Hapen0a 3a usmenenue u nonbiaHenue Ha Hapenoa Ne 28 ot 2008 r. 3a ycrpoiicTBoTo, peia u
OPraHM3alMsATA HA padoTaTa HAa aNlTeKNUTe M HOMEHKJIaTypaTa Ha JIeKapCTBeHUTe
npoaykru (06H., JIB, 6p. 109 ot 2008 r.; u3m. u gom., 6p. 67 ot 2010 ., 6p. 2 o1 2012 1. 1 Op. 81
ot 2015 1.)

§ 1. B un. 370 ce npaBAT ciaeTHUTE U3MEHEHUS U IOMbIHEHUS:

1. Cp3maBa ce HOBA ail. 2:

»(2) IIpu npuiarane Ha METOJTH, TTO3BOJISIBAIIM M3IIOJI3BAHE HA ISUIOTO KOJUYECTBO JICKAPCTBEH
MPOJYKT 10 Wi. 37a OT TbpBUYHATA OMAKOBKA, C€ JOIyCKa ACMHOCTHUTE 10 ajl. | Ja ce u3BbpIIBAT B
JICHS Ha ITBJTHOTO M3YEPIIBAHE HA JIEKAPCTBEHHUS MPOAYKT OT ITbPBUYHATA OMAKOBKA IPH CITa3BaHE Ha

0JI0OpEHUs B KpaTKaTa XapaKTePUCTHKA Ha JICKAPCTBEHUS IPOAYKT CPOK Ha rogHOCT U [IpaBuiara 3a
no0pa (hapmarieBTUYHA IMPaKTUKA.

2. locerammmuTe ai. 2 1 3 ctaBaT ChOTBETHO al. 3 u 4.
§ 2. B uin. 378, an. 3 yucinoro ,,2* ce 3amens ¢ ,,3“.
§ 3. B nanmenoBanuero Ha npuitoxkenne Ne 15 kpm uit. 376, an. 2 yucnoto ,,2 ce 3ameHs ¢ ,,3.
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