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Ha No Big

KepiBHnkam cy6’exriB rocmoaaprBaHH,
fIKi 3aliMaloThLCS peaJtizanicio (Toprisaeo),
30epirannsmM i 3acrocyBannam JiKapcbKHX
3aco0iB

KepiBuukam TepuTopianbHux opraHis
Hepxaikeay:x6u Ykpaiuu

PO3IIOPSIKEHHSA

Ha miacrasi orpumanms iHpopmanii 1po HeBiXTROpIOBaHHICTH METOANKH,
nependaveHol METONaMH KOHTPOIIIO SKOCTi 110 peecTpalifHOro MoCBig4eHHs npenapaty
Ne UA/0108/01/01 3a nokasaukom"KisibkicHe BH3HaYeHHs-TUTpyBaHHsa" (MeToauka
KifIbKiCHOTO BH3HauYeHHs BMICTy ITiLIEPHHY He BiTBOPIOETHCS), 8 TAKOX BCTAHOBIEHHS
$haKTy  HEBIANOBIAHOCTI BHMOraM  aHANITHYHOL HOPMAaTHBHOI  JOKyMEHTALii
3a ToKasHMKaMK ''Ommc", "MapkyBanus" Ta Y BiANOBigHOCTI mo cr. 15 3aKkoHy
Ykpainu "TIpo nikapceki 3aco6u”, ITonoxeHHs npo JlepxaBHy ciayx0y Vkpainu 3
TKapChKUX 3acobiB, 3aTBEpKeHOro YkazoM Ilpesupenta Ykpaiau Big 08.04.2011
Ne 440, mno. 3.1, 3.1.1., 3.1.5. "llopsinky BCTaHOBNEHHA 3aGOpOHH (THMUacoBoi
3a00pOHH) Ta IOHOBJICHHS o0iry mikapcekux 3acoGiB Ha TepuTOpii YKpaiuu",
3aTBep/keHoro Haxasom MO3 Vkpainm Bix 22.11.2011 3a Ne 809, 3apeECTPOBAHOIO
MinicrepctBoM roctunii Vipainu sig 30.01.2012 3a Ne 126/20439, "Tuctpykuii mpo
TIOPSIOK KOHTPOJIFO SIKOCTI JTiIKapChKUX 3acobiB ITix yac onToBoi Ta po3zpi6HoOI Toprismi",
3aTBep/KeHol HakazoM MO3 Vkpainm Big 30.10.01 33 No 436, 3apeectpoBaHO]
MinicrepcTBoM focTumii  Vkpaimm Binm 05.02.02 3a Ne 107/6395, 3i 3minammy,
THAMYACOBO 3ABOPOHSIO peari3auio (TOpriBMmo) Ta 3aCTOCYBaHHS JIKapChKOTo
3acoby TJIIHEPHMHOBI CYNO3UTOPIQ AMEJIA, cynosuropii pexraabmi
mo 0,88 r Ne S5, cepii A1111, BupoGuuITBa "Amena ®@apma IIst. Jta.", Ingis, no
OKPEMOTo pileHHs JlepikaBHOT ClTyx6u YKpaiHu 3 ikapchKuxX 3acobis.

Cy6’exTam rocrnomaproBaHHs, SKi 31 CHIOIOTE peaiizauio (Toprismio), 36epiraHus
Ta 3aCTOCyBaHHA JIKapChKHX 3acobiB, HEBIOKJIAAHO IIiCiIs OZIEp>XXaHHA [AaHOro
POSHOPSIIKEHHS  IEPEBIPUTH  HAABHICTH  JIIKAPCHKOTO 3acoby TI'JIINEPWHOBI
CYNO3UTOPIi AMEJA, cynosutopii pekraanni mo 0,88 r Ne 5, cepii Al111,
BHPOGHHUTBa ""Amena ®apma IIbr. JIta.", Innis.
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IIpn BUsBJIECHHI 3pasKiB 1BOTO niKapchbKOro 3aco0y BXHTH 3aXOIH 00
BHNy4YEHHs HOTO 3 06iry nuisxoM BMillleHHS B KapaHTHH.

Cy0’exty rocrnojapoBaHus, IpH BUSBJIEHHI BKa3aHOTO NiKapChKOTO 3aco0y,
MOBiIOMHUTH TepUTOpiaNbHUH OpraH llepmixcnyxcGn Yxpainu 3a MicleM poO3TalllyBaHH
npo BXMTi 3aX0AM MIONO BUKOHAHHS JQHOTO PO3MOPSKEHEHI. Tlpy HACTyIHHX
[OCTaBKaxX JiKapChKOI'o 3aco0y cyb’€xT FOCIIOAAPIOBaHHs TOBUHEH BXUTH 3aXxOiB 1OJO
sanobirasHs npuaOaHHIo, peanizauii Ta 3aCTOCYBAHHIO JIIKapPCBKOTO 3aco0y, HaBEICHOT'O
B IaHOMY pOBl’IOpSII[)KeHHi.

KOHTpO/b 33 BHKOHAHHAM JI@HOTO PO3MOPAOKCHHS 3MiCHIOIOTH TepuTOpiabHi
OpraHu TleprKiKCITyKOH Vkpainu 3a MiCIIEM pO3TalryBaHHs.

HesuxoHaHHS JaHOTO pO3TIOPSAKEHHA srHe 3a co0oro BiIIIIOBiII.aJIBHiCTB 3TiHO
YHHHOTO 3aKOHOJIaBCTBA YKpaiHH.

Komii 1aHOro pO3MOPSIUKEHHA HarpaBleH:
JIl " lepokaBHUH eKCIepTHHUH HEHTP MO3 Ykpainu";

TIpeacTaBHALITBO " Amena ®apma I1BT. ara.", Inmis, B VxpaiHi;
TosapucTBO 3 0OMEKEHOI0 BiIOBIAANBHICTIO "Exocratyc", YKpaiHa.
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