MPOEKT

Hapen0a 3a usmenenue u nonbjiHenue Ha Hapenoa Ne 34 ot 2005 r. 3a pena 3a
3amjialiaHe OT AbPKABHUS OI0/IKeT HA JIeYeHUETO HA ObJrapCKUTE TPAaXKIAaHU 32
3a00/1sIBaHMsl, U3BBH 00XBaTa HA 3QBJKUTETHOTO 3IPABHO OCUTYPSIBaHe

(06H., 1B, 6p. 95 ot 2005 1., u3Mm. u goi., 6p. 16, 48 u 95 or 2006 1., 6p. 31, 69, 89, 90 u 96
ot 2008 ., 6p. 24 ot 2009 1., u3Mm. u pom. 6p. 7, 21 63, 89 u 100 ot 2010 r., u3M. u j011., Op.
13,18 1 94 ot 2011 1., 6p. 49 o1 2012 1.; u3M. ¢ Pemierne Ne 14249 ot 2011 r. Ha BAC na Pb
- 6p. 31 ot 2014 r.; u3m. u gom., 6p. 62 u 95 ot 2014 1., 6p. 37 oT 2016 T, Op. 65 0T 2018 I,
op. 321 92 or 2019 1.)

§ 1. Bui. 6, ann. 1 nymure ,,B KIMHAYHO U3MUTBAHE HA JIEKApCTBa“* c€ 3aMECTBaT C ,,lIpU
MPOBEXK/IAHE HA KIMHUYHO U3MUTBAHE C JIGKAPCTBEHU MPOIYKTH .

§ 2. B ui1. 7 ce npaBAT cneHUTE U3MEHEHUS U IOIIBJIHCHHUS:

1. Cp3gaBa ce ain. la:

,»(1a) MakcumManmHaTa CTOMHOCT 3a €AMHUIIA JIEKAPCTBEHO BEIIECTBO MO MEKTYHAPOHO
HEMaTeHTHO HAMMEHOBaHWE 3a JieKapcTBeHaTa (opma, KOSATO ce 3amjamia OT AbpKaBHUS
OFOJKET Ha JICKaApCTBEH MPOAYKT, 32 KOWTO CTOMHOCTTA 1o Wwi. 45 ot Hapenbara 3a yciioBusira,
MpaBWJIaTa U pejia 3a perylivpaHe U perucTpupaHe Ha [EHUTE Ha JIEKAPCTBEHUTE MPOAYKTH Ce
W3YUCIIsIBA 4Ype3 TpyHNUpaHe, B KOETO HE y4dacTBaT JICKAPCTBCHHW MPOIYKTH Ha JPYrd
MIPUTEKATENN Ha pa3pelieHue 3a ynorpeda, ce onpezens B JIEBOBE KaToO ce B3eMa Hali-HUCKaTa
CTOMHOCT, W3YMCIeHa Ha 0a3a IieHa 3a CBINHS JICKAPCTBEH MPOIYKT MO MEXTyHAPOIHO
HEMaTeHTHO HAMMEHOBaHHWE CbC CHOTBETHATA JIeKapcTBeHa ¢opma, 3aruiamaHa oT
obmiecTBeHnTe (POHIOBE HA CTpaHUTE, MOocoueHH B WiI. 8, ai. 1, T. 1 or Hapenbara 3a yciioBusira,
MpaBWJIaTa U pefia 3a peryjirpaHe U perucTpupaHe Ha IIEHUTE Ha JEKapCTBEHUTE MPOIYKTH U
MaKCHUMaJHaTa CTOMHOCT, JOTOBOPEHA 10 peaa Ha 1. 262, ait. 12 ot 3akoHa 3a JIeKapCTBEHUTE
MPOJIYKTH B XyMaHHATa MEIUIIMHA. *;

2.Ban. 3, 1. 1 Hakpas ce no6aBs ,,unu ai. la“;

3. B an. 4 uudpara ,,2* ce 3amens c ,,3.

§ 3. B un. 27a, an. 1 gymure ,,un. 29 ce 3ameHsT ¢ ,,uil. 6a, an. 1, 1. 1 ot 3akoHa 3a
31paBETO .
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