HAPEJIBA Ne 7 ot 31 mapt 2021 1.
3a YCJIOBHMSITA H Pe/ia 32 ChCTaBsiHe HA CIMChbK HA MeTHIIMHCKHUTE n3aeaus mo wi. 30a ot
3aKkoHa 3a MeTMIIHHCKHTE M3/IeJUsI M 32 onpe/esisiHe Ha CTOMHOCTTA, 10 KOSITO Te ce
3amjiamar

I'maBa mepBa
OBILH ITOJIOXXEHUA

Yu. 1. C Hapenbara ce onpeiessaT yCJIOBUITa U PEAbT 3a:

1. cbcTaBsiHE M OAIBPKAHE HA CIUCHK HA MEAUIIMHCKUTE U3/EIIUsl, KOUTO MOTaT Jia Obat
3aruIamaiy ChC CPEJICTBA OT:

a) 6ropkera Ha Harmonannara 3apaBHoocuryputenna kaca (H30K);

0) IbpkaBHUS OOKET M3BBH 00XBaTa Ha 3aIBJDKUTEITHOTO 3/IPAaBHO OCUTYPSIBAHE;

B) OrO/KeTa Ha JieueOHUTE 3aBEJICHUS 110 Wi. 5 oT 3aKoHa 3a jeucOHute 3aBeneHus (3J13),
KaKTO M ChC CPEJICTBA HA JICYCOHUTE 3aBEJICHUS C IBPKaBHO W/MJIA OOIIMHCKO YYacTHE 110 YJl.
9wu 10 3JI3;

2. BKJIIIOYBAHE U U3KJIIOUYBAHE Ha MEIUIIMHCKHU U3/ICUsS OT CIIMCHKA 10 T. 1;

3. mpenocTaBsiHE ¥ ChXpaHsIBaHE Ha MH(OpMAIHITA 10 Wi. 5, air. 1;

4. eXEeroJHO ONpeIelIsiHe Ha CTOMHOCTTA, IO KOSATO C€ 3aruianiaT MeIUIMHCKUTE U3CIIHs,
BKJIFOYCHH B CIIUCBKA MO T. 1;

5. ycnoBusTa M pefia 3a OMpeelisHe Ha CTOMHOCTTA, O KOATO CE 3aIljiallar MOMOILIHUTE
CpeJICTBa, MPUCIIOCOOJIECHUATA U CHOPHKEHUATA 32 XOpaTa C YBPEXKIaHHUsS ChC CPEJICTBA 11O WI.
23, an. 1, 1. 11 ot 3akoHa 3a 3[paBHOTO OCUTYPSIBAHE U CTAH/IAPTUTE 32 TAXHOTO Kau€CTBO;

6. TOCTBII JIO CITUCHKA IO T. 1.

Y. 2. Cwe cpencrBara 1o wi. 1, T. 1 Morat aa ce 3amamaTr caMmoO MEIUIIMHCKH W3NS,
KOHUTO ca BKIIFOUSHH B CIIMCHKA, ChCTABEH 110 pejia Ha Hapeaoara.

Ya. 3. (1) WsmbaaurenHata areHnms mo jekapctBara (MAJI) mopabpka HAa WHTEPHET
CTpaHHIIaTa CH CIIUCHKA 0 Wwi. 1, T. 1, KONTO € 00II0I0CThIIEH, C U3KII0YEHUE HAa ThPTOBCKAaTa
uHdopmanug mo wi. 5, ai. 2, T. 23, npeaHa3HaueHa 32 OTOPU3UPAHU UHCTUTYIIHH.

(2) ®usnyeckuTe JMIla, KOUTO OT UMETO U 32 CMETKA Ha OTOPU3HPAHUTE UHCTUTYIIUU UMAT
MpaBO Ha JOCTBI /O ThproBckata uHGOpMalus, TMOAMMUCBAT JAEKIapaluu  3a
KOH(UIEHIIMATHOCT U HEU3IOJI3BaHe Ha MH(OpMalMATa U3BBH CIIy)KeOHaTa CH JEIHOCT.

I'maBa BTOpa

CBbCTABAHE U IIOJABPXXAHE HA CIIMCBK HA ME/JMITMHCKUTE U3 AEJIA

Pazmen 1
ChIIHOCT U CHAbPKAHNE HA CMIUCHKA HA MEIMIMHCKUTE U3/1eJIUs

Y. 4. CouceksT no 4. 1, T. 1 e ueHTpanu3upaHa eJeKTpoHHA 0a3a JaHHH, ChIIbprKalla
MEIUIIMHCKH U3JIENHsS, TPYIHPAHH B KATETOPUH CHIIIACHO L. 6.

Ya. 5. (1) Coiucebkbt 1o ui. 1, T. 1 ceabpika nHGOpMarus 3a:

1. oOmuTe HaeHTH(HUKAMOHHY TaHHHU U XapaKTePUCTUKU Ha MEUIIMHCKOTO W3JIENNE;

2. cepTUUKAIMOHEH U PErHCTPALMOHEH CTaTyC Ha MEAUIIMHCKOTO U3/1EIHE;

3. ThproBcka HH(OpMaIHs, BKITFOYATEITHO MPOAAYKHA [I€HA 32 METUIIMHCKOTO H3/IeTHe, KaKTO
U 32 IPOM3BOJUTENS/YITBIHOMOIICHUS TPEACTaBUTEN WM ThProBela Ha MEIMLIUHCKOTO
n37eNne;

4. cTOMHOCTTA, A0 KOSITO C€ 3aIllalla MEULIUHCKOTO U3JIeNNE;

5. TeproBcka mH(pOpMAIHs, BKIIOYUTEITHO MPOAaXHA [€HAa Ha MEJAUIWHCKOTO H3JIEIHe,
yJI0CTOBEpEHA C JOKYMEHT, MPEACTaBEH MPe]] ChOTBETHOTO MUTHUYECKO YUPEXkKACHUE, KAKTO U
32 TIPOM3BOJUTENS/YII'BTHOMOIIEHHSI TPEJCTaBUTEN, BHOCHTEISl WJIM THProBela Ha
MEIULUHCKOTO U3JIeJINe, KOraTo MEAUIIMHCKOTO U3/I€IHe Ce BHACS OT TPEeTa AbPKaBa;



6. CTOMHOCTTA, HA KOATO MEIUIIMHCKOTO u3aenue € 3arareHo ot H30K, MunucrepcTBoTO
Ha 37paBeona3BaneTo (M3), neueOHUTE 3aBeneHus o Wi. 5 oT 3JI3 u oT NeueOHHUTE 3aBeICHUS
C IbPKaBHO W/WJIM OOIIMHCKO ydactue 1mo wi. 9 u 10 ot 3JI3.

(2) Undpopmanmsra no an. 1 ce mocousa B ciuchbKa 1mo wi. 1, T. 1, Kakto ciensa:

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

2. uneHTH(UKAMOHEH HOMEP Ha 3asBUTENS U BpeMe Ha BbBEXJaHe B MH(OpMaIMOHHATA
CUCTEeMa, aBTOMAaTUYHO I'eHEpUPaAHH OT cucTemara (U1eHTU(UKALNOHHUAT HOMEp ce OIpeens
IpU IBPBOHAYAITHOTO BIIMCBAHE B PETHCTHPA M OCTaBa HEIPOMEHEH);

3. nata u craryc Ha 3anuca (IpeyIokKeH, BaTUAUPaH, PETUCTPUPaH, IPOMEHEH, 3aJIH4YeH) 3a
MEIULIMHCKO U3/IEIIHE;

4. xoA Ha W3JEIHETO B CHUCHKA (HEOOXOIUM 3a OMpEeNeNsiHE Ha CTOMHOCT, A0 KOSITO ce
3arJiania);

5. IaHHU 32 JMIIETO, KOETO IyCKa U3IeIMETO Ha Ma3apa;

6. TaHHU 3a THProBella Ha ePo;

7. KaTeropus Ha METUIIUHCKOTO U3JEIINE;

8. rmobanHa HoMeHKIaTypa Ha MmeauuuHckute usaenusa — GMDN (UMDNS; EDMS) koa u
uMme;

9. reHepuyHa rpyna u3zaenaus (Korato € NpuiaokuMo);

10. ume Ha MEAUIIMHCKOTO H37eNre (I0OCOYeHO BhPXY OMaKOBKaTa W/WIK JIeKIapanusara 3a
CHOTBETCTBUE HA TIPOU3BOTUTEIIS);

11. anTepHaTUBHO UME HA MEIULIMHCKOTO U3/eHe (KOTraTo € MPHIOKHUMO);

12. mozen (Korato e mpHIoKUMO);

13. onucanue Ha MEOUIIMHCKOTO H37enue (ChCTaB; BUJ Ha Marepuaia; Opoil m3aenus B
HeJ/IeMMa ONaKOBKa; TOJIEMUHA; pa3Mep; TErJo; CTEPHIIHO; C U3MEpBAIH (HYHKIIMN; BKIIOUYEHO
B CBhCTaBa JICKAPCTBEHO BELIECTBO; MaTepHal OT KUBOTUHCKH TPOH3XOJ, CrIeuu(puuHu
O3HAYCHUS, THI Ha MPEINUCBAHE HA M3JCIHETO (32 JOMallHA WIA OOJHWYHA YyIoTpeda) —
MOMbJIBA c€ UH(POPMAIIHATA, TPUIOKUMA 32 MEAUIIMHCKOTO U3/IEITHE;

14. nmpenHa3HaYeHO ACHCTBUE, ONMPEICICHO OT MPOU3BOAUTEINS (BKIIOYUTEIIHO YCIOBUS 32
CbXpaHEeHHe, eIHOKpaTHa/MHOTOKpaTHa yrnoTpeda, CTEpUIIHOCT | JIp.);

15. karanmokxeH HOMEp Ha MEIUIMHCKOTO H3zenue (IIOCOYEeH BBPXY OMAaKOBKaTa W/WUIU
JlexknapanusiTa 3a CbOTBETCTBUE HA IPOU3BOIUTENS);

16. knac/rpyna, CHUChHK;

17. mpuHaaAIeKHOCTU/KOHCYMATUBH (MMe, MOJIell, peepeHTeH HOMEp, KaTaloKeH HOMEp;
onucaHue) (KoraTto € MpuiIokK1uMo);

18. HoMep u nata Ha peructpauus B MAJI unun yBenomnenue no MAJL;

19. nara Ha nmyckaHe Ha na3apa B PenyOnuka bbiarapus;

20. mocnenHa AaTa Ha aKTyalu3allvs Ha JaHHUTE 32 MEIULIUHCKOTO U3JIEIIHE;

21. nata Ha IpeKpaTsABaHE Ha pa3pelleHHne/yA0CTOBEPEHNE 32 ThProBUATA C MEIUIIMHCKU
U3Jenus;

22. Mapkep 3a 3arutamane upe3 cpenctsa ot M3, H30K, neuebHu 3aBenenus;

23. mpoakHa IIeHa, IOCOYEHa B ChOTBETHATA BAJyTa U M3UHCIIEHA B €BPO 110 KPHCTOCAHUTE
KypcoBe Ha lleHTpanHara eBpomnelicka 0aHKa U CbOTBETHO B JIEBOBE 10 Kypca Ha brarapckara
HapojHa 0aHKa KbM JlaTaTa Ha BbBEXKJAaHE HA JTaHHUTE,

24. vadopmanus 1o an. 1, T. 5 (Korato € mpuI0KUMO);

25. MakcHUMajJHa CTOMHOCT, 3alulalfaHa ¢ OOIIECTBEHU CpeACTBa (3a Irpyna U3Jeius 3a
roJuHa) (Korato € mpujiokumo).

(3) UadopmarnusTa mo ain. 2 ce NOMbIBA HA OBJITAPCKU U HA AHTJIMICKH €3HK.

(4) B ciyuaii 4e e1HO W CHIO MEIUIIMHCKO M3JIENIHME CE BIMCBA B CIIUCHKA OT JBaMa WJIU
moBeue 3asBUTeNH, nHpopmanuaramo ain. 2, 1. 1,2, 3,6, 11, 17, 18, 19, 21 u 23 ce nombaBa oT
BCEKH OT TSIX.



(5) UnentudukanmOHHUAT HOMEp 1O ai. 2, T. 2 U KOOBT MO al. 2, T. 4 ciIyxaT Kato
UACHTU(DUKATOP HA MEAULIIUHCKUTE U3/ICTHS U 3aIBJDKUTEIHO CE U3I0I3BAT B CIIy4anTe, KOraTo
CHOTBETHOTO MEIULIMHCKO U3JIENINE CE OCUTYpsIBa ChC CpeacTBaTa mo uwi. 1, 1. 1.

Y. 6. CouChKbT 110 Wwi. 1, T. 1 chaAbpIKa CIETHUTE KATETOPUN MEAULIMHCKY U3/1ETIH:

. AKTUBHU UMIUIAHTUPYEMHU U3JIEIHS;

. M3JICTIUS 32 aHECTE3Hs U PeCTIHpaIlHs;

. ICHTAJTHU U3JeIs;

. €JIEKTPOMEXaHUYHU METUIIMHCKH U3/IeITHS;
. 60THUYHO O00OpYy/ABaHE;

. UHBUTPO JUATHOCTUYHH U3/ICTIHS;

. HEAKTUBHU UMIUTAHTUPYEMU U3JIENHS;

. M371eTus 32 O(TAIMOJIOTHS U OTITHKA;

9. m3nenust 3a MHOTOKpaTHa yrnoTtpeoa;

10. u3nenus 3a eAHOKpaTHA yHoTpeoa;

11. momonHu cpeAcTBa, MPUCIOCOOIEHUS, CbOPBKEHHUS U MEAULIMHCKH U3/IETIUS 33 X0pa C
YBpPEXKIaHUS;

12. u3penus 3a AMArHOCTUYHA U TEPANEBTUYHA PaHAaIHs;

13. u3nenus 3a JOMIBIHUTEIHA TEpAIus;

14. u3penus ¢ OMOIOTUYEH MPOU3XOT;

15. mpOIyKTH ¥ IPUCTIOCOOJICHHUS 32 JICUeOHHU U 3/IpaBHU 3aBEACHUS;

16. naboparopHo o0opyiBaHe.

Y. 7. U3nbaHUTENHATA areHIys 10 JIeKapcTBaTa HM3IOJI3Ba TEXHHUYECKO 00Opy/nBaHE H
TEXHOJIOTUU 32 aJIMUHUCTpUpaHEe Ha CHUChKa Mo 4i. 1, T. 1, Upe3 KOUTO ce W3MbIHSABAT
CIIETHUTE (PYHKIIHH:

1. mpoBepka Ha MOJAJCHUTE MO ENEKTPOHEH IBT 3asBJICHUS, MOMANUCAHU C €NEKTPOHEH
TIOJIITHC;

2. ympaBJeHHe Ha JOCThIIA 10 JAHHUTE B CIIUCHKA IOCPEICTBOM MPEJOCTABIHE 32 MOJI3BaHe
Ha TIOTPEOUTEIICKO UME, TTapoJia ¥ MIEPCOHANICH HICHTU(PUKATOP;

3. mpoBepKa 3a MBJIHOTA U JOCTOBEPHOCT HA JAHHUTE;

4. 3ammTa, ChXpaHsIBaHE U apXUBUPAHE HA JJAHHU M JOKYMEHTH.

Yu. 8. M3mbiHUTENHATA areHIUs M0 JeKapcTBaTa ChXpaHsBa ClHchbka mo wi. 1, T. 1 mo
Ha4uH, KOUTO OCUTYPsIBA BB3MOXKHOCT 3a:

1. rapanTUpaHe CUTYPHOCTTA Ha ChABPIKaIIaTa ce B Hero nHGopMaIus upe3 KpUNnTHpaHe;

2. mpoMsHa Ha TaHHWTE OT 3asBUTEIT;

3. 3anM4aBaHe Ha JaHHU CJIe]] BAIUIMPAHETO UM OT OIpeIeTIeHH UThKHOCTHH JINIIA.

Paszpen 11
Ycii0Bus U pel 3a BKJIIOYBaHe, IPOMEHH U 3aJIMYaBaHe HA MeTUIIUHCKHU U3/1eJIUsl B
cnucbka mo wi. 1, 1. 1

OO N KW~

Ya. 9. (1) U3npaHuTenHaTa areHus o JIeKapcTBaTa OCUTypsBa OTOPU3HPAH JOCTBI 0
cnuchka mo wi. 1, T. 1 3a BBBeXAaHe, MPOMsIHA WM 3aJlMYaBaHE HAa JAHHU 1O WI. 5 clef
M0/IaBaHe B EJEKTPOHEH WM XapTHEH BUJ Ha 3asBieHHE M0 oOpas3el, YTBbpPAEH OT
u3mbIHUTENHUS aupekTop Ha MAJL, myOnukyBaH Ha HHTEpHET CTpaHHIIaTa i.

(2) U3npnHuTETHATA areHus Mo JIEKapcTBaTa OCUTYPsiBa OTOPU3UPAH JIOCTHII 10 CIIHChKa
no wi. 1, T. | ¥ Ha MHCTUTYIMUTE U JuIaTa 1no wi. 5, ain. 1, T. 6, cien KaTo ChOTBETHATa
MHCTUTYLUS WIN JIUIIE MMCMEHO 3asiBU TOBA MpeJl U3IIbIHUTETHUS nupekTop Ha MAJL.

(3) Undopmanusra mo uin. 5, an. 1, T. 5 u 6 € 1oCThIIHA CaMO 332 MHCTUTYLIMUTE U JIUIATa,
KOUTO 3aIljIaliaT CbOTBETHOTO MEIMLMHCKO u3enue. MHcTuTynuuTe u aunara mno 4i. 5, ain. 1,
T. 6 HIMAT MPaBO J1a IPEJOCTABAT MOJIydeHaTa HHPOPMAIIUI Ha TPETH JHUIIA.

(4) 3asBnenue no an. 1 Morar Jia moaaBar:

1. mpou3BoMTEN HA MEAULIMHCKU U3/1E€TNS;



2. nuie, yIrbJIHOMOIIIEHO OT IPOU3BOIUTEINS;

3. pu3MUeCcKO UM IOPUANYECKO JIUIE, KOETO KOMILJICKTYBA H3/1EIHS;

4. pusnuecko WK IOPUANYECKO JIUIE, KOETO CTEPHIIN3UPA U3/,

5. ThpProBel Ha e1pO ¢ MEAULIMHCKH U31EIIHUS.

(5) Koraro 3asiBiieHueTO ce mojaBa OT YII'BJIHOMOIIEHO JIHMIIE, KbM HErO CE IMPEICTaBs U
HOTapUaTHO 3aBEPEHO IMBJIHOMONIHO. Korato mbJIHOMOIIHOTO HE € u3ganeHo B PemyOmmka
bwarapus, 3a Hero ce rpecTaBs IPeBO/I Ha OBJITapCKU €3UK, U3BBPIIEH OT MPeBojiad, KOWTO UMa
CKJIFOYEH JOTOBOpP ¢ MHMHHCTEPCTBOTO Ha BHHIIHUTE PabOTH 3a M3BBPIIBaHE Ha O(UIHATHU
MIPEBOJIN.

(6) TunbT eneKTpOHHM JOKYMEHTH U ¢aitnoBu (opmaTH, KaKTO M MpaBuUiaTra 3a
OCUTYpSIBaHE Ha JIOCTHII JI0 CIIHUCHKA IO Wi. 1, T. 1, ce myOnuKyBaT Ha MHTEpHET CTpaHMIIaTa Ha
NAIJL

Y. 10. (1) 3asBneHueTo ce nojasa upe3 MyOIMdHO OO0SBEH U JOCTHIICH €JIEKTPOHEH aJIpec
WM B JienoBoAcTBoTO Ha MAJL.

(2) 3a mogaBane u 00pabOTBaHE HA 3aABJICHUETO HE CE 3arlialia TaKca.

Ya. 11.IIpu nocrbnBaHe Ha 3asBieHue ciayxuten Ha WAJl Banuaupa JaHHUTE OT
3asIBJICHUETO 3a:

1. HaM4Me Ha MOIUC/BATUICH eJIEKTPOHEH MOJIIHC MTPH NOJaBaHEe MO EJIEKTPOHEH IThT;

2. IBJIHOTA Ha JAHHUTE,

3. 3asBEHO OOCTOATEICTBO — PErHCTpalus, NMPOMSHA WM 3aJIMYaBaHe Ha JaHHU 32
3asIBUTEIIS.

Ya. 12. KoraTo 3asBJIeHHUETO HE € U3TOTBEHO ChIVIACHO OOpasena mno wi. 9, an. 1 win He e
MOAINKCAHO C BAIUJICH €JIEKTPOHEH MOANUC (MIPH MOAaBaHE MO €JIEKTPOHEH ITbT), Ha 3asBUTENS
ce M3Mpamia B CPOK J0 5 padOTHU JJHH OT ITOCTHIIBAHE HA 3asBJICHUETO €JICKTPOHHO CHOOIICHHE
Ha TIOCOYEHHUS OT HETrO eJIeKTPOHEH aJpec ¢ yKa3zaHus 3a OTCTpaHsIBaHE HA HECHOTBETCTBUSATA.

Y. 13. Koraro B 3asBJIE€HUETO HE € MIOCOYEH EIEKTPOHEH apec, ChOOIIIEHUETO 1o wi. 12 ce
U3MpaIia 4pe3 JHIEH3UpPaH IMOIICHCKH ONepaTop KaTo MpernopbyaHa MOIIEHCKAa IpaTka ¢
oOparHa pa3mnucKa Ha ajpeca Ha 3asButens. [1o n3kmoYeHne cho0ImeHneTo mo wi. 12 Moxe aa
ce HalpaBu 1o TenedoHa UK 1o ¢gakca Ha JUIETO 32 KOHTAKTH, TOCOYEHO OT 3asBUTENS, KATO
TOBA C€ Y/I0CTOBEPSBA [0 HAYMHUTE, TOCOYEHU B ['park1aHCKUs MpoliecyaneH KOJeKC.

Y. 14. I'periky 1 HEMBJIHOTH, JOIYCHATH B JAHHUTE OT 3asBJIEHHETO ChIVIACHO oOpasena
3a JOCTBII 10 CUCTEMATa, Ce OTCTPaHsIBaT Upe3 I10/1aBaHe Ha HOBO 3asiBJICHUE.

Yu. 15. (1) Korato 3asBneHHETO OTroBapsi Ha HM3UCKBAHMSTA, TAHHUTE CE BHBEXKAAT B
nH(popmaloHHaTa cucreMa oT ciyxuren Ha MAJI B cpok o 5 pabotHu quu. EnexkrponHaTa
0a3a MaHHM TeHepupa HICHTU(UKAIMOHEH HOMEp 3a 3asBUTENS U BpeME, KOETO OTpassiBa
MOMEHTa Ha Ch3[laBaHe Ha Mpo¢ui Ha 3asBUTEINS, U U3Mpalla MOTBbPKICHUE 3a IpHEMaHe Ha
3asIBJICHUETO.

(2) TIOTBBPKIACHUETO € ENEKTPOHEH JOKYMEHT, KOWUTO ChIbpiKa JaHHH 3a BXOJASIIUS HOMED
Y J1aTa, UIeHTH(PUKAIMOHEH HOMEp U BpeMe Ha BbBEXKIaHE B eIEKTpOHHATA 0a3a JaHHH, KaKTO
1 uHpopManus 3a JOCTHII.

(3) IloTBBpKACHUETO CE M3Mpalla Ha aJpeca Ha eeKTPOHHATA TIoIa Ha 3asiBUTEIS.

Y. 16. Perucrpanusita ce cuuTa 3a U3BbpILIEHA ClIe] BbBEXKAAHE HA JAHHUTE 3a 3asBUTENS U
W3JIENUATA B €IEKTPOHHATA 0a3a JaHHU U BaJIUIMPaHe.

Yn. 17. (1) 3asBurenar e mnnwxeH aa cboOmm Ha MAJI Bcuuku mpomMeHU B 3asiBEHUTE
OOCTOSITENICTBA, CBHIVIACHETO 3a NpUEMaHe Ha eJNEeKTPOHHH CHOOLICHUS, BKIIOYUTEITHO
eneKTpoHHUs ajpec. [IpoMsiHaTa uma neiicTBUE OT MOMEHTa Ha ChOOIIaBaHETO.

(2) 3asBUTENAT € UTHhXKEH J]a aKTyalau3upa JaHHUTE B CPOK 10 7 paOOTHU AHH OT MOMEHTA
Ha HacThIIWJIaTa MPOMSHA.

Yn. 18. BeBexxnaneTo wiv npoMsiHa Ha JaHHU B CIUCHKA MO 4i. 1, T. | HA MEIUIIMHCKUTE
W3JIEJMsl Ce M3BBPIIBA OT 3asBUTEINS Upe3 BbBEXK/IaHE HA MOTPEOUTENICKO UME U Mapoia.



Ya. 19. (1) OrcrpaHsiBaHETO Ha TPEMIKM M HEMBJIHOTH, IOMYCHAaTH MPH BIUCBAHE Ha
MEIULMHCKUTE U3/I€THS B CIIUCHKA, CE U3BBPILIBA OT 3asIBUTEIIS.

(2) Ilpu ycraHoBsIBaHE Ha IPEIIKH OT IIBHKHOCTHO Juiie MAJI onpenens eqHOMeceueH CpoK
3a OTCTPAHSIBAaHETO UM.

(3) [Ipu oTKa3 32 KOPUTHPAHETO UM OT 3asIBUTEIISA WIM HEOTCTPAHSIBAHETO UM B CPOKA I10 aJl.
2 UAJI ne Basiuivpa JaHHUTE U T€ HE c€ MyOJIUKYBaTt.

Y. 20. M3nbaHuTENHATA areHIus 110 JIeKapcTBaTa MyOJuKyBa Ha MHTEPHET CTpaHUIlaTa Cu
PBKOBOJICTBO, YTBBPJAEHO OT W3NBJIHUTENHUA Jupekrop Ha WAJL, 3a BbBeXIaHE U
aKTyalu3upaHe Ha JaHHUTE B CIHCHKA, BKIIOUMTEIIHO MpaBHJaTa U YCIOBUATA, HA KOUTO
TpsOBa J1a OTroBaps BbBEXaHaTa HHPOpMAIus.

Y. 21. 3anu4aBaHeTo Ha JaHHU 3a 3asSBUTENM W/WUIU MEAULIIMHCKHU U3/ENUs, BbBEJACHU B
CIIMCBHKA, C€ U3BBPILBA:

1. cnex Banunupane ot crpana Ha MAJI Ha mosiazieHo 3asBJIeHHE 32 3aJIMYaBaHe C TOCOYBaHe
Ha OCHOBAHUE 3a TOBA;

2. mpu mpekpatsBaHe win obescuiBane neiictBuero Ha CE ceprudukar, mznagen ot
HOTU(UIMPAH OpraH;

3. crnen mocTenuia uHGOpManMs W H3BBPIIBaHE HA MpoBepka oT crpaHa Ha MAJI 3a
IIPOMSIHA Ha JINLETO, KOETO € U3BBPIINIIO BIIMUCBAHETO B CIIUCHKaA o wi. 1, T. 1.

Y. 22. 3anuuaBaHeTo 1o 4wi. 21 ce u3BbpIIBA OT IIBXKHOCTHU JIHMLIA MO0 YTBBPJAEHU OT
M3IBJIHUTENHUA qupekTop Ha NAJI BpTpenHn npaBuia.

I'naBa Tpera

OIIPEJIEJISIHE HA CTOMHOCTTA, JIO KOSITO CE 3AINUIAIIAT MEJIULIMHCKUTE
N3JIEJINA, BKIITOYEHU B CITMCBKA I10 YJI. 1, AJL. 1

Paznen I
YcaoBus U pej 3a onpeaesisHe CTOMHOCTTA HA MeAMUUHCKUTE U31eJIUs, 3AIUIAIIAHU OT
orom:kera Ha H30K

Y. 23. (1) HanmonanuaTa 3ApaBHOOCUTYPHUTEINIHA Kaca MPOBEXK/IA €KEr0THO MPoLieaypa 3a
ompeJiesiHe Ha CTOMHOCTTA, /0 KOSATO 3arulaila TPyNnd MEAUIIMHCKUA H3JCNHs, 32 KOUTO B
HOpPMAaTHUBEH aKT € MOCOYEHO, Y€ C€ OCUTYPSBAT ChC CPEACTBA OT HEWHUS OIOKET.

(2) CrotinoctTa o an. 1 ce ompexaens 3a ChOTBETHA Tpylna MEAMIIMHCKUA W3ACIHS,
OTTrOBapsllIM Ha OIpPEACICHH TEXHUYECKHM M3UCKBAHUS, B CHOTBETCTBUE C IPEIBHUICHHUTE
cpenctBa B 6romkera Ha H30OK 3a choTBeTHATa KajneHapHa roIMHA.

Y. 24. KonkpeTHute MeaunuHCKA wuzaenus, 3a kouto H3OK 3ammama, Ttps6Ba ga
OTTOBAapPST Ha CJICTHUTE U3UCKBAHUS:

1. n1a oTroBapsAT Ha M3MCKBaHUATA HAa 3aKOHA 3a MeaUIIMHCKUTE u3aenus (3MN);

2. la ca BKJIFOYEHH B CIIUCHKa 1o uil. 1, T. 1, OykBa ,,a%;

3. na usmat peructpupanu gaHau B MAJI u/unu EUDAMED 3a uHIMAEHTH/TTOTEHIIMATHA
WHIMJICHTH Tpe3 mociiequuTe 18 mecena, KakTo U 3a OJIOKMpPAaHU WIIM M3TETJICHU OT Ias3apa
MapTUIM 1O MPUYMUHHU, CBHP3aHU ¢ 0€30MacHOCTTa Ha MEIUIIMHCKUTE M3/ETUS OT TAX Mpe3
nociaenHure 18 Mecerna;

4. na ce 3arutamiat ot oo1ecTBeH (HOH/ B TOHE TPH OT AbPKaBUTE — WICHKH Ha EBponeiickus
ChI03, TIPH CBHIIUTE WHAWKAIIMK WA 3a0oysiBaHus Wik Aa ca 3amnanadu ot H30K mpes
IIOCIICAHUTE 5 TOUHU;

5. la ©MaT paHJAOMU3UPAHH KIMHUYHU U3MUTBAHUSA, OT KOUTO IMOHE €JHO 3aBBPIICHO, HIIN
M3BBPILICHA OLEHKA Ha 3JIpAaBHUTE TEXHOJIOTMM (3a M3ENusl, NMpUiIaraHu B YCJIOBHSATa Ha
OOJHMYHATA MEIULUHCKA TOMOIII, KOraTo € MPUII0KHUMO);

6. na OTroBapsT Ha TEXHUYECKUTE W3UCKBAHMS U JPYrHM YCIOBUS, I[OCOYEHH B
crenuguKanusaTa mno ai. 25.



Y. 25. (1) Ilponienypara no 10roBapsiHETO Ha MEAULIMHCKU U3JIEINs, CTOMHOCTTa HAa KOUTO
ce 3amuiama HabiHo uin yactuyHo oT H30K, ce u3BbpiiBa Ha OCHOBaTa Ha crenudukanys,
yTBbpJieHa oT Hamgzopuus ceBer Ha H30K.

(2) Cnemuduxanuara mo an. 1 ce yrBppkaaBa B cpok 10 20 aBrycT Ha ChOTBETHATa
KaJleHJapHa TOANHA U ONPEeeNsl U Ipynupa MEIULUHCKUTE U3/IeNHs, PUIaraHi B yCIOBHUATA
Ha U3BBHOOTHUYHATA ¥ OOJTHUYHATA MEIUIIUHCKA [TOMOII, TI0 TEXHHYECKH U3UCKBaHMUS.

(3) 3a wmsrorBsiHe Ha mpoekTa Ha crnenudukanusa ynpasureasT Ha H3OK Hasnavara
excriepTHa Komucus. ChCTaBbT HAa KOMHUCHSTA BKJIIOYBA CIEHHUAIUCTH C (hapMaIeBTUYHO,
IOPUANYECKO, MEIUIIMHCKO M MKOHOMHUYECKOo oOpa3oBaHHe. 3a cBosiTa paboTa KOMHUCHSATA
U3rOTBS POTOKOJIM U PELICHUS.

(4) CienmdukamnusaTa CbIbpxKa:

1. rpynu, B KOUTO Ce BKIIOYBAT METUIIMHCKUTE U3JIENINs CbOOPa3HO MPEHA3HAYCHUETO HM;

2. MOATpYNY MEAMIIMHCKU H3JeNus B paMKUTE Ha €/IHa rpyna, OmpeleieHd choOpa3Ho
MIPUIOKEHUETO UM;

3. rpyny MEIUIIMHCKY U3eNus 0 TEXHUYECKU N3UCKBaHUS B paMKHUTE Ha €/lHa TOJTrpyIa;

4. 060cO0EHU TPYIU/TIOATPYIH/TPYIU IO TEXHUYECKH U3UCKBAHUS MEIUIIUHCKU U3ICIHUS,
MpUJIaraHu:

a) B yCJIOBUSATA Ha U3BBHOOJIHUYHATA MEUIIMHCKA IOMOILLL, 3aIUIAIaHu Ha JIMLA, TOJyYUIN
paspeleHus 3a ThproBusl Ha APeOHO C JIGKApCTBEHU MPOAYKTH;

0) B ycioBusTa Ha OOJIHUYHATA MEIUIIMHCKA ITOMOIII, 3aIUIAllaHu Ha JICYCOHU 3aBe/IeHUS,
CKJIFOUMJIM JOTOBOPH 1O 4. 23, an. 1, T. 4 oT 3aKoHa 3a 3JpaBHOTO OCUTYPSIBAHE 332 OKA3BAHE
Ha OOJHMYHA MEIULIMHCKA [TOMOLI;

B) B YCJIOBUATA Ha OOJNIHUYHATA MEAMIIMHCKA MTOMOILI], 3allJIalllaHd HA MPOU3BOAUTEIN WU
THProBUM HAa €IpO C MEAMLMHCKU U3JEJIMS WIM Ha TEXHU YI'BJIHOMOILEHU IPEICTaBUTENH,
CKJIIOYHIIM JOTOBOPH 3a JOCTaBKa Ha MEIUIIMHCKYU M3ENus M0 peia Ha Ta3u Hapeaoa;

5. ycnoBHA 32 MEPUOIUYHOCT /WM KOJMYECTBA HA JOCTABIHUTE MEIUIIMHCKH H3/CIH,
3amiamanu oT H30K;

6. MakcHMaJiHa IPOrHO3HA aHAJIMTUYHA CTOMHOCT, 10 koaTo H30K 3amnaiia 3a choTBeTHaTa
rpyna/moarpymna/rpymna no TeXHHUECKU U3UCKBAHUS/TPynHTe 10 T. 4, OykBa ,,B“ U CbOTBETHUS
UM NpOrHO3eH Opoil (0ob6em) MenuUMHCKH u3nenus 3a 12-meceueH nepuon, koirto H30K
3arJanma;

7. ycI0BHSI M U3UCKBAHUS 32 IPEINUCBAHE U OTIyCKaHe Ha CbOTBETHUTE MPYIH/TOATPYIH U
TPy MO TEXHUYECKH U3UCKBAHUS.

(5) Ilpu mocturnar pazxonoedekTuBeH pe3yntart 3a 0rokera Ha H30K cnen mposenena mo
pena Ha Ta3u Hapeada MpouLeaypa, KaKTO M NpU Haluyue Ha OIOKETHH CpeAcTBa 3a
3/IpaBHOOCUTYPUTEIHH IUIAIAHUS 32 MEAUIIMHCKU W3/eNIs B pe3ysTaT Ha peajlu3upaH Io-
Manbk pasxon 3a H3OK, 3a zamnamannrte rpynu meauuuHcku usnenusd, H30K moxe na
OTIpeZIeNI CPOK 3a 3aIljIalllaHe ¥ ChOTBETHA CTOMHOCT 32 HOBHM IPYNU MEAMULIMHCKU W3]EIHS,
BKJIFOUEHHU 3a MBPBH MBT B crenuukanusTa mo an. 1 u Hezamnamanu gocera or H30K.
3amianiaHeTo Ha HOBUTE IPYNH HE MOJKE J1a HAIXBbPJIsl IPEIBUJIEHUTE ChC 3aKOHA 3a Or0KeTa
Ha H30K cpeznctBa 3a choTBeTHATa KaleHAapHa TOJIMHA.

Yn. 26. (1) o 2 paboTuu aHM ciieqy yTBbpKAaBaHEe Ha creruduKaimsaTa mo @wi. 25, ar. 1
H3OK nmybnukyBa Ha MHTEPHET CTPAHMIIATA CH ITOKaHA KbM IIPOU3BOIUTEINTE UITU THPTOBIIUTE
Ha e/Ipo ¢ MEAMIIMHCKH U3ENUs U/UIN TEXHUTE YITbIHOMOIIEHU MTPEICTaBUTENHN 3a y4acTue B
IIpoLEeayparTa o OIpenessHE Ha CTOMHOCTTA 1Mo 1. 23, ai. 1.

(2) Ilokanara o an. 1 ceabpxka:

1. mpenMeT Ha mporeaypaTa — MEAUIIMHCKY U3/I€TIHS, BKITFOYEHU B CHICIIU(PUKAIUATA 110 JI.
25, am. 1;

2. U3UCKYyEeMHU JOKYMEHTH OT YYaCTHUIIMTE ChIJIAaCHO all. 3 U 4;



3. MSICTO, HAQUMH M KPAaeH CPOK 3a IMOoJIaBaHE Ha MPEJIOKEHUS — JTIOKYMEHTH 3a y4acTHE B
npolenypara, KaTto CpOKbT He MOXKeE J1a ObJie MO-MaTbK OT 15 paboTHM IHU OT MyOJIUKyBaHE
Ha MIOKaHara;

4. nure, TenedoH U eNeKTpoHEeH aapec 3a KoHTakT B H30K.

(3) 3a yuactue B iporieaypata mo wi. 23, ai. 1 3a BKJItoUBaHe Ha HOBU MEIUIIMHCKU U3CIIHS,
kouto H30OK He e 3arutamiana npu mnocieaHara poBeeHa npoueaypa, Ipou3BOJUTEINTE WIN
THPrOBIUTE HA €IPO C MEAMIIMHCKH U3/IENINS U/UIU TEXHUTE YIIbIIHOMOIIECHH IPEICTaBUTENN
nogasaT B H30K 3asiBnenue, KbM KOETO MpUIIAraT CJICIHUTE JOKYMEHTH:

1. naHHU 3a eIWHEH WICHTHU(PHUKAMOHEH KOJl Ha JPY>KECTBO/KOOMepalusi OT ThPrOBCKHS
pPEerucTbp; 3a APYKECTBA, PETHUCTPUPAHU B JIPYTU IbPKABU — U3BJIEUEHUE OT THPIOBCKHUS
PETUCTBP WU CXOJEH JOKYMEHT IO HallMOHAIHOTO 3aKOHOATEJICTBO Ha ChOTBETHATA IbPrKaBa
Ha MPOU3BOUTENS WM THPTOBEIIA Ha €JPO C MEAUIIUMHCKH U3JIEIHS, U3/1aJICHU OT KOMIIETEHTEH
Oopran He MO-KbCHO OT 6 Mecella Ipeau IOJaBaHE Ha 3asBICHUETO; HHpOpMaIusaTa ce
MPEAO0CTaBs 3a MPOU3BOIUTENSI HA MEAUIIMHCKHA U3/CINIUs, a B CIIy4aill ue MpeJIoKEHUETO Ce
M0/1aBa OT THProBEll Ha AP0/ yIIBIHOMOIIIEH IPEICTaBUTEN — U 3a TAX;

2. HOTapuajgHO 3aBEPEHO MBJHOMOIIHO, B CiIy4ail Ye 3asBJIEHUETO C€ I0AaBa OT
MPEJICTAaBUTENl HA MPOM3BOAUTENS WIU THProBella Ha €ApO; KOraTo MBJIHOMOIIHOTO HE €
u3nazeHo B Peny6nuka beirapusi, 3a Hero ce npejcrass NpeBo/l Ha OBbJIrapcku 31K, U3BbPILIEH
OT MpeBOJaY, KOUTO MMa CKIIOYEH JOroBOp ¢ MUHHCTEPCTBOTO HAa BBHIIHUTE paboTH 3a
W3BBpIIBAHE Ha O(UIMATHH TPEBOJU; B IIBIHOMOIIHOTO CJeABa Ja OBJAT IMOCOYCHU
KOHKPETHUTE MEIUIIMHCKHU U3eIus, 32 KOUTO MPEJCTABUTEIAT € YII'bIHOMOIIEH;

3. IOKYMEHT, yJIOCTOBEPSIBAII] TPABOTO UM JIa THPT'yBaT C MEAUIIMHCKU U3/IEIHS, U3Aa/ICH OT
KOMITIETEHTEH OpraH Ha CbOTBETHATa IbpKaBa, a KOrato TakbB e uznajaeH ot MAJL, ce mocousa
HeroBuat Homep U H30K ciyxebHO chOupa u nmpoBepsiBa CbOTBETHATa MH(POpMaLUs; TaKbB
JOKYMEHT HE C€ M3UCKBA, aKO 3asBUTENAT € MPOU3BOJAUTEIN, YCTAHOBEH Ha TEPUTOPHUSATA HA
Penrybnmka beirapusi, ceriacHo wi. 77, an. 2 or 3MU;

4. HDOKyMEHTaIUs, 4pe3 KOATO ce JI0Ka3Ba, 4e MEAMIIMHCKOTO H3JeJHe OTroBaps Ha
TEXHUYECKHUTE U3UCKBAHMSI, IOCOYCHHU B crienupuKanusaTa mo wi. 25, an. 1: ceprudukar 3a CE
MapKUpOBKa OT HOTH(HIIMPAH OPraH — HOTAPUAIHO 3aBEPEH; JEKJIapalus 3a ChOTBETCTBUE,
W3/1aJiecHa OT TPOM3BOAMUTENS Ha MEIUIIMHCKOTO U3JIeNMe; WHCTPYKIUS 3a yrmoTpeda 3a
MEIHUIIMHCKOTO M3JIeHe Ha OBIrapcKu €3UK; YBEOMIICHHE 3a TyCHATH Ha Ma3apa u/unu Gpopma
3a MpeaocTaBsiHe Ha WHGOpMAIUs 3a MyCHAaTH B JEHCTBHE Ha TepuTopusita Ha PemyOnuka
boearapust MeTMIIMHCKY WU3/1€TUS;

5. W3BJICUEHHUE OT KATaJIOT 3a BCHYKHU 3aSBEHM MEIUIIMHCKU H3JENIHs C TMOCOYBaHE Ha
KaTaJIoXKeH HOMeEp 1o Wi. 5, an. 2, T. 15 Ha mpeanaraHoTo MEIUIMHCKO U3JENIHE, KOETO Ce
UJEeHTU(DUIIIPA C THPTOBCKOTO My HAUMEHOBAHHUE, CbOTBETCTBAIIO HA YHUBEPCATHUS KOJI UJIH
UACHTH(PHUKATOP, C KOETO TOBA M3/ENUE € BIHCAHO B CIIUCHKA MO 4. 5, ai. 1;

6. nndopmanus, npenocraeHa ot MAJL, otHocHO peructpupanu aanau B MAJI w/unm
EUDAMED 3a uHIUIEHTH/TIOTEHIMAIHNA HHIUAEHTH ¢ MEIUIIMHCKOTO M3JEINE, KAKTO U 3a
OJIOKMpAaHU UM U3TETJICHH OT Tazapa MapTUAM mpe3 nociaeanute 18 mecena;

7. nexjapanusi, Y€ ChbOTBETHMSIT YYaCTHHUK MOXE J1a OCUTYpU HEOOXOIWMHUTE KOJIUYECTBA
MEJUIIUHCKYU U3JIEITHS;

8. Jexnapanusi, Y€ CHOTBETHHMAT YYaCTHUK MpHeMa YCJIOBHUSTA M M3UCKBAaHUATA Ha
MyOJMKYBaHUSI TPOEKT Ha JOTOBOP — MPWIOKUM TMPU KaHIUAATHUTE, 3asBUIN TPYIH
MEIUIIMHCKU H3AETUS/TOATPYIH/TPYIU MO TEXHUYSCKHU M3UCKBAHUS O Wi. 25, an. 4, 1. 4,
OykBa ,,B*“, KOMTO BKJIFOYBA YCIOBUSATA 3a JOCTABKA, 3a 3allall[aHe Ha METUIIMHCKUTE U3/IEIHS,
3a MpejacTaBsHe Ha OaHKOBA TapaHIUs U JIp.;

9. mpeiaraHa 1ieHa Ha MEIULIMHCKOTO U3JIEJIHE;

10. neknapanus 3a HATMYME HA U3UCKBAHUATA 1O 4. 24, T. 4 ¢ NOCOYBAHE HA KOHKPETHUSA
oOmecTBeH (pOH HA CHOTBETHATA IHPIKABA;



11. moxazaresicTBa 3a M3ITBIHEHNE HA N3NCKBaHUATA 110 wiI. 24, T. 4 1 5.

(4) 3a yuactue B mpoueaypara mo wi. 23, an. 1 3a BKJIOUBaHE HAa MEIMLIUHCKU W3JEIHS,
onpeaenenu 3a 3amwiam@aHe ot H3OK npu nocnennara mpoBeaeHa mpoleaypa,
MPOU3BOJIUTEIIUTE WIH TBHPrOBIUTE HA €IpO0 C MEAWIMHCKH W3JCNUsS W/HIN TEXHUTE
ybiIHOMOIIeHH npezacTtaButenu noaasatr B H30K 3asBneHue, kbM KOETO MpUiiarat ciaeaHuTe
JIOKYMEHTH:

1. uadopmanus, npenoctaBeHa ot MAJI, otHOocHO peructpupanu ganHu B MAJIL w/wnm
EUDAMED 3a uHIUIEHTH/IIOTEHIMAIHNA HHIIMAEHTH C MEIAIIMHCKOTO HU3EINE, KAKTO U 3a
OJIOKMpaHU WJIM U3TETJICHU OT Ma3apa NapTuau rnpe3 nocieanure 18 mecena;

2. nexJiapaius oT 3asiBUTENIS, Y€ HE € U3TEKbJI CPOKBT HAa BAJIMTHOCT HA JIOKYMEHTHUTE 1O aJl.
3, T. 4, IPWIOKEHU O MOCJIeIHATa MPOBEJAEHA MPOLEaypa; B CllydauTe, KOraro CpoKbT Ha
BAJIMTHOCT HA TE€3HU JIOKYMEHTH € U3TEKbJI WU € HACThIIUIIA Ipyra MPpOMsHa B OOCTOSITEJICTBATa
OTHOCHO CHOTBETCTBHETO Ha MEIUIIMHCKHUTE U3/ICTHUS C TEXHUYECKUTE U3UCKBAHUSI, 3aIBUTEIIST
ce 3abJDKaBa J1a MPEACTaBU ChOTBETHUTE HOBOU3/IA/ICHU JOKYMEHTH;

3. nmexsapainus, 4e CHOTBETHUAT YYACTHHUK IIpHEMa YCIOBHUSTA W HM3UCKBAHUATA Ha
myOIMKyBaHUS TPOSKT HA JIOTOBOPp — MPWIOKHM TIPU KaHAWJATHTE, 3asABWIH TPYIU
MEIUIMHCKU H3AETUS/TOATPYIH/TPYIU MO TEXHUYECKU M3UCKBAHUS MO Wi. 25, an. 4, 1. 4,
OykBa ,,B“, KOMTO BKJIIOYBA YCIIOBHUSATA 3a IOCTABKA, 32 3aIUIAIAHe HAa METUITUHCKUTE U3/ICTTHs,
3a rpejacTaBsHe Ha OaHKOBA rapaHIus U JIp.;

4. mpejyiarana 1eHa Ha METUIIMHCKOTO U3JIeTHue.

(5) YopaBurensat Ha H30K yTBbprk1aBa 00pa3iu Ha 3asBICHUS U JEKIapaliy, a B CIy4anTe
mo wi. 25, ai. 4, T. 4, OykBa ,,B“ 1 00pa3el] Ha MPOSKT Ha JOTOBOP, KOUTO Ce MyOIMKyBaT Ha
untepHeT ctpanunara Ha H30K 3aenHo ¢ nmokanara o ai. 1.

(6) IIpemnoxenara neHa mo an. 3, 7. 9 u an. 4, 7. 4 He MOXe Aa ObJIe MO-BUCOKA OT
MpoJakHAaTa IIeHa 3a ChOTBETHOTO U3/I€JINe ChITIACHO Wil 5, ail. 2, T. 23.

(7) Besiko MeaUIMHCKO HM3JEIue MOXe Ja ObJe 3aiBEHO CcaMO 3a €JIHO TEXHHUYECKO
W3HCKBaHE.

Yn. 27.(1) Ilpouenypara mo moroBapsiHe Ha cToWHOCTTa, A0 Kosito H30OK 3amnamia
KOHKPETHH MEIWLMHCKU W3JEeNHsl, NpUHAMJIekKAUM KbM €Ha TIpymna, ce€ MpoBexAa OT
eKCIIepTHAa KOMUCHS, Hapu4yaHa MO-HaTaThK ,,KOMHCHATA®, Ha3HA4Y€HAa OT YIpaBUTES Ha
H3O0K, cnen nztnuane Ha cpoka 3a MoJIaBaHe HA JOKYMEHTHUTE 33 Y4aCTHE B JIOTOBApPSIHETO.

(2) CbcTaBbT HAa KOMHUCHSATA BKIIOUBA CHEIUAIMCTH C (apMalleBTUYHO, IOPUIUYECKO,
MEIUIIMHCKO K MKOHOMUYECKO 00pa3oBaHue. 3a CBOsITa paboTa KOMUCHSATA U3TOTBS TPOTOKOIU
Y pEIICHHS.

(3) B creraBa Ha kKoMucHsTa ce BKIOYBaT TpuMa BeHITHY 32 H30K excnieptu, onpeneneHu
¢ pemienne Ha Hanzopuus ceetr Ha H30K.

(4) BpHIIHUTE ekcriepTH Mo al. 3 Morar jJa ObaaT Julla ¢ IPUITIECKO, METUITUHCKO WU
MKOHOMHYECKO 00pa3oBaHHeE.

(5) UnenoBeTe Ha KOMHUCHSTA MOANKCBAT JACKJIapallys, Y€ He ca CBbP3aHu JIMIA TI0 CMUCHIIA
Ha § 1, T. 1 or THproBckus 3aK0H ¢ MPOU3BOIUTEIUTE UITH C THPTOBIIUTE HA €IPO C METUIIMHCKU
W3JIEJIHS/TEXHUTE YIIBIIHOMOIIEHH MPEACTaBUTEIH.

Yn. 28. (1) [Ipemynoxenusara ce mpeCTaBIT B 3aMie4aTaH HEMPO3paUueH UMK OT KaHIuaaTa
JUYHO WK TIO TIOIIAaTa ¢ MPEenopbhuaHo MUCMO ¢ 00paTHa pasnucka. BepXy mimka KaHAuIaThT
MIOCOYBA aJIpec 3a KOPECHOHIEHIHS, Telae(oH, (aKc U eJIEKTPOHEH aJpec.

(2) Kanaumature mpeacTaBsT IIEHOBOTO MPEUIOKEHHUE B OTAeNeH 0003HAYeH HEeTPO3paueH
3areyvaraH MK, MOCTABEH B IUTMKA C MPEIOKEHUETO.

(3) Ilpu nmpuemaHe Ha MPEATOKEHUETO BHPXY IUIMKA C€ OTOENSA3BAT MOPEIHUAT HOMED,
JaTaTa ¥ 4achT Ha TOJIy9aBaHETO U TE€3H JIAHHH CE 3aITMCBAT BbB BXOAI PETUCTHD.

(4) He ce mpuemar mpeyiosKeHus], MPEJCTABCHH CJIe]] U3TUYAHETO HA KPaWHUS CPOK MU
MOJa/ICHH B He3areuaTaH, Mpo3padeH UMK WIH B IUIMK C HAPYIIIEHA ISUIOCT.



Y. 29. (1) Komucusita u3BbpIIBa OIEHKAa Ha IMOJAJICHUTE JOKYMEHTH, KOMUTO CJIE/IBA Ja
yIOCTOBEPSBAT U3IBJIHEHUETO HAa BCHYKHU 3aJ0’KEHU M3MCKBAHMS, B T.4. 32 Kau€CTBO, KaTO
ChOTBETHATa JOKYMEHTAIUs, YAOCTOBEPSABaIlla M3IIBIHCHUETO MM, C€ PasriiekKia M OICHSIBA
KOMILJIEKCHO.

(2) 3acenanusaTa HAa KOMHCHITA CE TIPOBEXK/IAT, AKO HA TAX MPUCHCTBAT MMOHE TPH YETBBPTH
OT YJICHOBETE M.

(3) Pemenusita Ha KOMHCHATA C€ B3eMaT C MHO3WHCTBO IIOBEYE OT €IHA BTOpa OT
MPUCHCTBALIUTE YieHOBE. YeHOBETE HA KOMUCHITA HE MOTaT Jia C€ Bh3IbPKAT OT rjIacyBaHe.

(4) Ilpm xoHCcTaTHpaHU HENBIHOTH W/WIW TIPOIYCKH B TIOJaJeHATa JOKyMEHTAIUs
KOMHUCHSTA YBEIOMSBAa CHOTBETHHSI YYaCTHUK U JaBa CPOK OT 3 pabdOTHU JHH 32
OTCTPaHSBAaHETO UM H/WIIM 32 MPEIOCTABSIHE HA JOITBIHUTEIHA HHGOPMAIIHS.

(5) Komucusita He 1onycka /10 y4acThe B JOTOBAPSIHETO KaHAUJIATUTE, YAUTO MPEIIOKEHUS
HE OTroBapsT Ha HW3HMCKBAaHUATA, OINPEICICHH C YTBBpACHATa JTOKYMEHTAaIlUs, KaKTO U
KaHJIMJATUTe, KOWTO HE Ca OTCTPAHWUIM HEPEIOBHOCTHTE W/WIM HE ca MPEIOCTaBHIU
JOMBJIHATETHATA UH(OPMAIIUS B OTIPEICTICHUS CPOK.

(6) Komucusita M3roTBsi MPOTOKOJ, B KOWTO OTpa3sBa MOCTBHIUIUTE MPEII0KECHUS,
U3BBpIICHATA OIEHKA Mo an. | u pe3ynratute oT Hes. Hepa3genHa yact oT mpoTokosia ca u
MPEAJIOKEHUTE HAM-HUCKU 1I€HU 32 CbOTBETHUTE TPYIH MEAUIIMHCKU U3IEIHS 110 Wi. 25, ai. 4,
T. 4, OykBH ,,a"“ U ,,0%.

(7) B cpok ot 3 pabOTHH JTHH OT H3TOTBSHETO HA MMPOTOKOJIA TI0 all. 6 KOMUCHSATA YBEAOMSIBA
KaHAWJIATUTE, YUUTO MPEUIOKEHUS He OTTOBAPAT HAa M3UCKBAHUATA Ha WiI. 26, ai. 3 u 4, 4e He
ca JIOIyCHATH JI0 y4acTHUE B MPOIEAypaTa, C IOCOYBAHE HA ChOTBETHU MOTHUBH.

(8) Komucusra mybnaukyBa Ha unTepHeT ctpanuuata Ha H30K undopmanus 3a:

1. momycHaTUTE 10 HOTOBAPSHETO YYACTHUIIM IO BXOJSIIA HOMEpa Ha 3asBJICHUATA UM U
ChOTBETHATA rpyma MEIULUHCKU U3JIENHs, 32 KOATO ca JOMYCHATH;

2. IPeI0KEHUTE Hall-HUCKH 1IEHH 32 CbOTBETHUTE TPYNH MEIUIIMHCKU U3JIETUs 10 4JI. 25,
an. 4, 1. 4, OykBH ,,a*“ u ,,0°;

3. nataTa u rpaduK, 1o KOMTO IIe Ce MPOBEE TOTOBAPSIHETO HA OTCTHIIKH OT I[EHUTE 110 YJI.
26, an. 3, T. 9 m an. 4, 1. 4, 32 yYaCTHULIUTE, 3aABWIM TPYNH MEIULMHCKHU U3JI€TUs 110 4. 25,
an. 4, 1. 4, OykBu ,,a“ 1 ,,0%;

4. narata u rpaduk, MO KOWTO IIIe ce OTBApST IICHOBUTE MPEATIOKEHUS 32 YYaCTHHUIIUTE,
3asIBUJTU TPYIHU MEAUIIMHCKU U3AeNus 1o wi. 25, an. 4, 1. 4, Oyksa ,,B“.

(9) 3a Bcsika rpyna MEIUIIMHCKH U3AETUS JOTOBAPSHETO CE MPOBEXK/A B €IUH U ChHII[ JICH C
JOTTYCHATUTE YYACTHHIIH 110 MPEABAPUTEIIHO OOSIBEHUS TpaduK.

Y. 30. IIpouenypara no noroBapsiHe Ha OTCTBIIKH OT MPEAJIOKEHUTE [IEHU CE IPOBEXK/IA B
cpok 10 paGoTHU AHM OT MyOJIMKYBaHETO Ha rpaduka mo 4. 29, an. 8, 1. 3 u 4.

Y. 31. (1) C Bceku OT JOMYyCHATUTE YYACTHHUIIH, 3aBUIHM TPy METUITUTHCKU U3IEIHS TI0
. 25, an. 4, 1. 4, OykBH ,,a*“ 1 ,,0, KOMHCHSTA TTOAMKCBA JBYCTPAHEH MTPOTOKOJ, B KOUTO Ce
OTpa3siBaT MEIULIMHCKUTE U3/EIINs MO TPYIH, IPEJI0KEHATA LIEHA, HAIIPABEHOTO OT y4YaCTHUKA
MpEeAJIOKEHUE 3a OTCTHIIKA OT IeHata mo wi. 26, ain. 3, T. 9 u an. 4, T. 4 U MOCTUTHATaTa
OKOHYATEJTHA IIeHA.

(2) B npotokona no an. 1 ce BOUCBAaT ¥ ThProBLUUTE Ha €p0, KOUTO Ca OMPAaBOMOILEHU OT
MIPOU3BOIUTENIUTE WA THPTOBIIUTE HA €APO C MEIUIIUHCKU U3JICHS/ TEXHUTE YIIBIIHOMOIIEH!
MPEACTABUTENN Ja JOCTABAT BIUCAHWTE B TMPOTOKOJIA MEAWIIMHCKH H3JEIHUs, ako Te ca
pa3IMYHU OT 3asIBUTEIIUTE.

Y. 32. (1) Komucusara orBapsi 1IeHOBUTE NPEUIOKEHHS] Ha YYACTHULIUTE, 3aSBUIU TPYIU
MEIUIIMHCKHU U3Jenus mo 4. 25, an. 4, T. 4, OykBa ,,B“, B TSIXHO npuchkcTBUE. [Ipeacenarenst
M JIBaMa YICHOBE Ha KOMHCHATA C€ IOJIMUCBAT BBPXY BCAKAa CTPAHUIIA OT IIEHOBOTO
MpeAJIOKEHHE.



(2) JomyckaT ce npeioKEeHHUITa Ha YYaCTHUIUTE, 3asSBUIM paBHA WUJIU MO-HUCKA LI€HA OT
CTOMHOCTTA 110 4. 25, ai. 4, T. 6.

(3) Komucusita o0sBsiBa Hali-HICKaTa IIeHa 32 ChOTBETHATA IpyNa MEAUIIMHCKU U3JIEIUS U
JlaBa Bb3MOXHOCT Ha JIOIIYCHAaTUTE yYAaCTHUIM 32 JIOTOBapsIHE HA OTCTHIIKU OT MPEAJIOKEHNATA
o ai. 1.

(4) Komucusara u3BbpiiBa KOMIUIEKCHA OLEHKA Ha IMPEAJIOKEHUATA U B CHOTBETCTBUE C
pe3ynTaTuTe OT Hesd Kiacupa Hail-pa3xonoedeKTUBHUTE OT TSIX IO TPYNH, ONpeAens T 3a
3aIuIalaHe Ha MPOU3BOAUTEN/THPrOBEll HA €APO/YITbIHOMOIICH MPEACTABUTEN MIPU CTOMHOCT
100 na cTo.

(5) Korarto 3a HAKOA OT TpyNUTE/MOATPYHNUTE/TPYNH TO TEXHUYECKH W3MCKBAHUSA
MEIUIIMHCKN M3/ETUsl UMa MPEJIOAKEHHS, KOUTO HEe TOoMajaT B XUIOTe3aTa Ha al. 4 u ¢ 1en
oOe3neyaBaHe Ha JIOCThIIa HA 3/JPAaBHOOCHUTYPEHUTE JIMIA JO BCHYKH TpPyNd OT
crenuduKanusaTa mno wi. 25, an. 1, koMmucuaTa Moxe J1a TOMMYCHE CBIIUTE, KaTo I'M ONpeAeIu 3a
3arUlamaHe Ha JiedyeOHM 3aBeleHHs 3a OOJHWYHA METUIIMHCKAa moMoml. B Te3m ciydam
U3MBIHUTENUTE Ha OOJMHUYHA MEIUIIMHCKA MOMOII HE MOrar Ja 3aKylyBaT MEIUIUHCKUTE
W3JIeIMs Ha LIEHHU, TI0-BUCOKHU OT OIIPEeNIeHaTa 0 pe/ia Ha Ta3u Hapeada CTOMHOCT 1o uil. 25,
aim. 4, 1. 6.

Ya. 33. (1) B cpok ot 7 paboTHM AHHM OT MPOBEXKAAHETO HA Tpoleaypara mo wi. 23, amu. 1
KOMHUCHSITA H3BBPIIBA OICHKA M W3TOTBS 3aKIIOUUTENIECH MPOTOKOJ, B KOWTO IOCOYBA
CTOMHOCTTA, KOSITO 3alUiamia 3a BCAKAa TpylNa MEIWIUHCKH HW3IeNUs/TOArpyna/rpyna 1o
TEXHUYECKU U3MCKBAHHUSI.

(2) Komucusta npencraBsi 3aKJIIOUMTENHMSI HPOTOKOA upe3 ynpasurens Ha H3O0K 3a
yrBBpkaaBane oT Hagzopuus csBer Ha H30K.

(3) Cnen yrebpxkaaBaneto o aji. 2 H30K 00sBsiBa Ha MHTEpHET CTpaHUIIATa CH CTOMHOCTTA
3a BCsKa rpyrna MEAUIIMHCKH U3/IeTIHS, KOSITO 3aIuialia HallbIHO WM YaCTUYHO.

(4) B cpok n10 3 paGoTHU HU ciiell OOsBsIBAHE HA CTOMHOCTTA MO ajl. 3 yYacTHUIIMTE B
mpoleaypara, 3asBWIM CHOTBETHH TPYNU MEAMIMHCKH H3ACIUS/TIOATPYIH/TPYNHA 110
TEXHUYECKH U3UCKBAHUS 110 Wi. 25, an. 4, T. 4, OykBH ,,a* 1 ,,0°, mucmeHo 3asBsBar npeg H30K
KEJIAaHUETO CU ChOTBETHOTO/UTE MEUIIMHCKO/U N3/IeNne/s1, BIMCAaHO/U B IPOTOKOIA 1o ui. 31,
an. 1, ma Opae/ObpAaT 3aruiamano/u cbe cpeAacTBa oT Oromkera Ha H30K, karo moamucear
JeKsapanus no odpasel, yrBbpAeH ot ynpasurens Ha H30K.

(5) B cpoka mo an. 4 yqaCTHUIIMTE, 3aBIJIM CHOTBETHU TPYITH MEIUIIMHCKU U3JIETTUS 10 YII.
25, an. 4, 1. 4, OykBa ,,B“, mpeAcTaBWIN Haii-pazxonoedekTuBHU 3a Oropkera Ha H30K
npenioxenus, ckmousar gorosopu ¢ H3OK, xouto BkmouBar ompenenenute or H30K
CBhOTBETHHU YCIIOBHSI 3a JIOCTaBKa, 3a 3aIljlalllaHe Ha MEIUIMHCKUTE U3/IeNIH1s, 3a PEeCTaBsIHe
Ha OaHkoBa rapanuus u 1pyru. Hepasznenna yacT ot T€3u JOTOBOPU € MEXAaHU3MBT MO 4il. 45,
asl. 35 or 3aKoHa 3a 3JpaBHOTO OCUTYPSIBAHE.

Yn. 34. (1) Cnen npuxirouBane Ha nporneaypata mo wi. 23, ain. 1 H30K cwecraBsa cniucsim
C TPYNHpaHH U ONPE/IeTIeHN KOHKPETHH MEAULIMHCKY U3/1€Hsl, KAKTO U CTOWHOCTTA, 710 KOSITO
H3OK ru 3amnama, kouto BiIM3aT B cuja OT | stHyapu Ha ciie/iBaiara KaJeH/1apHa TouHa.

(2) Korato ciucbuure o ai. 1 He ObJaT CbCTaBEHU U YTBBPCHU B CPOKOBETE, ONPEACTICHN
B Ta3u Hapenda, Te mnpoabkasar neiictBuero cu u H30K mpogbmxaBa na 3amiamia
MEIULMHCKUTE U3IENNs 1O CTOMHOCTUTE W IIPHU YCJIOBMSTA, ONPEAECIECHU IPU IOCIEAHATA
MpoLEypa, Bb3 OCHOBA Ha KOSITO T€ Ca ChCTAaBEHHU.

(3) Haumonannara 3apaBHOOCUTYpPUTENIHA Kaca MyOJMKyBa Ha MHTEPHET CTPaHUIIATA CH
CHUCHLNTE MO all. 1, ChOTBETHUTE CTOWHOCTH, A0 KOMTO 3aIUlallla, U YCJIOBHS MO TAXHOTO
MIpHUJIaraHe.

Pazpen 11



YcaoBusi 4 pej 3a onpejiesisiHe CTOHHOCTTa HA MeTMIMHCKUTE U3/1€eJIHsA, 3aNJIAIAHU OT
AbpPKABHUSA OI01KeT N3BBH 00XBaTa HA 32IbJLKMTETHOTO 3IPABHO OCUTYPsSIBaHe H OT
Or01:KeTa Ha JleyeOHUTe 3aBedeHus o wi. 1, 1. 1, 0yksa ,,B“

Y. 35. (1) MuHucTepcTBOTO Ha 37paBeONa3BaHETO IOTOBaps MEIUIIMHCKU H3AENus, 3a
KOUTO B HOPMATHBEH aKT WJIH B 001 aIMUHUCTPATUBEH aKT € TIOCOYCHO, Y€ CE OCUTYPSIBAT ChC
CPEICTBA OT AbP>KaBHUSI OIOJIKET.

(2) MuHUCTEPCTBOTO Ha 37paBEONa3BaHETO OCUTYpsBa MEIULIMHCKUATE U3/EMs 110 al. 1 B
CHOTBETCTBUE C MPEABHUICHUTE CPEACTBA B OI0/)KETa CH 32 ChOTBETHATA KaJIeHJapHa TOJ1HA.

Y. 36. JleueOunre 3aBenenus mo 4. 5, an. 1 3JI3 u meuebuure 3aBegenns mo 4. 9 u 10
3JI3 ¢ appkaBHO W/WIKM OOMIMHCKO y4yacTHe B KallMTaia JOroBapsT MO pefa Ha 3akoHa 3a
obmectBennte nopbuku (30I1) MenuIMHCKUTE W3S, HEOOXOIMMU 32 OCBHIIECTBSIBAHE HA
CBOSITA JECUHOCT.

Y. 37. (1) MenuuuHCKUTE U3AEITHS, KOUTO MOTaT Aa ObJaT 3aIulalllaHd ChC CPENICTBA OT
IbpKaBHUS OIOIKET upe3 Orokera Ha M3, TpsiOBa 1a OTrOBapsT Ha CIEIHUTE U3UCKBAHUS:

1. na orroBapsT Ha U3MCKBaHusITa HAa 3MU;

2. 1a ca BKJIIOUEHH B cluchKa rmo ui. 1, 1. 1, 6ykBa ,,0%;

3. na usama peructpupanu ganau B MAJI w/mwm EUDAMED 3a uHIMICHTH/TIOTCHIMATHHA
WHIUACHTU TNpe3 nocieqHuTe 18 mecena, kakTo U 3a OJIOKUpaHHU WM U3TETJICHH OT masapa
NapTUIM IO NIPUYMHHU, CBBbpP3aHM C OE30MACHOCTTa HA MEIULMHCKUTE W3AENus Ipe3
nocneanute 18 mecerna crriiacHo npeaoctaBeHa ot MAJI undopmanus;

4. na ce 3amjamar B MOHE TPU OT AbpXKaBUTE — WICHKUM Ha EBponeiickus cbio3, upes
CbOTBETHUTE UM CHCTEMH 3a 3aIllallaHe ¢ MyOJMYHU CpEeACTBa WU CHOTBETHUTE UM
3/IpaBHOOCUTYPUTETHHU (POH/IOBE.

(2) U3uckBanero no ai. 1, T. 4 He ce mpuiiara 3a MeJUIIMHCKAaTA arnapaTypa.

Yn. 38. (1) MuHHCTEpCTBOTO Ha 3[IpaBEONa3BaHETO JIOTOBApPsS KOHKPETHUTE MEIUIIMHCKHU
u3aenus o wi. 35 no pena Ha 3011

(2) Cneundukanusra 3a KOHKPETHUTE MEAWIUHCKHA H3JIENUS U TEXHHUTE KOJIMYECTBA CE
W3TOTBSI OT KOMHUCHS, OMpesiesieHa ChC 3aloBe]l HA MUHUCTHbpPA Ha 3/IpaBEOIa3BaHETO, KOSITO
BKJTFOYBA MEJUIIMHCKHU CHEIUATMCTHA, UKOHOMHUCTH U FOPHUCT.

Y. 39. Llenara, KosTO € IOTOBOpEHa, HE MOKE J1a HaJBUIIIaBa 00sIBEHATa B CIIMCHKA IO YIL.
1, T. 1 mpoxakHa 1eHa 1o wi. 5, aji. 2, T. 23 3a KOHKPETHOTO MEIUIIMHCKO U3JIEIHE.

Pazpen II1
Ycii0Bus U pel 3a onpejiesisiHe CTOHHOCTTA HA MeAUIIMHCKUTE U3/1eJIUs U
BHCOKOCICIMAJIN3MPAHU aNlapaTH/ypean 3a HHAUBHAYAJIHA ynoTrpeda oT 00XxBaTa Ha
Hapen0ara mo 4. 82, ain. 6 or 3akoHa 3a 31paBeTo

Y. 40. (1) Hanmonanuara 3jpaBHOOCHTYPHUTEIIHA Kaca MPOBEXkIa €KEroIHO Tpolieypa 3a
ompejieNsHe Ha CTOWHOCTTa Ha  3aljallaHe Ha  MEAWIMHCKUTE M3AeNus U
BHUCOKOCTIELIMATIM3UPaHU anapaTH/ypean 3a UHAUBUAYyalHa yoTpeba oT o0xBaTa Ha Hapeadara
o wi. 82, an. 6 ot 3akoHa 3a 3apaBeTo (33), KOUTO ca 3araniaHy ¢ MyOJTUYHU CpPeICTBa Mpe3
MpeaXo/IHaTa KaJleHIapHa TOInHA.

(2) Hammonannata 31paBHOOCHTYPUTENHA Kaca MPOBEXJa Ha TPUMECEUHe WIH B JIPYTH
CpPOKOBE MpOLEAYpH IO JOroBapsiHE 3a OINpejeNisHe Ha CTOMHOCTTAa Ha 3alvlallaHe Ha
MEIUIIMHCKUTE W3JEeNUs M BUCOKOCICIUANM3UPAHU arapatu/ypeaud 3a WHIAWBHyalHA
ynoTpeba oT o0xBaTa Ha HapeabaTa 1mo 4wi. 82, ait. 6 ot 33, KOUTO He ca 3aIjIallaHy ¢ MyOJIMYHA
CpeAcTBa IMpe3 MpenxojHara KajleHaapHa roauHa. Ilpomenypure ce mnpoBexgaT mpu
BB3HUKHAIA HEOOXOIUMOCT M C€ OPTaHM3HMpaT MO HAYWH U B CPOKOBE, KOWTO HE HApyIIaBaT
CBOEBPEMEHHOCTTA Ha JICYEHUETO Ha MaIlUeHTUTE.



Yn. 41. MeaguuMHCKUTE W3ACIHs W BHCOKOCICIHAIM3UPAHUTE arapaTu/ypead 3a
WHIUBUAYaIHA yoTpeda ce 3aruramat/Jonamar ¢ Tpaicdep OT AbpKaBHUS OI0DKET upe3
Oromxera Ha M3.

Ya. 42. MequIMHCKATE U3JCTUS W BHUCOKOCHEIHMAIM3UpPAHUTE amapaTu/ypenu 3a
WHIUBUAYaIHA yioTpeOa TpsaOBa Aa OTrOBapsT Ha CIETHUTE U3UCKBAHUSA:

1. na orroBapsT Ha U3KMCKBaHusITa Ha 3MU;

2. la ca BKJIFOYCHH B CIIUCHKa 1Mo wi. 1, T. 1, OykBa ,,0°;

3. na usmat peructpupanu ganau B MAJI u/unmu EUDAMED 3a uHIMACHTH/TTIOTCHIMATHHA
WHUUACHTU Tpe3 nocieqHuTe 18 mecena, KakTo U 3a OJIOKUpaHHU WIM U3TETJICHU OT masapa
NapTUId 1O TPUYUHHU, CBBP3aHH C OE30MACHOCTTa HA MEIUIUHCKUTE U3JCIUs Ipe3
nocienaute 18 Mecena;

4. na otroBapsaTt Ha usuckanusta Ha ctanaapt bJIC EN ISO 9001 3a nmpousBoguTenute Ha
MEIUIMHCKH U3/1ETHs, N3paOb0TEeHH 0 MOPBHYKA, U 33 IPOU3BOJAUTEINTE U THPTOBIIUTE HA €PO
C MEAMIIMHCKH U3/eus OT KJjac [;

5. na otroBapsAT Ha usnckBaHuATa Ha ctaHaapt bJIC EN ISO 13485 unu exkBuBajieHTHA
CHUCTEMa 3a yIMpaBJICHHE HA Ka4yeCTBOTO ¢ 0OXBAT MPOM3BOJCTBO HA MEIUIIMHCKU H3IEIHS,
W3/1aJICH Ha IMETO Ha MPOU3BOIUTENIS — 38 MEAUIIMHCKHUTE n3aenus oT kiac Ila, 116 u II1.

Yu. 43. (1) Iponenypara mo wi. 40, an. 1 ce u3BbpIIBa Bh3 OCHOBA Ha CIEIU(DUKAIINS,
yrBbpAeHa oT Hagzopuus csBet Ha H30K, kosiTO onpenens u rpynupa MEAUIIMHCKUTE U3AETUS
YW BHCOKOCTICIIMAIIM3UPAHUTE arapaTv/ypenad 3a WHAWBHIyalHA yrnoTpeba, NpHIaraHu B
yCIOBUSITA Ha M3BBHOOTHMYHATA M OOJHMYHATA MEIUIIMHCKA MOMOII, MO TEXHHYECKU
M3UCKBaHMUS.

(2) Ipouenypure o 4. 40, ain. 2 ce U3BBPUIBAT Bb3 OCHOBA Ha CIEIU(PHUKAIINH (TEXHUYECKH
XapaKTEPUCTUKHU ), IOCOUCHHU B JOKYMEHTAIMATA, Bb3 OCHOBA HA KOUTO CE MCKA MTPEIBAPUTEITHO
onobpenue mo ui. 82, an. la ot 3akoHa 3a 3apaseTto (33).

Y. 44. (1) B cpok no 2 paboTHU JHHU Cel YTBbPKAaBaHE HA crienupuKanusaTa mo €. 43,
an. 1, ChbOTBETHO MpU HANMYKE Ha MPEABAPUTETHO oa00peHue mo wi. 82, an. la ot 33 B
nponenypara no 4wi. 43, an. 2, H30K ornpaBs mokana Ha MHTEpHET CTpaHUIATa CU KbM
MIPOU3BOJUTENINTE WM THProOBUUTE HA €IpPO ChC CHOTBETHOTO MEIMUIIMHCKO U3JIEIHE,
BHCOKOCTICIIHAIU3UPAH arapaT/ypell 3a HUHIUBHAyaTHA YHNOTpeOa/TEeXHU YITbIHOMOIICHH
MPEACTaBUTENM 32 y4acCTHE B MPOIEAYpa MO ONpPEIesiHE Ha CTOMHOCTTA Ha 3aIlJIalllaHETO UM.

(2) Ilokanara cbabpiKa:

I. mpexnmer Ha mpoleaypara — MEIULUMHCKM W3/€IUsd M BHCOKOCIEUHAIU3UPAHU
anapaTtu/ypeau 3a MHIMBUyadHa ynoTpeda, BKIIIOUEHU B CIEMPUKAUUTE 110 4. 43;

2. Hali-HHCKa CTOMHOCT Ha CHOTBETHOTO MEAMIIMHCKO H3JEIHE, BHUCOKOCIEHHATU3UPAH
anapar/ypeql 3a WHAMBUAyaidHa yrnorpeba, 3amnamana or H30K mpe3 mpeaxomnute Tpu
KaJleHJAapHU TOJIWHU, U IIeHa, JoroBopeHa mo pexa Ha 30Il ot nedyeOHUTE 3aBeneHUS,
Mpujiaragd Te3W MEIUIMHCKH W3JeIUsl W BHUCOKOCTEIMAIM3UpaHU amapaTtu/ypeau 3a
WHIUBUAYaJIHA yIIOTpeOa 3a ChIus Mepuo (aKo ca HaJMYHU ChOTBETHU IIEHH);

3. UBUCKYEMH OT YYaCTHUIIUTE JOKYMEHTH ChIJIACHO aj. 3;

4. MsCTO, HAYMH M KPAacH CPOK 3a MOJaBaHE Ha MPEAJIOKEHHUS] — IOKYMEHTH 3a y4acTHUE B
MpoIieIypara, Kato CpOKbT HE MOXKeE Ja ObJe MO-KpaThK OT 7 paOOTHU JHU OT MyOIMKyBaHEe Ha
MOKaHAaTa,

5. nure, TenedoH U eNeKTPOHEH anapec 3a KoHTakT B H30K.

(3) 3a ywactme B mpoleAypara IO ONpeeIssHe Ha CTOWHOCTTa Ha 3arliallaHe
MIPOU3BOIUTENNTE WU THPTOBITUTE HA €IPO/TEXHH YITBIIHOMOIICHH MPEICTABUTEIN T10/1aBaT B
H3OK 3asBnenue, kbM KOETO NpuUiIarar:

1. nokymenTute 1 uHopmanuara mo wi. 26, an. 3, 7.1 -7uT. 9;



2. BaimuaeH ceptudukar mo cranmaapt bBJIC EN ISO 9001 3a mpouwsBomuTenute Ha
MEIULIMHCKY U3/1€THs, U3pa00TEHH 110 TOPBHUKA, U 33 IPOU3BOAUTEINTE U THPTrOBIUTE HA €PO
C MEIMIUHCKU U3Jenus OT kiac [

3. Baymuzen ceprudukar no cranaapt bJAC EN ISO 13485 unu exkBuBasieHTHA cucTema 3a
yIpaBlieHUE Ha KAaueCTBOTO C OOXBAT MPOM3BOJACTBO HAa MEIWLIMHCKU M3JENus, U3AaJleH Ha
HMMETO Ha MPOU3BOAUTENS — 32 MEAUIIMHCKUTE u3aenus ot kiac Ila, 116 u III;

4. nekyapanus 3a HaJIMYME Ha JEWCTBaI J0roBOp ¢ JieueOHO 3aBe/IeHUE, CKIIIOUEH I10 peaa
Ha 30II (ako uma TaKbB);

5. IOKyMEHT, yIOCTOBEpsBall MPAaBOTO Ha MPOU3BOAUTEINTE Ja U3PadOTBAT MEIULIUMHCKH
W3JIeIMs], U3a1IEH OT KOMIIETEHTEH OpIraH Ha ChOTBETHATA JIbPKaBa, a KOraTo TaKbB € U3/1aJIeH
ot MAJI ce mocoura HeroBusatr Homep u H30K cinyxe6HO chOupa u mpoBepsiBa ChOTBETHATA
uHpOpMaNKs — 32 MPOU3BOJAUTEIINTE HA MEAULMHCKH U3/1enus 1o wi. 2, an. 1, 1. 3 or 3MU ot
kiac [ 1 Ha MeTMIIMHCKY U3Aenus 1Mo 4wi. 2, an. 1, 1. 2 u 3 ot 3MMU, uzpaboTeHu mo mopbpyka.

(4) IIpousBoauTeNINTE HA MEAUIIMHCKU M3/EIHs, NU3pa0OTEHH MO TMOPbYKA, HE MPEICTABST
JIOKYMEHTH 110 Wi. 26, ai. 3, T. 4, KOraTo € nIpujioKUMO.

(5) Hammonannara 3IpaBHOOCUTYpUTENIHA Kaca CIyxKeOHO cbOMpa U MpoBepsiBa
uH(popMaluATa 32 HaJU4KUe Ha yIOCTOBepeHue 3a peructpauus mno wi. 40, an. 1 or 3JI3 Ha
MIPOU3BOJIUTENINTE HA MEULIMHCKU U3/1€Hs, U3PA0OTEHHU 0 MOPBHUKA, JIEUEOHU 3aBEACHUS 110
yn. 18, an. 2 ot 3JI3.

(6) Yopasurenat Ha H30OK yrBbpk1aBa 00pa3uu Ha 3asBIE€HHE U JOKYMEHTH IO all. 3,
KOUTO ce myOnukyBat Ha uHTepHeT crpanunara Ha H30K 3aenHo ¢ nmokanara mo ain. 1.

(7) KanaumaTute npeaAcTaBsAT MPEII0KESHUATA CH ChIIIACHO Wi, 28.

Y. 45. (1) Ilponenypara mo goropapsiHe Ha CTOWHOCTTa Ha 3alljialllaHe ce MPOBEXAa OT
KoMmucus, onpenenerHa ot ynpasutenss Ha H30K, cnen u3tnyane Ha cpoka 3a 1ojaBaHe Ha
JOKYMEHTHUTE 3a y4acThe B MpoLeaypara.

(2) UnenoBeTe Ha KOMHUCHSTA [TOANKCBAT ACKJIapallys, Y€ He ca CBbP3aHu JIMLA 10 CMUCHIIA
Ha § 1, T. 1 or THproBeckus 3aKOH C YYaCTHULIUTE B MPOIleayparTa.

(3) Komucusara wu3BbpIIBa OICHKA HA MOJAACHUTE JIOKYMEHTH, KOUTO CJeaBa Ja
YIOCTOBEPSABAT U3I'BJIHEHUETO HA BCUYKH 3aJ105)KEHU W3UCKBAHMUS.

(4) KoMucusita ochIecTBsIBa IEHHOCTTA CH MPU YCIOBUSTA | 110 pea Ha wi. 29.

(5) Kommcusatra u3roTBs MPOTOKON, B KOWTO OTpa3siBa MOCTHIUIUTE MPEIIOKEHUS,
M3BbpIICHATA OLIEHKA Mo al. 3 U pe3yaraTure oT Hes. Hepa3genHa yact oT nmpoTokosa ca u
MPEAJIOKEHUTE 1ICHHU.

(6) Kommcusita yBemomsiBa KaHIUWIATUTE, YHUTO TMPEIJIOKEHUS HE OTTOBapsAT Ha
M3UCKBaHMATA, Y€ HE ca JIONYCHATH J0 Y4acTHE B MPOLEeypaTa ¢ IOCOYBAHE HAa ChOTBETHUTE
MOTHBH.

(7) Komucusra nyonukyBa Ha uHTepHeT crpanuuaTta Ha H30K undopmarus 3a:

1. nomycHaTtuTe A0 AOTOBAPSHETO YYACTHUIM IO BXOJSAIIM HOMEpA Ha 3asBICHUATA UM U
CbOTBETHOTO MEIUIIMHCKO W3JeJHe WIM BUCOKOCIEUHAIN3UpaH amapat/ypen  3a
WHIUBUAYaJIHA yIOTpeOa, 3a KOETO ca JIOMYyCHATH;

2. T[peNIOKEHUTE HaW-HUCKM 1I€HM 32 CbOTBETHOTO MEAMIIMHCKO  M3JENHe,
BHCOKOCTICIIHAIM3UPAH arapat/ype/l 3a MUHAUBUAYyaTHa yIoTpeoa;

3. narara u rpaduk, o KOKTO IIe ce MPOBE/E TOTOBAPSHETO HA OTCTHIIKH.

Yn. 46.C Bceku OT JONMyCHATHTE YYaCTHUIIM KOMHCHSITA TMPOBEXKIA JOTOBApsSHE Ha
OTCTBIIKU, KOUTO HE MOTaT Aa 0bAat mo-Hucku oT 10 % oT mpeiokeHara 1eHa.

Y. 47. Komucusita nmpeactassa Ha ynpasutens Ha H30K 3a yrBbpkaaBaHe 3aKIOUUTENCH
IIPOTOKOJLI.

Yn. 48. (1) Ipouenypara 3a goroBapsiHe cCielBa Ja MPUKITIOYH C TOJIMKCAH JOTOBOP C
JIOTYCHATUTE YYaCTHUIU B CPOK 110 20 paOOTHU JHU OT MyOJUKyBaHE Ha MOKaHATa Mo 4. 44,
an. 1.



(2) B ciyganTte mo 4. 49, an. 3 H30K ckirouBa 10roBop ¢ 1€4e0HOTO 3aBE/ICHHE, KOETO €
JIOTOBOPHIIO TTO-HUCKA CTOMHOCT IO MpeIxoaHa nporueaypa, nposexxaana mo 3011

(3) U3BBH cyuanTe 1o an. 2 H30K ckirouBa 10roBop ¢ Thpropema Ha eIpo/IpOru3BOUTEIS
Ha CHOTBETHOTO MEIUIIMHCKO M3/IeINe, BUCOKOCTICIIMATN3UPAH arapar/ypes 3a UHANBHyaTHa
ynotpeba, KOHTO € MpEeAsIOKUJ Hail-HHCKa CTOMHOCT Ha 3aljialllaHe C BKIIOUYEHA B Hes
OTCTBIIKA.

Y. 49. (1) HanmonanHara 31paBHOOCUTYpHUTENHA Kaca 3alljialla/qoriamna cTOMHOCTH He
MO-BUCOKH OT 3aIUIal[aHUTE/AOIUIAIIAHUTE HAaW-HUCKH CBOTBETHH CTOMHOCTH TIpe3
MPEeIXOIHUTE TPU KaJeHIAPHHU TOJUHHI HA METUIIMHCKUTE U3/IEJHsl, BUCOKOCTICUATU3UPAHNUTE
amapatu/ypead 3a HMHIUBUAyallHa yrnoTpeda Npu ChIIMTE crerudukanuu (TeXHUYECKU
XapaKTEPUCTHUKN).

(2) Koraro npe3 npeaxonuute Tpu kanenaapau ronnan H30K we e 3amuiamiana/nomamana
CTOMHOCTH 3a ChOTBETHOTO MEAMIIMHCKO H3JeNine, BUCOKOCHEIMAIM3UpaH amapar/ypen 3a
WHIMBUyaJIHA YIIOTpeda ChC ChUIUTE crieru(uKanuu (TeXHuUecKu xapakrepuctuku), H30K
3arJiana/Iomiamna CTOMHOCT He MO-BUCOKA OT Hail-HHCKaTa CTOMHOCT Ha METUIIMHCKOTO
U3JIeNNe ¢ Ha-OJIM3KH CXOIHU CTIeHU(pHUKAINN (TEXHUYECKH XapaKTePUCTHUKH ), 3aIUIAIIAHU OT
H3O0K npe3 npeaxoaHuTe Tpy KajleHIapHHU TOJUHH, HO HE MTO-BUCOKH OT MPOJAKHUTE LIEHU 110
1. 5, an. 2, T. 23 Ha ChOTBETHOTO MEIUIIMHCKO M3/eNINe, BUCOKOCIICIIMATM3UPAH anapat/ypes
3a MHIUBUAYaIHA yroTpeda clie]] mpucnagane Ha JOrOBOpPEHaTa OTCThIIKA.

(3) Ako J1eueOHOTO 3aBEICHUE, B KOCTO IIE C€ MPUIIOKH ChOTBETHOTO MEIUIIMHCKO U3JICTIHE,
BHUCOKOCTICIIMANIU3UpaH amnapat/ypel 3a UHIUBUIAyalTHa yrnoTpeda uma CKIIOYEeH JOTOBOp IO
30I1 u noroBopeHara ILeHa 1O TO3H 3aKOH € MO-HUCKA OT OIpe/eeHaTa CTOMHOCT 0 Ta3H
Hapen6a, H30K 3amnaima Ha 1e4eOHOTO 3aBe/IeHue MO-HUCKAaTa CTOWHOCT.

(4) Axo npe3 cpoTBeTHaTa KasieHaapHa roguHa H30K e nposena npoueaypa 3a 3aruianjase
Ha CTOMHOCTTa MO pela Ha Ta3u Hapenda 3a CHOTBETHOTO MEIUIIMHCKO U3JENNe,
BHCOKOCHEIIMAIM3UPaH anapar/ypes] 3a MHAUBHIyadHa yrnoTpeba, Ta3u CTOHHOCT ce 3aruiamnia
32 BCUYKW MEIUIIMHCKH W3JIENHsI, BUCOKOCTICIIMATN3UPAHN anapaTu/ypeau 3a UHIUBUyaTHa
yrnoTpeba, 32 KOUTO € U3AaeHO OA00pEeHHe 3a 3aljIallaHeTO UM ChITIaCHO HapeadaTa mo uil.
82, ann. 6 ot 33, 6e3 /1a ce MpOoBeXk/1a HOBA MPOLEAypa pe3 ChIllaTa KaJleH1apHa T'o/IMHa.

Ya. 50. ITpu neobxomumoct H30OK moske na norspeu coaericteue ot MAJI 3a onpenensine
Ha MEIUMIMHCKOTO M3JIeNKe, BUCOKOCTIEIMAIN3UpaH anapar/ypea 3a HHIUBUAyallHa yrnoTrpeoa
C Hal-OJIM3KHU CXOJIHU crieuuUKaK (TEXHUYECKU XapaKTEePUCTUKN) B CaydauTe 1o uwi. 49,
an. 2.

Yn. 51. (1) Cnen npukimouBane Ha nporeaypute no wi. 40 H30K cberaBs cnuchim ¢
IPYNUPAHU M OINpeNeNeHN KOHKPETHH MEIUIMHCKUA W3/eIHsl, BUCOKOCIEUUAIN3UPaHU
anapaTtu/ypeay 3a MHIUBUAYalHa yIoTpeda, KakTo U cToiHOoCTTa, 10 Koato H30K ru 3amnama,
KOHUTO BJIM3AT B CUJIa OT | ssHyapH Ha clieiBalaTa KajeHjapHa rojiuHa.

(2) Koraro ciucbuute 10 aji. 2 He ObJ1aT ChbCTaBEHH U YTBBPACHHU B CPOKOBETE, ONPEICTICHU
B Ta3u Hapend6a, Te mpoawipkaBar aeictBuero cu 1 H30K mpoabmkaBa na ru 3amiama Jo
CTOHHOCTHTE U MPH YCIOBUSTA, ONPEIENICHH TPH MTOCIIeTHATA IPOLIEAYpPa, Bb3 OCHOBA Ha KOSITO
T€ ca CbCTaBEHH.

(3) HammonanHara 3ApaBHOOCUTYPUTEIHA Kaca MyOJIMKyBa Ha WHTEPHET CTpaHUIIATa CH
CIHCBIUTE N0 al. 1 ¥ ChOTBETHUTE CTOMHOCTH, 0 KOUTO 3arjalia.

Yn. 52.(1) HamumonamHata 3ApaBHOOCHUTYPHUTEIHA Kaca MyOJIMKyBa Ha WHTEPHET
CTpaHHMIIaTa CcH HH(pOpMAIMS 3a MEIUIMHCKUTE W3/EIHs, BHUCOKOCHEIMAIU3UPAHUTE
amapatu/ypean 3a MHAWBUAYyallHA YIIOTpeOa U 3aIIaTeHUTE 3 TSAX CPEICTBA TIP3 MPEAXOTHOTO
TpPUMECeUHe.

(2) Undopmanusata o an. 1 ce myOiaMKyBa B CpPOK 10 €IMH MEcCEl ciel W3THYaHe Ha
CBHOTBETHOTO TPUMECEUHE.

Pazpen IV



YcaoBus 4 pej 3a onpeaeisiHe CTOMHOCTTA HA IOMOIIHUTE CPeICTBA,
NPUCTIOCOOIEHUSATA, CbOPBHKEHUATA U MeIUIUHCKHUTE U3/1e/IMsl, IPeIHA3HAYEHH 32
X0paTa ¢ yBpexKIaHus

Y. 53. HanmonasiHata 3ApaBHOOCUTYPUTENIHA Kaca €KEroJHO MPOBEXAa Mpoueaypa 3a
OIpeJieNIIHE HAa CTOWHOCTTa HA 3alllalllaHe Ha TOMOIIHHUTE CPEJCTBA, MPHCIIOCOOJICHHSITA,
CHOPBKEHUATA U METUIIUHCKUTE U3/eNus, IpeJHa3HAUCHU 3a XopaTa ¢ yBPEKIaHHUs.

Yia. 54. [TomourHuTe CpeACTBa, MPUCIOCOOJICHUATA, CHOPBKEHUSNTA M MEIUIIUHCKHUTE
m3aenus mo wi. 53 ce 3amnamar or H30K ¢ tpancdep ot appkaBHUS OrODKET Upe3 OroKeTa
Ha M3.

Y. 55. [lomouiHute cpeacTBa, MNPUCHOCOOICHUATA, CHOPBKEHHUAITA U MEIUIUHCKUTE
U3JIeNUs 32 X0opaTa ¢ YBPeKAaHUs TPsOBa 1a OTTOBAPAT HA CICAHUTE U3UCKBAHMS:

1. ma orroBapsT Ha M3MCKBaHuATa Ha 3MU (32 METUITUHCKUTE U3ICIIHS ),

2. na uamar peructpupanu ganau B UAJI w/unmu EUDAMED 3a uHIUACHTH/TTIOTCHIIHATTHI
UMHUUACHTU Tpe3 nocieqHuTe 18 mecena, KakTo U 3a OJIOKMpaHHM WIM U3TETJICHU OT masapa
NapTUAM 10 MPUYMHHM, CBBP3aHU ¢ 0€30MacHOCTTa HA MEAMIMHCKUTE H3/ACIHS OT TAX Ipe3
nocneaHuTe 18 mecerna (3a METUIIUHCKUTE U3ACTUs);

3. Ia ca BKJIFOUEHHU B criMchka o ui. 1, 1. 1, Oyksa ,,0%;

4. na ca MPOU3BEACHU B YCJIOBHSATA U M3UCKBAHMUATA HAa CHUCTEMHUTE 3a yIpaBiIcHUE Ha
KaueCTBOTO CHIVIACHO MPUJIOKUMUTE 32 TSIX CTAHAAPTH.

Y. 56. [Ipouenypara no goroBapsitHe Ha CTOMHOCTTA M0 4Wi. 53 ce U3BbpIIBA HA OCHOBATA
Ha cnenmdukanus, yreepaeHa ot Hagzopuus ceBer Ha H30K, KosiTO Chabpika rpynupaHi B
TpyNy W TOATPYNHU TOMOIIHHU CPEICTBA, MPHUCIOCOOJICHHS, CHOPHKEHUS U MEIUIIMHCKU
M3JIENUS 32 XOpaTa C YBPEeXKAaHUS ¢ NePUHHUPAHU 10 TPYNMU TEXHUYECKU W3MCKBAHWs, Haii-
HUCKAa CTOMHOCT Ha CHOTBETHOTO MOMOIIHO CpPEICTBO, MPUCHOCOOIEHUE, CHOPHKEHUE U
MEIUIMHCKO W3JIeHe, 3allIalllaHo Mpe3 MpeAxoJHuTe Tpu KaieHnapHu roguHu ot H30K,
MIPOrHO3eH 00eM 3a 12-MeceueH Mepuo/, IpYr YCIOBUS U CPOKOBE.

Yu. 57. (1) B cpok 10 5 paboTHH AHH CIIe]] YTBBPKIABAHETO HA CHICIU(PUKAIIUATA 110 9. 56
H3OK otnpaBst mokaHa Ha UHTEPHET CTpaHUIATa CH KbM MPOU3BOJAUTEIUTE WA ThPTOBLUTE
Ha €Ip0 C MEIUIMHCKU W3JAETUS/TEXHU YI'BIHOMOIIEHU TMpEACTaBUTENN, WU JHIaTa,
OCBIIECTBSIBAIM JACHHOCTM 1O TMPEJOCTaBIHE M PEMOHT Ha IIOMOIIHU CpPEJCTBa,
MPUCTIOCOOIEHUSI U CHOPBKEHUS M MEAMIMHCKH HW3JeHsl, MpeIHa3HayeHW 3a XopaTa ¢
YBPEX/IaHUsI, BOMCAHU B perucThbpa no ui. 88, an. 1 or 3akoHa 3a XxopaTa ¢ yBpEeXAaHHUs, 3a
ydacTue B Ipoleaypa Mo OIpeeisiHe Ha CTOMHOCTTA Ha 3aIljlalllaHeTo UM.

(2) Ilokanara o an. 1 ceabpxka:

1. mpeaMeT Ha mpolenypara — HOMOIIHUTE CPEACTBA, IPUCIIOCOOICHUATA, ChOPBKEHUITA U
MEIUIIMHCKUTE U3/IeTHs, OTPa3eHH B crienuduKanusTa mno uwi. 56;

2. U3UCKYEeMHU OT YYACTHUIIUTE TJOKYMEHTH;

3. MsICTO, HAYHMH U KpaeH CPOK 3a MoJjaBaHe Ha MPEANIOKEHU, KaTO CPOKBT HE MOXKe J1a Obe
nmo-mManbk oT 10 paboTHM AHU OT MyOJMKYBAHETO HA IOKAHATa;

4. nuue, TenedoH u enekTpoHeH aapec 3a koHTakT B H30K.

(3) 3a yuwactme B TpoueaypaTa IO ONpeAeNissHe Ha CTOWHOCTTa Ha 3alliallaHe
MIPOU3BOUTENNTE UM THPTOBIUTE HA €IPO C MEIUIIMHCKU U3JENUS/TEXHUTE YIIBIHOMOIIECHU
MPEICTaBUTENM WM JIMLATa, OCHIIECTBSIBAIIM JAECWHOCTU IO MPEIOCTaBSIHE M PEMOHT Ha
MTOMOIIIHU CPECTBA, MPUCTIOCOOICHUS U ChOPHKEHUS U METUITMHCKY U3JIeNHs, TIPeHa3HAYCHU
3a xopara ¢ yBpexaanus, nogaatr B H3OK 3asBnenue, KkbM KOETO MpuUjiarar:

1. noxymeHTuTe U MHPOpMAIUATA 1O Wi. 26, ai. 3;

2. Bamuzaen ceprudukar no crangapt BJIC EN ISO 9001 — 3a mpowusBomuTenure Ha
MEIUIIMHCKH U3IETH, U3pab0TEHH M0 MOPHUKA, U 33 MPOU3BOJAUTEINTE U THPTOBIIUTE HA €PO
Ha MEIMLUHCKH U3JIeus OT Kiac I;



3. BanmuaeH ceptudukar no crangapt bJIC EN ISO 13485 unu exkBuBajieHTHA cUcTEMa 3a
yIpaBJIEHUE Ha KaueCTBOTO C OOXBAT MPOU3BOJCTBO HA MEIULMHCKU W3JEIUs, U3/aJ€H Ha
HMMETO Ha IPOU3BOJMTENS — 38 MEAUITMHCKUTE m3aenus oT kiac Ila, 116 u I1I;

4. TOKYMEHT, YAOCTOBEpsBAILl IIPABOTO HA MPOU3BOAUTEIUTE 1a U3pa0OTBAT MEAULIMHCKI
W3JIeNusl, U3a/IeH OT KOMIIETEHTEH OpIraH Ha ChOTBETHATA JIbPKaBa, a KOraTo TaKbB € U3/1aJIeH
ot MAJL, ce nocousa HeroBustT Homep 1 H30K ciyxebHO chOupa u mpoBepsiBa ChOTBETHATA
nH(pOpMaIus — 3a MPOU3BOJUTEIUTE HA MEAUITMHCKHA H3Aeus 1o wi. 2, ain. 1, 1. 3 or 3MU ot
kiac [ 1 Ha MeTUIIMHCKY U3aenus 1o 4wi. 2, an. 1, T. 2 u 3 ot 3MU, u3paboTeHu 1o mophIKa;

5. cmpaBka 3a Opos/obema Ha MpPeAOCTaBEHU/IIPOM3BEIEHU OT 3asBEHUTE OT Yy4aCTHUKA
MIOMOIIHU ~ CPEACTBA/MPUCTIOCOOTICHUATA/CHOPHKEHUATA/MEJUIIMHCKA ~ U3JCNUsl, KOUTO €
OCUTYpSIBaJI Mpe3 MpeaxoaHus 24-MeceueH Nepuo/.

(4) IIpousBoauTeINTE HA MEAMIMHCKU M3/EHS, U3PA0OTEHU 1O MOPBHYKA, HE MPEICTABAT
JIOKYMEHTH 110 Wi. 26, ai. 3, T. 4, KOraTo € mpujioKUMO.

(5) Hamumonamnata 3IpaBHOOCHTYPUTENIHA Kaca CIIyXKeOHO cwrOMpa U MpOBEpsBa
nH(popManuaTa 3a HaJIMYKE Ha yJIOCTOBepeHHe 3a peructpamus mo wi. 40, an. 1 ot 3JI3 Ha
IIPOU3BOJIUTENINTE Ha MEIULIMHCKY U3Eusl, U3pad0TEH! 10 OphUKa — JIeUeOHU 3aBEICHUS 110
yn. 18, an. 2 ot 3JI3.

(6) HammonannHara 3IpaBHOOCUTYpUTENIHA Kaca CIyXKeOHO cbOMpa u MpoBepsiBa
nH(popMalKATa 32 HaJMYMEe Ha yJOCTOBEpPEHHE 3a perucrpamnus nmo wi. 89, an. 6 ot 3XV 3a
JUIaTa, OCHLIECTBSABAIIM JIEHHOCTU MO MPENOCTaBSIHE M PEMOHT Ha IOMOUIHM CpEACTBA,
MPUCTIOCOOTICHUSI U CHOPBKEHUS M MEAMIIMHCKH W3JeJHs, MpelHa3HayeHH 3a XopaTa ¢
yBpexIaHus, ceriacHo wi. 88, an. 1 ot 3XV.

(7) Yopasurensat nHa H30K yrBbpkIaBa oOpa3iu Ha 3asBI€HHE U JOKYMEHTH IO all. 3,
KOUTO ce myOnukyBat Ha uHTepHeT cTpanunata Ha H30K 3aenno ¢ nokanara o ain. 1.

(8) Kanumarure mpeacTaBsaT NPEIIOKSHHUATa CH ChITIACHO 4il. 28.

Yn. 58. (1) [Ipouenypara mo moroBapsiHe Ha CTOMHOCTTA Ha 3aIljIalllaHEe CE€ MPOBEXKIA OT
KoMmucusi, onpenenena ot ynpasurens Ha H30K, cnex m3tnuyane Ha cpoka 3a mojaBaHe Ha
JIOKYMEHTHUTE 3a y4acTHE B IIpOLEypaTa.

(2) B chcraBa Ha kommcuATa Mo mpeyiokenue Ha ymnpaButens Ha H30K morar na ce
BiimouBar BpHIIHM 3a H30K excneprtu, onpenenenu c¢ pemenue Ha HanzopHusi ceBeT Ha
H3O0K.

(3) BpamHUTE excnepTH Mo aj. 2 MoraT Ja ObJaT Juia ¢ IPUANIECKO, MEAUITUHCKO W
MKOHOMHYECKO 00pa3oBaHue.

(4) UneHoBeTe Ha KOMHUCHSTA MTOANKCBAT JAEKJIapaliys, Y€ He ca CBbP3aHu JIMLA 110 CMUCHIIA
Ha § 1, T. 1 oT TproBckusi 3aK0H C y4aCTHUIIUTE B IPOLIEypaTa.

(5) Kommucusta wusBbplIBa OIEHKAa HAa MOJAJACHUTE JOKYMEHTH, KOUTO Cclle[iBa [a
YIOCTOBEPSBAT U3IBJIHEHUETO HAa BCHYKHM 3aJ0’KEHUW M3HUCKBaHHUSA, B T.4. 32 Ka4€CTBO, KaTO
ChOTBETHATa JOKYMEHTAIHs, yJOCTOBEpsIBAIlla U3I'BJIHEHUETO UM, CE pasriexkaa U OleHsSBa
KOMIUIEKCHO.

(6) Komucusita ochliecTBsiBa AEMHOCTTa CH IIPU YCIIOBUSATA U 110 pejia Ha 4. 29.

(7) Komwmcusata H3roTBs NPOTOKOJ, B KOWTO OTpa3siBa MOCTBIMIUTE NPEATIOKEHUS,
U3BbpIICHATA OLIEHKA MO al. 5 U pe3yaTaTure oT Hes. Hepa3genHa yact oT mpoTokona ca u
MIPETIOKEHUTE LIEHU.

(8) Kommucusta yBenomsiBa KaHIUAATUTE, YUHUTO TPEUIOKEHHS HE OTrOBapsAT Ha
M3HMCKBAHUATA, Y€ HE ca JOIyCHATH J0 y4acTHE B MpolieypaTa ¢ IOCOYBAHE HA CbOTBETHUTE
MOTHBH.

(9) Komucusra nyonukyBa Ha uHTepHeT crpanuuaTta Ha H30K undopmarus 3a:

1. nomycHatuTe A0 AOTOBAPSHETO YYACTHHUIM IO BXOJSAIIM HOMEpa Ha 3asBICHUATA UM U
CBHOTBETHOTO TIOMOIITHO CPEACTBO, MPUCIIOCOOIEHHE, ChbOPBKEHNE U MEUIIMHCKO U3/IeNIHe, 3a
KOETO ca JIONyCHATH;



2. TNpeJIOKEHUTE HaW-HUCKU IEHU 3a CHOTBETHUTE TIPYHNU/MOATPYNH M TEXHUYECKU
XapaKTEPUCTHUKU;

3. narara u rpaduk, 1o KOKTO IIe ce MPOBE/E T0TOBAPSIHETO HA OTCTHIIKH.

Yn. 59.C Bceku OT [ONMyCHATHTE YYaCTHUIM KOMHCHSITA MPOBEXKIA JOroBapsiHE Ha
OTCTBIIKU, KOUTO HE MOTrat Aa 0bAat nmo-uucku ot 10 % oT npeasiokeHara 1eHa.

Y. 60. Komucusita npeacrassi 3aKIOYUTENEH POTOKOJ upe3 ynpasutenas Ha H30K 3a
yTBbpKaaBane oT Hagzopuus csBeT Ha H30K.

Yua. 61. (1) HarmonanuaTa 37paBHOOCHTYpPUTEIIHA Kaca 3arlialia/Ioruiania CTOWHOCTH He
MO-BUCOKM OT 3aIUIal[aHUTE/OTUIAIaHUTEe HaW-HUCKM CHOTBETHU CTOMHOCTH IIpe3
MPEAXOJHUTE TPHU KaJeHAApPHU TOJAMHM HA TOMOIIHUTE CPEACTBA, MPHUCIOCOOJICHUSTA,
CbOPBKEHUSATA U MEIULUHCKUTE W3JAETUs 3a XopaTa C YBpPEeXKIaHUS, NPHU CHIIUTE
crenupuKanuy (TEXHUYSCKHA XapaKTePUCTHKH ).

(2) Koraro npe3 npeaxoauute Tpu kasieHaapau roguan H30K He e 3amnarnana/morsianiana
CTOMHOCTH 32 CBOTBETHOTO TIOMOIIHO CPEACTBO, MPHUCIIOCOOJICHUE, CHOPBKCHHE U
MEIMIIMHCKO M3JENUE 3a XopaTa C YBPEXJaHUSA ChC ChIIUTE crenupUKaluu (TEXHUYECKU
xapakrepuctuku), H3OK 3amnama/nonnama CcTOHHOCT HE IMO-BUCOKAa OT Hal-HUCKATa
CTOMHOCT Ha TIOMOIIIHOTO CPEJCTBO, MPHUCIOCOOICHHUE, CHOPHKEHUE U METUIIMHCKO U3JIeIHe
3a Xopara C YBpeXJaHUS C HaW-OMM3KKM CXOAHM crneuupuKanuu (TEXHUYECKU
XapakTepucTku), 3amnamann ot H30K mpe3 mpenxoanuTe Tpu KaJlleHJapHU TOAMHU, HO HE
MO-BUCOKU OT MPOJAKHUTE IIEHU MO WI. 5, al. 2, T. 23 Ha ChOTBETHOTO MOMOIIHO CPEICTBO,
MpHUCTOCOOJICHHE, ChOPBKEHUE W MEAULMHCKO M3JeNue 3a XopaTa C YBpPEXKIaHUs Clel
MpUCIajaHe Ha JJOrOBOpPEHATa OTCTHIIKA.

Y. 62. IIpu veooxoaumoct H30K moxke na moTbpeu chaeiicteue ot MAJI 3a onpenensne
Ha MOMOIIHO CPEJICTBO, MPHUCTIOCOOJICHHE, ChOPBKEHNE U MEIUIIMHCKO U3JIETIUE 3a XopaTa C
YBPEXKIAHUSI C HAW-OU3KHM CXOHH CHeU(PUKAINHU (TEXHUYECKU XapaKTEPUCTHKH) B CITy4anuTe
mo wi. 61, an. 2.

Y. 63. (1) Cnen npukimtouBane Ha npouenypata nmo wi. 53 H30K chcTaBs cnuchuu ¢
TpYIUpaHu U ONPEACIICHH KOHKPETHH MEIUIIMHCKU U3JIeHs, KAKTO U CTOMHOCTTA, /10 KOSITO
H3OK ru 3amnaria, KouTo BIU3aT B CHJIa OT | sitHyapu Ha cleqBaiiara KajleHaapHa ToAnHa.

(2) Koraro ciuchuute 110 aji. 1 He O6b1aT CbCTaBEHU U YTBBPJEHU B CPOKOBETE, ONPEACIICHN
B Ta3u Hapenba, Te mpoabkaBar neiictBuero cu u H30K mpogpmxaBa ma 3amarmia
MEIUIIMHCKUTE W3JENUs 10 CTOMHOCTHTE M TIPH YCIOBUATA, ONPEACIICHU MpPU MOcIeaHaTa
Mpoleaypa, Bb3 OCHOBA Ha KOSITO T€ €A ChCTABEHH.

(3) HammmonanHara 3ApaBHOOCUTYPUTEIHA Kaca MyOJIMKyBa HAa WHTEPHET CTpaHUIIATa CH
COUCBHIUTE MO al. 1, ChOTBETHUTE CTOMHOCTH, JO KOWUTO 3aIljaiia, U yCJIOBUS IO TIXHOTO
MpujIaraxe.

Yu. 64. HarmonanHaTa 3ApaBHOOCUTYpHUTENHA Kaca MyOJMKyBa €XEroJHO Ha MHTEPHET
CTpaHHIaTa cu MH(POPMAIKA 32 IOMOIIHUTE CPEACTBA, MPUCIIOCOOTIEHUATA U ChOPHKECHUSITA U
MEIULUHCKUTE U3JEIHS 32 X0paTa C YBpEKJaHUs U 3alUIATEHUTE 3a TSIX CPE/ICTBA.

JOITBJIHUTEJIHU PA3ITOPEJIBA

§ 1. ITo cmucwna Ha HapenOara:

1. ,T'enepuuna rpymna uzaenus € CbBKYMHOCT OT HM3JIENMSI C €IHAKBO WU MOJ0OHO
MpelHa3HAuYeHUEe WM CXOJHA TEXHOJIOTHS, KOETO IO3BOJSIBA KIACH(PUIIMPAHETO UM IO
TeHEPHUYCH MPU3HAK, 0€3 /1a ce 0Tpa3sABaT CIICU(PUIHN XaPAKTEPUCTUKH.

2. ,,I'mobGanna HoMeHKIaTypa Ha MeauuackuTe uzaenus  (GMDN) e moapobna cuctema oT
MEXIyHApOIHO MPU3HATH KOJAUPAHU OMUCAHUS, U3TIOJ3BaHU 3a TPYIIOBO HACHTH(UIIMPAHE Ha
MCIULIMHCKY H3/ICIIHSL.

3. ,,KommiekcHa oreHka® e OleHKa, KOSTO BKJIFOYBA (PMHAHCOBU YCIIOBUS, MEAUITUHCKHA U
TEXHUYECKHU XapaKTepUCTUKU, aHaIU3 Ha JaHHUTE OT HWHTErpupaHara HH(OpMAIMOHHA
cucrema Ha H30K oTHOCHO oTueTeHuTe U 3amgaTeHu 00eMu/Opoil MEeIULIMHCKU U3JENUs 110



M3IBJIHATENN Ha OOJHUYHA MEAMIIMHCKA IMOMOII U HaJMyHA MHGOpPMAITUs 3a JOTUIAIaHe OT
30J1.

4. ,,MakcumanaHa mporHo3Ha aHaJIMTUYHA CTOMHOCT® € CTOMHOCT, ITOJIy4Y€Ha CJIe U3BbPIICH
MapKETHUHTOB aHAlM3, KaKTO M aHAIW3 Ha Pa3XOJBaHH OIOPKETHU CPEACTBA MO KOHKPETHU
IpYIY MEIUIIMHCKY M3ENHsI, ChOTBETHH 00eMK/Opoii, JaHHU 3a JOTUIAIaHUS 32 TAX, OTHECCHH
KbM IUIaHMpaHWUTE OIO/DKETHH CpeICTBa MO 3akoHa 3a Owomkera Ha H30K 3a chorBeTHara
roJvHa.

5. ,,Hait-pazxonoedextuBau 3a 6ropxera Ha H30K npeioskeHus ca npeanoxKeHust, KOUTO
BimrouBat ompeaeneHure or H30K choTBeTHM yciioBHsS 3a JOCTaBKa, 3a 3alljallaHe Ha
MEIUIIMHCKUTE W3JENHUs, 3a MPEICTaBsHe Ha OaHKOBAa rapaHius W Jp. U ca ¢ Hal-7o0po
CHOTHOIICHUE MEXIY ITOCTUTAHE Ha TEPAIEBTUYCH PE3yJITaT OT MpUJIaraHe Ha MEIUIIMHCKOTO
u3Nlenre M pa3xojaBaHe Ha cpeactBa oT Owmomkera Ha H3OK 3a ToBa wu3nmenwe mnpu
CBHIIOCTABSIHETO MY C JIPYTH M3JCIHs C €IHAKBU WM ChC CXOIHHU TEPANEBTUYHU IMOKA3aHUS
(XapakTepuCTUKH), MPEACTABISABALIM TEPANCBTUYHU AITEPHATUBH U 3aIUIANIAHU HAIIBJIHO WU
gactuado oT H30K.

6. ,,Oropusupanu unctutyuun ca M3, UAJI, H30K, neue6uuTe 3aBeaenus mo ui. S, ai. 1
3J13 u neueOHuTe 3aBenenus no wi. 9 u 10 ot 3JI3 ¢ abpkaBHO W/WIM OOIIUHCKO y4acTHE B
KaIMTaa.

7., JIponaxkna 1ieHa* e npogaxHara 1eHa no cMucbia Ha § 1, 1. 29a or 3MU.

§ 2.Ilpu 3akynyBaHe CbC CpEICTBAa OT JbpXKaBHUS OmOJKeT upe3 Orojkera Ha
MUHHCTEPCTBOTO Ha 3/IpaBEONa3BaHETO, OT OIOHKETa Ha JICUeOHUTE 3aBEICHUS MO 4Wi. 5 OT
3akoHa 3a JIeYeOHUTE 3aBEJICHHS U ChC CPEJICTBA HA JICUCOHNUTE 3aBEACHUS C IbP)KABHO H/HIIH
obmuHCKo yyactue o wi. 9 u 10 ot 3akoHa 3a teyeOHUTE 3aBeIeHUs HA METUIIMHCKY U3/IeTHs,
HeoOXomuMu 3a oOe3reuaBaHe Ha TPOTHUBOCIIHISMHUYHH MEPKH IO BpeMe Ha HM3BBHpEIHA
enuaeMruYHa 00CTaHOBKA, 0OSIBEHA 1O pena Ha 4il. 63, aj. 2 oT 3aKoHa 3a 37paBeTo, KAKTO U Ha
MEIUIIMHCKU M3JCNUs 3a JICUEHHWETO U JMArHOCTUKATa Ha 3apa3eHuTe MallMeHTH, HE Ce
Mpuiarat M3MCKBaHMATA Ha riaBa Tpeta, pasnaen I, ¢ m3knmroyenue Ha ui. 37, aim. 1, 1. 1.

IMPEXOJIHU 1 3AKJIFOUWMTEJIHA PA3ITOPE/IB1

§ 3. CoucwkbT o uit. 1, T. 1 ot Hapen6ara 3a yciaoBusaTa U pefia 3a CbCTaBsIHE HA CIIMCHK Ha
MEAUIMHCKUTE U3aenus no wi. 30a ot 3akoHa 32 MEIULIMHCKUTE U3IENHS U 3a OTPEIENIIHE Ha
CTOMHOCTTA, 10 KOATO Te ce 3amamar (npuera ¢ Ilocranosnenne Ne 364 nHa Munucrepckus
ceBeT or 2011 r.), e cnuchksT Mo wi. 1, T. 1 OT Ta3m Hapenda W ce akTyaauszupa Mpu
HE00XO0AMMOCT MPH YCIOBUSATA U 1O pefia Ha Ta3u Hapezaoda.

§ 4.Ilpm omnpenensHe Ha HalW-HUCKaTa CTOMHOCT Ha MEAUIMHCKUTE W3IENHNs,
BHCOKOCHEIMAIM3UPAHH anapaTv/ypeau 3a MHIUBHUAyaJHa yrnoTpeda mpe3 MOCIeAHUTE TPU
KaJIeHJAApHU TOJAWHU CE€ OTUYUTAT TPUTE KaJE€HAAPHU TOAMHHU, MPENXOXKAally TOJUHAaTa, Ipe3
KOSITO C€ NpOBeXkaa choTBeTHATa npouenypa or H30K, BKItOUMTENHO nEpUoANTE, B KOUTO
MEAUIMHCKUTE W3JEIHsl, BHUCOKOCHELMAIU3NPAHUTE amnapaTu/ypeau 3a WHIUBUIyalTHa
ynotpeba ca 3amnamanu ot LlenTsp ,,PoHp 3a nedyeHue Ha jaena‘.

§ S.Ilpm ompeaensHe Ha Hal-HUCKaTa CTOMHOCT Ha IIOMOIIHMTE CpPEJICTBA,
MPUCIIOCOOICHUATA, ChOPHKEHUATA U METULIMHCKUTE U3/IENUS 3a XopaTa ¢ YBPeXIaHUs Ipe3
MOCJIEAHUTE TPU KaJCHJIapHU TOAWHM C€ OTUUTAT TPUTE KaJeHAapHHU T'OJUHH, IPEIX 0K AN
roguHaTa, Ipe3 KOSITO ce IpoBekaa cboTBeTHaTa mpouenaypa or H3OK, BximrountenHo
MEepUOJUTEe, B KOWTO TIIOMOIIHUTE CPEACTBA, IMPUCIIOCOOJIEHUATA, CBHOPBHKEHUITA U
MEAUIIMHCKUTE U3JENNA 32 XOopaTa C yBpEXAaHUs ca 3aIljlalllaHd 0T MUHUCTEPCTBOTO Ha Tpya
U collMajHaTa MoJIMTUKA.

§ 6. 3anouHaNMUTE U HEJOBBPIIECHU MTPOLEAYPH 32 ONPEAEISIHE HA CTOWHOCTTA, 0 KOATO CE
3amiamar MEJUIUHCKU HU3JeNusT ¥ MEAMIMHCKM H3JeNus U BHCOKOCHEIHAIN3UpaHU
amapatu/ypead 3a WHAMBHIyalHa yrnoTpeba oT oOxBaTa Ha Ta3d Hapenda, KOMTO He ca
MPUKIIOYMIN KbM MOMEHTA Ha BIM3aHETO W B CHJIA, C€ IOBBPIIBAT IPH YCIOBUATA U IO peaa,



MpeABUICH B Hes, KAaTO CE€ 3ama3BaT JEHCTBUATA, M3BBLPIICHH chrilacHo Hapenbara 3a
YCIIOBUSITAa U pefia 3a ChbCTaBsSHE Ha CIUCHK HA MEIUIMHCKUTE u3Aenus no 4i. 30a ot 3akoHa
3a MEIMIIMHCKUTE M3JICIHS U 32 OIIPeIeITHEe Ha CTOMHOCTTA, JI0 KOSITO T€ CE 3aruiamar (mpuera
¢ [locranosnenue Ne 364 na Munucrepckus cbBet ot 2011 1.).

§ 7. CnuchuuTe Ha MEIULIMHCKUTE U3JENINs M BUCOKOCTICIIMATTM3UPAHUTE anapaTu/ypeau 3a
WHAMBHyallHA yrnoTpeba oT oOxBara Ha Ta3u Hapenda, msrorBeHu or H3OK cwriacho
Hapenbara 3a ycioBusiTa 1 pea 3a ChCTaBIHE Ha CIUCHK HA MEIUIIMHCKUTE M3JEIHS 110 HJI.
30a ot 3akoHa 32 MEIUIIMHCKUTE U3JEIHUS U 33 ONpe/elisiHe Ha CTOMHOCTTA, JI0 KOSTO TE Ce
3arutamar (npueta ¢ [Toctanornenne Ne 364 Ha Munncrepckus cbet ot 2011 1.), ce mprutarar
JIO U3TOTBSIHETO HA HOBU CITUCBHIIH.

§ 8. Hapenbara ce uznasa Ha ocHoBanue wi. 30a, an. 4, wi. 306, an. 2 u 3 or 3MU u uin. 73,
an. 3 ot 3XYV.

Munuctsp: Kocragun Anresion



