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Ha Ne BiJ

KepieuukaM cy0’€KTiB rocnoaaproBaHHs,

AKi 3aiiMaloThes peaJizauicio,
30epiraHHAM i 3aCTOCYBaHHAM JiKapcbKHUX
3aco0iB

KepiBunkaM TepHTOpiaJbHHUX opraHis
Jepatikeayxon

PO3MOPSIIKEHHA

Bimmosigno mo Komcrutymii Ykpainu, craredt 15, 22, 55 3akoHY YKpalHu
"OCHOBH 3aKOHOIABCTBA Y KpaiHU [IPO OXOPOHY 310pOB's", ctatti 15 3akoHy Y KpaiHu
"[Tpo nikapcbki 3aco6u”, [NonoxenHs npo depkasHy ciyx0y YKpaiHu 3 JIKapChbKHUX
3ac00iB Ta KOHTPOJIIO 3@ HApKOTHKAaMH, 3aTBEPUKEHOro MOCTAHOBOK Kabinery
Minicrpip Ykpainu Big 12.08.2015 Ne 647, nyHkty 3.1.3 Tlopsaxy BCTaHOBJICHHS
3a6opoHK (TUM4YacoBOi 3a60OpOHM) Ta IMOHOBICHHS 06iry JiKapcbKuX 3aco0iB Ha
TepuTopii YKpaiHM, 3aTBEpIKEHOro HaKa3oM MinicTepcTBa OXOPOHH 3[0POB’st
Vkpainu Big 22.11.2011 Ne 809, 3apeccTpOBaHHUM B Miuictepersi toctuuii 30.01.2012
3a No 126/20439, Tlopsiaky KOHTPOJIO SKOCTI JIIKapPChKHX 3acobiB i Yac onToBOI Ta
po3zipi6HOT TOPriBjli, 3aTBEPIDKEHOTO HaKasoM MiHicTepcTBa OXOpPOHU 3J0POB’S
Vkpainn Big 29.09.2014 Ne 677, 3apeecTpOBaHUM B Misnictepetsi toctuuii 26.11.2014
3a Ne 1515/26292, ua mincrasi nosigomnenns HIT "JlepkaBHUH eKCIIEPTHUH LEHTP
MiHicTepcTBa OXOPOHH 3710pOBR’ s YKpalHu'" 110/10 BUTIAIKY Herepe16aueHol TPyIoROl
no6iuHoi peakiil npu 3actocysanti cepii A1110519 nikapcbkoro 3acoby HATPIIO
XJIOPUTY PO3UYMH 0,9%, po3unH s ingysiit 0,9 % no 100 mn y nnsmkax,
supobruirrea [IpAT "[ndysis”, Ykpaina:

TUMUYACOBO 3ABOPOHSIO peanizamito Ta 3aCTOCYBaHHS JIKapChKOIo
saco6y HATPIIO XJIOPUY PO3YMH 0,9%, po3dun ans idysii 0,9 % nmo 100 mu
y mnsmkax, cepii A1110519, upobuuLTBa [TpAT "Iudysia", YkpaiHa, 10 OKpeMOro
pimenns [lepxaBHOI cloyx0Ou YkpalHM 3 NIKapChKUX 3acO0IB Ta KOHTPOIIO 3a
HApPKOTHKaMHU.

Cy6’eKTam rOCHOJAPIOBaHHs, fKi 3IiHCHIOIOTE peanizaLito, 30epiratHs Ta
3aCTOCYBAHHS JIIKApChKMX 3aco0iB, HEBIIKJIATHO micas  ojepXaHHA  JaHOro
PO3NOPSIKEHHS IePEBIPUTH HAsABHICTh BHIIEBKa3aHOI cepii JIIKapChKOro 3aco0y.
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[Ipu BUSIBIEHHI 3pasKiB LBOrO JIKapChKOTo 3acody, cy0’€KT rocro/laproBaHHs
TIOBUHEH BXKUTH 3aXO/1B ILOJIO:

- BIUJTy4€HHs HOro 3 06iry IUIIXOM BMIIICHHS B KAPAHTUH;

- indopMyBaHHS TEpPUTOPIAIbHOIO OpraHy JepxikcyxOu 3a MicueM
PO3TAlllyBaHHsI CTOCOBHO BUKOHAHHS JaHOTO PO3NOPAIKEHHS,

- 3anobiranss npuabanHIo, peanizauii Ta 3aCTOCYBaHHIO JIIKAPCHKOTO 3aco0y,
HaBeJeHOTO B JaHOMY PO3MOPSIKEHHI.

KOHTpOJb 32 BUKOHAHHAM JaHOTO PO3IOPSKCHHS 3MiACHIOIOTH TEPUTOPiaJIbHI
opranu Jlepzikery 61 Ha BiMOBIAHIA TepUTOpIii.

HeBHKOHAHHS JAHOTO PO3NOPSKEHHS TATHE 3a COOOIO BIATIOBIANIBHICTD
3riHO 3 YMHHKUM 3aKOHOKABCTBOM Y KpalHH.

Kormii 1aHOro po3nopsKeHHs HallpaBJeHi:

MiHicTepcTBO OXOPOHH 3710pOB s Y KpaiHu;

JII1 " [lepkaBHui excriepTHUH LeHTp MiHICTepCTBa OXOPOHH 370pOB’st Ykpainu';
ITpuBaTHe aKUiOHEpHE TOBAPUCTBO "Indysig".
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