MIHICTEPCTBO OXOPOHHU 3/I0POB’SI YKPAIHU
HAKA3

Kuis
16.10.2020 Ne 2346

IIpo pep)xaBHY peecTpaniio JJiKapcbKUX 3aco0iB, fIKi 3aKymoBYHTbCA 0c00010,
YIIOBHOBQ)K€HOK) Ha 3/iiCHeHHs 3aKymiBe/qb Yy cdepi 0XOpoHHM 30pOB’sA, abo
Mmi/ISAralThb 3aKymiBJIi Crieria/1i30BaHOI0 OpraHi3aii€io

BigmoBigHo g0 crarti 9 3akoHy Ykpainu «IIpo sikapceKi  3acobu»,
nyHKTy 5, 7 Ilopsiaky pmep»kaBHOI peectpailjii (TiepepeecTpariii) J/TiKapCbKHUX 3aco0iB,
3aTBep/pKeHoro rocTtaHoBoro Kabinery MinicTpie Ykpainm Big 26 TpaBHsi 2005 poky
Ne 376, ab3a1fy ABaALATL CbOMOTO THANYHKTY 12 myHKTY 4 [TosioxkeHHst ipo MiHicTepcTBO
OXOpPOHU 37I0pPOB’s YKpaiHW, 3aTBepykeHoro rocraHoBoro KabiHety MiHicTpiB Ykpainu
Biz 25 6epe3nst 2015 poky Ne 267 (B pegakiiii mocraHoBu Kabinety MiHicTpiB YKpaiuu Bif
24 ciyns 2020 poky Ne 90), nmynkry 4 posginy [ Ilopsaky mnpoBefieHHSI TepeBipKd
peecTpalifiHuX MaTepiamiB Ha iX aBTEHTHUHICTh Ha JIIKapCHKHUM 3acib, SKuii MOaeThCs Ha
Jlep’KaBHY peecTpalito 3 MeTO Horo 3akymiBii 0co00r0, YIIOBHOBa)K€HOIO Ha 3/iliCHEeHHS
3aKkymiBesb y cdepi oxopoHu 370poB'sS, abo crieljiasi3oBaHO0  OpraHisaijie€ro,
3aTBepAyKeHOro Haka3oM MiHicTepcTBa OXOPOHU 3[0pOB'S YKpaiHu Big 15 uvepBHs 2020
poky Ne 1391, 3apeectpoBaHoro B MiHicTepcTBi rocTuLiii Ykpainu 14 mumnag 2020 poky 3a
Ne 660/34943, Ha mifgcTaBi pe3y/bTaTiB MepeBipKU peeCcTpaLjiiHUX MaTepiasiB, JOJaHUX [0
3asBU TIPO [lep)KaBHY peecTpalfito JiKapcbkoro 3acoly, KWl 3aKyIOBYETbCS 0C00010,
YIIOBHOBA)KEHOI0 Ha 3[iMCHEHHS 3aKyIliBeqb y cdepi 0XopoHHW 370poB’s, abo miaysarae
3aKyIliB/Ii Crierjiaji3oBaHO0 OpraHisaiji€ro, nposejeHOl [lep)KaBHMM MiATIPUEMCTBOM
«Jep>xaBHUM eKCriepTHUM LieHTp MiHicTepcTBa OXOPOHU 3[J0POB’S YKpaiHW», BUCHOBKIB 3a
pe3y/bTaTaMy TepeBipKUA peecTpalliiHUX MaTepialiB Ha IX aBTEHTUUHICTh Ha JIiKapChbKUU
3acib, SIKWU TOAAEThCS HA JIepP)KaBHY peeCcTpaliio 3 MeTOK Moro 3akymieii 0coboro,
YIIOBHOBa)XKEHOIO Ha 3[iMCHEeHHS 3aKyliBelb y cdepi oxXopoHM 370poB's, abo
crieljia/ii3oBaHOI0 opradisailiero, [TpoTokonsHOro pitieHHs: 3acigaHHsg Ne 12 TIlocTikiHOI
po6ouoi rpyru 3 po3rJisiy NpoOIeMHUX NMUTaHb JiepyKaBHOI peecTpaliil JikapchbKux 3acobiB
Biz 15 xoBTHA 2020 poKy

HAKA3Y1O:

1. 3apeecTtpyBaTH Ta BHeCTH /10 [lepKaBHOTO PeeCTpPY JIiKapChKUX 3aco0iB YKpainu
MiKapchKi 3acobu 3rigHO 3 TIepestikoMm (JoaaToK 1).

2. KoHTpo/nb 3a BUKOHaHHAM 1[bOI'0 Haka3dy I10OK/JIAaCTU Ha 3acTynHuka MiHicTpa 3
MUTaHb €BPOIENCHKO]I iHTerpawii [Bamjenka [.A.

MiHicTp Maxkcum CTEITAHOB



NMEPENIK

JopaTtok 1

A0 Haka3ly MiHicTepcTBa OXOPOHU
3A0poB’A YKpaiHu Bif,
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3APEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEAUNYHUX IMYHOBIO/IOIN4YHUX MPEMNAPATIB),

AKI BHOCATbLCSA A0 AEPXXABHOIO PEECTPY JIIKAPCbKNX 3ACOBIB YKPAIHM 3 METOIO IX 3AKYMIB/I
OCOBOI0, YNMOBHOBAXEHO HA 34IMCHEHHSA 3AKYNIBE/b Y C®EPI OXOPOHU 3J0POB'A, ABO

CMNEUIANISOBAHOIO OPIAHI3SALJIEIO

Aopartkosa AiNlbHULS BUMYCKY
cepii:

BeccniHr XaHrepi K.,
YropLmHa;
JofaTKoBa fiNbHULA KOHTPOSO
AKOCTI:
dapmasanig /174,
Mikpob6ionoriuHa naboparopis,
YropuwuHa;
Aopartkosa AiNlbHULS BUMYCKY
cepii:

Akkopg Xernckea Jlimites,
Benuka bputaHis;
JofaTKoBa fiNbHULA KOHTPOSO
AKOCTI cepil:

BeccniHr XaHrepi k.,
YropuwmHa

Ne Hassa dopma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Pexknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, npoyedypa Bionycky aHHs1 peecmpayjitiHo2o
3acoby ynakoska) NocBi0YeHHs1
1. BEHAAMYCTUH MOPOLLIOK A5 Akkopg, LLiBefiuapis NOBHWI LWKN: Benvka 1o 31 6epesHs 3a He UA/18393/01/01
AKKOPZ, 25 MI, NPUroTyBaHHSA Xenckea Al IHTac ®apmacbloTikans flivites, BpuTanis/ 2022 poky peyenmom niosnsieae
MOPOLLOK Ansd KOHLeHTpaTy ans IHAis; MonbLa/
MNPUFOTYBAHHSA | po3uuHy ans iHdysii, MOBHUIA LWKN: YroplmHa/
KOHUEHTPATY 2,5 mr/mn no 10 mn a6o IHTac ®apmacbloTikans flivites, IHais
ANA PO34YNHY 50 mn, no 5 chnakoHis y IHAis;
ANA IHOY3IN, KapTOHHI/ KopoobLi [opaTtkoBa AiNlbHULS BUMYCKY
BEHAAMYCTUH cepii:
AKKOPZ, 100 MI, Akkopf, Xenckea lNoncka
MOPOLLOK Ansd Cn.3.0.0., MonbLwa;
NPUTOTYBAHHA [ofaTkoBa Ai/IbHULS KOHTPOO
KOHLIEHTPATY AKOCTI cepil:
Ana PO34YNHY AcTpoH Pecbopu JliviTes,
LA IHOY3IN Benvka bpuTaHis;




chnakoHi; no 1 donakoHy
B KapTOHHI ynakoBLi

N1, lpnangis;
BM3HAYEHHS cunn aii/6ionoriyHoi
aKTMBHOCTI Npu BUMNYCKY cepii Ta
npu JOCAiMKeHHi cTabinbHOCTI:

ninigj AesenonmeHT, CLUA,
TeCTyBaHHs Npu BUMNYCKY cepil,
TeCTyBaHHS NPV AOCAIAKEHHI
CTabiNbHOCTI:
Mdpaiizep IpnaHgis
dapmacbloTikans, lpnaHgais;
36epiraHHa A®l, nosyBaHHsA AD|
y eTuneHBiHinaueTaTHi nakeTn i
NMOBTOPHE 3aMOPOXYBaHHS,
BMPOOHMLTBO, NEPBUNHHE
naKkyBaHHs, BTOPUHHE
naKyBaHHs Ta MapKyBaHHS,
TeCTyBaHHS Npu BUMYCKY cepil,
BUNYyCK cepii
Mdpaiizep MeHodek ypuHr
Benbria HB, benbris

Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, npoyedypa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
2. PYKCIEHC | KOHUeHTpaT ans Mdpaiizep CLWA BM3HAYEHHA cunn gji/6ionoriyHor IpnaHgis/ peecTpauisa go 31 3a He UA/18377/01/01
RUXIENCE® po3unHy Ans iHdysii, 10 Eiy.Ci.Mi. aKTUBHOCTI NpW BUMYCKY cepii Ta CLUA/ 6epesHs 2022 peyenmom nionsizae
mr/mn no 10 mn, no 50 Kopnopeiiw npu JoCAiMKeHHi cTabinbHOCTI: Benbris poky
MJ1 KOHLLeHTpaTy y H MinNiA4i AesenonmMeHT lpnaHais

FeHepanbHMii gupekTop
AvpekTopaty chapmaueBTUUHOro 3a6e3neyeHHs

OnekcaHgp KOMAPIAA
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