Hapen6a 3a n3meHenne u fonbjaHeHne Ha Hapenda Ne 5 ot 2019 r. 3a yTBBp:K1aBaHe Ha CTAHAAPTH 32 (PUHAHCOBA J€eiiHOCT,
NPWJIATAHM OT XbPKABHUTE H OOIMHCKHUTE JIe4eOHHU 3aBeleHHUs 32 HOTHHYHA MOMOLI M KOMIIEKCHH OHKOJIOTHYHH
LEeHTPOBe
(B, 6p. 51 0T 2019 1.)

§ 1. Unenose 14 u 15 ce ormensr.

§ 2. B un. 31 ce npaBAT ciaeHUTE U3MEHEHUS U AOMBIHCHUS:

1. B an. 1 gnymute ,,HauMH Ha IPUIIOKEHNE U KOHIICHTPALMS HA aKTHBHOTO JISKAPCTBEHO BEILECTBO™ CE 3aIMYaBar.

2. AnmHes 2 ce U3MEH Taka:

,,(2) Tlpu u3roTBsiHE Ha yCIOBUsITA M pe/ia 3a IPOBEXKIaHE Ha MpoLeaAypa Mo 3aKOoHa 3a OOLIECTBEHUTE MOPBUYKH JICKAPCTBEHUTE
MPOYKTH cliefBa ja ce 00oco0sBaT cboOpa3zHo TsixHarta rpyna no ATC (AHaTOMO-TepaneBTUYHO-XUMUYHATA Kiacudukarius), INN
(MexyHapoJHOTO HENaTEeHTHO HAMMEHOBAHHUE), HAUMH Ha PUIIOKEHUE (HAIIPpUMEp IepopaiHa, apaHTepaliHa wid apyra hpopma) u
KOHIIEHTPAIMsl HA AKTUBHOTO JICKAPCTBEHO BEIIECTBO (KOraTo € MPUIIOKUMO).

§ 3. B un. 33 uucnoro ,,70 000 ce 3amens cwe ,,100 000%.

§ 4. Uiien 34 ce n3MeHs Taka:

,di1. 34. PproBoMTENNTE HA JICYEOHUTE 3aBS/ICHHS 32 OOJIHMYHA TOMOL Ch3/[aBaT YCIOBHsI, OPTaHU3UPAT U HOCAT OTTOBOPHOCT
3a ypexJaHeTo Ha JI0CTaBKaTa Ha HepaspelleHu 3a ynorpeda B Penybunka brirapus nekapcTBeHn NpOAYKTH, JIEKAPCTBEHU IPOAYKTH
OT cIHChKa Mo 4. 266a, ann. 2 oT 3aKoHa 3a JIeKapCTBEHUTE MPOAYKTH B XyMaHHata meauiuna (3JIIIXM) u nekapcTBeHH NPOIYKTH,
[IpUJIAraHu U3BBH YCJIOBUSATA HA Pa3pellIeHHeTo 3a ynorpeda B cirydaute 1o wi. 2660, an. 1 or 3JIIIXM no cnenuanHa nopbuka 3a
KOHKPETHH IIaIlMCHTH IIpH CIa3BaHe Ha pera U ycunosusta Ha Hapemba Ne 10 or 2011 r. 3a ycmoBusATa M pena 3a JIC4CHHUE C
HepaspelleHH 3a ynorpeba B Penyonnka bbirapus nekapcTBeHU MPOAYKTH, JIEKAPCTBEHH MPOLYKTH, IPUIAraHH U3BBbH YCIOBUSTA HA
paspenieHreTo 3a ynorpeda, U JIeKapCTBEHU MPOJYKTH 3a ChCTpajaTelHa yrnoTpeda, KaKTo M 3a YCIOBHATA M pelia 3a BKIIOYBaHE,
MIPOMEHH, U3KIIIOYBAHE U IOCTaBKa Ha JIEKAPCTBEHH MTPOIYKTH OT CIIMCHKA MO WI. 266a, ai. 2 oT 3aKoHa 3a JICKap CTBEHUTE IPOIYKTH
B XymanHara Menunusa (/IB, 6p. 95 ot 2011 r.).“

§ 5. B wn. 35 nymure ,,3a neiiHocTTa (OM3HEC Mporpama) M roauiiHa OM3HEC mporpama ce 3aMeHsT ¢ ,,110 peaa Ha [IpaBuiHuka
3a MpularaHe Ha 3aKoHa 3a MyOIUYHUTE NPEATPUITHA .

§ 6. Yiienose 36, 37 n 38 ce OTMEHAT.

§ 7. B un. 41 ce npaBAT caeqHUTE U3MEHEHUS U AOIBIHCHUS:

1. Anmunes 1 ce u3Mens Taxa:

,,(1) MEHHCTEpCTBOTO Ha 3/IpaBeoIa3BaHEeTO HAOII0JaBa M MyOJIMKYBa ONPE/EICHH ITOKa3aTell Ha JICYCOHUTE 3aBEICHHS.

2. Anunes 2 ce OTMEHSL.

3. B an. 3 gymure ,,3a nienuTe Ha MOHUTOPUHTA 1O al. 1* ce 3anmyaBar.

4. B an. 4 nymnte ,,3a U3IIBJIHEHUE Ha LEIHUTE 110 . 1 ¥ 2 AbpKaBHUTE JIEYEOHN 3aBE/ICHUS 3a OOJHIMYHA TIOMOIL M KOMIUIEKCHH
OHKOJIOTMYHHU LIEHTPOBE™ CE 3aMEHST C ,,JIbpxKaBHUTE JIe4eOHH 3aBeeHHs 32 OOJHUYHA ITOMOLI™.

§ 8. B un. 42 an. 4 ce u3MeHs TaKa:

,,(4) Enexkrponnute otyetHr opmu ce moaBat B cpok 10 30 FOHU Ha Cie/iBalllaTa roJiHa 1 ca U3rOTBEHHU Ha 0a3a OKOHYATETHUTE
TOJIUIIIHU OTYETH 32 TeKyIlaTa roiMHa, 3aBEPEHH OT PETUCTPUPAH OJUTOP.

§ 9. Uiien 45 ce n3MeHs Taka:

U, 45. JlanauTte, npencTaBeHu OT Ibp)KaBHHUTE JieueOHHM 3aBeJCHUS MO pefa Ha wi. 42, an. 2, TpsOBa Aa ChOTBETCTBAT Ha
OTYETHUTE, IPEACTaBEeHH M0 pea Ha wi. 14 ot [IpaBuiHuka 3a npunarane Ha 3aKoHa 3a MyOIUYHUTE TPESIIPUSITHS.

§ 10. Ynen 46 ce u3meHs Taka:

»HiI. 46. MHHHCTEPCTBOTO Ha 3/IpaBEONa3BaHETO OCHUICCTBABA MOHHUTOPHHT BBPXY CICIHHTe (DUHAHCOBH M MEIUKO-
CTATHCTUYECKHU MOKA3aTeNIM Ha AbP)KaBHUTE JIeUeOHH 3aBE/ICHUS:

1. Texkynr puHAHCOB pe3yiTaT;

. COOCTBEH KaIluTall,

. 001110 33/IBJDKEHUS, B T.4. TPOCPOUCHH 3aIbIDKECHHS;
. B3EMaHUsI ¥ TAPUYHH CPEIICTBA;

. 3a€TOCT Ha Jerjosara 6a3a B %;

. Opoii IpeMHHAJIN MAIMSHTH Ha E/IMH 3a€T;

. cpenHa OpyTHa paboTHa 3ariara.

§ 11. YUnen 47 ce oTMeHs1.

§ 12. Ynen 48 ce n3meHs Taka:

di1. 48. JIbpkaBHUTE JIedueOHN 3aBeicHus 3a OOJHHYHA TOMOI M KOMIUIEKCHH OHKOJIOTHYHH LIEHTPOBE, KOMTO Ha TOJUIIHA
0a3a OTYMTAT BIOIIABaHE HA (PUHAHCOBHUTE MOKA3aTENH MO Wi. 46 CHOPSAMO 3al0KEHUTE B OM3HEC Mporpamara, ce MOCTaBAT MOJ
0cobOeH HaA30p 3a TMEepHoJ OT TPH MOCIEAOBAaTEHN TpuMeceuns. [0 OTHOIIEHHE Ha TAX MOraT ja ObAaT MpejnpHeTH BCHYKU
JIOIIyCTHMH OT 3aKOHa MEPKH ¢ L[eJl 03paBsiBaHe.
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