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
20152., uzm. u oon. /[B. 6p.104 om 14 Jexemepu 20182., usm. /IB. 6p.27 om 2 Anpun
2019..

I'naBa mbpBa.
ObIIH TOJIOKEHUA

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

1. chcTaBsiHE W MOJIBPIKAHE HA CIUCHK HA MEAMIIMHCKHTE W3JENHS, KOUTO MOrar aa Obaar
3aIialliaHy ChC CPEACTBA OT:

a) 0ropkera Ha Harmonannara 3apaBHoocuryputenta xkaca (H30K);

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

B) (m3M. - JIB, Op. 35 ot 2015 ., B cuna ot 15.05.2015 r.) abpkaBHUS OFOKET Upe3 OroKeTa
Ha MUHHMCTEpPCTBOTO Ha TpyAa U counanHaTa nonutuka (MTCII);

r) Orm/pkeTra Ha Je4eOHHWTE 3aBeleHUs MO wi. 5 or 3akoHa 3a seueOHuTe 3aBencHus (3J13),
KaKTO M ChC CPEJCTBA Ha JICUEOHUTE 3aBEJCHUS C IbP>KABHO W/MIM OOIIMHCKO ydacTtue mo wi. 9 u 10
3J13;

2. BKJIFOYBAHE W U3KIIFOUBAHE HA METUITUHCKU U3JICNIHS OT CIIUCHKA O T. 1;

3. ©XEeroJHO OmpejeNssHE Ha CTOWHOCTTAa, O KOSATO CE 3alialiaT MEAUIUHCKUTE H3IeNus,
BKJIFOUCHU B CIIUCHKA MO T. 1.

Ui 2. Cee cpeacrata o wi. 1, T. 1 Morart aa ce 3amianmiaT caMo MEAUIMHCKH U3/1€Tusl, KOUTO
ca BKJIIOYEHHU B CIIUCHKA, ChCTaBEH 10 pejia Ha HapeadaTa.

Yn. 3. (1) UsnbnnutenHara areHuus no JjekapcrBata (MAJI) moaaepka Ha HHTEpHET
CTpaHMIIaTa CH CHUCBHKAa 1Mo wi. 1, T. 1, KOWTO € OOIOMOCTBIICH, C HM3KIIOYCHHE Ha THPrOBCKAaTa
uHpopmanus 1o ui. 5, ain. 1, 1. 23 u 24, npeaHazHavyeHa 32 OTOPU3UPAHU UHCTUTYIIHH.

(2) ®usnueckuTe JIUIA, KOUTO OT UMETO U 3a CMETKa Ha OTOPU3UPAHUTE MHCTUTYLUU MMAT
NpaBO Ha JIOCTBI O THProBCKaTa MHQOpMALUs, MOAMUCBAT ACKJIAPALUU 32 KOH(PHUIAESHIMATHOCT U
HEU3IoJI3BaHe Ha HH(OpMalKATa U3BbH ClIy)kKeOHaTa CH JeHHOCT.

I'naBa BTOpA.
CBbCTABSHE U NOAABPKXAHE HA CIIMCBK HA MEJUIIUHCKUTE U3JAEJINA
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Paznea I.
CBHIIHOCT U ChAbP:KAHUE HA CMIUCHKA HA MEIMIMHCKUTE U3/1eTUs

Un. 4. CoucekbT mo wi. 1, T. 1 e meHTpanm3upaHa eneKTpoHHa 0a3a JaHHH, ChIbpKalia
MEAUIIMHCKHU U3AeNusl, TPYIUPAHU B KATETOPUU CHIVIACHO 4. 6.

Un. 5. (1) Coucekst o wi. 1, T. 1 chabpika nHbopManus 3a:

1. oOuuTe uIeHTUUKAUNOHHHA JaHHU U XapaKTePUCTUKU Ha MEIUIIMHCKOTO U3eIue;

2. cepTUPHUKAIMOHEH U PETUCTPALMOHEH CTATyC Ha MEAULIMHCKOTO U3JIENINE;

3. ThproBcka uHGOpMaIus, BKIIOUYUTEIHO MPOAaKHA IIeHa 32 MEJAUIIMHCKOTO U3JeNne, KakKTo U
32 IPOM3BOIUTES/YITBIIHOMOIICHUS TPEICTABUTEN UM ThProBena Ha MEAULIMHCKOTO U3/IeNINE;

4. cTOMHOCTTA, 10 KOATO C€ 3aIljiaila MEAUIIMHCKOTO U3elue.

(2) B cnucbka no ai. 1 ce nocousa:

1. BXOJA1I] HOMEp U J]aTa Ha 3asBICHUETO;

2. uneHTH(HUKAIMOHEH HOMEp Ha 3asBUTENS W BpEME Ha BBBEXJaHE B MH(POpPMAlMOHHATA
CHUCTeMa, aBTOMaTHYHO T€HEpUpaHH OT cUcTeMara (MACHTHU(PHUKAUMOHHUAT HOMEP C€ Ompenens MHpu
II'bPBOHAYAIHOTO BIIMCBAHE B PErMCThPa U OCTaBa HEIIPOMEHEH );

3. mara u cTaTyc Ha 3amuca (MpeayoXKeH, BaTuAupaH, PErUCTpUpaH, TPOMEHEH, 3aJHU4YeH) 3a
MEIULIMHCKO U3/IEIIHE;

4. KO Ha U3JIeJIETO B CIHChKa (He0OX0IuM 3a orpeesssHe Ha peuMOypCcHa CTOMHOCT);

5. ynukanen uaentudukarop Ha uznenuero (GTIN, HIBIC, NDC) (korato € mpuiioXumo);

6. JaHHM 3a JTUIETO, KOETO IMyCKa U3/IeINETO Ha Ma3apa;

7. 1aHHU 32 ThProBeELA HA €IpO;

8. KaTeropusi Ha MEAUIIMHCKOTO U3JEIHE;

9. GMDN (UMDNS; EDMS) xoa 1 ume (KoraTo € NpuaokuMo);

10. renepuyHa rpymna u3aenus (Korato € nmpuiokuMo);

11. umMe Ha MEIMUMHCKOTO H3jAenue (MIOCOYEHO BbpXY OMakoBkaTa w/wiu Jlexknapanusra 3a
CbOTBETCTBUE HA IPOU3BOJUTEI);

12. anTepHaTHBHO UME Ha MEAUIIMHCKOTO U37eue (KOoraTo € MpUIokKuMO);

13. Mmoaen (Korato e MpHUII0KHUMO);

14. ommcanue Ha MEIUIIMHCKOTO H3jenue (ChCTaB; BUJ HAa Marepuana, Opoil W3aenus B
He/lelIMMa OINaKOBKa; TOJIEMHHA; pa3Mep; TErJio; CTEPHJIHO; C HM3MepBallM (YHKIMH; BKIIOYEHO B
ChCTaBa JIEKAPCTBEHO BEIIECTBO; MaTepUall OT )KMBOTUHCKU MPOU3XOJ, crieu(UIHN O3HAYEHUS, TUIT Ha
NpeNrCcBaHe Ha M3JENUEeTO (3a JoMallHa Wid OOJHUYHA yrnoTpeda) - MmombjiBa ce MH(OpManusTa,
MPUJIOKUMA 32 MEIUIIMHCKOTO U3/EIHE;

15. mpenHazHayeHO NEHCTBHE, OINpPENENEHO OT MPOU3BOAUTENS (BKJIIOUMTENTHO YCIOBHS 3a
ChXpaHEHHUe, eHOKPATHA/MHOTOKpATHA yIoTpeda, CTEPUITHOCT U . );

16. karajokeH HOMEp Ha MEAMLMHCKOTO u3Jenue (IOCOYeH BBPXY OINAKOBKATA W/MUIH
Jlexnapanusita 3a CbOTBETCTBHE HAa IPOU3BOUTENIS);

17. xknac/rpyna, CIUCBHK;

18. mpuHAAIEKHOCTH/KOHCYMATUBU (MMe, Mojen, pedepeHTeH HOMEp, KaTaJloXeH HOMeEp;
onucanue) (Korato € MPUI0KIMO);

19. Homep u nata Ha peructpanus B MAJI wnu ysenomnenue no MAJT;

20. nata Ha myckaHe Ha rnaszapa B PermyOnuka bearapus;

21. mocnenHa Aata Ha aKkTyajau3alys Ha TaHHUTE 33 MEIULIUHCKOTO U3/IEIIHE;

22. nata Ha TpeKpaTsABaHE Ha pa3pelIeHHe/yJOCTOBEPEHHE 3a ThPrOBHUATA C METUIMHCKH
U3JIeTHS;

23. Mapkep 3a 3alJamaHe ype3 cpelncTBa OT MHMHUCTEpCTBOTO Ha 3apaBeomnas3BaHero (M3),



H3O0K, Arenrnusra 3a counanao noanomarane (ACII), neueOnu 3aBeieHus;

24. mpojaxHa IIeHa, MOCOYeHa B ChOTBETHATa BallyTa M M3YHCIEHA B €BPO MO KPHCTOCAHUTE
KypcoBe Ha lleHTpanHara eBporeiicka OaHKa U ChOTBETHO B JIEBOBE IO Kypca Ha bwirapckara HapoaHa
0aHKa KbM JlaTaTa Ha BbBEX/IaHE Ha JIaHHUTE;

25. MakcWMaliHa CTOWHOCT, 3aIljlamlaHa ¢ OOIIEeCTBEHU CPEJICTBA (3a TpyIa U3JeNus 3a TOUHA)
(KoraTo € IPHIIOKUMO).

(3) UadopmanusTa mo ai. 2 ce MOMbIBa HA OBJITAPCKU U HA AHTJIMICKH €3HK.

(4) B cayuyail ye eqHO U CBHIIO MEIUIIMHCKO M3JETHE CEe BIHCBAa B CHUCHKA OT JBaMa WIH
MoBeYe 3asBUTENH, MHPOpMaIusATa mo wi. 5, an. 2, 1. 1, 2, 3, 7, 12, 18, 19, 20, 22 u 24 ce nombiBa OT
BCEKH OT TSIX.

(5) (Hosa - JIB, 6p. 104 ot 2018 1., B cuna ot 14.12.2018 r.) Koabt 1o ain. 2, T. 4 cayxu Karo
UICHTUQUKATOP HA MEIUIMHCKUTE U3JENUS M 3aIbJDKUTEHO Ce M3I0JI3Ba B CIy4yauTe, KOTaro
CHOTBETHOTO MEIUIIMHCKO U3/IeJINE CE€ OCUTYpsiBA ChC cpeacTBara o wi. 1, T. 1.

Yn. 6. CiiuchbKbT 110 WiI. 1, T. 1 ChIBpIKA CIICAHUTE KATETOPHUH MEAUIIUHCKY H3/ICITHS:
. AKTUBHH UMIIJIAHTUPYCMH U3 ICITIUA;

. M3JICJIHS 3@ aHECTE3USI U PECTIUPALIHS;

. CTOMATOJIOTUYHU U3JCIINA,

. CIICKTPO-MEXAaHUIHU MEAUIIUHCKU H3IEIIHUS;

. OOTHUYHO 00OpyIBaHE;

. HHBUTPO JIMAarHOCTUYHH H3/ICIIHS;

. HCAKTUBHH UMIIJIAHTUPYCMH U3 ICITINUA;

. M3JIENHs 32 OTAIMOJIOTHSI U OTITHKA,;

. M3/IeNIMs 32 MHOTOKPATHA yrnoTpeoa;

. M3JIEJIHsA 3a €HOKpaTHA YIOTpeoa;

. TCXHUYECKHU CPEJICTBA 3a JIUI[A C YBPCIKIAHUS;

. M3JICTUS 32 TUArHOCTUYHA M TEPANleBTHYHA paJIuallys;

. U3JICTTUS 3a JIOMTBJIHUTEITHA TEPAITH;

. M3JIeTUs ¢ OMOJIOTUYCH TIPOU3XOI;

. IPOJIYKTH Y TIPUCIIOCOOJICHHSI 32 JICUCOHHU U 3[PaBHU 3aBEIICHHS;
. T1abopaTopHO 0OOpYIBaHE.
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Un. 7. V3mbiaHUTENHATa areHuusl IO JIEKapcTBaTa M3II0JI3Ba TEXHUYECKO OO0OpyABaHE U
TEXHOJIOTUH 32 a[IMUHUCTPUPAHE HA CITUCHKA, Upe3 KOUTO CE U3MBIHABAT CICTHUTE PYHKIIUU:

1. IMPOBEpPKa HA MOJAACHUTEC 110 CJIICKTPOHCH IIBbT 3a4BJICHUA, TIOANIMCAHU C CIICKTPOHCH MMOAINUC,

2. ynpaBJieHHE Ha IOCThIIA IO JAHHUTE B CIMCHKAa MOCPEICTBOM MPEJOCTABSHE 3a MOJI3BaHE HA
MOTPEOUTENICKO UME, ITapoJia U IEPCOHANIEH UACHTU(UKATOD;

3. mpoBepKa 3a MBJIHOTA U JOCTOBEPHOCT Ha JAHHUTE;

4. 3amuTa, CbXpaHsABAHE U ApXUBUPAHE HA TAHHU U JJOKYMEHTH.

Un. 8. V3mbiaHMTeNHaTa areHIus IO JIeKapcTBaTa ChXpaHsBa CHHCHKA 10 HAYMH, KOHTO
OCUTYpSIBa Bb3MOKHOCT 3a!

1. rapanTUpaHe CUTYPHOCTTA Ha ChABPIKaIIaTa ce B HEro MHPOpMAIUs Upe3 KPUNITHPAHE;
2. IpoMsiHA HA TAaHHUTE OT 3asIBUTEIT;

3. 3aM4aBaHe Ha JAaHHU CJICA BAIIMAUPAHETO UM OT ONPCACICHU JJIbXHOCTHHU JIMIIA.



Pasnea I1.
YciaoBus U pel 3a BKJIYBAHE, IPOMEHHU M 3JIMYaBaHe HA MeIMUUHCKHU U3/1eJIUS B CIMCHbKA HA
MEIUIIUHCKUTE U3/1eTus

Un. 9. (1) M3mbnHMTENHATa areHIMs IO JIGKapCTBaTa OCHIYpPsSBa OTOPU3MPAH JOCTBI IO
CIHMCHKaA 3a BbBEXKIaHE, MPOMSIHA WU 3aJIMYaBaHe HA JAHHU 110 WI. 5 CJIe]] I0/IaBaHe B €IEKTPOHEH 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 IIPOU3BOIUTEIIS;

3. hpM3HYECKO WK IOPUANYECKO JTUIIE, KOETO KOMILJICKTYBA U3/ICTIHS;

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 MBIHOMOITHO. Koraro mbJIHOMOITHOTO HE € u3ajieHo B Pemybnuka
Bboarapus, 3a Hero ce mpeiacTaBs MPEBOJ HAa OBArapcKd €3WK, M3BBPIICH OT MPEBOJaY, KOHNTO MMa
CKJIFOYCH JJOTOBOP ¢ MUHHCTEPCTBOTO HA BHHIIHUTE pa0OTH 332 U3BBPIIBAHE HA OPHUIIHATHU TTPESBOTH.

(4) TunbT eNEeKTPOHHH JOKYMEHTH M (DaiiioBU opmarTh, KaKTO U MpaBHaTa 32 OCUTYpPSBaHE
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 nocrtenBaHe Ha 3asBieHue ciuyxurendl Ha WAJl Banmuaupa DaHHUTE 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 3asBIeHHETO HE € M3TOTBEHO ChITIACHO oOpasena mo npuioxkeHue Ne 1 uiam 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
CbOOIICHNE Ha TIOCOYEHHS OT HEro eNeKTPOHEH ajpec C YKa3aHWd 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. [lo u3kimouenne chboOIIEHUETO MO ajl. 2 MOXKE Jia Ce HarpaBu 1o Tenedona, o ¢axca umm ¢
Tejerpama Ha JIMLETO 32 KOHTAKTH, IOCOYEHO OT 3asiBUTENS, KaTO TOBA C€ yJIOCTOBEPsBA 110 HAUWHUTE,
nocoueHH B [ pakTaHCKUSI TPOIIECyalieH KOIEKC.

(4) I'pemiky ¥ HEN'BIHOTH, JONMYCHAaTH B JAHHUTE OT 3asBJIEHUETO ChITIACHO oOpaszema 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
nHopmanmonHara cucrema ot ciayxuten Ha MAJL B cpok mo 5 pabotHu muu. MHbopmammonnara
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 € EIEKTPOHEH JOKYMEHT, KOWTO ChABPKA JAaHHU 33 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 CC CUHMTaA 3a U3BBPIICHA CJICA BBBCKIAHC HAa JAHHUTE 3a 3asABUTCIIA 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, CHIVIACHETO 3a MpHUEMaHe Ha CIEKTPOHHU CHOOIICHHS M aJipeca Ha eJIeKTPOHHA MOIIa.
[IpomsiHaTa umMa ACMCTBHE 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 IIpOMsHA Ha AaHHW B CHHMCbKAa Ha MCIAUMIUHCKUTC H3ACIHA CC
HU3BbpHIBA OT 3a4BUTCII YPEC3 BbBCIKAAHC 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 JIbKHOCTHO juie MAJI onpenens erHomeceueH 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 JAaHHUTE B CHHUCHKA, BKIIOYHTEIIHO TMpaBujaTa M YCIOBUATA, Ha KOWTO TpsiOBa 1a OTroBaps
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 3asiBiIeHHE 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 € U3BBPIINIIO BIIUCBAHETO B CIIUCHKA O Wil 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, BKIIOYEHHU B CIIUCBKA

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 OrO/KETa CH 3a ChbOTBETHATA KaJIeHJapHa TOIHA €KEroHO OMpeIes TPYNUTE 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 H37eNns, OTrOBapAIIM HAa OMNPENCIICHH TEXHUYECKH H3MCKBaHHUS M HE MOXe Ja Obie
[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 W3JEIHs, 32 KOUTO B HOPMATHUBEH aKT € IOCOYEHO, Y€ CE OCUTYpSIBAT 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 IOroBapstHETO Ha MEIULMHCKU W3JEIMs, CTOMHOCTTa Ha KOWUTO C€ 3ariallia
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 U OIpeleNs W Tpynupa MEIULUUHCKUTE W3JeNusl, NpWIaraHu 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 KOMHUCHSATA BKIIOYBA 3aJBJDKUTENHO CHEHHATUCTH ¢ (hapMarieBTUYHO,
IOPUANYECKO, MEAMIIMHCKO U MKOHOMHYECKO oOpa3zoBaHue. 3a cBoATa paboTa KOMHUCHUSTA H3TOTBS
IIPOTOKOJIN U PELICHHUS.

(4) Cnieundukanusita CbIbpxa:

1. rpyn#, B KOUTO ce BKIIIOUBAT MEAUIIMHCKUTE U3JIENHsI ChOOpa3HO MpeHa3HAYeHUETO 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 H3MCKBAaHMS MEJMLMHCKH 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,
CKJTFOUnIIM goroBopu 1o 4. 20, an. 1, T. 4 ot 330 3a oka3zBaHe HAa 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 U3/IENHSI IO pefia 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/rpyma rno TeXHUUECKH U3MCKBAaHUS TpynuTe 1o ai. 4, 1. 4, Oyksa "B" U CbOTBETHHUS 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
pera Ha Ta3M Hapenba Mmpouedypa, KAaKTO W IpU Haauuue Ha OIOJKETHM CpelncTBa 3a
3/]paBHOOCUTYPUTEIHM IUIAILAHUS 32 MEIUIMHCKU M3JAEIUs B PE3yiATaT Ha pealu3upaH MO-MajbK
pazxon 3a H30K, 3a 3amnamanure rpynu meauimacku uzaenusa H30K onpenens cpok 3a 3aruianiade u
CbOTBETHA CTOMHOCT 3a HOBHW rpynu no wi. 20, an. 1. 3amiamaHero Ha HOBU TpyNU HE MOXKE Ja
HaJXBBPJSL NpeaBuaeHuTe cbe 3akoHa 3a Oromxera Ha H3OK cpencrsa 3a choTBeTHaTa KajeHJapHa
rOJMHa.

U 22. (U3m. - IB, 6p. 104 ot 2018 r., B cuna ot 14.12.2018 r.) KoHkpeTHUTE MEAUITUHCKH
W3JIEIVs], BKJIFOUYCHHU B CHICIU(UKAIMATA, TPSAOBA J1a OTTOBAPSAT HA CICTHUTE U3UCKBAHMUS:

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 uMHIMICHTH/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
CbhI03, IIPU CHIINUTE UHIUKALMU WK 3a00JsBaHus uiny fa ca 3amamand or 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. - IAB, 6p. 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
CTpaHMIIATa CH MOKaHAa KbM HPOU3BOIUTEIUTE WM THPrOBIUTE HA €IpO ¢ MEIUIIMHCKA H3CTHS W/HITH
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, Op. 76 ot 2014 r., m3m. - 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. I3UCKyeMH TIOKYMEHTH OT YUYaCTHHUIIUTE ChIIIACHO al. 3;

4. (ot™. - /1B, 6p. 76 o1 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 MOKe J1a ObJie no-mMainbk oT 20 KaJleHAapHU JHU OT yOJMKYBAaHETO Ha MOKAHATA;

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
MPEUTOKEHUSTA.

(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
U3JIeNHsl W/WIW TEXHUTE YIBJIHOMOIIEHU mpenctaBuTenu nonaBaT B H30OK 3asBrneHue, KbM KOETO
npujaraT CJIeTHUTe JOKYMEHTH:

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 EIUHEH
UACHTUDUKAIIMOHEH KOJ Ha JPYKECTBO/KOOTEpalus OT TBPTrOBCKUS PETUCTHP;, 3a APYKECTBA,
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pPEruCTpUpaHU B JAPYTU IbPKaBU - WU3BJICUYEHHE OT THPTOBCKHUS PETHCTbP MM CXOJEH JOKYMEHT IO
HaIlMOHATHOTO 3aKOHOJATEJICTBO HAa ChOTBETHATA JbpKaBa Ha MIPOU3BOAUTEIS WU ThProBela 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 Mpeasio’KEHUETO Ce TI0/IaBa OT ThProBeIl Ha AP0/ yII'bITHOMOIIECH 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 IbIHOMOIITHOTO He € u3aazeHo B PenmyOimka beirapus, 3a Hero ce nmpeactaBs 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 MPEACTABUTEINST € 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
W3J/IeNIe OTroBaps Ha TEXHUYECKUTE M3UCKBAHUs, IOCOUYCHHU B crienudukanusTa 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
u3Jenre Ha OBITApCKU €3WK; YBEIOMJICHHE 3a IyCHATH Ha Tasapa w/wim ¢opMma 3a NpeJoCTaBsIHE 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
3a5BEHU MEIMIIMHCKU H3JCNHsS C MOCOYBAaHE HA KaTaJIOXKEH 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 ¢ BnrucaHo B Perucrepa Ha MAJI o wit. 5, an. 1;

6. (m3m. - /IB, 6p. 76 ot 2014 r.) unpopmanus, npenocraseHa ot MAJI, OoTHOCHO peructTpupanu
nanau B MAJI u/mimn EUDRAMED 3a MHIMAEHTH/IOTEHIMATHNA HHIMASHTH ¢ MEIUIIMHCKOTO U3/EIIHE,
KaKTO ¥ 3a OJIOKMPAHU WJIM U3TETJICHH OT Na3apa NapTHAH MPe3 MOCICAHUTE JIBE TOIUHU;

7. (u3m. - IB, 6p. 104 ot 2018 r., B cmma ot 14.12.2018 r.) aeknapamnus, 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 KaHIUJATUTE, 3aSBHINA TPYIU MEAUITUHCKHU 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 METUIIMHCKUTE U3/IENHs, 3a TIPEICTaBsiHE HAa OAHKOBA TapaHIUs U JIp.;

10. (1oBa - /IB, 6p. 104 ot 2018 r., B cuna ot 14.12.2018 r.) qoKa3aTencTpa 3a U3MBIHCHUE 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
YTBBpK/IaBa o0Opa3l Ha 3asBJIEHHE IO ald. 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, all. 2, T. 24, KOETO ce AeKJapupa OT 3asiBUTEIIS.

(6) (HoBa - IB, 6p. 76 ot 2014 r., npeaumna an. 5 - /IB, 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 cruta 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, cimen um3tnyane Ha cpoka 3a II0JaBaHE 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 chcTaBa Ha KomucHsATa ce BKIOYBaT TpuMma BbHIIHK 32 H3OK ekcnepTu, onpeneneHu 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
oOpa3oBaHHe.

(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.

Y. 25. (U3m. - JIB, Op. 104 ot 2018 r., B cuna ot 14.12.2018 r.) (1) [Ipennoxenusita ce
IPEJCTaBAT B 3aleyaTaH HENpo3paueH IUIMK OT KaHAWJaTa JMYHO HJIM IO IollaTa ¢ IpenopbyaHo
MUCMO C OOpaTHA pasnucka. BepxXy Iummka KaHIUAATHT MOCOYBA APEC 32 KOPECIIOHACHIHS, TeIe(OH,
(akc ¥ eIeKTPOHEH aJpec.

(2) Kapaunature npeacTaBsT LEHOBOTO MPEUIOKEHNUE 3a€THO C IPOEKTa Ha JIOTOBOP IO 4iI. 23,
an. 3, T. 9 (koraro e MpWJIOKUMO) B OTJEJIeH 0003HAUYEH HENpPO3payeH 3aledaTaH IUIMK, MOCTaBEH B
IUTMKA C NPEAJIOKEHUETO.

(3) Ilpu npuemane Ha MpeUIOKEHUETO BbPXY IUIMKA ce€ OTOENA3BaT MOPEAHUAT HOMEp, AaraTa
M 4aCbT HA MMOJIy4aBaHCTO U TC3HU JaHHH CC 3aIIMCBAT BbB BXOJAII PETUCTBP.

(4) He ce mpueMaT npeanoxeHus, NPEACTaBEHU cjell U3TUYAHETO Ha KpallHMs CPOK WiIn
[I0/1aJICHHU B HE3areyaTaH, Ipo3payeH UMK WK B IJIMK C HApYILLIEHA LISUIOCT.

Un. 26. (U3m. - 1B, 6p. 104 ot 2018 r., B cuna ot 14.12.2018 r.) (1) Ho 20 paGoTHu AHU chen
M3THUYAHETO Ha CpOKa Mo 4i. 23, ai. 2, T. 5 KOMUCHsITa U3BBPIIBA OLICHKA Ha MOJAJCHUTE JTOKYMEHTH.
JIOKyMEHTHUTE ciefiBa J1a yJOCTOBEPSBAT M3I'BJIHEHUETO HA BCHUYKHU 3&JI0)KEHW M3MCKBAaHHUA, B T.4. 3a
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 KOMHCHAITAa C€ B3eMaT C MHO3MHCTBO TIOBEYE€ OT €JHAa 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
M0J1a/IEHUTE JOKYMEHTH 32 ChOTBETCTBHETO UM C YTBbpJECHATa JOKYMEHTAlUs B CpOKa 1o 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 1omycka 1o y4acTHe B JIOTOBAPSHETO KaHAUJATUTE, YUUTO MPEIOKEHHS HEe
OTroBapsAT HAa U3UCKBAHMSTA, ONPENEICHH C YTBbpJEHAaTa JOKYMEHTAIMs, KaKTO U KaHIUJaTUTe, KOUTO
HE ca OTCTPAaHWJIM HEPEJOBHOCTUTE W/WIIM HE ca MPEeJOCTaBWIM JOMBJIHUTENHATa HH(OpMAIMs B
oTpesieNIeHus 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



MPEAJIOKEHUTE HA-HUCKHU LIEHW 32 ChOTBETHUTE I'PYNU MEAMIMHCKU u3nenus no 4wi. 21, an. 4, 1. 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
JI0 y4acTHe B IIpOlLieypaTa, ¢ IOCOYBaHE HA ChOTBETHU MOTHUBHU.

(9) Komucusra myonukysa Ha uHTepHET crpanuiiata Ha H30K undopmarus 3a:

1. momycHaTtuTe OO JOTOBAPSHETO YYACTHHUIM MO BXOSIIM HOMEpa Ha 3asBJICHHUSITA UM U
ChOTBETHATa rpyna MEIULUHCKU U3JIENHsI, 32 KOATO ca JAOIYyCHATH;

2. IpeAIoKEHUTE HAal-HUCKU 1I€HU 32 CbOTBETHUTE TPYNHU MEIUIIMHCKHU U3JIeus 1o wi. 21, ain.
4,1.4, 0ykBu "a" u "0";

3. narara u rpaduk, 1Mo KOMTO IIe ce MPOBE/E JOrOBAPSHETO HA OTCTHIIKH OT IICHUTE 110 9. 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, ain. 4, 1. 4, Oyksa "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 noroBapsiHe Ha OTCTBIIKM OT IPEUIOKEHUTE 1IEHU €€ MPOBEXK/A B JBYCEIMUYEH 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, 3aBUIIM TPYITU MEAUIIMHCKHU U3ACIUS 1O
. 21, an. 4, 1. 4, 6ykBu "a" u "0", KoMmucusita moanucea IBycTpaHEH MPOTOKOJI, B KOUTO C€ OTpa3siBa
HAMpPaBeHOTO OT yYaCTHUKA MPEATIOKEHUE 32 OTCTHIIKA OT IIeHarta 1o 4i. 23, an. 3, T. § 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 THPTOBIUTE HA €IpO ¢ MEAUIIMHCKHU U3/IEIHsI/TEXHUTE YIIBIHOMOIIEHU TPEICTaBUTENH 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, 3asiBIJIM TPYNU MEAULIMHCKY n3aenus 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 mpeasioKeHHUsTa Ha YJYaCTHHULUTE, 3asBHJIM pPaBHA WM MO-HUCKa IIeHa 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 OIIEHKAa Ha MPEJIOKEHUSTa 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/MOATPYNHUTE/TPYIU IO TEXHUYECKH W3MCKBAHUS 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 CBHIIUTE, KaTO TM ONpEAeNd 3a 3allialllaHe Ha JIeueOHHM 3aBEJCHUS 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 KOHTO IMIOCOYBAa CTOWHOCTTA, KOSATO 3aruialmia 3a BCAKa Tpyna MEIUIIMHCKU
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 ajl. 3 yYaCTHHIIWTE 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 u3aenue na ObjAe 3amiamaHo c¢be cpeactBa oT Orwomkera Ha H3O0K, karo
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 Orompkera Ha H30K mpemnmoxenus,
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 npoMeHu 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
©XKEroJHo, Cjel MNPUKIIYBaHE Ha mpoureaypara mo wi. 24, an. 1, ¢ ompeaeneHd B TIX TPyNH
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
CIUCBIIUTE HE OBJAT CHCTAaBEHW U YTBBPACHU B CPOKOBETE, OmMpenesieHd B Tazu Hapemndoa, 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 g0 1 anpun Ha TekyiiaTa roAlHa HsIMa BIE3NU B CUJIa HOBU CIIMCHIM 1O 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 MEIUITUHCKUATE H3ACTUS OT TAX, 0 CTOWHOCTHTE W TIPHU YCIIOBHUSATA,
oTpesieNieHH MPH TOCIeIHATa IPOIEaAypa.

Paznmea II.

YcaoBusi 1 pej 3a onpejesisiHe CTORHOCTTAa HA MeIMIMHCKUTE U3/1eJIHsA, 3aMJIAIAHU OT
AbpKaBHUSA OI0KeT N3BBH 00XBaTa HA 32Ib/LKMTETHOTO 3IPABHO OCUTYPSIBaHe H OT OI0/I’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
3JIpaBEOIa3BaHETO JOroBaps MEAUIIMHCKH W3JENUs, 3a KOUTO B HOPMATMBEH aKT WU B 0OI]
aJIMHHHCTPATHBEH aKT € TIOCOYCHO, Y€ Ce OCUTYPSIBAT ChC CPEJCTBA OT IbPIKABHUS OFOJDKET.

(2) MuHUCTEpCTBOTO Ha 3paBEONa3BaHETO OCHUTYPSBA MEIUIIMHCKUTE M3JAETus Mo ai. 1 B
CBHOTBETCTBHUE C TIPEIABUICHUTE CPEICTBA B OFOJKETA CH 32 ChOTBETHATA KAJICHAApHA T'OJIHHA.
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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) MeTUIIUHCKUTE U3eIUs, HECOOXOAMMH 32 OCHIIECTBIBAHE 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.)
MeaunuHCKUTE W3AeTus, KOUTO MOTaT Ja ObJaT 3alulallaHu ChC CPEACTBA OT JbPKABHUS OFOKET Upes3
Oropxera Ha M3, TpsiOBa 1a OTrOBapsT 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 WHIIMJCHTH Ipe3 MOCJICIHUTE JIBE T'OJMHH, KAKTO W 3a OJIOKUPAaHU WA
W3TETJICHU TIApTU/IU TIpe3 MOCIEAHUTE JBE TOAUHU ChIIacHO npenoctaBeHa ot MAJI uadopmarus;

4. (m3m. - JIB, 6p. 104 ot 2018 1., B cuna ot 14.12.2018 r.) ga ce 3amiamar oT OOIIECCTBEH
(GOHJ B TIOHE TPH OT IBP)KABUTE - WICHKH HAa EBporielickus ¢hio3, KaTo ce JeKIapupa CTOMHOCTTA, 110
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) MuHuCTEepCTBOTO Ha 3[paBEONa3BaHETO JOTOBapsi KOHKPETHUTE MEIUIIMHCKH
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.

Pa3pea I11.
YcaoBus M pef 3a onpejiesisiHe CTORHOCTTA HA METUIITHHCKUTE U3/1eJIHs, 3aIIAIAHT 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., uzm. - 1B, 6p. 104 ot 2018
r., B cuna ot 14.12.2018 r., u3m. - IB, 6p. 27 ot 2019 r., B cuma ot 01.04.2019 r.) MUHUCTBPBT Ha
TpyZAa U COIMaJHaTa MOJUTUKA ChC 3aOBE ONpeieNs MaKCUMaTHUs pa3Mep Ha IeJIeBUTE MMOMOIIH 3a
n3paboTBaHe, MOKYIKAa U PEMOHT Ha MEIUIMHCKUTE U3JENUs, BKIIOUYEHU B IpuiiokeHue Ne 2 KbM 4.
68, an. 1 ot [IpaBuiHMKa 3a mpuiarane Ha 3akoHa 3a xopara ¢ yBpexaanus (I[II13XY), kouro ca yacT ot
cnuchbka mo wi. 1, T. 1, 6yksa "B", 3arumamanu oT abpkaBHUS Ot KeT, upe3 Oromkera Ha MTCII.

(2) (M3m. - 1B, 6p. 104 ot 2018 r., B cuna ot 14.12.2018 r.) MuUHUCTEPCTBOTO Ha TpyJAa U
collMajHaTa IMOJIMTUKA ONpeseNss MaKCUMAaJIHUTE pa3Mepu Mo ajld. | B ChOTBETCTBHUE C MPEIBUACHUTE



CpcacTBa B 6IO,[[)KCTa CH 3a CbOTBCTHATA KAJICHAAPHA I'OJIUHA.

Ui 39. (1) (U3m. - [IB, 6p. 27 ot 2019 1., B cuna ot 01.04.2019 r.) KM MuHHCTBpa Ha Tpyaa U
CollMaJIHATa TOJIMTHKA ce ch3laBa Komucusi 3a OChIIECTBIBaHE Ha JEHHOCTH MO aKTyalM3alus Ha
ChABbPKaHUETO Ha npuitokeHue Ne 2 kM . 68, an. 1 ot [III3XY, napuyana no-nararsk "Komucusita".

(2) (Jom. - IIB, 6p. 76 ot 2014 r.) ChcraBbT Ha Komucusara ce ompenensi chC 3amoBel Ha
MUHUCTbpPA Ha TpyJa M COIMaliHATa MOJIMTHUKA U BKJIOYBA: Tpuma mnpencraButenu Ha MTCII, nBama
npeacraButen Ha ACII u nBama mpencraButend Ha ATEHIMATA 32 XOpaTa ¢ YBPEXIaHUs, U JBaMa
npeacrasutenu Ha MAJLL

(3) lIpencrasuten na MTCII e npencenaren Ha KOMUCHSTA.

Ui 40. (1) 3a obe3nevaBane neiHoctTa Ha Komucuara morar ga ObJaaT BKIIOYBAHH H
MEIHUIIMHCKH CIICIUATNCTH, FOPUCTH M UKOHOMHCTH C OMUT B 00JIACTTa HA MEIUIIMHCKUTE W3CIUSI U B
CHOTBETHHUTE ChepH HA MPUTIOKCHHETO UM.

(2) Heiinocrra Ha Kommcusita ce obOesmeuaBa or MTCII u ce ochluecTBsBa ChHIVIACHO
YTIBBPACHH OT MUHHUCTHPA HA TPY/Ia U COLMATHATA MOJIUTUKA BETPEIIHU MpaBUJIa.

(3) Pemenusita Ha Komucusita ce B3eMar ¢ MHO3MHCTBO OT JIBE TPETU OT YJICHOBETE M.

(4) 3acemanusaTra Ha KoMucusara ce cMaTaT 3a peIOBHH, aKO Ha TSAX MPUCHCTBAT JIBE TPETH OT
YJICHOBETE M.

(5) KoMucusra 3acenaBa Hali-MaJIKO BEIHBX Ha TPU MeceEIla.

Uin. 41. (1) Ilpencenarenst na KoMmucusara npeacTaBiisiBa, OpraHu3upa U pbKOBOIU JEHHOCTTA
Ha Komucusra.

(2) Ilpu oTcheTBHE HA IpeaceaaTens TOW yIbIHOMOIIaBa MMCMEHO uieH Ha Komucusdra, koiTo
Jla TO 3aMECTBa U J1a YIPaXXHsBa IPABOMOLIHATA MY.

(3) Ilpencenatenar u unenoBeTe Ha Komucusra ca JUIbXHU Jja HE pasriacsBaT 00CTOSITENCTBA
U (pakTH, cTaHaIM UM U3BECTHM NPHU WIM 1O MOBOJ Ha U3MBJIHEHHE HA 3aJbJDKCHUSTA MM, OCBEH IO
MIMCMEHO MCKAHE Ha IbP’KaBEH OpraH, KOraTto TOBa € MPEABUACHO ChC 3aKOH.

(4) BpB Bpb3Ka CbhC 3aABDKEHHUATa CH MO ajl. 3 wieHoBere Ha Komucusta moamucear
JeKapanus o odopasel, yIBbpJIEH OT Ipeceaaresns Ha KOMUCHSTA.

(5) Komucusita n3rotss Ha Bceku 6 Mecela JOKJIaj 3a IeHHOCTTa CU 0 MUHHUCTBPA Ha TpyJa U
collMajHaTa MoJINTUKA.

Un. 42. (1) (U3m. - B, 6p. 27 ot 2019 1., B cuna ot 01.04.2019 r.) Komucusra ochiecTBsBa
JNEMHOCTH MO akKTyalu3alMs Ha BKIIOYeHUTE B mpuiokeHue Ne 2 kbpMm ui. 68, an. 1 or IIIIBXY
MEIUIIMHCKHU U3IENHsl, KaTO U3MBIHABA CIeHUTE DYHKIUU:

1. mpoy4yBaHe Ha HOBYM MEIUIIMHCKHU U3JIEHS, Tpe/yIaraHy Ha Ta3apa;

2. mpoy4yBaHEe Ha Ma3apa, Ha JJOKa3aTeJICTBA 3a Pa3XOAHUTE HOPMHU Ha MPOU3BOJIUTEINS, LIEHUTE
Y TUCTPHUOYIUATA HA MEIUITMHCKY H3CIHS;

3. mpoy4BaHe Ha BBIIPOCH, CBbP3aHU C MPE/IHA3HAUCHUETO, XapaKTEePUCTUKUTE U MapaMeTpUTe
Ha MEJUITMHCKH U3JIEIHS;

4. mperjen Ha JaHHUTE OT CUCHKa o wi. 1, T. 1, OykBa "B";

5. (m3m. - JIB, 6p. 27 ot 2019 1., B cuna ot 01.04.2019 r.) pasrnexaane W u3pas3siBaHe Ha
CTaHOBUIIIA MO MPEJIOKEHUS HA TPAXK]IaH!, OPTaHU U OPraHU3alMK BbB BPb3Ka C BKJIIOUBAHETO HA HOBU
WU M3KJIIFOYBAHETO Ha CHIIECTBYBAIM MEIUIIMHCKU U37ENHs BbB/OT pmwiiokeHne Ne 2 kpm 41, 68, ai.



1 ot [TII3XY;

6. (m3m. - 1B, Op. 27 or 2019 r., B cuma ot 01.04.2019 r.) naBaHe Ha TIPEMIOKECHHUS 3a
aKTyaJM3upaHe crnuchbka Ha npujiokenre Ne 2 kpMm wi. 68, an. 1 ot IIII3XYVY 3a BiIouBaHe Ha HOBU
W/WIM U3KJII0YBAHE HA HAKOU OT J0CEera BKIIIOUEHUTE MEIUIIMHCKU U3/IENHSI BEIHBXK FOUIIHO;

7. M3roTBsl MPEUIOKEHUE 10 MUHHMCThbpPA Ha TPyAa M COLMAIHATa TMOJIMTHKA 32 JIUMUTHUTE
CTOMHOCTH, JO0 KOHUTO Ja C€ 3arulalaT MEAUIMHCKH u3aenus ot Oromkera Ha MTCII, npu
HE00XO0TUMOCT.

(2) Ilpu ocwuiecTBsiBaHe Ha PyHKUIMHUTE IO al. | KOMUCHATA U3BBPILBA MIPEIICHKA HA:

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

2. BB3MOXKHOCTTA 3a M3MOJ3BAHETO MYy OT OTACNIHU MOTPEOUTENM, OTPAaHUYEH WU MO-IIHPOK
KpBI' HYyXIaellH Ce JTUIa;

3. 0Oe3omacHOCTTa M KAaueCTBOTO HAa MEAMIMHCKOTO W3JeiHe ChOOpPa3HO HEroBuUs
cepTU(UKAIMOHEH W PETUCTPAIIMOHEH CTATYC,

4. edexkTUBHOCTTa OT ymoTpebara My KaTo CTENeH, MIpeACTaBisBalla Bb3MOXHOCT 3a
WHTETrpalys Ha Xopara ¢ yBPEeXKIaHHUs;

5. 1leHa Ha TPOU3BOJUTENS M BB3MOXKEH Ipenen (JIMMHUT) Ha CTOMHOCTTa Ha MEAHIIMHCKOTO
u3jenue, 10 KosTo OM MOTJIO Jia ce 3aruiaiia ¢cbe cpeacTna ot 6romkera Ha MTCII.

Ui 43. (1) (U3m. - JIB, 6p. 76 ot 2014 r., u3m. - JIB, 6p. 27 ot 2019 1., B cruta ot 01.04.2019
r.) [Ipeneast (MMMUTBHT) HA CTOMHOCTTA HA METMLIMHCKUTE U3/IEJINs, KOSATO CE€ 3alllalla CbC CPEICTBA OT
oromkera Ha MTCIIL, ce ompenenst Bb3 OCHOBa Ha CpaBHEHHE HA IIEHUTE HAa MEIUIIMHCKU HU3JETHUS OT
cnuchka mo wi. 1, 1. 1, OykBa "B" M OT €XErogHus aHalu3, NMPEACTaBsSIH B ATCHIMITA 3a XopaTa C
yBpeXaaHus o pena Ha wi. 12, an. 2 ot HapenOata 3a ycnoBusitTa ¥ pefia 3a OChILIECTBSIBAHE U KOHTPOJI
Ha JIEHHOCTUTE I10 MPEAOCTaBsSHE Ha MOMOILHU CPEJCTBA, IPUCIIOCOOIEHNS U ChOPBKEHUS 3a XOpaTa ¢
YBPEXKIAHUSI U MEAUIIMHCKU H3JeNus, TOCOUYEeHU B cnuchluTe mo wi. 61, an. 1 ot 3akoHa 3a xopata ¢
YBpEXKIaHUS.

(2) ba3a 3a ompenensiHe Ha mpejaena (JIMMHUTA) Ha CTOMHOCTTa Ha MEIMLMHCKUTE U3ACTHS €
KOHCTaTHpaHaTa Hall-HHUCKA 1I€HAa Ha ChOTBETHO MEIUIMHCKO H37eNue, MOoJajJeHa OT ThpProBLUTE Ha
€1pO U IPOU3BOJUTEIINTE.

Un. 44. (U3m. - [IB, Op. 27 ot 2019 r., B cuna ot 01.04.2019 r.) 3a BCsAKO mpejioKeHne Ha
KomucusTa 3a BKIIOUBaHE Ha HOBO MEIWLMHCKO M3aenue B mpuiiokeHre Ne 2 kpM wi. 68, an. 1 ot
[I3XY, koero na ce 3amnama or MTCII, ce u3rors ropuandecKka, MKOHOMHAYECKA W MEIHUITMHCKA
OLIEHKA OT IUPEKIUs B crenuanu3upanara aqmuauctpanus Ha MTCII.

JlombJIHHTEIHE pa3nopeadu

§ 1. ITo cmuchbia Ha Hapenbarta:

1. "I'enepuuHa rpyna wu3aenusa" € CbBKYHOCT OT M3AENUS C €AHAKBO WWJIH MOJ00HO
IpeJHa3sHauYeHHE WM CXOJHA TEXHOJIOTHS, KOETO IO3BOJISIBA KIACH(UIIMPAHETO UM IO TE€HEpUYEH
MpHU3HaK, 0€3 /1a ce 0Tpa3sBaT CIeUUPUUHN XapaKTEPUCTUKH.

2. "I'mobanna HomeHkiIarypa Ha MeaunuackutTe usnenus" (GMDN) e moapobHa cucrema OT
MEXIYHapOJAHO TPU3HATH KOAMPAHU OIHUCAHUS, W3MOJ3BaHM 3a TPYNOBO HAECHTU(UIUpaHE Ha
MEIULMHCKU U3IENS.

2a. (HoBa - /IB, 6p. 104 ot 2018 r., B cmiia ot 14.12.2018 r.) "KommnekcHa orjeHka" € OlleHKa,



KOSITO BKITFOUBA (DMHAHCOBU yCIIOBHS, MEIUIIMHCKHA M TEXHUYECKH XapaKTEPUCTUKH, aHATTN3 HA TAHHUTE
oT uHTerpupanara uHpopmarmonHa cucreMa Ha H30K oTHOCHO oTdeTeHHMTE U 3ariaTeHu 00emMu/Opoi
MEIUIIMHCKN M3JETHUs TI0 U3IIBIHUTEIN Ha OOJTHMYHA MEIUIIMHCKA TIOMOII U HallM4YHa WHpopmanus 3a
noruiamade ot 30J1.

26. (moBa - JIB, Op. 104 or 2018 r., B cuma ot 14.12.2018 r.) "MakcumaniHa TpPOTHO3HA
aHAJIMTUYHA CTOMHOCT" € CTOMHOCT, MOJIyueHa Clie]] U3BbPIIEH MapKETHHIOB aHaJIu3, KAKTO U aHaJlu3 Ha
pa3xoaBaHu OIO/PKETHH CPEJICTBA MO KOHKPETHH TPYIU MEAMLIMHCKU M3JENUs, ChOTBETHU 00eMuU/Opoid,
JAaHHM 3a JOIUTAalaHMs 3a TSIX, OTHECEHU KbM IUIAaHUPaHUTE OI0/KETHU CPEJICTBA IO 3aKOHA 3a OrojpKeTa
Ha H30K 3a choTBeTHaTa roguHa.

2B. (noBa - JIB, Op. 104 ot 2018 r., B cuna ot 14.12.2018 r.) "Haii-pazxonoedekTUBHU 3a
oromkera Ha H30K mnpennokenus" ca NpemaiokeHUs, KOWTO BKIOUBar ompeaeneHute or H30K
CbOTBETHHU YCIIOBUSI 3a JOCTaBKa, 3a 3aIljalllaHe Ha MEIUWLMHCKUTE H3AeNus, 3a MpeJCTaBsHE Ha
0aHKOBa TapaHLUs U Ap. U ca ¢ Hail-100pO CHOTHOIIEHNE MEKAY NOCTUTaHEe Ha TePareBTUYEH Pe3yiTaT
OT MpuiaraHe Ha MEAUIIMHCKOTO U3JIeNHe M pa3XxojBaHe Ha cpeacTBa oT Owoxera Ha H30K 3a ToBa
U3JICJIHE MPU CHIIOCTABIHETO MY C JIPYTH U3JENHS C STHAKBU UM ChC CXOJHU TEPATICBTUYHH IMOKA3AHUS
(XapakTepuCTUKH), PECTABIIABAILY TEPAIEeBTUYHH aJITEPHATUBU U 3aIlJIAlllaHy HAI'BJIHO WM YaCTUYHO
ot H30K.

3. "Otopusupanu unctutyuu" ca M3, MAJL, H30K, MTCII, neue6HuTE 3aBeCHUS 1O 4. 5,
an. 1 3JI3 u neuebnute 3aBenenus mo wi. 9 u 10 3JI3 ¢ gppkaBHO W/HIM OOUIMHCKO ydYacTHE B
Kanurasa.

4. "llpomaxxna 1eHa" € mpojakHaTa IieHa mo cmuchbia Ha § 1, T. 29a or 3akona 3a
MEAUIIMHCKUTE U3/IETIHSI.

IIpexoaHu U 3aK/IIOYUTESHH pa3nopeadn

§ 2. (1) do 1 sauyapu 2013 r. MAJI ocurypsiBa TEXHUYECKOTO U MH(POPMAITMOHHO 00e3evyaBaHe
Ha BOJIEHHS OT Hed COUCHK mo ui. 1, T. 1.
(2) Ho 1 ssmyapu 2013 r. MAJI ny0aukyBa Ha MHTEpPHET CTpaHUIATa CU PHKOBOACTBOTO IO YJI.

17.

§ 3. (U3m. - IB, 6p. 74 ot 2013 1., B cuna ot 01.07.2013 r.) JIumara no un. 9, an. 2 nombasar
crmchbka 1Mo wi. 1, T. 1 mo 30 roum 2014 1.

§ 4. (Usm. - JIB, Op. 74 or 2013 r., B cuma ot 01.07.2013 r.) Hanmonamnara
3/]paBHOOCUTYpUTEIHA Kaca 3aroyBa Ja JOoroBaps MEAMIMHCKM M3JENus MO0 pela Ha IiaBa TpeTa,
paszen mbpBH OT HapeabaTa cuutaHo ot 1 aBryct 2014 1.

§ 5. (U3m. - [IB, 6p. 74 ot 2013 1., B cuna ot 01.07.2013 1., u3m. - [IB, 6p. 76 ot 2014 r., u3m. -
B, 6p. 27 ot 2019 r., B cuna ot 01.04.2019 r.) MUHUCTEPCTBOTO Ha TpyJa M COLMATHATA MOJUTUKA
OTIpeeIIsl PEeITHUTE pasMepH (JTMMHUTH) Ha MEIUITUHCKY W3/IENUsI, BKIFOUYEHH B MPIIIOKEeHHE Ne 2 KbM
yi1. 68, ann. 1 ot [MI13XY no pexa Ha riaBa Tpera, pa3aen TpeTu oT HapeadaTa, cuuraHo ot 30 mapt 2015
T.
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§ 6. (U3m. - JIB, 6p. 74 or 2013 r., B cuma or 01.07.2013 r.) MuHHCTEPCTBOTO Ha

3/IpaBeolla3BaHeTo U JieyeOHUTE 3aBefeHus mo wi. 1, T. 1, OykBa "r" 10oroBapsT MEIUIIMHCKU U3ENUs
0 pejia Ha TJIaBa TPeTa, pas3jiesl BTOpH OT HapeadaTa cuutaHo oT 1 rosm 2014 r.

§ 7. Hapenbarta ce mpuema Ha ocHoBaHue wi. 30a, an. 3 u wi. 300, an. 2 ot 3akoHa 3a
MEIUILIUHCKUTE U3/IEIHS.

3aKJII0YUTEeTHE 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 U3JEJUS ITO YJI. 30A OT 3AKOHA 3A MEJULIUHCKUTE U3JAEJIUS
M 3A OIIPEJEJISTHE HA CTOMHOCTTA, JIO KOSAITO TE CE 3AILTAIIAT, TIPUETA C
MOCTAHOBJIEHHUE Ne 364 HA MUHUCTEPCKHSA CBBET OT 2011T.
§ 2. [ToctanoBnenuero Biu3a B cuia ot 1 ronum 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 1O YJI. 30A OT 3AKOHA 3A MEJUIIUHCKUTE U3JAEJINSA
M 3A ONIPEJIEJITHE HA CTOMHOCTTA, JIO KOSITO TE CE 3AILUTAIIAT, IPUETA C
INOCTAHOBJIEHHUE Ne 364 HA MUHUCTEPCKHUSA CBBET OT 2011T.

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

§ 3. HaBcsakbae B HapenOara nymata "penyOaukaHckus" ce 3aMeHs ¢ "abpkaBHUS".
3ak04uTeTHE panopendun
KBbM IIOCTAHOBJIEHHME Ne 115 OT 8 MAM 2015 T'. 3A U3MEHEHUE W JOITbJIHEHUE
HA HAPEJIBATA 3A YCJIOBUSITA U PEJIA 3A CbCTABSHE HA CITUCBHBK HA
MEJUIIAHCKUTE U3JEJUS IO YJI. 30A OT 3AKOHA 3A MEJULUHCKUTE U3JAEJIUS
U 3A ONPEJEJSTHE HA CTOHHOCTTA, J10 KOSITO TE CE 3AILTAIIAT, IPUETA C

MOCTAHOBJIEHHUE Ne 364 HA MUHUCTEPCKHWSA CBBET OT 2011T.

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

§ 4. IlocTaHOBIIEHHETO BIIM3a B CUJIA OT JICHs Ha OOHApOoBaHETO My B "JIbpkaBeH BECTHHK".

IMpexoanu u 3aKII0OYNTETHH pPa3nopenon
KBbM NIOCTAHOBJIEHHUE Ne 286 OT 10 IEKEMBPU 2018 I'. 3A UBSMEHEHUE N
JOINbJIHEHUE HA HAPEJBATA 3A YCJIIOBUSATA U PEJA 3A CbCTABSIHE 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 IOCTAHOBJIEHUE Ne 364 HA MUHUCTEPCKUSA CBBET
OT 2011T.

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

§ 18. 3anmouHanuTe 10 BIM3AHETO B CHJIa HA TOBA MMOCTAHOBJIEHHUE MPOLEAYPHU MO ONpPEIEISIHE
Ha cTOoMHOCTTa, 10 KoaTo H30K 3amnaria MeaAUIIMHCKUTE U3IENHs, TPUHAIISKAIIA KbM €JHa TpyTa, ce
JOBBPILBAT I10 Pe/ia Ha TOBA IOCTAHOBIICHHUE.



§ 19. (1) HaunonannaTa 3[paBHOOCUTYpUTEITHA Kaca OIpeelisa CTOMHOCT Ha 3aramiade 100 na
CTO 3a TPYNHUTE MEIULMHCKHU U3JEud, TOoIUIallaHu 1mo peaa Ha Meroaukara mo wi. 106a, ain. 1 u 2 ot
3akona 3a JieueOHUTE 3aBeeHus pe3 2018 1., HO He Mo-BUCOKa OT oOIIaTa 3aruianiata 3a TsSX CTOMHOCT
oT OroKeTa Ha MUHHCTEPCTBOTO Ha 3/paBeora3BaneTo u Orokera Ha H30K, 3a manmenTu, Ha KOUTO
ca npuioxenu ot 1 suyapu 2019 r.

(2) Anunes 1 He ce mpwiiara 3a MEAMIIMHCKHA W3JICTUS 32 BETEPAHUTE OT BOMHUTE, KOUTO IIPe3
2018 r. ce 3amnamar oT MUHHUCTEPCTBOTO Ha 3/IpaBeolia3BaHeTo cbriiacHo Meroaukara no wi. 106a, an.
1 u 2 ot 3akoHa 3a JIe4eOHUTE 3aBe/IeHUs U WI. 4, T. 2 ¥ 4 OT 3aKOHA 32 BETEPAHUTE OT BOMHUTE.

§ 20. ITocTaHOBNIEHUETO BIM3a B CHJIA OT JIeHS Ha 0OHapoiBaHeTo My B "JIbpkaBeH BECTHHK'.

3aKJII0YMTEHHA Pa3nopendu
KBM INIOCTAHOBJIEHHUE Ne 65 OT 29 MAPT 2019 I'. 3A IPUEMAHE HA TIPABUJIHUK
3A NIPUJIAT'AHE HA 3AKOHA 3A XOPATA C YBPEXJIAHUSA
(OBH. - 1B, BP. 27 OT 2019 T., B CWUJIA OT 01.04.2019T".)

§ 5. IlocranoBnenuero Biu3a B cuia ot 1 anpuin 2019 r.
[Ipunoxenue Ne 1 kbm un. 9, an. 1

(A3m. - JIB, 6p. 104 o 2018 1., B cuma ot 14.12.2018 r.)

3asBiIeHHE 3a BKIIIOYBaHE/3aIMYaBaHe B CIUCHKA Ha MCIUIMHCKHU H3ACIHA, 3allJIalllaHKu I10
pena Ha Hapen6aTa no wi. 30a 3SMU

Application form for joint in/exclusion the list of medical devices reimbursed according to the
regulation in order with art. 30a of MDL




[Ipunoxenue Ne 2 kpm 4. 23, an. 3, 1. 1

(Hom. - 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.)



