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Ha Ne BiJ

AKi 3aliMaloTbed peaJizanieio,
30epiraHHAM i 3aCTOCYBaHHAM JiKapch
3aco0iB

KepiBHukaM cy§’ekTiB rocnonapmnaﬂiﬂ,

X

KepiBHMkaM  TepuTOpianbHHX opragiB
Hepxiikenyxbu Ykpainn

PO3NTOPAIAKEHHS

Ha mincrapi noBigomieHHs Opo NeTanbHWI BUMAAOK MICIA 3aCTOCYB
cepii C23 memuuHOro iMmyHobionoriyHoro npemnapary Baxkumsa TyGepky/abospa
(bII’K), BupobunnTea @AYII "HBO "Mikporen" Minsapascoupo3sBaTky Po¢ii,
Pociiicbka ®@eaepaunis, ta y sianosigHocti 1o Koncrutyuii Ykpainy, ¢T. 15, c1. 22,
¢r. 55 3akony YkpaiHu "OCHOBM 3aKOHOJABCTBa YKpaiHM Mpo OXOpPOHY 340poB'f",
cT. 15 3akony Ykpainu "TIpo nikapebki 3acobu”, Ilonoxenns npo JlepxaBHy cny»0y
YkpaiHu 3 nikapcekux 3acofiB, 3aTBepmkeHoro YkasoM I[lpesuzenta Ykpainm
08.04.2011 Ne 440, m. 3.1.3 "llopsaky BcTaHOBNeHHS 3a00poHM (THMYAco
3a00pOHH) Ta IIOHOBIEHHA 0O0iry mixapcekux 3acobiB Ha Teputopil Ykpaiup",
3aTBeplukeHoro HakasoM MO3 Vkpainu Big 22.11.2011 3a Ne 809 (3i 3minamp),
3apeecTpoBaHoro MinicrepcTBoM toctumii Ykpainu Bix 30.01.2012 3a Ne 126/20439,
"IHCTpYKLII Npo MOPAAOK KOHTPOMIO AKOCTI JHKAPCBKUX 3ac00iB Mif yac ONTOBOI (Ta
po3apibHoi TopriBni", 3aTBepmKeHol HakazoM MO3 Vxpainu sixg 30.10.01 Ne 436,
3apeecTpoBaHoi MixicTepcTBoM loctrnii Ykpainm Bixm 05.02.02 Ne 107/6395 (3
sminamu), THMYACOBO 3ABOPOHSKO peamizauizo Ta 3actocysa
MEIMYHOTO IMyHOOGioNoTiyHOro mpenapatry Bakuuma TyGepkyanosna (b
cepii C23, pupobuuurea OJIYII "HBO '"Mikporen" Minzapascoupossn
Pocii, Pocilicbxka ®egepanis, 1o okpemoro pimerHs Jlepxasroi cnywbu Yxpaiug 3
TIKapChKUX 3acobiB.

Cy6’extaM rocrmonapioBaHHS, fAKi 3MIMCHIOIOTH peanizauiio, 30epiranus {Ta
33CTOCYBaHHA JIKapChKMX 3acobiB, HEBIAKNIANHO MiCHA OHEepPKaHHA JaHOro
PO3NOPANAKeHHS NEPEBIPATH HAasSBHICTh MEAWYHOro iMyHOGi0MOri4HOrO npenap
Bakusna TyGepkyabosna (BIK), cepii C23, BupoGuuursa ®AYII "HRO
"Mikporen" Min3apascoupo3Butky Pocii, Pociiichka ®enepanis.

Ilpn BusABNEHHI 3pa3KiB LBOTO MpenapaTy BXKUTH 3aX0H ILUOJC BHIYYEHHS
AOro 3 o0iry misxoM NoMilieHH B KAPAHTHH.
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Cy6’exTy TroOCHOmApIOBaHHS, [pH BHABJIGHHI BKa3aHOTO Ipemapary,
NOBIJOMHTH TepuTopiansHuii opran [epxurikcayx6u VYkpaiHm 3a MicueM
PO3TAIIYBAHHA TPO BXKHTI 3aXO0AH IIOAC BHKOHAHHA JAHOTO po3nopsmkeHHs. Ilpu
HACTYNHHX I0CTABKaX Ipernapary cyl’eKT rocloJaploBaHHs OBHHEH BXHTH 3aXO0/IiB
moac 3anobiraHss npuxbaHHIO, peamizallii Ta 3aCTOCYBaHHIO IIpenapary,
HABEJIEHOTO B JAaHOMY PO3NOPSIKEHH.

KoHTpolb 32  BUKOHAHHAM  JAHOTO  PO3MOPA/IKEHHS  3AIACHIOIOTEH
TepuTOpianbHi oprany Jepxitikciy 0 YKpaiHu 3a MICLIEM PO3TalllyBaHH.

HeBHKOHAHHS HAHOTO PO3NOPAKEHHs TATHE 3a co0OH BiAMOBIAANBHICTD
3riJHO YHHHOTO 3aKOHONABCTBA Y KPaiHH.

Komii jasoro posnopsmxeHHs HanpaB/eHi:

JI1 " lepxaBHnii ekcrieprauii ueHTp MO3 Yxpainn";
JI1 "YxpBakuuza", Ykpaina.

Hepuwuit 3acmynnux I'onosu Lb. Jemuenxo



