MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

07 6epe3nst 2023 poky Ne 437

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 cratTti 9 3akoHy Ykpainu «IIpo mikapchbki 3acobu», ab3ary
[IBaALATE CbOMOTO MiANYHKTY 12 nyHKTYy 4 ITosokeHHs 1po MiHICT@pPCTBO OXOPOHU
3/I0pOB’s1 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 peecTpariii
miKapchbKUX 3acobiB, MeJUUHUX iMyHOOiO/OTiYHKX IIperapariB, IperapartiB KpOBi,
1110 BUPOOJITIOTECST ab0 MOCTauaroThCsl B YKpaiHy TPOTSATOM I1epiofly 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 JIiKapchKUX 3acobiB, 1110 TI0/jaHi Ha €KCTPeHy [iep’KaBHY
peecTpalito, MPOBEIeHUX [epP>KaBHUM MiJNIPUEMCTBOM «[lep>KaBHUM eKCIIepTHUU
LleHTp MiHicTepcTBa OXOPOHM 3[0pOB’d YKpaiHW», BHUCHOBKIB 3a pe3y/jbTaTaMU
TepeBipKM  JIOKYMEHTiB Ha JHiKapCchKui 3acib, MeauuHui iMyHOOiosoTiuHuH
ripernapart, Mperapar KpOBi, MOJaHUM Ha eKCTPeHY Jep)KaBHy peecTpallito, Big 22
motoro 2023 poky Ta Big 28 mororo 2023 poKy i pekoMeHjallii 10 eKCTpeHOl
Jlep>KaBHOI peecTpaiiii abo BiIMOBHU y TakiH,

HAKA3YHO:
1. 3apeecTpyBaTt Ta BHeCTH [0 [lep)KaBHOrO PeECTpPy J/iKapChbKuX 3acobiB

YKpaiHu JikKapchki 3aco0u, MeauuHi iMyHoOionoriuHi mpernapary, rpernapaTvl KpoBi
3riiHO 3 JOAAaTKOM 1.



2

2. BigmoButH y eKCTpeHil Jiep>KaBHIM peecTpallii Ta BHECEHHi [0
Ilep>KaBHOT'O PeeCTpy JiKapChKUX 3aco0iB YKpaiHu JliKapCbKUX 3aco0iB, MeAWMUHHX
iMyHOGiooriyHMX TpernapaTis, MperapaTiB KPOBi 3TiIHO 3 01aTKOM 2.

3. ®apmatieBTiuHOMY yripaBiiHHiO (Onekcanzapy ['pitjeHKy) 3abe3meunTH
OTIPU/TFOJHEHHSI 1[bOTO Haka3dy Ha odiliiiHOMy BeOcaiiti MiHicTepcTBa 0XOpOHU
310pOB’d YKpaiHu.

KOHTpOJIb 3d BUKOHAHHAM IbOI'O HAKA3Y 3d/IMIIAai0 3d coboro.

MiHuicTp BikTop JISAIIIKO



NMEPENIK

HopaTox 1

Ao Haka3y MiHicTepcTBa 0X0poHH
310poB’sa YKpainu «IIpo eKcTpeHy Jep)KaBHY
peecTpanilo JiKapcbKHUX 3aco6iB, MeJUUHUX

iMyHoOGio/10riuHKX NMpenaparis, npenaparisB Kposi,

10 BUPOO/IAITHCA a0 MOCTAaYaTHECA B YKpaiHy
MPOTATOM mNepioAy /iii BOEHHOT0 CTaHy, Mij

30008’ I3aHHA»

Bij 07 Gepe3nsi 2023 poky Ne 437

3APEECTPOBAHMX 3A NPOLEAYPOK EKCTPEHOI AEPXXABHOI PEECTPALLII IKAPCbKUX 3ACOBIB,

MEANYHUX IMYHOBIONTOINYHUX MPEMNAPATIB, NMPEMAPATIB KPOBI, AKI BHOCATbCA A0 AEP)>XABHOIO
PEECTPY NIKAPCbKUX 3ACOBIB YKPAIHU

KniHiuHUX cepiii (CCIT));

NNA OesenonmeHT Alienenp, Nita,
Ipnangis (BMNpobyBaHHA KOHTPO/IO
AKOCTI Npu BUNycky ana PVR Ta
KOMepLiiiHKX cepili (BCi TECTN OKpiM
€HAO0TOKCMHIB Ta CTEPWU/IbHOCTI),
BMNpo6yBaHHSA cTabinbHocTi Ans PVR
Ta KOMepLjiiiH1X cepiii (BCi TECTW OKpiM
€HAO0TOKCMHIB Ta CTEPWU/IbHOCTI),
BMNPOGYBaHHS CTabiNbHOCTI ANs
KNiHIYHWX cepiit (BCi TeCTy OKpim
E€HOO0TOKCYHIB Ta CTEPUSIBHOCTI));
CawmcyHr bioenic H/1 B.B., HigepnaHaun
(Bunyck cepii); CamcyHr bionogikc Ko.
Nta., Pecny6nika Kopes
(Bnpo6bHMLTBO); Papesa May 1, ®paHuis
(BNPOBYBAHHA KOHTPO/IIO AKOCTI NpK
BMNycKy Ana PVR Ta koMepuiiHux cepiii
(EHA,0TOKCUHU Ta CTEPUIIBHICTD));
dapesa May 2, PpaHuisa (BUPOOHULTBO);
dapmaueyTivi dopmeHTi C.M.A., ITanisa
(BTOpUHHE nakyBaHHs); PYA3IPI/IM
[LiocuHT BailoTekHonomxm3 eHmak
AnC, faHis (BuNnpobyBaHHs

Ne Hassa dopma sunycky 3assHuk Kpaina Bupo6HuUk Kpaina PeecmpayitiHa Ymosu Pexknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa npoyedypa Bionycky aHHs1 peecmpayjiliHo2o
3acoby YMakoBsKa) nocsio4YeHHs1
1. OHTPY3AHT®/ | nopowok ans CamcyHr HigepnaHamn EHecTia Benbaxiym HB, Benbris Benbrisi/ peecTpauis Ha 1 MmifibKu 8 He UA/19935/01/01
ONTRUZANT® KOHLEHTpaTy aNns Bioenic H/ (BTOpPUHHE MaKyBaHHS); ITanis/ piK ymoBax nidnsieae

pO34nHy AN B.B. MateoH Itania C.n.A., Itanis IpnaHgis/ cmavyioHapy

iHy3ii1 y chnakoHi, (BMPOGHULTBO, BUNPOBYBaHHSA Higepnanan/

no 1 chsiakoHy B KOHTPOJTH0 SIKOCTi NpY BUMYCKY AN Pecny6nika

KapTOHHIA Kopoo6Li Banigauii npouecy (PVR) Ta Kopes/

KOMepLiiHNX cepiii (CTEPULHICTB), [Nanis/
BMNPOOYBaHHS CTabiNbHOCTI Ans dpaHuis




KNiHiuHUX cepiii (CCIT));
nna AesenonveHT Aiieneng Jtg,
IpnaHgis (BUNpobyBaHHS KOHTPOSIO
AKOCTI Npu BUNycky ana PVR Ta
KOMePpLiiHNX cepili (BCi TeCTW OKpiM
€HJO0TOKCUHIB Ta CTepUIbHOCTI),
BMNPO6YBaHHA cTabinbHocTi ansa PVR
Ta KOMepLiiHWUX cepiil (BCi TECTU OKPIM
€HJ0TOKCUHIB Ta CTepUIbHOCTI),
BUNPOBYBaHHSA cTabiNbHOCTI Ansa
KNIHIYHUX cepili (BCi TeCTW OKpiM
€H/JI0TOKCUHIB Ta CTepU/bHOCTI));
CawmcyHr bioenic H/1 B.B., HigepnaHvaun
(Bunyck cepii); CamcyHr bionogxikc Ko.
Nta., Pecnybnika Kopes (BUpOGHMLTBO);
dapesa May 1, ®paHuis (BuNpobyBaHHSA
KOHTPO/IO SKOCTI npu Bunycky ans PVR
Ta KoMepL,iliHMX cepili (EHAOTOKCUHU Ta
CTepu/bHICTb)); ®apesa May 2, PpaHLis
(BUpO6HMLTBO); PapmaueyTidi PopMeHTI
C.n.A., Itanis (BTOpuHHe NaKkyBaHHs);
dYA3IDIIM LdiocuHT BailoTekHonoaXkm3
[Jenmak AnC, [laHis (BunpobyBaHHsA
cTabinbHOCTI ANS KIiHIYHKUX cepili (BCi
TecTn okpim CCIT)); UYapnb3 Pisep
Na6opaTtopi3 Aileneng Nimiteq, Ipnaqgisa
(BNpobyBaHHA KOHTPOJIIO AKOCTi NpK
Bunycky ans PVR Ta komepuiiiHux cepiit
(eHOOTOKCMHM Ta CTEPUIIBHICTD),
BMNPOGYBaHHs cTabinbHocTi ansa PVR

Ne Hassa Popma sunycky 3assHuUK Kpaina Bupo6HuUk Kpaina PeecmpayitiHa Ymosu Pexknamys Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa npoyedypa Bionycky aHHs1 peecmpayiliHo2o
3acoby YNaKkoBKa) NocBi0YeHHs1
CTabINbHOCTI ANA KMiHIYHUX cepiit (BCi
Tectun okpim CCIT)); Yapnb3 Pisep
Na6opaTtopi3 Ailenena Nimites, IpnaHgis
(BNPOBYBaHHA KOHTPO/IO AKOCTI NpK
Bunycky ans PVR Ta komepuiiiHuX cepiii
(eHO0TOKCHMHU Ta CTEPUIBHICTD),
BMNpo6yBaHHA cTabinbHocTi ans PVR
Ta KOMepL,iliHVX cepili (EHAOTOKCUHU Ta
CTEepPW/IbHICTb), BUNPOGYBaHHS
CTabINbHOCTI ANA KNIHIYHUX Cepiii
(EeHOOTOKCMHY Ta CTEPUIILHICTB))
2. OHTPY3AHT® | | nopowok ans CamcyHr Benuvka ExecTia Benbgxiym HB, Benbris Benbrisi/ peecTpauist Ha 1 MmifibKu 8 He UA/19936/01/01
ONTRUZANT® KOHLeHTpaTy ans Bioenic FOK BputaHis (BTOPWHHE NaKyBaHHs); ITanis/ piK ymoBax nionsizae
pO34nHy aNns NimiTen MateoH Itania C.n.A., ITanis Ipnangis/ cmavyioHapy
iHcpy3ii y dhnakoHi, (BMPOGHMLTBO, BUNPOBYBaHHS Higepnangn/
no 1 doiakoHy B KOHTPOJIH0 AIKOCTi NPW BUMYCKY ANS Pecny6nika
KapTOHHIA KOpooLi Banigauii npouecy (PVR) Ta Kopes/
KOMEpL,HUX cepiii (CTEPUNbHICTD), [Nanis/
BMNpobyBaHHA cTabinbHOCTI ANs ®paHuisa




Ne Hassa Popma sunycky 3assHuUK Kpaina Bupo6HuUk Kpaina PeecmpayitiHa Ymosu Pexknamys Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa npoyedypa Bionycky aHHs1 peecmpayiliHo2o
3acoby YNaKkoBKa) NocBi0YeHHs1

Ta KOMepLiiiHUX cepiil (EeHAOTOKCUHM Ta
CTEPUSIbHICTb), BUNPOBYBaHHS
CTabiNbHOCTI ANS KIiHIYHKUX cepili
(EHOOTOKCVHU Ta CTEPUILHICTD))

B.o. HayanbHUKaA
dapManeBTUYHOr0 yIpaB/IiHHA Onexkcanap I'PINEHKO




MEPENIK

Joparox 2

/o Haka3y MiHicTepcTBa 0X0poHHU

380poB’st YKpaiHu «IIpo ekcTpeHy /iep)KaBHY
peecTpaniio JiKapcbKHX 3aco0iB, MeJUUHUX
iMyHoGio/ToriuHNx npenaparis, npenaparis
KPOBI, 1[0 BUPOO/IAITHCA a00 MOCTAaYaITHCA
B YKpaiHy IPOTAroM nepioay Aii BoeHHOro

cTaHy, mijJ 30608’ I3aHH»

Bijg 07 Gepe3ns 2023 poky Ne 437

NIKAPCbKNX 3ACOBIB, MEAUYHNX IMYHOBIONOIYHUX MNPEMAPATIB, NMPEMNAPATIB KPOBI, AKUM
BIAMOB/EHO ¥ AEPXXABHIN PEECTPALLII 3A NMPOLEAYPOIO EKCTPEHOI AEP>XXABHOI PEECTPALII TA

BHECEHHI 40 AEP)XABHOIO PEECTPY NIIKAPCbKNX 3ACOBIB YKPAIHU

KapTOHHIN nayui

KOHTPOb Ta BUMYCK cepii:
MONIPAPMA INTAY CAH.

BE TIAK. A.LL.,
TypeyunHa

BVPOGHMUK,
BiANOBigaIbHUWI 3a
NepBUHHY Ta BTOPUHHY
yNaKoBKy:

APOMA IJIAY CAH. N1TA.

CTI, TypeuunHa

Ne Hassa ®opma sunycky (nikapcbka 3asiBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayi YmoBu Peknam Homep
n/n NliKapcbKo20 ¢hopma, ynakoska) 3asiBHUKa BUPOGHUKa tiHa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby npoyedypa nocsi0YeHHs1
3. AMOKCULUWNIHI 1000 mr/200 Mr NOpOLLOK A/1A Mictpan AHrnis JIABOPATOPIO PEWI Icnanisa peecTpaduis MmifibKU B8 He UA/19930/01/01
KNABYNAHOBA PO34MHY ANA iH'ekuili Ta iHdy3ili Kenitan XO®PE, C.A. Ha 1 pik ymosax nioniseae
KNUCNOTA CANA EFG, chnakoH, no 100 gonakoHis MeHemKMeHT cmavyioHapy
Y KapTOHHiIli kopoobLi Nimiten
4. nPoONO®ON-Ne 200 mr/20 mn emynbcia gns Mictpan AHrnis BVPOGHMUK, TypeuunHa peecTpauis 3a He UA/19929/01/01
1% BHYTPILLUHbOBEHHMX Kenitan BiANoOBigabHMI 3a Ha 1 pik peuyenmom  [nidsisicae
iH'eKUil/iHdy3iiA, no 20 mn B MeHeXMeHT BVMPOGHMLTBO rOTOBOI
amnynax, no 5 amnyn y Nimiteq nikapcbkoi hopmu,

B.o. Haua/1bHUKA
dapmMaleBTUYHOI0 yNpaB/IiHHSA

Onekcangp I'PINEHKO
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