HAPE/IBA 3A YCJIOBUSATA U PEJIA 3A CbCTABSHE HA CIIMCBK HA
MEJUIUHCKUTE U3J1EJINA 110 4JI. 30A OT 3AKOHA 3A
MEJIUIIMHCKHUTE U3JEJNS U 3A ONPEJEJSHE HA CTOMHOCTTA, 10
KOATO TE CE 3AIIVIAIIIAT

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

Oon. /IB. op.104 om 27 J/lexemepu 201 1..

I'naBa nbpBa.
OB ITOJIOXKEHU A

Ui 1. C mapenbaTa ce onpeaesT yCIOBUATA U PEIIBbT 3a:

1. chcTaBsiHE W MOJABPIKAHE HA CIUCHK HA MEAWIIMHCKUTE W3JENHs, KOUTO MoraT Jga Obaatr
3aIIallaHy ChC CPEACTBA OT:

a) O0ropketa Ha Hanmonannara 3apaBHoocurypurenta kaca (H30K);

0) penmyOIMKaHCKUS OFOJKET U3BBbH 00XBaTa Ha 3aIBJDKUTEITHOTO 3/IPAaBHO OCHUTYPSIBAHE;

B) pemmyOIuKaHCKUs OrojpKeT upe3 Oro/pkera Ha MHMHHMCTEPCTBOTO Ha TPyAa M COLMAIIHATA
nosmmtrka (MTCIT);

r) Oro/pKkeTa Ha JIeYeOHHWTE 3aBElICHHS MO 4wi. 5 oT 3akoHa 3a jedeOHuUTe 3aBencHus (3J13),
KaKTO U ChC CPEJICTBA HA JICUCOHHWTE 3aBEJICHUS C JBPKABHO W/WIH OOIMUHCKO y4acTtue 1mo wi. 9 u 10
3J13;

2. BKJIFOYBAHE W U3KIIFOUYBAHE HA MEIUITUHCKY U3EIHS OT CIIUCHKA IO T. 1;

3. ©XKerogHo OmpeieNisHe Ha CTOWHOCTTA, 0 KOSATO CE€ 3aruiaiiaT MEAWIMHCKUTE W3JCNUS,
BKJIFOUCHH B CIICHKA 11O T. 1.

UYn. 2. Cee cpeactBara mo 4ui. 1, T. 1 Morar ja ce 3ariamaTr caMmo METUITMHCKU U3IENHSI, KOUTO
ca BKJIFOUECHH B CTIHCHKA, ChCTABEH IO pejia Ha HapendaTa.

Yn. 3. (1) UsnbnuutenHarta areHuus no JsekapcrBata (MAJI) monabpika Ha HMHTEpHET
CTpaHMIIaTa CH CHHCHKa MO Wi. 1, T. 1, KOWTO € OOWIOMOCTBIICH, C M3KIIOYCHHE Ha THhProBCKaTa
uHpopManus 1o wi. 5, an. 1, T. 23 u 24, npenqHazHadeHa 3a OTOPU3UPAHU UHCTUTYIINU.

(2) ®dusnueckuTe IULA, KOUTO OT UMETO U 3a CMETKAa HAa OTOPU3UPAHUTE MHCTUTYLUU MMAT
IIPaBO Ha JOCTBI JO ThProBcKaTa MHQOpMAaLus, MOAMUCBAT ACKJIApALUU 32 KOHPHUIEHIMAIHOCT U
HEU3IOJI3BaHe Ha MH()OPMANHUATA U3BHH CITy)KeOHATa CH JICHHOCT.

I'naBa BTOpA.
CBbCTABSAHE U NIOAABPKAHE HA CIIMCBK HA MEJUHHUHCKUTE U3JAEJUA

Pasznen I.
CBHIIHOCT U ChAbP:KaHUE HA CIUCHKA HA MEIMUMHCKUTE U3/1eTUsA

Un. 4. CoucbkbpT mo wi. 1, T. 1 € ueHTpanu3upaHa €JIEeKTpOHHA 0a3a JaHHH, ChIbpiKalila



MEIUIMHCKU U3AENus, TPYIIUPaHH B KATETOPUU CHIVIACHO 4Jl. 6.

Ui 5. (1) CrucwkbT 10 wit. 1, T. 1 chabprxka uHdopmaIus 3a:

1. oOmuTe UACHTU()UKAIMOHHY TaHHHU U XapaKTEPUCTUKU Ha MEAUIIMHCKOTO U3/IEIIHE;

2. cepTU(PUKAIIMOHEH U PETUCTPALIMOHEH CTaTyC Ha MEIUIIUHCKOTO U3/IEIHE;

3. ThproBcka HHPOpPMALKS, BKIIOUUTEIHO MPOJaKHa IIeHa 32 MEAULMHCKOTO U3/IeIHe, KaKTO U
3a MPOU3BOIUTEINS/YIIBIIHOMOILEHUS MPECTABUTEN WK ThProBella Ha MEAULUHCKOTO U3JIEIIHE;

4. CTOMHOCTTA, /10 KOATO Ce 3aIllalla MeIUIIMHCKOTO U3JeHe.

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

1. BXOASIIl HOMED U JlaTa Ha 3asiBICHUETO;

2. uaeHTU(UKAIIMOHEH HOMEp Ha 3asBUTENS U BpeME Ha BbBEXJaHE B HWH(OpMalHMOHHATA
cucTeMa, aBTOMaTHMYHO TeHEPUpPAaHU OT cucTemara (MACHTH(PHUKAIMOHHUAT HOMEp Ce Ompejaeis Ipu
I'BPBOHAYAIHOTO BIUCBAHE B PETHCThPa U OCTaBa HEIIPOMEHEH );

3. mara u cTaTyc Ha 3anuca (MpeasoKeH, BAIMAUPAH, PETUCTPUPAH, IPOMEHEH, 3aJIMYEH) 3a
MEIUIMHCKO U3JIEIHE;

4. KO/ Ha U3/IEIMETO B CIHCHKA (HEOOXO MM 3a ONpeiessiHe Ha peMMOypCHa CTOWHOCT);

5. yaukanen uaentuduxarop Ha uznenueto (GTIN, HIBIC, NDC) (korato e mpuiiokumo);

6. 1aHHU 3a JIMIIETO, KOETO ITyCKa U3/IeIMETO Ha rasapa;

7. IaHHM 32 ThProBElLA Ha €IpOo;

8. KaTeropust Ha MEIUIIMHCKOTO U3/ETHE;

9. GMDN (UMDNS; EDMS) kox 1 uMe (KoraTo € mprIoXuMO);

10. renepuuHa rpyna uszenus (Korato € mpuaokKHMo);

11. umMe Ha MEAUIMHCKOTO H3Menue (IMOCOYeHO BBHPXY OmakoBKaTa w/wuiu Jlexkmapamusra 3a
CHOTBETCTBUE HA TIPOU3BOTUTEIIS);

12. anTepHaTUBHO UME Ha MEAUIIMHCKOTO U3/1eTue (KOraTo € MPUI0KUMO);

13. Mmogen (Korato € MpHII0KKUMO);

14. onucanue Ha MEIUIMHCKOTO M37Aenue (ChCTaB, BHUJ HAa MaTepuana, Opoll wu3lenus B
HeJenMMa OMaKOBKa; TOJIEMHHA; pa3Mep; TErJIOo; CTEPHSIHO; C HM3MepBallid (DYHKUWHU; BKIIOYCHO B
ChCTaBa JIEKAPCTBEHO BEIECTBO; MAaTEpPHall OT KHUBOTHHCKH ITPOU3XOJI, CTICU(PHIHN O3HAYCHHUS, THIT HA
MpeINrCBaHe Ha M3JENUeTo (3a JoMalllHa WM OOJHMYHA ymoTpeda) - MOmbJiBa ce WH(MOpMAIHUATA,
MPUIOKIMA 32 MEITUIITHCKOTO U3/IEITUE;

15. mpenHa3HayeHO NEHCTBUE, OIMPEAENICHO OT MPOU3BOAUTENS (BKIIOYUTEIHO YCIOBHS 32
ChXpaHCHHE, ¢THOKPATHA/MHOTOKpATHA YIIOTpeOa, CTEPHITHOCT U JIp.);

16. kaTalo)keH HOMEp Ha MEIUIMHCKOTO wu3Jenue (MOCOYEeH BBPXY OIMAKOBKATa W/WIH
Jlexnapanusita 3a CbOTBETCTBUE HA IPOU3BOIUTEIS);

17. xnac/rpyna, CIUCHK;

18. mpuHAAIE)KHOCTH/KOHCYMAaTUBU (MMe, MOeN, pedepeHTeH HOMEp, KaTaloXeH HOMEp;
onucaHue) (Korato € MpUIoKIMO);

19. Homep u nata Ha peructpauus B MAJI unun yBenomnenue no MAJL;

20. nata Ha myckaHe Ha ma3apa B Permy6nuka bearapus;

21. nocnenHa Aata Ha aKkTyaju3allks Ha JTaHHUTE 332 MEAULIMHCKOTO U3JIEIIHE;

22. naTa Ha TpeKpaTsABaHE Ha pa3pelleHUe/yIOCTOBEPEHHE 3a THPrOBHATA C MEAUIUHCKH
U3JIeTTHS;

23. Mapkep 3a 3aruiamiaHe 4pe3 cpeicTBa oT MHHHCTEPCTBOTO Ha 37paBeomnasBanetro (M3),
H3O0K, Arennusra 3a counanuo noanomarane (ACII), neue6nu 3aBeeHuUS;

24. mpojakHa IIeHa, MOCOYeHa B CHOTBETHATA BallyTa M M3YHCIEHA B €BPO MO KPHCTOCAHHTE
KypcoBe Ha LleHTpanHara eBpomneiicka 6aHKa U ChOTBETHO B JIEBOBE MO Kypca Ha bbarapckara HapoaHa
0aHKa KbM JlaTaTa Ha BbBEX/IaHE HA TaHHUTE;



25. MakcUMaliHa CTOMHOCT, 3ariaiana ¢ o0IIecTBEHH CpecTBa (3a rpyna u3/eus 3a TOANHA)
(KoraTo € MPUIIOKUMO).

(3) Undopmarnusra o ai. 2 ce MombjiBa Ha OBJITAPCKU M HA AHTJIMHCKHU €3HK.

(4) B cayuaii ye eqHO W CBIIO MEIUIIMHCKO HW3JIEJIHE C€ BMKCBA B CIHCHKA OT JBaMa HIIH

MoBeYe 3asBUTENH, HHPOpMaIusITa 1Mo wi. 5, an. 2, 1. 1, 2, 3, 7, 12, 18, 19, 20, 22 u 24 ce nombiBa OT
BCCKH OT TSX.

Ui. 6. CnuchkbT 10 uil. 1, T. 1 chabpka CIeIHUTE KATETOPUU MEAUIIUHCKY U3CIIUS:
1. aKTUBHU UMIUIAHTUPYEMH U3JICITHS;

2. U37enusl 32 aHECTE3UsI ¥ peclupanus;

. CTOMATOJIOTUYHH H3JIENIN;

. €JIEKTPO-MEXaHUYHU MEIUIIUHCKH U3/CIIHS;

. 6oTHUYHO 00OpYyABaHE;

. UH BUTPO TUATHOCTUYHH U3/ICITHS;

. HEaKTUBHU UMILIAHTUPYEMH U3JCITHS;

. U37IeNHst 32 0()TAIMOJIOTHS ¥ ONITHKA;

9. u3enus 3a MHOTOKpaTHa yrnoTpeoa;

10. u3nenus 3a eIHOKpaTHA yHoTpeoa;

11. TexHMYECKH CpENICTBA 3 JIUIIA C YBPEXKIAHUS;

12. u3aenus 3a AMarHOCTUYHA W TEPANIeBTHYHA PaTUaIlus;

13. u3nenus 3a JOMBJIHUTEIHA TEPANUS,

14. u3nenus ¢ OUONIOTHYEH MPOU3XOJI;

15. mpoayKTH ¥ IPUCTIOCOOICHUS 3a JIeUeOHN U 3IPAaBHU 3aBEJCHUS;
16. nabopaTopHO 00OpyIBaHE.

03N DN KW

Un. 7. VBmbiaHUTENHATa areHIMs IO JIEKapCTBaTa H3II0JI3Ba TEXHMYECKO OOOpyIBaHE U
TEXHOJIOTHH 32 a[IMUHUCTPUPAHE HA CITUCHKA, Upe3 KOUTO Ce U3MBIHABAT CICTHUTE (PYHKIINHU:

1. IMPOBEPKA HA MOJAACHUTC 110 CJIICKTPOHCH IIBT 3a4BJICHUA, IOANMCAHU C CIICKTPOHCH MOAIUC,

2. ympaBlieHHE Ha JOCThIIA 0 JaHHHUTE B CIHCHKA MOCPEICTBOM MPEIOCTAaBsIHE 32 MOJI3BaHE Ha
MOTPEOUTENICKO UME, ITapoJia U NEPCOHANIEH UACHTU(PUKATOD;

3. mpoBepKa 3a MBbJIHOTA U JOCTOBEPHOCT HA JAHHUTE;

4. 3al0uTa, CbXpaHsABAHC U ApXUBUPAHC HA JAHHU U JOKYMCHTH.

Un. 8. M3mbpiaHuTeNnHaTa areHUus IO JIEKApCTBAaTa ChXpaHsBa CHMCHKA 10 HA4YMH, KOHTO
OCUTYpsIBa BB3MOXKHOCT 3a!

1. rapaHTHUpaHe CUTYPHOCTTA Ha ChABbpPIKaIllaTa ce B Hero nHGopManus 4pe3 KpUITUpaHe;
2. MpOMsIHA Ha JIaHHUTE OT 3asBUTET;
3. 3anM4yaBaHe Ha JaHHMU CJIE]] BAIAUPAHETO UM OT ONPEAEICHH JIBKHOCTHY JIUIIA.

Pazpen I1.
YcaoBust M pel 32 BKJAKNYBaHe, IPOMEHH M 3aJIMYABAHE HA MeIMIUHCKH U3/1eJIUsl B CIIUCbKA HA
MEIUIUHCKUTE U3AeJTUdA

Yn. 9. (1) UsnbnHuTEenHAaTa areHUus IO JIEKapCcTBaTa OCUTYpsiBA OTOPU3UPAH JIOCTBI [0
CIIMCHKA 33 BHBEXKAAHE, MPOMSIHA WM 3aJIMYaBaHe Ha JTAaHHU 110 WI. 5 cJie]] MO0/aBaHe B €IEKTPOHEH WU



XapTUEH BHJI HA 3asBIIEHUE MO oOpaseln chriiacHo mpuiokeHne Ne 1 3a cp3maBaHe Ha Tpoduil Ha
3asIBUTEIIS.

(2) 3asBnenue no an. 1 Morar jia mojaBar:

1. mpou3BOaUTEN HA MEAULIMHCKU U3/IEIHS;

2. nuue, yIbJIHOMOIIIEHO OT MPOU3BOIUTES;

3. ¢pu3HUecKo WK IOPUAUYECKO JIUIE, KOETO KOMILJIEKTYBa U3EIus;

4. pu3MdecKo WK IOPUANIECKO JIUIE, KOSTO CTePUIIH3UPA U3IEIHS;

5. THpProBell Ha PO ¢ MEAUIIMHCKU U3ACIHS.

(3) Koraro 3asBieHHETO c€ MojJaBa OT YI'bJIHOMOIIEHO JHUIE, KbM 3asBIICHUETO MO ajl. 1 ce
MpeJICTaBsd U HOTapUaJIHO 3aBEPEHO MBJIHOMOIIHO. Korato mbIHOMOIIHOTO HE € u3najaeHo B PenmyOnuka
bearapus, 3a Hero ce mpencraBs MPEBOA Ha OBITAPCKHU €3UK, M3BBPIIECH OT MpPeBOjad, KOWTO uUMa
CKJIIOYEH JOTOBOp ¢ MUHUCTEPCTBOTO HA BHHIIHUTE pabOTH 33 U3BbPIIBAHE Ha OPUIIMATHU TPEBOIHU.

(4) TunbT eneKTpOHHM JOKYMEHTH U (paiiiioBu opmaTu, KaKTO U MpaBUIIaTa 3a OCUTYpsIBaHE
Ha JIOCTBHII JI0 CTIHUCHKA ce MyOJMKyBaT Ha MHTEPHET cTpanuiiara Ha MAJIL.

Y. 10. (1) 3asBiaeHueTo ce nojasa ype3 myOauuHO 00SBEH U JOCTHIICH €IEKTPOHEH aApec WU
B JesioBoacTBOTO Ha AL
(2) 3a momaBaHe u 00pabOTBaHEe HA 3asSBICHUETO HE CE 3aIlialia Takca.

Un. 11. (1) Tlpu mocTenBaHe Ha 3asBieHue ciaykuten Ha WAJl Bamuaupa naHHUTE OT
3asIBJICHUETO 3a:

1. HanMuue Ha MOANKC/BaUICH €IEKTPOHEH MOINIC MPU MOJaBaHE M0 EJIEKTPOHEH IIbT;

2. IBJIHOTA HA JAHHUTE;

3. 3aBEHO OOCTOSITEIICTBO - PErHUCTpaIys, IPOMSIHA WU 3aJIMYaBaHe Ha JaHHU 32 3asSBUTEISL.

(2) Koraro 3asiBIeHHETO HE € M3rOTBEHO ChIJIAacHO obOpasemna mo mpuiokeHue Ne 1 wnu He e
MOJNUCAHO C BAJIWICH €JCKTPOHEH MoAmuc (MpH TMOJaBaHE IO EJICKTPOHEH IThT), Ha 3asBUTEIS CE
u3Mpala B paMKUTe HAa 5 pabOTHM JHU CUYUTAHO OT TOCTHIIBAHE HAa 3afBICHUETO EIEKTPOHHO
ChOOIICHWE Ha TIIOCOYCHHUS OT HEro eJCKTPOHEH ajJpec ¢ YKa3aHWs 3a OTCTpaHsBaHE Ha
HECHOTBETCTBUSATA.

(3) Korato B 3as1BIEHHETO HE € MOCOYCH €JIEKTPOHEH aJpec, ChOOIIEHUETO 10 ajl. 2 ce MU3Mpaila
Mo ToIlaTa WK 4pe3 KypHepcka ciyxk0a ¢ mpernopbyaHa mpaTka ¢ oOpaTHa pa3mUCcKa Ha agpeca Ha
3asBUTeNs. [10 M3KITIOUeHNE CHOOIICHNETO TI0 ajl. 2 MOXKeE Jia Ce Hampasy 1o TesiedoHa, o ¢akca uim ¢
Tejerpama Ha JUIETO 332 KOHTaKTH, IIOCOYEHO OT 3asBUTENS, KaTO TOBAa C€ YJOCTOBEPSIBA M0 HAYMHUTE,
moco4eHH B ['paXkTaHCKUS MPOIIECYaIeH KOJCKC.

(4) I'pemiku ¥ HEMBIHOTH, NOMYCHATH B JAHHUTE OT 3asABJICHHUETO CBHINIACHO OOpasena o
nprtokeHre Ne 1 3a JIOCTBIT IO CUCTEMaTa, C€ OTCTPAHSBAT Upe3 MOJaBaHEe Ha HOBO 3asIBJIICHHUE.

Un. 12. (1) Koraro 3asiBIeHHETO OTroBapsi Ha HW3HMCKBAaHUATA, JaHHUTE CE BBHBEXKAAT B
nH(popMannoHHara cucreMa oT ciyxuren Ha MAJl B cpok no 5 pabotHu aum. MuHpOpManmoHHaTa
cCUCTeMa TeHepHpa HIACHTHU(PHUKAIMOHEH HOMEp 3a 3asgBUTENS U BpeMe, KOETO OTpa3siBa MOMEHTa Ha
Ch37aBaHe HA TPOMUI HA 3asIBUTEIIS, U H3MPAIa MOTBHPKICHHUE 3a IPUEMaHE Ha 3asIBIICHUETO.

(2) TIoTBBPKACHUETO € EIEKTPOHEH TOKYMEHT, KOUTO ChAbPKa JAHHU 33 BXOJSIINS HOMEDP U
nata, WIACHTH()HUKAIMOHEH HOMEp W BpPEeME Ha BBBEXKJAaHE B HH(OpMAIMOHHATA CHCTEMa, KaKTO M
uH(pOopMaIus 3a JOCTBHII.

(3) [ToTBBpKIEHUETO CE M3MIpAIlla Ha aJipeca Ha eJIEKTPOHHATA TOIIa Ha 3asBUTEIIS.



Un. 13. Peructpanusita ce cuuTa 3a U3BBPIICHA CJIE] BbBEKIAaHE HA JTAHHUTE 3a 3asBUTENS U
n3cJindaTa B HH(bOpMaL[PIOHHaTa cucreMa u Basz[HpaHe.

Un. 14. (1) 3asButenmsaT e rbkeH Aa cboOmm Ha WMAJl BcHYkM TIpOMEHM B 3asBEHHTE
00CTOSITENICTBA, CHIVIACHETO 3a MPUEMaHe Ha €JIEKTPOHHU CHOOIICHHS M aJpeca Ha eIeKTPOHHA TOIa.
[IpomsiHaTa umMa AeCTBHE OT MOMEHTA Ha ChOOIIIABAHETO.

(2) 3asgBuTensT € IIBXKEH Ja akTyalu3upa JaHHUTE 3a MEAMIUHCKUTE U3JeNus B
€IHOCEIMUYEH CPOK OT MOMEHTAa Ha HACTBIIMJIATA MMPOMSHA.

Un. 15. BeBexkaaHeTo WM NpOMsSHA HA JIAaHHU B CHHCHhKA HA MEIUIMHCKUTE H3JCIHS Ce
W3BBPIIBA OT 3aIBUTENS Ype3 BHBEKAAHE HA MOTPEOUTEIICKO UME U TTapoJia.

Y. 16. (1) OtcTpaHsiBaHETO HA IPELIKU U HEN'BJIHOTH, JOIYCHATH IPU BIIUCBAHE HA U3JEIMITA
B CIIMCBKA, CE€ U3BBPIIBA OT 3asIBUTEIISL.

(2) Ilpu ycraHoBsiBaHe Ha IPEIIKU OT MIbXHOCTHO Jiniie MAJI onpenenst eqHoMecedeH CpokK 3a
OTCTPAHSBAHETO UM.

(3) Ilpu oTKa3 3a KOPUTUPAHETO UM OT 3asIBUTEIIS WJIM HEOTCTPAHSABAHETO UM B CPOKa IO ai. 2
HNAJI ve Banmuaupa TaHHUTE U T€ HE Ce MyOJIMKyBaT.

Un. 17. M3npaHUTENHATA areHIus Mo JieKapcTBara MyONuKyBa Ha MHTEPHET CTPAHMIIATA CH
PBHKOBOJICTBO, YTBBPACHO OT M3MBIHUTEIHUS TUPEKTOP HA areHUuUsATa, 32 BbBEXK/AaHE U aKTyalIn3HpaHe
Ha JaHHUTE B CIIMCHKA, BKIIOYUTENHO TMpaBWiIaTa U YCIOBUSATA, Ha KOUTO TpsOBa Ja OTroBaps
BBBEX/1aHAaTa HH(POpMALIUS.

Yn. 18. 3amnuaBaHeTo HAa JAHHU 3a 3agBUTENN W/WIA MEIWIMHCKM H3IEIHsS, BBBEICHU B
CIIMCHKA, CE U3BBHPIIBA:

1. cnen Banuaupane ot ctpana Ha MAJI Ha moaaieHo 3asBiIeHHE 32 3aJIMYaBaHEe C IOCOYBAHE HA
OCHOBAaHHE 32 TOBA,

2. mpu TpekpaTsBaHe wiM obOe3cunBaHe nedctBueto Ha CE ceprudukar, u3ganeH ot
HOTU(UIMPAH OpTaH;

3. cnen mocThiuia HHPOPMAIUS U U3BBPIIBAHE HA MpoBepka oT crpaHa Ha MAJI 3a mpomsHa
Ha JIMLIETO, KOETO € U3BBPIINJIO BIIMCBAHETO B CIUCHKA 1O Wit 1, T. 1.

Un. 19. 3anmuuaBanero mo ui. 18 ce u3BbpUIBA OT JIBKHOCTHU JIMLA TO YTBBPAEHU OT
M3NbJIHATENHUA qupekrop Ha MAJI mpaBuna.

I'nasa Tpera.
OIIPEJEJITHE HA CTOMHOCTTA, 10 KOSATO CE 3AILTAIIAT MEJIUIIMHCKUTE
N3JEJUS, BKIIIOYEHHU B CIIMCBKA

Pazpen 1.



YcaoBus U pej 3a onpeaesisiHe CTOWHOCTTA HA MeAMUMHCKUTE U3/1e/IHsl, 3aIJIAIAHU OT OK0/KeTa
Ha H30K

Yn. 20. (1) HammonanmHara 31paBHOOCHUTYPHTEIHA Kaca B CHOTBETCTBUE C IPEIBUICHUTE
CpeAcTBa B OIO/IXKETA CHU 32 ChOTBETHATA KaJICHIapHA T'OAMHA €KErOHO OIPEeIis IPYNUTe MEJUIIMHCKU
U3JIeNNsl, M3UCKBAHUATA 3a IPEANNCBAHETO U OTIYCKAHETO MM, KaKTO M CTOMHOCTTAa, JO KOSATO TI'M
3aruiamia.

(2) CroitHoctTa 110 a1. 1 ce ompenens 3a CbOTBETHATAa Ipyna MEAULIMHCKY U3JENINS U HE MOXKE
na ObJie O-BUCOKA OT MPEAJIOkKEeHAaTa Hall-HUCKA 1IeHa ¢ BKJIIIOYEHA B Hesl OTCTBIIKA, YTBBPJEHA IO YJl.
29, an. 2.

(3) HarmonanHata 31paBHOOCUTYPHUTEIHA Kaca OMpeJeNsl CTOWHOCTTA 1Mo al. 1 camo 3a rpymnu
MEIUIMHCKU M3/€us, 32 KOUTO B HOPMAaTUBEH aKT € IIOCOYEHO, YE CE€ OCUTYpSBAT ChC CPEJACTBA OT
HEWHUA OFOIDKET.

(4) KonkpeTHUTEe MEAUIMHCKHN W3/IENNs, BKIIOUYEHH B TPYNUTE MO al. 2, TpsiOBa Aa OTroBapsT
Ha CJIC[IHUTE U3UCKBAHUS:

1. na ca BKJIFOUEHU B ciMchka 1o 4. 1, 1. 1, Oyksa "a";

2. 1a OTrOBapsT HA U3MCKBAaHMUATA HA 3aKOHA 3@ MEJULIMHCKUTE U3JIENIHS;

3. nma wamar peructpupanu ngaHaun B WAJI u EUDAMED 3a WMHUMIACHTH/TOTEHIMAIHU
MHIUJICHTH IIPe3 MOCIEeIHUTE BE TOJIUHM;

4. na ce 3aruiamar ot o0mecTBeH (OHA B MOHE €HA OT CTPAHHUTE - WIeHKH Ha EBpomeiickus
CbI03, IIPU CHIIUTE WHAUKALUYU WU 3a00JI1BaHUs, TIOCOUYEHU B al. 1.

UYn. 21. Jlo 1 aBrycr Ha cporBeTHata KajeHnapHa roguHa H3OK omnpenens TexHudeckute
M3UCKBaHUS, HA KOUTO CJIE/BA /1a OTIOBApAT MEIULUHCKUTE U3CIIHSL.

Un. 22. (1) IIpouemypata mo ompenensHe Ha CcToWHOCTTa, A0 kosto H3OK 3ammarma
MEIUIMHCKUTE H3/ENns, NMPUHAAJEKAIM KbM €Ha rpyla, ce MpOBeXJa OT EKCIepTHAa KOMHCHS,
HapuuaHa no-Hatarek "Komucusra", HazHadeHa ot ynpasurens Ha H30K.

(2) CocraBbpr Ha Komucusta BKIIOYBA 3aABDKUTEIHO JE€KapH, (apMaleBTH, HKOHOMHCTH U
IOPHCTH.

(3) B cnrcraBa Ha Komucusra ce BimouBat BbHILEH 32 H30K excnepr, ornpeneneH ¢ perieHue
Ha Hangzopuus ceBer Ha H30K, u equn npencraButesn Ha MUHHCTEPCTBOTO HA (DUHAHCHUTE.

(4) BpHmien exkcnept mo an. 3 Moxe Aa ObJe JMIE C IOPUIAMYECKO WM HKOHOMHYECKO
o0Opa3oBaHHe.

(5) Ham3opuusar ceBer Ha H3O0K ompenens exkcrnepra mo ai. 3 B Cpok 10 1 aBryct Ha
ChOTBETHATa KaJleH/1apHa T'O/IMHA.

Yn. 23. (1) Ho 10 aBryct Ha choTBeTHaTa KaneHnapHa roguaa H30K myOnukyBa Ha HHTEpHET
CTpaHMIIaTa CH MOKaHa KbM HNPOU3BOJUTEIUTE WM THPrOBLUUTE HA €APO C MEIAUIMHCKH U3IEIUs W/WIn
TEXHUTE YITBIIHOMOIICHH MPEICTABUTENHN 32 y4acTHE B MPOIIEypara 1o ONpeesiHe Ha CTOMHOCTTA T10
yi. 20, ai. 1.

(2) INokanara 1o ain. 1 ceabpxa:

1. rpynuTe MEAULMHCKY U3/EHS - PEAMET Ha IpoLeypara;

2. TEeXHUYECKU U3UCKBAHKSI KbM MEIUIIMTHCKUTE MU3AEIHS - TI0 TPYIIH;

3. U3UCKYEMU TIOKYMEHTH OT YYaCTHULIUTE ChITIACHO ail. 3;

4. MPOEKT Ha JOTOBOD;



5. KpaifHHsI CPOK 3a MOJIaBaHE Ha MPEJIOKEHUs, ONPEIETIEH 0 peaa Ha uil. 24;

6. 1ata 3a pasriex/JaaHe Ha MOCThIWINTE MPEIIOKEHUS, ONpeiesieHa o pela Ha 4uJl. 25;

7. MSICTO M HAUMH Ha MOJIaBaHE Ha MpeIokKeHusTa u uile 3a koutakt B H30K.

(3) 3a ywactue B mpoleaypara IO ONpeneissHe Ha crodHocTTa 1o wwi. 20, am |1
MPOU3BOUTENIUTE WM THPTOBLUTE HA €p0 C MEIUIIMHCKU HM3ACTUS W/WIN TEeXHUTE YIIBIHOMOIIECHU
npencrasutenu nogasatr B H30K cnennure nokyMeHTH:

1. 3asiBIeHHE 3a ydacTHe 1Mo 00pa3el] ChINIACHO MpUIokeHne Ne 2;

2. 3aBEpEHO OT y4YacTHUKA KOMHE Ha JOKYMEHT, yJAOCTOBEpPSBAIll MPABOTO J1a CE€ HM3BbHpIIBA
JNEWHOCT MO ThProBUs ¢ MEIULIMHCKHU U3JEIUs, U3JaJIeH OT KOMIIETEHTEH OPraH;

3. Komue OT YJOCTOBEpPEHHE 3a aKTyaJlHa ChACOHA pEerucTpaius, KOraro JIMIETO HE €
MIPEPETUCTPUPAHO IO 3aKOHA 32 THPTOBCKUS PETUCThP, CbOTBETHO KOMKE OT ThPTOBCKUS PETUCThp HIIU
OT CXOJEH JOKYMEHT MO HAIIMOHAJIHOTO 3aKOHOAATEJICTBO HA ChOTBETHATA AbpPKaBa HA MPOU3BOIUTENS
WJIM ThProBella Ha eIp0 Ha MEIMLUHCKHU WU3/1eNus, U3aICcHH He TO-KbCHO OT 6 Mecela Ipein MoJaBaHe
Ha 3asBJICHHETO; KOTaTo JIMIETO € PErMCTPUPaHO IO 3aKOHA 3a THPTrOBCKUSI PETUCTHP, TO MOCOYBA
enuHHUA cu nHAeHTUuKanuoHeH ko1 (EUK);

4. HOTapUAJIHO 3aBEPEHO MBJIHOMOIIHO, B CIy4ail 4ye 3asBJICHHUETO C€ MOJaBa OT MPEACTABUTEN
Ha TIPOM3BOAMTENS WM THProBella Ha €apo; KOTaTo MBIHOMOINHOTO HE € u3afeHo B PemyOnmka
boearapusi, 3a Hero ce mpeAcTaBs MPEBOJ Ha OBJTAPCKU €3WK, U3BBPIIEH OT MPEBOJay, KOWTO HMa
CKJIIOYEH JIOTOBOP ¢ MUHUCTEPCTBOTO HA BHHIIHUTE PA0OTH 32 U3BBPIIBAHE HA OQUIIUATHU TTPEBOIN;

5. OKyMEHTalMs, 4Ype3 KOATO C€ JI0Ka3Ba, Y€ MEIAUIMHCKOTO W3JIeJIue OTroBaps Ha
TEXHUYCCKHUTE U3MCKBAHHUS, IIOCOYCHH B 4. 21;

6. ynoctoBepenue, mzaaaeHo ot MAJL, 4ye 3a MEOIUUMHCKOTO W3JIeJIM€ HAMa PETUCTPUPAHU
nanau B UAJI 1 EUDAMED 3a uHIMIeHTH/TIOTEHIIMATHA UHIIUACHTH MIPe3 TOCIESIHUTE IBE TOINHU;

7. nexnapanus, 4€ CHOTBETHHUST YYaCTHHUK MOXKE Ja OCHUTYPH HEOOXOIMMHUTE KOJWYECTBA
MEIUITMHCKHU H3AeNUs o 00pa3sell, ChriiacHO mpuioxeHue Ne 3;

8. mpejyiaraHa 1eHa Ha MEMIMHCKOTO U3IeIIHeE.

(4) Ipennoxenara 1eHa mo an. 3, T. § HE MOXe Ja ObJe MO-BUCOKA OT MPOJakHATa IeHa 3a

nyn

CBHOTBETHOTO U3JIETUE, TOCOYEHA B CIUCHKA 1Mo Wwi. 1, T. 1, OykBa "a".

Un. 24. JTo 10 cenTeMBpH Ha CHOTBETHATA FOJIMHA MPOU3BOAUTEINTE WM THPTrOBIUTE HA AP0
C MEIUIIMHCKY W3JICIHsI U/WIH TEXHUTE YITBITHOMOIICHU npeacTtaButenu monasatr B H30K 3asieHnero
U JOKyMEHTauusTa o ui. 23, ain. 3.

Un. 25. (1) o 25 cenTeMBpu Ha ChOTBETHaTa KajieHAapHa roauHa Kommucusita u3BbpIIBa
OLICHKA Ha MOJIaJICHUTE JOKYMEHTH.

(2) Ha 3acemanusiTa Ha KOMHUCHATA, HA KOUTO CE€ W3BBPIIBA OICHKaTa Mo aju. 1, morar na
MPUCHCTBAT HAOIIOJATEINH.

(3) IIpu KOHCTATHpPaHU HEIBITHOTH W/HIIU MPOITYCKU B MOJAaIeHaTa JOKyMeHTarus: Komucusra
yBEJIOMSIBa ChOTBETHOTO JIMIIE 10 Wi. 24 U 1aBa 3-THEBEH CPOK 32 OTCTPAHSIBAHETO HM.

(4) Komucusta npukiouyBa cosdta pabora no 30 cenTeMBpH Ha ChOTBETHATa KaJleHJapHa
roJuHa, KaTO U3TOTBS MPOTOKOJ, B KOMTO OTpa3siBa MOCTHIMINTE MPEAIOKEHUS, H3BbPILIECHATa OI[CHKA
1o aJi. 1 u pe3ynaTaTuTe OT Hesl.

(5) B TpuaHeBeH Cpok OT M3rOTBSAHETO Ha MPOTOKoia mo ai. 4 Komucusita yBegoMsBa Juiara
o wi. 24, xouto ca noaanu npeioxenue 10 H30K u He oTroBapsT Ha M3MCKBaHUATA Ha WiI. 23, ai. 3,
4e He ca JIOMYCHATH J0 y4acTHe B MpoleaypaTa.

(6) B yBemomiieHneTo mo ai. 5 ce mocouBar U MOTHBUTE Ha Komucusita 3a HemomyckaHe 10
ydacTue B MPOIleIypara.



Uin. 26. (1) B TpuaHeBeH CpOK OT M3TOTBSHETO Ha MPOTOKoJa mo ui. 25, an. 4 Komwucusra
my0OJiMKyBa Ha uHTepHeT cTpanuniata Ha H30K mokana 3a joroBapsiHe Ha OTCTBITKH, KOSTO ChABpIKA:

1. momycHaTUTe yYaCTHUIIM IO BXOJSAILIM HOMEpPA U CbOTBETHATA IPyIa MEAUIIMHCKHU U3/CIIUs,
3a KOATO ca JOMyCHATH;

2. naTara, Ha KOSITO e C€ TIPOBEE JOTOBAPSIHETO, KAKTO U TpauK 3a MPOBEKIAHETO MY.

(2) 3a Bcsika rpyna MEAMLMHCKHA M3/ENUSl JOTOBAPSHETO CE MPOBEX]A B €IUH U ChHI JEH IO
MPEIBAPUTEIIHO OOSBEHUS YacOB IpaduK 32 BCEKH OT YYaCTHUIIUTE.

Un. 27. Ilpoueaypara mo J0roBapsiHe Ha OTCTBIKU OT MPEUIOKEHUTE IIEHU CE MPOBEXKIA B
IBYCEAMUYEH CPOK OT MyOJIMKyBaHETO Ha MIOKaHaTa 1Mo wi. 26, ai. 1.

Un. 28. C Bceku OT ONMyCHATUTE ydyacTHUIIM KoMucusita moanucBa JIBYCTPAHEH MPOTOKOJ, B
KOWTO C€ 0Tpa3siBa HAIPABEHOTO OT YYACTHHUKA MPEJIOKEHUE 32 OTCTHIIKA OT I[eHaTa 1o uj. 23, ai. 3, T.
8 ¥ mocTuUrHatrata OKOH4YaTesHa IeHa.

UYn. 29. (1) B egHocenMuueH Cpok OT MPOBEXKAAHETO Ha mpouenypara mo wi. 27 Komwucusra
U3BBPIIBA OLEHKA U U3TOTBS 3aKJIIOYUTENIEH MPOTOKOJ, B KOMTO MOCOYBA CTOMHOCTTA, KOATO 3aruiaiia
3a BCsKa rpyna MEAULIMHCKY U3/1ETusl.

(2) Komucusara mpeacTaBs 3aKIIOYUTEIHHUS TMPOTOKOJa Ha ympaButens Ha H3OK 3a
YTBBPKAABaHE.

Yn. 30. (1) Ho 5 HoemBpu Ha chboTBeTHaTa KaseHaapHa roguHa H30K o0siBsBa Ha MHTEpHET
CTpaHHUIaTa CH CTOMHOCTTA, KOSATO 3arlialia 3a BCsKa Tpymna MEeIUIIMHCKU HU3CHs.

(2) do 15 HOoeMBpH Ha CHOTBETHATA KAJICHIapHA TOJMHA YYACTHUIIMTE B MPOIIEypaTa MUCMEHO
3asBsiBaT mpen H3OK »xemaHuero cu ChOTBETHOTO MEIWIIMHCKO H3AeNUEe Ja Oble 3aIUlallaHO ChC
cpenctpa ot 6romxeta Ha H30K.

(3) Ho 15 nekemBpu Ha choTBeTHaTa kaneHaapHa roguaa H30K ot0ens3Ba B cimchbka mo uit. 1,
T. 1, OykBa "a" MEIUIIMHCKUTE U3/1E€TUS U CTOMHOCTTA, 10 KOATO T€ 1€ ObAAT 3aJallaHu.

Yn. 31. 1o mpoBeXIaHETO Ha ChOTBETHOTO €XKETOJIHO IOTOBAPSHE HA MEAMIIMHCKU U3CITHS 110
1. 20 H30K 3amamma cToifHOCTTa, OnpeiesieHa Mpyu MPEeIX0AHOTO JOTOBapsiHE, HO HE MO-KBCHO OT 31
MapT Ha TEKyIllaTa roJfHa.

Pazpen I1.
YcaoBus u pej 3a onpeaesasiHe CTOWHOCTTA HA MeIMUMHCKUTE U3/1eJIUs, 3aIUIAIAHU OT
penyoanuKkaHcKus 0I01KeT U3BBH 00XBaTa HA 3aIbJLKUTETHOTO 3[IPABHO OCUTYPSIBAHE U OT
Or0/1keTa Ha JiedeOHMTe 3aBedeHus mo wi. 1, 1. 1, Oyksa "'r"

Y. 32. (1) MUHHCTEPCTBOTO Ha 3ApaBEONAa3BAHETO JOTOBAps MEAMIIMHCKU H3ENUs, 32 KOUTO
B HOPMATHBEH aKT WM B OOII aIMUHHCTPATUBEH aKT € MOCOYEHO, Y€ CE OCUTYPSBAT ChC CPEACTBA OT
penyOIrKaHCKUS OFO/IKET.



(2) MuHUCTEPCTBOTO Ha 3PaBEOINA3BAHETO OCUTypsBa MEAMIMHCKUTE M3Aenus mo ain. 1 B
CBhOTBETCTBHUE C IPEJBUICHUTE CPECTBA B OIO/IXKETA CH 3a ChOTBETHATA KAJIEHAApHA FOJMHA.

Un. 33. JleueOuute 3aBeneHus mo 4ui. 5, ai. 1 3JI3 u neueObuute 3aBemenus mo wi. 9 u 10 3713 ¢
IbpKABHO /WM OOIIMHCKO ydacTHMe B KamuTala JOTOBapsT MO pela Ha 3aKoHA 3a OOIECTBEHUTE
nopbukd (30I1) MeTUIIMHCKUTE U3AeTUs, HEOOXOANMH 32 OCHIIECTBIBAHE HA CBOSITA JCHHOCT.

Ui 34. MeaunuHCKATE H3JENHs, KOUTO MorarT na ObJaT 3amlallaHd ChC CpPEeACTBA OT
penyOnrKaHCKUs OFOKET upe3 Orokera Ha M3, TpsiOBa 1a OTTOBAPAT HA CIICTHUTE U3UCKBAHUS:

1. ma ca BKJIFOYEHH B CIMCHKa 1m0 4. 1, T. 1, Oyksa "0";

2. 1a OTTOBapsT HAa U3UCKBAHUATA HA 3aKOHA 32 MEIUIIMHCKUTE U3/,

3. ma usama peructpupanu gaHHu B HMAJI m EUDAMED 3a uHIMACHTH/TIOTCHIIMAIHUA
WHLUJICHTH MIPE3 MOCJIEIHUTE IBE TOJIUHU;

4. na ce 3amnamar oT oOIecTBeH (POH B MOHE €HA OT CTPAHUTE - WICHKH Ha EBpomeiickus
CBIO3.

Un. 35. (1) MuHUCTEpPCTBOTO Ha 3ApaBEONa3BaHETO JOTOBapsi KOHKPETHUTE METUITMHCKH
u3nenus no 4wi. 32 no pexa Ha 3011

(2) Crneunduxamnusata 3a KOHKPETHHUTE KOJIMYECTBA U MPOAYKTH CE€ HM3rOTBI OT KOMHCHA,
ompejieJieHa CbC 3aloBe] HAa MHMHHCTbpAa Ha 3/[paBEONa3BaHETO, KOATO BKIIOYBA MEAUIIMHCKU
CHEINAIMCTH, UKOHOMHUCTH U IOPUCT.

Yn. 36. Ilpu B3eMaHETO Ha pELICHUATA KOMHCHSTA IPAaBH OLEHKA HA CHOTHOLICHHETO
TepareBTHYEH e(eKT/IeHa.

Y. 37. L[eHaTa, KOATO € JOrOBOPCHA, HEC MOJXKCE [1a HaJIBHUIlIaBa 0o0sBeHaTa B CIIHUCHKA MO YJI. 1,
T. 1 InpoaaXxHa EeHa 3a KOHKPETHOTO MCAUIMHCKO U3OCITIUC.

Paznea I11.
YcaoBus u pen 3a onpeesisiHe CTOHHOCTTAa HA MeMIIUHCKHUTE U3/1eJHs, 3allIall[aHU OT
peny0JnKaHcKus Or01xkeT Ype3 Oro1KkeTa HA MUHHCTEPCTBOTO HA TPY/Ia M COLUATHATA MOJUTHKA

Y. 38. (1) MUHUCTBPBT Ha TPyl U COLIMATHATA MOJIUTUKA ChC 3aMOBE ONPEEIIs IPEACTHUTE
KOJIMuYecTBa (JIMMUTH) HAa MEAMLMHCKHU U3/ENus, BKIOUEHU B npuiokeHne Ne 7 kpm ui. 40, an. 1 ot
[IpaBunHuka 3a mpuiaraHe Ha 3akoHa 3a UWHTETpalus Ha XopaTa C YBPEXIaHUS, MPUET C
[TocranoBnerne Ne 343 Ha MunmcTepckus cbBeT ot 2004 1. (06H., /IB, O6p. 115 ot 2004 r.; u3M. u 1011,
op. 31 ot 2005 r.; Pemmienne Ne 7081 Ha BbpxoBHUs aaMuHucTpatuBeH c¢ba oT 2005 1. - 6p. 63 ot 2005
r., msm. u jgom., O6p. 78 or 2005 r., O6p. 54 or 2006 r.; Pemenue Ne 7623 nHa BbpxoBHUA
aaMuHHCTpaTtuBeH cba oT 2006 T. - 6p. 58 ot 2006 r.; u3M. u fom., 6p. 1, 64, 84 u 85 ot 2007 r., Op. 14
ot 2008 r., 6p. 93 ot 2009 r., 6p. 29 1 41 ot 2010 r. 1 6p. 38 u 41 ot 2011 1.) (IIIIBUXY), KouUTO Cca

4acCT OT CIIMCBKA I10 4JI. 1, T. 1, 6YKB8. B, 3allj1allilaHu OT peHY6J'II/IKaHCKI/I$I 6IO,I[)K6T, qpe3 6IOI[)I(GT8. Ha
MTCIL
(2) MI/IHI/ICTepCTBOTO Ha TpyJda U CONUAJIHATA IMOJIMTUKA OIPEACIIA IMPEACITIHUTC JIMMUTHU 11O aJl.



1 B CBOTBETCTBHE C NpeABUACHUTC CPCACTBA B 6IOI[)K€T8. CH 3a CbOTBCTHATA KAJICHAAPHA I'OJJUHA.

Ui 39. (1) Kpm mMuHHCTBpa Ha TpyJa W COIMAJIHATA IMOJUTHKAa ce ch3naBa Komucusa 3a
OCBILECTBSIBAHE HA ICMHOCTH IO aKTyaJlu3alKs Ha ChbPKAaHUETO Ha npuioxkenure Ne 7 kbM ui. 40, ain.
1 IIINBUXY, napuyana no-Hatarek "Komucusra'.

(2) CocraBbT Ha KoMucusiTa ce onpenens cbC 3al0BE]] HA MUHUCTHPA HA TpyJa U COLIMAJIHATa
MoJuTHKa W BKIouBa: TpuMa mpeacraButenn Ha MTCII, nBama mpeacraButenn Ha ACII u gBama
MpeACTaBUTENN Ha ATEHLIMSTA 3a XOpaTa C YBpexXIaHusl.

(3) IIpencraButen va MTCII e npencenaren Ha KOMUCHSTA.

Ui 40. (1) 3a obe3neuyaBane acitHocTTa Ha Komucusra MoraT jga ObJaT BKIOYBAHU H
MEIUIIMHCKH CIIEUUATNCTH, IOPUCTH M UKOHOMHCTH C OMUT B 00JIaCTTa HA MEIULMHCKUTE U3ENUs U B
CHOTBETHUTE chepr Ha MPUIOKECHUETO FM.

(2) Hetinoctra Ha Komucusra ce ob6esmeuaBa or MTCII m ce ochbiiecTBsiBa ChIIIaCHO
YTBBPJCHU OT MUHHUCTHPA HA TPYJa U COIMATHATA MMOJIUTUKA BHTPEIIHU TPaBHJIA.

(3) Pemenusra na Komucusita ce B3eMatT ¢ MHO3MHCTBO OT JIBE TPETH OT YJICHOBETE .

(4) 3acenanusta Ha Komucusita ce cMATaT 3a PelOBHHU, aKO Ha TSIX MPUCHCTBAT ABE TPETH OT
YJIIEHOBETE M.

(5) Komucusra 3aceaBa Hali-MaaKo BEIHBXK Ha TPU MECeEIa.

Uin. 41. (1) IIpencenarenst na Komucusara npeacTaBisiBa, OpraHu3upa U PbKOBOAM JEHHOCTTA
Ha Komucusra.

(2) IIpu oTchCTBHE HA TIpeICcenaTeNs TOM YITbTHOMOIIIaBa MUCMEHO uiieH Ha Komucusita, KOiTO
Jla TO 3aMeCTBa U J]a YIPaKHSBA IPABOMOIIIHSITA MY .

(3) Ilpencenarenst u wieHoBete Ha KomucusaTa ca IiIbXKHHU J1a HE pasriacsiBaTr 00CTOSATEICTBA
1 (QaKTH, CTaHAJIM MM U3BECTHHU MPHU WU IO MOBOJ HA U3IIBIHEHUE HA 3abJDKCHHITA UM, OCBEH IO
MMCMEHO MCKaHE Ha IbP)KaBEH OpraH, KOraTo TOBA € MPEBUJICHO ChC 3aKOH.

(4) BvB BpB3Ka CBhC 3aAbIDKCHHSITa CH MO al. 3 wieHoBeTe Ha Kommcusara monmucBar
JeKIapanus o oopasel, yIBbp/EH OT IpeceaaTesss Ha KOMUCHATA.

(5) Komucusita u3rotssi Ha Bceku 6 Mecena JOKIaj 3a ASHHOCTTa CH 10 MUHHCThPa Ha Tpy/ia U
collMajHaTa MoJUTHKA.

Un. 42. (1) Komucusita ochuiecTBSBa JEHHOCTH MO aKTyalu3alus Ha BKJIIOYCHHUTE B
npuwioxenue Ne 7 xpMm wi. 40, an. 1 TIBUXY meaunuHcku W3AeNvs, KaTO H3IIBIHSABA CICIHHUTE
byHKIUU:

1. mpoyuBaHe Ha HOBU MEIUIIMHCKHU U3JIETUs, IPEIJIaraHy Ha 1ma3apa;

2. Mpoy4yBaHE Ha Ma3apa, Ha JOKa3aTeJICTBa 3a pPa3XOAHUTE HOPMHU Ha MPOU3BOJIUTENS, LICHUTE
U JUCTpUOYIUATA HA METUITUHCKY U3JICIIHS;

3. mpoy4BaHE Ha BBIIPOCH, CBbP3aHH C MPEIHAZHAYCHUETO, XapaKTEPUCTUKHUTE U MapaMETPUTE
Ha MEIHMIIUHCKH U3JICIH,

4. mperjen Ha JaHHUTE OT COUCHKa o ui. 1, T. 1, OykBa "B";

5. pasriiexxJaHe M u3pas3siBaHe Ha CTAHOBHUINA IO TMPEIJIOKEHUS Ha TpakJAaHH, OpraHUu U
OpraHu3allKi BbB BPb3Ka C BKIIOYBAHETO Ha HOBU WJIM M3KJIIOUBAHETO HA CHIIECTBYBAIN MEAUIUHCKU
u3nenvs BbB/oT pmitoskenue Ne 7 kpM wit. 40, an. 1 [IIBUXY;

6. 1aBaHE Ha MPENJIOKEHUS 3a aKTyallM3UpaHe CIMCchbKa Ha npuioxkeHue Ne 7 kpm wit. 40, an. 1



[ITI3UXY 3a BKIOYBaHE HAa HOBHM W/MIM H3KIIOYBAHE HA HAKOH OT JOCEra BKIIOYEHHUTE METUIIMHCKU
HU3JIeIUs BeJHBK TOAUIIHO;

7. M3roTBsl MPEUIOKEHUE 10 MUHHUCThbpPAa HAa TpyJa U COLMAIHATA TMOJIUTHKA 32 JIMMUTHUTE
CTOMHOCTH, JO KOUTO Ja C€ 3arulamar MEIUIMHCKH wu3aenus oT Owomkera Ha MTCII, npu
HEOOXOIMMOCT.

(2) IIpu ocwuiecTBABaHE Ha GYHKIIUUTE 110 aJ. | KOMUCHSATA U3BBPIIBA MPEICHKA Ha:

1. Bua, mpou3xo/ia ¥ MpeHa3HAYEHUETO Ha ChOTBETHOTO MEIUIIMHCKO U3/IEIHE;

2. BB3MOKHOCTTA 3a M3MOJI3BAHETO MY OT OTACIHH MOTPEOUTENH, OTPAaHUYCH WJIU TMO-IIHPOK
KpBI' HY>KJAeIIH Ce JINLA;

3. 0Oe3omacHOCTTa ¥ KA4eCTBOTO HA MEIUIIMHCKOTO W3JEINe ChOOpa3HO HETOBUSA
cepTU(UKAIMOHEH W PETUCTPAIIMOHEH CTATYC;

4. edexTuBHOCTTA OT ymoTpebaTa My KaTro CTEMEH, MPEACTaBisIBAlla BH3MOKHOCT 3a
WHTErpallKsl Ha XOpaTa ¢ YBPEKIaHUS;

5. IIeHa Ha TPOW3BOJUTENS M BB3MOXEH Ipeaes (JIMMHUT) Ha CTOMHOCTTa Ha MEIUIIMHCKOTO
u3Jzenue, 10 KosTo OM MOTJIO J1a ce 3aruialia cbe cpeacTna ot oromkera Ha MTCIL.

Ui 43. (1) IlpenensT (IUMUATHT) HA CTOMHOCTTA HA METUIIMHCKUTE U3JIEHs, KOSATO CE 3ariamia
cbe cpenacrea ot Oromkera Ha MTCII, ce ompenens Bb3 OCHOBa Ha CpaBHEHHME Ha ILIEHUTE Ha
MEJIMIIMHCKU HM3JENHs OT chuchka mo wi. 1, T. 1, OykBa "B" M OT €XErogHUsl aHAIW3, MPEJICTABSIH B
AreHuusTa 3a XopaTa ¢ yBpeXJIaHH 1Mo peaa Ha wi. 12, an. 2 ot HapenOata 3a ycrnoBusTa u pena 3a
OCBIUIECTBSIBAHE U KOHTPOJI Ha JCHHOCTUTE MO MPEeIOCTaBsHE HA MOMOIIHU CPEACTBA, MPUCIIOCOOTICHUS
U ChOPBKEHHUA 3a XOpaTa C YBPEKJIAaHUS U MEIUIMHCKU W3JEHs, TIOCOUYCHHU B CHUCHIMTE MO 4i. 35a,
an. 1 oT 3akoHa 3a MHTErpalus Ha XOopaTa C YBPEKIaHUS.

(2) baza 3a onpenensiHe Ha mpenena (JIMMHUTA) HA CTOMHOCTTAa HA MEAUIIMHCKHUTE U3ACIUS €
KOHCTaTHpaHaTa Hail-HUCKa LIeHAa Ha CHOTBETHO MEIUIMHCKO H3Jeliie, MOoJaZeHa OT ThpProBLUTE Ha
€1pO0 U MPOU3BOTUTEIIUTE.

Ui. 44. 3a Besko npemiokenne Ha Komucusita 3a BKIIOUBaHE HA HOBO MEJIUIIMHCKO U3JIETUE B
npuioxenue Ne 7 kpm un. 40, an. 1 IIIBUXY, koeto na ce 3ammama or MTCII, ce wu3rorss
IOpUINYECKA, MKOHOMUYECKA U MEIUIIMHCKA OIICHKA OT AUPEKIIUS B CIICUATN3UpaHaTa aIMUHUCTPAIUs
na MTCIL

JlonbJIHUTETHN pa3nopeadu

§ 1. ITo cMuchwia Ha Hapenbara:

1. "I'enepnuHa rpyna wusfenusa" € CbBKYNHOCT OT M3AENUS C €JHAKBO WIH IOA0OHO
MpelHa3HauYeHUe WM CXOJHA TEXHOJIOTHS, KOETO TMO3BOJSBA KIACH(PUIMPAHETO UM IO TeHEpUYEH
npu3HaK, 0e3 1a ce 0Tpa3sBaT CHICHUPUIHNA XapaKTSPUCTHKH.

2. "I'mobanna HomeHKIaTypa Ha MenuiuHckute u3nenus" (GMDN) e moapo6Ha cuctema OT
MEXJTYHAPOJAHO TIPU3HATH KOAWPAHU OIMCAHUS, W3MOJ3BaHM 3a TPYNOBO HJICHTUDUIIUPAHE Ha
MEIULIMHCKN H3IEIIHSL.

3. "Otopusupanu unctutyuu" ca M3, MAJI, H30K, MTCII, neueOnuTe 3aBeeHUs 1O 4. 5,
an. 1 3JI3 u neueOnute 3aBeaenus mo wi. 9 u 10 3JI3 ¢ abpkaBHO W/WiAM OOLIMHCKO ydacTHE B
KaIuTajia.

4. "llpogaxxna neHa" e mpojaxkHaTa LieHa mo cmuchaa Ha § 1, T. 29a or 3akoHa 3a



MCAULUHCKHUTC U3ACTINA.

Ipexoanu u 3aKJIHOYUTETHU pa3nopeadon

§ 2. (1) o 1 ssmyapu 2013 r. MAJI ocurypsiBa TEXHUYECKOTO U MH(OPMAITMOHHO oOe3reyaBaHe
Ha BOJCHMS OT HEsI CITUCHK mo wi. 1, T. 1.

(2) Ho 1 ssmyapu 2013 r. UAJI myOnukyBa Ha MHTEPHET CTpaHUIATa CU PHKOBOACTBOTO IO UJI.
17.

§ 3. JIumaTa o wi. 9, an. 2 monmbiaBar cnuchka mo 4. 1, 1. 1 7o 30 ronm 2013 r.

§ 4. HaunonanHara 34paBHOOCUTYPHUTEIHA Kaca 3a104Ba J1a 10roBapsi MEIUIMHCKY U3eNIUs IO
pena Ha rjlaBa TpeTa, pas/ies IbpBU OT HapenOara cuntano ot 1 aBryct 2013 r.

§ 5. MUHHCTEpPCTBOTO Ha TpyJa M COIMAJIHATA IMOJUTHUKA ONpEAeis MPEAETHUTE pasMepu
(IMMHUTH) Ha MEIULIMHCKYU U3JIeNus, BKIIOYeHH B npriioxkeHue Ne 7 koM uit. 40, an. 1 IIBUXY no pena
Ha TJIaBa TpeTa, pa3zes TPETH OT Hapeabara, cuutano ot 1 cenremBpu 2013 1.

§ 6. MUHUCTEPCTBOTO Ha 3/IpaBEOIa3BAaHETO M JeueOHUTE 3aBeneHus no 4i. 1, T. 1, Oyksa "r"
JOTOBApPAT MEIUIMHCKU W3JIENHs 10 pelia Ha TjaBa TpeTa, pa3fesl BTOPH OT HapeadaTa CUMTaHO OT 1
tonu 2013 r.

§ 7. HapenOara ce mpuema Ha ocHoBaHue wi. 30a, am. 3 u wi. 300, am. 2 or 3akoHa 3a
MEIUIUHCKUTE U3JICITHSI.

[Tpunoxxenne Ne 1 xbm ui. 9, an. 1

3asBreHHE 3a BKIIOYBAHE/3aJIMYaBaHE B CIMCHKAa HAa MEAWIIMHCKH HW3ICNUs, 3aIUIAllaHd I10
pena Ha Hapenbara no wi. 30a 3MU

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



danrn 3a komneTexHTHMA oprad / ldentification of the Competent Authority

Kop Ha koMneTeHTHUA oprad / Competent Authority cods ™
BG/CAO01

Mme Ha komneTtenTHA oprad / Competent Authority's name
HznsaHumenHa azernuum no AexapcmBama / Bulgarian Drug Agency

Kog na ctpanara / Country code

BG
lpaps City
Cogun
Ynwua, Homep / Street, Number MoweHckw kon / Postal code
Hanax MpyeB & 1303
Tenedon / Phone Maxc / Fax
(02)890 35 55 (02)890 34 34
e-mail

bda@bda.bg

[] lNepeC NpegocTaesHe Ha MHbopmauws / First notification
[] Wudopmupane 3a npomasa / Information of change *

[] Homep Ha npegxogHo sasensHune’ Number of previous application ...

[[] 3anmuaeans c nocousare Ha ocHoeanusTa/ Deletion. Please write the grounds

Cernacwe 3a nonyHdagaHe Ha KOpeCNOoHOSHUWMA NO SNeKTPOHHeH NbT

[] pA/YES [] HE / NO

3ameuten / Reported by

MNpowzecgnTen Ha megvunHckn wsgenus / Manufacturer of medical devices B

Mwue, yronHOMOLWEHO oT nponzeognTensa / Authorized person

MNpow3eooMTen Ha W30enwa, n3paboTeHy no nopbuka, Manufacturer of custom-made
devices

Nwue, koeTo kommnnekTyea wanenwuA / Person who makes sets of medical devices
fMvue, koeto cTepunnanpa wagenua / Person who sterilises medical devices

I I R |

Toproeey Ha egpo ¢ meguumHcia wznenuns / Wholesaler of medical devices

Dannn 33 nponszsopgntenn / ldentification of the Manufacturer
Kop Ha npowasonwtena / Manufacturer code ®

WMne Ha npowssogwTena, mendo 4 Manufacturer name, long

Mme va npounssoguTena, kpatko / Manufacturer name, short

Koa na ctpanara / Country code @ Kogp #a oBnactra / Region code
lpan / City Mowexckn kog / Postal code
Vnuua, Homep [/ Street, Number MNowexcka kytua /PO box

NMwvue 3a xonTakt / Contact point Tenedon / Phone




Mmne / Name

thaxc / Fax e-mail

Il

OanHn 23 NuUeTo. yNbnHoMolWeHo oT npouzsogutenn / ldentification of the
Authorized representative”

WMme v kog (EMH/NHY/EWK) Ha npeacTaeutens / Representative name and code ®

Kog Ha ctpauara / Country code @ Kog #a obnactra / Region code
lpans City NoweHckwn kKop / Postal code
¥nuua, Homep / Street, Number Mowexcka kytua /PO box
NMwue 3a konTakT / Contact point TenedoH / Phone

WMnse / Name

(hakec / Fax E-mail

OaHHn 33 zameuTenm (paznwuueH oT nocodeHum 8 noneta 3 wu 4) Details of the

notifier {different from field 3 and 4)

Mme 1 kog (EFH/NHY/EWVK) Ha duzrueckoTo mnw oprguueckoTo nuge 7 Mame of natural or

legal person

Kog na ctpauara / Country code @ Kog Ha obnactra / Region code
lpan / City Nowenckw kop / Postal code
Ynwua, Homep / Street, Mumber Mowexcka kyTua / PO box
Tvue 3a woHTakT / Contact point Tenedon / Phone

e 7 Name

(Paxc / Fax e-mail

HDI'u'IE!FI W OaTa Ha paspeue&me,-*’ﬁ,f:t,ocmaepes—me 34 TeproBWA Ha eapo C© MeJWMUNHCKK Ma0enua

DanHn 33 KaTeropunTe N3Oennf, NogNeKalll Ha SBbEHMIAHe B CAMCBKA

Oavrn Ha meanuuHckuTe nzgenna / ldentification of medical devices '

Kon Ha kareropunTe usaenus / Device category codes ™

Mme Ha kaTeropunTe meguUWHCKW w30enka Ha Sbnrapexw e3uk [/ Category of the medical

devices in Bulgarian '




Mme Ha kaTeropurTe MeduUWHCKA M3JeNWA Ha aHrmmicky esuk / Category of the medical
devices in English "™

MeguunHekin wsgenun / Medical devices

[[] Knacl/Class| [] Knac i/ Class Il

[[] Knaclla/Classlla []  AAMK / AIMD

[ ] Knacli6 / Class lib [] wBOMW / IVDMD
WNetopun: / History:

Hama npeguubsy WaTErNAHKA WNK 3adpada B gpyrv Obpxaewn / There is no previous
recalls, banning in other countries or post-market surveillance studies

Oa, wma (mons npegcraseTe nogpobHoctr): / Yes (please provide details)
HoknaneaHn HeMenaHn MHUWOSHTH, CBbpP3aHl c wagenueTo / Any reported adverse
incidents

Mposempa ce NOCT MApPKeTMHIOBC NPOoCnefseaHse Ha Be3onacHoCTTa Ha wagenweTo
Conduct post-market surveillance for safety

7 | Mndopmaunn 3a Toproseua Ha egpo [/ Information for the wholesaler

Perwctpauna 8 Teproeckma perwctep / Registration to Trade register

Mucmo,/ ookyMeHT 3a yribnHoOMolWaeaHe oT nponasoqutena / Letter/document for
authorization by manufacturer

Hanwuue Ha cucTeMa 2a pervcTpypade, oueHKa 11 oKNageaHe Ha MHUMASHTI
System for registration, assessment and reporting incidents

O 0O Oogd U o

Hanuuwe Ha cucTema 3a GnokwpaHs 1 M2TErnsHe Ha W20ennd oT nasapa / Presence
of system for blocking and withdrawal of devices from the market

|:| ToproeeubT Ha eqpo e W BHocwTen / The wholesaler is also importer

Oexnapupam, 4e NPeOcoCcTAEeHATa B ZAARNSHMeTe WHPOPMALWA & EAPHA N NIZeNUATA,
nogneMalil Ha BKMNIOMBAHe B CMNUCEKA, OTrOBapAT Ha WINCKBAHNATA Ha 3a3aKoHa 3a
MeJNUMHCKNTS WN3O0eNUA, NPUAoKUMN 33 TAX.

I affirm that the information provided in thiz form is accurate and the devices to be
included in the list meet the requirements of the Medical Devicesz Law which apply to
them.

MpunomeHn ZOKYMSHTH:
[[] Dokymest, yhmocToBepseaw, NpPencTaguTenHata EMacT Ha YIbiHOMOLMTENS

il

Document
certifying the representative power of the principal

[ ] OoxymedT/nMcmo za yribAHOMOLLABAHE OT MNPOMSBOOMTENS 3a MoJasaHe Ha HACTOAWOTO
sanenedne / Document/letter of authorization from the manufacturer's submission of this application

Oata / Date:

Sameuten, ume u damunus [/ Notifier's name and surname:

Mopnwc u neuar / Signature and seal:




[Ipunoxenue Ne 2 kbm u. 23, an. 3, T. 1

3AABJIEHVE

(I'I'bJ'IHO HanMeHOBaHMe Ha Npon3BoauTernd, Tbproeeua Ha eapo Ui ynbJiHOMOLWEHOTO J'IVILI,e)
CbC cedanuvuie n agpec Ha ynpaslieHue:

(3a topuanyecko nuue - MbAHO HaMMeHOBaHWe Ha NPeACTaBUTENs, cefanuile 1 aapec Ha ynpaeneHne; 3a puanyecko nmLy
EIMH, noctosiHeH appec)
B KAQYECTBOTO MY Ha: NPOM3BOAUTEN/TbProBeL, Ha eapo/ynbIIHOMOLLEH NpeacTaBuTen
(HeBsIpHOTO ce 3a4vepTaBa)

C AOKYMEHT, yAOCTOBepsiBaLY, NpeAcTaBuUTeNHaTa BNacT:
lMocoyBam crnegHust agpec 3a CbOOLEHNSA U KOHTAKTU:

) Yo =T oS PPURY
M. . ettt oot eee ettt eeeeeeettaaeeeeeeettaeeeeeeetttaieeeeettttaaaeeetetttaaaeeeetettataaeeetettanaeeeetantaaeaetettanaaaeeerrntanaaaaans.
TeneoH ......cccccuunnnnnnn. B 07 (o ,

L 1.0 11

YBAXAEMU rOCrNoagnH/ITOCNOXO
YIMPABUTEN,

BbB Bpb3ka c oTnpaBeHa nokaHa, nyonvkyBaHa Ha MHTEpPHET cTpaHuuaTa Ha H30K Ha

(moco4Ba ce gataTa Ha nNokaHaTa)
3asBsBaM, Ye Xenas ga yvyacteam B npoueayparta
Mo AoroBapsiHe Ha cnegHuTe MeauUUHCKM nsgenus, unaro crorHoct H3OK 3annawa:

OO OO PR OPRPR
MNpunaram cnegHUTe JOKYMEHTU:

(mognuc n nevyaT Ha 3asaBUTENS)
[Tpunoxxenue Ne 3 xpm um. 23, an. 3, 1. 7

JEKNAPALIUA

(I'I'bJ'IHO HanMeHOBaHMe Ha Npon3BoaunTernd, Tbproeeua Ha eapo Ui ynbjHOMOLWEHOTO nwu,e)
CbC ceanuvuie n agpec Ha ynpaslieHue:

TPEOCTABIIAIBAHO OT: ...uutieeiutiieitueeaseeesseeeeasseeeasseeesssessaasesaasseeassseesasseeaasseesansesesssssssnsssesnsssesasssesnssessasssenssesssssesssnsesesnssessnsenesnseeennnn,
(3a topuanyecko nuue - MbAHO HAaMMEHOBaHWE Ha NPEACTaBUTENS, Cefanuile U agpec Ha ynpaeneHue; 3a puanyecko nuue
ElMH, noctosiHeH agpec)



B KQ4eCTBOTO CM Ha: NPON3BOAMTEN/TbProBeL, Ha eaApo/yMbIHOMOLLEH NPeACTaBUTEN
(HeBsIpPHOTO ce 3a4epTara)
C AOKYMEHT, yO0CTOBepsiBaLl, NpeAcTaBuTeNnHaTa BnacT:

3a cbobLLEHNST U KOHTaKTU:

F Y a1 o= T o OSSP U P PP UPUPUPOUPPPPRRRRRY
21 = O PRURPRRIPY
TenedoH ............... daKe .....uuuunnnn. e-mail

(mognuc n nevyaT Ha 3asaBUTENS)



