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Ha Ne BiJ

KepiBnukaMm ¢y0’€KTiB rocnojapioBanns,
siki 3afiMaloThesl peadizanieto (Toprisieio),
36epiraHHAM i 3aCTOCYBaHHSIM JIiKApCbKHX
3ac00iB

KepiBHHKAM TePHTOPiaJIbHUX oprasie
Nlepsxikeay:k0u YKpainu

PO3IOPSIIKEHHS

YV Bimmosizxocti mo cr. 15, cr. 21 3axony Yxpainu "TIpo mikapcbKi 3acobu”,
Tlonoxenus mpo Jlepxashy ciyxOy YxpalHd 3 snikapchbkux 3aco0iB, 3aTBEPIKEHOTO
Ykazom [Ipesujenta Yxpainu Bif 08.04.2011 Ne 440, mn. 3.2., 3.2.2. "Hopsaky
BCTAHOBJIEHHST 3a00pOHH (TUMHYAcOBOT 3a00pOHU) Ta IMOHOBICHHSA 00iry JKapChbKHX
3aco0iB Ha TepuTOpii YKpaiHu', 3aTBEPDKEHOr0 HaKa30oM MO3 Ykpainu Big 22.11.2011
33 Ne 809 (3i 3MiHamu), 3apeecTPOBaHOTO MigictepcTBoM IocTHI] YKpaiHH
Bin 30.01.2012 3a Ne 126/20439, Ta Ha mincrasi indopmanii TTAT "®apmax”, YxkpaiHa,
mono ¢anseubikanii 1ikapcbKoro 3acoby AMI3OH®, TabsieTkH, BKPHUTi 000/710HKOIO,
mo 025 r Ne 20 y OGaicrepax, cepii 570911, 3 MapKyBaHHSM BHMpOOHHKA
BAT "®apmax', YkpaiHa, 3ABOPOHSIIO peanisaiito (TOprismo), 30epiraHls Ta
3aCTOCYBAHHS JIKapChKOro zacoby AMI3OH®, TaGJaeTKH, BKPHUTI 000J0HKOIO,
mo 025 r Ne 20 y OGaicrepax, cepii 570911, 3 MapKyBaHHSIM BHPOOHHKA
BAT "®apmak", YKpaina, skl Ma€ O3HaKH danbcudikauii:

"InenTudikauin. Amizon"':

- Y®-creKTp NOrIUHAHHS BUNpOOYBaHOTO PO3YHHY — BIZICYTHIH MakcHUMyM B
PO3YHHI Npenapary;

- BiACYTHS TIisAMa Ha Xpomarorpadi BHIIpOOYBaHOIO PO3YHHY.

"InenTudikanid. Hoanau'":

- He BiAMOBIAAE.

"KisbKicHe BU3HAYEHHA'':

- HE BiATIOBIJAE.

"MapkyBaHHs'":

. mramMn pos3TamoBaHuii Gmwkdye O NpaBOro Kpako  Kianady YIIaKOBKH
(B OpUTiHATLHOMY 3pa3Ky MTaMIl PO3TAIOBAHHUH 110 LIEHTPY KIlanaHy YITaKOBKH);

- konip TeKkcTy Ha Goib3i — GnakuTHUH (B OpHUTiHANBHOMY 3pa3Ky KONIp TEKCTY,
HAHECEHOTO Ha (OJIBIy — TEMHO-CHHBOTO KOJIBOPY);
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- HepiBHOMipHa Tmiepdopaimiss — kpok rmepdopanii Bix 4 MM g0 7 MM
(B OpHTiHaTIBHOMY 3pa3Ky — KoJIip nepdopallii piBHOMIpHHI — 3 MM);

- HesIKiCHE CKJICIOBAHHS IUIIBKH Ta (DOJIBIH;

- HOMep cepii, TepMiH NPUAATHOCTI HaHeCeHi 3 J1iBOi CTOPOHH (110 BiJHOIIEHHIO [0
HaIIPSMKY TEKCTYy) OnicTepa (B opuriHaIbHOMY 3pa3Ky HOMep cepii, TepMiH NpHUIaTHOCTI
HaHeCceHi 3 MPaBoi CTOPOHH (IO BITHOILIEHHIO 0 HAMPIMKY TEKCTY) GiicTepa;

- Ha BTOPUHHIN YIIaKOBLI Y CJIOBI "HEHOCTYITHOMY" AOIYILEHA TIOMHIIKA.

Cy6’exTaM rocrojjaproBaHHs, sIKi 3iHCHIOIOTH pealti3allito (Toprisiiio), 30epiranHs
Ta 3acTOCYBaHHs JIIKApCBKHUX 3aco0iB, HEBIAKIAAHO TICIAsS OJEPXKAHHS AAHOrO
pO3NMOpAIKEHHs TIEPEeBIPUTH HasBHICTh Jikapcbkoro 3aco0y AMI3OH®, tabaerkwu,
BKpHTI ob6oaonkolo, mo 0,25 r Ne 20 y Gaicrepax, cepii 570911, 3 MapkyBaHHSM
BupoOHuka BAT "®apmak", Ykpaina, 3 BUllle3a3HaUeHUME O3HAKaMH (abcudikariii
1 BYXUTH 3aX0/I1 11010 HOro BUIY4eHHS 3 06iry MJIsIXoM 3HMIEHHS,

Cy6’exTy rocmojaproBaHHS, IpH HasBHOCTI BKa3aHOI0 JIKapChKOTO 3acody,
NIOBIZIOMUTHU TepUTOpiaibHUN opraH [epxiikeayxOn YkpaiHu 3a MiclieM po3TallyBaHHs
IIPO BXUTI 3aXOAM LIOJI0 BUKOHAHHS JAHOTO PO3MOPSHKEHHS. Y pasi 3HUIIEHHS BiAxXo4iB
JIKapchKoro 3aco0y, B JBOTIDKHEBHH CTPOK HANpPaBUTH 10 TEPHUTOPIAILHOIO Oprafy
HepxnikeayxOu YKpaiHu 3a MiClieM po3TalllyBaHHS KOIIIIO aKTa Mo 3HMILEHHS BiAXOIiB
jikapcekoro 3aco0y. Ilpu HacTynmHMX mMocTaBkax Jiikapchkoro 3acoly cy0’ekT
TOCIIOJIapIOBaHHS OBMHEH BXXUTH 3aXO0/(1B 111040 3anobiranus npuad0anHio, peaiizalii Ta
3aCTOCYBaHHIO JIIKapChKOTro 3aco0y, HaBEJJCHOIO B JAaHOMY PO3IOPSA/DKEHHI.

KoHTponib 32 BUKOHAHHSAM JIaHOTO PO3MOPSKEHHS 3JIMCHIOIOTH TEPHUTOPiaIbHi
opranu Jlepxiikcmy6u YKpaiHu 3a MiclleM po3TallyBaHHS.

HeBukoHaHHS JJAaHOTO PO3MOPSHKEHHS TATHE 33 COOOI0 BIJANOBIAAIBHICTD 3IiJHO
YUHHOTO 3aKOHOJABCTBa Y KpalHH.

Komii janoro po3nopsikeHHs HallpaBieHi:
JIT " IepxxaBuuii excrieptHuit nentp MO3 Vkpainu";
[TIAT "®apmak", Ykpaina.
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