HAPE/IBA 3A YCJIOBUSATA U PEJIA 3A CbCTABSAHE HA CIIMCBK HA
MEJUIUWHCKUTE U3JIEJHUSA 110 YJI. 30A OT 3AKOHA 3A
MEJUIIMHCKUTE U3JIEJIUS U 3A ONTPEJIEJISIHE HA CTOMHOCTTA, 10
KOSATO TE CE 3AIIVIAIIIAT

B cunaom 01.01.2012 2.
Ilpuema c I[IMC Ne 364 om 23.12.2011 .

O6nu. JIB. op.104 om 27 Jlekemspu 201 12., uzm. [{B. 6p.74 om 23 Asecycm 201 3e.,
usm. u oon. /IB. 6p.76 om 12 Cenmemepu 2014e., usm. u oon. /IB. 6p.35 om 15 Maii
2015e., uzm. u oon. /IB. op.104 om 14 /lexemepu 2018e.

I'naBa mbpBa.
ObIIH TOJIOKEHUA

Un. 1. C napenbara ce onpeaensaT yCIOBUATA U PEIbT 3a:

1. chcTaBsiHE W MOJIBPIKAHE HA CIUCHK HA MEIAMIIMHCKHTE W3JENHS, KOMUTO MOrar ja Obaar
3aIIalliaHy ChC CPEACTBA OT:

a) Oropkera Ha Hanmonannara 3apaBHoocurypurenta kaca (H30K);

0) (m3Mm. - /IB, 6p. 35 ot 2015 r., B cuma ot 15.05.2015 r.) appkaBHUS OFO/PKET U3BBH 00XBaTa
Ha 3abJDKUTEITHOTO 37JPaBHO OCUTYPSIBAHE;

B) (m3M. - JIB, Op. 35 ot 2015 1., B cuna ot 15.05.2015 r.) appxkaBHUS OFOJDKET upe3 OroKeTa
Ha MUHHMCTEpPCTBOTO HA TpyZda U couuanHaTa nonutuka (MTCID);

r) Orm/pkeTa Ha Je4eOHHWTE 3aBeleHUs MO wWi. 5 or 3akoHa 3a JyeueOHuTe 3aBeacHus (3J13),
KaKTO U ChC CPEJICTBA Ha JICUCOHHWTE 3aBENICHUS C JbPKABHO W/WIH OOIIUHCKO ydactue 1o wi. 9 u 10
3J13;

2. BKJIFOYBAHE W U3KIIFOUBAHE HA METUITUHCKH U3JIEIIHAS OT CIIUCHKA O T. 1;

3. ©XEeroJHo OmpejAeNissHe Ha CTOHHOCTTA, O KOSATO CE 3alialiaT MEAUIUHCKHUTE H3IeNus,
BKJIFOUCHU B CIIUCHKA MO T. 1.

Ui 2. Cee cpeactara o wi. 1, T. 1 Morat Aa ce 3amiamar caMo MEAUIUHCKH U3JEIHsI, KOUTO
ca BKJIIOYEHHU B CIIMCHKA, ChCTABEH 110 pesia Ha Hapeadara.

Yn. 3. (1) UsnbnnutenHara areHuus no JjekapcrBata (MAJI) mogabpka Ha HHTEpHET
CTpaHMIaTa CH CHUCHKAa 1Mo wi. 1, T. 1, KOWTO € OOIIOMOCTHIIEH, C M3KIIOYEHHE Ha ThProBCKaTa
uHpopmanus no ui. 5, ain. 1, 1. 23 u 24, npeaHa3HavyeHa 32 OTOPU3UPAHU UHCTUTYIIHH.

(2) ®dusnueckuTe JMIA, KOUTO OT UMETO U 3a CMETKAa Ha OTOPU3UPAHUTE MHCTUTYIMH HMaT
IpaBO Ha JIOCTBI 1O ThProBCKaTa WMHGOpMalus, MOANUCBAT JEKJIapaluu 3a KOHQHUACHIIUATHOCT U
HEU3IoJI3BaHe Ha HH(OpMalKATa U3BbH ClIy)kKeOHaTa CU JeHHOCT.

I'naBa BTOpA.
CBbCTABSHE U NOAABPKXAHE HA CIIMCBK HA MEJUIIUHCKUTE U3JAEJINA

Pa3nen 1.
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C'LI[IHOCT H CHADBPKAHUEC HA CITUCbKA HA MCIUIIMHCKUTE U3ACJTUSA

Wi 4. CoucekbT mo wi. 1, T. 1 e neHTpayM3upaHa eleKTpoHHa 0a3a NaHHU, ChIbpIKalla
MEJUIUHCKHU U3JIeNHs, TPYIIUPAHU B KATETOPUU ChIIIACHO 4. 6.

Ui 5. (1) Coucwkbt 1o wit. 1, T. 1 chabprxka uHbopmMarus 3a:

1. o0muTe nIeHTU(PUKAIMOHHY TaHHHU U XapaKTEPUCTUKU Ha MEIUIIMHCKOTO H3/1ETIHE;

2. cepTU(PHUKAIMOHEH U PETHUCTPAIIMOHEH CTaTyC Ha METUIIMHCKOTO U3/IEINE;

3. ThproBcka HHPOpPMALKS, BKIIOUYUTEIHO MPOJaXKHA 1IeHA 32 MEIUIIUHCKOTO U3JIeIHe, KaKTO U
3a MPOU3BOIUTEINS/ YIIBIHOMOIIEHUS MPEJCTaBUTEN HIIM ThProBella Ha MEIULMHCKOTO U3JIEIHE;

4. cToHOCTTa, 10 KOATO C€ 3aIljIalla MEAUIIMHCKOTO U3JEIIne.

(2) B criucbka o an. 1 ce mocousa:

1. BXOJ411] HOMEp U JjaTa Ha 3asBJICHUETO;

2. uaeHTU(UKAIIMOHEH HOMEp Ha 3asBUTENSI U BpeMe Ha BbBEXIaHe B MH(GOpMalMOHHATa
CUCTEMa, aBTOMAaTUYHO I€HEpUpPaHU OT cUCTeMara (UICHTU(PUKALMOHHUAT HOMEp C€ OIpeleis Ipu
II'bPBOHAYAIIHOTO BIIUCBAHE B PETHCThPa U OCTaBa HEIIPOMEHEH );

3. mara U cTaTyc Ha 3amuca (IpeaoXKeH, BaJUAUpaH, PETUCTPUpPaAH, IPOMEHEH, 3aJUYEH) 3a
MEIUIIMHCKO U3JIEIIHE;

4. Ko Ha U3/IETMETO B CIMChKa (HEOOXO0IUM 3a OIpe/esiHE Ha peuMOYpCHA CTOMHOCT);

5. ynukanen uaentudukarop Ha uzgenuero (GTIN, HIBIC, NDC) (koraTo e mpuiioxumo);

6. JaHHM 3a JULETO, KOETO IyCKa U3/IeIMETO Ha [1a3apa;

7. DaHHM 3a THProBela Ha eApo;

8. KaTreropusi Ha MEAULIMHCKOTO U3/EIIHUE;

9. GMDN (UMDNS; EDMS) xoa u ume (KoraTo € IpuIoKuMO);

10. renepuuHa rpymna uzzaenus (Korato € npuiokxumo);

11. uMe Ha METUIIMHCKOTO u3lenue (IMOCOYeHO BBHPXY OMakoBKarta u/mnu Jlexmapamusra 3a
CbhOTBETCTBUE HA IPOU3BOJIUTEIS);

12. anTepHaTUBHO M€ HAa METUIIMHCKOTO U3/ieNue (KOraTo € MpHI0KUMO);

13. Mozen (KoraTto e mpHIOKUMO);

14. onucaHue Ha MEIUIMHCKOTO M3Jenue (ChCTaB; BMJ Ha MaTepuana; Opoil u3jenus B
HeJelMMa ONAaKOBKa; TOJIEMUHA; pa3Mep; TErJIo; CTEPHJIHO; C HM3MepBally (DYHKUMHU; BKIOYEHO B
ChCTaBa JIEKAPCTBEHO BEIECTBO; MaTepHaj OT )KMBOTHHCKH MTPOU3XO0/, CIEU(UYHU O3HAYECHHUs, TUIT Ha
MpeANUCBaHe Ha W3JeNueTo (3a JoMalllHa Wik OOJHWYHA ynoTpeba) - mombiiBa ce€ MHQpOpMaLUITA,
MPUIIOKHMMA 32 METUIIMHCKOTO U3/IeIHE;

15. mpenHa3Haue€HO IEHCTBUE, OMPEAEIIEHO OT MPOU3BOAUTEINS (BKIIOUMTETHO YCIOBHUS 3a
CbXpaHEeHHe, eIHOKpaTHa/MHOTOKpaTHa yHoTpeda, CTEpUIIHOCT U JIp.);

16. xaTajo)keH HOMEp Ha MEIULMHCKOTO u3jenue (MOCOoYeH BBbPXY ONaKOBKaTa H/Win
JlexknapanusTa 3a CbOTBETCTBHE HAa IPOU3BOIUTES);

17. xnmac/rpyna, CHUChHK;

18. mpuHaANEKHOCTH/KOHCYMAaTUBU (MMe, MOJeN, pedepeHTEeH HOMep, KaTallo)KeH HOMED;
onucaHue) (Korato € MpuiIoKUMO);

19. HoMep u nata Ha peructpauus B MAJI unu yBenomnenue 1o MAJL;

20. nara Ha myckaHe Ha na3apa B PenyOnuka bearapus;

21. mocnenHa 1ata Ha aKTyalu3alys Ha JAaHHUTE 32 MEUIIMHCKOTO U3/1EIHE;

22. nata Ha TpEKpaTsiBaHEe Ha pa3pelieHue/yIOCTOBEPEHUE 3a THPTOBUATA C MEAUITUHCKH
U3JIeNus;

23. Mapkep 3a 3amiamiaHe 4pe3 cpeacTBa oT MUHHUCTEPCTBOTO Ha 37paBeorna3BaHeTro (M3),
H3O0K, Arennusra 3a counanno noanomarane (ACII), neuebuu 3aBeneHus;



24. mpojakHa IIeHa, MOCOYeHa B CHOTBETHATA BallyTa M M3YHCIEHA B €BPO MO KPHCTOCAHHUTE
KypcoBe Ha lleHTpannara eBpormneiicka 6aHKa U ChOTBETHO B JIEBOBE IO Kypca Ha bbirapckara HapoaHa
0aHKa KbM JlaTaTa Ha BHBEXK/IaHE HA IAHHUTE;

25. MakcHMallHa CTOMHOCT, 3aIljaliaHa ¢ OOIEeCTBEHU Cpe/ICTBa (3a TpyIa U3eus 3a TOJ1UHA)
(xoraTo € NpUII0KHUMO).

(3) Nudopmarusra mmo ai. 2 ce momnbiaBa Ha ObJATapCKH ¥ HA aHTJIUHCKH €3HK.

(4) B ciyyait ye eAHO W ChHIIO MEIUIMHCKO HM3JEJIME CE BIKCBA B CIHCHKA OT JBamMa WJIHU
MoBeYe 3asBUTENN, HHGOpManuaTa 1mo 4i. 5, an. 2, 1. 1, 2, 3, 7, 12, 18, 19, 20, 22 u 24 ce nombiBa OT
BCEKH OT TsIX.

(5) (Homsa - JIB, 6p. 104 ot 2018 1., B cuna ot 14.12.2018 r.) Kogbt mo ain. 2, T. 4 ¢y Kato
UICHTH(PHUKATOP HA MEIUIMHCKUTE W3JENUS ¥ 3aJbJDKUTEIHO CE W3I0JI3Ba B CIyd4auTe, KOTaTo
CHOTBETHOTO MEIULIMHCKO U3JIe]INe Ce OCUTYpsIBa ChC CpeacTBaTa mo ui. 1, 1. 1.

Y. 6. CriucbkbT 10 Wil. 1, T. 1 chabpka CeIHUTE KATETOPUNA MEAULIMHCKHI U3/1EIU:
. AKTUBHU UMIUIAHTUPYEMU U3JIEIHS;

. M3JIeNHs 3a AaHECTE3Us U PECIIUpalys;

. CTOMaTOJIOTUYHU U3EIHs;

. €JIEKTPO-MEXaHUYHHU MEULINHCKHU U3/ICITHS;

. 00JTHUYHO 00OpyaBaHE;

. IH BUTPO JIUATrHOCTUYHH U3/ICITHUS;

. HEAKTUBHU UMIUTAHTUPYEMU U3JIENHS;

. M371eTUs 32 OTAIMOJIOTHSI U OTITHKA;

. U3JIeNHSI 32 MHOTOKpaTHa yrnoTpeoa;

10. u3nenus 3a eAHOKpaTHA yHoTpeoa;

11. TexHMYECKH CpPEICTBA 32 JIMIIA C YBPEKIAHUS,

12. u3nenus 3a AMarHOCTUYHA U TEPAIIEBTUYHA PATHALINS;

13. u3genus 3a JOMBIHUTEIHA TEPAIHs;

14. uznenus ¢ GMOTOTUYEH TTPOU3ZXO];

15. mpoaykTu u mpucrnocodaeHus 3a Je4eOH! U 3JpaBHU 3aBE/ICHUS;
16. nabopaTopHO 00OpyIBaHE.

03N Ok W~

O

Yn. 7. N3nbIHUTeNHATa areHnus Io JICKApCTBATa H3IIOJI3BA TCEXHHUYCCKO o60py;[BaHe u
TEXHOJIOTHUH 3a AAMHUHUCTPUPAHE HA CIIMCHKA, YpPE€3 KOUTO CC U3IBJIIHABAT CICIHUTE (1)YHKIH/II/IZ

1. IMPOBEpPKA HA MOJAACHUTEC I10 CJIICKTPOHCH ITBT 3a4BJICHUSA, ITIOANTMCAHU C CIICKTPOHCH IMOAIUC,

2. YIIpaBJICHUEC HA OOCTHIIA 1O JAHHUTEC B CIIMCBKA IMMOCPEACTBOM IMPEAOCTABAHC 3a IMMOJI3BAHC HA
HOTpe6I/ITeHCKO HUME, MapoJia U ICPCOHAJICH I/I,I[CHTI/I(l)I/IKaTOP;

3. IMPOBEPKa 3a IBJIHOTA U JOCTOBCPHOCT HA JAHHUTE;

4, 3alnTa, CbXpPAaHABAHC U ApXUBUPAHC HA NAHHU U JOKYMCHTHU.

Un. 8. M3nmbiaHWTEnHaTa areHOMs IO JIEKapcTBaTa ChXpaHsABAa CHUCBHKA 0 HA4YMH, KOWTO
OCHTYpsiBa Bb3MOXKHOCT 3a:

1. rapanTUpaHe CUTYPHOCTTA Ha ChbprKallaTa ce B Hero nHpopMaius upe3 KpunTHpaHe;

2. IpOMsIHA Ha JAHHUTE OT 3asIBUTEIT;

3. 3aMyaBaHe Ha JaHHHU CJIEJ] BAJIMIUPAHETO UM OT ONPEAEICHU AIBKHOCTHH JIMIIA.



Pasnea I1.
YciaoBus U pej 3a BKJIYBaHe, IPOMEHU U 3JIMYaBAHE HA MeMIUHCKHU U3/1eJIUS B CIMCHhKA HA
MEIUIIUHCKUTE U3/1eTus

Un. 9. (1) M3mbnHMTENHATa areHIMs IO JIGKapCTBaTa OCHIYpPsSBa OTOPU3MPAH JOCTBI IO
CIHMCHKa 32 BhBEXK/IaHEe, MPOMSHA WU 3a]M4aBaHe Ha JAHHHU 110 WI. 5 CIe/ MoJaBaHe B €JIEKTPOHEH WIIH
XapTUEH BHJI HA 3asBIICHUE IO oOpasel chrilacHO mpuiokeHne Ne 1 3a ch3jgaBaHe Ha MPOQUII HA
3asIBUTECIIS.

(2) 3asBnenue no ajn. 1 Morar ja mojaBar:

1. MpOM3BOIUTEN HA METUIIMHCKH WU3ICIHS;

2. JUIIe, YITBTHOMOIIICHO OT IPOU3BOIUTEIIS;

3. hM3HYECKO WK IOPUANYECKO JIUIE, KOETO KOMILIEKTYBA H3CIHS;

4. pU3MIECKO WK IOPUAMYECKO JIUIE, KOETO CTePUIIH3UPA U3/ICITHS,;

5. ThpProBel Ha eApO ¢ MEAULIMHCKH U3IEIIHS.

(3) Korato 3asBIE€HHETO C€ 10JIaBa OT YII'BJIHOMOIIEHO JIMIIC, KbM 3asABJICHHETO IO ajl. 1 ce
MIPEJICTaBs U HOTAPUATHO 3aBEPEHO MBJIHOMOIHO. KoraTo mbIHOMOIIIHOTO HE € U3MafcHo B PemyOimka
Bboarapus, 3a Hero ce mpeiacTaBs MPEBOJ HAa OBArapcKd €3WK, M3BBPIICH OT MPEBOJaY, KOHNTO MMa
CKJIFOYCH JIOTOBOP ¢ MUHUCTEPCTBOTO HA BHHIIHUTE pa0OTH 33 U3BBPIIIBAHE HA OPUITUATHU TIPEBOJIH.

(4) TunbT eNEeKTPOHHHU JOKYMEHTU M (paiijioBU (opMaTh, KaKTO U MpaBHIIATA 32 OCUTYPSIBAHE
Ha JIOCTHIT JI0 CITUCHKA Ce MyOJUKYBAT HA HHTEPHET cTpanuiara Ha MAJL

Y. 10. (1) 3asBneHueTo ce mojaaBa upe3 MyOoInyHO 0OSIBEH U JOCTHIICH €IEKTPOHEH aApec WIH
B JienoBocTBoTO Ha MAJL.
(2) 3a nomaBane u 00paboTBaHE Ha 3asBICHUETO HE CE 3allialia Takca.

Un. 11. (1) Ilpu noctbnBaHe Ha 3asgBieHue ciayxkurten Ha WAJl Banmuaupa JaHHUTE OT
3asBJICHUETO 3a:

1. HaM4Me Ha MOITUC/BATU/ICH eJIEKTPOHEH MOJIIHC MTPH MOJaBaHe MO eJIEKTPOHEH IThT;

2. IBIHOTA HAa JTAHHUTE,

3. 3asBEHO OOCTOSTENICTBO - PETUCTPAIIHSI, TPOMSIHA WM 3aTMYaBaHe Ha TAHHH 32 3asBUTEIIS.

(2) Koraro 3asBneHMeTO HE € M3TOTBEHO ChITIACHO oOpasena mo mpuiioxkeHue Ne 1 umu He e
MOJIMCAHO C BaJHMJEH EeJEeKTPOHEH moanuc (MpH MoJaBaHe MO EJNEKTPOHEH IThT), Ha 3asABUTENS Ce
u3Mpamna B paMKUTe HAa 5 paOOTHH JHM CUUTAHO OT TOCTHIIBAHE Ha 3asBICHUETO EJIEKTPOHHO
CbOOIICHHE Ha TIOCOYEHHWsST OT HEro eJeKTPOHEH aJpec C YKa3aHus 3a OTCTpaHsBaHE Ha
HECHOTBETCTBUSATA.

(3) Korarto B 3as1BIEHUETO HE € MOCOYEH €JIEKTPOHEH aJpec, ChOOIIEHUETO 0 ajl. 2 ¢e U3MpaIia
[0 TolIaTa WM 4Ype3 Kypuepcka ciiy:kba ¢ mpernopbyaHa MpaTka ¢ oOpaTHa pas3lMcKa Ha ajpeca Ha
3asBuTens. [1o u3kimouenrne chboOIMEHUETO MO all. 2 MOXKE J]a C€ HampaBH 1o TesnedoHa, mo ¢pakca Hiu C
Tejerpama Ha JIMLETO 32 KOHTAKTH, IOCOYEHO OT 3asiBUTENS, KaTO TOBA C€ yJIOCTOBEPsBA 110 HAUWHUTE,
nocoueHH B [ pakTaHCKUSI TPOIIECyalieH KOIEKC.

(4) I'pemikn ¥ HEN'BIHOTH, JAONMYCHATH B JIAHHUTE OT 3asBJIEHHUETO CBIJIACHO oOpaszera Mo
npunoxenne Ne | 3a JOCTBIT I0 CHCTEMaTa, ce OTCTPaHIBAT Ype3 MoJaBaHe Ha HOBO 3asIBIICHHE.

Un. 12. (1) Koraro 3asBieHHETO OTroBaps Ha W3HUCKBaHUATA, JAHHUTE CE€ BBBEKIAT B
nHpopManmonHata cucrema ot ciayxuten Ha MAJL B cpok mo 5 pabotuu nuu. MubopmarmonHaTa
cUCTeMa reHepupa UACHTHU(PHUKAIIMOHEH HOMEp 3a 3asBHUTENS U BpeMe, KOETO OTpa3siBa MOMEHTa Ha
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Ch3/1aBaHe Ha MPOQUI Ha 3asBUTEIISA, M U3IIPAIla IOTBbPXKICHHUE 32 TIPUEMaHE Ha 3asBICHUETO.

(2) TIOTBBPKIACHUETO € EJIEKTPOHEH TOKYMEHT, KONTO ChIbpiKa JaHHU 32 BXOJSALIUS HOMEDP U
JaTta, I/II[eHTI/I(bI/IKaL[I/IOHCH HOMCp M BpPEMC Ha BBBCIKIAHC B I/IHCI)OpMaI_II/IOHHaTa CHUCTEMA, KAaKTO H
uH(popManus 3a JOCTHII.

(3) IloTBBpKICHKETO CE U3Ipala Ha aJipeca Ha eJIEKTPOHHATA IOIla Ha 3asBUTEIIS.

Y. 13. PCFI/ICTpaHI/IHTa C€ CUHMTa 3a U3BBPIICHA CJICA BBBCK/IAAHC HAa JAaHHUTC 3a 3aBUTCIIA U
nu3aciusiaTa B I/IH(i)OpMaL[I/IOHHaTa CHUCTCMA U BAJIMIUPAHC.

Ui 14. (1) 3asButemaT e urbkeH Aa cboOmm Ha MAJl BCHYKM TIPOMEHM B 3asBEHHTE
00CTOSITENICTBA, CHIVIACKETO 3a MPUEMaHe Ha CJIEKTPOHHU CHOOIICHHS M aapeca Ha eJICKTPOHHA IOIIa.
[IpomsHaTa uma AEMCTBHE OT MOMEHTA Ha ChOOIIIABAHETO.

(2) 3asBuTensAT € IBKEH Ja akTyalu3upa [aHHUTE 3a MEIUIMHCKUTE U3JIeTus B
€IHOCEIMUYEH CPOK OT MOMEHTAa Ha HACThITUJIaTa MPOMSHA.

Un. 15. B’I)BC)KI[aHCTO WKW IIpOMsHAa Ha AaHHW B CIHCBbKAa Ha MCAWLMHCKHUTC HU3ACIIUA CC
HU3BbpHIBA OT 3adABUTCIIA YPE3 BbBCIKIAHC HA HOTpe6I/ITeJ'ICKO HMC U I1apoJia.

Ui 16. (1) OTcTpansiBaHeTO Ha TPELIKH M HEM'BJIHOTH, JOIYCHATH MPU BIIMCBAaHE HA WU3/IETHUATA
B CIIUCHKA, CE€ U3BBPIIIBA OT 3asBUTEJIS.

(2) Ilpu ycTaHOBsIBaHE Ha TPELIKH OT JUTbKHOCTHO e MAJI onpenens eqHoMeceueH Cpok 3a
OTCTPaHSIBAaHETO UM.

(3) Ilpu oTka3 3a KOPUTHPAHETO UM OT 3aSBUTEIIS WIM HEOTCTPAHSIBAHETO UM B CpPOKa IO ajl. 2
WAJI e Banuaupa 1aHHUTE U T€ HE c€ MyOINKYyBaT.

Un. 17. U3nbaHuTeNHATA areHIUs MO JieKapcTBaTa MyOJIMKyBa Ha MHTEPHET CTpaHUIATa CH
PBKOBOJICTBO, YTBBPJICHO OT U3IIBIHUTEIHUS TUPEKTOP HA areHIMITA, 3a BbBEKIAHE U aKTyallM3UpaHe
Ha JaHHUTE B CIHUCHKA, BKIIOYUTEIIHO TMpaBUjaTa M YCIOBUATA, Ha KOUTO TpsiOBa 1a OTTroBaps
BBBEXJIaHaTa HH(POPMAIIHS.

Un. 18. 3anuuaBaHeTO Ha JAaHHHU 3a 3aABUTENM W/WIH MEOULMHCKU H3JIECNIHSA, BHBEACHH B
CIIMCBHKA, C€ U3BBPILBA:

1. cnen Banuaupane ot crpaHa Ha MAJI Ha mojaeHo 3asiBlIeHHE 3a 3ajIMYaBaHe ¢ IOCOYBaHe Ha
OCHOBAHUE 32 TOBA;

2. mpu mpekparsBaHe wuiau obOe3cwiBaHe nedctBuero Ha CE ceprudukar, u3gaaeH ot
HOTU(UIMPAH OpraH;

3. cien mocThIMIa HHPOPMAIHS U U3BbPIIBaHE Ha MpoBepka oT crpaHa Ha MAJI 3a mpomsiHa
Ha JINLIETO, KOETO € U3BBPILNJIO BIIMCBAHETO B CIUCHKA MO wi. 1, T. 1.

Un. 19. 3anuuaBanero mo 4. 18 ce u3BbpHIBa OT JUIBKHOCTHU JIUIA MO YTBBPIAEHU OT
n3nbaHUTENHUS nupexrop Ha MAJI npasuna.
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I'naBa Tpera.
OINPEJIEJITHE HA CTOHMHOCTTA, IO KOAATO CE 3AILTAIIAT MEJUIIAHCKHUTE
N3AEJNA, BKIIOYEHU B CIIMCBKA

Paznea 1.
YcaoBus u pex 3a onpejiesisine CTOWHOCTTA HA MeIMIIMHCKHUTE H3/1e/IMs, 3aIJIAlIaHU OT OK0zKeTa
na H30K

Un. 20. (1) Haunonannata 37paBHOOCHUTYpPUTEIHA Kaca B ChOTBETCTBHE C MPEJBHUJICHUTE
CpelcTBa B Or0/KeTa CH 3a ChbOTBETHATA KaJIeHJapHa TOJiHa €KEroHO OMpees TPYINUTE MEIULIUHCKH
U3JIeMs], M3UCKBAHUATA 3a IPEANMCBAHETO U OTIYCKAaHETO MM, KAKTO M CTOMHOCTTAa, O KOSATO TH
3arJanma.

(2) (Hom. - B, 6p. 76 ot 2014 r.) CroliHocTTa 10 an. 1 ce ompenens 3a ChOTBETHATA Ipyma
MEAUIMHCKH M3ZeNus, OTrOBapsAlIM HAa ONpPENEICHM TEeXHHUUYECKH H3MCKBAaHUS M HE MOXe Ja Obae
[10-BHCOKA OT IPE/JI0KEHATa Hall-HUCKA LIEHA C BKJIIOYEHA B HESl OTCTBIIKA, YTBBpJEHA 10 Wi. 29, an. 2.

(3) Haunonannara 3paBHOOCUTYPHUTENTHA Kaca OMpeeNsi CTOMHOCTTa Mo aji. 1 camo 3a rpynu
MEIUIMHCKN W3/EIHs, 32 KOUTO B HOPMATUBEH aKT € IOCOYEHO, Y€ CE OCUTYpSIBAaT ChC CPEACTBA OT
HEWHUA OIOKET.

(4) (Orm. - 1B, 6p. 104 ot 2018 1., B cmuma ot 14.12.2018 1.)

Ui 21. (U3wm. - [IB, 6p. 76 ot 2014 r., u3m. - JIB, 6p. 104 ot 2018 r., B cruta ot 14.12.2018 r.)
(1) IIpouenypara mo IOroBapsiHETO Ha MEIULMHCKU HW3JEIHs, CTOMHOCTTa Ha KOWUTO C€ 3arialla
HanbJHO Wi 4dactuuHo oT H3OK, ce u3BbpmiBa Ha ocHOBaTa Ha cnenuduKanusa, YTBbpIEHa OT
Hanzopuus csBet Ha H30K.

(2) Cneuudukanusara mo an. 1 ce yrBppkaaBa B cpok 10 20 centeMBpd Ha ChOTBETHATa
KaJleHJapHa TOAMHA M ONpeleNs W Ipynupa MEIULUHCKUTE HW3JeNHsl, MpWIaraHu B YCJIOBHSTAa Ha
M3BBbHOOIHUYHATA U OOTHUYHATA MEIUIIMHCKA TTOMOIII, IO TEXHHYECKHU N3UCKBAHUSI.

(3) 3a umsrorBsine mpoekTa Ha cnenudukanus ynpasutessT Ha H30K HasHauaBa ekcriepTHa
komucusi. CBbCTaBBT Ha KOMHUCHUSITA BKIIOYBA 33JBJDKUTENHO CHEIHATUCTH C (hapMarieBTUYHO,
IOPUANYECKO, MEAMIIMHCKO U MKOHOMHYECKO oOpa3zoBaHue. 3a cBoATa paboTa KOMHUCHUSTA H3TOTBS
IIPOTOKOJIN U PELICHHUS.

(4) Cnieundukanusita CbIbpxa:

1. rpyn#, B KOUTO ce BKIIIOUBAT MEAUIIMHCKHUTE U3JIENHsI ChOOpa3HO MpeAHa3HAYEHUETO UM;

2. TMOATPYNU MEIUIMHCKU U3JeNIHs B paMKHUTE Ha €JHa Ipyla, OINpeAesieHu ChOOpa3HO
MIPUIIOKEHUETO UM;

3. rpyny MEJUIIMHCKY U3/ENUs 0 TEXHUUECKU N3UCKBaHUS B paMKHUTE Ha €/1Ha TIOJTrpyIa;

4. obocoOeHH Tpymu/NOArPYHNU/TPYNU IO TEXHUYECKH H3MCKBAHMS MEIUIMHCKU H3JeNus,
MpUJIaraHu:

a) B YCIIOBUATA Ha M3BBHOONHUYHATA METUIIMHCKA TOMOII, 3aljialllaHd Ha JUIA, MOJTY4YUIn
pa3peleHus 3a ThproBus Ha ApeOHO C JIEKApCTBEHU MPOAYKTH;

0) B ycioBusTa Ha OONHMYHATA METUIIMHCKA TOMOII, 3aIUIalllaHU Ha JIeYeOHHM 3aBelIeHUs,
CKITFOUnIIM goroBopu 1o 4. 20, an. 1, T. 4 ot 330 3a oka3BaHe Ha OOJIHMYHA MEIUITMHCKA TIOMOIII;

B) B yCJOBHATAa Ha OONHMYHATA MEIHMIIMHCKA MOMOII, 3aIUIalllaHd Ha TPOU3BOJUTENH WU
THProBIM Ha €Ip0 ¢ MEAMIIMHCKHU U3AENUs WIM Ha TeXHHU YIIbIHOMOIIEHH MPEACTaBUTEIH, CKIIOUNIH
JIOTOBOPH 32 JIOCTaBKa Ha MEIUIIMHCKU U3JIENHSI IO peia Ha Ta3u Hapenoa;

5. ycnoBus 3a NEPUOAMYHOCT W/WIM KOJIMYECTBA Ha JIOCTaBSHUTE MEIUIMHCKU H3Zenus,
3amamany ot H30K;

6. MakKCHMaJlHa MPOTHO3HA aHATUTHUYHA CTOMHOCT, 10 kosito H30OK 3ammama 3a choTBEeTHATA
rpymna/moArpymna/rpymna rno TeXHUUECKH U3MCKBAaHUS TpynuTe 1o ai. 4, 1. 4, Oyksa "B" U CbOTBETHUS UM
MPOrHo3eH Opoit (06em) MeaAUIIMHCKH u3aenus 3a 12-meceuen nepuon, koito H30K 3amnama.



(5) IIpu nocturHar pasxomoedexTrBeH pe3yarar 3a Oromkera Ha H30K, cien mpoBenena no
pena Ha Ta3uw Hapemda Mpoleaypa, KaKTO W TMpH HaJu4yhe Ha OIOKETHU CpEICTBa 3a
3IPaBHOOCUTYPHUTEIIHM TUIAIIAHUS 32 MEAMIMHCKUA U3JIeTus B pPE3yaTaT Ha pealn3upaH MO-MallbK
pazxon 3a H30K, 3a 3amnamanure rpynu meauimacku uzaenusa H30K onpenens cpok 3a 3aruianiade u
CbOTBETHA CTOMHOCT 3a HOBHW rpynu mo wi. 20, an. 1. 3amiamaHero Ha HOBU TpPYyNU HE MOXKE Ja
HaIXBBPJIA MpeABUIcHUTE Cbc 3akoHa 3a Oromkera Ha H30K cpencrBa 3a chOTBETHaTa KajeHJIapHA
roJvHAa.

U 22. (U3m. - IB, 6p. 104 ot 2018 r., B cuna ot 14.12.2018 r.) KoHkpeTHUTE MEAUITUHCKH
W3JIeNVs], BKITFOUCHU B CHICIIM(UKAIUATA, TPSOBA 1a OTTOBAPSAT HA CICAHUTE U3UCKBAHUS:

1. 1a ca BKJIFOYEHH B CIMCHKa 1m0 wi. 1, T. 1, OykBa "a";

2. la OTTOBapsT HA U3MCKBAHMITA HA 3aKOHA 32 MEIUIIMHCKUTE U3/IETHUS;

3. ma usamar peructpupann gaHHu B MAJI m EUDAMED 3a MHIMACHTH/TOTCHIIMAIHH
WHIIUJICHTH, KaKTO U 32 OJIOKMpAHU WIM U3TETJICHU OT Ma3apa napTuiv Mpe3 MOCIEeIHUTE JIBE TOJIMHU;

4. na ce 3ariamar oT odmecTBeH GOHA B IIOHE TPH OT JAbPKaBUTE - YieHKH Ha EBponeickus
ChI03, IIPU CHIINUTE UHIUKALMU WK 3a00isBaHus uiny fa ca 3amamand ot H30K npes3 nocneanure 10
TOJIMHU;

5. Ja UMaT PaHIOMU3MPAHM KIMHUYHU W3MUTBAHUSA, OT KOUTO IOHE €IHO 3aBBPIICHO (3a
W3JIeNsl, IPUJIaraHy B YCIIOBUSATA HA OOJTHUYHATA MEAUIIMHCKA TIOMOII, KOTaTO € MPUJI0KUMO).

Yn. 23. (1) (U3m. - B, Op. 76 ot 2014 r., u3m. - IB, 6p. 104 ot 2018 r., B cuna ot 14.12.2018
r.) Jlo 5 paGotHu auu cien u3TH4aHeTO Ha cpoka mo wi. 21, am. 2 H30K mybnukyBa Ha HMHTEpHET
CTpaHUIIaTa CH MOKAHA KbM MPOU3BOJUTEIINTE WM THPTOBIUTE HA €PO ¢ MEAUIIMHCKH WU3JICIHS W/UITH
TEXHHUTE YII'BJIHOMOIIEHU MPEACTABUTENH 32 Y4acTHE B MpoLieypaTa Mo ONpeAessiHe Ha CTOMHOCTTA MO
yi. 20, ai. 1.

(2) Ilokanara o an. 1 ceabpka:

1. (m3m. - IIB, 6p. 76 ot 2014 r., u3m. - JIB, 6p. 104 ot 2018 r., B cuna ot 14.12.2018 1.)
MpeIMeT Ha MpoIleaypara - MEIUIMHCKH U3/eNUs, BKIIOYSHH B crielu(UKaIusaTa, N3roTBeHa ChITIACHO
. 21;

2. (ot™m. - [IB, 6p. 76 oT 2014 1.)

3. U3BHCKYeMU JIOKYMEHTH OT YYaCTHUIIUTE CHIJIACHO all. 3;

4. (ot™. - [IB, 6p. 76 o 2014 1.)

5. (m3m. - [IB, 6p. 76 ot 2014 r., u3m. - JIB, 6p. 104 ot 2018 1., B cuna ot 14.12.2018 r.) msicTo,
HAYMH U KpPaeH CPOK 3a MOoJilaBaHE Ha MPEAJIOKEHHUs - TOKYMEHTU 3a y4acTHe B JOTOBapSHETO, KaTo
CPOKBT HE MOXeE J1a ObJie Mo-ManbK OT 20 KaJeHJapHHU THU OT MyOJIMKYBaHETO Ha TTOKaHATa;

6. (ot™m. - /IB, 6p. 76 ot 2014 r., HoBa - /IB, Op. 104 ot 2018 1., B cuna ot 14.12.2018 r.) nuie,
TenedOoH U eNeKTPOHEH aapec 3a KoHTakT B H30K;

7. (u3m. - 1B, 6p. 104 ot 2018 r., B cuna ot 14.12.2018 r.) MACTO U CPOK 3a OTBapsiHE Ha
MIPEIIOKEHUSATA.

(3) (U3m. - JIB, 6p. 104 ot 2018 r., B cuna ot 14.12.2018 r.) 3a yuyactue B mpoueaypara mno
omnpeaeNsiHe Ha CTOMHOCTTA 1o wi. 20, ai. 1 mpou3BOANUTENNUTE WM THPrOBIUTE HA €IPO ¢ MEAULIMHCKU
W3JIeNHsl W/WIW TEXHUTE YIMBIHOMOIIEHU mpenctaButenu nonaBar B H30OK 3asBieHue, KbM KOETO
MIpHJIArat CJIeTHUTE JTOKYMCHTH:

1. (ot™m. - [IB, 6p. 104 ot 2018 1., B cuma ot 14.12.2018 1.)

2. (ot™m. - /1B, 6p. 104 ot 2018 1., B cuna ot 14.12.2018 1.)

3. (m3m. - JIB, 6p. 104 ot 2018 r.,, B cuma or 14.12.2018 r.) mocouBaHe Ha €IMHEH
UICHTH(UKAIMOHEH KOJ Ha JPYKECTBO/KOOIEparisi OT THPrOBCKHUS PETHCTBDP; 3a JIPYXKECTBa,
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PETUCTPHUPAHU B IPYTU IBPIKABU - U3BICYCHHE OT THPTOBCKHUSI PETHCTHP WMIU CXOACH TOKYMEHT IIO
HaIlMOHATHOTO 3aKOHOJATEJICTBO HAa ChOTBETHATA JbpKaBa Ha MPOU3BOAUTEIS WU ThpProBela Ha eIpo
Ha MEJMIIMHCKU U3JIEIHs, U3/1aJICHU OT KOMIIETEHTEH OpraH He MO-KbCHO OT 6 Mecela Mpeau MoJlaBaHe
Ha 3asgBJICHUETO; MH(MOpMAIUATA C€ MPEAOCTaBs 3a MPOU3BOJIUTENS HAa MEIUIIMHCKH HW3IEIus, a B
ClIydaid 4e Mpeaio’KEHUETO Ce TI0/IaBa OT ThProBeIl Ha €O/ yII'BIHOMOIICH MPEICTABUTE - H 32 TAX;

4. (mom. - 1B, Op. 104 ot 2018 1., B cuma or 14.12.2018 r.) HOTapHaJIHO 3aBEPEHO
II'BJTHOMOIIHO, B CJIyYail ue 3asBJICHUETO CE 10/1aBa OT MPEACTaBUTE Ha IPOU3BOAUTEIIS UM ThProBela
Ha e/Ipo; KOraTo IMbIHOMOITHOTO HE € u3aaaeHo B Penmybnuka bbirapus, 3a HEro ce npeacTaBs MPEBOJ
Ha OBJITApCKH €3WK, W3BBPIICH OT MPEBOJAAY, KONTO MMa CKIIIOYEH JOTOBOpP ¢ MUHHCTEPCTBOTO Ha
BBHIIIHUTE pPa0OTH 3a HW3BBPIIBAaHE Ha O(DHIIMAIHM TPEBOAM, B IIBJIHOMOIIHOTO Cclie[iBa Ja Obaar
MMOCOYEHU KOHKPETHUTE MEIULIMHCKU U3JIETHs, 32 KOUTO MPEACTABUTENST € YII'BJIHOMOIIICH;

4a. (HoBa - /IB, 6p. 76 ot 2014 1., oT™. - [IB, O6p. 104 o1 2018 1., B cuna ot 14.12.2018 1.)

5. (u3m. - 1B, Op. 76 ot 2014 T1.) MOKyMEeHTaIus, 4pe3 KOATO C€ JAO0Ka3Ba, 4€ MEIUIIUHCKOTO
W3JIeNIMe OTroBaps Ha TEXHUYECKUTE M3MCKBAHUS, TIOCOYCHH B crienuduKkanusTa mo wi. 21: ceprudukar
3a CE mapkupoBka oT HOTU(UIMpaH OpraH - HOTAPHAIHO 3aBEpEeH; JACKJIapamus 3a ChOTBETCTBUE,
u3JlaJieHa OT MPOU3BOJIUTENS HA MEAMIIMHCKOTO M3JENINe; UHCTPYKLHUS 3a YyrnoTrpeda 3a MEAUIIMHCKOTO
u3JIere Ha OBITApCKU €3WK; YBEAOMIJICHHE 3a IMyCHATH Ha Taszapa u/wim ¢opMma 3a IpeJoCTaBsIHE Ha
nH(popMalK 3a MyCHATH B JielicTBHE HA TepuTopusaTa Ha Pemybnuka beiarapus MenuuuHCcKy U31emus;

Sa. (HoBa - IB, Op. 104 ot 2018 1., B cuna ot 14.12.2018 1.) U3BJIEUCHHE OT KATAJIOT 32 BCUYKU
3asBEHU MEIUIIMHCKU H3JCNHsS C MOCOYBAaHE HA KaTaIOXKEH HOMEP Ha NPEIJaraHoTO METUIIMHCKO
u3/enre, KOeTo ce uAeHTU(HUIIMpPa C ThPrOBCKOTO My HAMMEHOBAHUE, CHOTBETCTBAIIO HA YHUBEPCATTHUSA
KOJI WJIM MICHTU(PHUKATOP, C KOETO TOBa U3jeiue ¢ BnucaHo B Perucrepa Ha MAJI o wit. 5, an. 1;

6. (m3m. - /IB, 6p. 76 ot 2014 r.) undpopmanus, npenocraseHa ot MAJI, oTHOCHO peructpupanu
nanau B MAJI u/mimn EUDRAMED 3a MHIMAEHTH/IOTEHIMATHNA HHIMASHTH ¢ MEIUIIMHCKOTO U3/EIIHE,
KaKTO ¥ 3a OJIOKMPAHU WJIU U3TETJICHHU OT Na3apa NapTUAM MPe3 MOCISAHUTE JIBE TOANHH;

7. (u3m. - 1B, 6p. 104 ot 2018 r., B cmma ot 14.12.2018 r.) aeknapamnusi, 4¢ ChOTBETHHUSAT
YYaCTHUK MOXKE J1a OCUTYPH HEOOXOIUMHUTE KOJIUYECTBA METUIIMHCKHU U3/ICIIHS;

8. mpeasyiaraHa 11eHa Ha MEAMIIMHCKOTO U3ENNE;

8a. (noBa - [IB, Op. 76 ot 2014 r., uam. - JIB, 6p. 104 ot 2018 r., B cuna ot 14.12.2018 r.)
JeKJIapanus 3a Halluure Ha M3UCKBAHUATA O Wi. 22, T. 4 ¢ MOCOYBaHE HAa KOHKPETHHS 00IIecTBeH (hoHA
Ha ChOTBETHATa IbPKaBa;

9. (noBa - /IB, Op. 104 ot 2018 r., B cuna ot 14.12.2018 r.) mpoeKT Ha AOTOBOP - MPHIOKUM
MIPU KaHJIUJATUTE, 3aSBHINA TPYIU MEAUITMHCKHU U3CIUS/TIOATPYIU/TPYIU 110 TEXHUYECKH M3UCKBAHUS
mo wi. 21, an. 4, 1. 4, OykBa "B", koiTo BKitouBa ompenenenure or H30K croTBeTHHM yciioBus 3a
JIOCTaBKa, 3a 3aIUlalllaHe Ha MEeIUIIMHCKUTE U3JIENHsI, 3a TIPEICTaBsiHE Ha OaHKOBA TapaHIvs U Jp.;

10. (noBa - IB, 6p. 104 ot 2018 ., B cuna ot 14.12.2018 r.) moka3zarencrTsa 3a U3MBbJIHEHUE HA
M3UCKBaHMATA 10 WiI. 22, T. 4 U 5.

(4) (HoBa - /JIB, Op. 104 ot 2018 r., B cunma ot 14.12.2018 r.) YmpaBurenst na H30K
YTBBpKZIaBa oOpa3ld Ha 3asBJIEHHE MO al. 3 W Ha JOKyMEHTH 1o ai. 3, T. 7, 8, 8a u 9, xouto ce
nyOsimkyBaT Ha uHTepHeT crpanunara Ha H30K 3aeqno ¢ mokanara mo an. 1.

(5) (Hom. - IB, 6p. 76 ot 2014 1., npenumna an. 4, u3m. - JIB, 6p. 104 ot 2018 r., B cuna ot
14.12.2018 r.) IIpemnoxkenara 1eHa mo ai. 3, T. § HE MOXKe J1a Ob/ie T0-BUCOKa OT MPOJakKHATa IIeHa 3a
ChOTBETHOTO M3JAEJHE CHITIACHO 4. 5, ajl. 2, T. 24, KOETO ce JAeKJIapupa OT 3asiBUTEIIA.

(6) (HoBa - JIB, 6p. 76 ot 2014 r., npeaumHa ain. 5 - JIB, 6p. 104 or 2018 r., B cuna ot
14.12.2018 1.) Besiko MeAUIIMHCKO HW3IeNTHMe MOXKe Ja OBbJe 3aiBEHO caMO 3a €IHO TEXHHYECKO
W3UCKBaHE.

Un. 24. (U3wm. - [IB, 6p. 76 ot 2014 r., u3m. - JIB, 6p. 104 ot 2018 r., B cuma ot 14.12.2018 r.)
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(1) Ilpouenypara mo moroBapsiHe Ha CTOMHOCTTA, 10 KoaTo H3OK 3amnama MeauuuHCKUTE WU3AETus,
MpUHAJIKANIM KbM €IHa TIpyla, ce MPOBEXJa OT EKCIepTHAa KOMHCHS, HapHyaHa IO-HaTaTbK
"komucusTa", HasHaueHa oT ympasBuTens Ha H3OK, cien u3tnuane Ha cpoka 3a IOJaBaHE Ha
JOKYMEHTHUTE 3a y4acTHe B JJOTOBApPSHETO.

(2) ChCcTaBbT HAa KOMHCHSTA BKIIOUBA 33IBJDKUTEIHO CICHUAIMCTA C (PapMareBTUIHO,
IOPUANYECKO, MEAMIIMHCKO U HMKOHOMHYECKO oOpa3zoBaHue. 3a cBoATa paboTa KOMHUCHUSITA H3TOTBS
MPOTOKOJIU U PEILICHUS.

(3) B cbcTaBa Ha KoMHcHsATa ce BKIOYBaT TpuMma BbHIIHK 32 H3OK ekcnepTu, onpenenenu B
cpok 110 30 cenTeMBpHU Ha CHOTBETHATa KaJeHAapHa roauna ¢ pemenue Ha Hamzopuus ceBer Ha H30K.

(4) BbHIIHUTE excnepTy mo aji. 3 morar jga ObAar Juia ¢ IOPUANYECKO MU C HKOHOMHYECKO
oOpa3oBaHmHe.

(5) UnenoBere Ha KOMHUCHATA MOANUCBAT JIEKIapallks, Y€ HE ca CBbP3aHHM JIMLA [0 CMUCHIIA Ha
§ 1, T. 1 or THbproBckus 3aKOH C MPOU3BOAMUTEIIUTE WJIM C THPrOBIUTE HA €IPO C MEIUIIMHCKHU
U3JIEHS/TEXHUTE YII'BJIHOMOIIEHH MPEACTaBUTEIH.

Un. 25. (U3m. - JIB, Op. 104 ot 2018 r., B cuna ot 14.12.2018 r.) (1) [Ipennoxenusira ce
IpPEeACTaBIT B 3ale4yaTaH HENpO3padeH IUTMK OT KaHAWAaTa JIMYHO WIM IO Iomara ¢ NpernopbuaHo
MUCMO C OOpaTHA pasnucka. BepxXy Iummka KaHIUAATHT MOCOYBA APEC 32 KOPECIIOHACHIHS, TeIe(OH,
(akc u eneKTPOHEH a/Ipec.

(2) Kanaunatute npeacTaBsaT LEHOBOTO MPEATI0KEHUE 3a¢/IHO C MMPOSKTA Ha JJOTOBOP IO Wi. 23,
an. 3, T. 9 (Korato e MPHJIOKKMO) B OTAEJCH 0003HAYCH HENMpO3padeH 3amedyaraH IUIHMK, ITOCTaBEH B
TUTHKA C TIPEITIOKESHUETO.

(3) IIpu mpuemaHe Ha MPEUIOKEHUETO BHPXY IUIMKA C€ OTOEISI3BAT MOPEAHUAT HOMEp, JaTara
M 4aCbT HA MMOJIy4aBaHCTO U TC3HU JaHHH CC 3aIIMCBAT BbB BXOJAII PETUCTBP.

(4) He ce mpuemar mnpeanoXeHHs, NPEACTaBEHU CJeJ M3TUYAaHETO Ha KpaiHUS CPOK WU
M0JIa/ICHU B HE3aIle4yaTaH, MPpo3paducH IJIMK WK B TUTMK ¢ HAPYIICHA ISUIOCT.

Un. 26. (U3m. - [IB, 6p. 104 ot 2018 r., B cuna ot 14.12.2018 r.) (1) Ho 20 paGoTHH AHU chen
M3THUYAHETO Ha CpOKa Mo 4i. 23, ai. 2, T. 5 KOMUCHsITa U3BBPIIBA OLICHKA Ha MOJAJCHUTE JTOKYMEHTH.
JIOKyMEHTHUTE cieiBa J1a yJOCTOBEPSBAT M3I'BJIHEHUETO HA BCHUYKHU 3&JI0)KEHH M3MCKBaHUS, B T.4. 32
KauecTBO, KAaTO CHhOTBETHATa JIOKYMEHTallWs, yJIOCTOBEpsBalla M3IBbJIHEHUETO UM, CE€ pasriexia U
OLIEHSIBA KOMIIJIEKCHO.

(2) 3acenanusTa Ha KOMUCHSTA C€ MPOBEXK/AT, AKO HA TAX MPUCHCTBAT IOHE TPH YETBHPTU OT
YJICHOBETE M.

(3) Pemenmsita Ha KOMHCHSITAa C€ B3eMaT C MHO3MHCTBO TIOBEYE OT €IHAa BTOpa OT
IPUCHCTBALIUTE YIeHOBE. UNIeHOBETE Ha KOMUCHUSATA HE MOT'aT /1a Ce Bb3JIbpXKaT OT IJIacyBaHe.

(4) Komucusta oTBapsi IJIMKOBETE C MOJAJACHUTE MPEMAJIOKEHUS U W3BbpIIBA MPOBEpKAa Ha
M0JIa/IEHUTE JOKYMEHTH 32 ChOTBETCTBHETO UM C YTBbp/I€HATa JOKYMEHTAlUs B CpoKa 110 aj. 1.

(5) Ilpu xoHCTaTHpaHU HEM'BJIHOTH W/WUJIH MPOIYCKU B MOJaJ€HATa JOKYMEHTAIUsI KOMUCHATA
yBEJIOMSIBa ChOTBETHHSI YUaCTHHK M J1aBa 3-THEBEH CPOK 33 OTCTPAHABAHETO UM H/HJIU 32 PEAOCTaBsIHE
Ha JIOI'bJIHUTENIHA HH(OpMaIus.

(6) Komucusita He fomycka J10 y4acTHe B IOTOBapsSHETO KaHIAUIATUTE, YHUTO MPEUIOKEHUS He
OTroBapsAT HAa U3UCKBAHMSTA, ONPENEICHH C YTBbpJEHAaTa JOKYMEHTAIMs, KaKTO U KaHIUJaTUTe, KOUTO
HE ca OTCTPAaHWJIM HEPEJOBHOCTUTE W/WIIM HE ca MPEeJOCTaBWIM JOMBJIHUTENHATa HH(OpMAIMs B
OTIpe/ieNIEHUs CPOK.

(7) Komucusita u3roTBa MpOTOKOJA, B KOHTO OTpa3siBa MOCTHIWINTE MPEIJIOKEHUS,
U3BbpIIEHATa OlEeHKa Mo an. 1 u pesynrature oT Hed. Hepasnenna wact oT NpoTokona ca U



IIPEIOKEHUTE HAl-HUCKHU LIEHU 34 CbOTBETHUTE TPYNU MEIMLMHCKU M3Aenus mo wi. 21, an. 4, T. 4,
OykBu "a" u "0".

(8) B 3-pgHeBeH CpOK OT H3rOTBSHETO HA MPOTOKONA MO ajl. 7 KOMHCHSTA YBEIOMsIBA
KaHJIMJATUTE, YUUTO MPEATIOKEHUS HE OTIOBAPAT HAa M3MCKBAaHUATA HA WiI. 23, aj. 3, ue He ca JOoMyCHaTH
710 yJacTue B MpoLeaAypaTa, ¢ IOCOYBaHEe HAa ChOTBETHU MOTHBH.

(9) Komucusita myonukyBa Ha uHTepHeT cTpanuiiara Ha H30OK undopmarnms 3a:

1. momycHaTtuTe 1O JOTOBAPSHETO YYACTHHIM IO BXOISIIM HOMEpa Ha 3asABICHHUATA UM H
ChOTBETHATa rpyna MEIULUHCKU U3JIENHsI, 32 KOATO ca JAOIYyCHATH;

2. MpeUI0KEHNTE Hali-HUCKH IIEHU 32 ChOTBETHHUTE TPYIU MEAULMHCKH M3AEIH 1Mo wi. 21, ai.
4,1.4, 0ykBu "a" u "0";

3. narara u rpaduk, 1Mo KOMTO IIe ce MPOBE/E JOrOBAPSHETO HA OTCTHIIKH OT IIEHUTE 110 JI. 23,

an. 3, T. 8, 32 y4aCTHHIIMTE, 3asBWJIA TPYIHA MEIUIIMHCKU M3aenus mo 4wi. 21, ain. 4, 1. 4, Oyksu "a" u
H6H.
b

4. nmatata W rpaduK, MO KOHTO IIE Ce OTBAPAT ICHOBUTE IPEIJIOKCHHUSA 33 YYaCTHHUIUTE,
3asIBIJIM TPYIH MEIUITMHCKY u3zenus mo wi. 21, an. 4, 1. 4, 6yksa "B".

(10) 3a Bcska rpyna MEIUIMHCKA HU3JETHS JOTOBAPSHETO C€ MPOBEXJIA B €IUH U ChHIIl JI€H C
JIOITYCHATHUTE YYACTHHIIH, IO MPEABAPUTEITHO 00SBEHUS TpaduK.

Ui 27. (U3wm. - [IB, 6p. 76 ot 2014 r., u3m. - JIB, 6p. 104 ot 2018 r., B cruta ot 14.12.2018 r.)
[Ipouenypara o qoroBapsiHe Ha OTCTBIKU OT MPEIJIOKEHUTE LIEHHU CE MPOBEXkKA B ABYCEIMUYEH CPOK
oT MyONuKyBaHeTo Ha rpaduka no 4i. 26, an. 9, 1. 3.

Y. 28. (1) (IIpenumien Texct Ha wi. 28 - /1B, 6p. 76 ot 2014 r., nom. - /IB, 6p. 104 ot 2018 1.,
B cuya ot 14.12.2018 r.) C Bceku OT JOMYCHATUTE YYACTHUIM, 3aBUIH TPYITU MEAUIIMHCKHU U3EIHUs 10
. 21, an. 4, 1. 4, 6ykBu "a" u "0", KoMmucusita moanucea IBycTpaHEH MPOTOKOJI, B KOUTO C€ OTpa3siBa
HAMpaBeHOTO OT yYaCTHUKA MPEATIOKEHUE 32 OTCTHIIKA OT IIeHarta 1o 4i. 23, an. 3, 1. § u mocTUrHarara
OKOHYATEJIHA ICHA.

(2) (Homa - [IB, 6p. 76 ot 2014 r., u3m. - IB, 6p. 104 ot 2018 r., B cuna ot 14.12.2018 r.) B
MPOTOKOJIA 1O aJl. 1 ce BIUCBAT U THPTOBIUTE HA €IpO, KOUTO Ca OMPABOMOIIEHU OT TTPOU3BOJAUTEIUTE
WM THPTOBIUMTE HA €IpO ¢ MEAUIIMHCKHU U3/IENNs/TEXHUTE YIIBIHOMOIIEHU PEICTaBUTENHN Ja TOCTaBsIT
BIMCAHUTE B IPOTOKOJIA MEIUIIMHCKU U3/IETHs, aKO TE€ Ca Pa3JInuHU OT 3asBUTEIIUTE.

Un. 29. (Usm. - IB, 6p. 104 ot 2018 r., B cuna ot 14.12.2018 r.) (1) Komucusra otBaps
LIEHOBUTE MPEIJIOKEHUS Ha YYACTHUIUTE, 3aBUJIM TPYNU MEAUIMHCKH W3eius no wi. 21, an. 4, T. 4,
OykBa "B", B TAXHO mpuchcTBHE. [Ipencenarensat u 1BaMa WIEHOBE HA KOMHUCHUSATA C€ MOJNUCBAT BbPXY
BCSKa CTpaHMIlA OT LIEHOBOTO MPEJIOKEHHE.

(2) HomyckaT ce mpeayoKeHHUsTa Ha YJYaCTHHULUTE, 3asBHJIM PaBHA WM MO-HUCKa II€Ha OT
cTrouHOCTTa Mo 4. 21, am. 4, T. 6.

(3) Komucusra o0sBsiBa Hail-HUCKaTa 11€HA 33 ChOTBETHATA IPyINa MEAUIUHCKY U3/IeIHs U 1aBa
BB3MOXHOCT Ha JIOMYCHATUTE YYaCTHUIM 32 JIOrOBapsiHE Ha OTCTBHIIKM OT MPEAJIOKEHUATA 1Mo ail. 1.

(4) Kommucusara M3BBpIIBA KOMILJIEKCHA OLIEHKA Ha MPEUIOKEHUSTa U B CHOTBETCTBUE C
pe3ynTaTuTe OT Hesl Kilacupa Hail-pa3xo10eeKTUBHUTE OT TSX IO TPYIH, ONpeiess TH 3a 3allallaHe Ha
MIPOU3BOIUTEI/THPIOBEL] Ha eIpO/yIIbIIHOMOIIIEH peacTaBuTen npu croifHoct 100 Ha cTo.

(5) Korato 3a HSKOSI OT rpynUTe/MOArPYNUTE/TPYIU MO TEXHUYECKH W3UCKBAHUS MEIUIIUHCKU
U3JeNUsl UMa MpPeUIOKEHUs, KOUTO He MOoMajaT B XMIIOTe3ara Ha al. 4 WU ¢ 1en obe3rnedyaBaHe Ha
J0CThIIa Ha 3JPaBHOOCUTYPEHHUTE JMIA A0 BCUYKU IpynH OT cnenudukanuara mo 4wi. 21, am 1,
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KOMHUCHSITA MOXKE Ja JIOMYCHE CHIIUTE, KaTO TH ONpEAeNd 3a 3allialllaHe Ha JIeyeOHH 3aBEJACHUS 3a
00JHMYHA MEAMIIMHCKA MMOMOI. B Te3u ciydyau W3mbIHUTENUTe Ha OOJHUYHA METUIIMHCKA TIOMOII He
MOTaT Jia 3aKylyBaT MEAUIIMHCKUTE M3JIENIMs HA IICHU, [MO-BUCOKH OT OIpE/eeHaTa 1Mo pe/la Ha Ta3u
Hapenba croitHocT mo wi. 21, an. 4, 1. 6.

Yn. 30. (U3wm. - [IB, 6p. 104 ot 2018 r., B cuna ot 14.12.2018 r.) (1) B eqnocenmMuden cpok oT
MIPOBEXKIAHETO Ha IpoleaypaTa Mo wi. 21 KoOMHCHATa M3BBPILBA OLEHKAa U M3TOTBS 3aKIIOYHUTEICH
MPOTOKOJI, B KOHUTO IIOCOYBAa CTOWHOCTTA, KOSATO 3aruialmia 3a BCAKA Tpyna MEIUIIUHCKU
W3JIeHs/TOArpyTa/Tpyna no TEXHUYECKU U3UCKBAHUS.

(2) Komucusara mpeactaBs 3akJIIOUUTENHUS MPOTOKON upe3 ympaButens Ha H3O0K 3a
yTBbpkaaBane oT Hagzopuus csBer Ha H30K.

(3) Cnen yrBbpxaaBanero mo an. 2 H30K 00siBsiBa Ha HHTEPHET CTPAHUIIATA CH CTOHHOCTTA 32
BCsKA rpyna MEIULUHCKU WU3JIEHsl, KOATO 3aIllalia HallbJIHO WJIK YaCTUYHO.

(4) B cpok g0 5 pabotHm mHHM cien OOsBsIBAHE HA CTOMHOCTTA MO all. 3 yYaCTHHIINTE B
npoueaypara, 3asBUIM CHOTBETHH TPYNH MEAUIMHCKH W3AEIHUS/IOATPYNU/TPYIU IO TEXHUYECKH
u3nckBanus mo wi. 21, an. 4, 1. 4, OykBu "a" u "0", mucmeno 3asesBat npex H30K sxenanuwero cu
ChOTBETHOTO MEAMIIMHCKO u3Jenue Aa ObJe 3alaiiaHo cbe cpeactBa oT Owomkera Ha H30K, karto
MOAMKUCBAT ACKJIapalus mo oopasen, yrebpaeH ot ynpasutens Ha H30K.

(5) B cpoka 1o ain. 4 y4acTHULIUTE, 3aBUIM CHOTBETHH IPYIH MEIULIMHCKH U3AETus 1o Wi 21,
ain. 4, 1. 4, 6ykBa "B", mpencraBwim Haii-pazxomoedektuBHE 3a Oromkera Ha H3OK mpemmoxenus,
ckimouBar goroopu ¢ H3OK, kourto BkmrouBar omnpenenenute or H3OK chorBeTHM ycnoBus 3a
J0CTaBKa, 32 3aIlIalllaHe Ha MEIUIIMHCKATE U3/ISNNs, 32 IPEIICTaBsIHE Ha OAHKOBA TapaHIIVs U JIPYTH.

Ui 30a. (Hos - /IB, 6p. 104 ot 2018 r., B cuna ot 14.12.2018 r.) [Ipu npoMeHH B 1eliCTBAIIOTO
3aKOHOJATEJICTBO MOTaT Ja Ce MPOBEXIAT MPOIECIypH MO pela Ha Ta3u Hapenda U U3BBH CPOKOBETE,
OTIpEe/ICTICHU B HES.

Yn. 31. (Usm. - B, 6p. 104 ot 2018 r., B cuna ot 14.12.2018 1.) (1) Criuceuure, ChCTaBIHU
©XKEroJlHo, Cjel MPUKIIYBaHE Ha mpoueAaypara mo uwi. 24, ai. 1, ¢ ompeaeneHd B TIX TPYyNH
MEIWIIMHCKN H3/IEIUs, ¢ U3UCKBAHMATA 33 MIPEIITUCBAHETO U 3a OTIYCKAHETO MM, KaKTO M CTOMHOCTTA,
1o xosito H30K ru 3ammamia, Bau3at B cujia oT | sHyapu Ha cienBaiiaTta KajieHaapHa roauna. Korato
CIUCBHIIUTE HE OBJAT CHCTABEHW U YTBBPACHU B CPOKOBETE, OmMpenelieHn B Tazu Hapendoa, H30K
3amiama MEAUIMHCKUTE W3JeNus OT CHUCHIMTE M JO0 CTOWHOCTTA, OMpejAeNieHa MpH IocieqHaTa
poreaypa, HO He MO-KbCHO OT 31 MapT Ha TeKyIaTa roJInHa.

(2) Korato o 1 anmpun Ha TekyiiaTa rojJvHa HsMa BII€3NIM B CHJIa HOBU CIHCHIM MO al. 1, mo
M3KJIIOYEHHUe, C IIeJT HEeJOMYyCKaHe Ha OTpaHWYaBaHE Ha JOCThIIAa Ha 3/IPaBHOOCUTYPEHHUTE JUIA 0
MEIHUIIMHCKH W3JeTHs, CIUCHIMTE OT MOCIeAHaTa Mpolenypa npoabbkaBar aeiicteuero cu 1 H30K
MpOJbJDKaBA Jla 3aruialia METUITUHCKUTE H3JeTUs OT TAX, JI0 CTOMWHOCTHTE W IPHU YCIIOBHUSATA,
oTpesieNieHH MPH TOCIeIHATa IPOIEaAypa.

Paznmea II.

YcaoBusi 1 pej 3a onpejesisiHe CTORHOCTTAa HA MeIMIMHCKUTE U3/1eJIHsA, 3aMJIAIAHU OT
AbpKaBHMUSA OI0KeT N3BbH 00XBaTa HA 321K TETHOTO 3[IPABHO OCUTYPSIBaHE M OT OI0/KeTa Ha
JeyeOHUTe 3aBedeHus mo wi. 1, T. 1, oyksa ''r" (3aru. usm. - IB, op. 35 ot 2015 r., B cus1a or
15.05.2015r.)

Un. 32. (1) (U3m. - B, 6p. 35 ot 2015 r., B cuna ot 15.05.2015 r.) MunuctepcTBOTO Ha
3/IpaBEOIa3BaHETO JOroBaps MEAUIIMHCKH W3JENUs, 3a KOUTO B HOPMATUBEH aKT WU B 0O0I]
aJIMHHHCTPATHBEH aKT € TIOCOYCHO, Y€ Ce OCUTYPSIBAT ChC CPEJCTBA OT IbPIKABHUS OFOJDKET.

(2) MuHUCTEpCTBOTO Ha 3paBEONa3BaHETO OCHUTYPSBA MEIUIIMHCKUTE M3JAETus Mo ai. 1 B
CBHOTBETCTBHUE C IPEIABUICHUTE CPECTBA B OFOJKETA CH 32 ChOTBETHATA KaJIEHAapHA T'OJIHA.
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Y. 33. JleueOuute 3aBegeunst mo wi. 5, ain. 1 3JI3 u neuebunte 3aBemenus mo wi. 9 u 10 3JI3 ¢
JTBP’)KaBHO /WM OOIIMHCKO ydacTHe B KamuTaja JOTOoBapsAT IO pela Ha 3akoHa 3a OOIIECTBEHHUTE
nopbuku (30I1) MeTUITUHCKUTE U3eIUs, HECOOXOAUMH 32 OCHIIECTBSIBAHE HA CBOSITA JCHHOCT.

Ui 34. (1) (Ilpenumen Tekct Ha wi. 34, u3m. - JIB, O6p. 35 ot 2015 1., B cuna ot 15.05.2015 1.)
MenuIuHCKUTE U3eNus, KOUTO MOTaT Aa ObJaT 3aIlilalllaHu ChC CPEICTBA OT IbpPKaBHUS OIO/DKET upe3
Oropxera Ha M3, TpsiOBa 1a OTrOBapsAT Ha CIICAHUTE H3UCKBAHHMS:

1. na ca BKIItOUeHU B civichka 1o 4. 1, 1. 1, Oyksa "0";

2. Ia OTTOBAPST HA M3UCKBAHMSITA HA 3aKOHA 32 MEIUIIMHCKUATE U3/ICIHS;

3. (mom. - B, 6p. 76 ot 2014 1.) na uama peructpupanu nanau B MAJI w/unmu EUDAMED 3a
WHIMICHTH/TIOTCHIIUATHN WHIIMJICHTH TIpe3 TOCICIHUTE JIBE T'OJMHH, KAKTO W 3a OJIOKMPAaHU WIH
M3TETJICHU MapTUAX IIPe3 NOCIEeTHUTE ABE TOJMHU ChIVIacHO npeaocTaBeHa ot MAJI undopmanus;

4. (m3m. - JIB, 6p. 104 ot 2018 1., B cuna ot 14.12.2018 r.) ga ce 3amiamar oT OOIIECCTBEH
(GOHJ B MOHE TPU OT IBPKABHUTE - WIEHKH Ha EBpomneiickus chio3, KaTo ce JAeKiIapupa CTOHHOCTTA, 10
KOSITO CE 3aIllamar OT ChOTBETHUTE (POHIOBE.

(2) (Homa - 1B, 6p. 35 ot 2015 r., B cuia ot 15.05.2015 r.) M3ucksanero mno ain. 1, 1. 4 He ce
npujara 3a MeJMIIMHCKATA araparypa.

Un. 35. (1) MunucTepcTBOTO Ha 3]IpaBEONa3BaHETO JOTOBapsi KOHKPETHUTE METUIIMHCKH
u3aenus mo wi. 32 no pena Ha 3011

(2) Cnenmduranusara 3a KOHKPETHUTE KOJIUYECTBA M MPOIYKTH CE€ M3TOTBS OT KOMHCHS,
ompejiefiecHa ChC 3aMoBell HAa MHMHUCTHPA Ha 3ApaBEONa3BaHETO, KOSTO BKIIOYBA MEAMUIMHCKU
CHELHAIMCTH, UKOHOMHUCTH U IOPUCT.

Un. 36. (Otwm. - IB, 6p. 76 ot 2014 1.)

Uin. 37. llenara, KOTO € JOTOBOPEHA, HE MOXKE Jla HAJABUIIaBa 00sSBEHATa B CIIMCHKA 1O 4. 1,
T. | mpoaakHa 11eHa 32 KOHKPETHOTO MEIUILIMHCKO U3/IeIne.

Pazgea I11.
YcaoBus U pef 3a onpejiesisiHe CTOHHOCTTA HA METUIIHHCKUTE U316, 3aMJIAIaHu OT
ABbP:KABHUS OHOKeT Ype3 010/1:keTa HA MUHHCTEPCTBOTO HA TPY/AA U COIMAIHATA MOJUTHKA
(3arua. u3m. - /IB, op. 35 ot 2015 ., B cua1a ot 15.05.2015 r.)

UYn. 38. (1) (U3m. - [IB, 6p. 35 ot 2015 1., B cuma ot 15.05.2015 r., usm. - [IB, 6p. 104 ot 2018
r., B cma oT 14.12.2018 r.) MUHUCTBPBT Ha TpyJa U COIMAIHATA MOJUTHUKA CHC 3aMOBEH OMpeaess
MaKCHUMAaJTHHUSI pa3Mep Ha IEJIEBUTE MOMOIIM 3a M3pa0OTBaHE, MOKYIKAa M PEMOHT Ha MEIUIIMHCKHUTE
u3aenus, BKIIoYeHu B npriokenre Ne 7 kpm uil. 40, an. 1 ot [IpaBunHuka 3a npuiaraie Ha 3aKkoHa 3a
UHTETpallusl Ha Xopara ¢ yBpekaanus, npuet ¢ [locranornenue Ne 343 Ha MUHUCTEPCKUSI CHBET OT
2004 r. (06H., JIB, 6p. 115 ot 2004 1.; u3m. u gor., 6p. 31 ot 2005 r.; Pemenne Ne 7081 na BrpxoBHuUs
aamuHKCcTpatuBeH cb oT 2005 1. - 6p. 63 ot 2005 r.; u3Mm. u gorm., 6p. 78 ot 2005 r., 6p. 54 o1 2006 T.;
Pemenne Ne 7623 na BwpxoBaus anmuHUCTpaTtuBeH Ch1 OT 2006 1. - 6p. 58 ot 2006 1.; U3M. U A01I., Op.



1, 64, 84 u 85 ot 2007 r., 6p. 14 ot 2008 1., 6p. 93 0T 2009 1., Op. 29 M 41 oT 2010 1. 1 Op. 38 M 41 ot
2011 r.) (IMNIBUXY), kouTo ca yacT OT crnuchka mo wi. 1, T. 1, Oyksa "B", 3amianmanu oT Ibp>KaBHUS
OrokeT, upe3 O6romrera Ha MTCIL

(2) (M3m. - [IB, Op. 104 ot 2018 1., B crima ot 14.12.2018 r.) MHHHCTEpCTBOTO HA TpyAa U
COILlMaTHATA TOJIMTUKA OMpeAesisi MaKCHUMATHUTE pa3MepH IO al. | B CHOTBETCTBHE C MPEIBUICHHUTE
cpezncTBa B OIOJDKETA CH 32 ChOTBETHATA KaJICHIapHA TO/IMHA.

Un. 39. (1) KpM MuHHCTBpa Ha TpyAa M CcOLMANIHATA MMOJIMTHKA ce ch3naBa Komucus 3a
OCBIIIECTBSIBAHE Ha JIEWHOCTH IO aKTyalu3alus Ha ChIbp>KaHUETO Ha mpuiioxeHue Ne 7 kpM ui. 40, an.
1 IITI3NUXY, Hapnuana no-HaTaThk "Komucusra'.

(2) (Hom. - JIB, 6p. 76 ot 2014 r.) CrcraBbT Ha KoMucusita ce ompenens ChC 3aroBe] Ha
MUHHCTBpPA Ha TPyJa U COLMaIHATa MOJUTUKA U BKIIOUBa: Tpuma mnpeacrasutenn Ha MTCII, nama
npencraButenu Ha ACII u nBama mpezicTtaBUTeny HAa ATEHLMATA 3a XOpaTa C YBPEXKIAHHS, U JBaMa
npeacrasutenu Ha MAJL

(3) Ilpencrasuten Ha MTCII e mpenceaaren Ha KOMUCHATA.

Un. 40. (1) 3a oOesneuaBane neiHocrra Ha Komucuara morar ga ObaaT BKIIIOYBAHH U
MEIHUIIMHCKH CIIEIUATNCTH, FOPUCTH U UKOHOMUCTH C OMUT B 00JIaCTTa HA MEIUIIMHCKUTE U3/CTUS U B
CBHOTBETHHUTE c(hepH Ha MPHIIOKEHUETO HM.

(2) Heiinoctra Ha Komucusta ce oGesmeuaBa or MTCII u ce ochluecTBiBa CbHIIACHO
YTBBPAEHU OT MUHUCTHPA HA TPYZAA U COI[MATHATA MOJUTHKA BHTPEIIHU TPaBUIIA.

(3) Pemenusta Ha Komucusra ce B3eMaT ¢ MHOBMHCTBO OT JBE TPETH OT YJICHOBETE I.

(4) 3acenanusta Ha Komucusta ce cMsATaT 3a peIOBHHU, aKO Ha TSIX MPHUCHCTBAT JABE TPETH OT
YJIEHOBETE M.

(5) Komucusta 3acegaBa Hail-MajIKo BEIHBX HA TPU MECeEIa.

Un. 41. (1) lpencenatensat Ha Komucusita npeacrasissa, OpraHu3upa U pbKOBOAM AEHHOCTTa
Ha Komucusra.

(2) IIpu oTchCTBUE Ha IpeceaaTess TOH ybIHOMOIaBa MMcMeHo wieH Ha Komucusra, KoWTo
Jla TO 3aMECTBa U Jla YIPaKHSABA IPABOMOIIUATA MY.

(3) Ilpencenarensat u uieHoBere Ha KoMucusTa ca AbKHU J1a HE pasriacsiBaT 0OCTOSATENCTBA
1 (QakTH, CTaHAJIM UM U3BECTHU NPU WU MO MOBOJ HA M3II'BJIHEHHE HA 3abJDKEHUITa UM, OCBEH IO
IIMCMEHO NCKAHE Ha IbP’KAaBEH OpraH, KOraTro TOBa € MPEABUACHO ChC 3aKOH.

(4) BbB Bpb3Ka CbhC 3ab/DKEHMSTa cH MO aj. 3 wieHoBere Ha Komucusata mnoamucsar
JeKy1apanus no odpasel, yTBbpAEH OT IpeaceaaTesst Ha KOMUCHUsTA.

(5) Komucusita u3rotss Ha Bceku 6 Mecena 10KJIaj 3a AeMHOCTTa CU 10 MUHUCThpa Ha TpyJa U
coLlMaHaTa MOJINTUKA.

Un. 42. (1) Kommcusita OCBIIECTBSBA JCHWHOCTH TIO aKTyaJIM3alds Ha BKIIOYCHHUTE B
npunoxenue Ne 7 xpM un. 40, an. 1 IIIBUXY meaunuHcku u3aenus, KaTo HU3IIBIHSABA CIEIHUTE
GbyHKIUY:

1. mpoyyBaHe Ha HOBU MEIULIMHCKHU U3IEIHs, IPeyIaraHy Ha a3apa;

2. mpoy4YBaHEe Ha Ta3apa, Ha JOKA3aTeJICTBA 3a Pa3XOJHUTE HOPMH Ha MPOU3BOIUTEIS, IICHUTE
U AUCTPUOYIUATA HA MEAUITMHCKY H3CITHUS;

3. mpoy4BaHE Ha BBIIPOCH, CBBP3aHH C MPETHAZHAYCHUETO, XaPaAKTEPUCTUKHUTE U TTApaMEeTPUTE



Ha MEIUIIUHCKH U3JICIIN,

4. mperyen Ha JaHHUTE OT CMIUCHKa o wi. 1, T. 1, OykBa "B";

5. pa3riiexXJaHe M U3pa3zsiBaHE Ha CTAHOBHUINA [0 MPEJIOKEHUS Ha TPaKJAaHH, OpraHd U
OpraHu3alii BbB BPh3Ka C BKIIOYBAHETO HA HOBU WJIM U3KJIFOYBAHETO HA CHIICCTBYBAIIM MEAUIIMHCKU
usnenvs BbB/oT npunoxkenue Ne 7 kpMm wi. 40, an. 1 I[IIIBUXY;

6. 1aBaHe Ha MPEAJIOKEHUS 3a aAKTyaIM3UpaHE CIIUChbKa Ha npuiiokenue Ne 7 kpm ui. 40, an. 1
TIII3UXY 3a BKIOYBAaHE HAa HOBH W/WIM W3KJIIOYBAHE HA HIKOM OT JOCEra BKIIIOUEHHUTE MEIUIIMHCKU
H3IEIUS BEAHBK TOAUIIHO;

7. M3roTBsl MPEUIOKEHUE 10 MUHHMCThbpPA Ha TPyJa M COLMAIHATAa TMOJMTHKA 32 JUMUTHUTE
CTOMHOCTH, JO KOHUTO Ja C€ 3alulalar MEAUIUMHCKH u3aenus oT Orwomkera Ha MTCII, npwm
HEOOXOIMMOCT.

(2) Ilpu ocwuiecTBsABaHe HA GYHKIIUUTE IO al. | KOMUCHATA U3BBPIIBA MPEIICHKA Ha:

1. B, mpou3xo/ia U MpeIHa3HAYeHUETO Ha ChOTBETHOTO MEIUIIMHCKO U3/IEIINE;

2. BB3MOXKHOCTTA 3a M3IOJI3BAHETO MY OT OTACIIHH MOTPEOUTEIH, OTPAHUYCH WJIU IO-IITUPOK
KpBI' HyXKJIaellu Cce JTUIa;

3. 0Oe3omacHOCTTa M KA4eCTBOTO Ha MEIAUIIMHCKOTO M3JCIHEe ChOOpa3HO HErOBUS
cepTU(UKAIIMOHEH W PETUCTPAIIMOHEH CTATYC,

4. edexkTUBHOCTTa OT ymoTpedara My KaTo CTENeH, NpeACTaBisBalla Bb3MOXKHOCT 3a
WHTETpaIys Ha XoparTa ¢ yBPEXKIaHUs;

5. 1leHa Ha TPOM3BOIUTENIS U BB3MOXKEH Mpenea (JIMMUT) Ha CTOMHOCTTAa HAa MEIUIIMHCKOTO
u3jenue, 10 KosSTo OM MOTJIO Jia ce 3aruiaiia ¢cbe cpeacTna ot 6romkera Ha MTCII.

Un. 43. (1) (U3m. - JIB, Op. 76 ot 2014 r.) IlpenenbT (MMMUTHT) HA CTOMHOCTTa Ha
MEIUIIMHCKUTE HM3JENHs, KOSITO ce 3ariamia cbe cpeacrBa ot Oromxera Ha MTCII, ce onpenens BB3
OCHOBa Ha CpaBHEHHE Ha IICHUTE HAa MEAMIIMHCKH M3AENus OT cruchka mo wi. 1, T. 1, OykBa "B" u ot
©XKEroAHUsl aHaJIu3, MPEACTaBsIH B ATCHIMATA 32 Xopara C YBpPEeXKJaHUs 10 pena Ha wi. 12, ain. 2 oT
Hapenbara 3a ycinoBusiTa U peia 3a OCHIIECTBIBAHE U KOHTPOJ Ha JEHHOCTUTE MO MPEAOCTaBsSHE HA
MTOMOIIHH CPEJICTBA, TPUCTIOCOOJICHHS U ChOPHIKEHHS 32 X0paTa ¢ YBPEKIAHUS U MEIUIIMHCKY U3IETH,
MMOCOYEHH B CIIUCHIUTE MO 4Wi. 35T, an. 1 oT 3akoHa 3a MHTETpaIus Ha XopaTa ¢ yBpeKIaHHUS.

(2) basa 3a onpejensHe Ha mpejaena (IMMHUTA) Ha CTOMHOCTTa Ha MEIUIIMHCKUTE U3JCTHUS €
KOHCTaTHpaHaTa Hai-HUCKA IIeHAa HAa CHOTBETHO MEIUIIMHCKO H3JeNue, MOoJajJeHa OT ThPTrOBIUTE Ha

€/1pO U MPOU3BOJUTEIINTE.

Un. 44. 3a Besiko npeaniokeHrne Ha Komucusara 3a BKIIFOUBaHE Ha HOBO MEIUIIMHCKO U3/IENNE B
npunoxkenne Ne 7 kpm wi. 40, an. 1 TIIBUXY, xoeto ga ce 3ammama ot MTCII, ce usrorss
IOpUANYEcKa, MKOHOMUYECKA M MEIUIIMHCKA OIIeHKA OT JUPEKIIUS B ClIeMaT3upaHaTa aIMUHUCTPALIHS
na MTCII.

JonbJHUTEIHU pa3nopendoun

§ 1. ITo cMucsbiia Ha HapeaOara:

1. "T'enepuuna rpyna wu3genus" € CBBKYHHOCT OT H3ACIUS C €JHAKBO WM MOJ00HO
MpelHa3HauYeHUe WM CXOJHA TEXHOJIOTHS, KOETO IO3BOJSBA KIACU(UIMPAHETO MM IO TeHEpUYEH
MpU3HAK, O€3 J1a ce 0Tpa3siBaT cuelu(pUUHN XapaKTePUCTHKH.

2. "I'nobanna HomeHkiarypa Ha MeaunuHckute uznenus’ (GMDN) e moapobHa cuctema ot



MEXIYHApOJAHO TIPU3HATH KOAMPAHU OMUCAHUS, W3MOJ3BaHM 3a TPYNOBO WIACHTHPHUIMpPAHE HA
MEIULIMHCKN U3IEIIHS.

2a. (noBa - /IB, Op. 104 ot 2018 1., B cuna ot 14.12.2018 r.) "KommiekcHa olieHKa" € OleHKa,
KOSITO BKJIIOYBA (PMHAHCOBHU YCJIOBHS, MEIUIIMHCKH U TEXHUYECKU XapAKTEPUCTUKH, aHAIIM3 HA IAHHUTE
oT uHTerpupanara uadopmanronta cucrema Ha H30K oTHOCHO oTyeTeHuTe M 3arutateHu o0emu/Opoit
MEIUIIMHCKH U3JIEIHS TI0 U3MBJIHUATEIN Ha OOTHUYHA MEIUIIMHCKA TIOMOII M HAJIMYHA UH(OpMAIUs 3a
nomarmane ot 30J1.

26. (moma - JIB, Op. 104 ot 2018 r., B cuma ot 14.12.2018 r.) "MakcumaiHa NPOTHO3HA
aQHATUTUYHA CTOMHOCT" € CTOMHOCT, MOJIy4YeHa CJie/l U3BbPIICH MAPKETUHTOB aHAJIN3, KAKTO U aHAJIU3 Ha
pasxoaBaHu OFOKETHH CPEJICTBA 1I0 KOHKPETHH T'PYIU MEIMIIMHCKU U3JEIHs, ChOTBETHH 00eMu/Opoi,
JAaHHM 32 JOTUTAIIaHUS 32 TIX, OTHECEHU KbM IUIAHUPAHHUTE OIO/DKETHU CPEJICTBA IO 3aKOHA 3a OI0KeTa
ga H30K 3a croTrBeTHaTa roguna.

2B. (moBa - JIB, Op. 104 or 2018 r., B cuna ot 14.12.2018 r.) "Haii-pazxomoedeKTUBHH 3a
oromkera Ha H3OK mnpemioxenus" ca mnpemioxkeHus, KOUTO BKIouBar ompeneiaecHute or H30K
CbOTBETHM YCJIOBHS 3a JIOCTaBKa, 3a 3alUlalllaHe Ha MEIUIMHCKUTE H3JeNHs, 3a MpeACTaBsHE Ha
0aHKOBa rapaHIMs U Jp. U ca C Hail-1oOpO ChOTHOIICHHE MEXKIY IMOCTUTaHe HA TEParleBTUYECH Pe3yiTar
OT TpWJIaraHe Ha MEAMIIMHCKOTO M3JeNMe U pa3xojBaHe Ha cpeactBa ot Oroxera Ha H30K 3a ToBa
U3JIeHe MPU CHIIOCTABSIHETO MY C IPYTH U3ENUS C €JHAKBU UM ChC CXOJHU TePANIEBTUYHU IMOKA3aHUS
(XapakTepuCTUKH), IPEJCTABISABAIIM TEPANICBTUYHU AITEPHATUBY U 3aIlJIAlllaHU HAI'BJIHO UJIM YaCTUYHO
ot H30OK.

3. "Oropusupanu unctutyuun" ca M3, MAJI, H30K, MTCII, neuebuute 3aBeaeHus mo 4i. 5,
an. 1 3JI3 u neueOnute 3aBeneHus mo wi. 9 u 10 3JI3 ¢ AppkaBHO W/WIK OOIIMHCKO y4yacTHE B
KallMTaja.

4. "llponaxxna ueHa" e mpoja)kHata IieHa mo cMuchia Ha § 1, 1. 29a or 3akoHa 3a
MEIULIMHCKUTE U3ICITHA.

IMpexoanu u 3aKII0YUTETHH pa3nopeon

§ 2. (1) Ho 1 ssmyapu 2013 r. UAJI ocurypsiBa TEXHUYECKOTO M MTHPOPMAILIMOHHO 00e3eyaBaHe
Ha BOJIEHUS OT Hesl CIUCHK o wiI. 1, T. 1.
(2) Ho 1 suyapu 2013 r. MAJI ny0nuKyBa Ha UHTEPHET CTpaHUIATa CU PHKOBOJICTBOTO M0 YII.

17.

§ 3. (U3m. - [IB, 6p. 74 ot 2013 1., B cra ot 01.07.2013 1.) JIunara o wi. 9, an. 2 momwjaBaT
cmucbka mo wit. 1, 1. 1 no 30 ronm 2014 r.

§ 4. (Usm. - JIB, Op. 74 or 2013 1., B cuma ot 01.07.2013 r.) Hanmonamnara
3IpaBHOOCUTYPHUTEIIHA Kaca 3aloyBa Ja J0roBaps MEIMIMHCKUA HW3JENus MO pella Ha TiaBa Tpera,
paszen mppBH OT Hapeabara cautaHo ot 1 aBryct 2014 r.

§ 5. (U3m. - IIB, 6p. 74 ot 2013 r., B cuna ot 01.07.2013 r., u3m. - JIB, 6p. 76 ot 2014 r.)
MUHHUCTEpCTBOTO Ha TpyJa M COIMaliHaTa MOJMTHKA OIpeNeis MpeAeTHUTe pa3Mepu (JIUMHTH) Ha
MEIUIMHCKN U3/eNns, BKIoueH! B npuioxkeHue Ne 7 xeM wi. 40, an. 1 TINI3UXY no pexa Ha riasa
TpeTa, pa3ies TpeTH oT Hapeadara, cuntado oT 30 mapt 2015 1.
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§ 6. (M3m. - IB, 6p. 74 or 2013 r., B cuia ot 01.07.2013 r.) MuHHCTEpCTBOTO Ha

3/IpaBeolla3BaHeTo U JieyeOHUTE 3aBefeHus mo wi. 1, T. 1, OykBa """ 1OroBapsAT MEIULIMHCKUA W3JIEIHS
0 pe/ia Ha TJlaBa TpeTa, pasJies BTOpH OT HapeabaTa cuutano ot 1 romm 2014 T.

§ 7. Hapenbarta ce mpuema Ha ocHoBaHue wi. 30a, an. 3 m wi. 300, an. 2 ot 3akoHa 3a
MEJIUILIUHCKUTE U3EIHS.

3aK/JII0YUTEeTHHE pa3nopendu
KBbM NIOCTAHOBJIEHHUE Ne 174 OT 16 ABI'YCT 2013 I''3A U3BMEHEHHUE HA
HAPEJIBATA 3A YCJIOBUSATA U PEJIA 3A CbCTABSIHE HA CITUCBK HA
MEJUIAHCKUTE U3JEJUSA 1O YJI. 30A OT 3AKOHA 3A MEJULIUHCKUTE U3JAEJIUS
M 3A OIIPEJIEJISTHE HA CTOMHOCTTA, JIO KOSATO TE CE 3AILTAIIAT, TIPUETA C
INOCTAHOBJIEHUE Ne 364 HA MUHUCTEPCKUSA CBBET OT 2011 T
§ 2. [TocTtanoBnenueTo Bim3a B cuia ot 1 romm 2013 1.

JlonbJIHHUTeIHN pa3nopendu
KBbM IIOCTAHOBJIEHHUE Ne 115 OT 8 MAM 2015 I'. 3A U3MEHEHUE U JOIIbJIHEHUE
HA HAPEJIBATA 3A YCJIOBUSITA U PEJIA 3A CbCTABSHE HA CIIUCBHBK HA
MEJUIIUHCKUTE U3JEJUSA 11O YJI. 30A OT 3AKOHA 3A MEJUIUHCKUTE U3JAEJIUSA
M 3A OIIPEJIEJISTHE HA CTOHHOCTTA, JIO KOSITO TE CE 3AILTAIIAT, ITIPUETA C
INOCTAHOBJIEHHUE Ne 364 HA MUHUCTEPCKHUSA CBBET OT 2011 T.

(OBH. - IB, BP. 35 OT 2015 T., B CWJIA OT 15.05.2015 T.)

§ 3. HaBcskbae B HapenOara nymata "penyOaukaHckus" ce 3aMeHs ¢ "abpikaBHUS".
3akJII0unTeTHU pa3nopeadoun
KBbM IIOCTAHOBJIEHHME Ne 115 OT 8 MAM 2015 T'. 3A U3MEHEHHUE ¥ JOITbJJHEHUE
HA HAPEJIBATA 3A YCJIOBUSITA U PEJIA 3A CbCTABSHE HA CITUCBK HA
MEJUIIAHCKUTE U3JEJUSA IO YJI. 30A OT 3AKOHA 3A MEJULUHCKUTE U3JAEJIUS
U 3A ONPEJEJSTHE HA CTOMHOCTTA, J1O KOSITO TE CE 3AILTAIIAT, IPUETA C

MOCTAHOBJIEHHUE Ne 364 HA MUHUCTEPCKHSA CBBET OT 2011T.

(OBH. - 1B, BP. 35 OT 2015 T"., B CWJIA OT 15.05.2015T.)

§ 4. ITocTaHOBIIEHHETO BIIM3a B CUJIa OT JICHs Ha OOHApOoBaHETO My B "JIbpkaBeH BECTHHK".

IMpexoanu u 3aKIH0OYNTETHH pa3nopenon
KBbM NIOCTAHOBJIEHHUE Ne 286 OT 10 IEKEMBPU 2018 I'. 3A UBSMEHEHHUE N
JOITBJIHEHUE HA HAPEJIBATA 3A YCJIIOBUATA U PEJA 3A CbCTABAHE HA
CIIMCBK HA ME/IUIMHCKUTE U3JAEJIUS 11O UJI. 30A OT 3AKOHA 3A
MEJULIUHCKHUTE U3IEJIUSA U 3A OIIPEJEJISTHE HA CTOHHOCTTA, 10 KOSITO TE
CE 3AIUVIAIIAT, TPUETA C IIOCTAHOBJIEHHUE Ne 364 HA MUHUCTEPCKUS CBBET
OT 2011T.

(OBH. - 1B, BP. 104 OT 2018 I'., B CMJIA OT 14.12.2018 I".)

§ 18. 3anounanure A0 BJIM3aHCTO B CHJIa HA TOBA IMOCTAHOBJICHUC MPOLCAYPHU IO OMPCACIIAHE



Ha CTOWHOCTTA, N0 kosato H30K 3amnama MeauImHCKUTe U3Aeus, TPUHAICKAIIN KbM eHA TPyIa, ce
JIOBBPIIBAT IO peia Ha TOBA MOCTAHOBJICHHE.

§ 19. (1) HaunonannaTa 3[paBHOOCUTYpUTEITHA Kaca OIpeelia CTOMHOCT Ha 3aramiade 100 na
CTO 3a IPYNHUTE MEIULMHCKHU U3JIEud, JOIUIallaHu 1o peaa Ha Meroaukara no wi. 106a, ain. 1 u 2 ot
3akona 3a JieueOHUTE 3aBeneHus mpe3 2018 1., HO He Mo-BUCOKa OT o0IIaTa 3aruianiana 3a TSX CTOMHOCT
oT Oro/KeTa Ha MUHHCTEPCTBOTO Ha 3/paBeomna3BaHeTo U O0ropkera Ha H30K, 3a nmarmenTu, Ha KOUTO
ca npuioxenu ot 1 suyapu 2019 r.

(2) Anunes 1 He ce mpuiiara 3a MEAMIIMHCKHN U3/IEIHs 32 BETEpaHUTE OT BOMHHUTE, KOUTO Mpe3
2018 r. ce 3amnamar oT MUHHUCTEPCTBOTO Ha 3/IpaBeolia3BaHeTo cbriiacHo Meroaukara no wi. 106a, an.
1 u 2 ot 3akoHa 3a JIe4eOHUTE 3aBeIeHUs U WI. 4, T. 2 1 4 OT 3aKOHA 32 BETEPAHUTE OT BOMHUTE.

§ 20. [TocTaHoBIEHHETO BIIM3a B CHJIA OT JICHS Ha 0OHapoIBaHeTO MY B "/[bpikaBeH BECTHUK'".

[Tpunoxenue Ne 1 xbpm uit. 9, ain. 1

(U3wm. - JIB, 6p. 104 or 2018 1., B cuma ot 14.12.2018 r.)

3asBiIeHHE 3a BKIIOYBaHE/3aIMYaBaHe B CIUCHKA Ha MCIUIMHCKHU H3ACIHA, 3allJIalllaHKu I10
pena Ha HapenOata no wi. 30a 3SMU
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[Ipunoxenue Ne 2 kpm 4. 23, an. 3, 1. 1

(dom. - IB, 6p. 76 ot 2014 1., oT™. - /IB, 6p. 104 o1 2018 1., B cuna ot 14.12.2018 r.)

[Ipunoxxenue Ne 3 kbm un. 23, an. 3, 1. 7

(Otm. - /1B, 6p. 104 o1 2018 1., B cuna ot 14.12.2018 r.)



