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YBAKEMMU JI-P KOMUTOB,
YBAXKEMMUM JTAMMU U T'OCIIOJA,

B brirapcku jiekapcku ¢bro3 noctbiu cranosuiie ¢ M3x. Ne 4/25.01.2017 or
Hanmonannoro capykeHnue Ha oOIIONPAKTUKYBAIIKUTE JieKapud B bbirapus OTHOCHO
npuerure ¢ Pemenne na Hagzopuust ceeer na H30K Ne PJI-HC-04-4/11.01.2017 r.
.. Kputepuu 3a npeanrcBaHe Ha JIEKAPCTBEHHU IPOIYKTH, ChAbPXKAILIH €HO aKTUBHO
BELIECTBO (MOHOIPOAYKTH), 3a JICUEHHE Ha 3a00JISIBAHETO ,,eCEHIIHAHA XUITEPTOHMS
or kiac 110 mo Mexaynapoanara kiacudukanus Ha 6oecture (MKB10), ¢ HuBO Ha
sartamane 100%*.

B cranoBumiero ca HanpaBCHU MHOXKECTBO MPCITIOXKECHUS, OTHOCHO BbBEKIAaHE
Ha IMPOMEHHU B YTBBPJICHUTC KPUTCPHUH.

CeiieBpeMEeHHO, OMXME JKelnaau Ja OTOeNe)XduM, dYe He ChIIECTBYBa
HOpMaTHBHA JAenerauus cboOpaszHo, kosTo H30K na uma 3ajpinkeHue, peceKTHBHO
IPaBOMOLIME, Jla M3[aBa IOJOOHUM CAMOCTOSTENHM KPHUTEPUH 3a H3IHCBAHE Ha
JIEKapCTBEHU IPOJAYKTH, IPEJHA3HAYCHU 3a JICYCHHE Ha ECEHIIHAIHA XHUIIEPTOHUSI.
CeriacHo feiicTBaiiaTa HOpMaTHBHA paMKa B CTpaHarta W B YaCTHOCT 3aKOHBT 3a
JIEKapCTBEHUTE IPOJAYKTH B XyMaHHaTa MeJuIMHAa M 3aKOHBT 3a 3JIPaBHOTO
OCHTYpsIBaHE, Cjie/l 0N00PEHUETO Ha JJaJIeH JIEKAPCTBEH MPOAYKT 3a peuMOypcHpane u
OIpEJICNITHETO Ha MPOILIEHTa Ha HeroBaTa peumOypcaius ot HarmoHaaHusl CHBET 110
neHd u peumOypcupane Ha sekapcrBeHure npoayktu, H3OK usima npaBomomust
Ja NMPOMeEHsl, HM3MEHsl WJIH OrPAHHYABA C JONbJHHTEIHH NPABHJIA HEr0BOTO
npenucBaHe.

He cbmecTByBa U HOpMaTHBHO Bb3joxkeHa (yHKiwms, Ham3opHusi chbBeT Ha
H3O0K na yrBbpkaaBa moJo0HU KPUTEPHH.



HeszaBucumo ot uucro ITPAaBHUTE aCIICKTH Ha ITOBJIUTHATHSI CIIOp cuuTamMe, 4ye
NPpEAOCTaBAHETO HA YKa3aHUSI KbM MEJIUIIUHCKUTE CIICIIAAJIMCTH, OTHOCHO U3IHUCBAHETO
Ha JICKapCTBCHUTE MPOJAYKTH 3a JICUCHHUE HaA €CEHI[MaIHA XUIICPTOHHUSA, 1€ UMa CBOs
ITOJIOXKUTECIICH e(l)CKT, OT TJICJHA TOYKA Ha yeHaKBsIBaHE Ha MpaBUjIaTa U MEXaHU3MUTE
3a NPEAIMCBAHE M OTIIyCKaHe Ha TE€3U IIPOAYKTH.

BbB Bpb3ka ¢ ropeMsnoKeHOTO, MOAKPENsIME HANpPABEHHTE MPEUIOKEHHS OT
Hanvonamnoro  cnpyxenne  Ha  oOWIONPAKTHKYBAIMTE  JIeKApH,  OTHOCHO
HEOOXO/IMMOCTTA OT ChBMECTHO OOCHKIAHE Ha TEKCTOBETE, KaTo Bhirapekus JIeKapCKu
ChIO3, M3pa3siBa CBOATA TOTOBHOCT Jia NPEIOCTABH U HEOOXO/MMATa EKCIIEPTHA TTOMOTIL,

C yBaxenue,
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