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Ha Ne BiX

KepiBHukam cy6’ekTiB rocnogaproBaHHS,
AKi 3aiiMaloTbesl peadizanicio (Toprisaero),
30epiraHHsIM i 3aCTOCYBaHHSAIM JIiIKApCbKHX
3aco0iB

KepiBHHKaM TepHTOpiaJlbHHUX OpraHiB
HMepxiikciayx0u Y kpaiHu

N
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Ha mnincrtaBi BcraHOBNEeHHS ¢aKTy HEBIAMOBIAHOCTI BUMOraM aHaiTHYHOI
HOPMAaTWBHOI [JOKyMeHTalii nxo peectpaniiHoro mocsiquenns UA/8637/01/02
Ipernapary 3a IIOKa3sHMKOM ''3ajMIIKoBa KiJIBKICTh OpraHiuHHX PO3YMHHMKIB -
I'PX - isonmpomninoBuit cnupt'; ''3ajumkoBa KiUJIBKiCTH OpraHiuHHX
posunHHHKIiB - I'PX - guxjopmeran' Tta y BianomigHocti 1o cr. 15 3akony
VYxpaiuu "Ilpo mikapeeki 3acobu”, ITonoxenust npo epxaBHy ciyx0y YkpaiHu 3
MiKapchKUX 3aco0iB, 3aTBepkeHoro YkasoM Ilpesumenta Ykpainu Bix 08.04.2011
Ne 440, n. 3.1.5. "Tlopsnky BcraHOBJIeHHS 3a00poHM (THMUAcoBOi 3a00poHM) Ta
IIOHOBJIECHHA 00iry JiKapchKuX 3acobiB Ha TepuTopil YKpaiHH'", 3aTBEepIKEHOrO
HakazoM MO3 Vkpairu Bix 22.11.2011 3a Ne 809 (3i 3MiHaMH), 3apeecTpOBAaHOIO
MinicrepctBoM roctruii Ykpainu Bix 30.01.2012 3a Ne 126/20439, "Inctpykuii mpo
TIOPSIIOK  KOHTPOJIKO SIKOCTI JIIKapChKUX 3aco0iB IMMiJ Yac ONMTOBOI Ta po3apiOHoOl
TopriBini", 3arBepikeHoi HakazoM MO3 Vkpaimu Bix 30.10.01 3a Ne 436,
3apeecTpoBadoi MiHicrepcTBoM toctuuii Ykpainu Big 05.02.02 3a Ne 107/6395
(3i sminamu), THMYACOBO 3ABOPOHSIO peanizaniio (TopriBmo) Ta
3acTOCyBaHHS Jikapchkoro 3aco0y IEBOMAK, TaG1eTkd, BKpUTi 060/I0HKOI0, 110
S00 mr Ne 5, cepii ELB5209A, Bupo6uuurBa Makieoac ®apMachblOTHKAJC
Jimiten, Ingis, 1o okpemoro pimensus Jlep>kaBHOI ciyxOu YKpaiHu 3 JTiKapChbKHX
3aco0iB.

Cy6’exTaM rocrnomaproBaHHS, SKi 3IIHCHIOIOTH peanizauino (TOpriBiio),
30epiranHs Ta 3aCTOCYBaHHs JIiKapchbKUX 3ac0o0iB, HEBIOKIALHO MiCHs OJEep)KAHHS
AQHOr0 pO3NOPSAMKEHHs IEpEeBIpUTH HasBHICTH Jikapchkoro 3acoby IEBOMAK,
TabJIeTKH, BKPUTi 060/10HKO0I0, M0 500 Mr Ne 5, cepii ELB5209A, BupoGHHUTBA
Makneoac ®apmacbsrorukalic Jlimiren, Ingis.

Ilpy BHsBJIEHHI 3pasKiB LBOTO JIiKapCHKOTO 3aco0y BXKHMTH 3aXOAd ILOJO
BHJTyY€HHS HOro 3 00iry LUIsIXoM BMillleHHSI B KAPAHTHH.
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Cy6’€exTy rocroJapioBaHHs, IPU RHSBIEHHI BKA3aHOTO JiKapchkoro 3acoly,
TIOBiIOMHTH TEPHUTOpialbHUH OpraH Jepxxaikcmyx6u  YkpaiHu 32 MiceM
pPO3TAIlyBaHHs IIPO BXWTi 3aXOAW LIOA0 BHKOHAHHI naHoro posnopskenns. [Ipu
HACTYIIHMX [IOCTaBKaX JIKapChKOro 3aco6y CcyG6’eKT roclojapioBaHHA TOBUHCH
BKHTH 3aXOMiB WIOKO 3arobiraHHsA IpUAOaHHIO, peanizauii Ta 3aCTOCYBaHHIO
nmikapchKoro 3acofy, HaBeIGHOr0 B IaHOMY PO3TIOPSIKEHHI.

KoHTponbh 32  BMKOHAHHAM  JIAHOTO  PO3MOPAJUKCHHA 3 ICHIOIOTh
TepUTOpiaIbHI OpraHu Hepxnixcmyx6u YKpaiHy 3a MICIIEM pO3TalllyBaHHs.

HeBUKOHAHHS [AAaHOTO PO3MOPAIKEHHA TATHE 33 co6ol0 BiAMOBiIANBHICTE
3TiIHO YHHHOTO 3aKOHOAABCTBA YKpaiHH.

Komnii AaHOTO pO3MOPS/KCHHA HaIpaBJlIeHi:

JIIT "JlepxaBHAN eKCIIEPTHUI LIEHTP MO3 Vkpainn",
TIpencraBHALTBO Makneonc PapMachiOTHKAIIC JlimitTen B YKpaiHi
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