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JNEPKABHA CIYIXBA YKPATHH 3 JIKAPCHKHX 3ACOBIB
(Hepxaixenyxba Ykpainn)
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Ha Ne B1I

KepiBunkam ¢y0’ckTiB rocnoiaploBaHnd,
siki 3afiMaroThes peajiizaniero (Topribier),
30epirandAM i 3aCTOCYBAHHAM JiKapCbKHX
3aco0iB

KepipnukamM  TepHTOpiaJbHUX opraniB
Nepsaikeayskbn Ykpainu

PO3ITIOPSIKEHHA

Ha mimctaBi BCTAHOBIEHHS (QAKTY HEeBiAMOBLAHOCTI BUMOraM aHaliTHYHOI
HOpMaTuBHO! JOKyMEHTaIll [0 peecTpailifHoro MOCBiAYeHHs UA/1008/01/02
npenapary 32 NOKa3HUKOM «KinbkicHe BH3HAYEHH» Ta ¥ BIAMNOBIZHOCTI 1O CT. 15
3akoHy Ykpainu "TIpo nikapebki sacobu”, Tonoxenns mpo JepxapHy CiyxOy
Yxpailhu 3 AIKapCHKUX sacobiB, 3arBepmkenoro Ykasom llpesnnenta VkpaiHy Bif
08.04.2011 No 440, m 3.1. "llopsaaky BCTaHOBICHHA 3a60poHH  (THMH4AcOBOL
3a00pOHH) Ta MOHOBIECHHA obiry nixapcekux 3acobiB Ha TepuTopil YKpaiHu',
sarBepkeHoro Hakasom MO3 Vipaiuu Bix 22.11.2011 3a Ne 809 (3i 3MiHaMHu),
3apeecTpoBaHOro MiHiCTEPCTBOM locTruii Yxpainn sig 30.01.2012 3a Ne 126/20439,
"IHCTpYKUil Mpo MOPSAOK KOHTPOJIO IKOCTi MKapchKHX 3aco0iB Iijl 4ac OMTOBOI Ta
po3upidHol Toprism", 3aTBEPIKEHO] HAKAa30M MO3 Ykpainu Bix 30.10.01 3a Ne 436,
sapeecTpoBaHol MiHiCTEPCTBOM jocrruii Ykpaiam Big 05.02.02 3a No 107/6395
(31 3MiHaMH), THMYACOBO 3ABOPOHSIO peanizauiio (topriBnlo) Ta
3aCTOCYBaHHA JIIKAPCHKOTO sacoby IEBAHEKC®, nopomok Ansi po3iHHy A
in'exuiit, mo 1 r/1 r y ¢iaxonax Ne 1, cepii 07222001, BUpoGHHUTBA OPXIA
XEJITXKEP (Bigminenua Opxin Kemikaiuc eHi ®apmacsiotikaie Jlimirex),
IHAisi, 10 OKPEMOTO pilIeHHS TepxasHol cayx6u Ykpainu 3 JTKapChKUX 3acobiB.

Cy6’extaM TOCIOAAPIOBAHHA, qKi  3ificHIOOTH pearizaniio  (TOPTiBIo),
3GepiraHHs Ta 3aCTOCYBAHHS JIIKAPCHKUX 3ac00iB, HEBiIAKIAAHO HICHA OACPKAHHA
QAHOr0  PO3NMOPSUUKEHHSI  TEPeBipUTH HasBHiCTH  JiKapchkoro  3acoQy
HMEBAHEKC®, nmopoiiox Jasi po3iuHy AJsd in'exuiii, mo 1 r/1 r y ¢uaxkonax
Ne 1, cepii 07222001, BupodHNUUTBA OPXII XEJTXKEP (signinenns Opxin
Kemikanc ena @apmacbrotikasc Jlimiren), Ingis.

Tlpy BHABIEHHi 3pa3KiB LBOTO MiKapchkoro 3acofy BXHUTH 3aXOAH INOIO
BHITy4€HHsI 1OT0 3 001ry INISIXOM BMIIEHHA B KAPAHTHN.
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Cy6’exTy TOCMONAPIOBAHHS, NPH BHABJIEHHI BKA3aHOIO JIKapChKOTO 3aco0y,
MOBiTOMUTH TepuTOpianhHuit opran Jlepxnikcmyx6u Ykpaimu 32 MicleM
PO3TALIYBAHHS [IPO BXHTI 3aXOIU MIOJ0 BUKOHAHHS JaHOTO po3nopsyukeHHs. ITpn
HACTYHHMX IIOCTABKAX JiKapchkoro 3acolfy c¢y6’exT rocmoAapioBaHHi NOBHHEH
BXKHMTH 3aXO[iB 11040 3armobirands npuabaHHIo, peanisanii Ta 3acTOCYBAHHIO
JKAapchKOro 3acofy, HaBeIeHOro B TAHOMY PO3IOPSUKEHH.

KoHTpons 3a  BUKOHaHHAM  NaHOTO  PO3MOPS/DKEHHA 30iHCHIOIOTH
TepaTOpiaibHi oprany Jlepxiikcnyxty YKpaiHH 3a MiclieM po3Tally BaHHA.

HeBHKOHAHHA [AHOTO POIOPAKEHHS TATHE 3a o600 BIANOBINATBHICTH
3riHO YHHHOTO 3aKOHOJABCTBA Y KpaiHM.

Komii janoro posnopspxeHds HalpaRieHt:

III1 " Mlep>xapuuii excneptauii nearp MO3 Ykpainn™;
epacrapupmrao Opxia Kemikarc en PapmachroTikanc Jlimiten B Yxpaini.
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