NEPENIK

Aopatok 3

[0 Haka3y MiHicTepcTBa OXOpPOHU

34,0POB’A YKpaiHu
19.03.2018 Ne 506

NIKAPCbKNX 3ACOBIB (MEAUYHUX IMYHOBIONOIIYHMX MPEMAPATIB), LLOAO AKNX BYNIN BHECEHI 3MIHU A0 PEECTPALJIAHNX

MATEPIANIB, AAKI BHOCATbLCA A0 AEP)XABHOIO PEECTPY NNIKAPCbKNX 3ACOBIB YKPAIHU

Ne Ha3ssa snikapcbko20 dopma sunycky 3assHuUK KpaiHa Bupo6Huk KpaiHna PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs
1. | AOEHYPIK® 120 MI' Tabnetku, BKpUTI MeHapiHi Niokcembypr Brpo6HuLTBO ®paHuis/ BHECEHHS 3MiH O peecTpaLiiiHnX 3a peyenmom UA/13527/01/02
NNiBKOBOI 060/IOHKOIO, IHTepHeLwoHan «in bulk» Ta HimeuunHa Matepianis: 3MiHW | TUNY - 3MiHW 3 AKOCTI.
no 120 mr, no 14 OnepeliwoHc KOHTPO/Ib Cepiii: A®I. KoHTponb A®I. 3miHa y meTogax

Tabnetok y 6nictepi, no
2, ab6o no 4, abo no 6
6niCTepiB Y KAPTOHHIl
Kopoo6Lj

Mokcembypr C.A.

MateoH
®paHuis,
®paHujs;

Brpo6HuLTBO
«in bulk»,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPONb Ta
BWMYCK CepiA:
MeHapiHi-®oH
XeligeH M6X,
Himeuunna

BMNpo6yBaHHs APl abo BuxigHOro
Matepiasny/npoMbkKHOro NpoayKTy/peareHTy,
LLIO BUKOPUCTOBYETLCS Y NpoLecCi
BMpo6HULTBa ADI (HE3HAYHI 3MiHW Y
3aTBepAKeHNX MeTodax BUNPOoOyBaHHs)
(3MiHM aHanNiTUYHOT METOAMKM 38 MNOKA3HUKOM
«[lianasoH nnaBneHHs» Ans gjiryoi
peyoBuHU thebykcocTaTy (BUPO6HUK F.I.S/ -
Fabbrica Italiana Sintetici S.p.A., ITanis)
(3miHa TemnepaTtypHOro pexumy anapary
015 NNaBneHHs); 3MiHu | Tuny - 3miHn 3
AKocTi. ADl. KoHTposnb A®I. 3miHa y meTogax
BMNpo6yBaHHs APl abo BuxigHOro
Matepiany/npoMkKHOro NpoayKTy/peareHTy,
LLIO BUKOPUCTOBYETLCS Y NpOLECi
BMpo6HULTBa AD| (HE3HAYHI 3MiHW Y
3aTBepaKeHNX MeTodax BUNPOoOyBaHHs)
(3MiHM aHanNiTUYHOT METOAMKM 38 MOKA3HUKOM
«[lianasoH nnaBneHHs» Ans gjitoyoi
peyoBuHU thebykcocTaTy (BUpoOHUK Esteve
Quimica S.A., IcnaHis) (3miHa
TemnepaTtypHOro pexvmy anapary ans
nnaeneHHs); 3MiHu | Tuny - 3MiHU 3 AKOCTI.
A®I. Bupo6bHMLTBO. 3MiHa BUPOGHUKA
BUWXi4HOrO/MPOMIXXHOIO MPOAYKTYy/peareHTy,
L0 BUKOPUCTOBYIOTLCS Y BUPOGHUYOMY
npoueci A®l, abo 3miHa BUpO6HMKA
(BrTrovaroun, e HeobxigHo, micue
NpoBeAEeHHA KOHTPOsIO AKocTi) AdI (3a
BiICYTHOCTI cepTudikata BifnoBigHOCTI
€Bponelicbkin dhapmakonei y
3aTBEpLKEHOMY [0CHE)(3anponoHOBaHWIA
BVMPOGHWK HANexuTb o Tiei camol
BVMPOGHWYOT rpynu NigNPYEMCTB, WO i
3aTBepAKeHuii) (BBefeHHS anbTepHaTUBHOT
BMPOGHMYOT ainbHNL Weifang Hishine
Pharmaceutical Co., Ltd, Kutaii
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[TponmoBxeHHs mojaTka 3

Ne Ha3ssa nikapcbko20 dopma sunycky 3assHuUK KpaiHa Bupo6Huk KpaiHna PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs

BiANOBiAa/IbHOT 32 BUTOTOB/IEHHS
NPOMIXHOTO NPOAYKTY NOXiAHOTO i306yTUNY);
3MiHu | TMNY - 3MiHK WoA0
6e3nekun/echekTNBHOCTI Ta hapMakoHarsay.
3MiHa Y KOpPOTKill xapaKkTepucTui
NiKapcbKOro 3aco6y, TEKCTi MapKyBaHHS Ta
IHCTPYKLT A8 MeANYHOTO 3aCTOCYBaHHS Ha
nigcTasi perynsipHO OHOB/OBAHOIO 3BITY 3
6e3nekn nikapcbkoro 3acoby, abo
focnimkeHb 3 6e3nekn 3acTocyBaHHA
nikapcbKoro 3acoby B nicnsipeecTpaviiHuii
nepiog, abo sk pesynsrar OUiHK/ 3BTy 3
JocnigpKeHb, NpoBeAeHVX BiANoBiAHO J0
nnaxy negiatpuuHnx gocnigpkers (PIP) (iHwi
3MiHM) (3MiHK 3a pekomeHgauiero PRAC
BHECEHO A0 IHCTPYKUIiT A58 MeguyYHOro
3acTOCyBaHHSA NikapCcbKoro 3acoby y po3ain
"Mo6iuHi peakuii") (TepmiH BBEAEHHS 3MiH
NPOTAroM 6-TW MicALiB NiCNS 3aTBEPAKEHHS);
3MiHu | TUNYy - 3MiHK Woao
6e3nekn/edpeKTMBHOCTI Ta dhapmakoHarnagy
(iHLWi 3MiHW) (3MiHV BHECEHO A0 IHCTPYKUIT
ON8 MeVYHOro 3aCTOCYyBaHHSA NikapcbKoro
3aco06y y po3ain "BUpo6HUK" (BUNYyYEHO:
"MakyBaHHS, KOHTPO/b Cepiii, BUNYCK
cepiii:"). MpadpiuHe 306paXKeHHsT yNakoBKU
3aMiHEHO Ha TEKCT MapKyBaHHS o1si
NepBUHHOT Ta BTOPUHHOI ynakoBku) (TepMiH
BBE/IEHHS 3MiH NPOTAroMm 6-Tu MicALiB nicns
3arBepAXKeHHs); 3MiHu | Tuny - 3MiHn 3
AKocTi. [oTOBWIA Nikapcbkuii 3aci6. 3MiHM y
BMPOOHULTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AiNbHWLI BUPOOHULTBA ANA
4acTuHKM abo BCbOro BUPOBHMYOrO npoLiecy
rOTOBOrO J1iKapCbKOro 3acoby (4inbHULSA, Ha
AKili NPOBOAATLCA BYAb-AKi BUPOGHWYI cTag,i,
3a BUHSATKOM BUMYCKY Cepili, KOHTPO/IIO
AKOCTi, NEPBMHHOIO Ta BTOPUHHOTO
nakyBaHHs, 4151 HECTePUIbHUX NiKapCbKUX
3aco6iB) (BBeAEHHS [04aTKOBOT AifIbHUL
BMpo6HMUTBa Menarini — Von Heyden GmbH,
HimeuunHa, sika BignoBsifae 3a BUPOBHNLTBO
in bulk Ta yToUHEHHS dyHKLT naKkyBaHHS)
(TepmiH BBeAEHHS 3MiH NMPOTArOM 6-Tn
MicsLiB nicnsA 3aTBepMKEHHS); 3MiHu | Tuny -
3MiHu 3 SKoCTi. FoToBMIA Nikapcbkuii 3aci6.
3MiHM Y BUPOOHMLTBI. 3MiHU Y npoLeci
BMPOGHMLTBA rOTOBOTO /iKAPCbKOro 3acoby,
BK/104A0YM MPOMIKHWIA NPOAYKT, L0
3aCTOCOBYETHCS MNPV BUPOOHULITBI FOTOBOIO




3

[TponmoBxeHHs mojaTka 3

Ne
n/n

Hassa sikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs

nikapcbKoro 3acoby (HesHa4Ha 3miHa y
npoueci BUpobHULTBA) (3MiHa Nopsaky
[0faBaHHS AONOMIKHMX PEYOBWH
MIKPOKPUCTaniYHOI Lieono3n Ta HaTpito
Kpockapmenosu); 3MiHu | Tuny - 3miHu 3
AKocTi. [oTOBWIA NikapCbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHW Y NpoLeci BUPOOHNLTBA
roTOBOrO NiKapCbKOro 3acoby, Bktovatoum
NPOMDKHWIA MPOAYKT, LLO 3aCTOCOBYETLCS NpK
BVMPOGHMLTBI FOTOBOTO NiKapCbKOro 3acoby
(He3Ha4Ha 3MiHa y npoueci BUPOOHULITBA)
(3MiHa yacy Ta WBMAKOCTI Ha cTadiax
3MilLyBaHHS Ta 3MallyBaHHs); 3MiHu | Tuny -
3MiHM 3 siKocTi. FoTOBWIA Nikapcbkuii 3aci6.
3MiHN Yy BUPOGHMLTBI. 3MiHKN Y NpoLeci
BMPOGHMLTBA rOTOBOTO JiKapCbKOro 3acoby,
BK/THOHAI0UM MPOMIKHUIA NPOAYKT, LLO
3aCTOCOBYETLCS NPV BUPOOHULITBI FOTOBOTO
nikapcbKoro 3acoby (HesHa4Ha 3miHa y
npoueci BUpo6bHULTBA) (BBEAEHHS
[0[AaTKOBOI CTafjil NpocitoBaHHSA nicnsa cragii
3MiLyBaHHS); 3MiHK | TURY - 3MiHK 3 SKOCTI.
FoTOBUIA Nikapcbkuii 3aci6. 3MiHK y
BMPOGHMLTBI. 3MiHW Y NpoLeci BUpOOHNLTBA
rOTOBOrO NiKapCbKOro 3acoby, BKtouatoum
NPOMDKHUIA NPOAYKT, LLIO 3aCTOCOBYETHLCSA NPK
BVMPOGHMLTBI FOTOBOTO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y npoleci BUpobHULTBA)
(BBEAEHHS [0AATKOBOI CTafii NpoCitoBaHHSA
nicnsa cragii rpaHytoBaHHs); 3miHu | Tuny -
3MiHu 3 SKoCTi. FoToBMIA Nikapcbkuii 3aci6.
3MiHM Y BUPOOHMLTBI. 3MiHa po3mipy cepii
(BK/IHOYAtOUM AjanasoH po3Mipy cepii)
rOTOBOIO JliKapCbKOro 3acoby (3MEHLLEHHS
00 10 pasiB) (3MeHLLEeHHs po3Mmipy cepii N3
Ansa BUpobHunLTBa MeHapiHi — ®oH XeligeH
m6X, HimeyunHa); 3miHun | Tuny - 3miHu 3
sKocTi. FoToBWIA Nikapcbkuii 3aci6. 3MiHM y
BMPO6HMLTBI. 3MiHW BUNpobyBaHbL a6o
[OMYyCTUMUX MEX, BCTAHOB/IEHUX Y
cneuudikauisx, nig vyac BUPo6HMLTBA
rOTOBOrO JIiKapCbKOro 3acoby (BU/TyUYEHHSI
HecyTTEBOro BUNPO6YBaHHS B MPOLIEC
BUPOBHMLTBA) (BU/TyYEHO BUNPOBYBaHHSA
«OfAHOPIAHICTE Macu», sike BUKOHYETLCA Ha
cTagii HaHeCeHHs NOKPUTTS Ha BUPOOHULITBI
MeHapiHi — ®oH XeligeH M6X, HimeuuunHa);
3MmiHu | TUnYy - 3MiHK 3 AKoCTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHW y BUPOOHULTBI.
3MiHM BMNpO6YBaHb abo AOMYCTUMUX MEX,
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[TponmoBxeHHs mojaTka 3

Ne
n/n

Hassa sikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs

BCTAHOB/EHMX y crneuudikayisx, nig vac
BMPOBHMLTBA FOTOBOIO NiKAPCbKOro 3acoby
(BUAYyYEHHA HECYTTEBOIO BMNPOOYBaHHA B

npoteci BUpo6bHULITBA) (BWUyYEHO
BUNpobyBaHHs «CepeaHs maca», sike
BVKOHYETbCS Ha CTagil HAHECEHHS NOKPUTTA

Ha BUpPO6HULTBI MeHapiHi — ®oH XeligeH
M6X, HimeyunHa); 3miHun | Tuny - 3miHu 3
AKkocTi. [oTOBWI Nikapcbkuii 3aci6. Cuctema

KOHTeliHep/3aKynoptoBasnbHWii 3aci6. 3miHa y
NepBWHHIli yNakoBL,i roTOBOrO JlikapcbKoro
3aco0y (AKICHWIA Ta KiNlbKiCHWI ckiag) -
Tsepai nikapcbki hopmu (BBEAEHHS
[0, aTKOBOTO a/1bTEPHATUBHOIO TUMY
nepsuHHOI ynakosku (PVC/Pe/PVDC/AI);
3miHu |l Tuny - 3MiHn Woao
6e3nekn/edpeKTMBHOCTI Ta hapmakoHarnsagy.
3MiHU Y KOPOTKil XapakTepucTumuj
NikapcbKoro 3aco6y, TeKCTi MapKyBaHHS Ta
IHCTPYKLT AN MeANYHOTO 3aCTOCYBaHHS y
3B’A3KY i3 HOBMMU AAHUMM 3 SKOCTI,
LOK/TIHIYHMMM, KNIHIYHAMKW AaHUMN Ta
LaHumn 3 hapmakoHarnsagy (3MiHM BHeCEHO
00 IHCTPYKUiT 415 MEAWNYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby [0 po3Ainis
"apmakonoriyHi BnactueocTi", "B3aemosis 3
IHLWIKMMK nikapcbkuMmn 3acobamu Ta iHLWi BUAn
B3aemogiii", "Oco6amMBOCTi 3aCTOCyBaHHS",
"Cnoci6 3acTocyBaHHA Ta o3n",

"3acTocyBaHHA Y nepiog, BariTHOCTi abo

rogyBaHHs rpyaa”, "Aitn", "Mo6ivHi
peaxkui™) (TepMiH BBELEHHS 3MiH NPOTAroM 6-
TV MicsiLiB Nicnsi 3aTBEPKEHHS)

ALEHYPIK® 80 MI'

Tabnetku, BKpUTI
NNiBKOBOI 060/IOHKOIO,
no 80 mr, no 14
Tabnetok y 6nictepi, no
2, ab6o no 4, abo no 6
6nicTepiB y KApTOHHIN
Kopoo6Lji

MeHapiHi
IHTepHeLLoHan
OnepeWwoHc
Mokcembypr C.A.

NMokcembypr

Brpo6HnLTBO
«in bulk» Ta

KOHTPOb Cepiii:

MateoH
®paHuis,
®paHujs;

Brpo6HnLTBO
«in bulk»,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b Ta
BUWMYCK Cepii:
MeHapiHi-PoH
XengeH MvbX,
HimewunHa

PpaHuia/
HimeuunHa

BHECEHHS 3MiH [JO peecTpaLiiiHnX
Matepianis: 3MiHW | TUnNy - 3MiHN 3 AKOCTI.
A®Il. KoHTponb A®I. 3miHa y MmeTogax
BMNpo6yBaHHs A®l abo BuXxigHOro
Matepiany/npoMbkKHOro NpoayKTy/peareHTy,
LLIO BUKOPUCTOBYETLCS Y NpoLeci
BMpo6HULTBa ADI (HE3HAYHI 3MiHW Y
3aTBepKeHNX MeTofax BUNPOOYBaHHS)
(3MiHV aHaNITUYHOT METOAMKM 38 MOKA3HUKOM
«[liana3oH nnaBneHHs» Ans gityoil
peyoBuHU thebykcocTaTy (BUPO6HUK F.I.S/ -
Fabbrica Italiana Sintetici S.p.A., ITanis)
(3MmiHa TemnepaTypHOro pexumy anapary
0151 NNaBneHHs); 3MiHun | Tuny - 3miHn 3
AKoCTi. ADI. KoHTposnib A®I. 3miHa y meTogax
BMNpo6yBaHHs A®l abo BuXigHOro
Martepiany/npomMikKHOro NpoayKTy/peareHTy,

3a peuenmom

UA/13527/01/02
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[TponmoBxeHHs mojaTka 3

Ne Ha3ssa nikapcbko20 dopma sunycky 3assHuUK KpaiHa Bupo6Huk KpaiHna PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs

LLIO BUKOPUCTOBYETLCA Y MPOLIECI
BMpo6HULUTBA ADI (HE3HAYHI 3MiHK Y
3aTBEPAKEHNX METOAAX BUNPOOYBaHHS)
(3MiHM aHaNITUYHOT METOAMKM 3a MOKa3HVKOM
«[lianasoH nnasneHHs» Ansa Aitoyol
peyoBuHU thebykcocTaTy (BUpobHMK Esteve
Quimica S.A., IcnaHisi) (3miHa
TemnepaTypHOro pexvmMy anapary ans
nnasneHHs); 3MiHu | Tuny - 3MiHW 3 AKOCTI.
A®l. Bupo6HMLTBO. 3MiHa BUPO6HUKa
BUXIZAHOTO/NMPOMIXHOIO NPOAYKTY/peareHTy,
LU0 BUKOPUCTOBYIOTLCS Y BUPOGHUYHOMY
npoueci A®l, abo 3MiHa BUPOGHMKa
(BKNtOYatoUK, fe HeobXigHo, MicLe
NpOBeAEHHS KOHTPOSIO SKOCTi) AdI (3a
BiICYTHOCTI cepTudpikata BifnoBigHOCTI
€Bponeiicbkili hapmakonei y
3aTBEpPAKEHOMY [0CHE)(3anpPOnoHOBaHN
BVMPOGHWK HANEeXUTb [0 Tiei camol
BMPOGHWYOI rpynu NiANPUEMCTB, LLO i
3aTBepAKEHNIA) (BBEAEHHS a/lbTEPHATUBHOI
BMPOGHMYOT ainbHuLi Weifang Hishine
Pharmaceutical Co., Ltd, Kutaii
BiNOBiAa/IbHOI 32 BUTOTOB/IEHHSA
NPOMDKHOMO NPOAYKTY NOXiZAHOrO i306yTHNYy);
3MiHu | TUNY - 3MiHK Woa0
6e3nekun/ethbekTUBHOCTI Ta hapmakoHarnsay.
3MiHa y KOpOTKili XapakTepucTumLi
nNiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLi 415 MeANYHOro 3aCTOCYBaHHSA Ha
nigcTaBi perysisipHO OHOB/IOBAHOTO 3BITY 3
6e3nekn nikapcbkoro 3acoby, abo
pocnigpkeHb 3 6e3nekn 3aCToCyBaHHS
NikapcbKoro 3acoby B Mic/ispeecTpavinHuii
nepiog, abo sk pesysnbrar OLiHKM 3BITY 3
[ocnigpKeHb, NpoBeAeHNX BigNoBIAHO [0
nnaHy negiarpuuHnx gocnimxkers (PIP) (iHwi
3MiHu) (3MiHM 3a pekomeHaauieto PRAC
BHECEHO A0 IHCTPYKUIT AN18 MegUYHOro
3aCTOCYBaHHS NikapcbKoro 3acoby y po3ain
"Mo6iyHI peakuii") (TepMiH BBEAEHHSA 3MiH
NPOTAroM 6-Tu MicALiB NiCNs 3aTBEPLKEHHS);
3MiHu | TURYy - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy
(iHLWi 3MiHW) (3MiHV BHECEHO A0 IHCTPYKUIT
O719 MeVYHOro 3aCTOCYBaHHSA NiKapCbKoro
3aco6y y po3ain "BUpo6HUK" (BUNYyYEHO:
"MakyBaHHSA, KOHTPOb Cepiii, BUNYCK
cepiii:"). MpadiivyHe 306paXKeHHs yNakoBKu
3aMiHEHO Ha TeKCT MapKyBaHHS Ans




6 [TponmoBxeHHs mojaTka 3
Ne Ha3ssa nikapcbko20 dopma sunycky 3assHuUK KpaiHa Bupo6Huk KpaiHna PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs

NepBUHHOT Ta BTOPUHHOI ynakoBku) (TepMiH
BBE/IEHHS 3MiH NPOTAroM 6-TW MicALiB nicns
3arBepAXKeHHs); 3MiHu | Tuny - 3MiHn 3
AKocTi. [oToBWIA Nikapcbkuii 3aci6. 3MiHM y
BMPOOHULTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AiNbHWLI BUPOOHULTBA ANA
4acTuHKM abo BCbOro BUPOBHMYOrO npoLiecy
roTOBOrO JIiKapCbKOro 3acoby (4inbHUUS, Ha
AKili NPOBOAATLCA BYAb-AKi BUPOGHWYI cTag,i,
3a BUHATKOM BUMYCKY Cepili, KOHTPO/IIO
AKOCTi, NEPBMHHOIO Ta BTOPUHHOTO
nakyBaHHs, 4151 HECTePUIbHUX NiKapCbKUX
3aco6iB) (BBeAEHHS [04aTKOBOT AifIbHUL
BUpo6HMLUTBa Menarini — Von Heyden GmbH,
HimeuunHa, sika BignoBsifae 3a BUPOOHNLTBO
in bulk Ta yToUHEHHS dyHKLT naKkyBaHHS)
(TepmiH BBeEHHS 3MiH NMPOTArOM 6-Tn
MicsLiB nicnsA 3aTBepMKEHHS); 3MiHu | Tuny -
3MiHu 3 SKoCTi. [oToBMIA Nikapcbkuii 3aci6.
3MiHM Y BUPOOHMLTBI. 3MiHK Y npoLeci
BMPOGHMLTBA rOTOBOTO /iKAPCbKOro 3acoby,
BK/104A0YM MPOMIKHWIA NPOAYKT, LLO
3aCTOCOBYETHCS MNPV BUPOOHULTBI FOTOBOrO
NiKapcbKoro 3acoby (He3HayHa 3miHa y
npoteci BUpobHULTBA) (3MiHa NopsaKy
[ofaBaHHSA AONOMIKHMX PEYOBWH
MiKPOKPMCTaNiYHOI Lientono3n Ta Hatpito
Kpockapmesnosu); 3miHu | Tuny - 3miHu 3
sKocTi. FoToBWIA Nikapcbkuii 3aci6. 3MiHM y
BMPOGHMLTBI. 3MiHW Y NpoLeci BUpOOHNLTBA
rOTOBOrO /NiKapCbKOro 3acoby, BKktouatoum
NPOMDKHUIA NPOAYKT, LLIO 3aCTOCOBYETHLCA NPK
BVMPOGHMLTBI FOTOBOTO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y npoleci BUpobHULTBA)
(3miHa yacy Ta LBMAKOCTI Ha cTafisx
3MiLLyBaHHS Ta 3MaLlyBaHHs); 3MiHu | Tuny -
3MiHu 3 SKoCTi. [oToBMIA Nikapcbkuii 3aci6.
3MiHM Y BUPOOHMUTBI. 3MiHU Y npoLieci
BMPOGHMLTBA rOTOBOTO /iKAPCbKOro 3acoby,
BK/104A0YM MPOMIKHWIA NPOAYKT, L0
3aCTOCOBYETHCS MNPV BUPOOHULTBI FOTOBOrO
NiKapcbKoro 3acoby (He3HayHa 3miHa y
npoteci BUpobHULTBA) (BBEAEHHS
[0[aTKOBOI cTafil NpocitoBaHHA nicna cragii
3MiLyBaHHS); 3MiHK | TURY - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3MiHN Yy
BMPOOHULTBI. 3MiHKM Y NpoLeci BUpo6HMLTBA
rOTOBOrO JIiKapCbKOro 3acoby, BK/IroHatoum
NPOMDKHWIA NPOAYKT, L0 3aCTOCOBYETHLCSA NpK
BUPOGHMLTBI TOTOBOIO JliKapCbKOro 3acoby




7 [TponmoBxeHHs mojaTka 3
Ne Ha3ssa nikapcbko20 dopma sunycky 3assHuUK KpaiHa Bupo6Huk KpaiHna PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs

(He3HayHa 3MiHa y npoleci BUpobHULTBA)
(BBEAEHHS [0AATKOBOI CTafii NpocitoBaHHSA
nicnsa cragii rpaHytoBaHHs); 3miHu | Tuny -
3MiHu 3 SKoCTi. FoToBMIA Nikapcbkuii 3acio.
3MiHM Y BUPOBHMLTBI. 3MiHa po3mipy cepii
(BK/IHOYAtOUM AjanasoH po3Mipy cepii)
rOTOBOIO JliKapCbKOro 3acoby (3MEHLLEHHS
00 10 pasiB) (3MeHLLeHHs po3Mmipy cepii N3
Ansa BUpobHuyTBa MeHapiHi — ®oH XeligeH
m6X, HimeyunHa); 3miHu | Tuny - 3miHu 3
sKocTi. FoToBWIA Nikapcbkuii 3aci6. 3MiHM y
BMPOGHMLTBI. 3MiHM BUNpobyBaHbL a6o
[OMYyCTUMUX MEX, BCTAHOB/IEHUX Y
cneuudikauisx, nig vyac BUPo6HMLTBA
rOTOBOrO JIiKapCbKOro 3acoby (BU/TyUYEHHSsI
HecyTTEBOro BUNPO6YBaHHS B MPOLIEC
BUPOOHMLTBA) (BUyYEHO BUNPOBYBaHHSA
«OfAHOPIAHICTE Macu», sike BUKOHYETLCA Ha
cTagii HaHeCeHHs NOKPUTTS Ha BUPOOHULITBI
MeHapiHi — ®oH XeligeH M6X, HimeuuunHa);
3MmiHu | TMnYy - 3MiHK 3 AKocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHW y BUPOOHULTBI.
3MiHM BUNpPO6YBaHb abo [OMYCTUMUX MEX,
BCTAHOBMEHMX y crneuudikayisx, nig vac
BMPOGHMLITBA FOTOBOTO /iKapCbKoro 3acoby
(BMNYyYeHHs1 HECYTTEBOTO BUNPOOYBaHHA B
npoueci BUpo6bHULTBA) (BUTyUYEHO
BUNPobyBaHHA «CepeaHsl maca», sike
BWKOHYETbLCA Ha CTafji HAHECEHHS NOKPUTTSA
Ha BUpO6HULTBI MeHapiHi — ®oH XeligeH
m6X, HimeyunHa); 3miHun | Tuny - 3miHu 3
sikocTi. FoTOBWIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKkynoproBaibHUIA 3aci6. 3miHa y
NepBVHHIl yNakoBLi roTOBOrO JlikapCbKoro
3aco0y (SKICHWIA Ta KinbKicHUIA cknag) -
Teepai nikapcbki hopmu (BBEAEHHS
[0[,aTKOBOIO a/1bTEPHATUBHOIO TUMY
nepsuHHOI ynakosku (PVC/Pe/PVDC/AI);
3minu |l Tuny - 3MiHn Wwoao
6e3nekun/ethekTNBHOCTI Ta hapMakoHarsay.
3MiHM Y KOPOTKIll xapaKkTepucTui
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKLT A9 MeANYHOTO 3aCTOCYBaHHS y
3B’A3KY i3 HOBMMU A@HUMW 3 AKOCTI,
OOKAIHIYHUMU, KNIHIYHUMUW JaHUMK Ta
AaHvMu 3 chapmakoHarnsgy (3mMiHM BHECEHO
[0 IHCTPYKUiT ANS MeAWYHOTo 3aCTOCyBaHHS
niKapcbKoro 3acoby A0 po3ainis
"®apmakonoriyHi BnactusocTi”, "B3aemogis 3
IHLIMMK NiKapCbKUMK 3aco6amu Ta iHLi BUAN
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[TponmoBxeHHs mojaTka 3

Ne Ha3ssa nikapcbko20 dopma sunycky 3assHuUK KpaiHa Bupo6Huk KpaiHna PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs
B3aemogiii", "Oco6amMBOCTi 3aCTOCyBaHHS",
"Cnoci6 3acTocyBaHHA Ta o3n",
"3acTocyBaHHA Y nepiog, BariTHOCTi abo
rogyBaHHs rpyaa”, "Aitn", "Mo6ivHi
peaxkui™) (TepMiH BBELEHHA 3MiH NPOTAroM 6-
TV MicsiLiB Nicnsi 3aTBEPKEHHS)
3. | ADPEHANIH KpucTaniyHWin NopoLIoK ToBapuCcTBO 3 YkpaiHa YxaHb Y510 Kutaii BHECEHHS 3MiH [JO peecTpaLiiiHnX - UA/9999/01/01
(cybeTaHuin) y 06MeXeHo dapmacboTikas Matepianis: 3MiHn | Tuny - AAMIHICTpaTUBHI
nonieTIeHOBUX BiANOBIAALHICTIO Ko., NTg. 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
nakeTtax ans "dapmaLeBTnyHa 3aaBHUKa (BNacHWKa peectpaLjiiHoro
BMPOGHMLTBA KOMMaHis noceig4eHHs) (3MiHa agpecun 3asiBHUKA);
CTEPUSTBHUX NMIKAPCbKMNX "3p0pos'a” 3MiHu | TURY - AgMIHICTPaTVBHI 3MiHW. 3MiHa

thopm

Ha3Bu AP| abo JOMOMIKHOI pe4OBUHU
(He3HauHi 3MiHW y 3aTBepKEeHNX MeToAax
BMNPOGyBaHHs) CynyTHSA 3MiHa - 3MiHW 3
AKocTi. A®l. KoHTposib A®l. 3miHa y
napameTpax crneumdikauili Ta/abo
[ONYCTUMUX MEX, BUSHAYEHNX Y
cneuyudikayisax Ha Adl, abo
BVXiAHWIA/NPOMIKHWIA NpoAYKT/peareHT, Lwo
BMKOPMCTOBYIOTLCS Y MpOLEeCi BUPOOHMLTBA
A®I (iHLWi 3MiHK) - 3MiHK 3 SKOCTi. ADI.
KoHTponb A®I. 3miHa y meTogax
BMNpo6yBaHHsa APl abo BuXigHOro
mMarepiasy/npoMikHOro NpoayKTy/peareHTy,
LLIO0 BUKOPWUCTOBYETLCA Y MPOLIECi
BMpo6HUUTBa AD| (HE3HAYHI 3MiHK Y
3aTBepKeHNX MeTodax BUNPOoOyBaHHS)
(3miHa Ha3Bu APl 3 npMBeaEHHAM A0
MoHorpadii EP gitoyoro BuaaHHs, mactep-
thaiiny Ha A®| Ta BHECEHHS pefaKLinHnX
YTOYHEHb [0 TEKCTY cneundikallii Ta MeToAis
BMNpo6oByBaHHA AP 3a NOKa3HUKOM
«KifibkicHe BU3Ha4YeHHs); 3MiHu | Tuny -
3MiHu 3 aKocTi. CepTudikat
BignosigHocTi/l E-cepTudiikar BignoBigHOCTI
€Bponeiicbkiin hapmakonei/MoHorpadii.
3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS
Y BignoBigHICTb A0 MoHorpadii AdY abo
€Bponeiicbkoi thapmakonei, abo iHLOoi
HauioHanbHOI hapmakonei gepxasn €C
(iHLWi 3MiHW) (YTOYHEHHS BUKNAEHHS
TexHonorivyHoi chopmu APl (dhopma BUMycKy)
3aTBepKEHO: NOPOLLOK (CybCTaHLis) ans
BMPOGHMLITBA CTEPUIBHUX NiKAPCBKUX HOPM;

3anponOHOBAHO: KPUCTasTiYHWIA NOPOLLOK
(cy6cTaHuis) ons BUpO6HMLTBA CTEPUIbHUX

nikapcbknx popmy); 3miHn | Trny - 3miHK 3
AKOCTi. ADIl. BUpo6HMLTBO. 3MiHa BUPOBHMKA




9

[TponmoBxeHHs mojaTka 3

Ne
n/n

Hassa sikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs

BUWXi4HOrO/MPOMIXXHOI0 MPOAYKTy/peareHTy,
LU0 BUKOPUCTOBYIOTLCA Y BUPOGHUYOMY
npoueci A®l, abo 3miHa BUpO6HMKa
(BrTrovatoun, e HeobxigHo, micue
NpoBeAEeHHS KOHTPOSIIO siKocTi) AdI (3a
BiICYTHOCTI cepTudikata BifnoBigHOCTI
€Bponeiicbkili hapmakonei y
3aTBEPLKEHOMY [,0ChE)(3anponoHOBaHWIA
BVMPOGHWK HaNexuTb o Tiei camol
BMPOGHMYOT rpynu NigNpPYEMCTB, WO i
3aTBepAKeHnit) (3MiHa afpecn BUPOGHMKa
Wuhan Wuyao Pharmaceutical Co., Ltd.,
KuTail/ YxaHb Yd0 ®apmacetoTikan Ko., i1a.,
KnTaiib Ta yTOUHEeHHS Ha3BU BUPOGHMKA —
3rigHO Aito40i NiueHsii Ha BUPOOHULITBO Y
Ha3Bi BUpo6HMKa nicns Ltd mae cToatu
Kpanka — Ltd.)

ALPEHATNIH-
OAPHULA

pO34vH Ans iH'exuin, 1,8
mr/ma, no 1 mn B
amnyni, no 5 amnyn y
KOHTYPHIli YapyHKOBIi
YyNakoBLj, N0 2 KOHTYPHi
YapyHKOBi YNakoBK/ B
nauuj; no 1 mn B amnyni,
no 10 amnyny
KOHTYPHIli YapyHKOBIi
ynakosLuj, no 1
KOHTYPHIli YapyHKOBIi
ynakoBL,j B nauLii

MpAT
"®apmaueBTnyHa
ipma "OapHuus”

YkpaiHa

MpAT
"GapmaueBTNyH
a thipma
"AapHnus”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHnX
marepianis: 3minu Il Trny - 3MiHK Woao0
6e3nekn/edpeKTMBHOCTI Ta hapmakoHarnsay.
BHeceHHs abo 3miHa(1) A0 3060B'A3aHb Ta
YMOB BMAaui peecTpaLiiiHoro NocBig4yeHHs,
BK/ItoHatoun MnaH ynpaeniHHSA pu3nkamm
(3acTocyBaHHs 3MiH(M), siki(a) BUMaratoTb(€)
nofasbLIoro 06rpyHTYBaHHA HOBUMU
[0, aTKOBVM JaHUMMU, L0 MaloTb HajaBaTucs
KOMMETEHTHUM OpraHoM, OCKi/TbKM
BMMaraeTbCs CyTTEBA OLjiHKa KOMNETEHTHUM
opraHom) (BukoHaHHS1 3060B's13aHb
BiANOBIAHO A0 nignyHkTy 1.13 nyHkTy 1,
nignyHKTy 2.3 NyHKTY 2 gogatky 15 no
Mopsiaky NpoBeAeHHs ekcnepTnau
peecTpavuiiiHMx MaTepianis Ha Mikapcbki
3acobu, Lo NoJalTbCs Ha AepXaBHy
peecTpavuito (nepepeecTpaLiio), a Takox
eKcnepTM3n Matepianis NPO BHECEHHS 3MiH
[0 peecTpauiiHnx MaTtepianis npoTArom gii
peecTpauiitHoro NocBigYeHHs,
3aTBepAKeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pegakuii Hakasy MO3
Bif, 23.07.2015 Ne 460)

3a peyenmom

UA/5272/01/01

ANBOMNEHEM

MOPOLLIOK A/ PO3UMHY
Ons iH'ekuili abo iHdy3iit
no 1000 wmr, 1 a6o 10
hN1akoHIB 3 MOPOLLKOM Y
KapTOHHII nauuj

Mdpaiizep Eiu. Ci.
Mi. KopnopenwH

CLUA

Bignosigae 3a
BMNYCK cepil:
Xocnipa FOK

NimiTeq, Benuka
BpuTaHis;

Bnpo6HMUTBO,
TeCTyBaHHs,

aHasliTUYHi

JOCNifpKEHHA

Benuka
BputaHis/
IHpis/
Higepnangn/
Yecbka
Pecny6nika/
ITanisa

BHECEHHS 3MiH A0 peecTpaLiiHnx
Marepianis: 3MiHu | TUny - 3MiHW Woa0
6e3nekun/ethekTUBHOCTI Ta hapmakoHarnsgy.
BeefieHHA ab0 3MiHM [0 y3arasbHeHNX
[JaHux nNpo cuctemy chapmakoHarnsgy
(BBEAEHHSA Yy3aranbHEHNX AaHNX Npo
cuctemy thapmakoHarisgy, 3miHa
yNOBHOBaXKEHOI 0c0o6U, BiANoBiAanbHOT 3a
3AiicHeHHs hapMakoHarsay; KOHTakTHoT

3a peyenmom

UA/13613/01/02




[TponmoBxeHHs mojaTka 3

10
Ne Ha3ssa nikapcbko20 dopma sunycky 3assHuUK KpaiHa Bupo6Huk KpaiHna PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
cTabinbHOCTI; ocobu 3 hapmakoHarsay 3asBHVKa ANs
TecTyBaHHA Ta 3gilicHeHHs thapMakoHarnsay B Ykpaii,
nakyBaHHs AKLLO BOHA BifMiHHA Bif, YNOBHOBAXEHOT
roTOBOrO 0co6w, BignoBigabHOI 3a 3AiNCHEHHs
npoaykKTy: thapmakoHarnsgy (BKIo4atoum KOHTaKTHI
Xocnipa AaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
Xenckea IHgjsa thaiina cuctemun chapmakoHarnsgy) (Lirova
MpabiisiT Mimites, pefaxuisi: ynoBHoBaxeHa ocoba 3
IHAis; thapmakoHarnagy: lpuHa Bagoi/ Irina Badoi;
Brpo6HMLTBO, KOHTaKTHa ocoba BignoBiganbHa 3a
TecTyBaHHs, hapmMakoHarnsag B Ykpaini : NMepexpect
aHaniTUYHi OneHa IBaHiBHa. [ponoHoBaHa pefakLis:
[OCNiHKEHHS yNnoBHOBaXkeHa 0coba 3 hapmakoHarnagy :
cTabinbHOCTI; dpaHcyasa Ayma-Cinnan/ Francoise Dumas-
TecTyBaHHSA Ta Sillan; ynoBHoBaXkeHa ocoba 3asBHVKa,
nakyBaHHs BiANOBiAa/bHA 3a hapMakoHarnsg Ha
CTePU/IbHUX perioHanibHOMY piBHI: TaTbsiHa
MPOMIKHMX Mpoxoposa/Tatyana Prokhorova; KOHTaKkTHa
PEYOBUH: ocoba BignoBigasibHa 3a hapmakoHarnsg B
Opxif Kemikans i YkpaiHi : IpuHa ¥Y3nosa/ Iryna Uzlova 3miHa
dapmaveyTikan3 KOHTaKTHUX AaHWX YNOBHOBaXXEHOI 0CO6M
N1a, IHpis; 3asBHMKA. 3MiHa KOHTaKTHUX AaHuX
Br1po6HuK, YNOBHOBaXEHOT 0CO6U 3aABHYKA,
BiANOBiAabHUI BigNoBiga/IbHOI 3a hapMakoHarnsg Ha
3a BTOPUHHE perioHasIbHOMY PiBHi. 3MiHa KOHTaKTHUX
nakyBaHHs: [aHuX KOHTaKTHOI 0co6bw, BignoBiganbHOI 3a
HOrNC CKC thapmakoHarnsg B YkpaiHi. 3MiHa Homepy Ta
(HinepnaHngn) MicLie3HaxXoMKeHHs macTep-caiiny); 3Minu |
B.B., TMny - 3MiHK Woao 6e3nekn/edpekTMBHOCTI Ta
Higepnangy; hapmakoHarnsagy (iHwi 3miHn) (3amiHa
B1pO6HWK, rpacpiyHoro opopMIEHHS MEPBUHHOT Ta
BiNOBIAANbHWIA BTOPMHHOT YNakoBOK Ha TEKCT MapKyBaHHS
3a BTOPUHHE yMnakoBOK 3 BiANOBIAHUMM 3MiHAMMW [0
nakyBaHHs: po3ginieB MKA N13 (po3gin «padiyHe
CBYC dapma, 0(hOpMNEHHS» 3aMiHEHO PO3Ai/10M
a.c., Yecbka «MapkyBaHHs»), & TakoX BUYYEHHS
Pecny6nika; iHcbopMmawii Woao 3asBHUKA, iHhopMaLil
TecTyBaHHsA LLIOA0 TOProBoi Mapku Ta 1i BNacHOCTI Ha
cepiii BTOPWHHIl ynakoBL,) (TepMiH BBEAEHHS 3MiH
NiKapCcbKoro NPOTAroM 6-TW MiCALIB NiCNS 3aTBEPLKEHHS);
3acoby: 3MmiHa 3asiBHMKa (BNacHrKa peecTpauiiHoro
Xocnipa C.n.A., nocsigyeHHs) (3rigHo Hakasy MO3 Big,
ITanisa 23.07.2015 Ne460) (TepmiH BBEAEHHS 3MiH
NpoTAroM 6-T1 MicsILLIB MiCNs 3aTBEPKEHHS)
ANBOMNEHEM NOPOLLIOK 151 PO3YUHY Mdpaiizep Eiu. Ci. CLUA Bignosigae 3a Benvika BHECEHHS 3MiH [0 peecTpaLiiiHnX 3a peyenmom | UA/13613/01/01
ANs iH'ekuUili abo iHdy3iit Mi. KopnopenwH BMNYCK cepil: BputaHis/ Marepianis: 3MiHu | TUny - 3MiHW Woa0
no 500 wmr; 1 a6o 10 Xocnipa FOK IHais/ 6e3nekn/edpeKTMBHOCTI Ta hapmakoHarnsay.
(b1aKoHIB 3 MOPOLLKOM Y Nimiteq, Benuka Higepnangn/ BBegeHHs abo 3MiHW [0 y3arasibHeHuX
KapTOHHI naui BpuTaHis; Uecbka [aHux nNpo cuctemy chapmakoHarnsgy
Brvpo6bH1uTBO, Pecny6nika/ (BBEAEHHS y3arajilbHEHUX AAaHUX NPO
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[TponmoBxeHHs mojaTka 3

Ne Ha3ssa nikapcbko20 dopma sunycky 3assHuUK KpaiHa Bupo6Huk KpaiHna PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
TeCTyBaHHS, ITanisa cuctemy dhapmakoHarnsgy, amiHa
aHaiTUYHi YNOBHOBaXeEHOT 0co6Mu, BiANOBiJabHOT 3a
[OCNigpKeHH: 34iiCHEHHS hapMakoHarnsaay; KOHTaKTHOI
cTabinbHOCTI; ocobu 3 hapmakoHarsay 3asBHVKa Ans
TecTyBaHHA Ta 3gilicHeHHs thapMakoHarnsay B Ykpaii,
nakyBaHHs AKLLO BOHA BifMiHHA Bif, YNOBHOBAXEHOT
roTOBOrO 0co6w, BignoBigabHOI 3a 3AiNCHEHHs
npoAaykKTy: thapmakoHarnsgy (BKIo4atoum KOHTaKTHI
Xocnipa AaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
Xenckea IHgjsa thaiina cuctemun chapmakoHarnsgy) (Lirova
MpabiisiT Mimites, pefaxuis: ynoBHoBaxeHa ocoba 3
IHAis; thapmakoHarnagy: lpyHa Bagoi/ Irina Badoi;
Brpo6HMLTBO, KOHTaKTHa ocoba BignoBiganbHa 3a
TecTyBaHHs, hapMakoHarnsag B Ykpaini : NMepexpect
aHaniTUyHi OneHa IBaHiBHa. [ponoHoBaHa pefakLis:
[OCNiHKEHHS yNnoBHOBaXkeHa 0coba 3 hapMakoHarnagy :
cTabinbHOCTI; dpaHcyasa Ayma-CinnaH/ Francoise Dumas-
TecTyBaHHSA Ta Sillan; ynoBHoBaXkeHa ocoba 3asBHYKa,
nakyBaHHs BiANOBiAa/bHA 3a hapMakoHarnsg Ha
CTePU/IbHUX perioHafibHOMY piBHI: TaTbsiHa
MPOMIKHUX Mpoxoposa/Tatyana Prokhorova; KOHTaKkTHa
PEYOBUH: ocoba BignoBigasibHa 3a hapmakoHarnsg B
Opxif Kemikans i YkpaiHi : IpuHa ¥3nosa/ Iryna Uzlova 3miHa
dapmaveyTikan3 KOHTaKTHUX AaHWX YNOBHOBaXXEHOI 0CO6M
N1a, IHpis; 3asBHMKA. 3MiHa KOHTaKTHUX AaHuX
Br1po6HuK, YNOBHOBaXXEHOT 0CO6U 3aABHYKA,
BiANOBiAabHUI BigNoBiga/IbHOI 3a hapMakoHarnsg Ha
3a BTOPUHHE perioHasIbHOMY PiBHi. 3MiHa KOHTaKTHUX
nakyBaHHs: [aHuX KOHTaKTHOI 0co6bu, BignoBiganbHOI 3a
HOrNC CKC thapmakoHarnsg B YkpaiHi. 3MiHa Homepy Ta
(HinepnaHngn) MicLie3HaxXoMKeHHs macTep-aiiny); 3Minu |
B.B., TMny - 3MiHK Woao 6e3nekn/edpekTMBHOCTI Ta
Higepnangy; hapmakoHarnsagy (iHwi 3miHn) (3amiHa
B1pO6HWK, rpacpiyHoro opopMIEHHS MEPBUHHOT Ta
BiNOBIAANbHWIA BTOPMHHOT YNakoBOK Ha TEKCT MapKyBaHHS
3a BTOPUHHE yMnakoBOK 3 BiANOBIAHUMM 3MiHAMK [0
nakyBaHHs: po3ginieB MKA N13 (po3gin «padiyHe
CBYC dapma, 0(hOpMNEHHS» 3aMiHEHO PO3Ai/10M
a.c., Yecbka «MapkyBaHHs»), & TakoX BUYYEHHS
Pecny6nika; iHcbopMmawii Woao 3asBHUKA, iHhopMaLil
TecTyBaHHsA LLIOA0 TOProBoi Mapku Ta 1i BNacHOCTI Ha
cepiii BTOPWHHIl ynakoBL,) (TepMiH BBEAEHHS 3MiH
NiKapCcbKoro NPOTAroM 6-TW MicALiB NiCNS 3aTBEPAKEHHS);
3acoby: 3MmiHa 3asiBHMKa (BNacHyKa peecTpauiiHoro
Xocnipa C.n.A., nocsigyeHHs) (3rigHo Hakasy MO3 Big,
ITanisa 23.07.2015 Ne460) (TepmiH BBEAEHHS 3MiH
NpoTAroM 6-T1 MicsILLIB MiCNs 3aTBEPKEHHS)
7. | ANOAPA Kpem 5 % no 250 mr B Mepa Ab LiBewin 3M Xenc Kea Benuka BHECEHHS 3MiH A0 peecTpaLiiHnX 3a peyenmom UA/12999/01/01
cawe; no 12 cauwe B NimiTeq, BpuTaHis Martepianis:

KOpOOLii 3 KAPTOHY

3MiHK | TMNy - 3MiHK Woao




Ne

Hasga nikapcbKo20

dopma sunycky

3assHuUK

12

[TponmoBxeHHs mojaTka 3

n/n

3acoby

(nikapcbka ¢hopma,
ynakoska)

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiHo
20

ANNErPA® 180 MI

TabneTkn, BKpUTI

TOB "CaHodi-

YkpaiHa

CAHOO®I-

6e3nekun/ethekTNBHOCTI Ta hapMakoHarisay.
BBesieHHA ab0 3MiHW [0 y3aranbHeHUX
[JaHvx npo cuctemy dpapmakoHarnsagy
(BBEAGHHA y3araslbHEHUX AaHnX Npo
cuctemy hapmakoHarnsgy, 3miHa
YNOBHOBaXKEHOT 0CO6MU, BiANOBIZabHOT 3a
3[ificHEHHS hapMakoHarnsay; KOHTaKTHOI
0cob6u 3 hapmakoHarnsgy 3asBHuka ans
3aiicHeHHs thapmakoHarnsgy B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, YNOBHOBaXXEHOT
ocobu, BiAnoBifa/IbHOT 3a 34iiCHEHHS
thapmakoHarnsgy (BKUYakum KOHTaKTHI
[AaHi) Ta/abo 3MiHV y pO3MiLLLeHHI MacTep-
(paiina cuctemmn chapmakoHarnsgy) - Airoua
pefakuis: ynoBHoBaeHa ocoba
BiAnoBigasbHa 3a hapmakoHarniag - Dr.
Thomas Stuhr, KoHTakTHa ocob6a
BiAnoBiganbHa 3a hapmakoHarnsg B YkpaiHi
- MNeTpywaHko Makcum Mukonaosuy.
MponoHoBaHa peAakLisi: ynoBHOBaXKEHa
ocoba BiAnoBigasbHa 3a thapmakoHarnag -
Balwant Heer, koHTakTHa ocoba
BignoBifgasbHa 3a hapmakoHarnsaz B YkpaiHi
Ba3unescbka HOnis BanepiiBHa. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXeHOT 0cobm.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0co6u.
3MiHa MicuA 34iiCHEHHA OCHOBHOI
AisnbHOCTI. 3MiHa HoMepy Ta
MiCLie3HaXOMKEHHSA MacTep-haiiny

nocBi0OYeHHs

060/10HKO10, Mo 180 mr
Ne 10, Ne 20 (10x2): no
10 TabneTok y 6nicTepi;

no 1 a6o no 2 6nictepn
B KapTOHHI kopobu,i

ABeHTIC YKpaiHa"

CUHTENABO
nra.,
BenvkobpuTaHis
; CAHOO®I
BIHTPOMN
IHOACTPIA -
TYP3, ®paHuis

BenvikobpuTaH
ia/ ®paHuisa

BHECEHHS 3MiH [0 peecTpaLiiiHnX
Martepianis:
3MiHK | TUNy - 3MiHK Woa0
6e3nekun/ethekTMBHOCTI Ta hapmakoHarnsay.
BeefieHHA ab0 3MiHM [0 y3arasbHEeHNUX
[aHux nNpo cuctemy chapmakoHarnsgy
(BBEAEHHS y3aranibHEHNX AaHNX Npo
cuctemy thapmakoHarnsgy, 3miHa
YNOBHOBaXEHOT 0co6MU, BiANOBiAaNbHOT 3a
34iiCHEHHS hapMakoHarnsaay; KOHTaKTHOI
0ocobu 3 hapmakoHarnsgy 3asBHuka gns
3ailicHeHHs chapMakoHarnsgy B YkpaiHi,
AKLLO BOHA BifMiHHA Bif, YNOBHOBaXEHOT
oco6w, BignoBiganbHOI 3a 3AiNCHEHHs
hapmakoHarnagy (Bkioyatoum KOHTakTHi
AaHi) Ta/abo 3MiHM Y pO3MiLLEHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
yNOBHOBaXXEHOT 0CO6M, BifgnoBiganbHOI Ans
3piicHeHHs hapmakoHarnagy: firova
penakuis - BoiteHko AHTOH leopriioBuy.

6e3 peyenma

[MponoHoBaHa peaakuis - KnilwmH AHTOH

UA/8500/01/02
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[TponmoBxeHHs mojaTka 3

Ne Ha3ssa nikapcbko20 dopma sunycky 3assHuUK KpaiHa Bupo6Huk KpaiHna PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs
MwukonainoBuy. 3MiHa KOHTaKTHUX AaHUX
yNOBHOBaXXEHOT 0CO6M, BifnoBiganbHOI Ans
30jACHEHHs1 hapMakoHarnsay
9. | AnonyTon PO34MH AnA iH'exuii mo 1 KO "bioTexHoc" PymyHis KO "bioTexHoc" PymyHis BHECEHHS 3MiH [JO peecTpaLiiiHnX 3a peyenmom UA/6889/01/01

M1 B CKISHUX amnynax;
no 10 amnyny
KapTOHHIA Kopo6Lyi

AT

AT

Matepianis: 3MiHn | Tuny - AAMIHICTpaTUBHI
3MiHK. 3MiHa HaliMeHyBaHHA Ta/abo agpecun
MicLS MPOBaMKEHHS AiANbHOCTI
BMpPO6HMKa/iMnopTepa rotToBOro JlikapCbKoro
3aco0y, BKIOYaroumM AinbHULI BUMYCKY cepil
a6o micue NpoBefeHHA KOHTPO/IO AKOCTI.
(4isAnbHICTb, 3a Ky BigNoBiAae
BUPOGHMK/IMNOPTEP, BKIKOHYAKOUM BUMYCK
cepiid) (3MiHa MicL,e3HaX04KEeHHS
BUPO6HMYOT ainbHuULi KO "BioTexHoc" A.T.
PymyHis, 6e3 3MiHM Micus BUpO6HMLTBA, a
TakoX 3MiHVW BHECEHI B po3gin
"MicLe3HaxompKeHHs BUPOOHMKa Ta ioro
agpeca Micusa NpoBaMKeHHs AisnbHocTi"
(YTOUYHEHHA afpecu MiCLie3HaXOMKEHHS
BMPOOHMKa 6e3 3MiHM hakTUYHOT agpecw) B
IHCTPYKL0 AN18 MEeANYHOrOo 3aCTOCYBaHHSA
nikapcbkoro 3acoby, K HacnigoK 3MiHa y
TEKCTi MapKyBaHHs ynakoBK/ NiKapCbKoro
3aco6y, a TakoX KOPEKTHe BUKNaAEHHs
Ha3BW BUPOOHMKA Y TEKCTi MapKyBaHHS)
(TepmiH BBEAEHHS 3MiH NPOTArom 3-X MicsLIB
nicns 3aTBepakeHHs); 3MiHu | Tuny - 3miHn
woao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy. BeegeHHs abo 3MiHM Ao
y3arasibHeHUX AaHuX Npo cuctemy
hapmakoHarnsagy (BBefieHHs y3arasibHeHUX
AaHvx npo cuctemy dapmakoHarnsagy, amiHa
YNOBHOBaXKEHOT 0CO6MU, BiANOBiZaIbHOT 3a
3AiicCHeHHA hapMakoHarnagy; KOHTakTHOT
ocobu 3 hapmakoHarnifay 3assHuKa gns
3aiicHeHHs thapmakoHarnsgy B YkpaiHi,
AKLO BOHA BiAMIHHA BiJ YNOBHOBAXeHOI
ocob6u, BiAnoBiga/IbHOT 3a 34iiCHEHHS
thapmakoHarnsgy (BKUYakum KOHTaKTHI
[AaHi) Ta/abo 3MiHW y pPO3MiLLLeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) (Lirova
pefakuis: aioyva peaakuis - KOHTaKTHa
oco6a, BiAnoBiAasibHa 3a 3AiICHEHHs
papmakoHarnsgy B YkpaiHi: /iutyc reHHagiii
Bonogumuposumy. MNponoHoBaHa pejakuis:
KOHTaKTHa ocoba, BiAnoBigasibHa 3a
3ailicHeHHsA hapmakoHarnsgy B Ykpaii
Hectepeub Onekciii Mnkonainosuy. 3miHa
KOHTaKTHUX gaHux); 3Mminu Il Tuny - 3miHn
woao 6esnekn/edpeKkTBHOCTI Ta
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[TponmoBxeHHs mojaTka 3

Ne
n/n

Hassa sikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs

thapmakoHarnagy. BHeceHHs abo 3miHa(1)
[0 30608B'A3aHb Ta YMOB Buaadi
peecTpaviiHOro NoCBiAYEHHS, BK/IHOYA0UM
MnaH ynpaBniHHA pusnkaMmu (3acTocyBaHHS
3MiH(1), SKi(a) BUMaralTb(€) NoA4asbLLOro
06r'pyHTYBaHHS HOBUMW A04ATKOBUM
AaHUMK, WO MatoTb HaJasaTucs
KOMMNETEHTHUM OpraHoM, OCKiNbKK
BMMAaraeTbCs CyTTEBA OLHKA KOMNETEHTHUM
opraHom) (BrkoHaHHs 3060B'A3aHb
BiANOBIAHO A0 NiANYHKTY 2.3 NYHKTY 2
pogartky 15 fo Mopsgky nposefeHHs
€KCnepTusmM peecTpauiiiHix maTtepiasiis Ha
nikapcbki 3acobu, Lo NoAaTbCs Ha
LepXaBHy peecTpadito (nepepeecTpaliio), a
TaKOX eKCnepTn3n Matepianis NPO BHECEHHS
3MiH 10 peecTpaviliHix maTepiasiis NPOTArom
4ii peecTpauiiiHoOro NoceigYeHHs,
3aTBepAKeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pegakuii Hakazy MO3
Bia 23.07.2015 Ne 460)

10.

ANb®OA-
TOKO®EPO/Y
ALEETAT (BITAMIH E)

PO34VH ONiHNIA
opasibHuii, 50 mMr/mn, no
20 mn y donakoHi; no 1
hnakoHy y naui 3
KapToHy

MpAT "TexHonor"

YkpaiHa

MpAT
"TexHonor"

YkpaiHa

BHECEHHS 3MiH [JO peecTpaLiiiHnX
Matepianis: 3MiHK | Tuny - AAMIHICTpaTUBHI
3MiHK. 3MiHa HaliMeHyBaHHA Ta/abo agpecun

3anBHUKa (BNacHWKa peectpaLiiHoro
nocBigYeHHs) (3MiHa agpecu 3asaBHNKA)
(TepMiH BBEAEHHS 3MiH NPOTSAroM 6-Tn
MiCALB Nicna 3aTBEPAXKEHHS); 3MiHW | Tvny -
AAMiHICTpaTMBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micus
NpoBaPKEHHSA AiANbHOCTI
BMpPO6HMKa/iMnopTepa rotToBOro JlikapCbKoro
3aco0y, BKIOYaroumn AinbHULI BUMYCKY cepil
a6o micue NpoBefeHHSA KOHTPO/IO AKOCTI.
(4isAnbHICTb, 3a Ky BigNoBiAae
BUPOGHMK/IMNOPTEP, BKIKOHYAKOUM BUMYCK
cepiid) (3MiHa agpecy BUpo6Huka M3, 6e3
3MiHU MicLA BUpO6HULTBA) (TepMiH
BBEEHHS 3MiH NPOTArOM 6-T1 MicALIB Micns
3aTBEPKEHHS)

6e3 peyenma

UA/6656/01/01

11.

ANb®A-
TOKO®EPO/TY
ALETAT (BITAMIH E)

PO34MH ONiHUIA
opasibHuiA, 100 mr/mn,
no 20 mn 'y donakoHi; no
1 donakoHy y nauuj 3
KapToHy

MpAT "TexHonor"

YkpaiHa

MpAT
"TexHonor"

YkpaiHa

BHECEHHS 3MiH 10 peecTpavLiniHnx
Matepianis: 3MiHn | Tuny - AAMIHICTpaTVBHI
3MiHW. 3MiHa HalimeHyBaHHs Ta/abo agpecu

3asBHUKa (BNacHUKa peecTpaLiiiHoro
NocBigYEHHST) (3MiHa agpecu 3asBHNKA)
(TepmiH BBEEHHS 3MiH NMPOTArOM 6-Tu
MicsLiB nicnsA 3aTBepMKEHHS); 3MiHu | Tuny -
AAMiHICTpaTMBHI 3MiHK. 3MiHa
HaliMeHyBaHHs Ta/abo afpecu micus
NPOBaPKEHHSA AISNbHOCTI

6e3 peyenma

UA/6656/01/02
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[TponmoBxeHHs mojaTka 3

Ne
n/n

Hassa sikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs

BMPOGHMKa/iMnopTepa roToBoro /ikapcbKoro
3aco06y, BKIYauy AinbHULI BUNYCKy cepii
ab0 Mmicue NpoBefeHHS KOHTPOJIHO SKOCTI.
(misnbHICTb, 3a AKy Bignosigae
BUPOGHMK/IMNOPTEP, BK/IKOYAKOUM BUMYCK
cepiin) (3miHa agpecu Bupo6HuKa M3, 6e3
3MiHM Micus BUpo6HuuTBa) (TepMiH
BBE/IEHHS 3MiH NPOTAroMm 6-Tu MicALiB nicns
3aTBEPAKEHHS)

12.

ANb®OA-
TOKO®EPO/Y
ALEETAT (BITAMIH E)

PO34VH ONiAHNIA
opasibHuiA, 300 mr/mn,
no 20 mA 'y dnakoHi; no
1 cpnakoHy y nauuj 3
KapToHy

MpAT "TexHonor"

YkpaiHa

MpAT
"TexHonor"

YkpaiHa

BHECEHHS 3MiH [JO peecTpaLiiiHnX
Matepianis: 3MiHn | TUny - AAMIHICTpaTUBHI
3MiHK. 3MiHa HaliMeHyBaHHA Ta/abo agpecun

3aaBHUKa (BNacHWKa peectpaLjiiHoro
nocBigYeHHs) (3MiHa agpecu 3asaBHNKA)
(TepMiH BBEAEHHS 3MiH NPOTSAroM 6-Tn
MiCALB Nicna 3aTBEPAYKEHHS); 3MiHU | Tvny -
AAMiHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NpoBapPKEHHSA AiANbHOCTI
BMpO6HMKa/iMnopTepa rotToBOro JlikapCbKoro
3aco0y, BKIOUarumM AinbHUL BUMYCKY cepil
ab6o micue NpoBefeHHSA KOHTPO/IO AKOCTI.
(4isnbHICTb, 3a Ky BigNoBiAae
BUPOGHMK/IMNOPTEP, BKIKOHYAKOUM BUMYCK
cepiid) (3miHa agpecu Bupo6Huka M3, 6e3
3MiHU MicLA BUpO6HULTBA) (TepMiH
BBEEHHS 3MiH NPOTArOM 6-T1 MicALIB Micns
3aTBEPKEHHS)

6e3 peyenma

UA/6656/01/03

13.

APFEAVH
BOCHA/EK

Kpem 1 % no 40 r y Ty6i;
no 1 Ty6i B KAPTOHHINA
Kopoo6Lj

BocHanek A.4.

BocHist i
lepueroBnHa

BocHanek a.4.

BocHis i
lepueroBnHa

BHECEHHS 3MiH 10 peecTpavLiiHnx
Martepianis:
3MiHuM | TUNY - 3MiHa y NnapameTpax
cneuudikaLin Ta/abo gonycTUMmx Mex,
BM3HAYeHNX y cneungikauisx Ha Adl, abo
BVXi4HWA/NPOMDKHWIA NpOAYKT/peareHT, Lwo
BMKOPWUCTOBYIOTLCA Y NPOLECi BUPOGHMLTBA
A®I (iHWi 3MiHK) — 3MiHa 3aTBEPKEHNX
nimiTiB cneumndikauii A®I cpibna
cynbhagiasnHy 3a nokasHnMkom «Po3mip
YyacTok» y crneundikauii npy BxigHoMy
KOHTpONi ADI; 3miHM | TNy - 3MiHa
BMPOGHUKA BUXIAHOrO/NPOMIKHOIO
NPoAYKTYy/peareHTy, L0 BUKOPUCTOBYHOTLCSA Y
BMPOGHMYOMY npoueci API, a6o 3miHa
BMPOGHMKa (BKtOYaoun, fe HeobxigHo,
MicLie MPOBEeAEHHS1 KOHTPOSO AKOCTI) AdI (3a
BiACYTHOCTI cepTudpikara BifnoBigHOCTI
€Bponeicbkiii hapmakonei y
3aTBEpPAKEHOMY [0CLE)(3anpPOnoHOBaHNM
BVMPOGHWK HANEXUTb [0 Tiei camol
BUPOBHWYOI rpynu NiANPUEMCTB, LLO i

3a peyenmom

UA/4768/01/01
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[TponmoBxeHHs mojaTka 3

Ne
n/n

Hassa sikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs

3aTBEpAKEHNIA)

14.

APTHIH - JAPHNLA

PO34MH ANs iH ekuiin, 40
Mr/mMa no 5 mn B amnyni;
no 5 amnyn y KOHTYpHii
YapyHKOBIli ynakoBLj; no
1 ab0 No 2 KOHTYpHI
YapyHKOBi YNakoBK/ B
nauui

MpAT
"PapmaueBTnYHa
chipma "OapHuus”

YkpaiHa

MpAT
"apmaLeBTUYH
a hipma
"NapHuua"

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLiliHnx
marepianis:
3MiHKM | TUNY - 3MiHK Woao
6e3nekn/edpeKTMBHOCTI Ta hapmakoHarnsay.
BBegeHHs abo 3MiHM [0 y3arasibHeHnX
[JaHnX npo cuctemy apmakoHarnagy
(BBEAEHHSA Yy3aranbHEHNX faHNX Npo
cuctemy thapmakoHarisgy, 3miHa
yNOBHOBaXKEHOI 0co6u, BiAnoBiganbHOT 3a
34ilicHeHHs hapMakoHarnaay; KOHTakTHOT
ocobu 3 hapmakoHarnisay 3asBHVKa Ans
3piicHeHHs chapmakoHarnsagy B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif YNOBHOBaXEHOI
0co6w, BignoBiga/IbHOI 3a 34iNCHEHHS
hapmakoHarnagy (BKIoyakoum KOHTaKTHi
AaHi) Ta/abo 3MiHM Y po3MiLLEeHHI macTep-
haiina cuctemun chapmakoHarnsgy) -
3arBepxeHo: CmoBx CTtaHicnasa
AHatoniiBHa. 3anponoHoBaHo: Cipaxos Irop
OnekcaHApoBuy

3a peyenmom

UA/14103/01/01

15.

16.

ACKOPBIHOBA
KNCNOTA-AAPHNLUA

ACIAPKAM-

po34rH Ans iH'exuiii, 100
Mr/MA, Mo 2 mn B
amnyni, no 5 amnyn B
KOHTYPHIli YapyHKOBIi
YNakoBLj; N0 2 KOHTYpPHi
YapyHKOBI YNakoBK/ B
nauui

MpAT
"®apmMaleBTnyHa
ipma "fapHuus”

YkpaiHa

MpAT
"dapmaLieBTUYH
a thipma
"fapHuua”

YkpaiHa

BHECEHHS 3MiH 1O peecTpaLiiiHnX
marepianis:
3MiHKM | TURy - 3MiHKU Woa40
6e3nekun/ethekTUBHOCTI Ta hapMakoHarnsay.
BBefeHHA abo 3MiHM [0 y3arasibHeHNX
[JaHux nNpo cuctemy hapmakoHarnisgy
(BBEAEHHSA y3araslbHeHUX AaHnx npo
cuctemy chapmakoHarnsagy, smiHa
YNOBHOBaXKEHOT 0CO6M, BiANOBiZaIbHOT 3a
3AilicHeHHA hapMakoHarnaay; KOHTaKkTHOT
ocobu 3 hapmakoHarniagy 3assHuKa gns
3[jiCHEHHsT hapmakoHarnsagy B YkpaiHi,
AKLLO BOHA BiAMIHHA BiJ YNOBHOBAXEHOI
ocob6u, BiAnoBiga/IbHOT 3a 34iiCHEHHS
hapmakoHariagy (BKoUHakoum KOHTaKTHi
[AaHi) Ta/abo 3MiHM y PO3MiLLLeHHI MacTep-
thaiina cuctemu chapmakoHarnagy) -
3anponoHoBaHo: CipaxoB Irop
OnekcaHgpoBuy

3a peyenmom

UA/2991/01/02

DAPMAK®

PO34uMH ANA iH'eKuii no 5
mn a6o 10 mn, abo 20
M/ B amnyni; no 10
amnyn y nadui

MAT "®apmak”

YkpaiHa

MAT "®apmak”

YkpaiHa

BHECEHHS 3MiH 0 peecTpavLiiHnx
marepianis: 3miHu | TNy - AQMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecun

MiCLA NPOBaKEHHS AiSNIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro /1ikapCbKoro
3ac006y, BKIo4Yauy AinbHUL BUNYCKy cepii

ab0 Micue NpoBeAEeHHS KOHTPOJTHO AKOCTI

(misnbHICTb, 3a AKy Bignosigae

BUPOGHMK/IMNOPTEP, BKIKOYAKOUM BUMYCK
cepiit) (3miHa agpecn BUpOGHMKA (3

3a peyenmom

UA/0269/01/01
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[TponmoBxeHHs mojaTka 3

Ne
n/n

Hassa sikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs

IOPUANYHOI Ha hakTu4Hy), 6e3 3MiHu Micus
BMpo6HULTBA) (TepMiH BBEAEHHS 3MiH
npoTArom 6 MicALiB NicNa 3aTBepKEHHS);
3MiHu | TUny - 3MiHK Woao
6e3nekn/edhekTUBHOCTI Ta hapMakoHarnsgy
(iHwWi 3miHK) (3amiHa rpadpivHoro
0hOopMIEHHS MEPBVHHOT T BTOPUHHOT
yNakoBOK Ha TEKCT MapKyBaHHS yNakoBOK 3
BiANOBIgHWMY 3MiHamu Ao po3ginis MKA /13
(po3gin «padhiuHe ohopMIEHHS» 3aMiHEHO
po3ainom «MapkyBaHHs») (TepMiH BBEAEHHS
3MiH NpoTarom 6 micsuis nicns
3aTBEpPAKEHHS)

17.

ACIIPYH KAPAIO®

TabneTkn, BKpUTI
KMLUKOBOPO34YMHHO
060710HKO10, M0 300 Mr,
no 14 tabnetok y
6nicTepi, No 2 6nictepun
B KapTOHHI navuj

Baiiep KoHcblomep
Kep Al

LLBeiiLapis

Baiiep Ar,
HimeuunHa;
Baiiep
BitTepcenba
62X,
HimeuunHa

HimeuunHa

BHECEHHS 3MiH [JO peecTpaLiliHnx
marepianis: 3miHu | Tuny - AgMiHiCTpaTUBHI
3MiHW. 3MiHa HalimeHyBaHHsA Ta/abo agpecu

MiCLiSi MPOBAMKEHHS AiANbHOCTI
BMPOGHMKa/iMnopTepa roToBOro /ikapcbKoro
3aco0y, BK1H0UaKuM AiNbHULI BUMYCKY cepil

ab0o micue npoBefeHHS KOHTPOJIHO AKOCTI.

(misnbHICTb, 3a AKy Bignosigae

BUPOOGHVK/IMNOpTEp, BKOYAKOUM BAMYCK
cepiii) (3mMiHa Ha3BY BUPOGHMYOI AinbHNL
Baiiep ®apma, Al, HimeyunHa, 6e3 3MiHn
MicLs BUpO6HULTBA); 3MiHM | TNy - 3MiHK

oo 6esnekn/edIeKTBHOCTI Ta

thapmakoHarnagy (iHwi 3miHn) (3amiHa
rpagyiyHoro ohopMsIEHHA NEPBUHHOT Ta
BTOPWHHOT YNakoBOK Ha TEKCT MapKyBaHHS
yMakoBOK 3 BiANOBIAHUMM 3MiHAMK A0
po3ainisB MKA N13 (po3gin «MpaciyHe
0(hOpMNEHHS» 3aMiHEHO PO3Ai10M
«MapkyBaHHs»); 3MiHuW | TUny -
AJMiHICTpaTVBHI 3MiHW. 3MiHa Ha3BU
niKapcbKoro 3acoby (3MiHa Ha3Bu
NiKapcbKOro 3acoby y MeTogax KOHTPO0
AkocTi (6yno - ACIMIPUH KAPAIO)

6e3 peyenma

UA/7802/01/02

18.

ATEHOJON -
3[0POB'A

Tabnetkun no 50 mr; no
10 TabneTok y 6nicTepi;
no 2 6nicrepu y
KapTOHHiiA kopobuj; no
10 TabneTtok y 6aicTepi

ToBapucTso 3
06MexXeHoto
BiANOBIAA/ILHICTIO
"®apmMaleBTnyHa
KOMMaHis
"3popos'a”

YkpaiHa

ToBapucTBO 3
06MexeHoto
BiANOBiA&/IbHICT
10
dapmaueBTUYH
a KoMnaHis
"3p0pos'a”

YkpaiHa

BHECEHHS 3MiH 10 peecTpavLiiHnx
Martepianis:
3MiHW | TUNY - BUNYYEHHA BUPOOHUKIB ADI
ATeHonon; 3MiHn | TUNYy - NOAAHHA HOBOIO
Ceptudikaty R1-CEP 1998-024-Rev 04 Big,
BXe 3aTBEPAKEHOIO BUPOOHUKA, YTOUHEHHS
HalimMeHyBaHHA Ta agpecu BUpoGHuKa AdI;
3MiHKM | TURY - 3MiHa Yy MeTogax
BMNpo6yBaHHs A®l abo BuXigHOro
marepiasy/npomikHOro NPoAyKTy/peareHTy,
LLIO BUKOPUCTOBYETLCA Y NPOLIECI
BMpo6HULTBA ADI (HE3HAYHI 3MiHK Y
3aTBEPKEHNX METOAAX BUNPOOYBaHHS);

3a peyenmom

UA/6065/01/01
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[TponmoBxeHHs mojaTka 3

Ne Ha3ssa nikapcbko20 dopma sunycky 3assHuUK KpaiHa Bupo6Huk KpaiHna PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs

3MiHM | TUMy - 3MiHKW, NOB'A3aHi 3
HeOo6XIHICTIO NpUBEeAEHHS Y BiANOBIAHICT
[0 MoHorpadii JdY abo €BponenceKoi
hapmakonei, abo iHLLIOI HaLioHa/TbHOT
hapmakonei gepxasu €C (3MiHa y
cneuudikaLisix, Nos'a3aHa 3i 3aMiHOK BUMOT
MoHorpadii 4dY abo iHWOoi HavioHanbHOT
hapmakonei gepxasu €C Ha BUMOrU
MoHorpadii €Bponeicbkoi thapmakonei);
CynyTHS 3MiHa: 3MiHa y MeTofax
BUNPOBYBaHHA [ONOMDKHOT PEYOBUHY -
npuBeAeHHS cneumdikauii Ta aHaiTUYHNX
MeTOAMK AOMOMKHUX PEeHOBUH A0 BUMOr EP;
3MiHK | TUNY - 3MiHK, NOB'A3aHi 3
HeoOXigHICTIO NpMBEAEHHS Y BIANOBIAHICTb
[0 MoHorpadii JdY abo €Bponeincbkoi
thapmakonei, abo iHLWOT HaLioOHa/TbHOT
thapmakonei gepxasn €C (3MiHa y
cneumdikauisix, nos'a3aHa 3i 3miHamu B oY,
abo EBponeiicbkiin hapmakonei, abo iHLUii
HaujioHanbHili hapmakonei gepxasu €C);
CynyTHS 3MiHa: 3MiHa y MeTofax
BUMNPOBYBaHHA [ONOMDKHOT PEYOBUHY -
npuBeAeHHs cneumdikauii Ta aHaiTUYHNX
MeTOAMK AOMOMKHUX PEYOBWH A0 BUMOr EP
Ta AdPY; 3miHM | TMNY - 3MiHa nocTavasibHUKa
nakyBasIbHUX Marepianis abo
KOMMNIEKTYUNX (SKLWO 3a3Ha4eHO B [JOCHE)
(3amiHa abo fofaBaHHA NocTavasibHUKA) -
BBEZIEHHS HOBMX NOCTaYa/1bHUKIB
NepBVHHOTO NakyBaHHS (honbru
TIOMIHIEBOT); 3MiHM | TUMNY - 3MiHA
napameTpis crneumdikauiii Ta/abo
[OMYCTUMUX MEX NEPBUHHOI YNakoBK/
rOTOBOrO /IiKapCbKOro 3acoby; CynyTHS 3MiHa:
3MiHa y MeTofax BUNPO6yBaHHS NePBUHHOT
ynaKoBKM roTOBOTO /liKapCbKOro 3acoby;
3MiHuM | TUNY - 3MiHa NnapameTpis
crneumagikauii Ta/abo 4ONyCTUMUX MEX
rOTOBOIO JTiKAPCbKOro 3ac0o6y (BHECEHHS 3MiH
[0 [0CbE NiCNs OHOBMEHHA 3arasibHOI CTarTi
Ha roToBy nikapcbky chopmy y
[dY/EBponeiickkili hapmakonei); cynyTHS
3MiHa: 3MiHa y MeToZax BUNPO6yBaHHS
roTOBOrO /iKAPCbKOro 3acoby (iHLWi 3MiHW Y
MeToAax BUNpobyBaHb (BK/IKOYAKUN 3aMiHy
a60 [OMNOBHEHHS)); 3MiHM | TNy - 3MiHa
napameTpis crneumdikauiii Ta/abo
[0MyCTUMUX MEX FrOTOBOTO NiKapCbKOro
3aco6y; CynyTHs 3MiHa: 3MiHa y MeTofax
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[TponmoBxeHHs mojaTka 3

Ne Ha3ssa nikapcbko20 dopma sunycky 3assHuUK KpaiHa Bupo6Huk KpaiHna PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs
BMNpoOyBaHHSA rOTOBOIO JTiKapCbKOro 3acoby
(He3HauHa 3MiHa y 3aTBEPMKEHNX METOAAX
BMNPOOBYBaHHSA); 3MiHU | TUNY - 3MiHN,
noB'si3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BigNoBiAHICTL A0 MOHorpadii 4dY abo
€Bponeicbkoi thapmakonei, abo iHLWOoi
HaujioHanbHOT chapmakonei aepxasu €C
(3miHa y cneuudikayisix, nos'a3aHa 3i
3miHamu B [10Y, abo €Bponeiicbkii
chapmakonei, abo iHLUIA HaLioHa/bHIl
thapmakonei aepxasn €C); CynyTHA 3MiHa:
3MiHa y meTogax BunpobysaHHs A®l abo
BVXiHOTO MaTepiasy/mpomiKHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuuTea A®| (He3HauHi 3MiHW y
3aTBEpAKeHNX MeTodax BUNPO6yBaHHs)
19. | ATPONMIH- PO34MH Ans iH'ekuild, 1 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [JO peecTpaLiliHnx 3a peyenmom UA/3928/01/01
AAPHUNLA® Mr/mMa no 1 mn B amnyni; "®apmMaueBTnyHa "apmaLeBTUYH marepianis:
no 10 amnyn y Kopoo6ui; chipma "OapHuus” a hipma 3MiHKM | TUNY - 3MiHK Woao
no 5 amnyn y KOHTYpHiiA "NapHuus" 6e3nekn/edpeKTMBHOCTI Ta hapmakoHarnsay.
YapyHKOBIli ynakoBL,i; no BBeaeHHs1 ab0 3MiHN A0 y3arasibHEHUX
2 KOHTYpPHi YapyHKOBI AaHux npo cuctemy hapmakoHarnsgy
yNakoBKW B nauli (BBEeEHHS y3aranbHeHUX AaHnx npo
cuctemy thapmakoHarisgy, 3miHa
YyNOBHOBaXXEHOI 0Cc0o6U, BiAnoBiganbHOT 3a
34ilicHeHHs hapMakoHarnaay; KOHTakTHOT
ocobu 3 hapmakoHarnsay 3asBHVKa Ans
3pilicHeHHs chapMakoHarnsagy B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif YNOBHOBaXEHOI
0co6w, BignoBiga/IbHOI 3a 34iNCHEHHS
hapmakoHarnagy (BKIoyakoum KOHTaKTHi
AaHi) Ta/abo 3MiHM Y pO3MiLLEeHHI macTep-
thaiina cuctemun chapmakoHarnsgy) -
3anponoHosaHo: Cipaxos Irop
OnekcaHgpoBuy
20. | AYFMEHTUH™ NOPOLLIOK A/151 OpasibHOT FnakcoCmiTKnsinH Benuka CmiTKnsiiH Benuka BHECEHHS 3MiH A0 peecTpaLiiHnx 3a peyenmom UA/0987/05/02
cycneHsii, 400 mr/57 mr Excnopt Nimites, BpuTaHis Biuem BpuTaHis Martepianis: 3MiHK | TUNy - AAMIHICTpaTUBHI
B 5 ™M, 1 donakoH 3 PapmacboTuKan 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo aapecu
NOPOLLKOM Ans c MicLst MPOBaYKEHHS AisANIbHOCTI
nNpuroTysaHHa 70 Mn BMpPOGHMKa/iMnopTepa rotoBoro /likapcbKoro
cycnexsii 3 403y4nM 3aco0y, BKIYaroum AinbHULI BUMYCKy cepil
wnpuuem abo MipHUM abo Micue NpoBeAeHHS KOHTPOJTHO SIKOCTI.
KOBMa4koMm, abo MipHO (misanbHICTb, 3a Ky BiAnoBifae
JIOXEUKOIO Y KapTOHHIl BMPOGHMK/IMNOPTEP, BK/IHOYAKOUN BUMYCK
KOpoo6Li cepii) (3MiHa agpecu BUPOGHMKa, 6e3 3MiHK
Micus BUpo6HMLTBa) (TepMiH BBEAEHHS 3MiH
NpoTAroM 6-Tn MicsiliB nicns 3aTBepKeHHs)
21. | AGDPUNOA POPT- rpaHynv ans opanbHoi [Lensta Megiken LLBeiuapis daliiH Pyac eHg, ITanis BHECEHHS 3MiH O peecTpaLiiiHnX 3a peyenmom UA/12718/01/01

HIMECYNnig

cycneHsii, 100 mr/2 r no
21y cauwe; no 1 a6o no

MpomoyLiH3 Al

PapmacboTikas
3 H.T.M. C.N.A.

Matepianis: 3MiHK | TUNy - AAMIHICTpaTUBHI
3MiHW. 3MiHa Ha3BM JlikapCcbKOro 3acoby
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[TponmoBxeHHs mojaTka 3

Ne Ha3ssa nikapcbko20 dopma sunycky 3assHuUK KpaiHa Bupo6Huk KpaiHna PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
3, abo no 6, abo no 30 (3MmiHM BHECEHI L0 TOProBesibHOT Ha3BM
abo no 999 cawe, N3 (6yno - AGOUNIA ®OPT) (TepmiH
3'elHaHMX NO TpY 3 BBEiEHHS 3MiH NPOTArOM 6-T1 MiCALIB Micns
niHielo nepdopadi, B 3aTBepAKeHHs); 3MiHu | Trny - 3MiHW Woa0
KapTOHHI Kopo6Lyi 6e3nekn/edhekTUBHOCTI Ta hapMakoHarnsgy
(iHwi 3miHK) (3amiHa rpacdpiyHoro
3006paXXEHHS Ha TEKCT MapKyBaHHS YNakoBOK
Ta Ay6noBaHHs iHchopMaLii aHrniicbkolo Ta
pocilicbkoto moBamu) (TepMiH BBEAEHHS 3MiH
NpoTsAroM 6-Tu MicsLiB Nicns 3aTBepKEHHSs)
22. | ALUETUNCANMIUUNOB | Tabnetkn no 0,51 no 10 MAT "MoHdapm" YkpaiHa MAT "MoHdapm" YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiliHnx 6e3 peyenma UA/6272/01/01
A KMCNOTA TabneTok y cTpuni; no 1 marepianis: 3miuu Il Tny - 3MiHW Wo[o0
CTpuny B nanepoBoMy 6e3nekun/etheKkTNBHOCTI Ta hapMakoHarsay.
KOHBepTi; no 10 BHeceHHs abo 3miHa(v) Ao 3060B'A3aHb Ta
Tabnetok y cTpuni; no 2 YMOB BMAAYi peecTpaLiiiHoro nocBigYeHHs,
a6o no 10 ctpunis y BK/ItoHatoun MnaH ynpaeniHHA pu3nkamm
naJui 3 KapToHy; no 10 (3acTocyBaHHs 3MiH(1), Aiki(a) BUMaratoTb(€)
Tabnetok y 6nictepi; no noAasbLIOr0 O6rPYHTYBaHHA HOBUMM
1, abo no 2, a6o no 10 [0[aTKOBVM JaHUMMU, L0 MaloTb HagaBaTucs
6nicTepis y nauui 3 KOMMETEHTHUM OpraHOM, OCKiflbKu
KapToHy; no 10 Tabnetok BMMAaraeTbCs CyTTEBA OLHKA KOMNETEHTHUM
y 6nictepax abo y opraHom) (BrkoHaHHs 3060B'A3aHb
cTpunax BignoBigHO A0 nianyHkTy 1.13 nyHKTYy 1
pogartky 15 fo Mopsgky nposefeHHs
eKCnepTusmn peecTpauiiiHix maTtepiasis Ha
nikapcbki 3acobu, Lo NoAaTbCs Ha
LepXaBHy peecTpadito (nepepeecTpaliio), a
TaKOX eKCnepTn3n Matepianis MPO BHECEHHS
3MiH 10 peecTpauiliHix maTepiasiis NpPoTArom
Aii peecTpaLiiiHOro NocBigYeHHs,
3aTBepaKeHoro Hakazom MO3 Big,
26.08.2005 Ne 426 (y pegakuii Hakazy MO3
Big 23.07.2015 Ne 460)
23. | ALUMKNOBIP- Tabnetku no 200 Mr no MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaviiHnx 3a peyenmom UA/0991/0101
AAPHULA 10 TabneToK Y KOHTYPHIi "®apmMavleBTnyHa "®apmaLieBTUYH mMarepianis: NpuBeAeHHs HaNUCaHHA
YapyHKOBIli ynakoBL,i; No dipma "fapHuus” a thipma peecTpauiiiHux HomepiB B Haka3ax MO3
2 KOHTYpPHi YapyHKOBI "OapHuus” Ykpainu Ne 413 Big 19.06.2014, Ne 681 Big,
yNakoBKM B NauLli 29.09.2014, Ne 939 Bif 05.12.2014, Ne 130
Bif 24.02.2016, Ne 516 Big 13.05.2017 y
BiANOBIAHICTb [0 3aTBEPIKEHNX
peecTpavuiiiHux matepianis Ta
peecTpauiiiHoro noceigyeHHs. Pefakuis B
Hakasi - UA/0991/0101. BipHa pefakuis -
UA/0991/01/01.
24. | BICAKOAUN- Tabnetku, BKpUTI MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH O peecTpaLiiiHnX 6e3 peyenma UA/2575/01/01
AAPHULA 060/10HKO10, "®apmaueBTnYHa "®GapmaueBTUYH Martepianis:
KMLLKOBOPO34MHHI N0 5 dipma "dapHuua" a thipma 3MiHY | TUny - 3MiHK WoAo
Mr no 10 TabneTtok y "AapHnus" 6e3nekun/ethbekTNBHOCTI Ta hapMakoHarsay.

KOHTYPHIli YapyHKOBIi
yNakoBLj; N0 3 KOHTYpPHi

BBezeHHs1 a60 3MiHW A0 y3arafbHEHUX
[aH1X Npo cucTeMy hapMakoHarisay
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[TponmoBxeHHs mojaTka 3

Ne Ha3ssa nikapcbko20 dopma sunycky 3assHuUK KpaiHa Bupo6Huk KpaiHna PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs
YyapyHKOBi YNakoBKu y (BBEAGHHA y3araslbHEHUX AaHnX Npo
nauui cuctemy hapmakoHarnsgy, 3miHa
YNOBHOBaXKEHOT 0CO6MU, BiANOBiZaIbHOT 3a
3[ificHEHHST hapMakoHarnsay; KOHTaKTHOI
0co6y 3 hapmakoHarnsgy 3asBHuka ans
34iicHeHHs thapmakoHarnsgy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, YNOBHOBaXXEHOT
ocobu, BiAnoBifa/IbHOT 3a 34iiCHEHHS
thapmakoHarnsgy (BKUYakum KOHTaKTHI
[AaHi) Ta/abo 3MiHW y pO3MiLLLeHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
YNOBHOBaXXEHOT 0CO6MU, BiANOBiZaIbHOT 3a
chapmakoHarnsag;:
[Oitova pegakuist - CmoBx CTaHicnasa
AHartoniiHa; MNponoHoBaHa pejakuis -
CipaxoB Irop OnekcaHagpoBuy
25. | BICENTON cycneHsist opasibHa, 200 MEOAHA ®APMA MonbLlia MepaHa ®apma Monblua BHECEHHS 3MiH [JO peecTpaLiliHnx 3a peyenmom UA/9311/01/01
Mr/40 mr/5 mn no 80 mn AKLioHepHe AKuUiOHepHe marepianis:
y thnakoHi; no 1 ToBapucTBO ToBapuCcTBO 3MiHuM | TUNY - 3MiHa napameTpis
hnakoHy pasom 3 cneuudikaLin Ta/abo gonycTUMmx Mex
[03aTopoM (MipKoto 3 NepBUHHOT YNakoBKW rOTOBOTO /iKapCbKOro
noAinkamu) B KapTOHHIi 3acoby. BBegeHHs 3MiH NpoTsirom 6-Tu
KOpoo6Lii micauiB nicnAa 3aTBepAKEHHSA
26. | BYMIBAKAIHY NOpPOLLIOK (CybCcTaHuis) y AT "MKo®apma" Yecbka Ekcenna M6 X HimeuunHa BHECEHHS 3MiH A0 peecTpaLiiHnx - UA/12978/01/01
rigpoxnopruna noaBinHuX Pecny6nika Matepianis: 3MiHK | TUNy - AAMIHICTpaTUBHI
NonieTUIeHOBUX MilLKax 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo aapecu
0151 BUpO6HMUTBa 3as1BHMKa (B/1acHMKa peecTtpauiiHoro
CTePW/IbHUX JTIKapCbKMUX noceigyeHHs) (3MiHa HaiMeHyBaHHS Ta
dopm ajipecu 3asBHVKa)
27. | BAKCIrpvn/ cycneHsist ons iH'ekujn CaHodi Mactep ®paHuis CaHodi MNacTep ®paHuis BHECEHHS 3MiH O peecTpavLiiiHnX 3a peyenmom | UA/16356/01/01
VAXIGRIP no 0,25 mn1; no 0,5 MmNy C.A. Martepianis:
CnNIT-BAKUMHA nonepegHL0 3MiHu Il Tvny - 3MiHK Y NpoLeci BUpoGHULTBA
Aanda 3anoBHEHOMY LLUMPWLY; rOTOBOrO /iKapCbKOro 3acoby, BKtouatoum
NMPODINTAKTUKN no 1 nonepegHL0 NPOMiKHUIA MPOAYKT, L0 3aCTOCOBYETLCS NpK
revny 3aMoBHEHOMY LUMPHULY 3 BVMPOGHMLTBI FOTOBOTO NiKapCbKOro 3acoby
IHAKTUBOBAHA NPUKPIN/IEHOIO FOMKOK0 Y (cyTTeBa 3miHa y npoueci BUPO6HMLTBA, Ska
PIOKA KapTOHHIA Kopo6Lyi MOXe MaTu iCTOTHWI BNMB Ha SKICTb, 6e3neky

Ta ePEKTUBHICTb NiKapCbKOro 3acoby) -
3MiHW KPUTUYHMX NapamMeTpiB TEXHOIOMNYHOTO
npouecy i3 BifobpaKeHHAM Y po3Aini AOCbE
3.2.R.3.3.; 3MiHu Il TNy - 3mMiHK y npoueci
BMPOGHMLTBA rOTOBOTO JiKApCbKOro 3acoby,
BK/THOHAI0UN MPOMIKHUIA NPOAYKT, LLO
3aCTOCOBYETLCA NPV BUPOOHULITBI FOTOBOTO
nikapcbKoro 3acoby (cyTTesa 3MiHa y
npoueci BUPOGHULITBA, Sika MOXe MaTu
iCTOTHUIA BNUB Ha sIKiCTb, 6e3neky Ta
eheKTBHICTb NikapcbKoro 3acoby) - 3MiHW
KPUTUYHMX NapameTpiB TEXHOMOMNYHOrO
npouecy i3 BiJ06paXeHHAM Y po3Aini 4OCbE
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[TponmoBxeHHs mojaTka 3

Ne Ha3ssa nikapcbko20 dopma sunycky 3assHuUK KpaiHa Bupo6Huk KpaiHna PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs
3.2.P2.3.
28. | BAKCIrpvn/ CyCneHs3isi AN iH'eKuili CaHodi Mactep ®paHuis CaHodi MacTep ®paHuis BHECEHHS 3MiH [0 peecTpavLiniHnx 3a peyenmom UA/16356/01/01
VAXIGRIP no 0,25 mn; no 0,5 mny C.A. martepianis:
CnNIT-BAKUMHA nonepegHL0 3MiHuM | TUNY - 3MiHa y NnapameTpax
Anda 3arnoBHEHOMY LUMNPWULL; cneuudikauiin Ta/abo gonycTuMmx Mex,
NMPODINAKTUKU no 1 nonepegHb0 BM3HAYeHNX y cneungikauisx Ha Adl, abo
reuny 3arnoBHeHOMY LWnpuuy 3 BVXiAHWA/NPOMIKHWIA NpOAYKT/peareHT, Lwo
IHAKTUBOBAHA NPUKPINIEHOLO FOSIKOK Y BMKOPMCTOBYIOTLCA Y NpoLeci BUPO6HULTBA
PIAKA KapTOHHI KopooLyi A®I (onoBHeHHs cneuudikaLii HOBUM
NOKa3HMKOM SIKOCTI Ta Bi4noBigHNM METOA0M
BMNPO6YBaHHS)
29. | BANMAON-AAPHUUA | Tabnetky no 60 mr no 6 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiHnx 6e3 peyenma UA/2993/01/01
ab6o no 10 Tabnetok y "®apmaueBTnyHa "®apmaueBTnyH mMartepianis:
KOHTYpPHIli YapyHKOBIA ipma "dapHuua" a thipma 3MiHU | TUny - 3MiHK LWoAo
ynakoBuj; no 1 "NapHuus” 6e3nekn/edheKTMBHOCTI Ta hapmakoHarisay.
KOHTYPHIli YapyHKOBIA BBefieHHA ab0 3MiHM [0 y3aranbHEeHUX
ynakoBLj y nayi; no 6 [aHux npo cuctemy drapmakoHarnsagy
a6o no 10 TabneTok y (BBEiEHHA y3araslbHeHUX AaHnX nNpo
KOHTYPHMX YapyHKOBMX cuctemy dhapmakoHarnagy, smiHa
ynakoBKax YNOBHOBaXEHOT 0co6MU, BiANOBiAaLHOT 3a
3MjICHEHHST hapMakoHarnsgy; KOHTakTHOT
0ocoby 3 hapmakoHarnsgy 3asBHuka gns
3pilicHeHHs thapMakoHarnsay B Ykpaii,
SIKLO BOHA BiAMIHHA Bif YNOBHOBaXXEHOI
ocobu, BiAnoBigasbHOI 3a 34iiCHEHHS
hapmakoHarnagy (BKoUYaum KOHTaKTHI
[AaHi) Ta/abo 3MiHM Y pO3MiLLEeHHI macTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
YNOBHOBaXEHOT 0cO6MU, BiANOBiAaLHOT 3a
chapmakoHarnsag;
[itoya pepakuis - CmoBx CTaHicnasa
AHnartoniisHa; MNponoHosaHa penakuis -
CipaxoB Irop OnekcaHgpoBuy
30. | BEHITAH® rens 1 % no 50 r y Ty6i; CaHpo3 CnoseHis Cantotac dapma HimeuunHa BHECEHHS 3MiH 1O peecTpaLiiiHnX 6e3 peyenma UA/9116/01/01
no 1 Ty6i B KAPTOHHiIlA dapmacbloTikans MeX marepianis: 3miHu | Tuny - AgMiHICTpaTUBHI
KOpoo6L;i o.a. 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
MiCLS MPOBaMKEHHS AiANbHOCTI
BMPOGHMKa/iMnopTepa roToBoro /ikapcbKoro
3aco0y, BK1H0UaruM 4inbHULI BUMYCKY cepil
a6o MicLe npoBeAeHHS KOHTPOIO AKOCTI
(misnbHICTb, 3a AKy Bignosigae
BMPOGHMK/IMNOpPTEp, BK/IKOHYAKUN BUMYCK
cepiid) (-3mMiHa Ha3BMW Ta afpecu BUPOOHMKa
N3, 6e3 3miHn micua BupobHuLTBa) (TepmiH
BBEEHHS 3MiH NPOTArOM 6-TU MicALIB Micns
3aTBEPKEHHS)
31. | BEPAMAMIN- TabneTkn, BKpUTI MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiHnx 3a peyenmom UA/3582/01/01
AAPHULUSA NNiBKOBOIO 06G0/TIOHKOH, "®apmaueBTUyHa "®apmaueBTUYH Marepianis:
no 80 wmr, no 10 ipma "OapHuus” a hipma 3MiHK | TUNYy - 3MiHK Woa0
TabNeToK y KOHTYPHIi "fapHuus” 6e3nekun/ethekTMBHOCTI Ta hapmakoHarisay.




Ne
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[TponmoBxeHHs mojaTka 3

n/n

Hassa sikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs

32.

BEPAMAMIJ-

YapyHKOBIli ynakoBLj; no
5 KOHTYpPHUX

YapyHKOBMX YMaKOBOK Y
naui

Tabnetku, BKpUTI

BeefieHHA ab0 3MiHM [0 y3arasbHEeHNUX
[aHux nNpo cuctemy chapmakoHarnsgy
(BBEAEHHS Yy3aranbHEHNX AaHNX Npo
cuctemy dhapmakoHarnsgy, amiHa
YNOBHOBaXeEHOT 0co6Mu, BiANOBiJabHOT 3a
34iiCHEHHS hapMakoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy 3asBHuka gns
3ailicHeHHs chapMakoHarnsay B YkpaiHi,
AKLLO BOHA BifMiHHA Bif YNOBHOBAXEHOT
0co6w, BignoBiganbHOI 3a 34iNCHEHHs
hapmakoHarnagy (Bkoyakoum KOHTaKTHi
AaHi) Ta/abo 3MiHM Y pPO3MiLLEHHI MacTep-
thaiina cuctemmn chapmakoHarnsgy) - 3miHa
YNOBHOBaXeEHOT 0co6Mu, BiANOBiJaNbHOT 3a
hapmakoHarnsag:

[itoua pepakuis: Cmoex CTaHicnasa
AHatoniiBHa. [ponoHoBaHa pefakLis:
Cipaxos Irop OnekcaHgpoBsuy

33.

LAPHULA

BEPTIFOXEE/1b

NAiBKOBOK 060/I0HKOIO,
no 40 mr, no 10
TabneToK y KOHTYPHIi
YapyHKOBIli ynakoBLji, no
2 KOHTYpPHI YapyHKOBI
ynakoBKW y nauli

MpAT
"®apmaueBTnYHa
dipma "OapHuus"

YkpaiHa

MpAT
"®apmaueBTNyH
a thipma
"OapHuua”

YkpaiHa

BHECEHHS 3MiH O peecTpaLiiiHnX
mMartepianis:
3MiHY | TUny - 3MiHN Woao
6e3nekun/ethekTNBHOCTI Ta hapMakoHarIsay.
BBeseHHA ab0 3MiHM [0 y3aranbHeHUX
[JaHvx npo cuctemy dhapmakoHarnsgy
(BBEAGHHA y3araslbHEHUX AaHnX Npo
cuctemy hapmakoHarnsgy, 3miHa
YNOBHOBaXKEHOT 0CO6MU, BiANOBiZaIbHOT 3a
3AiicHeHHA hapMakoHarnagy; KOHTakTHOT
0co6y 3 hapmakoHarnsgy 3asBHuka ans
3aiicHeHHs thapmakoHarnsgy B YkpaiHi,
AKLO BOHA BiAMIHHA BiJ YNOBHOBAXeHOI
ocob6u, BiAnoBiga/IbHOT 3a 34iiCHEHHS
thapmakoHarnsgy (BKUYakum KOHTaKTHI
[AaHi) Ta/abo 3MiHW y pPO3MiLLLeHHI MacTep-
thaiina cuctemm chapmakoHarnsigy) - 3miHa
YNOBHOBaXKEHOT 0CO6M, BiANOBiZaIbHOT 3a
chapmakoHarnsag;:
[itoyva pepaxuis: Cmox CtaHicnasa
AHaToniiBHa. MNponoHoBaHa pejaxLis:
Cipaxos Irop OnekcaHApoBWY

3a peyenmom

UA/3582/01/02

PO34MH ANA iH'eKLili No
1,1 mn B amnyni; no 5
amny”n y KOHTYPHii
YapyHKOBIll ynakoBLi; No
1 a6o no 20 KOHTYPHUX
4yapyHKOBUX YNaKkoBOK Y
KOpOOLii 3 KApTOHY

Bionoriwe
Xainbmittens
Xeenb M6X

HimeuunHa

Bionoriwe
Xannbmitrens
Xeenb M6X

HimeuunHa

BHECEHHS 3MiH 10 peecTpavLiniHnx
matepianis: 3miHu || Tny - 3MiHM Wo[0
6e3nekun/ethekTUBHOCTI Ta hapMakoHarsay.
BHeceHHs abo 3miHa(u) A0 3060B'A3aHb Ta
YMOB BMAaui peECTpaL,iiHOro NnocBigyeHHs,
BK/ItoYatoum MnaH ynpasniHHA pusnkamu
(3acTocyBaHHA 3MiH(M), Aiki(a) BUMaratoTb(€)
noAasbLIOr0 O6rPYHTYBaHHS HOBUMM
[04aTKOBMM AaHUMK, WO MatoTb HaJaBaTucs

KOMMNETEHTHUM OpraHom, OCKI/IbKU

3a peyenmom

UA/5303/01/01
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Ne
n/n

Hassa sikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs

BMMaraeTbCs CyTTEBA OLjiHKa KOMNETEHTHUM
opraHoMm) (BukoHaHHS1 3060B's3aHb
BiANOBIAHO A0 MiANYHKTY 2.3 MyHKTY 2
poaatky 15 o Mopsaaky nposefeHHs
eKCnepTusmn peecTpauiliHix maTtepiasnis Ha
nikapcbki 3acobw, Lo NoaakTbCs Ha
OepXaBHy peecTpauito (nepepeecTpadiio), a
TaKOX eKCnepTn3n Matepianis MPO BHECEHHS
3MiH A0 peecTpauiiHux maTtepiasiis NpoTAarom
[il peecTpauiiHOro NocBigYeHHs,
3aTBepKeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pegakuii Hakasy MO3
Bia 23.07.2015 Ne 460)

34.

BUHAY3A

niocpinizar Ana posyunHy
A5 iH ekuin no 100 wmr;
1 cpnakoH 3
niocpinizatom y
KapTOHHI KopooLyi

O-p Pepgi'c
Nab6opaTtopic 114

IHais

[-p Peagi'c
JNlabopaTopic
nig,
(Bupo6HUunii

Bigain - 7)

IHais

BHECEHHS 3MiH [JO peecTpaLiliHnx
marepianis:
3MiHuM | TUNY - 3MiHa Y TepMiHax NpUAaTHOCTI
ab0 ymoBax 36epiraHHsi roTOBOrO
NiKapcbKOro 3acoby - 3miHa B ymMOBax
36epiraHHsi roTOBOrO NiKapCbKoro 3acoby

3a peyenmom

UA/16042/01/01

35.

BIHOPE/IbBIH
"EBEBE"

KOHLeHTpaT Ans
PO3uUnHy ANns iHdysili, 10
mr/mn no 1 mn (10 mr)
a6o 5 mn (50 mr) y
onakoHax Nel

EBEBE dapma

lec.m.6.X. Hdpr. KI

AscTpist

NOBHUIA LMKN
BMPOGHMLTBA:
EBEBE ®dapma
lec.m.6.X. Hdpr.

KT, ABCTpisi;

TECTYBaHHS:

Mrn
Mikpo6ionoriwe
¢ MNprochnabop
Mv6X, ABCTpis;

TeCTyBaHHS:
Na6op N+C AT,

HimeuunHa

AscTpis/
HimeuunHa

BHECEHHS 3MiH [0 peecTpavLiiHnx
mMarepianis: 3MiHu | Tuny - 3miHn Woa0
6e3nekun/etheKkTUBHOCTI Ta hapMakoHarsay.
3MiHM Yy TepaneBTUYHNX MOKa3aHHX
(BMNyYeHHs TepaneBTUYHOTO NoKa3aHHs)
(BMNyYeHHs TepaneBTUYHOTO NOKa3aHHs)
BHECEHI [0 iHCTPYKLUIT Y po3ain "MokasaHHa")
(TepmiH BBeAEHHSI 3MiH MPOTArOM 6-Tn
MicALiB Nicnsa 3aTBepKEHHS); 3MiHu Il Tuny -
3MiHM Wwopo 6e3nekun/etekTUBHOCTI Ta
hapmakoHarisgy. 3mMiHM y KOpoTKii
XapakTepucTu1Li NikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKLii 415 MeguyHoro
3aCTOCYBaHHS Y 3B’AA3KY i3 HOBUMUW AaHUMK 3
AKOCTI, AOKNIHIYHUMU, KNIHIYHUMY JaHUMK Ta
naHumn 3 dpapmakoHarnsgy (BHeceHi o
IHCTPYKLi y po3ginu: "®apmakosnoriyHi
BrnactmsocTi”, "MpoTunokasaHHA",
"B3aemogis 3 iHLIMMUY NiKapCbKumu
3aco6amMu Ta iHWI BUAW B3aemMogiit",
"Oco6/MBOCTI 3aCTOCYBaHHA", "3aTHIiCTb
BMAVBATK Ha LWBUAKICTb peakLiii npu
KepyBaHHi aBTOTPAHCNOPTOM a60 iHLWMMMK
mMexaHiamamu”, "Crocib 3acTocyBaHHs Ta
[o3un" (iHdhopmauisa 3 6esneku),
"Mepepno3yBaHHs", "Mob6iuHi peakuyii") (TepmiH
BBE/IEeHHSA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHSA)

3a peyenmom

UA/4020/01/01

36.

BIHMOLETUH-
ACTPA®APM

Tabnetkn no 5 mr, no 10
Tabnetok y 6nictepi, no
2,a6o0no 3, abo no 5

TOB
"ACTPA®APM"

YkpaiHa

TOB
"ACTPADAPM"

YkpaiHa

BHECEHHS 3MiH O peecTpaLiiiHnX
Martepianis:
3MiHW | Tuny - 3MiHK Woao

3a peyenmom

UA/5622/01/01
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Ne Ha3ssa nikapcbko20 dopma sunycky 3assHuUK KpaiHa Bupo6Huk KpaiHna PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs
6nicTepis y Kopo6ui 3 6e3nekun/ethekTNBHOCTI Ta hapMakoHarisay.
KapToHy BBesieHHA ab0 3MiHW [0 y3aranbHeHUX
[JaHvx npo cuctemy dpapmakoHarnsagy
(BBEAGHHA y3araslbHEHUX AaHnX Npo
cuctemy hapmakoHarnsgy, 3miHa
YNOBHOBaXKEHOT 0CO6MU, BiANOBIZabHOT 3a
3[ificHEHHS hapMakoHarnsay; KOHTaKTHOI
0cob6u 3 hapmakoHarnsgy 3asBHuka ans
3aiicHeHHs thapmakoHarnsgy B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, YNOBHOBaXXEHOT
ocobu, BiAnoBifa/IbHOT 3a 34iiCHEHHS
thapmakoHarnsgy (BKUYakum KOHTaKTHI
[AaHi) Ta/abo 3MiHV y pO3MiLLLeHHI MacTep-
(paiina cuctemu chapmakoHarnsgy) -
nponoHoBaHa peaakuis: LLloskosa IpvHa
BaneHTvHiBHa
37. | BIHNOLUETWUH- KOHLEeHTpAaT ans MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [JO peecTpaLiliHnx 3a peyenmom UA/2576/01/01
AAPHMLA pO3unHy Ans iHysii, 5 "®apmMaueBTnyHa "apmaLeBTUYH marepianis:
Mr/mMn no 2 M B amnyni; chipma "OapHuus” a hipma 3MiHKM | TUNY - 3MiHK Woao
no 5 amnyn B KOHTYpPHiii "NapHuus" 6e3nekn/edpeKTMBHOCTI Ta hapmakoHarnsay.
YapyHKOBIli ynakoBL,i; no BBeaeHHs1 ab0 3MiHN A0 y3arasibHEHUX
2 KOHTYpPHi YapyHKOBI AaHux npo cuctemy hapmakoHarnsgy
ynakoBku B nayuyj; no 10 (BBEeEHHS y3aranbHeHUX AaHnx npo
amnys B KOHTYPHIi cuctemy dhapmakoHarnsagy, smiHa
YapyHKOBIli yNnaKkoBKL; YyNOBHOBaXXEHOI 0Cc0o6U, BiAnoBiganbHOT 3a
no 1 KOHTYPHii 34ilicHeHHs hapMakoHarnaay; KOHTakTHOT
YapyHKOBIli ynakoBLji B ocobu 3 hapmakoHarnsay 3asBHVKa Ans
nauui 3pilicHeHHs chapMakoHarnsagy B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif YNOBHOBaXEHOI
0co6w, BignoBiga/IbHOI 3a 34iNCHEHHS
hapmakoHarnagy (BKIoyakoum KOHTaKTHi
AaHi) Ta/abo 3MiHM Y pO3MiLLEeHHI macTep-
thaiina cuctemun chapmakoHarnsgy) -
3anponoHosaHo: Cipaxos Irop
OnekcaHgpoBuy
38. | BICTAMIA, Tab1eTkn, BKpUTI MicTtpan Kenitan Benuka CiHTOH XicnaHisi, Icnanis BHECEHHS 3MiH A0 peecTpaLiiHnx 3a peyenmom UA/15136/01/01
NNiBKOBOI 060/IOHKOIO, MeHemxmeHT BpuTaHis C.J. Martepianis: 3MiHK | TUNy - AAMIHICTpaTUBHI
no 50 mr; no 10 Nimiteq, 3MiHW. 3MiHa Ha3BW JlikapCbKOro 3acoby
TabneTok y 6nictepi; no (3miHa Hassm /13 (6yno - BIKATYTAMIA-
3 6nicTepy B KAPTOHHIA BICTA)
Kopoo6Li
39. | BICTAMIA, TabneTku, BKpUTI Mictpan Kenitan Benvka CiHTOH XicnaHis, Icnanis BHECEHHS 3MiH O peecTpavL,iiiHnX 3a peyenmom | UA/15136/01/02
NNiBKOBOI 060/IOHKOIO, MeHemXMeHT BpuTaHis C.J. Matepianis: 3MiHK | TUNy - AAMIHICTpaTUBHI
no 150 wmr; no 10 Nimiteq, 3MiHW. 3MiHa Ha3BW JlikapCbKOro 3acoby
Tabnetok y 6nictepi; no (3miHa Ha3eu N13 (6yno - BIKANTYTAMIO-
3 6nicTepy B KAPTOHHIA BICTA)
Kopo6ui
40. | BOOA onga PO3YVHHUK ANs MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH O peecTpaLiiiHnX 6e3 peyenma UA/3150/01/01
IH'EKLIN-AAPHNLSA NPUroTyBaHHA PO3YNHY "®apmaueBTnYHa "GapmaueBTUYH mMartepianis:
A5 iH'eKUin no 2 Mn B dipma "AapHuus" a thipma 3MiHW | Tuny - 3MiHK Woao
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Ne Ha3ssa nikapcbko20 dopma sunycky 3assHuUK KpaiHa Bupo6Huk KpaiHna PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs
amnyni, no 5 amnyny "AapHnus” 6e3nekun/ethekTNBHOCTI Ta hapMakoHarisay.
KOHTYPHIli YapyHKOBIi BBefeHHs1 ab0 3MiHW [0 y3arasibHEHUX
yNakoBLj, N0 2 KOHTYPHi AaHux nNpo cuctemy chapmakoHarnsgy
YyapyHKOBi YNakoBK/ B (BBEAGHHA y3araslbHEHUX AaHnX Npo
naJui; no 5 mn B amnyni, cuctemy hapmakoHarnsgy, 3miHa
no 5 amnyn y KOHTYpHIi yNOBHOBaXeHOI 0co6u, BignoBiganbHOT 3a
YapyHKOBIli ynakoBLj, No 3[ificHEHHS hapMakoHarnsay; KOHTaKTHOI
2 KOHTYpPHi YapyHKOBI 0cobu 3 hapmakoHarnsay 3asBHuKa 4
yNakoBKM B naui; no 2 3aiicHeHHs thapmakoHarnsgy B YkpaiHi,
Mn abo 5 mn B amnyni, AKLLO BOHA BigMiHHA Bif, YNOBHOBaXXEHOT
no 10 amnyn y kopoo6uy; ocobu, BiAnoBifa/IbHOT 3a 34iiCHEHHS
no 10 mn B amnynax thapmakoHarnsgy (BKUYakum KOHTaKTHI
[AaHi) Ta/abo 3MiHV y pO3MiLLLeHHI MacTep-
(paiina cuctemu chapmakoHarnsgy) -
3arBeppxeHo: Cmox CTaHicnasa
AHatoniiBHa. 3anponoHoBaHo: Cipaxos Irop
OnekcaHgpoBumy
41. | TAAOBICT 1,0 PO34MH Ans iH'ekuin, 1 Banep ®apma Al HimeuunHa Baiep ®apma HimeuwunHa BHECEHHS 3MiH [0 peecTpaLiiiHnX 3a peyenmom UA/6664/01/01
MMo/ib/MA, no 5 mn, abo Al Martepianis:
no 7,5 mn, a6o no 10 mn 3MiHuM | TUNY - 3MiHa NnapameTpis
Y CKIAHOMY LUNpUL, cneumdikaLin Ta/abo AonycTUMUX Mex
BKNafleHoOMy y Npo3opy rOTOBOrO JIiKapCbKOro 3acoby - 3MiHV A0 p.
NaacTMKoBY KOPOOGKY, "Onuc", 3anponoHOBaHO: NPO30PUii PO3YUH,
3aKpuTy nanepom; no 5 L0 HE MICTUTb BK/THOUYEHb
LINPULIB Yy KApPTOHIiA
Kopo6ui; no 5 mn, abo
no 7,5 mn, a6o no 10 mn
y N1acTUKOBOMY
LUNpWLi, BKNageHomy y
npo30py N1acTUKOBY
KOpOGKY, 3aKpuTy
nonietuneHom; no 5
LUNPULIB Y KApPTOHIi
Kopoo6Li
42. | TAPOACUN | CyCneHs3is AN iH'ekuil Mepk Wapn i LBeliuapis BMPOGHULTBO CLIA/ BHECEHHS 3MiH 10 peecTpavLiniHnx 3a peyenmom | UA/13451/01/01
GARDASIL® no 0,5mn (1 gosa) y [oym lgea, IHK. Hepo3dhacoBaHO HigepnaHgn Martepianis:
BAKUWHA NPOTU chnakoHax Ne 1, Ne 10 T npoaykKuii, 3MiHK | TUNy - 3MiHK Woao

BIPYCY MAMIIOMU
NOAVNHW (TUMIB 6,
11, 16, 18)
KBAJPVBANEHTHA
PEKOMBIHAHTHA

abo y nonepefHL0
HamnoBHEHMX LUNpULAax
Ne 1, Ne 6 y kOoMr/iekTi 3
1 ronkoto

KOHTPO/b AKOCTI
Ta nepBuHHe
nakyBaHHs:
Mepk Wapn i
Joym Kopn.,
CLUA; BTOpUHHE
nakyBaHHs,
[03BiN Ha
BMNYCK cepil:
Mepk Wapn i
Joym B.B.,
Higepnangu

6e3nekun/ethekTUBHOCTI Ta hapmakoHarnsgy.
BeefieHHA ab0 3MiHM [0 y3arasbHeHNX
[JaHux nNpo cuctemy chapmakoHarnsgy
(BBEAEHHSA Yy3aranbHEHNX AaHNX Npo
cuctemy thapmakoHarisgy, 3miHa
yNOBHOBaXKEHOI 0c0o6U, BiANoBiAanbHOT 3a
3AilicHeHHs hapMakoHarnaay; KOHTakTHOT
ocobu 3 hapmakoHarnsgy 3asBHuka ans
3piicHeHHs chapmakoHarnsay B YkpaiHi,
AKLLIO BOHA BifiMiHHA Bif} YNOBHOBAXEHOT
0co6w, BignoBiga/IbHOI 3a 34iNCHEHHS
hapmakoHarnagy (Bkoyakoum KOHTaKTHi
faHi) Ta/abo 3MiHW y pO3MiLLleHHI MacTep-




27

[TponmoBxeHHs mojaTka 3

[04AaTKOBOI AiNbHML BUPOOHMUTBA ANst
YyacTvHu abo BCbOro BUPOBHMYOro npouecy
roTOBOrO JIiKapCbKOro 3acoby (4inbHULS, Ha

SKi NPOBOAATLCA OyAb-siKi BUPOGHMYI cTagii,
3a BYHSATKOM BUMNYCKY Cepii, KOHTPOSO SKOCTi
Ta BTOPUHHOTO NakKyBaHHA AN CTEPUIBHUX
NiKapCbKMx 3ac006iB (BKIOHAOUM BUPOGEHI
acenTUYHNUM MEeTOL0M), KPiM JliKapCbKmX
3ac06iB 6i0/10r4YHOro/iMyHOMOrNYHOrO

NOXoMKeHHs1) CynyTHS 3MiHa - 3MiHK 3
AKocTi. FoToBWIA Nikapcbkuii 3aci6. 3MiHM y

BMPOGHULTBI. 3amiHa abo BBefEHHS

Ne Ha3ssa nikapcbko20 dopma sunycky 3assHuUK KpaiHa Bupo6Huk KpaiHna PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs
thaiina cuctemun chapmakoHarnsgy) - fivova
pefakuis: ynoBHoBaxeHa ocoba,
BiANOBigasibHa 3a 34iiCHEHHS
thapmakoHarnsgy: XXaHet Xopmb6peii.
MponoHoBaHa peAakLisi: ynoBHOBaXKeHa
0coba, BiANOBiAa/IbHA 3a 34iNCHEHHS
thapmakoHarnagy: foktop Man Jemon. 3miHa
KOHTaKTHUX AaHuX. 3MiHa y pPO3MiLLeHHi
MacTep-ganay
43. | TAPOACUN | CycneHsist ANs iH'ekuiit Mepk LWapn i LLiBeiiLapis BMPOGHMLTBO ClA/ BHECEHHS 3MiH [JO peecTpaLiiiHnX - UA/13053/01/01
GARDASIL® no 0,5 mn (1 gosa) y [oym lgea, IHK Hepo3cacoBaHO HigepnaHau martepianis:
BAKUMHA NPOTU donakoHax Ne 480 a6o y T npoaykuji, 3MiHY | TUny - 3MiHN Woao
BIPYCY NANIIOMU nonepegHL0 KOHTPO/b AKOCTI 6e3nekun/etheKkTNBHOCTI Ta hapMakoHarsay.
NLavHM (TUNIB 6, HamnoBHEHUX LWNpuuax Ta NepBUHHe BBefeHHst ab0 3MiHM [0 y3arasibHEeHUX
11, 16, 18) Ne 100 nakyBaHHs: AaHux nNpo cuctemy chapmakoHarnsgy
KBAAPUBANEHTHA Mepk Wapn i (BBEOEHHS y3arasibHEHUX AaHUX NPO
PEKOMBIHAHTHA, [Joym Kopn., cuctemy hapmakoHarnsgy, 3miHa
IN BULK CLUA; BTOpUHHE YNOBHOBaXKEHOT 0CO6M, BiANOBiZaIbHOT 3a
nakyBaHHs, 3AiicHeHHA hapMakoHarnagy; KOHTakTHOT
[03BiN Ha 0cob6u 3 hapmakoHarnsgy 3asBHuKa 4ns
BUMYCK Cepii: 3aiicHeHHs thapmakoHarnsgy B YkpaiHi,
Mepk Wapn i AKLO BOHA BiAMIHHA BiJ YNOBHOBaXeHOI
Joym B.B., ocob6u, BiAnoBiga/IbHOT 3a 34iiCHEHHS
Higepnangn thapmakoHarnsgy (BKUYakum KOHTaKTHI
[AaHi) Ta/abo 3MiHM y pPO3MiLLLeHHI MacTep-
(paiina cuctemun chapmakoHarnsgy) - Airoua
pejakuis: ynoBHOBaXeHa 0coba,
BignoBigasibHa 3a 3AjACHEHHSs!
thapmakoHarnsgy: XXaHet Xopmo6peii.
MponoHoBaHa peAakuis: ynoBHOBaXkeHa
oco6a, BiAnoBiAasibHa 3a 3AiICHEHHs
thapmakoHarnagy: Joktop Main Jemon. 3miHa
KOHTaKTHUX AaHuX. 3MiHa Yy PO3MiLLeHHI
MacTtep-gainy
44. | TEK-IH®Y3IA 6% PO34unH AN iHAY3iA No MpuBaTHe Ykpaina MpuBaTHe Ykpaina BHECEHHS 3MiH 10 peecTpavLiniHnx 3a peyenmom UA/5131/01/01
200 mi1 a6o no 400 mny akuioHepHe akuioHepHe Martepianis: 3MiHu | Tuny - 3MiHM 3 AKOCTI.
nasLwKax TOBapuCTBO TOBapUCTBO [OTOBWIA NiKapCbkWii 3aci6. 3MiHN Y
"lHdpy3ia” "lHdpy3ia” BMPOOHULTBI. 3amiHa abo BBefEHHS
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Ne Ha3ssa nikapcbko20 dopma sunycky 3assHuUK KpaiHa Bupo6Huk KpaiHna PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs

[00aTKOBOI AiNbHWLI BUPO6HULTBA ANA
4yacTuH1 abo BCbOro BUPOBHMYOro npolecy
rOTOBOIO MiKAPCbKOro 3acoby (AinbHuusa ans

BTOPWMHHOTO MakKyBaHHS) - 3MiHM 3 AKOCTI.
FoTOBWMIA Nikapcbkuii 3aci6. 3MiHK y
BMPOGHMLTBI. 3MiHW Y NpoLeci BUpOOHNLTBA
rOTOBOrO NiKapCbKOro 3acoby, BKtouatoum
NPOMDKHUIA NPOAYKT, LLIO 3aCTOCOBYETHLCSA NPK
BVMPOGHMLTBI FOTOBOTO NiKapCbKOro 3acoby
(iHwWi 3miHW) (BBEAEHHS [OAATKOBOI AiNTbHAL
BUpOGHMUTBA: YKpaiHa, 23219, BiHHMLbKaA
0671., BiHHWLbBKWIA p-H, €. BiHHMLBKI XyTOpW,
ByNn. Hemupiscbke woce, 6. 84 A. Cxema,
TEeXHONOriYHI cTajii BUpobHULTBA,
napameTpy KOHTPO/IH0 B NPOLECi

BMPOGHMLTBA HE 3MiHIOTbCA. HesHauHi
3MiHM B 06/1a4HaHHI BiANOBIAA0Tb BUMOram
GMP; 3miHa BMKIageHHs iHdopmadii y cxemi

i onuci BUpo6HULTBA; 3MiHa TEPMIHY
36epiraHHsA NPOMDKHOT NPOAYKLi
(3anponoHoBaHo: y peakTopi nicns
NPWUroTYBaHHA Ta MOro PO3/IMBY CyMapHoO He
6inblue 24 roavH; y NnsiWkax Ao crepunisauii
He 6inbLue 24 roauH); 3miHu | Tuny - 3miHn 3
AKocTi. [oToBWIA Nikapcbkuii 3aci6. 3MiHM y
BUPOBHULTBI. 3MiHa po3Mmipy cepil
(BK/THOYAKOUM AjanasoH po3Mipy cepii)
rOTOBOIO JliKapCbKOro 3acoby (3MEHLLEHHS

00 10 pasiB) (3MEHLLEHHSA TEOPETUYHOTO
PO3Mipy cepii roTOBOro liKkapcbKoro 3acoby

3arBepmkeHo: 2000,00 n,
3anponoHoBaHo: 2000,00 n ta 400,00 n);
3MmiHu | TMnYy - 3MiHKW 3 AKocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHW y BUPOOHULTBI.
3MiHa iMnopTepa/aMiHu, Lo CTOCYHTLCA
BUMYCKY Cepii Ta KOHTPOJIKO SIKOCTi FOTOBOTO
nikapcbkoro 3acoby (3amiHa abo JogaBaHHSA

BMPOOHMKa, LLO BiANOBIJAE 3a BBE3EHHS

Ta/abo BMnyck cepir) - Bkatouaroum
KOHTPO/b/BMNPOGYBaHHS cepii (BBeAEeHHS
[04aTKOBOI AiNbHUL BUpo6HMUTBA: YKpaiHa,
23219, BiHHMUbKa 0611., BIHHWLBKNMIA p-H, C.
BiHHMLpBKI XyTOpWY, ByN. HemMupiBCbKe Loce,

6. 84 A); 3MiHu | TUNY - AAMIHICTpaTMBHI

3MiHW. BunyyeHHs BUPOOHUYOI AinbHUL
(Brrovatoun ginbHULi Ans A®l, npoMixXHOro
npoaykTy abo rotoBoro NikapcbKoro 3acooy,

AiNbHULI N8 NPOBEAEHHS NaKyBaHHS,

BMPOGHMKA, BiAMoBifaIbHOMO 3a BUMYCK
cepiid, MicLle NpoBeAEHHS KOHTPO/IO cepii)




29 [TponmoBxeHHs mojaTka 3
Ne Ha3ssa nikapcbko20 dopma sunycky 3assHuUK KpaiHa Bupo6Huk KpaiHna PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs
ab0 nocrtavasibHUKa BUXIQHOTO MaTepiasny,
peareHTy abo AONOMDKHOI PEYOBMHU (SIKLLLO
3a3HayYeHo y J0CbE) (BUTYyYEHHS BUPOGHMYOT
AinbHuUi ana A®| Hatpito xopug - CG
Chemikalien GmbH & Co. KG, Hime4yynHa)
45. | TEKCAKCUM | cycneHsis ANns iH'ekuin CaHodvi Mactep ®paHuis MOBHWI LKA PpaHuis/ BHECEHHS 3MiH [0 peecTpaLiiiHnX 3a peyenmom | UA/13080/01/01
HEXAXIM BAKLUMHA no 0,5 mn (1 gosa) B C.A. BMPOGHMLITBA, YropwuHa Martepianis:
ansa nonepenHLo BUWMYCK Cepiii: 3MiHuM | TUNY - 3MiHa y NnapameTpax
MPO®DINAKTUKN 3arnoBHeHVX Wwnpuuax 3 CaHodi MacTep cneuudikauin Ta/abo gonycTummx mex,
LOUGTEPII, MPABLA, 1-et0 (abo 2-ma) C.A., ®paHuis; BM3HAYeHVX y cneumndikauisx Ha Adl, abo
KALLUJTHOKY okpemumu rosikamm Ne 1 BTOPUHHE BVXi4HWIA/NPOMIKHWIA NpoAYKT/peareHT, Lwo
(ALENIONSAPHUN abo Ne 10 Tay nakyBaHHs: 3AT BMKOPMCTOBYIOTLCS Y MPOLEeCi BUPOOHMLTBA
KOMMOHEHT), chnakoHax Ne 10 "CaHodpi- A®I (3BY>XEHHA AONYCTUMUX MEX,
FENATUTY B ABeHTIC", BM3HAYeHUX y crneyndikauii Ha nikapcbki
PEKOMBIHAHTHA, YropwuHa 3acobu, An1a AKMX OTPUMYETBLCS 03BN HA
noniomienity BWMYCK cepii Big, ogoiLiliHOro perynsaTopHoro
IHAKTUBOBAHA TA opraHy) - 3BY)XXeHHS AianasoHy rpaHuyHuX
3AXBOPHOBAHb, 3HaueHb Yy cneumdikauii 41 3aMWwKOBOro
CNPUHNHEHNX BMICTY UiaHiZy, BU3Ha4eHoro Ha etani
HAEMOPHILUS nonicaxapuay agunorigpasungy (PRP-AH).
TANY B PepakujiliHi 3MiHM CTOCOBHO po3gainy
KOH'HOFTOBAHA, 3.25.24.
ACOPBOBAHA,
PIOKA
46. | TEMUUTABIH-BICTA | nopoluok MicTtpan Kenitan Benuka AkTasic ITanis ITanis BHECEHHS 3MiH 1O peecTpaLiiiHnX 3a peyenmom UA/14136/01/01
niodpinizoBannii pns MeHemxmeHT BpuTaHis C.n.A. marepianis:
PO34UnHy Ans iHdy3iit no Nimiteq, 3MiHKM | TUNY - 3MiHa NapameTpiB
200 mr, 1 dpnakoH 3 cneumdikaLin Ta/abo gonycTUMmX Mex
NMOPOLLUKOM B KapTOHHil rOTOBOrO /IiKAPCLKOro 3acoby ([AONOBHEHHSA
KOpoo6Li cneuunagikauii HOBUM MOKa3HMKOM 3
BiANOBIAHUM METOA0M BUNPOBYBaHHS) —
[OMNOBHEHHSA MOKa3HWMKa «PofCTBEHHbIE
npumMecu» cneumaikaii Ha BUMYCK Ta TePMiH
NpUAATHOCTI
47. | TEMUUTABIH-BICTA | nopoLuok Mictpan Kenitan Benuka AkTasic ITanis ITanis BHECEHHS 3MiH [J0 peecTpaLiliHnx 3a peyenmom UA/14136/01/02
niodpinizoBaHuii ans MeHepKMeHT BpuTaHis C.nA. Marepianis:
pO34rHy Ans iHAy3ii no Nimiteq, 3MiHuM | TUNY - 3MiHa NnapameTpis
1000 wmr, 1 chnakoH 3 cneumdikauii Ta/abo fONYCTUMUX MEX
NOPOLLKOM B KapTOHHIl rOTOBOIO JTiKAPCbKOro 3aco6y (4ONOBHEHHS
KOpoo6Li cneuuaikaLii HOBUM MOKa3HUKOM 3
BiZANOBIAHUM METOA0M BUNPOOYBaHHSA) —
[OMOBHEHHSA NokasHvka «PofCTBEeHHbIe
npumMecu» cneumaikaLii Ha BUNycK Ta TepPMiH
npuaaTHoCTI
48. | TEMUUTABIH-BICTA | mopoLuok Mictpan Kenitan Benvka AxTasic ITanis ITanisa BHECEHHS 3MiH 0 peecTpaLiiiHnX 3a peyenmom UA/14136/01/03
niogpinizoBaHuii ons MeHemXMeHT BpuTaHis C.n.A. mMartepianis:
PO34nHy Ans iHdy3iin no Nimiteq, 3MiHuM | TUNY - 3MiHa NapameTpiB

2000 wmr, 1 chnakoH 3
NOPOLLKOM B KapTOHHiIi
Kopoo6ui

cneumdikaLin Ta/abo fonycTUMMX Mex
rOTOBOrO MiKapCbKoro 3acoby (40MNOBHEHHS
cneumdikaLii HOBUM NOKa3HMKOM 3
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n/n

Hassa sikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs

49.

BiANOBIAHUM METOA0M BUNPOBYBaHHS) —
[I0NOBHEHHS NOKa3HWKa «POLCTBEHHbIE

npumecu» cneumdikauii Ha BUNycK Ta TEPMIH

npuaaTHoCTI

50.

TEHTAMILVHY
CYNb®AT-JAPHULIA

po34nH Ans iH'exuili, 40
Mr/Mn, no 2 mn B
amnyni; no 5 amnyn By
KOHTYPHIli YapyHKOBIi
YMakKoBLj; MO 2 KOHTYpPHi
YyapyHKOBi YNakoBK/ B
nauui

MpAT
"®apmaueBTnYHa
chipma "OapHuus”

YkpaiHa

MpAT
"apmaLeBTUYH
a hipma
"NapHuua"

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLiliHnx
marepianis:
3MiHK | TUNy - 3MiHK Woao

6e3nekn/edpeKTMBHOCTI Ta hapmakoHarnsay.

BBegeHHs abo 3MiHM [0 y3arasibHeHnX
[JaHnX npo cuctemy apmakoHarnsagy
(BBEAEHHSA Yy3aranbHEHNX faHNX Npo
cuctemy thapmakoHarisgy, 3miHa
YyNOBHOBaXXEHOI 0c06u, BiAnoBiganbHOT 3a
3ailicHeHHs hapMakoHarnaay; KOHTakTHOT
ocobu 3 hapmakoHarnisay 3asBHvKa ans
3pilicHeHHs chapmakoHarnsagy B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif YNOBHOBaXEHOI
0co6w, BignoBiga/IbHOI 3a 34iNCHEHHS
hapmakoHarnagy (Bk1oyakoum KOHTaKTHi
AaHi) Ta/abo 3MiHM Y pO3MiLLEeHHI macTep-
haiina cuctemu chapmakoHarnsgy) -
3arBepxeHo: CmoBx CTtaHicnasa
AHatoniiBHa. 3anponoHoBaHo: Cipaxos Irop
OnekcaHApoBuy

3a peyenmom

UA/6256/01/01

51.

FENAPUH-OAPHULUA

renb, 600 MO/rno 30 ry
Ty6i; no 1 Ty6i B nayu,i

MpAT
"®apmMaleBTnyHa
ipma "fapHuus”

YkpaiHa

MpAT
"®apmaLieBTUYH
a thipma
"fapHuua”

YkpaiHa

BHECEHHS 3MiH 1O peecTpaLiiiHnX
marepianis:
3MiHKM | TURy - 3MiHKU Woa40
6e3nekun/etheKkTUBHOCTI Ta hapMakoHarsay.
BBefeHHA abo 3MiHM [0 y3arasibHeHNX
[JaHux nNpo cuctemy hapmakoHarnsgy
(BBEAEHHA y3araslbHeHUX AaHnx npo
cuctemy dhapmakoHarnsagy, smiHa
YNOBHOBaXKEHOT 0CO6M, BiANOBIZaIbHOT 3a
3AilicHeHHA hapMakoHarnagy; KOHTaKkTHOT
ocobu 3 hapmakoHarnagy 3asasHuKa ans
3[jfiCHEHHsT hapmakoHarnsgy B YkpaiHi,
AKLLO BOHA BiAMIHHA BiJ YNOBHOBAXEHOI
ocob6u, BiAnoBiga/bHOT 3a 34iiCHEHHS
hapmakoHariagy (BKIoUakoum KOHTaKTHi
[AaHi) Ta/abo 3MiHM y PO3MiLLLeHHI MacTep-
thaiina cuctemu chapmakoHarnagy) -
3arBeppxeHo: Cmox CTaHicnasa
AHatoniiBHa. 3anponoHosaHo: Cipaxos Irop
OnekcaHApoBuy

6e3 peyenma

UA/2577/01/02

FNMIOKOBAHC

Tabnetku, BKpUTI
NNiBKOBOI 060/IOHKOIO,
no 500 mr/5 mr no 15
Tabnetok y 6nictepi; no
2 6nicTepu B KApTOHHiIl
Kopo6Li; no 20 TabneTok

Mepk CaHTe c.a.c.

®paHuis

Mepk CaHte

®paHuis

BHECEHHS 3MiH O peecTpaLiiiHnX
Martepianis:
3MiHY Il TURY - 3MiHW [0 IHCTPYKUIT Ans
MeAWNYHOTO 3aCTOCYBaHHSA Yy pO3gin
"MpoTunokasaHHA", "B3aemogis 3 iHWMMMK
nikapcbknuMmn 3acobamu Ta iHLWi BUan

3a peyenmom

UA/5390/01/02
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Ne Ha3ssa nikapcbko20 dopma sunycky 3assHuUK KpaiHa Bupo6Huk KpaiHna PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs
y 6nictepi; no 3 B3aemogiii", "Oco6amMBOCTi 3aCTOCyBaHHS",
6nicTepu B KAPTOHHIi "Cnoci6 3acTocyBaHHA Ta 0031". BBefgeHHsA
Kopoo6Li 3MiH npoTArom 3 micsAuiB nicnsa
3aTBEpPKEHHS
52. | FNMIOKOBAHC TabneTkn, BKpUTI Mepk CaHTe c.a.c. PpaHuin Mepk CaHte PpaHuin BHECEHHS 3MiH [J0 peecTpaLiliHnx 3a peyenmom UA/5390/01/01
NAiBKOBOK 060/I0HKOI, marepianis:
no 500 mr/2,5 mr no 15 3MiHu |l TUNy - 3MiHK [0 IHCTPYKLiT AnA
Tabnetok y 6nictepi; no MeAMNYHOr0o 3aCTOCYBaHHSA Yy po3ainm
2 bnictepun B KApTOHHIl "MpoTnnokasaHHs", "B3aeMogis 3 iHWnMK
Kopo6uj; no 20 TabneTok nikapcbkuMun 3acobamu Ta iHLWi BUan
y 6nictepi; no 3 B3aemogiii", "Oco6mMBOCTi 3aCTOCyBaHHA",
6nicTepu B KAPTOHHIi "Cnoci6 3acTocyBaHHs Ta Ao3v". BBegeHHs
Kopoo6Lji 3MiH npoTtsrom 3-x Micsiyis nicns
3aTBEpPKEHHS
53. | MKOKO3A- PO34UMH Ans iH'ekuiid, 400 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiHnx 3a peyenmom UA/2349/01/01
AAPHULA mr/ma no 10 mn a6o no "®apmaueBTnyHa "®apmaueBTNyH mMartepianis:
20 mn B amnyni; no 5 ipma "OapHuus” a thipma 3MiHK | TUNy - 3MiHK Woa0
amnyn abo no 10 amnyn "NapHuus” 6e3nekn/edheKTMBHOCTI Ta hapmakoHarisay.
y nauui BBefieHHA ab0 3MiHM [0 y3aranbHEeHUX
[aHux npo cuctemy drapmakoHarnsagy
(BBEiEHHA y3araslbHEHUX AaHnX npo
cuctemy thapmakoHarnsgy, 3miHa
YNOBHOBaXEHOT 0cO6MU, BiANOBiAaLHOT 3a
3[jICHEHHST hapMakoHarnsgy; KOHTakTHOT
0ocobu 3 hapmakoHarnsgy 3asBHuka gns
3pilicHeHHs thapMakoHarnsay B Ykpaii,
SIKLO BOHA BiAMIHHA Bif YNOBHOBaXXEHOI
ocobu, BiAnoBigasbHOI 3a 34iiCHEHHS
hapmakoHarnagy (BKoUYakum KOHTaKTHI
OaHi) Ta/abo 3mMiHM Y pO3MiLLEeHHI macTep-
thaiina cuctemu chapmakoHarnsgy) -
3arBepxeHo: Cmox CTaHicnasa
AHatoniiBHa. 3anponoHoBaHo: CipaxoB Irop
OnekcaHgpoBuy
54. | TNMIOKO3A- pO34unH AN iHdys3iid, 50 MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpavLiiHnx 3a peyenmom | UA/14001/01/01
AAPHULSA mr/mn no 200 mn a6o no "®apmaueBTuyHa "®dapmaueBTNYH Marepianis:
400 mn y dhnakoHax hipma "OapHuus” a hipma 3MiHK | TUNy - 3MiHK Woao
"fapHuus” 6e3nekun/ethbekTUBHOCTI Ta hapmakoHarnsgy.

BeefieHHA ab0 3MiHM [0 y3arasbHEeHNX
[aHux Npo cuctemy chapmakoHarnsgy
(BBEAEHHS Yy3aranbHEHNX AaHNX Npo
cuctemy dapmakoHarnsagy, amiHa
YNOBHOBaXEHOT 0co6Mu, BiANOBiJabHOT 3a
3AilicHeHHs hapMakoHarnaay; KOHTakTHOT
ocobu 3 hapmakoHarnsgy 3asBHuka gns
3pilicHeHHs chapMakoHarnsay B YkpaiHi,
AKLLO BOHA BifMiHHA Bif} YNOBHOBaXEHOT
0co6w, BignoBiga/bHOI 3a 34iNCHEHHS
hapmakoHarnagy (Bkioyaoum KOHTaKTHi
faHi) Ta/abo 3MiHW y pO3MiLLleHHI MacTep-
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[TponmoBxeHHs mojaTka 3

Ne Ha3ssa nikapcbko20 dopma sunycky 3assHuUK KpaiHa Bupo6Huk KpaiHna PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
thaiina cuctemu chapmakoHarnsgy) -
3arBepxeHo: CmoBx CTaHicnasa
AHatoniiBHa. 3anponoHoBaHo: Cipaxos Irop
OnekcaHApoBWY
55. | TPUNAYT Tabnetkv no 4 Tabnetku €Bpo laiidkep Benuka ®AC NimiTes, IHais BHECEHHS 3MiH [J0 peecTpaLiliHnx 6e3 peyenma UA/9253/01/01
y cTpuvni abo 6nictepi; nrg BpuTaHis IHAs; marepianis: 3miHu | TMny - 3MiHM 3 AKOCTI.
no 1 ctpuny a6o MapkcaHc [oToBWIA Nnikapcbkuii 3aci6. Cuctema
6nicTepy y KapTOHHiii dapwma /114, KOHTeliHep/3aKynoptoBasibHWiA 3aci6. 3MiHa
ynakoBui Ne 4 (4x1); no IHAis PO3Mipy ynakoBKW roTOBOTO MiKapCbKOro
4 TabneTkn y cTpuni abo 3aco6y (3MiHa KiNbKOCTi OANHNLb
6nicTepi; no 1 ctpuny (Hanpuknag TabneTok, amnyn ToLLo) B
abo 6nictepy y ynakoBLi:) - 3miHa nosa gianasoHoM
KapTOHHI kopobuj; no 3aTBepKEHNX PO3MIpIB YNakoBKU (BBEAEHHSA
50 KapTOHHKX KOPOBOK Y [0[aTKOBNX BTOPUHHUX YNakoBOK: Mo 4
KapTOHHI Kopobui Ne Tabnetkun y ctpuni abo 6nictepi, no 1 ctpuny
200 (4x1x50); no abo 6ricTepy pa3oMm 3 iHCTPYKUielo ans
4 TabneTkn y cTpuni abo MELNYHOIO 3aCTOCYBaHHS Y KApPTOHHIl
6nictepi; no 50 cTpunis Kopo6Lj, Mo 50 KapTOHHWX KOPOGOK y
abo 6nicTepiB y KapTOHHI kopobui Ne200 (4x1x50); no 10
KapTOHHI ynakoBL,i No Tabnetok y ctpuni abo 6nictepi, no 1 crpuny
200 (4x50); no abo 6nicTepy Y KapTOHHIN kopobuj, no 10
10 TabneTok y cTpuni KapTOHHMX KOPOBOK Y KapTOHHIl kopoobLi
abo 6nictepi; no Ne100 (10x1x10), 3 BigNOBigHUMY 3MiHAMM Y
1 cTpuny abo 6nictepy y p. "Ynakoska")
KapTOHHI ynakoBLi
Ne10 (10x1); no
10 Tabnetok y cTpuni
abo 6riicTepi; Mo
1 ctpuny ab6o 6nictepy
Y KapTOHHI kopobLi; no
10 KapTOHHMX KOPOBOK Y
KapTOHHI Kopo6Lyi
Ne100 (10x1x10); no
10 TabneTok y cTpuni
abo 6nictepi; no
10 cTpunis abo
6nicTepiB y KApTOHHIN
ynakoBui Ne100 (10x10)
56. | AEPMA30/1® KpeM, 20 mr/r no 15 KYCYM IHgis KYCYM IHais BHECEHHS 3MiH A0 peecTpaLiiHnx 6e3 peyenma UA/6725/02/01
a6o 30 ry Ty6i; no 1 XENTXKEP MNBT XENTXKEP NBT Matepianis: 3MiHW | TUNY - 3MiHW 3 AKOCTI.
TyGi B KAPTOHHIA nTa nTa FoTOBMIA Nikapcbkuii 3aci6. CTabiNbHICTb.

ynakoBLji

3MiHa y TepMiHax NpuaaTHoOCTi abo ymMoBax
36epiraHHs rOTOBOTIO JliKapCbKoro 3acoby

(36iNbLUEHHA TEPMiHY NPUAATHOCTI FOTOBOTO
nikapcbkoro 3acoby) - [ns Toprosoi
yNakoBKM (NiATBEPAKYETLCS AAHUMU

peanbHOro yacy) (36iNbLIeHHs TEPMiIHY
NPWAATHOCTI FOTOBOTO NiKaPCbKOro 3acoby Ha
OCHOBI NO3UTUBHUX pe3ynbTaTiB
[,0BrOCTPOKOBUX AOCAIMKEHb CTabINbHOCTI Y




33 [TponmoBxeHHs mojaTka 3
Ne Ha3ssa nikapcbko20 dopma sunycky 3assHuUK KpaiHa Bupo6Huk KpaiHna PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs
peasnibHOMy Haci 3 3-x o 4-x pokiB) (TepMiH
Be[eHHS 3MiH NPOTAroM 6-Tu MicsLiB nicns
3aTBEPAKEHHS)
57. | AEPMA30/1® KpeM, 20 mr/r in bulk Ne KYCYM IHAisA KYCYM IHAjia BHECEHHS 3MiH [JO peecTpaLiiiHnX - UA/12479/02/01
504: no 15 r y Ty6i; no XENTXKEP NBT XENTXKEP NBT Matepianis: 3MiHW | TUnNy - 3MiHN 3 AKOCTI.
504 Ty6u B KAPTOHHIl nTa api [oToBUIA nikapcbkuii 3aci6. CTabiNbHICTb.
ynakoBuj; in bulk Ne 320: 3MiHa y TepMiHax npuaaTHocTi abo yMoBax
no 30 r y Ty6i; no 320 36epiraHHsA roToBOro NiKapCbKoro 3acoby
Ty6 B KApTOHHIl (36iNbLUEHHA TEPMiHY NPUAATHOCTI FOTOBOTO
ynakoBLi nikapcbkoro 3aco6y) - [1ns Toprosoi
yNakoBKM (MiATBEPAXYETLCA AaHUMM
peanbHOro yacy) (36iNbLIeHHS TEPMiHY
NPVAATHOCTI FOTOBOTO NikapCbKoro 3acoby Ha
OCHOBI NO3UTUBHUX pe3ynbTaTiB
[0BrOCTPOKOBUX A0CAIAKEHb CTABINIBHOCTI Y
peasibHOMY 4aci 3 3-X 0 4-x pokiB) (TepMmiH
BeAEHHS 3MiH NPOTAroM 6-Tu MicsLiB nicns
3aTBEPAKEHHS)
58. | AEPMA30/1® wamnyHb, 20 mr/mn no 8 KYCYM IHais KYCYM IHais BHECEHHS 3MiH 10 peecTpaLiiiHnX 6e3 peyenma UA/6725/01/01
MYy calle; rno 20 catue XENTXKEP MNBT XENTXKEP MNBT marepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI.
B KQPTOHHIli ynakoBLyj; nTa nTa [oToBWIA Nikapcbkuii 3aci6. CTabiNbHICTb.
no 50 mn a6o 100 mny 3MiHa y TepMiHax npugarHocTi abo ymoBax
dnakoHi, 06TArHyToMy 36epiraHHsA roToBOro JliKapcbKoro 3acoby
NNiBKOBOIO 0G0/TIOHKOO; (36iN1bLLEHHSI TEPMiIHY NPUAATHOCTI FOTOBOTO
no 1 pnakoHy B nikapcbkoro 3acoby) - [na Toprosoi
KapTOHHiiA ynakoBL,i yNakoBku (NiATBEPAKYETLCA AAHUMM
peasibHOro yacy) (36iNbLWeHHs TEPMiIHY
NPVAATHOCTI FOTOBOTO NiKapCbKOro 3acoby Ha
OCHOBI NO3UTUBHUX pe3ysbTaTiB
[,0BrOCTPOKOBUX AOCAIAKEHb CTABINBHOCTI Y
peasibHOMYy Yaci (3 3-x A0 4-X pokiB) (TepMiH
BBE/IEHHS 3MiH NPOTArOM 6-T1 MiCALIB MicnA
3aTBEPAKEHHS)
59. | AEPMA30/N1® wamMnyHb, 20 mr/mn in KYCYM IHais KYCYM IHais BHECEHHS 3MiH 1O peecTpaLiiiHnX - UA/12479/01/01
bulk Ne 240: no 50 mn'y XENTXKEP MNBT XENTXKEP NBT marepianis: 3miHu | Tvny - 3MiHK 3 AKOCTI.
donakoHi, 06TArHyTOMy nTa nTa [oToBMIA Nikapcbkunii 3aci6. CTabinbHICTb.
NNiBKOBOI 060/IOHKOIO; 3MiHa y TepMiHax npugaTHocTi abo ymoBax
no 240 chnakoHis B 36epiraHHsA roToBOro NiKapCbKoro 3acoby
KapTOHHI ynakoBLi (36iNbLUEHHSA TEPMiHY MPUAATHOCTI FOTOBOTO
in bulk Ne 96: no 100 mn nikapcbkoro 3acoby) - na Toprosoi
y dnakoHi, 06TArHyTomMy yNakoBku (NiATBEPAKYETLCA AAHUMM
NAiBKOBOI 000/10HKOIO; peanbHOro yacy) (36i/bLIeHHS TEPMiHY
no 96 chnakoHiB B NPUAATHOCTI FOTOBOTO NiKAPCbKOro 3acoby Ha
KapTOHHII ynakoBLi OCHOBI NO3UTWMBHUX pPe3ynbTaTiB
[OBroCTPOKOBMX AOC/igKEeHb CTabifibHOCTi y
peasibHOMYy Yaci (3 3-x A0 4-X pokiB) (TepMiH
BBEIEHHS 3MiH NPOTArOM 6-T1 MiCALIB MicnA
3aTBEPAKEHHS)
60. | ANKNAK® PO34MH ANs iH ekuiin, 75 CaHpo3 CnoseHis Nex CnoBeHis BHECEHHS 3MiH 10 peecTpaLiiiHnx 3a peyenmom UA/1202/03/01
Mr/3 mano 3 mnB PapmacbloTikans hapmaueBTuyHa mMarepianis: 3miHu | Tvny - 3MiHK 3 AKOCTI.
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[TponmoBxeHHs mojaTka 3

Ne
n/n

Hasga nikapcbKo20

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo
20

nocsioYeHHs

amnyni; no 5 amnyn B
KapTOHHIA Kopo6Lyi

A.a.

KOMnaHisi g.4.

[oTOBMIA Nikapcbkuii 3aci6. CTabinbHICTb.
3MiHa y TepMiHax npuaaTHocTi abo ymoBax
36epiraHHsA roTOBOrO NiKapCbKOro 3acoby
(3MEHLLEHHSI TEPMiHY NMPUAATHOCTI FOTOBOrO
nikapcbkoro 3acoby) - na Toprosoi
YMNakoBKM (3MEHLUEHHSA TePMiHY NpuAaTHoOCTI
113 3 48-mi micsuiB fo 36-Ti MicaLiB)

UA/1539/01/03

61.

ANKNO®DEHAK-
340POB'A YNbTPA

renb 50 mr/r, no 50 r a6o
no 100 r Ty6i; no 1 Ty6i
B KapTOHHI kopobu,i

ToBapucTso 3
06MexXeHoto
Bif4NOBIAANLHICTIO
"®apmaueBTnyHa
KOMMaHis
"3p0pos'a”

YkpaiHa

ToBapucTBO 3
06MexXeHot0
BignoBsiganbHicT
10
"apmaLeBTUYH
a KoMmnaHis
"3popos'a”

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLiliHnx
marepianis:
3MiHK | TUNY - 3MiHKW, NOB'A3aHi 3
HeOoOXIHICTIO NpMBEeAEHHS Y BiANOBIAHICTb
[0 MoHorpadii JdY abo €BponeincebKoi
hapmakonei, abo iHLLIOI HaLioHaIbHOT
hapmakonei fepxasu EC - NpUBEAEHHS Y
BiANOBiAHICTb A0 BMMOr EP cneuvdikauii Ta
METOZiB KOHTPO/I0 AKOCTI Ans Adl
[vknodbeHak HaTpito: BUNYyYEHHS NMOKa3HUKa
«Baxkki MeTanu»; 3miHu |l Tuny - 3amiHa
BMPOGHMKA BUXiQHOrO/NPOMIKHOIO
NPoAYKTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHMYOMY npoueci API, abo 3miHa
BMPOGHMKA (BK/OYaoun, fe HeobxigHo,
MiCLLe NPOBEAEHHS KOHTPOSO AKOCTI) AdI
(BBEAEHHS HOBOTO BNPO6HMKa ADI 3
HafaHHAM macTep-chaiina Ha Adl); cynyTHs
3MiHa: 3MiHa y napameTpax cneumdikauiii
Ta/abo fonyCTUMMNX MEX, BUSHAYEHMNX Y
cneuyudikayisax Ha Adl, abo
BVXi4HWIA/NPOMIKHWIA NpoAYKT/peareHT, Lwo
BMKOPMCTOBYIOTLCS Y MpOLEeCi BUPOOHMLTBA
A®I - 3miHa y MeTofax BUNpo6yBaHHA AD|
a60 BuUXigHOro matepiany/npPomMiKHOro
NpoAYKTy/peareHTy, L0 BUKOPUCTOBYETHCSH Y
npoueci BupobHunuTBa AdD| - BBEAEHHSA
HOBOIO BUPOGHYVKa AitoHoi peyoBrHU - Henan
Dongtai Pharm Co., Ltd., The People's
Republic of China, 3 BignosigHumMmn 3miHamu y
p. «Cknag»; K Hacnifgok, 3MiHM y
cneumdikaLii Ta MeTogax BUNPOGyBaHHS
A®I, 30kpema: BHECEHHS HOBOIO MOKasHMKa
akocTi "N-theHnn-N-xnopaueTtnn-2,6-
AvxnopaHinii (Aumnar)"”

6e3 peyenma

UA/4851/01/01

62.

IVMELPON-
LAPHULA

po3uvH Ans iH'exuiii, 10
mr/mMn no 1 mn B amnyni,
no 10 amnyn y kopoo6uy;
no 5 amnyn y KOHTYpHii
YapyHKOBIll ynakoBLii, No
2 KOHTYpPHi YapyHKOBI
ynakoBKW B NauLli

MpAT
"®apmMavleBTnyHa
dipma "fapHuus”

YkpaiHa

MpAT
"®apmaLieBTUYH
a thipma
"OapHuusa”

YkpaiHa

BHECEHHS 3MiH 1O peecTpaLiiiHnX
marepianis:
3MiHKM | TNy - 3MiHK WoA40
6e3nekun/ethekTUBHOCTI Ta hapMakoHarsay.
BBefeHHs abo 3MiHM [0 y3arasibHEHNX
[JaHux nNpo cuctemy hapmakoHarnsgy
(BBEAEHHA y3araslbHeHUX AaHnx npo

cUcTeMy dpapmakoHarnsay, amiHa

3a peyenmom
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[TponmoBxeHHs mojaTka 3

Ne Ha3ssa nikapcbko20 dopma sunycky 3assHuUK KpaiHa Bupo6Huk KpaiHna PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs
yMOBHOBaXXEHOI 0co6u, BignoBiganbHOT 3a
34ilicHeHHs hapMakoHarnagy; KOHTaKkTHOT
ocobu 3 hapmakoHarnsay 3asBHvKa ans
3aiicHeHHs chapmMakoHarnsaay B YkpaiHi,
AKLLO BOHA BiAMIHHA BiJ YNOBHOBAXEHOI|
0co6w, BignoBiga/IbHOI 3a 34iNCHEHHS
thapmakoHarnsgy (BK4Yakum KOHTaKTHI
AaHi) Ta/abo 3MiHM Y pO3MiLLEeHHI macTep-
thaiina cuctemun chapmakoHarnsgy) -
3anponoHoBaHo: Cipaxos Irop
OnekcaHgpoBuy
63. | AUHACTAT niogpinizat AN po3ymHy Mdpaizep IHK. CLUA BTOPVIHHE Benbris/ CLUA/ BHECEHHS 3MiH [0 peecTpaLiiiHnX 3a peyenmom UA/2525/01/01
4ns iH'ekuii no 40 wmr, 5 nakyBaHHs, ITanis Martepianis:
chnakoHiB 3 BUMYCK cepii: BUNPAaB/IEHHS TEXHIYHOT NOMUIIKM Y MEeToAax
niogpinizatom y Mdpaiizep KOHTPO/O SIKOCTi FOTOBOTO MiKapCbKOro
KomnnekTi 3 5 amnynamu MeHtodhekuypuH 3acoby, aka byna gonylieHa npu
PO34YMHHMKA MO 2 MA r Benbris HB, nepepeecTpadii nikapcbkoro 3acoby npu
(Hatpito xnopug, Boga Benbris; nepeHeceHHi iHchopmaii 3 maTtepiasnis
ONs iH'eKUii) B BMPOGHULITBO in peecTpaujitHoro gocke (po3gin 3.2.P8.1
KapTOHHI Kopo6Lyi bulk, nepBuHHe Pestome w040 cTabiNIbHOCTI Ta BUCHOBKYM), &
nakyBaHHS: came gns BupobHuka Mdaiisep
dapmayjs i MeHtodhbekuypuHr benbrist HB, benbris
ANKOH TEePMiH NPUAATHOCTI PO3UYMHHMKA CTAHOBUTb
Komnani /INC, 3 poku. Pa3om 3 TUM, A/18 aNbTepHaTUBHOIO
CLUA; BMpo6HMKa AkTasic ITania C.n.A., Itanisa
BMPOBHUKM oNs TepMiH npugaTHocTi 5 pokis
PO3UMHHMKA:
MOBHWIA LMKN
BMpO6GHMLTBA Ta
BUNYCK:
Mdpaiizep
MeHtohekuypuH
r benbris HB,
Benbris; NoBHWIA
umKn
BMPOGHMLTBA Ta
BUNYyCK: AKTaBiC
Itania C.n.A.,
ITanis
64. | ANCONb PO34vH Ans iHdy3iil no MpuBatHe YkpaiHa MpusatHe YkpaiHa BHECEHHS 3MiH 1O peecTpaLiiiHnX 3a peyenmom UA/11875/01/01
400 Mn y naswkax akujioHepHe aKujioHepHe marepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI.
TOBapnCTBO TOBapuCTBO [oToBWIA Nikapcbkuii 3aci6. 3MiHM y
"IHdy3ia" "IHdpy3is” BMPOGHMLTBI. 3amiHa abo BBeAEHHS

[0AaTKOBOI AiNbHULI BUPOOHULTBA AN1A
4acTuHKM abo BCbOrO BUPOOHWNYOrO npoLecy
rOTOBOIO JliKapCbKOro 3acoby (ZibHULA, Ha

AKi NPOBOAATLCA BYAb-AKi BUPOOHWYI cTagil,
3a BUHATKOM BUMYCKY Cepii, KOHTPOJIO AKOCTI
Ta BTOPUHHOTO NaKyBaHHA 41151 CTEPUMBHNX
NiKapcbknx 3ac06iB (BKIOYAKYM BUPOGAEHI
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[TponmoBxeHHs mojaTka 3

Ne
n/n

Hassa sikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs

acenTUYHUM METOAOM), KpiM NiKapCbKUX
3ac06iB 6i010r4YHOro/iMyHOMOrN4YHOro
noxogpkeHHs) CynyTHa 3MiHa - 3MiHu 3
AKocTi. [oToBWIA Nikapcbkuii 3aci6. 3MiHM y
BMPOOHULTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AiNbHWLI BUPOOHULTBA ANA
4acTuHKM abo BCbOro BUPOBHMYOrO npoLiecy
rOTOBOrO NiKapCbKOoro 3acoby (4iNbHUUA Ansa
BTOPWHHOTO NakyBaHHS). - 3MiHM 3 AKOCTI.
[oTOBMIA Nikapcbkunii 3aci6. 3mMiHN y
BMPOOHULTBI. 3MiHKM Y NpoLeci BUpo6HMLTBA
rOTOBOrO JIiKapCbKOro 3acoby, BK/IHoHatoum
NPOMDKHWIA NPOAYKT, L0 3aCTOCOBYETHLCSA NpK
BUPOGHMLTBI FOTOBOIO NiKapCbKoro 3acoby
(iHwi 3miHW) (BBEAEHHS [OAATKOBOI AiNbHUL
BMPOGHMLTBA: YKpaiHa, 23219, BiHHMUbKa
006/1., BiHHULBKWIA p-H, €. BiHHMLBKI XyTOpW,
ByNn. Hemupiscbke woce, 6. 84 A. Cxema,
TEXHOJTOTiYHI CTagii BUpObHMLTBA,
napameTpu KOHTPO/IO B NpoLeci
BMPOGHMLTBA HE 3MiHIOTLCA. HesHauHi
3MiHM B 06/1a4HaHHI BiANOBiAAKOTb BUMOram
GMP; 3miHa BUKageHHs iHdhopmaLii y cxemi
i onuci BUpo6HNULTBA; 3MiHa TEPMIHY
36epiraHHs MPOMKHOT MPOAYKLT .
3anponoHOBaHO: y peakTopi nicns
NPWUroTYBaHHA Ta MOro po3/IMBY CymapHo He
Ginblue 24 rogvH; y NAswWKax Ao crepwiisawi
He 6inblue 24 roguH); 3MiHu | Tuny - 3MiHu 3
AKoCTi. [oTOBWIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPO/o
SIKOCTi FOTOBOTO NiKapCbKOro 3acoby (3amiHa
abo gofaBaHHA BUPOOHUKA, LLO BignoBigae
3a BBE3€eHHs Ta/abo Bunyck cepii) -
Bkntoyarouy KOHTPONb/BUNPOGYBaHHA cepil
(BBEAEHHS [,OAATKOBOI AiTbHUL
BUpOGHMUTBA: YKpaiHa, 23219, BiHHMLbKaA
0671., BiHHULbBKWIA p-H, €. BiHHMLBKI XyTOpW,
ByN. Hemupiscbke woce, 6. 84 A); 3miHu |
TMNy - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbkuii
3aci6. 3MiHM y BUpOOHULTBI. 3MiHa po3mipy
cepii (BKIKO4YaKuK gianasoH po3Mipy cepir)
rOTOBOrO JiKapCbKOro 3acoby (3MeHLUeHHS
00 10 pasiB) (3MEHLLEHHS TEOPETUYHOTO
po3Mmipy cepii roToBOro nikapcbkoro 3acoby;
3aTBepaxeHo: 2000,00 n, 3anponoHoBaHo:
2000,00 11 Ta 400,00 n)

65.

[IVCONb

pPO34vH Ans iHdy3iil no
400 M1y nasLwKax

MpusartHe
akuioHepHe

YkpaiHa

MNpuBaTtHe
akuioHepHe

YkpaiHa

BHECEHHS 3MiH [JO peecTpaLiiiHnX
mMartepianis:

3a peyenmom

UA/11875/01/01
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[TponmoBxeHHs mojaTka 3

Ne
n/n

Hassa sikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs

TOBapuCTBO
"IHdoy3in"

TOBapuCTBO
"IHdoy3in"

3MiHM | TUNY - BUYyYEHHS BUPOOHNYOT
AinbHuui ans A®l

66.

NIAMAKC®

Kancynu Teepgi no 50 mr
no 10 kancyn y 6nictepi,
no 3 6nictepu B nauuj

TOB "®APMEKC
reyn"

YkpaiHa

TOB "®APMEKC
reymn"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHnX
Marepianis: 3MiHW | TUNY - 3MiHW 3 AKOCTI.
FoToBMiA Nikapcbkunii 3aci6. Onuc Ta cknag,.
3miHa y cknagi (4OoMOMDKHUX peqyoBuHax)

rOTOBOIO JliKapCbKoro 3acoby (cMakoBi
nobasku abo 6apBHUKY) - [lofaBaHHs,
BW/TyYEHHS1 ab0 3amiHa ( BUYYeHHS 3i
cknagy kancynum 6apBHUKIB — NoHCo 4R
(E124) Ta xoBTui1 3axig FCF (E110) (TepmiH
BBEEHHS 3MiH NPOTArOM 6-T1 MicALIB Micns
3aTBepOKEHHS); 3MiHW | TUny - 3MiHn 3
sikocTi. FoTOBWMIA Nikapcbkuii 3aci6. Onuc Ta
cknag,. 3miHa abo fofaBaHHS WTamnis,

NOTOBLLEHb ab0 iHWMX MapKyBaHb,
yK/Io4auy 3amiHy abo gogasaHHA hapb

[ONs MapkKyBaHHS Nikapcbkoro 3acoby (3miHa
LUTaMnMiB, NOTOBLLUEHb 260 IHLWNX MapKyBaHb)
(BnyveHHs Hanucy «Diamax»Ha KpuLiLi
Kancynu, 3 BiAnoBigAHUMY 3MiHaMu A0
po3giny «Onunc» MKSA nikapcbkoro 3acoby)
(TepmiH BBeAEHHS 3MiH NPOTArOM 6-Tn
MicsLiB nicnsA 3aTBepMKEHHS); 3MiHu | Tuny -
AJMiHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy 3asaBHUKaA
(BnacHvKa peecTpauiiHoro NocBiAYeHHs)
(3miHa agpecu 3asBHUKA) (TepMiH BBEAEHHSA
3MiH NpOTAroM 6-Tn MicsAUiB nicns
3aTBEpPMKEHHS); 3MiHN | TUny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo afpecu micus
NPOBaYKEHHS AISNbHOCTI
BMPOGHMKa/iMnopTepa roToBoro /likapcbKoro
3ac06y, BKIYauy AinbHUL BUNYCKY cepii
ab0 Micue NpPoBeAEeHHS KOHTPOJTHO SKOCTI.
(misanbHICTb, 3a AKy BiAnoBifae
BUPOGHMK/IMNOPTEP, BK/IKOYAKOUM BUNYCK
cepiin) (3miHa agpecy BUpO6HUKA, 6€3 3MiHW
Micus BUpo6HMuTBa) (TepMiH BBEAEHHS 3MiH
NpoTAroM 6-T1 MicsILLIB NiCNs 3aTBEPKEHHS)

3a peyenmom

UA/11090/01/01

67.

IOMPUA® SR

Tabnetku,
nponoHrosaHoi Aji no 30
Mr, no 10 Tabnetok y
6nicTepi; no 1 a6o no 3
6nicTepu B KAPTOHHIi
ynakoBLyi

TOB "KYCYM
PAPM"

YkpaiHa

TOB "KYCYM
PAPM"

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLiiHnx
marepianis: 3minu Il Trny - 3MiHK Woao0
6e3nekun/ethekTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) A0 3060B'sA3aHb Ta
YMOB BMAaui peecTpaLiiiHoro nocBig4eHHs,
BK/It0Hatoun MnaH ynpaeniHHSA pu3nkamm
(3acTocyBaHHs 3MiH(1), siki(a) BUMararoTb(€)
noAasibLIOro 06rpPyHTYBaHHA HOBUMM
[10[1aTKOBMM JaHUMMU, LU0 MaoTh HaJaBaTucs

3a peyenmom

UA/8976/03/01
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[TponmoBxeHHs mojaTka 3

Ne
n/n

Hassa sikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs

KOMMNETEHTHUM OPraHoM, OCKiNlbKK
BMMaraeTbCs CyTTeBA OLjiHKa KOMNETEHTHUM
opraHom) (BukoHaHHS1 3060B's13aHb
BiAnoBigHO Ao mignyHkTy 1.13 nyHkTy 1,
nignyHkTy 2.3 NyHKTY 2 gogatky 15 no
Mopsaky NpoBefeHHs ekcnepTusm
peecTpavuiiHux Matepianis Ha Nikapcbki
3acobu, Lo NoJalTbCs Ha AepXaBHy
peecTpavuiio (nepepeecTpawito), a Takox
eKcnepTn3n maTepiasiB NPO BHECEHHS 3MiH
[0 peecTpauiiHnx MaTtepianis npoTsrom gii
peecTpaviiiHoro NocBigYeHHs,
3aTBepAKeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pegakuii Hakasy MO3
Bia 23.07.2015 Ne 460)

68.

IYOTPAB®

Kpanni o4Hi, no 2,5 mny
dhnakoHi-KpanenbHULi B
NPOMIXKHI ynakoBLi, Lo
BKNaAaEeTbCA B KOPOOKY
3 KapTOHY

Hosapric ®apma
Al

LLBeiiLapis

AnkoH-KyBpbop

Benebria

BHECEHHS 3MiH [JO peecTpaLiiiHnX
Marepianis: 3MiHu | Tuny - 3MiHW Woa0
6e3nekun/ethbekTUBHOCTI Ta hapmakoHarnsay.
BeefieHHA ab0 3MiHM [0 y3arasbHEeHNX
[aHux nNpo cuctemy chapmakoHarnsgy
(BBEAEHHS y3aranibHEHNX AaHNX Npo
cuctemy thapmakoHarnsgy, 3miHa
YNOBHOBaXEHOT 0co6MU, BiANOBiAaNbHOT 3a
34iiCHEHHS hapMakoHarnsaay; KOHTakTHOI
0cobu 3 hapmakoHarnsgy 3asBHuka gns
3ailicHeHHs chapMakoHarnsgy B YkpaiHi,
AKLLO BOHA BifMiHHA Bif, YNOBHOBAXEHOT
oco6w, BignoBiganbHOI 3a 3AiNCHEHHs
hapmakoHarnagy (Bkioyaoum KOHTaKTHi
AaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
thaiina cuctemu chapmakoHarnsay)
(YnoBHOBaxeHa ocoba 3asiBHMKa /15
3piicHeHHs hapmakoHarnagy: firova
pepakuisi — IpeHe Pe6onno. NponoHoBaHa
pefakuis — Mabpiena Xekep-bap3s. 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXEHOI 0Co6M.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0Co6u.
3MiHa Micus 34iliCHEHHS OCHOBHOI
OISNbHOCTI 3 hapmakoHariagy. 3miHa
Homepa MacTep-aiina. 3miHa agpecu
macTep-taiina) (TepMiH BBELLEHHSI 3MiH
NPOTAroM 6-TW MicALiB NiCNs 3aTBEPLKEHHS);
3miHa 3asBHMKa (BNacHvKa peecTpauiiiHoro
noceigyeHHs1) (TepmiH BBeAEHHS 3MiH
npoTsAroM 6-Tu MicsiliB nicns 3aTBepKeHHs)

3a peyenmom

UA/6292/01/01

69.

EBKA®ININT

HacTolika no 100 mn'y
hnakoHi; no 1 dpnakoHy
B Mmauuj; mo 100 mny
6aHui; no 1 6aHui y

nauuj

MAT
"Ximcpapm3sasog,
"YepBoHa 3ipka"

YkpaiHa

MAT
"Ximhapm3sasof,
"YepBoHa 3ipka"

YkpaiHa

BHECEHHS 3MiH 1O peecTpaLiiiHnX
matepianis: 3Minu Il Tuny - 3MiHK Woao
6e3nekn/edheKTMBHOCTI Ta hapmakoHarisay.
BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb Ta
YMOB BVaYi peecTpaLiiHoro noceigyeHHs,

6e3 peyenma

UA/15852/01/01
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[TponmoBxeHHs mojaTka 3

Ne Ha3ssa nikapcbko20 dopma sunycky 3assHuUK KpaiHa Bupo6Huk KpaiHna PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs
BK/ItoHatoun MnaH ynpaeniHHA pu3nkamm
(3acTocyBaHHs 3MiH(1), iki(a) BUMaratoTb(€)
noAasbLLIOro 06rPYHTYBaHHA HOBUMM
[0[aTKOBVM JaHUMM, L0 MaloTb HajaBaTucs
KOMMNETEHTHUM OpraHoM, OCKiNbKK
BMMAaraeTbCs CyTTEBA OLHKA KOMNETEHTHUM
opraHom) (BrkoHaHHs 3060B'A3aHb
BignoBigHO A0 NianyHKTy 1.13 nyHKTYy 1
pogartky 15 no Mopsgky nposefeHHs
€KCnepTusmM peecTpauiiiHix maTtepiaslis Ha
nikapcbki 3acobu, Lo NoaakTbCcs Ha
LepXaBHy peecTpadito (nepepeecTpaliio), a
TaKOX eKCnepTn3n Matepianis NPO BHECEHHS
3MiH 10 peecTpaviliHix maTepiasiis NPoTArom
Aii peecTpaLiiiHOro NocBigYeHHs,
3aTBepaKeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pegakuii Hakazy MO3
Bia 23.07.2015 Ne 460)
70. | EKSOAEPUN® NAK nak ans Hirtie TOB "CaHpo3 YkpaiHa [03BiN Ha CnoseHisi/ BHECEHHS 3MiH O peecTpaLiiiHnX 6e3 peyenma UA/13688/01/01
nikyBanbHuit, 5 % YkpaiHa" BMNYCK cepil: HimeuunHa mMartepianis:
po3uvH, no 2,5 ma abo 5 Nex 3MiHM | TUMy - 3MiHa y NEPBUHHIA yNnakoBLi
My chnakoHi; no 1 dapmaueBTN4Ha rOTOBOTO /iKapCbKOro 3acoby - BBEAEHHS
dhnakoHy pasom 3 10 KoMmnaHia 4.4., HOBOrO (0/1aKOHY EMHICTIO 6 M1, L0 MICTUTb
nonaroykamu, 30 CnoseHis; 2,5 M1 TOTOBOIO MiKapCbKOro 3acoby 3i ckia
TamnoHamu gns BUPOOHNLITBO rigponiTuuHoro knacy Il HoBoro BUpoGHUKa
oumieHHs Ta 30 Hepo3dacoBaHO Stolzle-Oberglas GmbH Ta kpuLIKu HOBOrO
nuaoYKamu gNs Hirtie y T npoaykuji, BMPOGHMKa Sensoplast Packmitteltechnic
naJui 3 KapToHy nepBrHHe Ta GmbH 3i 3MiHOO AKICHOTO Ta Ki/IbKiCHOTO
BTOPUHHE cknagy nakysaslbHOro matepiany (3miHa
nakyBaHHs, hnakoHy 3 ckna rigposiTMyHoro kiacy | Ha
TeCTyBaHHS: dhnakoH 3i ckia rigponituyHoro knacy Il ta
Mayns B. Kpuwwikn 3 polyethylene (PE) Ha polyethylene
Beiisepc Mv6X, (HDPE))
HimeyurHa
71. | ENbAENPUN Tabnetku no 5 mr no 100 OpioH DiHnAHAIA OpioH PiHNsAHAIA BHECEHHS 3MiH [JO peecTpaviliHnx 3a peyenmom UA/5566/01/01
Tab6/1eToK Y dh/1akoHi; no KopropeiiwH KopnopewH mMartepiaiB: 3mMiHM | TNy — 3MiHa B ymoBax
1 donakoHy B KapTOHHii 36epiraHHs roTOBOrO NiKapCbKOro 3acoby;
Kopoo6Li 3MiHM | TUNY - 3MiHK LWoAo
6e3nekn/edhekTBHOCTI Ta hapMakoHarnsgy
— 3aMiHa rpad)iyHoro oYopM/IEHHS YNakoBKM
Ha TeKCT MapKyBaHHS [ NepBUHHOT Ta
BTOPWHHOI YNakoBOK
72. | ENbAENPUN Tabnetkv no 5 mr no 100 OpioH PiHNAHAIA OpioH PiHNAHAIA BHECEHHS 3MiH 1O peecTpaLiiiHnX 3a peyenmom UA/5566/01/01
Tabnetok y chnakoHi; no KopnopeiiwH KopnopeiLuH, marepianis: 3miHu | Tvny - 3MiHK 3 AKOCTI.
1 donakoHy B KapTOHHii PiHNAHgIS; [oTOBMIA NiKapcbkunii 3aci6. 3MiHN Yy
KOpoo6Li AnbTepHaTUBHU BMPOOHULTBI. 3amiHa abo BBeAEHHS
1 BUPOGHWIK, LLIO [04aTKOBOI AiNbHULI BUPOGHMLUTBA ANs
34jicHI0E YyacTvHu abo BCbOTro BUPOBHNYOTro npouecy
nepBrHHe Ta rOTOBOIO NiKapCbKOro 3acoby (A4iNbHUUA Ans
BTOpPUHHE NepBUHHOIO NakyBaHHS) (BBEAEHHS




40

[TponmoBxeHHs mojaTka 3

Ne
n/n

Hassa sikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs

nakyBaHHs:
OpioH
KopnopeiiwH,
diHnAHAIA

ansTepHaTMBHOT BUPOOHUYOT AiNbHUL -
OpioH KopnopeliiliH, agpeca:
[bxoeHcyyHkaty 7, 24100 Cano, PiHNsaHgjs);
3MmiHu | TUNY - 3MiHK 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHW y BUPOBHULTBI.
3amiHa abo BBeEeHHSA [0AaTKOBOT AiNMbHUL
BMPOGHMLTBA A1 YaCTMHU abo BCbOro
BUPOGHNYOTrO NpoLieCy roToBOrO /1iKapCbKOro
3aco6y (AiNbHWLUSA 415 BTOPUHHOIO
nakyBaHHs) (BBEAEHHS a/lbTepPHATUBHOT
BMPOGHMYOT AinbHULI - OpioH KoprnopeiiH,
agpeca: [)xoeHcyyHkaty 7, 24100 Cauio,
®iHnAHAIA); 3MiHW | TUNy - 3MiHK 3 AKOCTI.
CepTuaoikat BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBPONEChKil
thapmakonei/moHorpadii. NogaHHA HOBOroO
ab0 OHOB/IEHOTO cepTudikara BiANOBIAHOCTI
abo BunyyeHHs ceptudikara BignoBiAHOCTI
€Bponeiicbkili hapmakonei: gns A®l; pns
BUXiAHOrO MaTtepiany/peareHTy/npoMiXHOro
NpPOAYKTY, L0 BUKOPUCTOBYIOTHCS Y
BMPOGHMLTBI A®I; 415 AONOMDKHOT pEYOBUHM
(cepTudpikaT BiANOBIAHOCTI EBpONeichKili
hapmakonei) - Hosuin cepTudikar Big HOBOro
BMPOGHMKa (3aMiHa abo [OMNOBHEHHS)
(nofaHHs HoBOro cepTudikaTa BigNoBIAHOCTI
€sponelicbkoi dhapmakonei R1-CEP 1998-
014-Rev 02 gns A®l Selegiline hydrochloride
Big, HOBOro Bupo6Huka CHINOIN
PHARMACEUTICAL AND CHEMICAL
WORKS PRIVATE CO., LTD.); 3Minu | Tuny -
AAMIHICTPaTUBHI 3MiHW. BuiyyeHHs
BVMPOGHWYOT AinbHNL (BKIHOYAKUN AiNbHAL
ans A®l, TpoMixXHOro NpoAykTy abo rotoBoro
niKapcbkoro 3acoby, AinbHuLI Ans
NpoBeAEHHS NaKyBaHHS, BUPOGHMKa,
BiANOBiAa/IbHOTO 3a BMMYCK cepiid, Micue
NpoBeAEeHHSA KOHTPOIO cepii) abo
noctadasibHMKa BUXIGHOTO MaTepiany,
peareHTy abo [OMOMIKHOI PEeYOBUHU (SIKLLO
3a3HayYeHo Y 0CbE) (BUTyYEHHSI BUPOOHUYOT
AinbHuui ans A®| «Orion Corporation
Fermion», Finland)

73.

EHANANPU KPKA

Tabnetkv no 2,5 Mr no
10 TabneTok y bnictepi;
no 2 a6o no 6, abo no 9
6nicTepiB y KAPTOHHIi
Kopoo6Li

KPKA, a.4., Hoso
MECTO

CnoseHis

KPKA, a.4.,
HoBo mecTo

CnoseHis

BHECEHHS 3MiH [J0 peecTpaLiliHnx
marepianis:
3MiHKM | TNy - 3MiHa y MeTofax
BUNPOOBYBaHHSA rOTOBOTO JliKapCbKOro 3acoby
T."CynpoBifgHi AOMILIKKN", y 3B A3KY 3
onTumisauieto metogukn (Metog BEPX)

3a peyenmom

UA/14203/01/01

74.

EHANANPU KPKA

Tabnetkn no 5 mr no 10

KPKA, a.4., Hoso

CnoBeHis

KPKA, a.a.,

CnoBseHis

BHECEHHS 3MiH 10 peecTpaLinHnx

3a peyenmom

UA/14203/01/02




41 [TponmoBxeHHs mojaTka 3
Ne Ha3ssa nikapcbko20 dopma sunycky 3assHuUK KpaiHa Bupo6Huk KpaiHna PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs
Tabnetok y 6nictepi; no MecTo Hoso mecTo Marepianis:
2 abo no 6, abo no 9 3MiHKM | TUNY - 3MiHa Yy MeTodax
6nicTepiB y KApTOHHIN BMNPOOBYBaHHS rOTOBOTO JliKapCbKOro 3acoby
Kopoo6u;i T."CynpoBigHi 4OMILIKN", y 3B A3KY 3
onTumisauieo metogukn (Metog BEPX)
75. | EHANAMNPWU KPKA Tabnetkv no 10 mr no 10 KPKA, a.4., Hoso CnoBeHis KPKA, a.4., CnoBeHis BHECEHHS 3MiH A0 peecTpaLiiHnX 3a peyenmom UA/14203/01/03
Tabnetok y 6nictepi; no MecTo HoBo mecTo Martepianis:
2 abo no 6, abo no 9 3MiHKM | TNy - 3MiHa y MeToax
6nicTepiB y KAPTOHHIM BMNPOOBYBaHHSA rOTOBOTO JiKapCbKOro 3acoby
Kopoo6Lj T."CynpoBiHi 4OMILIKN", y 3B S3KY 3
onTumisauieto metogukn (Metog BEPX)
76. | EHANAMNPWU KPKA Tabnetkv no 20 mr no 10 KPKA, a.4., HoBo CnoBeHisi KPKA, a.4., CnoBeHisi BHECEHHS 3MiH A0 peecTpaLiiHnx 3a peyenmom UA/14203/01/04
Tabnetok y 6nictepi; no MecTo HoBo mecTo mMartepianis:
2 abo no 6, abo no 9 3MiHM | TUny - 3MiHa y MeTogax
6nicTepiB y KApPTOHHIN BMNPOOBYBaHHS rOTOBOTO JTiKapCbKOro 3acoby
KOpoo6Li T."CynpoBiZHi 4OMILIKK", y 3B S3KY 3
onTuMisauieto metoamkm (Metog BEPX)
77. | EHANANPUN- Tabnetku no 10 wmr, no ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH O peecTpaLiiiHnX 3a peyenmom UA/5913/01/01
340POB'A 10 Tabnetok y 6nicTepi; 06MexXeHo 06MeXeHo marepianis: 3miHu Il TMny - 3MiHK Woa0
no 2 6nictepn 'y BiANOBIAA/LHICTIO BiANOBIAANLHICT 6e3nekun/ethbekTUBHOCTI Ta hapmakoHarnsgy.
KapTOHHI kopobuj; no "®apmaueBTuyHa () BHeceHHs abo 3miHa(1) fo 3060B'A3aHb Ta
20 Tabnetok y 6nicTepi; KOMnaHis "apmaueBTUYH YMOB BMAaui pEECTPaLiliHOro NOCBIgYEHHS,
no 1 6nictepy y "3popos's" a KoMnaHis BK/IHOHatoum MaaH ynpasniHHA pu3nkamm
KapTOHHI KopooLyi "3nopos's" (3acTocyBaHHs 3MiH(M), siki(a) BUMaratoTb(€)
nofanbLIoro 06rpyHTYBaHHA HOBUMU
[0, aTKOBVM JaHUMMU, O MaoThb HaJaBaTucs
KOMMNETEHTHUM OpPraHoM, OCKi/IbKK
BUMaraeTbCs CyTTeBA OLjiHKa KOMNETEHTHUM
opraHom) (BukoHaHHS1 3060B's13aHb
BiANoBIAHO A0 miagnyHKTy 1.13 nyHkTy 1
poaatky 15 oo Mopsaky nposefeHHs
eKCnepTusmn peecTpauiliHix maTtepiasnis Ha
nikapcbki 3ac06u, Lo NoAakTbes Ha
LepxaBHy peecTpadito (nepepeecTpaL,iio), a
TaKOX eKCnepT13n matepianis NPo BHECEHHS
3MiH [0 peecTpaviliHiX MmaTepiasliB NPOTArom
[il peecTpaLiiiHoro NocBigYeHHs,
3aTBepaKeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii Hakazy MO3
Bif, 23.07.2015 Ne 460)
78. | EHANANPUN- Tabnetkun no 20 mr, No ToBapucTBO 3 Ykpaina ToBapwncTBO 3 YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiHnx 3a peyenmom UA/5913/01/02
340POB'A 10 TabneTok y bnictepi, 06MexXeHot0 06MeXeHot0 matepianis: 3miHu |l TunNy - 3MiHN Woao
no 2 6nicrepn y BiANOBIAANBLHICTIO BiANOBIAa/IbHICT 6e3nekn/edpeKTMBHOCTI Ta hapmakoHarnsay.
KapTOHHI Kopobuj; no "®apmaueBTnyHa 10 BHeceHHs abo 3miHa(1) fo 3060B'A3aHb Ta
20 TabneTok y bnictepi, KOMMaHisi "®apmaueBTUYH YMOB BMAaui peECcTpaLiiiHoro NocBigYeHHS,
no 1 6nictepy y "3popos'a” a KoMmnaHis BK/1IOYatoum lMaaH ynpasniHHA pyU3nkamu
KapTOHHI KopooLyi "3p0pos'a” (3acTocyBaHHsA 3MiH(M), ski(a) BUMaratoTb(€)

NoAasIbLIOTO 06IPYHTYBaHHSI HOBUMM
[0[aTKOBMM [aHWMU, L0 MatoTb HaAaBaTucs
KOMMETEHTHUM OpraHoM, OCKisIbKM




42 [TponmoBxeHHs mojaTka 3
Ne Ha3ssa nikapcbko20 dopma sunycky 3assHuUK KpaiHa Bupo6Huk KpaiHna PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs
BMMaraeTbCs CyTTEBA OLjiHKa KOMNETEHTHUM
opraHoMm) (BukoHaHHS1 3060B's3aHb
BiANOBIAHO A0 NianyHKTY 1.13 nyHkTy 1
poaatky 15 o Mopsaaky nposefeHHs
eKCnepTusmn peecTpauiliHix maTtepiasnis Ha
nikapcbki 3acobw, Lo NoaakTbCs Ha
OepXaBHy peecTpauito (nepepeecTpadiio), a
TaKOX eKCnepTn3n Matepianis MPO BHECEHHS
3MiH A0 peecTpauiiHux maTtepiasiis NpoTAarom
[il peecTpaLiiiHOro NocBigYeHHS,
3aTBepKeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pegakuii Hakasy MO3
Bia 23.07.2015 Ne 460)
79. | EHANAMNPUN- Tabnetkn no 5 mr, no 10 ToBapucTBO 3 YkpaiHa BCi cTagji YkpaiHa BHECEHHS 3MiH [JO peecTpaLiliHnx 3a peyenmom UA/5913/01/03
340POB'A Tabnetok y 6nictepi, no 06MexXeHoto BMPOOHMLITBA, matepianis: 3minu |l Tuny - 3MiHM Woao
2 abo no 3 6nictepu 'y BiANOBIAA/ILHICTIO KOHTPO/Ib SIKOCTI, 6e3nekun/etheKkTNBHOCTI Ta hapMakoHarisay.
KapTOHHI Kopo6Lyi "®apmaueBTMyHa BMNYCK cepil: BHeceHHs abo 3miHa(n) Ao 30608B'A3aHb Ta
KOMMaHis ToBapunCcTBO 3 YMOB BMAAYi peecTpaLiiiHoro nocBig4yeHHs,
"3p0pos'a” 06MeXeHOI0 BK/1IOYatoum lMaaH ynpasniHHA pyU3nkamu
BiANOBIAANbHICT (3acTocyBaHHs 3MiH(1), Aiki(a) BUMaratoTb(€)
0 noAasbLIOro O6rPYHTYBaHHA HOBUMM
"dapmaueBTUYH [0[aTKOBVM JaHUMMU, L0 MaloTb HagaBaTucs
a KoMmnaHis KOMMNETEHTHUM OpraHoM, OCKiNbKK
"3p0pos'a”, BMMAaraeTbCs CyTTEBA OLHKA KOMNETEHTHUM
YKpaiHa; opraHom) (BrkoHaHHs 3060B'A3aHb
BCi cTagji BignoBigHO A0 nianyHkTy 1.13 nyHKTYy 1
BMPOGHMLITBA, pogartky 15 fo Mopsgky nposefeHHs
KOHTPO/Ib SIKOCTI: eKCnepTusmn peecTpauiiiHix maTtepiasis Ha
ToBapucTBO 3 nikapcbki 3acobu, Lo NoAanTbCsA Ha
06MEXEHOH LepXaBHy peecTpadito (nepepeecTpaliio), a
BiANOBiAa/IbHICT TakoX ekcnepTn3n marepiasiis Npo BHECEHHSA
10 "GPAPMEKC 3MiH 10 peecTpauiliHix maTepiasiis NPoTArom
rPYN", Ykpaina Aii peecTpaLiiiHOro NocBigYeHHs,
3aTBepaKeHoro Hakazom MO3 Big,
26.08.2005 Ne 426 (y pegakuii Hakazy MO3
Big 23.07.2015 Ne 460)
80. | EHANAMNPUN- Tabnetku no 5 mr, in ToBapuCcTBO 3 YkpaiHa ToBapuCTBO 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnX - UA/14693/01/01
340POB'A bulk: Ne 1000 (no 1000 06MEXEeHO0 06MeXeHO0 matepianis: 3Minu Il Tuny - 3MiHK Woao
TabM1eToK Y NakeTi BiAMNOBIAA/IbHICTIO BiANOBIAA/IbHICT 6e3nekn/edheKTMBHOCTI Ta hapmakoHarisay.
nosnieTnieHoBoOMy y "®apmaueBTnyHa 10 BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb Ta
KoHTeiHepi); in bulk: Ne KOMnaHisi "®apmaLieBTUYH YMOB B/Aa4i peecTpaLiiiHoro noceigueHHs,
10000 (no 10000 "3popos'a” a KoMnaHisi BK/THOHatoum lMaaH ynpaeniHHA pyU3nkamm
TabneTok y nakeTi "3p0poB'a” (3acTocyBaHHS 3MiH(1), Aiki(a) BUMaratoTb(€)

nonieTnneHoBoMy y
KOHTeliHepi)

noAasibLLIOro 06rPYHTYBaHHA HOBUMU
[0[aTKOBVM JaHUMK, O MaloTb HajasaTucs
KOMMNETEHTHUM OpPraHoM, OCKiNbKK
BMMAaraeTbCs CyTTEBA OLHKA KOMNETEHTHUM
opraHom) (BUKOHaHHS1 3060B'si3aHb
BignoBigHO A0 nianyHKTy 1.13 nyHKTY 1
nogatky 15 no MNMopsaky nposefeHHs




Ne

Hasga nikapcbKo20
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n/n

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiHo
20

81.

EHTEPOXXEPMIHA®

€KCnepTusmn peecTpauiiiHix maTtepiasiis Ha
nikapcbki 3acobu, Lo NoAaTbCs Ha

LepXaBHy peecTpadito (nepepeecTpaliio), a

TaKOX eKCnepTn3n Matepianis NPO BHECEHHS

3MiH 10 peecTpaviliHix maTepiasiis NPoTArom
4ii peecTpaLiiiHOro NocBigYeHHs,
3aTBepaKeHoro Hakasom MO3 Big,

26.08.2005 Ne 426 (y pegakuii Hakazy MO3

Bia 23.07.2015 Ne 460)

nocBi0OYeHHs

82.

EHTEPOXXEPMIHA®

cycneHsis opanbHa, Ne
10; Ne 20 (10x2): no 5
MmNy doakoHi; no 10
hNakoHiB, 3'€gHaHNX
MiX CO60t0
nonieTnIeHOBOO
nepemMmnyKoLo, y Kaceri;
no 1 a6o 2 kacetn B
KapTOHHI KopooLyi

TOB "CaHoi-
ABeHTIC YkpaiHa"

YkpaiHa

NABOPATOPII
IOHITEP,
®paHujs;

CaHodpi C.n.A.,

ITanisa

PpaHuia/
ITania

BHECEHHS 3MiH [JO peecTpaLiiiHnX
martepianis:
3MiHY | TUny - 3MiHN Woao
6e3nekun/etheKkTNBHOCTI Ta hapMakoHarsay.
BBeseHHA ab0 3MiHW [0 y3aranbHeHUX
[JaHvx npo cuctemy dhapmakoHarnsgy
(BBEAGHHA y3araslbHEHUX AaHnX Npo
cuctemy hapmakoHarnsgy, 3miHa
YNOBHOBaXKEHOT 0CO6M, BiANOBiZaIbHOT 3a
3AiicHeHHA hapMakoHarnagy; KOHTakTHOT
0co6y 3 hapmakoHarnsgy 3asBHuka ans
3aiicHeHHs thapmakoHarnsgy B YkpaiHi,
AKLO BOHA BiAMIHHA BiJ YNOBHOBaXeHOI
ocob6u, BiAnoBiga/IbHOT 3a 34iiCHEHHS
thapmakoHarnsgy (BKUYakum KOHTaKTHI
[AaHi) Ta/abo 3MiHM y pPO3MiLLLeHHI MacTep-
thaiina cuctemm chapmakoHarnsigy) - 3miHa
YMNOBHOBaXXEHOT 0Cc06W, BigNoBiganbHOT Ans
3piicHeHHs hapmakoHarnagy: [irova
penakuisi - BoiiTeHko AHTOH leopriioBuy.
MponoHoBaHa pepakuis - KnilnH AHTOH
MwukonainoBuy. 3MiHa KOHTaKTHUX AaHUX
yNOBHOBaXEHOT 0CO6M, BifgnoBiganbHOI Ans
34jACHEHHs1 hapmakoHarnsay

6e3 peyenma

UA/4234/01/01

NOPOLLIOK A1 cycneHsii
opasibHoi, Ne 10 (2x5):
no 2 ry cawe; no 10
cawle (KoXHi 2 cale
pPO3’eAHYIOTLCA
NYHKTUPHOIO JTiHIE0) B
KapTOHHIA Kopo6Lyi

TOB "CaHoi-
ABeHTIC YKpaiHa"

YkpaiHa

CaHodpi C.n.A.

ITanisa

BHECEHHS 3MiH 1O peecTpaLiiiHnX
marepianis:
3MiHKM | TNy - 3MiHK WoA40
6e3nekun/etheKkTUBHOCTI Ta hapMakoHarsay.
BBefeHHA abo 3MiHM [0 y3arasibHeHNX
[JaHux nNpo cuctemy hapmakoHarnsgy
(BBEAEHHA y3araslbHeHUX AaHnx npo
cuctemy chapmakoHarnsagy, smiHa
YNOBHOBaXXEHOT 0CO6M, BiANOBiZaIbHOT 3a
3AilicHeHHA hapMakoHarnagy; KOHTaKkTHOT
ocobu 3 hapmakoHarnagy 3asasHuKa ans
3[jfiCHEHHsT hapmakoHarnsgy B YkpaiHi,
AKLLO BOHA BiAMiHHA BiJ YNOBHOBAXEHOI
ocob6u, BiAnoBiga/IbHOT 3a 34iiCHEHHS
hapmakoHariagy (BKIoUaoum KOHTaKTHi
[AaHi) Ta/abo 3MiHM y PO3MiLLLeHHI MacTep-

(haiina cuctemm chapmakoHarnsgy) - 3miHa

6e3 peyenma

UA/4234/03/01
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Ne Ha3ssa nikapcbko20 dopma sunycky 3assHuUK KpaiHa Bupo6Huk KpaiHna PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs
YMOBHOBaXXeHOT 0Cco6W, BignoBigansHoOT Ans
3pjicHeHHs hapmMakoHarnsgy: [irova
pefakuisi - BoiteHko AHTOH leopriioBuy.
MponoHoBaHa pepakuist - KnilmH AHTOH
MwukonainoBuy. 3MiHa KOHTaKTHUX AaHUX
YMNOBHOBaXXEHOT 0CO6W, BigNOBifaNbHOT ANA
34iiCHEHHS chapMakoHarnsay
83. | EHTEPOXXEPMIHA® cycneHsisi opasibHa, Ne TOB "CaHodi- YkpaiHa CaHogi C.n.A. ITania BHECEHHS 3MiH [J0 peecTpaLiliHnx 6e3 peyenma UA/15608/01/01
POPTE 10; Ne 20 (10x2): no 5 ABeHTIC YkpaiHa" marepianis:
My doniakoHi; no 10 3MiHKM | TUNYy - 3MiHK Woao
hnakoHiB, 3'€gHaHNX 6e3nekn/edpeKTMBHOCTI Ta hapmakoHarnsay.
MiX cob0to BBegeHHs abo 3MiHM [0 y3arasibHeHnX
nonieTuIEHOBOIO [aHux nNpo cuctemy chapmakoHarnsgy
NnepemMmnyKoLo, y Kaceri; (BBeeHHS y3aranbHEHUX AaHnx Npo
no 1 abo 2 kacetn B cuctemy thapmakoHarisgy, 3miHa
KapTOHHIA Kopo6Lyi yNOBHOBaXXEHOI 0co6u, BiAnoBiganbHOT 3a
34ilicHeHHs hapMakoHarnaay; KOHTakTHOT
ocobu 3 hapmakoHarnsay 3asBHVKa Ans
3pilicHeHHs chapMakoHarnsagy B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif YNOBHOBaXEHOI
0co6w, BignoBiga/IbHOI 3a 34iNCHEHHS
hapmakoHarnagy (Bkioyakoum KOHTaKTHi
AaHi) Ta/abo 3MiHM Y pO3MiLLEeHHI macTep-
thaiina cuctemun chapmakoHarnsgy) - 3miHa
yMNOBHOBaXXeHOT 0cobw, BignoBigansHoOT Ans
3pilicHeHHs1 hapmakoHarnsgy: [irova
pefakuisi - BoliteHko AHTOH leopriioBuy.
MponoHoBaHa pefakuis - KnilwmH AHTOH
MwukonaiioBuy. 3MiHa KOHTaKTHUX AaHUX
YNOBHOBaXXEHOT 0C06W, BigNoBiganbHOT Ans
34iiCHEHHSA chapMakoHarnsay
84. | ECCEHUIANE® H PO34rH Ans iH'exuili, 250 TOB "CaHodi- YkpaiHa AT YkpaiHa BHECEHHS 3MiH [JO peecTpaLiliHnx 3a peyenmom UA/8626/01/01
Mr/5Mn Ne 5: o5 mn B ABEHTIC YkpaiHa" "Tannucapm” Martepianis:

amnyni; no 5 amnyn y
KOHTYPHIli YapyHKOBIA
YyNaKoBL,ji B KAPTOHHIlA
Kopoo6Li

3MiHK | TUNy - 3MiHK Woao
6e3nekun/ethekTUBHOCTI Ta hapmakoHarnsgy.
BeefieHHA ab0 3MiHM [0 y3arasbHeHNX
[JaHux nNpo cuctemy chapmakoHarnsgy
(BBEAEHHSA Yy3aranbHEHNX AaHNX Npo
cuctemy thapmakoHarisgy, 3miHa
yNOBHOBaXKEHOI 0c0o6U, BiANoBiAanbHOT 3a
3AilicHeHHs hapMakoHarnaay; KOHTakTHOT
ocobu 3 hapmakoHarnsgy 3asBHuka gns
3pilicHeHHs chapmakoHarnsay B YkpaiHi,
AKLLIO BOHA BifiMiHHA Bif] YNOBHOBAXEHOT
0co6w, BignoBiga/IbHOI 3a 34iNCHEHHS
hapmakoHarnagy (BK1oyakoum KOHTaKTHi
fAaHi) Ta/abo 3MiHW y PO3MiLLLeHHI MacTep-
tpaiina cuctemu chapmakoHarnsgy) - 3miHa
yMNOBHOBaXXeHOT 0Cc06M, BignoBifansHOT Ans
3ailicHeHHA hapmMakoHarnsay: firova
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Ne Ha3ssa nikapcbko20 dopma sunycky 3assHuUK KpaiHa Bupo6Huk KpaiHna PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs
penakuis - BoiteHko AHTOH leopriioBuy.
MponoHoBaHa penakuis - KNilwmH AHTOH
MukonainoBmy. 3miHa KOHTAKTHUX JaHWX
YMOBHOBaXXeHOT 0Cc06W, BignoBigansHOT Ans
3AiiCHEHHSA hapMakoHarnsay
85. | ECCEHUIANE® kancynm no 300 mr Ne TOB "CaHoi- Ykpaina Ei. HatTepmaHH HimeuunHa/ BHECEHHS 3MiH A0 peecTpaLiiHnX 6e3 peyenma UA/8682/01/01
POPTE H 30 (10x3), Ne 100 ABeHTIC YKpaiHa" eHp Caiii Tm6X, Monblua Martepianis:
(10x10): no 10 kancyn y HimeuunHa 3MiHK | TUNy - 3MiHK Woa0
6nictepi; no 3 a6o no 10 (BpOGHMLTBO, 6e3nekun/ethbekTUBHOCTI Ta hapmakoHarnsay.
6nicTepiB y KAPTOHHIN nepBrHHe Ta BBefeHHA abo 3MiHM [0 y3arasibHeHNX
Kopobuj BTOPUHHE [aHux nNpo cuctemy chapmakoHarnsgy
nakyBaHHS, (BBEAEHHS y3aranibHEHNX AaHNX Npo
KOHTpO/b Ta cuctemy dhapmakoHarnsgy, smiHa
BUMYCK Cepiid); YNOBHOBaXEHOT 0co6MU, BiANOBIAaNbHOT 3a
CaHodi-ABeHTic 34iiCHEHHs hapMakoHarnsay; KOHTakTHOI
Cn. 30.0., 0cobu 3 hapmakoHarnsgy 3asBHuka gns
MonbLia 3ailicHeHHs chapMakoHarnsgy B YkpaiHi,
(nepBuHHe Ta AKLLO BOHA BifMiHHA Bif, YNOBHOBaXEHOT
BTOPUHHE oco6w, BignoBiganbHOI 3a 3AiNCHEHHs
nakyBaHHs, thapmakoHarnsgy (BKIo4atoun KOHTaKTHI
BMNYCK cepiit) OaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
yNOBHOBaXXEHOT 0CO6M, BifnoBiganbHOI Ans
3piicHeHHs hapmakoHarnagy: firova
penakuis - BoiiteHko AHTOH leopriioBuy.
MponoHoBaHa pefakuis - KNilwmH AHTOH
MukonainoBmy. 3mMiHa KOHTaKTHUX JaHWX
YMNOBHOBaXXeHOT 0cobw, BignoBigansHoOT Ans
3AiiCHEHHS chapMakoHarnsay
86. | 3naoByavH kancynm no 100 wmr, no MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiHnx 3a peyenmom UA/3963/01/01
10 kancyn y KOHTYpHili "®apmaueBTnyHa "®apmaueBTnyH mMartepianis:
YapyHKOBIll ynakoBLi; No ipma "dapHuua" a thipma 3MiHU | TUny - 3MiHK LWoAo
10 KOHTYPHUX "NapHuus” 6e3nekn/edheKTMBHOCTI Ta hapmakoHarisagy.
4yapyHKOBUX YNaKkoBOK Y BBefieHHA ab0 3MiHM [0 y3aranbHEeHUX
nauuj [aHux npo cuctemy dhapmakoHarnsagy
(BBEiEHHA y3araslbHeHUX AaHnX nNpo
cuctemy thapmakoHarnsgy, 3miHa
YNOBHOBaXEHOT 0co6MU, BiANOBiAaLHOT 3a
3MjICHEHHST hapMakoHarnsgy; KOHTakTHOT
0ocobu 3 hapmakoHarnsgy 3asBHuka gns
3pilicHeHHs thapMakoHarnsay B Ykpaii,
SIKLLO BOHA BiAMIHHA Bif YNOBHOBa)XEHOI|
ocobu, BiAnoBigabHOI 3a 34iiCHEHHS
hapmakoHarnsgy (BKoUYaum KOHTaKTHI
OaHi) Ta/abo 3mMiHM Y pO3MiLLEeHHI macTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
YNOBHOBaXEHOT 0cO6MU, BiANOBiAabHOT 3a
dhapmakoHarnsg;: MponoHosaHa peaakuis -
Cipaxos Irop OnekcaHapoBuY
87. | 3ngoByavH Kancynu no 250 wmr, no MpAT YKpaiHa MpAT YKpaiHa BHECEHHS 3MiH 10 peecTpaLiiHnx

3a peyenmom

UA/3963/01/02
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Ne Ha3ssa nikapcbko20 dopma sunycky 3assHuUK KpaiHa Bupo6Huk KpaiHna PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs
10 kancyn y KOHTYPHil "®apmaueBTuyHa "®apmaueBTUYH Marepianis:
YapyHKOBIli ynakoBLj; no ipma "OapHuus” a thipma 3MiHK | TUNY - 3MiHK Woa0
4 KOHTYPHI YapyHKOBI "fapHuus” 6e3nekun/ethbekTUBHOCTI Ta hapmakoHarnsay.
yNakoBKW y nauli BeefieHHA ab0 3MiHM [0 y3arasbHEeHNX
[aHux nNpo cuctemy chapmakoHarnsgy
(BBEAEHHS Yy3aranbHEHNX AaHNX Npo
cuctemy dhapmakoHarnsgy, amiHa
YNOBHOBaXeEHOT 0co6Mu, BiANOBiJaNbHOI 3a
34iiCHEHHS hapMakoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy 3asBHuka gns
3pilicHeHHs chapMakoHarnsay B YkpaiHi,
AKLLO BOHA BifMiHHA Bif] YNOBHOBAXXEHOT
0co6w, BignoBigabHOI 3a 3AiNCHEHHs
hapmakoHarnagy (Bkoyakoum KOHTaKTHi
AaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
thaiina cuctemmn chapmakoHarnsgy) - 3miHa
YNOBHOBaXeEHOT 0co6Mu, BiANOBiJaNbHOT 3a
thapmakoHarnsg;: MponoHoBaHa pegakuis -
CipaxoB Irop OnekcaHgpoBuy
88. | 30/1I0TEM-140 Kancynm no 140 mr no 5 AKKOpA, Xenckea Benuka BUPOGHMLTBO IHais/ Benuka BHECEHHS 3MiH [J0 peecTpaLiliHnx 3a peyenmom UA/14851/01/01
a6o no 20 kancyny Nimiteq, BpuTaHis roToBOro BpuTaHis martepianis:
chnakoHi, no 1 dpnakoHy nikapcbkoro 3MiHu | TUNy - 3MiHa po3mipy cepii
Y KapTOHHiIli kKopoo6Li 3acoby, (BKtOUAtOUM AdianasoH po3mipy cepii)
nepBuHHE rOTOBOrO JliKapCbKOro 3acoby,
nakyBaHHs, 3anponoHoBaHo: Common granules 140/180
BTOPUHHE mg: 70,400 kg, 140 mg 110.000 capsules
nakyBaHHS, (30,800 kg), 140 mg: 110.000 capsules
KOHTPO/b AKOCTI (Stand Alone), 140 mg: 55.000 capsules,
cepii: IHTac Additional batch sizes, Common granules:
dapmacboTikas 140 mg: 33,800 kg Common granules
3 NlimiTes, 1HAiNA; divided into: 140 mg 30.000 capsules (8,4
BUPOGHMLTBO kg); 3miHn | TMNY - 3MiHa NocTavyanbHUKa
roTOBOrO nakyBasibHUX Martepianis abo
NikapcbKoro KOMMNIEKTYUNX (AKLWO 3a3Ha4eHOo B [OCHE) -
3acoby, 3amMiHa noctadasnibHvKa noniMepHoro
nepBuHHE matepiany «for the 33 mm PP CR closure»
nakyBaHHs, (ansa 20 kancyn); 3MiHK | TUNY - 3MiHK Y
BTOPUHHE npoueci BUpOGHULITBA rOTOBOIO NiKapCbKOro
nakyBaHHs, 3aco6y, BKIOYaUM MPOMIXHWA NPOAYKT, LLO
KOHTPO/b SIKOCTI 3aCTOCOBYETHCS MNPV BUPOGHULTBI FOTOBOIO
cepil NiKapcbKoro 3aco6y - He3HauHi 3MiHN B
(ansTepHaTMBHM npoteci BUPO6HULTBA FOTOBOTO NiKapCbKOro
1 BUPOOHWK): 3aco6y - 3MiHK 3MillyBaHHS 3 "16 06/xB" Ha "
IHTac

dapmachbloTikan

3 Jlimiteq, IHAis;

nepBUHHE Ta
BTOPVIHHE
nakyBaHs:

Akkopf, Xersickea

16 +1 06/x8"), oHOBNEHHs p. 3.2.P.3.3. Onuc
npotiecy BUPOOHNLTBA; 3MiHM | TUny - 3MiHa
hopmu abo po3Mipy KOHTeliHepa uu
3aKynoptosasnbHOro 3acoby (nepBuUHHOI
YNakKoBKW) - BBEAEHHS asibTepHATUBHOI
NepBUHHOI YNakoBKy 3 TeMHoro ckia 15 CC/

28 mm (805 5 kancyn); 3miHu |l TMny - 3miHa




47 [TponmoBxeHHs mojaTka 3
Ne Ha3ssa nikapcbko20 dopma sunycky 3assHuUK KpaiHa Bupo6Huk KpaiHna PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs
Niviten, Benvka napameTpiB crneumdikauiii Ta/abo
BpuTaHis; [0MyCTUMUX MEX FOTOBOTO NiKapCbKOro
BiANOBiAabHUI 3acoby (3MiHa 3HaxoAWUTbCA No3a
3a BUMyCK cepii: 3aTBepAKEHUMMN JOMYCTUMUMUN MEXamMm
Akkopg, Xenckea cneuudikaliin) - 3mMiHa KpuTepiis
Nimiteq, Benuka NPUAHATHOCTI T. "CynpoBigHi AOMILLKN" Ha
BputaHis Bunyck (impurity A is major degradation
product of Temozolomide and also an active
metabolite)
89. | IBYNPOM ANA CycCrneHsist opasibHa, Mo KOHinab, Nn CWA Brpo6HMLTBO, Icnanis/ BHECEHHS 3MiH [JO peecTpaLiiiHnX 6e3 peyenma UA/15878/01/01
DITENA 100 mr/5 mn no 100 mn, nepBrHHE Ta HigepnaHau marepianis: 3mMiHu 3 siKOCTi. F0TOBMIA
150 mn a6o 200 mn y BTOPUHHE nikapcbkuii 3aci6. 3MiHW y BUPOOHULTBI.
chnakoHi; no 1 doakoHy nakyBaHHs, 3amiHa ab0 BBefeHHA A0AATKOBOI AiNbHUL
Yy KOMNAeKTi 3i KOHTPO/Ib SKOCTI, BMPOGHMLTBA AN15 YACTVHU abo BCbOro
LINpULOM-403aTOPOM Mo BUNYyCK cepii BMPOBHMYOrO NpoLecy roToBoro Mikapcbkoro
5 M/ B KQpTOHHIiA roTOBOrO 3aco6y (finbHMLSA, Ha Skl NPOBOAATLCA
KOpoo6Li niKkapcbkoro 6yab-AKi BUPOGHWYI CTajii, 3a BUHATKOM
3acoby: BUMYCKY Cepiii, KOHTPO/O AKOCTi, NEPBUHHOTO
dapmacbeppa Ta BTOPUHHOTO NakyBaHHA, AN
MaHydekuypiH, HeCcTepw/IbHUX NiKapcbknx 3aco6is) CynyTHs
C.J1., IcnaHis; 3MiHa: 3MiHK 3 AKOCTi. [OTOBWIA NiKapcbkuii
Brpo6HMLTBO, 3aci6. 3MiHM y BUpo6HUUTBI. 3amiHa abo
nepBuHHe Ta BBEIEHHA [OAATKOBOT fiNbHULI BUPOBHMLTBA
BTOPUHHE [ANs YacTUHU abo BCbOrO BUPOBHUYOrO
nakyBaHHs, npovecy roToBoro Nikapcbkoro 3acoby
KOHTPO/Ib SIKOCTI, (BiNbHMLA AN BTOPUHHOTO NakKyBaHHS).
BWMNYCK cepii CynyTHs 3miHa: 3MiHU 3 SKOCTi. FoToBUIA
roTOBOrO nikapcbkuii 3aci6. 3MiHW y BUPOOHULTBI.
nikapcbkoro 3amiHa abo BBeleHHA A0AATKOBOI AifIbHUL
3acoby: BMPOBHMLUTBA 4/151 YAcTVHU abo BCbOro
damap BUPOGHNYOTrO NPoLieCy roToBOro /1iKapCbKOro
Hinepneng 6.B., 3acoby (ginbHULA A8 NEPBUHHOIO
Higepnangy; nakyBaHHs1) (BBeAEHHS 4O4ATKOBOrO

KOHTpOsib AKOCTI
(32 BUHATKOM
MiKpo6ionoriyHor
0 KOHTPONI0),
BUNYyCK cepii
roTOBOrO
npoAykKTy:
dapmanigep,
C.A., IcnaHis;
AnsTepHaTuBHa
OinbHULA ANs
npoBeAEeHHS
Mikpo6ionoriyHor
0 KOHTPO/o
(cybporosip 3
BVMPOGHUKOM
Papmanigep,

BMpOGHUKa J13, BignoBiganbHoro 3a
BUPOGHWLTBO, NEPBUHHE Ta BTOPUHHE
nakyBaHHs: ®awvap HigepneHg B.B.,
HigepnaHnau) (TepmiH BBEAEHHS 3MiH
NPOTAroM 6-Tu MicsLIB NicNsA 3aTBEPAKEHHS);
3MiHM 3 iKoCTi. [0TOBWMIA NiKapCbKUii 3aci6.
3MiHN Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3MiHK, L0 CTOCYKTbCS BUMYCKY
cepii Ta KOHTPO/O SAKOCTi FOTOBOIO
nikapcbkoro 3acoby (3amiHa abo JogaBaHHSA
BMPOOHMKa, LLO BiANOBIJAE 3a BBE3EHHS
Ta/abo BMnyck cepir) - Bkatouaroum
KOHTPO/b/BMNPOGYBaHHS cepii (BBeAEHHS
BUPOOHUKA - BBEAEHHS BUPOOHUKA
dapmanigep, C.A., Icnanis, BignoBigaIbHOMo
3a KOHTPO/Ib SIKOCTI (38 BUHATKOM
MiKpPOG6iI0N0riYHOro KOHTPO), BUNYCK cepil
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Hasga nikapcbKo20
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n/n

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiHo
20

90.

I30HIA3VA-

C.A):
Biona6 C./.,
IcnaHis

rOTOBOrO NPOAYKTY Ta YTOUHEHHS (OYHKLi
BXe 3aTBeppKeHoro BupobHuka bionab C.J1.,
IcnaHis (anbTepHaTvBHa AiNbHULA NS
NpoBeAEHHSA MIKPOGIOOrNYHOrO KOHTPOSIO
(cy6aorosip 3 BUpo6HMKOM Papmarnigep,
C.A)) (TepmiH BBEAEHHSA 3MiH MPOTATOM 6-TK
MicAUIB Micnsa 3aTBepAKeHHS); 3MiHN 3
sKocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHM y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYIOTbCS BUIMYCKY Cepii Ta KOHTPOsIo
SKOCTi FOTOBOTO NiKapPCbKOro 3acoby (3amiHa
ab0 gofasaHHA BUPOOHMKA, LLO Bignosigae
3a BBe3eHHA Ta/abo Bunyck cepii) -
Bk/1tovaroun KOHTPOb/BUNPOBYBaHHS cepil
(BBEAEHHS BMPO6HMKA Pamap HigepneHna
B.B, HigepnaHnaw, BignosigansHoro 3a
KOHTPONb Ta Bunyck cepii) (TepMiH BBeAEHHS
3MiH NPOTArom 6-T1 MicAUIB Micas
3aTBepPKEHHs); 3MiHM 3 AKOCTi. F0ToBWIA
nikapcbkuii 3aci6. 3MiHW y BUPOGHULTBI.
3MiHM y Npoueci BUPOGHULITBA FOTOBOIO
NikapcbKOro 3acoby, BK/IoYaUy MPOMiKHUI
NPOAYKT, L0 3aCTOCOBYETLCA Npn
BVMPOGHMLTBI FOTOBOTO NiKapCbKOro 3acoby
(He3HauHa 3MiHa y npoueci BUpobHULTBa
BOAHOI cycneHsii o5l nepopasibHOro
3aCTOCYBaHHS) (HE3HaYHiI 3MiHW B npoLeci
BMPOGHMLTBA (415 AinbHULI ®amap
HigepneHnp B.B., HigepnaHngu), 3 meToto
NoNinweHHs TEXHONOTIYHNX NapaMeTpiB,
30Kpema, Mif, yac BUPOBGHMYOro npoLiecy Ha
cTagii po34nMHEeHHs HaTpilo 6eH3oarTy,
KMCNOTW IMMOHHOT 6€3BOAHOI, HATPItO
LMTpaTy, caxapyiHy HaTpito i HaTpito xnopuay
B ouuLLeHili Bogi) (TepMiH BBeAEHHS 3MiH
NpoTSAroM 6-TM MicsiLiB nicns 3aTBepKeHHS)

nocBi0OYeHHs

LAPHULA

TabneTku no 300 mr, No
10 TabnNeToK Y KOHTYpHIlA
YapyHKOBIli ynakoBLyj; no
5 KOHTYpHUX
YapyHKOBMX YNakoBOK B
nauuj; no 1000 a6o no
1500, a6o no 2500
TabneToK y KoHTeliHepax

MpAT
"®apmaueBTnyHa
dipma "OapHuus"

YkpaiHa

MpAT
"®apmaueBTNYH
a thipma
"OapHuua”

YkpaiHa

BHECEHHS 3MiH O peecTpaLiiiHnX
martepianis:
3MiHY | TUny - 3MiHN Woao
6e3nekun/ethekTNBHOCTI Ta hapMakoHarisay.
BBeseHHA ab0 3MiHW [0 y3aranbHEeHUX
[JaHvx npo cuctemy dpapmakoHarnsgy
(BBEAGHHA y3araslbHEHUX AaHnX Npo
cuctemy hapmakoHarnsgy, 3miHa
YNOBHOBaXKEHOT 0CO6M, BiANOBiZaIbHOT 3a
3AiicCHeHHA hapMakoHarnagy; KOHTakTHOT
0co6y 3 hapmakoHarnsgy 3asBHuka ans
3aiicHeHHs chapmakoHarnsay B YkpaiHi,
AKLO BOHA BiAMIHHA BiJ YNOBHOBAXeHOI

3a peyenmom

0cobWu, BiANoBiga/IbHOI 3a 34iiCHEHHS

UA/2671/01/01
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Ne
n/n

Hassa sikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs

thapmakoHarnsgy (BK4Yakum KOHTaKTHI
AaHi) Ta/abo 3MiHM Y pO3MiLLEeHHI macTep-
tpaiina cuctemun chapmakoHarnsgy) - 3miHa
yMOBHOBaXXeHOI 0co6u, BignoBiganbHOT 3a
chapmakoHarnsag;
[itoua pegakuis: Cmoex CTtaHicnasa
AHaToniiBHa. MNponoHoBaHa pejakLis:
Cipaxos Irop OnekcaHApoBuY

91.

I30O®/TYPAH

napv gns iHransauin,
pignuHa 100% no 100 mn
ab6o 250 mn npenapaty y
donakoHi; no 1 donakoHy
B KapTOHHI kopobu,i

Mipaman
EHTepnpaiizuc
Nimiteq,

IHgis

Mipaman
EHTepnpaliizuc
NimiTepq,

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHnX
mMatepianis: 3MiHK | TUNY - AAMIHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu

3as1BHMKa (B/1acHMKa peecTpauiiHoro
noceigueHHs) (3miHa agpecy 3asiBHUKA);
3MiHW | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micus
NpoBaPKEHHSA AiANbHOCTI
BMpO6HMKa/iMnopTepa rotToBOro JlikapCbKoro
3aco0y, BKIOYaroumn AinbHULI BUMYCKY cepil
ab6o micue npoBefeHHSA KOHTPO/IO AKOCTI.
(4isAnbHICTb, 3a Ky BigNoBiAae
BUPOGHMK/IMNOPTEP, BKIKOHYAKOUM BUMYCK
cepiii) (3miHa agpecy BUPO6HUKa, 6e3 3MiHK
MiCLisi BUPOBOHULITBA)

3a peyenmom

UA/15274/01/01

92.

IMYCTAT

Tabn1eTkn, BKpUTI
060/10HKO0, N0 50 Mr no
10 TabneToK Y KOHTYPHIi
YapyHKOBIli ynakoBL,i; No
1 KOHTYpHIl YapyHKOBIA
ynakoBLj y naui

MpAT
"®apmaueBTnyHa
ipma "dapHuua"

YkpaiHa

MpAT
"®apmaueBTnyH
a thipma
"OapHuua"

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLiiHnx
mMartepianis:
3MiHU | TUny - 3MiHK LWoAo
6e3nekn/edheKTMBHOCTI Ta hapmakoHarisagy.
BBefieHHA ab0 3MiHM [0 y3aranbHEHNUX
[aHux npo cuctemy drapmakoHarnsagy
(BBEiEHHA y3araslbHEHUX AaHnX npo
cuctemy thapmakoHarnsgy, 3miHa
YNOBHOBaXEHOT 0cO6MU, BiANOBiAaLHOT 3a
3[jICHEHHST hapMakoHarnsgy; KOHTakTHOT
0ocobu 3 hapmakoHarnsgy 3asBHuka gns
3pilicHeHHs thapMakoHarnsay B Ykpaii,
SIKLO BOHA BiAMIHHA Bif YNOBHOBa)XEHOI
ocobu, BiAnoBigasbHOI 3a 34iiCHEHHS
hapmakoHarnagy (BKoUYaun KOHTaKTHI
OaHi) Ta/abo 3mMiHM Y pO3MiLLEeHHI macTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
YNOBHOBaXEHOT 0co6MU, BiANOBiAaLHOT 3a
chapmakoHarnsag;
[itoya pepakuis: Cmox CTtaHicnasa
AHaToniiBHa. MNponoHoBaHa pefaxLis:
CipaxoB Irop OnekcaHgpoBuy

6e3 peyenma

UA/9052/01/01

93.

IMYCTAT

TabneTkn, BKpUTI
060/10HKO0, M0 100 mr
no 10 TabneTtok y
KOHTYPHIli YapyHKOBIi
ynakosLj; no 1

MpAT
"®apmMaueBTnyHa

thipma "AapHuus",

YkpaiHa

YkpaiHa

MpAT
"hapmaLieBTUYH
a thipma
"DapHuus",
YKpaiHa

BHECEHHS 3MiH 1O peecTpaLiiiHnX
marepianis:
3MiHY | TUny - 3MiHN Woao
6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsay.
BBefieHHs abo 3MiHM A0 y3arasibHeHNX

6e3 peyenma

UA/9052/01/02
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Ne
n/n

Hassa sikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs

KOHTYPHIli YapyHKOBIi
ynakoBLj y navui

[aHux nNpo cuctemy chapmakoHarnsgy
(BBeEHHS y3arasibHEHUX AaHnX Npo
cuctemy thapmakoHarisgy, 3miHa
yMOBHOBaXXeHOI 0co6u, BignoBiganbHOT 3a
34ilicHeHHs hapMakoHarnagy; KOHTaKkTHOT
ocobu 3 hapmakoHarnisay 3asBHuKa ans
3aiicHeHHs chapmMakoHarnsaay B YkpaiHi,
AKLLO BOHA BiAMIHHA BiJ YNOBHOBAXEHOI
0co6w, BignoBiga/IbHOI 3a 34iNCHEHHS
thapmakoHarnsgy (BK4Yakum KOHTaKTHI
AaHi) Ta/abo 3MiHM Y pO3MiLLEeHHI macTep-
tpaiina cuctemun chapmakoHarnsgy) - 3miHa
yMOBHOBaXeHOI 0co6u, BignoBiganbHOT 3a
chapmakoHarnsg;

[itoua pegakuis: Cmoex CTaHicnasa
AHaToniiBHa. MNponoHoBaHa pejakLis:
Cipaxos Irop OnekcaHapoBuY

94.

KANBLJIO XNOPUA,
OVMAPAT

nopoLLoK (cybcTaHuis) y
MiLLKax NnosnieTuieHoBnUxX
ANsA BUpobHMLTBA
CTEpPUSIbHUX Ta
HecTepuIbHNX
NiKapcbkmx hopm

AT "MIMKo®apma*

Yecbka
Pecny6nika

TOB "Makko
OpraHikc"

Yecbka
Pecny6nika

BHECEHHS 3MiH [0 peecTpaLiiiHnX
mMatepianis: 3MiHK | TUNy - AAMIHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu

3as1BHMKa (B/1acHMKa peecTtpauiiHoro
nocBeigyeHHs) (3MiHa HaliMeHyBaHHS Ta
afpecu 3asiBHIKA)

UA/12853/01/01

95.

KAMbLJIO XNOPUA-
OAPHULA

PO34mMH Ans iH'ekuid, 100
mr/mn, no 5 mn abo no
10 mn B amnyni; no 5
amMnyn y KOHTYpHIi
YapyHKOBIli ynakoBLj, No
2 KOHTYpPHI YapyHKOBI
YMakoBKM B nauLi

MpAT
"®apmaueBTnyHa
ipma "dapHuua"

YkpaiHa

MpAT
"®apmaueBTnyH
a thipma
"OapHuua"

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLiiHnx
mMartepianis:
3MiHU | TUny - 3MiHK LWoAo
6e3nekn/edheKTMBHOCTI Ta hapmakoHarisagy.
BBefieHHA ab0 3MiHM [0 y3aranbHEHNUX
[aHux npo cuctemy drapmakoHarnsagy
(BBEiEHHA y3araslbHEHUX AaHnX npo
cuctemy thapmakoHarnsgy, 3miHa
YNOBHOBaXEHOT 0cO6MU, BiANOBiAaLHOT 3a
3[jICHEHHST hapMakoHarnsgy; KOHTakTHOT
0ocobu 3 hapmakoHarnsgy 3asBHuka gns
3pilicHeHHs thapMakoHarnsay B Ykpaii,
SIKLO BOHA BiAMIHHA Bif YNOBHOBa)XEHOI
ocobu, BiAnoBigasbHOI 3a 34iiCHEHHS
hapmakoHarnagy (BKoUYaun KOHTaKTHI
OaHi) Ta/abo 3mMiHM Y pO3MiLLEeHHI macTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
YNOBHOBaXEHOT 0co6MU, BiANOBiAaLHOT 3a
chapmakoHarnsag;
[itoya pepakuis - Cmoex CTaHicnasa
AHartoniisHa. MNponoHosaHa pefakLis -
CipaxoB Irop OnekcaHgpoBuy

3a peyenmom

UA/6822/01/01

96.

KAMOTIA3SNA®

Tabnetku, no 10
Tabnetok y 6nictepi, no
2 bnictepun y navi

MAT
"KuiBmegnpenapa
™

YkpaiHa

MAT
"KniBmegnpenap
ar"

YkpaiHa

BHECEHHS 3MiH 1O peecTpaLiiiHnX
marepianis:
3MiHM | TUNY - 3MiHKU WoAo
6e3nekn/edhekTUBHOCTI Ta hapMakoHarnsgy
- 3MiHa TEKCTY MapKyBaHHS Ha BTOPUHHIi

3a peyenmom

UA/5474/01/01
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n/n

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiHo
20

97.

KAPBAMAS3ENMIH-

ynakosLji. BBefieHHs 3MiH NPOTArom 6-Tn
micauiB nicnAa 3aTBepAKEHHSA

nocBi0OYeHHs

98.

OAPHULA

KAPBOAEPM-

Tabnetkun no 200 Mr no
10 TabneToK y KOHTYpHIlA
YapyHKOBIli ynakoBLj; no
2 abo 5 KOHTYpHYX
4yapyHKOBUX YNaKkoBOK Y
nauui

MpAT
"®apmaueBTnyHa
ipma "JapHuus”

YkpaiHa

MpAT

"GapmaueBTnyH
a thipma

"fapHuus”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHnX
Martepianis:
3MiHK | TUNy - 3MiHK Woa0
6e3nekun/ethekTMBHOCTI Ta hapmakoHarnsay.
BeefieHHA ab0 3MiHM [0 y3arasbHEeHNUX
[aHux nNpo cuctemy chapmakoHarnsgy
(BBEAEHHS y3aranbHEHNX AaHNX Npo
cuctemy thapmakoHarnsgy, 3miHa
YNOBHOBaXEHOT 0co6MU, BiANOBiAaNbHOT 3a
34iiCHEHHS hapMakoHarnsaay; KOHTaKTHOI
0ocobu 3 hapmakoHarnsgy 3asBHuka gns
3ailicHeHHs chapMakoHarnsgy B YkpaiHi,
AKLLO BOHA BifMiHHA Bif, YNOBHOBAXEHOT
oco6w, BignoBiganbHOI 3a 3AiNCHEHHs
hapmakoHarnagy (Bkoyakoum KOHTaKTHi
AaHi) Ta/abo 3MiHM Y pO3MiLLEHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
YNOBHOBaXEHOT 0co6MU, BiANOBIAaNbHOT 3a
hapmakoHarnsag:
MponoHoBaHa pegakuis - Cipaxos Irop
OnekcaHgpoBuy

3a peyenmom

UA/2579/01/01

99.

JAPHULA®

KBAHI

KpeM, 100 mr/rno 30ry
Ty6i; no 1 Ty6i y nauuji

MpAT
"®apmaueBTnyHa
ipma "dapHuua"

YkpaiHa

MpAT
"®apmaueBTnyH
a thipma
"OapHuua"

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLiiHnx
mMartepianis:
3MiHU | TUny - 3MiHK LWoAo
6e3nekn/edheKTMBHOCTI Ta hapmakoHarisagy.
BBefieHHA ab0 3MiHM [0 y3aranbHEHNUX
[aHux npo cuctemy drapmakoHarnsagy
(BBEiEHHA y3araslbHEHUX AaHnX npo
cuctemy thapmakoHarnsgy, 3miHa
YNOBHOBaXEHOT 0cO6MU, BiANOBiAaLHOT 3a
3[jICHEHHST hapMakoHarnsgy; KOHTakTHOT
0ocobu 3 hapmakoHarnsgy 3asBHuka gns
3pilicHeHHs thapMakoHarnsay B Ykpaii,
SIKLO BOHA BiAMIHHA Bif YNOBHOBa)XEHOI
ocobu, BiAnoBigasbHOI 3a 34iiCHEHHS
hapmakoHarnagy (BKoUYaun KOHTaKTHI
OaHi) Ta/abo 3mMiHM Y pO3MiLLEeHHI macTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
YNOBHOBaXEHOT 0co6MU, BiANOBiAaLHOT 3a
chapmakoHarnsag;
[itoya pepakuis - Cmoex CTaHicnasa
AHartoniisHa. MNponoHosaHa pefakLis -
CipaxoB Irop OnekcaHgpoBuy

6e3 peyenma

UA/2351/01/02

PO34MH A58 OpasIbHOTO
3acTocyBaHHs, 100 mr/1
M, no 30 mn a6o 100
MY doriakoHi; no 1

dNakoHy pasom 3

TOB "epdapm
nTa

YkpaiHa

TOB "KYCYM
PAPM"

YkpaiHa

BHECEHHS 3MiH 1O peecTpaLiiiHnX
marepianis: 3miHu | Tuny - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
MiCLS MPOBaMKEHHS AiANbHOCTI

BMPOGHMKa/iMnopTepa roToBOro /ikapcbKoro

3a peyenmom

UA/13628/01/01
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Ne Ha3ssa nikapcbko20 dopma sunycky 3assHuUK KpaiHa Bupo6Huk KpaiHna PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs
MipHMM CTakaH4/KoM B

ynakoBLi

3aco0y, BKH0UaKuUM AiNbHULI BUMYCKY cepil
ab0 Micue NpoBefeHHS KOHTPOJIHO AKOCTI
(misnbHICTb, 3a AKy Bignosigae
BMPOGHMK/IMNOpPTEp, BK/IKOHYAKUN BUMYCK
cepiii) (3MiHa agpecy BUPOGHUKa, 6e3 3MiHU
Micusa Bupo6HuuTea) (TepMiH BBEAEHHS 3MiH
NPOTAroM 6-TW MiCALiB NiCNs 3aTBEPAKEHHS);
3MiHn | TUnNYy - 3MiHK 3 siKkoCTi. FoTOBWMIA
nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa Y
TepMiHax npugaTHocTi abo ymoBax
36epiraHHsA roToBOro NiKapcbkoro 3acoby
(36iNbLUEHHA TEPMiHY NPUAATHOCTI FOTOBOTO
nikapcbkoro 3aco6y) - [1ns Toprosoi
yNakoBKM (MiATBEPAXYETLCA AaHUMM
peanbHOro yacy) (36inbLIeHHS TEPMiIHY
npugatHocTi N3 (3 2-x fo 3-x pokis) (TepmiH
BBE/IEHHS 3MiH NPOTAroM 6-TW MicALiB nicns
3arBepAXKeHHS); 3MiHu | TMny - 3MiHn 3
AKocTi. FoToBwMiA Nnikapcbkuii 3aci6. KoHTponb
rOTOBOrO MiKapcbKoro 3acoby. 3miHa y
MeTofax BUNPOGYBaHHSi FOTOBOrO
nikapcbkoro 3acoby (HesHa4Ha 3miHa y
3aTBepAKeHNX MeTodax BUNPOoOyBaHHS)
(BHECEHHSA HE3HAYHKX 3MiH A0 MeTogais
KOHTPOJTHO SIKOCTi: BHECEHHS pefaKLiHuX
npasok 3a M. "KinbKicHe BU3HaYeHHs
uutukoniny", "CynposigHi gomiwkun". Metogu
BMNPOOyBaHb 3a/TMLLNINCE HE3MIHHUMW);
3MiHn | TUnYy - 3MiHK 3 siKkoCTi. FoTOBWMIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meToAax
BUNPOOBYBaHHSA rOTOBOTO JiKapCbKOro 3acoby
(iHwWi 3miHM y MeTogax BunpobyBaHb
(BkNKOUAtOUM 3aMiHy ab0 [OMNOBHEHHS))
(3MiHM B MeToAMLi BUNPOBYBaHHA 3a
nokasHukoMm: «KifibkicHe BU3HaAYEHHS
KOHCEpBaHTIB», a came: B yMOBax
XpomatorpadiyBaHHa 3MiHeHa nporpama
rpagieHta, giameTp KO/IOHKW; 3MiHU B
pO3paxyHKOBIi hopMy/ii; BHECEHHS
pepakuiiHnx npasok); 3miHu | Tuny - 3MiHK
woao 6esnekn/edeKTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHNM) (3MiHW Y TeKCTi
MapKyBaHHs NepBUHHOT Ta BTOPUHHOT
yNaKoBOK: BHECEHHS iHchopmalii woao
NOroTUNy KOMNaHii; BHECEHHS 3MiH [j0
MapKyBaHHS BTOPUHHOT yNaKoBKu:
BWYYEHHS AONOMDKHMNX PEYOBWH MNiLEPVUH,
nponineHrnikonb) (TepmiH BBEAEHHS 3MiH

NpOTAroM 6-T1 MicsLIB NicNs 3aTBEPAKEHHS);
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Ne Ha3ssa nikapcbko20 dopma sunycky 3assHuUK KpaiHa Bupo6Huk KpaiHna PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
TexHiyHa noMuska (3rigHo Hakaly MO3 Big
23.07.2015 Ne 460), BunpaBneHHs TEXHIYHOT
nomwuikm y Cneumndikauii/MeTogax KOHTPO0
AKocTi 3a n. "Mikpo6ionoriyHa unctorta”, ska
6yna fonyleHa nig vac npoueaypu
peecTpavuii npu nepeHeceHHi iHdhopmadii, a
came: BUMpaB/ieHHs OAVHNLb BUMIPIOBaHHS
rpamu Ha MininitTpu. NMponoHoBaHa pefakuis
TEXHIYHOI NOMW/IKK BigNoBigae martepiasiam
peecTpauiiiHoro fOChE (apXiBHUM
Martepianam)
100. | KBEPTUH TabM1eTKN XyBasibHi N0 My6niyHe Ykpaina My6niyHe YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiHnX 6e3 peyenma UA/0119/02/01
40 mr o 10 Tabnetok y akuioHepHe akuioHepHe Martepianis:
6nicTepi; no 3 Gnictepun TOBapuCTBO TOBapuCTBO 3MiHK | TUNy - 3MiHK B Npoueci BUPO6HMLTBA
B nauuyj; no 90 Tabnetok "HaykoBo- "HaykoBo- A®I (He3HauHa 3MiHa y npoueci BUpobHuLTBa
y KOHTelHepax; no 90 BMPOGHUUUIA BMPOGHUUNIA Adl)
TabneToK y KoHTelHepi; LeHTp LeHTp
no 1 KoHTeiHepy B nauui "Bopuyariscbkuii "BopLuariscbkuii
Ximiko- Ximiko-
hapmaLeBTUYHWI hapmaLeBTUYHN
3aBog" 11 3aB0oA"
101. | KBEPUETWH rpanynu, 0,04 r/1rno 1 My6niuHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 1O peecTpaLiiiHnX 6e3 peyenma UA/0119/01/01
rabo no 2 r y naketax; akujioHepHe aKujioHepHe marepianis:
nolrabono2ry TOBapnCTBO TOBapuCTBO 3MiHK | TUMY - 3MiHK B NpoLECi BUPOGHMLTBA
nakeri; no 20 naketiB y "HaykoBo- "HaykoBo- A®I (He3HauyHa 3MiHa y npoLeci BUpobHULTBa
nauuj 3 KapToHy BUPOGHNUNIA BUPOGHNUNIA Adl)
LieHTp LeHTp
"BopLyariscbkuii "BopLyariBcbkuii
Ximiko- XimiKo-
thapmaLeBTNUHWIA hapmaLeBTUUHN
3aBog" 1 3aBog”
102. | KBEPLETUH nopoLLok (cybcTaHuis) y My6niuHe Ykpaina My6niyHe YkpaiHa BHECEHHS 3MiH 10 peecTpavLiiiHnx - UA/12344/01/01
noABINHNX akujioHepHe aKuioHepHe Marepianis:
CBITN03aXUCHUX TOBapuCTBO TOBapuCTBO 3MiHu | TUNy - 3MiHK B Npoueci BUPo6HMLTBA
nonieTIEHOBUX "HaykoBo- "HaykoBo- A®I (He3HauHa 3MiHa y npoleci BUpobHULTBa
nakerax ans BMPOGHNUUIA BMPOGHNYNIA Adl)
BMPOGHMLTBA LieHTp LEeHTp
HeCTepuUIbHUX "BopLuariBCbkuii "BopLyariBcbkuii
nikapcbkux hopm Ximiko- XimiKo-
hapmaLeBTUYHWIA hapmaLeBTUYHN
3aBog" i 3aBog"
103. | KETOAIH cyno3uTopii BariHasbHi CninbHe YkpaiHa CninbHe YkpaiHa BHECEHHS 3MiH O peecTpavLiiiHnX 6e3 peyenma UA/5825/01/01
no 400 mr, no 5 YKpaiHCbKO- YKpaiHCbKO- marepianis: 3miHu Il TMny - 3MiHK Woao0
cynosuTopiie y cTpuni, icnaHcbke icnaHcbke 6e3nekun/ethbekTUBHOCTI Ta hapmakoHarnsgy.
no 1 a6o 2 ctpunu B niANpYEMCTBO nianpYeEMCTBO BHeceHHs abo 3miHa(1) fo 3060B'A3aHb Ta
naJui 3 KapToHy "Cnepko YkpaiHa" "Cnepko YMOB BMAaui peecTpaLiiiHoro nocBig4eHHs,
YkpaiHa" BK/tOYatoum MnaH ynpasniHHA pusnkamu

(3acTocyBaHHs 3MiH(M), Aiki(a) BUMaratoTb(€)
NOAANbLLIOTO 06I'PYHTYBaHHSA HOBUMU
[10[1aTKOBVM [IJaHUMMU, LU0 MaKThb HaJaBaTucs
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Ne Ha3ssa nikapcbko20 dopma sunycky 3assHuUK KpaiHa Bupo6Huk KpaiHna PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs
KOMMNETEHTHUM OPraHoM, OCKiNlbKK
BMMaraeTbCs CyTTeBA OLjiHKa KOMNETEHTHUM
opraHom) (BukoHaHHS1 3060B's13aHb
BiAnoBigHO Ao mignyHkTy 1.13 nyHkTy 1,
nignyHkTy 2.3 NyHKTY 2 gogatky 15 no
Mopsaky NpoBefeHHs ekcnepTusm
peecTpavuiiHux Matepianis Ha Nikapcbki
3acobu, Lo NoJalTbCs Ha AepXaBHy
peecTpavuiio (nepepeecTpawito), a Takox
eKcnepTn3n maTepiasiB NPO BHECEHHS 3MiH
[0 peecTpauiiHnx MaTtepianis npoTsrom gii
peecTpaviiiHoro NocBigYeHHs,
3aTBepAKeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pegakuii Hakasy MO3
Bia 23.07.2015 Ne 460)
104. | KOAEIHY ®OC®AT nopoLuok (cybcTaHuis) y TOB "®apma YkpaiHa MakdpapnaH CnonyyeHe BHECEHHS 3MiH [JO peecTpaLiiiHnX - UA/15489/01/01
FEMITIAPAT nonieTnIeHoBNxX Crapt" CwmiT NlimiTep, KoponiscTBO martepianis:
naketax ans 3MiHY | TUNy - 3miHa y 6e3nocepegHii
thapmaLeBTUYHOTO ynakoBLj Ad|
3aCTOCYyBaHHSA
105. | KOAENCWUH Tabnetku no 10 TOB "®apma YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiHnx 3a peyenmom UA/11812/01/01
Tabnetok y 6nictepi; no Crapt" Crapt" mMartepianis:
1 6nicTepy B nauu;j 3 3MiHK | TNy - 3miHa y 6e3nocepepHiii
KapTOHY ynakoBLi A®I (skicHi Ta/abo Ki/TbKiCHi 3MiHK
cknagy)
106. | KOMBICIMA3M® Tabnetku no 10 OpraHocuH Nalidy IHais EBepTomkeH IHais BHECEHHS 3MiH [J0 peecTpaLiliHnx 6e3 peyenma UA/3088/01/01
Tabnetok y 6nictepi; no CaeHcua MMerT. /114, Naiid CaeHcns Marepianis: - Ne 10; 3a
1 a6o 10 6nicTepiB y Nimiteq, 3MiHKM | TUNY - 3MiHa Yy MeTofax peuenmom -
naJui 3 kKapToHy; no 10 BMNPOOBYBaHHSA rOTOBOTO JliKapCbKOro 3acoby Ne 10x10
TabneTok B - He3HayHa 3MiHa y 3aTBepHKEHNX MeToAax
aslloMiHieBOMYy BnicTepi; BMNPO6YBaHHSA T. "KiflbkicHe BU3HAYEeHHA" -
no 1 6nictepy y 3a3HaYeHHs Kacy cTaHAapTHOro 3pasky, (a
KapTOHHI nayyj; mo 10 came «pobounii cTaHgapTHUI 3pa3ok») 6e3
KapTOHHMX Ma4oK y 3MiH Y METOAMLL KOHTPO/IO AKOCTI
TYPTOBIiA NayLli 3 KAPTOHY
107. | KOMBICMNA3M® Tabnetku in bulk: no OpraHocuH Naiid IHAjs EBepTomxeH IHgjis BHECEHHS 3MiH 0 peecTpaLiiiHnX - UA/3089/01/01
1200 Tabnetok y CaeHcus MeT. 114, Naiicp CaeHcnz mMartepianis:
nakeTax y naykax 3 NimiTeq, 3MiHKM | TRy - 3MiHa Yy MeTogax
KapToHy BUMPOOYBaHHA rOTOBOTO NiKapCbKOro 3acoby
- He3HayHa 3MiHa y 3aTBepMKEHNX MeToAax
BMNPOGYBaHHSA T. "KiflbkicHe BU3HAYEHHA" -
3a3HaYeHHs knacy cTaHgapTHOro 3pasky, (a
came «poboumnii CTaHAAPTHWIA 3pa3ok») 6e3
3MiH Y METOANL KOHTPOJIH0 SIKOCTI
108. | KOPUHPAP® Tabnetkn TeBa I3painb MNIBA XpBarcka Xopsaris BHECEHHS 3MiH O peecTpaLiiiHnX 3a peyenmom UA/9815/01/01
PETAP[, NpONoHroBaHoi Ajii no 20 dapmaveBTikas 4.0.0. martepianis:

Mr no 10 TabneTtok y
6nictepi; no 3 6nictepn
B kOpo6uj; no 50 a6o no
100 TabneTtok y

IHgacTpi3 NI1a.

3MiHM | TUNy - nogaHHa oHosneHoro CEP Ne
R1-CEP 1996-105-Rev 04 gnsa A®I

Hicbeamniny Bif 3aTBepAXEHOro BUPO6HMKA 3

BiANOBIAHMMY 3MiHamK Ao cneumdikauii Adl,
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[TponmoBxeHHs mojaTka 3

Ne Ha3ssa nikapcbko20 dopma sunycky 3assHuUK KpaiHa Bupo6Huk KpaiHna PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs
donakoHi; no 1 doiakoHy a came BWIy4eHHs 3i crieumdpikauii
B KOpO6Li 3a/IMLLIKOBY KiNIbKICTb OpraHiyHoOro
PO34YMHHUKA ANXTOPMETaHY
109. | KPEMIEH Masb no 15ra6o 30ry CninbHe YkpaiHa CninbHe YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiiHnX 3a peyenmom UA/2099/01/01
Ty6i; no 1 Ty6i B nauui YKpaiHCbKO- YKpaiHCbKO- mMartepianis:
icnaHcbke icnaHcbke 3MiHKM | TUMY - 3MiHa Yy MeTogax
nignpreMcTBo niaNpueMCTBO BUMPOOYBaHHA rOTOBOTO NiKapCbKOro 3acoby
"Cnepko YkpaiHa" "Cnepko (iHWi 3mMiHM y MeTodax BUNpobyBaHb
YkpaiHa" (BK/IHOYAKOUM 3aMiHY ab0 JONOBHEHHS))
110. | KCAJNIKKOPI Kancynu no 200 wmr, no Mdpaiizep Eiiu. Ci. CWA Mdpaiizep HimeuunHa BHECEHHS 3MiH 1O peecTpaLiiiHnX 3a peyenmom UA/14081/01/01
60 kancyn y conakoHax; Mi. KopnopeiwH MeHtohekuypuH Martepianis:
no 10 kancyn y 6nictepi; r Joliuneng 3MiHKM | TURYy - 3MiHK Woa40
no 1 a6o no 6 6nictepis m6X 6e3nekun/ethekTUBHOCTI Ta hapMakoHarsay.
Y KapTOHHIli kopoo6Li; No BBefeHHst ab0 3MiHW A0 y3arasibHEeHUX
60 kancyn y dnakoHax; [JaHux nNpo cuctemy hapmakoHarnsgy
no 10 kancyn y 6nictepi; (BBEAEHHA y3araslbHeHUX AaHnx npo
no 1 a6o no 6 6nictepis cuctemy thapmakoHarnsgy, 3miHa
Y KapTOHHIli KOpooLi YNOBHOBaXKEHOT 0CO6M, BiANOBiZaIbHOT 3a
3AilicHeHHA hapMakoHarnagy; KOHTaKkTHOT
ocobu 3 hapmakoHarnaay 3assHuKa gns
3[jiCHEHHsT hapmakoHarnsagy B YkpaiHi,
AKLLO BOHA BiAMIHHA BiJ YNOBHOBaXEHOI
ocob6u, BiAnoBiga/IbHOT 3a 34iiCHEHHS
hapmakoHariagy (BKoUakoum KOHTaKTHi
[AaHi) Ta/abo 3MiHM y PO3MiLLLeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) - firova
pedaxuisi: ynoBHoBaxeHa ocoba 3
hapmakoHarnagy: Mapis pauis
Xypno/Maria Grazia Zurlo. MponoHosBaHa
pedaxuisi: ynoBHoBaeHa ocoba 3
thapmakoHarnagy ®paHcyasa fyma-Cinnan/
Francoise Dumas-Sillan; ynoBHoBaxeHa
ocoba 3as1BHMKa, BignoBigasibHa 3a
hapMakoHarnss Ha perioHaslbHOMY PiBHi:
TatbsHa MNpoxoposa/Tatyana Prokhorova.
3MiHa KOHTaKTHMX AaHWX YNOBHOBaXXEHOT
0co06u 3asiBHUKA
111. | KCAJIKOPI Kancynu no 250 mr, no Mdpaiizep Eiiu. Ci. CWA Mdpaiizep HimeuunHa BHECEHHS 3MiH [JO peecTpaLiliHnX 3a peyenmom UA/14081/01/02
60 kancyn y chnakoHax; Mi. KopnopenwH MeHoek4ypyH Marepianis:
no 10 kancyn y 6nictepi; r Joiunens 3MiHK | TUNYy - 3MiHK Woao
no 1 a6o no 6 6nictepis 6X 6e3nekun/ethbekTUBHOCTI Ta hapmakoHarnsgy.

Y KapTOHHIl kopobui; no
60 kancyn y donakoHax;
no 10 kancyn y 6nictepi;
no 1 a6o no 6 6nictepis
Y KapTOHHiIli KOpoo6Li

BeefieHHA ab0 3MiHM [0 y3arasbHEeHNX
[aHux nNpo cuctemy chapmakoHarnsgy
(BBEAEHHS Yy3aranbHEHNX AaHNX Npo
cuctemy dapmakoHarnsagy, amiHa
YNOBHOBaXEHOT 0co6Mu, BiANOBiJabHOT 3a
3AilicHeHHs hapMakoHarnaay; KOHTaKkTHOT
ocobu 3 hapmakoHarnsgy 3asBHuka gns
3pilicHeHHs chapMakoHarnsay B YkpaiHi,
AKLLIO BOHA BifiMiHHA Bif] YNOBHOBAXXEHOT




56

[TponmoBxeHHs mojaTka 3

Ne Ha3ssa nikapcbko20 dopma sunycky 3assHuUK KpaiHa Bupo6Huk KpaiHna PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs
0co6w, BignoBigabHOI 3a 3AiNCHEHHs
hapmakoHarnagy (Bkoyaoum KOHTaKTHi
AaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
thaiina cuctemun chapmakoHarnsgy) - fivova
pefaxuis: ynoBHoBaxeHa ocoba 3
hapmakoHarnagy: Mapis pauis
Xypno/Maria Grazia Zurlo. MponoHoBaHa
pefaxuisi: ynoBHoBaxeHa ocoba 3
thapmakoHarnsagy ®paHcyasa fyma-Cinnan/
Francoise Dumas-Sillan; ynoBHoBaxeHa
ocoba 3asBHMKa, BignoBigasibHa 3a
thapmakoHarnag Ha perioHaslbHOMy piBHi:
TatbsHa MNpoxoposa/Tatyana Prokhorova.
3MiHa KOHTaKTHUX faHWX YNOBHOBaXEHOI
0co6v 3asiBHMKA
112. | KCAPENTO® Tabnetku, BKpUTI Baiep ®apma Al HimeuunHa Baiiep ®apma HimeuunHa BHECEHHS 3MiH [JO peecTpaLiiiHnX 3a peyenmom UA/9201/01/02
NNiBKOBOI 060/IOHKOIO, Al martepianis:
no 15 mr Ne 14 (14x1), 3MiHM Il TURY - 3MiHW JO IHCTPYKUIT Ans
Ne 42 (14x3): no 14 MeJMNYHOI0 3aCTOCYBaHHA Yy po3ainm
Tabnetok y 6nictepi; no "PapmakonorivyHi BnactneocTi",
1 a6o no 3 6nictepn y "Oco6/MBOCTI 3acTocyBaHHsA", "Cnocio
KapTOHHIN nayyj 3acTocyBaHHs Ta fo3un”, "INobivHi peakuii”
113. | KCAPENTO® TabneTkn, BKpUTI Baiiep ®apma Al HimeuunHa Baiiep ®apma HimeuunHa BHECEHHS 3MiH [JO peecTpaviliHnx 3a peyenmom UA/9201/01/03
NNiBKOBOIO 0G0/TIOHKOH, Al Martepianis:
no 20 mr Ne 28 (14x2), 3MiHu |l TUNy - 3MiHK [0 IHCTPYKLT AnA
Ne 100 (10x10): no 10 MeANYHOT0 3aCTOCYBaHHSA Yy po3ainm
a60 no 14 Tabnetok y "dapmakosiorivHi BlnacTnBocTi"”,
6nicTepi; no 2 abo no 10 "Oco6nmBoCTi 3acTocyBaHHs", "Cnoci6
6niCTepiB Y KApPTOHHIl 3acTocyBaHHsa Ta fo31n”, "Mo6ivHi peakuii”
naui
114. | KCE/NbAH3 TabneTkn, BKpUTI Mdpaiizep CWA BMPOBHULTBO 3a HimeuunHa/ BHECEHHS 3MiH 1O peecTpaLiiiHnX 3a peyenmom UA/14485/01/01
NAiBKOBOK 060/I0HKOIO, Eiiu.Ci.Mi. MOBHUM LMK/IOM: CWA marepianis:
no 5 mr no 14 tabnertok KopnopeiwH Mdpaiizep 3MiHM | TUny - 3MiHN Woao
y 6nictepi; no 1 a6o 4 MeHtohekyypuH 6e3nekn/edpeKTMBHOCTI Ta hapmakoHarnsay.
6nicTepu y KapTOHHIl r Jolunexp, BBefeHHs abo 3MiHM [0 y3arasibHeHNX
nauuj; no 28 a6o 60 Mvo6X, [JaHvx Npo cuctemy dhapmakoHarnsagy
TabneTok y chnakoHax HimeyunHa; (BBEOEHHS y3arasibHEHUX OaHUX NPO
BTOPUHHE cuctemy hapmakoHarnsagy, amiHa
nakyBaHHsa Ta YMOBHOB&XEHOI 0co6u, BignoBiganbHOT 3a
[03BiN Ha 3AilicHeHHs hapMakoHarnagy; KOHTaKkTHOT
BMNYCK cepil: 0Cco6u 3 hapmakoHarnsay 3asBHuKa 4ns
Mdpaiizep 3aiicHeHHs chapmakoHarnsaay B YkpaiHi,
$apmactoTikana AKLLO BOHA BiAMIHHA BiJ YNOBHOBaXEHOI|
nnc, CWA 0co6Wu, BiANOBIfA/IbHOT 3a 34iACHEHHS

thapmakoHarnsgy (BK4Yakum KOHTaKTHI
AaHi) Ta/abo 3MiHW Y pO3MiLLEeHHI macTep-
thaiina cuctemu chapmakoHarnagy) -
MponoHoBaHa pefakLisi: ynoBHOBaXeHa
ocoba 3 thapmakoHarnagy ®paHcyasa fyma-
Cinnan/ Francoise Dumas-Sillan;
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Ne
n/n 3acoby

Hasga nikapcbKo20

dopma sunycky
(nikapcbka ¢hopma,

3assHuUK

KpaiHa
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Bupo6Huk

KpaiHa

[TponmoBxeHHs mojaTka 3

ynakoska)

3asiBHUKa

BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs

115. | NA30/IBAH®

Tabnetku no 30 mr no 10
Tabnetok y 6nictepi; no

TOB "CaHoi-
ABeHTIC YkpaiHa"

YkpaiHa

BepiHrep

Mpeuis

yNOBHOBaXkeHa 0cob6a 3asBHUKA,
BignoBigasbHa 3a hapmakoHarnsg Ha
perioHasibHOMY piBHI: TaTbsiHa
MpoxopoBa/Tatyana Prokhorova. 3miHa

3asaBHUKa

KOHTaKTHUX AaHUX YNOBHOBaXKEHOI ocobu

NA3O0/IBAH® 3
MNOTYHNYHO-
BEPLUKOBM

2 abo no 5 6nictepis y
KapTOHHIA Kopo6Lyi

cupon, 30 mr/5 mn, no
100 mn1 a6o no 200 mny

TOB "CaHoi-
ABeHTiC YkpaiHa"

YkpaiHa

IHrenbxalim
Ennac A.E.

Lenshapm

dpaHuia/

BHECEHHS 3MiH [JO peecTpaLiiiHnX
martepianis:
3MiHY | TUny - 3MiHN Woao

BBeseHHA ab0 3MiHW [0 y3aranbHeHUX
[JaHvx npo cuctemy dhapmakoHarnsgy
(BBEAGHHA y3araslbHEHUX AaHnX Npo
cuctemy thapmakoHarnsgy, 3miHa
YNOBHOBaXKEHOT 0CO6M, BiANOBiZaIbLHOT 3a
3AiicCHeHHA hapMakoHarnagy; KOHTakTHOT
0co6y 3 hapmakoHarnsgy 3asBHuka ans
3aiicHeHHs chapmakoHarnsay B YkpaiHi,
AKLO BOHA BiAMIHHA BiJ YNOBHOBAXeHOI
ocob6u, BiAnoBiga/IbHOT 3a 34iiCHEHHS
thapmakoHarnsgy (BKUYakum KOHTaKTHI
[AaHi) Ta/abo 3MiHM y pPO3MiLLLeHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
YNOBHOBaXXEHOT 0Cc06W, BigNoBiganbHOT Ans

pepakuisi — KniwuH AHTOH MukonaiioBuy.

3MiHa KOHTaKTHMX AaHNX YNOBHOBAXEHOT

ocobw, BignoBiganbHOI ANs 34iCHEHHS
hapmakoHarnagy

6e3nekun/ethekTNBHOCTI Ta hapMakoHarisay.

3gjlicHeHHs hapmakoHarnsay: NponoHoBaHa

6e3 peyenma

UA/3430/03/01

CMAKOM

hnakoHi; no 1 dpnakoHy
B KOMM/IEKTi 3
NAacTUKOBUM MipHUM
KOBMAYKOM Y KapTOHHil
KOpoo6Li

Peiimc,
®paHuis;
BepiHrep

IHrenbxaiim
EcnaHa, CA,
Icnanis

IcnaHis

YMNOBHOBaXXeHOT 0Cco6M, BiANoBifanbHOT Ans

BHECEHHS 3MiH A0 peecTpaLiiHnx
mMartepianis:
3MiHU | TUny - 3MiHK LWoAo
6e3nekn/edheKTMBHOCTI Ta hapmakoHarisagy.
BBefeHHs abo 3MiHM [0 y3arasibHeHuX
[aHux nNpo cuctemy chapmakoHarnsgy
(BBEAEHHS y3araslbHEHNX AaHNX Npo
cuctemy thapmakoHarnsgy, 3miHa
YNOBHOBaXEHOT 0co6MU, BiANOBiAaLHOT 3a
3MjICHEHHST hapMakoHarnsgy; KOHTakTHOT
ocobu 3 hapmakoHarisay 3asiBHVKa Ansi
3pilicHeHHs thapMakoHarnsay B Ykpaii,
SIKLLO BOHA BiAMIHHA Bif YNOBHOBa)XEHOI|
ocobu, BiAnoBigabHOI 3a 34iiCHEHHS
hapmakoHarnsgy (BKoUYaum KOHTaKTHI
OaHi) Ta/abo 3mMiHM Y pO3MiLLEeHHI macTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa

3piicHeHHS chapMakoHarnsgy: fitoua
penakuis - BoiiteHko AHTOH leopriioBuy.

MponoHoBaHa pefakuis - KnilunH AHTOH

6e3 peyenma

UA/13771/01/01




Ne

Hasga nikapcbKo20

dopma sunycky

3assHuUK
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n/n 3acoby

(nikapcbka ¢hopma,
ynakoska)

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs

117. | NA3OPVH®

cnpei HasanbHWiA, 1,18

TOB "CaHoi-

YkpaiHa

IcTiTyTO DE

ITania

MwukonainoBuy. 3MiHa KOHTaKTHUX AaHUX
yNOBHOBaXXEHOT 0CO6M, BifnoBiganbHOI Ans
30jACHEHHs1 hapMakoHarnsay

118.

NEBOMNPO

mr/mn no 10 mny
CKISAHOMY GasIoHUMKyY 3
[03YI04MM NPUCTPOEM;
no 1 6a10HYnKy B
KapTOHHI KopooLyi

PO34mnH Ans iHdysin 500

ABeHTIC YkpaiHa"

Anxeni C.p.n.

BHECEHHS 3MiH [JO peecTpaLiiiHnX
mMartepianis:
3MiHW | TUny - 3MiHN Woao
6e3nekun/ethekTNBHOCTI Ta hapMakoHarisay.
BBefeHHA abo 3MiHM [0 y3arasibHeHNX
[JaHvx npo cuctemy dhapmakoHarnsagy
(BBEAEHHSA Yy3arailbHEHVX AAaHUX NPO
cuctemy thapmakoHarnsgy, 3miHa
YNOBHOBaXKEHOT 0CO6MU, BiANOBiZaIbHOT 3a
3AiicHeHHA hapMakoHarnagy; KOHTakTHOT
ocobu 3 hapmakoHarnsgy 3asasHuKa gns
3aiicHeHHs thapmakoHarnsgy B YkpaiHi,
AKLO BOHA BiAMIHHA BiJ YNOBHOBaXeHOI
ocob6u, BiAnoBiga/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (BKUYakum KOHTaKTHI
[AaHi) Ta/abo 3MiHM y pPO3MiLLLeHHI MacTep-
thaiina cuctemm chapmakoHarnsigy) - 3miHa
YNOBHOBaXXEHOT 0C06W, BigNoBiganbHOT Ans
3gilicHeHHs dhapmakoHarnsagy: NMponoHoBaHa
pepakuisi — KniwuH AHTOH MukonaiioBuy.
3MiHa KOHTaKTHMX AaHNX YNOBHOBAXEHOT
ocobw, BignoBiganbHOI ANs 30iRCHEHHS
hapmakoHarnagy

6e3 peyenma

UA/3590/01/01

Mr/100 mn, no 100 mny
naawui, no 1 naswujiy
nauui

ToBapucTBo 3
06MexXeHot0
BiANOBIAA/ILHICTIO
«EC ®PAPMA»

YkpaiHa

MNpusartHe
akuioHepHe
TOBapUCTBO

"IHpy3is”

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLiiHnx
Matepianis: 3MiHK | TUNY - 3MiHW 3 AKOCTI.
FOTOBWIA NiKapCbKWii 3aci6. 3MiHW Y
BMPOOHULTBI. 3amiHa ab0 BBEAEHHSI
[0[,aTKOBOT AiNbHULI BUPO6HMLTBA ANA
YyacTuH1 abo BCbOro BUPOBHMYOro npoLlecy
rOTOBOrO JIiKapCbKOro 3acoby (4ibHUUS, Ha
AKili NpoBOASATLCA BYAb-5Ki BUPOGHWYI cTag,i,
3a BUHATKOM BUMYCKY Cepii, KOHTPO/O SKOCTi
Ta BTOPUHHOTO NaKyBaHHS A8 CTEPUSIbHIX
nikapcbkux 3acobiB (BKIHOUAKUM BUPOG/EHI
acenTUYHUM METOAOM), KPiM NiKapCbKUX
3ac06iB 6i0/10r4YHOro/iMyHO/ONYHOTO
NOXOMXeHHs) CynyTHA 3MiHa - 3MiHU 3
AKOCTi. FOTOBMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOOHULTBI. 3amiHa ab0 BBEAEHHSI
[0[,aTKOBOT AiNbHULI BUPO6HMLTBA ANA
YyacTuHM abo BCbOro BUPOBHMYOrO npoLecy
rOTOBOIO MiKapCbKOro 3acoby (4inbHMUA ans
BTOPWHHOIO NakyBaHHS) - 3MiHU 3 IKOCTI.

FOTOBWIA NiKapCbkuii 3aci6. 3MiHW Y
BMPOBGHMLTBI. 3MiHX Y NpoLEeci BUpobHMLUTBa
rOTOBOrO NiKapCbKOro 3acoby, BKkouatoum

3a peyenmom

NPOMiXXHUIA NPOAYKT, L0 3aCTOCOBYETHLCA MPU

UA/14730/01/01
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[TponmoBxeHHs mojaTka 3

Ne
n/n

Hassa sikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs

BVMPOGHMLTBI FOTOBOTO NiKapCbKOro 3acoby
(iHWi 3miHW) (BBELAEHHA AOAATKOBOI AiNbHUL
BMPOGHMLTBA: YKpaiHa, 23219, BiHHMUbKa
006/1., BiHHWUBKWIA p-H, €. BiHHMLBKI XyTOpW,
Byn. Hemupiscbke woce, 6. 84 A. Cxewma,
TEXHOMOTNiYHI CTagii BUpO6HMLTBA,
napameTpu KOHTPOSIO B NpoLeci
BUPOGHMLTBA HE 3MIHIOIOTLCA. He3HauHI
3MiHV B 06nafHaHHI BiAnoBifaloTb BUMOram
GMP) (TepMiH BBEEHHS 3MiH NPOTAroM 3-X
MicAUB Nicnsa 3aTBepKEHHS); 3MiHW | Tvny -
3MiHM 3 iKoCTi. [OTOBWMIA NiKapCbKUii 3aci6.
3MiHN Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3MiHK, LLO CTOCYHTbCS BUMYCKY
cepii Ta KOHTPO/O SIKOCTi FOTOBOrO
nikapcbkoro 3acoby (3amiHa abo JogaBaHHSA
BMPOOHMKa, LLO BiANOBIJAE 3a BBE3EHHS
Ta/abo BMnyck cepir) - Bkatouaroum
KOHTPO/b/BMNPOGYBaHHS cepii (BBeAEeHHS
[04aTKOBOI AiNbHUL BUpobHMUTBA: YKpaiHa,
23219, BiHHMUbKa 0611., BIHHWLBKNMIA p-H, C.
BiHHMLpBKI XyTOpK, ByN. HemupiBcbke Loce,
6. 84 A) (TepMmiH BBEAEHHS 3MiH NPOTArom 3-
X MicAUIB Micnsa 3aTBEPAKEHHS)

119.

NIAOKAIH-
34,0POB'A

cnpeit 10% gns
MiCLIeBOr0 3aCTOCYBaHHS
no 38 ry doiakoHi; no 1
chnakoHy
3a6e3nevyeHoMy
KnanaHoM-Hacocom,
HacagKoto-
posnunioBayem
ropaoBoto abo
HacagKoto-
posnunioBayem y
KOpOOLii 3 KAPTOHY

ToBapucTso 3
06MEXeHOt0
BiANOBIAALHICTIO
"®apmaueBTnyHa
KOMnaHisi
"3p0pos'a”

YkpaiHa

ToBapuCTBO 3
06MexeHoto
BiANOBIAANbHICT
10
"®apmaueBTNYH
a KomnaHis
"3p0poB'a”

YkpaiHa

BHECEHHS 3MiH [JO peecTpaLiiiHnX
Matepianis: 3MiHW | TUnNy - 3MiHN 3 AKOCTI.
CepTudikaTt BignosigHocTi/lE-cepTudikar

BiANOBIAHOCTI EBpONEiChkKil
hapmakonei/MoHorpadii. NMogaHHA HOBOTO
abo oHoBeHOro cepTudikara BiANOBIAHOCTI
abo BuNy4YeHHs cepTudikara BiZnoBiAHOCTI
€Bponeiicbkili hapmakonei: gns A®l; pns
BUXiQHOTO MaTepiany/peareHTy/npoMiXXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BUPOGHMUTBI ADI; AN LONOMIXXHOT pe4oBUHN
(cepTudoikaT BiANOBIAHOCTI €BpPONENChKIi
thapmakonei) - HoBuii cepTudikar Big, BXxe
3aTBepKeHoro BUpobHuka CynyTHA 3MmiHa -
3MmiHu 3 sKocTi. A®I. KoHTponb A®I. 3miHa 'y
napameTpax crneumdikauii Ta/abo
[ONYyCTUMUX MEX, BU3HAYEHUX Y
cneyudikalisx Ha AdPl, abo
BVXi4HWA/NPOMDKHWIA NpoAYKT/peareHT, wo
BMKOPWCTOBYIOTLCA Y NpOLeCi BUPOGHMLTBA
A®I (iHWi 3MiHK) - 3MiHK 3 aKoCTi. ADI.

KoHTponb A®I. 3miHa y meTogax

BMNpo6yBaHHA APl abo BMXiZHOMO

marepiaay/npomikHOro NPoAayKTy/peareHTy,

LLIO BUKOPUCTOBYETLCA Y MPOLIECI
BMpo6HULUTBA ADI (iHLWI 3MiHW Y MeToAax

3a peyenmom

UA/7525/02/01
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ynakoska)

60
Ne Ha3ssa nikapcbko20 dopma sunycky 3assHuUK KpaiHa Bupo6Huk KpaiHna PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo
20
nocsioYeHHs1

BMNPOGYBaHHS (BK/tOYatoumn 3amiHy abo
[0noBHeHHS) A®l abo BUXIAHOrO/MPOMIKHOTO
npoaykTy) (NogaHHs HOBOrO cepTudikaty
BiAnNoBigHOCTI EBponeiicbkoi hapmakonei Ne
R1-CEP 2004-156-Rev 01 Big
3aTBepAKEHOro BMpo6HuNka APl JligokaiHy
S.I.LM.S. S.R.L., ITanisa. Ak Hacnigok: -
YTOUHEHO Ha3By Ta agpecy
MiCLEeNpOBaMKEHHS AiS/IbHOCTI BUPOGHMKA
A®l; - npuBeaeHo cneuudikaLito Ta METOAN
BXiHOro KOHTponto Ha APl JligokaiH 3a
MOKa3HUKOM «3asIMLLKOBI KiflbKOCTI
OpraHi4YHNX PO3YMHHWKIB» A0 MaTepianis
BMPOGHUKA); 3MiHM | TUNY - 3MiHW 3 AKOCTI.
Ceptudikart BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONEChKil
thapmakonei/MoHorpadii. 3miHu, NoB'A3aHi 3
HeoOXigHICTIO NpMBEAEHHS Y BIANOBIAHICTb
[0 MoHorpadii JdY abo €Bponeincbkoi
thapmakonei, abo iHLWOT HaLioOHa/TbHOT
thapmakonei gepxasn €C (3MiHa y
cneumdikauisix, nos'as3aHa 3i 3miHamu B oY,
abo EBponeiicbkiin hapmakonei, abo iHLUii
HauioHanbHili hapmakonei gepxasun €C)
CynyTHs 3MiHa - 3MiHW 3 AKocTi. ADI.
KoHTponb A®I. 3miHa y meTofax
BMNpobysBaHHsa APl abo BuxigHOro
marepiany/npomMKHOro NpoAayKTy/peareHTy,
LLIO0 BUKOPUCTOBYETLCA Y MPOLIECI
BMpo6HULTBa AD| (HE3HAYHI 3MiHK Y
3aTBepAKeHNX MeTodax BUNPOoOyBaHHS)
(npuBefeHHs cneuudpikayii Ta MeToLiB
BXiIHOro KOHTpono AdI, y BiANOBIgHICTb
BMMOr MoHorpadii «Lidocainums» EP: -y
cneundikauii BHECEHO 3MiHW 3a MOKa3HWKOM
«PO3YMHHICTb»; - YTOYHEHHS 32 NOKA3HUKOM
«CynpoBigHi Aomilkn» Ta «MikpobionoriyHa
ymcToTa». Kputepii NpMiHATHOCTI He
3MIHWANCS; - BUTYYEeHHS NoKa3Huka «Baxkki
MeTanm»); 3MiHu | TUny - 3MiHM 3 AKOCTI.
CepTtuaoikat BignosigHocTi/l'E-cepTudikar
BiANOBIAHOCTI EBPONEChKil
thapmakonei/moHorpadii. 3mMiHun, NoB'A3aHi 3
HeOo6XIHICTIO NpUBEeAEHHS Y BiANOBIAHICT
[0 MoHorpadii JdY abo €BponenceKoi
hapmakonei, abo iHLLIOI HaLioHa/TbHOT
thapmakonei gepxasu €C (3MiHa y
cneumdikauisix, nos'asaHa 3i 3miHamu B Y,
abo Esponelicbkiin hapmakonei, abo iHLUii

HaLljioHa/bHIl dhapmakonei gepxasun EC)
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[TponmoBxeHHs mojaTka 3

Ne Ha3ssa nikapcbko20 dopma sunycky 3assHuUK KpaiHa Bupo6Huk KpaiHna PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs

CynyTHS 3MiHa - 3MiHM 3 sikocTi. [oTOBWIA
nikapcbkuii 3aci6. KOHTPOb AONOMIXHMX
peyoBuH. 3miHa y MeTogax BUNPOOyBaHHS
[OMOMIKXHOT PEYOBUHM (HE3HAYHI 3MiHW Y
3aTBepAKeHUX MeTodax BUNpPoGyBaHb)
(npvBegeHHA cneundikauii Ta MeToAiB
KOHTPO/O AOMOMKHUX PEYOBUH Y
BignoBigHICTb A0 BUMOr AdY Ta EP: -
nponineHrnikonb (KpUTepii NPUAHATHOCTI Ta
MEeTOAMKN 3a NoKasHnKamu «MBY» y
BiANOBIAHICTb A0 3aranbHoi cTarTi AdY); -
Onis M'ATU NnepueBoi (KpUTepii NPUAHATHOCTI
3a nokasHvkamu «lgeHtudikayis», «M’'aTHa
onis», «XpomaTorpadivHnii npodinb» y
BignosigHicTb EP; MBY» y BignoBigHICTb A0
3arasbHoi cTarTi AdY); 3MiHn | TUny - 3MiHK
3 AkocTi. CepTuddikart signosigHoCTI/TE-
cepTudikaT BignNoBigHOCTI EBpONEnchKiin
thapmakonei/moHorpadii. 3mMiHun, NoB'A3aHi 3
HeOo6XIHICTIO NpUBEeAEHHS Y BiANOBIAHICT
[0 MoHorpadii JdY abo €BponenceKoi
hapmakonei, abo iHLLIOI HaLioHa/TbHOT
hapmakonei gepxasu €C (3MiHa y
cneuudikaLisix, Nos'a3aHa 3i 3aMiHOK BUMOT
MoHorpadii 4dY abo iHWOoi HavioHanbHOT
hapmakonei gepxasu €C Ha BUMOrU
MoHorpadii €Bponeicbkoi hapmakoner)
CynyTHS 3MiHa - 3MiHM 3 sikocTi. [oTOBWIA
nikapcbkuii 3aci6. KOHTPOb AONOMIXHMX
peyoBuH. 3miHa y MeTogax BUNPOOyBaHHS
[OMOMIKXHOT PEYOBUHM (HE3HAYHI 3MiHW Y
3aTBepAKeHUX MeTodax BUNpPobyBaHb)
(npvBegeHHA cneundikauii Ta MeToAiB
KOHTPO/IO AOMOMKHUX PEYOBUH Y
BiANOBIAHICTbL A0 BUMOT EP: -
NPOMiNEeHrNikonb (3a NokasH1Kamm
«lgeHTudikalis», BUNyYeHHs «Baxki
MeTanu»); - eTaHosn 96 % (3a nokasHukamu
«lgeHTndikauis», «MBY»); 3MiHun | Tuny -
3MiHu 3 SKoCTi. FoToBMIA Nikapcbkuii 3aci6.
Cuctema KOHTeHep/3akynoptoBasibHUi
3aci6. 3miHa napameTpis crneumdikauiii
Ta/abo AOMyCTUMUX MEX NEePBUHHOT
yNakoBKM rOTOBOrO NikapcbKoro 3acoby
(monoBHeHHSA cneuudikaLii HoBUM
NOKa3HWKOM 3 BifNOBI4HUM METOAOM
BMNPO6YBaHHS) (BBEAEHHS NOKa3HUKa
«KoHTponb fo3n cnpeii — Hacocy 18/410» go
cneumdikaLii Ta METOAiB KOHTPO/IHO

NepBUHHOT YNakoBKM (knanaHu — Hacocu Ans
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[TponmoBxeHHs mojaTka 3

Ne
n/n

Hassa sikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs

N3 B chopmi cnpeiB Ta aepo30niB) 3rigHO
LOKyMeHTaUil BUpo6Huka M3); 3miHn | Tuny
- 3MiHM 3 AKOCTi. FOTOBWIA NiKapCbKuii 3aci6.

CucTema KoHTelHep/3aKynopioBasibHNI
3aci6. 3miHa napameTpiB cneumdikauiii
Ta/abo fonyCTUMMNX MEX NePBUHHOT
yMakoBKM rOTOBOrO NiKapcbkoro 3acoby (iHLwi
3MiHK) CynyTHS 3MiHa - 3MiHW 3 AKOCTI.
[oToBwiA nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasnbHWii 3aci6. 3miHa y
MeTofax BUNPoByBaHHA NEPBUHHOT yNakoBKW

roTOBOrO MiKAPCbKOro 3acoby (iHLWi 3MiHW Y
MeToAax BUNpobyBaHb (BK/IKOYAKUN 3aMiHy
a6o fonasaHHs)) (NpuBefAeHHA cneuudikauii

Ta METOZiB KOHTPO/IH0 NEPBUHHOIO
nakyBaHHs (6aHku Ta pnakoHu 3i ckia ans
NiKapcbkMX 3ac06iB; KnanaHy — Hacocu ons
nikapcbkux npenaparis B hopmi cnpeis Ta

aepo30/1iB) 3a MOKasHNKOM «MBU» y
BiAMNOBIAHICTb 4O BUMOT BUPOGHYMKA); 3MiHN |
TMny - 3MiHM 3 AKOCTI. [OTOBWIA NikapCbKuii
3aci6. KOHTpOsb roTOBOr0 MiKapCbKoro
3aco6y. 3MiHa napamMeTpiB cneumndikaii

Ta/abo fonyCTUMMX MEX rOTOBOTO

nikapcbkoro 3acoby (iHwi 3MiHNn) (TepmiH

BBE/ZIeHHA 3MiH NPOTAroM 3-x MicsiliB nicns

3arBepaKeHHs) CynyTHA 3MiHa - 3MiHN 3
AKocTi. FoToBwMiA Nnikapcbkuii 3aci6. KoHTponb

rOTOBOrO MiKapCcbKoro 3acoby. 3miHa y
MeTofax BUNPOGYBaHHSi FOTOBOrO
nikapcbKoro 3acoby (HesHa4yHa 3miHa y
3aTBepKeHNX MeTodax BUNPOoOyBaHHS)
(3MiHM g0 cneuyndikauii Ta MeEToAB
KOHTposito /13: - 3a nokasHukoM «KinbkicHe
BU3HAYEHHS» BBEAEHHA NOCUNaHb Ha fjtovy
pegakuito JdY Ta npuBefeHHs y
BignoBigHicTb go Hakazy MO3 YkpaiHu Ne
460 Big 23.07.2015 p., a came KinbKicH®i
BMICT NifoKaiHy Ta NponineHrnikonto
3a3HaYeHO Y Po3paxyHKy Ha OAMHULIO Macu
Ta, YTOYHEHO DOPMYNy PO3paxyHKy. HK
HacnigokK, 3MiHM B po3gini «Cknagy,
«MapkKyBaHHS» Ta IHCTPYKLi 415 MeanyHOro
3aCTOCYBaHHS;

- BBEJIEHHS MOCWUaHb Ha fjilody pefakLiio
[®Y Ta pepakuiiiHi yTOUHEeHHS LLoA0 MeX
NPUIAHATHOCTI 3a NOKa3HUKaMu
«OAHOPIAHICT L030BAHNX OANHULLY,
«MBU»; - BBEAEHHSA MOCWUIaHb Ha Ajtody
pefakuito 1PY 3a nokaszHnkamu




63

[TponmoBxeHHs mojaTka 3

Ne
n/n

Hassa sikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs

«lpeHTudikais», «BigHocHa ryctuHa,
«pH», «Mpo30opicTb», «CTyMiHb
3ab6apBneHHs», «CynpoBigHi JOMILLKN».
MeToamka KOHTposto He 3MiHuIacs) (TepMiH
BBE/ZIeHHA 3MiH NPOTAroM 3-x MicsiliB nicns
3aTBEPAKEHHS)

120.

NISOTIA3NA-TEBA

Tabnetku no 10 mr/12,5
Mmr, no 10 Tabnetok y
6nicTepi; no 3 6nictepun
y kopobui

TeBa
dapmaveBTikas
IHpacTpi3 N74.

I3painb

AT
PapmaLeBTUYHN
 3aBog TEBA

YropLnHa

BHECEHHS 3MiH [JO peecTpaLiiiHnX
martepianis:
3MiHM | TUMY - NOAaHHA OHOBMIEHOIO
cepTudpikaTa BignoBigHOCTI EBponeiickkiii
thapmakonei Ne R1-CEP 2001-304-Rev 08
Ans gitoyoi peyosuHn Hydrochlorothiazide
BiA Aitovoro BMpo6HmKa Teva Pharmaceutical
Industries Ltd. 3 oHoBneHHssM CEP
[ofaeTbes BUPO6GHMYa ainsHka PLIVA
CROATIALTD., Croatia, Wwo BxoguTb 40
Teva Pharmaceutical Industries Ltd.;
nofaHHs OHOB/IEHOTO cepTuddikara
BiANoBigHOCTI EBponeiickkili hapmakonei Ne
R1-CEP 2000-091-Rev 03 ans gitoyoi
pevosuHmn Hydrochlorothiazide Big Bxe
3aTBepaKeHoro Bupo6Huka Unichem
Laboratories Limited

3a peyenmom

UA/6092/01/01

121.

NISOTIA3NA-TEBA

Tabnetkun no 20 mr/12,5
Mr, no 10 TabneTok y
6nicTepi; no 3 6nictepun
y Kopobui

TeBa
PapmaveBTikas
IHpacTpis N14,.

I3painb

AT
dapmaueBTUYHN
7 3aBog TEBA

YropwmHa

BHECEHHS 3MiH A0 peecTpaLiiHnx
mMartepianis:
3MiHM | TUNY - NOAAHHSA OHOB/IEHOIO
cepTudikata BigNoBIAHOCTI €BpONENCHKIl
thapmakonei Ne R1-CEP 2001-304-Rev 08
Ana gitoyvoi peyosuHu Hydrochlorothiazide
Big, Ajtouoro BMpo6HMKa Teva Pharmaceutical
Industries Ltd. 3 oHoBneHHAm CEP
[opaeTbesa BUPO6HMYa ainsHka PLIVA
CROATIALTD., Croatia, 110 BXOgUTb A0
Teva Pharmaceutical Industries Ltd.;
noAiaHHsA OHOB/IEHOIO cepTudikata
BiANOBIAHOCTI €Bponelicbkili hapmakonei Ne
R1-CEP 2000-091-Rev 03 ans gjtoyoi
pevosuHn Hydrochlorothiazide Big Bxe
3aTBepAKEHOro BUPo6bHuka Unichem
Laboratories Limited

3a peyenmom

UA/6092/01/02

122.

NO3APTAH
100/T14POX/TOPOTIA
314 25 KPKA

TabneTkn, BKpUTI
NAiBKOBOI 060/1I0HKOI,
100 mr/25 mr, no 10
Tabnetok y 6nictepi; no
3 abo no 9 bnictepiB y
KapTOHHIl Kopo

KPKA, a.4., Hoso
MEeCTO

CnoseHis

BMPOGHMLTBO "in
bulk", nepeuHHe,
BTOPVHHE
nakyBaHHs,
KOHTpO/b Ta
BMNYCK cepil:
KPKA, a.4.,
HoBo mecTo,
CnoseHis;
KOHTpPO/b cepii:

CnoBeHis

BHECEHHS 3MiH 0 peecTpavLiiHnx
mMarepianis: 3miHu | TNy - 3MiHM 3 AKOCTI.
FoTOBMIA Nikapcbkuii 3aci6. 3MiHK y
BMPOGHULTBI. 3MiHa iMnopTepa/3aMiHu, Lo
CTOCYIOTbCS BMIYCKY Cepii Ta KOHTPOSI0
SAKOCTi FOTOBOTO NiKapPCbKOro 3acoby (3amiHa
a60 fofaBaHHsA AiNbHULI, Ha kil
30iICHIOETLCA KOHTPO/Ib/BUNPOGYBaHHS
cepii) (BBeAEHHS [0AATKOBUX AiNbHULL AN1A
KOHTPO/O cepii roTOBOrO J1iKapCbKOro

3a peyenmom

UA/14680/01/01
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[TponmoBxeHHs mojaTka 3

Ne Ha3ssa nikapcbko20 dopma sunycky 3assHuUK KpaiHa Bupo6Huk KpaiHna PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs
KPKA, a.4., 3aco6y. 3a3HaueHHs OYHKL paHiwe
HoBo mecTo, 3aTBepAKEeHOro BUPOBHMKa)
CnoBeHisi;
KOHTpO/b cepii:
Nab6eHa p.0.0.,
CnoBeHis
123. | NO3APTAH Tabnetku, BKpUTI KPKA, a.4a., Hoso CnoseHis BMPOGHMLTBO "in CnoseHis BHECEHHS 3MiH [JO peecTpaLiiiHnX 3a peyenmom UA/14680/01/02
50/F1APOX/TOPOTIA3 | nniBkoBOH 060M0HKOO, MecTo bulk", nepsuHHe, Matepianis: 3MiHW | TUnNy - 3MiHN 3 AKOCTI.
na 12,5 KPKA 50 mr/12,5 wr, no 10 BTOPUHHE FoTOBMIA NiKapcbkuit 3aci6. 3MiHN Yy
Tabnetok y 6nictepi; no nakyBaHHs, BMPOGHULTBI. 3MiHa iMnopTepa/3MiHu, Lo
3 abo no 9 6nictepiB y KOHTPONb Ta CTOCYHOTbCSl BUNYCKY Cepii Ta KOHTPO/O
KapPTOHHI KOpo BMNYCK Cepil: SIKOCTi FOTOBOTO NiKapCbKOro 3acoby (3amiHa
KPKA, a.4., abo gopaBaHHA AiNlbHULI, Ha AKIlA
HoBo mecTo, 3[iICHIOETLCS KOHTPOSIL/BUNPOGYBAHHS
CnoBeHis; cepii) (BBeAeHHA [08aTKOBMX AiNbHULbE A5
KOHTPO/b Ccepil: KOHTPO/IO Cepii roTOBOrO J1iKapCbKoro
KPKA, a.4., 3aco6y. 3a3HayeHHs (hYHKLI paHiwe
Hoso mecTo, 3aTBEPAKEHOTO BUPOOHUKA)
CnoseHis;
KOHTPO/b cepil:
Nab6eHa f.0.0.,
CnoseHis
124. | NOPICTA® H TabneTkn, BKpUTI KPKA, a.4., Hoso CnoBeHis BMPO6GHMUTBO "in CnoBeHis BHECEHHS 3MiH [JO peecTpaviliHnx 3a peyenmom UA/6454/01/01
NNiBKOBOIO 0G0/TIOHKOH, MecTo bulk", nepBrHHe Martepianis: 3MiHu | Tuny - 3MiHN 3 AKOCTI.
50 mr/12,5 mr no 10 Ta BTOPUHHE FoTOBMIA Nikapcbkunii 3aci6. 3miHN y
Tabnetok y 6nictepi; no nakyBaHHs, BMPOGHULTBI. 3MiHa iMnopTepa/3MiHu, Lo
3 abo no 6 abo no 9 KOHTPO/b Ta CTOCYIOTbCS BUIMYCKY Cepii Ta KOHTPO/Io
6nicTepiB y KApTOHHIi BMNYCK cepil: SIKOCTi FOTOBOTO NiKapcbKoro 3acoby (3amiHa
Kopo6Lj; no 14 Tabnetok KPKA, a.4., ab6o fofaBaHHSA AiNbHULI, Ha kil
y 6niictepi, no 1, abo no HoBo mecTo, 3[JACHIOETLCS KOHTPO/L/BUNPOOYBaHHS
2, a6o no 4, abo no 6, CnoseHis; cepii) (aogaBaHHA AiNIbHULD Ha SKUX
abo no 7 6nictepis y KOHTpO/b cepii: 3AiACHIOETLCS KOHTPO/b Cepii Ta 3a3Ha4eHHs
KapPTOHHI kopobu,i KPKA, a.4., OYHKL, BXe 3aTBEpPAKEHOr0 BMPOOHMKA)
HoBo mecTo,
CnoseHis;
KOHTPO/b Cepil:
NabeHa p.0.0.,
CnoseHis
125. | NOPICTA® H 100 TabneTku, BKpUTI KPKA, a.4., HoBo CnoBeHisi BMPOGHMLTBO "in CnoBeHisi BHECEHHS 3MiH O peecTpavLiiiHnX 3a peyenmom UA/12084/01/01

NAiBKOBOK 060/10HKOIO,
no 100 mr/12,5 mr no 10
Tabnetok y 6nictepi; no
3 abo no 6 6nictepiB y
KapTOHHiiA kopobuj; no
14 TabneTok y bnictepi,
no 2 a6o no 4 6nictepun
Y KapTOHHI Kopob6L; no
15 TabneTok y bnictepi,
no 2 a6o no 4 a6o no 6
6niCTepIB Y KAPTOHHIl

MecCTO

bulk", nepsuHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTpO/b Ta
BUMYCK Cepii:
KPKA, 4.4.,
HoBo mecTo,

CnoBeHis;

KOHTPO/b cepii:
KPKA, a.4.,
HoBo mecTo,

Matepianis: 3MiHW | TUNY - 3MiHW 3 AKOCTI.
FOTOBWIA NiKapCbKuii 3aci6. 3MiHW Y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPO/o
SIKOCTi FOTOBOTO NiKapCbKOro 3acoby (3amiHa
abo fopaBaHHA AiflbHUL, Ha AKIA
30iACHIOETLCSA KOHTPO/Ib/BUNPOGYBaHHS
cepii) (aogaBaHHA AiNbHULL Ha SKNX
3AiAICHIOETLCSA KOHTPO/Ib Cepil Ta 3a3Ha4YeHHs
ChYHKLI1 BXXe 3aTBEPXEHOr0 BUPOBHNKA)
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[TponmoBxeHHs mojaTka 3

Ne Ha3ssa nikapcbko20 dopma sunycky 3assHuUK KpaiHa Bupo6Huk KpaiHna PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs
Kopoo6L;i CnoBeHis;
KOHTPO/b cepil:
Nab6eHa f.0.0.,
CnoseHis
126. | NOPICTA® HD TabneTkn, BKpUTI KPKA, a.4., Hoso CnoBeHis BMPO6GHMLTBO "in CnoBeHis BHECEHHS 3MiH [J0 peecTpaLiliHnx 3a peyenmom UA/6454/01/02
NAiBKOBOK 060/I0HKOI, MecTo bulk", nepsuHHe marepianis: 3miHu | TMny - 3MiHM 3 AKOCTI.
100 mr/25 wr; no 10 Ta BTOPUHHE FoTOBWIA Nikapcbkuii 3aci6. 3MiHN Yy
Tabnetok y 6nictepi; no nakyBaHHS, BMPOOHULTBI. 3MiHa iMnopTepa/3amiHu, Lo
3, abo no 6, abo no 9 KOHTPO/b Ta CTOCYHTbCS BUMYCKY Cepii Ta KOHTPOso
6nicTepiB y KAPTOHHIN BMNYCK cepil: AIKOCTi FOTOBOTO NiKapcbKoro 3acoby (3amiHa
Kopo6Li; no 14 TabneTok KPKA, a.4., a60 fofaBaHHA AiNbHUL, Ha SKii
y 6nictepi, no 1, abo no HoBso mecTo, 3[iICHIOETLCA KOHTPOSIb/BUNPOBYBaHHS
2, abo no 4, a6o no 6, CnoseHis; cepii) (ogaBaHHA AiNbHULL Ha SKNX
abo no 7 6nicTtepis y KOHTPO/b cepil: 30iiCHIOETLCA KOHTPO/Ib Cepii Ta 3a3HaYeHHs
KapTOHHI KopooLyi KPKA, a.4., hYHKL BXXe 3aTBEPAKEHOr0 BUPOBHNKA)
HoBo mecTo,
CnoseHis;
KOHTpPO/b cepii:
Nab6eHa g.0.0.,
CnoseHis
127. | NKOTEIHA TabM1eTkn BariHas1bHi No TOB "Agamepg" MonbLa Mab6'AHiLbKNiA Monblua BHECEHHS 3MiH A0 peecTpaLiiHnx 3a peyenmom UA/5244/01/02
100 wr, no 15 TabneTtok y thapmaLeBTUYHN Matepianis: 3MiHW | TUNY - 3MiHW 3 AKOCTI.
6nicTepi; no 2 6nictepu 7 3aBog, Monbdha FoToBwWiA Nikapcbkuii 3aci6. Cuctema
pasom 3 ansikatopom B AT KOHTeliHep/3akynoproBasibHWIA 3aci6 (iHLwi
KapTOHHI Kopobuj; no 2 3MiHW) (BBEAEHHSA [04ATKOBOI yNakoBKy 6e3
6nictepn 6e3 annikaropa 3 BignoBiAH/MMN 3MiHAMK Y p.
annikatopa B KapTOHHIi «YnakoBka») (TepMiH BBEAEHHS 3MiH
Kopoo6Li NpoTAroM 6-T1 MicsILLIB MiCNs 3aTBEPKEHHS)
128. | NKOTEIHA TabneTku BariHasibHi No TOB "Apamepg" MonbLia Ma6'sHiLbKuii Monblua BHECEHHS 3MiH [JO peecTpaLiliHnX 3a peyenmom UA/5244/01/03
200 wr, no 10 TabneTtok y hapmaLeBTUYHN mMarepianis: 3miHu | TNy - 3MiHM 3 AKOCTI.
6nicTepi; no 2 abo no 3 i 3aBog Monbga [oToBWIA Nnikapcbkuii 3aci6. Cuctema
6nictepu pasom 3 AT KOHTelHep/3akynopoBasibHWiA 3aci6 (iHLwi
annikatopom B 3MiHW) (BBEAEHHS [OAATKOBOT YNakoBku 6e3
KapTOHHI Kopobuj; no 2 annikatopa 3 BignoBigHMMMN 3MiHaAMK Yy p.
abo no 3 6nictepn 6e3 «YnakoBKa») (TepMiH BBEAEHHS 3MiH
annikatopa B KapTOHHil NpOTAroM 6-Tn MicALiB NicNs 3aTBepKEHHS)
KOpoo6Li
129. | MATHE-B6® PO34YMH Ans TOB "CaHoi- Ykpaina KOMEPACBHOH ®paHuis BHECEHHS 3MiH A0 peecTpaLiiHnx 6e3 peyenma UA/5476/01/01
nepopasibHOro ABeHTIC YkpaiHa" ®APMACBIOTIK Marepianis:
3acTocyBaHHs, Ne 10: no PPAHCE3 3MiHK | TUNYy - 3MiHK Woa0

10 mn B amnyni, no 10
amnyn 3 gsoma NiHisMu
po3siomy y NigaoHi 3
KapTOHY, B KAPTOHHIN
Kopoo6L;i

6e3nekun/ethbekTUBHOCTI Ta hapmakoHarnsay.
BeefieHHA ab0 3MiHM [0 y3arasbHEeHNUX
[aHux nNpo cuctemy chapmakoHarnsgy
(BBEAEHHS Yy3aranbHEHNX AaHNX NPO
cuctemy dhapmakoHarnsgy, amiHa
YNOBHOBaXeEHOT 0co6Mu, BiANOBiJaNbHOI 3a
34iiCHEHHS hapMakoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy 3asBHuka gns
3pilicHeHHs chapMakoHarnsay B YkpaiHi,
AKLLIO BOHA BifMiHHA Bifl YNOBHOBAXXEHOI
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[TponmoBxeHHs mojaTka 3

Ne
n/n

Hassa sikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs

0co6w, BignoBigabHOI 3a 3AiNCHEHHs
hapmakoHarnagy (Bkoyaoum KOHTaKTHi
AaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
thaiina cuctemmn chapmakoHarnsgy) - 3miHa
yNOBHOBaXXEHOT 0CO6M, BifnoBiganbHOI Ans
3piicHeHHs hapmakoHarnagy: firova
penakuis - BoiiteHko AHTOH leopriioBuy.
MponoHoBaHa penakuis - KNilwmH AHTOH
MukonainoBmy. 3miHa KOHTaKTHUX JaHWX
YMOBHOBaXXeHOT 0Ccobw, BignoBigansHoOT Ans
3AiiCHEHHSA hapMakoHarnsay

130.

MArHE-B6®
AHTUCTPEC

Tabn1eTkn, BKpUTI
N/1iBKOBOK 060/10HKOI0,
Ne 60 (15x4): no 15
Tabnetok y 6nictepi; no
4 6nicTepy B KAPTOHHIA
KOpoo6Li

TOB "CaHodi-
ABeHTIC YKpaiHa"

YkpaiHa

CaHodvi BiHTpon
IHoacTpia,
PpaHuis;

XIHOIH 3asop

dPapmaueBTUYHN

X Ta XiMi4HuX
MpoaykTis
MpaiisiT Ko.
nT1a., YropwuHa

PpaHuis/
YropLnHa

BHECEHHS 3MiH [0 peecTpaLiiiHnX
Martepianis:
3MiHK | TUNy - 3MiHK Woa0
6e3nekun/ethbekTUBHOCTI Ta hapmakoHarnsay.
BeefieHHA ab0 3MiHM [0 y3arasbHEeHNUX
[aHux nNpo cuctemy chapmakoHarnsgy
(BBEAEHHS y3aranibHEHNX AaHNX Npo
cuctemy thapmakoHarnsgy, 3miHa
YNOBHOBaXEHOT 0co6MU, BiANOBIAaNbHOT 3a
34iiCHEHHS hapMakoHarnsaay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy 3asBHuka gns
3ailicHeHHs chapMakoHarnsgy B YkpaiHi,
AKLLO BOHA BifMiHHA Bif, YNOBHOBaXEHOT
oco6w, BignoBiganbHOI 3a 3AiNCHEHHs
hapmakoHarnagy (Bkioyakoum KOHTaKTHi
AaHi) Ta/abo 3MiHM Y pO3MiLLEeHHI macTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
yNOBHOBaXEHOT 0CO6M, BifnoBiganbHOI Ans
3pificHeHHs hapmakoHarnagy: firova
penakuis - BoiteHko AHTOH leopriioBuy.
MponoHoBaHa pefakuis - KNilwmH AHTOH
MukonainoBmy. 3mMiHa KOHTaKTHUX JaHWX
YMNOBHOBaXXeHOT 0cobu, BignoBigansHoOT Ans
3AiiCHEHHSA hapMakoHarnsay

6e3 peyenma

UA/4130/01/01

131.

MEBIKAP IC

Tabnetku no 0,3 r no 10
Tabnetok y 6nictepi; no
2 6nictepun y nayui 3
KapToHYy

ToBapucTBo 3
[00aTKOBOIO
BiANOBIAA/ILHICTIO
"IHTEPXIM"

YkpaiHa

TosapucTso 3
[00aTKOBOIO
BiANOBIAANLHICT
10 "IHTEPXIM",
YkpaiHa
(BMPOGHMK,
BiANOBIAAIbHUI
3a BUNYCK cepil;
BMNPOOGYBaHHSA
KOHTPOJIIO AKOCTI
(chiznyHi/xiMiuHi,
MikpobionoriyHa
yucToTa),
36epiraHHA
roToBoi

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLiiHnx

Martepianis: 3MiHK | TUNy - AAMIHICTpaTUBHI
3MiHW. 3miHa kody ATX (3MiHV BHeceHi fo

IHCTPYKLT N1 MeANYHOTO 3aCTOCYBaHHS A0
po3giny "®apmakoTepaneBTuyHa rpyna. Kog,

ATX" BignoBifHO A0 MiXXHapPOAHOT
knacudikauii BOO3) (TepMiH BBEAEHHS 3MiH
npoTAroM 3-x MiCALiB Micns 3aTBePKEHHS)

6e3 peyenma

UA/8823/01/01
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[TponmoBxeHHs mojaTka 3

Ne
n/n

Hassa sikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs

NpoAyKUiT;
BMPOBHULTBO,
36epiraHHs
(roToBoi
npoaykuii,
CUPOBUHM Ta
marepianis);
BMNPOBGYBaHHSA
KOHTPOJIHO SIKOCTI
(chi3nyHI/XiMiYHI)

132.

MEBIKAP IC

Tabnetkn no 0,5 r no 10
Tabnetok y 6nictepi; no
1 abo 2 6nicTepun y nayui
3 KapPTOHY

ToBapucTso 3
[00aTKOBOIO
BiANOBIAANBHICTIO
"IHTEPXIM"

YkpaiHa

ToBapuCcTBO 3
[0[,aTKOBOIO
BiANOBIAANbHICT
10 "IHTEPXIM",
YkpaiHa
(BUPOBHMK,
BiANOBIAAbHUI
3a BUNYCK cepil;
BMNPOGYBaHHSA
KOHTPOJIH SIKOCTI
(chiznyHi/XiMiuHi,
Mikpo6ionoriuHa
yucToTa),
36epiraHHsA
roToBoi
NpPoAYKUIT;
BMPOGHULITBO,
36epiraHHsA
(rotoBoi
npoaykuii,
CUPOBUHMN Ta
marepianis);
BMNPOGYBaHHS
KOHTPO/IO AKOCTI
(chi3nyHI/XiMiYHI)

)

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHnX

mMatepianis: 3MiHK | TUNy - AAMIHICTpaTUBHI
3MiHK. 3MiHa Koy ATX (3MiHK BHeCeHi fo

IHCTPYKLT 415 MeANYHOro 3aCToCyBaHHA [0
po3giny "®apmakoTepaneBTuyHa rpyna. Kog

ATX" BIigNOBIAHO A0 MKHAPOAHOT
knacudikauii BOO3) (TepmiH BBEAEHHS 3MiH
npoTAroM 3-x MicALiB Micns 3aTBepKEHHS)

6e3 peyenma

UA/8823/01/02

133.

METAMIH® SR

Tabnetku
NPOMIOHrOBaHOI Aii no
500 Mr no 7 TabneTtok y
6nicTepi, No 4 6nictepun
B KQPTOHHIli ynakoBLyj;
no 15 tabnetok y
6nicTepi, no 2 abo 6
6nicTepiB y KAPTOHHIN
ynakoBLi

TOB "KYCYM
DAPM"

YkpaiHa

TOB "KYCYM
DAPM"

YkpaiHa

BHECEHHS 3MiH 10 peecTpavLiiHnx
Marepianis: 3MiHu | Tuny - 3miHn Woa0
6e3nekun/ethekTUBHOCTI Ta hapMakoHarsay.
3MiHW y KOPOTKili xapakTepucTuui
NiKapCbKOro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKLT 4719 MeANYHOTo 3aCTOCyBaHHSA
reHepUYHUX/TiGpuMaHNX/6ionoaibHUX
NiKapCbKNX 3aC06iB MiC/1s1 BHECEHHS TiEl
camoi 3MiHV Ha pechepeHTHUIA npenapar
(3miHa He noTpebye HafAAHHS XOAHUX HOBUX
[0AaTKoBUX AaHnx) (3MiHM BHECEHO 40
IHCTPYKLi y po3ginu: "®apmakonorivHi
BnactmsocTi", "MokasaHHs" (pefarysaHHs

3a peyenmom

UA/11506/01/01
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[TponmoBxeHHs mojaTka 3

n/n

Hassa sikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiHo
20

134.

TekcTy), "MpoTunokasaHHs", "B3aemogis 3
IHLWMMK NiKapCbkUMK 3acob6amu Ta iHLWI BUAK
B3aemogiii", "Oco6amMBOCTi 3aCTOCyBaHHA",
"3acTocyBaHHSA y nepiog, BariTHOCTi a6o
rogyBaHHsa rpyanto”, "Cnocib 3acTocyBaHHS
Ta go3un”, "Mepepo3syBaHHs", "T0GIYHI
peakujii" BiANoBiAHO A0 iHopMaL,i Wwoao
MeAMYHOro 3aCTOCyBaHHSA pehepeHTHOro
nikapcbkoro 3acoby (MMHOKOPAX XR,
Tabnetkun NnponoHroBaHoi Aji, 500 mr) (TepmiH
BBE/IEHHS 3MiH NPOTAroMm 6-Tu MicALiB nicns
3aTBEPAKEHHS)

nocBi0OYeHHs

135.

METUNEPrOGPEBIH

po34vH Ans iH'exuin, 0,2
mr/mn no 1 mna B amnyni
Ne 50 (5x10) y
6nictepax

«Xemodhapm» Afl

Cepbis

«Xemohapm»

AL

Cepbis

BHECEHHS 3MiH [JO peecTpaLiiiHnX
martepianis:
3MiHK | TNy - 3MiHa y napameTpax
cneuudikaLin Ta/abo gonycTuMmx Mex,
BM3HaYeHuX y cneuundikauisx Ha Ad®l, abo
BVXiAHWA/NPOMDKHWIA NpOAYKT/peareHT, Wwo
BMKOPWUCTOBYIOTLCA Y NMPOLECi BUPOGHMLTBA
A®I - BUNyyYeHHs 3 posainy «MikpobionoriyHa
yncToTa» TecTtyBaHb Escherichia coli,
Staphylococcus aureus Ta Pseudomonas
aeruginosa; B cneumdikaLii Ailo4oi pe4yoBuHU
METUIEPrOMETPUHY Masieat 3ByXeHO
Jonyctumi Mexi 3a po3ginom «bakrepiasibHi
€HAO0TOKCUHW»; 3MiHW | TUny - NnofaHHA
HOBOTO cepTudikaTa BignoBiAHOCTI
€Bponeiicbkili hapmakonei RO-CEP 2012-
405-Rev 00 ona Aitoyoi peyoBrHU
METUIEPrOMETPYHY Masnear Bif yxe
3aTBepAKEHOr0 BUPOOHMKA 3 YTOUHEHHAM
HanucaHHs Ha3BW BUPOGHMKA ADI; 3MiHN |
TUMy - 3MiHa y MeTogax BUnpobyBaHHS
rOTOBOrO JiKapCbKOro 3acoby - 3MiHa MmeTogy
BMNPOO6YBaHb 3a NOKa3HUKOM «[1po30picTb»;
CynyTHA 3MiHa: 3MiHa napameTpiB
cneumdikaLin Ta/abo gonycTUMmX Mex
rOTOBOrO JIiKapCbKOro 3acoby

3a peyenmom

UA/9077/01/01

METPOHIAA3O0/1-
340POB'A

Tabnetkun no 250 mr; no
10 TabneTok y bnictepi,
no 2 énicrepn y
KapPTOHHI KOpo6Lj; No
20 TabneTok y bnictepi,
no 1 6nictepy y
KapPTOHHI kopobu,j

ToBapucTBo 3
06MexXeHot0
BiANOBIAA/ILHICTIO
"®apmaueBTnyHa
KOMnaHisi
"3p0pos'a”

YkpaiHa

BCi cTagji
BMPOOHMLTBA,
KOHTPO/b SIKOCTI
BMNYCK cepil:
ToBapucTBO 3
06MeXeHOt0
BiANOBIAA/IbHICT
10
"®apmaLieBTUYH
a KomnaHis
"3popos'a”,

YKpaiHa;

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLiiHnx
marepianis: 3minu Il Trny - 3miHK Woao0
6e3nekun/ethekTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) A0 3060B'sA3aHb Ta
YMOB BMAaui peecTpaLiiiHoro nocBig4eHHs,
BK/It0Hatoun MnaH ynpaeniHHSA pu3nkamm
(3acTocyBaHHs 3MiH(1), siki(a) BUMararoTb(€)
noAasibLIOro O6rpPyHTYBaHHA HOBUMM
[0, aTKOBVM JaHUMMU, L0 MaloTb HaJaBaTucs
KOMMETEHTHUM OpraHoM, OCKi/TbKM
BMMaraeTbCs CyTTeBA OLiHKA KOMNETEHTHUM

opraHom) (BukoHaHHs1 30608B's3aHb

3a peyenmom

UA/6100/01/01




69 [TponmoBxeHHs mojaTka 3
Ne Ha3ssa nikapcbko20 dopma sunycky 3assHuUK KpaiHa Bupo6Huk KpaiHna PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs
BCi cTagji BiANoOBIAHO A0 miagnyHKTy 1.13 nyHkTy 1
BMPOGHMLTBA, poaatky 15 no Mopsaky nposefeHHs
KOHTPO/Ib SIKOCTI: eKCMepTu3n peecTpavuinHix matepianis Ha
ToBapucTBO 3 nikapcbki 3aco6u, Lo NofarTbes Ha
06MeXeHOo LepxaBHy peecTpadito (nepepeecTpaLiio), a
BiANOBIAAbHICT TaKOX eKCnepT13n matepianis NPo BHECEHHS
10 "GAPMEKC 3MiH [0 peecTpaviliHiX MmaTepiasiiB NPOTArom
rPYN", Ykpaina [il peecTpaLiiiHOro NocBigYeHHs,
3aTBepAKeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii Hakasy MO3
Bif 23.07.2015 Ne 460)
136. | MITOTAKC® PO34MH Ans iH'eKuil, 6 [-p Pepgi'c IHAjs [-p Peagi'c IHAisa BHECEHHS 3MiH [0 peecTpaLiiiHnX 3a peyenmom UA/5173/01/01
mr/mn, no 5 mn (30 mr), Na6opaTopic /14 Na6opatopic Martepianis:
a60 16,7 mn (100 mr), nrtg, BMNPaBNEHHSA TEXHIYHUX Y METoAax
a6o 41,7 mn (250 mr) y (BupobHuunii KOHTPO/IO SKOCTi Y MeToAMLj BUNPOByBaHHS
CKIAAHOMY (b/1aKoHi, no 1 Big4in - 7) nokasHukiB «Mpo30opicTb» 6y10 NOMWUIKOBO
hnakoHy B KapTOHHIiiA 3a3HayYeHO HenpaBu/bHY Ha3BY PO34MHY A1A
Kopoo6Li NPUroTyBaHHSA €TA/IOHHOTO PO3UMHY
MOPIBHAHHSA — |, Ta y MeToAuL|i BUNPOOYBaHHSA
NoKa3HUKiB «BMIiCT eTaHONy» 3a3Ha4eHo
HenpasusibHY Ha3By PO34VHY ANA
NpPUroTyBaHHA BUNPOGYBAHOMO PO34MHY
137. | MOBIHA3A®-10 MI TabneTkn, BKpUTI Mosi Xenc Mrm6X LLBeiiLapis CaBa Xenckea IHais/ Tpeuis/ BHECEHHS 3MiH [JO peecTpaviliHnx 3a peyenmom UA/11619/01/01
060/10HKO1O, NTa, HAis; YropuwpmHa Martepianis:
KMLLKOBOPO34MHHI no 10 Knesa CA, 3MiHM | TUMy - 3MiHa y NEPBUWHHIA ynakoBLi
Mr no 10 Tabnetok y Mpeuis; Bannec rOTOBOIO JliKapCbKOro 3acoby - fofaBaHHsA
6nicTepi; no 1 a6o no 3 dapmacboTikas HOBOIO BUAY NakyBaHHS: 6ricTepy 3
6nicTepu B KAPTOHHIi c MNeT. N14., MBX/MBAX nniBkv Ta antomiHieBOT honbru 3
Kopoo6Li IHaia; MegiTon BiANOBIAHUMY 3MiHaMU [0 p. «YNaKkoBKa»;
dapmacboTiKau 3MiHW | TUNY - OHOB/IEHHSA BXe
N1a., YropwyHa 3aTBEPLPKEHOr0 TEKCTY MapKyBaHHS Ha
NepBUHHIl Ta BTOPWHHIl ynakoBui (y
nigpo3aini «IHwe» 3a3HavyeHo iHopmawito
LLLOA0 10roTUNY KOMMaHii Ta TeXHIYHOT
iH(hopMmaLii); MapKyBaHHA Ha BTOPUHHIl
yNakoBL,ji A4OMNOBHEHO iHChopMmaLieto Npo
LUTPUX-KOA, NliKapCcbKoro 3acoby). BeegeHHsA
3MiH NpoTArom 6-Tm MicauiB nicns
3aTBepPKEHHs
138. | MOBIHA3A®-20 MI' TabneTkn, BKpUTI Mosi Xenc M'm6X LLBeiiLapis CaBa Xenckea IHais/ Tpeuis/ BHECEHHS 3MiH 1O peecTpaLiiiHnX 3a peyenmom UA/11619/01/02
060/10HKOI0, Nta, HAis; YropuuHa marepianis:
KMLLKOBOPO34MHHI no 20 Knesa CA, 3MiHM | TUMy - 3MiHa y NEPBUWHHIA ynakoBLi

Mr no 10 TabneTok y
6nicTepi; no 1 a6o no 3
6nicTepu B KAPTOHHIi
KOpoo6Li

Ipeuis; Bannec
dapmacboTikas
c MNet. fl14.,
IHais; Megiton
dapmacboTikas
NT1a., YropwuHa

rOTOBOrO JliKapCbKOro 3acoby - AoAaBaHHSA
HOBOTO BUZY NakKyBaHHs: 6nicTepy 3
MBX/MNBAX nniBkv Ta antoMiHieBOi honbru 3
Bi4MNOBIAHMMU 3MiHAMU [0 P. «YNaKkoBKa»;
3MiHU | TUNY - OHOB/IEHHSA BXeE
3aTBEPLKEHOr0 TEKCTY MapKyBaHHA Ha
NepBWHHIli Ta BTOPWHHII ynakoBLi (y
nigpo3Aini «lHwe» 3a3HavyeHo iHdopmawito
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[TponmoBxeHHs mojaTka 3

Ne Ha3ssa nikapcbko20 dopma sunycky 3assHuUK KpaiHa Bupo6Huk KpaiHna PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs
LLIOAO0 NIOTOTMNY KOMMNAHIT Ta TEXHIYHOT
iHcbopMaLLii); MapKyBaHHS Ha BTOPUHHIN
yNakoBL,ji 4OMOBHEHO iHChopmaLieto Npo
LUTPUX-KOA, Nikapcbkoro 3acoby). BeepgeHHs
3MiH npoTarom 6-Tu micauiB nicns
3aTBepAKEHHSA
139. | MYKOJ/IBAH pO34vH Ans iH'exuin, 7,5 ToBapuCcTBO 3 YkpaiHa KOHTPO/Ib SIKOCTI, YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiiHnX 3a peyenmom UA/0713/01/01
Mr/mMn no 2 MA B amnyni; 06MeXeHo BMNYCK cepil: Matepianis: 3MiHW | TUnNy - 3MiHN 3 AKOCTI.
no 5 amnyn y navuj 3 BiANOBIAALHICTIO ToBapuncTBO 3 [oTOBWIA Nikapcbkuii 3aci6. Cuctema
KapTOoHY; Mo 2 MN B "[locnigHuii 3aBog, 06MeXeHOI0 KOHTeliHep/3aKynoptoBasibHWii 3aci6. 3MiHa
amnyni; no 5 amnyny "rHUnNC" BiANOBIAANbHICT PO3Mipy YNakoBKv roTOBOrO NiKapCbKoro
6nicTepi; no 1y 6nictepy 10 "[ocnigHunin 3aco6y (BUyYEHHS ynakoBKW NEBHOMO
y nauuj 3 KapToHy 3asog "THUICY, po3Mipy) (BUTyYEHHS YNakoBku No 2 M B
YkpaiHa; amnyni, no 5 amnyn y 6nictepi, no 2 énictepun
BCi cTagji y nayui KapToHy)
BMPOGHMLITBA,
KOHTPO/b IKOCTI,
BUMYCK Cepii:
ToBapucTBO 3
06MexeHoto
BiANOBIAANbHICT
o
"GapmaueBTnyH
a KomnaHis
"3p0pos'a”,
YkpaiHa
140. | MYCKOMEA PO34YMH ANS iH eKUin, 4 YOPNL TypeuunHa Medbap lnay TypeuunHa BHECEHHS 3MiH A0 peecTpaLiiHnx 3a peyenmom UA/14717/01/01
Mr/2 M1 no 2 mn B MEOVUWH INAY CaH. A.LL. Martepianis: 3MiHK | TUNy - AAMIHICTpaTUBHI
amnyni, no 6 amnyn B CAH. BE TIXK. 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecn
KOHTYPHIli YapyHKOBIl A.LL. 3as1BHMKa (B/1acHMKa peecTtpauiiHoro
ynakosuj, no 1 NnocBigYeHHs) (3MiHa agpecu 3asaBHNKA)
KOHTYpPHIli YapyHKOBIA
YyNaKoBL,ji B KAPTOHHIlA
KOpoo6Li
141. | OKCONMIH-OAPHNUA | masb, 2,5 mr/r; no 101y MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiliHnx 6e3 peyenma UA/6926/01/01
Ty6i; no 1 Ty6i B navu,i "®apmaueBTuyHa "®dapmaueBTNYH matepianis: 3minu |l Tuny - 3MiHM Woao
hipma "OapHuus” a hipma 6e3nekn/edpeKTMBHOCTI Ta hapmakoHarnsay.
"MapHuus" BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb Ta

YMOB BMAA4i pEECTPALiiHOTO MOCBIAYEHHS,
BK/toHatoun MnaH ynpaeniHHSA pu3nkamm
(3acTocyBaHHA 3MiH(M), Aki(a) BUMaratoTb(€)
noJasibLIOro 06rpyHTYBaHHA HOBUMU
[0[aTKOBVM JaHUMMU, L0 MaloTb HajaBaTucs
KOMMETEHTHUM OpraHoM, OCKi/TbKM
BMMaraeTbCs CyTTEBA OLjiHKa KOMNETEHTHUM
opraHoMm) (BUkoHaHHS 3060B's13aHb
BiANOBIAHO A0 nignyHKTYy 1.13 nyHkTy 1,
nignyHkTy 2.3 NyHKTY 2 gogatky 15 no
Mopsiaky NpoBeAeHHs ekcnepTunan
peecTpauiiiHux MaTepianis Ha nikapcbki
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[TponmoBxeHHs mojaTka 3

Ne
n/n

Hassa sikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs

3acobu, Lo NoJalTbCA Ha AepXaBHy
peecTpavujio (nepepeecTpaLiio), a Takox
eKcnepTm3n mMatepianis NPO BHECEHHS 3MiH
[0 peecTpauiiHnx Matepianis NnpoTArom fgii
peecTpauiitHoro NocBigYeHHs,
3aTBepAKeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii Hakazy MO3
Bif 23.07.2015 Ne 460)

142.

OMNATAHON®

Kpanni o4Hi, 1 mr/mn no
5 mn y chnakoHi-
KpanenbHuui "Apon-
TeliHep®"; 1 a6o 3
hnakoHu-kpanesbHULi B
KOpOO6Lii 3 KApTOHY

Hosaptic ®apma
Al

Lseiuapis

AnkoH-KyBpbop,
Benbris
abo
ANKOH Kys3i,
C.A., IcnaHig

Benbris/
IcnaHis

BHECEHHS 3MiH [0 peecTpaLiiiHnX
Marepianis: 3MiHu | TUny - 3MiHW Woa0
6e3nekn/edpeKTMBHOCTI Ta hapmakoHarnsay.
BBegeHHs abo 3MiHM [0 y3arasibHeHnX
[aHux nNpo cuctemy chapmakoHarnsgy
(BBeeHHS y3aranbHEHUX AaHnx Npo
cuctemy thapmakoHarisgy, 3miHa
yNOBHOBaXXEHOI 0co6u, BiAnoBiganbHOT 3a
34ilicHeHHs hapMakoHarnaay; KOHTakTHOT
ocobu 3 hapmakoHarnsay 3asBHVKa Ans
3pilicHeHHs chapMakoHarnsagy B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif YNOBHOBaXEHOI
0co6w, BignoBiga/IbHOI 3a 34iNCHEHHS
hapmakoHarnagy (Bkioyakoum KOHTaKTHi
AaHi) Ta/abo 3MiHM Y pO3MiLLEeHHI macTep-
thaiina cuctemu chapmakoHarnsgy)
(YnosHoBaxeHa ocoba 3asBHVKa A/1A
3pilicHeHHs1 hapmakoHarnsgy: [irova
pegaxuisi — IpeHe Pe6onno. MponoHoBaHa
pepakuis — Fabpiena Xekep-bap3. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXeHOT 0cobm.
3MiHa KOHTaKTHUX AaHVX KOHTaKTHOI 0cobu.
3MiHa Micusa 34iliCHEHHSI OCHOBHOT
LOisNbHOCTI 3 hapmakoHarnagy. 3miHa
HoMepa MacTep-haiina. 3miHa agpecu
macTep-thaiina) (TepMiH BBEEHHS 3MiH
NPOTAroM 6-Tu MicSLIB NiCNSA 3aTBEPAKEHHS);
3MiHa 3asBHMKa (BNacHuKa peecTpaLiiiHoro
noceigyeHHs) (TepmiH BBeAEHHA 3MiH
NpoTAroM 6-T1 MicsILLIB NiCNs 3aTBEPKEHHS)

3a peyenmom

UA/4986/01/01

143.

MAHIACTPO

Tabnetkn
racTpoOpPe3nCTEHTHI NO
20 Mr no 7 Tabnetok y
6nicTepi, no 2 abo 4
6nicTepu B KAPTOHHIi
Kopo6Li; no 14 TabneTok
y 6nictepi, no 1 a6o 2
6nicTepu B KAPTOHHIi
Kopoo6Li

CaHpo3
dapmachbioTikan3

a.a.

CnoBeHisi

BMPO6GHMLTBO "in
bulk", ynakoska,
TECTYBaHHS,
BMNYCK cepil:
Nek
hapmaveBTUyHa
KoMnaHis 4.4.,
CnoseHis;
BMPOGHMLITBO "in
bulk", ynakoBka,
TECTYBaHHS:
CaHpos lnak

CnoseHis/
TypeyuunHa/
PymyHis

BHECEHHS 3MiH A0 peecTpaLiiHnx
mMartepianis:
3MiHU | TUMY - 3MiHW [0 IHCTPYKUIT Ans
MeAMYHOro 3aCTOCyBaHHS Y po3ain “Mo6iyHi
peaxuii” BignoBigHO 40 OHOBNEHOT
iHcpopmaLii 3 6e3nekun Ajiro4oT peyoBUHN.
BBeAeHHA 3MiH NPOTAromM 6-TM MicsLiB
nicnsa 3aTBepAXXeHHA

3a peyenmom

UA/13512/01/01
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[TponmoBxeHHs mojaTka 3

Ne Ha3ssa nikapcbko20 dopma sunycky 3assHuUK KpaiHa Bupo6Huk KpaiHna PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs
Cawnaii Be
TikapeT A.C.,
TypeuumnHa;
TeCTyBaHHS:
CaHpos C.PJ1.,
PymyHis
144. | NAHIACTPO TabneTkn CaHpo3 CnoseHis BMPOGHMLTBO "in CnoseHisi/ BHECEHHS 3MiH [JO peecTpaLiiiHnX 3a peyenmom UA/13512/01/02
racTpopesnCTeHTHI No dapmachbioTikan3 bulk", ynakoska, TypeyuunHa/ martepianis:
40 mr no 7 TabneTtok y a.4. TeCTyBaHHS, PymyHis 3MiHM | TURY - 3MiHW [0 IHCTPYKUIT Ans
6nicTepi, no 2 abo 4 BMNYCK cepil: MeJMYHOro 3aCToCyBaHHS y po34in "MobiyHi
6nicTepU B KAPTOHHIi Nex peaxuii” BignoBigHO A0 OHOBNEHOT
Kopo6Lj; no 14 Tabnetok thapmaveBTUYHa iHcpopmaLii 3 6e3nekn Ajito4oT peyoBUHM.
y 6nictepi, no 1 a6o 2 KomnaHia a.4., BBeAeHHA 3MiH NPOTAromM 6-Tn mMicsuis
6nicTepu B KAPTOHHIi CnoBeHis; nicnsa saTBepmKeHHs
Kopoo6Li BMPOGHMLTBO "in
bulk", ynakoska,
TECTYBaHHS:
CaHpos lnak
CaHaii Be
TikapeT A.C.,
TypeuumnHa;
TeCTyBaHHS:
CaHpos C.PJ1.,
PymyHis
145. | NIODAIr® pPO34nH no 10 mny Heollpo6ioKeap Kanapa TOB Ykpaina/ BHECEHHS 3MiH 1O peecTpaLiiiHnX 3a peyenmom UA/15974/01/01
dnakoHax Ne 1, Ne 4y IHK. «PAPMEKC KaHapa matepianis: 3Minu Il Tuny - 3MiHK Woao
KOMM/IEKTi 3 KpULLKaMm- FPYIM», YkpaiHa 6e3nekn/edheKTMBHOCTI Ta hapmakoHarisagy.
KpanenbHULAMK abo 6e3 ans BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb Ta
KPULLIOK-KpanenbHuLb B Heollpob6ioKeap YMOB B/Aa4i peecTpaLiiiHoro noceigueHHs,
naykax 3 KapToHy; no 20 IHK., KaHapa BK/It0Hatoun MnaH ynpaeniHHSA pu3nkamm
My donakoHax Ne 1, Ne (3acTocyBaHHS 3MiH(1), Aiki(a) BUMaratoTb(€)
4 B naykax 3 KapToHy; No noAasibLLIOro 06rPYHTYBaHHA HOBUMU
50 mn y conakoHax Ne 1 [0[aTKOBVM JaHUMMK, O MaloTb HajasaTucs
B NauLli 3 KapTOHY KOMMNETEHTHUM OpPraHoM, OCKiNbKK
BMMAaraeTbCs CyTTEBA OLHKA KOMNETEHTHUM
opraHom) (BUKOHaHHS1 3060B'si3aHb
Bi4NOBIAHO A0 NianyHKTY 1.8.2 nyHKTYy 1.8
popatky 5 fo MNMopsaaky nposefeHHs
eKCrnepTu3n peecTpauiniHnx matepianis Ha
nikapcbki 3aco6u, Lo noaakTbes Ha
LepxaBHy peecTpaLito (nepepeecTpaLiio), a
TaKOX eKCnepTn3n Martepianis NPo BHECEHHS
3MiH 10 peecTpaviliHix MmaTepiasiis NPoTArom
Aii peecTpauiiHoro nocBigYeHHs,
3aTBepAKeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pegakuii Hakasy MO3
Bif 23.07.2015 Ne 460)
146. | NPOKTOCEANN® Masb, Ne1:no10ry TOB "CaHodi- Ykpaina EHK'106 ETikan3 IHgjs BHECEHHS 3MiH O peecTpaLiiiHnX 3a peyenmom UA/4442/01/01

Ty6i; no 1 Ty6i pasom 3
annikatopom y

ABeHTIC YKpaiHa"

MpaiiBiT MimiTeq,

Martepianis:
3MiHK | TMNy - 3MiHK Woao




Ne

Hasga nikapcbKo20

dopma sunycky

3assHuUK
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[TponmoBxeHHs mojaTka 3

n/n

3acoby

(nikapcbka ¢hopma,
ynakoska)

KapTOHHI Kopo6Lyi

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiHo
20

147.

MYPEMOH®

po34vH Ans iH'exuii, 100

6e3nekun/ethekTNBHOCTI Ta hapMakoHarisay.
BBesieHHA ab0 3MiHW [0 y3aranbHeHUX
[laHuxX Npo cuctemy hapmMakoHarnisay
(BBEAGHHA y3araslbHEHUX AaHnX Npo
cuctemy hapmakoHarnsgy, 3miHa
YNOBHOBaXKEHOT 0CO6MU, BiANOBIZabHOT 3a
3[ificHEHHS hapMakoHarnsay; KOHTaKTHOI
0cob6u 3 hapmakoHarnsgy 3asBHuka ans
3aiicHeHHs thapmakoHarnsgy B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, YNOBHOBaXXEHOT
ocobu, BiAnoBifa/IbHOT 3a 34iiCHEHHS
thapmakoHarnsgy (BKUYakum KOHTaKTHI
[AaHi) Ta/abo 3MiHV y pO3MiLLLeHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
YMNOBHOBaXXEHOT 0CO6W, BiANOBifaNbHOT ANA
3pjicHeHHs hapmakoHarnsgy: [irova
penakuis - BoiiTeHko AHTOH leopriioBuy.
MponoHoBaHa pepakuis - KnilnH AHTOH
MwukonainoBuy. 3MiHa KOHTaKTHUX AaHUX
yNOBHOBaXXEHOT 0CO6M, BifnoBiganbHOI Ans

nocBi0OYeHHs

148.

PA®AXONIH L,

MO/0,5 mn no 0,5 mn
(100 MO) y hnakoHi; no
5 donakoHIB y KapTOHHIi
nauui

Tab1eTkn, BKpUTI

LWepinr-Mnay
CeHtpan lct Al

Bpovunascbke

LLiBeiiLapis

Monba

H.B. OpraHoH

Bpounascbke

HigepnaHau

30jACHEHHs1 hapMakoHarnsay
BHECEHHS 3MiH [JO peecTpaLiiiHnX
martepianis:
3MiHuM |l TMny - 3MiHa y meToAax
BMNpo6yBaHHs A®l abo BuXigHOro
MaTtepiany/npoMkHOro NpoayKTy/peareHTy,
LLIO BUKOPUCTOBYETLCS Y NpoOLeCi
BMpo6HULTBa ADI - 3aMiHa iCHYIO4Oro
nepsuHHOro pedpepeHc ctaHgapty (PRS)
cepist PS 980001 Ta BTOPMHHOIO
MiXHapogHoro ctaHgapty (I1S2) 08/282 Ha
HOBWi nepBuHHUIA PRS (cepisi PRS - KOF
322) pnsa A®I; 3miHm I Tvny - 3MiHa Y
meTofax BUNpobyBaHHS rOTOBOrO
nikapcbkoro 3acoby (cyTTeBa 3miHa y
6ionoriyHoOMy/iMyHONOrYHOMY/IMYHOXIMIYHOM
y MeTogi BUNpobyBaHHA abo MeTogi, y AKomy
BMKOPWCTOBYETLCA GioNOorivyHuiA peareHt, abo
X 3aMiHa, abo 6ios1oriyHoro nNpenapary
NOPIBHAHHA (CTaH4apTHOro npenapary), Wo
He 3a3HayeHuii y 3aTBepKeHOMY NPOTOKO/II)
- 3aMiHa iCHYH4Oro NepBNHHOIO pedepeHc
craHgapty (PRS) cepis PS 980001 Ta
BTOPWHHOTO MiXXHapoaHoro ctaHaapty (1S2)
08/282 Ha HOBWIA NepBUHHMIA PRS (cepis
PRS - KOF 322) onsa rotoBoro npogykty
doniTponiHy 6eta

3a peyenmom

UA/5023/01/03

060/0HKoto, no 30

Tabnetok y bnictepi; no

MignpuemcTtBo

Nlikapcbkux Tpas

MignpremcTBo

Jlikapcbkux Tpas

MonbLua

BHECEHHS 3MiH A0 peecTpaLiiHnx
mMartepianis:

6e3 peyenma

3MiHUM | TUny - 3amiHa rpacdiyHoro

UA/6770/01/01
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Ne
n/n

Hassa sikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs

1 6nicTepy B KApTOHHii
ynakoBLi

"r'EPBAMO/Nb" AT

"rEPBAMNO/b"
AT

0hOpMIEHHS MEPBVHHOT T BTOPUHHOT
yNakoBOK Ha TEKCT MapKyBaHHS yNakoBOK 3
BIANOBIAHMMYM 3MiHAMM [0 PO34iNiB MeToaiB
KOHTPO/0 AKOCTi Nikapcbkoro 3acoby (po3ain
«[pahiyHe ohopmieHHs» 3aMiHEHO
po34inoM «MapKyBaHHs»)

149.

POMECTIH® 10

Tabnetku, BKpUTI
NAiBKOBOK 060/I0HKOIO,
no 10 mr Ne 30 (10x3) B
6nictepax

AHaHTa Megikeap
nra.

Benvka
BpuTaHis

MapkcaHc
Papma 114,
IHais;
Aptypa
dapmacboTikas
3 M.t /114,
IHAisA

IHAjia

BHECEHHS 3MiH [JO peecTpaLiiiHnX
Matepianis: 3MiHW | TUnNy - 3MiHN 3 AKOCTI.
FoTOBMIA NiKapcbkuit 3aci6. 3MiHN Yy
BMPOGHULTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOso
SIKOCTi FOTOBOTO NiKapCbKOro 3acoby (3amiHa
abo fofaBaHHS BUPOGHUKA, WO BiANOBIAAE
3a BBE3€eHHs Ta/abo Bunyck cepii) -
Bkntoyarouy KOHTPONb/BUNPOGYBaHHA cepil
(BBEAEHHS 40AATKOBOI BUPOGHMYOT AibHAL
Aptypa ®apmacsbtoTikans IMert. 1T4., IH4is);
3MmiHu | TURYy - 3MiHK 3 AKoCTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHW y BUPOOHULTBI.
3amiHa abo BBeLleHHS A0AATKOBOI AifIbHUL
BMPOGHMLITBA AN15 YaCTNHN abo BCbOro
BUPOGHNYOTrO NpoLieCy roToBOrO /1iKapCbKOro
3aco0y (AinbHULSA, Ha SIKili NPoBOAATLCSA
6yab-5Ki BUPOGHWYI CTagii, 3a BUHATKOM
BUMYCKY Cepill, KOHTPO/IO AKOCTi, NePBUHHOIO
Ta BTOPUHHOTO NakyBaHHA, ANs
HecTepwIbHUX fikapcbkux 3acobis) CynyTHs
3MiHa - 3MiHM 3 AKoCTi. [OTOBWIA NikapCbKuii
3aci6. 3MiHM y BUpO6HMLTBI. 3amiHa abo
BBEAEHHS AOAATKOBOI AiNbHULi BUPO6HMLITBA
[ANS YacTnHM abo BCbOro BUPOBGHNYOTO
npoLecy roToBoro Nikapcbkoro 3acoby
(8iNbHULA NS BTOPUHHOTO NakyBaHHS) -
3MmiHu 3 sKocTi. FoToBMIA Nikapcbkuii 3acio.
3MiHM y BUPOOHULTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AiNbHWLI BUPOOHULTBA ANA
4yacTuH1 abo BCbOrO BUPOOHMYOrO npoLlecy
rOTOBOrO NiKapCbKOoro 3acoby (AinbHUUA Ans
NepBYHHOTO NakyBaHHS) - BBEAEHHS
[00aTKOBOI BUPOGHMYOT AinbHUL ApTypa
dapmacbtoTikans Mer. /114., [HAaia

3a peyenmom

UA/14017/01/01

150.

POMECTIH® 20

Tab1eTkn, BKpUTI
NNiBKOBOI 060/IOHKOIO,
no 20 mr Ne 30 (10x3) B
6nictepax

AHaHTa Megjkeap
nra.

Benvka
BpuTaHis

MapkcaHc
dapma /114,
IHais;
ApTypa
PapmacboTikas
3 M.t /114,
IHgis

IHais

BHECEHHS 3MiH A0 peecTpaLiiHnx
Matepianis: 3MiHK | TUNY - 3MiHK 3 AKOCTI.
FOTOBWIA NiKapCbKuii 3aci6. 3MiHW Y
BMPOOHULTBI. 3MiHa iMnopTepa/3miHu, Lo
CTOCYHTbCS BUMYCKY cepii Ta KOHTPOS0
SAKOCTi FOTOBOTO NiKapPCbKOro 3acoby (3amiHa
abo gogaBaHHA BUPOGHKMKA, L0 Bignosigae
3a BBE3eHHSA Ta/abo Bunyck cepii) -
Bktoyaroum KOHTPOb/BUNPO6YBaHHA cepil

3a peyenmom

UA/14017/01/02
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[TponmoBxeHHs mojaTka 3

Ne
n/n

Hassa sikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs

(BBEAEHHS A0AATKOBOI BUPOGHMYOT AibHNL
Aptypa ®apmachbtoTikans IMert. [1T4., IH4is);
3MmiHu | TMnYy - 3MiHK 3 AKocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHW y BUPOOHULTBI.
3amiHa abo BBefleHHA A0AATKOBOI AifbHUL
BMPOGHMLTBA AJ151 YaCTMHU abo BCbOro
BUPOGHNYOTrO NPoLieCy roToBOrO J1iKapCbKOro
3aco0y (AinbHULSA, Ha SIKili NpoBOAATLCA
6yab-5Ki BUPOGHWYI CTagii, 3a BUHATKOM
BUMYCKY Cepiii, KOHTPO/IO AKOCTi, NEPBUHHOIO
Ta BTOPUHHOTO NakyBaHHA, ANs
HeCTepW/IbHUX NiKapcbknx 3acobis) CynyTHS
3MiHa - 3MiHM 3 AKoCTi. [OTOBWIA NikapCbKuii
3aci6. 3MiHM y BUpOo6HMLTBI. 3amMiHa abo
BBEEHHA AO0AATKOBOI AiNbHULi BUPOOHMLITBA
AN YacTnHW abo BCbOro BUPOBHNYOTO
npovecy roToBoro Nikapcbkoro 3acoby
(8inbHULA NS BTOPUHHOIO NakKyBaHHS) -
3MiHu 3 SKoCTi. [oToBMIA Nikapcbkuii 3aci6.
3MiHM Y BUPOOHULTBI. 3amiHa abo BBeAEHHS
[00aTKOBOI AiNbHWLI BUPOOHULTBA ANA
4acTuHK abo BCbOro BUPOBHMYOTrO npoLiecy
rOTOBOrO NiKapCbKOoro 3acoby (AinbHUUA Ansa
NepPBUHHOTO NakyBaHHS) - BBEAEHHS
[04aTKOBOI BUPOGHMYOT AinbHUL ApTypa
dapmacbtoTikans Met. /114., [HAia

151.

POMECTIH® 5

TabneTkn, BKpUTI
N/1iBKOBOK 060/10HKOI0,
no 5 mr Ne 30 (10x3) B
6nictepax

AHaHTa Megjkeap
nTa,.

Benuka
BpuTaHis

MapkcaHc
dapma /114,
IHais;
ApTypa
PapmacboTikas
3 et N114,,
IHgis

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHnX
Marepianis: 3MiHW | TUNY - 3MiHW 3 AKOCTI.
FoTOBWMIA Nikapcbkuii 3aci6. 3MiHK y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPO/Io
SIKOCTi FOTOBOTO NiKapPCbKOro 3acoby (3amiHa
abo gofaBaHHA BUPOOHMKA, LLO Bignosigae
3a BBE3eHHSA Ta/abo Bunyck cepii) -
Bktovaroun KOHTPOb/BUNPOBYBaHHS cepil
(BBEAEHHS A0AATKOBOI BUPOGHMYOT AibHAL
Aptypa ®apmacbtotikans MNeT. 1T4., IHAiN);
3MiHu | TUNY - 3MiHK 3 siKkoCTi. FoToBWMIA
nikapcbkuii 3aci6. 3MiHW y BUPOBHULTBI.
3amiHa ab0 BBefeHHA A0AATKOBOI AiNbHUL
BMPOGHMLTBA A1 YAaCTMHU abo BCbOro
BMPOGHMYOro NpoLiecy roToBOro Nikapcbkoro
3aco6y (finbHMLSA, Ha Skl NPOBOAATLCA
6yab-sKi BUPOGHWYI CTagii, 3a BUHATKOM
BMNYCKY Cepiil, KOHTPO/IKO AKOCTi, NEPBUHHOMO
Ta BTOPUHHOTO NakyBaHHA, A1s
HeCcTepw/IbHUX NiKapcbknx 3aco6is) CynyTHs
3MiHa - 3MiHM 3 AKoCTi. [OTOBWIA NikapCbKuii
3aci6. 3MiHM y BUpo6HUUTBI. 3amiHa abo
BBEIEHHA A0AATKOBOI AifbHULI BUPOO6HMUTBA

3a peyenmom

UA/14017/01/03
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[TponmoBxeHHs mojaTka 3

Ne Ha3ssa nikapcbko20 dopma sunycky 3assHuUK KpaiHa Bupo6Huk KpaiHna PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs
AN YacTnHY abo BCbOro BUPOBHNYOTO
npovecy roToBoro Nikapcbkoro 3acoby
(8inbHULA NS BTOPUHHOIO NakKyBaHHS) -
3MiHu 3 SKoCTi. FoToBMIA Nikapcbkuii 3acio.
3MiHM Y BUPOOHULTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AiNbHWLI BUPOOHULTBA ANA
4acTuHKM abo BCbOro BUPOBHMYOrO npoLiecy
rOTOBOrO NiKapCbKOoro 3acoby (4iNbHUUA Ansa
NepBWHHOTO NakyBaHHS) - BBEAEHHSA
[00aTKOBOI BUPOGHMYOT AinbHUL ApTypa
dapmacbtoTikans Met. J114., [HAia
152. | CAHOPVH Kpanni HasasbHi, "KcaHTic dapma Kinp TeBa Yex Yecbka BHECEHHS 3MiH A0 peecTpaLiiHnX 6e3 peyenma UA/2455/01/01
emMyrnbcis, 1 mr/mn, no Nimiteqn" IHoacTpi3 c.p.o. Pecny6nika mMatepianis: 3MiHK | TUNy - AAMIHICTpaTUBHI
10 mn y donakoHi; no 1 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
donakoHy pasom i3 MiCL NPOBaKEHHS AiSNIbHOCTI
KPYLLIKOtO- BUPOGHMKa/imnopTepa roToBoro Nikapcbkoro
KpanenbHULeo B 3aco06y, BKIYauy AinbHULI BUNYCKy cepii
Kopoo6Li abo micue NpoBeAeHHS KOHTPOSIO AKOCTI
(misanbHICTb, 3a AKy BiAnoBifae
BUPOGHMK/IMNOPTEP, BK/IKOYAKOUM BUNYCK
cepii) (3MiHa agpecu BUPOGHMKa, 6e3 3MiHK
Micus BUpo6HMLTBa) (TepMiH BBEAEHHS 3MiH
NpOTAroM 6 MiCALIB Nic/1A 3aTBEPIKEHHS)
153. | CAHOPVH crpeii HasaNbHUA, "KcaHTic ®apma Kinp TeBa Yex Yecbka BHECEHHS 3MiH A0 peecTpaLiiHnx 6e3 peyenma UA/2455/04/01
po3uunH, 1 mr/mn no 10 Nimiteqn" IHoacTpi3 c.p.o. Pecny6nika Matepianis: 3MiHK | TUNy - AAMIHICTpaTUBHI
MY hriakoHi 3 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo aapecu
MeXxaHiYHUM MicLst MPOBaKEHHS AisANIbHOCTI
posnunoBayem; no 1 BMpPOGHMKa/iMnopTepa rotoBoro JlikapcbKoro
hnakoHy pasom 3 3ac06y, BKIYauy AinbHULI BUNYCKy cepii
annikatopom gns ab0o Micue NpoBeAeHHS KOHTPOJTHO SKOCTI
NOPOXHWHU HOCa B (OisnbHICTb, 3a Ky BiAnoBifae
Kopoo6Li BMPOGHMK/IMNOPTEp, BKIHOYAKOUN BUMYCK
cepii) (3MiHa agpecu BUPOGHMKa, 6e3 3MiHK
Micus BUpo6HMLTBa) (TepMiH BBEAEHHS 3MiH
NpoTSAroM 6 MicAUIB Mic/a 3aTBEPAKEHHS)
154. | CAHOPVH Kpanni HazasnbHi, po34vH "KcaHTic ®apma Kinp TeBa Yex Yecbka BHECEHHS 3MiH O peecTpaLiiiHnX 6e3 peyenma UA/2455/02/01
0,5 mr/mn no 10 mny Nimiteqn" IHoacTpi3 ¢.p.o. Pecny6nika Matepianis: 3MiHK | TUNy - AAMIHICTpaTUBHI
donakoHi 3i ckna; no 1 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecn
dh1akoHy, ocHaleHoOMy MiCL MPOBaMKEHHS AiNIbHOCTI
KpanenbHULeto Ta BMpPOGHMKa/iMnopTepa rotoBOro JlikapcbKoro
KPWLLIKOIO Y KapPTOHHIlA 3aco0y, BKIYaroumn AinbHUL BUMYCKY cepil
KOpoo6L;i abo micue NpoBeAeHHS KOHTPOSIKO SKOCTI
(BisanbHICTb, 3a Ky BiAgMNoBifae
BUPOGHMK/IMNOPTEP, BKIKOYAKOUM BUNYCK
cepiii) (3miHa agpecy BUpPO6HUKa, 6e3 3MiHK
Micus BUpo6HMLTBA) (TEpMiH BBEAEHHS 3MiH
NpoTAroM 6 MicAUIB Mic/a 3aTBEPAKEHHS)
155. | CAHOPVH Kpanni HazasbHi, "KcaHTic ®apma Kinp TeBa Yex Yecbka BHECEHHS 3MiH O peecTpaLiiiHnX 6e3 peyenma UA/2455/03/01
po3uunH, 1 mr/mn no 10 Nimiten" IHoacTpi3 ¢.p.o. Pecny6nika Matepianis: 3MiHK | TUNy - AAMIHICTPaTUBHI

My doiakoHi, no 1

3MiHM. 3MiHa HaiMeHyBaHHA Ta/abo agpecun




77 [TponmoBxeHHs mojaTka 3
Ne Ha3ssa nikapcbko20 dopma sunycky 3assHuUK KpaiHa Bupo6Huk KpaiHna PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
donakoHy pasom i3 MiCL NPOBaKEHHS AiSNIbHOCTI
KPWLLIKOO- BMpPO6HMKa/iMnopTepa rotoBOro JlikapCcbKoro
KpanenbHuULIEo B 3aco0y, BKIHOYaroumn AinbHUL BUMYCKY cepil
Kopoo6u;i abo micue NpoBeAeHHS KOHTPOSIKO SKOCTI
(BisnbHICTb, 3a Ky BiAgnoBifae
BUPOGHMK/IMNOPTEP, BK/IKOHYAKOUM BUNYCK
cepiii) (3miHa agpecy BUpPO6HUKa, 6e3 3MiHu
Micus BUpo6HULTBA) (TepMiH BBEAEHHS 3MiH
NpoTAroM 6 MicAUIB Mic/A 3aTBEPAKEHHS)
156. | CAHOPUH- Kpanni HasasibHi no 10 "KcaHTic Papma Kinp TeBa YUex Yecbka BHECEHHS 3MiH [JO peecTpaLiiiHnX 6e3 peyenma UA/6611/01/01
AHANEPIH MY doakoHi; no 1 Nimiten" IHoacTpi3 ¢.p.o. Pecny6nika Matepianis: 3MiHn | TUny - AAMIHICTpaTUBHI
h1aKoHy B KapTOHHIi 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
Kopoo6Lji MicLS MPOBaKEHHS AiANbHOCTI
BMpPO6HMKa/iMnopTepa rotToBOro JlikapCbKoro
3aco0y, BKOYarumM AinbHUL BUMYCKY cepil
a60 micLe nNpoBeAeHHS KOHTPOO AKOCTI
(4isnbHICTb, 3a Ky BigNoBiAae
BUPOGHMK/IMNOPTEP, BKIKOHYAKOUM BUMYCK
cepiii) (3miHa agpecy BUpPO6HUKa, 6e3 3MiHK
Micus BUpo6HULTBA) (TepMiH BBEAEHHS 3MiH
NpoTAroM 6 MicAUIB Micnsa 3aTBEPAKEHHS)
157. | CTPENTOMIUUH NOPOLLOK AN PO3UNHY MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 1O peecTpaLiiiHnX 3a peyenmom UA/3790/01/02
Ans iv'ekuii no 1,01 "KuiBmegnpenapa "KuiBmeanpenap marepianis:
hN1akoHM 3 MOPOLLKOM; T ar" 3MiHKM | TUMY - 3MiHa Yy MeTogax
10 donakoHis 3 BMNpo6yBaHHs A®l abo BuXigHOro
NMOPOLLUKOM Y KOHTYPHIlA marepiasy/npomikHOro NPoAyKTy/peareHTy,
YapyHKOBIli ynakoBL,i B LLIO BMKOPUCTOBYETLCSA Y NPOLECi
nauui BMpoG6HULTBA ADI (HE3HAYHI 3MiHK Y
3aTBEPAKEHNX METOAAxX BUNPOOyBaHHS)
158. | CTPENTOMIUUVH NMOPOLLIOK 4151 PO3YUHY MAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH O peecTpavLiiiHnX 3a peyenmom UA/3790/01/01
ons iH'ekuii no 0,51 "Kuismegnpenapa "KuiBmeanpenap Martepianis:
¢hNakoHW 3 MOPOLLKOM; T ar" 3MiHKM | TRy - 3MiHa Yy MeTofax
10 dhnakoHis 3 BMNpo6yBaHHs APl abo BuxigHOro
NOPOLLKOM Y KOHTYPHiii Matepiany/npoMkKHOro NpoayKTy/peareHTy,
YyapyHKOBIl1 ynakoBLji B LLIO BUKOPUCTOBYETLCS Y NpoLeCi
nauuj BMpo6HMUTBa ADI (HE3HAYHI 3MiHW Y
3aTBepAKeHNX MeTodax BUNPOo6yBaHHs)
159. | CTPOHAEKC cnpeli 4nsa poTosoi TOB HaykoBo- Ykpaina TOB HaykoBo- YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiHnx 3a peyenmom UA/15759/01/01
NMOPOXHWHW [030BaHW, BMPOGHMYa chipma BMPOGHMYA mMarepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI.
12,5 mr/go3a no 10 mn "MIKPOXIM" thipma roToBMiA Nikapcbkuii 3aci6. Onuc Ta cknag,.
(64 poswn) abo no 5 mn "MIKPOXIM" 3miHa y cknagi (4OMOMKHNX peyoBuHax)
(32 posw) y chnakoHi rOTOBOIO JTiKapCbKOro 3acoby (CMakoBi
nosniMmepHomMy a6o 3i nobasku abo 6apBHUKY) - lofaBaHHs,
CBIT/1I03aXV1CHOrO CKNa, BUy4YeHHs abo 3amiHa (TepmiH BBeAEHHS
no 1 donakoHy y nauui 3 3MiH NpOTArom 3-x MicsLiB nicns
KapToHYy 3aTBEpPKEHHS)
160. | TUPO3YP NOPOLLIOK HaLLKIpHWiA, 1 Enrenbrapg, HimeuunHa Enrenbrapp, HimeuwunHa BHECEHHS 3MiH [0 peecTpaLiiiHnX 6e3 peyenma UA/7786/01/01
Mmr/rno5ra6o 20r ApuHaiimiTTenb ApuHaiimiTTenb Marepianis:
NOpPOLLKY y hnakoHi; no 16X & Ko.KI 6X & Ko. KI 3MiHKM | TUNY - 3MiHa NnocTavasibHUKa

1 donakoHy B KaPTOHHIi

nakyBasIbHUX Matepianis abo
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Ne
n/n

Hassa sikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs

Kopoo6L;i

KOMMIEKTYIOUNX - 3aMiHa nocTavasibHUKIB
mMartepiany 15 nonieTuneHoBol Nnpobku 6e3
3MiHW Ki/IbKICHOTO Ta SIKICHOTO cknagy
nakyBa/lbHOTO Matepiasy; 3amiHa
nocrayasibHUKIB MaTepiany ans
HarBUHYyBaHOI KPULLIKM 6€3 3MiHW KilbKiCHOTo
Ta SKICHOrO Ccknagy nakysaslbHOro martepiasy

161.

TOBPAEKC®

Kpanni o4Hi, no 5 mny
dhnakoHi-kpanenbHuLj
«[lpon-TeliHep®» no 1
dhnakoHy-KpanenbHuLi B
KOpo6Lji 3 KApTOHY

HosapTic ®apma

LLBeiiLapis

AnkoH-KyBpbop

Benbris

BHECEHHS 3MiH [J0 peecTpaLiliHnx
marepianis: 3miHu | Tvny - 3miHK WoAo
6e3nekun/ethekTNBHOCTI Ta hapMakoHarisay.
BBefeHHA abo 3MiHM [0 y3arasibHeHNX
[JaHvx npo cuctemy dhapmakoHarnsgy
(BBEAEHHSA Yy3aranlbHEHVX AAHUX NPO
cuctemy thapmakoHarnsgy, 3miHa
YNOBHOBaXKEHOT 0CO6M, BiANOBiZaIbLHOT 3a
3AiicCHeHHA hapMakoHarnagy; KOHTakTHOT
ocobu 3 hapmakoHarnisgy 3assHuKa gns
3aiicHeHHs chapmakoHarnsay B YkpaiHi,
AKLO BOHA BiAMIHHA BiJ YNOBHOBAXeHOI
ocob6u, BiAnoBiga/IbHOT 3a 34iiCHEHHS
thapmakoHarnsgy (BKUYakum KOHTaKTHI
[AaHi) Ta/abo 3MiHM y pPO3MiLLLeHHI MacTep-
(paiina cuctemu chapmakoHarnsay)
(YnosHoBaxkeHa ocoba 3asBHUKa 415
3piicHeHHs hapmakoHarnsgy: [irova
penaxuisi — IpeHe Pe6onno. MponoHoBaHa
pepakuis — Fabpiena Xekep-baps. 3miHa
KOHTaKTHUX JaHNX YyNOBHOBaXeHOT 0cobm.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0co6u.
3MiHa MicuA 34iliCHEHHS OCHOBHOI
LOiSNIbHOCTI 3 chapmakoHarniagy. 3miHa
Homepa MacTep-haiina. 3miHa agpecun
macTep-goaiina) (TepmiH BBeAEHHS 3MiH
NPOTAroM 6-T1 MicAUIB NiCNA 3aTBEPIKEHHS);
3MmiHa 3asiBHMKa (BNacHyKa peecTpaujiiHoro
nocsigyeHHs) (TepmiH BBeAEHHS 3MiH
NpoTAroM 6-Tn MicAILIB MiCNs 3aTBePAXEHHS)

3a peyenmom

UA/2448/01/01

162.

TPAHKBI/IAP® IC

Tabnetku no 0,3 r no 10
TabneTok y 6nictepi; no
2 6nictepu B nauuj 3
KapTOHY

ToBapucTso 3
[04aTKOBOIO
BiANOBIAA/ILHICTIO
"IHTEPXIM"

YkpaiHa

ToBapucTBO 3
[10[,aTKOBOIO
BiANOBiA&/IbHICT
10 "IHTEPXIM",
YkpaiHa
(BUPOBHMK,
BiANOBIAANbHWIA
3a BMNYCK cepil;
BMNPOGYBaHHS
KOHTPOJIHO AKOCTI
(chiznyHi/XiMiuHi,
MikpobionoriyHa
4ynucToTa),

YkpaiHa

BHECEHHS 3MiH 10 peecTpavLiiHnx

Matepianis: 3MiHn | Tuny - AAMIHICTpaTVBHI
3MiHK. 3MiHa Koy ATX (3MiHK BHeCeHi fo

IHCTPYKLT 419 MeAMYHOro 3aCToCyBaHHA [0
po3giny "®apmakoTepaneBTnyHa rpyna. Kog,

ATX" BigNoBigHO A0 MKHAPOAHOT
knacudikauii BOO3) (TepmiH BBeAEHHSA 3MiH
NpoTAroM 3-X MiCSILiB MiCNsi 3aTBEPAKEHHS)

6e3 peyenma

UA/8851/01/01
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Ne Ha3ssa nikapcbko20 dopma sunycky 3assHuUK KpaiHa Bupo6Huk KpaiHna PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
36epiraHHs
roToBoi
NPOAYKLi;
BMPOGHMLITBO,
36epiraHHsA
(rotoBoi
npoayKuii,
CUPOBUHY Ta
marepianis);
BMNPOGYBaHHS
KOHTPOJIHO SIKOCTI
(Pi3nyHI/XiMIYHI)
163. | TPUTALE®-A Kancynu Teepgi, 10 mr/5 TOB "3eHTiBa" Yecbka BMPOGHULITBO, MonbLa BHECEHHS 3MiH [JO peecTpaLiiiHnX 3a peyenmom UA/15896/01/01
mr, Ne 28 (7x4): no 7 Pecny6nika nepBrHHE Ta martepianis:
Kancyny 6nictepi, no 4 BTOPVIHHE 3MiHY | TUny - 3MiHN Woao
6nicTepU y KapTOHHIN nakyBaHHs, 6e3nekun/etheKkTNBHOCTI Ta hapMakoHarisay.
KOpoo6Li KOHTPO/b cepili BBefeHHs1 ab0 3MiHWM [0 y3arasibHeHUX
roTOBOrO [JaHvx npo cuctemy dpapmakoHarnsgy
NiKapcbKoro (BBEAEHHSA Yy3arailbHEHVX AAHUX NPO
3acoby: 3aknag cuctemy hapmakoHarnsgy, 3miHa
PapmaLeBTUYHN YyNOBHOBaXeHOI 0cobu, BignosiganbHOT 3a
Apamveg dapma 3[iicHEHHST hapMakoHarnsay; KOHTaKTHOI
C.A., MNonbLa; 0cob6u 3 hapmakoHarnsay 3asBHuKa 4s
KOHTpONb Ta 3aiicHeHHs thapmakoHarnsgy B YkpaiHi,
BUMYCK Cepiii AKLO BOHA BiAMIHHA BiJ YNOBHOBaXeHOI|
roTOBOroO ocob6u, BiAnoBiga/bHOI 3a 34iiCHEHHS
nikapcbKoro hapmakoHarnsgy (BKUYakum KOHTaKTHI
3acoby: [AaHi) Ta/abo 3MiHM y pPO3MiLLLeHHI MacTep-
Mab'AHiLKi thaiina cuctemm chapmakoHarnsgy) - 3miHa
3aknagu YNOBHOBaXXEHOT 0CO6U 3aBHNKA,
dapmaneBTNYHE BiANOBiAa/IbHOT 3a hapmakoHarnsag.
Monbdga C.A,, 3anponoHoBaHo: Eric Teo/ Epik Teo; 3miHa
MonbLua KOHTaKTHOT 0CO6M 3asiBHUKA AN15 3AiACHEHHSA
hapmMakoHarnsgy B YkpaiHi.
3anponoHoBaHo: KniwmH AHTOH
MukonainoBmy. 3mMiHa KOHTaKTHUX JaHWX
YNOBHOBaXeHOI 0CO6M. 3MiHa KOHTaKTHUX
[aHuX KOHTaKTHOI ocobu. 3miHa micusa
30iiCHEHHA OCHOBHOI AisifIbHOCTI 3
hapmakoHarnagy. 3miHa agpecu
PO3MiLLEHHSI MacTep-ghaiina. 3miHa Homepa
macTep-dhaiina
164. | TPUTALE®-A Kancynu Teepaj, 10 TOB "3eHTiBa" Yecbka KOHTPONb Ta Monblua BHECEHHS 3MiH 1O peecTpaLiiiHnX 3a peyenmom UA/15897/01/01
Mr/10 mr, Ne 28 (7x4): no Pecny6nika BUMYCK cepilt marepianis:

7 kancyn y 6nictepi, no roTOBOrO 3MiHKM | TNy - 3MiHK WoA40
4 6nicTepn y KapTOHHIl nikapcbkoro 6e3nekun/ethekTUBHOCTI Ta hapMakoHarsay.
Kopoo6Li 3acoby: BBefeHHs abo 3MiHM [0 y3arasibHEHNX
Mab'AHiLKi AaHux nNpo cuctemy chapmakoHarnsgy
3aknagn (BBEAEHHA y3araslbHeHUX AaHnx npo
dapmMaLeBTUyHe cuctemy dpapmakoHarnsay, amiHa




Ne
n/n

3acoby

Hasga nikapcbKo20

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

80

Bupo6Huk

KpaiHa

[TponmoBxeHHs mojaTka 3

Monbgha C.A.,
MonbLa;

BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs

165.

YPOJTIECAH®

kancynu no 10 kancyn y
6nictepi; no 4 6nictepn
B nauui

MAT
"KuiBmegnpenapa
™

YkpaiHa

BMPOGHULITBO,
nepBuHHE Ta
BTOPVHHE
nakyBaHHs,
KOHTpO/1b
roToBOro
niKkapcbkoro
3acoby: 3aknag
PapmaueBTUYHN
Apaveq dapma
C.A., Monbwa

MAT

YkpaiHa

yMOBHOBaXXEHOI 0co6u, BignoBiganbHOT 3a
34ilicHeHHs hapMakoHarnagy; KOHTaKkTHOT
ocobu 3 hapmakoHarnsay 3asBHvKa ans
3aiicHeHHs chapmMakoHarnsaay B YkpaiHi,
AKLLO BOHA BiAMIHHA BiJ YNOBHOBAXEHOI|
0co6w, BignoBiga/IbHOI 3a 34iNCHEHHS
thapmakoHarnsgy (BK4Yakum KOHTaKTHI
AaHi) Ta/abo 3MiHM Y pO3MiLLEeHHI macTep-
tpaiina cuctemun chapmakoHarnsgy) - 3miHa
YMOBHOBaXXEHOI 0CO6W 3asBHIKA,
BiANOBIAa/IbLHOT 3a hapmakoHarnsag.
3anponoHoBaHo: Eric Teo/ Epik Teo; 3miHa
KOHTaKTHOT 0CO6M 3asiBHUKA 15 3OiACHEHHS
hapmakoHarnagy B YkpaiHi.
3anponoHoBaHo: KniwmH AHTOH
MwukonainoBuy. 3MiHa KOHTaKTHUX AaHUX
YMNOBHOBaXXEHOI 0CO6U. 3MiHa KOHTaKTHUX
[aHVX KOHTaKTHOI 0cobu. 3MiHa MicuA
3[iACHEHHS1 OCHOBHOT Ajisi/IbHOCTI 3
thapMakoHarnagy. 3miHa agpecu
pO3MmilLeHHs macTep-gaina. 3miHa Homepa
macTtep-chaiina

166.

PEHE®PPUH 10%

Kparni o4Hi, pos3unH 10
% no 5 mn a6o no 10 mn

TOB "YHIME[
DAPMA"

CnoBaubka
Pecnyb6nika

"KuiBmegnpenap
ar"

TOB "YHIME]

CnoBaubka

BHECEHHS 3MiH [J0 peecTpaLiliHnx
marepianis:

3MiHU | TUNY - KOHTPO/Ib TOTOBOTO

niKapcbkoro 3acoby — BBeEeHHS BUGIpKOBOro

KOHTPO/1H0 FOTOBOTO NiKaPCbKOro 3acoby 3a

noKasHUKOM «MikpobiosioriyHa yncrtota»

6e3 peyenma

UA/10393/01/01

y thnakoHi-kpanenbHULj
Ne 1

DAPMA"

Pecny6nika

BHECEHHS 3MiH 10 peecTpavLiiHnx
mMarepiasnis: 3miHu |l TMny - 3MiHK Woao
6e3nekun/ethekTUBHOCTI Ta hapMakoHarsay.
BHeceHHs abo 3miHa(v) A0 3060B'A3aHb Ta
YMOB BMAaui peECTpaLiiHOro nocBigyeHHs,
BK/ItoHatoun MnaH ynpaeniHHSA pu3nkamm
(3acTocyBaHHA 3MiH(M), Aiki(a) BUMaratoTb(€)
nofasibLLIoro 06rpyHTYBaHHA HOBUMU
[0[aTKOBVM JaHUMMU, O MaloTb HagasaTucs
KOMMETEHTHUM OpraHoM, OCKiSTbKK
BMMaraeTbCs CyTTEBA OLjiHKa KOMNETEHTHUM
opraHom) - BukoHaHHs1 3060B'si3aHb
BiANoBIAHO A0 NianyHKTY 1.13 nyHKTYy 1
popatky 15 po NMopsaky npoBefeHH:A
eKCnepTusmn peecTpauiiiHix maTtepiasis Ha
nikapcbki 3acobu, Lo NoAaTbCsA Ha
LepXaBHy peecTpauito (nepepeecTpaliio), a
TaKOX eKCnepTn3n Matepianis MPO BHECEHHS
3MiH [0 peecTpauiiiHux maTepianis NPoTArom
Aii peecTpauiiHoro Noceig4eHHs,

3aTBepaKeHoro Hakazom MO3 Big,

3a peyenmom

26.08.2005 Ne 426 (y pegakuii Hakazy MO3

UA/7546/01/01
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Ne Ha3ssa nikapcbko20 dopma sunycky 3assHuUK KpaiHa Bupo6Huk KpaiHna PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs
Big 23.07.2015 Ne 460)
167. | PEHE®PUH 10% Kpanni o4Hi, po3ynH 10 TOB "YHIMEL CnoBaubka TOB "YHIME/L CnoBaubka BHECEHHS 3MiH [J0 peecTpaLiliHnx 3a peyenmom UA/7546/01/01
% no 5 mn1 abo no 10 mn PAPMA" Pecnyb6nika PAPMA" Pecny6nika marepianis: 3miHu | TMny - 3MiHK WoA0
y thnakoHi-kpanenbHUL; 6e3nekun/ethekTNBHOCTI Ta hapMakoHarIsay.
no 1 cpnakoHy- BBefeHHst ab0 3MiHM [0 y3arasibHeHUX
KpanenbHuLi B AaHux nNpo cuctemy chapmakoHarnsgy
KapTOHHi KopoobLi (BBEAGHHA y3araslbHEHUX AaHnX Npo
cuctemy hapmakoHarnsgy, 3miHa
YNOBHOBaXKEHOT 0CO6MU, BiANOBiZaIbHOT 3a
3AiicCHeHHA hapMakoHarnagy; KOHTaKkTHOT
0co6y 3 hapmakoHarnsgy 3asBHuka ans
3aiicHeHHs thapmakoHarnsgy B YkpaiHi,
AKLO BOHA BiAMIHHA BiJ YNOBHOBAXeHOI
ocob6u, BiAnoBiga/IbHOT 3a 34iiCHEHHS
hapmakoHarnsgy (BKUYakum KOHTaKTHI
[AaHi) Ta/abo 3MiHW y pPO3MiLLLeHHI MacTep-
(paiina cuctemmn chapmakoHarnsgy) - Airoua
pegakuisi: OcbMak €BreH MUTPoBMY.
MponoHoBaHa pefakuisa: KanawHuk Jlapuca
OnekcaHapiBHa. 3MiHa KOHTaKTHUX AaHWX
168. | PEPPYM JIEK PO34UMH Ans iH'ekuid, 100 CaHpos CnoBeHisi Nek CnoBeHis BHECEHHS 3MiH A0 peecTpaLiiHnx 3a peyenmom UA/9347/01/01
Mr/2 M1 no 2 mn B dapmachbioTikan3 PapmaLeBTUYHA mMartepianis:
amnyni; no 5 amnyny A0.0. KOMnMaHis 4.4,

6nicTepi; no 1 6nictepy y
KapTOHHI Kopobuj; no 2
M B amnyni; no 10
amnyn y 6nictepi; no 5
6nicTepiB y KApTOHHIi
Kopoo6Li

3MiHU | TRy - 3MiHK WoAo
6e3nekn/edheKTMBHOCTI Ta hapmakoHarisagy.
BBefieHHA ab0 3MiHM [0 y3aranbHEeHUX
[aHux nNpo cuctemy chapmakoHarnsgy
(BBEiEHHA y3araslbHEHUX AaHnX npo
cuctemy thapmakoHarnsgy, 3miHa
YNOBHOBaXEHOT 0cO6MU, BiANOBiAaLHOT 3a
3MjICHEHHST hapMakoHarnsgy; KOHTakTHOT
0ocobu 3 hapmakoHarnsgy 3asBHuka gns
3pilicHeHHs thapMakoHarnsay B Ykpaii,
SIKLO BOHA BiAMIHHA Bif YNOBHOBaXXEHOI
ocobu, BiAnoBigabHOI 3a 34iiCHEHHS
hapmakoHarnsgy (BKoUYaum KOHTaKTHI
OaHi) Ta/abo 3mMiHM Y pO3MiLLEeHHI macTep-
thaiina cuctemu chapmakoHarnsgy) -
YnosHoBaxeHa 0coba 3asBHUKa A1
3pjicHeHHs1 hapmakoHarnsgy: NMponoHoBaHa
pepakuis — Nabpiena Xekep-bap3/Gabriele
Hecker-Barth. KoHTakTHa oco6a B YkpaiHi
YNOBHOBaXXEHOI 0COOU 3asBHUKaA 415
3gilicHeHHsA dhapmakoHarnsgy: MponoHoBaHa
penaxuis — Opnos B’avecnas BiktopoBuuy.
3MiHa KOHTaKTHMX AaHWX YNOBHOBaXXEHOT
0co6U. 3MiHa KOHTAKTHUX AaHUX KOHTaKTHOT
0co6u. 3MiHa MicLS 34iACHEHHSI OCHOBHOT
OiSNbHOCTI 3 chapmakoHariagy. 3miHa
aapecy mactep-goaiina. 3miHa Homepa
macTep-caiina
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[TponmoBxeHHs mojaTka 3

Ne
n/n

Hassa sikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs

169.

PTIAMIAE3®

Tabnetku, BKpUTI
NAiBKOBOK 060/I0HKOIO,
no 10 Tabnetok y
6nicTepi; no 1, abo no 3,
ab6o no 10 6nicTepiB y
KapoHHIl naui

OpraHocuH Naiidy
CaeHcus IM.r. /14,

IHgis

EBepTomxeH
Naiicp CaeHcnz
NimiTeq,

IHais

BHECEHHS 3MiH O peecTpaLiiiHnX
marepianis: 3miHu Il TMny - 3MiHK Woa0
6e3nekun/ethbekTUBHOCTI Ta hapmakoHarnsay.
BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb Ta
YMOB BMAAui peECTpaLiiiHoro NocBigYeHHs,
BK/It0Uatoun MnaH ynpaeniHHSA pu3nkamm
(3acTocyBaHHs 3MiH(M), Aki(a) BUMaratoTb(€)
nofanbLIoro 06rpyHTYBaHHA HOBUMU
[0, aTKOBVM JaHUMMK, LLO MaoThb HaJaBaTucs
KOMMNETEHTHUM OpPraHoM, OCKiNlbKK
BMMaraeTbCs CyTTeBA OLjiHKa KOMNETEHTHUM
opraHom) (BukOHaHHS1 3060B's13aHb
BiAnoBigHO Ao mignyHkTy 1.13 nyHkTy 1,
nignyHkTy 2.3 NyHKTY 2 gogatky 15 no
Mopsiaky NpoBeAEHHs ekcnepTn3u
peecTpavuiiHux Matepianis Ha Nikapcbki
3acobu, Lo NoJalTbCs Ha AepXaBHy
peecTpavuiio (nepepeecTtpawito), a Takox
eKcnepTn3n maTepiasiB NPo BHECEHHS 3MiH
[0 peecTpaLiiHnx MaTtepianis npoTsrom gii
peecTpaviiiHoro NocBigYEeHHS,
3aTBepAKeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pegakuii Hakazy MO3
Bif 23.07.2015 Ne 460)

3a peyenmom

UA/7061/01/01

170.

PTIAMIAE3®

Tabnetku, BKpUTI
NNiBKOBOI 060/IOHKOIO,
in bulk: 2500 TabneTok y
naketax i3 conbru
asTIOMiHIEBOIT

OpraHocuH Naiidy
CaeHcus IM.r. /114,

IHAisA

EBepTomxeH
Naiicp CaeHcnz
Nimiteq,

IHAjia

BHECEHHS 3MiH [JO peecTpaLiiiHnX
marepianis: 3miHu Il TMny - 3MiHK Woa0
6e3nekun/ethbekTUBHOCTI Ta hapmakoHarnsay.
BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb Ta
YMOB BMAaui peecTpaLiiiHoro nocBig4eHHs,
BK/toYatoum MNnaH ynpasniHHA pusnkamu
(3acTocyBaHHs 3MiH(1), Aki(a) BUMaratoTb(€)
nofanbLIoro 06rpyHTYBaHHA HOBUMU
[04aTKOBMM AaHNMK, WO MatoTb HagasaTucs
KOMMNETEHTHUM OpPraHoM, OCKiNlbKK
BMMaraeTbCs CyTTeBA OLjiHKA KOMNETEHTHUM
opraHom) (BukoHaHHS1 3060B's13aHb
BiANOBIAHO A0 NigNyHKTY 1.13 NyHKTY 1,
nignyHkTy 2.3 NyHKTY 2 gogatky 15 no
Mopsaky NpoBeAeHHs ekcnepTusmn
peecTpauiiiHux Matepianis Ha Nikapcbki
3acobu, Lo NoJalThCs Ha AepXaBHy
peecTpavuiio (nepepeecTpavito), a Takox
eKcrnepTn3n mMatepianis NPO BHECEHHA 3MiH
[0 peecTpauiiHnx MaTtepianis npoTsrom gii
peecTpavuiiiHoro NocBiAYeHHS,
3aTBepaKeHoro Hakazom MO3 Big,
26.08.2005 Ne 426 (y pegakuii Hakazy MO3
Big 23.07.2015 Ne 460)

UA/7062/01/01

171.

D/IEMOKNAB
CONMOTAB®

Tabnertku, wWo
ancnepryoTses, no 875

Actennac ®apma
tOpon b.B.

Higepnangm

AcTennac
$apma KOpon

HigepnaHau

BHECEHHS 3MiH 1O peecTpaLiiiHnX
mMarepianis:

3a peyenmom

UA/4458/01/04
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n/n

Hassa sikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiHo
20

172.

DTYSAME/L

Mr/125 wmr, no 7 TabneTok
y 6nictepi; no 2
6nicTepun y KapToHHIl
naui

B.B.

3MiHuW | TMny - 3MiHW Woao
6e3nekn/edpeKTMBHOCTI Ta hapmakoHarnsagy.
BHeceHHs abo 3miHa(n) A0 3060B'A3aHb Ta
YMOB BMAaui peecTpaLiiiHoro NocBigYeHHs,
BK/ItoHatoun MnaH ynpaeniHHSA pyu3nkamm
(3acTocyBaHHsA 3MiH(M), siki(a) BUMaratoTb(€)
nofabLIoro 06rpyHTYBaHHA HOBUMU
[0, aTKOBVM JaHUMMK, L0 MaloTb HajaBaTucs
KOMMETEHTHUM OpraHoM, OCKi/TbKM
BMMaraeTbCs CyTTEBA OLjiHKa KOMNETEHTHUM
opraHoMm) - BrkoHaHHs 3060B'A3aHb
BiANOBIAHO A0 NianyHKTY 1.13 nyHkTy 1
poaatky 15 o Mopsaaky nposefeHHs
eKCnepTusmn peecTpauiliHix maTtepiasis Ha
nikapcbki 3acobw, Lo NoAanTbCs Ha
AepxXaBHy peecTpauito (nepepeecTpadiio), a
TaKOX eKCnepTn3n Matepianis MPO BHECEHHS
3MiH A0 peecTpauiiHux maTtepiasiis NpoTAarom
Ail peecTpaLiiiHOro NocBigYeHHS,
3aTBepKeHoro Hakazom MO3 Big,
26.08.2005 Ne 426 (y pegakuii Hakazy MO3
Bia 23.07.2015 Ne 460)

nocBi0OYeHHs

173.

Kancynu Teepai no 150
Mr no 1 kancyni 'y
6nicTepi; no 1 abo no 2
6nicTepU B KAPTOHHIi
Kopoo6Li

"POTA®APM
NIMITEA"

Benuka
BpuTaHis

K.O. "Pomchapm
KomnaHi C.PJ1."

PymyHis

BHECEHHS 3MiH [J0 peecTpaLiliHnx
marepianis:

3MiHW | TUNY - NOA@HHS OHOB/IEHOTO
cepTudpikaTa BignoBigHOCTI EBponeiickkiii
dhapmakonei Ne R1-CEP 2009-075-Rev 00
4ns pjtoyoi pevoBuHu Fluconazole Big Bxe
3aTBepPKEHOr0 BUPOOHUKA i3 3MIHOIO Ha3BU

Ta agpecu BUPOGHMKa

Ne 1 — 6e3
peyenma; Ne
2-3a
peuenmom

UA/13778/01/01

174.

®NTYKOHA3ON-
370POB'SA

D/TYKOHA3ON-

Kancynu Teepai no 50 mr
no 7 a6o 10 kancyn y
6nicTepi; no 1 6nictepy
B KapTOHHI kopobui

ToBapucTso 3
06MEXeHO0
BiANOBIAA/IbHICTIO
"®apmaueBTnyHa
KOMnaHis
"3popos'a”

YkpaiHa

ToBapucTBO 3
06MeXeHOt0
BiANOBIAA/IbHICT
10
"®apmaLieBTUYH
a KomnaHis
"3popos'a”

YKpaiHa

BHECEHHS 3MiH 1O peecTpaLiiiHnX
marepianis:
3MiHK | TUNy - 3MiHK, NOB'A3aHi 3
HeoOXifgHICTIO NpMBeAeHHS Y BiANOBIAHICTb
[0 MoHorpadii dY abo €BponeiicbKoi
thapmakonei, abo iHLWOT HaLiOHaTbHOT
thapmakonei fgepxasu €C (3MiHa y
cneumdikauisix, nos'asaHa 3i 3miHamu B Y,
abo €poneiicbkiin hapmakonei, abo iHLWi
HaLjioHanbHili hapmakonei gepxasu €C);
CynyTHs 3MiHa: 3MiHa y MeTofax
BUMNPOOYBaHHA [OMNOMDKHOI PEYOBUHN
(He3HauHi 3MiHW Yy 3aTBepKeHNX MeToAax
BMNpobyBaHb)

3a peyenmom

UA/3938/01/01

340POB'A

kancynu TBepgi no 100
Mr no 7 a6o 10 kancyn y
6nicTepi; no 1 6nictepy
B KapTOHHI kopobu,i

ToBapucTso 3
06MeXeHoto
BiANOBIAA/LHICTIO
"®apmMaueBTnyHa
KOMMaHisi
"3g0pos'a”

YkpaiHa

ToBapuncTBO 3
06MeXeHoto
BiANOBIAANLHICT
10
"®GapmaueBTUYH

a KoMnaHis

YkpaiHa

BHECEHHS 3MiH O peecTpaLiiiHnX
Martepianis:
3MiHM | TUMy - 3MiHKW, NoB'A3aHi 3
HeoOXigHICTIO NpVBeAeHHS Y BiANOBIAHICTb
00 MoHorpadii JdY abo €Bponeicbkoi
dhapmakonei, abo iHLIOi HaLioHasTbHOT

3a peyenmom

UA/3938/01/02
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Ne
n/n

Hasga nikapcbKo20

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs

"3p0pos'a”

hapmakonei gepxasu E€C (3miHa y
cneuudikavisx, nos'asaHa 3i 3MiHamu B DY,
abo €sponeiicbkin hapmakonei, abo iHLWi
HaujioHanbHili hapmakonei gepxasu €C);
CYNyTHSA 3MiHa: 3MiHa Yy MeToAax
BMNPOOYyBaHHSA AONOMIXHOI PEHOBUHN
(He3HauHi 3MiHV Y 3aTBEpKEHUX METOAAX
BUNPOO6yBaHb)

175.

®NYKOHA3O/-
3[0POB'S

Kancynm Teepai no 150
Mmr no 1 kancyni B
6nicTepi; no 1, 2 a6o 3
6nicTepu B KAPTOHHIi
Kopo6u; no 3 abo 7
Kancyn y énictepi; no 1
6nicTepy B KAPTOHHIM
Kopoo6Lj

ToBapucTso 3
06MeXeHOoH

BiANOBIAANBHICTIO

"®apmaueBTnYHa
KOMnaHis
"3popos'a”

YkpaiHa

ToBapuCcTBO 3
06MeXeHOI0
BiANOBIAANbHICT
t0
"GapmaueBTNyH
a KoMmnaHis
"3p0pos'a”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHnX
Martepianis:
3MiHK | TNy - 3MiHK, NOB'A3aHi 3
HeoOXigHICTIO NpMBeAEHHS Y BIANOBIAHICTb
[0 MoHorpadii JdY abo €Bponeicbkoi
hapmakonei, abo iHLOT HaLiOHa/TbHOT
thapmakoneil gepxasn €C (3MiHa y
cneuudikavisx, nos'a3aHa 3i 3MmiHamu B Y,
abo €Bponelicbkiin hapmakonei, abo iHLii
HaLujioHanbHIli hapmakonei gepxasu €C);
CYNyTHSA 3MiHa: 3MiHa Yy MeToAax
BUNPOGYBaHHA [OMNOMDKHOI PEYOBUHN
(He3HauHi 3MiHV Y 3aTBEPKEHNX METoAax
BMNpobyBaHb)

6e3 peyenma
-Ne 1; 3a
peyenmom -
Ne 2, Ne 3, Ne
7

UA/3938/01/03

176.

LENb T

Tabnetku, no 50
Tab61eToK Y KOHTElHepI
noninponiszieHoBoMmy, no
1 KOHTelHepy y KopoobLi
3 KapTOHY

Bionoriwe
Xainbmittens
Xeenb M6X

HimeuunHa

Bionoriwe
Xannbmitrens
Xeenb M6X

HimeuunHa

BHECEHHS 3MiH 10 peecTpavLiiHnx
marepianis: 3mMiHu || Tny - 3MiHM Wo[0
6e3nekun/ethekTUBHOCTI Ta hapMakoHarnsay.
BHeceHHs abo 3miHa(u) A0 3060B'A3aHb Ta
YMOB BMaui PeECTpaLiiHOro NocBigyeHHs,
BK/ItoHatoun MnaH ynpaeniHHSA pu3nkamm
(3acTocyBaHHA 3MiH(M), Aki(a) BUMaratoTb(€)
nofasibLLIoro 06rpyHTYBaHHA HOBUMU
[0[aTKOBVM JaHUMMU, L0 MaloTb HagaBaTucs
KOMMETEHTHUM OpraHoM, OCKi/TbKM
BMMaraeTbCs CyTTEBA OLjiHKa KOMNETEHTHUM
opraHoMm) (BukoHaHHS1 3060B's3aHb
BiANOBIAHO A0 MiANYHKTY 2.3 NyHKTY 2
popatky 15 po NMopsaky npoBefeHH:A
eKCnepTusmn peecTpauiiiHix maTtepiasis Ha
nikapcbki 3acobu, Lo NoAaTbCsA Ha
LepXaBHy peecTpauito (nepepeecTpauiio), a
TaKOX eKCnepTn3n Matepianis MPO BHECEHHS
3MiH [0 peecTpauiiiHux maTepianis NPoTArom
Aii peecTpauiiHoro Noceig4eHHs,
3aTBepaKeHoro Hakazom MO3 Big,
26.08.2005 Ne 426 (y pegakuii Hakazy MO3
Bia 23.07.2015 Ne 460)

6e3 peyenma

UA/0020/02/01

177.

LE®PTPUAKCOH

MOPOLLOK A1 PO3UUHY
ans iv'ekuii no 1,0r; 1,
abo 5, abo 50 chnakoHiB
3 MOPOLLKOM Y navuj 3
KapToHy; 1 donakoH 3

MpusatHe
akujioHepHe
TOBapUCTBO

"NekxiM-Xapkis"

YkpaiHa

MNpuBatHe
aKujioHepHe
TOBapuUCTBO

"NlekxiM-Xapkis",
YKpaiHa,

YkpaiHa

BHECEHHS 3MiH 1O peecTpaLiiiHnX
marepianis: 3minu Il Tuny - 3MiHU 3 SKOCTI.
[oToBWMIA Nikapcbknii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHWi 3aci6 (iHLWi
3MiHW) - BBE[JEHHSI &/IbTEPHATVBHOI YNaKOBKK

3a peyenmom

UA/13240/01/01
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[TponmoBxeHHs mojaTka 3

Ne Ha3ssa nikapcbko20 dopma sunycky 3assHuUK KpaiHa Bupo6Huk KpaiHna PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo
ynakoska) 20
nocsioYeHHs
nopoLukom Ta 1 amnyna (nakyBaHHs i3 rOTOBOrO JIiKAPCbKOro 3aco6y 3 BifnoBigHNMM
3 PO34YUHHUKOM dopmm in bulk 3MiHaMK y p. «YNnakoBka» Ta « TepMiH
(NigokaiH, po3unH ans hipmm- NPUAATHOCTI».
iH ekuid, 10 mr/mn, no BMpO6HMKa Qilu
3,5 mn) y 6nictepi; no 1 Pharmaceutical
6nicTepy y nauui 3 Co., Ltd, Kutain)
KapToHy; 1 chnakoH 3
nopoLukom Ta 1 amnyna
3 po3umHHKUKoM (Boga
ONs iH'ekuin, no 10 mn B
amnyni) y 6nictepi; no 1
6nicTepy y nauui 3
KapToHY
178. | uMKknoaon Tabnetku no 2 mr no 10 My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH [JO peecTpaLiliHnx 3a peyenmom UA/6549/01/01
TabneTok y 6nictepi, no akuioHepHe akuioHepHe mMartepianis:
4 6nictepu B navvj 3 TOBapuCTBO TOBapuCTBO 3MiHK | TUNY - 3MiHa y MeTogax
KapToHYy "HaykoBo- "HaykoBo- BUNPOOBYBaHHSA rOTOBOTO JliKapCbKOro 3acoby
BMPOBHNYMI BUPOBHNYMI (He3HauHa 3MiHa y 3aTBEPMKEHNX MEeToAax
LEeHTP LEeHTP BMMPOGYBaHHS); 3MiHK | TNy - 3MiHa
"BopLyariscbkuii "BopLyariscbkuii napameTpiB crneumdikauili Ta/abo
XimiKO- XiMiko- [OMNYCTUMUX MEX FOTOBOTO NiKapCbKoro
hapmaLeBTUYHWIA hapmaLeBTUYHN 3aco6y (iHLWi 3MiHN)
3aBog" 1 3aBog"
179. | uMKnoaon Tabn1eTky No 2 Mr in My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiHnx - UA/12350/01/01
bulk: no 1 kr TabneTok y akuioHepHe akuioHepHe mMartepianis:
noABiiHNX TOBapUCTBO TOBapUCTBO 3MiHW | TUny - 3mMiHa y MeTogax
NnosieTUIeHOBNX "HaykoBo- "HaykoBo- BMNPOOBYBaHHS rOTOBOTO JTiKapCbKOro 3acoby
nakeTax BUPOGHNUNIA BUPOGHNUNIA (He3HauHa 3MiHa y 3aTBEPMKEHNX METOAAX
LEeHTp LeHTp BMMPOOBYBaHHSA); 3MiHK | TUNY - 3MiHa
"BopLuariBcbkuii "BopLuariBcbkuin napameTpiB cneumdikauiii Ta/abo
XiMiKO- XiMiKO- [0NyCTUMUX MEX rOTOBOTO NiKapCbKOro
thapmMaLeBTUYHWI hapmaLleBTUYHN 3aco6y (iHLWi 3MiHK)
3asog" 1 3aBog”
180. | uMKknoaon Tabnetkn no 5 mr no 10 My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 1O peecTpaLiiiHnX 3a peyenmom UA/6549/01/02
Tabnetok y 6nictepi, no akuioHepHe akuioHepHe maTtepianis:
4 6nicTepu B nauuj 3 TOBapucTBO TOBapUCTBO 3MiHM | TRy - 3MiHa y MeTogax
KapToHy "HaykoBo- "HaykoBo- BUNPOOBYBaHHSA rOTOBOTO J1iKapCbKOro 3acoby
BMPOGHNYNIA BMPOGHNYNIA (He3Ha4Ha 3MiHa y 3aTBEPMKEHNX MEeTOAax
LeHTp LeHTp BMMPOGYBaHHS); 3MiHU | TNy - 3MiHa
"BopLyariscbkuii "BopLyariBcbkuii napameTpiB crneumdikauili Ta/abo
XimikO- XimiKo- [ONYCTUMUX MEX FrOTOBOTO NiKapCbKoro
hapmaLeBTUYHWI hapmaLeBTUYHN 3aco06y (iHWi 3MiHN)
3aBog" 1 3aBog”
181. | UMNPO®NOKCALUH | Tabnetku, BKpUTI MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiHnx 3a peyenmom UA/4095/01/01
-AAPHNLA 060/10HKO10, Mo 500 mr "®apmaueBTnyHa "GapmaueBTNYH Marepianis:
no 10 tabnetok y ipma "OapHuus” a hipma 3MiHK | TUNy - 3MiHa HalimeHyBaHHsi Ta/abo
KOHTYPHIli YapyHKOBIi "fapHuus” agpecu MicusA NPoOBaXEHHS AiS/IbHOCTI

ynakoBLj; no 1
KOHTYPHIli YapyHKOBIi
yNakoBLi B NauyLli

BMPOGHMKa (BK/1HOYAK0UM, 38 HEOOXIAHOCTI,
MicLLe NMPOBEeAEHHS KOHTPOSIHO AKOCTI), a60
B/1acHUKa macTep-thavina Ha APl abo
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[TponmoBxeHHs mojaTka 3

Ne
n/n

Hasga nikapcbKo20

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs

noctadasibHrka A®l/BuxigHoro
mMatepiany/peareHTy/npoOMiKXHOTO NPOAYKTY,
LLIO 3aCTOCOBYIOTbCS Y BUPOOHNLTBI API
(AKLLIO 3a3HA4YeHO y JOCbE Ha NikapcbKuii
3acib) 3a BiACYTHOCTI cepTudikaTa
BiANOBIAHOCTI €Bponeiichbkilii hapmakonei y
3aTBepAKeHOMY A0CbE, ab0 BUPOGHUKA
HOBOI JONOMIXXHOI PEYOBUHU (SIKLLO
3a3Ha4YeHO y A0ChE) - 3MiHa agpecu
BMPOGHMKa LynpoduiokcaumHy
rigpoxnopuay, 6e3 3amiHn Micusi BUpobHULTBA

182.

LUTIMAKC-
OAPHULA

pPO34rH Ans iH'exuin, 250
mr/mn no 2 mn (500 mr)
a6o no 4 mn (1000 mr) B
amnyni; no 3 abo no 5
amny”n y KOHTYPHIi
YapyHKOBIli ynakoBLji, No
1 KOHTYPHI YapyHKOBIV
ynakoBLi B nayui; no 5
amnyn y KOHTYPHii
YapyHKOBIli ynakoBLyji, No
2 KOHTYpPHi YapyHKOBI
yNakoBKW B nauli

MpAT
"®apmaueBTnyHa
ipma "JapHuus”

YkpaiHa

MpAT
"GapmaueBTNyH
a thipma
"fapHuus”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHnX
Martepianis:
3MiHuM | TUNY - 3MiHa NnapameTpis
crneungikauii Ta/abo 4ONyCTUMUX MEX
rOTOBOrO NiKapCbKOro 3acoby; cynyTHs 3miHa:
3MiHa y MeTogax BUNpobyBaHHSA roToBOro
nikapcbKoro 3acoby; 3miHu | Tuny - 3miHa y
meTofax BUNpo6yBaHHS rOTOBOrO
niKkapcbkoro 3acoby (iHLWi 3MiHK y MeTogax
BMNpoOyBaHb (BK/IHOHAKOUM 3aMiHy abo
[LOMOBHEHHSA)); 3MiHU | TUNY - 3MiHa Y
mMeTtogax BunpobysaHHa APl abo BMXiAHOTO
marepiaay/npomikHOro NPoAayKTy/peareHTy,
LLIO BUKOPUCTOBYETLCA Y MPOLIECI
BMpOo6HULTBA ADI (iHLWI 3MiHK Yy MeToAax
BMNPOGYBaHHSA (BK/tOYatoumn 3amiHy abo
[onoBHeHHs1) APl abo BMXigHOro/MPOMiXHOro
NpoAyKTY); 3MiHK | TNy - 3MiHa y
napameTpax cneuudikauiii Ta/abo
[OMYyCTUMUX MEX, BUSHAYEHNX Y
cneundikauisx Ha Ad®l, abo
BUXiAHWA/NPOMDKHWIA NpOAYKT/peareHT, Wwo
BMKOPWUCTOBYIOTLCA Y NMPOLIECi BUPOGHMLTBA
A®PI (iHLWi 3MiHK); 3MiHK | TUNY - 3MiHa Y
MeToaax BunpobysaHHA APl abo BrXigHOrO
mMartepiay/npoMikHOro NpoayKTy/peareHTy,
LLIO BUKOPWUCTOBYETLCS Y MPOLIECI
BMpo6HMLUTBa ADI (iHLWIi 3MiHW y MeTogax
BUNPOOYBaHHA (BKOYAKOUM 3aMiHy abo
[0onoBHeHHS) APl abo BUXiAHOrO/MPOMIKHOIO
NPOAYKTY); CYyNyTHS 3MiHa: 3MiHa Y
napameTpax crneumdikauiii Ta/abo
[ONYyCTUMUX MEX, BU3HAYEHNX Y
cneyudikalisx Ha AdPl, abo
BVXiAHWA/NPOMDKHWIA NpoAYKT/peareHT, wo
BMKOPWUCTOBYIOTLCA Y NPOLECi BUPOGHMLTBA
A®I; 3miHu |l TUNY - BBEAEHHSA HOBOI
BMPOGHWYOI AiNbHNL Bif 3aTBEPAXEHOTO

BMPOGHMKa API Ha 3aMiHy 3aTBEep/KEHIi

3a peyenmom

UA/13737/01/01
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[TponmoBxeHHs mojaTka 3

Ne
n/n

Hassa sikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa Ymosu Homep
Bionycky peecmpayitiHo
20
nocsioYeHHs1

OiNbHUL 3 HaAAHHAM MacTep-chaiiny Ha AdI
LMTOKONIHY HaTpilo. BBeAE€HHA 3MiH
npoTArom 6-Tm micsauis nicna
3aTBEpPKEHHS

HavyanbHuK YnpaBniHHA (papmaueBTUYHOIT

AIANBLHOCTI Ta AKOCTI papmayeBTUYHOT NPOAYKLUiT

T.M. IacKoBCbKUM
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