MUHUCTEPCTBO HA 3/IPABEOITA3BAHETO
Hapeno6a 3a nonbianenne Ha Hapenoa Ne 34 ot 2005 r. 3a peaa 3a 3anjiamase or

AbPKABHUS OIOKET HA JIeYeHUEeTO HA ObJrapCcKUTe rpaskIaaHm 3a 3a00/151BaHNs,

U3BbH 00XBaTa HA 3aIBKUTEIHOTO 3paBHO ocurypsiBane (06H., /IB, Op. 95 or 2005 r;
u3M. " jgot., op. 16, 48 u 95 ot 2006 1., 6p. 31, 69, 89, 90 1 96 ot 2008 r., Op. 24 oT 2009
r., 0p. 7,21,63,89 u 100 or 2010 1., 6p. 13, 18 1 94 o1 2011 1., 6p. 49 0T 2012 I.; U3M. C
Pemennie Ne 14249 ot 2011 r. nHa BAC na Pb — 6p. 31 o1 2014 r.; u3M. u gom., 6p. 62 u 95
ot 2014 1., 6p. 37 o1 2016 1., 6p. 65 0T 2018 1., O6p. 32 M1 92 0T 2019 1., Op. 73 0T 2020 T. M

op. 29 ot 2021 1.)

§ 1. B un. 7 ce cp3naBa ai. 6:

,»(0) Anunen 1 u la ce mpunarar 3a JIeKapCTBEHUTE MPOAYKTH, MPeAHA3HAYCHH 32 JICUCHUE
Ha 3a0ojgBaHusTa 1Mo 4i. 2, ai. 1, 1. 3.

§ 2. B un. 8, an. 1 B Texcra npeau 1. 1 cnex aymure ,,ui. 2, an. 1% ce nmocrass 3aneras u ce
nobass ,,T. 3.

§ 3. Cp3aBa ce HOB uiI. 8a:

,»d1. 8a. (1) 3a 3akynmyBaHETO Ha JIEKAPCTBEHU MPOAYKTH, NPEAHA3HAUYEHU 3a JICUEHUE Ha
3a00nABaHMATA MO Wi. 2, al. 1, T. 6, ce U3rOTBS crelu(puKaIus, KOsITO ChAbpKa:

1. ko Ha 3a0osBaHMsTa IO MexayHapoaHATa KIacH(pUKaUs Ha O0JIeCTUTE;

. KOJI I0 aHaTOMOTeparneBTHYHATa Ki1acu(UKaIys Ha JeKapcTBaTa;

. MEXKJIYHApOIHH HETIATCHTHH HAUMEHOBAHUS HA JICKAPCTBATA;

. KOJIMYECTBO JIEKaPCTBEHO BEIECTBO U JIeKapCTBeHa (opMa;

. MaKCHMaJHaTa CTOMHOCT 10 aJl. 2.

(2) MakcumanHata CTOWHOCT 3a €IMHHUIA JIEKQpCTBEHO BEIIeCTBO Mo aia. 1 1o
MEXyHApOJAHO HEMATCHTHO HAaMMEHOBAHME 32 JICKapCTBeHaTa Gopma, KOSITO ce 3arJama oT
IbpKaBHUS OIO/DKET, ce Ompesels B JeBoBe Ha 0a3a Hail-HHMCKaTa CTOMHOCT, M3UMCIICHA Ha
LIEHA 3a ChIIMS JEKApPCTBEH MNPOAYKT IO MEXIyHAPOJIHO HENAaTEHTHO HAMMEHOBAaHUE ChbC
ChOTBETHATa JIeKapcTBeHa (Qopma, 3ariamaHa OT oOllecTBeHUTE (OHIOBE Ha CTpPaHUTE,
nocoueHu B wi. 8, ai. 1, T. 1 or HapexOarta 3a ycrmoBusiTa, mpaBuiata u pesia 3a peryjinpase u
perucTprpaHe Ha IEHUTE Ha JTIEKapCTBEHUTE MPOIYKTH.

(3) Koraro B cTpanute mo ai. 2 Hsima IeHa, ce mpwiara wi. 8, ain. 4 ot Hapenbara 3a
yCIOBUSITA, TIPaBUJIaTa M Pe/ia 3a PEeryIupaHe U PEerucTpUpaHe Ha IIEHUTE Ha JICKApCTBEHUTE
MIPOTYKTH.

(4) Ilpu wm3uucnsgBaHe Ha CTOMHOCTHTE MO all. 2 C€ M3MOJ3Ba Kypc MO (PMKCHHTa Ha
[lenTpannaTa eBporelicka 6aHKa 3a ChOTBETHATa BajlyTa KbM JaTaTa Ha yTBbpXK/JaBaHE Ha
cnenuduKanusaTa mo ai. 1.

(5) Ompenenenara MakCuMalHa CTOMHOCT T10 pe/ia Ha ajl. 2 He MOXe Ja ObJie T0-BUCOKA OT
CTOMHOCTTa 3a €JMHHIIA JIEKAPCTBEHO BEIIECTBO IO MEXAYHAPOJHO HEMATEeHTHO
HauMEHOBaHME 3a JIeKapcTBeHaTa ¢opMa, omnpeseneHa B [103UTUBHUS JIEKapCTBEH CIUCHK 10
wI. 262, an. 6, T. 3 0T 3aKOHA 3a JEKapCTBEHUTE TPOJYKTH B XyMaHHATa MEINUIIMHA.

§ 4. B un. 11 HaBcsAkbae ciieq IyMHTE ,,wI. 8 ce ocTaBd 3aneras u ce 1o0aBd ,,8a“.

§ 5. B un. 126, an. 2 cnen nymure ,,ui1. 8 ce moctass 3amneras u ce 106aBs ,,8a%.

Mununctep: Acena Cep0e3oBa
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