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Ha No BiJ

KepiBaukam cy0’eKTIB rocnoaaproBaHhs,

AKi 3alMalThecs peaJi3aui€ro,
30epiraHHAM i 32CTOCYBAHHAM JIKAPCbKUX
3ac00iB

KepiBHukaM TepHTOpialbHUX OpraHiB
HepxiikeryxOn

PO3NOPAKEHHS

BignosimHo no Koserutyuii Ykpainu, crareit 15, 22, 55 3akoHy Ykpainu
"OCHOBHU 3aKOHOJABCTBA YKpaiHU MPO OXOPOHY 340poB's”, crated 15, 21 3akony
Vxpaiau "TIpo mikapeeki 3acobu", Tonoxenns npo JlepxasHy ciyx0y YKpaiH# 3
JTKapChbKUX 3ac0o0IB Ta KOHTPOJIIO 3a HAapKOTHUKAaMH, 3aTBEPIKEHOrO TOCTAHOBOLO
KaGinery MinictpiB Ykpainu Big 12.08.2015 Ne 647, Tlopsinky BCTaHOBJIEHHs
3a0oponn (TMMUacoBoi 3aGOpOHH) Ta TOHOBJIEHHS OOIry JIKAapChKHUX 3aco0iB Ha
TepuTopil YKpalHH, 3aTBepIKeHOro Haxka3oM MiHICTepCTBa OXOPOHM 3I0POB’s
VYkpaiun Bix 22.11.2011 Ne 809, zapeectpoBanuM B MiHicTepcTBI rocTHLIT Y Kpainu

| @0.01.2012 Ne 126/20439, TNopsiaxy KOHTPOMIO SKOCTI JIIKAPCBKHUX 3ac00IB Mij{ 4yac

| bnToBOI Ta po3ApiGHOI TOPriBii, 3aTBepaKeHOro HakazoM MiHiCTepcTBa OXOPOHH
3nopoB's Ykpainu Bix 29.09.2014 Ne 677, 3apeectpoBaHuM B MIHICTEPCTBI FOCTHUIIT
Ykpainn 26.11.2014 Ne 1515/26292, [lpaBun ytuiizalii Ta 3HUIUEHHS JIKAPCHKUAX
3aco0iB, 3aTBep/DKEHUX HakazoM MIiHICTepCTBA OXOPOHU 3J0POB’S  YKpalHu
Bim 24.04.2015 No 242, 3apeectpoBanuM B MiHicTepcTBi rocTuuii Ykpainm 18.05.2015
No 550/26995, na migcrasi mmcra IlpencraBHunrsa kommadil Oxrtadpapma Al
B Ykpaini mono 3BepHenHst BupoOHuka OKTADAPMA, ®panuis, npo BIAKIMK 3
puHKY Ykpainu gikapcbkoro 3aco0y AJIBBYHOPM 25%, posuun ans iHGy3ii
25% (250 mr/min) mo 50 mn y dtakonax Ne 1 ans iHGy31# (ckio tun [I) 3 npobkoro,
cepii L827A668A:

3ABOPOHISIIO peanizaiiio, 30epiraHHs Ta 3aCTOCYBaHHS JIKapChbKOTO 3aco0y
AJIbBYHOPM 25%, posuuH ans iHby3i# 25% (250 mr/mia) no 50 mu y ¢uakoHax
Ne 1 gnsa iHGy3id (ckno tun 1I) 3 mpobkoto, cepii L827A668A, BupoOHMUTBA
OKTA®APMA, ®Opanuis.

=

2 Oepwanikenyuba
Ne7620-001.1/002.0/17-19 Big 11.90.2019

VN0 T

0020




CyG’ekTaM TOCIIOJAPIOBAHHS, AKi 3MIACHIONOTH peanizaiito, 30epiranHs Ta
3aCTOCYBaHHs JiKapchKHX — 3aco0iB, HEBiIKIANHO TIichas OJEepXKaHHg JaHOro
PO3MOPSUKEHHS [1EPEBIPUTH HASABHICTH nikapcskoro 3aco0y AJIBBYHOPM 25%,
posumn anst iHGy3id 25% (250 mr/mn) mo 50 M1 y ¢uakonax Ne 1 juist iHQY3iH
(cxiio tun 1) 3 mpobkoto, cepii L827A068A, BrpobuuLTea OKTA®APMA, ®panLs.

[Ipy BUSABNEHH] 3pa3KiB LBOO JIIKAPCHKOTO 3aco0y BXUTH 3aX0[d MI0M0
BUTy4EHHS HOTo 3 06iry MUISXOM MOBEpPHEHHS MOCTa4albHAKY (BUpoOHHKY) Ta/abo
nojaibLIol Iepeqadi Ha yTHlizalio ado 3HULICHHS.

Cy6’eKTy rocrojiaproBanHs, NpH HAsBHOCTI BKA3aHOTO JIKapChKOro 3acody,
[IOBIIOMUTH TepuTOpianbHuil opran JepxiikcayxOu 3a MicueM pO3TalllyBaHHs PO
BKUT] 3aXO0JIM [10J10 BUKOHAHHS JaHOTO PO3MOPsIKEHHs. Y pasi 3HUIIeHHS BIJIXO/1IB
JiKapchKOro 3aco0y B ABOTHKHEBHH CTPOK HANpaBHUTH 10 TEPUTOPIATBHOrO OpraHy
JlepsKItiKey k01 KOIio aKTa 1po 3HUIUCHHI BimxomiB Jikapckkoro 3acoOy. Ilpu
HACTYITHMX NOCTABKaX JKapChKOro 3ac00y Cy0’€KT rOCIIONAPIOBAHHS OBUHEH BXHUTH
3aXOLIB MO0 3aM0BiraHHs TPUIGAHHIO, BUKOPUCTAHHS y BAPOOHHITBI, peasmizailil Ta
33CTOCYBAHHIO JIIKapCHKOro 3acofy, HaBeIeHOrO B IAHOMY PO3MOPSHKEHHI.

KOHTpOIb 32 BUKOHAHHSM JaHOIO PO3MOPSKEHHS 3ICHIOTh TEPUTOpPiabHI
opranu Jlepskiikey:kOu Ha BiANOBIIHIA TEPUTOPII.

HeBUKOHAHHS OaHOTO pO3TOPAUKEHHS TATHE 3a CODOo BIIMIOBIATIBHICTD
3riIHO 3 UHHHKMM 3aKOHOIaBCTBOM Y KPalHH.

Kormii faHOro po3MopsiLKeHHS HallpaBJIeH:

MiHicTepeTBO OXOPOHH 30POB’s Y KpalHy;

JII1 " [lepkaBHUM exciiepTHHI HeHTp MiHicTepcTBa OXOPOHH 300pOB’s1 YKpaiHu';
[TpencTaBHUUTBO OKTa(papMy YkpaiHi.
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