MUHUCTEPCTBO
HA 3IPABEOITA3SBAHETO
Hapenda 3a usmenenue u nonbjaHenue Ha Hapenoa Ne 28 ot 2008 r. 3a ycrpoiicTBoTO, pena
U OPraHM3alusATa HA padoTaTa HA aNITEeKUTEe H HOMEHKJIATYPaTa Ha JIeKapCTBEHNTe
npoaykTu (06H., 1B, 6p. 109 ot 2008 r.; u3m. u jom., 6p. 67 ot 2010 ., Op. 2 ot 2012 1., Op. 81
ot 2015 1. u 6p. 24 o1 2017 1.)

§ 1. B un. 2, an. 2 Hakpast ce mmocTaBs 3ameras u ce 100aBs ,,KOWTO UMa 3a IeJl J1a 0003Haun
BHJIa HA 3/IpaBHOTO 3aBEJICHUE U HE IIPECTaBIsIBa peKjiama‘.

§ 2. B paznen I ce cp3naBa ui. 9a:

»di. 9a. JleliHOCTTa Ha anTEeKUTE CE€ OChINEeCTBABa cboOpasHo IlpaBunara 3a moOpa
(dhapmalieBTHYHA MPAKTUKA, IIPUETH CHIIIACHO WiI. 5, T. 3 0T 3aKOHA 3a ChCIIOBHATA OpraHU3aIUs Ha
Maructbp-papmanestute (3COMD).

§ 3. Usnen 11 ce usmens raka:

,»di1. 11. (1) 3a monmyuaBaHe Ha pa3pelieHue 3a ThbProBus Ha APEeOHO ¢ JIEKAPCTBEHH MPOAYKTH
3asBUTENUTE 1MojaBar B M3mbiaHuTennara arenius mno jekapcrsata (MAJI) 3asenenue mo obpaser,
YIBBPACH OT H3MBJIHUTEIHUS TUPEKTOp Ha M3mbaHUTENHATa areHIMs IO JieKapcTBara IO
MPEUIOKEHUE Ha eKCIePTHHS ¢hBeT 1o wi. 176 3JITTXM.

(2) 3a momyuyaBaHe Ha pa3pellieHre 3a pa3KprUBaHe Ha anTeKa 3a 3aJJ0BOJISIBAHE Ha COOCTBEHUTE
HYXIH PBKOBOJUTENUTE Ha JiedeOHH 3aBeneHus mo wi. 222, an. 4 3JIIIXM nonmaBar B MAJI
3asiBJICHUE 10 00pasel], YTBbP/IeH OT U3MBJIIHUTEIHUS TUPEeKTOp Ha M3mbiHUTEeTHATA areHIHs 10
JIeKapcTBarta Io NMpeAsIoKeHNEe Ha eKCIepTHUs cbBeT 1o wi. 170 3JIIIXM.*

§ 4. B un. 30, an. 1 nymure ,,iepcoHana Ha“ ce 3aMEHAT ¢ ,,apMaleBTUTE B*.

§ 5. B un. 32 ce npaBAr ciaeiHUTE U3MEHEHUS U TObIHEHMUS:

1. JToceramHusT TEKCT cTaBa all. 1 U B HEro:

a) TOUKa 3 ce U3MEHs TakKa:

,»3. KOMHS OT JTOKYMEHTHUTE 32 IMPAaBOCIIOCOOHOCT U OT TPYJOBUTE JIOTOBOPH € pabOTeIuTe B
amnTeKara Jnia, KakTo U ChOTBETHUTE yBeJIOMIIEHHU 110 Wi. 62, ain. 3 ot Kogekca Ha tpyna;*

0) Touka 6 ce OTMEHS.

2. Cp3paBa ce ai. 2:

»(2) UneHcTBOTO Ha MarucTbp-(apmarieBTHUTE OT IepcoHana Ha amnTekata B bearapckus
(apmaleBTUUEH ChIO3 CE€ YAOCTOBEpsABa NPH MPOBEpKa upe3 MpeACTaBsiHE Ha MpodecroHaHa
KapTa Ha MarucTbp-dapmaieBta, u3gaaeHa oT boarapckus dapmaineBTUYeH ChIO3, W/UIH Ype3
CIpaBKa B HAIlMOHAJIHMS EJEKTPOHEH PEerucTbp mo uia. 5, T. 4 oT 3akoHa 3a ChCIOBHATa
OpraHm3alys Ha MarucTbp-papmareBTuTe.

§ 6. Unen 32a ce oTMeHs.

§ 7. Unenose 376 u 378 ce OTMEHAT.

§ 8. B un. 49 cnen nymara ,,xapTueH* ce 100aBsl ,,uJIM €IIEKTPOHEH .

§ 9. [Ipunoxenne Ne 7 xpM ui1. 11 ce oTmMeHs.

§ 10. ITpunoxxenue Ne 15 kbM uit. 376, an. 3 ce OTMEHS.

IIpexonna pasnopenda

§ 11. lo yrBppknaBaHe oT M3mbaHuTenHaTa areHIUs MO JieKapcTBata Ha oOpaslu Ha
3asgBICHMS 1O § 3 3asiBUTENMTE MOJAaBaT 3asBJICHHUS 10 JOCETAIIHUS 00paseLl.
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