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Ha Ne BiJ

KepiBunkam cy6’exTiB rocnomaproBanHs,
ki 3afiMaloThes peasizanicio (ToprisJero),
30epiraHHaM i 3aCTOCYBaHHSAM JIiKapChKHX
3aco0iB

KepisnnkaM TepuTopianbHux opranis
Hepaiikceayx6u Ykpainu

PO3IOPSIIPKEHHS

Ha mincrasi nagxomkenns indopManii Big perynstopHoro oprany y cdepi
KOHTPOJIIO SKOCTI JiKapchkux 3aco6iB HiMewuynnu 11010 HeBigmoBiqHOCTI BUMOram,
BH3HaYCHUM METOJaMHU KOHTpoo sikocTi cepiit I110469E, 1110469A nikapchkoro
3aco0y KAPBOIVIATMH MEJIAK, KOHUeHTpar Ay NPUTOTYBaHHSA PO3YHHY IS
inQysi#, 10 mMr/mn no 15 mn y ¢uakonax Ne 1, supo6HuurBa "Menak I'm6X",
Himeuunna, ta cepii H110388C mikapcekoro 3acoby KAPEOITIATMH MEJIAK,
KOHIEHTpaT MAJs MPUIOTYBaHHS PO3YMHY A 1HQY3i#, 10 Mr/mn mo 45 mu vy
¢makonax Ne 1, BupobHunrea "Memax I'mM6X", Himewumna (peectpamiiine
nocsigueHHs Ne UA/10829/01/01), a came: KOHTaMiHaIlisl BKa3aHOIO JiKAPCHKOTO
3ac00y, 0 MOXe IPHU3BECTH IO BUHUKHEHHS 3arpO3d YUTTIO JIIOAUHE ab0 THKKUX
HacHiaKiB Wi ii 3M0poB's Ta y BimmosigHoCTi 10 cT. 15, ct. 21 3akony Vkpaiau "TIpo
nikapceki 3acobu”, IMomoxenns mpo epxasuy ciyx6y Vkpainum 3 JiKapchKux
3ac00iB, 3aTBepmxkeHoro Ykasom Ilpesunenta VYikpainm Bim 08.04.2011 Ne 440,
"INopsinky BcTaHOBJIEHHs 3a60pOHM (THMYAcOBOI 3a0OPOHM) Ta MOHOBJIEHHS O6iry
nikapchKuX 3aco6iB Ha TepuTOpil YKpainu", 3aTBepKeHoro HakasoM MO3 Ykpainu
Bix 22.11.2011 3a Ne 809, 3apeectpoBanoro MinictepetBom roctunii Vkpainu Bin
30.01.2012 3a Ne 126/20439, "IacTpyKLil IPo HOPSAOK KOHTPOJIO SKOCTI JIIKAPCHKHX
3aco0iB mif vac onToBoi Ta po3mpiGHOI Toprismi", 3aTBepmkeHoi HakazomM MO3
Yxpainu Bin 30.10.01 3a Ne 436, 3apeectpoBasoi MinictepctBoM roctunii Ykpaiuu
Bix 05.02.02 3a Ne 107/6395, 3i sminamu, 3SABOPOHSIO peanizarito (Topriemo),
30epiranHs Ta 3acrocyBaHHA Jikapcekoro 3acoby KAPBOILIATHH MEJAK,
KOHUEHTPAT [JIfl NPHIOTYBAaHHA PO34HHY Aas iHy3ii, 10 -Mr/ma no 15 ma Ta no
45 ma, y ¢unakonax Ne 1, cepiii 1110469A, 1110469E ( mo 15 mua), H110388C
(mo 45 mi), BupoouuuTea «Menak 'm6X», Himeuunna.

CyG’exrtam rocmojaproBaHHs, sKi 31iMCHIOIOTH peaizamito (TOpriBimo),
30epiraHHs Ta 3aCTOCYBaHHS JIIKapChKHMX 3ac00iB, HEBIIKIAIHO MiCIs OfepXKaHHS
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JAHOTO  pO3NOPSUUKEHHs  IEPEBIpPUTH HasgBHICTH  JIiKapchKOro  3acoOy
KAPBOILIATHH MEJAK, KOHHEHTpaT il NPHrOTYBaHHS PO3HHHY 1
indysiii, 10 Mr/ma no 15 mJ Ta no 45 mu, y daakonax Ne 1, cepiii 1110469A,
1110469E ( mo 15 mu), H110388C (mo 45 m.a), Bupo6auuTea «Menak I'm6X»,
Himeuy4nHa. '

Ifpu BUsBIEHHI 3pa3KiB LBOrO niKapchKOro 3acoly BXKHUTH 3aXOAM UIOAO
BHTydeHHs Horo 3 o6iry mIsiXoM 3HHINEHHS a60 moBepHeHHs NOCTAYAJIbHHKY
(BUPOGHHKY).

Cy6’ekTy rocnojaproBaHHs, NPH HASBHOCTI BKA3aHOTO JIiKapchKoro 3aco0y,
[OBiIOMHUTH TEPUTOpialbHUK OpraH Tlepxcikcnyx6u  YkpaiHn 3a Micuem
PO3TAIIYBAHHS IIPO BXUTI 3aXO/IH IONO0 BUKOHAHHA NaHOTO pO3MOpPs/KEHHS. ¥ pasi
3HMINEHHS BiIXOIIiB JIIKApCHKOTO 3aco0y, B [ABOTIDKHEBHH CTPOK HAalpaBHTH JO
TEpUTOPiaJbHOTO OpraHy Jlepxikcmyx6u YkpaiHu 3a MiCLieM pO3TalllyBaHH KOIIiIO
aKTa TpO 3HMIIEHHS BiIXOMIB JIKapCHKOro 3aco0y. IIpyM HAcCTymHHX I[OCTaBKax
nikapchkoro 3acoby Cy6’€KT rOCHOAAaprOBaHHS MOBHHEH BXHTH 3aXO/IB IMIONO
3amobiraHHs NpuAGaHHIO, peanisalii Ta 3acTOCYBaHHIO nikapcbKoro 3aco0y,
HABEIEHOTO B JAHOMY PO3NOPSIKEHHI.

KoHTponp 3a  BHKOHAHHSM  JaHOro  PO3MOPAIKCHHA 31iICHIOIOTD
TepuTopianbHi opraxu Jepxikciyx6u Ykpainu 3a MicIieM pO3TalllyBaHH.

HeBHKOHAHHS [AHOTO PO3MOPS/DKEHHs TArHe 3a COO0K0 BiJIIIOBi JAJIBHICTH
3riHO YMHHOTO 3aKOHOJABCTBa Y KpaiHH.

Kormii [aHOro pO3NOpsKEHHS HAllPaBIIEHi:
JITT " [ep>xaBuumii ekcrepTHuit eatp MO3 Yxpainu";
IIpencrasauuTBo "Menak I'M6X" B VYkpaiHi.

3acmynnux I'ono6u A/l 3axapaw
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