IIpoexr

MHUHHUCTEPCTBO HA 3/IPABEOIIA3BAHETO

HAPEJBA Ne ..............

OT ceceecccccccsccsccsssscse I'e

3a yCJIOBHAITA U pelia 32 ChbCTABSIHE HA CIIMCHK HA MeIMUMHCKHUTE U3/1eJIHs M0 YI.
30a ot 3akoHa 3a MeUIIMHCKUTE U3/1eJHs U 32 ONpeae/asiHe HA CTOWHOCTTA, 10 KOATO Te
ce 3aIjIamar

I'nmaBa nbpBa
ObLIH ITOJIOKEHUA

Y. 1. C Hapenbara ce onpeAessaT yCIOBHATA H PEIbT 3a:

1. checTaBsiHE M TIOJIBbpPXKAHE HA CITUCHK HA METUIIMHCKUTE HM3JICTHUs, KOUTO MOTar Ja
ObJaT 3aIUTalaHu ChC CPEJCTBA OT:

a) Oromxera Ha Hanimonannara 3apaBuoocurypurenta kaca (H30K);

0) abpkaBHUS OIODKET U3BBH 00XBaTa HA 3aIJDKMTEITHOTO 3[PAaBHO OCUTYPSIBAHE;

B) OIO/pKeTa HA JICYCOHUTE 3aBEICHUS 1O WI. 5 OT 3aKOHA 3a JICYCOHUTE 3aBEICHUS
(3JI3), KaKTO M ChC CPEACTBA HA JIeUeOHUTE 3aBEJCHUS C IBP>KaBHO H/HIIM OOIIMHCKO y4acTue
mo wi. 9 u 10 3JI3;

2. BKJIFOYBAHE M M3KIIOYBAHE HA MEIUIIMHCKH U3IEIUs OT CIIMCHKA IO T. 1;

3. ©XEroJHO OMpeJeNiTHe Ha CTOWHOCTTA, IO KOSITO C€ 3alllaliaT METUITMHCKUTE
M3EIHs, BKIIOYEHH B CITUCHKA 110 T. 1.

Y. 2. Cwe cpeacTBara mo wi. 1, T. 1 Morar aa ce 3ariamar caMmo MEAUITUHCKH U3/IEITHs,
KOHUTO ca BKITFOUSHH B CIIMCHKA, ChCTABEH 110 pejia Ha Hapeaoara.

Y. 3. (1) U3nbanurennara arenuus mno JyekaperBata (MAJI) nogabpka Ha HHTEPHET
CTpaHMIIaTa CU CIIUChKa 1o 4. 1, T. 1, KOHTO € 00I11010CThIIEH, C U3KIIIOYEHHE Ha ThProBCcKaTa
nHpopmanug 1o wi. 5, ai. 2, T. 24, npeaHa3Hau€Ha 32 OTOPU3UPAHU UHCTUTYIIUH.

(2) duznyeckuTe KA, KOUTO OT UMETO U 32 CMETKa Ha OTOPU3UPAHUTE HHCTUTYLIUU
UMaT TpaBO Ha JOCTBII JI0 THProBckara WHGOpPMANWs, MOINKCBAT JEKIApalud  3a
KOH(HISHIIMATHOCT U HEM3MNOI3BaHe Ha MH(OpMaIUATa U3BBH ClyXKeOHaTa CH JIeHHOCT.

I'naBa BTOpa
CBbCTABSHE U NOAABPKAHE HA CIIMCBbK HA MEJULHHUHCKUTE U3JAEJIUA

Pa3zgen 1
ChIIHOCT U ChAbP/KAHNE HA CNIUCHKA HA MEIMIMHCKUTE U3/1eJIUs

Y. 4. CriucbkbT 10 wit. 1, T. 1 e HeHTpanu3upana eekTpoHHa 6a3a JaHHH, ChAbprKalla
MEIUIMHCKHU U3eNusl, TPYIIUPAaHH B KATETOPUU CHIVIACHO 4Jl. 6.

Yu. 5. (1) CucwksT no wit. 1, T. 1 chabpxa uHGopmanus 3a:
1. o6muTe UACHTU(UKATMOHHY JJAaHHU U XapaKTePUCTUKU Ha MEIULIMHCKOTO U3JIEIINE;
2. cepTU(PHUKAIIMOHEH U PETUCTPALIMOHEH CTaTyC Ha METUIIMHCKOTO U3/IENNE;



3. Teproecka nH(popMaIKs, BKIOUUTEIHO MPOJaXKHa [IeHa 32 MEAULIMHCKOTO U3JIeNue,
KaKTO U 3a MPOU3BOJAUTENSI/ YIIBIHOMOIIEHUS PECTAaBUTEN WM ThProBela Ha MEAUIIMHCKOTO
U3JIEINE;

4. cTOMHOCTTA, JO KOATO Ce 3aIuialia MEIUIIMHCKOTO U3JIeNHe.

(2) Unpopmanmsra o ain. 1 ce mocouysa B cuchbKa mo wi. 1, T. 1, KakTo ciesa:

1. BXoI411] HOMEp U JjaTa Ha 3asBJICHUETO;

2. uneHTU(UKAIIMOHEH HOMEp Ha 3asBUTENII M BpEeME Ha BBBEXKIAHE B
nH(pOpMalMOHHATA CUCTEMA, aBTOMAaTUYHO TeHEPUPAHU OT cucTeMaTa (MICHTU(PUKATUOHHUSAT
HOMEp C€ OIpeiesl IPU IbPBOHAYAIHOTO BIIMCBAHE B PETUCTBHPA U OCTaBa HEIIPOMEHEH);

3. mara u craryc Ha 3anuca (IpeioXkeH, BajluAUpaH, PErUCTpHUpaH, MPOMEHEH,
3aJIMYEH) 32 MEAULIMHCKO U3/IEIINE;

4. Kol HA U3JIEJIUETO B CIUCHKA (HEOOXO UM 32 OINpe/esIsiHe Ha CTOWHOCT, JI0 KOSATO Ce
3ariania);

5. ynukanmeH wuneHtudukarop Ha wm3aenuero (GTIN, HIBIC, NDC) (kxorato e
IIPUIIOKHUMO);

6. JaHHHU 32 JIMIIETO, KOETO IyCKa U3EINETO Ha Ma3apa;

7. TaHHM 32 ThProBeLA HA €IpO;

8. KaTeropusi Ha MEAUIIMHCKOTO U3/EIHUE;

9. robanHa HOMeHKIaTypa Ha MenuiHckuTe u3aenus - GMDN (UMDNS; EDMS)
KOJl ¥ UMe (KOTaTo € MPHIIOKUMO);

10. renepuyHa rpymna uzaenus (Korato € npuiok1umo);

11. uMe Ha METMIIMHCKOTO u3zenue (MOCOYEHO BbPXY OMAaKOBKATa W/UIH JIeKIapaluara
3a CbOTBETCTBUE Ha MPOU3BOAUTEIS);

12. anTepHaTUBHO M€ Ha MEUIIMHCKOTO U3JIenne (KOTraTo € MPHII0KUMO);

13. mozen (Korato € mpHUJIOKUMO);

14. onucanue Ha MEAUIIMHCKOTO H37eNue (ChCTaB; BUJ Ha MaTepuana; Opoil u3ienus B
HeJIeIMMa OMaKOBKA; TOJIEMUHA; pa3Mep; TErJI0; CTEPHIIHO; C U3MEepBaI (DYHKIIMH; BKIFOYEHO
B CBhCTaBa JICKAPCTBEHO BELIECTBO; MaTepHal OT KUBOTUHCKH TPOH3XOJ, CrIeuu(puuHu
O3HAYECHUs, TUI Ha TMPEANKUCBAHE HA W3JEIUETO (3a JAOMAlllHA WU OOJHWYHA ymoTpeda) -
MOMbJIBa c€ UH(POPMAIIHATA, TPUIOKHUMA 32 MEAUIIMHCKOTO U3/IEITHUE;

15. npenHa3Ha4eHO ACHCTBUE, ONIPEACIICHO OT MIPOU3BOAUTEINS (BKIFOUUTEIIHO YCIOBUS
3a CbXpaHEeHHe, eIHOKPaTHa/MHOTOKpaTHa yoTpeda, CTEPUIIHOCT U JIp.);

16. karangokeH HOMep Ha MEIMIUHCKOTO U3/eaue (I0COUYEH BbpXY ONaKOBKATa U/UIU
JlexknapanusiTa 3a CbOTBETCTBHE HA TPOU3BOIUTENS);

17. xnmac/rpyrma, CIUChHK;

18. mpuHa[IeKHOCTH/KOHCYMATUBH (UMeE, MOJEe, pedepeHTeH HOMEp, KaTaJoXKeH
HOMeEp; ONKCaHKe) (KOraTo € MPUI0KUMO);

19. Homep u nara Ha peructpauus B MAJI nmu yBegomnenue 1o MAJT;

20. nara Ha myckaHe Ha nas3apa B PenyOnuka beirapus;

21. mocienHa AaTa Ha aKTyajdu3alys Ha JaHHUTE 32 MEIUIIUHCKOTO U3JIETIHE;

22. para Ha TIpeKpaTsBaHE Ha pa3pelleHHe/yI0CTOBEpEHUE 3a TBhProBusiTa C
MEIUIIMHCKH U3AETHUs;

23. mapkep 3a 3arulaliaHe ype3 CpeacTBa 0T MUHHUCTEPCTBOTO Ha 3/IpaBeOIla3BaHETO
(M3), H30K, neueOHu 3aBecHUS;

24. mponaxHa II€Ha, MOCOYEHAa B CHOTBETHATa BajlyTa M M3YHCIEHA B €BpPO IO
KpbcTOocaHuTe KypcoBe Ha LlenTpanHara eBponeiicka 6aHka 1 CbOTBETHO B JIEBOBE 110 Kypca Ha
boearapckaTta HapoHa 6aHKa KbM J1aTaTa Ha BHBEXKIAHE HA TAHHUTE;

25. MakcHMMaJHa CTOMHOCT, 3aIjaliaHa ¢ OOLECTBEHN CPEACTBa (3a Tpyma U3aenus 3a
roJuHa) (Korato € mpujiokumo).

(3) UudopmanusTa 1o ain. 2 ce MombJiBa Ha OBITAPCKU U HA aHTJIMHACKH €3HK.

(4) B cirygaii, ye eIHO M CBHIO MEIUIIMHCKO M3ENIUE CE BIMCBA B CIIUCHKA OT JBama
WJIM TOBeYe 3asBUTENH, HH(opManuara mo wi. 5, an. 2, 1. 1, 2, 3, 7, 12, 18, 19, 20, 22 u 24 ce
MOMBJIBA OT BCEKU OT THX.



(5) UneHTndUKAIMOHHUAT HOMEp IO al. 2, T. 2 M KOIBT N0 ajl. 2, T. 4 CIly)Kar KaTo
UJICHTU(QUKATOP Ha METUIIMHCKUTE U3/ICIHUS U 33IBJDKUTEITHO CE H3IOJI3BAT B CIIyJanTe, KOTaTo
CHOTBETHOTO MEAMIIMHCKO U3JIEITUE CE OCUTYPsIBA ChC CpeAcTBaTa mo wi. 1, 1. 1.

Yu1. 6. CoucbKbT 110 Wil 1, T. 1 chbpika clieqHUTE KAaTETOPUU MEIULIMHCKU U3JIEIHSL:
. aKTUBHU UMIUIAHTUPYEMHU U3JIEIHS;
. M3JIeNUS 32 AaHECTE3HsI U PeCIHpalys;
. ICHTAJIHU U3EIHs;
. €JIEKTPO-MEXaHUYHU MEAULIMHCKY H3/IEIIHS;
. 00JIHMYHO 00OpYyABaHE;
. THBUTPO JUATHOCTHYHH U3JICIIUS;
. HEAKTUBHU UMIUTAHTUPYEMU U3/IEINS;
. M371enus 32 O(TATIMOJIOTHSI U OTITHKA,;
. M3JIeNHsl 32 MHOTOKpaTHa ynorpeoa;
10. uznenusi 3a eqHOKpaTHA yroTpeoa;
11. momouIHM cpencTBa, MPUCIIOCOONICHUS, ChOPBKEHHUS U MEAUIMHCKH W3JETHUs 3a
X0pa ¢ YBpPEeKIaHUS;
12. u3genus 3a AMArHOCTUYHA U TEPANEBTUYHA paUallvs;
13. u3nenus 3a AOI'BJIHUTEIHA TEPATINS;
14. uzgenus ¢ GUONIOTHYEH MPOU3XOJ;
15. mpoayKTH ¥ MPUCTIOCOOICHUS 32 JICUCOHH U 3]JpaBHU 3aBE/ICHUS;
16. nabopatopHo o0opyaBaHe.

O 01NN W —

Yu. 7. U3nbpaHuTEeIHATA areHIMS 110 JICKapCTBaTa U3I10JI3Ba TCXHUYCCKO 060pyzLBaHe n
TCXHOJIOTUU 34 aAMHUHUCTPHUPAHC Ha CIMCBKA IO 4YJI. 1, T. 1, qpe€3 KOUTO CC H3IBJIHABAT
CIICAHUTC (bYHKI_[I/II/IZ

1. IMPOBEPKA HA MMOAAACHUTC IO CICKTPOHCH IIBT 3a4BJICHHA, IIOAIMMCAHU C CJIICKTPOHCH
IIOAIIUC,

2. YHIpaBJICHHUC Ha AOCThIIAa 4O AJAHHUTEC B CIIMCBbKA MOCPCACTBOM IIPCAOCTABAHC 3a
II0JI3BAaHC Ha HOTpe6I/ITeJ'ICKO HMC, I1apoJia U ICPCOHAJICH I/I,Z[eHTI/I(I)I/IKaTOp;

3. IMPOBEPKaA 3a I'BJIHOTA U JOCTOBCPHOCT HA JAHHUTC,

4. 3alunTa, CbXpaHABaHC U ApXUBHUPAHC HA JdHHHU U JOKYMCHTH.

Yu1. 8. M3nbaHUTENIHATA areHIMsI 110 JIEKApCTBaTa ChXpaHsABa CIUCHKa 1o 4il. 1, T. 1 1o
Ha4uH, KOUTO OCUTYPsIBA BB3MOXKHOCT 3a:

1. rapaHTHpaHe CHUTypHOCTTa Ha ChJIbpXKallaTa ce B Hero HHQopManus upe3
KPUIITHPAHE;

2. IpOMsIHA Ha JIaHHUTE OT 3asBUTET;

3. 3ayIn4aBaHe HA JAHHU CJIEJ] BAJIMIUPAHETO UM OT ONPEAEICHU AIBbKHOCTHH JIMIIA.

Pazgea 11
YciaoBus 4 pej 3a BKIYBaHe, IPOMEHHU M 3aJIUYaBaHe HA MeIMIUHCKHU U3/1e/1Us B
cnuchbka mo wi. 1, 1. 1

Yu1. 9. (1) U3nbanuTenHaTa areHIMs Mo JeKapcTBaTa OCUTYpsiBa OTOPU3HPAH JOCTBIT
710 criichbKa mo wi. 1, T. 1 3a BpBeX/1aHe, IPOMSHA WM 3aJlM4aBaHe HA JaHHU 10 4WI. 5 crien
MoJlaBaHe B EJCKTPOHEH WJIM XapTHEH BHJ Ha 3asBIeHHE 1O oOpaser, YTBBPIEH OT
M3MBJIHUTENHUS qupektop Ha MAJL, myOnuKyBaH Ha MHTEPHET CTpaHUIaTa i.

(2) 3asiBnenue mo an. 1 Morar fa mojaBar:

1. npousBoaMTEN HA MEUIIMHCKY U3/ETIHS;

2. u1ie, YITbTHOMOIIEHO OT MPOU3BOUTEIS,

3. pu3MUecKO UM IOPUANYECKO JIUIE, KOETO KOMIUIEKTYBA U3/1€Hs;

4. hpM3HYEeCcKO WM IOPUIMYECKO JIUIIE, KOETO CTEPHITH3UPA U3IEIHS;



5. TBproBen Ha €apO ¢ MEAUIIUHCKH U3IENHUS.

(3) Koraro 3asBieHneTo ce mojasa OT YITbJIHOMOIICHO JIUIE, KbM HErO Ce MPEJCTaBs U
HOTapHUaJIHO 3aBEPEHO ITBIHOMOIIHO. KoraTto meiIHOMOIIHOTO HE € u3AaaeHo B PemyOnuka
Bbwirapus, 3a Hero ce mpeacTaBs MPEBOJ Ha OBITAPCKH €3HK, U3BBPIICH OT MPEBOAAY, KOHTO
UMa CKJIIOYEH JOTrOBOpP C MMHHCTEpCTBOTO HAa BBHIIHHUTE pPAa0OTH 3a W3BBPIIBAHE HA
o(hUIMaTHN TPEBOAH.

(4) TunbT eNeKTpOHHH IOKYMEHTH W (aiioBu (opmaTH, KakTo M IMpaBHiaTa 3a
OCHUTypsIBaHE Ha JIOCTHII 10 CHHUCHKA 10 Wi. 1, T. 1 ce myOnuKyBar Ha HHTEpHET CTpaHUIIaTa Ha
NAIJL

Yu. 10. (1) 3asBieHneTo ce mojaBa 4pe3 MyOaudIHO OO0SBEH M JIOCTHIICH €IEKTPOHCH
azpec wiM B aernoBoAcTBoTO Ha MAJL.
(2) 3a mogaBane u 00pabOTBaHE HA 3asSBICHUETO HE CE 3aIljiala Takca.

Yu. 11. Ilpu nocrenBane Ha 3asBiacHUE ciayxkuten Ha MAJl Banuaupa naHHUTE OT
3asBJICHUETO 3a:

1. HanMYKe Ha MONMC/BATUICH EIEKTPOHEH MOIUC ITPH ITOIaBaHE 110 €IEKTPOHEH IIbT;

2. I'BJIHOTA Ha JIAHHUTE;

3. 3adBEHO OOCTOSITEICTBO - PErHcTpalus, IPOMsHA WIM 3ajJM4aBaHE Ha JaHHU 3a
3asBUTEIIS.

Y. 12. KoraTo 3asBJIECHUETO HE € M3TOTBEHO ChIJIACHO 0Opaserna mo wi. 9, an. 1 uaum He
€ TMOJIHUCAHO C BaJUJICH EJNEKTPOHEH moanuc (Mpu TMOJaBaHE IO EJIEKTPOHEH IThT), Ha
3asBUTENIS C€ U3MpaIla B CPOK 0 5 paOOTHU JHU OT IMOCTHIIBAHE HA 3asBJICHUETO CJICKTPOHHO
ChOOIIIEHNE HA TIOCOYCHHS OT HETO CJIICKTPOHCH aJpec ¢ YKa3aHWs 3a OTCTpaHsIBaHE Ha
HECHOTBETCTBHUATA.

Y. 13. Koraro B 3asBJICHHUETO HE € MIOCOYCH EICKTPOHEH aJIpec, ChbOOIICHUETO IO Y.
12 ce u3npaina ype3 JUIEH3UPaH MOMICHCKU OIIepaTop KaTo NpernopbuaHa MOIICHCKA MpaTKa ¢
oOpaTHa pa3nucka Ha ajpeca Ha 3asButes. [1o u3kiroueHne cbo0meHneTo no wi. 12 moxe aa
Ce HaIpaBy 110 TeJie)oHa WK 10 (pakca Ha JIUIETO 32 KOHTAKTH, TIOCOYEHO OT 3asiBUTEIIS, KATO
TOBa C€ YAOCTOBEPsIBA [0 HAYMHUTE, TOCOUEHH B [ pak TaHCKHUSI POIECyaJIeH KOJIEKC.

Yn. 14. rpeI_HKI/I U HCIBJIHOTH, HOIYCHATU B HJAHHUTEC OT 3asABJICHUCTO CBHIJIACHO
o6paseua 3a JOCTBII 10 CUCTEMATA, CC OTCTpAaHABAT YPE3 IMMOJaBaHC HA HOBO 3as4ABJICHHUC.

Y. 15. (1) Korato 3asiBneHneT0 OTroBapsi Ha M3UCKBAHUATA, JAHHUTE C€ BHBEKIAT B
nH(popmanoHHata cucreMa ot ciyxurena Ha MAJL B cpok 10 5 pabotHu nuu. Enekrponnara
0a3a aHHU TeHepupa WACHTHU(UKAIIMOHEH HOMEp 3a 3asBUTENS W BPEMe, KOETO OTpa3sBa
MOMEHTa Ha Ch3[aBaHe Ha MpoduiI Ha 3asSBUTEINS, U U3MpaIla MOTBbPKICHHUE 32 IpUeMaHe Ha
3asIBIICHUETO.

(2) TIOTBBPKACHUETO € ENEKTPOHEH TOKYMEHT, KOWTO ChIBPKA JaHHU 33 BXOMASIIUS
HOMEp U J1aTa, UACHTU(DHUKAIIMOHEH HOMEP M BpeMe Ha BbBEXK/IaHE B €JICKTpOHHATa 0a3a JTaHHH,
KaKTO U MHGOpMAIHS 3a JOCTBHII.

(3) IloTBBpKAEHUETO CE M3Ipallla Ha apeca Ha eJIEKTPOHHATA TIOIIa Ha 3asiBUTEI.

Ya. 16. Peructpanusara ce cumra 3a H3BBpIICHA CJe] BBBEXKIAHE HA JaHHHUTE 32
3asiBUTENS U U3JIENUATA B €IGKTPOHHATA 0a3a TaHHU U BAIUIUPAHE.

Yu. 17. (1) 3asBuTensr e arbxeH aa cboomu Ha MAJI BCHYKM TPOMEHU B 3aIBEHHUTE
00CTOSITENICTBA, CBIJIACHETO 3a IMpUEMaHe Ha EJIEKTPOHHH CBHOOLIEHMS, BKIIIOUUTEIHO
enekTpoHHUs anapec. [I[poMsHaTa nMa qeicTBHE OT MOMEHTA Ha ChOOIIaBaHETO.



(2) 3asBUTENAT € NTBXKEH Ja aKTyaau3upa JaHHUTE B CPOK A0 7 paOOTHU ITHH OT
MOMEHTAa Ha HacThIIUJIaTa IPOMSHA.

Yn. 18. BwBexganero wiM NMpPOMsSHA Ha JaHHU B COHCbka mo wi. 1, T. 1 Ha
MCAUIIMHCKHUTEC U3CIINUA CC I/ISB'pr_IBa OT 3ad4ABUTCIIA tIp€3 BBBCKIAHC HA HOTpe6I/IT€JICKO nMeE u
napoJa.

Y. 19. (1) OrcTpansiBaHeTO Ha TPEIIKKA W HEMBJIHOTH, AOIYCHATH IPHU BIMCBAaHE Ha
MEIULMHCKUTE U3/I€THUS B CIIMCHKA, CE U3BBPILIBA OT 3asIBUTEIIS.

(2) Ilpu ycraHoBsiBaHE Ha TPEIKU OT JUTHKHOCTHO Jutie, MAJI onpenens eqHoMeceueH
CPOK 32 OTCTPAHSIBAaHETO UM.

(3) IIpu oTKa3 3a KOPUTUPAHETO UM OT 3asIBUTEIISI UJIM HEOTCTPAHSIBAHETO UM B CPOKa
no ain. 2 MAJI He Banmuaupa JaHHUTE U T€ HE ce MyOJIMKyBaT.

Ya. 20. M3nbaHuTenHATAa areHUMs IO JIeKapcTBara MyOJIMKyBa Ha WHTEPHET
CTpaHUIIaTa CH PHKOBOJICTBO, YTBBPJICHO OT U3IIBIHUTEIHUS upekTop Ha MAJL, 3a BpBe)K1aHe
U aKTyaJlu3upaHe Ha JAHHWUTE B CHHCHKA, BKIIOUUTEIHO MpaBUJIaTa U YCIOBHATA, HA KOUTO
TpsOBa J]a OTroBaps BbBEXJaHaTa HHPOPMAIIHSL.

Y. 21. 3anuyaBaHeTO Ha JaHHU 32 3asBUTENIN W/UIM MEJUIIMHCKU U3/EIHsl, BbBEIECHU
B CNHCHKA, CE U3BBPIIBA!

1. cnen Bamumupane ot crpaHa Ha MAJl Ha mojaaeHo 3asBICHUE 3a 3alIWYaBaHE C
[IOCOYBAHE Ha OCHOBAHME 3a TOBA;

2. mpu npekpaTsBaHe win oOe3cunBane aerctBuero Ha CE ceptudukar, nznaaeH or
HOTU(UIMPAH OpraH;

3. cnen mocThnMIa MHGOPMANMS U M3BBPIIBaHE HA MpoBepKa oT cTpaHa Ha MAJI 3a
MpOMSHA HA JIUIETO, KOETO € U3BBPIIMIO BIMCBAHETO B CIIUCHKA MO Wi. 1, T. 1.

Y. 22. 3anmvaBaneTo 1o wi. 21 ce u3BbpIIBa OT JIHKHOCTHH JIUIA 110 YTBBPJCHH OT
M3IBIHATETHUS AupekTop Ha MAJl BbTpenHu npaBuia.

I'naBa Tpera
OIPEJIEJITHE HA CTOMHOCTTA, 1O
KOSATO CE BAIVIAINAT MEJUIIUHCKHUTE U3JAEJIUSA, BKIIOYEHU B
CIIUCBKA ITIO YJI. 1, AJI. 1

Pasznen I
YcaoBus M pef 3a onpejiesisiHe CTORHOCTTA HA METUIIUHCKUTE U3/1eJIHs, 3aIIAIAHU OT
oromxera na H30K

Yua. 23. (1) HaumonamHara 3IpaBHOOCUTYpUTETHA Kaca MPOBEXAA €KEroJHO
MpoIIeIypa 3a ONpeAeIsTHE Ha CTOMHOCTTA, IO KOSITO 3ariiaiia rpyrnu MeTUIIMHCKY U3/IENHs, 3a
KOUTO B HOPMATHBEH aKT € MOCOYEHO, Y€ C€ OCUTYPSBAT ChC CPEACTBA OT HEMHUS OIOKET.

(2) CroitHoctTa Mo an. 1 ce ompenens 3a ChOTBETHA Ipyla MEIWLMHCKU H3JETus,
OTrOBapAIIN Ha OMpEENIeHH TEXHHUUYECKH H3UCKBAHUS, B CHOTBETCTBHE C MPEIBUICHUTE
cpenctBa B 0romkera Ha H30K 3a choTBeTHATa KajneHapHa roIMHAa.

Ya. 24. KonkperHute meauruHcku uzaenus, 3a kouto H30K 3amumama, tpsiOa na
OTrOBapST Ha CIETHUTE U3UCKBAHUS:
1. na oTroBapsT Ha U3UCKBaHUATA HA 3aKOHA 3a MeAuIMHCKUTE n3aenus (3MN);



2. 1a ca BKIIOYEHH B criuchka mo wi. 1, T. 1, Oyksa "a";

3. ma wsamar peructpupanun ganHu B HMAJI w/mwm EUDAMED 3a
WHIUACHTH/TIOTCHIIMATHN WHITUICHTH Mpe3 mocieqauTe 18 Mecera, KakTo u 3a OJIOKUpaHH WIN
W3TETJICHU OT Ma3apa MapTUAMU MO MPUYMHH, CBBP3aHU C O€30MacHOCTTa Ha MEIUIIMHCKUTE
U3JIeIMs OT TSX Ipe3 nocieaHuTe 18 mecena;

4. na ce 3amjamar OoT oOmecTBeH (OHA B MOHE TPU OT Ibp’KaBUTE-WIECHKU Ha
EBporelickusi ¢bi03, NMPHU CHIIUTE WHIUKAIMU WA 3a00JSIBaHUS WIHM Jla Ca 3aIUlalllaHd OT
H3O0K npe3 nocneanure 10 rogunu;

5. 1a uMaT paHIOMHU3UPAHHU KIMHUYHHA U3MUTBAHUS, OT KOUTO MMOHE €HO 3aBHPIICHO
(32 wm3menus, MpuiIaraHu B YCIOBHUSATa Ha OOJHMYHATA MEAUILIMHCKA IMOMOIN, KOrato €
IIPUIIOKHUMO);

6. Ia OTroBapsT Ha TEXHUYECKUTE W3UCKBAHUS U JPYTU YCIOBHUS, MOCOYECHHU B
cnenuduKanusaTa mo wi. 25.

Y. 25. (1) Ilpouenypara 1no 10oroBapsitHETO Ha MEAULIMHCKH U3/EJINs, CTOHHOCTTA Ha
KOUTO ce 3amlamia HambiaHo wid vyactuyHo oT H3OK, ce wusBbpiIBa Ha OCHOBaTa Ha
cneuu¢ukanus, yreppaesa ot Hagzopuus ceBer Ha H30K.

(2) Cneuuduxanuara mno an. 1 ompeaens W rpynupa MEAMLHMHCKUTE HU3JENus,
npujaraHd B YCJIOBUSTA Ha W3BBbHOOJIHWYHATA W OOJHWYHATA MEAMIMHCKA IIOMOII, IO
TEXHUYECKHU U3UCKBAHUS.

(3) 3a ms3rorBsiHe Ha TMpoekTa Ha crenudukanys yrnpasurenitT Ha H30K Ha3nauaBa
ekcriepTHa Komucus. CbCTaBbT Ha KOMHUCHSATA BKJIIOYBA CIELUAIUCTU C (apMaleBTUYHO,
IOpUJIMYECKO, MEIMIIMHCKO M MKOHOMHMYECKO oOpa3zoBaHHe. 3a CBOsITa paboTa KOMHUCHUSTA
U3TOTBS MPOTOKOJIU U PELICHHUS.

(4) Cnenudukanusra CbIbpiKa:

1. rpynu, B KOUTO c€ BKJIIOYBAT MEAULIMHCKUTE U3/1€IHsI CbOOPa3HO NMpeIHA3HAYEHUETO
um;

2. HOArpyny MEeIUMIMHCKH U3/1eI1s B paMKHUTE Ha e/lHa TpyIa, ONpeaeseHH choOpa3Ho
MIPUJIOKEHUETO UM;

3. Tpynu MEIUMIUMHCKM M3JeNMs [0 TeXHUYECKH M3HCKBaHHWSA B PAMKHUTE Ha €IHa
MOArpyna;

4. o0oco0eHn TIpynu/MOATPYNU/TPYNN IO TEXHUYECKH W3UCKBAHUS MEAMLIUHCKU
W3JIeNHs, IPUIIaraHu:

a) B yCIOBMATAa Ha W3BBbHOOJIHMYHATA MEIUIIMHCKA IMOMOII, 3aIUIAlllaHd Ha JIMIA,
MOJIYYMJIN pa3pelIeHus 3a ThproBus Ha IpeOHO C JIeKapCTBEHU MPOIYKTH;

6) B ycinoBusiTa Ha OOJIHMYHATa MEIUIMHCKA I[OMOII, 3aIllalllaHd Ha Je4yeOHU
3aBeJICHUS, CKJIFOUMIIN OTOBOPH 110 Wwi. 23, ai. 1, T. 4 oT 3akoHa 3a 3[paBHOTO OCUTYPsIBaHE 32
OKa3BaHe Ha OOJTHUYHA MEJUIIMHCKA TIOMOII;

B) B YCJOBMSTAa Ha OOJHUYHATA MEJUIIMHCKA ITOMOILL, 3aIUlalllaHy Ha MPOU3BOIUTENN
WIN THPrOBIM HA €JIp0O ¢ MEUIIMHCKY U3/1€IMsI MJIM HA TEXHU YITbJIHOMOIIEHU MPEICTaBUTENH,
CKJIFOYMJIM JOTOBOPH 3a JOCTaBKa Ha MEIUIIMHCKYU M3/eNns [0 peia Ha Ta3u Hapeaoa;

5. ycioBus 3a IEPUOAMYHOCT W/HITH KOJIMYECTBA Ha JTIOCTABSIHNUTE METUIIUTHCKH U3/1€HS,
samtamany ot H30K;

6. MakCMMaJlHa TPOTHO3HAa aHAJUTHYHA CTOMHOCT, 10 koAro H3OK 3amnama 3a
ChOTBETHATa rpyna/noJArpyna/rpymna no TeXHUYECKU U3MCKBaHUs rpynuTe 1o T. 4, OykBa "B" 1
CBHOTBETHUS UM MPOTHO3EH Opoil (00eM) METUIIMHCKH U3/1enus 3a 12-MeceueH nepuoi, KOUTo
H3OK 3amnamma;

7. yCIOBUS M W3HCKBAaHUS 3a TMPEANUCBAHE U OTIYCKAaHE Ha CbOTBETHUTE
TPYIU/TIOATPYITH ¥ TPYITH MO0 TEXHUIECKN M3UCKBAHHMS.

(5) IIpm mocturnatr pasxomoedekTuBeH pesynaTtar 3a Owokera Ha H3OK, crex
MIpOBEeJIeHa 0 pe/ia Ha Ta3u Hape0a mpoleaypa, KakTo U P HaJlnyie Ha OF0/IKETHU CPEJICTBA
3a 3/IpaBHOOCUTYPUTEINIHY TUIAIIAHUS 32 MEAULIMHCKU U3EHs B PE3yJITaT Ha peau3upaH Io-
Manpk pazxon 3a H3OK, 3a 3amnmamanute rpynu memunuacku u3aenus, H30K moxe ma
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onpe;[enn CpOK 34 3arialllaHe U CbOTBECTHA CTOﬁHOCT 34 HOBH prnI/I MCOUIMHCKHN U3CINA,
BKJIFOUECHHU 32 ITBPBH ITBT B crienudukanusaTa mo wi. 25, an. 1, n Hezamnamanu gocera ot H30K.
3ananaHeTo Ha HOBUTE IPYIIH HE MOJKE J1a HaIXBbPJIA MPEABUICHUTE ChC 3aKOHA 3a OI0KeTa
Ha H30K cpenctBa 3a chOTBETHATA KaJ€HIapHa FOJANHA.

Y. 26. (1) o 2 paGoTHHU AHM clie]] yTBbPIKAaBaHe Ha crienu(uKanusTa 1mo wi. 25, ai.
1 H30K ny0nwkyBa Ha HMHTEpPHET CTpPAHHIIATA CH TOKAHA KbM IPOU3BOJIUTEIIUTE WIIH
THPrOBIUTE HA €APO C MEAMIIMHCKH U3JIENINS U/UIN TEXHUTE YIIbIIHOMOIICHH IPEICTaBUTENN
3a yyacTue B IPOLEAypaTa 10 OnpeaesisiHe Ha CTOHHOCTTa 1o wi. 23, ai. 1.

(2) Ilokanara o ain. 1 ceabpika:

1. mpeamer Ha mporeaypaTa — MEIUIIMHCKH U3IEIHs, BKIIFOUCHHU B CIICIIU(PUKALIUATA TIO
qi. 25, ai. 1;

2. U3UCKYEeMU JOKYMEHTH OT YYaCTHHUIIUTE ChIJIACHO ai. 3;

3. MSICTO, HAYMH U KpaeH CPOK 3a MO/IaBaHEe Ha MPEJIOKEHHS — TOKYMEHTH 33 y4acTue
B IIPOIIeTyparTa, KaTo CPOKBT HE MOKE /1a ObJIe MO-MaIBK OT 15 paboTHH JHM OT MyOJIMKyBaHe
Ha MIOKaHara;

4. nmune, TeneoH U eNeKTPOHEH ajpec 3a KoHTakT B H30K.

(3) 3a yyactue B mpoueaypara mno 4wi. 23, ain. | Ipou3BOJUTENUTE WIH ThPTOBIUTE HA
€IpO C MEIUIIMHCKY U3CINS 1/ WU TEXHUTE YITHITHOMOIICHH mpeacTaBuTenu moaasat B H30K
3asiBJIEHUE, KbM KOETO MpuiaraT ClIeAHUTE JOKYMEHTH:

1. maHHM 3a eOUHEH HWJCHTU(PUKAMOHCH KOJ Ha JPYXKECTBO/KOONEpANUs OT
THPrOBCKUS PETHCTBP; 3a JPYKECTBA, PETUCTPUPAHH B JIPYTH AbPKABH — HU3BJICUEHUE OT
TBPTOBCKUS PErUCThP WM CXOJEH JOKYMEHT IO HAI[MOHAJHOTO 3aKOHOJATEJICTBO Ha
ChOTBETHATa AbprKaBa Ha MPOU3BOJUTENS UM THProBella HAa €IpO C MEAMIIMHCKH U3IENus,
W3/1aJICHU OT KOMIIETEHTEH OpraH He MO-KbCHO OT 6 Mecela Mpe/Iu MoJaBaHe Ha 3asBJICHUETO;
uH(popManuaTa ce MPEeaoCTaBs 3a MPOU3BOJUTENS Ha MEIUIIMHCKUA M3/IENUs, a B clilydall 4ye
MIPEITIOKEHUETO CE MOJ]aBa OT THPrOBEIl Ha €IPO/YIIBIIHOMOIICH MPEACTABUTEN — U 32 THX;

2. HOTapuaJdHO 3aBEPEHO IBIHOMOIIHO, B CIy4ail ue 3asBIICHHETO c€ MOoAaBa OT
MPEACTaBUTE HA MPOU3BOIUTENSI WM THProBela Ha €ApO; KOrato IIbJIHOMOIIHOTO HE €
uznazeHo B Pemy6nuka brarapusi, 3a HEero ce mpecTass NpeBo/i Ha OBJITapCKu 31K, U3BBPILIEH
OT TPEeBOJIay, KOWTO MMa CKJIFOYEH JOTrOBOp ¢ MUHUCTEPCTBOTO Ha BBHIIHUTE paboTH 3a
U3BbpIIBaHE HA OQUIMATIHU TPEBOJUM B MBIHOMOIIHOTO cjelBa Ja ObJaT MOCOYEHU
KOHKPETHUTE MEIUIIMHCKU WU3JIeTHs, 332 KOUTO MIPEICTABUTEIAT € YITHIHOMOIIICH;

3. IOKyMEHT, yIOCTOBEpsBalll MPaBOTO UM Ja THPryBaT ¢ MEAWIIMHCKU H3IENus,
W3/1aJIeH OT KOMIIETEHTEH OpraH Ha ChOTBETHATA IbP)KaBa, a KOraTo TakbB € u3aaneH ot MAJI
ce mocouBa HeroBusT HoMmep u H3OK cmyxeOHO chOMpa M TpoBepsiBa CHOTBETHATa
nH@opmanus. TakbB JOKYMEHT HE CE€ U3UCKBA, aKO 3asBUTEIIAT € MPOU3BOIUTEN, YCTAHOBEH Ha
TeputopusaTa Ha PenyOnuka bwarapust, cerioacHo 4. 77, an. 2 ot 3MU;

4. MOKyMEHTaIlus, 4pe3 KOSITO C€ JI0Ka3Ba, Y€ MEIUIIMHCKOTO W3JIeJTUe OTroBaps Ha
TEXHUYECKUTE U3UCKBAHMUsI, TIOCOYEHH B crienupukanusTa mo wi. 25, an. 1: cepruduxar 3a CE
MapKHpOBKa OT HOTU(DHIIMPAH OPraH — HOTAPUAITHO 3aBEPEH; JeKJapalus 3a ChOTBETCTBUE,
u3JajieHa OT TMPOM3BOAUTENS] HAa MEAHWIIMHCKOTO H3JeNue; MHCTPYKIHS 3a ymorpeda 3a
MEJUIIMHCKOTO U3/IeNINe Ha OBJITAPCKHU €3UK; YBEAOMIICHHE 32 ITyCHATH Ha TTa3apa u/mwim ¢hopma
3a MpenocTaBsHE HAa WH(pOpMallMs 3a MyCHATH B JEWCTBHE Ha TepUTOpHATa Ha Pemybnuka
bobarapust MeIMITMHCKY U3/1ETINS,

5. U3BJIEUEHHE OT KATaJor 3a BCUYKH 3aBE€HM MEIUIIMHCKU U3JIETUsl C MOCOYBAHE Ha
KaTaJ0kKeH HOMep 1o wi. 5, an. 2, T. 16 Ha mpemIaraHoTo MEAUIMHCKO U3JEIUE, KOETO Ce
UAeHTH(UIHPA C THPTOBCKOTO My HAMMEHOBAHKE, ChOTBETCTBAIIO HA YHUBEPCAIHUS KO WU
UJEeHTU(DHUKATOP, C KOETO TOBA M3JIeNIME € BIIMCAHO B CIIMCHKA 1O Wi 5, ail. 1;

6. uadopmanus, npenocraBena ot MAJIL, otHocHO peructpupanu nanau B MAJI u/unu
EUDAMED 3a MHIUIEHTH/TIOTEHIHAIHA UHIIUACHTA ¢ MEUIIMHCKOTO HU3ENINEe, KAaKTO U 3a
OJIOKMpaHU WJIM U3TETJICHH OT Ma3apa MapTuau rnpe3 nocneanure 18 mecena;



7. npexiapamus, 4e€ CBOTBETHHAT YYAaCTHHUK MOXE [l OCUTYPH HEOOXOIUMHUTE
KOJIMYECTBA MEOUIIMHCKY U3ICIIHS;

8. mpeasiarana 1eHa Ha MEIMIIMHCKOTO U3/EIINE;

9. nexapanus 3a HAIMYMe Ha U3MCKBAHUATA 110 4. 24, T. 4 C TOCOYBaHE HA KOHKPETHUS
obmiecTBeH (DOH HAa CHOTBETHATA IBPIKABA;

10. moka3arescTBa 3a U3IIBJIHEHUE HA U3MCKBAaHUATA 10 wi. 24, 1. 4 u 5.

(4) Ympasurenst nHa H30K yrBBbpkmaBa oOpa3iu Ha 3asBiI€HHE 1O al. 3 ¥ Ha
JOKYMEHTH 1Mo ait. 3, T. 7, 8, 9 W IpOEKT Ha JOroBOp, KOMTO Ce MyOJUKyBaT Ha UHTEPHET
crpanunarta Ha H30K 3aenHo ¢ nokanara 1o an. 1.

(5) Ipemoxenara mexHa mo ai. 3, T. 8 He Moke Ja ObJIe I0-BHCOKA OT ITPOJIaXKHATA [IeHA
3a CbOTBETHOTO HM3JICNIME ChIVIACHO 4. 5, anl. 2, T. 24.

(6) Bcsiko MeauIMHCKO M3JeNe MOXKe Ja ObJe 3aiBEHO CaMoO 3a €IHO TEXHHUYECKO
H3HCKBaHE.

Yui. 27. (1) Ilpouenypara o norosapsiHe Ha cToiHOcTTa, 10 Koaro H30K 3amnama
KOHKPETHH MEAMIMHCKH U3JIeNus, NPUHAMJIeKAIM KbM €JHAa Tpyla, ce IMPOBEKIa OT
eKCIIepTHAa KOMUCHS, HapuyaHa MO-HaTaTbK ,,KOMHCHUATA®, HAa3HA4€HA OT YIpaBUTENS HaA
H3O0K, crnex u3tnyane Ha cpoka 3a MmojjaBaHe Ha JOKYMEHTHUTE 3a y4acTHE B JOTOBAPSHETO.

(2) CbcTaBbT Ha KOMHCHSTA BKIFOUBA CIICIUATNCTH C (DapMaIieBTUYHO, FOPUINIECKO,
MEAUIIMHCKO K MKOHOMUYECKO 00pa3oBaHue. 3a CBOsSITa paboTa KOMUCHUSATA U3TOTBS TPOTOKOIU
U pEIICHHUS.

(3) B cncraBa Ha kommcusTa ce BkiIouBar TpuMma BbHIIHKM 3a H3OK excmeprw,
onpeneneHu c pemienue Ha Hagzopuus ceBet Ha H30K.

(4) BpHIIHUTE ekcrepTH Mo aji. 3 MoraT ja ObJar JHia ¢ IPUITIECKO, METUIITHCKO
WM UKOHOMHYECKO 00pa3oBaHue.

(5) UnenoBeTe Ha KOMHCHSATA MOJIMCBAT JIEKJIapalus, Y€ HE ca CBbP3aHH JHUIa IO
cmuchia Ha § 1, T. 1 oT THproBekust 3aKOH C TPOUZBOAUTEINUTE WM C THPTOBLIMTE HA €1IPO C
MEIUIMHCKHU U3AENUs/TEXHUTE YITbITHOMOIIEHU MPEICTaBUTEIH.

Ya. 28. (1) Ilpeanoxkenusra ce HpeACTaBAT B 3aleyaTaH HENpPO3payeH IUIMK OT
KaHJuJaTa JIMYHO WJIU IO ToLIaTa ¢ IpernopbyaHo MUCMO ¢ oOpaTHa pasnucka. Bepxy mimka
KaHIMJIaThT IIOCOYBA aPeC 3a KOPECTIOHIEHIMS, TeNe(OoH, (haKkc U eIeKTPOHEH aapec.

(2) Kangupatute mnpencTaBAT LEHOBOTO TNPEUIOKEHHE B OTAENIEH O0003HAaYeH
HENpo3payeH 3arevaTaH IJIMK, TOCTaBeH B IJIMKA C IPEJI0KEHHETO.

(3) Ilpu npuemaHne Ha NPEATIOKEHUETO BbPXY IUIMKA c€ OTOEINA3BAT OPEIHUAT HOMED,
JaTaTa ¥ 4achT Ha MOJTY4aBaHETO M TE€3U JAHHU C€ 3allUCBAT BbB BXOMSI PETUCTHP.

(4) He ce mpuemar npe/jioxKeHus, IpeICTaBeHH CJIel M3TUYAHETO Ha KPAHUS CPOK WIIH
M0JIa/IEHU B He3aIrevaTaH, Mpo3payeH MK WM B IUIMK ¢ HapyIIeHa IsUI0CT.

Y. 29. (1) Komucusita n3BbpIiBa OLEHKA Ha MOJAJACHUTE JOKYMEHTH, KOUTO CIIe/IBa
Jla yIOCTOBEPSIBAT U3IIBIHEHUETO Ha BCUUKH 3aJI0’KEHU M3MCKBAHMS, B T.U. 3a KA4E€CTBO, KaTo
ChOTBETHATa JOKYMEHTAIUs, yJOCTOBEPSIBAILlA U3IBJIHEHUETO UM, CE pasIIekaa U OLICHsABA
KOMILIEKCHO.

(2) 3acenanusTa Ha KOMHUCHSTA C€ MPOBEXAAT, aKO Ha TIX MPHUCHCTBAT MOHE TPHU
YETBBPTH OT WICHOBETE W.

(3) Pemenusta Ha KOMHUCHSTA C€ B3eMaT ¢ MHO3MHCTBO IOBEYE OT €/IHAa BTOpa OT
IIPUCHCTBALIUTE YICHOBE. UIeHOBETE HA KOMUCHATA HE MOTaT Ja C€ Bb3IbPKAT OT IJIaCyBaHe.

(4) Ilpu KoHCTaTHpaHW HEMBIHOTH W/WIM MPOMYCKHU B IMOJAJEHATa TOKYMEHTalus,
KOMHUCHSITA YBEJIOMsBA CBHOTBETHHMS YYaCTHHUK M JaBa CpPOK OT 3 pabOTHH JHHU 3a
OTCTpPaHSBAHETO UM W/WJIM 32 MPEIOCTAaBIHE HA JONBIHUTEIHA HH(POPMALIHSL.

(5) Komucusita He nmomycka 10 y4yacTHE€ B JOTOBapsSHETO KaHAUJATUTE, YHHUTO
MIPEJIOKEHUS HE OTIOBapAT HAa M3UCKBAHHUATA, ONPEIEIICHU C yTBBPJAEHATa JTOKyMEHTalus,



KaKTO ¥ KaHIUAATUTE, KOUTO HE Ca OTCTPAHWIA HEPEIOBHOCTHTE H/WIIM HE ca MPEJOCTABUIN
JOMBIHUTETHATA UH(OPMALIUS B ONPEEIICHUS CPOK.

(6) Komucusita u3rorssd NMpoTOKOJI, B KOHNTO OTpa3siBa MOCTBHIWIUTE NPEAJIOKEHUS,
U3BbpIICHATA OIEHKA 1Mo an. | u pedynratute oT Hes. Hepa3genHa yact oT mpoTokosa ca u
MIPEITIOKEHUTE HAal-HICKU [IEHU 32 ChOTBETHHUTE TPYIU MEAUIIMHCKH U3JIEIHS 110 WiI. 25, ai. 4,
T. 4, OykBH ,,a"° 1 ,,0”.

(7) B cpok oT 3 paboTHM AHM OT M3TOTBSHETO HAa MPOTOKOJA MO al. 6 KOMHCHATA
yBEAOMSBA KaHAUIATUTE, YUUTO MPEUIOKEHHSI HE OTTOBapsAT Ha M3MCKBaHUATA Ha 4iI. 26, ai.
3, 4e He ca JIOMYCHATH JI0 Y9acTHe B MPOLEAypaTa, C IOCOYBAHE HA CHOTBETHU MOTHBH.

(8) Komucusra nmyosimkyBa Ha mHTEpHET cTpanuniata Ha H30K nndopmanms 3a:

1. qomycHaTHTE A0 AOTOBAPSHETO YYACTHHIIM IO BXOSINN HOMEpA HA 3asIBICHUATA UM
Y CbOTBETHATA rpyna MEIULMHCKU U3JIENHsI, 32 KOATO ca JOIyCHATH;

2. IpeJUIOKCHUTE HA-HUCKH IIEHH 32 ChOTBETHUTE TPYITH MEAUIIMHCKH U3ICIHSI IO YT
25, an. 4, 1. 4, 6ykBu ,,a”° u ,,0”;

3. nataTa u rpaduK, 1Mo KOWTO IIe Ce MPOBE/IE TOTOBAPSIHETO HA OTCTHIIKU OT IIEHUTE 110
yi1. 26, ain. 3, T. 8, 3a y4aCTHUIIUTE, 3asBWJIA TPYIH MEIUIIMHCKU U3IETus 10 WI. 25, ai. 4, T. 4,
OykBH ,,a”" 1 ,,0”;

4. natara u rpaduK, Mo KOHUTO 1€ C€ OTBAPST LIEHOBUTE MPEIJIOKEHUS 32 YUaCTHUIUTE,
3asIBIJIA TPYITH MEIUITMHCKHU U3/l 1o wi. 25, ai. 4, T. 4, Oyksa ,,B”.

(9) 3a Bcsika rpyna MEAMIMHCKH U3JEIHS TOTOBAPSHETO CE MPOBEKAA B €AMH M ChIII
JICH ¢ JIOMYCHATHUTE YYACTHUIIH, IO MPEABAPUTEITHO 00SBEHUs TpaduK.

Ya. 30. Ilpouemypara mo AOroBapsiHE Ha OTCTBIKHA OT MPEUIOKEHUTE IICHU Ce
npoBexaa B cpok 10 paboTHU AHU OT MyOIUKyBaHETO Ha rpaduka mo wi. 29, an. 8, 1. 3 u 4.

Yui. 31. (1) C Bceku OT JOMYCHATUTE YYACTHUIIM, 3aBUIIU TPYIU METUIIUHCKU U3AETUs
o wi. 22, ai. 4, 1. 4, OykBu ,,a*“ 1 ,,0”, KOMUCHUsATA IOAMKUCBA IBYCTPAHEH MTPOTOKOJ, B KOUTO
ce OTpassBaT MEAMIMHCKUTE H3JeNus IO TPYNH, MpejioKeHaTa IIeHa, HANpaBEeHOTO OT
yYacTHUKA TPEJIOKCHHE 32 OTCTBhIIKA OT IeHaTa 1o wi. 26, am. 3, T. 8§ W mocTurHarara
OKOHYaTeIHa IIeHA.

(2) B mpotokona 1o ain. 1 ce BIUCBAaT U THPTOBLMTE HA €pO, KOUTO Ca OMPABOMOIIECHU
OT TPOU3BOJUTENUTE WU THPTOBIUTE HAa €ApO C MEAUIHUHCKH W3JETHs/TEXHUTE
YI'BJIHOMOIICHH TPEACTABUTEIH JIa JOCTABST BIUCAHUTE B IPOTOKOJIA MEIUIIMHCKH U3JICTHS,
aKo TE ca pa3JIMYHU OT 3asBUTEIIUTE.

Ya. 32. (1) Komucusita oTBapsi LIEHOBUTE MPEUIOKEHUSI HAa yJaCTHUIUTE, 3asSBUIIN
TPy MEIMIMHCKUA u3fenust mo wi. 25, an. 4, 1. 4, OykBa ,,B”, B TAXHO IPHUCHCTBUE.
IIpencenarenar u 1BaMa WIEHOBE Ha KOMHUCHUATA CE€ MOANMCBAT BHPXY BCSKA CTpaHUIA OT
LIEHOBOTO MPEJIOKEHHUE.

(2) Jomyckar ce mpeyioKeHHsATa Ha yIaCTHUIIMTE, 3asiBUJIN PaBHA WM TTO-HUCKA IIeHA
OT CTOHHOCTTA 110 4. 25, ai. 4, T. 6.

(3) Komucusra o0sBsABa Hail-HHMCKaTa II€HA 3a CHOTBETHATa Ipylna MEAMLUHCKU
W3/l U J]aBa Bb3MOYKHOCT Ha JOINYCHATUTE YYaCTHMUIIM 3a JOTOBapsHE HA OTCTHIKU OT
IIPEJIOKEHUATA 110 all. 1.

(4) Komucusta n3BbpIiBa KOMIUIEKCHA OI[EHKA Ha MPEAJI0KEHUATA U B ChOTBETCTBHUE C
pe3yaTaTtuTe OT Hesl Kjlachpa Hal-pa3xoJ0e(eKTUBHUTE OT TAX IO I'PYNH, ONpEIeNns Td 3a
3arJialiaHe Ha MPOU3BOAMUTEN/THProOBEll Ha €1pOo/yII'bIHOMOLIEH MPEICTaBUTEN IPU CTOMHOCT
100 na cro.

(5) Koraro 3a HsKOS OT TpyHUTE/MOArPYNUTE/TPYHNU MO TEXHUYECKH H3UCKBAHUS
MEIUIMHCKN M3/EIUs UMa IIPEUI0KEHHS], KOUTO HE MOMNajgaT B XUIOTe3aTa Ha al. 4 U ¢ 1en
o0e3neyaBaHe Ha JOCThIIa Ha 3APAaBHOOCUTYPEHHMTE JIMIIA 1O BCUYKH TPyNH OT
cnenupuKanuaTa Mo wi. 25, an. 1, komucusTa Moe Jja JOMYCHE ChILUTE, KaTO T'M ONPEAeIH 3a
3amjaniaHe Ha JiedeOHU 3aBelieHHs] 3a OOJHMYHA MEAMIMHCKA momoml. B Tte3u cioyuyaun
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V3MBIHUTENUTE Ha OOJMHUYHA METUIIMHCKA TMTOMOIIl HE MOTaT Ja 3aKylyBaT METUIIUHCKUTE
W31 Ha [IEHH, TI0-BUCOKHU OT OIpE/IeJICHaTa 0 pejia Ha Ta3u Hapeada CTOHHOCT 1o wi. 25,
aim. 4, 1. 6.

Y. 33. (1) B cpok ot 7 paboTHH AHU OT MPOBEKAAHETO HA NIpOIIeIyparTa 1mo wi. 23, aj.
1 xomucHsTa M3BBHPIIBA OIEHKA W H3TOTBSl 3aK/IIOUUTENEH MPOTOKOJI, B KOMTO IMOCOYBa
CTOMHOCTTA, KOSITO 3alliallla 3a BCSKa Tpylna MEIUIIMHCKU H3ACIUs/TIOATrpyna/Tpymna 1o
TEXHUYECKU U3MCKBAHUSI.

(2) Komucusita npencraBsi 3aKII0YUTEIHUS TPOTOKON upe3 ynpaButens Ha H30K 3a
yTBbpKaaBane oT Hanzopuus csBer Ha H30K.

(3) Cnen yrBppknaBanero no an. 2 H30K o0sBsiBa Ha MHTEPHET CTpaHHIATa CH
CTOMHOCTTA 3a BCAKA rpyIia MEAUIIMHCKH U3/IETIHS, KOSTO 3aIulalla HalbJIHO WJIM YaCTHYHO.

(4) B cpok 1o 3 paboTHU AHH clieq 00sBsSBaHE HA CTOMHOCTTA MO al. 3 yYaCTHUIINTE B
npoueaypara, 3asBWJIM CHOTBETHM TPYNU MEAMIMHCKH H3ACTUS/TIOATPYIH/TPYNHA IO
TEXHUYECKU U3UCKBAHUS 110 Wi 25, ai. 4, T. 4, OykBH ,,a*“ u ,,0°, mucmeno 3asaBsBar npeg H30K
YKEITAHUETO CH ChOTBETHOTO/TE MEIUIIMHCKO/U M3/CIINE/s1, BIMCAaHU B MPOTOKOJIA 1o wi. 31, aur.
1 nma Obme/ObmaT 3amiamaHo/u cbe cpeactBa ot Ommkera Ha H3OK, xarto moamucsar
JeKiIapanus mo oopasen, yreupaeH ot ynpasutens Ha H30K.

(5) B cpoka o aii. 4 yyaCTHULIUTE, 3aBHJIM CHOTBETHHU IPYITH MEAUIIMHCKU U3/IEITHS 110
yi. 25, an. 4, 1. 4, 6ykBa ,,B*, IpeICTaBUIN Hail-pazxonoedekTuBHU 3a Oromkera Ha H30K
npennoxenus, ckmousar gorosopu ¢ H3OK, kouto Brimrousar ompenenenure or H30K
CHOTBETHU YCJIOBUS 32 JIOCTAaBKa, 3a 3alllalllaHe Ha MEAUIIMHCKUTE U3IENs, 3a MPEACTaBsIHEe
Ha 0aHKOBA rapaHIlUs U APYTHU.

Ya. 34. (1) Cnen npuxitouBane Ha nporeayparta no 4wi. 23, an. 1 H30K cwcras
CHUCBHIIM C TPYIHPAHU U ONPEAeTICHU KOHKPETHH METUIIMHCKU U3JIENHsI, KAKTO U CTOMHOCTTA,
1o xoaro H30K ru 3amnama, kouto BiAM3ar B cuiia oT | siHyapu Ha cleBamniara KajJeHIapHa
rOJUHA.

(2) Koraro cnuchiure mo ai. 2 He ObJAT ChCTAaBEHW U YTBBPACHHU B CPOKOBETE,
ompejeNieHd B Ta3u Hapenda, Te mponabpkaBar nedctBuero cu u H30K mpoabmkaBa na
3arama MEIUIUHCKUTE H3ACTUS O CTOMHOCTHTE M TPU YCIOBHSTA, ONPEACICHH NpHU
nocjeHaTa mpoleypa, Bb3 OCHOBA Ha KOSITO T€ Ca ChCTaBEHHU.

(3) Hanimonannara 3paBHOOCUTYpHUTEIIHA Kaca MyOJIMKYBa HA MHTEPHET CTpaHUIaTa CU
CIMCBHIUTE MO al. 1, ChOTBETHUTE CTOMHOCTH, JI0 KOMTO 3alliallia M YCJIOBHS IO TAXHOTO
TpHjIaraHe.

Pazpen 11
YcaoBust 1 pex 3a onpeesisine CTOWHOCTTA HA MeIMIMHCKHATE U3/1eJIHMs, 3aIIAIAHHA OT
AbpPKABHUSA 0I0KeT U3BBH 00XBaTa HA 3aIbJLKMTETHOTO 3IPABHO OCUTYPsSIBaHe H OT
Or0/1keTa Ha JiedyeOHMTE 3aBeeHus mo 4wi. 1, . 1, 0yksa ,,B*

Y. 35. (1) MuHHCTEpCTBOTO Ha 3/IpaBEOIa3BaHETO I0TOBapsl MEAUIIMHCKY U3/IENINs, 32
KOUTO B HOPMATHBEH aKT WJIM B O0OI aIMUHUCTPATUBEH aKT € IIOCOUYEHO, YE CE OCUTYPSIBAT ChC
CpeZACTBa OT AbP>KaBHUS OIOJDKET .

(2) MuHHCTEPCTBOTO Ha 37paBEONa3BaHETO OCUTYPsIBA MEAUIIMHCKUTE U3/AEIHS IO ajl.
1 B CbOTBETCTBHE C MPEABHJICHHUTE CPEJCTBA B OIO/KETa CH 3a ChOTBETHATa KaJleHJapHa
rOJMHA.

Y. 36. JleueOnute 3aBeneHus mo 4i. 5, an. 1 3JI3 u neueOuuTe 3aBeaeHus Mo 4i. 9 u
10 3JI3 ¢ app>kaBHO W/WIIM OOLIMHCKO y4acTHe B KaluTaia JIOroBapsT MO pela Ha 3aKoHa 3a
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obmectBernte nopbuku (30I1) MenuIIMHCKUTE U3AETHUs, HEOOXOIMMU 32 OCHIIECTBSIBAHE HA
CBOSITA JECHUHOCT.

Y. 37. (1) MeaguuuHCKUTE U3I€TUs, KOUTO MOTAT Jia Ob/IaT 3aIlIallaHi ChC CPECTBA
OT IbpKaBHUS OrOJKET upe3 Oropkera Ha M3, TpsiOBa 1a OTrOBapAT HA CICAHUTE U3UCKBAHUS:

1. na oTtroBapsT Ha U3KMCKBaHUATa Ha 3MMU;

2. na ca BKIIFOUEHU B CIMCHKa 1o 4. 1, 1. 1, OykBa ,,0%;

3. nma wuama peructpupanu ganan B HMAJI w/mm EUDAMED 3a
WHIUACHTH/TIOTCHIIMATHN WHITUICHTH Mpe3 nmocieqauTe 18 Mecena, KakTo u 3a OJIOKUpaHU WIN
W3TETJICHU OT Ma3apa MapTUAM M0 NPUYUHH, CBBP3aHH C 0€30MacHOCTTa HAa MEIUIIMHCKUTE
u3nenus npe3 nociegaure 18 mecena cwriacuo npenocraseHa or MAJI unpopmanus;

4. na ce 3amamar oT oOuiecTBeH (OHJA B MOHE TPU OT AbpPKABUTE — WICHKH Ha
EBporielickust ¢hr03, KaTo ce JACKIapupa CTOMHOCTTA, JI0 KOATO C€ 3aIuiamiaT OT ChOTBETHUTE
dhon0BE.

(2) Uzucksanero no ain. 1, T. 4 He ce mpuiiara 3a MeIMIIMHCKATa anaparypa.

Ya. 38. (1) MunHHCTEpCTBOTO Ha 3ApaBEONAa3BaHETO JOTOBaps KOHKPETHHUTE
MEJIUIIMHCKH u3eus 1o wi. 35 mo peaa Ha 30I1.

(2) CneundukanusaTa 3a KOHKPETHUTE METUIIMHCKU U3/IENINS U TEXHUTE KOJTMYECTBA CE
U3rOTBS OT KOMHCHS, ONpeieieHa ChC 3alloBe]l Ha MUHUCTbpa Ha 3]IpaBEONa3BaHETO, KOSATO
BKJIFOUBA MEAUIIMHCKY CIIELUATUCTH, UKOHOMUCTHU U FOPUCT.

Y. 39. [lenara, KOsITO € IOTOBOPEHA, HE MOXKE J]a HAJ[BUIIIaBa 00sSIBEHATa B CITUCHKA 110
. 1, T. | nmpogakHa 1eHa 3a KOHKPETHOTO MEIUIIMHCKO H3CIIHE.

Pazgen 111
YcaoBusi 4 pej 3a onpejiesisiHne CTOWHOCTTA HA MeIMIUHCKUTE U3/1eJIUs U
BHCOKOCHCHMATU3MPAHU anapaTu/ypeau 3a MHAMBUAYAJIHA ynoTpeda oT 00XBaTa Ha
Hapeadara mo 4. 82, ain. 6 ot 3akoHa 3a 31paBeTo

Ya. 40. (1) HanmonasHata 3IpaBHOOCUTYPUTETHA Kaca NPOBEXKAA €KETOIHO
mpoleaypa 3a OmpeseNisHe Ha CTOMHOCTTa Ha 3aIulaliaHe Ha MEIWLIWHCKUTE W3JeNHs U
BHCOKOCTIEIMATIU3UPaHU arlapaTH/ypean 3a MHAUBUAYalIHa ynoTpeba oT o0xBaTa Ha Hapea0aTa
o wi. 82, an. 6 oT 3akoHa 3a 3/1paBeTo (33), KOUTO ca 3aIulallaHy ¢ MyOJTUYHH CPEICTBA Mpe3
MpeIXo/IHaTa KaJleHIapHa TOInHA.

(2) Hattmonannata 3ApaBHOOCUTYPHUTENTHA Kaca MPOBEKIa HA TPUMECEUHE UITH B IPYTH
CpPOKOBE MpPOLEAYpH IO JOroBapsiHE 3a OINpeAeNsHE Ha CTOMHOCTTAa Ha 3alulalllaHe Ha
MEIUIMHCKUTE W3NS W BUCOKOCICUUAIM3UPAHU amapaTu/ypend 3a WHANBUAyallHa
ynoTpeba oT o6xBaTa Ha HapebaTa 1o 4wi. 82, ait. 6 ot 33, KOUTO HE ca 3aIrIallaHy ¢ MyOJIMYHA
CpeIcTBa TMpe3 MpeaxogHaTa KaleHAapHa roauHa. llpomeayputre ce mnpoBexgaT MpU
BB3HUKHAIA HEOOXOIUMOCT M C€ OpTaHM3HMpaT MO HAYWH M B CPOKOBE, KOUTO HE HApyIIaBatT
CBOEBPEMEHHOCTTA Ha JICYCHHETO Ha MallUEeHTHUTE.

Yu. 41. MeaunuHCKUTE HW3JENHS U BUCOKOCIICIUATM3UPAHUTE amapaTtu/ypead 3a
WHJIMBHIyaJIHA yNOTpeda ce 3aruiamat/aoriamar ¢ Tpancdep oT AbpKaBHUS OODKET dpes
OrouxkeTa Ha M3.

Ya. 42. MeaMuMHCKUTE HU3JENUS U BHCOKOCICIHATU3UPAHUTE arapaTtu/ypeau 3a
WHIUBUAYaIHA yoTpeOa TpsaOBa Aa OTrOBapsT Ha CIETHUTE U3UCKBAHUSA:

1. na oTroBapsT Ha U3KMCKBaHuATa Ha 3MU;

2. la ca BKJIFOYECHH B CIUCHKa 1Mo 4. 1, T. 1, Oyksa "0";

3. nma wmamar peructpupanu jganau B HMAJI w/mmim  EUDAMED  3a
MHUUACHTH/TIOTEHIIMATHI UHIIUICHTH TIpe3 nocieaHuTe 18 Mecera, KakTo U 3a OJIOKUPaHU UITH
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M3TETJICHU OT Ma3apa MapTUAH MO NMPUYUHH, CBBP3aHH C 0€30MacHOCTTa HA METUITMHCKUTE
u3aenus npes nocienute 18 mecena;

4. na otroBapsT Ha u3ucksanuara Ha ctanaapt b/1C EN ISO 9001 3a npousBoaurenure
Ha MEIUITMHCKHU W3JENHs, U3pab0oTEeH! MO MOPhUKa M 3a MPOU3BOJAUTEINTE U THPrOBIIUTE Ha
epo Ha MEAUIIMHCKH U3/1eNus OT KJjac [;

5. na otroBapsT Ha u3nckBanuara Ha ctangapT bJIC EN ISO 13485 uiu ekBuBajgeHTHA
CUCTEeMa 3a YIpaBIIEHHWE HA Ka4eCTBOTO, C 00XBAT MPOW3BOJCTBO HA MEIUIIUHCKU H3JCIHS,
W3/1aJICH Ha UMETO Ha MPOU3BOUTEIS - 32 MeIUIIMHCKUTE u3aenus ot kiac Ila, 116 u III.

Y. 43. (1) IIponeaypara o 4. 40, ant. 1 ce u3BbpIIBa Bh3 OCHOBA Ha CrieMpUKAIIHS,
yrBbpaeHa oT Hagzopuus ceBer Ha H30K, KosTO onpeniens u rpynupa MEAULIMHCKUTE U3AETUS
U BHCOKOCHEIHATM3UPAHUTE anapaTu/ypenud 3a WHAMBHIyallHA yrnoTpeba, HpuilaraHd B
yCJIOBHATA HA W3BBHOOJIHMYHATA M OOJHMYHATA MEAWIMHCKA MOMOIN, IO TEXHUYECKU
W3UCKBaHUS.

(2) Ipouenypute mo wi. 40, an. 2 ce U3BBPIIBAT Bh3 OCHOBA HA CHEIH(PUKAIUU
(TEXHUYECKH XapaKTePUCTHKH), IOCOUYCHU B JIOKyMEHTAIUATA, Bb3 OCHOBA Ha KOUTO CE€ MCKa
npeaBapuTesHo onxoOpenue mo wi. 82, an. la ot 3akoHa 3a 3apasero (33).

Y. 44. (1) B cpok 10 2 pabOTHH THH CJIe] YTBbpPXK/IaBaHe HA crenu(uKanusiTa 1mo .
43, ann. 1, cbOTBETHO TPH HaJM4YKE Ha MPEeABAPUTENHO ogo0penue mo 4wi. 82, an. la ot 33 B
npouenypara mo wi. 43, an. 2, H30K ornpaBsi mokaHa Ha WHTEPHET CTPAHUIIATA CH KbM
MPOU3BOJUTENIUTE WIH TBHPTOBLUUTE HA €APO ChC CHOTBETHOTO MEIUIIMHCKO W3JENHeE,
BHCOKOCHEIMATIM3UpPaH amnapat/ypen 3a WHAMBHAyalHa YyHoTpeOa/TeXHU YITBIHOMOUICHU
MIPEICTAaBUTENH 32 Y4acTUe B MPOIleypa MO ONpeessiHe Ha CTOWHOCTTA Ha 3aIUIAlaHeTO UM.

(2) Tloxanara cbabpKa:

1. mpenMer Ha mpoueAypara — MEIUIMHCKUA H3JENUS U BUCOKOCIHEIUAIU3UPAHU
armaparu/ypeau 3a MHAWBUIYyaIHA ynoTpeOa, BKIIOUEHH B crieruduKanuuTe mo wi. 43;

2. Hal — HHCKa CTOMHOCT Ha CBOTBETHOTO MEIULMHCKO  U3JENHE,
BHCOKOCTICIIMATIU3UPAH anapar/ypes 3a MHIUBUAyalHa yroTpeba, 3amiamana or H30K mpe3
MPEeIXOIHUTE TPU KaJeHIAapHHU TOJWHU U IieHa, JoroBopeHa no pena Ha 3011 ot neuebuure
3aBEJICHHS, MTPHUJIAraid Te3W MEAUIMHCKY U3/IENUS U BUCOKOCIICIIMATIM3UPAHH armapaTu/ypean
3a UHAWBHYyallHA yroTpeda 3a ChIIKs Nepuo (aKo ca HAINYHU ChbOTBETHHU LIEHHN);

3. U3UCKYeMH OT YYaCTHHUIIUTE JOKYMEHTH ChIJIACHO all. 3;

4. MACTO, HAYMH U KPaeH CPOK 3a [I0JIaBAHE Ha MPEUIOKEHHSI - JOKYMEHTH 3a y4acTHe
B IIpOLIeIypaTa, KaTo CPOKBT HE MOXKe /1a Ob/ie MO-KpaThK OT 7 paOOTHU JTHU OT MyOJIMKyBaHE
Ha MTOKaHATa;

5. mune, TenedoH U eaeKTpoHeH anapec 3a KoHtakT B H30K.

(3) 3a ywactue B mpoleaypaTa IO ONpeAeisHe Ha CTOWHOCTTa Ha 3arulallaHe
MIPOU3BOJIUTENINTE WIIM THPrOBLUTE HAa €JPO/TEXHU YITbITHOMOIIEH! IPEICTaBUTENN [10/1aBaT B
H3OK 3asBnenue, kbM KOETO NpuUiIarar:

1. nokymeHTUTE M HH(pOpMAIUATa 1o WI. 26, an. 3, 1. 1 - 8;

2. BaiuaeH ceprudukar no crangapt BJIC EN ISO 9001 3a nmpousBoxutenute Ha
MEAUIIMHCKHU U3eNusl, U3pabOTEeH! N0 MOPBHYKA U 3a IPOU3BOJAUTEINTE U THPTOBLUTE HA €APO
Ha MEULIUHCKH U3J1eIHs OT Kiaac ;

3. Banmuaen ceptudukat no cranaapt bJIC EN ISO 13485 unu ekBuBajieHTHA CUCTEMA
3a ynpaBJIeHUE Ha Ka4yeCTBOTO, C 00XBAT MPOU3BOACTBO Ha MEAULIMHCKHU U3/€HsI, N31a/IeH Ha
MMETO Ha TIPOU3BOJIMTENS - 32 MEIUIIMHCKUTE m3aenus ot kiac Ila, 116 u I1I;

4. nexnapanys 3a HaJM4Yue Ha JIefcTBAalll I0TOBOP C JeueOHO 3aBeJIeHHE, CKIIIOYEH 10
pena Ha 3011 (ako uMa TaKbB);

5. JIOKyMEHT, YAOCTOBEpsBalll IPaBOTO Ha MPOU3BOAUTENUTE Ja H3padOTBAT
MEIUIMHCKH U3JEeNUs, U3/1aJIeH OT KOMIIETEHTEH OpraH Ha ChOTBETHATa JIbp’kKaBa, a KOratro
TakbB e uzganeH ot MAJI ce nocousa Herosuat Homep 1 H30K ciyxeOHo chOupa u mpoBepsBa
ChOTBETHATa MHPOpMAIUS - 332 IPOU3BOAUTEIUTE HA MEIULIMHCKA U3AETHUS 1o Wi. 2, ai. 1, T.
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3 ot 3MMU ot knac | u Ha MeAUIIMHCKY U3Aenus 1o 4i. 2, ain. 1, 1. 2 u 3 or 3MU, uzpaboreru
0 MOpbhYKa.

(4) IlpomsBoaurenure Ha MEAMLIMHCKUA U3IENHs, HM3pabOTEHH MO TMOpPHUKA, HE
MPECTaBAT JOKYMEHTH 1O 4Jl. 26, aj. 3, T. 4, KOorato € NpuIOKHUMO.

(5) Haumonanmnara 3apaBHOOCHUTYPUTENIHA Kaca clyxeOHO cbOMpa W IpoBepsiBa
nH(popManuaTa 3a HaJIMYKE Ha yJIOCTOBepeHHe 3a peructpamus mo wi. 40, an. 1 ot 3JI3 Ha
MIPOU3BOIUTENIUTE HA MEIULIMHCKU U3JICTIHS, M3pa0OTEHHU MO MOPBHUYKA, JICUCOHH 3aBEICHHUS 110
1. 18, an. 2 ot 3JI3.

(6) Yopasutensar Ha H30K yrBbpkaBa 00pa3iy Ha 3asBICHHE U TOKYMEHTH 10 all. 3,
KOUTO ce MyOnuKyBat Ha uHTepHeT cTpanuinara Ha H30K 3aeaHo ¢ mokanara o ai. 1.

(7) Kannunature npeacTaBsT NPejIoKEHUsITa CU ChIVIACHO WiI. 28.

Yui. 45. (1) IIpouenypara 1o qoroBapsiHe Ha CTOMHOCTTA Ha 3aIljlalllaHe ce MPOBEX/a
0T KOMHMcHs, onpeneneHa ot ynpasurens Ha H30K, cinen ustudane Ha cpoka 3a nojgaBaHe Ha
JOKYMEHTHUTE 3a y4acTHE B IIpOLEypaTa.

(2) UneHoBere Ha KOMHCHUATA MOJAINUCBAT AEKJApalus, Y€ HE ca CBbP3aHM JMLA 110
cmuchia Ha § 1, T. 1 ot TbproBckust 3aKOH ¢ yYaCTHUILIMTE B MPOIEAYypaTa.

(3) Komucusra u3BbpIIBa OLIEHKA Ha IOJAJACHUTE JOKYMEHTH, KOUTO cjelBa Ja
YIOCTOBEPSBAT U3IIBIHEHUETO HA BCUUKHU 3aJI0’)KEHU U3UCKBAHUS.

(4) Komucusra ocbliecTBsiBa JEMHOCTTA CH IIPU YCIOBUATA U 110 pesa Ha uil. 29.

(5) Komucusita u3rorTBs mpoTOKOJ, B KOWTO OTpa3siBa MOCTBHIMWIUTE MPEIJIOKEHUS,
U3BBpLICHATA OLICHKA 10 all. 3 U pe3yaraTure oT Hes. HepasgenHa yacT oT mpoTokosa ca u
MIPEITIOKEHUTE LIEHU.

(6) Komucusita yBenomsiBa KaHAMJATHTE, YMUTO NPEJIOKEHUS HE OTroBapsAT Ha
M3HMCKBaHUATA, Y€ HE ca JIOIYCHATH 0 y4acTHE B MpolielypaTa ¢ IOCOYBAHE HA ChbOTBETHUTE
MOTHBH.

(7) Komucusara myonukysa Ha uHTepHET cTpanuiara Ha H30K undopmarus 3a:

1. nomycHaTuTe 10 AOrOBapsSHETO YYACTHUIIM 110 BXOSAIIN HOMEpA Ha 3asBICHUATA UM
U CBOTBETHOTO MEAWIMHCKO W3JAEIHE WJIM BHCOKOCICIUAIM3UPAH amapar/ypea 3a
WH/IMBUJyaJIHA yoTpeOa, 3a KOeTO ca JOIyCHAaTH;

2. TpenyoKEHUTE HaW-HUCKM LIEHM 3a CBOTBETHOTO MEAMIMHCKO U3JEINE,
BHCOKOCHEIMAIN3UPaH anapat/ypes 3a HHIUBUAyallHa YIOTpeoa;

3. narara u rpaduk, Mo KONTO I ce IPOBEE TOrOBAPSIHETO Ha OTCTHIIKHU.

Y. 46. C Bceku OT JOMYCHATUTE YYAaCTHUIM KOMHCHATA MPOBEXKJA JOTOBapsiHE Ha
OTCTBIIKH, KOUTO HE MOTrar ja 6baat no-Hucku oT 10 % oT npeanoxeHara 1eHa.

Ya. 47. Komucusara mpeicTaBs Ha YHOpaBUTENs 3a YTBBbPXKIABaHE 3aKIOUYUTENIEH
IIPOTOKOJL.

Y. 48. (1) IIpouemypara 3a moroBapsiHe clieiBa Jia MPUKITIOYH C TIOITHUCAH JIOTOBOD C
JIOMyCHAaTUTE YYAaCTHUIU B CPOK /10 20 pabOTHM JHU OT MyOJUKyBaHE HA MOKaHaTa 1o 4. 44,
an. 1.

(2) B cmyuauTte no ui. 49, an. 3 H30K ckirouBa J0oroBop ¢ 1e4€0HOTO 3aBEIEHUE, KOETO
€ IOTOBOPHJIIO TIO-HUCKA CTOWHOCT TI0 TPEIX0/IHA Tpolienypa, mpoBexaana mo 3011,

(3) M3BbH ciywautre mo an. 2 H3OK ckimouBa J0roBop € ThproBela Ha
€IpO/TIPON3BOIUTENSI HA CBOTBETHOTO MEAWIMHCKO W3JIENHe, BHCOKOCIICIIUATN3NPAH
armapar/ype] 3a MHIUBHUIyaJHa yrnoTpeda, KONTO € MpeMIoXuia Hall — HUCKAa CTOMHOCT Ha
3aIuIalane ¢ BKIIOUEHA B HEsl OTCTHIIKA.

Y. 49. (1) HanmonaiHaTta 31paBHOOCHTYPUTEITHA Kaca 3aIljalia/qoriama CTOMHOCTH,
HE TMO-BHCOKHM OT 3allIalllaHuTe/JOMJIANIAHUTEe HaW-HUCKM CBOTBETHH CTOMHOCTH TIpe3
MNpEAXOAHUTE TPU KAJICHAAPHNU 'OAMHN HAa MCIUITUHCKUTE U3ACIINA, BUCOKOCIICITUATU3UPAHUTE
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amapatu/ypead 3a HWHIUMBUAyallHA yrnoTpeba, Npu ChIIUTE crenupuKanuu (TEXHUYECKU
XapaKTEPUCTHKH).

(2) Koraro mnpe3 mnpenxonnute Tpu KaneHgapHu roamHu H3OK He e
3arJianasina/aonianana CTOWHOCTH 3a CbHOTBETHOTO MEIUIMHCKO u3Jzienue,
BHCOKOCHEIIMAIM3UPAH arnapar/ypes 3a HHIUBUAyalTHa yHoTpeOa CbC CHITUTE CIeHH(PUKAINN
(Texanuecku xapakrepuctukn), H30K 3amrama/noruiama cTOMHOCT HE MO-BHCOKA OT Hai-
HUCKaTa CTOMHOCT Ha MEIUIMHCKOTO H3JeIHe C Hail — ONM3KM CXOIHM Creuu(pUKaIIH
(TeXHUYECKH XapaKTepucTHKu), 3amnanianu or H30K mpe3 mpeaxoanure Tpu KajaeHAapHU
TOJIMHU, HO HE TI0 - BUCOKU OT MPOJAXHUTE LEHH MO 4wi. 5, an. 2, T. 24 Ha ChOTBETHOTO
MEIHUIMHCKO U3/eNine, BUCOKOCTICIMAIN3UpaH anapat/ypea 3a HHAUBUAYyalIHa ynorpeda ciel
IIPUCIIaJIaHE HAa JOTOBOpPEHATA OTCTHIIKA.

(3) Ako ne4eOHOTO 3aBeIeHHE, B KOETO I CE€ MPHJIOXKH CHOTBETHOTO METUIIMHCKO
U3JeNue, BHCOKOCIICIIMATM3UpPAH arnapar/ypel 3a MHIUBUAyallHAa yrnoTpeba MMa CKIIOYEH
norosop o 3011 u goroBopeHara 1eHa 1o To34 3aKOH € I0-HUCKA OT ONpe/esieHaTa CTOHHOCT
no ta3u HapenOa, H30K 3amnama Ha 1e4e60HOTO 3aBe/IeHne O-HUCKATa CTOHHOCT.

(4) Axo mpe3 cworBeTHaTa KanmeHiaapHa roguHa H3OK e mpomema mporemypa 3a
3aIjIallaHe Ha CTOMHOCTTA 10 peia Ha Ta3u Hapeada 3a CbOTBETHOTO MEIMLIMHCKO M3JEINE,
BHUCOKOCTICIIMANIU3UPaH anapat/ypel 3a HHAUBHyallHa yoTpeda, Ta3u CTOMHOCT ce 3aruiaiia
32 BCUUKH MEIUIIUHCKH W3[eIUs, BUCOKOCTICIIMATH3UPAHH anapaTH/ypeau 3a WHAWBUIyalHA
ynotpeda, 3a KOUTO € U3/1aJIeHO 0JI00pEeHHE 3a 3aIljIalllaHeTO UM ChIVIACHO Hapendara mo 4il.
82, ann. 6 ot 33 6e3 1a ce MPOBEXKIa HOBA MPOLIEypa MPe3 ChllaTa KajJeHAapHa FoIUHA.

Ya. 50. Ipu weobxomumoct H3OK moxe na morbpcu cuueiictBue or MAJL 3a
ONpENeNITHE Ha  MEIMIIMHCKOTO W3JeiHe, BUCOKOCHCIHMAIM3UpaH amapar/ypen 3a
WHAWBHIyallHA  ymoTrpeba ¢  HaW-OMM3KM  CXOAHM  cnenudukanuu  (TeXHUYECKH
XapaKTepUCTHKH) B ciay4dauTe o 4ui. 49, an. 2.

Y. 51. (1) Cnen npukitouBane Ha npoueaypure no wi. 40 H30K cberaps cnmcsiu ¢
TPYNUpaHUd M OMNPENEICHHM KOHKPETHU MEIUIIMHCKH W3JENHs, BUCOKOCTCIHATN3NPAHU
anapatu/ypeau 3a MHIUBUAYalIHa yIoTpeba, KakTo v cToiHOCTTa, 10 kKoaTo H30K ru 3amnaina,
KOUTO BIIM3AT B cWJia OT | siHyapu Ha cjeaBamiaTa KajeHaapHa roinHa.

(2) Koraro cnuchiute mo an. 2 He ObAAaT ChCTaBEHUW M YTBBPJEHH B CPOKOBETE,
ompeJielieHu B Ta3u HapenOa, Te mpoabikaBar jaeiictBueto cu 1 H30K mpoabinkaBa na ru
3aruiama 10 CTOMHOCTUTE U MPH YCIOBUATA, ONMPEEICHU NMpU MOocIeaHaTa Mpoleaypa, Bb3
OCHOBA Ha KOSITO T€ Ca ChCTaBEHHU.

(3) HantmonanHata 3jpaBHOOCUTYpHUTENIHA Kaca MyOIMKyBa Ha MHTEPHET CTPAHUIIATa CU
CIUCBIIUTE TIO all. | ¥ ChOTBETHUTE CTOMHOCTH, 0 KOUTO 3arijalia.

Ya. 52. (1) HanmonamHara 31paBHOOCHTYPUTENIHA Kaca MyOJMKyBa Ha WHTEPHET
CTpaHMlaTa CcH HH(pOpMAIMs 3a MEIUIMHCKUTE W3/€IHs, BHUCOKOCHEIHAIU3UpPAHUTE
armaparu/ypeay 3a UHAUBUIyallHa yIIOTpeOa U 3aIJIaTEHUTE 3a TAX CPEICTBA IIPe3 MPEAXOJHOTO
TpUMECEUHE.

(2) Uadopmanusra o an. 1 ce myOirKyBa B CpOK A0 €IMH MEcCel] Ciell U3THYaHe Ha
CBHOTBETHOTO TPUMECEUHE.

Paznea IV
YcaoBus 4 pej 3a onpeaesiHe CTOMHOCTTA HA IOMOLIHUTE CPeICTBA,
HpﬂCHOCOﬁJIeHI/[SITa, CHOPDHKCHUATA U MEANIUHCKUTE U3/1€/IUS, IPEAHAZHAYCHHA 3a
Xopara ¢ yBpexIaHus

Y. 53. Hauuonamnnara 3APaBHOOCUTYPHUTECIIHA KaCa CXKCIrOAHO IMPOBCIKAA MpouecaAypa
3a OMpeaciIHE Ha CTOMHOCTTA Ha 3arialmadHe Ha IMOMOIMHUTE CpCACTBA, HpI/ICHOCO6HeHI/I$ITa,
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ChOPBKEHUATA W MEIULMHCKUTE W3JEIMs, NpeIHa3HAYeHH 3a XopaTa C YBPEXKIAHUS C
yCTaHOBEHA HEOOXOJUMOCT CIie]] M3BbPIICHA WHIUBHUIYATHA OIlEHKAa Ha TOTPEOHOCTHUTE IO
pena Ha rinaBa Tpera oT [lpaBunHMKa 3a mpuiaraHe Ha 3aKOHA 3a XOopaTa C YBpEeXKIaHUs

(TIITI3XY).

Y. 54. TloMomHUTE CPEACTBA, TPUCIIOCOOTICHUSATA, ChOPBKCHUATA U MEIUIIMHCKUTE
m3aenus mo wi. 53 ce 3amamar or H30K ¢ tpaHcdep ot appkaBHUS OrOKET upe3 OroKeTa
Ha M3.

Y. 55. [ToMoniHUTE CpeacTBa, MPUCHIOCOOICHUTA, CHOPBKEHUATA U MEAUIIUHCKUTE
W3JIeJHs 32 XOpaTa C YBpexXIaHus TpAOBa Ja OTrOBapsT Ha CIETHUTE U3UCKBAHUS:

1. na otroBapsT Ha U3KMCKBaHuATa Ha 3MU;

2. na wHamar peructpupann ganaun B HMAJI  w/mwmm  EUDAMED  3a
WHIUACHTH/TIOTCHIIMATHN WHITUICHTH 1pe3 nmocieqauTe 18 Mecera, KakTo u 3a OJIOKUpaHu WA
W3TETJICHU OT Ma3apa MapTUAU MO0 NPUYUHH, CBBP3aHH C 0€30IacHOCTTa HAa METUIIMHCKUTE
U3JIeIMs OT TSIX Ipe3 nocieaHuTe 18 mecena;

3. Aa ca BKIIIOYEHH B criMchKa o wi. 1, 1. 1, Oyksa ,,0°;

4. na ca MPOM3BEIICHU B YCIOBUATA U U3UCKBAHUATA HA CHCTEMUTE 3a YIpaBJCHUE HA
KaueCTBOTO, ChIJIACHO MPUJIOKUMUTE 32 TAX CTaAHAAPTH.

Yu. 56. IMpouenypara mo moroBapsiHe Ha CTOMHOCTTa MO 4. 53 ce M3BBHPILIBA Ha
OCHOBaTa Ha crnenudukanus, yrebpacHa oT Hamsopuus chBer Ha H30K, kosTO ChIaBpkKa
TpynHpaHd B TPYNU U TMOATPYNH TOMOIIHHU CPEACTBA, MPHUCIOCOOICHHS, ChOPBKECHHUS U
MEIUIIMHCKU M3JeIUsl 3a XopaTa C YBpeXAaHUs ¢ JACPUHUPAHU 1O TPYIMU TEXHUYECKHU
W3HUCKBaHUS, Hall-HUCKA CTOMHOCT Ha CHOTBETHOTO IMOMOIIHO CPEACTBO, MPHUCIOCOOICHUE,
ChOPBKEHUE U MEAULIMHCKO U3/IEIIME, 3aIUIAIIAHO MTPE3 NPEAXOAHUTE TPU KaJIE€HAAPHU TOIUHU
ot H30K, nporuozen obem 3a 12 meceueH nepuo, Apyru yCIoBUsS U CPOKOBE.

Yui. 57. (1) B cpok 10 2 pabGoTHU JHH Clie]] YTBBPKAABAHETO Ha clienu(UKAIUITA IO
. 56 H30K ornpaBs nmokaHa Ha MHTEPHET CTpaHUIATa CH KbM IPOU3BOAUTEIIUTE WIH
THProOBIMTE HA €PO HAa MEIMIMHCKH H3IENHs/TEXHH YIIBIHOMOIICHU MPEICTABUTENH, HIH
JUIaTa, OCHLIECTBSABAIIM JEHHOCTH IO IMPEAOCTaBSIHE M PEMOHT Ha IMOMOUIHHM CpEACTBa,
IPUCIIOCOOTICHNUS M CHOPBKEHUS M MEIUIMHCKM H3JeNus, NpeAHa3HadyeHH 3a Xopara ¢
yBpeXaaHus, chriacHo wi. 88, an. 1 oT 3akoHa 3a Xopara C yBpeXKIaHUsS, 32 y4acTHE B
npolielypa 1o onpezesHe Ha CTOMHOCTTa Ha 3arlalllaHeTo uM.

(2) Ilokanara no azn. 1 ceabpxa:

1. npeamer Ha mpolenypara — IOMOIIHUTE CpPEACTBA, IMPHUCIOCOOJICHUATA,
CHOPBHKEHUATA U MEIUITUTHCKUTE U3EIHs, OTPa3eHH B crenudukanusiTa mo 4i. 56;

2.M3UCKYEeMU OT YYaCTHUIIMTE JTOKYMEHTH;

3. MSICTO, HAUMH M KPaeH CPOK 3a M0/IaBaHe Ha MPETIOKEHHS, KaTO CPOKBT HE MOXKE J1a
Obe mo-Marbk oT 10 paboTHM JHM OT MyOJIMKYBaHETO Ha MIOKAHATa,

4. nmuue, TeneQoH U eneKTpoHeH ajapec 3a koHTakT B H30K.

(3) 3a ywactue B mpoleaypaTa IO ONpeAeisiHE Ha CTOWHOCTTAa Ha 3arulallaHe
MIPOU3BOIUTENUTE FITH THPTOBIMTE HA €APO Ha MEAUIIMHCKY U3IENUS/TEXHUTE YIIBITHOMOIIICHH
MPEJCTaBUTENIN WM JIMLATA, OCBIIECTBABAIIM JEHHOCTH MO MPEJOCTaBsiHE U PEMOHT Ha
MOMOUIHU  CPEJICTBA, MPHUCHOCOOJIEHUS W CHOPBKEHUS W  MEAMLMHCKH  U3JeNus,
npeJHa3sHaueHH 3a Xopara ¢ yBpexaanus, nojgasatr B H30K 3asBnenue, KkbM KOETO mpuiarar:

1. moxymeHTHTE M HHPOPMAIUATA 10 WI. 26, aIl. 3;

2. BamuzeH ceprudukar no cragaapt bJIC EN ISO 9001 - 3a npousBoauTenuTe Ha
MEAUIIMHCKHU U3eNusi, U3pabOTEeHHU 0 MOPBhUYKa U 3a MPOU3BOAUTEINTE U THPrOBLIUTE HA €PO
Ha MEJUIMHCKU U3AEHs OT Kiac I;
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3. BaymuaeH ceprudukat o ctanaapT bJIC EN ISO 13485 unu ekBuBajieHTHA cucTeMa
3a ynpaBlieHUE Ha KaueCTBOTO, C 00XBAaT MPOU3BOICTBO HA MEIULIMHCKU U3/IEIHs, U31a/leH Ha
MMETO Ha TIPOU3BOJUTENS - 32 MEIUIIMHCKUTE M3aenus ot kiac Ila, 116 u I1I;

4. OKYMEHT, YAOCTOBEpsBalll MPAaBOTO Ha MPOU3BOAUTEINTE Ja U3pabOTBAT
MEJUILUHCKU W3NS, U3aJIeH OT KOMIIETEHTEH OpraH Ha ChbOTBETHATa JbpiKaBa, a KOraTo
TakbB e u3naanaeH o MAJI ce mocousa HeropusT Homep 1 H30K cinyxeOHO chOupa u npoBepsisa
ChOTBETHATA MHPOPMAIHS — 3a IPOU3BOJUTEIUTE HA MEIUIIUHCKA U3JICTHs 10 WI. 2, ai. 1, T.
3 or 3MMU ot knac | u Ha MEIUIIMHCKY W3aeIus 1Mo wi. 2, ai. 1, T. 2 u 3 ot 3MU, uzpaborenun
10 OPBHYKA;

5. cupaBka 3a 6posi/o0eMa Ha MpeOCTaBeHU/TIPOU3BEACHU OT 3asBEHUTE OT yYaCTHHKA
MOMOIIHU  CPEeACTBA/MPUCTIOCOOTICHUATA/CHOPHKEHUATA/MEJUIIMHCKA ~ U3JENUsl, KOUTO €
OcUTYypsiBaJ Mpe3 MpeaxoaHus 12 meceueH nepuo.

(4) TpousBoauTeNUTE HA MEAMIMHCKU W3ACTHs, HU3paOdOTEHH IO MMOPHUKA, HE
MPEJCTaBAT JOKYMEHTH 10 4. 26, ai. 3, T. 4, KOrato € NpuioKUMO.

(5) Hauumonannara 3IpaBHOOCHTYpUTENIHA Kaca CIYXeOHO chOMpa W IpoBepsBa
nH(popManuaTa 3a HaJIMYKE Ha yJIOCTOBepeHHe 3a peructpamus mo wi. 40, an. 1 ot 3JI3 Ha
MIPOU3BOIUTEIIUTE HA METUIIMHCKY H3CIHUs, N3pa00TEHU I10 MOPhYKa — JICUeOHU 3aBEICHUS 110
yn. 18, an. 2 ot 3JI3.

(6) Hammonannara 3IpaBHOOCHTYpUTENIHA Kaca CIyXeOHO chOMpa W IpoBepsiBa
uH(popMalKATa 32 HaJMYMEe Ha yJOCTOBEpPEHHE 3a perucrpanus no wi. 89, am. 6 ot 3XV 3a
JIUIaTa, OCBHIIECTBSIBAIIM JCHHOCTH IO MPEAOCTABIHE M PEMOHT Ha TMOMOIIHH CPEJCTBA,
MPUCTIOCOOTICHUSI U CHOPBKEHUS M MEAMIIMHCKH W3JeJHs, MpelHa3HayeHH 3a XopaTa ¢
yBpexIaHus, ceriacHo wi. 88, an. 1 ot 3XV.

(7) Yupasutessst Ha H30K yTBBbprkaaBa 00pasiy Ha 3asiBICHUE U JOKYMEHTH T10 all. 3,
KOUTO ce myOnukyBat Ha uHTepHeT crpanunata Ha H30K 3aenHo ¢ nokanara o ain. 1.

(8) Kannumature mpeacTaBsaT NPeIIOKCHHUSITA CH ChIVIACHO WiI. 28.

Y. 58. (1) IIpouenypara o qoroBapsiHe Ha CTOWHOCTTA HA 3alljlalllaHe Cce MPOBEXIa
0T KoMHMcHsl, onpeneneHa ot ynpasureis Ha H30K, cnen ustuuane Ha cpoka 3a moJaBaHe Ha
JOKYMEHTHUTE 32 y4acTHE B POLEaypaTa.

(2) B cbcraBa Ha koMucusTa 10 npeanoxkenue Ha ynpasurens Ha H30K morar na ce
Biirousar BpHIIHM 3a H3OK excnepru, ompenenenu ¢ pemenue Ha HanzopHus ceBeT Ha
H30K.

(3) BeHIIHUTE ekcniepTH MO al. 2 MoraT Aa ObJaT JIMia ¢ IPUIHYECcKO, METUIIMHCKO
WM UKOHOMHYECKO 00pa3oBaHue.

(4) UneHoBeTe Ha KOMHCHATA MOANUCBAT JEKJIapalus, Y€ HE ca CBbP3aHM JMLA I10
cmuchia Ha § 1, T. 1 ot ThproBckust 3aKOH ¢ yYaCTHUIIMTE B MPOIEAypaTa.

(5) Kommcusita u3BbpIIBa OICHKA Ha IMOJAICHUTE IOKYMEHTH, KOUTO CJeiBa Ja
YAOCTOBEPSIBAT M3I'BJIHEHUETO HAa BCUYKHU 3aJI0’)KEHHM M3UCKBAaHMS, B T.4. 32 KA4€CTBO, KaTo
CbOTBETHATA JOKYMEHTALUs, YAOCTOBEPSABAIA U3IIBIHECHUETO UM, C€ pas3Iiiekaa U OLEHsABa
KOMILIEKCHO.

(6) Komucusra ocbliecTBsiBa JEHHOCTTA CH IIPU yCIOBUATA U MO pena Ha ui. 29.

(7) Komucusita M3roTBs MpOTOKOJ, B KOWTO OTpa3siBa MOCTBHIIMIUTE MPEIIOKEHUS,
U3BBPIICHATA OLEHKA 110 ajl. 5 U pe3ynrature oT Hesd. HepasnenaHa 4acT OoT mpoTOKOja ca U
MIPEAJIOKEHUTE 1ICHU.

(8) Komucusita yBenomsiBa KaHAMJATHTE, YMUTO NPEIJIOKEHHS HE OTTOBapsT Ha
M3UCKBAaHMATA, Y€ HE ca JIONYCHATH J0 Y4acTHE B IPOLEAypaTa ¢ IOCOYBAHE HA CbOTBETHUTE
MOTHUBH.

(9) Komucusita myonukysa Ha uHTepHET cTpanuiiata Ha H30K unpopmarus 3a:

1. nomycHaTuTe 10 AOrOBApPSHETO YYACTHUIM 110 BXOSAIIA HOMEPA Ha 3asBICHUATA UM
U ChOTBETHOTO IIOMOIIIHO CPEJICTBO, MPUCIIOCOOIEHHE, ChOPBKEHHE U METUIIMTHCKO U3/IENNeE,
3a KOETO ca JOIyCHATH;
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2. MpeANoKEHUTE HAaW-HUCKHM IIEHH 33 ChOTBETHUTE TI'PYNU/MOATPYNH U TEXHHUECKU
XapaKTEPUCTHKU;
3. nartara u rpauk, Mo KOMTO I11e ce MPOBEIe A0TOBAPSIHETO Ha OTCTHIIKH.

Y. 59. C Bceku OT JOMYCHATUTE YYAaCTHUIM KOMHCHATA MPOBEXKA JOTOBapsiHE Ha
OTCTBIIKH, KOUTO HE MOrar ja 6baat no-Hucku ot 10% ot npeyiokeHara 1eHa.

Ya. 60. Kommcusara mnpeactaBs 3aKIIOYUTENICH IMPOTOKOJ Ype3 YIPAaBUTENS 3a
yrBbpxaaBane oT Hagzopuus ceBer Ha H3OK.

Y. 61. (1) HanmnonanHara 31paBHOOCHTYPUTEITHA Kaca 3aIljlaiia/qoriamia CTOMHOCTH,
HE IMO-BHCOKHM OT 3allIalllaHUTe/JOIJIAIIAHUTEe HaW-HUCKM CBHOTBETHHU CTOMHOCTH IIpe3
MPEAXOJHUTE TPHU KaJeHAApHU TOAMHM HA MOMOIIHUTE CPEACTBA, MPHUCIOCOOICHUSATA,
CbOPBKEHUSATA W MEIULUUHCKUTE W3AENUs 3a Xopara C YBPEeXKIaHUS, HPHU CHIIUTE
crenupuKanuy (TEXHUYSCKHA XapaKTePUCTHKH ).

(2) Koraro mnpe3 mpeaxomnute Tpu KajneHmapuu roauHu H3OK He e
3aruiaiana/goiamnmana CTOMHOCTH 32 ChOTBETHOTO TOMOIIHO CPEACTBO, MPUCIOCOOJICHUE,
ChOPBKEHUE U MEAMIIMHCKO H3JIeIHe 3a XOpaTa ¢ YBPEKIAHUS ChC CHIIUTE CHEHH(PUKAIIUN
(rexauueckn xapakrepuctuku), H30K 3armama/moriama cTORHOCT HEe MO-BUCOKA OT Hak-
HUCKaTa CTOWHOCT Ha TIOMOIIIHOTO CPEJICTBO, MPUCIOCOOIEHUE, ChOPHKEHUE U MEIULIUHCKO
W3JIeIME 332 XOpara C YBPEXJaHUS C HAll — OJM3KH CXOAHHM CHEIU(PHUKAIUU (TEXHUICCKU
XapakTepucTku), 3amnamann ot H30K mpe3 mpenxoanuTe Tpu KaJlleHJapHU TOAMHU, HO HE
10 - BUCOKH OT MPOJAKHUTE I[EHU IO WI. 5, ai. 2, T. 24 Ha ChOTBETHOTO IMOMOIIIHO CPECTBO,
npucrnocoOJeHne, ChbOPHKEHUE U MEAMIMHCKO H3JeNMe 3a XopaTa C YBpEXKIaHUs Cle]
MpUCIaJaHe Ha JIOTOBOpPEHATa OTCTHIIKA.

Ya. 62. [Ipu weobxomumoct H3OK moxe na morbpcu cpueiictBue or MAJL 3a
OIpeJiesIsiHe Ha MOMOIIHO CPEJICTBO, MPUCIIOCOOJIEHUE, ChOPBKEHNE U METULIMHCKO U3JIeIHe
3a XopaTa C yBPe)KIaHUs C Hal-OJM3KU CXOJHH CTICHU(PUKAINH (TEXHUIECKU XapaKTEPHUCTUKH )
B ciydaute 1o ui. 61, ai. 2.

Y. 63. (1) Cnen npukimouBane Ha npoueaypara no wi. 53 H30K cbcTaBs cnucsim ¢
IpyIHUpPaHU U ONpPEEIeHN KOHKPETHH MEAUIIMHCKU U3/Eusl, KAKTO U CTOMHOCTTA, /10 KOSITO
H3OK ru 3amamia, KouTo BIu3aT B CHila OT | siHyapu Ha ciieJBaniara KajJeHJapHa ToA1Ha.

(2) Koraro cnuceuute no an. 1 He ObJaT CbCTaBEHM U YTBBPJEHU B CPOKOBETE,
OlpeJieNieHH B Ta3u Hapeznba, Te mpoabipkasar neiictBuero cu u H30K mponbmkaBa na
3amiama MEeAMIMHCKUTE W3JIeNHsl 1O CTOWHOCTHTE U TpPU YCJIOBUATA, OIpPENETICHH IpHU
IocJieiHaTa MpoLeaypa, Bb3 OCHOBAa Ha KOSITO T€ Ca CbCTABEHHU.

(3) Hanimonannara 3paBHOOCUTYpHUTEIIHA Kaca MyOJIMKYBa HA MHTEPHET CTpaHUIaTa CU
CHMCBLNTE IO ajl. 1, ChOTBETHUTE CTOMHOCTH, JO KOWUTO 3arulalia U yCJIOBUS IO TAXHOTO
MpUJIaraHe.

Y. 64. HarmonaiHaTa 3ApaBHOOCHTYPHUTETHA Kaca ITyOJIMKyBa €KEr0THO Ha MHTEPHET
CTpaHMIIaTa cu MH(OpPMAIHS 32 TOMOIIHUTE CPEACTBA, IPUCIIOCOOICHHUATA U ChOPBKEHUATA U
MCIUIMHCKUTE U3CIINUA 3a XOpaTa C YBpCKIAAHNUA U 3aIIJIaTCHUTC 3a TAX CPEACTBA.

JOIIbJIHUTEJIHA PA3IIOPEIBA

§ 1. Ilo cmuchia Ha Hapeaoara:

1. ,J'enepuyna rpyna uznenus” € CbBKYMHOCT OT W3JEIHS C €IHAKBO WM MOJ0O0HO
npeJHa3sHauYeHHEe WIM CXOJHAa TEXHOJOTHs, KOETO IO3BOJsBA KJIACU(PHUIMPAHETO UM IO
reHepuYeH MpHU3HakK, 0e3 /1a ce 0Tpa3sBaT CIeUUPUUYHN XapaKTePUCTUKH.
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2. ,I'moGanmna HOMeHKNaTypa Ha MemuiuHckuTe wmsnenus (GMDN) e mompoOHa
CUCTEMa OT MEXKIYHApOJHO TPHU3HATH KOAMPAHU OIMCAHMS, H3MOJ3BaHH 3a TPYIOBO
UICHTHQUIIPAHE HA METUITTHCKU U3JCIHS.

3., KomrmnekcHa oreHka* € orieHKa, KOsITo BKJIFOYBA (PMHAHCOBH YCJIOBHS, METUIIMHCKU
U TEXHUYECKU XapaKTEPUCTUKH, aHAIM3 Ha JAHHWUTE OT WHTETrpHpaHaTa WH(POpPMAIMOHHA
cuctema Ha H30K O0THOCHO oTueTeHHTE W 3aryiaTeHu 00eMu/Opoil METMIIMHCKU U3ICTUs 110
M3MBIHUTENU Ha OOJTHUYHA MEIUIIMHCKA TIOMOI U HAJIMYHA WHQOpMAIHs 3a IOTUIANaHe OT
30J1.

4. ,MakcumanHa TpPOrHO3HA aHAJTUTUYHA CTOMHOCT* € CTOMHOCT, IMOJy4YeHa CJe
M3BBPIICH MApKETHMHTOB aHAM3, KAaKTO W aHaJu3 Ha pa3XOJBaHU OIJDKETHU CPEACTBA IO
KOHKPETHHU TPy MEAULUHCKU M3JEIHs, CbOTBETHU 00eMuU/Opoii, JaHHU 3a JOIUIALIaHUS 32
TSX, OTHECEHU KbM IUIAHUpaHUTE OFO/DKETHH CPENICTBA IO 3aKoHa 3a Oromkera Ha H30K 3a
ChOTBETHATA rOJWHA.

5. ,,Haii-pa3zxonoedextuBnu 3a 6romkera Ha H30K npennoxxeHus ca nmpeajioKeHus,
kouto BkiIroyBat onpeneneHute oT H30K choTBeTHH yClIOBHS 3a 1O0CTaBKa, 3a 3aIulalllaHe Ha
MEIUIIMHCKUTE M3JCNUs, 3a MpEJCTaBsIHe Ha OaHKOBA rapaHIus M Jp. U ca C Hal-100po
CHOTHOILIECHUE MEXIY ITOCTUTAaHE HA TEPANECBTUYCH PE3yJTaT OT MpUJIaraHe Ha MEJAUIIMHCKOTO
u3enMe W pasxoiBaHe Ha cpeactBa or Ormmkera Ha H30OK 3a ToBa wusnmenue mnpu
CBIIOCTABSIHETO MY C JIPYTH M3JCNHS C €IHAKBU WM ChC CXOIHHU TEPANEBTUYHU MOKA3aHUS
(XapaKTepUCTHUKH ), MPEACTABIABAIIN TEPANICBTUYHU AITCPHATHBY U 3aIlJIalllaHN HAIIBJIHO WITH
gactuuno or H30K.

6. ,,Oropusupanu uncturyuu“ ca M3, MAJI, H30K, neuebHure 3aBeeHus 1o 4i. 5,
ait. 1 3JI3 u neuebnunTe 3aBenenns o wi. 9 u 10 ot 3J13 ¢ AbpkaBHO W/MITK OOIIMHCKO y4acTHe
B Kamuraia.

7. ,JIpomaxkHa 1ieHa* e mpojiakHata IeHa mo cMucobiia Ha § 1, 1. 29a ot 3MU.

INPEXO/JHU U 3AK/IIOYUTEJIHU PA3IIOPE/IBHU

§ 2. Coucskbt o ui. 1, 7. 1 ot Hapenbara 3a ycnoBusiTa M pefa 3a ChCTaBsHE Ha
CIIMCBHK Ha MEIMIIUHCKUTE u3Acnus mo 4wi. 30a or 3akoHa 3a MCAULMHCKUTE HM3JCIIHSI U 3a
ompesieNisiHe Ha CTOMHOCTTa, A0 KosATO Te ce 3arutamar (mpuera ¢ [loctanonenue Ne 364 Ha
Munuctepckus cbeT oT 2011 1.) € ciuchbkbT 10 Wil. 1, T. 1 OT Ta3u Hapeada u ce aKTyaIn3upa
MIpy HEOOXOAMMOCT TIPH YCIOBUATA U TI0 pPejia Ha Ta3u Hapeaoa.

§ 3. Ilpu onpenensHe Ha Hal-HHCKaTa CTOMHOCT HAa MEIUIIMHCKUTE W3JENHs,
BUCOKOCTICIIMATM3UPAHH alapaTi/ypean 3a WHIUBHIyalHa yrnoTrpebda mpe3 MOCIeTHUTE TPU
KaJIeHJapHU TOAMHU CE€ OTYUTAT TPUTE KAIECHAAPHHU TOJUHM, MPEIXOKIAlU roJMHaTa, Ipe3
KOSITO C€ MPOBEeXJa ChoTBeTHATa mpoueaypa or H30K, BKIIOYHTENHO MEPUOIUTE, B KOUTO
MEIULUHCKUTE U3ENHsi, BUCOKOCIELUAIN3UPAHUTE amapaTH/ypeau 3a WHIAMBUIyallHA
ynotpeba ca 3amamanu ot Llentsp "®onp 3a neueHue Ha aena’.

§ 4. Ilpu omnpenenssHe Ha Hal-HUCKaTa CTOMHOCT Ha TOMOIIHHUTE CPEICTBA,
MPUCTIOCOOTICHUSTA, ChOPHKEHUITa U MEAUIIMHCKUTE U3/IETHUS 32 X0paTa ¢ YBPEeKIaHUS Mpe3
MOCJICIHUTE TPH KAJICHJIAPHU TOJMHHU CE€ OTYMTAT TPUTE KaJCHIAPHH TOJIMHU, TIPEIXOKIAITI
roJIMHaTa, Mpe3 KOATO ce€ MpoBexkaa cbhoTBeTHarta mnpoueaypa or H3OK, BkimrountenHo
MEPUOUTE, B KOWUTO TIOMOIHUTE CpPEJICTBA, MPHUCIOCOOIEHUATa, CHOPBKEHUATA U
MEIULIMHCKUTE U3/eIINA 3a XOpaTa C YBPEXKIaHUsI ca 3aIulalllaid OT MUHUCTEPCTBOTO HA TpyJa
U collMajHaTa MoJIMTUKA.

§ 5. 3anoyHanuTe U HETOBBPILICHH MPOLETYPH 3a ONIPEALIISTHE HA CTOMHOCTTA, IO KOSITO
ce 3amjamar MEOUIIMHCKH U3JeNus ¥ BUCOKOCICHIUATM3UPAHH amapaTu/ypend 3a
MHIUBUAYaJIHA ynoTpeba oT 00xBaTa Ha Ta3u Hapeada, KOUTO He ca MPUKIIOYIIA KbM MOMEHTA
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Ha BJIM3aHETO U B CHJIA, C€ JOBBPILIBAT NP YCIOBUITA U MO pela, MPEIBUJICH B HEsl, KaTO Ce
3ama3Bar JeHCTBUSTA, U3BBPIIEHU ChrilacHO Hapenbara 3a ycioBusATa U penia 3a ChCTaBsSIHE Ha
CIIMCBK Ha MeIUIMHCKUTE m3aenaus mo uwi. 30a oT 3akoHa 3a MEIMIIMHCKUTE H3JCIHSI U 3a
ompeesiHe Ha CTOWHOCTTA, 10 KosATO Te ce 3aramar (npueta ¢ [loctanonenne Ne 364 Ha
Munucrepckus cpBet ot 2011 1.).

§ 6. CHI/ICT:I_[I/ITG Ha MCIOUIUHCKUTC HU3ACIUA W BHCOKOCHCHHUAIUIUPAHUTC
armaparu/ypeau 3a HHAUBHIyadHa ynorpeba oT o0XBara Ha Ta3u Hapeaoa, u3rotseHu or H30K
cpriiacHo Hapenbara 3a yciioBusiTa M pefia 3a CbCTaBsiHE Ha CIUCHK HA MEIUITUHCKUTE U3JICIUs
o wi. 30a oT 3aKoHa 32 MEIUIIUHCKUTE U3CIHS U 32 ONpeAeisTHe Ha CTOWHOCTTA, 10 KOSITO Te
ce 3amnamar (npuera ¢ [locranosnenune Ne 364 na Munucrepckus cpBer oT 2011 1.) ce
npujaraT 10 U3rOTBSHETO HA HOBH CITUCHITH.

§ 7. [1pe3 2020 r.:

1. H30K mnpoBexja mpouenypa 3a ONpeAeisHE Ha CTOWHOCTTAa Ha 3alllalllaHe Ha
ITOMOIIIHUTE CPEACTBA, IPUCIIOCOOJICHUATA, CHOPBHKEHUATA M MEIUIMHCKUATE W3ISus,
MpeIHa3HAYEHU 3a X0paTa ¢ yBPEXJIaHUs, Bb3 OCHOBA Ha CIeIU(UKAIINS, U3TOTBEHA CHIIIACHO
cnuchiuTe mo wi. 61, an. 1 or 3XY, nelictBamM KbM MOMEHTAa Ha OJ0OpsIBaHE Ha
cnenupukanusata or Hagzopaus ceBetr Ha H30K;

2. npoueaypata no T. 1 cneasa aa npukirodu B cpok 110 31 nexemBpu 2020 r.;

3. npu HEOOXOAMMOCT, C 1IeJI Clla3BaHe Ha CpoKa Mo T. 2, 1o peueHue Ha HaazopHus
ceBer Ha H3OK, mpouenypara mo 1. 1 Moxke na ce mpoBele B MO — KPaTKU CPOKOBE OT
nocoyeHure B I'maBa tpeta, Pasgen IV.

§ 8. Couceuure mo un. 51 Ha IOMOLIHUTE CPEICTBA, IPUCIOCOOJIECHUSTA,
CHOPBKCHUATA M MEAMLIMHCKHUTE M3/ENIUS 33 XOpaTa ¢ yBpexXIaHus, u3rorsenu npes3 2020 r.,

ce npuiarat u npe3 2021 r.

§ 9. Hapenbara ce uznasa Ha ocuHoBanue wi. 30a, air. 3 u wi. 300, ain. 2 ot 3MU.

KNPUJI AHAHUEB

Munucmwvp Ha 30paseonassanemo
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