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JEPXKABHA CJIYKBA YKPATHH 3 JIIKAPCHKUX 3ACOBIB
(Jepxiikciayxba YkpaiHu)
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Ha Ne BiJ

KepiBaukam cy0’eKTiB rocnoaaproBanHs,
sKi 3aiiMaloTheA peaJiizanicio (Toprisiero),
30epiraHHAM i 3acTOCyBaHHSM JiKapCbKHX
3aco0iB

KepiBHnkaM TepHTOpiaJIbHHX OpPraHiB
Hepaikenayxou YKkpaiHu

PO3IMOPATKEHHS

Ha mincrasi Bcranosnenns Ipexacrasuuireom kommadii "BEPJIIH-XEMI AI™,
B VKpaini (akTy HeBiANOBIAHOCTI BAMOraM aHaJiTHYHOI HOPMATHBHOI JOKyMEHTaLil
no peectpauiitnoro mnocBigdenHs Ne I1.02.01/02726 mnpenapaTy 3a I[IOKa3HUKaMu
"3anax" (cropoHHiii 3amax), "KiabkicHuii BmMict nomimoxk' (1. KinekicTs 6poMrekcun
rigpoxiniopuny — aomimuka E — saBumena (2,5 %); 2. Hesimomi noMimk# oxkpemMo —
sasumeHi (0,4 %); 3. Hesimomi nomimku B cymi — 3aBumeni (1,0 %); 4. Cyma Beix
noMimiok — 3asumieHa (3,5 %) ta y BiamosimHocTi mo cr. 15, cT. 21 3akoHy YkpaiHu
"Ilpo nixapceki 3aco6u”, IMonoxenus npo JlepxaBHy ciyx0y YKpaiHHM 3 JIIKapChKHX
3aco6iB, 3aTBepikeHoro Ykasom IIpesumenta VYkpaiuu Bix 08.04.2011 Ne 440,
nocranosu KaGinety MinictpiB Ykpainu Big 14.09.2005 Ne 902 "IIpo 3aTBepiskeHHS
[Mopsiaky 3iifiCHEHHS HEpPKABHOrO KOHTPONMIO 3a SKICTIO JIKapChKMX 3acofiB, IO
BBO3ATECA B VYKpainy", 3i 3minamu, n. 1.4.2. "[lopsaxy BcTaHOBIEHHS 3a00pOHH
(TMM4acoBoi 3a6OpoHM) Ta TIOHOBJIEHHS OOiry JiKapchKHX 3aco0iB Ha TepHTOPil
Vkpaiuu", 3atBepikeHoro HakazoM MO3 Vkpaimm Big 22.11.2011 3a Ne 809,
3apeecTpoBaHoro Minictepereom foctunii Ykpainu Big 30.01.2012 3a Ne 126/20439,
"[HCTPYKIUT MpO MOPSAAOK KOHTPOJIO SIKOCTI JKAapchKMX 3aco0iB IiJ 4ac ONTOBOI Ta
po3api6roi Toprisni", sarBepmxeHoi HakazoM MO3 VYkpainm Bix 30.10.01 3a Ne 436,
3apeecTpoBanoi MinictepctBoM roctunii Ykpainu Bim 05.02.02 3a Ne 107/6395, 3i
sminamu, 3ABOPOHSIIO peanizamito (Topriemo), 30epiraHHs Ta 3aCTOCYBaHHS
nikapcekoro 3acoby BPOMI'EKCHUH 4 BEPJIH-XEMI, po34dH JJisi nepopajbHOro
sacTocyBaHusi, 4 Mr/5 mua no 60 ma y duaxonax Ne 1, cepii 94016, BupoGHHUTBA
"BEPJIH-XEMI AT (MEHAPIHI I'PYII)", Himeuunna.

Cy6’€exTaM rocroapioBaHHs, sKi 31iCHIOIOTh peanisarlito (Toprismo), 36epiranHs
Ta 3aCTOCYBaHHA JIKapchbKUX 3aco0iB, HEBiAKIAAHO IIiCNA OJEPXKAHHA [JAHOrO
PO3NOPSAMKEHHS TepeBipuTH HasBHICTH Jikapcekoro 3acoby BPOMI'EKCHH 4

BEPJIIH-XEMI, po3unH AJs MepopajibHOro 3acTocyBaHHsi, 4 mr/S miu mo 60 ma y
Mz epxnikcnyxba Ykpainu

Ne14065-1.3/2.0/17-12 Big 09.07.2012

LU TR




¢aakonax Ne 1, cepii 94016, BupoGHHITBA "BEPJIH-XEMI AI' (MEHAPIHI
TPYID)", Himeyunna.

Ilpu BUsBIEHHI 3pa3sKkiB LBOrO JiKapchbKOro 3aco0y BXHTH 3aXOIH MIONO
BYIyueHHS Horo 3 ofiry HUISIXOM 3HHINEHHs a00 NMOBEPHEHHH NOCTAYAJILHHKY
(BUpPOOHHKY).

Cy6’exTy rocHOAaproBaHHA, IPH HAagBHOCTI BKAa3aHOTO JIiKapchKOro 3acoly,
ITOBiJOMUTH TepHUTOpianbHuii opran Jlepxikctyx6u YKpainy 3a MicCIIEM pO3TallyBaHHA
1IPO BXKHUTI 3aXO0/Y IIOJI0 BUKOHAHHS JaHOTO PO3NOPSIUKECHHA. V pasi 3HUIIEHHS BiIXO/IiB
nikapcekoro 3aco0y, B ABOTWXXHEBUH CTPOK HANPABUTH 1O TePUTOPiaJIbHOIO OpraHy
JepxnikenyxGu YKpainu 3a MicueM po3TalryBaHHs KOIIiIO aKTa PO 3HHILEHHS BiXO/iB
nikapcekoro 3acoOy. Ilpy HacTymHMX MOCTaBKax nikapcekoro 3acoly Ccy6’ekt
TOCIIOAPIOBAHHS IOBYHEH BXMTH 3aX0/IiB 10/10 3ano6iranHs npuaGaHHIo, pealisalii Ta
3aCTOCYBaHHIO JIiKapChKOTo 3ac00y, HaBeIeHOro B IaHOMY PO3IOPAKEHHI.

KOHTpO/Ib 33 BUKOHAHHSM [aHOrO PO3NOPSIDKEHHS 3IiHCHIOIOTE TEpUTOpPialbHi
opragu JepxiikcinyxOu YKpaiHu 3a MicLieM po3TallyBaHHs.

HeBHKOHAHHS AHOTO PO3MOPAIKEHHS TATHE 3a oGO0 BiAIOBINAIBHICTE 3riHO
YHHHOIO 3aKOHOABCTBA Y KpaiHH.

Konii faHoro po3nopsIKeHHs HallpaBJIeHi:
JII1 " NepxaBuui excriepTHuit nentp MO3 Ykpaian";
TpencrasuunTso komnanii "BEPJIIH-XEMI A ", B YKpaiHi.
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