MIHICTEPCTBO OXOPOHMU 3[,0POB’Al YKPAIHU
HAKA3

KuiB

22 yepBHSA 2022 poKy N2 1081

Mpo paep)kaBHY peecTpauilo NiKapcbKUX 3acobiB, AKi 3aKynoBylOTbCA 0C06010,
YNOBHOBA)E€HOI Ha 3AiliCHEHHA 3aKyniBeab Yy cdepi OXOpoHM 3A0poB’A, abo
niansaraloTb 3aKyniBi cnewianisoBaHOO OopraHisati€ro

BignoBigHo g0 cratri 9 3akoHy YkpaiHu «[Ipo mikapceKi 3acobu»,
nyHKTy 5, 7, Ta 9 Ilopsaky pepkaBHOI peectpalii (mepepeecTpariii) TiKapCbKUX
3aco0iB, 3aTBep/pPKeHOro mocTaHoBoW Kabinety MiHicTpiB YKpainu Bif 26 TpaBHs
2005 poky Ne 376 «IIpo 3arBepgykeHHs IlopsigKy [epskaBHOI peecTpariil
(mepepeecTpaiiii) miKapcbKux 3acobiB i po3MipiB 360py 3a iX Jiep>KaBHY peecTpailito
(mepepeecTpaiiito)», ab3aly ABaALSTb CbOMOTO MiANMYHKTY 12 myHKTY 4 ITomo)keHHs
npo MiHICTePCTBO OXOpPOHM 3[0pOB’S YKpaiHW, 3aTBepKeHOro I10CTaHOBO
Kabinery MinicTpiB Ykpainu Big 25 6Gepe3nst 2015 poky Ne 267 (B pepaxiiii
roctadoBu Kabinety MinicTpiB Ykpainm Big 24 ciuas 2020 poky Ne 90), myHKTY 4
po3aity 1 Tlopsigky mnpoBefeHHs TiepeBipKM peeCTpalliiHUX MarepialiB Ha ix
aBTEHTUUHICTh Ha JIiKapChbKWH 3acib, sSIKWW TIOJA€TbCsS Ha [ep)KaBHY peecTpallito 3
METOI0 MOTO0 3aKyTiB/i 0c060r0, YIIOBHOBa)KEHOIO Ha 3/iliCHEeHHS 3aKyTliBesb Y cdepi
OXODOHM 37I0pOB's, abo crieljiasi30BaHOID OpraHisaili€lo, 3aTBep[)KeHOr0 HaKa3oM
MiHicTepcTBa OXOpOHM 3[40pOB's YKpaiHu Bifg 15 uepBHsi 2020 poky Ne 1391,
3apeecTpoBaHoro B MiHictepctBi roctunii  Ykpainu 14 munHa 2020 poky 3a
Ne 659/34942, nHa mifcTaBi pe3y/bTaTiB TEPEBIPKM peeCcTpaLiiiHUX MaTepiaslis,
JoJlaHuX [0 3asBU TIPO JIep>KaBHY peecTpaLiitfo JiKapcbkoro 3acoly, sKui
3aKyIMOBYETbCSI 0C00010, YIMOBHOBa)XEHOIO Ha 37iliCHEeHHs 3aKyIiBenb y cdepi
OXOPOHHU 37I0pOB’sl, abo Tiijjsgrae 3akyImliBai —Crielfia/li3oBaHOI0 OpraHi3alli€ro,
rnpoBefieHOl  /lep>KaBHUM — MIiANIPUEMCTBOM — «/lep>KaBHUM ~ €KCIePTHUW  L[eHTP
MiHicTepcTBa OXOpPOHM 3[10POB’sl YKpaiHW», BUCHOBKIB 3a pe3y/ibTaTaMU MepeBipKU
peecTparLliiHiX MaTepiasiB Ha X aBTeHTHUHICTb Ha JTIKaPChbKUM 3aci0, TKUM T0/Ja€ThCS
Ha Jlep>KaBHY DeECTpaliifo 3 MeTOH MOro 3aKkylliB/i 0C000, YIOBHOBa)KEHOIO Ha
3AilicHeHHs 3aKyriBeqb y cdepi OXOpOHM 370poB's, abo crieifiasi30BaHO0
opraHi3arjieto, [IporokonbpHOro pittieHHs 3aciganHs Ne 3 IMoctitiHoi poboyoi rpymu 3
po3r/sifly TpoO/IeMHUX TIMTaHb JIep>KaBHOI peecTpariili JiKapchbKuxX 3acobiB Bim 27
TpaBHs 2025 poky



HAKA3YIO:

1. 3apeecTpyBatM Ta BHecTM A0 [leprKaBHOro PeEECTpy JliKapCbKUX 3acobiB
YKpaiHM JniKapcbKi 3acobu, sKi  3aKynoBYHOTbCS OCOOOH, YMNOBHOBAXKEHOK Ha
3[iAICHEHHS 3aKyniBesb Yy chepi OXOpoHM 340POB’, 3rigHO 3 nepenikom (goaaTtok 1).

2. BigMOBWUTU B AepXKaBHilM peecTpalii Ta BHECEHHI A0 [lep)KaBHOro peectpy
NiKapcbKMx 3acobiB  YKpaiHM  JlikapcbKi  3acobu, SKi nigngraioTb  3aKyniBAi
cnewianizoBaHO opraHisaLii€to, 3rigHo 3 nepenikom (Jo04aTok 2).

3. KOHTpO/b 32 BUKOHAHHSAM LbOro Haka3sy 3aauLiato 3a coboto.

MepLwmit 3acTynHUK MiHictpa OnekcaHap KOMAPIOA



MNEPENIK

Aopatok 1
A0 HaKa3sy MiHicTepcTBa OXOpPOHM
3p0poB’s YKpaiHu «[po aepxasHy
peecTpauito NikapcbKUX 3acobiB, AKi
3aKYNOBYIOTbCA 0CO6010, YNTOBHOBAXXEHOH
Ha 3Ai1ICHEeHHsA 3aKyniBenb y chepi
OXOpPOHM 34,0pOB’, a6o nigaaraoTb
3aKyniBAi cnewjianizoBaHolO opraHisaieto»
Big, 22 yepBHsa 2022 poky N2 1081

3APEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIONIOTIYHUX MPEMAPATIB),
AKI BHOCATbCA A0 AEPYXABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU 3 METOIO 1X 3AKYIIBJ1I OCOBOIO,

YMNOBHOBAXEHOIO HA 31MCHEHHA 3AKYNIBEJ1b Y COEPI OXOPOHU 3[10POB'A

nonepegHL0
HamnoBHEHOMY LUNpuL,
no 4 nonepefHsLO
HanoOBHEHUX LUMNPWLB B
KapTOHHI Kopo6Lyi

HimeuuunHa;
KOHTPO/Ib/BUNPOBYBaHHS cepii:
€spochiHc PACT 'M6X,
HimeuunHa;
nakyBaHHs,
KOHTPO/1b/BUNPOBYBaHHSA cepil:
IAT Bionorika, HimeuyunHa,;
KOHTPO/Ib/BUNPOBYBaHHSA cepii:
ek ®apmaLieBTMYHA KOMMaHis
4. A., nigpo3sain BupobHuutea
Menrew, CrioBeHis;
KOHTPO/1b/BUNPOBYBaHHSA cepil:
HosaprTic ®apma Ar’,
LBeiiuapis;
BMpo6HUUTBO in bulk,
nakyBaHHs,
KOHTPO/Ib/BUNPOBYBaHHSA cepii:
HoBaprTic ®apma LTaiiH AT,
Llseiuapis;
KOHTPO/Ib/BUNPOBYBaHHS cepii:
CaHpo3 'm6X - BupobHuua
AinbHUUA BioTexHoorivHi

Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa Ymosu PeknamysaHH Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, npoyeoypa Bionycky A peecmpayjiliHo2o
3acoby yrnakoska) nocsioYeHHs1
1. ERELZI® | PO34MH ANA iH'eKuiid, 25 CaHnpo3 ABCTpIsA KOHTPO/b/BUNPOBYBaHHSA cepii: Himeuunna/ peecTpauis 4o 3a He nionsizae UA/19179/01/01
EPEN3I mr/0,5 mn (25 mr) a6o 50 6X EieHgEm CtabTecT Jlabop dhrop CnoseHisi/ 01 kBiTHA 2023 peyenmom
mr/1 mn (50 mr), no 0,5 AHaNITUK yHA LLieiiuapisi/ poKy
M1 260 1Mn po3UnHy y CrabiniteTnptodyHr MNM6X, ABCTpist




Ne Hassa dopma sunycky 3assHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu PexknamysaHH Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, npoyedypa Bionycky A peecmpayjitiHo2o
3acoby YMakoBKa) nocsio4YeHHs1
Nikapceki CybcTaHuii KyHanb
(BT NCK), AscTpis;

BWNYCK Cepii, BUPOGHMLTBO in
bulk, nakyBaHHs,

KOHTPO/1b/BUNPOBYBaHHSA cepil:

CaHpfo3 'm6X- BupobHuya
AinbHWUSA AcenTuyHi Jlikapcbki
3aco6u WadTeHay (AcenTuyHi

N3LW), AscTpis

B.o. NeHepanibHOro gupeKropa

AunpekToparty hapmayeBTUYHOro 3a6e3neyvyeHHs

IBaH SAABOPHUX




ITEPEJIIK
JNIKAPCbKUX 3ACOBIB (MEOUYHUX IMYHOBIONIOTYHUX MPEMAPATIB),
AKUM BIAMOBJIEHO B IEPXXABHIN PEECTPALITI TA BHECEHHI 1O AEPYXABHOIO PEECTPY JIIKAPCbKUX 3ACOEIB YKPAIHU 3
METOIO X 3AKYNIBJII CMELLIA/TII3OBAHOIO OPIAHI3ALLIEIO

JAopartok 2
A0 Haka3sy MiHictepcTBa 0OXOpoHU
370poB’s YKpaiHu «[po aepKasHy
peecTpauito NikapcbKUX 3acobiB, AKi
3aKYNOBYHTbCA 0CO6010,
YNOBHOBA)KEHOIO Ha 34 ICHEHHSA
3aKyniBesb y chepi OXopoHu
30poB’s, abo nigaaraloTb
3aKynieni cneujianisoBaHoo

opraHisauiero»

BiA 22 yepeHsa 2022 poky N2 1081

Ne n/n | Ha3sa slikapcbko20 | ®Popma surnycky (/ikapcbka popma, 3assHuUK Kpaina Bupo6Huk Kpaina Peecmpayi Ymosu Pexnam Homep
3acoby ynakoska) liHa BiOnycKy | yBaHHs peecmpayiliHo2o
npoyeoypa nocBi04Y€eHHs1
2. BAHTO /| VANTO TabneTkv, BKpUTi 060/TOHKOIO, TOB MKOBE Monbwa CkalibioTek IHAis peecTpauis 3a He UA/19136/01/01
KMLLKOBOPO34MHHI no 500 mr, no 10 FNOBAN NaiichcaeHcuns TMBT. 0o 01 kBiTHA | peyenmom nionsea
Tabnetok B 6aictepi, no 10 6nictepiB y nra. 2023 poky €
KapTOHHIli Kopoobui
3. BIFAr10B6 500 / Tabs1eTkv, BKpUTI NNiBKOBOO TOB MNMKOBE Monbwa FNOBENA ®APMA IHais peecTpauis 3a He UA/19185/01/01
VIGAGLOB 500 060/10HKO10, No 500 mr, no 10 FNOBAN MBT. NTA,. 0o 01 kBiTHA | peyenmom nionsea
TabneTtok B 6aictepi, no 10 6nictepiB y 2023 poky €
KapTOHHIli KopoobLi
4. CIKOLETAM | PO34KH opanbHWiA, 100 mr/mn; no 120 TOB IMOBE Monbla Mapkipn ermnet peecTpauis 3a He UA/19135/01/01
SYCOCETAM My chnakoHi; no 1 donakoHy y TNMOBAN dapmacbtoTikan 0o 01 kBiTHA | peyenmom nionsea
KapTOHHIli Kopoobui IHpacTpi3 2023 poky €

B.o. l'eHepanbHOro gupekropa
AnpekToparty (papmaLeBTUHHOro 3a6e3neyeHHs

IBaH SAABOPHUX
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