HAPEJBA Ne 7 OT 31 MAPT 2021 I'. 3A YCJIOBUSITA U PEJIA 3A
CBCTABSAHE HA CIIMCBK HA ME/IMIIMHCKUTE U3AEJIUSA 110
YJI. 30A OT 3AKOHA 3A MEJUIIUHCKUTE U3JAEJUA U 3A
OIIPEJIEJISTHE HA CTOMHOCTTA, 10 KOSITO TE CE 3AILTAIIAT

H30a0ena om munucmvpa Ha 30paseonazéanemo
O6n. /IB. 6p.28 om 6 Anpun 202 1e.

I'naBa nbpBa.
OB NOJIO)KEHUSA

Ui 1. C mapenbaTa ce onpeaestsT YCIOBUATA U PEIIBT 3a:

1. cbCcTaBsiHE U OABPKAHE HA CHUCHK HA MEULIMHCKUTE U3ENIUs, KOUTO Morar Ja
ObJaT 3aIUIalllaHu ChC CPEJCTBA OT:

a) Oroxera Ha Hanronanuara 3npaBHoocurypurenta kaca (H30K);

0) nbpxaBHUS OIOIKET U3BBH 00XBaTa Ha 3abJKUTEITHOTO 3[PaBHO OCUTYPSIBAHE;

B) OFOJDKETa HA JICUCOHHUTE 3aBEICHUS 110 WI. 5 OT 3aKOHa 3a JICUCOHNUTE 3aBEICHUS
(3JI3), KaKTO U ChC CPEACTBA Ha JIEUCOHHUTE 3aBE/ICHUS C AbP)KABHO W/WIHM OOLIMHCKO ydyacTue
mo wi. 9 u 10 3JI3;

2. BKJIIOUBAHE U U3KIIOYBAHE Ha MEIUIIMHCKU U3/ENUs OT CIIUCHKA O T. 1;

3. mpenocTaBsiHE U ChbXpaHsIBaHE HAa HH(opmanusTa no wi. 5, an. 1;

4. eXeroHo oTpeeNsiHe Ha CTOMHOCTTA, IO KOATO Ce 3aIjiaiiaT MEeAUIIUHCKUTE
W3J1e11sl, BKIFOUEHU B CIIUCHKA 11O T. 1;

5. ycnoBHsTa U peia 3a onpezelisiHe Ha CTOMHOCTTA, /10 KOSITO Ce 3arianiar
IIOMOLIHUTE CPE/ICTBA, IPUCIIOCOOJIEHUATA U ChbOPBKEHUATA 3a XOpaTa C YBPEKIaHUS ChC
cpenctBa o wi. 23, an. 1, 1. 11 ot 3akoHa 3a 31paBHOTO OCUTYpSIBaHE U CTAHIAPTUTE 32
TSAXHOTO Ka4eCTRBO;

6. IOCTBII IO CIIMCHKAa MO T. 1.

Y. 2. Cbe cpeacrtBara mmo ui. 1, T. 1 Morar ja ce 3amianaTr caMmo MEIUIMHCKU
W3/IeNMs, KOUTO ca BKIIFOUEHHU B CIIMCHKA, ChCTABEH MO peja Ha Hapeaoara.

Ui 3. (1) M3nbanuTennara arenuus no gexapersara (MAJl) nogabpka Ha HHTEPHET
CTpaHMIIaTa CU CIMCHKA MO Wi. 1, T. 1, KOHTO € 00LI0J0CThIIEH, C U3KITIOYEHUE Ha
ThProBcKaTa HHpOpMAIM 1o 4il. 5, al. 2, T. 23, npeHa3HayeHa 3a OTOPU3UPaHU
WHCTUTYLIUU.

(2) ®uznueckuTe IuIla, KOUTO OT UMETO M 32 CMETKA Ha OTOPU3UPAHUTE HHCTUTYIINH
uMart MpaBo Ha JOCTHII A0 ThProBckaTta HHPOpMALUs, MOANUCBAT JeKIapalni 3a
KOH(PHUACHITMATHOCT U HEU3IMOI3BaHe Ha MH(POpMaILIUsITa U3BBH CIy>KeOHATa CH JICHHOCT.

I'naBa BTOpA.
CBbCTABSHE U NOAABPXKXAHE HA CIITUCBK HA MEJUIIUHCKHUTE U3JAEJINA

Pa3pen 1.
ChUIHOCT ¥ CHhAbPKAHUE HA CMIUCHKA HA MEIMIMHCKUTE U3/1eJTUs

Yn. 4. CinucwbksT 1o 4. 1, T. 1 e neHTpanu3upana eJekTpoHHa 6a3a JaHHU,
ChJbprKalla MEAULUHCKU U3JENINS, TPYIHPAHU B KATETOPUU CBHITIACHO WiI. 6.
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Ui 5. (1) CouceksT mo wi. 1, T. 1 chabpka nHbopManus 3a:

1. oOuuTe UaASHTU(UKATNOHHN JaHHHU U XapaKTePUCTUKU Ha METUIIMTHCKOTO
U3JIEINE;

2. cepTU(PUKAIIMOHEH U PErHCTPAIIMOHEH CTaTyC Ha MEIUIIMHCKOTO U3/IEIInE;

3. TeproBcka uHGOpMAaIHs, BKIOYUTEIHO MPOJaXKHA 1IEHA 32 MEUIIMHCKOTO
u3Jiene, KakTo U 3a POU3BOAUTENS/yITbIHOMOIICHHUS MTPEICTaBUTEN WM ThProBela Ha
MEIULIMHCKOTO U3/EIIHE;

4. cToitHOCTTa, 10 KOATO C€ 3aIlialia MEJUIIMHCKOTO U3/IeIINeE;

5. Thproecka nH(popMaIys, BKIOUYATEIHO MPOAAXKHA [IEHA HA METUIIMHCKOTO
u3Jienne, yI0CTOBEpeHa ¢ JOKYMEHT, MPECTaBeH Mpe/l ChOTBETHOTO MUTHHUYECKO
YUpEXACHUE, KAKTO U 32 IPOU3BOIUTENS/YITBIIHOMOIICHUS TIPEICTAaBUTEN, BHOCUTEIS WIH
THProBela Ha MEAUIIMHCKOTO U3/eNine, KOraTo MEIUIIMHCKOTO U3eliue ce BHAacS OT TpeTa
JbpPKaBa;

6. CTOMHOCTTA, HAa KOSATO MEAUIIMHCKOTO m3nenue e 3amiaareHo ot H30K,
MuHHCTEpCTBOTO Ha 37paBeonasBaneTo (M3), neueOHuTe 3aBeaeHus no wi. 5 ot 3JI13 u ot
nedeOHUTE 3aBEACHUS C AbPKABHO U/WIH OOIMHCKO y4yacTtue mo wi. 9 u 10 ot 3JI3.

(2) Undpopmanusra o ain. 1 ce mocousa B ciuchbKa 1o wi. 1, T. 1, KakTo ciensa:

1. BXOIA1] HOMEp U JaTa Ha 3asBICHUETO;

2. uieHTU(PUKAIMOHEH HOMED Ha 3asBUTENISI U BpEME Ha BHBEKIAHE B
nH(pOpMaLIMOHHATA CUCTEMA, AaBTOMAaTHYHO TeHEPUPaAHH OT CHCTeMara
(nreHTU(HUKAIMOHHUAT HOMEP CE OIpeieys MPH IbPBOHAYATHOTO BIMCBAHE B PETUCTHPA U
OCTaBa HEMPOMEHEH);

3. nata u craryc Ha 3anuca (IpeJIoKeH, BaIUIUpaH, pErucTpUupaH, IPOMEHEH,
3aJIMY€H) 32 MEAUIIMHCKO U3/IENNE;

4. K0o/1 Ha U3/ICIIUETO B CIIUCHKA (HEOOXOAMM 3a OTpeesiHe HA CTOMHOCT, A0 KOSTO
ce 3arania);

5. JaHHU 32 JMIETO, KOETO IyCKa U3/IeIMETO Ha M1a3apa;

6. TaHHU 32 THPTOBELA Ha €ApO;

7. KaTeropusi Ha MEUIIMHCKOTO U3/EIHE;

8. rmobasiHa HOMeHKIaTypa Ha meauiuHckute uzaenus - GMDN (UMDNS; EDMS)
KOJIl U UME;

9. reHepuyHa Tpyna u3Aenaus (KoraTo € MpUIokKuMo);

10. uMe Ha MEAUIIMHCKOTO U3/eue (II0COYEHO BbpXY ONaKOBKATa U/WIIH
JeKJIapaiusiTa 3a CbOTBETCTBUE HA IPOU3BOIUTENSA);

11. anTepHaTUBHO MME HAa MEAULIMHCKOTO U3/1eHe (KOraTo € MpUII0KUMO);

12. Mmozen (Korato € mpHII0kKUMO);

13. onucanue Ha MEAUIIMHCKOTO U37eNue (ChCTaB; BUJ Ha MaTepuasna; Opoi n3ienus
B HeJleNTMMa OIAaKOBKa; TOJIEMUHA; pa3Mep; TErN0; CTEPUIIHO; C U3MEPBaI (PYHKIIHH;
BKJIFOUEHO B ChCTaBa JIEKAPCTBEHO BEILECTBO; MaTEpHAIl OT KUBOTHHCKH MPOU3XOJI,
crenu(pUIHA 03HAUYCHHU S, THI Ha TIPEITUCBAHE HA U3/IETTUETO (32 JoMalllHa WK OOTHUYHA
ynotpeda) - mombJiBa ce HHPOpMAIUATa, IPUI0KUMA 32 MEIUIIMHCKOTO U3/EIHE;

14. mpenHa3HaYeHO JEHCTBHE, ONPENEIECHO OT MPOU3BOAUTENS (BKIFOUYUTEIHO
YCJIOBHS 32 ChXpaHEHHE, THOKpaTHA/MHOTOKpaTHA yroTpeda, CTEpUITHOCT U JIp.);

15. kaTanoXeH HOMep Ha METUIIMHCKOTO u3Jienne (T0OCOYeH BhPXY OMaKOBKaTa
n/unmm Jlexknapanusta 3a ChbOTBETCTBHE HA TTPOU3BOIUTENINA);

16. knac/rpyna, CIUCHK;

17. mpuHaAJICKHOCTH/KOHCYMATUBH (MMe, MOJIeN, peepPEHTEH HOMEP, KaTaJ0KeH
HOMeEp; OMHCaHue) (KOraTo € MPUI0KUMO);

18. Homep u nara Ha peructpanus B MAJI nunu yBegomnenue 1o MAJL;



19. nara Ha myckaHe Ha ma3apa B Penyonuka bwirapus;

20. moceiHa JaTa Ha aKTyalld3alus Ha JaHHUTE 32 MEAUIIMHCKOTO U3/IENNE;

21. nara Ha npekpaTsIBaHE Ha pa3pelleHue/yI0CTOBEPEHHE 3a ThPrOBUSTA C
MEIUIIMHCKHU U3CIHS;

22. mapkep 3a 3aruiamane upe3 cpeacrsa or M3, H30K, neuebnu 3aBenenus;

23. mpoJiaxkHa 11eHa, I0OCOYeHa B ChOTBETHATA BAyTa U U3UMCIIEHA B €BPO T10
KpbCTOCaHUTE KypcoBe Ha LleHTpanHara eBpornelicka 0aHKa U CbOTBETHO B JIEBOBE I10 Kypca
Ha bwirapckara HapogHa 6aHKa KBbM JaTaTa Ha BHBEXK/IaHE HA IAHHUTE;

24. uadopmarnus 1o ai. 1, T. 5 (KoraTo € MpUI0KHUMO);

25. MakcuMaJiHa CTOMHOCT, 3aruialllana ¢ 00IIeCTBEeHH CPeICTBa (3a rpyIia u3aeus
3a roanHa) (KOraTo € MPUI0KHUMO).

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

(4) B ciryuait ue eJHO U CHILIO METUIIMHCKO U3/IEIUE CE BIIMCBA B CIIMCHKA OT JBaMa
WJIH TTOBEYE 3asiBUTENN, MHpopMarusaTa mo ai. 2, 1. 1,2, 3,6, 11, 17, 18,19, 21 u 23 ce
MOMBJIBA OT BCEKH OT TAX.

(5) UnenTnUKaIMOHHUAT HOMED 110 aJl. 2, T. 2 ¥ KOABT 1O al. 2, T. 4 CIIyXat KaTto
UICHTU(PUKATOP HA METUIIMHCKUTE U3ACTUS U 3aAbJDKUTEITHO CE M3MO3BAT B CIIyYauTe,
KOraTO ChOTBETHOTO MEIUIIMHCKO H3JIEJINE C€ OCUTYPsBA ChC cpeacTara mo wi. 1, 1. 1.

Ui 6. CiuebkbT N0 wil. 1, T. 1 chabpka caeHUTE KATETOPUU MEIUILIMHCKU U3ACIIUA:
. AKTUBHHU UMIUTAHTUPYEMHU U3JEIHS;
. M3J1eJ1Ms 32 AaHECTE3UsI U PeCTIUpalus;
. ICHTAJIHU U3/ETHs;
. €JIEKTPOMEXaHUYHU METUITMHCKH U3/IeIS;
. 60THUYHO 000pyIBaHE;
. THBUTPO JUATHOCTHYHH WU3JICIHUS;
. HEaKTMBHU UMIUIAHTUPYEMU U3/1EIHS;
. M37enus 32 O(TAIMOJIOTHSI U OTITHKA,;
. U3]IeNus 32 MHOTOKpaTHa ynoTpeoa;
10. uzenusi 3a eqHOKpaATHA YIoTpeoa;
11. moMoIIHU cpeAcTBa, MPUCIIOCOOIEHHS, ChOPBKEHUS M MEAUIIMHCKU U3/1EIH 32
X0pa C YBPESKIAHUS;
12. n3nenus 3a AMarHOCTUYHA U TeparneBTUYHA PaHalus;
13. u3nenus 3a TOMBIHATETHA TEPATTHS,
14. u3genus ¢ OUONOTHYEH MPOU3XO];
15. mpoAyKTH U IpHUCIIOCOOTICHUS 3a JIeYeOHU H 3/IpaBHU 3aBE/ICHUS;
16. naGopaTopHO 000pyABaHE.

O 01N DN B W~

Yn. 7. U3mbiHUTENHATA areHIus 110 JIeKapcTBaTa U3I0JI3Ba TEXHUYECKO 000pyABaHe
Y TEXHOJIOTUH 33 aJ]MUHUCTPUPAHE Ha CIIUCHKA O Wi. 1, T. 1, Upe3 KOUTO ce U3IBJIHABAT
CIIeIHUTE (PYHKIUU:

1. mpoBepka Ha MOJa/IEHUTE 10 EIEKTPOHEH BT 3asBJICHUS, TOANMCAHU C
€JIEKTPOHEH IOATIHNC;

2. ynpaBiieHHe Ha JOCThIIa 10 JaHHUTE B CIIMCHKA OCPEACTBOM IPEIOCTABSIHE 3a
MOJI3BaHe HAa MOTPEOUTEIICKO UMe, TapoJia U MEePCOHATICH UACHTU(DUKATOD;

3. mpoBepKa 3a MbJIHOTA U IOCTOBEPHOCT Ha JaHHUTE;

4. 3ammTa, ChXpaHsIBaHE U ApXUBUpPAHE HAa JAHHU U JOKYMEHTH.

Y. 8. U3mbiHUTENHATA areHIus 110 JIeKapcTBaTa ChXpaHsaBa CUChKa o wi. 1, T. 1
10 HAYUH, KOWTO OCUTYpsIBa Bb3MOXKHOCT 3a:



1. rapanTHpaHe CUTYPHOCTTA Ha ChIbprKallaTa ce B Hero MHGpopMaIus upe3
KpUTITUPAHE;

2. mpOMsIHA Ha IaHHUTE OT 3asBUTET;

3. 3ajM4aBaHe Ha JIaHHU CJI€]] BAIUIUPAHETO UM OT OIIPENEIEHH JUITbKHOCTHH JIMLA.

Pazpen II.
YcaoBusi 4 pej1 32 BKJIIOYBAHe, IPOMEHH H 3aJMYaBaHe HA MeIUIIMHCKH U3/1eJIUsl B
cnuchbka mo wi. 1, 1. 1

Ui 9. (1) U3nbnHUTEIHATA areHITUS 110 JIEKapCcTBaTa OCUTYPsIBa OTOPU3UPAH JOCTHIT
710 criichbka 1o wi. 1, T. 1 3a BbBeXk1aHe, IPOMSIHA WJIM 3aJIMYaBaHe HA JAHHU 10 4. 5 ciel
MoJiaBaHe B €JICKTPOHCH WJIM XapTHECH BUJ HA 3asBJICHUE TT0 00pa3ell, yTBbPICH OT
M3MBIHUTENHUS aupekTop Ha MAJL, myOnuKkyBaH Ha HHTEPHET CTpaHUIIATA M.

(2) U3mpaHuTEIHATA areHIIM 10 JIEKapcTBaTa OCUTYPsiBa OTOPU3UPAH TOCTHII 10
cnuchKka 1o wi. 1, T. 1 1 Ha UHCTUTYIIMUTE U JIMLATa 1o 4i. 5, ain. 1, 1. 6, cien Kkato

CbOTBCTHATA UHCTUTYH WA WUJIH JIMIC TUCMCHO 3asiBU TOBA IMPCA U3ITBJIHUTCIHUA JUPCKTOP Ha
NAJL

(3) Undpopmanusra no ui. 5, ant. 1, . 5 u 6 e 1ocThIIHA CAMO 32 HHCTUTYLIMUTE U
JUIaTa, KOMTO 3alljlaliaT CbOTBETHOTO MEAULIMHCKO u3aenue. IHCTUTyuuTe 1 nunara mo
1. 5, an. 1, T. 6 HAMAT MpaBo Ja NPEJOCTaBsAT M0JIyuyeHaTa HHPOpPMAaLKs Ha TPETH JIMLA.

(4) 3asBinenue no an. 1 Morar ja mojaBar:

1. npou3BOUTEN Ha METUIIUHCKH U3/IEITUS;

2. au1e, yIbJIHOMOIIEHO OT IPOU3BOJUTENIS;

3. pu3uUecKo UK IOPUANYECKO JIMIE, KOETO KOMIUJIEKTYBA U3/EIHs;

4. puU3MUECKO WIH IOPUIUUECKO JIULE, KOETO CTEPUIIM3UPA U3IENIHS;

5. TBproseu Ha €po ¢ MEAULUHCKH U3IENHUS.

(5) Korato 3asiBieHneTo ce nojasa oT yI'bJIHOMOIIEHO JIULE, KbM HETO C€ IPeICTaBs
Y HOTapUaJIHO 3aBEPEHO MMBIHOMOLIHO. Korato mbJHOMOIIHOTO He € u3/1aeHo B PemyOnuka
bearapus, 3a Hero ce npeacTaBs NPeBO Ha OBJITapCKU €3UK, U3BBPIIEH OT MPeBOAaY, KOMUTO
MMa CKJII0YEH J0roBop ¢ MUHHCTEPCTBOTO Ha BHHITHUTE PA0OTH 3a U3BBPILBAHE HA
o(UIMaTHU TPEBOAH.

(6) TUIBT eNEeKTPOHHU JOKYMEHTH U (hailiioBu popMaTH, KakTo U MpaBUiIaTa 3a
OCUTYpsIBaHE Ha JIOCTHII JIO CUCHKA 1O Wi. 1, T. 1, ce myOiaMKyBaT Ha HUHTEPHET CTpaHUIIaTa
Ha UAJL

UYn. 10. (1) 3asBrneHueTo ce mojiaBa upe3 myOoIuyHO 00SBEH U IOCTHIICH EIeKTPOHEH
azpec WM B 1er10BoAcTBOTO Ha MAJL.
(2) 3a nogaBane u 00paboTBaHEe Ha 3asBICHUETO HE CE 3arJialia Takca.

Un. 11. IIpu noctenBaHe Ha 3asBieHue ciayxxkuren Ha MAJI Banuaupa naHauTe OT
3asIBIICHUETO 3a:

1. HanMYue Ha MOANKC/BAUICH €EKTPOHEH TMOITUC MPHU MOJaBaHE M0 EIEKTPOHEH
IIBT;

2. IBJIHOTA Ha JAHHUTE;

3. 3asBEHO OOCTOSTEIICTBO - PETUCTPAITUs, TPOMSIHA WIIM 3JIMYaBaHE HA TAHHU 32
3asBUTEIIS.

UYn. 12. Korarto 3asBneHHETO HE € U3TOTBEHO ChIIacHO obOpa3ena no wi. 9, an. 1 ummn
HE € TIO/IMKICAHO C BAJTUCH €IEKTPOHEH MOAMHKC (IIPHU T0/IaBaHe 1O €JIEKTPOHEH ITBT), Ha
3asiBUTENIS CE M3MPAIla B CPOK J0 5 pabOTHH THU OT MOCTHIIBAHE HA 3asIBICHUETO €TIEKTPOHHO
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C’BO6H_ICHI/IG Ha MOCOYCHHS OT HET'O CICKTPOHCH aApEC C YKa3aHUA 3a OTCTPAaHsABAaHC HA
HCCHOTBCTCTBHATA.

Un. 13. KoraTo B 3asiBJICHUETO HE € TIOCOYEH €JICKTPOHEH a/Ipec, ChOOLICHUETO 10
yi1. 12 ce u3mpaina upe3 JUIEH3UPaH MOIIEHCKU ONepaTop KaTo Mpernopbh4yaHa MoMIeHCKa
npaTka ¢ o0paTHa pa3lKcKa Ha ajgpeca Ha 3asButelis. [1o u3kiroueHne ChOOIECHUETO 110 YII.
12 moxe fa ce HanpaBu 1o Tesie()oHa WK 10 (akca Ha JIMIETO 32 KOHTAKTH, TOCOYEHO OT
3asBUTEJISA, KATO TOBA CE yIOCTOBEPSBA M0 HAYMHHUTE, IIOCOYCHU B ["paXk1aHCKuUs
poIecyalieH KOJIEKC.

Un. 14. rpeI_HKI/I W HCITBJIHOTH, IOIIYCHATU B JAHHUTC OT 3asABJICHUCTO CHINIACHO
06pa3€ua 3a JOCTBII 10 CUCTEMATA, CC OTCTpAHABAT YPEC3 IMOJaBaHC HAa HOBO 3as4ABJICHHUC.

Uin. 15. (1) KoraTo 3asiBieHHETO OTTOBaps HAa M3UCKBAHUATA, TAHHUTE CE BHBEKIAT B
nH(popManmonHaTta cuctema ot ciayxxkurtes Ha MAJI B cpok 1o 5 pabotau nuu. EnekTponHnara
0a3a TaHHU TeHepHpa UACHTU(DHUKAIIMOHEH HOMEP 3a 3asSBUTENSI K BpEME, KOETO OTpa3siBa
MOMEHTa Ha Ch3/IaBaHe Ha MpoQUi HA 3asiBUTENS, U U3Mpalla MOTBbPKICHHUE 3a IPUEMaHe Ha
3asBJICHUETO.

(2) TIoTBBPKICHUETO € ENEKTPOHEH JOKYMEHT, KOWTO ChIbprKa IaHHU 32 BXOISIINS
HOMEp U J1aTa, HICHTU(UKANMOHEH HOMEDP U BpEeMe Ha BhBEXK/IaHE B €ICKTpOHHATa 0a3a
JaHHH, KaKTO U MH(POPMAIHS 32 JOCTHII.

(3) lHoTBBpsKAECHUETO CE M3IIpallla Ha apeca Ha eJIEKTPOHHATA TOIIa Ha 3asiBUTEI.

Un. 16. Peructpanusra ce cuura 3a U3BbPIICHA CIIE] BbBEXKJAHE HA JaHHUTE 3a
3asBUTEJIS U U3/EIMSITA B €JICKTPOHHATa 0a3a JaHHU U BalUUpaHe.

Y. 17. (1) 3asgBuTensaT € arbxeH aa cbo0mu Ha MAJI Bcuuku mpoMeHHU B 3asIBEHUTE
00CTOSITENICTBA, CHITIACUETO 32 MPUEMAHE Ha CIICKTPOHHH CHOOIICHMSI, BKIIFOUHUTEITHO
enekTpoHHUS anpec. [I[poMsHaTa nma qeiicTBHE OT MOMEHTA Ha ChOOIIIaBaHETO.

(2) 3agBUTENAT € JIBXKEH J1a aKTyalu3upa JaHHUTE B CPOK /10 7 paOOTHU JTHU OT
MOMEHTa Ha HAaCThIIUJIaTa MPOMSHA.

Y. 18. BeBexkaaHeTo wim NpoMsiHA Ha JIaHHU B CIIMCBKA 1o 4. 1, T. 1 Ha
MEAUIIMHCKUTE U3/I€TIHUS CE N3BBPIIBA OT 3asBUTENS Upe3 BbBEXK/IaHE HA MOTPEOUTEICKO UME
U mapoua.

Yn. 19. (1) OrcTpaHsBaHeTO Ha TPELIKU U HEMbIHOTH, JOMYCHATH MTPU BIIUCBaHE Ha
MEAUIMHCKUTE U3/I€THS B CIIUCHKA, CE U3BBPILIBA OT 3asIBUTEIS.

(2) IIpu ycraHOBsIBaHE Ha IpeIKH OT JuIbXHOCTHO Juie MAJI onpenens
€IHOMECEYEH CPOK 3a OTCTPAHSIBAHETO UM.

(3) IIpu oTKa3 3a KOPUTUPAHETO UM OT 3asBUTEIIS WIIK HEOTCTPAHSIBAHETO UM B CPOKa
o ain. 2 MAJI He Banuaupa JaHHUTE U T HE c€ MyOJINKYBaT.

Ui 20. M3mpaHuTeTHATA areHIIks 110 JIeKapcTBaTa MyOJIMKyBa HA HHTEPHET
CTpaHMIIaTa CH PbKOBOJICTBO, YTBBPACHO OT U3MIbIHUTENHUS aupektop Ha MAJL, 3a
BBBEXK/IaHE U aKTyaJU3MpaHe Ha JaHHUTE B CIIMCHKA, BKIIOYUTEIHO TTpaBUjIaTa U YCIOBUSTA,
Ha KOUTO TpsiOBa Ja OTroBaps BbBEKJaHATa HH(POpMAIIHSL.

Y. 21. 3annyaBaHeTo Ha JaHHM 3a 3asIBUTEIN W/UIM MEOULIIMHCKY U3AEIINS,
BBBEJICHH B CMHCHKA, CE H3BBPIIIBA!
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1. cnen Banmmaupane ot crpana Ha MAJI Ha moaieHo 3asBJICHUE 32 3a]IMYaBaHE C
IIOCOYBAHE HA OCHOBAHHE 32 TOBA,

2. mpu mIpekpaTsaBane win obe3cunBane aeictBuero Ha CE ceprudukar, usnaaeH ot
HOTU(UIMPAH OpraH;

3. cien nmocThnuiaa HHGOPMAIIKS ¥ U3BBPIIBaHE HA TpoBepKa oT ctpaHa Ha MAJI 3a
MPOMsIHA Ha JIMIIETO, KOETO € U3BBHPIIMIO BIMCBAHETO B CIIMCHKA 1O Wi 1, T. 1.

Ui 22. 3anuuaBaHeTo 1o wi. 21 ce u3BbpIIBa OT JUIBKHOCTHU JIMLA 110 YTBbPACHU
OT U3MBJIHUTENHUS qupekTop Ha MAJI BbTpeninu npaBuia.

_ I'naBa Tpera.
OIIPEAEJISIHE HA CTOUHOCTTA, 10 KOATO CE 3AIIVIALLIAT
MEJUIWHCKUTE U3JIEJUS, BKJIIOYEHU B CIIUCBHKA 110 YJI. 1, AJL. 1

Pazgea 1.
YcaoBusi 4 pej 3a onpeiesisiHe CTOHHOCTTAa HA MeTHIMHCKUTE W3/1eJIHs, 3alJIallaH| OT
oromxera Ha H30K

Y. 23. (1) Haunonannara 31paBHOOCUTYPHTEIHA Kaca MMPOBEXKAA KEr0THO
mporietypa 3a onpeAesssHe Ha CTOMHOCTTA, JI0 KOSATO 3aIulalia TPy MeIUIUHCKH U3IeIus,
32 KOUTO B HOPMATUBEH aKT € TIOCOYEHO, Y€ CE OCHTYPSIBAT ChC CPEICTBA OT HEHHMUS OIOKET.

(2) CrortnocTTa o an. 1 ce onpezens 3a CbOTBETHA Ipyna MEAUIIMHCKA U3ICTHS,
OTroBapsIIy Ha ONPE/ICICHN TEXHUUECKH U3UCKBAHNUS, B ChOTBETCTBUE C IIPEIBUACHUTE
cpeactsa B Oroxera Ha H30K 3a choTBeTHATa KaneHaapHa roJuHA.

Ui 24. KoHkpeTHUTE MEIUIIMHCKHY u3nenus, 3a kouro H30K 3arutama, tpsiOBa na
OTroBapsT Ha CJIEeHUTE U3UCKBAHUA:

1. na oTroBapsT Ha M3MCKBaHUATA HAa 3aKOHA 3a MeAUIMHCKUTE u3aenus (3MUN);

2. 1a ca BKIIFOUEHU B cHchKa mo ui. 1, 1. 1, Oyksa "a";

3. na Hamar peructpupanu naiau B MAJI u/unu EUDAMED 3a
MHIMJICHTH/TTIOTEHIIMATHI UHIIUICHTH IIpe3 MocieHuTe 18 Mecena, KakTo U 3a OJIOKUpaHu
WM U3TETJIEHU OT Ma3apa NapTUAM 110 IPUYMHH, CBBP3aHH ¢ 0€30I1aCHOCTTA Ha
MEIUIMHCKUTE U3/I€THs OT TAX Mpe3 mociaenHuTe 18 mecena;

4. na ce 3amamar ot oo1ecTBEH QOH]I B IOHE TPU OT IbPKABUTE - WIEHKH Ha
EBpomneiickus cbio3, IPH CHILUTE MHIUKAIMK WK 3a00JIIBaHUS WM J1a ca 3aIUIallaHu OT
H3O0K mnpe3 nocnegnute 5 roauHu;

5. 1a UMat paHAOMU3UPAHU KIMHUYHU U3MUTBAHUS, OT KOUTO IIOHE €THO
3aBBPIICHO, UJIM U3BBPILEHA OLIEHKA Ha 3[[paBHUTE TEXHOJIOTUH (3a U3JeNNs, IPUJIAraHu B
yCJIOBUATA HA OOJTHUYHATA METUIIMHCKA TOMOILL, KOTaTo € MPUII0KHIMO);

6. 1a OTrOBapsIT Ha TEXHUYECKUTE U3UCKBAHUS U IPYTH YCIOBHUSI, TIOCOYEHHU B
cnienupuKanuaTa no wi. 25.

Yn. 25. (1) Ilpouenypara 1o 10roBapsiHETO Ha MEAULIMHCKY U3ENNs, CTOMHOCTTA Ha
KOHUTO ce 3ariama HanbJHOo uia yacTuaHo oT H30K, ce n3pbpiiBa Ha ocHOBaTa Ha
cneunukanus, yrebpaeHa ot Hagzopuus ceBer Ha H30K.

(2) Cnenudukanusara no ain. 1 ce yrsbpkzaBa B cpok /10 20 aBryct Ha CbOTBETHaTa
KaJIeHJapHa F'OIMHA U OIIPENEs U IPyNupa MEIUILMHCKUTE U3AEIUs, IPUIIaraHu B YCIOBHATA
Ha U3BbHOOTHMYHATA ¥ OOJTHUYHATA MEAUIIMHCKA ITOMOILL, 10 TEXHUYECKU U3UCKBaHMUSL.

(3) 3a uzrorBsiHe Ha MpoekTa Ha crienudukanys ynpasutensT Ha H30K naznauasa
excriepTHa koMucusi. ChCTaBbT HA KOMHUCHSITA BKJIIOUBA CHELUAINCTHU C (papMaleBTUYHO,



IOPUANYECKO, METUIIMHCKO U NKOHOMHYECKO 00pa3oBaHHe. 3a CBOsiITa paboTa KOMUCHSTA
W3TOTBS MPOTOKOJIH U PEIICHUS.

(4) CienmdukanusaTa ChIbpKa:

1. Tpyny, B KOUTO C€ BKIFOYBAT MEIUIIMHCKUTE U3JIENHS ChOOPa3HO
MpeIHa3HAYEHUETO UM;

2. MOATPYIU MEIUIIMHCKU U3JICNIHSI B PAMKUTE Ha €{Ha TPYIIa, ONPEICICHH
CbOOPA3HO MPUIIOKEHUETO UM;

3. Tpyn¥ METUIIMHCKY U3CIUS 10 TEXHUYECKH U3UCKBAHUS B PAMKHUTE Ha €/IHA
MoArpyna;

4. 060cobOeHU TPYH/TIOATPYIIN/TPYITHU IO TEXHUYSCKU H3UCKBAHUS MEIUIIMHCKI
W3JIeNHs, IpUIaraHu:

a) B yCJIOBUSATA HA M3BHHOOTHHYHATA MEIUIIMHCKA TIOMOIII, 3aIlJIalllaHy Ha JIUIIA,
MOJTYYUJTH pa3pelIeHus 3a ThProBUs Ha IpeOHO ¢ JIeKapCTBEHU MPOIYKTH;

0) B ycloBusiTa Ha OOJTHUYHATA MEIUIIMHCKA ITOMOII], 3aIUIAlaH HA JIeUeOHH
3aBEJICHMS, CKIIFOYMIIM JOTOBOPH 110 Wi. 23, ai. 1, T. 4 oT 3akoHa 3a 3IpaBHOTO OCUTYPSIBAHE
3a OKa3BaHe Ha OOJIHMYHA MEAUITMHCKA TTOMOIII;

B) B YCJIOBHSITA HA OOJTHMYHATA MEIUIIMHCKA MTOMOII, 3aIlIalllaHd Ha IPOU3BOAUTENN
WJIM THPTOBIM HA PO C METUITMHCKU U3/ICIINS WK HAa TEXHU YIThTHOMOIIICHU
MIPEICTaBUTENH, CKIIOYIIIN JOTOBOPH 32 IOCTaBKa HA METUIIMHCKU U3/IENUA 110 peia Ha Ta3u
Hapenoa;

5. ycnoBwus 3a MIEPUOAUYHOCT U/WIIH KOJTHYECTBA HA IOCTABSIHUTE MEIUITMTHCKU
u3nenws, 3amiamany ot H30K;

6. MaKcHMasiHa IPOTHO3HA aHAJIMTHYHA CTOMHOCT, 10 kKosito H30K 3amnaria 3a
CHOTBETHATA IPYyNa/TIOATPYIa/TPpyTa M0 TEXHUYECKH U3NCKBAHUS/TPYTUTE 110 T. 4, OykBa "B"
Y CbOTBETHUS UM MPOTHO3EH Opoii (00eM) METUITMHCKY U3enus 3a 12-MecedeH nepuo,
xorito H30K 3amnara;

7. yCToBHS M U3UCKBAHUS 32 IPEINUCBAHE U OTIIYCKaHE HA ChOTBETHHUTE
TPYyIH/TIOATPYTH U TPYIH 10 TEXHUYECKH H3UCKBAHUA.

(5) IIpu mocturuat paszxogoedekTUBeH pe3yarar 3a Oropkera Ha H30K cnen
MPOBEJICHA 10 Pe/ia Ha Ta3u Hapenda mpoleypa, KakTo U NMPU HATMYKUE Ha OI0/KETHU
CpeICTBa 32 3[JpaBHOOCUTYPUTEITHH TIJIAIaHUs 32 MEAUIIMHCKY U3/IeTUS B pe3yiTar Ha
peanu3upan no-Mairsk pazxon 3a H30K, 3a 3amnamanure rpynu METUIIMHCKH U3/EITHS,
H3O0K wmoske na onpesenu cpok 3a 3aruialiaie U ChbOTBETHA CTOWHOCT 32 HOBH TPYIH
MEUIIMHCKY W3CITUs, BKIIOUCHH 32 ITHPBU ITBT B CHICIH(HUKAIUATA 110 aJT. | 1 He3aruIamanu
nocera or H30K. 3annamnianero Ha HOBUTE TPYIIH HE MOXE J1a HAAXBBPIIS MPEIBUIECHUTE ChC
3akoHa 3a O0roxeta Ha H30K cpenctBa 3a choTBeTHATa KajeH apHa TOJIMHA.

Ui 26. (1) do 2 paboTHU HU el yTBbpKJIaBaHe Ha crienudukanusra mo wi. 25,
an. 1 H30K nyGurkyBa Ha HHTEpHET CTpaHHUIIATa CU TOKaHA KbM ITPOU3BOAUTEINTE UITH
THPrOBIUTE HA €APO C MEAUIIMHCKU U3ENUs U/WIN TEXHUTE YITbIHOMOILEHU IPEICTaBUTENN
3a yyacTue B MpoLEeAypaTa 1o oNpeesssHe Ha CTOHHOCTTA Mo wi. 23, ain. 1.

(2) Tlokanara o an. 1 ceabpxa:

1. mpeaMet Ha mporeaypaTa - MEJUIIMHCKN U3JEHs, BKIIIOYSHU B CelU(PUKAIUATA
mo ui. 25, an. 1;

2. U3UCKYEeMHU JTOKYMEHTH OT YYaCTHHUIIUTE ChITIACHO aj. 3 u 4;

3. MSICTO, HAUMH U KpPaeH CPOK 3a MojjaBaHe Ha MPEeJIOKEHHS - TOKYMEHTH 3a
ydacTHe B MpoleayparTa, KaTo CPOKBT HE MOXKE J1a ObJie MO-MaIbK OT 15 paboTHH JHH OT
myOJUKyBaHE Ha MOKaHaTa;

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



https://www.nhif.bg/

(3) 3a yuactue B mporneaypara 1mo wi. 23, ai. 1 3a BKIIFoUBaHE HAa HOBU MEIUITUHCKH
n3nenus, kouto H30K He e 3amamana npu nocieaHara npoBeeHa npoueaypa,
MIPOU3BOIUTENIUTE WIIM THPrOBLUTE HA €IPO C MEIULIUHCKY U3JEIUS U/UITH TEXHUTE
yIrbJIHOMOIIEHH npecraButenu noaasat B H30K 3asBnenue, KkbM KOETO IpuiiaraT CJIeTHUTE
JOKYMEHTH:

1. naHHM 32 eqUHEH UISHTU(PUKAIMOHEH KO Ha Py KEeCTBO/KOOMepaIus OT
THPIOBCKUS PETUCTHP; 3a IPYKECTBA, PETUCTPUPAHU B IPYTU AbPHKABU - U3BJIICUEHUE OT
THPrOBCKUS PETUCTHP WIH CXOJAEH JOKYMEHT IO HAIMOHAJIHOTO 3aKOHOIATEJICTBO HA
ChOTBETHATA JIbp>KaBa Ha IPOU3BOAMTEIIS UM ThProBela Ha e1p0 ¢ MEAULIMHCKU U3/1ETus,
W3/1aJICHU OT KOMIIETEHTEH OpraH He MO-KbCHO OT 6 Mecelia Mpeau MoJaBaHe Ha 3asBJICHUETO;
nH(popMaLUATa ce MPEAOCTaBs 3a MPOU3BOIUTENS HA MEIULIMHCKU U3IENHs, a B CIIy4ail ye
MIPEITIOKEHUETO CE MOJaBa OT THPTroOBeIl Ha €IPO/yIIbIIHOMOIIECH MPEACTABUTEN - U 32 THX;

2. HOTapUaJIHO 3aBEPEHO IIBJIHOMOIIHO, B CIIy4aid ye 3asBJICHUETO Ce M0/1aBa OT
MPEICTaBUTEN HA IPOU3BOJAUTENS UM THPTrOBENA HA €P0; KOraTo MbJIHOMOIIHOTO HE €
uznazeHo B PenmyOnuka brirapusi, 3a Hero ce npeacTass MPEeBO Ha OBITapCKu €3UK,
M3BBPILIEH OT MPEeBOJIay, KOUTO MMa CKIIFOUEH IOTOBOP ¢ MUHHUCTEPCTBOTO HA BHHIITHUTE
paboTu 3a U3BBPILBaHE HA O(UILIMATHH IPEBOJIN; B IBJIHOMOIITHOTO Clie/iBa J1a ObaaT
[MOCOYEHN KOHKPETHUTE MEAULIMHCKH U3ETHs, 38 KOUTO MPEACTABUTENAT € YII'bJIHOMOIIIEH;

3. TOKyMEHT, YIOCTOBEpSBAIll IPABOTO UM J1a ThPryBaT ¢ MEAULMHCKHN U3EIINs,
M3J3aJEH OT KOMIIETEHTEH OPTraH Ha ChOTBETHATA IbpPKaBa, a KOraTo TaKbB € U3/1aJICH OT
NAJI, ce nocouna HerousT Homep 1 H30K ciyxe6HO chOupa 1 mpoBepsiBa ChOTBETHATA
nH(OPMAIIHS; TAKBB JOKYMEHT HE CE U3MCKBA, aKO 3aIBUTEIAT € MPOU3BOIUTEIN, YCTAHOBEH
Ha TepuTopusita Ha Penybnuka bearapus, cerinacuo wi. 77, an. 2 or 3MU;

4. IOKyMEHTaIIMs, Ype3 KOATO CE JI0Ka3Ba, Y€ MEAUIIMHCKOTO U3/IEIHE OTroBaps Ha
TEXHUYECKUTE U3UCKBaHMUsI, TIOCOYCHH B crienudukanusTa mo wi. 25, an. 1: cepruduxar 3a
CE mapkupoBKa OT HOTU(PHUIIUPAH OPTaH - HOTAPUAITHO 3aBEPEH; JeKIapaIis 3a
CbOTBETCTBUE, U3/1aJICHA OT IPOU3BOAUTENS HA MEIULIMHCKOTO U3/EJINEe; MHCTPYKLHUS 3a
ynotpebda 3a MEIUITMHCKOTO H3elie Ha OBJITapCKH €3UK; YBEIOMIICHHE 3a ITyCHATH Ha
nasapa u/unu ¢popMma 3a mpeaocTaBsiHe Ha HHGOopMaIus 3a MyCHATH B JeHiCTBHE Ha
TepuTopusita Ha PenmyOmimka bearapust MeIUIIMHCKA U3/1€ITHNS,

5. U3BJIEUEHHE OT KATaJOr 32 BCUUKH 3asiBEHU MEAUIMHCKH U3/EIIUs C TIOCOYBAHE HA
KaTaJIoXKeH HOMEp 110 WiI. 5, an. 2, T. 15 Ha npeytaranHoTo MEIUIIMHCKO U3/eNINe, KOETO Ce
UAeHTH(HUIHIPA C THPTOBCKOTO My HaMMEHOBaHHE, ChOTBETCTBAIIO HA YHUBEPCAIHUS KO HIIN
UJEeHTU(DUKATOP, C KOETO TOBA M3J/IeNIME € BIIMCAHO B CIIUCHKA 110 Wi 5, ai. 1;

6. uadopmarnus, npenocraeHa or MAJI, otHocHo peructpupanu jaHau B MAJI
n/mim EUDAMED 3a vHIIMAEHTH/TOTEHIIMATHA UHIIHAEHTH ¢ MEIUIIMHCKOTO U3AEINE, KAKTO
1 3a OJIOKMpaHM WJIM U3TETJICHH OT Ma3apa mapTuau mnpes nocineanure 18 mecena;

7. nexyaparusi, Y€ ChOTBETHUAT YYACTHUK MOKE J1a OCUTYPH HEOOXOIUMHTE
KOJIMYECTBA MEAUIIMHCKH U3EIIHS;

8. mexmapaius, 4e ChOTBETHUSAT YUaCTHUK MIPUEMa YCIOBHUATA U U3UCKBAHUSTA HA
MyOIUKyBaHUS MPOEKT Ha JOTOBOP - MPUIIOKHUM MPU KaHAUIATUTE, 3asIBUIIA TPYITH
MEAUIMHCKHI U3AENUs/IOArPYIH/TPYNH [0 TEXHUUECKH N3UCKBAaHUS Mo Wi. 25, an. 4, T. 4,
OykBa "B", KOWTO BKJIFOUBA YCIOBHUATA 3a JOCTaBKa, 32 3allalllaHe Ha MEIUIIUHCKUTE
W3/IeNNs, 3a PEJCTaBsIHe Ha OaHKOBA rapaHIlus U Jp.;

9. mpeiarana meHa Ha MEIUIIUMHCKOTO U3JIEIHE;

10. nexmnaparus 3a HaIMYUE HA U3UCKBAHUATA 1O WI. 24, T. 4 C mOCOYBaHE Ha
KOHKpETHHS 0011ecTBeH (OHI HAa ChOTBETHATA IbPKABA;

11. qoka3zarencTBa 3a H3NLIHCHUE Ha M3UCKBAaHUATA 11O 4. 24, T. 4 1 5.

(4) 3a yuactue B mpouieaypata mo wi. 23, ai. 1 3a BKIIOYBaHE HA MEIUITMTHCKU
u3nenus, onpenenenu 3a 3amamane ot H30K npu nocneanara nmposeneHa npouenypa,



MIPOU3BOIUTENIUTE WM THPrOBLUTE HA €IPO C MEIULIMHCKU U3JEINS U/UITN TEXHUTE
yI'bIHOMOMIEeHU TpeactaBuTeny noaasat B H30K 3asBienue, KbM KOETO MpUIIaratr CIeAHUTE
JOKYMEHTHU:

1. madopmanus, npenocraena or MAJI, otHocHO peructpupanu nanau B MAJI
n/unu EUDAMED 3a uHIHAEHTH/TIOTEHIHATHN HHIUIECHTH C MEIUIIMHCKOTO U3eI1e, KAKTO
1 32 OJIOKMpaHH WM U3TETJICHH OT Ia3apa NapTUau mpe3 nocieannte 18 mecena;

2. nexiapanus oT 3asiBUTENS, Y€ HE € U3TEKbJ CPOKBT Ha BATUAHOCT HA
JOKYMEHTHUTE 110 ajl. 3, T. 4, PUIIOKEHU IO MOCIeHATa IIPOBEIeHA MTPOLEAYpa; B CIIyYanTe,
KOTaTo CpOKBT Ha BAIMAHOCT HA TE€3U JOKYMEHTH € U3TEKbJI WIIM € HACThIINJIa Ipyra MpoMsiHa
B OOCTOSITENICTBATa OTHOCHO CHOTBETCTBHETO HA METUIIMHCKUTE M3/ICIHS C TEXHUYECKUTE
W3HUCKBaHUS, 3asBUTEIIST Ce 3abJKaBa J1a IPeJCTaB! CbOTBETHUTE HOBOU31aICHU
JOKYMEHTH;

3. Aexnapanus, ye CbOTBETHHUAT YYaCTHUK IPHEMa YCIOBUATA U U3UCKBAHUATA HA
MyOIUKYBaHUS TPOEKT HA IOTOBOP - MPUIOKHUM MPU KaHIAUIATUTE, 3asIBUIIA TPYITH
MEAUIIMHCKU U3AENUs/IOATPYIH/TPYIH [0 TEXHUUECKU 3UCKBAaHUS 1O Wi. 25, an. 4, T. 4,
OykBa "B", KOWTO BKJIFOYBA YCJIOBUATA 32 JOCTaBKa, 32 3aIlIalllaHe HAa MCIUIIUHCKHATE
W3JIeNsl, 3a MpeicTaBsgHe Ha OaHKOBA rapaHIus U JIp.;

4. mpeuiarana 1ieHa Ha MEAUIUHCKOTO H3/ICIHE.

(5) Yopasurenar na H30K yTBbspkaaBa o0pasiiy Ha 3asiBICHUS U ACKJIapaliy, a B
ciyyauTe 1o ui. 25, ain. 4, T. 4, 6ykBa "B" u 00pazel] Ha IPOEKT Ha IOTOBOP, KOUTO Ce
myOnuKkyBaT Ha uHTepHeT cTpanuiiata Ha H30K 3aeqHo ¢ mokanara mo an. 1.

(6) Ilpennosxxkenara 1ena mo ai. 3, 1. 9 u ain. 4, T. 4 He MOXe J1a Ob/I€ MO-BUCOKA OT
MpoJakHaTa IIeHa 3a ChOTBETHOTO U3/I€JINe ChITIACHO Wil 5, ail. 2, T. 23.

(7) Besiko MeIMIIMHCKO U3/IEIMe MOKe J1a ObJIe 3asiBEHO caMmo 3a €IHO TEXHUYECKO
W3HCKBaHE.

UYn. 27. (1) llpouenypara mo noroBapsine Ha cToHOCTTa, 10 KosTo H30K 3amnama
KOHKPETHU MEJIMIMHCKU U3/EJINs, IPUHAJUIEKAIIN KbM €JHa IPpyIa, Ce IPOBEXKAA OT
€KCIIepTHAa KOMUCHSI, HApu4yaHa M0-HATaThK "KOMHUCHATA", HA3HAUYEHA OT YIIPABUTEIS Ha
H3O0K, cnen u3tnyane Ha cpoka 3a MoJaBaHe Ha JOKYMEHTUTE 32 YYacTHE B IOTOBapsSIHETO.

(2) CbcTaBbT HA KOMHCHSTA BKIIIOUBA CHEITUAINUCTHU C (papMaleBTUYHO,
OPUTMYECKO, MEAUITMTHCKO ¥ MKOHOMHYECKO 00pa3oBaHue. 3a CBOATA paboTa KOMHCHSITA
U3TOTBS POTOKOJIM U PELIEHUS.

(3) B cberaBa Ha KomucHsITa ce BKItOYBAT TpuMa BbhHIIHU 32 H30K ekxcnepry,
omnpezeneHu ¢ pemenne Ha Hanzopaus ceer Ha H30K.

(4) BpHIIHUTE EKCTIEPTH 10 all. 3 MoraT Jia ObaT Julla ¢ IOPUIUIECKO, METUIIMHCKO
WJIM UKOHOMHYECKO 00pa3oBaHUe.

(5) UnenoBeTe Ha KOMUCHSATA MOJIUCBAT JEKIapalys, Y€ He ca CBbP3aHu JIULIA 1O
cmuchbaa Ha § 1, T. 1 oT TbproBckust 3aKOH € IPOU3BOAUTENINUTE UM C THPIOBLIMTE HA €1IPO C
MEIUIIMHCKHU U3AENUs/TEXHUTE YITbIHOMOIIEHN IPEICTaBUTEIH.

Ui 28. (1) [Ipenyioxenusita ce mpeaCTaBsT B 3alevaTal HEMPO3paveH UMK OT
KaHJUJaTa JUYHO WU TI0 TIoIaTa ¢ MpernopbuaHo MucMo ¢ oOpaTHa pa3nucka. Bepxy mimka
KaHIUIATHT TI0COYBA apec 3a KOPECTIOHICHITHSI, TeNleOH, (paKc U eIeKTPOHEH apec.

(2) Kanaunatute npeAcTaBaT IEHOBOTO MPEAJIOKEHUE B OTJIEIeH 0003HaYeH
HETPO3padeH 3arevaTaH IJINK, TIOCTaBeH B IUTHKA C TIPEJIOKEHUETO.

(3) Ilpu npueMaHne Ha MPEATIOKEHUETO BbPXY IUIMKA C€ OTOENSI3BAT MOPEIHUST
HOMeEp, JIaTaTa ¥ 4achT Ha TOJy4aBAaHETO U Te3H JIAHHU CE 3aIIMCBAT BB BXOJISII PETUCTHP.

(4) He ce mpueMat npe/yioKeHusl, IPeICTaBEHH ClIe]] H3TUYaHETO Ha KpaifHUS CPOK
WJIH TTO/IaJICHU B He3aleyaTaH, Mpo3padeH UMK WK B IUTUK ¢ HApyIIeHa ISUTOCT.


https://www.nhif.bg/

Ui 29. (1) Komucusita u3BbpIiiBa olieHKa Ha MOAAICHUTE JOKYMEHTH, KOUTO CJIe/IBa
J1a yIOCTOBEPSABAT U3ITBIHEHUETO Ha BCUUKU 3aJI0’KEHU M3MCKBAHMS, B T.4. 32 KAYECTBO, KaTO
CHhOTBETHATA IOKyMEHTAIIUS, yIOCTOBEPSBAIIA U3ITBITHEHUETO MM, C€ Pa3TIIekK/a U OICHIBA
KOMIUIEKCHO.

(2) 3acenanusaTa Ha KOMHCHSITA C€ IIPOBEXK/IAT, AKO Ha TAX IPUCHCTBAT [IOHE TPU
YETBBPTH OT YJICHOBETE M.

(3) Pemenusita Ha KOMUCHSITA CE€ B3€MaT C MHO3UHCTBO MIOBEYE OT €/{Ha BTOPa OT
MPUCHCTBALIUTE WieHOBE. UlleHOBETe HA KOMUCHSTA HE MOTaT Ja ce Bh3IbpiKaT OT
IJ1acyBaHe.

(4) IIpu xoHCTaTHpPaHU HEMIBIHOTH W/WIIM IPOMYCKH B MOJa/IeHaTa T0KyMEHTALIHS
KOMUCHSITA YBEIOMSIBA CHOTBETHUS YYaCTHHK H JIJaBa CPOK OT 3 pabOTHU JHHU 3a
OTCTPaHSIBAaHETO UM /WM 32 MPEIOCTaBsIHE Ha JOMBIHUTEIHA HUH(DOpMAaLIHSL.

(5) Komucusra He momycka /10 y4acTve B JOTOBAPSHETO KAHIUIATHTE, YHUTO
MIPeIJIOKEHUS] HE OTrOBapsIT Ha U3UCKBAHUSATA, ONPECNICHH C YTBbpAeHATa JOKYMEHTALUS,
KaKTO Y KaHIUJIAaTUTE, KOUTO HE Ca OTCTPAHMUIIN HEPEIOBHOCTHTE W/HIIU HE Ca TIPEIO0CTABUIN
JOMBIHUTETHATA UH(OPMALIUS B ONIPEEIICHUS CPOK.

(6) KomucusTa u3rotssi mpoOTOKOJI, B KOWUTO OTPa3siBa MOCTHITMIIATE MIPEAJIOKECHHUS,
U3BbBpIICHATA OLIEHKA M0 all. 1 u pe3ynrarure ot Hes. Hepa3aenHa yact oT MpoToKoJia ca u
MIPEITIOKEHUTE HA-HUCKHU IICHH 32 ChOTBETHUTE IPYIH MEIUITUHCKY W3S 10 Wi 25, all.
4, 1.4, 6yxkBu "a" u"0".

(7) B cpok ot 3 pabOTHU JTHU OT U3TOTBSHETO HA MPOTOKOJIA IO all. 6 KOMUCHSTA
yBEIOMSIBa KaHIUAATUTE, YAUTO MPEAJIOKEHUS HE OTTOBapAT HAa U3MCKBAHUATA HA 4iI. 26, ail.
3 u 4, 9e He ca JIOIYCHATH JIO YYacTHE B MPOLeypaTa, C TOCOYBAHE HA ChOTBETHU MOTHBH.

(8) Komucusara nyb6nukyBa Ha uarepser crpanunata Ha H30K undopmanus 3a:

1. normycHaTHUTEe A0 JOTOBAPSHETO YYACTHUIIH 110 BXOSIIM HOMEpPA Ha 3asBICHUATA
UM ¥ ChOTBETHATA Ipyna MEIUIIUHCKU U3/IENN, 32 KOSTO ca JOMyCHATH;

2. IPeIJIOKEHUTE HA-HUCKHU IIEHH 32 ChOTBETHHUTE TPYITH MEIUIIUHCKU U3JCIUS 10
ui. 25, an. 4, 1. 4, 6ykBu "a" u "6";

3. narara u rpaduk, o KOKTO I ce IPOBE/IC TOTOBAPSIHETO Ha OTCTHIIKH OT IICHHUTE
1o ui. 26, an. 3, 1. 9 u an. 4, T. 4, 32 y4aCTHUIUTE, 3asBUJIA TPYIIA MEIULUMUHCKHU U3JEIHS 11O
. 25, an. 4, 1. 4, 6yksu "a" u "0";

4. natata u rpaduK, 10 KOWTO IIIe Ce OTBAPST LIEHOBUTE MPEJIOKECHUS 32
YYaCTHUIUTE, 3asBIJIA TPYIIA METUIIMHCKHU U3Eus 1o wi. 25, an. 4, T. 4, Oyksa "B".

(9) 3a Bcsika rpyna METUIIMHCKY U3JIENHSI TOTOBAPSHETO CE MPOBEXkKIA B €IUH U ChII]
JICH ¢ JIOMyCHATHTE YYACTHUIIH I10 TIPEBAPUTEITHO 00sIBeHUS IrpaduK.

Y. 30. IIpouenypara o oropapsiHe Ha OTCTBIIKH OT MIPEUIOKEHUTE LIEHH €€
npoBexJa B cpok 10 paGoTHH JHH OT MyOIMKyBaHEeTO Ha rpaduka o wi. 29, an. 8, 1. 3 u 4.

Yn. 31. (1) C Bceku OT 10MyCHATUTE YYaCTHHIIN, 3asBUIIN TPYIIU METULIMHCKU
u3nenus no ui. 25, an. 4, . 4, Oyksu "a" u "0", koMucusATa NOJIMCBA IBYCTPAHEH IPOTOKOJI,
B KOHTO c€ 0Tpa3sABaT MEAULIMHCKUTE U3/EH 110 TPYIIH, IPEUIOKEHATA [IEHA, HAITPaBEHOTO
OT YYaCTHHUKA MPEIOKEHUE 32 OTCTHIIKA OT [IeHaTa 1Mo Wi. 26, ain. 3, 7.9 nan. 4, 1.4 un
[IOCTUTHATaTa OKOHYATEIHA LIEHA.

(2) B npoTokoa no ain. 1 ce BOUCBaT U ThProBIUTE HA €1pPO, KOUTO ca
OIPaBOMOLIEHH OT MPOU3BOAUTEINTE WU THPTOBLUTE HA €pO C MEAULIUHCKU
W3JIEHSI/TEXHUTE YII'BJIHOMOILIEHH MPEACTaBUTENH J1a JOCTABAT BIMCAHUTE B IPOTOKOJIA
MEIUIIMHCKHU U3AENs, aKO T€ Ca Pa3jIu4HU OT 3asIBUTEIINTE.
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Y. 32. (1) Komucusita oTBaps IEHOBUTE MPEAJIOKEHHUS HA YUACTHUIIUTE, 3asIBUITH
Ipyny MEIUMLMHCKU U3aenusd 1o wi. 25, ai. 4, T. 4, Oyksa "B", B TAXHO PUCHCTBHE.
[Ipencenarensat u 1BaMa 4iIEHOBE HA KOMUCHUSTA CE MOAMKMCBAT BbPXY BCSKA CTPAaHULIA OT
LIEHOBOTO IMPEJI0KEHHUE.

(2) HJomyckar ce npeasioxkeHUATa Ha YYaCTHULIUTE, 3asBUJIM paBHA WM MO-HUCKA
IIeHa OT CTOMHOCTTA 1o 4. 25, ain. 4, T. 6.

(3) Komucusra o0sBsiBa Haif-HHUCKATa [IeHA 32 CbOTBETHATA IPyla MEIUIIUHCKU
W3JIeIMs U JaBa Bb3MOKHOCT Ha JIONyCHATUTE YYACTHUIIM 3a JOTOBapsiHE HA OTCTBIIKUA OT
MpeIoKeHusTa 1o ai. 1.

(4) KoMucusTa u3BbpIiBa KOMIUIEKCHA OIIEHKA Ha MPEAJIOKEHUSATA U B ChOTBETCTBUE
C pe3yJITaTuTe OT Hes Kiacupa Hai-pa3xo0e(PeKTUBHUTE OT TSIX MO IPYIH, OIPEesis ' 3a
3aruIalaHe Ha MPOU3BOAUTEN/THProBell Ha €ApO/yIIbIHOMOIIEH MTPEACTABUTEN IIPH CTOWHOCT
100 na cTo.

(5) Koraro 3a HIKOSI OT TpyIHUTE/TIOATPYIUTE/TPYIH 110 TEXHUYECKH N3UCKBAHUS
MEIUIIMHCKHU U3eNUs UMa MPEATIOKEeHUs, KOUTO HE MOMNajar B XUIoTe3ara Ha ajl. 4 U ¢ 1enl
o0e3redaBaHe Ha IOCThIIA HA 3[JPaBHOOCUTYPEHHTE JINIA 10 BCUYKH TPYIH OT
cnenuduKanusaTa mo wi. 25, ai. 1, koMmucusaTa Moxke a JOMyCHE CBIIUTE, KaToO TU ONpeaAeTu
3a 3aIUIallaHe Ha JIeyeOHU 3aBe/leHus 3a OOJHUYHA MEIUIIMHCKA IToMoll. B Te3u ciyuan
M3MBIHUTENUTE Ha OOJTHIUYHA MEAUIIMHCKA TOMOII HE MOTaT Ja 3aKymyBaT MEAUIIMHCKUTE
M3JIENUs Ha [IEHH, TI0-BUCOKH OT OTIpeJieNieHaTa Mo peia Ha Ta3u Hapenda CTOWHOCT 1o 4iI. 25,
aim. 4, 1. 6.

UYn. 33. (1) B cpok oT 7 paGboTHU JHH OT MPOBEXKIAHETO HA MpOIeayparTa mo wi. 23,
an. 1 KoMucHATa U3BBPIIBA OLIEHKA M U3TOTBS 3aKJIFOYUTENICH IMPOTOKOJI, B KOWTO IMOCOYBa
CTOMHOCTTA, KOSITO 3aIljiallia 3a BCAKa rpyrna MeIUIMHCKH U3IeIHs/IoArpyna/rpyma no
TEXHUYECKU U3UCKBAHUSI.

(2) Komucusra npencraBs 3aKJIIOUMTETHUS TPOTOKOI upe3 ynpasuress Ha H30K 3a
yTBbpKaaBane oT Hanzopuus ceBer Ha H3OK.

(3) Cnen yrBppkaaBaneto no ain. 2 H30K 00sBsiBa Ha MHTEpPHET CTpaHULIATa CU
CTOMHOCTTA 3a BCSIKA IPyIa MEIUIIMHCKU U3JIETHs, KOSITO 3arjalia HalrbJIHO WK YaCTHYHO.

(4) B cpok m0 3 paboTHU IHU clieq] 00sBSIBaHE HA CTOMHOCTTA MO al. 3 YYaCTHULIUTE
B MpOIIeAypaTa, 3asBHIA ChOTBETHU TPYITH MEAUITUHCKH U3ACIIUS/ TIOATPYITN/TPYIIH 110
TEXHUUYECKH M3UCKBaHUA 1Mo uil. 25, an. 4, 1. 4, Oyksu "a" u "0", mucMeHo 3asBsSBaAT Mpe
H3O0K >xenanuero cu CbOTBETHOTO/UTE MEAUITMHCKO/Y U3/IeTTNE/ s, BIMCAHO/U B MPOTOKOJIA IO
ui. 31, an. 1, na 6pae/0baT 3amtanano/u cse cpeacTna oT Oromkxeta Ha H30K, kaTto
MOAMKUCBAT ACKJIapalus mo oopasen, yIBbpeH ot ynpasutens Ha H30K.

(5) B cpoka o an. 4 yqyacTHULIUTE, 3aBUIM CHOTBETHH IPYIU MEIUIIUHCKU U3IEITUS
o ui. 25, ain. 4, 1. 4, Oyksa "B", mpeactaBuiiv Hai-pazxonoedekTuBHU 3a Oropkera Ha H30K
npennoxenus, ckmousar gorosopu ¢ H30K, xourto Bximrousat onpenenenure or H30K
CHOTBETHH YCIIOBHS 3a JIOCTaBKa, 3a 3arljiallaHe Ha MEIUIIMHCKUTE U3/IeIINs, 3a MPEJCTaBIHE
Ha OaHKOBa rapaHIius U Ipyru. HepasaenHa yact OT T3 JOTOBOPH € MEXaHU3MBT 10 4Jl. 45,
ann. 35 ot 3aKoHa 3a 3/[paBHOTO OCUTYpSIBaHE.

Y. 34. (1) Cnen npuxirouBane Ha mporenypara mo wi. 23, an. 1 H30K cwcras
CIMCBIM C TPYNUPAHU U ONPEIEICHN KOHKPETHH MEAULIMHCKHU U3/1€IHs, KAKTO U CTOMHOCTTA,
1o koaro H30K ru 3amnaia, Kouto BIu3aT B cujia OT 1 sHyapu Ha ciieBaniaTa KajleHaapHa
TOIMHA.

(2) Korato criucbuure o ain. 1 He ObAAT CHCTABEHU U YTBBPAECHHU B CPOKOBETE,
OIpeJieNIeHH B Ta3U Hapenada, Te nmpoabikasar aerictuero cu 1 H30K nponbixkasa 1a
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3arJiamna MeAUIMHCKUTE U3/I€THUS 10 CTOMHOCTUTE U MPHU YCIOBUSITA, ONIPEAEICHH MPU
IocjieiHaTa poLeaypa, Bb3 OCHOBA Ha KOSITO T€ Ca ChbCTaBEHHU.

(3) Haunonannara 31paBHOOCUTYpUTEIIHA Kaca MyOIMKyBa HA UHTEPHET CTpaHUIIaTa
CH CHUCBHIUTE 1O ajl. 1, ChOTBETHUTE CTOMHOCTH, /10 KOUTO 3aIljialia, ¥ yCJIOBUS MO TAXHOTO
MpUJIaraHe.

Pazpea 11.
YciaoBusi 1 pej 3a onpejiesisiHe CTONHOCTTAa HA MeIMIMHCKUTE U3/1e/IHs, 3aIJIAIIAHU OT
AbPKABHHS OI0/’KEeT H3BBH 00XBaTa HA 32 IbJLKHTETHOTO 3IPABHO OCUTYPsSIBAHE H OT
010/1xeTa Ha JiedyeOHUTe 3aBeaeHus mo wi. 1, 1. 1, 0Oyksa "B"

Y. 35. (1) MuHHCTEpPCTBOTO Ha 3/IpaBEOIa3BAHETO JIOTOBAPS MEIUIIMHCKU U3/IEIHS,
32 KOUTO B HOPMATHBEH aKT WIH B 001 a/IMUHUCTPATUBEH aKT € TIOCOYCHO, Y€ CE OCUTYPSIBAT
ChC CPEIICTBA OT IbPKABHUS OIOJIKET.

(2) MuHHCTEPCTBOTO Ha 3/IpaBEOIa3BaHETO OCUTYPSIBA MEAULIMHCKUTE U3JIENHSI 110
an. 1 B ChOTBETCTBHUE C MPEIBUICHUTE CPEJCTBA B OI0JKETA CH 32 ChOTBETHATA KaJleHIapHA
roJ1HAa.

Y. 36. JIeueOuure 3aBenenus o wi. 5, ai. 1 3JI3 u neueOHuTe 3aBeAeHNS 10 Wi. 9
u 10 3JI3 ¢ aApp:kaBHO W/WIIHM OOIIMHCKO Yy4acTHe B KanuTajia JOroBapAaT Mo peja Ha 3aKoHa 3a
obmiectBernTe mopbuku (30I1) MeTUITMHCKUTE H3/IETHs, HEOOXOIUMHU 33 OCHIICCTBSIBAHE HA
CBOSITA JESHUHOCT.

Yn. 37. (1) MenunuHckuTe U3A€1s1, KOUTO MOraT J1a ObAaT 3aIulalllaHu CbC
CpeAcTBa OT AbpKaBHU OI0DKET upe3 OropkeTa Ha M3, TpsiOBa 1a OTroBapsT Ha CISIHUTE
W3UCKBaHUA:

1. ma otroBapsT Ha M3KUCKBaHuATa Ha 3MU;

2. 1a ca BKJIFOUEHU B cMChKa 1o uwi. 1, . 1, Oyksa "0";

3. na Hama peructpupanu naiuu B MAJI u/unu EUDAMED 3a
MHIUJICHTH/TIOTEHIIMAIHI UHIIUIEHTH TIpe3 MocieAHnTe 18 Mecena, KakTo U 3a OJ0KUpaHu
WM U3TETJIEHU OT Ma3apa HapTUAM 110 NIPUYMHH, CBBP3aHH ¢ 0€30I1aCHOCTTA Ha
MEIULMHCKUTE U3/IEIUs Mpe3 NnocieqHuTe 18 Mecena cpriiacHo npeaocraseHa ot MAJI
nH(popmManus;

4. na ce 3amIamar B IOHE TPU OT IbP)KAaBUTE - YWICHKU Ha EBponelckust chro3, upes3
CHOTBETHUTE UM CHCTEMH 3a 3aIUIalllaHe C MyOJUYHU CPE/ICTBA WIH ChOTBETHUTE UM
3JIpaBHOOCUTYPUTEIIHU (OHIOBE.

(2) UsuckBanero no ain. 1, T. 4 He ce mpuiara 3a MeJUIIMHCKaTa arnaparypa.

Ui 38. (1) MuHHCTEpCTBOTO Ha 3/paBEOIa3BaHETO JOTOBAPsI KOHKPETHUTE
MEIULMUHCKH u3aenus no wi. 35 no pena Ha 3011

(2) Cnenudukanusara 3a KOHKPETHUTE MEAUIIMHCKH U3/I€THUS U TEXHUTE KOJIMYECTBA
CE M3TOTBS OT KOMHUCHS, OIIPEZIETIEHA ChC 3alI0BE]l HA MUHUCTHpA Ha 3/IpaBEoIa3BaHETo,
KOSITO BKJIFOYBA METUIIMHCKHU CHEIIMATUCTH, UKOHOMHCTH U IOPUCT.

Ui 39. [lenara, KOsITO € TOTOBOPEHA, HE MOYXKE J1a Ha/IBUIIIaBa O0sSBEHATA B CIIMCHKA
o ui. 1, T. 1 mpoaakHa 1ieHa no 4i. 5, an. 2, T. 23 3a KOHKPETHOTO MEIULIMHCKO U3/EIIHE.

Paszgea II1.
YcaoBus U pej 3a onpeaessiHe CTOMHOCTTAa HA MeAMUMHCKUTE U31eJIUs U
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BHCOKOCIECHUAIN3UPAHM aniapaTu/ypeau 3a HHAUBUAYAJIHA yIOTpeda oT 00XBaTa Ha
Hapen0aTa mo wi. 82, ain. 6 or 3akoHa 3a 31paBeTo

Ui 40. (1) HarimonanHata 3paBHOOCUTYpHUTETHA Kaca MIPOBEXK/IAa €KETOTHO
IIpoLeypa 3a OIIPEEsIHE Ha CTOMHOCTTA Ha 3aIljlalllaHe Ha MEIULUHCKUTE U3JENINs U
BHUCOKOCTICIIMATIU3UPAHH arlapaTu/ypein 3a HHANBHAyalHa ynorpeda oT o0xBaTa Ha
HapenOara mo wi. 82, air. 6 oT 3akoHa 3a 37paBero (33), KOUTO ca 3arialiady ¢ MyOInaHN
CpeICTBa Mpe3 MPeAxXoIHaTa KaJleHJapHa FoJuHa.

(2) Haimonanuara 3paBHOOCUTYpPUTETHA Kaca MIPOBEXK/Ia HA TPUMECEUUE WIH B
JPYTHU CPOKOBE MPOLIEAYPH 110 AOTOBAPSIHE 3a OINpe/ieTHE Ha CTOMHOCTTA Ha 3aIljialllaHe Ha
MEIUIIMHCKUTE U3/ICTUS ¥ BUCOKOCIICITUAIM3UPAHY armapaT/ypean 3a HHIUBUIYyaTHA
yroTpeba oT o0xBaTa Ha HapeaOaTa mo wi. 82, ai. 6 ot 33, KOUTO HE ca 3aIulaliaHu ¢
nyOIMYHM CPECTBA Mpe3 MpeIXoAHaTa KajleHaapHa roguna. [Ipoueaypure ce mpoBexxaar
IIPY Bb3HUKHAIA HEOOXOUMOCT U Ce OpraHU3UpaT 10 HAUYWH U B CPOKOBE, KOUTO HE
HapyIllaBaT CBOEBPEMEHHOCTTA Ha JICUCHHUETO Ha MAIMEHTHUTE.

Ui 41. MeaunuHCKUTE U3CNUs U BUCOKOCTICITUATM3UPAHUTE armapaT/ypean 3a
MHIUBUAyaTHA yroTpeba ce 3amamnar/1omiamnar ¢ Tpanchep ot Abp>kaBHUS OIOJIKET upe3
Oropkera Ha M3.

Uit 42. MeauuHCKUTE U3CIUs U BUCOKOCIICITUATM3UPAHUTE armapaT/ypean 3a
WHIUBUAyaATHA yrnoTpeda TpsaOBa Aa OTrOBapST Ha CICTHUTE U3UCKBAHUSA:

1. ma otroBapsT Ha M3UCKBaHuATa Ha 3MU;

2. 1a ca BKIIIOUEHU B cMChKa 1o ui. 1, T. 1, Oyksa "0";

3. na Hamar peructpupanu nanau B MAJI uw/umn EUDAMED 3a
WMHIUACHTH/TIOTCHIIMATHU HHIIUJECHTH 1pe3 nocineanute 18 mecena, KakTo U 3a OJIOKUpaHU
WJTY U3TETJICHH OT Tla3apa MapTHAH 110 TPUYUHH, CBbP3aHH ¢ 0€3011aCHOCTTa Ha
MEIULMHCKUTE U3Jeus npe3 nociaeaaure 18 mecena;

4. na otroBapsT Ha u3nckBanusaTa Ha cragaapt BJIC EN ISO 9001 3a
MIPOU3BOIUTENNTE HA METUIIUHCKU U3JENUs, U3pab0TEHH M0 MOPHUKA, U 32 POU3BOTUTEIINTE
Y THPTOBLUTE Ha PO C MEAUITUHCKH U3/CNUs OT Kiac [;

5. na otroBapsT Ha u3nuckBanuATa Ha cranaapt bJIC EN ISO 13485 unmn
€KBUBAJICHTHA CUCTEMA 3a YIPABJICHHE Ha KAYECTBOTO C 00XBAT MPOU3BOJCTBO HA
MEIULUHCKHU U3JeHs, U3aJIeH Ha UMETO Ha IPOU3BOAUTENS - 34 MEIULIMHCKUTE U3/IETUs OT
kaac Ila, 116 u I11.

Ui 43. (1) IIpouenypata no ui. 40, an. 1 ce u3BbpIIBa Bb3 OCHOBA Ha
cneunpukanus, yrebpaeHa ot Hagzopuus ceBer Ha H30K, kosito onpezens u rpynupa
MEIUIUHCKUTE U3/IENNSI B BUCOKOCTICIIMATIM3UPAHUTE arapaT/ypeau 3a WHANBHyaTHa
ynoTpeba, IpuiaraHy B yCIOBUATAa HA U3BBHOOTHUYHATA U OOJIHUYHATA MEAMIIMHCKA TTOMOI],
M0 TEXHUYECKN U3UCKBAHHUSL.

(2) Ipouenypute mo wi. 40, ann. 2 ce U3BBPILIBAT Bb3 OCHOBA Ha cHelM(pUKALIUU
(TeXHHYECKH XapaKTEPUCTHKH ), TOCOYCHH B JOKYMEHTAIIHITA, Bb3 OCHOBA HA KOUTO CE UCKa
npeaBapuTesHo ofo0peHue mo wi. 82, an. la ot 3akoHa 3a 3apasero (33).

Y. 44. (1) B cpok 10 2 paboTHH JHU Clie]] yTBbp)KIaBaHe Ha CrIeU(pHUKALHITA 1O
1. 43, an. 1, ChOTBETHO MPU HAIMYKE Ha TIPEABAPHUTEIIHO 0/100peHue mo wi. 82, ai. la ot 33
B IIpoueaypara 1o 4i. 43, an. 2, H30K ornpass nokaHa Ha HHTEPHET CTPAaHUIIATa CH KbM
MIPOU3BOJIUTENINTE WM THPrOBLIUTE HA €/IPO ChC CHOTBETHOTO METUIIMHCKO HU3/IETHeE,
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BHUCOKOCTIEIMANTU3UPaH anapar/ype/ 3a HHAUBUAYyaIHA yIOTpeOa/TeXHH YIIbIIHOMOIICHH
MPEACTaBUTENH 32 yUacTHe B MPOIIeaypa MO OMpeesisiHe Ha CTOMHOCTTA Ha 3aIlIalllaHETO UM.

(2) Ilokanara chabpxa:

1. mpeameT Ha npoueaypaTa - MEIUIIMHCKU U3/1TUs U BUCOKOCTICIIMATIU3UPAHU
anapaTtu/ypeau 3a HHIMBUyallHA YIIOTpeda, BKIIIOUEHHU B CHEHU(PUKAIUUTE 10 4. 43;

2. Hali-HUCKA CTOMHOCT HAa CbOTBETHOTO MEIUIIMHCKO U3JIEIIHE,
BHUCOKOCTICIIMANIU3MUPaH anapar/ypel 3a MHAUBUAyalHa ynorpeda, 3amamana ot H30K npes
MPEIXOJHUTE TPU KAJICHIAPHU TOJIMHY, U 1IeHa, ToroBopeHa mo peaa Ha 3011 ot neuebuute
3aBe/ieHus, IpujIaraii Te3u MEIUIIMHCKY U3/IeNIs U BUCOKOCTICHMAIN3UPaHu anapaTu/ypenu
3a MHOUBUAYaTHA yrnorpeba 3a ChIus neproy (aKo ca HaJTMYHUA ChOTBETHU IICHH);

3. U3MCKyeMH OT YYaCTHHUIIUTE JOKYMEHTH ChIVIACHO all. 3;

4. MSICTO, HAYUH U KPAeH CPOK 3a M0/IaBaHe Ha MPE/JI0KEHUS - JOKYMEHTH 32
ydacTue B Ipoleaypara, KaTo CPOKBT HE MOXKeE /1a ObJie MO-KpaThK OT 7 pabOTHU JHU OT
nyOIMKyBaHe Ha TIOKaHATa;

5. mune, TenedoH U eIeKTpoHeH aapec 3a KoHTakT B H30K.

(3) 3a yuactue B mpoleaypara mo onpeesisiHe Ha CTOWHOCTTa Ha 3arijlaliane
MIPOU3BOIUTENINUTE WIIM THPTOBLUTE HA €IPO/TEXHH YII'BIIHOMOIICHH MPEICTAaBUTENH 0JaBaT
B H3OK 3asBiienne, KbM KOETO MpuUjarar:

1. nokymenTute u uHdopmanuara mo wi. 26, an. 3, 1. 1 -7uT. 9;

2. Banupen ceprudukar no cragaapt b/1C EN ISO 9001 3a npousBoaurenure Ha
MEIUIIMHCKHU U3AeNusl, U3pab0OTeHU MO MOPBhYKa, U 32 MPOU3BOJAUTEINTE U THPrOBLIUTE HA
eApo C MEAUIIMHCKH U3eNus OT Kiac [;

3. BanmuneH ceprudukar no crangapt b/IC EN ISO 13485 unu ekBuBaneHTHA
CUCTEMa 3a yIpaBJieHUE Ha KAYEeCTBOTO C 00XBAT MTPOU3BOJICTBO HA MEAUIIMHCKY H3ICTIHS,
W3/1aJICH Ha UMETO Ha MPOU3BOIUTENIS - 32 MEIUIIMHCKUTE m3aenus ot kiac Ila, 116 u I1I;

4. nexnapanus 3a HaJIudue Ha JSHCTBAI JJOTOBOP C JIedeOHO 3aBeIeHNE, CKITFOUCH T10
pena Ha 3011 (ako uMa TakbB);

5. IOKYMEHT, YAOCTOBEPSBAII TIPABOTO HA IPOU3BOAUTEIUTE J1a U3paboTBAT
MEIULUHCKHU U3JIeHs, U3JaJieH OT KOMIIETEHTEH OpraH Ha ChOTBETHATAa AbpPXKaBa, a KOraTto
TakbB € u3nanaeH or MAJI ce mocousa Herousit Homep u H3OK ciyxebHO croupa u
MpOBepsiBa ChOTBETHATA MHPOPMAIHS - 32 TPOU3BOJUTENNTE HA METUIIUHCKU U3JENUS IO Y.
2,an. 1, 1. 3 or 3MM or knac | 1 Ha MeTUIUHCKY U3ACHU 110 WiI. 2, an. 1, T. 2 u 3 ot 3MU,
M3paboTEeH! MO MOPbHUKA.

(4) IlpousBOANTENINTE HA METUITMHCKHU U3/IEIHS, U3paOOTEHHU 0 MOPHYKa, HE
MPEeACTaBAT JOKYMEHTH MO 4. 26, ai. 3, T. 4, KOrato € IpuiIokKuMO.

(5) Harmmonanuara 3paBHOOCUTYpHUTETHA Kaca CIIy>KeO0HO chOrpa U MpoBepsiBa
nHpopManuATa 3a HaJIMYMe Ha YIO0CTOBEpeHue 3a peructpanus no wi. 40, an. 1 ot 3JI3 Ha
MIPOU3BOIUTEIINTE HA METUIIMHCKHU U3/IETHs, N3pa00TEHHU 10 OPHYKA, JICUeOHU 3aBEACHUS 110
yn. 18, an. 2 ot 3JI3.

(6) Yopasutensat Ha H30K yTBBprKIaBa 00pa3iy Ha 3asBJIICHUE U JOKYMEHTH 110 aJl.
3, kouTo ce myOnuKyBat Ha uHTepHeT ctpanuiara Ha H30K 3aexno ¢ mokanara mo ain. 1.

(7) Kannunature mpeacTaBsT NPeIJIoKEHUSITa CH ChIVIACHO WL 28.

Y. 45. (1) IIpouenypara o 1oropapsiHe Ha CTOMHOCTTA Ha 3aIllalllaHe ce MPOBEXIa
0T KoMucus, onpeneneHa ot ynpasurens Ha H30K, cnen n3tndyane Ha cpoka 3a 11oJlaBaHe Ha
JOKYMEHTHUTE 3a y4acTHe B MpoLeaypaTa.

(2) YnenoBeTe Ha KOMUCHSATA MTOJMUCBAT JACKJIApalus, Y€ HE ca CBbP3aHHU JIMLA 110
cMmuchiia Ha § 1, T. 1 oT TBProBCKUs 3aKOH C YYaCTHUIIUTE B IPOILIEAYpaTa.

(3) Komucusara u3BbpliBa OlIEHKA Ha MMOIJICHUTE TOKYMEHTH, KOUTO CJe/Ba J1a
YAOCTOBEPSBAT UBIIBIHEHUETO Ha BCUYKU 3aJI0’)KEHU U3UCKBAHMUS.
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(4) KomucusTa ochIiecTBsiBa IEHHOCTTa CH MPH YCJIOBHTA | 110 peaa Ha 4. 29.

(5) KomucusaTra n3rorssi npoToKoI1, B KOUTO OTpa3siBa MOCTHIMINTE NPEAJIOKEHNUS,
M3BBPIICHATA OLEHKA M0 all. 3 U pe3yaTaTuTe oT Hesd. Hepa3aenHa yact oT mpoTokouia ca u
MIPEAIOKECHUTE LICHU.

(6) Komucusara yBenomsiBa KaHIUAATUTE, YUUTO MIPEITIOKEHUS HE OTTOBapsIT Ha
M3UCKBAHMATA, Y€ HE Ca JAOIYCHATU [0 y4acTHE B IIPOLELypaTa ¢ IOCOYBAHE HA CbOTBETHUTE
MOTHUBH.

(7) Komucusra nmybaukyBa Ha uatepret ctpanunata Ha H30K undopmanus 3a:

1. momycHaTuTe 10 1OroBapsSHETO YYAaCTHULIM 110 BXOJSIINA HOMEpA Ha 3asBJICHUATA
UM M CHOTBETHOTO MEIUIIMHCKO U3/ETHIE WM BUCOKOCTICIIMATH3UPaH anapat/ypen 3a
WHIUBUAYaTHA yHoTpeba, 3a KOeTO ca JI0MyCHATH;

2. IpenIoKEHUTE Hall-HUCKU LIEHU 3@ CbOTBETHOTO MEIULIMHCKO U3/IETIHE,
BHUCOKOCTICIIMATIU3UPAH anapar/ypel 3a HHIUBUAyalIHa yrnoTpeoa;

3. nartara u rpaduk, Mo KOMTO 11 ce MpOoBeIe T0TOBapsSHETO Ha OTCTHIIKH.

Ui, 46. C Bceku OT JAOMYCHATUTE YYACTHUIIM KOMUCHUSTA IPOBEXK/1a JOrOBApPSHE HA
OTCTBIIKH, KOUTO HE MOrar ja 6baat no-Hucku ot 10 % oT npeanoxeHara 1eHa.

Ui. 47. Komucusra npeacrass Ha ynpasutens Ha H30K 3a yrBbpxiaBane
3aKJIFOUYUTENIEH TPOTOKOJL.

Ui 48. (1) [Ipouenypata 3a qoroBapsiHe ciie/iBa Jia MPUKIIIOYX C TIOAMKUCAH JIOTOBOP
C JIOIYyCHATUTE YYaCTHULIU B CpOK 70 20 paboTHH JHU OT MyONIMKyBaHe Ha MIOKaHAaTa Mo 4.
44, an. 1.

(2) B ciyuaute no ui. 49, an. 3 H30K ckirouBa 1oroBop ¢ 1e4e0HOTO 3aBeICHHE,
KOETO € JOIOBOPUJIO MO-HHUCKA CTOMHOCT MO MpeIXo/Ha Mpolenypa, nposexaana no 3011

(3) U3BBH cnyuaute no an. 2 H30K ckirouBa 10roBop ¢ Thproeeua Ha
€IpO/TIPON3BOAUTEIIS HA CHOTBETHOTO MEIUIIMHCKO U3/IENTNE, BUCOKOCTICIIHATH3UPAH
amapart/ype] 3a HHAUBHyallHa YIIOTpeda, KOWTO € MPe IOk Hali-HICKa CTOMHOCT Ha
3arJiallaHe ¢ BKIOYEHa B Hes OTCThIIKA.

Ui. 49. (1) HaunonanHaTa 31paBHOOCUTYPHUTEIIHA Kaca 3aralia/ornamna
CTOMHOCTH HE MO-BUCOKHU OT 3aIUIAllaHUTe/ I0IJIAllaHUTe Hall-HUCKU ChOTBETHU CTOMHOCTH
Mpe3 NPeaXOAHUTE TPU KaJICHAAPHU T'OAMHU HAa METULIUHCKUTE U3/EIINs,
BHCOKOCHEIMAIM3UPAHUTE arapaTu/ypeay 3a HHAUBUAyallHa yIoTpeOa Mpy ChIINUTE
crenupuKanuy (TEXHUYECKU XapaKTePUCTHKH).

(2) Koraro npe3 npenxoanute Tpu kaneraapuu ronuan H30K ue e
3arJianiaina/aomianana CTOMHOCTH 332 CbOTBETHOTO METUIIMHCKO U3/IETHeE,
BHCOKOCHEIMAIM3UPaH anapat/ypes 3a HHIAMBUAyallHa yHoTpeba chC ChIIUTE CleUpUKALNN
(Texunuecku xapakrepuctuki), H3OK 3amnamia/momnmnamnia cTOWHOCT HE O-BHCOKA OT HaM-
HUCKaTa CTOWHOCT Ha MEIULIUHCKOTO U3JIeNINe ¢ Hail-OMM3KU CXOJHH crenudukanum
(TEXHUYECKH XapaKTepucTHKN), 3amiamiany or H30K npe3 npeaxoaHure Tpu KajleHAapHU
TOJMHH, HO HE [T0-BUCOKH OT MPOJAXKHUTE LIEHU 1O 4. 5, all. 2, T. 23 Ha CbOTBETHOTO
MEAUIMHCKO U3JIeHe, BUCOKOCTICIMATU3UpaH anapar/ypel 3a MHANBUAYyalIHa yrnoTpeda cies
IIPUCIIaJIaHE HAa JOTOBOpPEHATA OTCTHIIKA.

(3) Ako neueGHOTO 3aBeIeHUE, B KOETO 1€ C€ TMPHIJIOKH CHOTBETHOTO MEIUITMTHCKO
u3JeNe, BUCOKOCTICIIMAIM3UPaH anapatr/ypes 3a MHAWBUyalHa yIoTpeda uMa CKII0UeH
norosop 1o 3011 u noropopeHara 1eHa o TO3M 3aKOH € IO-HUCKa OT OIpeAeIeHaTa
cToitHoCT 1o Ta3u Hapenba, H30K 3amnaima Ha 1e4yeOHOTO 3aBe/ieHHe MO-HUCKaTa CTOMHOCT.
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(4) Axo mipe3 croTBeTHaTa KaneHaapHa ronuaa H30K e npoBena mporenypa 3a
3aIuIalaHe Ha CTOMHOCTTA 10 pe/ia Ha Ta3u Hapeada 3a ChbOTBETHOTO MEIUIIMHCKO U3JIeue,
BHUCOKOCTICIIMATIU3UPAH anapar/ypell 3a MHIAUBUAyaIHa yoTpeda, Ta3u CTOMHOCT ce 3aruiamnia
34 BCUYKU MCOAULUHCKHU U3ACJINA, BUCOKOCIICHIUAIIM3UPAHU anapaTH/ yp€au 3a UHAUBHYyallHa
ynotpeba, 3a KOUTO € U3/a/IeHO 0J00peHHe 3a 3alljIalllaHeTO UM ChIJIacCHO Hapeadara mo 4i.
82, an. 6 ot 33, 6e3 11a ce MpoBekIa HOBA MPOILEAypa Mpe3 ChIlaTa KaJeHIapHa roIuHa.

Ui 50. TIpu neobxogumoct H30K moxe na norbpeu cbaeiictsue ot MAJI 3a
OIpeJiesIsIHE Ha MEAULIMHCKOTO HU3/IeNIKe, BUCOKOCTICIMAIU3UPAaH arnapar/ypes 3a
WHIMBUyaTHA yIIoTpeda ¢ Hall-O1M3KM CXOTHH CHICHU(PHUKAINN (TEXHUYECKH
XapaKTEPUCTUKU) B CIydauTe 1o wi. 49, ai. 2.

Y. 51. (1) Cnen npuxinrouBane Ha npouexypute 1o wi. 40 H30K cweraBs ciuchbim
C TPYIUPAHU U ONPEACIICHH KOHKPETHU MEIUIIMHCKU U3/1€Hs, BUCOKOCIICHUATU3UPAHU
amapatu/ypeau 3a HHIMBHIyaTHa YIIoTpeda, KakTo U CTOHHOCTTa, 10 Kosito H30K
3aruiaiia, KOMTO BJIM3aT B CWJIa OT | siHyapu Ha ciie/lBallaTa KajJeH1apHa roanHa.

(2) Korato criuchuute o ajn. 2 He ObAaT ChCTaBEHU U YTBBPJCHH B CPOKOBETE,
ompeJiesieHu B Ta3u Hapeada, Te mpoabipkasat nericteueto cu 1 H30K npoabsmkasa ga ru
3ariama 0 CTOMHOCTUTE U IIPU YCIIOBUSATA, OMPEIEICHU MIPH MOClIeIHATa MPOLIeaypa, Bb3
OCHOBA Ha KOSITO T€ Ca ChCTaBEHHU.

(3) Haunonannara 31paBHOOCUTYpUTEIHA Kaca MyOIMKyBa HA UHTEPHET CTpaHUIIaTa
CH CIIUCBHUUTE 1O . | U CbOTBETHUTE CTOMHOCTH, /10 KOMTO 3aIUIalla.

Un. 52. (1) HanmonannaTa 31paBHOOCUTYPUTENIHA Kaca MyOJIMKyBa HA HHTEPHET
CTpaHMIIaTa CU UHPOPMALUSA 32 MEIULIMHCKUTE U3/1e/I1s, BUCOKOCTIELUAIN3UPAHNUTE
armapaTti/ypeay 3a MHAMBUAyalHa ynoTpeda 1 3aIIaTeHUTE 3a TSIX CPEeCTBA Ipe3
IIPEIXOHOTO TPHUMECEUHE.

(2) Undopmanusara mo an. 1 ce myOimKyBa B CPOK JI0 €IMH MeCeI] Clie/l M3THYaHe Ha
CBHOTBETHOTO TPUMECEUHE.

Paznen IV.
YcaoBus U pej 3a onpeaesisiHe CTOWHOCTTA HA IOMOIIIHUTE CPeICTBA,
NPUCTIOCO0ICHUSATA, CbOPBKEHUATA U MeIUIUHCKUTE U3/1eJIMs, PeIHA3HAYECHH 32
XopaTa ¢ yBpe:xXIaHus

Y. 53. HanmonanHaTa 3ApaBHOOCUTYPHUTEINIHA Kaca €KEr0JHO MPOBEKIa MPOLeaypa
3a OIpeieNIsIHE Ha CTOMHOCTTA Ha 3aIUlalllaHe Ha IOMOILHUTE CPECTBA, IPUCIIOCOOICHUATA,
ChOPBIKEHUATA U MEIULMHCKUTE U3AEINs, IPEJHA3HAUYEHHU 32 XOpaTa ¢ YBPEXKAAHHUS.

Un. 54. [TomourHUTE CpeCcTBA, MPUCTIOCOOICHUSTA, CbOPHKEHUATA U METUIITHCKUTE
m3aenus 1o wi. 53 ce 3amnamar ot H30K ¢ tpancdep ot nbpikaBHUS OI0KET upe3 OroKeTa
Ha M3.

UYn. 55. [TomourHUTE CpecTBa, MPUCTIOCOOICHUSTA, CbOPBKEHUATA U METUIIMTHCKUTE
W3JIeTNS 32 X0paTa ¢ yBPEXKIaHus TPOBa J1a OTTOBAPSAT Ha CICTHUTE U3UCKBAHHUS:

1. na otroBapsT Ha U3uckBaHuATa Ha 3MU (32 MEIUIIMHCKUTE U3AEIINS);

2. na "samar peructpupanu nanau B MAJI u/unn EUDAMED 3a
MHIUACHTH/TIOTSHIIMATHI HHIIUJECHTH Mpe3 nmocheanuTe 18 mecena, KakTo U 3a OJIOKUpaHU
WJTY U3TETJICHH OT Ta3apa MapTHIH 110 TPUYUHH, CBBP3aHH ¢ 0€3011aCHOCTTa Ha
MEIUIIMHCKUTE U3/IeTHUS OT TIX Ipe3 nmociennute 18 mecena (3a MEAUIIMHCKUTE U3/ICTIHS);
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3. 1a ca BKJIIIOUEHH B crMChbKa 1o wi. 1, T. 1, Oyksa "0";
4. a ca HpOI/I3BeI[eHI/I B YCJIOBI/IﬂTa " U3UCKBAHUATA HA CUCTEMUTEC 3a praBJIeHI/Ie Ha
Ka4eCTBOTO CHIVIACHO MPUIOKUMHUTE 3a TSIX CTAHIAPTH.

Uin. 56. IIpouieaypara no goropapsine Ha CTOMHOCTTA MO 4jl. 53 ce U3BbpIIBA HA
OCHOBaTa Ha crierudukanus, yrebpacHa ot Hagzopuaus csBet Ha H30K, K05TO ChABPIKA
IpyHOUpaHu B TPYNH U NOATPYIH MOMOIIHU CPEICTBA, IPUCTOCOOICHHS, ChOPBHKEHUS U
MEIUITMHCKY U3CIUs 3a XOpaTa ¢ YBpeXAaHus ¢ Je(UHUPAHU 110 TPYITH TEXHUUECKU
W3HUCKBaHUS, HA-HUCKA CTOWHOCT Ha ChOTBETHOTO MOMOIIIHO CPEACTBO, MPUCIIOCOOIICHNE,
CHOPBKEHUE U MEAUIIMHCKO U3JIeTUeE, 3aIIalllaHo Mpe3 MPEAXOAHUTE TPU KaJleHJapHU
ronguau oT H30K, mporuo3en obem 3a 12-mecedeH nepuo, Ipyry yCIOBHUS U CPOKOBE.

Ui 57. (1) B cpok 10 5 paGoTHU JAHM clie]] YTBBPXKAABAHETO HA CIIeH(PUKAINATA 110
w1. 56 H30K oTnpaBst mokaHa Ha UHTEPHET CTpaHUIATa CU KbM MPOU3BOAUTEIUTE WU
THPrOBIUTE HA €APO C MEAUIIMHCKU U3EUS/TEXHU YITbITHOMOIICHU MTPEICTaBUTEIH, UIH
JIM11aTa, OCHIIECTBIBAIIM IEWHOCTH 1O MPEIOCTABSIHE U PEMOHT Ha ITOMOIIHU CPEJCTBA,
MPUCTIOCOOJICHHS U ChOPBKEHUS U MEAULIMHCKU U3JIENHsI, TPeIHa3HAuYeHH 3a X0paTa C
YBpEKJIaHUS, BIMCAHU B perucTbpa no wi. 88, an. 1 ot 3akoHa 3a xopaTa ¢ yBpeXaaHUsl, 3a
ydacTHe B MPOIlelypa MO ONpeIeNsiHE Ha CTOWHOCTTA Ha 3aIUIalaHeTO UM.

(2) Tlokanara o an. 1 ceabpxa:

1. mpenMeT Ha mpoleaypaTa - HOMOIIHUTE CPEJICTBA, MPUCIIOCOOJICHHUSATA,
CHOPBHKEHUATA U MEAUIIMHCKUTE U3CNIUs, OTPA3eHHU B crienuuKanusara mno wi. 56;

2. U3UCKYEeMHU OT YYaCTHUIIUTE TIOKYMEHTH;

3. MACTO, HAYMH M KPacH CPOK 3a MMOJJaBaHE Ha MPEJIOKEHUS, KATO CPOKBT HE MOXKE
na 0bae mo-manbk ot 10 paboTHM JHU OT MyOJIMKYBaHETO Ha MOKAHATa,

4. mune, TenedoH U eIIEKTPOHEH ajpec 3a KoHTakT B H30K.

(3) 3a yuyactue B mpolieaypaTa 1o onpeaessHe Ha CTOMHOCTTA Ha 3arlialiaHe
MIPOU3BOIUTEIIUTE WIIA THPTOBIIUTE HA €IPO C MEIUIIMHCKA U3JICIHSI/TEXHUTE YIIBJIHOMOIICHU
MPEACTaBUTENM WK JUIATa, OCHIIECTBABAILN JEHHOCTH 1O MPEJOCTABSIHE U PEMOHT Ha
TIOMOIIIHH CPEJICTBA, TPUCTIOCOOJICHUS 1 ChOPBKEHUSI U METUIIMHCKHU U3JIEIHS,
MpeAHa3HauYEeH! 3a Xopara ¢ yBpexxaanus, nogasaT B H30K 3asBnenue, kbM KOETO npuiiarar:

1. moxymeHnTuTe M HHGOPMaIUITa 10 1i. 26, ai. 3;

2. BanuzeH ceptudukat rno cranaapt b/IC EN ISO 9001 - 3a npousBoauTenuTe Ha
MEJUIIMHCKHU U3JIeHs, U3pabOoTeH! M0 MOPBYKA, U 33 TPOU3BOJUTEIINTE U THPTOBIIUTE Ha
€Apo Ha MEAUIIMHCKH U3/eNus OT Kiac [;

3. Banmuaen ceprudukar o cranaapt bJIC EN ISO 13485 wnu ekBuBajieHTHA
CUCTeMa 3a yIpaBlieHHE Ha KAUeCTBOTO C 00XBAT MPOU3BOJICTBO Ha MEAUIIMHCKH U3/IETHS,
W3/1aJICH Ha UMETO Ha MPOU3BOJIUTENS - 32 MeAUIIMHCKUTE u3aenus ot kiac Ila, 116 u I11;

4. TOKyMEHT, yIOCTOBEpsIBAIll TPABOTO HA MPOU3BOIUTENNTE Aa U3pabOTBAT
MEUIIMHCKHU U3JIeHs, U3aJIeH OT KOMIIETEHTEeH OpraH Ha ChOTBETHATa IbpiKaBa, a KOraTto
TakbB e uznaaeH ot MAJL, ce mocousa HeroBust Homep u H30K ciyxebHo crOupa u
MPOBEPsIBA CHOTBETHATA MH(GOPMAITHS - 32 TPOU3BOJAUTEIIUTE Ha METUIIMHCKH U3JIEIHS 110 Y.
2,an. 1, 1. 3 or 3MMU or knac 1 1 Ha MeIUIIUHCKY U3Aeaus o wiI. 2, ain. 1, T. 2 u 3 ot 3MU,
n3paboTEeHH M0 NOPHUKa,

5. cnpaBka 3a 6posi/o6ema Ha MPeI0CTaBeHH/TIPON3BEICHU OT 3aIBEHUTE OT
YYaCTHUKA MTOMOIIIHH CPECTBA/TIPUCIIOCOOTIEHUATA/ChOPHKEHUSITA/MEAUITUHCKH U3CIIHS,
KOUTO € OCUTYPSIBAI MPe3 NPeIX0IHUs 24-MeCEUEH MEePUOo.

(4) ITIpousBoAMTENINTE HA METUITMHCKHU U3/IETHS, H3pAaOOTEHHU 0 TIOPBHYKA, HE
MPEACTABAT JOKYMEHTH MO 4. 26, aj. 3, T. 4, KOrato € IpuIoKUMO.
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(5) Harmmonannara 3apaBHOOCUTYpPHUTETHA Kaca CIIy)KeOHO chOMpa U MpoBepsiBa
nHpOpMaNKATa 32 HATMYHE HA YIOCTOBEpEeHHUE 3a peructparus no wi. 40, an. 1 ot 3JI3 Ha
MIPOU3BOIUTENINTE HA METUIIUHCKU U3/IeNNs, U3pab0TEHH 110 MOPbUKA - JIeYeOHH 3aBeICHUS
mo ui. 18, an. 2 ot 3JI3.

(6) HaumonanHara 31paBHOOCUTYpUTEIIHA Kaca CiIyeOHO chOupa U mpoBepsiBa
nHpOpManuATa 32 HATMYHE HA YIOCTOBEPEHHUE 3a perucTpamnus mno wi. 89, an. 6 or 3XY 3a
JUIaTa, OChLIECTBSIBAIIM JEHHOCTH IO MIPEIOCTaBsIHE U PEMOHT Ha MOMOIIHU CPE/ICTBA,
MPUCTIOCOOICHNS U ChOPHKEHHS U MEIUITUHCKH U3JIENNs, TIPEIHAa3HAYEHH 32 XopaTa ¢
YBpEKJIaHus, chriiacHo wi. 88, ain. 1 ot 3XVY.

(7) Ynpasutensat na H30K yrBbprkaaBa 00pas3iy Ha 3asBICHUE U JOKYMEHTH 10 aJl.
3, kouTo ce mybnukyBar Ha uHTepHeT ctpanunaTa Ha H30K 3aenno ¢ mokanara mo ai. 1.

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

Uin. 58. (1) [Ipouenypara no qoroBapsine Ha CTOMHOCTTA Ha 3aIllalllaHe Ce MPOBEXKIA
OT KomHucus, onpezeneHa ot ynpasurens Ha H30K, crnex n3tnyane Ha cpoka 3a nojaBaHe Ha
JOKYMEHTHUTE 3a y4acTHUE B IIpoLeaypaTa.

(2) B cperaBa Ha KomucHATa IO TpeasoxkeHue Ha ynpasutens Ha H30K morat na ce
BKutouBat BeHIIHM 3a H30K excnieptu, onpenenenu ¢ pemienne Ha Hap3opHus cbBer Ha
H30K.

(3) BpHIIHUTE ekcriepTy 1o all. 2 MoraT J1a ObAaT Julia ¢ IOPUIUIECKO, MEAUIIMTHCKO
WM UKOHOMHYECKO 00pa3oBaHue.

(4) UneHoBeTe Ha KOMUCHSATA OJIUCBAT JIEKJIapalys, Y€ He ca CBbpP3aHu JIMLA 110
cvuchbia Ha § 1, T. 1 ot TeproBckust 3aKoH € y4acTHULIUTE B MIPOLEAypaTa.

(5) Komucusra u3BbpIiBa Ol[eHKa Ha MOJaICHUTE TIOKYMEHTH, KOUTO CJe/Ba Ja
yJIOCTOBEPsIBAaT U3MbJIHEHUETO Ha BCUUKH 3aJI0’KEHH N3UCKBAHUS, B T.4. 3a KAU€CTBO, KaTo
CbOTBETHATa JIOKyMEHTAllUs, yI0CTOBEPSIBAIllA U3IbJIHEHUETO UM, CE PA3IIIeK/1a U OLEHSBA
KOMILJIEKCHO.

(6) Komucusra ocpliecTBsiBa I€HHOCTTA CU IIPU YCIOBUSATA U 11O peAa Ha uJl. 29.

(7) Komucusara U3roTssi MpoOTOKOJ, B KOMTO OTpa3sBa NOCTHIUINTE MPEATIOKECHHUS,
M3BbpIICHATA OLIEHKA 110 aJl. 5 U pe3yiararute oT Hesl. Hepa3aenHa yact ot mpoTokosia ca u
IIPEIOKEHUTE LIEHU.

(8) Komucusra yBemomsiBa KaHAUAATHTE, YUUTO MPEIOKEHUS HE OTTOBAPSAT Ha
M3HMCKBAHUATA, Y€ HE €a JOIyCHATHU J0 yYacTHE B MPOLielypaTa C IOCOYBAHE HA CbOTBETHUTE
MOTHBH.

(9) Komucusara nyb6aukyBa Ha uatepHet crpanunata Ha H30K nndopmanus 3a:

1. nomycHaTtuTe A0 AOrOBAPSHETO YYACTHUIM 110 BXOAIIM HOMEpPA Ha 3asBJICHUATA
UM U CHOTBETHOTO IIOMOIITHO CPECTBO, IPUCIIOCOOICHHUE, ChOPBKEHUE U METUIIUTHCKO
u3Jiene, 3a KOeTo ca JA0IyCHATH;

2. IpesIO’)KEHUTE Hall-HUCKU 1IEHU 32 ChOTBETHUTE TPYIU/IOATPYIIH U TEXHUYECKU
XapaKTEePUCTHKU;

3. natara u rpaduk, Mo KOMTO 11e ce IpoBeie J0rOBapsSHETO Ha OTCTHIIKH.

Y. 59. C Bceku OT 10MyCHAaTUTE YYaCTHULIM KOMUCHSITA MPOBEX A 10roBapsiHe Ha
OTCTBIIKH, KOUTO HE MOTaT Jia Obat mo-Hucku ot 10 % oT mpeyokeHara 1eHa.

Yi1. 60. KomucusTa npeacTaBs 3aKI0UUTENEH IPOTOKOI upe3 ynpasutens Ha H30K
3a yrBbpxkAaBade oT Hagzopuus ceBer Ha H30K.

UYn. 61. (1) HartmonanHata 31paBHOOCUTYpHUTETHA Kaca 3aruialia/1oramna
CTOMHOCTH HE IIO-BUCOKH OT 3aIlIall[aHUTe/ IOIUIAIIaHNTE Hal-HUCKU ChOTBETHU CTOMHOCTH
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pe3 NpeaXoAHUTE TPU KaJleHAapHU TOAMHU Ha TIOMOIIIHUTE CPEACTBA, MPUCIOCOOIEHUSTA,
ChOPBIKEHUATA U METULIMHCKUTE U3EIUS 3a XOpaTa C YBpEXK1aHus, IIPU ChILIUTE
cnenudukanuy (TEXHUIECKH XapaKTEPUCTUKH ).

(2) Korato npe3 npenxoauure Tpu kanenaapuu roauau H30K we e
3arianana/aornianaina CTOMHOCTH 32 CbOTBETHOTO MOMOIIIHO CPEACTBO, MPUCIIOCOOICHUE,
ChOPBHKEHUE M MEAULIMHCKO U3/IENIUE 32 XOpaTa C YBPEKJAaHUS ChC CHIIUTE CIIeUU(DUKAITIH
(Texanuecku xapakrepuctuku ), H30K 3armiania/momnamna cToORHOCT HE MO-BHCOKA OT Hak-
HUCKaTa CTOWHOCT Ha OMOIITHOTO CPEJICTBO, MPUCIIOCOOJIEHUE, CHOPBKEHNUE U MEAUIIUHCKO
U3JIeJIHe 3a XopaTa ¢ yBpPeXKIaHUsl ¢ Hal-OJU3KHU CXOIHU crielMPUKAIUN (TEXHUYECKU
XapakTepucTHKN), 3amnamany or H30K npe3 npeaxoanurte Tpu KajaeHAapHU FOJAMHU, HO HE
MI0-BUCOKHU OT MPOJIAXKHUTE LEHU 10 WiI. 5, all. 2, T. 23 Ha CbOTBETHOTO MMOMOIIIHO CPEICTBO,
pUCIIOCOOJICHNE, ChOPHKEHIE U METUIIMHCKO H3/IEIHE 33 XOpaTa ¢ YBPEXKIAHHS CIIe]
MpHCIaJlaHe Ha JOTOBOpPEHATa OTCTHIIKA.

Y. 62. ITpu vHeodxoaumoct H30K Moxe ma motepcu chaeiicteue ot MAJI 3a
ompe/esiHe Ha TIOMOIIHO CPEJCTBO, MPUCTIOCOOJIEHUE, ChOPBKEHNE U MEIUIIMHCKO U3/IeTNe
3a XxopaTa ¢ yBpeXAaHHsl ¢ Hal-OJU3KHN CXOJIHU CHeU(PUKAIUH (TEXHHUYECKU
XapaKTepUCTUKH) B CIy4yauTe 1o 4i. 61, an. 2.

Uin. 63. (1) Cnen mpukiouBane Ha nporeaypata no wi. 53 H30K cberaBs cniuchium
C TPYyIHpPaHH U OINPECIIEHN KOHKPETHU MEUIIMHCKU U3/IeNUsl, KAKTO U CTOWHOCTTA, 710 KOSTO
H3OK ru 3amnamia, KouTo BIu3aT B cliia OoT | sitHyapu Ha ciieJBalniara KajJeHaapHa ToA1Ha.

(2) Koraro cnuchuuTte 1o ai. 1 He ObAaT ChbCTaBEHU U YTBBPECHU B CPOKOBETE,
olpeziesieHH B Ta3u Hapeaa, Te nmpoabikasaT neictuero cu 1 H30K npoasikasa na
3aruiala MEAUIUHCKUTE U3JIeNNs 10 CTOMHOCTUTE U IIPU yCIIOBUATA, ONPEAEICHU IpU
nocJieiHaTa MpoLeaypa, Bb3 OCHOBA Ha KOSITO T€ Ca ChbCTaBEHHU.

(3) Hanonannata 31paBHOOCUTYpUTEINIHA Kaca IyOJIMKyBa HA HHTEPHET CTpaHUIlaTa
CH CIIMCBLUTC I1O0 aJl. 1, CBhOTBCTHHUTC CTOI\/JIHOCTI/I, A0 KOUTO 3aIjiama, U yCJIOBHUA 110 TAXHOTO
IIpUJIaraHe.

Yn. 64. HanmoHanHara 3ApaBHOOCUTYPHUTEIHA Kaca IMyOJIMKyBa €XKeroJHO Ha
UMHTEPHET CTpaHullaTa cu HH(OpMalKs 3a MOMOLIHUTE CPEICTBA, IPUCIIOCOOICHUATA U
ChOPBKEHUATA U METULIMHCKUTE U3/IENHS 3a XopaTa C YBPEXKAaHUs U 3allJaTeHUTe 3a TAX
CpeACTBa.

JonbIHUTEIHN pa3nopendu

§ 1. Ilo cmuchbiia Ha Hapenoara:

1. "T'enepuyna rpymna uzaenus’ € CbBKYIHOCT OT U3/IEJIUS C €IHAKBO WK NO0JI00HO
IpeJHa3sHauYeHHEe WK CXOJIHA TEXHOJIOTHs, KOETO MO3BOJISBA KIACU(PHUIIMPAHETO UM 10
reHepuYeH MpHU3HaK, 0e3 /1a ce 0Tpa3siBaT CIeUMPUYHN XapaKTePUCTUKH.

2. "I'moGanna HoMeHKIaTypa Ha MenuiuHckute u3aenus” (GMDN) e nogpoOna
CUCTEMa OT MEXIYHapOIHO MPU3HATH KOJMPAHU OMUCAHMSI, U3MIOI3BAHU 3a TPYIIOBO
UACHTUUIMPAHE HA MEUIIMHCKU U3EIIHSL.

3. "KommnekcHa orieHka" € o1ieHKa, KOsITO BKJII0UBa ()MHAHCOBH YCIIOBHUS,
MEIULUHCKU U TEXHUYECKU XapaKTePUCTUKH, aHAIU3 Ha JaHHUTE OT HHTerpupaHara
nHpopmanronHa cucrema Ha H30K oTHOCHO oTueTeHuUTe U 3amiaTeHu 0oeMu/Opoit
MEJIULUHCKHI U3/1eHS IO U3IIBJIHUTEIN Ha OOJTHUYHA MEUIIMHCKA TIOMOII U HAJIMYHA
nHpopmarus 3a nortamane ot 30J1.
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4. "MakcumaiHa NporHo3Ha aHAIMTUYHA CTOMHOCT" € CTOMHOCT, MOJIyY€Ha Cle]T
W3BBPIICH MAPKETUHTOB aHAIN3, KAKTO U aHAJIW3 HA Pa3XOJABaHH OIOJKETHH CPEJICTBA TI0
KOHKPETHH IPYIU MEIULIMHCKH U3IeNHsl, ChOTBETHU 00eMu/Opoii, TaHHU 3a JIOIUIalIaHus 3a
TSIX, OTHECEHU KbM IJIaHUPAaHUTE OI0/PKETHH CPEJCTBA MO 3aKoHa 3a Oromkera Ha H30K 3a
ChOTBETHATA rOJIMHA.

5. "Haii-pa3xonoedextuBnau 3a 6roxera Ha H30K npennoxenuns” ca mpenyoxeHus,
kouTo BKMouBar onpezenenute o H30K choTBeTHH yCiioBuUs 3a JOCTaBKa, 3a 3aIJjiallaHe Ha
MEIUIIMHCKUTE U3/ICTIHS, 3a MPEACTaBsIHEe Ha OAHKOBA rapaHIlvs U JIp. U ca C Haii-100po
CHOTHOILIEHUE MEX/y ITOCTUTaHE HAa TEPANeBTUUYEH PE3yiTaT OT MpHJIaraHe Ha MEAUIIMHCKOTO
u3/ieNiie U pa3xojiBaHe Ha cpeacTBa ot Oropkera Ha H30K 3a ToBa uzaenue npu
CBIIOCTaBSHETO MY C IPYTH U3/AETUS C €IHAKBH UM ChC CXOJHU TEPAIeBTUYHU MOKa3aHUS
(XapaKTepUCTUKH ), TIPECTABIISBAIIY TCPANICBTUIHH ATCPHATUBYU U 3aIUIAIAHA HAITBIHO WIIN
yactuuHo oT H30K.

6. "Otopusupanu uncruryuuu" ca M3, MAJI, H30K, neuebHuTE 3aBeieHHs IO Yl.
5, an. 1 3JI3 u neuebnuTe 3aBeaeHus o wi. 9 u 10 ot 3JI3 ¢ xbprkaBHO W/MIIM OOIIIUHCKO
yJacTHe B Kalurana.

7. "TlpomaxHa 1ieHa" € mpogaKHaTa IeHa 1o cMuchia Ha § 1, T. 29a ot 3MU.

§ 2. [Ipu 3aKymyBaHe CbhC CpPE/ICTBA OT AbpPKABHUS OIOKET upe3 OroKeTa Ha
MUHUCTEPCTBOTO Ha 3paBEONa3BaHETO, OT OI0/PKETa Ha JIeYeOHUTE 3aBEJICHUS 110 WI. 5 OT
3akoHa 3a JIeueOHUTE 3aBEACHHS U ChC CPEJCTBA HA JICUCOHUTE 3aBEACHUS C IbPXKABHO H/WUJIH
oOmrHCKO yuactue 1o wi. 9 u 10 ot 3akoHa 3a JIeueOHUTE 3aBE/ICHUS HAa METUITUHCKA
W31eNrs, HeoOX0oAuMHU 3a obe3reyaBaHe Ha MPOTUBOCTIMIEMUYHNA MEPKH 10 BpeMe Ha
M3BBHpPE/IHA enuieMUuuHa 00CTaHOBKa, 00sIBEHA 10 pena Ha wi. 63, ai. 2 oT 3akoHa 3a
3/IpaBETO, KAKTO U HAa MEIUITMHCKH M3CIIHS 3a JICUSHUETO M IMarHOCTUKATa Ha 3apa3eHUTE
MalUeHTH, HE Ce TIpUIaraT U3UCKBAHUATA HA IJ1aBa Tpeta, pazzen 1, ¢ uskimouenue Ha wi. 37,
am 1, 1. 1.

IIpexoanu u 3aKIIOYUTESTHU pa3nopeadn

§ 3. Cnucwkbt 1o uit. 1, T. 1 ot Hapenbara 3a ycinoBusita 1 pefia 3a ChCTaBsSHE Ha
CIUCHK Ha METUITMHCKUTE U3Aenus o wi. 30a oT 3akoHa 32 MEIUIIUHCKUTE U3JIEIHS U 32
ompeessiHe Ha CTOMHOCTTA, 10 KoATO Te ce 3ariamar (mpueta ¢ [locranosnenue Ne 364 na
Munuctepckus csBeT oT 2011 1.), € cnuchKkbT Mo 4. 1, T. 1 oT Ta3u Hapenba u ce
aKTyaJu3upa Npu HE0OXOAUMOCT MPHU yCIOBUSATA U IO peia Ha Ta3u Hapezoa.

§ 4. Tlpu onpenensine Ha Hal-HUCKATa CTOWHOCT HA MEIUIIMHCKUTE U3/ICIIHs,
BHCOKOCHEIMAIN3UPAHH anapaTH/ypeau 3a UHIAUBHIyaIHa yoTpeda mpe3 MoCaeAHUTE TPH
KaJIEHJAApHU TOAMHHU C€ OTUUTAT TPUTE KaJCHAApHHU FOJIMHU, MPEAX0K Al roIMHaTa, Ipe3
KOSITO c€ MPOBEXkAa choTBeTHaTa npoueaypa or H30K, BKIIFOUNTENHO IEpuonTe, B KOUTO
MEIUIIMHCKUTE U3/1€Hs1, BUCOKOCIIEIIUAIM3UPAHUTE arapaTu/ypenn 3a HHAUBUAyaIHa
ynotpeba ca 3amnamanu ot LlenTsp "®onx 3a neyenue Ha gena'.

§ 5. Ilpu onpenensine Ha Hall-HUCKaTa CTOMHOCT Ha MOMOIIHUTE CPE/ICTBA,
MIPUCIIOCOOJICHUATA, ChOPHKEHHUATA U MEAUIIMHCKUTE U3/ICITHS 32 X0paTa ¢ yBPEKIaHUS MPeE3
MOCJIEIHUTE TP KaJE€HIApHHU T'OJAMHH CE OTYUTAT TPUTE KAJICHJAPHU TOAUHU, MPEIX0KIAITN
roJINHaTa, Mpe3 KOSITO Ce MpOoBeXkaa choTBeTHaTa npoueaypa ot H30OK, BkintountenHo
MEPHOUTE, B KOUTO MMOMOIITHUTE CPEJICTBA, IPUCIIOCOOICHUATA, ChOPBKCHHITA U
MEIMIIMHCKUTE U3AENIHS 32 XOpaTa ¢ yBpEXKIaHUs ca 3alllalllaHl 0T MUHUCTEPCTBOTO Ha
Tpy/Jla ¥ COLIMAIHATA MOJIUTHKA.



§ 6. 3anmovHaNKUTE U HEJOBBPIIEHHU MPOLIETYPH 32 ONPEICIISIHE HA CTOMHOCTTA, J10
KOSITO C€ 3aIjialar MEAUIMHCKY U3/1eTTUSl U METUIIMHCKY U3/IeNIs U BUCOKOCIICIUATU3UPAHU
amapatu/ypeau 3a MHAWBUIyalHa yrorpeda oT o0XBaTa Ha Ta3u Hapenda, KOUTO HE ca
MPUKIIOYUIN KbM MOMEHTA Ha BIIM3aHETO U B CUJIA, CE TOBBPIIBAT MPHU YCIOBUATA U IO peaa,
MIpEeIBHUJICH B HEsl, KaTO Ce 3ara3Bar JCHCTBUATA, U3BBPIICHU ChriacHo Hapenbara 3a
YCIIOBHUSATA U pefia 3a ChCTaBsAHE Ha CMIUCHK HAa MEAMIMHCKUTE n3nenus 1o wi. 30a ot 3akoHa
3a MEJUIIMHCKUTE U3/EIUs U 3a OIIpeIeIsIHE Ha CTOMHOCTTA, J0 KOSATO TE€ CE 3arllaliar
(npuera ¢ [Toctanonenue Ne 364 na Munucrepckus cbet ot 2011 1.).

§ 7. CiuchiuTe HA MEAUITUHCKATE U3/ICIINS U BUCOKOCTICIIMAIU3UPAHHUTE
amapaTtu/ypeau 3a HHIMBUyallHa YIIOTpeda oT o0XBara Ha Ta3u Hapeada, M3rOTBEHU OT
H3OK crriacao Hapenbara 3a ycrmoBusTa U peia 3a ChCTaBsHE HA CITUCHK HA METUIIMHCKUTE
u3aenusd 1o wi. 30a ot 3akoHa 3a MEIUIIMHCKUTE U3JIETUs U 33 OIpe/ieisiHe HAa CTOMHOCTTA,
110 KosiTO Te ce 3arutamat (nmpuera ¢ [locranoBnenue Ne 364 nHa Munucrtepckus cbeet oT 2011
T.), C€ mpuJiaraT 10 U3TOTBSHETO HA HOBU CIUCHIIH.

§ 8. Hapenbara ce u3gaBa na ocaoanue 4i. 30a, ai. 4, ui. 300, an. 2 u 3 or SMU u
yn. 73, aim. 3 ot 3XV.



