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Ha Ne Bif

KepiBHukam cy6’ekTiB rocnogapoBaHHs,
AKi 3aliMaloThca peasisanicro (Toprisiero),
30epiraHHAM i 3aCTOCYBaHHSAM JiKapCbKHX
3aco0iB

KepiBHHKaM TepUTOpiaIbHAX OpraHiB
HMepaxiikcayxbn Yxpainu

PO3MNMOPAKEHHS

Ha migcraBi orpuMaHHs iHGopMalil Opo HEBIATBOPIOBAaHHICTE METOAMKH,
niepei6aueHol MeTOIaMH KOHTPOJIO SKOCTi IO peecTpaliifHOro MocBiMYEHHs Ipenapary
Ne UA/0108/01/01 3a nokasuukoM'' KisibkicHe BusHaueHHsi-TuTpyBanHsa' (MeToAHKA
KiJEKICHOrO BH3HAYeHHS BMICTY ITiLIEPHHY He BiITBOPIOETHCS), @ TAKOX BCTaHOBJIEHHA
GaKTy  HEBiAMOBIAHOCTI  BMMOraM  aHANiTU4HOI  HOPMATHBHOI  JOKyMEHTawii
3a mokasHMKamu '"'Ommuc", "MapkyBauus' Ta y BigmoBimHocTi go cT. 15 3akoHy
Vkpainun "TIpo mikapceki 3acobu”, IlomoxenHs mpo [epxaBHy ciyx0y Ykpainu 3
nikapchKHMX 3aco0iB, 3arBepmxeHoro Ykasom IIpesumnenta Ykpainm Bim 08.04.2011
Ne 440, n.m. 3.1, 3.1.1., 3.1.5. "Tlopsaky BCTaHOBICHHA 3a0OpOHM (THMYacoBOl
3a00poHH) Ta IIOHOBIEHHS 0O0iry JikapchKHX 3aco6iB Ha TepuTopii VYkpaiHu',
3aTBepIXeHoro HakazoM MO3 Vkpainu Big 22.11.2011 3a Ne 809, 3apeecTpoBaHOro
MinicrepctBom roctuuii Ykpainm Big 30.01.2012 3a Ne 126/20439, "Inctpykuii mpo
HOPAIOK KOHTPOJIIO SIKOCTI JIIKapChKKX 3aco0iB mijJ Yac ONToBol Ta po3api6Hoi Toprismi",
3atBepixeHol HakazoM MO3 Vkpaium Big 30.10.01 3a Ne 436, 3apeectpoBaHOl
MinicrepctBoM toctunii Ykpainu Big 05.02.02 3a Ne 107/6395, 3i 3MiHammy,
THUMYACOBO 3ABOPOHSIIO peanizawito (TOPriBiro) Ta 3aCTOCYBaHHS JiKapChKOIO
3aco6y TIJIIEPHHOBI CYHNO3UTOPII AMEJA, cynosutopii pexTaibHi
mo 0,88 r Ne 5, cepii A1112, BupoOHuuTBa '""AMena ®apma IIsT. JITa.", Inaia, no
oKpeMoro piteHHs JepxaBHoT city>x61 YKpaiHy 3 JIiKapchKUX 3aco0iB.

Cy6’exTaM rocroJaproBaHHs, sKi 301iCHIOIOTE peatizaliito (TOprisiio), 30epiraHas
Ta 3aCTOCYBaHHS JIiKapChbKMX 3aco0iB, HEBIOKIAJHO IiCIs oOAepXaHHA [JaHOIo
pPO3MOPSI’KEHHsl TIEPEBipUTH HasgBHICTH Jikapcbkoro 3acoby TIJIIHEPHUHOBI
CYIIO3UTOPII AMEJA, cynosutopii pekraabui mo 0,88 r Ne 5, cepii A1112,
BHpoOHHUTBa ""AMena ®apma IIBT. JITA.", Inais.

[Ipu BusBIEeHHI 3pasKiB ILBOrO JIKAPCBKOTO 3aco0y BXWUTH 3axXOOd IIOJAO
BHIIy4eHHS HOro 3 06iry nuisxoM BMillleHHSI B KADAHTHH.
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Cy6’exTy TOCIOAapIOBaHHs, IPH BUSBNEHHI BKA3aHOrO IiKapchKoro 3acody,
IIOBiJOMHTH TepHUTOPiaJbHHA OpraH Teprikcmyx6u Yxpainu 3a MicIieM po3TallyBaHH]
Mpo BXHUTi 3aXOQW IUOJO BHKOHAHHA JaHOTO posnopsimkeHHs. [Ipy HAcTyIMHHX
[10cTaBKax JiKapchbKoro 3acoly cy6’eKT rocriofaproBatHs IOBMHEH BXXKUTH 3aXOJiB OO0
sanoGiraHHs NpHAGaHHIO, peatizallil Ta 3aCTOCYBAHHIO nikapcskoro 3aco0y, HaBEIEHOTO
B JAHOMY PO3IIOPSAKEHH.

KoHTpoNb 32 BHKOHAHHAM [aHOTO PO3MOPAIDKEHHA 3JiHCHIOIOTh TEPUTOPiabHi
opranu Jlepxikcmyx6u Ykpain 3a MicCLIEM pO3TalIyBaHHS.

HeBUKOHAHHS AaHOTO PO3TOPADKEHHS TATHE 32 c060I0 BiNMOBiANBHICTE 3TiHO

YHHHOTO 3aKOHOABCTBa YKpaiHH.
Kormii masoro po3nopsaxeHHs HampasJeHi:
JIT1 " depxaBHU#H eKCITepTHHHN IIEHTP MO3 Ykpainu";

ITpencTaBHULITBO " Amena ®apma I1IsT. 1711.", Tunis, B YkpaiHi;
ToBapHCTBO 3 0OOMENKEHOIO BimmosinansHicTio "ExocTtatyc”, VYkpaina.

3acrynuuk I'o10BH ' A1, 3axapam
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