MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

06 kBiTHa 2021 pOKY Ne 634

IIpo Aep>kaBHY peecTparlil0 (mepepeecTpaniio) JKapCbKHX 3aco0iB (MeJUUHHX
iMyHoOOio/ToriuHKX MpemnmapariB), fIKi 3aCTOCOBYIOTHCS /1A 3IMCHEHHA 3aX0/iB,
CIIPSIMOBAHMX Ha 3ano0iraHHs BHHUKHEHHIO Ta NMOIIMPEHHI0, JIOKATi3alio Ta
JiKBijanio kopoHaBipycHoi xBopoou (COVID-19)

BigmosigHo mo crarti 9 3akoHy Ykpainm «IIpo mikapceki 3acobu», 3akoHy
Ykpaiau Big 30 6epe3rs 2020 poky Ne 539-1X «IIpo BHeceHHsSI 3MiH [0 AeSIKHX
3aKOHIB YKpaiHu 11107i0 3abe3rneueHHs TiKyBaHHS KOpOHaBipycHoi xBopoou (COVID-
19)», nynkty 7 IlopsigKy pepskaBHOI peecTpauii (mepepeecTparii) JiKapCbKUX
3aco0iB, 3aTBep/KeHOro roctaHoBoo Kabinety MiHicTpiB Ykpainu Bif 26 TpaBHs
2005 poky Ne 376 «IIpo 3arBepmxenHs Ilopsigky JepykaBHOI peecTparil
(mepepeecTpaiiii) sikapcbkux 3acobiB i po3MipiB 300py 3a iX Ziep)kaBHY peecTpailito
(mepepeecTpallito)», ab3aly ABaALU[Tb CbOMOTO MiANyHKTY 12 nyHKTY 4 IlonoxKeHHs
rnpo MIiHICTePCTBO OXOPOHM 3[0POB’S YKpalHW, 3aTBepKeHOro I0CTaHOBO
Kabinery MinicTpiB Ykpainu Bim 25 Gepesns 2015 poky Ne 267 (B pemakiii
noctaHoBH Kabinety MinictpiB Ykpainu Bizg 24 ciuns 2020 poky Ne 90), Ha mizcraBi
pe3y/bTaTiB eKCIIePTU3U PeeCTpalliiHiX MaTrepiaiiB TiKapCchKUX 3aco0iB (MeauUHMX
iMyHoOionoriuHMX  TpemapartiB), 10 TOJaHi Ha /Jep)XaBHY  PpeeCTparlifo
(mepepeecTtpauito), TmpoBefeHOl /lep)kaBHUM — MiANIpUEMCTBOM  «/leprkaBHUM
eKCepTHUM LeHTp MiHicTepcTBa OXOPOHU 3[0POB’ST YKpaiHW», BUCHOBKIB IOZO
edeKTUBHOCTi, 6e3MmeyHoCTi Ta SKOCTi, I[0JJ0 eKCTIePTHOI OLIIHKHU CIIiBBiHOIIIEHHS
KOPUCTL/PU3MK JIIKAapChKUX 3aco0iB, 1[0 TIPOTIOHYIOTHCSA [0 JIep’KaBHOI peecTpailii,
repepeectpariii,

HAKA3YIO:

1. 3apeectpyBaTy Ta BHeCTH A0 [lep>KaBHOTO peECTPY JiKapChbKHX 3aco0iB
YKpaiHd TiKapchbKui 3acib, sAKWH 3aCTOCOBYETbCA [l 37AiHCHEHHS 3aXOJiB,
CTIPIMOBAHUX Ha 3armobiraHHs BHUHUKHEHHIO Ta IIOIIMPEHHIO, JIOKasli3alfifo Ta
miKBifa1iito KopoHaBipycHoi xBopobu (COVID-19), 3rigHo 3 nepemikom (ogaTok 1).
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2. TlepepeecTpyBaTy Ta BHeCTU 0 [lep)KaBHOTO peeCTpy JliKapCbKUX 3aco0iB
YKpaiHyd TiKapchbKui 3acib, sAKWUH 3aCTOCOBYETbCA [T 37iHCHEHHS 3aXO[iB,
CTIPDIMOBAHUX Ha 3armobiraHHs BUHUKHEHHIO Ta IIOIMIMPEHHIO, JIOKasli3alfilfo Ta
miKBifa1ito KopoHaBipycHoi xBopo6u (COVID-19), 3rigHo 3 nepemikoM (ogaTok 2).

3. KOHTpO/ib 3a BHUKOHAHHSAM LbOTO Haka3dy IIOK/JIAaCTU Ha 3aCTyIHUKA
MiHicTpa 3 mUTaHb €BPOIEUCHKOI iHTerpauii IBamjeHka [.A.

MiHicTp Makcum CTEITAHOB



Aopatok 1

[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy
peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionoriyuHMX npenapariB), AKi
3aCTOCOBYIOTbLCA A1 34i/AiCHEHHSA
3axopfiB, CIPAMOBaHUX Ha 3ano6GiraHHA
BMHUKHEHHIO Ta MOLUUPEHHIO,
nokanisauito Ta nikeigauyito
KOpOHaBipycHoi xBopo6u (COVID-19)»
BiA 06 KBiTHA 2021 poky Ne 634

NMEPENIK
3APEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHUX IMYHOBIOJTIOMNYHUX MPENAPATIB), AKI BHOCATLCA A0
AEP)>XABHOI'O PEECTPY NIKAPCbKUX 3ACOBIB YKPAIHA

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
1. KOBIdny TabneTku, BKpUTI TOB "TNN YkpaiHa neHmapk IHAjs peecTpauis Ha 5 pokis 3a He UA/18699/01/01
NNiBKOBOK 060/10HKOIO, YKPAIHA" dapmacbloTnkans MepiognyHICTb NOAAHHA perynsipHo peyenmom niosnsieae
no 200 wmr, no 34 nra. OHOB/IIOBAHOIO 3BITY 3 6e3neku,
TabneTtkn y 6nictepi, no BiANOBIAHO A0 MNopsAaKy 34iCHEHHS
1 6nicTepy y KapTOHHii thapmMakoHarnagy, 3aTsepaxeHoro
Kopoo6Li Haka3om MiHicTepcTBa OXOPOHYU

340pO0B’A Ykpaiuu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii YkpaiHu 29 ciuns
2007 poky 3a Ne 73/13340 (y pegaxuii
Hakasy MiHicTepcTBa OXOPOHU
3710pOB'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), CTaHOBUTb: 3rigHO
3i CTpOKamMu, 3a3Ha4eHUMmn y
nepiognMYHOCTI NoAaHHSA perynsipHux
3BITIB 3 6e3neku.

FeHepanbHU AUpeKTop
AupekToparty hapmaueBTUUHOro 3a6e3neyeHHs OnekcaHgp KOMAPIOA




Aopatok 2

[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy
peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionoriyuHMX npenapariB), AKi
3aCTOCOBYIOTbLCA A1 34i/AiCHEHHSA
3axopfiB, CIPAMOBaHUX Ha 3ano6GiraHHA
BMHUKHEHHIO Ta MOLUUPEHHIO,
nokanisauito Ta nikeigauyito
KOpOHaBipycHoi xBopo6u (COVID-19)»
BiA 06 KBiTHA 2021 poky Ne 634

NMEPENIK
NMEPEPEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEAVNYHNX IMYHOBIONTOIN4YHX NPEMAPATIB), AKI
BHOCATbLCA A0 AEPXXABHOIO PEECTPY JIIKAPCbKNX 3ACOBIB YKPAIHA

Ne Hassa Popma sunycky 3assHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby yrnakoBskKa) nocsioYeHHs1
1. KNCEHb ras y 6asioHax [epxaBHe Ykpaina [epxaBHe YkpaiHa MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/15194/01/01
MEAWNYHUI cranesux, no 40 ny nignpueMcTBo nignpPUeEMCTBO OHOB/EHO iHghopmaLito B IHCTpyKLiT ans peyenmom nionseae
I'A30I'IO,CI,IBHVII7I 6asioHax CTasieBmX "HaykoBo- "HaykoBo- MEeAMYHOrO 3aCTOCYBaHHS NiKapCbKoro 3acoby y
BMPOGHUYUIA BMPOGHNYNIA po3gaini
KOMM1EeKc KOMMJ/IEKC "MokasaHHA", a TakoX B po3finax
rasotyp6obyp, rasotyp6o6yays "MpoTmnokasaHHA", "Cnocib 3acTocyBaHHA Ta
yBaHHSA aHHsA [o3un", «Mo6ivHi peakLii» BigNoBiAHO A0
"3ops"-"Mawun "3opsa"-"Mawunpo OHOB/IEHOT iHdhopMaLlil 3 6e3nekn 3acTocyBaHHs
poekT" eKkT" Ljit0Y0T PEYOBMHN.

MepiognyHiCTb NOAAHHSA PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBiaAHO [0
MopsigKy 34iicCHeHHs hapmakoHarnasay,
3aTBEpAXEHOro Haka3oM MiHicTepcTBa OXOPOHM
370pOB’A YKpaiuu Bif 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi tocTULT
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU 340POB'S
YKpainu Bif 26 BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3TiHO 3i CTPOKaMM, 3a3Ha4YEHUMU Y
nepioguMYHOCTi NoAaHHSA perynsipHuX 3siTiB 3
6esneku.

FeHepanbHUN AUpeKTop
AunpekToparty hapmaueBTUYHOro 3a6e3neyeHHs OnekcaHgp KOMAPIAA
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