IIpoexr
Hapen0a 3a n3meHeHue U JONbJIHEHHE HA

Hapen6a Ne 5 ot 2019 r. 3a yTBbpiKIaBaHe HA CTAHAAPTH 32 GUHAHCOBA A€HHOCT,
NMPUJIATAHU OT IbPKABHUTE U OOIIMHCKHUTE JieueOHH 3aBeeHHs 32 0OJTHUYHA OMOII
KOMILIEKCHH OHKOJIOTHYHH IIeHTPOBe

(o6H., IB, 6p. 51 o1 2019 T.)

§ 1. Unenose 14 u 15 ce oTMeHAT.
§ 2. B un. 31 ce mpaBsT cieqHUTE U3MEHEHUS U IOTTBIHEHUS:

1. B an. 1 mymuTe ,,HAYWH Ha TPHJIOKEHUE U KOHIICHTPAIIHS Ha aKTUBHOTO JICKAPCTBEHO
BEIIECTBO ce 3aIu4aBar.

2. Ai. 2 ce U3MEHS TaKa:

,»(2) [Ipu U3roTBsiHE Ha YCIOBHSTA U Pe/ia 3a MPOBEXKIAHE Ha IPOIIeypa 1Mo 3aKOHa 32
OOIIIECTBEHUTE TOPHUYKU JICKAPCTBCHUTE TMPOJYKTH CleBa Ja ce 000co0sBaT ChOOpa3HO
Taxaara rtpyna no ATC (AnaTomo-TepaneBTHYHO-XMMUYHATa Kiacupukamus), INN
(MexyHapoJHO HEMAaTeHTHO HaWMEHOBaHWE), HAYMH Ha NPWIOKEHUEe (Hampumep:
NepopaiHa, MapaHTepaliHa Wik Ap. (opMa) U KOHICHTpALMs HAa aKTHBHOTO JICKAPCTBEHO
BEILIECTBO (KOTaTo € MPHIIOKUMO). .

§ 3. B ui. 33 yucnoro ,,70 000* ce 3amens cwe ,,100 000,
§ 4. Unen 34 ce u3meHs Taka:

,,di1. 34. PpkoBoauTeNnuTe Ha JIEYEOHUTE 3aBeacHMs 3a OOJHHUYHA ITOMOIL Ch3JaBaT
YCIIOBHSI, OPTAaHU3HUPAT U HOCAT OTTOBOPHOCT 32 YPEXIaHETO Ha JIOCTaBKaTa Ha Hepa3peuieHn
3a ynorpeba B PemyOnmuka Bbiarapust jekapcTBEHH NPOIYKTH, JEKAPCTBEHH MPOAYKTH OT
CIMCHKa 1o wi. 266a, an. 2 oT 3aKoHa 3a JEKapCTBEHUTE NPOAYKTH B XyMaHHATa MEAUIIMHA
(3JIIIXM) um nekapcTBEHU MNPOAYKTH, NMpUIaraHd HM3BBH YCIOBUSATA Ha pa3pelIeHUETO 3a
ynotpeba B ciaydaute 1o 4. 2660, an. 1 ot 3JIIIXM no cnenuanHa nopbuka 3a KOHKPETHU
MalMeHTH MIpY cra3BaHe Ha pena u ycinosusTa Ha Hapenba Ne 10 ot 2011 r. 3a ycnoBusita u
pena 3a JieyeHue ¢ HepaspelleHu 3a ynotpeda B Penydnuka bbirapus nexkapcTBeHH IPOAYKTH,
JIEKapCTBEHH TMPOAYKTH, MpHJIAraHd HM3BBH YCIOBUSATA Ha pa3pelIeHHeTo 3a ymorpeda, u
JIEKapCTBEHH TPOIYKTH 3a CHCTpajaTelHa yHoTpeda, KaKTO M 3a YCIOBHATA M peaa 3a
BKJIFOYBaHE, IPOMEHH, U3KJIIOUBAHE U JJOCTABKA HA JIEKAPCTBEHU MPOAYKTH OT CIIUCHKA I10 YJI.

266a, an. 2 or 3aKoHa 3a JEKapCTBEHUTE MPOAYKTH B XyMaHHara meaunuHa (B, op. 95 ot
2011 r.).*

§ 5. B un. 35 nymure ,,3a neiiHoctTa (OU3HEC MpOrpaMa) ¥ roAuIIHa OM3HEC mporpama‘
Ce 3aMEHHIT ¢ ,,110 peaa Ha [IpaBriiHKKa 3a puiiarane Ha 3aKoHa 3a MyOJIUYHHUTE IPEATPUATHS .

§ 6. Unenoge 36, 37 u 38 ce OTMEHST.
§ 7. B uin. 41 ce npaBAT cieAHUTE U3MEHEHUS U IOII'BJIHEHUS:
1. Anunes 1 ce n3MeHs Taka:

,»(1) MHHHCTEPCTBOTO Ha 3JIpaBeola3BaHETO HaOM0/aBa U MyOJHMKYBa ONpPEICICHU
IoKa3aTelv Ha JieucOHUTE 3aBeICHU. .

2. AnuHed 2 ce OTMeHS.

3. B an. 3 nymure ,,3a 11eJIUTeE Ha MOHUTOPHHTA IO ajl. 1 ce 3ajiMyaBar.
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4. B an. 4 nymute ,,3a U3NBIHEHUE HA IENUTE MO al. | U 2 AbpKaBHUTE JICUCOHH
3aBelleHUs 3a OOJHHMYHA IMOMOII M KOMIUICKCHH OHKOJOTUYHH IICHTPOBE™ CE 3aMEHST C
,,TbP)KaBHUTE JICUCOHH 3aBEICHUS 32 OOTHUYHA MOMOIIT .

§ 8. Uiien 42 an. 4 ce U3MeHs Taka:

»(4) EnextponnuTte otyeTHH (popmMu ce momaBaT B cpok g0 30 rOHM Ha cieaBaliara
roJMHa U ca W3rOTBEHM Ha 0a3a OKOHYATEIHUTE TOJUIIHM OTYETH 3a TEeKyllaTa roJiMHa,
3aBEPEHU OT PETUCTPUPAH OAUTOP. .

§ 9. Unen 45 ce u3MeHs Taka:

,»di1. 45. JlannuTe, npeacTaBeHu OT Abp)KaBHUTE JeueOHH 3aBEACHUS IO pea Ha uil.
2

42, an. 2 TpsibBa 1a CbOTBETCTBAT HA OTYETUTE, IPEACTaBEHU 110 peaa Ha wi. 14 ot [IpaBuiHuKa

3a MpuiaraHe Ha 3aKoHa 3a MyOJIMYHUTE NPEANpUiTUSL. .

§ 10. Ynen 46 ce u3meHs Taxa:

,»di1. 46. MUHHCTEpPCTBOTO Ha 3/1paBeONa3BaHETO OCHINECTBSIBA MOHUTOPUHT BBPXY
ClleAHUTE (UHAHCOBH W MEIUKO-CTATHCTUYECKU TI0Ka3aTeld Ha JbpP)KABHUTE JICUCOHU
3aBEJICHUS:

. TeKyl[ (UHAHCOB pPe3yIITaT;

. COOCTBEH KamuTa,

. OOIIIO 3aIBJDKCHHMS, B T.4. TPOCPOUCHH 3aIBIKCHHUS;
. B3CMaHHUS U TTAPUYHU CPE/ICTBA;

. 32€TOCT Ha Jierjiopara 6asa B %;

. Opoii mpeMUHAIH MMAlMeHTH Ha NH 32€ET;

7. cpenna OpyTHa paboTHa 3araTa. .

NN kW

§ 11. Ynen 47 ce oTmeHs.
§ 12. YUinien 48 ce u3meHs Taka:

,»di. 48. JIppxaBHUTE JedeOHHM 3aBeJeHUS 3a OOJHWYHA TOMOI] M KOMIUIEKCHH
OHKOJIOTUYHH IIEHTPOBE, KOWUTO HAa TOJUIIHA 0a3a OTYMTAT BIIOINIABaHE HA (DHHAHCOBUTE
MOKAa3aTeJH 10 WI. 46 CIIpsIMO TIPEIXO0/THATA TOAMHA CE MOCTABAT 101 0COOCH HA30P 32 MEPUO]]
OT TPH TOCJIEIOBATeIHU TpuMeceuns. [lo OTHOIICHHWE Ha TAX MOraT Ja OBJaT MpEAnpUETH
BCHUYKH JOMYCTUMHU OT 3aKOHA MEPKHU C 1€ 03/IpaBsiBaHe. .

MHUHHUCTBHP HA 3IPABEOITIA3BBAHETO:
XPUCTO XMHKOB



