IIpoexkT

PEINNIYBJUUKA BBJITAPUA
MHUHHUCTEPCTBO HA 3IPABEOIIAZBAHETO

Hapen6a

3a u3MeHeHue U JonbaHeHue Ha Hapenoa Ne 10 ot 2009 r. 3a ycjioBusita u pena 3a

3aIJIalaHe Ha JIEKAPCTBEHH NMPOAYKTH 1O 4. 262, ajn. 6, T. 1 U T. 2 oT 3aKoHa 3a

JIeKapCTBEHUTE MPOAYKTH B XyMaHHATA MeIMIIMHA, HA MeIMUMHCKHU U3/1eJIMsl U Ha

AUETHYHH XPAHHU 32 CHEeUMATHN MeIMLIMHCKH LeJIH, KAKTO U HA JIEKAPCTBEHH NMPOAYKTH 32
3PaBHU JeHHOCTH MO WiI. 82, aJ. 2, T. 3 oT 3aKoHa 32 31paBeTo
(o6H., /IB, 6p. 24 ot 2009 r., u3m. u gorm., JIB, 6p. 34, 38 u 40 or 2009 1., 6p. 9 0T 2010 1., OPp.
67 or 2011 1., 6p. 49 o1 2012 1., Op. 48 0T 2014 1., 6p. 30 M1 62 0T 2015 T, Op. 44 0T 2016 T. M
op. 89 0T 2017 1.)

§ 1. B un. 12, an. 2 Hakpas ce mocTaBs 3ameras u ce 100aBs ,,c u3kioueHue Ha MU, kouto
H3O0K 3amnamnia Ha npou3BOAUTENN WM THPrOBIM HA eapo ¢ MU win TeXHH yIbIHOMOIIECHU
npeacTaBuTend, ckaroumm goropopu ¢ H30K 3a nocraBka Ha MU o pena Ha HapeadaTa mo 4.
11, am. 1°.

§ 2. Bun. 13, an. 2, 1. 2 ce u3MeHs Taka:

»2. cnucbk ¢ MU mo rpynu, kouro H3OK 3ammama B ycinoBusita Ha OOJHHUYHATA
MEIHIIMHCKA TIOMOIIL, ¥ CTOIHOCTTA, 10 kosTo H30K 3amunaria 3a Bcsika rpymna Ha:

a) Je4eOHM 3aBeJCHUS B M3IBIHEHHWE Ha JOTOBOPHUTE 3a OKa3BaHEe Ha OOJHUYHA
MEIHUIIMHCKA TOMOIIl, CKIIFOYEHU MEXY M3MBIHUTENN Ha MEIUIIMHCKA TIOMOII U AUPEKTOpa Ha
crotBeTHaTa P3OK;

0) TPOM3BOAUTENM WM THProBUM Ha eapo ¢ MM wunM TeXHH YIbIHOMOIIECHU
npencraButeny, ckiounu gqoropopu ¢ H30K 3a nocraBka Ha MU mo pena Ha HapeabaTa Mo 4il.
11, am. 1.“.

§ 3. B un. 16B ce npaBsT ceIHUTE U3MEHEHUS U TOIBbIIHEHUS:

1. B an. 1 cneg nymute ,,un. 13, an. 2, 1. 2 ce mocraBs 3amneras u ce 100aBs ,,0. ,,a*“ U
,0°, a cien mymuTe ,,00THHYHA METUIIMHCKA MOMOIIL™ ce J100aBs ,,d Ha MPOU3BOAUTENH WU
TBProBIM Ha eApo ¢ MU uiam TeXHU YIMBIHOMOIIEHU MPEACTABUTENH, CKIFOUUIU JIOTOBOPH C
H3O0K 3a nocraBka Ha MU no pena Ha Hapen6ara mo wi. 11, an. 1.

2. B an. 2, 1. 3 nymure ,,110 pea Ha MeToauKara mo wi. S5¢ 330 ce 3aMeHsIT ¢ ,,IT0 peja,
YCTaHOBEH B HAIIMOHAIHHUTE PAMKOBH JIOTOBOPH, MPUIIOKUMH MPE3 CbOTBETHATA FOIUHA™.

3. B an. 3 B rekcra npeam 1. 1 ciren gymute ,, 9. 13, an. 2, T. 2% ce mocTaBs 3ameTasi ¥ ce
nmobaBs ,,0. ,,a%.

4. B an. 4 gymure ,,i0 pena Ha MeToamkara mo wi. 55¢ 330 ce 3ameHsAT C ,,lI0 pena,
YCTaHOBEH B HAIIMOHAIHUTE PAMKOBH JIOTOBOPH, MPUIIOKUMH MPE3 CbOTBETHATA FOAUHA™.

5. B an. 6 nymute ,,cnuchka mmo wi. 13, ain. 2, T. 2 ce 3aMEHSIT CbC ,,CIIUCHINTE 0 9. 13,
an. 2, T.2,0.,a u,0“.



6. Ce3naBace ain. 7:

»(7) Hanmonanuara 31paBHOOCUTypuUTENIHA Kaca 3amiama MUY ot cnucbka no ui. 13, an.
2, 1. 2, 6. ,,0° Ha TPOM3BOAMUTENN WM THPrOBIHM Ha eapo ¢ MU uiam TeXHU yITbIHOMOIICHH
MIPEJCTaBUTEINHN 10 all. 1 clies mpecTaBsHe Ha CICHUTE JOKYMEHTH:

1. daxrypa nnm enekTpoHHa (HaKTypa;

2. 0000mieHa cnpaBkKa 3a JOCTaBEHUTE M BIokeHUTe MU 10 CHOTBETHU KIWHUYHU
I'bTEKU, OTUETEHH OT JICYEOHUTE 3aBEACHUS IIPE3 MPEIXOIHUS KaJleHJapeH Mecell, MoIy4YeHa oT
H3OK B u3nwiHeHue Ha noroBopure 3a gocraBka Ha MU no pena Ha HapenOata no ui. 11, an. 1;

3. crenuduKanus 3a J0CTaBeHUTE U BiIokeHHn MU 1o chOTBETHH KIIMHUYHU IIBTEKU MPE3
MIPEIXOAHUS KAJIIEHAaPEH MeCell, CbOTBETCTBAIAa Ha KOJIMYECTBATA 10 CIIpaBKaTa 1o T. 2.

§ 4. B un. 16r cen qymwute ,,ui. 168, an. 3* ce nobass ,,u an. 7%

SAKVIIOYUTEJIHA PA3SITIOPEJBA

§ 5. Hapenbata Biu3a B cujia OT JIeHs Ha 0OHApOABAaHETO U B ,,JIbpKaBeH BECTHHUK .

KNUPUJI AHAHUEB

Munucmvp na 30paseonazearemo



