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NEPKABHA CJYKBA VKPATHHU 3 JIKAPCHKHUX 3ACOBIB
(Tepaikeyxoa Ykpainn)

npocnekt [Tepemoru, 120, M. Kwis, 03115, Tes/dakc: (044) 450-12-66,
c-mail: diklz@diklz.gov.ua, http://www.diklz.gov.ua Koa €IPIIOY 37769480

Ha Ne BiJ

Kepisaukam cy6’exriB rocnoaapiosanns, K
saiiMaloThes peasizauieio (Toprisieio),
3GepiraHHsM i 3aCTOCYBaHHAM JiKapCbKHX
3aco0iB

KepiBHHKAM TePHTOPiaIbHAX oprasis
Tepaaikeay:x0on YKkpatHu

PO3NOPA/KEHHSI

Ha migcrai 3aKkiHYeHHs CTPOKY THMYacoBOl 3a60pOHH T4 HEMOXJIHMBOCTI
37ifCHEHHS KOHTPOJIO SIKOCTI JIKapChKOro sacofy Ta y BiAMOBifHOCTI 10 CT. 15,
cr. 21 3akony Yxpaiau "Iipo nikapceeki 3acobu”, [TonoxeHHS Npo TlepxaBHy clyx0y
Vkpaigd 3 JiKapChKHX 3acobiB, 3arBepmxeHoro VYkazom IlpesuneHta Ykpainu
Bix 08.04.2011 Ne 440, 1. 4.3. "Ilopsaxy BCTaHOBJICHHS 3a60poHH (THM4acOBOI 3a00pOHN)
T4 TIOHOBJEHHS O06iry Jikapchbkux 3acobiB Ha teputopil YKpaiHu', 3aTBEPIXKCHOTO
nakasoM MO3 Ykpaimn Big 22.11.2011 3a Ne 809, 3apeecTpoBaHoro MiHICTEPCTBOM
roctunii Ykpainu Big 30.01.2012 3a Ne 126/20439, "lacTpyKiii Ipo MOpsaaoK KOHTPOIIO
AKOCTI JIKAapchKUX 3acobiB mifl Hac onToBoi Ta po3api6uoi Toprism, 3aTBEPIKEHO]
naxasom MO3 Vkpainu Bix 30.10.01 3a Ne 436, 3apeecTpoBaHoi MiHiCTEpCTBOM FOCTHLIT
Vipaian Bix 05.02.02 3a Ne 107/6395, 3i 3minamu, 3ABOPOHSIO peajtizaniro
(Toprismo), 36epiranHs Ta 3aCTOCYBaHHA nikapcskoro 3aco6y PETI'IIPOH, mopourok
no3osaunii no 18,9 r y makerax Ne 20, cepii 186461, 3 MapKyBaHHAM BHpPOOHHKA
Opion KopnopeiuH, ®inasuain; Opion Kopnopeiimn, Opion ®apma, OiHasnLin;
Innak AC, Hopserisi, ®inasnain/ Hopseris.

Cy6’exTaM roCnoAaploBaHHs, sIKi 3IiHCHIOIOT peaitizalliio (Toprisiio), 30epiraHHs
Ta 3aCTOCYBaHHs JIKAapCHKHX 3aco0iB, HeBifKJIaAHO Iichs OJEepPXKaHHA AAHOro
PO3NOPSIKEHHsI TIEPEBIPUTH HasBHICTs nikapeskoro 3aco6y PEIJAPOH, nopourox
nozoBaunii mo 18,9 r y makerax Ne 20, cepii 186461, 3 MapKyBaHHAM BHPOOHHKA
Opion Kopnopeiinmn, @inisniis; Opion Kopnopeiimn, Opion ®apma, OinnaHAais;
Iunak AC, Hopseris, ®inasnais/ Hopserisi.

TTpy BUSBICHH] 3pasKiB LEOTO JiKapChKOro 3ac00y BXKMTH 3aX0/H 100 BUTYHCHH
#oro 3 06iry MJASAXOM 3HHINEHHs 800 NOBEPHEHH NOCTAATBHUIY (BUPOOHHKY).

Cy6’exTy TOCNOAaplOBaHHS, MNpH HASBHOCTI BKa3aHOrO JiKapchKoro 3acoly,
[OBIJOMUTH TEPUTOPiaIbHKUA OpraH Tlepxikemyx6u Yikpaitu 3a MiClleM po3TalllyBaHHA
IPO BXKUTI 3aX0/1H I0JI0 BUKOHAHHS JIAHOr0 PO3IOPAJUKCHHA. V pasi 3HULICHHS BiAXOAIB
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JIKapchKoro 3aco0y, B IBOTIDKHEBHII CTPOK HANpaBUTU [0 TEPUTOPIAlBLHOrO OpraHy
Hepxutikemyx6u YkpaiHU 3a MiclieM po3TalllyBaHHS KOMIO aKTa [Ipo 3HMIIEHHS BiIXOAiB
nikapcbkoro 3aco0y. Ilpy HacTymHMX mOCTaBKax JIiKapchbKoro 3acoby cy6’exr
rOCIIO/IapIOBaHHS ITIOBUHEH BXXUTH 3aXOiB HIOAO 3amobiraHHs MpHAOaHHIO, peaiisalii Ta
3aCTOCYBaHHIO JIiKapChKOro 3aco0y, HaBeIEHOTO B IAHOMY PO3IOPSKEHHI.

KoHTponp 3a BUKOHaHHSIM JaHOTO DO3MOPS/KEHHS 3IiMCHIOITH TepUTOpialibHi
opranu Jlepxikcity>x61 Ykpainu 3a MiclieM po3TalllyBaHHS.

HeBuKOHaHHS JaHOTO PO3MOPSKEHHS TATHE 3a CO0OI0 BiJIMOBIJANBHICTL 3riIHO
YUHHOI'O 3aKOHOJAaBCTBa Y KpalHU.

Kormii fanoro po3nopsiixeHHsT HallpaBJIeHi:
JIT " IepxaBuuii excrieptHuit nuenTp MO3 Ykpainn",
[IpencraBauirreo Opion Kopropeiia B YkpaiHi.

3acrtynnuk I'osoBu AL, 3axapam

Tapan M.M., 450-99-06



