3MiH NpOTSArom
6-TW MicALIB Nic/ia 3aTBEPMKEHHS

193.

TPUTALEE®

Tabnetku no 10 mr; Ne
28 (14x2): no 14
Tabnetok y 6nictepi; no
2 6nicTepu B KAPTOHHiIl
Kopobui

TOB "CaHodi-
ABeHTIC YKpaiHa"

YKpaiHa

CAHO®I C.P.J1.

ITanisa

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
NpoBeAEeHHA KOHTPOJO SKOCTI.
(misnbHICTb, 3a SAKy BignoBifae
BMPOGHUK/IMNIOPTEP, BKIKOYAKOUM
BUWMYCK Cepiii) - 3MiHa Ha3Bu Ta
aapecu BupobHuka 13 6e3 3MiHn
MicL BUPOGHMLITBA. 3MiHM
BHECEHO B iHCTPYKL,il0 Ans
MeAMYHOro 3aCTOCYBaHHS LLLOAO
HallMeHyBaHHs Ta
MiCLLe3HaXOKEHHS BUPOOHUKA 3
Bi4NOBIAHMMM 3MiHAMU Y TEKCTI
MapKyBaHHS YNakoBKW NiKapcbkoro
3acoby. BBefeHHs 3MiH NPOTAroM
6-TN MicALIB Nic/1a 3aTBEPKEHHS

3a peyenmom

UA/9141/01/03

194.

TPIOMBPACT®

PO34nH A1 iH'eKLin 76
% no 20 mn B amnyii; No
5 amnyn B nauyuj; no 20
M B amnyi; no 5
amnyn y 6nictepi; no 1
6nictepy B nauui

AT "dapmak”

Ykpaina

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMaTepianis: yTOYHEHHS NiKapCbKOol
hopMU Ta [O3YBaHHS B Hakasi
MO3 YkpaiHu Ne 1994 Big,
21.09.2021 B npoLieci BHECEHHS
3MiH: 3MiHUW | TUMNY - BHECEHHS 3MiH
8o MeTogis Bunpo6ysaHHs Ad|
MernomiH 3a napameTpom
"Mikpob6ionoriyHa yncrora”,
30Kpema: BU1yYEHHS1 MOBHOTO
onucy NpPoBeAEeHHA METOAMNKN;
3MiHW | TUNY - BHECEHHS 3MiH A0
Cneuucpikauii/MeTogis
BMNpo6yBaHHA A®I MernomiH,
BMpobHULTBa Merck KGaA,
HimeuunHa, 30Kkpema: yTOUYHEHHS
KpUTEepIiiB NPUIHATHOCTI 3a
NnokKasHNKOM "BakTepiasibHi
€HOO0TOKCMHN" 3 "He BinbLue 1,5
MO/r" Ha "meHLe 1,5 MO/T"; 3MiHK
| TNy - BHECEHHS 3MiH A0
Cneuucpikauii/MeTogis
BMNPOo6yBaHHS A®| MeroMiH,

3a peyernmom

UA/3439/01/02
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
30Kpema: BUJTyHYEHHS KOHTPO/TIO 3a
NOKa3HNKOM "PO3UYMHHICTL". (He €
060B'A3KOBMM MOKA3HWKOM, MaE
iHbopMaTUBHWIT XapakTep); 3MiHW
| TMNy - BHECEHHSA 3MiH A0
Cneuucpikauii/MeTogis
BMNpobyBaHHA A®| MernomiH,
BMpobHULUTBa Merck KGaA,
HimeuuunHa, 30kpema: BUTyYeHHS
KOHTPO/II0 3a NOKa3HUKOM "Baxki
mMeTann" (6yno - po3ynH Ans
iH'ekLili 60 % )
195. | TYBEPKYNIH NNA PO34MH A8 iH'EKLINA 2 TOB "Niom'ep YkpaiHa TOB "NITOM'EP YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHnx | 3a peyenmom | UA/16762/01/01
RT 23 SSI TO/0,1 mn; no 1,5 mn dapma" PAPMA", YkpaiHa MaTepianis: 3MiHu | Tuny -
po3unHy (15 gos) y (BMPOGHMLTBO 3 AoAaBaHHA caMob/10KyHUMX
chnakoHi; no 1 donakoHy nakyBaHHs in bulk LWINpULIB ANS iMyHi3aw,i
y komnnekTi 3 15 hipMU-BUpPOBHMKA thikcoBaHoto go3soto, 0,1 ml (mn), 3
camo6.10KyUMIMN Eii e BakunHec ronkoto 27Gx3/8" (0,4x10 mm
LINpULLAMW Y KOHTYPHIl EW/Ec, fanis) (MMm)), BMPO6HULTBA YCI FOWLLOY
YapyHKOBIli ynakoBLyj MEZIKA ANMNIAHCEC KO.,
a60 6e3 KOHTYpHOI NTA., Kutain
YapyHKOBOI YNaKoBKN Y
KapTOHHI KOopooLi
196. | T-XO/IH® PO34MH ONs iH'EKUINR, TOB "ByTikoBa YkpaiHa CninbHe ToBapucTBo | Pecny6nika BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/18163/01/01
1000 mr/4 mn no 4 mn B hapmaueBTnyHa 3 06MEXEHOI0 Binopycb mMartepianis: 3mMiHa 3asaBHUKa
amnyni; no 5 amnyn B KOMNaHis BiANOBIAANILHICTIO (BnacHvka peecTpadiiHoro
YapyHKOBI ynakoBL,i; No "CantoTtapic” "Nekcpapm " (CTOB noceigyeHHs) (3rigHo Hakasy MO3

1 a60 2 yapyHKOBI
ynakoBKU B KOpooLi

"Nekdapm™)

Bif, 23.07.2015 Ne 460): 3MiHu |
MYy - AGMIHICTPaTUBHI 3MiHN.
3MiHa Ha3BW Nikapcbkoro 3acoby -
3MiHa Ha3su [N13:
3arsepgxeHo: T-XOJ1IH
3anponoHoBaHo: T-XOJTIH® / T-
CHOLINE® 3MmiHu | Trny - 3MiHn
ofo 6esnekn/edpekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHV [0 y3ara/ibHEHUX JaHnX npo
cuctemy thapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTtemy thapmakoHarnsagy,
3MiHa YyNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
hapmMakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANS 34ICHEHHS
thapmakoHarnagy B YkpaiHi, AKLO
BOHa BifjMiHHa Bif, YyNOBHOBaXEHOT
ocobu, BiAgnoBifanbHOI 3a
3fiicHeHHs1 chapMakoHarasgy
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

(BK/HOHAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnagy) 3miHa
YMNOBHOBaXEHOT 0CO6M 3asiBHMKA,
BiiNOBIAaAbHOT 3a 34iICHEHHS
thapmakoHarnagy. fitoua
pefakuis: Ywakosa IpuHa
AHatoniiBHa. MponoHoBaHa
pepakuis: CachoHoBa IpmHa
OnekcaHgpiBHa. 3MiHa KOHTaKTHUX
[aHVX YNOBHOB&XeHOI 0co6u
3as1BHMKA, BignoBiAa/bHOT 3a
3[iiCHEeHHSs chapmakoHarnaay.
3MiHa micLA 34iiCHEHHA OCHOBHOI
LOiSNTbHOCTI 3 chapmakoHarnagy.
3miHa agpecu MacTep-chaiina
cucTemn chapmakoHarnagy.

197.

DAPMALINTPOH

MOPOLLIOK AN151
opasibHOro PO34nHy Mo
23 I NOPOLLKY y nakeTax;
no 23 I NOpPOLLKY Y
nakeTi; no 10 nakeTiB y
KapTOHHI Kopobui

dapmacaiiHc IHK.

KaHaga

BMPOGHMLTBO
Hepo3gacoBaHOro
NPOAYKTY, NePBUHHE
Ta BTOPVHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BWNYCK cepil:
dapmacaiiHc IHk.,
KaHapga;
BMPOGHMLTBO
Hepo3gacoBaHoro
NPOAYKTY, NePBUHHE
Ta BTOPVHHE
nakyBaHHs: KoHhab
Nab6opaTopic IHK.,
KaHaga

KaHaga

BHECEHHS 3MiH [0 peecTpaviiiHnX
mMartepianis: 3MiHu | Tuny - 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbkuin 3aci6.
3MiHu y BUPO6HMLTBI. 3amiHa abo
BBEEHHS 0AATKOBOI AiNbHUL
BMPOGHMLTBA A1 YacTUHU abo
BCbOr0 BMPOOHMYOro npouecy
roTOBOrO NiKapCbKOro 3acoby
(AinbHULSA NS NEPBUHHOIO
nakyBaHHS) - BBE[,EHHS
[04aTKOBOI Ai/TbHUL
BMPOOHULITBA, Ha AKil
NPOBOANTLCA NEPBUHHE
nakyBaHHs J13: KoHhab
Nab6opaTopic IHk./ 4355 BynbBap
Cep Binbopig /lopi, CeHT-Xy6epT
KBebek J3Y 3X3, KaHaga. 3MiHu |
TUny - 3MiHK 3 AKocTi. FoToBWMIA
nikapcbkuii 3aci6. 3MiHn y
BUPOGHMLTBI. 3amiHa abo
BBEJEHHS 40AaTKOBOT AiNIbHUL
BVMPOGHMLTBA A1 YaCTUHM abo
BCbOro BMPOBHMYOro npouecy
roTOBOrO NiKapCbKOro 3acoby
(minbHMUSA, Ha AKiIl TPOBOASATLCSA
6y ab-sKi BUpOGHMUI cTajji, 3a
BVHATKOM BWMNYCKY Cepiid,
KOHTPO/IO AKOCTi, NEPBUHHOTO Ta
BTOPVHHOIO NakyBaHHS, A1
HeCTepUsIbHUX NiKapCbKunx
3ac06iB) - BBEAEHHSI A0AATKOBOI

6e3 peyenma

UA/6249/01/02
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Bupo6HuK

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o

n/n

Ne Ha3sBsa nikapcbko20

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

BUPOOGHUKa

OiNbHULI BUpO6HULTBA

nocsio4YeHHs

YkpaiHa

Hepo3dhacoBaHOT NPOAYKLi:
KoHdpab /labopartopic IHk./ 4355
BynbBap Cep Binbcpia /lopi,
CeHT-Xyb6epT Kebek J3Y 3X3,
KaHaga, sik Hacnigok 3a3HayeHHs
BMPOGHNYNX DYHKLLiIT
3aTBEPAKEHOTO BUPOOHMKA
dapmacaiiHc IHk., KaHaga y
npoekTi 3MiH o MKA. 3miHun | Tuny
- 3MiHK 3 sIKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3amiHa abo
BBEEHHS [0AATKOBOI AiNbHUL
BMPOGHMLTBA A1 YacTUHU abo
BCbOr0 BMPOOHMYOro npouecy
roTOBOrO J1iKapCbKOro 3acoby
(ainbHULA ANA BTOPUHHOMO
nakyBaHHS) - BBEL,EHHSA
[04aTKOBOI Ai/TbHUL
BUMPOGHMLITBA, Ha AKi
NPOBOANTLCA BTOPVHHE
nakyBaHHs J13: KoHdhab
Nab6opaTopic IHk./ 4355 BynbBap
Cep Binbopig /lopi, CeHT-Xy6epT
KBebek J3Y 3X3, KaHaga
BHECEHHS 3MiH [0 peecTpavuiiHnX

3a peyenmom

UA/8589/01/01

198.

O-TE/NTb®

renb, 25 mr/r; no 30 ry
Ty6i; Mo 1 Ty6i B nayw,j

MpAT
"GapmaueBTuyHa
ipma "OapHuus”

Ykpaina

MpAT
"®apmaueBTnyHa
hipma "OapHuus”

marepianis: 3MiHu |l TUNy: 3MiHKW 3
AKocTi. A®l. BUpo6HULTBO. 3MiHa
BMPOGHMKA BUXIAHOro/NPOMKHOrO
npoayKTy/peareHTy, Wo
BUKOPVCTOBYHOTHCS Y
BMPOGHUYOMY npoueci AdDl, abo
3MiHa BUPO6HUKa (BKIoYatoun, ae
HeobXifHO, MicLue NpoBefeHHs
KOHTPO/tO sIKOCTi) AdI (3a
BiACYTHOCTI cepTudikata
BiANOBIAHOCTI EBpONeiichbkili
hapmakonei y 3aTBepiKeHOMY
[ocbe)(BBEAEHHA HOBOMO
BUpo6HUKa ADI 3 HaJaHHAM
mMacTep-tharina Ha A®l); 3miHm |
Tuny: CynyTHs 3MiHa: 3MiHK 3
akocTi. A®l. CTabinbHiCTb. 3MiHa
nepiogy NOBTOPHMX
BMNpo6yBaHb/nepioay 36epiraHHs
abo ymoB 36epiraHHs A®I (3a
BIICYTHOCTI y 3aTBEPIKEHOMY

[0Cbe cepTudpikaTa BignoBigHOCTI
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

€Bponeiicbkili hapmakonei, wo
BK/TIOHAE Mepiog, MOBTOPHOTO
BUNPOGYBaHHSA) (iHLUi 3MiHN)
(B.1.r.1. (x), IA), — BBegeHHs
HOBOro BMpOo6HUKa Zhejiang
Raybow Pharmaceutical Co., Ltd.,
China gns gjtoyoi pevoBuHN
keTonpodeHy 3 HagaHHAM
macTep-paiina Ha A®| fo Bxe
3aTBEpMKEHOro BMpobHuka Hubei
Xunda Pharmaceutical Co., Ltd.,
China 3 BBeJeHHAM TEPMiHY
nepekoHTpono A®l — 5 pokis Ans
3anpornoHOBaHOro BUPOGHUKA;
3MiHM | TUMy: 3MiHK 3 AKOCTI.
[oTOBMIA NiKapcbKuii 3acio.
KOHTpO/b roTOBOrO MiKapcbKoro
3acoby. 3viHa napameTpis
cneuudikauin Ta/abo AonycTuMumx
MeX roTOBOro /likapCbKoro 3acoby;
CYNyTHS 3MiHa: 3MiHM 3 SKOCTI.
[oTOBMIA NiKapcbKuii 3acio.
KOHTpO/b roTOBOrO MiKapcbKoro
3acoby. 3miHa y meTofax
BUMNPOOYBaHHA rOTOBOIO
nikapcbKoro 3acoby (He3HayHa
3MiHa Y 3aTBEpAKEHUX METOAAX
Bunpo6yBaHHA)(B.Il.r.2. (a), I1A), —
npusBefeHHs crneundikadii Ta
meTogis koHTponto N3 3a
nokasHukom «MikpobionoriyHa
yucToTa» y BiANOBIAHICTb A0
Bumor EP; 3MiHu | Tuny: 3minn 3
akocTi. A®l. KoHTposnb A®L. 3miHa
y MeTogax BunpobysaHHa APl a6o
BMXifHOro martepiany/npomMikHOro
npoayKTy/pearenTy, Wwo
BMKOPWCTOBYETHCA Y NPOLIECI
BMPOGHULTBA AD| (HE3HAYHI 3MiHK
y 3aTBEPKEHNX MeTodax
BUNPOBYBaAHHS); CYMyTHSA 3MiHa:
3MiHu 3 siKocTi. A®l. KoHTponb
A®I. 3miHa y napameTpax
cneuudikayin Ta/abo AonycTuMmx
MeX, BU3HaueHux y cnewmddikauisax
Ha A®|, abo BMXigHWA/NPOMIKHWIA
npoAayKT/peareHT, Wwo
BMKOPUCTOBYHOTLCSA Y NPOLLECi
BMpo6HULUTBA AP (iHLWi 3MiHK)
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

(6.1.6.1. (x), |A), — BHECEHHS 3MiH
Ta pegakuiiHux BunpasneHb 0
cneuucikaLii Ta MeToais
KOHTPO0 AP| 3a NOKasHNKaMu:
«PO34YMHHICTb» - 3aNPONOHOBAHO
NpoOBOANTM BUNPOGYBaHHS
PO3YMHHOCTI CybCTaHLji B Takmx
po3unHHKKax: Boga P Ta eTaHon
(96 %) P BignosigHo fo Bumor
Aoy, 1.4. «MoHorpadii»;
«CynposifHi JOMILLKN» Ta
«3a/IMLLKOBI KifIbKOCTI OpraHiyHnx
PO3YUHHVKIB» - BHECEHI
pefakuiiiHi npaBkK, MeToauKa Ta
KpUTEPIT NPUAHATHOCTI 3a/IMLLEHI
6€3 3MiH; 3MiHM | TUNYy: 3MiHKW 3
AKOCTi. A®I. KoHTponb A®I. 3miHa
y NnapameTpax cneuudikawii
Ta/abo fonycTMMmNX Mex,
BM3HAYeHUX y cneyndikauisx Ha
A®I, abo BUXiAHWUA/NPOMIXKHWIA
npoAyKT/pearexT, wo
BUKOPVCTOBYHOTHCS Y NPOLECI
BMPO6HULTBA AD| (BUNYYEHHS
HEe3HaYyHOro MoKa3HuKa AKOCTi
(Hanpviknag, BUNyYeHHs
3acTapisioro NokasHuka)) —
BHECEHHS 3MiH 40 creuudikauii
A®| keTonpodheHy [0 po3ainy
«laeHTucpikauis», a cave:
BWU/TyYeHHS TecTiB "laeHTndpikauis
A (TemnepaTypa
nnasneHHn)" ,"laeHTudikalis B
(Y®-cnekTpockonis)" Ta
"lgeHTundpikauis D TLUX)",
3a/mLeHuii Tect “lgeHTudikauis C
(IY-cnekTpockonisi)"

199.

®IEPO-BEVH

pO34uH AN iH'ekuiid 0,2
% no 5 Mn y hs1akoHi;
no 10 chnakoHiB y
Kopobui

CTA
dapmacbloTiken
MpopakTtc /114

Benvka
BpuTanis

Bupo6bHuuTBO
Hepo3dgacoBaHOl
NpOoAYKLU,ii, KOHTPO/Tb
AKOCTi Ta NepBUHHE
nakyBaHHs: 3irdpig,
XamenbH Mv6X,
HimeuumnHa,;
BTopuHHe
nakyBaHHs: Yectep
Mepgikan ContoLuHc,
Benwvka BputaHis;
Bunyck cepii:

Himeuunna/
Benuka
BpuTaHis

BHECEHHS 3MiH [10 peecTpaviiiHnx
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

3a peyenmom

UA/12096/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
CTa BVXiJHOTO MaTtepiany, peareHty
dapmachbioTiken a60 AONOMIXHOT PeHOBUHU (SIKLLO
Mpopgaxrc N14,

Benuka BpuTaHis

ynakoska/ykynopka A®l, 3okpema

KOHTpO/b rOTOBOTO J1iKapCbKoro

nikapcbKkoro 3acoby (He3HayHa
3MiHa y 3aTBEPKEHUX METOAAX

3a3HaYeHo y A0CbE) — BUTYYEHHS
a/IbTEPHATNBHOIO BUPOBHMKA
Bi4NOBIAA/ILHOIO 3a BTOPUHHE
nakyBaHHs J13: ®apmallak tOK
Nta, Benvka bpuTais
(3aTBEpmKeHo YecTep Megikan
ContowHc, Benvika Bputanis).
3MiHu | TURY - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micusa
NPOBaPKEHHS AiNbHOCTI
BMPOGHMKa (BKtOYatouu, 3a
HeobXiAHOCTI, MicLe NpoBefeHHSA
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€BpONeNChKiit
hapmakonei y 3aTBepAKeHOMY
[ocbe, abo BUPOOHMKA HOBOT
[0MOMDKHOT PevyoBUHU (SIKLLO
3a3Ha4yeHo y [0CbE) 3MiHa
HalilMeHyBaHHs naboparopii, Lo
3a/lyveHa ansa KoHTposno Adl;
3MiHn | TUnYy - 3MiHK 3 aKkocTi. AdI.
Cucrema
KOHTelHep/3akynoptoBasibHUiA
3aci6. 3miHa y 6e3nocepegHii
ynakosLi A®| (pigknx AdI
(HecTepunbHWX)) 3MiHW Y
nigpo3gini 3.2.S.6. Cucrema

[oAaBaHHA 5 N1 KOHTeliHepa [0
noTo4Horo 20 11 KOHTeliHepa.

3MiHY | TUNY - 3MiHW 3 AKOCTI.
FOTOBWIA NniKapcbkuii 3aci6.

3acoby. 3miHa y MeTogax
BMNPOGYBaHHA roTOBOro

BMNPOGYBaHHSA) HE3HAYHI 3MiHW A0
3arBepkeHoro metoay X, wo
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BVIKOPVCTOBYETbLCS MPY aHaUTi3i
nokasHuKa «TeTpageKaHos».
3MiHn | TURY - 3MiHK 3 aKocTi. AdDI.
Brpo6HMLUTBO. 3MiHM
BMNPO6YBaHb abo A0NyCTUMUX
MeX y npoLieci BUpobHmutea Adl,
LLIO BCTAHOB/IEHI y cneundikauisix
(iHWi 3miHW) 3MiHK Yy Nigpo3aini
3.2.5.2.2. On1c BUPOBHMYOro
npoLecy Ta oro KOHTPOoIo, a
came: 3miHa iHCTPYKLiii Biabopy
npo6 ans IPC G. 3minu | Tvny -
3MiHu 3 siKoCTi. AdI.
Brvpo6HMLUTBO. 3MiHK
BMNpo6yBaHb abo JoMyCTUMUX
MeX y npoueci BupobHuutea Adl,
LLIO BCTAHOB/EHI Y cneumdikauisx
(BUYYEHHS HECYTTEBOIO
BMNPOOYBaHHS)
3MiHK y nigpo3aini 3.2.5.2.2. Onuc
BMPOGHMYOro npouecy Ta iioro
KOHTPO/I0, @ CaMe: BUTyYEHHS
BunpobysaHHs IPC F (STS
content, potentiometric titration ,
for information only). 3minu | TNy
- 3MiHu 3 AKocTi. API.
Brpo6HMUTBO. 3MiHM B npoueci
BMpO6HMLUTBA AD| (HEe3HaYHA
3MiHa y npoueci BUpo6HULTBa
A®I) He3HauHi 3MiHW y npoueci
BMPOGHMLTBA AD|, OHOBNIEHHSA
nigpo3giny 3.2.S.2.2. Onuc
BMPOGHMYOro npouecy Ta iioro
KOHTPO/IHO

200.

®IEPO-BEVH

pO34uH AN iH'ekuid 0,5
% no 2 MmNy amnysi; no
5 amnyn y kopobui

CTA
dapmacbloTiken
MpopakTtc /114

Benvka
BpuTanis

Bupo6bHuuTBO
Hepo3dgacoBaHOl
NpOoAYKL,ii, KOHTPO/Tb
SAKOCTi Ta NepBUHHE
nakyBaHHs: 3irdpig,
XamenbH Mv6X,
HimeuumnHa,;
BTopuHHe
nakyBaHHs: YecTtep
Mepgikan ContoLuHc,
Benwvka BputaHis;

Himeuunna/
Benuka
BpuTaHis

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
AAMIHICTPaTUBHI 3MiHN.
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

Bunyck cepii: cepii) abo nocTayasibHMKa
CTa BUXIQHOIO Matepiasny, peareHty
dapmacbioTiken a60 AONOMIXXHOT PEYOBMHN (SIKLLO
Mpogaktc /114, 3a3HaYeHO Y AOCLE) — BUNYHYEHHS

3a peyenmom

UA/12096/01/02
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Benuka bputaHis aNbTepHaTVBHOIO BUPOGHMKA

3MiHa y 3aTBeppKeHNX meTofax
BMNPOGYBaHHSA) HE3HAYHI 3MiHW A0

3aTBepkeHoro metoay NX, wo

BVKOPUCTOBYETbLCSA NPU aHanisi

Bi4NOBIAA/ILHOIO 3a BTOPUHHE
nakyBaHHs J13: ®apmallak tOK
Nta, Benvka bpuTais
(3aTBEpmKeHo YecTep Megikan
ContowHc, Benvika Bputanis).
3MiHu | TURY - AgMiIHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micusa
NPOBaPKEHHS AiNbHOCTI
BMPOGHMKa (BKtOYatouu, 3a
HeobXiAHOCTI, MicLe NpoBefeHHsA
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 pevyoBUHU (SIKLLO
3a3Ha4yeHo y [0CbE) 3MiHa
HalilMeHyBaHHs naboparopii, Lo
3a/1yveHa ansa KoHTposo Adl;
3MiHu | TUnYy - 3MiHK 3 sKocTi. AdI.
Cucrema
KOHTelHep/3akynoptoBasibHUiA
3aci6. 3miHa y 6e3nocepegHii
ynakosLi A®| (pigknx AdI
(HecTepunbHWX)) 3MiHN Y
nigpo3gini 3.2.S.6. Cucrema
ynakoska/ykynopka A®l, 3okpema
[oAaBaHHA 5 N1 KOHTeliHepa [0
noTo4Horo 20 51 KOHTeliHepa.
3MiHY | TUNY - 3MiHW 3 AKOCTI.
FOTOBWIA niKapcbkuii 3aci6.
KOHTpO/b roTOBOrO MiKapcbKoro
3acoby. 3miHa y MeTogax
BMNPOGYBaHHA roTOBOro
nikapcbKkoro 3acoby (He3HayHa

nokasHuka «TeTpagekaHos».

3MiHu | TMny - 3MiHK 3 AKoCTi. ADL.
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Brpo6HMLUTBO. 3MiHM
BMNPO6YyBaHb abo A0NyCTUMUX
MeX y npoLieci BUpobHmutea Adl,
LLIO BCTAHOB/IEHI y cneundikauisix
(iHWi 3miHW) 3MiHK Yy Nigpo3aini
3.2.5.2.2. On1c BUPOBHMYOro
npoLecy Ta oro KOHTPOIo, a
came: 3miHa iHCTPYKLiii Bia6opy
npo6 ans IPC G. 3minu | Tvny -
3MiHu 3 siKoCTi. AdI.
Brvpo6HMLUTBO. 3MiHK
BMNpo6yBaHb abo JoMyCTUMUX
MeX y npoueci BupobHuutea Adl,
LLIO BCTAHOB/EHI Y cneumdikauisx
(BUYYEHHS HECYTTEBOIO
BMNPOOYBaHHS)
3MiHK y nigpo3aini 3.2.5.2.2. Onuc
BMPOGHMYOro npouecy Ta lioro
KOHTPO/I0, @ CaMe: BUJTyYEHHS
BunpobysaHHs IPC F (STS
content, potentiometric titration ,
for information only). 3minu | TNY
- 3MiHu 3 AKocTi. API.
Brpo6HMUTBO. 3MiHM B npoueci
BMpo6HMLTBA AD| (HEe3HaYHa
3MiHa y npoueci BUpo6HULTBa
A®I) He3HauHi 3MiHW y npoueci
BMPOGHMLTBA AD|, OHOBNIEHHSA
nigpo3giny 3.2.S.2.2. Onuc
BMPOGHMYOro npouecy Ta iioro
KOHTPO/IHO

201.

®IEPO-BEVH

pO34uH N8 iH'ekuid 1 %
no 2 ma B amnyni; no 5
amnyn y kopobui

CTA
dapmacbloTiken
MpopakTtc /114

Benvka
BpuTanis

Bupo6bHuuTBO
Hepo3dgacoBaHOl
NpOoAYKL,ii, KOHTPO/Tb
AKOCTI Ta NepBUHHE
nakyBaHHs: 3irdpig,
XamenbH Mv6X,
HimeuumnHa,;
BTopuHHe
nakyBaHHs: Yectep
Mepgikan ContoLuHc,
Benwvka BputaHis;
Bunyck cepii:
CTA
dapmachbtoTiken
Mpopgaxrc N14,
Benvka bputaHis

Himeuunna/
Benuka
BpuTaHis

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,
BiANOBIAaA/ILHOIO 3a BUNYCK Cepiid,
MicLe NpoBefEHHS KOHTPO/HO
cepii) abo nocTayasibHMKa
BUXIQHOIO Matepiasny, peareHty
a60 AONOMIXXHOT PEYOBMHN (SIKLLO
3a3HayeHo y AOCbE) — BUNYYEHHS
a/lbTEPHATNBHOIO BUPOBHMKaA
BIANOBIAA/IbHOIO 3a BTOPUHHE
nakyBaHHs J13: ®apmallak FOK

3a peyenmom

UA/12096/01/03
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Nta, Benvka BpuTaHis

(3aTBEpmKeHo YecTep Megikan
ContowHc, Benvika Bputanis).
3MiHu | TURY - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micusa
NPOBaKEHHS AiANbHOCTI
BMPOGHMKa (BKtoYatoun, 3a
HeobXiAHOCTI, MicLe NpoBeaeHHSA
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 pevyoBUHN (SIKLLO
3a3Ha4yeHo y [0CbE) 3MiHa
HalilMeHyBaHHs naboparopii, Lo
3a/1yveHa ansa KoHTposo Adl;
3MiHu | TUnYy - 3MiHK 3 aKocTi. AdI.
Cucrema
KOHTelHep/3akynoptoBasibHUIA
3aci6. 3miHa y 6e3nocepegHii
ynakosLi A®| (pigknx AdI
(HecTepunbHMX)) 3MiHW Y
nigpo3gini 3.2.S.6. Cucrema
ynakoBka/ykynopka A®l, 3okpema
[oAaBaHHA 5 N1 KoHTeliHepa [0
noTo4Horo 20 11 KOHTeliHepa.
3MiHY | TUNY - 3MiHW 3 AKOCTI.
FOTOBWIA Nnikapcbkuii 3aci6.
KOHTpO/b roTOBOrO /iKapcbKoro
3acoby. 3miHa y MeTogax
BMNPOGYBaHHA roTOBOro
nikapcbKkoro 3acoby (He3HayHa
3MiHa Y 3aTBEpAKEeHUX MeTogax
BMNPOGYBaHHSA) HE3HAYHI 3MiHW A0
3aTBepkeHoro metoay NX, wo
BMKOPUCTOBYETbLCSA NPU aHanisi
nokasHuka «TeTpagekaHos».
3MiHu | TUny - 3MiHK 3 aKkocTi. AL,
Brvpo6HMLUTBO. 3MiHK
BMNpo6yBaHb abo AoMyCTUMUX

MeX y mpoueci BupobHmutea Adl,
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

LLIO BCTAHOB/IEHI y cneundikauisix
(iHWi 3miHW) 3MiHK Yy Nigpo3aini
3.2.5.2.2. On1c BUPOBHMYOro
npoLecy Ta oro KOHTPOIo, a

came: 3miHa iHCTPYKLiii Bia6opy
npo6 ans IPC G. 3minu | Tvny -
3MiHu 3 siKoCTi. AdI.
Brpo6HMLUTBO. 3MiHK
BMNpo6yBaHb abo AoNyCTUMUX
MeX y npoueci BupobHuuytea Adl,
LLIO BCTAHOB/EHI Y cneumdikauisx
(BUTYYEHHS HECYTTEBOIO
BMNPOOYBaHHS)

3MiHK y nigpo3aini 3.2.5.2.2. Onuc
BMPOGHMYOro npouecy Ta lioro
KOHTPO/I0, @ CaMe: BUJTyYEHHS

BunpobysaHHs IPC F (STS
content, potentiometric titration ,
for information only). 3minu | TNy
- 3MiHu 3 AKocTi. API.
Brpo6HMUTBO. 3MiHM B Npoueci
BMpO6HMLTBA AD| (HEe3HaYHa
3MiHa y npoueci BUpo6HULTBa
A®I) He3HauHi 3MiHW y npoueci
BMPOGHMLTBA AD|, OHOBNIEHHSA
nigpo3giny 3.2.S.2.2. Onuc
BMPOGHMYOro npouecy Ta iioro
KOHTPO/IHO

202.

®IEPO-BEVH

PO34UH ANs iH'eKUI 3 %
no 5 mn y dpnakoHi; no
10 dhnakoHiB y KopobLi;
no 2 mn B amnyni; no 5
amnyn y kopobui

CTA
dapmacbloTiken
MpopakTtc /114

Benvka
BpuTanis

Bupo6bHuuTBO
Hepo3dgacoBaHOl
NpOoAYKL,ii, KOHTPO/Tb
AKOCTi Ta NepBUHHE
nakyBaHHs: 3irdpig,
XamenbH Mv6X,
HimeuumnHa,;
BTopuHHe
nakyBaHHs: YecTep
Mepgikan ContoLuHc,
Benwvka BputaHis;
Bunyck cepii:
CTA
dapmacbtoTiken
Mpopgaxrc N14,
Benvka bputaHis

Himeuunna/
Benuka
BpuTaHis

BHECEHHS 3MiH [10 peecTpaviiiHnx
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
BUXIQHOrO Matepiasty, peareHty
a60 AONOMIXXHOT PEYOBMHN (SIKLLO
3a3HayeHo y AOCbE) — BUNYYEHHS
albTEPHATNBHOIO BUPOBHMKA
BiANOBIAA/IbHOrO 3a BTOPUHHE
nakyBaHHs J/13: ®apmallak tOK
Nta, Benuka bBputaHis
(3aTBEepmKeHo YecTtep Megikan
ConlHc, Benmka bputaHis).

3a peyenmom

UA/12096/01/04
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3MiHu | TURY - AgMiHICTpaTUBHI

3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micusa
NPOBaYKEHHS AiANbHOCTI
BMPOOGHMKa (BKItOYatouun, 3a
HeobXiAHOCTI, MicLe NpoBeeHHSA
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 pevyoBUHN (SIKLLO
3a3Ha4yeHo y J0CbE) 3MiHa
HalilMeHyBaHHs naboparopii, Lo
3a/lyveHa ansa KoHTposno Adl;
3MiHn | TUnYy - 3MiHK 3 aKkocTi. AdI.
Cucrema
KOHTelHep/3akynoptoBasibHUiA
3aci6. 3miHa y 6e3nocepegHii
ynakosLi A®| (pigknx AdI
(HecTepunbHWX)) 3MiHW Y
nigpo3gini 3.2.S.6. Cucrema
ynakoska/ykynopka A®l, 3okpema
[oAaBaHHA 5 N1 KOHTeliHepa [0
noTo4Horo 20 51 KOHTeliHepa.
3MiHY | TUNY - 3MiHW 3 AKOCTI.
FOTOBWIA NniKapcbkuii 3aci6.
KOHTpO/b roTOBOrO /iKapcbKoro
3acoby. 3miHa y MeTogax
BMNPOGYBaHHA roTOBOro
nikapcbKoro 3acoby (He3HayHa
3MiHa y 3aTBEpAKEeHUX MeTogax
BMNPOGYBaHHSA) HE3HAYHI 3MiHW A0
3aTBepkeHoro metoay NX, wo
BMKOPUCTOBYETbLCSA NPU aHanisi
nokasHuka «TeTpagekaHos».
3MiHu | TUny - 3MiHK 3 aKkocTi. AL,
Brpo6HMLUTBO. 3MiHK
BMNpo6yBaHb abo AoMyCTUMUX
MeX y npoueci BupobHuutea Adl,
LLIO BCTAHOB/EHI Y cneumdikauisx
(iHWi 3MiHW) 3MiHK y nigpo3aini

3.2.S.2.2. Onnc BUpo6HMYoro
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

npoLecy Ta oro KOHTPOIo, a
came: 3miHa iHCTPYKLiii Bia6opy
npo6 ans IPC G. 3minu | Tvny -

3MiHu 3 siKoCTi. AdI.
Brvpo6HMLUTBO. 3MiHK
BMNpo6yBaHb abo AoMyCTUMUX
MeX y npoueci BupobHuuytea Adl,
LLIO BCTAHOB/EHI Y cneumdikauisx
(BUYYEHHS HECYTTEBOIO
BMNPOOYBaHHS)
3MiHK y nigpo3aini 3.2.5.2.2. Onuc

BMPOGHMYOro npouecy Ta lioro

KOHTPO/I0, @ CaMe: BUJTyYEHHS
BunpobysaHHs IPC F (STS
content, potentiometric titration ,
for information only). 3minu | TNy
- 3MiHu 3 AKocTi. API.
Brpo6HMUTBO. 3MiHM B Npoueci

BMpOo6HMLTBA AD| (HEe3HaYHa
3MiHa y npoueci BUpo6HULTBa
A®I) He3HauHi 3MiHW y npoueci
BMPOGHMLTBA AD|, OHOBNIEHHSA

nigpo3giny 3.2.S.2.2. Onuc

BMPOGHMYOro npouecy Ta iioro

KOHTPO/IHO

203.

DIIYTICAN®

Kancynu teepai no 20
mr; no 10 kancyny
6nicTepi, no 3 abo 6
6nicTepiB y KAPTOHHIl
ynakoBLi

KYCYM XENTXKEP
MBT NTA

IHais

KYCYM XENTTXKEP
MBT NTA

IHais

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
Ha3BW NlikapCcbKOro 3acoby -
3MiHa Ha3Bu J13: 3aTBEpAKEHO:
®/TYOKCETUH / FLUOXETINE
3anponoHoBaHo: PNIYTICAN® /
FLUTISAL®
BBegeHHS 3MiH NpoTArom 6-tm
MiCALIB MiC/1A 3aTBEPAKEHHS.

3a peyenmom

UA/18392/01/01

204.

DOPTE3A

cnpeli gns poToBOi
NnopoXxHuHu 0,15 % no
15 mn a6o 30 mn
PO34KMHY Y thriakoHi 3
posnuntoBayem; no 1
(h/1aKOHY B KapTOHHiiA
Kopobui

[JenbTa Megjken
MpomoyLiH3 Al

LLisefuapis

AB/Jll IEPAXIM Inau
CaHai Be TigpxapeTt
ALl

TypeuunHa

3MiHu Il TNy - oHoBAEHHA AM®
015 Ai040T peyoBrHU
6eH3agamiHy BupobHuuTBa Uquifa
Mexico S.A. de C.V., Mexico
(aitova pepakuis: EDMF-O-
1051/06.04 ud - 08.07 dated
August 2007, 3anponoHoBaHa
pegpakuis: CTD-O-BP 1051/04.14
dated April 2014)

6e3 peyenma

UA/13797/02/01

205.

XENMNEKC®
AHTUKONA HEO
IMBUP

NOPOLLIOK A5
OpasIbHOTO PO34mMHY Mo 4
I NOPOLLKY B caLle, No
10 calle y KapTOHHIl

TOB "Mosi Xenc"

YkpaiHa

Annekc ®apma CA

LLIBeliyapis

BHECEHHS 3MiH 40 peecTpaLiiHnx
MaTtepianis: 3MiHu | Tuny -
NoAaHHA OHOBJIEHOTO cepTudikarty
BignosigHocTi €E® No. R1-CEP

6e3 peyenma

UA/17630/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

nauui

2002-020-Rev 08 gna Ad|
napaueTtamorsny Bif,
3aTBEPAKEHOr0 BUPOGHMKA
Farmson Pharmaceutical Gujarat
Private Limited, India Ha 3amMiHy
cepTtudikaty BignosigHocTi €P
No. R1-CEP 2002-020-Rev 07; 3i
3MIHOK0 Ha3BM Ta BUPOBHNUMNX
NOTY>XHOCTEN BUPOBHMKA Y
BiAMNOBIAHICTb 4O OHOB/IEHOTO
cepTuguikaty BiAgnoBiAHOCTI
€Bponeiicbkiii hapmakonei; 3miHun
| TNy - BUNYYeHHA
aNbTepHaTUBHOIO BUPO6HMKa AdDI
(napaueTtamon) - Sri Krishna
Pharmaceuticals Limited, India,
BPAaxOBYUMN HAsABHICTb
3aTBEPKEHNX BUPOBHVIKIB AitoHOoi
peyoBMHM NapaleTamon

206.

XE/MMEKC®
AHTUKONA HEO
IMBUP BE3 LYKPY

MOPOLLIOK AN151
OpasibHOr0 PO34MHY Mo
2,5 r nopoLuky B cawle,
no 10 calue y KapTOHHiii
nauuj

TOB "Mosi Xenc"

YKpaiHa

Annekc ®apma CA

LLiBeiiuapis

BHECEHHS 3MiH [10 peecTpaviiiHnx
marepianis: 3miHu |l Tuny -
BBEJeHHA [104aTKOBOro
BUPOGHMKA Ajl040T peyoBUHU
NeBOLETUPU3UHY Aurigpoxnopuay
Symed Labs Limited (Unit —II),
IHAsA, 3 HaJaHHSAM MacTep-thaina
Ha A®I (version
Levocetirizine.2HCL/AP/2SHL-
002-03/2017-09-19)

6e3 peyenma

UA/17631/01/01

207.

XENMNEKC®
AHTUKONA HEO
MAKC

NOPOLLIOK A/1A
Opa/IbHOTO PO3YNHY 3
JIMMOHHVM CMakoMm o 4
I NOPOLLKY B calle; no
10 cawle y KapTOHHil
nauui

TOB "Mosi Xenc"

Ykpaina

Annekc ®apma CA

LLiBeiuapis

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMartepianis: 3MiHu | TUMy - 3MiHEHO
rpeig Lykpo3u (OCHOBHOIO
HanoBHIOBaYa NiKapcbkoro
3aco06y) 3 METOH [OCATHEeHHS
OLHOPIAHOCTI PO3NOAINEHHSA
KOMTMOHEHTIB 3a PO3MipOM 4acToK
390 % macu go 0,15 mm Ha < 40
% mac/mac = 0,18 MM; 3MiHu |
TMRY - ONTUMI3aLis TeXHoNOoril
BMPOGHMLITBA NiKapCbKOro 3acoby.
Haanuiwiok ajro4voi peqyoBrHm
heHinedpuHy rigpoxiopuay
3MeHLLEHO 3 5 % [0 2 %,
BiANOBIAHO NEPErNISAHYTO KibKICTb
KOMMeHCaUiiHOro KOMNOHEHTY —
LyKpO3u; 3MiHW | TUny - 3MiHa
crneundikaLii NpomixXHOro

6e3 peyenma

UA/16014/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KOHTPO/I0 HaniBNpoAyKTY nif, Yac
BMPOGHMLITBA FOTOBOTO
nNikapcbKoro 3acoby - He3HayHa
3MiHa hapMaKo-TEXHOTOMYHNX
MoKasHWKiB (MIMHHICTb Ta HacunHa
ryCTUHA) NPOMIXXHOIO NPOAYKTY Ha
cTagii 3millyBaHHs 3a paxyHoK
BBEJIEHHA HOBOTO rpeiigy LyKpo3u
[0 cknagy fikapcbKoro 3acoby

208.

XENMNEKC®
AHTUKONA HEO
MAKC

NOPOLLIOK A/1A
OpasIbHOTO PO3YUHY 3
MaJ/IMHOBMM CMakoM Mo
4 1 NOpOLLKY B calle; no
10 calle y KapTOHHil
nauuj

TOB "Mosi Xenc"

YKpaiHa

Annekc ®apma CA

LLiBefiuapis

BHECEHHS 3MiH [0 peecTpavyiiiHnX
mMaTtepianis: 3mMiHu | TUNy - 3MiHEHO
rpeng uykpo3smn (OCHOBHOMO
HanoBHIOBaYa /likapCbKoro
3aco6y) 3 METO [OCArHEHHS
O HOPIAHOCTI PO3NOAINEHHS
KOMMOHEHTIB 3a pO3MipOM 4acToK
390 % macu go 0,15 mm Ha < 40
% mac/mac = 0,18 mm; 3MiHu |
MMy - ONTUMIi3aLis TeXHoNoril
BMPOBHULTBA NiKapCbKoro 3acoby.
Hapgnvwok gjtoyoi pevoBunHn
theHinedpuHy rigpoxnopugy
3MeHLLUeHo 3 5 % [0 2 %,
BIANOBIAHO NEPErNAHYTO KiNbKICTb
KOMMeHCaL,iiHOro KOMMOHEHTY —
LYKpO3u; 3MiHW | TUny - 3MiHa
cneuudikaLii NPOMKHOTo
KOHTPOJI0 HaNiBNpoAyKTy nif, yac
BMPOGHMLITBA FOTOBOTO
nNikapcbKoro 3acoby - He3HayHa
3MiHa dpapMaKo-TEXHOTOTNYHNX
nokasHWKiB (MIMHHICTb Ta HacunHa
ryCTUHA) NPOMIXHOro NPOAYKTY Ha
cTagii 3millyBaHHs 3a paxyHoK
BBEJIEHHA HOBOTO rpeiigy LyKpo3u
[0 cKknaagy NikapcbKoro 3acoby

6e3 peyenma

UA/16015/01/01

209.

XENIAEPM ®OPTE
AEPO30/1b

niHa HawkipHa no 58,5 r
a6o no 117,0 r y 6anoHi;
no 1 6as10Hy B
KapTOHHI KopoobLi

ToBapucTBO 3
obmexeHoro
BiANOBIAA/ILHICTIO
"®GapmaueBTuyHa
KoMnaHis "3popos'a”

YKpaiHa

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

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHnX
MaTepianis: 3MiHun | Tuny -
noAaHHs OHOBJ/IEHOTO cepTugikaTy
BiANOBIAHOCTI EBpONeichbkili
hapmakonei Ne R1-CEP 2006-
233-Rev 03 ansa Adl
[JekcnaHTeHon Big BXe
3aTBEpKEeHOro BMpo6Hunka BASF
SE, Germany. Ak Hacnigok
npviBeeHHs BXiAHOro KOHTPO/O
AKOCTI 3a NOKa3HMKaMm
“Po3unHHIcTL”, “laeHTundikauis”,
“3-amiHonponaHon”, “Aomiwka A

bes peyenma

UA/11691/01/02
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Ta iHWi amiHocnonykn” Ta
“KinbkicHe BU3Ha4YeHHsA" 40 BUMOT
MoHorpadii E®
210. | XENIAEPM- KpeM A5 30BHILIHbOro ToBapucTBo 3 YkpaiHa ToBapucTBoO 3 YkpaiHa BHECEHHS 3MiH 10 peecTpavLiiiHnX 6e3 peyenma | UA/11691/02/01
340POB'A 3acTocyBaHHA 5 % no 15 06MEXEHO 06MeXeHo MaTepianis: 3MiHu | Tuny -
r,no30ra6ono100ry BiANOBIAA/LHICTIO BiANOBIAA/LHICTIO NoAaHHsA OHOB/IEHOTO cepTudikarty
Ty6i, no 1 Ty6i y Kopobui "®apmavleBTUYHa "®apmavneBTUYHa BiANOBIAHOCTI EBpONechbkili
3 KapTOHY KoMnaHis "3popos'a” KoMnaHisa "3gopos'a” hapmakonei Ne R1-CEP 2006-
233-Rev 03 ansa Adl
[JekcnaHTeHon Big BXe
3aTBepXeHoro Bupo6Huka BASF
SE, Germany. Ak Hacnigok
npvBeAeHHs BXiAHOro KOHTPO/O
AKOCTI 3a NOKa3HMKamMm
“Po3unHHicTb”, “laeHTudikauis”,
“3-amiHonponaHon”, “Aomiwka A
Ta iHWIi amiHoCcnonykn” Ta
“KinbkicHe BU3Ha4YeHHS" 40 BUMOT
MoHorpadii E®
211. | XENMIAEPM- niHa HawkipHa, 50 mr/r, ToBapucTBo 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 peyenma | UA/11691/01/01
340POB'A no 58,5ra6o no 117,01 obmexeHoro 06MexeHo marepianis: 3miHun | Tuny -
AEPO30/1b y 6anoHi; no 1 6anoHy B BiANOBiAA/IbHICTIO BiANOBIAA/ILHICTIO nofaHHsA OHOBJ/IEHOIO cepTudlikaTy
KapTOHHIlA KopooLi "PapmaLeBTnyHA "®apmMaueBTUYHA BiANOBIAHOCTI EBpONechbkili
KomnaHis "3gopos'a" KomnaHis "3gopos'a” thapmakonei Ne R1-CEP 2006-
233-Rev 03 gna Aol
[JekcnaHTeHon Bif BXe
3aTBEPAKEHOr0 BUPO6HMKa BASF
SE, Germany. Sk Hacnigok
npvBeAeHHs BXiAHOro KOHTPO/I0
AKOCTI 3a NoKasHKamu
“PO34unHHICTB”, “laeHTndikauia”,
“3-amiHonponaHon”, “Aomiwka A
Ta iHWi amiHocnonykn” Ta
“KinbKicHe BM3HaAYEeHHSA" 40 BUMOT
MOHorpagii EP
212. | UEPBAPUKC™ cycneHsist gns iH'ekuin nakcoCmiTKnsiiH Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 40 peecTpaLiiHnx 3a peyenmom | UA/16310/01/01
BAKUVHA And no 0,5 mn (1 po3a) Ekcnopt NimiTeq BpuTtaHis Bionompxkikans C.A. MaTtepianis: 3MiHu | Tuny -
MPO®ITAKTUKN cycnensii gns iv'exuiii y nepernag metogy aHanisy Ta
3AXBOPHOBAHDb, nonepegHsL0 KpuTepito npuitHaTHOCTI pulling test
o HanoBHEHOMY LUNPULi 3 ons kosnadvka 13 mm vial flip-off
BUK/ITMKAKOTbCA MOPLUHEM | KOBMAYKOM Y cups gNA NpuBeAEHHA y
BIPYCOM KOMNJIEKTi 3 rofikoto (y BignoBigHicTb oo ISO 8362-6
NAOIIOMU 6nicTtepi) abo y donakoHi “Injection containers and
NOANHN TUNIB 3 nNpo6koto; no 1 accessories - Part 6: Caps made
16 TA 18 nonepegHsL0 of aluminium-plastics
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
HarnoBHEHOMY LUNpULy 3 combinations for injection vials”
ronkoto abo no 1
(h/1aKOHY B KapPTOHHii
kopo6ui; no 0,5 mn (1
[03a) cycneHsii gns
iH'eKLili y nonepesHb0
HarnoBHEHOMY LINpuL,i 3
NOPLUHEM | KOBNAYKOM Yy
KOMNJEKTi 3 rofikoto (y
6nicTtepi) abo y donakoHi
3 Npo6koto; no 1
nonepeAHL0
HarnoBHEHOMY LWNpULYy 3
ronkoto a6o no 1
(h/1aKOHY B KapPTOHHii
Kopobu,i
213. | ULEPE3/M® 400 NopoLUoK AN [xeHzalim FOpon HigepnaHan [bxeH3aiim lpnaHg Ipnangis/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom | UA/8659/01/02
oA NPUroTyBaHHA B.B. Niviten, Ipnaxgis CWA marepianis: 3miHu | Tuny -
KOHLieHTpaTy Ans (BMPOBHNLTBO BHeCeHHS 3MiHu Ao p. 3.2.P.7.
pO34nHy ANs iHy3ilii no KIHLLeBOro NPOAYKTY «Cucrema KoHTeliHep /
400 Of1 1 abo 5 (fill/finish), koHTpONB 3aKynoproBasibHWiA 3acib», a cave:
h/1aKOHIB 3 MOPOLLKOM Y cepii, NaKyBaHHs, BWTyYEHHS iHhopMaLii Wwoao
KapTOHHIA KOpO6L MapKyBaHHS, afpecy noctavanbHuka
MiCLLe3HaXOMKEHHS nakyBaslbHUX martepianis (ryMoBux
YMOBHOBaXEHOT npo6okK Ta yLwinbHioBaviB) West
ocobu, BUNycK Pharmaceutical Services.
cepii); [xkeHsanm BHeCeHHs1 He3HauYHNX
KopnopeiiwH, CLUA pefakuifiHux npasok go p. 3.2.P.7.
(cbopmyntoBaHHs «Cuctema KoHTeliHep /
npenapary); /loHua 3aKynoploBasIbHWIA 3aci6»
Bionogxikc, IHK.,
CLWA
(dbopmyntoBaHHSA
npenapary)
214. | UETPUMAK TabneTtku, BKPUTI Makneopc IHais Makneoac IHAis BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 peyenma UA/16082/01/01
NiBKOBOK 06O/IOHKOLO, dapmacbloTrKanc dapmacboTrKanc marepianis: 3miHu | Tuny -
no 5 mr no 30 TabneTok Nimiteq Nimiteq AOMiHICTpaT1BHI 3MiHW. 3MiHa

y thnakoHi, no 1
pNakoHy Y KapTOHHIN
ynakosui; no 10
Tabnetok y 6nictepi: no
1 a6o 3 6nictepn y
KapTOHHIA ynakoBL,i

HalimeHyBaHHs Ta/abo agpecu
MiCLA MPOBa)KEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
niKapcbKoro 3acoby, BKIYaum
AinbHULI BUNYyCKy cepii abo micue
NPOBeAEHHA KOHTPOJO SKOCTI.
([isnbHICTb, 3a SKy BiAnNoOBILaE
BMPOGHUK/IMNIOPTEp, BKIKOYAKOUM
BUMYCK Cepiii) 3MiHa agpecu
BUpo6HuKa 13 Makneogc
dapmacbioTukanc flivites, IHAis,
6€e3 3MiHM Micusl BUpOGHMUTBA:
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MiHN BHECEHI B TEKCT
MapKyBaHHS Ha BTOPUHHY
yNakoBKY /iKapCbKoro 3acoby
LLIOAO MiCLE3HAXOMKEHHS
BMPOGHMKA (aHTNICbKOK MOBOHD).
BBEJEHHSA 3MiH NMPOTArom 6-Tu
MiCsILiB Micnsi 3aTBEPAKEHHS

215.

LUNTPAMOH B

Tabnetku no 6 a6o 10
TabneTtok y cTpunax; no
6 a6o 10 TabneTok y
6nictepax; no 6
TabneTok y cTpuni; no 2
abo 10 cTpunis y navu;j 3
KapToHy; no 10
TabneTok y cTpuni; no 2
abo 10 cTpunis y navu;j 3
KapTOHy; No 6 TabneTok
y 6nicTepi; no 2 a6o 10
6nicTepiB y nayui 3
KapToHy; no 10
Tabnetok y 6nictepi; no
2 a6o 10 6nicTepiB y
naJi 3 KapToHy

MAT "MoHchapm"

YKpaiHa

MAT "MoHdapm”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
BU/TyYEHHS MOKa3HWKIB “CepeaHs
Maca”, “OfHopigHICTb Macu” Ta
“Tanbk’ 3i Cneumndikavii rotoBoro
nikapcbKoro 3acoby noe’A3aHi 3
npvBeAeHHSAM [0 [il040ro
BuaaHHa Y (B cneumdikawii
HasBHWI Noka3HWK «O4HOPIAHICTb
[1030BaHVX OAVHULbBY, | AK
Hacnifok BunyyeHHs «CepefHs
mMaca» Ta «OAHOpIgHICTb Macu» i3
MeTOgjiB KOHTPOIO; M. Tanbk
BIICYTHIVi B 3arasibHil cTaTtTi
Tabnetkun, Y 2.0); 3MiHM | TURY
- He3HauHi 3MiHN y MeTofax
BMNpo6ysaHHA /13 3a
nokasHukamu: - «Caniyunosa
Kucnota» (BHeceHo chopmyny
po3paxyHKy BMICTy caniuunosoi
KMCNOTK; 3MIHEHO Ha3BY OMNMCy
NPUroTyBaHHS PO3YnHY
MOPIBHAHHSA CaiLMI0BOT KNCNOTK;
BHECEHO YTOYHEHHS LLI0AO0
Ha3BMNanepoBoro QinbTpy), -
«PO34MHEHHS» (HE3HaYHI 3MiHN B
OnMu1ci OCHOBHOTO CyMapHOro
CTaHAapPTHOrO PO3YuHY;
HallMeHyBaHHSA peakTuBiB
ochopmeHO BiAMOBIAHO A0
pekomeHpauili dY; BHeECEHO
YTOUHEHHS kBanidikawyii
CTaHAapTHMX 3paskiB), -
«OHOPIAHICTb A030BaHMX
OAMHULb>» (3MiHW B MPUrOTyBaHHi
CTaHAapTHOro 3pasky, KOPEKTHO
HanvcaHHA po3paxyHKoBOI
dhopmynm BMICTY KObeiHy 3a n.
KifibkicHe BU3HAYeHHSs»,
«OHOPIAHICTb A030BaHMX
OANHWLB»); 3MiHK | TURy -
npvBegeHHs Cneumdikauii 3a

6e3 peyenma

UA/7359/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu Howmep
Bionycky peecmpayiliHo2o
nocsio4yeHHs

po3ainom «MikpobionoriyHa
yncToTa» 0 BUMOT Aio4oro
BUAAHHA [DY; cynyTHA 3MiHa -
3MiHK 3 sKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /1iKapCbKOro 3acooby.
3MiHa y meTodax BMNpoGyBaHHS
roToBOro fikapcbKoro 3acoby (415
npuBeAeHHs Y BIANOBIAHICTb 3
[®Y abo €BponeicbKoo
chapmakoneeto Ta BUNyYeHHs
NOCWNaHHS Ha 3acTapinuii
BHYTPILLHIA MeToA BUNPOOYyBaHHS i
oro Homep) (B.11.r.2. (o) IB)
BuvnyyeHHsi NOBHOrO BMKIagy
METOAWKM; 3MiHK | Tuny -
BBEeJEHHS NepiognyHoCTi
KOHTPOJIH0 32 NOKA3HNKOM
«MikpobionoriyHa uncrota»
KOHTPO/b AN15 NepLUOT Ta KOXHOI
HacTynHol AecAToi cepii, ane He
pigwe Hix 1 cepisi Ha pik;
3MiHK | TUNY - NpUBEAEHHS
Cneuudpikauii 3a posginamu
“OfHOPIAHICTb [030BaHNX
OAVHULEL", "PO3UNMHEHHS» Y
BIANOBIAHICTb 40 BUMOT fiH0HOro
BMAaHHA APY; 3miHu | Tuny -
npviBeAEHHA NOCUNaHHA 3a
NoKasHNKOM «CymnyTHi [OMILLKN» Y
BiAMOBIAHICTb A0 Ai0YOro BUAAHHSA
LO®Y; 3MiHM | TUNY - BBEAEHHS
[0[aTKOBOrO TEKCTY MapKyBaHHS
NepBUHHOT YNaKoBKM iKapCbKOro
3acoby Ha [0faToK [0 BXe
3aTBEPAKEHOIO TEKCTY
MapKyBaHHs Ans 6nictepa Ne6 i3
3a3HavyeHHAM iHpopmal,i Wwoao
avcTpub'otopa

B.o. l'eHepanbHOro gupekropa Ainpekropary
cthapmaueBTUUHOrO 3abe3nevyeHHs
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