MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
17.03.2020 Ne 669
Kuis

[Ipo mepykaBHY peecTpaLjito JIIKapCbKUX
3aco0iB, sIKi MiSraroTh 3aKyMiBIi
CrieLfiasi30BaHOK OpraHi3alji€ro

BignosigHo g0 cratti 9 3akoHy YkpaiHu «IIpo sikapceKi 3acobu»,
nyHKTy 5 IlopsigKy aepskaBHOI peectpariii (TiepepeecTpariii) JiKapchbKuXx 3aco0iB,
3aTBep/pKeHoro 1octaHoBo0 Kabinety MinicTpiB Ykpaiau Big 26 TpaBHs 2005 poKy
Ne 376 «IIpo 3arBepmxeHHs IlopsigKy [ep)kaBHOI peecTpalii (mepepeecTpariii)
mikapcbKmx — 3acobiB i po3mipiB  300py 3a iX Jep)KaBHY  peecTpariiio
(riepepeecTpaiiito)», ab3alfy ABaALATL CbOMOTO HiANMYHKTY 12 myHKTY 4 IlonoxeHHs
rnpo MIiHICTePCTBO OXOpPOHM 340pPOB’S  YKpaiHW, 3aTBepKeHOro I[OCTaHOBOK)
Kabinety MinictpiB Ykpainu Bimg 25 Gepe3ns 2015 poky Ne 267 (B pegmakiii
noctaHoBru Kabinety MinicTpiB Ykpainu Bif 24 ciuns 2020 p. Ne 90), nyHKTYy 3
po3ziny I Tlopsaky mpoBefieHHSI eKCIepTH3M IJ0/I0 aBTEHTUYHOCTI peecTpaljiiHUX
MarepiasiB Ha JliKapCbKuUl 3acib, KUl MOZA€ThCS Ha Jiep’KaBHY peecTpallito 3 MeTOH
WOro 3akyIiBai  Crieljia/ii3oBaHOK  OpraHi3aiji€to, 3aTBep[)KeHOTr0 HaKa3oM
MiHictepcTBa 0XOpOoHU 370pOB's YKpainu Bif 03 swmcroraga 2015 poky Ne 721,
3apeecTpoBaHOro B MiHictepcTBi roCcTULil YKpaiuu 19 svcroriaza 2015 poky 3a Ne
1453/27898, Ha miAcTaBi pe3y/bTaTiB eKCepPTHU3U pPeeCcTpaLiiiHUX MaTepiasib,
JOJIaHUX [I0 3asiBU TIPO JIep>KaBHY PeeCTpaLlilo JIiKapChbKOro 3aco0y, SIKMM ITifjsrae
3aKyMiBJIi Crielfia/li3oBaHO OpraHisalji€ro, rpoBeieHol [Jep;KaBHUM MiAIPUEMCTBOM
«/lep>kaBHMM eKCepTHUM LeHTp MiHicTepcTBa OXOPOHM 370pOB’d  YKpaiHW»,
BUCHOBKY 3a pe3y/jbTaTaMU €KCHepTU3y LIOA0 AaBTEeHTUUHOCTI peeCcTpaLiiHuX
MaTepiasiiB Ha JiKapchbKUH 3acib, TKWi MOAA€ThCS Ha JiepyKaBHY peecTpailito 3 MeTO0
MOro 3aKyIiB/Ii Crieljia/li3oBaHO0 OpraHi3aili€to,

HAKA3Y1O:

1. 3apeecTpyBaTH Ta BHeCTH A0 /lep>kaBHOTO PeECTPY JMiKapChbKUX 3acobiB
YKpaiHu JiikapchKi 3acobu 3rigHO 3 repesiikoM (ZoAaToK ).

KOHTpOJ’[B 3d BUKOHAHHSM LbOI'O HAKA3Y 3d/IMIIAt0 3d coboro.

MiHuicTp Inna EMELLb



Hupextop /leriapraMeHTy
peavtizarjii moIiTUK

['eHepaTbHUM JUPEKTOD
dapmaLleBTUYHOTO AUPEKTOPATy

HavanbHUK Bififiiy 3 MUTaHb
(hapMaLleBTUYHOI AisS/TbHOCTI
[enaprameHTy peaJii3awjii MOJIITUK

HauvanbHUK YTipaB/iiHHSA [IPaBOBOrO
3abe3reyeHHs

3acTyrnHUK gupektopa [lermaprameHTy
oprasi3aliiHoro 3a0e3meueHHs

B.o. 3aBigyBaua CeKkTopy 3 IUTaHb
3amoOiraHHs Ta BUSIBJIEHHSI KOPYTILIii

HauanpHuK Bigainy Cryxou
3abe3reueHHs [JisTIbHOCTI 3aCTYITHUKIB
MiHicTpa (CaMOCTiVHUM BiAfin)

PeecTp po3CHIIKU:

Jl0 CIIpaBu - 2 IPUMIpHUKYU
Bigain 3 nuranb hapMareBTUUHOI AisyIbHOCTI

JenaprameHTy peasi3aliil NOIITUK - 1 mpuMipHHUK
OIT «ep>xkaBHuii ekcriepTHUM LeHTp MO3 YkpaiHu» - 1 mpuMipHUK
Hep>kaBHa cimy)xba YKpaiHu 3 iKapcbKuX 3acobiB

Ta KOHTPOJIIO 38 HAPKOTHUKAMH - 1 npuMipHUK

T'yuyan H.B.
200-07-93
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O. Tyuak

C. AHTOHOB



3APEECTPOBAHUX JITIKAPCBKHUX 3ACOBIB (MEANYHUX IMYHOBIOJ/IOI'TYHUX ITPEITAPATIB),

MoaaTok

Ne 669

Ao Haka3y MiHicTrepcTBa 0X0poHHU
340pOB’A YKpaiHn

17.03.2020

MNEPEJIIK

SIKI BHOCSATBCS 10 TEPXKABHOTI'O PEECTPY JIIKAPCBKMNX 3ACOBIB YKPAIHU 3 METORO iX 3AKYITIBJ/II
CIIEIIAJII3OBAHORO OPI'AHI3ALIIEHO

KapTOHHIA KopobLi; no 2
BHYTPILLHI KOPOOKYM, KOXHA 3
AKUX MICTUTb 2 NonepegHbLo
HamoBHeHiI Wnpuumn. KoxeH
wnpuy, Mictutb 50 Mr (B 1
MJ1) eTaHepLenTy;
aBTOIHXEKTOP, KapTOHHAa
KOpo6kKa, Lo MICTUTb 1
aBTOIHXEKTOp;
aBTOiHXeKTop, no 4
aBTOIHXEKTOpA Y 30BHILLHIl
KapTOHHI Kopobui, no 2
BHYTPILLHI KOPOOKN, KOXHA 3
AKNX MICTUTb 2
aBToiHXeKkTopa. KoxeH
aBTOIHXeKTOop MiCTUTbL 50
Mmr (B 1 mn) eTaHepuenTy

oyHKLiOHaNbHOI cTabinbHOCTI)); KataneHT benbrisa CA,
Benebris (MonepefHbO HAMOBHEHI LLNPULM Ta aBTOIHXEKTOP
(BMPOGHMLTBO NONepesHbO HAMOBHEHVX LUMPULIB, KOHTPO/Tb
AKOCTi NpW BUNYCKY (CTEPUNBHICTL), BTOPUHHE NakKyBaHHS),
nonepeaHbO HAMOBHEHWIA LLUNPWL, BUNYCKAETLCA AK
camocCTiliHuiA 3aci6, abo Moxe ByTU CKNaf0BoK YaCTUHO
aBToiHXeKTopa JoaaTkoBi OyHKLI AN aBTOiHXeKTopa
(BTOpUHHE NakyBaHHs)); MaTeoH ITania C.n.A., Itania
(MonepeaHbO HANOBHEHI LLINPULIMA Ta aBTOIHXEKTOP
(BMPOGHMLTBO NONepeHbLO HAMOBHEHYX LUMPULIB, KOHTPO/Tb
AKOCTI MpW BUNYCKY (CTEPUNLHICTb). NONepeAHbO HaNOBHEHWIA
LUNpUL, BUMYCKAETBLCA SIK CAMOCTIiHWIA 3aci6, abo Moxe byTn
CKNaf0BO YacTUHOW aBToiHXekTopa); M4 JdesenonveHt
Ipnangia N14., Ipnangis (MonepegHb0 HANOBHEHI LWNPULM Ta
aBTOIHXEKTOP (KOHTPOJIb SIKOCTI MpY BUMYCKY (YCi TecTw,
BUK/OYA0UYY EHAOTOKCUHY Ta CTEPUNBHICTb), TECTYBaHHSA
CTabinbHOCTI (YCi TeCTH, BUKNOYAOUM €HAOTOKCUMHN Ta
CTepw/bHICTb) [loaaTkoBi PyHKLUIT 415 aBTOiHXeKTopa

Ne Hassa dopma BUMYyCKY 3asisHUK | KpaiHa Bupo6Huk KpaiHa | Peecmp | Ymosu Pekna Homep
n | fiKapcbKo (nikapcbka gpopma, ayitina | sionyck | mysaH | peecmpayiti
/n | 20 3acoby ynakoska) npoyeo y HS Ho20
ypa noceio4YeHHs1
1. | BPEH3UC/ | po3uuH ans iH'exuiin, 50 mr, CamcyHr |AscTpani BioreH (Janis) MeHtocekuypuHr AnC, Aanisa (MonepefHbo Benbrisi/  peectpauis 3a He UA/17978/01/01
BRENZYS® | nonepefHbO HanoBHeEHWI Bioenic A HamnoBHEHI LUNPULM Ta aBTOIHXEKTOP (KOHTPOJIb SKOCTI Npun ITanis/ fo 31 peyenmom | niosis2ae

Lwnpuy, no 4 nonepeiHLo AY MTI BUMNYCKY (a/IbTEPHATUBHWIA CaiAT) Ipnangis/ | 6epesHs

HaNOBHEHUX LLNPULN 3 nTa [Nlopatkosi hyHKLUiT 415 aBTOIHXEKTOpa (BTOPMHHA YNakoBKa, CLUA/ 2020 poky

TOJIKOIO Y 30BHILLHIi TECT Ha (PYHKLOHa/TbHICTb MpY BUMYCKY, TECTYBaHHSA [Oanis
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(TecTyBaHHA (OYHKLiOHa/bHOT cTabinbHOCTI)); MM/,
[esenonmenT, CLUA (MonepefHb0 HaNoBHEeHI WnNpuuy ta
aBTOIHXeKTOp (TecTyBaHHA CTabiNIbHOCTI (KiNbKicHe
BM3HauyeHHst TNF- a meTtogom HenTpanisauii NF-kB reporter
gene)); ®apmacbtoTici ®opmeHTi C.M.A., Itania (MonepefHbo
HamnoBHEHI LLNPULM Ta aBTOIHXEKTOP (BTOPUHHE NakyBaHHS);
JopatkoBi oyHKLji AN151 aBTOIHXeKTopa (BTOPUHHE NakyBaHHS,
TeCT Ha (PYHKUIOHa/IbHICTb NPU BUMYCKY, TECTYBaHHSA
doyHKLioHaNbHOT cTabinbHocTi)); Yapnb3 Pisep Jlabopatopis
Ipnangia N14, lpnadgis (MonepegHb0 HAMOBHEHI LWNPULUM Ta
aBTOIHXEKTOP (KOHTPOJIb AKOCTI NPU BUNYCKY (EHAOTOKCUHK),
TeCTyBaHHS CTabifIbHOCTi (EHAOTOKCMHMW Ta CTEPUIIbHICTB))

OHTPY3AH
Tl
ONTRUZA
NT®

MOPOLLIOK A1 KOHLLeHTpaTy
[ONSA PO34MHY ANS iHAY3iiA,
150 mr y donakoHi, no
0fiHOMY (D/TaKOHY B
KapTOHHilA KOopooLi

CamcyHr
Bioenic
HN B.B.

Higepnax
an

BVMPOGHMLTBO, KOHTPO/b SKOCTI AN1A Bastigauii BUpOGHNYOro
npouecy (PVR-process validation run) Ta komepuiliHnx cepiii
(cTepubHICTb), TECTYBaHHS CTabINLHOCTI ANs KAIHIYHOT cepil
(CCIT — Container Closure Integrity Test, TecT Ha LjinicHICTb
3aKpUTTA (hakoHy):
MareoH ITania C.n.A., ITanis;
BVMPOGHMLTBO:

M'ep ®abpe MegikameHT MNpoAakLlH - 1ApoH, PpaHLis;
KOHTPO/b AKOCTi AN5 BanifaLii BUpobHUYOro npotecy Ta
KOMepL,iiHUX cepii (EHAOTOKCMHY Ta CTEPUIIBHICTD):
M'ep ®abpe MegikameHT MNpoAakLlH - 1ApoH, PpaHLis;
KOHTPO/b AKOCTi AN5 BanifaLii BUpobHMYoro npotecy Ta
KOMePpUiHNX cepili (yci TecTu, BUK/TKOYAKUM eHAO0TOKCMHN Ta
CTepW/bHICTb), TECTYBaHHSA CcTabiNbHOCTI Ana Banigauii
BMPOGHMYOro npoLecy Ta KoMepLiiiH1X cepiit ( yci Tectu,
BUK/IOYAK0UY EHAOTOKCHHN Ta CTEPUNBHICTD), TECTYBaHHSA
CTabiNbHOCTI ANS KiHIYHKX cepili (YCi TecTu, BUK/THOYaoun
€HLOTOKCUHW Ta CTePUIbHICTB):

NNA AesenonmeHT lpnaHgis Nta., IpnaHgis ;
TecTyBaHHS CTabiNbHOCTI ANsA KNiHIYHUX cepili (TecT Ha
aHTMNponidepaLito):
nnAa AesenonmeHT, CLUA,;

KOHTPO/b AKOCTi AN8 BanigaLii BUpo6HU4oro npouecy 1a
KOMEpL,iHUX cepiii (EHAOTOKCWHM), TECTYBaHHSI CTabiNIbHOCTI
0N Banigauii BUpo6HNYOro npouecy Ta KOMepLiliHMX cepiii
(EHO0TOKCUMHN Ta CTEPUIBHICTL), TECTYBaHHA CTabiNbHOCTI AN
KNiHIYHMX cepiil (eHAOTOKCMHU Ta CTEPUNBHICTD):
Yapnb3 PiBep Jlabopatopi3 IpnaHgis N174., Ipnangis;
BTOPWHHE MaKyBaHHS:
dapmacstoTici PopmenTi C.n.A., ITanis;

BTOPWHHE MaKyBaHHS:

EHnecTia benbris HB, benbris;

TecTyBaHHA CTabiNIbHOCTI 415 KNiHIYHOI cepil (yci TecTn,
BMK/IKOYAKYM TECT Ha LiNICHICTb 3aKpuTTs dpsiakoHy (CCIT —
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Ipnangis/
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[JaHis
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no 31
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UA/17976/01/01




Ne Hassa dopma BuUnycKy 3assHuK | KpaiHa Bupo6HuUK Kpaina | Peecmp | Ymosu Pekna Howmep
n | /iKapcbKo (nikapcbka chopma, ayitiHa | sionyck | mysaH | peecmpayil
/n | 2o 3acoby ynakoska) npoyeo y HS HO20
ypa noceio4eHHs1
Container Closure Integrity Test), EU Bunyck cepii:
BioreH (JaHis) MeHwodekvypuHr AnC, faHis
3. | MIPA3NHA | Tabnetku, Wwo Mikpo IHAiA Mikpo Nla6c Nimiteq, IHAis; IHAiA peecTpauis 3a He UA/17975/01/01
mig avcneprytotbesa no 150 mr, Na6e Mikpo fla6c Nimiteg, IHAisA no 31 peyenmom | nidsis2ae
no 10 TabneTtok y NimiTen 6epesHs
atoMiHiEBOMY CTpuNi; NO 2020 poky
10 cTpuniB B KAPTOHHIN
KopooLi
4. | CIHPAU3 | MOPOLLIOK Ta PO3UYNHHWK ANS LWaviep Benbris Bakctep Al', AcTpis (Bupo6HMLTBO /13, nepBrHHE Ta ABcTpisi/  peecTpauis 3a He UA/17989/01/01
CINRYZE pO34nHy A8 iH'eKUil No Cepgices BTOPUHHE NakyBaHHs /13, BTOPUHHE NaKyBaHHSA po3unHHUKa, |HigepnaHg, fo 31 peyenmom | niosisi2ae
500 MO y chnakoHax KOHTpONb akocTi [N13); Bakctep AlT, ABCTpis (403BiN Ha BUNYCK " 6epesHs
cepii [N13 Ta po3unHHuKa); Bakctep AlT, ABCTPisA (KOHTPO/b 2020 poky
akocTi MN3); AIERYEN Cannaii YeitH (HigepnaHaw) BiBi,
HigepnaHau (BTopuHHe nakyBaHHsA [/13); 3ircopig XamesnsH
MvM6X, HimeuunHa (BMPO6GHMLITBO, NEPBMHHE NaKyBaHHA Ta
KOHTPO/Ib AKOCTi PO34nHHKMKa); CaHkBiH [iarHocTik BiBi,
HigepnaHam (koHTposnb sikocTi [N13); CaHksiH Mna3ma Mpopgakc
BiBi, Hignepnangu (Bupo6bHuuTteo 13, nepBuHHe Ta BTOPUHHE
nakysaHHs /13, BTOPYHHE NakyBaHHSA PO34YMHHVKA, KOHTPO/Tb
sikocTi MN13); Waiiep IHTepHelwHN NaliceH3iH BiBi, HigepnaHan
(go3Bin Ha BUNyckK cepii 13 Ta po34MHHKKA)

HavanbHuK BigAainy 3 nutaHb
thapmaneBTUYHOT AiANBHOCTI
[JenaptamMmeHTy peasisauii NONITUK

T. M. JIACKOBCbKUM
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