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Ha Ne BIJ

KepiBuakam cy®’exTiB
rocnolapiBaHHg, #KI  3aAMalTbes
peajizauicto (TopriBiero), 30epiranasam i
3aCTOCYBAHHAM JIKAPChLKHX 3ac00iB

KepiBHHKaAM TepHTOpIaJILHUX OpPraHiB
Hepaumikciayxon Y kpainm

POINOPATKEHHA

Ha migcrtaBl noBiZOMIEHHS MpO JNETalbHWH BHIAJOK MICS 3aCTOCYBaHHA
cepii 311004/05 mepuwuHoro iMyHoOionmoridHoro npenapary Baknuea aas
npodiiakTHKyA rematuty B pexomGinanTHa pigka, cycneH3sim Aas iH’exmid
mo 0,5 ma (1 nosa ana giredd) B amnyiaax Nel0, BupoOGHHNTBa
TOAT "®APMCTAHIAPT-BIOJIK", Ykpaina (peecTpaliifiHe NIOCBIXYEHHA
Ne 528/10-300200000), Ta y BigmoBimsocti mo cr. 15 3axoHy VYkpaim "Ilpo
nikapeski 3acofu", ITonoxenus mpo [epxasHy cinyxOy YkpalHH 3 JIKapChKHX
3acobiB, 3arBepmkenoro Yxasom [Ipesumenta Ykpainm Big 08.04.2011 Ne 440,
n. 3.1.3 "Tlopsaxky BcTaHOBJCHHA 3aDOpoHH (THMYacoBoi 3a0OpoHM) Ta
NOHOBJIEHHS 06Ty JiKapchbkuX 3aco0IB Ha TepHUTOpil YKpaiHW", 3aTBEPMIKEHOTO
HakazoM MO3 Vkpainun Big 22.11.2011 3a Ne 809, 3apeecTpOoBaHOro
MiHictepcTBoM roctunil Ykpaind Big 30.01.2012 3a Ne 126/20439, "Iactpykuii
[TPO MOPSAOK KOHTPOJIK SKOCTI JlikapehKUX 3aco0ir mij gac onToBoi Ta po3apibHoi
TopriBni", 3arteepmxeHoi HakazoM MO3 VYkpaimm Big 30.10.01 Ne 436,
3apeecTpoBadol MinicteperBom woctuii Ykpainu Big 05.02.02 Ne 107/6395, 3i
sminamu, TUMYACOBO 3ABOPOHSIO peanizanmito (Topriemo) Ta
3aCTOCYBAHHA MEJMYHOro imMyHOOloNOriyHOrO mperapary BakmmHa ans
npodinakTHKU renaTHty B pexomOinanTHa piaka, cycmen3sis aaa in’exuid
no 0,5 ma (1 go3a nua giteit) B amnynax Nel0, cepii 311004/05, supoburnTBa
INAT "®APMCTAHAAPT-BIOJIIK", ¥kpaina, Ao OKpeMOro pilleHHS
JepxapHoi cyx0u YKpailu 3 niKapChKHX 3aco01B.

Cy®’eKTaM TrocrofapioBaHHs, fKi 3AIMCHIOOTH pealizaliio (TOpPriBmo),
30epiraHHg Ta 3aCTOCYBAHHS JTIKapchbKUX 3aco0iB, HEBIMUIAMHO IIC/A OAEpPIKAHHS
AAHOTO PO3NOPSAAKEHHS TEPEBIPUTH HAsABHICTH MeJMYHOro iMyHobiomoriusoro
npenapary Bakumua pis npodiakTHKH renatuty B pexomGiHanTHa pigka,
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cyenensia st in’exmid mo 0,5 ma (1 po3a ans gireii) B ammyJax Nel0, cepii
311004/05, supoGuuursa IIAT "GAPMCTAHIAPT-BIOJIIK", Ykpaina.

[Ipy BHABJEHH] 3pa3kiB HBOTO NpeMapaTy BXUTH 3aXOAK IHOLO BUNY4IeHH]
iforo 3 00Iry IUIAXOM NOMIIIEHHH B KAPAaHTHH.

Cy6’ekTy TOCHOJApIOBaHHA, IpPH BHSIBJIEHHI BKA3aHOT0 MEIUIHOTO
iMyHoGiooriMHOrO  TIpenaparty, NOBIOMUTH  TEPUTOpiaNbHHKA  OpraH
Jlepxmikenyx6u YKpaiHu 3a MiclleM pO3TalllyBaHHA TIPO BXHUTI 3aX0IM LIOAO
BAKOHAHHA MAHOTO posmopamkeHHs. IIpH HACTyIHMX TIOCTaBKaxX Ipenapaty
Cy0’eKT TOCTIOJAPIOBaHHA IIOBHHEH BXKHTH 3ax0mip TUOAC 3ano0iraHHsd
npuadaHHIo, peatisalii Ta 3aCTOCYBAHHIO MEIMHHOTO iMyHOOIOIOTTIHOTO
npenapaTy, HaBeIeHOro B TaHOMY PO3IOPSLIKEHHI.

KOHTponb 32 BHKOHAHHAM  [JaHOrO  PO3MOPS/KEHHI 3/IIHCHIOIOTE
tepuTopiansHi opranu Jlepxikeyxou YKpaiHu 3a MicLleM PO3TalllyBaHHs.

HeBUKOHAHHS NAHOTO POSIOPA/DKEHHS TATHE 33 coboto BiANOBi TaJIbHICTE
3riJ[HO YHHHOTO 3aKOHOZABCTBa Y KpaiHH.

Komii 7aHOro po3nopspKeBHs HapaB/ieHi:
TII1 " lepsaphuii ekcnepranit nentp MO3 YkpaiHn";
[TAT "®APMCTAHIAPT-BIOJIK", Ykpaina.
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