NMPOEeKT

Hapenoa

3a nomeaHeHne Ha Hapenba Ne 34 ot 2005 r. 3a pea 3a 3amianiane ot JbpKaBHUS OIOKET Ha
JICYCHUETO Ha OBJITAPCKUTE TPaXJTaHU 3a 3a00JsIBaHMS, U3BBH 00XBaTa Ha 3aBIKUTEITHOTO
3apaBHO ocurypsiBane (00H., JIB, 6p. 95 ot 2005 r., u3m. u gor., 6p. 16, 48 u 95 ot 2006 r., Op.
31, 69, 89, 90 u 96 ot 2008 r., 6p. 24 oT 2009 ., Op. 7, 21, 63, 89 1 100 oT 2010 1., Op. 13, 18
u 94 ot 2011 r., 6p. 49 ot 2012 r.; u3Mm. ¢ Pemenne Ne 14249 ot 2011 r. nHa BAC Ha Pb - Op.
31 ot 2014 r.; u3M. u gort., 6p. 62 u 95 ot 2014 r., 6p. 37 oT 2016 T., Op. 65 0T 2018 T., Op. 32
192 ot 22.11.2019 ., 6p. 73 o1 2020 1. 11 6p. 29 o1 2021 1.)

§ 1. B un. 7 ce cp3naBa ai. 6:
»(0) Anmunen 1 m la ce mpuiaraT 3a JEKapCTBEHHUTE MPOAYKTH, MpPEIHA3HAYCHH 32
JIedeHue Ha 3a00isIBaHuATa 110 4i1. 2, ain. 1, 1. 3.

§ 2. Bun. 8, an. 1 B rekcta mpeau 1. 1 cnex gymure ,,ui. 2, an. 1 ce mocrast 3aneras
u ce nobass ,,T. 3.

§ 3. Cp3aBa ce HOB ui. 8a:

,»di1. 8a. (1) 3a 3aKkynyBaHeTO Ha JIEKAPCTBEHU MPOAYKTH, MPEIHA3HAYECHU 32 JICUCHHUE
Ha 3a00JI1BaHUATA 10 WI. 2, ajl. 1, T. 6 ce U3roTBs crenuuKanus, KosSTo ChIbpxKa:

1. ko Ha 3abosBaHUATa 110 MexTyHapoaHaTa KiacupuKaus Ha 00JIeCTUTE;

2. KOJl 10 aHATOMOTepaneBTUYHATA KI1acu(UKaIMs Ha JIEKapCTBaTa,;

3. MEXIyHapOIHU HETIaTeHTHU HAUMEHOBAHUS Ha JIEKapCTBATA;

4. KOJIMYECTBO JIEKapCTBEHO BEILECTBO U JieKapcTBeHa (hopMa;

5. MakCHUMaJHaTa CTOHHOCT 1o aj. 2.

(2) MakcumanHaTa CTOWHOCT 3a CIMHHUIIA JICKAPCTBEHO BEHIECTBO MO al. 1 1o
MEXyHAapOJAHO HEMAaTEeHTHO HAaMMEHOBAaHME 3a JIeKapcTBeHaTa ¢opma, KOsITO ce 3aruiaiia oT
JbPKaBHUST OIOJIKET, CE€ OIpeesisi B JICBOBE, Ha 0a3a Hali-HHCKaTa CTOMHOCT, M3YMCIIEHA Ha
LIEHa 3a ChIIMS JEKAapCTBEH MPOAYKT MO MEXIYHAPOJIHO HENAaTEeHTHO HAMMEHOBAaHUE ChC
ChOTBETHATa JIEKapCTBEHa (opma, 3aIiamiada oT oOuecTBeHUTEe (OHIOBE Ha CTpPAHMTE,
noco4yenu B wi. 8, an. 1, T. 1 or HapenOara 3a ycnoBusita, mpaBuiara u pesia 3a peryjiupaHe u
perucTpupaHe Ha LIEHUTE Ha JIEKapCTBEHUTE MPOIYKTH.

(3) Koraro B ctpanuTe mo ai. 2 HsiMa IieHa, ce mpriara 4i. 8, an. 4 ot Hapenbara 3a
YCIIOBUSATA, NIpaBUJIaTa U peia 3a peryjupaHe U perucTpupaHe Ha LIEHUTE Ha JEKapCTBEHUTE
MPOJIYKTH.

(4) Ilpu m3uucngBaHe Ha CTOMHOCTUTE IO al. 2 ce M3MOJ3Ba Kypc Mo (pUKCHHra Ha
IlenTpannaTa eBporelicka 6aHka 3a ChOTBETHATa BajllyTa KbM JaTaTra Ha YTBbpXKJAaBaHE Ha
cnernudukanusara mo ai. 1.

(5) Onpenenenara MakcuMalHa CTOMHOCT IO pe/ia Ha ajl. 2 He MOXKe J1a O'bJie 0-BUCOKa
OT CTOMHOCTTa 3a €IMHHUIA JIEKAPCTBEHO BEIIECTBO 110 MEXIYHAPOJHO HEMATEHTHO
HalMEHOBaHME 3a JIeKapcTBeHaTa (opma, ornpeneneHa B [103uTHBHUS JIEKapCTBEH CIUCHK IO
. 262, an. 6, T. 3 oT 3aKOHA 3a JEKaPCTBEHUTE IPOAYKTH B XyMaHHAaTa MEIULIMHA. .



§ 4. B . 11 HaBcskbaE ciien JyMHUTE ,,471. 8° ce IMocTaBs 3areTas u ce 100aBs ,,8a.

§ 5. B un. 126, an. 2 cien xymute ,,ui. 8 ce mocTaBs 3amneras u ce 100aBs ,,8a.
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