MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

12 ciuns 2023 poky Ne 61

IIpo eKcTpeHy [ep)XaBHy peecTpamii0 JKAapCbKHX 3aco0iB, MeJUYHHX
iMmyHoOio/TOTiUHMX mNpenapariB, mpenapariB KpoBi, 1[0 BHPOO/IAKTHCA ado
MOCTAYalThCA B YKpaiHy MNpPOTAroM mepiogy [Aii BOEHHOr0 CTaHy, Iifj
3000B’A3aHHA

BignosigHo mo cratri 9 3akoHy Ykpainu «IIpo mikapchbki 3acobu», ab3ary
[IBaALATE CbOMOTO MiANYHKTY 12 nyHKTYy 4 ITosokeHHs 1po MiHICTepPCTBO 0XOPOHU
3/I0pOB’sl YKpaiHu, 3aTBep/pkeHoro mnocraHoBoro KabiHety MiHicTpiB Ykpainu Bij
25 6epesnst 2015 poky Ne 267 (B pepaxiiii moctaHoBu Kabinety MiHicTpiB Ykpainu
Biz 24 ciuns 2020 poky Ne 90), nyHkTy 3 ITopsifKy eKCTpeHOi AeprkaBHOI peecTpallii
nMiKapchbKUX 3acob6iB, MeJUUHUX iMyHOOiO/OTiYHMX IIperapariB, IperapartiB KpOBi,
1110 BUPOOJITIOTECST ab0 MOCTauaroThCsl B YKpaiHy TPOTSATOM I1epiofy il BOEHHOTO
cTaHy, 1M 3000B’s3aHHS, 3aTBEepP/PKEHOr0 TI0CTaHOBOIO Kabinety MiHicTpiB
Ykpainu Big 15 kBiTHA 2022 poky Ne 471, Ha mifcTaBi pe3y/bTaTiB IepeBipKU
peecTpaLiiiHuX MaTepiasiB JIiKapchbKUX 3acobiB, 1110 TI0/jaHi Ha €KCTPeHy [iep’KaBHY
peecTpalito, MPOBEIeHUX [epP>KaBHUM MiJNPUEMCTBOM «[lep>KaBHUM eKCIIepTHUU
LleHTp MiHicTepcTBa OXOPOHM 3[0pOB’d YKpaiHW», BHUCHOBKIB 3a pe3y/jbTaTaMU
TepeBipKM  JIOKYMEHTiB Ha JHiKapCchKuW 3acib, MeauuHui iMyHOOiosoTiuHui
riperniapar, mnperapaT KpOBi, MOJaHWM Ha €KCTpPeHy Jiep)KaBHY peectpauito, Bifg 02
muctonazia 2022 poky, 30 rpygHa 2022 poky Ta peKOMmeHJalliki /10 eKCTpeHOI
Jlep>KaBHOI peecTpaiiii abo BiIMOBHU y TaKiH,

HAKA3Y1O:

1. 3apeecTpyBaTtd Ta BHeCTH [0 [lep)KaBHOrO PeECTpPy J/iKapChbKUX 3acobiB
YKpaiHu JikKapchki 3acobu, MeauuHi iMyHoOionoriuHi mipernapary, rpernapaTv KpoBi
3riiHO 3 JoAAaTKOM 1.

2. BiZMOBUTH y eKCTpeHiM Jiep>KaBHiM peecTparlii Ta BHeCeHHi 10 [lep>KaBHOTO
peecTpy  JiKapcbkuxX —3acobiB  YKpaiHM  JTiKapchbKUX ~ 3aco0iB, MeAMUHUX
iMyHOOio/iOriuHMX TIperapaTiB, MperapariB KPOBi 3rifIHO 3 ZI0JaTKOM 2.
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3. dapmarieBTUUHOMY yTipaB/iHHIO (IBaH 3a/IBOPHUX) 3abe3neunTu
OTIPU/TFOJJHEHHSI 1[bOTO Haka3dy Ha odiiiiHoMy BeOcaiiti MiHicTepcTBa 0XOpOHU
310pOB’S1 YKpaiHU.

4. KOHTpPOJIb 32 BUKOHAHHAM LIbOT'O HaKa3y MOKJIACTU Ha IepILlIoro 3acTyIHUKa
Minictpa Osnekcanzapa Komapizy.

MiHnicTp BikTop JIAIIIKO



MEPENIK

Joaarok 1

A0 Haka3y MiHicTepcTBa 0XOpoHU

310poB’s YKpaiHu «IIpo eKcTpeHy jepKaBHY
peecTpanil JiKapcbKUX 3ac00iB, MeJUUHUX
iMyHoGio/IoriuHKX NMpemnaparis, npenaparis
KPOBI, 1[0 BUP00/IAIOTHCA a0 MOCTAYaAITHCS
B YKpaiHy NIpoTsrom nepioay Aii BoeHHOro
CTaHy, mijJ 30008’ AI3aHH»

Big 12 ciung 2023 poky Ne 61

3APEECTPOBAHUX 3A NPOLEAYPOK EKCTPEHOI AEPXXABHOI PEECTPALYI NIKAPCbKNX 3ACOBIB, MEOUYHNX
IMYHOBIONOIN4YHNX NMPENAPATIB, NMPEMAPATIB KPOBI, AKI BHOCATbLCA A0 AEPXXABHOIO PEECTPY
NIKAPCbKUX 3ACOBIB YKPAIHU

Ne Ha3sBsa nikapcbko20 ®dopma surnycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA npoyeoypa BionycKy aHHs peecmpayjitiHo2o
yrnakoska) nocsi0O4YeHHs
1. DA3ATVHIB TabneTkn, BKpUTI 3eHTiBa HimeuunHa BMPOGHMLTBO, NEPBMHHE Ta Icnanis/ peecTpauis Ha 1 3a He UA/19871/01/01
3EHTIBA 50 MI' NNiBKOBOKO dapma M'm6X BTOPVHHE NakKyBaHHS, XiMiko- Yecbka pik peuyenmom nionsieae
TABNETKWN, BKPUTI 060M10HKO10, no 10 hi3nyHI TecTyBaHHS, BignoBigae Pecny6nika/
NnIBKOBOKO Tabs1eToK, BKpUTUX 3a BUNyCK cepil: Bonrapis/
OBOJIOHKOK NNiBKOBOIO 060/10HKOI CIHTOH XICMNAHIA, C.N., Higepnangu/
y 6nictepi, no 6 Icnanis; Himeuunna
6nicTepiB y KAPTOHHIl XiMIKO-(Pi3UYHe TecTyBaHHs:
KopobLi pa3om 3 KBIHTA-AHANITUKA c.p.o.,
iHCTpYyKLieto ans Yecbka Pecny6rika;
MeAnYHOro nepBUHHE Ta BTOPUHHE
3aCTOCyBaHHSA nakyBaHHs:
[xi | dapmacbioTikanc N1t4,.,
Bonrapis;
BignoBigae 3a BMNycK cepil:
CinTtoH BB, Higepnanaw;
BTOPWHHE MaKyBaHHS:
Mpectmx MpomoywH Cnyx6a
36yTy Ta peknamu F'm6X,
HimeyuunHa;
BTOPWHHE MaKyBaHHS:
MCK-dapmanogpxmctunk MmoX,
HimeyunHa
2. OA3ATUHIB TabneTku, BKPUTI 3eHTiBa HimeuunHa BUPOBHMLTBO, NEPBUHHE Ta Icnanis/ peecTpavuis Ha 1 3a He UA/19871/01/02
3EHTIBA 70 MI' nAiBKOBOO dapma M'm6X BTOPUHHE MaKyBaHHS, XiMiko- Yecbka piK peyenmom nionsizae
TABNETKW, BKPUTI 060/10HKOI0, N0 10 (hi3nyHI TecTyBaHHS, BiANoBigae Pecny6nika/
nn1iBKOBOKO TabneTok, BKPUTUX 3a BMNYCK cepil: Bonrapisi/
OBOJIOHKOO NAiBKOBOIO 060I0HKOIO CIHTOH XICNAHIA, C.N., Higepnangn/
y 6nicTepi, no 6 IcnaHis; HimeuunHa
6nicTepiB y KAPTOHHIl XiMiKO-pi3nyHe TecTyBaHHs:
Kopob6ui pa3om 3 KBIHTA-AHANITUKA c.p.o.,
IHCTpYKLieto ans Yecbka Pecny6bnika;
MeANYHOro nepBuHHE Ta BTOPUHHE
3aCTOCyBaHHSA naxkyBaHHs:
[xi | dapmacbtoTikasic Jta.,
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dapmMaleBTUYHOr0 ynpas/IiHHSA

Ne Hassa nikapcbko2o dopma sunycky 3assHuK KpaiHa Bupo6HuUKk Kpaina PeecmpayjitiHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyeodypa BionyckKy aHHs1 peecmpayitiHo2o
YMaKkoBKa) nocBi04YeHHs1
Bonrapisi;
BiANOBIAAE 3a BUMYCK Cepii:
CiHToH BB, HigepnaHau;
BTOPWHHE MaKyBaHHS:
MpecTtnx MNMpomoywH Cnyxba
36yTy Ta peknamut F'm6X,
HimeuunHa;
BTOPVHHE MaKyBaHHS:
MCK-®apmanompxnctmk Mroéx,
HimeuynHa
3. MAPALIETAMON Tabnetku, no 2 Biodhapm J1Tg, Monbwa BMPOGHULITBO NiKapCbKOro Monbwa peecTpauis Ha 1 3a He UA/19872/01/01
BIO®PAPM Tabnetku y 6nicrepi, 3acoby, BUMYyCK cepii: pik peuyenmom niosnsieae
(PARACETAMOL no 1 6nictepy y Biodhapm /114, MonbLya,;
BIOFARM) KapTOHHI ynakoBL; AiNbHULSA 415 MIKpO6iooriyHoro
no 6 Tabnetok y KOHTpONIO:
6nicTepi, no 1 diTodhapm Kneka Cnornka
6nicTepy y KapTOHHIi AxuiiHa, Monbwa
ynakosLi; no 10
Tabnetok y 6nictepi,
no1l,2,3a6o5
6nicTepiB y KAPTOHHIl
yMaKkoBLi
HauanbHUK

IBan 3AZIBOPHUX




NMEPENIK

Joaarox 2

J0 Haka3y MiHicTepcTBa 0X0poHH

30poB’sl YKpaiHu «IIpo ekcTpeHy /iep)KaBHY
peecTpanii JiKapcbKUX 3ac00iB, MeJUUHUX
iMyHoOGio/T0riuHNX Npenaparis, npenaparis
KPOBIi, 1110 BUPOO/IAITHCSA af0 MOCTAYaAITHCA
B YKpaiHy IpoTsroM nepioay Aii BoeHHOro
cTaHy, mij 30008’ I3aHHD»

Big 12 ciuns 2023 poky Ne 61

NIKAPCBKNX 3ACOBIB, MEAVUYHUX IMYHOBIONOIYHIX MPEMAPATIB, MPENAPATIB KPOBI, IKUM BIAMOB/IEHO
Y AEP)XABHIi PEECTPALYi 3A NPOLIEAYPOIO EKCTPEHOI IEPXXABHOI PEECTPALIIi TA BHECEHHI 10
JEP)XABHOIO PEECTPY NIKAPCbHKUX 3ACOBIB YKPAIHU

dapmMalieBTUYHOr0 yNpaB/IiHHS

Ne Hassa ®opma sunycky (nikapcbka 3assHuUK KpaiHa Bupo6Huk Kpaina Peecmpayi Ymosu Pekna Howmep
n/n JliKapcbKo20 c¢hopma, ynakoska) 3asiBHUKa BUPOGHUKa UHa BiOnycKy | mysaH | peecmpayiliHo20
3acoby npoyeoypa Hsl nocsi0o4YeHHs1
4, AMNENH® cnpeli HaszanbHWUIA f030BaHUiA, 3,5 TOB HB® YkpaiHa TOB HB® «MIKPOXIM>» YkpaiHa peecTpavuis 3a He UA/19751/01/01
mr/gosa, no 0,8 mn (8 gos), no 2,4 «MIKPOXIM» Ha 1 pik peyenmom | niosseae
M (24 posun) a6o no 3,6 mn (36 fo3)
y donakoHi 6iHapHoMy, Mo 1 chnakoHy
6iHapHOMY y nakeTax 3 h0/IbroBaHol
nniBKM
5. FPACYCTEK PO34UH NS iH'EKLA 6 Mry MicTtpan AHrniA KOHTPO/b cepil: ABcTpisi/ peecTpauis 3a He UA/19873/01/01
nonepeaHL0 HaNOBHEHOMY LUMPULL Y Kenitan Bena/la63 M'm6X, ABCTpis; IHais/ Ha 1 pik peyenmowm  [idsnsieae
KapTOHHI KOopoo6Li MeHeKMeHT KOHTpOnb cepii: HimeuunHa
Nimiten NabopaTtopis
MiKPOGIONOrYHNX
pocnigpkeHs GmbH,
ABCTpIS;
BUPOBHULTBO rOTOBOI
nikapcbKoi hopmu,
nepBUHHA Ta BTOPUHHA
ynakoBKa, KOHTPO/Ib cepii:
KOCB lMpaiigeT flimiTes,
IHAjs;
BMNYCK cepil:
HOTa ®apma Mv6X,
HimeyunHa
HauvanbHuK

IBan 3AZIBOPHUX
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