HAPEJIBA Ne 7 OT 31 MAPT 2021 T'. 3A YCJIOBUSTA U PEJIA
3A CbCTABAHE HA CIIMCBbK HA MEJJMIIUHCKHUTE
N3AEJHNA 110 YJ1. 30A OT 3AKOHA 3A ME/IMIIUHCKUTE
W3EJUS U 3A ONIPEJAEJITHE HA CTOMHOCTTA, 1O
KOSATO TE CE 3AIIVIAIIIAT

H30a0ena om munucmovpa Ha 30paseonazéaremo

O6wn. /[B. 6p.28 om 6 anpun 2021e., usm. u oon. /{B. 6p.104 om 12 doexemepu
2021z., uszm. u oon. [{B. 6p.49 om 30 ronu 2022e., usm. u oon. /[B. 6p.105 om 19 oexemspu
20232., uzm. u oon. /[B. 6p.110 om 31 oexemspu 2024e., usm. /IB. 6p.24 om 21 mapm
20252., uszm. u oon. [{B. 6p.55 om 8 roau 2025e., uzm. JIB. op.112 om 19 oexemepu 20252.

I'naBa nbpBa.
ObIIA MOJIOKEHUSA

Un. 1. C napenbara ce onpeaensT yCIOBUATA U PEAbT 3a:

1. cbcTaBsHE W MOJABPKAHE HA CIUCHK HA METUITUHCKUTE W3JICNHS, KOUTO
Morar Ja ObJIaT 3arianaiu ChC CPEJCTBA OT:

a) Oroxera Ha Hanmonannara 3apaBHoocuryputenta kaca (H30K);

0) nabpKaBHHS OOJDKET HM3BBbH 00XBara Ha 3aJIb/DKUTEITHOTO 3APaBHO
OCHTYpSIBaHE;

B) OrojpkeTa Ha JiedeOHUTE 3aBElEHUS 1O WI. 5 OT 3aKoHa 3a Je4eOHUTe
3aBeneHus (3J13), KakTO W ChC CpEICTBA HA JICUCOHHWTE 3aBEICHUS C ABPKABHO W/HIU
o0muHCcKo ydactre o wi. 9 u 10 3J13;

2. BKJIIFOYBAHE W U3KJIIOUBAHE HA MEIUIIMHCKH U3I€JINUS OT CIIUCHKA IO T. 1;

3. mpenocTaBsiHEe U ChXpaHsABaHE Ha WH(OpManusaTa mo 4i. 5, an. 1;

4. ©KErogHO OmpelesiHe Ha CTOHHOCTTA, JO KOSATO Ce 3aruiamar
MEIUIIUHCKUTE U3CNHS, BKIIOUYESHH B CITUCHKA 1O T. 1;

5. yCTIOBUSATA M pe/ia 3a OMpE/CITHe Ha CTOWHOCTTA, JIO KOSTO Ce 3aruiamar
MOMOIITHUTE CPEJICTBA, MPUCTIOCOOTIEHUATA U CHOPBKEHUATA 32 XOpaTa C YBPEXKIaHUS ChC
cpencTna mo ui. 23, an. 1, T. 11 oT 3akoHa 3a 31paBHOTO OCUTYPSIBAaHE U CTaHAAPTUTE 3a
TSXHOTO Ka4eCTBO;

6. JOCTBII IO CIUCHKA O T. 1.

Ui 2. Cwe cpenctBara o wi. 1, T. 1 Morar J1a ce 3armiamar caMmo MEIULUHCKI
W3JIeNUs, KOUTO ca BKIIOUEHU B CIIUCHKA, ChCTABEH IO pejia Ha Hapeabara.

Un. 3. (1) U3nenautennara areHmus no yekapctBata (MAJl) moaawspika Ha
WHTEPHET CTpaHUIaTa CH CIIUCHKA MO Wwi. 1, T. 1, KOMUTO € 00II0OCTHIICH, C H3KITIOUCHHE
Ha THpProBckata mHbopMaIus mo 4wi. 5, an. 2, T. 23, mpeaHa3HAYeHa 32 OTOPH3UPAHU
WHCTUTYIINH.

(2) ®duzmyeckute JMLA, KOUTO OT UMETO M 32 CMETKAa Ha OTOPU3UPAHUTE
WHCTUTYIIMM WMaT TMpaBO Ha JOCTHII JIO ThProBckara wuHGOpMAIUs, TOAMKCBAT
JIeKIapanuy  3a KOHQUACHIMATHOCT M HEW3MoiI3BaHe Ha wuH(opmanusTa WU3BHH
ciyxe0HaTa CH IEHHOCT.
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I'naBa BTOpA.
CBbCTABAHE U ITIOJABPXAHE HA CIITMCBK HA MEJIUIIUHCKUTE
N3AEJINA

Pazgen 1.
CBHIIHOCT U ChABPKAHNE HA CIUCHKA HA MEIUIIMHCKUTE U3/1eTus

UYn. 4. CrucekbT no wi. 1, 1. 1 e neHTpanu3upana eneKkTpoHHa 06a3a JaHHH,
ChIbpKalla MEAULIMHCKU U3AEIHs, IPYIUPAHN B KATETOPUH CHIJIACHO 4il. 6.

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

1. obmuTe HACHTU(PUKATMOHHN TJaHHU U XapaKTePUCTUKU Ha MEAUIIMHCKOTO
U3JIEINE;

2. cepTU(PHUKAIMOHEH U PETUCTPAI[MOHEH CTAaTyC Ha METUIIMHCKOTO U3/IENNE;

3. Thproecka nH(OpMaIKs, BKIIOUYUTEITHO MPOAaKHA IIeHa 32 MEIUIIMHCKOTO
U3JIeNKe, KaKTO U 3a MPOU3BOAUTES/ yIIBIHOMOIIIEHUS TIPEJCTaBUTEI HIIM ThPTroBela Ha
MEAMIIMHCKOTO U3/IETIHE;

4. CTOMHOCTTA, IO KOATO Ce 3aIjalia MeAUIIMHCKOTO U3/eIHE;

5. ThproBcka HH(OpMAIHs, BKIIOYUTEIHO MMPOJaKHA [IeHA Ha METUITUHCKOTO
u3JleNKe, YJOCTOBEPEHA C JIOKYMEHT, IPEJICTaBeH Ipel] ChOTBETHOTO MHUTHUYECKO
YUpeXJIeHUE, KAKTO U 3a IPOU3BOAUTEINSI/ YII'BIIHOMOILEHUS IPEACTABUTEN, BHOCUTES WU
ThpProBela Ha MEIULUHCKOTO U3/IeJIie, KOraTO MEAUIIMHCKOTO U3/I€INE Ce BHACS OT TpeTa
IbpKaBa;

6. CTOMHOCTTA, Ha KOATO MEAULMHCKOTO m3aeinue ¢ 3amareHo oT H3OK,
MunnctepcTBOTO Ha 3paBeona3panero (M3), neuebHuTe 3aBeneHus mno wi. 5 ot 3JI3 u ot
JedeOHUTE 3aBe/ICHHS C ABP’KAaBHO M/WIIM OOIIMHCKO yyactue 1o wi. 9 u 10 ot 3JI3.

(2) Undopmanusara no an. 1 ce mocouBa B cnuchka mo wi. 1, T. 1, kakTo
cienBa:

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

2. uneHTH(PUKAIMOHEH HOMEp Ha 3asABUTENS M BpeMe Ha BBHBEKIAHE B
uH(pOpMallMOHHATa  CHUCTEMA, aBTOMAaTUYHO TeHepUpaHH OT  cucremata
(MeHTU(UKALMOHHUIT HOMEP CE OIpeJIeNsl IPU MbPBOHAYAIHOTO BIIMUCBAHE B PETUCTHpa
U OCTaBa HEMPOMEHEH);

3. nmara W craryc Ha 3anuca (MPEeAJIOKEH, BaJIUIUPaH, PETUCTPHUPaH,
IPOMEHEH, 3aJIMYEH) 3a MEAULIMHCKO U3JIEIINE;

4. xo Ha U3JIETUETO B CIUCHKA (HEOOXOAMM 3a ONpeIeIIsiHe Ha CTOMHOCT, /10
KOSITO C€ 3aIljiaiia);

5. JaHHM 3a JUIETO, KOETO ITyCKa U3/IeIMETO Ha Ma3apa;

6. JaHHM 3a THProBela Ha epo;

7. KaTeropus Ha METUIIUHCKOTO U3/IEIINE;

8. robanHa HOMeHKIaTypa Ha MeaunuHckute u3aenus - GMDN (UMDNS;
EDMS) kon u ume;

9. renepuyHa rpymna u3aeaus (Korato € MpuiIoKuMo);

10. uMe Ha MEAMIMHCKOTO H3JeiHe (MIOCOYEHO BBHPXY OIMAKOBKaTa W/WIIHU
JEKIapalusaTa 3a CbOTBETCTBUE HA IPOU3BOIUTEINS);

11. anTepHaTHBHO UME Ha MEAUIIMHCKOTO U37eNue (KOraTo € MpUiIoKHUMO);

12. mogen (KoraTo € MpHIIOKHUMO);
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13. onucanue Ha MEIUMIIMHCKOTO U3/enue (ChCTaB; BUJ Ha MarepHaia; Opoii
U3JIeNMsl B HEAEIuMa ONAKOBKA; TOJEMMHA; pa3Mep; TErjo; CTEPUIIHO; C H3MEpBallu
(GyHKIMM; BKJIIOYEHO B ChCTaBa JIEKApPCTBEHO BELIECTBO; MaTepual OT >KUBOTHHCKHU
MPOU3XO/I, CrieU(PUIHN O3HAYCHUS, THUIT HAa TIPETUCBAHE HA U3/ICTTUETO (32 JOMAIIHA HITH
OonHMYHa yrnoTpeba) - MmombiBa ce WHGOpMaLUATa, MPWIOKHMA 33 MEIULUHCKOTO
U3JIENNE;

14. npeaHa3HaueHo AeiCTBHE, ONPEAETICHO OT MPOU3BOAUTENS (BKIIOUYUTEIIHO
YCIIOBHSA 33 ChbXpaHEHHE, €IHOKPAaTHA/MHOTOKpaTHa yIOTpeda, CTEpHUIIHOCT U JIp.);

15. xaTalio)keH HOMEp Ha MEIUIMHCKOTO u3jAenue (IIOCOYEH BBbPXY
ormakoBKaTa u/mim JlekimapamusTa 3a ChOTBETCTBHE Ha TIPOU3BOIUTEIIS );

16. kmac/rpyna, CHUChHK;

17. mpuHAIICKHOCTH/KOHCYMATHBU (MMe, MOJeN, pedepeHTeH HoMep,
KaTaJIo)KeH HOMEp; OnucaHue) (KoraTo € MpuiIokKuMO);

18. HoMep u nata Ha peructpauus B UAJI unmn yBenomnenue o MAJL;

19. nata Ha myckaHe Ha na3zapa B PenyOnuka bbirapus;

20. mocnenHa 1aTa HA aKTyaJIM3alus Ha JAaHHUTE 32 MEAULMHCKOTO U3JIENNE;

21. nara Ha mpeKpaTsBaHE Ha pa3pelIeHre/yJOCTOBEPEHHUE 3a THPTrOBUsTA C
MEIWIIMHCKH H3ICITHUs;

22. mapkep 3a 3aramane upes3 cpenctsa or M3, H30K, neueOnu 3aBeneHus;

23. (m3wm. - JIB, 6p. 112 ot 2025 r., B cruta ot 01.01.2026 r.) mpoaxHa 1eHa,
MOCOYEHAa B CHOTBETHATa BallyTa M W3YUCIIEHA B €BPO MO KPHCTOCAHUTE KypCOBE Ha
[lenTpanHara eBpomnelicka 6aHKa KbM JaTara Ha BbBEXK/JaHE HA JJAHHUTE;

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

25. MakcUMajHa CTOWHOCT, 3aIljiallaHa ¢ OOIIECTBEHU CpPENCTBA (3a rpymna
W3JIeNIUs 32 roirHa) (KOraTo € MPUIIOKKUMO).

(3) Undopmarusra o ai. 2 ce nombiaBa Ha ObJATAPCKU M HA AaHTJIUHCKH €3UK.

(4) B ciyyaii ye eHO U CBIO MEIUITMHCKO M3/IENUE Ce BIIUCBA B CIIUCHKA OT
JIBaMa WJIA TIOBeYe 3asBUTENN, nHGopManmsiTa mo ain. 2, . 1,2, 3,6, 11, 17, 18,19, 21 u
23 ce mombJiBa OT BCEKH OT THAX.

(5) UnenTudukamoHHUAT HOMEp 10 ajl. 2, T. 2 ¥ KOABT 10 all. 2, T. 4 ciryXaT
Karo WACHTU(UKATOP HAa MEAMIIMHCKUTE M3AETUS W 3aJbJDKUTENHO C€ HW3IMON3BaT B
ClIy4auTe, KOraro CbOTBETHOTO MEAMIIMHCKO H3JIENIME CE€ OCUTypsiBa ChC CPEJCTBaTa MO
g 1, 1. 1.

Y. 6. CouchksT 10 Wwi. 1, T. 1 chabpxka CICTHUTE KATETOPHH MEIUITMHCKU
W3ICITUSA:
1. akTUBHH UMIUTAHTHPYEMU U3JICITHS,
2. U3/1eus 32 AaHECTE3UsI U PECTIUpAIHS;
3. ICHTAIHU U3JCIINS;
4. eeKTPOMEXaHUYHU MEIUITUHCKU U3JIEIHS;
5. 60HUYHO 00OpYy/ABaHE;
6. UHBUTPO AUATHOCTUYHH U3/ICTIHS;
7. HeaKTUBHU UMIUTAHTHPYEMH U3JICITHS,
8. m3nenus 3a ohTAIMOJIOTHSI U OTITHKA,;
9. u3nenust 32 MHOTOKpaTHA yroTpeoa;
10. u3genus 3a eAHOKpaTHA yHnoTpeoda;
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11. moMmomIHM CpencTBa, MPUCHOCOOJICHUS, CHOPHKEHUS U MEIUIIMHCKH
U3JICNHSI 32 XOpa C YBPEKIAaHUS;

12. u3genus 3a AMarHOCTUYHA U TepPareBTUYHA paualius;

13. u3genus 3a JONIBIHUTEIHA TEPAIIns;

14. uznenus ¢ GMOJOTUYEH TTPOU3XOJ;

15. mpoayKTH U MpUCIIOCOOICHUS 32 JICUCOHH U 3/IPaBHU 3aBEICHHUS;

16. nabopaTopHO 00OpyABaHE.

Un. 7. N3mpnHuTenHaTa areHUMs IO JIEKapCTBaTa M3I0JI3Ba TEXHUYECKO
000py/IBaHE M TEXHOJIOTHH 3a aIMUHUCTPUpaHE Ha CIIUCHKA 10 WiI. 1, T. 1, upe3 KouTo ce
U3IBJIHIBAT CIEAHUTE QYHKIUH:

1. mpoBepka Ha MOJAIECHUTE IO EJIEKTPOHEH BT 3asBIICHUS, MOAMHCAHU C
€JICKTPOHEH MOIIHUC;

2. ymOpaBlIeHME Ha JOCThIIa JO JaHHUTE B CIHMCHKA IOCPEICTBOM
MpEeJOCTaBsIHE 3a TIOJI3BaHE Ha TMOTPEOUTENICKO UWMe, I[apojia W I[EePCOHAICH
UaeHTU(UKATOD;

3. mpoBepKa 3a MbJIHOTA U IOCTOBEPHOCT Ha JAHHUTE;

4. 3amuTa, ChbXpaHsBaHE U ApXUBUPAHE HA JIaHHU U JTIOKYMEHTH.

Uin. 8. U3nbiiHUTENHATA areHIUs 10 JIeKapCcTBaTa ChXpaHsaBa CIUCHKA 10 YJl.
1, T. 1 Mo HaYMH, KOMTO OCUTYpsIBA Bb3MOKHOCT 3a:

1. rapaHTHpaHe CUTYPHOCTTA HA ChIbpPIKAIIaTa CE B HETO HH(POpPMAIIHS Ype3
KPUIITUPAHE;

2. MpoMsiHA Ha JAaHHUTE OT 3asBUTEIT;

3. 3ayIMuaBaHe Ha JaHHU CJIE]] BATHJIUPAHETO UM OT ONPEICICHH IThKHOCTHU
JIHAIIA.

Pazpnean 11.
YciaoBusi v pel 3a BKJIIOYBaHe, IPOMEHHU M 3aJIMYABAHE HA MEeIUUNHCKHU
u31eausi B CIUChbka mo wi. 1, . 1

Un. 9. (1) U3nbiaHuTeNHATA areHnys 1o JeKapcTBaTa OCUTrypsiBa OTOPU3UpaH
JIOCTBII A0 CIHCHKA 10 wi. 1, T. 1 3a BpBEXKJaHe, IPOMSHA UITU 3aJIMYAaBAHE HA JAHHU I10
wI. 5 cief o/laBaHe B €JIEKTPOHEH WM XapTHUEH BUJ Ha 3asiBICHUE 110 00pasell, yTBbP/IEH
OT M3MBIHUTENHUS AupekTop Ha MAJL, myOnukyBaH Ha UHTEpHET CTpaHUIATA M.

(2) U3npaHuTeNnHaTa areH1ys 1o JIeKapcTBaTa OCUTypsiBa OTOPU3HPAH JOCThI
JI0 CIIACHKA MO 4. 1, T. 1 ¥ Ha UHCTUTYLMUTE U JMIaTa 1no 4i. 5, an. 1, T. 6, cnex kato
ChOTBETHATA MHCTUTYLIMS WM JIUIIE MUCMEHO 3asiBH TOBA MPEJ U3ITbIHUTEIHUS AUPEKTOP
Ha MAJL

(3) UadopmarnmsTa mo 4. 5, an. 1, T. 5 u 6 € ToCThITHA caMO 3a UHCTUTYITUUTE
W JIMLIAaTa, KOMTO 3aIlIalllaT CbOTBETHOTO MEINLIMHCKO u3aenue. MHcturynuure n aunara
o ui. 5, ain. 1, T. 6 HsIMar npaBo Ja NpeoCTaBAT MoTydeHaTa HHpopMalys Ha TPETH JIHIIA.

(4) 3asBneHue mo ajn. 1 Morar jia mojaBar:

1. mpou3BOIUTEN HA MEAULIMHCKH U3/IEIHS;

2. nu1e, yIbJIHOMOIIIEHO OT IPOU3BOAUTENS;

3. ¢pu3HYecKO WK IOPUANYECKO JUIIE, KOETO KOMILJIEKTYBA U3/IETHS;

4. GpU3NYECKO WU IOPUIMYECKO JIULE, KOETO CTEPHIIN3UpA U3EIHS;
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5. Thprosel Ha eIpo ¢ MEAULIMHCKH U3JIEIHSI.

(5) Korato 3asiBICHHETO C€ MOJaBa OT YI'IIHOMOIICHO JIMIE, KbM HEro ce
MPEJICTaBsl U HOTAPUAIHO 3aBEPEHO MIBIHOMOIIHO. KOrato mb1HOMOIIIHOTO HE € U3/1aJIeHO
B PenyGnnka bearapus, 3a Hero ce mpeacTaBs MPeBOA Ha OBITAPCKU €3UK, U3BBPIICH OT
peBoJay, KOMTO MMa CKIFOYEH TOroBOp ¢ MUHHUCTEPCTBOTO Ha BBHIUIHUTE PabOTH 3a
U3BBPIIBaHE HA OUIMATHH TPEBOIH.

(6) TurrbT €NEKTPOHHU JOKYMEHTH U (paitioBu ¢popMaTu, KaKTO U MpaBHUIIaTa
3a OCHTrypsiBaHE Ha JOCTBII JO CHUCHKA 1Mo wi. 1, T. 1, ce myOIMKyBaT Ha MHTEPHET
crpanuiarta Ha MAJL.

Yn. 10. (1) 3asBnenuero ce mogaBa 4ype3 MyOIMYHO OOSIBEH M JOCTBIICH
€JICKTPOHEH aJIpec WK B Aes10BOICTBOTO Ha MAJL.
(2) 3a moaBane u 00pabOTBaHE Ha 3asBJICHUETO HE CE 3aIlialla TaKca.

Ui 11. IIpu nocrenBane Ha 3asBieHue ciyxuten Ha MAJI Banuaupa nanaure
OT 3asIBJICHHETO 3a:

1. HaguMyWe Ha TOANKC/BATUACH EJICKTPOHEH MOJIMUC IPH IOJaBaHE I10
€JIEKTPOHEH II'bT;

2. IBIHOTA HA JAHHUTE;

3. 3aBEHO OOCTOSATEIICTBO - PETHCTPAIIHs, IPOMSHA WM 3aIMYaBaHe Ha TAHHU
3a 3asgBHTEII.

Ui 12. Koraro 3asBIeHHETO HE € U3TOTBEHO CHIVIACHO 0Opasera mo wi. 9, air.
1 unu He € MOANMMCAHO C BAJIUJCH €IEKTPOHEH MOANKC (MpHU MOJaBaHE MO EIEKTPOHEH
II'bT), HA 3asIBUTEJS CE€ U3MpaIlla B CPOK J10 S pabOTHU JHU OT MOCTHIIBAHE HA 3asIBJICHUETO
€JIEKTPOHHO CBHOOIIEHHWE Ha TOCOYEHHS OT HEro eJNEeKTPOHEH ajJpec C yKa3zaHus 3a
OTCTpaHABAHC HA HCCHOTBETCTBUATA.

Un. 13. Koraro B 3asBIE€HHETO HE € MOCOYEH EIEKTPOHEH aJipec, ChOOIIEHUETO
no wi. 12 ce u3mpaima ype3 JIUIEH3UpaH MOLIEHCKU OIepaTop KaTro IpenopbyuaHa
MOIIEHCKAa TpaTka ¢ oOpaTHa pa3mucka Ha aapeca Ha 3asButens. [lo u3kiIrOUeHHE
CcBhOOIIEHNEeTO 1Mo 4. 12 MoXke Jja ce HampaBu 1o TenedoHa Ui 1mo ¢akca Ha JIMIETO 3a
KOHTAaKTH, IOCOYEHO OT 3asBUTEIIS], KATO TOBA C€ yI0CTOBEPSIBA IO HAYMHUTE, IOCOYECHHU B
I'paxxmanckus mporecyaieH KOJIeKc.

Un. 14. T pCIIKKU W HCIBIHOTH, AOIYCHATHU B HNAHHHUTEC OT 3asABJICHUCTO
CbI'JIaCHO 06pa3€ua 3a JOCTBII JO CHUCTEMATA, CC OTCTpaHABAT 4YPE3 IMOJaBAHC HAa HOBO
3asABJICHHUC.

Un. 15. (1) Korato 3asBieHneTro OTroBapsi Ha W3HCKBAaHUATA, JAHHUTE Ce
BBBEXXJAT B MHPOPMaLMOHHATA cucTeMa oT ciyxkutes Ha MAJI B cpok 710 5 paboTHH AHU.
Enextponnara 6a3a qaHHHM reHepupa UACHTU(DUKAIIMOHEH HOMEp 3a 3asBUTENS U BpEME,
KOETO OTpa3siBa MOMEHTa Ha Chb3JaBaHe Ha MNpoduia Ha 3asgBUTENS, M H3Mpalia
NOTBBPK/IECHUE 32 IPUEMaHe Ha 3asBJICHHUETO.

(2) TToTBBpKIEHHETO € €JIEKTPOHEH IOKYMEHT, KOMTO ChIbpikKa JaHHU 3a
BXOJALINS HOMEp M Jara, HJIEHTU(UKALMOHEH HOMEpP M BpPEME Ha BBBEXKIAaHE B
eJIEKTpOHHATa 0a3a JaHHU, KaKTO U MH(OpMAIHs 3a JOCTHII.

(3) TloTBBpKAEHUETO C€ W3Mpalla Ha ajJpeca Ha eJeKTpOHHATa ToIa Ha
3asIBUTEIIS.
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Un. 16. Peructpanusara ce cuuta 3a U3BbPILEHA ClIe]l BbBEXKIAHE HA TAHHUTE
3a 3asBUTEIIS U U3JICNIHUSTA B €ICKTPOHHATA 0a3a JaHHU U BATHIUPAHE.

Ui 17. (1) 3asButenar e mrbxkeH na cboOmm Ha MAJl BCMUKU MpoOMEHU B
3asIBEHUTE OOCTOSTEICTBA, CBHITACHETO 3a MpPUEMaHE Ha EIEeKTPOHHU CHOOIICHWS,
BKIIIOYHTETHO CIIEKTPOHHHS anpec. [IpoMsHaTta wma JeicTBUE OT MOMEHTa Ha
ChOOIIIABAHETO.

(2) BasBUTENAT € UIHKEH J1a aKTyaIN3Upa JaHHUTE B CPOK J10 7 pabOTHH JHU
OT MOMEHTA Ha HACThIIMJIATA MPOMSIHA.

Un. 18. BbBexkaHeTo Wik MpOMsIHA HA JaHHHU B CKMCbKA Mo wi. 1, T. 1 Ha
MEAWIIMHCKUTE U3JICNIHS CE U3BBPIIBA OT 3asIBUTEIS Ype3 BbBEXKIAHE HA MOTPEOUTEIICKO
M€ 1 T1apoJia.

Y. 19. (1) OrcrpaHsBaHETO Ha TIPELIKM U HEMBIHOTH, AONYCHATU IIpU
BIIMCBaHE Ha MEJUIIMHCKUTE U311 B CIIUCHKA, CE€ U3BBPIIBA OT 3asIBUTEI.

(2) IIpu ycraHoBsiBaHE Ha IpELIKU OT JuIbxkHOCTHO juue MAJI onpenens
€/IHOMECEUEH CPOK 3a OTCTPAHIBAHETO UM.

(3) IIpu oTKa3 32 KOPUTUPAHETO UM OT 3aSIBUTEIISI UJIM HEOTCTPAHSIBAHETO UM
B cpoka 1o ain. 2 MAJI He Basiuaupa TaHHUTE U T€ HE ce MyOIMKyBarT.

Y. 20. U3nbaHuTenHaTa areHuus 1o jeKapcrBara nyOinuKyBa Ha UHTEPHET
CTpaHMIIaTa CU PBKOBOJCTBO, YTBBPACHO OT W3NBIHUTENHUS nupekrop Ha WAJL, 3a
BBBEXK/AHE U aKTyalM3MpaHEe Ha JAHHWUTE B CIUCHbKA, BKIIOYUTENIHO IpaBuiara u
yCIIOBUATA, HA KOUTO TPsiOBa 1a OTroBapsi BbBEXk1aHaTa HHPOpMALIKSL.

Y. 21. 3anmruaBaHeTo Ha JaHHU 3a 3asBUTEIN W/UIA METUIIMHCKH M3IEIHUS,
BBHBEJICHH B CIIUCHKA, CE U3BBPIIBA!

1. cnen BamuaupanHe oT crpaHa Ha WAJl Ha mopaneHo 3asBiieHHE 3a
3aJIMYaBaHe C IOCOYBAHE HA OCHOBAHME 3a TOBA;

2. mpu mpekpatsBaHe wiu obOe3cunBaHe neiictBuero Ha CE ceprudukar,
U3JIaZIeH OT HOTU(UIIUPAH OpraH;

3. cnen mocthnuia MH(GOpMaIMs U U3BBPIIBAHE HA MPOBEPKA OT CTpaHa Ha
W AJI 3a nmpoMsiHa Ha JIMIIETO, KOETO € U3BBPIIIIO BIIMCBAHETO B CIMCHKA MO 4il. 1, T. 1.

Un. 22. 3anuuaBadeTo mo wi. 21 ce W3BBPIIBA OT JIIHKHOCTHU JIMIIA TIO
YTBBPACHH OT U3MBJIHUTENHUS qupekTop Ha ATl BbTpelHu mpaBuia.

I'naBa Tpera.
OINPEJEJSIHE HA CTOMHOCTTA, J1O KOSITO CE 3ATLIALIAT
MEIUIUHCKUTE U3AEJIUSA, BKIIFOYEHU B CIITMCBKA 110 YJI. 1,
AJLL 1

Paspnea L.
YcaoBus u pej 3a onpeesisHe CTOHOCTTAa HA MeAUIIMHCKUTE U3/1eJIHs,
3ansiamanu ot 0waxera Ha H30K (M3wm. - /IB, Op. 110 ot 2024 r., B cuJ1a oT
01.01.2025r.)
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Un. 23. (U3m. - JIB, Op. 110 ot 2024 1., B cuna ot 01.01.2025 r.) (1)
Hammonanmnata 3apaBHOOCHTYPUTEIIHA Kaca TIPOBEXKIA €XKEroAHO Ipoleaypa 3a
orpeziesisiHe Ha CTOMHOCTTA, 10 KOSATO 3arulalla Ipyny MEAULUHCKY U3IeNus, 32 KOUTO B
HOPMATHUBEH aKT € MOCOYEHO, Y€ C€ OCUTYPSBAT ChC CPEJICTBA OT HEHHUS OFO/IKET.

(2) CroitHocTTa 110 . 1 ce onpeaens 3a ChbOTBETHA IPYIa/IOArpyna/rpyma mo
TEXHUYECKH H3UCKBAHUS METUIIUHCKHU U3/ICTTUS B ChOTBETCTBHE C IPEIBUICHUTE CPEACTBA
B Oropkera Ha H30K 3a choTBeTHATa KaJleH1apHa TOArHA.

Un. 24. (U3m. - 1B, 6p. 110 ot 2024 1., B cuna ot 01.01.2025 r.) Konkperaure
MeauIMHCKU u3nenus, 3a kouto H3OK 3ammama, Tpss6Ba na oTroBapAT Ha CIEAHUTE
M3UCKBaHMUS:

1. 1a oTroBapsAT Ha M3UCKBAHMATA HAa 3aKOHA 32 MEIUIIMHCKUTE HU3JIENUS
(3MW);

2. la ca BKJIFOYCHH B CIIUCHKa 1o wi. 1, T. 1, OykBa "a";

3. nma wusmar peructpupann nanan B WAJl w/mumu EUDAMED 3a
WHIUICHTH/CEPUO3HA MHIUJEHTH Tpe3 nociennute 18 Mecena, KakTo U 3a OJOKUpaHU
WM M3TETJIEHH OT Ta3zapa MapTUAd MO NPUYMHHM, CBBP3aHU C OE€30MacCHOCTTa Ha
MEAMIMHCKUTE U3JIeTIHS OT TsX Mpe3 nmociennure 18 mecena;

4. na ce 3amtamar ot o0mecTBeH (GOH]I B TOHE TPH OT AbPKABUTE - YWICHKH Ha
EBpomneiickus cwvio3 (EC), npu chimre MHAMKAMU WK 3a00NsBaHUSA, WIH Jla ca
sarutamann ot H30K mpe3 mocnmennuTe 5 TOAWMHU, ¢ W3KIIOYEHHE HA MEIUIIMHCKHU
U3JIeNHsl, IPOU3BEXKIaHU Ha TepuTOpusTa Ha PemyOiuka beiarapus, 3a KOUTO ce H3UCKBA
MOJIOKUTENHO CTAHOBHIIE OT JIMIaTa Mo wi. 25a, an. 1, .4 u 5;

5. 3a HOBM MemuiuHCKU wu3fenus, kouto H30K He e 3amnmamana mnpu
MOCJIe/IHAaTa MIPOBEICHA MPOIIeAypa - Ja UMAT PAaHIOMHU3UPAHU KIMHUYHU U3MUTBAHUS, OT
KOUTO MOHE €THO 3aBbPIICHO;

6. 1a OTTOBAPSAT HA TEXHUYECKUTE U3UCKBAHUS U IPYTU YCIOBHS, TTOCOYCHH B
cnenuduKanusaTa mno 4. 25;

7. 3a HOBM MmeauiuHcku wu3nenus, kouto H3OK He e 3ammamana npu
MocJIeIHaTa TPOBEACHA IMpoleaypa - Ja MMaT M3BbpUICHA OLIEHKAa Ha 3ApaBHUTE
TEXHOJIOTHH ChIIACHO npuiioxkenue Ne 1 3a:

a) MEOUIMHCKU wu3Aenus, kiacuduuupanu kato kmac IIb m xmac III B
crotrBeTcTBUE ¢ wieH 51 ot Pernmament (EC) 2017/745 na EBponeiickus mapiiaMeHT 1 Ha
CoBeta or 5 anpun 2017 r. 3a MEAUIMHCKUTE W3JeNus, 3a U3MEHeHue Ha [[upektuBa
2001/83/EQO, Pernament (EO) Ne 178/2002 u Pernament (EO) Ne 1223/2009 u 3a oT™MsHa
Ha aupektuBu 90/385/EVO u 93/42/EMO na CwBeta (OB, L 117/1 ot 5 mait 2017 1.);

0) MEIUIMHCKU W3JEIHs 3a MHBUTPO AMATHOCTUKA, KiIacu(UUUpaHU KaTo
kmac D B cvorBerctBue ¢ uieH 47 or Permament (EC) 2017/746 na EBpomeiickus
napiaamMeHT 1 Ha CobBera oT 5 anpun 2017 1. 3a MEAUIIMHCKUTE WU3AENIUS 33 WHBUTPO
muarHocTrka W 3a oTmsiHa Ha [upektuBa 98/79/EO u Pemenne 2010/227/EC nHa
Komucusra (OB, L 117/176 ot 5 maii 2017 r.).

Un. 25. (U3m. - OB, 6p. 110 ot 2024 r., B cuna ot 01.01.2025 r.) (1)
IIpouenypara mo IOroBapsHETO Ha MEIWIMHCKM H3JENUs, CTOMHOCTTA Ha KOUTO C€
3ariama HabJHO win yacTuuHo oT H30K, ce n3pbpiiBa Ha ocHOBarTa Ha crenu@ukanms
C OIpeNieIeHH U TPYNUPAHU MEIMIIMHCKY u3aenus, yrebpaeHa ot Hagzopuus ceset (HC)
Ha H30K.
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(2) MeaunuuHCcKuTe U3JENUs, BKIIOYEHH B crenudukanusaTa mo air. 1, ce
MpUJIArar:

1. B ycnoBusTa Ha M3BbHOOJHMYHATA MEIUILMHCKA MOMOII, 3aljalllaHd Ha
JMIA, MOMYYHIIN pa3pelIeHue 3a ThProBUs Ha IpeOHO ¢ JIEKapCTBEHH MPOAYKTH 1O pena
Ha 3aKoHa 3a JICKapCTBEHUTE MPOAYKTU B XyMaHHATa MEIUIMHA;

2. B ycnoBUATA Ha OOJHUYHATA MEIUIIMHCKA IOMOII, 3aIljIalllaHy Ha JICYEOHH
3aBelIeHUs, CKIIOYWIM JOTOBOPH ChIJIACHO 3aKOHA 3a 3JIpaBHOTO OCHUIypsIBaHE 3a
OKa3BaHe Ha OOJIHMYHA METUIIMHCKA TOMOIIL;

3. B ycinoBuATa Ha OOJHWYHATA MEIUIMHCKA MOMOILI, 3aIljalllaHd Ha
MPOU3BOJUTENIM WIH TBPrOBIM HA €IpO C MEAWIIMHCKH W3JCNUs WIH Ha TEXHU
YI'BJIHOMOIIIEHH NPEICTaBUTENU, CKIIOYWIM JOTOBOPHU 3a JIOCTaBKa HAa MEIULUHCKU
U3JIeNUs 110 pe/ia Ha Ta3u Hapenoa.

(3) Cienmdukanusata Cbabpxa:

1. Tpymu, B KOWTO c€ BKJIIOYBAT MEAWIMHCKUTE W3ISIHUS CHhOOpPa3HO
peHa3HAYECHUETO UM;

2. MOATPYNH METUITMHCKU W3JIEIHsI B PAMKUTE Ha €JIHA Tpyla, ONpeaeicHU
CHOOPA3HO MPHUIIOKEHUETO UM;

3. TpynM MEIUIUHCKH U3JEHs M0 TEXHWYSCKU M3UCKBAHUS B PAMKHTE Ha
e/IHa MOArpyIa;

4. ycroBus 3a 3aruialla‘e;

5. MakcuMaJlHa MIPOTHO3HA aHAJUTHUYHA CTOMHOCT, 10 KoATo H30K 3amnamnia
3a CHOTBETHATA TPYIA/MIOATPYIA/Tpyla MO0 TEXHUYSCKU M3WCKBAaHUS MO an. 2, T. 3 U
CHOTBETHHUS UM MPOTHO3EH Opoil (00eM) MEeIUUMHCKUA U3AeNus 3a 12-MeceueH Mmepuo,
korito H30K 3aruramnia;

6. yCIOBUSA M U3MCKBaHHS 3a MPEINUCBAHE W OTIYCKAHE HAa CHOTBETHUTE
TPYIHU/TIOTPYITH U TPYITH 110 TEXHUYECKH M3UCKBAaHUS 110 ail. 2, T. 1.

(4) IIpu nmocturHar pasxonoedexrruBeH pezynrart 3a Oropkera Ha H30K cnen
NpoBE/IeHa TI0 pela Ha Ta3W Hapeada mporenypa, KakTo W IMpU HAIMYHE HA OFOJDKETHU
CpEICTBA 3a 3PaBHOOCUTYPUTENHU IUIANIAHUS 32 MEAUIIMHCKU U3JIENUs B pe3yiaTaT Ha
peanu3upan no-Mairsk paszxon 3a H30K, 3a 3amnanianurte rpynu MEIUIIMHCKA WU3IETHUS,
H30K moxe na ompenenu Cpok 3a 3aljamiaHe U ChOTBETHA CTOMHOCT 3a HOBU TPYIHU
MEJWIIMHCKN W3JIeNHsI, BKIIOYCHH 3a IMBPBU T B CHCHHPHUKAIMATA 1O al. | u
Hezaramanu gocera ot H30K. 3amnamaneTo Ha HOBUTE TPYIU HE MOXKeE Ja HAAXBBHPIS
npeABUACHUTE Che 3akoHa 3a OromxeTa Ha H30K cpesncTBa 3a choTBETHATA KajleHIapHA
TOJIMHA.

Un. 25a. (Hos - JIB, 6p. 110 o1 2024 1., B cuna ot 01.01.2025 1.) (1) 3asBnenue
o oopazen, yrebpieH ot ynpasurtens Ha H30K, 3a BkimtouBane B cienuduKaiusTa mo .
25, an. 1 Ha HOBH TPYNH/TMOATPYNU/TPYNU MO TEXHUYECKH W3MCKBAHUS MEIUIIUHCKU
u3JIenust 1o 4ui. 25, an. 4 wiM 3a NpoMsiHAa Ha ChUIECTBYBAIY I'PYHIH/IOATPYNH/TPYIH MO
TEXHUYECKHU U3MCKBAHUS MOXKE J1a CE 110/1aBa OT:

1. chbcOBHUTE OpraHU3aIMK Ha JIEKAPUTE U JIEKAPUTE 10 JIEHTAJIHA MEIUIINHA
M0 CMHCHJIA HAa 3aKOHa 3a CHCIOBHUTE OpPraHM3allid Ha JICKApUTe W Ha JIEKApUTE IO
JICHTaTHAa MEIUIINHA;

2. TIpeICTaBUTEIIHUTE OpPTraHU3alluU 3a 3allhTa MpaBaTa Ha MAIMEHTUTE IO
cMHUCHIa Ha 9. 860, an. 1 oT 3akoHa 3a 37paBeTo;
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3. eKCHepTHH CHBETH IO MEAMIMHCKH CIEHUAIHOCTH WIH OTIEIHH
MEIUIIMHCKH IEMHOCTH 10 Wwi. 6a, an. 1, T. 1 oT 3akoHa 3a 3/1paBeTo;

4. HaydyHU MEIULMHCKH JPYXKeCcTBa, CHh3JaJCHU MO pela Ha 3akoHa 3a
IOPUIMYECKUTE JIUIA C HECTOIMAHCKA 11eI.

(2) 3asBnaenuero mo an. 1 ce momaBa B cpok A0 31 mMapT Ha ChOTBETHATa
kaneHaapHa roguHa B LlentpanHoro ympasnenue (LIY) na H3OK wu 3agpmxurenHo
ChIbpIKa:

1. Tpute uMeHa, agpec U TenedoH 3a KOHTAKT Ha 3asiBUTEIIS;

2. opraHu3zalus, KOSATO 3asSBUTENST MPEACTaBIsABA, U IBKHOCTTA, KOSITO
3aema B Hesl;

3. BUO W ONHCAaHHME Ha Tpynara/moArpynara, rpynara M0 TEXHUYECKH
M3UCKBAHHUS HAa MEIUIMHCKOTO W3JeJIue, HO30JOTUYHUTE EIUHMIIM, TPU KOUTO C€
npujiara, KakTO W MEIULUUHCKUTE JAEWHOCTH, MOCPEACTBOM KOUTO C€ Tpujara
MEJUIIMHCKOTO U3/IEIHE.

(3) KBM Besiko 3asBIeHHE ce Tpujarar:

1. cTaHoBHIIE OT JIMIata o an. 1, 1. 3 u 4;

2. mpemioxkeHwe 3a crolHocT, 10 kosto H3OK 3amnama 3asBeHaTa
rpyna/moarpymna, Tpyrma 1mo TeXHUIeCKH H3UCKBAHUS MEIUIIMHCKY H3ICITUS;

3. craHOBUIIE 3a MEAULIUHCKHUS e(eKT U 3JIpaBHUTE pe3yaTaTH -
KPaTKOCPOYHU U JTBJITOCPOYHH, OT MPHIIOKEHUETO Ha 3asBEHATa/3asBEHATA 3a MPOMSHA
rpyna/moarpymna, rpyma 1no TeXHU4eCKH U3UCKBAHUS;

4. nppkaBu - wieHkd Ha EC, B KoUTO ce 3aruiaiat oT 3paBHOOCUTYPUTENIEH
dboHI TpeqIOKEHUTE 3a BKIIOYBAHE HOBU TPYNU/TIOATPYIH, TPYMU MO TEXHUYECKU
M3UCKBAHMS MEAUIIMHCKA U3/IEIHS;

5. aHanu3 3a OLIEHKA Ha 3[JpaBHUTE TEXHOJOTUH MTPU BKIIOYBAHE HA BCAKA HOBA
rpyna/moarpymna/rpymna no TeXHUYeCKH U3UCKBAHUS WK TIPH TIPOMSHA Ha ChIIECTBYBAIIA
ChIJIAaCHO IpuiioxkeHue Ne 2;

6. Iekyiapaius OT 3asiBUTEIsI, Y€ Hal-MaJKO €UH BT TOJUIIHO 32 CPOK OT
TpU TOIWHHU, CYUTAaHO OT BKJIOYBaHeTo 3a 3aruiamane or H3OK nHa HoBata
rpymna/moarpyna, rpymna mo TEXHHYECKH HW3WCKBAHUS MEIWIIMHCKU W3JIETUs WU TIpU
IpoMsHAa B ChIIECTBYBalla TpyHa/MoOArpyma/Tpyna MO TEXHUYECKH H3UCKBAHUS
MEJUIIMHCKHU U3, 1€ TTPEICTaBs Ha KOMHUCHSTA 0 WI. 258, al. | MUCMEH JO0KJIaj 3a
3paBHUTE PE3YATATH, COIHAIHUA €(PEeKT U UKOHOMHYECKHS €(EeKT OT MpuiIaraHeTo
chbIacHo npuiioxxenue Ne 3.

(4) Axo s3apaBHHWTE pe3ynTaTd W HWKOHOMHYECKaTa e()EeKTHBHOCT ca
HE3a/I0BOJIMTEIIHU 32 TPUTOIUIIICH TIEPUOJI, KOMUCUSTA 110 Wi. 258, ain. 1 npepiara na HC
Ha H30K choTBeTHHTE Ipynu/mOArpynu/Tpyny Mo TEXHHUYECKH W3MCKBAaHUS Ja Obaar
U3KJIIOYEHU OT CrIeU(PUKAIUITA.

Un. 256. (Hos - 1B, 6p. 110 012024 1., B cunma ot 01.01.2025 1.) (1) 3asiBnenue
o oOpaset, yTBbpaeH oT ynpasutens Ha H30K, 3a mpomsiHa Ha yTBBpI€HA CTOWHOCT TI0
ui. 25, an. 3, T. 5 Moxke 1a ObJe MogaBaHo OT JIMIaTa 1mo wi. 25a, ain. 1, 1. 1,3 u 4.

(2) 3asBnenuero mo an. 1 ce mogaBa B cpok J0 31 mMapT Ha ChOTBETHATa
kanenaapHa roauna B [IY ma H30K u 3a1bpmKUTeTHO ChABPKA:

1. TpuTe UMeHa, aapec U TeneoH 3a KOHTAKT Ha 3asBUTEIIS;

2. opraHuzanus, KOSATO 3asSBUTENST MPEACTaBIsABA, W IBKHOCTTA, KOSITO
3aeMa B Hes;
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3. BUI MW OIKCaHUE HA TrpynaTta/moArpynara/rpynara Mo TEXHUYECKU
M3UCKBAHHUS HA MEIUIMHCKOTO H3JENINe, KaKTO MPEAJIOKEHUE 3a CTOMHOCT, IO KOSTO
H30K pa 3amnmama rpymnarta/moiarpymnara/rpynara IO TEXHUYECKHM W3MCKBAaHUS Ha
MEJUIIMHCKOTO U3JIEIHE.

(3) KM BCsiko 3asiBJICHHE C€ IpUara;

1. craHOBHIIIEC OT JIMIaTa o Wi. 25a, ain. 1, T. 3 u 4;

2. mpemioxkeHwe 3a crolHocT, 1o kosto H3OK 3amnama 3asBeHaTa
rpyna/moAarpymna, Tpyrma 1no TeXHUIeCKH H3UCKBAHUS MEUIIMHCKH U3/ICTIHS;

3. o0ocHOBKa B MOJIKpera Ha HCKAHETO 3a MpPOMSHA Ha CTOMHOCTTa Ha
ChOTBETHATA TPYIa/MOATPYHa/TpyIa MO0 TEXHUYECKH U3UCKBAHUS MEIUIIMHCKH H3/ICIIHS;
aKo 3asBJICHUETO CE IbJKU Ha yBEJIMYaBaHE Ha MPOU3BOJCTBEHUTE LIEHU Ha ChOTBETHOTO
u3Jenue, cieasa 1a Ob/1e npeacTaBeHa JeKIapanys B OpUTHHAN OT IPOU3BOIUTEIIS.

(4) IIpomenu B cnenudukanuara, U3BbH CpoKa Mo aj. 2, Morar jga Obaar
M3BBPIIBAHU BBB BPB3Ka ChC CTOMHOCTTA, 0 Kosito H3OK 3armumama rpynu/moarpynu
MEAMIIMHCKN W3JIEIHs M0 TeXHUYECKU M3UCKBAaHMS ¢ MOTUBUpaHO pemenue Ha HC Ha
H3O0K camo mipu Bb3HUKBaHE Ha H3BBHPEIHU OOCTOSATEICTBA, IIPH CICIHUTE YCIOBHS:

1. ynpasurenst Ha H3OK Bb3mara Ha komucusaTa nmo 4. 258, an. 1
U3BBPIIBAHE HA EKCIIEPTHA OLIEHKA M0 11€JIeChOOPa3HOCT Ha MpeasiaraHata mpoMsHa cies
M3HMCKAHO CTAHOBHUIIE OT ChbOTBETHUS €KCIIEPTEH ChBET MO Wi 6a, an. 1, T. 1 oT 3akoHa 3a
3/1paBeTo;

2. pemienuero Ha HC na H3OK ce orHacsa camo 3a rpynu MeIULIMHCKU
W3JIeNUsA, HEOOXOIUMHU TIPU KUBOTO3ACTpAIllaBAIllM CHCTOSHUS, KOTATO XUBOTHT Ha
MaUeHTa € MPSIKO 3aCTpallleH;

3. pemienuero Ha HC na H30K cnienBa na 6b/1€ B3€TO Ipeay BIU3aHE B CUIa
Ha 3aKoHa 3a Oroketa Ha H30K 3a choTBeTHaTa KaleHJapHa roJuHa.

Un. 258. (Hos - JIB, Op. 110 ot 2024 r., B cuna ot 01.01.2025 r.) (1) 3a
U3rOTBSIHE Ha MPOEKT Ha crnienndukarus no wi. 25, ain. 1 ynpasurensat Ha H30K Ha3zHauaBa
ChC 3aII0BE]] €KCIIEPTHA KOMHCHS.

(2) Komucusdra no an. 1 B u3IbJIHEHUE Ha CBOSITA paboTa N3BBPILBA CICIHUTE

JNEMHOCTH:

1. mpernen U OlleHKa Ha 3asBJICHUATA U JOKYMEHTHUTE Mo wi. 25a u 250;

2. U3rOTBSIHE HA MPOEKT Ha crenudukanus mno wi. 25, ai. 1;

3. u3rorBsiHe Ha ctaHoBuma U aHanu3u A0 HC na H30K w/unu ynpasurens
Ha H30K.

(3) 3acenanusiTa Ha KOMUCHUATA C€ CBUKBAT U PHKOBOJAT OT MpeCcCeaaTes, a
B HEroBO OTCHCTBHE OT 3aMECTHUK-TIpEJCEAaTelNid. 3acelaHusTa Ha KOMHUCHUATA CE
MPOBEXK/IAT, KO HA TAX MPUCHCTBAT IIOBEYE OT MOJOBUHATA OT YJIEHOBETE M.

(4) 3a mpoBeieHUTE 3aceIaHNsI KOMUCHSITA U3TOTBS TPOTOKOIHN U PEIICHUS.

(5) [IpoTokonuTe ce MOAMUCBAT OT BCUYKHU YWICHOBE Ha KOMUCHSATA, YUaCTBAIH
B KOHKPETHOTO 3aceiaHue, W ce mnpencraBat B nenoBoacTtBoro B LY wa H30K 3a
MoJIy4aBaHe Ha BXOJSIII HOMED.

(6) Pemenusita ce B3emMaT C MHO3WMHCTBO TIOBEYE OT TIOJOBHMHATA OT
MPUCHCTBAIIUTE WICHOBE, KATO WICHOBETE HA KOMUCHSTA HSAMAT MPABO J1a CE Bh3IAbpKaT
OT rjacyBaHe. MOTHBHUTE 3aJbJDKATEIIHO CE€ OTpa3sBaT B MPOTOKOJIA 3a ChOTBETHOTO
3ace/laHue.
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(7) UnenoBere Ha KOMHCHSATa HSIMAT MPaBO Ja Pa3NpOCTpaHABAT JaHHWU,
CTaHaJIM UM U3BECTHH 110 MOBOJI UJIM IIPU YYACTUETO UM B KOMUCHSATA.

(8) UnenoBere Ha KOMUCHSATA HE MOTaT Ja y4acTBaT B ACMHOCTH, CBbP3aHHU C
pa3paboTBaHETO, MPOM3BOJACTBOTO, MApKETHHIA, THProBHATA HA €IpO0 U JpedHO ¢
MEAMIIMHCKH U3/IEJHs, KaTo 3a [eJITa MOAMUCBAT JIeKJIapalysl.

(9) B ciyyait Ha HEOOXOAMMOCT KOMHUCHSITa MOXKE J1a U3UCKA JIOIBJIHUTEIIHA
uHdopMalMsg OT  3asABUTENIUTE, OT THProOBUM HAa €IpO0 C  MEIUIUHCKU
W3NS/ TIPON3BOANTEIN, OT JPYrd EKCIOEPTH IO CHOTBETHUTE METUIIUHCKU
CIEIUATHOCTH.

(10) Komucusita uma mpaBo J1a mpoBepsiBa JaHHUTE U (PAKTUTE, IOCOUYCHH B
JIOKYMEHTHUTE, IPUIPY’KABAIIX 3asBJICHUATA 10 4. 25a u 250.

(11) do 10 ronu Ha BCsika KaJleHIapHa TOJMHA KOMUCHSATA U3TOTBS POTOKOJI,
B KOWTO ca OTpa3eHH OKOHYATEITHUTE CTAHOBUIIA IO BHECEHHUTE 3asBICHHS, KaKTO U
CHOTBETHUTE MOTHUBH.

(12) Hepa3znenna yacT ot mpotokoja 1o aji. 11 e mpoekTbT Ha crenudukanys
mo wi. 25, an. 1.

(13) IIporokonst 1o an. 11 ce npeacras upe3 ynpasurens Ha H30K na HC
Ha H30K.

(14) o 31 romu Ha CHOTBETHATa KaJieHIapHA TOAWHA BH3 OCHOBA Ha
npotokoua 1o an. 11 HC na H30K yrBBpknaBa crienmbukanms mo wi. 25, a. 1.

(15) Cnen uznaBane Ha pemenuero Ha HC na H30K komucusara usmparia
IIMCMEHO YBEIOMJIEHHE ChC ChOTBETHUTE MOTUBH /10 BCEKH 3asBUTEN M0 wi. 25a u 250,
YHETO MPEI0KEHHUE HE € TIPUETO.

Ui 25r. (Hos - IB, 6p. 110 ot 2024 1., B cuma ot 01.01.2025 r.) BB3 ocHOBa
Ha crneuupukamusaTa mo wi. 25, an. 1 H30K mpoBexkna exeroaHo mporenypa Imo
oTpesieNiTHe Ha CTOWHOCTTA, JIO KOSTO 3aIljialla KOHKPETHU MEIUIIMHCKY H3/ICITUs, KOUTO
ca 000COOCHH BbB:

1. cnuchk ¢ MeaUIUHCKH u3nenus mo rpynu, kouto H3OK 3amnama B
YCIIOBUSATA HAa M3BBHOONMHUYHATA MEAMIIMHCKA MOMOII, U CTOWHOCTTa, 10 Kosito H30K
3amiamia 3a Besika rpyma, chriaacHo wi. 13, an. 2, 1. 1 ot Hapenba Ne 10 ot 2009 r. 3a
yCIIOBUATA, pe€la, MeXaHHW3Ma W KpPUTEpUUTEe 3a 3amiamane oT HarmuonamHata
3/IpaBHOOCUTYPHUTEITHA Kaca Ha JICKApPCTBEHH IPOJYKTH, MEIUIMHCKU W3JENHs W Ha
TUETHYHU XpaHW 3a CIENHaTHU MEAMIHUHCKA IIeTd U Ha TIOMOIIHH CpEeACTBa,
MPHUCIIOCOOJICHHSI, CHOPHKECHUS W MEIUIMHCKH W3JSNIAS 32 XOpaTa C YBPEXKIaHUSA,
JIOTOBAapsIHE HAa OTCTHIIKM U BH3CTAHOBSIBAaHE HA MPEBUILECHUTE CPEICTBA MIPU MpUIIaraHe
Ha MEXaHW3bM, FapaHTHpalll NpeABUANMOCT U ycTonuuBocT Ha Oroxera Ha H30K (B,
Op. 24 ot 2009 r.), HapuyaHa no-HataTbk Hapen6a Ne 10 ot 2009 r.;

2. CHOUCBK C METUIMHCKU u3aenus mno rpymnu, kouto H30K 3amnama B
yCIIOBUSATA HA OOTHUYHATA MEIMIIMHCKA TTIOMOIIL, ¥ CTOiHOCTTA, 10 koaTo H30K 3amnaria
3a BCsIKA TpyIa, chriacHo wi. 13, ai. 2, 1. 2, 6yksa "a" ot Hapen6a Ne 10 ot 2009 1.;

3. COHCHK C MEOUIIMHCKU W3AENus, NMPUHAJICKANIN KbM €IHa Tpyna H
MpuIarany B OoqHUYHATa MenTuinHCKa oMo, kouto H30K 3ammama mo wi. 13, ai. 2, T.
2, 6ykBa "6" ot Hapenba Ne 10 ot 2009 1.

Un. 251. (Hos - IB, 6p. 110 ot 2024 r., B cuna ot 01.01.2025 1.) Axo mpe3
nocleAHUTE 3 TOAMHHM B Aa/ieHa rpymna/moArpyna/rpymna no TeXHHYECK N3MCKBaHUSI HAMa
BKITIOYCHH MEIUIIMHCKH U3ASIHS ChIIIacHO CIIUCHIIATE 110 WiI. 25T, KOMHCHATA 110 9. 25B,
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an. 1 moxe na npennoxxku Ha HC va H30K cpmata na 6b1e 3anudeHa ot crienuuKanmsaTa
mo wi. 25, an. 1.

Ui 26. (U3m. - [IB, 6p. 110 ot 2024 r., B cuna ot 01.01.2025 r.) (1) o 5
paboTHU THU cJiel yTBBpKIaBaHe Ha crernudukanusata mo 4wi. 25, an. 1 H30K ny6nukysa
HA MHTEPHET CTpaHMIlaTa CH MOKaHA KbM MPOU3BOJUTEIINTE WM ThPrOBLUTE Ha €IpO C
MEIUIUHCKN W3/ W/WIA TEXHUTE YITBIHOMOLICHHW MNpPEJCTaBUTENIN 3a y4yacTue B
Mpoleaypara no onpeaessHe Ha CTOMHOCTTA 1o wi. 23, ai. 1.

(2) Ilokanara o ai. 1 ceabpxa:

1. mpenMeT Ha mpolieypaTa 1 OCHOBaHHE 3a IPOBEKIAHETO U;

2. U3UCKYEeMHU JOKYMEHTH OT YYaCTHULIUTE ChIJIAaCHO all. 3 u 4;

3. MACTO, HAYHMH U KpaeH CPOK 3a MMOoJaBaHe Ha MPEII0KEHHUS - JOKYMEHTH 3a
ydacTve B MpoleypaTa, KaTo CPOKbT HE MOXKE Ja ObJe Mo-MallbK OT 15 paboTHM JHU,
CUMTAHO OT JICHS, CJIe/[Ball MyOJMKYBaHETO Ha ITOKAHATa;

4. nurie, TenedoH U eNeKTpoHeH aapec 3a KoHTakT B H30K.

(3) 3a yuactue B mpoueaypara mo ai. | 3a BKIIOYBaHE Ha HOBH MEIULIUHCKU
u3nenusa, xkouto H3OK He e 3amnamana mpu mocieqHaTa MpOBEAEHA MpoIeaAypa,
MPOU3BOJUTENIUTE WM THPrOBLUUTE HAa €Ip0 C METUIMHCKU H3JENUi W/WIH TEeXHHUTE
YITBIIHOMOIIEHN TpenacraButenu monaBaT B H30K 3asBienue, KbM KOETO MpHIIaratr
CIIETHUTE TOKYMEHTHU:

1. manHu 3a eAMHEH HICHTU(UKALMOHEH KOJ Ha JAPYKECTBO/KOOIEPAIUS OT
THPTOBCKHUS PETHCTHP; 3a APY>KECTBA, PETUCTPUPAHU B IPYTU AbPIKABH - U3BJICUCHUE OT
TBPTOBCKUSI PETUCTHP WM CXOJCH JOKYMEHT IO HAIlMOHATHOTO 3aKOHOJATENICTBO Ha
CHhOTBETHATA AbprKaBa Ha MPOU3BOAUTENS WM ThProBela Ha eApO C MEAUIIMHCKH U3IeIHs,
U3JIaZICHM OT KOMIIETEHTEH OpraH He IO-KbCHO OT 6 Mecela Npeau MOoJaBaHE Ha
3asBJIEHUETO; HHPOPMAIUATA Ce MIPEAOCTABS 32 IPOU3BOIUTEINS HA MEAUIIMHCKH U3/IEIHS,
a B ciayyall uye MNpeIOKEHHETO c€ IoJaBa OT THProBell Ha €apo/yIMbIHOMOIIEH
MPEJICTABUTEN - U 32 TAX;

2. IBJTHOMOIITHO B OPUTHHAJ WJIM HOTAPHAIHO 3aBEPEH MPENUC OT OPUTHHAIL,
B CJIydyall ue 3asBJICHUETO Ce 110/1aBa OT MPEJCTaBUTEI Ha MPOU3BOAUTENS UIH ThProBena
Ha €/1po; KOraTo ITbJHOMOIIHOTO HE € u3najeHo B PemybOnuka bbarapus, 3a Hero ce
OpefcTaBsd MpeBOA Ha OBIArapcku €3UK, W3BBPIIEH OT JMIEH3UpaH MpeBOoAady; B
II'BJIHOMOIIIHOTO CJ1€/1Ba 1a ObAAT MNOCOUYEHU KOHKPETHUTE MEAUIIMHCKY U3/IeINs, 3a KOUTO
NPEJCTaBUTEIIAT € YITbJIHOMOLICH;

3. OroBOpP/OTOPU3ALMOHHO NMHCMO B OPUTHHAJ WJIM HOTapHUajgHO 3aBEpEH
IPENuC OT OPUTHHAI, B CIy4ail ye 3asBJICHUETO Ce 10/1aBa OT ThProBell Ha eApo; KOraTo
JIOTOBOPBT/OTOPU3ALIMOHHOTO TUCMO HE € u3aaaeH/o B Penmybnuka bbarapus, 3a Hero ce
npefcTaBsd MpeBOA Ha OBIArapckd €3MK, M3BBPIIEH OT JIMLEH3UpaH NpeBOjay; B
JIOTOBOPA/OTOPU3AIMOHHOTO THCMO Clle[iBa Ja ObJaT TIOCOYEHHM KOHKPETHUTE
MEIUIUHCKH U3JIeNHNs, 32 KOUTO ThPrOBEIbT HA €APO € OTOPU3UPAH OT MPOU3BOIUTEINS;

4. JOKYMEHT, yIOCTOBEpSBAaIl MPAaBOTO WM Jia THPTyBaT C MEIUIIMHCKH
U3JIeNusl, U3aJeH OT KOMIIETEHTEH OpraH Ha ChOTBETHATa JIbpXaBa, a KOraro TakbB €
uznagen ot MAJIL, ce nocousa HeroBusat Homep 1 H30K ciyxeOHo chOupa u mpoBepsiBa
CbOTBETHaTa HWH(OpMalMs; TaKbB JOKYMEHT HE C€ H3MCKBA, aKo 3asBUTEIAT €
IIPOM3BOIUTENI, YCTAHOBEH Ha TepuTopusiTa Ha PemyOnuka bbirapus cerioacHo ui. 77, ain.
2 ot 3MU;
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5. JIOKyMEHTalus, 4Ype3 KOSATO C€ JO0Ka3Ba, 4€ MEAULMHCKOTO H3Jeine
OTroBaps Ha TEXHUUYECKUTE M3UCKBAHUS, IIOCOUYEHH B CHeIM(UKAIUATA M0 Wi. 25, a. 1:
cepruuxar 3a CE wmapkupoBka OT HOTU(GUIUMPAH OpraH - HOTapUATHO 3aBEPEH;
JieKJIapanus 3a CbOTBETCTBUE, U3/1aJieHa OT MIPOU3BOAUTENSI HA MEAULIMHCKOTO U3JIEIHE;
MHCTPYKIUS 32 yHoTpeOa 32 METUIIMHCKOTO U3/eNue Ha OBIrapcky €31K; YBEOMIICHHE 32
NycHaTH Ha masapa w/wid (opma 3a IpeAoCTaBsHE Ha WHQPOpPMAaLHWs 3a MyCHATH B
neiicTBue Ha Teputopusta Ha PemyOnvka bbiarapust MeAMIIMHCKY U3/1ETHS;

6. W3BJIEYEHHE OT KATaJIOI 3a BCUYKHU 3asBEHUM MEIULIMHCKU H3IENUs C
IIOCOYBAHE Ha KaTaJIOXKEH HOMeEp 1o wi. 5, an. 2, T. 15 Ha npennaraHoTo MEIULIIMHCKO
U3JIeNue, KOETO e WACHTH(HINPA C THPrOBCKOTO My HAaUMEHOBaHHE, ChOTBETCTBAIIO Ha
YHHUBEPCATHUS KOJ WM UACHTU(PUKATOP, C KOETO TOBA U3/ENUE € BIIMCAHO B CIHUCHKA IO
yi. 5, ain. 1;

7. uadopmanus, npeaocraBeHa ot MAJI, OTHOCHO perucTpupaHud JaHHU B
NAJI w/wiim EUDAMED 3a nHImIeHTH/Cepro3HU HHIUACHTH C MEAUIIMHCKOTO H3/IENHE,
KaKTO U 3a OJIOKMPAaHU WM U3TETJICHU OT Ia3apa NapTUAu rnpe3 nociueanure 18 mecena;

8. exapaliys, Y€ CbOTBETHUAT YUaCTHUK MOXKE J1a OCUTYpPU HEOOXOIUMUTE
KOJIMYEeCTBA MEAUIIMHCKH U3ENINs 3a CPOK OT 12 Mecena;

9. nexknapanuss OT NPOM3BOAMTENS, Y€ MOXKE Jla OCUTYpU HEOOXOJIUMHUTE
KOJIMYEeCTBA MEAUIIMHCKH U3ENINs 3a CPOK OT 12 Mecena;

10. npexyapauusi, Y€ CBHOTBETHHMST YYaCTHUK IIpUeMa YCJIOBUATA U
M3HMCKBAaHUATA Ha MYOJNMKYBaHUS MPOEKT Ha OTOBOP - MPHUIIOKUM IPH KaHAUIATUTE,
3asBHJIM TPYIU MEIULIMHCKU U3JENUS/TOATPYIH/TPYIH 10 TEXHUYECKH M3UCKBAHHS TI0
wi. 25, an. 2, T. 3, KOWTO BKJIOYBA YCIOBUATA 3a JOCTaBKa, 3a 3alUlalllaHe Ha
MEAMIMHCKUTE U3/IE€THS, 3a IPEACTaBsiHE Ha OAHKOBA rapaHLus U Jp.;

11. npennarana npoaaxsa uena ¢ /IJIC Ha MEAUIMHCKOTO U3/IEIIHE;

12. nexnapanus 3a HaIM4YUE HAa U3UCKBAHUATA 110 Wi. 24, T. 4 ¢ IOCOYBaHE Ha
KOHKPETHHsI 00111eCTBEH (POH/ HAa ChOTBETHATA JbPIKaBa,;

13. pe3tome Ha MPOBEJIEHU PaHIOMU3UPAHU KIMHUYHU U3MUTBAHUS, OT KOUTO
MOHE €JTHO 3aBBPIICHO, 32 METUIIMHCKU U3enusl, knacuduiupanu karo kiac IIb, kmac 111
u kiac D;

14. u3BbpILIEHA OLIEHKA HA 3PaBHUTE TEXHOJIOTMH 110 Wi. 24, T. 7.

(4) 3a yuactue B mporieayparta 1o ai. 1 3a mpoabp/DKaBaHe Ha 3arlialiaHeTo Ha
MEAMIMHCKN U3/ENs, KOUTO Ca BKJIIOYEHU B CHUCBIUTE IO WI. 25T, MPOU3BOJUTEINTE
WIM THPrOBIUTE HA €IpO C MEIULUUHCKU HU3JENUS W/WIM TEXHUTE YIbIHOMOIIECHU
npencrasuteny noaasar B H30K 3asBnenue, KbM KOETO NpUiIaraT CIEAHUTE JOKYMEHTH:

1. nnpopmanus, npenocraeHa oT MAJI, OTHOCHO perucTpupaHu aHHU B
NAJI w/win EUDAMED 3a nuHIm1eHTH/Cepr0o3HU MHIUACHTH C MEAULIMHCKOTO U3/IENHE,
KaKTO U 3a OJIOKMPAHU WM U3TETJIEHU OT a3apa NapTUAM rpe3 nociaeanure 18 mecena;

2. nekjaparys, 4eé ChbOTBETHHUAT YYaCTHUK MOXKE J1a OCUT'YpH HEOOXOAUMUTE
KOJINYECTBA MEUIIMHCKY U3JIeNHs 3a CPOK OT 12 mecena;

3. mexyapanusi OT HPOM3BOJAMTENS, Y€ MOXKE Jla OCUTYpU HEOOXOAUMHUTE
KOJINYECTBA MEUIIMHCKY U3JIeNHs 3a CPOK OT 12 Mmecena;

4. nexnapanusi, 4e CbOTBETHUAT YYaCTHUK IIPUEMA YCIOBUATA U U3UCKBAHUATA
Ha MyOJMKYyBaHUS MPOEKT HA JOTOBOP - MPUJIOKHUM IMPH KaHIUAATUTE, 3asBHINA TPYIU
MEIUIUHCKH U3JIeNUs/TIOATPYIH/TPYIHN 110 TEXHUYECKH U3UCKBaHUs 1o wi. 25, a. 2, 1. 3,
KONTO BKJIIOYBA YCJIOBUSTA 3a JOCTaBKa, 3a 3aIljalllaHe Ha MEIULUHCKUTE W3Jeus, 3a
npejcTaBsHe Ha OaHKOBA TapaHIus U Jp.;
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5. neknapanus, 4ye HsAMa MpPOMsHA Ha OOCTOSTENICTBaTa B JOKYMEHTHTE,
NOJaJIeHH TpH TPEAXoJHa MpOBEACHA MpoLeAypa; B JEKIapalnuara ce I0coYBa
npoueaypara, o KosiTo ca NoJaJieHu ChOTBETHUTE JOKYMEHTH; IPU HACTBIIMIIA TPOMSHA
B 00CTOATENCTBATA 3aSBUTEIAT CE 33/IbJDKaBa J1a MPEICTaBU ChOTBETHUTE HOBOU3/AICHU
JIOKYMEHTH;

6. npeiarasa npoaaxHa 1exa ¢ J[/IC Ha MEAUIIMHCKOTO U3JETIHE.

(5) VYupasutenmar nHa H3OK yrBBpXKAaBa oOpa3um Ha 3asBJICHHUS U
JEeKIapalyy, a B CIIy4auTe o 9wi. 25, an. 2, T. 3 u oOpasel Ha IPOeKT Ha JOTOBOP, KOUTO
ce mybukyBart Ha nHTepHeT cTtpanuiata Ha H30K 3aenHo ¢ mokanara 1o ai. 1.

(6) Ilpemnoxenara neHa no an. 3, 1. 11 u an. 4, T. 6 He Moxke Aa ObJae Mo-
BHCOKA OT IIPOJaKHaTa IIeHa 32 ChOTBETHOTO M3JIENHE ChITIACHO Wi 5, ail. 2, T. 23.

(7) Tpennoxenara 1eHa mo an. 4, T. 6 He MOXxe Jaa ObJie MO-BHCOKA OT
npeiokKeHaTa KpaifHa IieHa [pH MocieHaTa MpoBeieHa MpoLeaypa, ¢ U3KIOYEHUE Ha:

1. cimydanTe Ha yBelM4YaBaHE [IEHUTE HAa TIPOU3BOJUTEINS, 32 KOUTO CJIEIBa Aa
ObJle mpeCcTaBeHa JeKIapalus B OpUrHHAI OT IPOU3BOIUTES,

2. yBeIMUEHHE Ha IIeHaTa Ha BCEKH JIBE TOAMHU ChOOPA3HO CPETHOTOAUIITHHS
npoueHT Ha uHmanusTa no nanau Ha HCU.

(8) Bcesiko mMeaMIMHCKO H3Jenre MOXKe Ja ObJe 3asiBEHO caMO 3a €JHa
rpyna/moAarpymna/rpymna no TeXHHUECKU W3UCKBAHUS.

Un. 27. (U3m. - JIB, Op. 110 ot 2024 1., B cuna ot 01.01.2025 r.) (1)
[Ipouenypara mo goroBapsine Ha cToiHOcTTa, A0 KosAto H3OK 3amnama KoHKpeTHH
MEAMIIMHCKN U3JeNHsl, PUHAANEKAIIM KbM €/IHa Ipyla, ce MPOBEXKAa OT EeKCIepTHa
KOMHCHSI, HApU4YaHa Mo-HaTaThK "koMucusaTa", HazHaueHa ot ynpasutens Ha H30K, crnen
M3TUYaHe Ha CPOKa 3a M0/IaBaHe Ha JJIOKYMEHTHTE 32 y4acTHe B JIOTOBAPSHETO.

(2) CbcTaBbT Ha KOMMCHATA BKIIIOYBA CHEIHUATUCTH C (hapMaleBTHUHO,
IOPUJINYECKO, MEUIIMHCKO U HKOHOMUYECKO 00pa3zoBaHue. 3a CBoATa paboTa KOMUCHUsTA
M3TOTBSI IPOTOKOJIU U PELICHMUS.

(3) B creraBa Ha komucHsATa ce BKIItouBaT TpuMa BbHIIHY 32 H30K excriepTy,
ompeJieNieHu ChC 3anmoBen Ha yrpaBurens Ha H30K.

(4) UneHoBeTe Ha KOMUCHSATA MTOANKCBAT JAEKIapalys, ue He ca CBbP3aHHU JIHIA
1o cMuchbia Ha § 1 oT TeproBckus 3aKOH ¢ MPOU3BOIUTENNTE WK C THPTOBLIUTE HA €1pO
C MEUIMHCKU U3/IeTUS/TEXHUTE YIIBIIHOMOIIEHH MPEICTaBUTEIH.

Un. 28. (U3m. - B, 6p. 110 ot 2024 r., B cuna ot 01.01.2025 r.) (1)
[TpennoxenusTa mo wi. 26, ain. 3 u 4 ce NpeACTaBsT B 3alle4aTaH HEMPO3PaUYEH IJIUK OT
3agBuTeNs B 1enoBocTBOoTO Ha H30K min no nomiata ¢ npenopbs4aHo MUCMo ¢ oOpaTHa
pasmucka. BepXy Tumka 3asBHTENAT IMOCOYBA alIpec 3a KOPECTIOHACHIMs, TeiaedoH u
€JIEKTPOHEH aJpec.

(2) 3asBUTENNTE MPEICTABAT LICHOBOTO MPEIOKEHHE B OTJIEIeH 0003HaYEeH
HEMpOo3padeH 3areyvaTaH UMK, TOCTaBEH B IJIMKA C TIPEUIOKEHUETO.

(3) Ilpum mnpuemMane Ha TPEIIOKEHHETO BBPXY IUIMKAa c€ OTOENs3BaT
HOpEeHUAT HOMEp, JaTara M 4achT Ha MOJYy4YaBaHETO W Te3W JAHHMU CE 3alMCBaT BbHB
BXOJISII PETHCTHP.
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(4) Komucusta o wi. 27, an. 1 He pasriaexaa MpeuioKeHus, MpeacTaBeHn
cJe/l U3TUYAHETO Ha KpalHUs CPOK WIH MOJAJACHHU B He3aleuaTaH, Npo3padeH MK WIH B
IUTMK C HapylIeHa LSJIOCT.

i 29. (U3m. - JIB, 6p. 110 ot 2024 1., B cuna ot 01.01.2025 r.) (1)
Komucusra no ui. 27, an. 1 u3BbppliiBa OlleHKA HA 103 IEHUTE TOKYMEHTH, KOUTO CJIE/(Ba
Jla yI0OCTOBEPSBAT M3IIBJIHEHUETO HAa BCUUKH 3aJ0)KEHU M3MCKBAaHHUSA, B T.Y. 332 KauecTBO,
KaToO ChOTBETHATa JOKYMEHTAIUs, YAOCTOBEPSBAIA U3IIBIHEHUETO UM, CE paslIexaa U
OLIEHSIBA KOMIIJIEKCHO.

(2) 3acenanusATa ce CBHUKBAaT U PBKOBOAAT OT IIpelceAaress, a B HETOBO
OTCBHCTBHE OT 3aMECTHUK-IIpeJcenaTeNs. 3aceAaHusATa Ha KOMUCUATA Ce IIPOBEXKIAT, aKO
HAa TSIX IPUCHCTBAT IIOHE TPU YETBBPTH OT YJICHOBETE M.

(3) PemenusaATra ce B3emMar ¢ MHO3MHCTBO IIOBEYE OT IIOJIOBUHATa OT
IPUCHCTBALIUTE YJIEHOBE, KATO WICHOBETE HA KOMUCHSATA HAMAT IIPABO J1a C€ Bb3IbPKaT
0T riacyBaHe. MOTUBUTE 3aJbJDKUTEIHO CE€ OTpa3siBaT B MPOTOKOJIA 3a ChOTBETHOTO
3acelaHue.

(4) UneHoBere Ha KOMHCHATa HSAMAT MpPaBO Ja Pa3NpOCTpaHSABAT JlaHHH,
CTaHaJIM UM U3BECTHU 10 IOBOJ WJIM IIPU YYACTUETO UM B KOMHUCHSITA.

(5) UnenoBere Ha KOMUCHUSATA HE MOTaT Jla y4acTBaT B JIEHHOCTH, CBbP3aHH C
pa3paboTBaHETO, MPOU3BOJICTBOTO, MApKETHHTa, THPTOBHATA HAa €Ipo U JpeOHO ¢
MEIUIUHCKH U3/IeJINs, KaTo 3a LIeITa NOAINHUCBAT IeKIaparysl.

(6) B cinyqait Ha HEOOXOAMMOCT KOMUCHUSTA MOXKE J]a U3UCKA JOITBbJIHUTETHA
uHpopMaLus OT  3asiBUTEJIUTE, OT THPrOBUM HAa €IpO0 C  MEAULUHCKHU
U3JICNUS/TIPON3BOIUTENN, OT JPYrH EKCIePTH IO CHOTBETHUTE MEAMIIMHCKU
CHELUATHOCTH.

(7) Komucusita uma npaBo Ja NpoBepsiBa JAHHUTE U (PAKTUTE, TOCOUEHU B
JOKYMEHTUTE, IPUAPYKABALIY 3asBICHUATA 110 4. 26, ait. 3 n 4.

(8) Ilpm xoHCTaTMpaHU HEMBIHOTH W/WIM TIPOIMYCKH B TIOJaJieHaTa
JOKYMEHTAIUs] KOMUCHATA YBEIOMsIBa CbOTBETHHUS YYaCTHHUK U J1aBa CPOK OT 7 pabOTHHU
JTHY 32 OTCTPAHSBAHETO UM W/WMJIU 3a MPEJOCTaBSIHE Ha JOI'BJIIHUTEIHA HH(OpMaLUS.

(9) KomucusTa He gomycka J10 y4acTUe B JOTOBapsSHETO 3asiBUTEINTE, YUUTO
NpeUIOKEHUST HE OTroBapsAT Ha M3UCKBAHMATA, OINpEAENIeHu C YTBbpJAEHaTa
JOKYMEHTAIs], KAKTO U 3asBUTEIIUTE, KOUTO HE Ca OTCTPAHHUIIU HEPEJOBHOCTUTE U/UIIU HE
ca MpeAoCTaBUIM JTOMbJIHUTENIHATa UHPOPMALIHS B ONIPEEICHUS CPOK.

(10) Komucusita H3roTBs HPOTOKOJ, B KOMTO OTpa3sBa MOCTBIWINTE
NPEJJI0KEHHS, U3BBPIIEHATA OIIEHKA 1O al. | U pe3yaTaTuTe OT Hesl.

(11) B cpok 7 paboTHM JHU OT H3TOTBSHETO Ha MpoTOoKoja mo ai. 10
KOMUCHSITA YBEIOMSIBA 3asBUTEINTE, YUUTO MPEUIOKEHNS HE OTTOBAPAT HA U3UCKBAHUATA
Ha wi. 26, ain. 3 1 4, 4ye He ca JOIYCHAaTH A0 y4acTHE B IPOLEAYpaTa, C IOCOYBAHE HA
CHOTBETHU MOTHBH.

(12) Komucusita myonukysa Ha uHTepHeT cTpanunara Ha H30K undopmarius
3a:

1. nmomycHaTuTe IO OTOBapsHETO YYacTHUIM IO BXOJAIIM HOMEpa Ha
3asBJICHUATA UM U ChOTBETHATA TpyIa MEAUIIMHCKH U3/1€JHs, 33 KOSTO ca JI0IyCHATH;

2. nata u rpaduk, MO KOHTO I€ C€ OTBApAT LIEHOBUTE IPEIUIOKEHUS 3a
YYaCTHHUIIUTE, 3asIBUIIA TPYNH MEAUIUHCKA U3IEIUS 110 WiI. 25, all. 2, T. 3;
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3. TpeMIOKEHUTE HAW-HUCKUA IIEHW 3a CHOTBETHUTE TPYNH MEIUIMHCKH
W3NS 110 4iI. 25, alL. 2;

4. nara u rpaduk, MO0 KOWTO 1€ CE MPOBEIE JOTOBAPSHETO HA OTCTBIIKH OT
HeHuTe no wi. 26, an. 3, 1. 11 u un. 26, an. 4, 1. 6, 32 y4acTHULUTE, 3asBUIU TPyIU
MEJIUIIMHCKN U3ACSTN 110 1iI. 25, ai. 2.

i 30. (U3m. - JIB, 6p. 110 ot 2024 1., B cuna ot 01.01.2025 r.) (1)
Komucusita oTBapsi ILIEHOBUTE MPEUIOKEHUS HA YYACTHUIUTE, 3asBUIU TPYIH
MEIUIMHCKK u37enuss nmo 4i. 25, a1 2, T. 3 B TAXHO MPUCHCTBUE.
[TpencenarensiT/3aMeCTHUK-TIPEICEAATEISAT U BaMa WICHOBE HA KOMUCHSTA CE MOIMKUCBAT
BBPXY BCSKa CTPAHMIIA OT IIEHOBOTO MPEIOKEHHUE.

(2) Homyckar ce npeanoKeHUATa Ha y4acTHHUIUTE, 3asiBUJIM paBHA WM I10-
HHMCKAa IIeHa OT CTOMHOCTTA 110 4. 25, ai. 3, T. 5.

Un. 31. (M3m. - 1B, 6p. 110 o1 2024 1., B cuna ot 01.01.2025 r.) [Ipouenypara
0 JIOTOBapsiHE Ha OTCTBIIKU OT MPEAJIOKEHHUTE IIEHU Ce MPOBEXka B Cpok a0 10 pabotau
JTHU OT MyOJIMKyBaHeTo Ha rpaduka mo ui. 29, an. 12, 1. 4.

Un. 32. (M3m. - [IB, 6p. 110 ot 2024 r., B cuna ot 01.01.2025 1.) (1) C Bceku
OT JIONYCHATUTE YYACTHHIIM, 3asIBHJIM TPYIU MEAULIMHCKH U3AeHs 10 ui. 25, an. 2, 1. 1l u
2, KOMHUCHSTa MOANKUCBA JBYCTPAaHEH MPOTOKOJI, B KOWTO C€ OTpa3sBaT MEIULIMHCKUTE
U3JIeNHsl TI0 TPYIH, Mpeaio’KeHaTa I[eHa, HApaBeHOTO OT Y4acTHUKA MpEeIOKEHHE 3a
OTCTBIIKA OT LIEHATa U MOCTUTHAaTaTa OKOHYATEIHA MPOJIaXkHa 1IeHa [0 cMUChia Ha § 1, T.
29a ot 3akoHa 3a MEIUIIMHCKUTE U3IEIIHA.

(2) B mpotokona mo an. 1 ce BOIUCBAT U THPrOBUUTE HAa €IpO, KOMTO ca
ONPAaBOMOIIEHN OT NPOU3BOJUTENINTE WJIH TBHPrOBIUTE HAa €ApO C MEIULUHCKU
U3JIENHSI/TEXHUTE YITBIHOMOIIEHH MPEICTAaBUTENN Jia JOCTABAT BIIMCAHUTE B MIPOTOKOJIA
MEAMIMHCKYU U3EIUs, aKO T€ Ca Pa3IN4HU OT 3asIBUTEIINUTE.

(3) Beceku ot nomycHaTUTE y4aCTHULM, 3asBUIM TPYIH MEIULUHCKU U31ETHS
no uin. 25, an. 2, T. 3, moxaBa INpEAJIOKEHUE 3a OTCTHIIKA, B KOETO CE€ OTpas3siBaT
MEAMIMHCKUTE W3JENUs O TPYIHU, NMPEeAsoKeHaTa 1I€Ha, HallpaBEeHOTO OT y4YacTHHUKa
IIPEJUIOKEHUE 3a OTCTBHIIKA OT LIEHATa U IOCTUIHATAaTa OKOHYATeNHa MPOoJaXKkHa LeHa 10
cmucwia Ha § 1, T. 29a oT 3akoHa 3a MEAUITUHCKUTE U3CIIHS.

(4) Korato B npoueypara Ob/1aT 3asBE€HU €HU U ChIIM METULIMHCKU U3/1eHs
Ha €IUH W CBII MPOU3BOJIUTEN C €IMH W Chbil ceprudukar 3a mapkupoka "CE" ot
pasIMYHM 3asBUTENU W OKOHYATeIHAaTa MM IpOJaXHa IieHa Mo ajl. |1 e pa3nuyHa,
KOMHUCHSITa pedeprpa KbM Hal-HUCKATa MPEAJIOKEHa 1I€Ha, KaTo OTMHpaBsl OKaHa KbM
BCUYKH OCTaHAJIU 3asBUTENH J1a ce pedepupar KbM Hesl.

(5) B ciyuaure no an. 4, korato 3agBUTEN He ce pedeprpa KbM MpeaoKeHaTa
Hall-HMCKa IPOJAKHA 1IEHA 32 KOHKPETHO MEIULINHCKO U3/IENNE, TO CHIIIOTO HE CE AOMYCKa
JI0 BKJIIOYBAHE B cIUChIMTE 1o wi. 34, am. 1.

(6) Komucusta n3BbpiiBa KOMIUIEKCHA OLEHKA Ha MPEAIOKEHHTA 10 all. 3 U
B CBOTBETCTBHE C pe3ylTaTUTe OT Hes THM Ompeneis 3a 3allaljaHe Ha
IIPOM3BOIUTEI/THPTOBEI] Ha €/IpO/yII'BIIHOMOIIEH MTpeacTaBuTeN npu ctoitHocT 100 Ha cTo.

(7) Koraro 3a HAKOS OT TPYNUTE/TIOATPYHUTE/TPYNUTE IO TEXHUYECKH
M3MCKBAaHUS MEIUIIMHCKU M3AEHs UMa MpeyIoKeHus, KOUTO He IMoMajaT B XUIoTe3aTa
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Ha wi. 30, an. 2 ¥ ¢ e oOe3nevyaBaHe Ha JOCThIIA HA 3PaBHOOCHTYPEHUTE JIMIA 0
BCHUYKH IPYIH OT CIIeU(UKAIMSITA 110 WI. 25, an. 1, KoMucHusiTa MOXKe Ja IOMyCHE CBIIHTE,
KaTo T'M ONPEJIESNIH 3a 3aIUlallaHe Ha JICYeOHU 3aBEJCHHS 3a OOJHUYHA TIOMOIIl ChIIIACHO
. 251, T. 2.

Un. 33. (U3m. - [IB, 6p. 110 ot 2024 1., B cuna ot 01.01.2025 r.) (1) B cpok 7
paboOTHU THHU OT MPOBEKIAHETO HA MpoIeaypara no 4i. 26, ain. 1 koMucusaTa U3BHPILIBA
OLICHKA U U3TOTBS 3aKJIFOUUTENIEH IIPOTOKOJ, B KOWTO IIpeyiara croiMHocT, A0 kosto H30K
Jla 3aIiaiia 3a BesKa Ipyna/moArpymna/rpyna no TeXHUYECKH M3MCKBAaHUST MEIULIMHCKU
U3JICITHSL.

(2) Komucusara npeactaBsi 3aKIIOYUTENHUS TPOTOKOJ Ype3 YIpaBUTENs Ha
H30OK na HC na H3O0K, koiito yrBbpkaBa croiiHoctute, kouto H30K e 3amama 3a
BCsIKa rpyna/moArpyna/rpyra no TeXHUUYEeCKU W3UCKBAaHUS MEIUIUHCKU U3/1EIHS.

(3) Cnen yrBbpxaaBanero mo an. 2 H30K o0sBsiBa Ha MHTEpHET CTpaHUIATA
CH CTOMHOCTTA 32 BCSIKA TPYIa/MOArPpyIa/Tpymna 1o TeXHUYeCKH U3UCKBAHUS METUIIUHCKU
U3JICITHSL.

(4) B cpox mo 3 paGoTHM THU clieq OOsSBIBaHE HA CTOMHOCTTA MO all. 3
YYaCTHUIUTE B MPOIIEypaTa, 3assBHIIN ChOTBETHU IPYITH/TIOATPYITH/TPYITH TI0 TEXHUYICCKH
W3HUCKBAHUS MEAMIMHCKHU U3Jenus Mo 4wi. 25, an. 2, T. 1 u 2, nucMeHo 3asBsBaT Mpen
H30K :xenaHueTo CU CHOTBETHOTO/MTE MEIMIMHCKO/M U3JE/INe/s, BIHUCAHO/U B
nporokoja mo wi. 32, ain. 1, na 0bae/0baaT 3amianano/u ¢bC CpeACTBa OT OKOKETa Ha
H3O0K, kaTo moanucear aexiapaiius mo oopasell, yrebpeH ot ynpasutesns Ha H30K.

(5) B cpok nmo 30 pabGoTHM IHU ciea OOsBsIBaHE HAa CTOMHOCTTA MO aj. 3
YYaCTHUIUTE, 3asIBHJIN CHOTBETHH TPYIHU/TIOATPYIU/TPYIH MO TEXHUYECKU H3UCKBAHUS
MEIUIIMHCKU U3JIeaus 1mo wi. 25, an. 2, 1. 3 ckmrouBat goroopu ¢ H30K mo obOpaser,
yTBbpAEH oT ynpasutens Ha H30K.

Un. 34. (U3m. - [IB, 6p. 110 ot 2024 r., B cuna ot 01.01.2025 r.) (1) Cnen
IIPUKIIIOYBAHE Ha Ipoueaypara o 4i. 26, an. 1| H30K nonsiBa neiicTBaliuTe CUCHIM C
KOHKPETHHU MEIUITTHCKH U3JIeTus, NpUHA/IJISKAIIN KbM CHOTBETHATA
rpyna/moArpyna/rpyna no TeXHH4eCKU U3UCKBAHMSL.

(2) Coucbuure mo an. 1 Bmmu3ar B cwia or | siHyapu Ha cienaBamiaTta
KaJIeHJjapHa roJIuHa.

(3) Koraro cnucbuure o ait. 1 He ObJaT CbCTaBEHU U YTBBPAECHHU B CPOKOBETE,
oTpesieNIeHu B Ta3u Hapenda, Te npoabipkaBat neiictBuero cu 1 H30K npoxbimxkasa na
3arJiama MeIUIIUHCKUTE U3/IEIHs 10 CTOMHOCTHTE W MPH YCIOBUATA, ONPEACICHH TPU
nocjeaHaTa npoleypa, Bb3 OCHOBA Ha KOSITO T€ Ca ChCTaBEHHU.

(4) HamumonamHata 3ApaBHOOCHTYpUTETHA Kaca MyOJWKyBa HAa WHTEPHET
CTpaHMIIaTa CH CIMCBIMTE MO ajl. 1, CbOTBETHUTE CTOMHOCTH, 10 KOWTO 3aruiaia, u
YCIIOBHS TIO TSXHOTO TPHUJIATaHe.

Paszngea 11.
YcaoBus u peq 3a onpeessiHe CTORHOCTTA HA MeIMIIUHCKUATE U31eJIus,
3aIUIAIAHU OT AbPKABHUSA OI02KeT M3BbH 00XBATA HA 32 bJIKUTEJTHOTO
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3APaBHO OCHTYpPsIBaHEe U OT OKO/:KeTa Ha JiedyeOHHUTe 3aBeeHus mo wi. 1, 1. 1,
Oyksa "B"

Ui 35. (1) MuHHCTEPCTBOTO Ha 3ApaBEOIAa3BAaHETO JIOTOBAPS MEIUITUHCKH
U3JIENHsl, 32 KOUTO B HOPMATHUBEH aKT WJIM B OOIl aJIMUHUCTPATUBEH aKT € I0COYEHO, Ye
CE OCUTYPSIBaT ChC CPEJCTBA OT AbPKABHUS OIOJIKET.

(2) MuHHCTEPCTBOTO Ha 3paBEONA3BAHETO OCUTYpSiIBA MEIULMHCKUTE
u3JIenus 1o ajl. | B ChOTBETCTBUE C MPEABUICHUTE CPEICTBA B OF0/KETA CH 32 ChOTBETHATA
KaJIEH/1apHa roJIMHa.

Y. 36. JleueOHute 3aBeaeHus Mo 4. 5, ai. 1 3JI3 u neueOHuTE 3aBeneHU MO
ui1. 9 u 10 3JI3 ¢ app:kaBHO W/MK OOLIMHCKO ydacThe B KalHTajla JOroBapsT M0 pesia Ha
3akoHa 3a obOmiectBeHuTe nopbuku (30I1) MemuIMHCKUATE M3AENIHS, HEOOXOIUMH 3a
OCBILECTBIBAHE HA CBOATA JCHHOCT.

Un. 37. (1) MeauuuHckuTe u3enus, KOUTO MOrar Ja Obaar 3araiaii chC
CPEIICTBA OT IbPKaBHUS OFOKET upe3 OrokeTa Ha M3, TpsiOBa 1a OTTOBAPSAT HA CIICTHUTE
M3UCKBaHMUS:

1. na orroBapsT Ha U3MCKBaHusITa HA 3MU;

2. 1a ca BKJIFOUEHU B cHchKa 1o 4i. 1, 1. 1, Oyksa "0";

3. (m3m. - 1B, 6p. 105 ot 2023 r., B cuna ot 19.12.2023 r.) na HsiMa
peructpupanu gaHHu B MAJI w/umm EUDAMED 3a uHIMIEHTH/CEPUO3HN UHITUICHTH
npe3 nociegHuTe 18 mMecena, KakTo U 3a OJIOKMpaHU WM U3TEIJIEHU OT Iaszapa napTuau
0 MIPUYKHU, CBbP3aHU ¢ 0€30MaCHOCTTA Ha MEAUIIMHCKUTE U3IeTHS Mpe3 nocineanure 18
Mecela cbrilacHo npenoctaBeHa ot MAJI unpopmarnus;

4. na ce 3aruialaT B IOHE TPU OT IbPKABUTE - WICHKHU Ha EBpomneiickus cbio3,
Ype3 ChOTBETHUTE UM CHCTEMH 3a 3alljIalllaHe C MyOJIMYHU CPEICTBA I ChOTBETHUTE UM
3/IpaBHOOCUTYPUTETHH (POHIOBE.

(2) U3zuckBanero 1o ai. 1, T. 4 He ce mpuara 3a MEIMIIMHCKATA anaparypa.

Un. 38. (1) MuHUCTEpCTBOTO Ha 3/IpaBEOIa3BaHETO JOTOBaps KOHKPETHUTE
MEIUIIMHCKH u3aenus o wi. 35 o pena Ha 30I1.

(2) Cneumdukanusita 3a KOHKPETHHUTE MEAMIIMHCKH HW3JIEIHs U TEXHUTE
KOJIMYECTBA CE€ HM3TOTBS OT KOMHCHS, OTpEJelieHAa ChC 3aloBe]] HA MHHHCTHPA Ha
3/IpaBEOIa3BaHETO, KOSTO BKIFOUYBA MEAUIIMHCKH CIIEIIUATUCTH, HKOHOMHUCTH U IOPUCT.

Uin. 39. [lenara, K0sATO € IOTOBOpPEHA, HE MOXKE Jla HaJBHUIIIaBa 0OsIBEHATa B
cnuchbka no wi. 1, T. 1 mponaxHa neHa nmo ui. 5, ai. 2, T. 23 3a KOHKPETHOTO MEAUIIMHCKO
H3JICIIHE.

Paszpnea I11.
YcioBuA 1 pef 3a onpeeisiHe CTOHHOCTTA HA MEeAULMHCKUTE U31eJIns U
BHCOKOCTICEIIUATH3UPAHU aniapaTu/ypeau 3a MHANBHAYAJIHA ynoTpeda oT
o0xBarta Ha HapeadaTa o 4. 82, a;n. 6 or 3akoHa 3a 3apaBeTo

Un. 40. (1) HarmonanHara 3[paBHOOCUTYPUTENIHA Kaca MPOBEXKIA €KETOTHO

npoueaypa 3a onpejesiHe Ha CTOWHOCTTA Ha 3alllalllaHe Ha MEIUIIMHCKUTE U3JeNus U
BUCOKOCHEIMAIM3UpaHH anapatu/ypenn 3a MHIUBUAyalHa yrnoTrpeba oT oOxBara Ha
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Hapeabara 1o wi. 82, an. 6 ot 3akoHa 3a 31paBeTo (33), KOUTO ca 3aIuIallaHy ¢ MyOJTuYHN
CpEJCTBA Mpe3 NMPEeAX0/HATa KaJIeHIapHa FoIMHa.

(2) HartmonanmHata 3jpaBHOOCUTYpHUTEIIHA Kaca MPOBEX/1a Ha TPUMECEUUE WIH
B JIPYT'¥ CPOKOBE IIPOLIEAYPH 110 JOIOBAPSHE 3a ONPEEIIIHE Ha CTOWHOCTTA Ha 3aIljIalllaHe
Ha MEJUIIMHCKUTE U3JIEeNHs U BUCOKOCTICIIMAIM3UPAHU anapaTu/ypeau 3a UHAUBHAyaTHA
yrnoTpeba oT ob6xBaTa Ha HapeabaTa mo wi. 82, ain. 6 ot 33, KOMTO HE ca 3alUIallaHu C
myOJIMYHU CpeICTBa Mpe3 MpeaAxXoAHaTa KajeHaapHa roauna. [Ipouenypure ce mpoBexat
npy BB3HUKHAJIA HEOOXOAMMOCT M CE€ OpPTaHU3UpaT MO HAYMH U B CPOKOBE, KOUTO HE
HapyIlIaBaT CBOEBPEMEHHOCTTA Ha JICUEHUETO Ha MallUeHTHUTE.

UYn. 41. MeauUuHCKUTE U3AETHS U BUCOKOCTICIUATU3UPAHUTE anlapaTh/ypeau
3a HHAMBM]yallHa ynoTpeda ce 3amamat/10miamaT ¢ TpaHcdep oT IbpKaBHUS OI0DKET
ype3 Oroxera Ha M3.

Un. 42. MenUIIMHCKUTE U3/IENNS U BUCOKOCIICIIUAIM3UPAHUTE arlapaTtu/ypeau
3a HHIUBUIyaTHA yroTpeda TpsiOBa Ja OTroBapsT HA CICIHNUTE N3UCKBAHMS:

1. na oTroBapsT Ha U3KMCKBaHUATa Ha 3MU;

2. Ia ca BKJIFOUEHH B CIMCHKa 1mo wi. 1, 1. 1, OykBa "0";

3. (u3Mm. m gor. - JIB, 6p. 105 ot 2023 r., B cuma ot 19.12.2023 r.) 1a HAMAT
peructpupanu ganan B UAJl w/unmn EUDAMED 3a WHOMIEHTH/CEPUO3HU HHIUAICHTH
npe3 nocieaHuTe 18 mMecena, KakTo U 3a OJIOKUPaHH WM U3TETNIEHU OT Iaszapa MapTHId
0 MPUYMHH, CBBP3aHU ¢ 0€30MaCHOCTTa Ha MEAUIIMHCKUTE U3CIIHS Tpe3 nocieaHuTe 18
Mecella, ¢ U3KII0YeHHE HA METUIIUHCKY U3/, U3pa0OTEeHU M0 TOPHhUKA U METULIUHCKU
u3zenus ot kiac | - HectepwiHu u 6e3 u3mMepBaIy QyHKINH;

4. nma otroBapaTr Ha usuckBaHusTa Ha crtaHgapt bJIC EN ISO 9001 3a
MPOU3BOJAUTEIINTE HA MEAUIMHCKH M3Jeus, HU3padOTeHH MO0 TOophYKa, H 3a
MIPOU3BOUTENIUTE U THPTrOBIIUTE HA €APO C MEAUIIMHCKHU U3AeNus OT Kiac [;

5. na otroBapsaT Ha u3uckBaHusAta Ha crtannapt bJIC EN ISO 13485 unu
€KBHBAJICHTHA CHCTEMa 3a YIpaBIEHWE Ha KayecTBOTO C OOXBAaT MPOU3BOJCTBO Ha
METUIIMHCKH U3ENNsI, U3/1aJICH Ha UMETO Ha TIPOU3BOJIUTENSA - 32 MEAUIIMHCKUATE U3ICTTUS
ot kiac Ila, 116 u III.

Un. 43. (1) Ilpouenypara nmo ui. 40, an. 1 ce u3BbpIIBa Bb3 OCHOBA Ha
cneundukanus, yreepiaeHa or Hapzopuus ceBer Ha H30K, kosTo onpenens u rpynupa
MEAMIMHCKUTE M3/ENUs U BUCOKOCHEIMAIM3UPAHUTE arnapaTv/ypenn 3a MHAUBHAyallHA
ynoTtpeba, mpujgaraHu B YCJIOBHUSTa Ha M3BBbHOONHMYHATA M OOJIHUYHATA MEIUIIMHCKA
MIOMOII, IT0 TEXHUYECKHU N3UCKBaHUSI.

(2) Ilpouenypure mo wi. 40, am. 2 ce H3BBPIIBAT BB3 OCHOBAa Ha
cnenuuKanny (TEXHUYECKH XapaKTePUCTHUKH ), TOCOYEHH B JOKYMEHTAIUATa, Bb3 OCHOBA
Ha KOUTO C€ MCKa MpeABapUTeNHO ofo0peHue no wi. 82, an. la ot 3akoHa 3a 3/[paBeTo
(33).

Y. 44. (1) B cpok 10 2 pabGoTHM THU Clie/l yTBbp)K/IaBaHe Ha crieluuKanmsara
1o ui1. 43, an. 1, CbOTBETHO NIPH HAJIMYUE HA MPEIBAPUTETHO oo0peHue mo wi. 82, an. la
ot 33 B npoueaypara no wi. 43, an. 2, H30K oTtnpass nokaHa Ha UHTEpHET CTpaHULIATa
CH KbM IPOU3BOJUTEINTE WM THPrOBIUTE HA €PO CHC CHOTBETHOTO MEAMIIMHCKO
U3JeNiue, BHUCOKOCIEIMAIM3UpAH anapar/ypei 3a WHAMBHIYyalHA YNOTpeOa/TeXHU
YI'BJIHOMOIIIEHU MPEACTaBUTENH 3a YUacTUE B MPOIIelypa Mo ONpeaessiHe Ha CTOMHOCTTa
Ha 3aIUIALAHETO UM.
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(2) Ilokanara chabpIKa:

1. npemMer Ha  mpoleaypara -  MEAMIMHCKA  U3JACNIUS U
BHUCOKOCITICIMATIM3UPAHH anapaTtu/ypeaud 3a WHIUBUAYyalHa yHorpeOa, BKIIOYEHH B
cneuudukanuuTe mo 4i. 43;

2. Hail-HMCKa CTOMHOCT Ha CBOTBETHOTO MEAMIMHCKO  H3Jelue,
BUCOKOCHICIMAIM3UpaH anapar/ypen 3a WHAMBHIyalHa yrnoTpeda, 3amiamiana or H30K
npe3 MpeIxoJHUTe TpU KaJleHJapHU TOJIMHU, W LieHa, AoroBopeHa mo peaa Ha 30II or
ne4eOHUTE 3aBE/ICHUs, PUJIarajid Te3W MEIUIIMHCKU U3/IeNIUs U BUCOKOCTICIIUATU3UPAHU
anapartu/ypeay 3a UHIUBUIyalHa yrnoTpeda 3a ChIus nepuo (aKo ca HAIMYHU ChOTBETHU
LICHM);

3. U3MCKYeMU OT YYaCTHHUIIUTE JOKYMEHTH ChIVIACHO all. 3;

4. MSICTO, HAYMH U KPAEH CPOK 3a MOJJaBaHE Ha MPEUIOKEHUS - TOKYMEHTH 32
ydacTue B IpolielypaTta, KaTo CpOKBT HE MOKe Jja ObJie MO-KPaThK OT 7 paOOTHU IHU OT
nyOIMKyBaHe Ha IOKaHATa;

5. nuuie, TenedoH U eIeKTpoHEH ajpec 3a koHTtakT B H30K.

(3) 3a yuactue B mporeaypara mo onpeeisiHe Ha CTOWHOCTTA Ha 3arulallaHe
MPOU3BOJIUTENIUTE WM THPrOBLUTE Ha €IPO/TEXHH YI'BIHOMOIIEHU MpPEICTaBUTENIN
noxasaT B H30K 3asBnenue, KkbM KOETO IpHJiarar:

1. nokymenTuTe U nHbopMalusaTa no wi. 26, an. 3, 1. 1 -7u 1. 9;

2. Baymaen ceptudukar no craaaapt bJIC EN ISO 9001 3a nmpousBoauTenue
Ha MEIULIUHCKH U3JIeJHs, U3pa0OTEeHU MO MOPHYKA, U 3 MPOU3BOJAUTEINTE U ThPTOBIIUTE
Ha epo C MEAUIIMHCKH U3/eNUs OT Kiac [;

3. BamuaeH ceprudukat no crannapt bJIC EN ISO 13485 unu exBuBaneHTHA
CUCTEMa 32 yIpaBJICHUE HAa KAYeCTBOTO C 00XBAT MPOW3BOACTBO HA MEIMIIMHCKH WU3]ICITHS,
W3/1aJICH Ha UMETO Ha MPOU3BOJIUTENS - 32 MEAUIIMHCKHTE u3Aenus oT kiac Ila, 116 u I11;

4. nexnapaiys 3a HaJlM4yue Ha JIEHCTBAIl JOrOBOp C JiedeOHO 3aBElIECHUE,
ckmroyeH mo pena Ha 3011 (ako uma TaKbB);

5. TOKYMEHT, YIOCTOBEPSBAIIl MPABOTO HA MPOU3BOJIUTEIUTE Ja U3pabOTBaAT
MEIUIMHCKN W3Je1Msl, U3JaJeH OT KOMIIETEHTEH OpraH Ha ChOTBETHaTa Ibp)KaBa, a
KoraTo TakbB € uznajeH or MAJI ce mocouna neroBusit Homep u H30K ciyxeOHo chOupa
U MIPOBEpsiBa ChOTBETHATAa MH(OPMAIIHS - 332 POU3BOAUTEIUTE HA MEIULIMHCKH U3JENHUs
mo wi. 2, ai. 1, T. 3 ot 3MMU ot kiac | 1 Ha MEIUIIMHCKHY U3eus 1o WI. 2, an. 1, T. 2 u 3
ot 3MU, u3paboTeHu no nopbukKa.

(4) IlponzBoautenuTe Ha MEAUIUHCKU U3JIENHSI, U3pa0OTEHU O MOPBHUKA, HE
IIPEJCTaBAT JOKYMEHTH 110 4. 26, an. 3, T. 4, KOraTo € NPHJI0KHUMO.

(5) Hamwmonamnata 3IpaBHOOCHTYpHTENIHa Kaca CIyXeO0HO cbOupa u
nmpoBepsiBa HH(GOpMaIKATA 32 HATUYKME Ha YIOCTOBEpEHUE 3a peructpanus mo 4i. 40, ai.
1 or 3JI3 Ha mpoU3BOAUTENNTE HA MEIULMHCKUA HW3JENUs, U3pAaOOTEHH IO MOPbHUKA,
smeueOHH 3aBenenus mo wi. 18, an. 2 ot 3J13.

(6) Yopasutensat Ha H3OK yTBBpxKAaBa 00pa3iy Ha 3asiBJICHUE U IOKYMEHTH
o aj. 3, KOUTo ce MyONIMKyBaT Ha uHTepHeT cTpanuiara Ha H30K 3aeqHo ¢ mokaHnara mo
an. 1.

(7) Kanaunatute npeAcTaBsT MpeaaoKEeHUsATa CH ChIiacHo 4. 28.

Un. 45. (1) Ilponenypara mo goroBapsiHe Ha CTOWHOCTTA Ha 3alljialllaHe ce
IIPOBEXAa OT KOMHCHs, onpeeneHa oT ynpasurens Ha H30K, cnen ustnuane Ha cpoka 3a
N0JjaBaHe Ha JOKyMEHTHUTE 3a Y4acTHE B IIpOLeAypaTa.
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(2) UYnenoBere Ha KOMUCHSATA MOJNKCBAT JeKIapalus, 4Ye He ca CBbP3aHu JHIla
o cmuchyia Ha § 1, T. 1 oT ThproBckus 3aKOH C YYaCTHUIIUTE B MIPOIIeAypara.

(3) Komucusita u3BbpiiBa OlleHKa Ha MOJaJICHUTE TOKYMEHTH, KOUTO Clie[Ba
J1a YA0CTOBEPSABAT U3IbIHEHUETO HAa BCUUKU 3aJI0’)KEHU U3UCKBAaHMSL.

(4) Komucusita ochliecTBsiBa AEMHOCTTa CH MPHU yCIOBUATA U IO pefia Ha 4Jl.
29.

(5) Komucusita u3roTBs MPOTOKOJ, B KOHTO OTpa3siBa IOCTHIIHIUTE
IpeJUI0KEHUS, U3BbPIICHATA OLIEHKA 110 all. 3 U pe3ynrarute oT Hes. Hepa3aenna vact ot
MIPOTOKOJIA Ca U MPEIJIOKEHUTE LICHU.

(6) Komucusra yBenomsiBa KaHAUJATUTE, YUUTO NPEAJIOKEHUS HE OTTOBAPST
HA W3HMCKBaHUATA, Y€ HE ca JOMyCHATH A0 y4acThe B MpoLeAypaTa C MOCOYBAaHE Ha
CHOTBETHUTE MOTHBH.

(7) Komucusita myosnmukyBa Ha uHTepHeET cTpanunara Ha H30OK undopmarus
3a:

1. ngomycHatutre 1O OTOBapsSHETO YYACTHHIM IO BXOJSIIM HOMEpa Ha
3asBJICHUATa UM MU CBOTBETHOTO MEIMLMHCKO H3JEIME WM BHCOKOCHELMATU3UpaH
anapart/ypeq 3a HHAUBHIyallHa YIIoTpeda, 3a KOeTo ca JOMyCHATH;

2. MpeAJIoKEHUTE Hal-HUCKHU LIEHU 32 ChOTBETHOTO MEAMIIMHCKO U3[ENHE,
BHCOKOCTICIMATTU3UPaH anapar/ype/l 3a UHANBUAYyaIHa yIIoTpeoa;

3. marata u rpaduKk, 1Mo KOMTO IIe ce MpOoBeIe T0TOBAPSHETO Ha OTCTHIIKH.

Un. 46. C Bcekd OT JONYCHATUTE YYACTHUIM KOMHCHUATA TPOBEXKIIA
JIOTOBApsIHE HA OTCTBHIIKK, KOUTO HE MOraT Jia Obaat mo-Hucku ot 10 % oT npeioxkenara
LEHA.

Un. 47. Komucusita npencrasss Ha ynpasurens Ha H30K 3a yrbwpknaBane
3aKIIIOYUTENIEH IPOTOKOJL.

Uin. 48. (1) Ipouenypara 3a goroBapsiHe ciie/iBa Ja MPUKITIOYN C TMOAMHUCAH
JIOTOBOP C JOIMYCHATUTE YYaCTHUIM B cpok a0 20 pa®oTHH AHU OT MyOJNMKyBaHE Ha
mokanara 1o wi. 44, an. 1.

(2) B cnywyautre mo un. 49, an. 3 H30K ckirouBa 10roBOp C J1€4e€OHOTO
3aBeJICHHe, KOETO € JIOTOBOPHJIO IIO-HHUCKAa CTOWHOCT TIO MpPEIXOJHA TPOIEypa,
nposexaana no 3011

(3) UzpbH cayuaute mo an. 2 H30K ckimouBa OTOBOp ¢ Thprosela Ha
eApO/TMPOU3BOJUTENST HA CHOTBETHOTO MEIUIIMHCKO H3JeNne, BUCOKOCIEIHATH3UPaH
anapar/ypeq 3a UHANBUIyaIHA yIoTpeda, KOUTO € MPeIoKUI Hall-HUCKAa CTOWHOCT Ha
3arianiane ¢ BKIOYEHa B Hes OTCTHITKA.

Un. 49. (1) HaunonanuaTta 31paBHOOCUTYPHUTENIHA Kaca 3aruialia/morsiama
CTOMHOCTH HE IM0-BUCOKHM OT 3aIUIalllaHUTe/OMJIalllaHUTe Hal-HUCKH CHOTBETHHU
CTOMHOCTH Tpe3 NPEeIXOAHUTE TPHU KaJlEHIApHU TOAMHM HAa MEIULUHCKUTE W3JENHUS,
BUCOKOCHEIMATM3UpAHUTE arapaTu/ypennd 3a WHAMBHIYyalHa yrnoTrpeba NpU CHIIUTE
cnenupuKanny (TEXHUYECKH XapaKTePUCTHKH ).

(2) Koraro mpe3 mnpeaxonuute Tpu kKaneHaapuu roauHu H3OK He e
3amjaiaia/fgomiamana  CTOMHOCTH 332 ChOTBETHOTO — MEIMIUMHCKO  H3JENHe,
BUCOKOCHEIMAIM3UpaH amnapar/ypell 3a HWHIUMBUAyalHa yIoTpeda CbC CHIIUTE
cnenudukanuu (TexHuyecku xapakrepuctuku), H30K 3amnama/nonnama croifHocT He
MO-BUCOKA OT Haif-HUCKaTa CTOMHOCT HAa MEIUIIMHCKOTO U3JeNue ¢ Hai-OJIM3KH CXOJHU
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cnenudukanuy (TEXHUYECKH XapaKTepucTHKn), 3amamanu or H30K mpe3 npeaxoanure
TPU KaJICHJapHU FOJIMHU, HO HE MO-BUCOKHU OT MIPOJAKHUTE LEHU 1O Wi. 5, all. 2, T. 23 Ha
CbOTBETHOTO  MEAMIIMHCKO  H3J€NHe, BHCOKOCHEIMalM3upaH amapat/ypea  3a
WHAWBHUIyalIHA yIIOTpeda clie] MpUcIaj ane Ha TOTOBOpEHAaTa OTCTHIIKA.

(3) Axo nedeOHOTO 3aBefeHHME, B KOETO € C€ MPUIIOKU CHOTBETHOTO
MEIMIIMHCKO U3JIEHe, BUCOKOCTICIIMATU3UPAH anapar/ypell 3a HHANBUAyaTHa yrmoTpeda
uMma ckiarodeH goroBop no 3011 u moroBopeHaTa ILieHa MO TO3U 3aKOH € MO-HUCKA OT
ompezenieHaTa CTORHOCT 1Mo Ta3u Hapen6a, H30K 3amnama Ha 1e4e0HOTO 3aBeieHUE T10-
HUCKAaTa CTOMHOCT.

(4) Axo nipe3 cproTBeTHaTa KaieHaapua roguHa H30K e mposena npouenypa
3a 3alJallaHe Ha CTOMHOCTTA MO pela Ha Ta3u Hapenda 3a ChOTBETHOTO MEAMIIMHCKO
U3JIeNHe, BHCOKOCTICIIMATU3UPAH arnapaT/ypea 3a MHANBUAYyaIHA yIoTpeOda, Ta3u CTOHHOCT
ce 3aruiaia 3a BCHYKU MEAUIIMHCKH U3/eusl, BUCOKOCIICUATN3UPaHU arapaTu/ypeau 3a
WHIUBU]IyaJIHA yIoTpeda, 3a KOUTO € W3/1aJIEHO 0JI00pEHHE 3a 3aIUIallaHeTO UM ChIIacHO
HapenOara mo wi. 82, an. 6 ot 33, 6e3 Ja ce MpoBeXJa HOBA MPOIeypa Mpe3 chllara
KaJIeHJJapHa ronHa.

Ui 50. ITpu HeoOxoaumoctT H30OK Moxe na norbpeu craekicteue ot MAJI 3a
OmpeseNisHe Ha MEIUIIMHCKOTO HW3JENUe, BHCOKOCIICIMAU3UPAH amapar/ypen 3a
WHAMBHUAyallHA yrnoTpeba ¢ HaW-ONM3KM CXOAHU cHenuHUKanuu (TeXHUYECKU
XapaKTEepUCTHKH) B cIIyyauTe 1o 4ui. 49, an. 2.

Un. 51. (1) Cnen npukirouBane Ha npouenypute no wi. 40 H30K cbcras
COUCBIM C TpyNHpPAaHd M  ONPEIEICHU KOHKPETHHM MEIULUHCKH  U3JEINHNd,
BHUCOKOCTICIMATIU3UPAHU  amapaTu/ypeau 3a WHIUBUAyalHa yrnoTpebda, Kakro U
cToiiHocTTa, 10 Kosito H3OK ru 3amnama, kouTo BiaM3aT B cuwia OoT | sHyapu Ha
cleqBaliaTa KajieHaapHa ToAnHa.

(2) Koraro cnucbuure 1o aj. 2 He ObJaT CbCTaBEHU U YTBBbPAECHH B CPOKOBETE,
OTIpeieNIeH! B Ta3u Hapeoa, Te npoabiikasar aeiicrsuero cu 1 H30K npoabimkasa 1a ru
3aruiamia 10 CTOMHOCTUTE U MPH YCIOBUSATA, ONIPEIeTICHH IPU MOCIIeIHATa IIPOoLeypa, Bb3
OCHOBA Ha KOSITO T€ €a CbCTABEHH.

(3) Hamumonamnata 3ApaBHOOCHTYpPUTEIHA Kaca MyOJWKyBa Ha HWHTEPHET
CTpaHNLIaTa CH CIIUCBIUTE IO all. 1 ¥ ChOTBETHUTE CTOWHOCTH, JO KOUTO 3aIljalla.

Un. 52. (1) HamumonamHaTta 3ApaBHOOCHUTYpPUTEIHA Kaca MyOIMKyBa Ha
UHTEpHET  CTpaHUIlaTa  Ccd  HMHpOpManus 32  MEAULUUHCKUTE  HW3JENHd,
BHCOKOCTICIMATIM3UPAHNUTE anlapaTu/ypeau 3a MHAUBHlyallHa yIioTpeda U 3arulaTeHUTe 3a
TSAX CPEJCTBa MPe3 MPEIXOAHOTO TPUMECEUHE.

(2) Undopmanusara no an. 1 ce mybaukyBa B CpPOK /10 €AMH MECEll Cle]
U3THYaHE Ha CbOTBETHOTO TPUMECEUHE.

Pa3pen IV.
YciaoBusi u pej 3a onpejesisiHe CTOHHOCTTA HA IOMOIIIHUTE CPeICTBA,
NPUCTOCOOJIEHUATA, ChOPHKEHUATA U MeTUIMHCKUTE U3/1eJIHs,
NpeIHA3HAYEHH 32 X0PaTa ¢ yBPeKIaHUs

Ui 53. (dom. - 1B, 6p. 49 ot 2022 r., B crma ot 01.07.2022 r.) Hantmonanxara
3IpaBHOOCUTYpUTETTHA Kaca €XEroJHO TPOBEXAa TMpoIeaypa 3a OMpeleisHe Ha
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CTOMHOCTTA Ha 3arialane Ha IIOMOIIHUTE CPCACTBA, HpI/ICHOCO6J'IeHI/I${Ta, CbOPBIKCHUATA
U MCIUIMUHCKHUTC H3ACIIUA, MNPCAHAZHAUCHU 3a Xopara C YBpPCXKIAaHHA B T.U. U Ha
CHOTBECTHUTC PCMOHTHHA ,HCIZHOCTH.

Uin. 54. (Hom. - B, 6p. 49 ot 2022 r., B cuna ot 01.07.2022 r.) [TomomnuTe
Cpe/CTBa, MPUCIIOCOOJICHUATA, ChOPHKECHUATA U MEIUIIMHCKATE M3JICHS M PEMOHTHHUTE
neitHocty mo wi. 53 ce 3amnamar ot H30K ¢ tpancdep oT abpkaBHUS OIOKET 4pes3
Oromxkera Ha M3.

Un. 55. TloMomHWTE CpeACTBa, MPUCIOCOOICHUNATA, CHOPBKCHHUITA H
METUITMHCKUTE U3JICIUs 3a XOopaTa C yBPEXIaHUs TpsOBa Ja OTroBapsT Ha CIICIHHUTE
M3UCKBAHMS:

1. ma otroBapsT Ha M3UCKBaHuATa Ha 3MU (32 METUITMHCKUTE U3ICIIHS ),

2. (u3m. u gom. - 1B, 6p. 105 ot 2023 r., B cuna ot 19.12.2023 r.) ga uamar
peructpupanu gaHHu B MAJl w/umm EUDAMED 3a mHIMIEHTH/CEpUO3HU WHIUICHTH
npe3 nociegHuTe 18 mMecena, KakTo U 3a OJIOKMpaHU WM U3TEIJIEHU OT Iazapa napTuiu
10 TPUYUHHU, CBBP3aHU C OE30MacHOCTTa Ha MEIUIIMHCKUTE HM3ICIHS OT TAX TMpe3
nocienuure 18 Mecena (3a MEIUIMHCKUTE W3JENHUA), C U3KIIOYCHUE HA MEIUIIMHCKHU
W3JIeTUs, U3pab0TEHU 110 OPBhYKA U MEAMIIMHCKA M3eNHs OT Kiac I - HecTepriiHu 1 6e3
u3MepBany GyHKIH;

3. 1a ca BKIIIOUEHU B criMchKa 1o 4i. 1, 1. 1, Oyksa "0";

4. nma ca MPOU3BEACHU B YCJIOBHUSITA M HM3WCKBAHUATA HA CHUCTEMHUTE 3a
YIPaBJIEHUE HA KAYECTBOTO CHIVIACHO MPUIIOKUMUTE 32 TAX CTAaHAAPTHU.

Ui 56. (1) (Ilpeauiuen tekct Ha ui. 56, gom. - JIB, 6p. 105 or 2023 r., B cuia
ot 19.12.2023 r., u3m. - JIB, 6p. 110 ot 2024 r., B cmna ot 01.01.2025 r., u3m. - JIB, Op.
55 ot 2025 r., B cuna ot 08.07.2025 r.) (1) Ilpouenypara mo noroBapsine Ha CTOMHOCTTA
1o wi. 53 ce U3BBPIIBA HA OCHOBATAa Ha crienuuKanys, yrebpaeHa or Haa3opHus cbBeT
Ha H3OK, kosTo ce chcToM OT /IBa pazjena:

1. pa3nen A - ceabpka 000c0OEHU B IpyIH, HOATPYIU U TPYIHU IO TEXHUYECKU
XapaKTEepUCTUKU TIOMOIIHU CPEACTBA, IMPUCIOCOONIECHUS, CHOPBHKEHUS U MEIUIHUHCKH
U3JIENMsl 3a XOpa C YBPEXIaHMs, IPOrHO3HM CcTOMHOCTH 3a 3aruianjaie ot H3OK,
NPOrHO3eH o00eM Ha mnoTpedieHue 3a 12-mecedeH Nepuos, MEIULIUHCKU YCIOBHUS,
€KCIUIOATallMOHHU CPOKOBE, HEOOXOJJMMH METUIIMHCKU IOKYMEHTH 32 IPEI0OCTAaBIHETO Ha
MIOMOIIIHH CPEACTBA, IPUCIIOCOOJIEHUS, CHOPBKEHUS M METULIMHCKU U3/IENINS;

2. pa3gen b - peMOHTHM J€MHOCTH M IPOTHO3HU cToiHOCTH, KouTo H30K me
3ariana.

(2) Hamzopuust cbBer Ha H30K yTBBpKIaBa cnenudukanusara no ai. 1 B
cpok 10 30 anmpui1 Ha ChOTBETHATA KaJIeHapHa TOANHa.

(3) 3a um3roTBsiHe Ha MpoeKT Ha creuudukanus ynpasutesnar Ha H3O0K
Ha3HayaBa KOMHUCHSI OT €KCIIepTH. 3a cBosATa paboTa KOMHUCHUSATA M3TOTBSI MPOTOKONIU U
peleHusl.

(4) B cpcTaBa Ha KOMUCHSTA C€ BKIIOYBAT U WIEHOBE Ha €KCIEPTHU CHhBETH
110 MEJUIIMHCKY CIIELNATHOCTH WU OTAEIHU MEIULMHCKU JEWHOCTH 10 wi. 6a, an. 1, 1. 1
oT 3akoHa 3a 3/paBeTO, OTHOCMMH KbM IMPHJIAraHETO Ha TIOMOIIHHU CpEJACTBA,
IpUCroco0IeHUs, ChOPBKEHUS U MEUIIMHCKU U3JENUS 3a XOopaTa C YBPEeKIaHUs, KaKTO
U TpeacTaBuTenn Ha HamuoHanHHS CbBET 3a Xopara C YBpeXJIaHUs, HAI[MOHAIHO
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MPEJICTAaBUTEIIHUTE OpraHu3allMi Ha U 3a XopaTa ¢ yBpexnaanus. [Ipu HeoOxoaumocT B
ChCTaBa Ha KOMHUCHATA MOXe JIa ObJaT BKIIOUYCHU U Apyru BhHIIHU 32 H30K excnepru.

(5) B cbcraBa Ha KomHcHATa HE MoraT Ja B3eMar Yy4yacTHe JIHIIa,
OCBIIECTBSBAIIM JICWHOCTH MO TPEJOCTABSIHE M PEMOHT Ha IOMOIIHU CPE/ICTBA,
MPUCTIOCOOJICHHS] M ChOPHKEHUS U MEIULWHCKUA M3/eNusi, MpeHa3HauYeHN 3a Xopara ¢
YBpEKIaHMsl, BIMCAHU B PETUCTbpa 1o wi. 88, ai. 1 oT 3akoHa 3a Xxoparta ¢ yBpeX/1aHusl.

(6) IIpenyiorkeHus 3a BKJIIOUBAHE HA HOBU TPYMH, MOATPYIH 10 TEXHUYECKU
XapaKTePUCTUKU TIOMOIIHU CPEJICTBA, TMPUCIIOCOOJICHUS, CHOPHKEHUS U MEIUIIMHCKU
U3JIEHs ¥ CTOMHOCTH, aKTyaJu3upaHe Ha CTOMHOCTH Ha ChIIECTBYBAIIM TPYIIH, IOATPYIIN
M0 TEXHUYECKH XapaKTEPUCTUKU MOMOIIHH CPEICTBA, MIPUCIIOCOOTICHHUSI, ChOPBHKCHUS U
MEAMIMHCKN H3JeHs, KaKTO M 3ajliyaBaHe Ha ChIIECTBYBAUIM TPYIU, MOATPYIH IO
TEXHUYECKA XapPaKTEPUCTUKH TIOMOIIHHU CPEICTBA, MPHUCIIOCOOICHHS, CHOPBKEHUS U
MEAMIIMHCKH HW3JIeNHsi, MoraT Ja ce IoJaBaT OT YJIEHOBETE Ha KOMHUCHSTA U OT
EKCIIEPTHUTE CHBETH 110 CHOTBETHUTEC MEIUIMHCKU CIICIUATHOCTH WM OTICITHU
MEJIUIIMHCKU JCHHOCTH 1o 4Wi. 6a, an. 1, T. 1 ot 3akoHa 3a 3paBeTO, OTHOCUMHU KbM
MPUJIaraHeTO Ha MMOMOITHY CPEJICTBA 3a XopaTa C yBPEXIaHHS B CPOK 10 31 sHyapu Ha
ChOTBETHATA KaJICHIapHA FOJIUHA.

(7) llpennoxenusra no ai. 6 ce AOMyCKAaT 3a pasriekaaHe OT KOMUCHUATA 110
an. 3, ako ChIIUTE ChAbPXKAT CIeAHAaTa HHPOPMAIHUS:

1. TEXHHYECKAa  XapaKTepUCTHKA  HAa  IOMOIIHOTO CPEICTRBO,
MPUCTIOCOOTICHUETO, ChOPBHKEHUETO U MEIUIIMHCKOTO U3/IEIHUE;

2. IPOTHO3EH 00eM JIUI[a, KOUTO IIIe IO U3I0JI3BaT, 0a3upaH Ha CTATHCTHYCCKU
JaHHMU;

3. mpemiokeHa MpOrHOo3Ha cToiHocT 3a 3amnamniane o H30K, ¢ mocouena
¢dbuHaHCOBa 00OCHOBKA M MOTUBH 32 HEHHOTO (JOPMUpaAHE;

4. MEOUIIMHCKM VYCIIOBUS 3a TMPEANMCBaHE HA TIOMOIIHOTO CPEJICTBO,
MPUCTIOCOOTICHUETO, ChbOPBKEHUETO U MEAUIIMHCKOTO U3/IeNIe ChriacHo 4. 73, an. 1 ot
3aKoHa 3a xopaTa ¢ yBpeXAaHHUs.

(8) JomycHaTuTe OT KOMHUCHATA TIPEIOKEHHSI 32 BKIIFOUBaHE HA HOBH IPYIIH,
MOATPYIH IO TEXHUYECKH XapaKTePUCTHKH IIOMOIHU CPEACTBA, MPHUCIIOCOOJICHUS,
CHOPBKEHUS U METUIIMHCKU U3ENUs MOraT 1a ObAaT BKIIOYEHH B crieluPUKaIuaTa, KaTo
no npenenka Ha H30K Moxe na ce w3ucka MONMBJIHUTEIHO CTAHOBHINE OT €KCIEPTHH
CHBETH 10 MEIUIIMHCKU CHEIHATHOCTA WM OTIETHH MEIUIIMHCKU JeHHOCTH 1o 4il. 6a,
am. 1, 1. 1 or 3akoHa 3a 37[paBeTO, OTHOCUMHU KBbM MPUIIATAaHETO HA TTIOMOIIHH CPEJICTBA,
MPUCTIOCOOJICHHUS], ChOPHKEHUS U MEIUIIMHCKU U3JIENHs 32 XOpaTa C YBPEKIaHUSI.

(9) HarmonanHarta 3ApaBHOOCUTYPUTEIHA Kaca MOXKE Jla M3MCKa CTAHOBHILIE
OTHOCHO TEXHMUYECKUTE XapaKTEPUCTUKH KAKTO OT MPOU3BOAUTENH U ThPTOBIIH Ha €O C
TIOMOIITHY CPEJICTBA, MPUCIIOCOOICHHS, ChOPBKEHUS ¥ MEAWIIMHCKH U3]IEIHSI, KOUTO HMAT
MpaBo Jla THPryBaT Ha TepuTopusTa Ha PenyOnuka bearapus, Taka v OT MPOU3BOIUTENN
Y THPTOBIIM Ha €JIp0, KOUTO OCHIIECTBIBAT THPTrOBCKa JeitHOCT Ha TepuTopusaTa Ha EC.

(10) Komucumsra mnpeamara nHa ympaBurens Ha H3OK mnpoekt Ha
crenupuKanus ChC CHIBPKAHUETO MO all. | ¢ BKJIFOYEHW NPOTHO3HH CTOWHOCTH Ha
CHOTBETHUTE MTOMOIIHH CPEICTBA, IPUCTIOCOOTIEHUS, CHOPBKEHUS U MEAUIIMHCKH H3ACTHUS
¢ mpuiokeHa (uHaHcoBa oOocHOBKa. YmpautensaT Ha H30K moxke ma mpemnoxu
ob6ocHoBano Ha Hamzopuus ceBer Ha H30K na n3MeHu mpenioxKeHUTe CTOMHOCTH W/Wn
Ja BKIIOYM WM 3a]M9d  TTOMOIIHH CPEACTBA, IPHUCIIOCOOJICHHS, CHOPBKCHHS U
MEAWIIMHCKY U3IETUs OT IPOEKTa Ha crienuukarms.
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(11) B cnenuduxanusara He Moke Ja ObIAT BKIFOYCHH ITOMOIIHU CPEJICTBA,
npUCnoco0IeHUs, CHOPBKEHUS U MEJUIIMHCKU M3IENINs, KOUTO Ce MpujiaraT Ipu xopara
C YBPEXXIAHUS U CE 3aIUiamar Ha Apyro npaBHO ocHoBaHMe. Crierudukanusra ce n3roTss
B paMKuTe Ha 3akoHa 3a Owmkera Ha H30K u 3akoHa 3a abpxkaBHHA OIOKET 3a
ChOTBETHATA KaJICHAAapHA TOIUHA.

(12) Koraro B cnemudukamuara mno ai. 10 ObaaT BKIIOYEHH HOBH
TPYIU/TIOATPYIN WM OTACIHHU IOMOIIHHU CPEJCTBA, MPUCIOCOOICHUS, ChOPHKEHUS U
MEAWIIMHCKY W3JICTHs WU KOraTo B cnenudukanusaTa mo ain. 10 Obp1at onpeaeneHu mno-
BHCOKM CTOWHOCTHM 3a 3aIlIalllaHe Ha CBINECTBYBALM TPYNH/TIOATPYNU WIM OTACITHU
MOMOIIIHU CPEJICTBA, MPHUCIIOCOOICHHS, ChOPBKECHUS U MEIUIIMHCKA W3NS, CHIIUTE
3aI04BaT Jia ce 3arvianar, ako € OCUTypeH (MHAHCOB PECypC ChC 3aKOHA 3a JbPKABHUS
Oroxet u 3akoHa 3a O6rokera Ha H30K 3a choTBeTHATa KaneHaapHa roJuHa.

. 57. (1) (M3m. - JIB, 6p. 105 ot 2023 1., B cua ot 19.12.2023 r.) B cpok
0 5 pa®OTHH JHU CJel YTBBPKAABAHETO Ha crenudukanusara mo @i 56, an. 1 H30K
OTIpaBs HA UHTEPHET CTpaHHUIlaTa CU MOKaHAa 3a y4acTHe B MPOLIeaypa MO ONpeeissHe Ha
CTOWHOCTTA Ha 3aIUTall[aHETO Ha MOMOIIHHU CPEJCTBA, MPUCIIOCOOJICHUS, ChOPHKCHUS H
MEAMIIMHCKH U3/IeTUS 32 XOpa C YBPEXkKAaHUs, KAKTO U HA PEMOHTHU JIEUHOCTU KbM:

1. TPOM3BOIUTENIN/TEXHH YIBIIHOMOIICHH IPEACTABUTEIN HA ITOMOIIHHU
CPEICTBA, MPUCIIOCOOICHHS, ChOPBKEHUS U METULIMHCKU U3EIUs 32 X0pa C YBPEKIaHUS;

2. THPrOBIM HA €IPO/TEXHH YIIBIIHOMOIICHH IPEJACTABUTEIN HA ITOMOIIHU
CPEICTBA, MPUCIIOCOOICHHS, ChOPBKEHUS U METUIIMHCKU U3EIUs 32 X0pa C YBPEKIaHUS;

3. nmuna, peructpupanu mo wi. 40, an. 1 ot 3JI3 kaTo caMOCTOSITEIIHH MEIUKO-
TEXHUUYECKU J1a00paTOPUU/TEXHU YITBIHOMOIIECHU NPEACTaBUTENN, MPOU3BOAUTENN Ha
MIOMOIIHA CPEJCTBA, MPUCIIOCOOIEHUS, ChOPBKEHU U MEAUIIMHCKHA H3JCIIUS 32 XOpa C
YBpEXKIaHUs, U3pa0OTEHHU O MOPHYUKA;

4. nuna, BOHCAaHW B peructhpa mo uwi. 88, am. 1 or 3akoHa 3a XopaTa ¢
yBpexxaanus (3XVY), cbc cOOCTBEHH PEMOHTHU 0a3M, €TUHCTBEHO 32 PEMOHTHU JEHHOCTH
Ha TTOMOIIHU CPEACTBA, MPUCTIOCOOJICHUSI U ChOPBKEHUS U METUIIMHCKHU U3/IEIHS.

(1a) (Hosa - 1B, 6p. 110 ot 2024 r., B cuna ot 01.01.2025 r.) [lokanata 1o
an. 1 ce orHacs 3a:

1. BKIIIOUBaHE Ha MOMOIIHO CPEICTBO, MPUCIOCOOICHNE, ChOPBKEHUE WITH
MEJUIIMHCKO M3JEJIMe C HOBO THPTOBCKO HAMMEHOBAaHWE KbM CHINECTBYBallla Tpyma,
MOJATpYTa, TPYyIa M0 TEXHUYECKU XapaKTePUCTUKU TIOMOIIHU CPEACTBA, TPUCIIOCOOICHNUS,
CHOPBKEHUS M METUITMHCKU H3CITUS K PEMOHTHU JISHHOCTH B CrieNU(DUKAIHSITA - CIIUCHK
mo uji. 63, an. 1;

2. BKJIIOYBAHE Ha TMOMOIIHO CPEJICTBO, MPHUCIIOCOOJIEHUE, ChOPHKEHUE WIH
MEAMIIMHCKO M3JIeJHe C HOBO ThPrOBCKO HAaMMEHOBAaHHE, KOETO MPUHAAJEKHU KbM HOBA
rpyna, MOATpyINa, Tpylna IO TEXHWYECKH XapaKTEPUCTUKH IOMOIIHU CpE/CTBa,
MPUCTIOCOOJICHHsSI, CHOPBKEHUS M MEAMIMHCKH W3JIeNHsl U PEMOHTHH JCHHOCTH B
crienuKanus - COUChK 1Mo wWi. 63, ai. 1;

3. IOrOBapsiHE HAa OTCTBIIKU ChIaacHo wi. 45, an. 14 ot 3akoHa 3a 3ApaBHOTO
OCUTYpsIBaHE C BCUUKH JIMIIA, YYaCTBAIIU B IIPOLEypaTa U NOCOYEHU B WiI. 45, ain. 14 ot
3aKkoHa 3a 3[paBHOTO OCUTYpPSIBaHE.

(2) Ilokanara o azn. 1 ceabpxka:

1. (m3m. - IB, 6p. 105 or 2023 r., B cuna ot 19.12.2023 r.) mpeamer Ha
mporeaypara - OmpeaeiisHe Ha CTOMHOCTTA Ha 3arulallaHe Ha TOMOIIHHUTE CPECTBa,
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MPUCTIOCOOICHUSTA, CHOPBKEHUATA U MEAUIMHCKUTE W3JEIUs U PEMOHTHHU JIEHHOCTH,
NpeHa3HAYCHH 33 XOpaTa ¢ yBpeXXIaHHs, OTPa3eHU B crienuuKanusaTa mno 4wi. 56, ai. 1;

2. U3UCKYEMHU OT YYACTHULIUTE JOKYMEHTH;

3. MACTO, HAUMH U KPA€H CPOK 3a [10/IaBaHE Ha MPEJIOKEHNS, KaTO CPOKBT HE
Mo3Ke Ja 0bje mo-Mainbk oT 10 paboTHM JHH OT MyOJIMKYBaHETO Ha MOKaHATa;

4. nurie, TenedoH U eNeKTPOHEH ajapec 3a KoHTakT B H30K.

(3) (U3m. - B, 6p. 105 ot 2023 r., B cuma ot 19.12.2023 r.) 3a yyactue B
npoueaypara o onpejessiHe Ha CTOMHOCTTA Ha 3alulalllaHe JuuaTa 1o aja. 1 mojgasar B
H3O0K 3asBnenue, KbM KOETO MMPUJIArar:

1. (u3m. u gom. - 1B, 6p. 110 ot 2024 r., B cuna ot 01.01.2025 r.) nannu 3a
€MHEH UICHTU(PUKAIIMOHEH KO/ Ha IPYKECTBO/KOOIEpalusi OT ThPrOBCKHUS PETUCTHP; 32
JIpYy>KeCcTBaTa, MPOU3BOJUTEIN U THPrOBLUU HA €]IpO, PETUCTPUPAHU B APYTU IbPKaBU -
U3BJICUEHUE OT TBPIOBCKUS PETUCTBP WM CXOACH JOKYMEHT IO HAalHWOHAIHOTO
3aKOHOJATEJICTBO HAa ChOTBETHATA AbP)KaBa, M3/aJ€HH OT KOMIIETEHTEH OpraH He IOo-
KBbCHO OT 6 Mecella Mpey oJaBaHe Ha 3asBICHUETO, MPUAPYKEHH C IPEBO Ha ObITapCKu
€3UK, U3BBPLICH OT JIMLIEH3UPaH NPeBO/1ay;

2. HOTapUaJIHO 3aBEPEHO I'BJIHOMOIIHO B OPUTMHAJ] WM 3aBEPEHO KOIWE, B
ClIy4aii ue 3asBJIEHUETO CE I10/1aBa OT MPEACTaBUTEN HA IPOU3BOIUTEINS WIIM ThPrOBELa Ha
€pO; KOTaTo IbJIHOMOIIHOTO € M3/aJICHO Ha 4YyXKJ €3UK, 32 HEro ce MpeJICTaBsl TOUEH
IPEBOJ Ha OBArapcKy; B IBJIHOMOIIHOTO clieABa JAa ObAAT MOCOYEHU KOHKPETHHUTE
MOMOIIHH CPEJCTBA, MPUCIOCOONICHUS, CHOPHKEHUS U MEIUIIMHCKU U3JIENHs, 32 KOUTO
IIPEJICTABUTEIIAT € YII'BIIHOMOILIEH;

2a. (moBa - JIB, Op. 110 or 2024 r., B cuma or 01.01.2025 r.)
JIOTOBOP/OTOPHU3AIIMOHHO THCMO B OpPWUTHHAT WM HOTAPHAHO 3aBEPEH IPENUC OT
OpUTMHAJ, B CiIy4yail 4Ye 3asBJIEHUETO C€ I0JlaBa OT TBProBELl Ha €IpO; KOraro
JIOTOBOPHT/OTOPU3AIMOHHOTO MUCMO € M3JaJICHO Ha Yy €3HK, 32 HErO CE MPEeICTaBs
MPEBOJ] Ha OBITAPCKHU €3UK, U3BBPIIIEH OT JIMIIEH3UpaH MPEeBO/Iay; B JOKYMEHTA clieBa Ja
ObJIaT MOCOYEHH KOHKPETHHUTE IMOMOILIHU CPEJCTBA, MPUCHOCOOIEHUS, ChbOPBKEHUS U
MEIUILIMHCKHU U3/ENHS, 32 KOUTO ThPrOBELbT HA €IPO € OTOPU3HPAH OT MPOU3BOJIUTENS;

3. IOKyMEHT, yA0CTOBEpsABalll MPaBOTO Ha THProBell Ha €Apo Ja ThpPryBa C
MOMOIIHHU CPEACTBA, MPUCTIOCOOIEHUS, CHOPHKEHUS U MEIUIIMHCKU M3JENHUs 32 X0pa ¢
yBpexkaanus, nuganeH or MAJI unm oT KOMIOETEHTEH OpraH Ha ChOTBETHATA IbPKaBa;
TaKbB JOKYMEHT HE C€ M3UCKBA, aKO 3asIBUTENAT € MPOU3BOAUTEIN HA TOMOILHU CPEACTBA,
MIPUCTIOCOOJICHUS, CHhOPHKEHHS U MEIUIIMHCKA W3/EMs, YCTAHOBEH Ha TEPUTOPHATA Ha
PenyOnuka bwarapus, ceroacHo wi. 77, an. 2 ot 3MU;

4. TOKYMEHT, YJO0CTOBEpsIBAILl IPABOTO HA MPOU3ZBOJUTENNTE J1a U3paboTBAT
MIOMOIIHY CPE/ICTBA, IPUCIIOCOOICHNUS, ChOPBKEHUS M METUIIMHCKU U3eNus, U3aIeH OT
HAJI unu oT KOMIETEHTEH OpraH Ha ChbOTBETHAaTa Abp)KaBa - 3a MPOU3BOJIUTENINTE HA
MEIUILIUHCKHU U3EIHS:

a) mo ui. 2, an. 1, 1. 3 or 3MMU ot knac | (MeguuHCKu u3aenus, pa3indHu OT
WH BUTPO JAUATHOCTUYHHUTE MEAUIMHCKH HU3JIETUS U OT AKTUBHUTE HMILUIAHTUPYEMHU
MEUITMHCKH U3JENHS); U

6) mo wi. 2, an. 1, 1. 2 u 3 or 3MU, u3paboTeHu Mo Mopbuka (AaKTUBHHUTE
UMIUTAHTUPYEMH MEIUITMHCKHU U3ACIUS U MEIUIIMHCKUATE U3/EHS, PA3IUYHU OT UH BUTPO
JUAarHOCTUYHUTE MEAUIUHCKHU W3JENUA U OT aKTUBHUTE UMILUIAHTUPYEMHU MEIUILIMHCKHU
U3JIENHNS);
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4a. (noBa - JIB, Op. 110 ot 2024 r., B cuna ot 01.01.2025 r.) 1OKyMEHT,
YIOCTOBEpSBAI] MPABOTO HA MPOU3BOAUTEIUTE Ja H3pabOTBAT IMOMOIIHU CPEACTBA,
MPUCTIOCOOJICHUSI, CHOPBKEHUS U MEIULMHCKA H3JeNUsd 1O TOpbuKa, H3AANEH OT
W3nbinurenna arennus "Meaununcku Hagzop" (yaoctoepenue o ui. 40, an. 1 ot 3J13)
- 32 IPOU3BOJUTENH, KOUTO ca peructpupanu B MAJI MeguuHCKy U31eus 1o NopbhUKa U
3asBSABAIIM IPOU3BOACTBO HA MEAUIIMHCKH U3]IEIIHS 110 TOPBhUKA (CAMOCTOSITETHU METUKO-
TeXHUYECKHU JabopaTopuu 1o 4. 18, ain. 2 ot 3J13);

5. JOKyMEHTalMs, 4pe3 KOATO C€ JI0Ka3Ba, Y€ MEIUIMHCKOTO H3/eine
OTroBaps Ha TEXHUYECKUTE U3UCKBAHUS, IOCOUEHH B cHeluduKanusaTa mno wi. 56, ain. 1:
ceprudukar 3a CE wmapkupoBka OT HOTU(DUIUPAH OpPraH - HOTAPUATHO 3aBEPCH;
JIeKJIapanus 32 CbOTBETCTBUE, U3/1aJIcHA OT IIPOU3BOAUTENSI HA MEIULMHCKOTO U3/IEIHE;
WHCTPYKITUSA 32 yHoTpeba 3a MEIUITMHCKOTO H3/eNiue Ha OBITapCcKu €3HK; YBEOMIICHHUE 3a
MyCHAaTH Ha Maszapa w/wiu Qopma 3a MpeaocTaBsHe Ha UHOpMalus 3a IMyCHaTH B
neiictBue Ha Teputopusrta Ha PenyOnuka bpiarapus MeauIMHCKM uH3Ienus - 3a
MeguuuHcKkuTe u3nenus ot kiuac Ila, 116 u I11;

6. MapTHJICH/KATaJ0XKeH HOMEp 3a BCHYKH 3asBCHH MEIUITMHCKU HW3JICIHS,
CIUCHKBT Ha HOMEpaTa Ce NIpPEJOCTaBs caMO Ha EJIIEKTPOHEH HOCUTEN 1Mo obpasell,
yTBbpAeH oT ynpasureins Ha H30K;

7. undopmanus, npenocraBeHa ot MAJl, OTHOCHO perucTpupaHu JaHHHU B
NAJI w/wiim EUDAMED 3a nHImIeHTH/Cepro3HU HHIMACHTH C MEUIUHCKOTO H3JIENHE,
KaKTO U 3a OJIOKMPAaHU WM U3TETJICHU OT Ia3apa MapTUAu rnpe3 nociueanure 18 mecena;

8. mpennarana mena 6e3 BkitoueHo J/IC Ha 3asiBeHHUTE MTOMOIIHU CPEACTBA,
MPUCTIOCOOJICHHUS], ChOPBHKEHUS U MEIULIMHCKUTE U3JEIUS U PEMOHTHH JIEHHOCTH;

9. (mam. - JIB, Op. 110 or 2024 r., B cuna ot 01.01.2025 r.) BaymmeH
ceprudukar no crangapt bJIC EN ISO 9001 - 3a mpousBoaWTENIUTE HA MEIUIIUHCKH
u3/1enus, u3paboTeHH MO MOPbUKa, M 3a MPOU3BOAUTEIIUTE U THPTOBIMTE HA €IIpO HA
MEIULMHCKHU U3Je1us oT Kiac [;

10. Baimunen ceprudukar no cranaapt bJIC EN ISO 13485 unu exkBuBanieHTHA
CHCTeMa 3a yIpaBJIeHHE Ha Ka4eCTBOTO C 00XBAaT MPOU3BOACTBO HA MEAUIIMHCKH WU3]IEIIHS,
W3/1aJIeH Ha UMETO Ha MPOU3BOIUTENS - 32 MEAUIIMHCKHUTE u3aenus ot kiac Ila, 116 u II;

11. cripaBka 3a Oposi/obema Ha IPEeTOCTaBEHU/TIPOU3BECHH OT 3asBEHUTE OT

y4aCTHHKA MTOMOIIHH CpenCTBa/IPUCTIOCOOICHUATA/CHOPBKEHUATA/ METUIIMHCKU
W3JIeNUsA, KOUTO € OCUTYpSBaI Mpe3 NPeaXoHus 24-MeceueH Nepruo; Koraro 3asBUTEIISAT
HE e IPEI0CTaBSII/TIPOU3BEX 1A CHOTBETHUTE TTOMOIIHHA

CPEeICTBA/MIPUCTIOCOOICHHSI/CHOPBKEHUS/MEAUIIMHCKH U3/IENUSI TIPe3 TIOCOUSHUS MIEePHOI,
CBHIIMAT MOAIMKCBA JIeKJIapalus 1o odpasell, yrBbpieH oT ynpasurtens Ha H30K.

(4) (Ot™m. - 1B, 6p. 110 ot 2024 1., B cuma ot 01.01.2025 1.)

(5) (Otm. - B, Op. 105 ot 2023 1., B cuna ot 19.12.2023 1., HOBa - JIB, Op.
110 ot 2024 r., B cuna ot 01.01.2025 r.) Jlunara mo umn. 57, an. 1, KOUTO ca ydacTBajiu B
MpeaX0Ha TPOIleIypa 3a MOMOIITHUTE CPEACTBA, MPUCIIOCOOICHUATA, ChOPHKEHUATA H
MEAWIIMHCKUTE U3/IENus, 32 KOUTO HSIMa MPOMsIHA B OOCTOATEJICTBATA, MTOAaBAT CIEAHUTE
JTIOKYMEHTH:

1. nmexmapanus 3a JuIca Ha TpoMsiHA B oOCTosITeNCTBaTa mo oOpaserl,
yTBBpAEH oT ynpasurens Ha H3OK;

2. OTOpPU3AIMOHHO MUCMO U JOMBIHUTEIHA JAEKJIapalus, 4€ ChOTBETHUST
YYaCTHHUK MOXE Jla OCHTYpU HEOOXOIMMHUTE KOJIMYECTBA TIOMOIIHH CPEJCTBA,
MIPUCTIOCOOJICHHUSI, ChOPHKEHUS U MEIULIMHCKU U3JIEIHS,
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3. aKTyaJiHu cepTU(UKATH 32 KaueCTBO, TOCOYCHH B ITOKaHaTa 1o ai. 1;

4. npennarasa nexa no ai. 3, T. 8.

(5a) (Homa - /IB, 6p. 110 ot 2024 r., B cruta ot 01.01.2025 r.) Ako numara mo
wi. 57, an. 1 He »XelasT IOMOIIUHU CpPEJICTBA, IPUCHOCOOJIEHUS, CHOPBKEHUS U
MEAMIMHCKH U3/eNus, BKIIOUEHH B JelicTBaliara creun@ukamus - CuchK mo wi. 63, ai.
1, ma ObJ1aT BKIIFOUEHU B HOBATa CHIEIU(UKAIINS - CIIUCHK 10 WI. 63, an. 1, chImuTe moaasar
3asiBJICHUE TI0 00pazell, yIBbpjeH oT ynpasutens Ha H30K.

(6) (U3m. - 1B, 6p. 105 ot 2023 1., B cuita ot 19.12.2023 r.) 3asBieHusTa no
al. 3 ce MpeACTaBsT B 3alleyaTaH HEMpo3padeH UMK OT KaHAuJaTa JMYHO WJIH T10 MoIiaTa
C MPENopbYaHO MUCMO ¢ 00paTHa pa3nucKka. BepXy minka KaHIUAATHT TOCOYBA A/IPEC 3a
KOPECIOHACHIINA, Tee(OH U eeKTPOHHA TOIIA.

(7) (Homa - B, 6p. 105 ot 2023 r., B cuna ot 19.12.2023 r.) Kanaunnarure
MPEIOCTaBiAT IIbPBOHAYAIHOTO IIEHOBO MpEAJOKEeHHE B 00O03HA4YeH, 3areyaTaH,
HEIPO3payveH IUIMK, [IOCTABEH B IUIMKA ChC 3asIBJICHUETO.

(8) (Ilpemumna an. 7 - JIB, 6p. 105 or 2023 r., B cuna ot 19.12.2023 1.)
VYupasurensat Ha H30K yrBbprkaaBa o0pasiu Ha 3asBICHHE U JOKYMEHTH I10 aJl. 3, KOUTO
ce myOnuKyBat Ha uHTepHeT cTpanuiara Ha H30K 3aeano ¢ mokanara o ain. 1.

(9) (ITpenumna an. 8, uzm. - [IB, 6p. 105 ot 2023 r., B cuna ot 19.12.2023 .,
usMm. - JIB, 6p. 110 ot 2024 r., B cuna ot 01.01.2025 r.) Komucusra mo un. 58, ain. 1 He
pasriexaa 3asBICHUS M ITbPBOHAYAIHHM IEHOBU MPEIJIOKECHHS, IMPEACTaBEHU CIIE]
M3TUYAHETO Ha KpalHUs CPOK 3a MOJaBaHEe Ha 3asBUTEIIHU JOKYMEHTH WUJIH MOJA/JCHU B
IUTMK C HapylLIeHa LSJIOCT.

Un. 58. (1) IIponenypara mo goroBapsiHe Ha CTOMHOCTTA Ha 3alljlalllaHe ce
IIPOBEXAa OT KoMHcHs, onpezenieHa oT ynpasurens Ha H30K, cnen uztuuane Ha cpoka 3a
MoJIaBaHe Ha IOKYMEHTUTE 3a y4acTHe B MPOIlelypaTa.

(2) B cbcraBa Ha kKoMucHsATA 10 IpeiokeHue Ha yrnpasutens Ha H3OK morar
na ce BxmouyBaT BpHIIHM 3a H3OK excnepru, onpenenenu ¢ pemenue Ha HanzopHus
cbBeT Ha H30K.

(3) BbHuIHUTE ekcrepTd Mo ajl. 2 Morar jga ObpAar Jula ¢ IOpUIHYECKO,
MEAMIMHCKO MM HKOHOMHYECKO 00pa30BaHUE.

(4) UneHoBeTe Ha KOMUCHSATA MTOANKCBAT JAEKIapalys, ue He ca CBbP3aHHU JIHIA
o cMuchyia Ha § 1, T. 1 oT ThproBckus 3aK0H C YYaCTHUIIUTE B TIPOIIEAypaTa.

(5) Komucusta u3BbpIiBa OL[eHKa Ha MOAJCHUTE JOKYMEHTH, KOUTO Cle/iBa
J1a yZ0CTOBEPSBAT U3II'BJIHEHUETO HA BCUYKU 3aJ0KEHH M3UCKBaHUS, B T.4. 32 Ka4eCTBO,
KaTO ChOTBETHATA JOKYMEHTAIUs, YAOCTOBEPSBAIA U3IIBIHEHUETO UM, CE pasriIekaa u
OLICHSIBA KOMILJIEKCHO.

(6) (U3m. - IB, 6p. 105 ot 2023 r., B cuna ot 19.12.2023 r.) Komucusra
OCBUIECTBSIBA AEMHOCTTA CU CHIJIACHO BHTPEIIHU MIPABUIIA, YTBBPACHU OT YIPABUTENS Ha
H3O0K.

(7) (Hosa - 1B, 6p. 105 ot 2023 r., B cuna ot 19.12.2023 r., u3m. - JIB, Op.
110 ot 2024 r., B cuita ot 01.01.2025 r.) [Ipu KoHCTaTHpaHU HEBIHOTH W/WIIM IPOIYCKU
B M10/1a/IeHaTa JOKyMEHTAallUsl KOMUCHUSTA YBEJOMsIBA ChOTBETHUS YYaCTHHUK U J1aBa CPOK
0T 7 paGOTHM JHM 3a OTCTPAHSBAHETO UM H/WIM 3a MPEAOCTaBSIHE Ha JOMBIHUTEIHA
uH(popMaLus.

(8) (Hosa - IB, 6p. 105 ot 2023 1., B cuna ot 19.12.2023 r.) Komucusra e
JIOTTYCKa JI0 y4acTue B JOTOBapsSHETO KaHIUAATUTE, YUUTO MPEIOKEHUS HE OTTOBApAT Ha
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M3HMCKBaHUATA, ONPEICIICHN C YTBbpCHATa JTOKYMEHTAalUs, KAKTO U KaHIUAATUTE, KOUTO
HE ca OTCTPaHWIM HEPEJAOBHOCTUTE W/WIM HE ca MPEIOCTaBWIM JONBIHUTEIHATA
uH(pOopMalUs B ONPEACTICHUS CPOK.

(9) (IIpeaumna an. 7, u3m. - /1B, 6p. 105 ot 2023 r., B cuna ot 19.12.2023 1.)
Komucusita W3roTBs MNpOTOKOJ, B KOWTO OTpa3siBa MOCTHIWINTE MPEIOKECHHUS,
U3BBPIICHATA OLEHKA I10 aJl. 5 U PE3YITAaTUTE OT Hesl.

(10) (ITpenpumna an. 8 - JIB, 6p. 105 ot 2023 1., B cuna ot 19.12.2023 1.)
Komucusta yBegomsiBa KaHAMJATHTE, YUUTO TPEAJIOKCHHS HE OTrOBapsT Ha
M3MCKBaHUATA, Y€ HE ca JOMYyCHATH 10 y4yacTHE B MpollefypaTra C MOCOYBAHE Ha
CHOTBETHUTE MOTHBH.

(11) (ITpepumna an. 9, u3m. - JIB, 6p. 105 ot 2023 r., B cuia ot 19.12.2023
r.) Komwucusta mybnukyBa Ha wuHTepHeT crpanunata Ha H3OK wundopmanus 3a
JOIYCHATUTE JI0 AOTOBAPSHETO YYACTHUIM IO BXOJSALIM HOMEpa Ha 3asBIICHUATA UM U
CBHOTBETHATA IpyIa, NOATrpyIa, AeGUHUPAHU MO TPyIa TEXHUYECKH N3UCKBAHUS TOMOIIHU
CpEICTBA, MPUCIIOCOOICHHUS], CbOPBKEHUS U METUIIUHCKY U3/I€TUS U PEMOHTHHU IEHHOCTH,
3a KOUTO Ca JOMYCHATH.

Un. 59. (M3wm. - [IB, 6p. 105 ot 2023 r., B cuna ot 19.12.2023 r.) (1) C Bceku
OT JONYCHATUTE YYAaCTHUIM KOMHCHUATA 3aIbJDKUTEIHO IPOBEXIA JIOTOBApsSHE Ha
OTCTBIIKH OT ITbPBOHAYAJIHO INPEUIOKEHATa [ieHa. B cirydaii 4e JomycHAT y4acTHHK He
NPEJUIOKU OTCTBITKA, CHIIUAT HE MPOABIKABA YIACTHETO CH B IPOIIEIypaTa.

(2) C nmunara no an. 1 xoMucHsATa MOANUCBA IBYCTPAHEH MPOTOKOJI, B KOMTO
ce OTpa3siBaT CHOTBETHHTE IIOMOIIHU CPEJICTBA, NPUCHOCOOICHHUS, CHOPBKCHHUSA,
MEIUIIMHCKY U3/IENNs 1 PEMOHTHH JISHHOCTH 110 TPYIIH, TOATPYIH, Ie(PUHUPAHH 110 Tpyna
TEXHUYECKH W3UCKBAaHHMA C NPEUIOKEHATa IThpBOHAYAJIHA II€HA, HAINPAaBEHOTO OT
y4acTHHKa NpEATI0KEHHE 3a OTCThIKA OT ITbpBOHAYaJHaTa IIEHA W IIOCTHUTHATaTa
OKOHYATeJTHa IeHA.

(3) KomucusTa mybnukysa Ha uaTepHeT crpanuuaTa Ha H30K undopmanus
3a MpeIIOKEHNTE Hal-HUCKH IIEHU CIIEJ] TOTOBOPEHA OTCTHIIKA 32 CHOTBETHUTE T'PYIIH,
HOArpyny, AepUHUpAHUM IO Tpyna TEXHUYECKM HW3UCKBAHUS IOMOIIHHU CpPEJCTBA,
NpUCTIOCOOJICHUS, CHOPHKEHUS M MEAWIWHCKH H3JCIHS 33 XOpa C YBPEKIAHHUA U
PEMOHTHHU JAEHHOCTH.

Un. 60. (U3m. - B, 6p. 105 ot 2023 r., B cuna ot 19.12.2023 r.) (1)
Komucusita u3BbppIIBa OLEHKA M M3TOTBS 3aKJIIOYUTEIEH NPOTOKOJ, B KOHWTO IOCOYBA
CTOMHOCTTA, KOSITO 1e ObJIe 3arianiaHa 3a CbOTBETHUTE TPYIU/NOATPYIH U TEXHUUYECKU
XapaKTEePUCTUKH IOMOIIHU CPEACTBA, MPHUCIIOCOOICHUS, CHOPBKEHUS M MEAMLUHCKU
U3JIEeHSI U PEMOHTHU JIEHHOCTH.

(2) (Hom. - JIB, 6p. 110 ot 2024 1., B cuma ot 01.01.2025 r.) Komucusita
MIPEACTABS 3aKIOYUTETHUS POTOKON upe3 ynpasurens Ha H30K 3a yrBepxkaaBaHe oT
Hanzopuus ceBer Ha H30K Ha croiinocTuTe o ai. 1.

Un. 61. (1) (Hosa - [IB, 6p. 105 ot 2023 r., B cuma ot 19.12.2023 1., uzm. -
B, 6p. 110 or 2024 r., B cuna ot 01.01.2025 r.) Cien mpoBeneHa mporeaypa Io
JIOTOBapsiHE Ha CTOMHOCTTA Ha 3aramiade 1o 4wi. 53 H30K onpenens B CbOTBETCTBHE C
NpEeIBUICHUTE CPEICTBA MO 3aKOHA 3a JAbP)KaBHUS OIO/DKET M 3aKOHa 3a OrojpKeTa Ha
H3O0K 3a croTBeTHATa KajeHJapHa TOAMHA IPYIHUTE U MOATPYIUTE MOMOIIHU CPEACTBA,
OpUCHIOCOOJICHUS, CHOPBKEHUS M METUIMHCKA M3/eiMs C JAeQUHUpaHH MO Trpyna
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TEXHUYECKU M3UCKBAHUS U CTOMHOCTTA, A0 KOsATO 't 3aruiama. CToiiHOCTTa ce onpeaens
3a ChOTBETHATA IPYHa/TMOJArpyma MO TEXHUYECKU XapaKTEPUCTUKU TIOMOIIHU CPECTBA,
MPUCTIOCOOJICHUS], ChOPBHKEHUS U MEAULIMHCKH U3JIeIHS U PEMOHTHU JEHHOCTH.

(2) (Homa - /1B, 6p. 105 ot 2023 r., B cuna ot 19.12.2023 r.) Hatmonanuara
3/IpaBHOOCUTYpUTEIHA Kaca 00sBsIBA HA UHTEPHET CTPAHUIIATa CU CTOMHOCTTA 33 BCUYKHU
TpymnH, TOATPYIH, NeUHUPAHU TIO TPYIAa TEXHHYECKH U3UCKBAHMSI IOMOIIHU CPEJCTBA,
MPUCTIOCOOJICHHUSI, ChbOPBKEHHSI, MEIULIMHCKU U3/IETUS U PEMOHTHHU JEHHOCTH, KOSTO I1Ie
3arana/oniana.

(3) (ITpepumna an. 1 - JIB, 6p. 105 ot 2023 1., B cruta ot 19.12.2023 1., oTM™.
- AB, 6p. 110 o1 2024 1., B cuna ot 01.01.2025 1.)

(4) (ITpepumna an. 2 - JIB, 6p. 105 ot 2023 1., B cruta ot 19.12.2023 1., oTM™.
- AB, 6p. 110 ot 2024 1., B cunia ot 01.01.2025 1.).

(5) (Hosa - 1B, 6p. 105 ot 2023 r., B cmita ot 19.12.2023 r., ot™. - JIB, 6p.
110 o1 2024 1., B cruta ot 01.01.2025 1)

(6) (Homa - IB, 6p. 105 ot 2023 r., B cuna ot 19.12.2023 r.) B cpok mo 7
paboTHU JHH cjen OOsBsBaHE HA CTOMHOCTTA MO ajl. 2 YYaCTHHIIMTE B IpOIEIypaTta,
3asBHJIM CHOTBETHUTE TPYIH, MOATPYNH, AePUHUPAHU IO IPpyMa TEXHUUYECKH U3UCKBAHUS
TIOMOIIHY CPEJICTBA, MPUCIIOCOOICHHMS, CHOPBKEHUS, MEIUIIMHCKH U3/ICTUS U PEMOHTHH
neitHoctn mucMmeHo 3asBsiBaT npen H3OK jkemaHueTto ¢ ChOTBETHHUTE IMOMOIIHU
CPEICTBA, IPUCITOCOOICHUS, CHOPHKCHHUSI, METUITUHCKN U3JICIIHsI 1 PEMOHTHH JICHHOCTH,
BIIMCAHM B MPOTOKOJIA O 4. 59, ain. 2, na Opaar 3amnamanu ot H30K, kaTo moanucear
JeKJIapanus 1mo oopasel, yrebp/eH ot ynpasuteis Ha H30K.

Un. 62. (Otm. - IB, 6p. 110 ot 2024 1., B cuna ot 01.01.2025 1)

Uin. 63. (U3m. - [IB, 6p. 49 o1 2022 1., B cuna ot 01.07.2022 1.) (1) (Hom. - IB,
op. 105 ot 2023 r., B cuita ot 19.12.2023 r., usm. - JIB, 6p. 110 ot 2024 r., B cuna ot
01.01.2025 r.) Cnen mnpukiouBaHe Ha Tpoleaypara Mo Wi. 53 Bb3 OCHOBa Ha
cneunpukanuaTa no wi. 56, an. 1 H30K u3rorss cneuumdukanus - COUChK ¢ TPyNHUTe
MTOMOIIHUA CPEJICTBA, IPUCTIOCOOICHUS, CHOPBKEHUS U METUIIMHCKHU U3JIETHUS 32 XopaTta C
YBpEXJaHHUS, HAaUMEHOBAaHHWS Ha JIOTOBOPEHHUTE KOHKPETHHM TIOMOILIHU CpEACTBa,
MPUCTIOCOOJICHUS, CHOPHKEHUS U MEIUIIMHCKH M3JENIHsS 3a XopaTa C YBPEXKIAHUS H
ChOTBETHATa CTOMHOCT, 10 KOATO CE 3aIljIaliar, B TOBAa YUCJIO PEMOHTHH JIEUHOCTH.

(2) CneunduxanusTa - CIUCHK 1O ajl. 1, chbpkKa CI€THUTE OCHOBHU JTaHHU
3a BCSKO KOHKPETHO MOMOIIIHO CPEJCTBO, MPUCTIOCOOTIEHHNE, ChOPBKEHHE U MEAUIIMHCKO
U3JIENHE 3a XopaTa C yBpEKIaHUs:

1. (mom. - JB, ©p. 110 or 2024 r., B cuma ot 01.01.2025 r.)
rpyna/moarpyna/rpyna mo TEXHUYECKH XapaKTePUCTUKH Ha TOMOIIHOTO CPEJCTBO,
MPUCTIOCOOTICHUETO, ChbOPBKEHUETO U METUIIMHCKOTO M3JIEHE 3a XOpaTa C yBpexKIaHuUs,
B TOBA YHCJIO PEMOHTHH JIEHHOCTH, TIO CIICEIU(PUKALIUITA 110 WI. 56;

2. THPTOBCKO HaWMEHOBaHHE Ha TTOMOIIIHOTO CPENICTBO, MPUCTIOCOOIECHHUETO,
CBOPBKEHUETO M MEIUIIMHCKOTO W3JIeJNe 3a XopaTa C YBPEXKIaHHS, CHOTBETHO
HAaMMEHOBAaHHME Ha PEMOHTHATAa IEUHOCT;

3. H3OK kog;

4. cronnocT, 3amnamana oT H30K;

5. IpOU3BOUTEN/ TOCTABYHK;

6. 3a9BUTET;
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7. (oM. ¢ Pemierne Ne 2310 ot 07.03.2025 r. na BAC - JIB, 6p. 24 ot 2025 1.,
B cmia ot 21.03.2025 r., HoBa - JIB, Op. 55 ot 2025 r., B cuma ot 08.07.2025 r.)
MEAMIIMHCKN YCJOBHS, EKCIUIOATallUOHHH CPOKOBE M HEOOXOAUMH MEIUIUHCKU
JOKYMEHTH 32 TPEJAOCTaBSIHETO MY, B TOBA YUCIIO U3paOOTBAHE WIIM PEMOHT.

(3) (Ot™m. - 1B, 6p. 105 o1 2023 1., B cuna ot 19.12.2023 1.)

(4) Cnenudukanusra - CIUCHK, € ChoOpa3eHa ¢ pe3yaTaTHTe OT MpoLeaypaTa
o wi. 53 ¥ BIM3a B cujia OT | siHyapu Ha clie/iBalliaTa KajieHI1apHa rouHa.

(5) Haumonanuara 37paBHOOCUTYpHUTEIHA Kaca MyOIMKyBa Ha o(uIHaTHaTa
CH MHTEPHET CTpaHMla crienu@uKanusTa - CIUChK Mo aji. 1, U yKazaHus BbB BPb3Ka C
HEWHOTO MpUJIaraHe.

(6) (U3m. - 1B, 6p. 110 ot 2024 r., B cuna ot 01.01.2025 r.) JIo u3rorBsHeTo
Ha crenudukanuara - cnucbk mo ai. 1 H30K mpoabmkaBa ma 3amiaima MOMOIIHUTE
CPEICTBa, MPUCIIOCOOICHUSTA, ChOPBHKEHUIATA U MEIUIUHCKUTE W3JETIHs 3a Xopara ¢
YBpPEXKIAHU 0 CTOMHOCTUTE U MPH YCIOBUATA HA IPEAXOIHATA CTIEHU(UKAIIHS - CTUCHK.

UYn. 64. HanmonanHaTa 3ApaBHOOCUTYpPUTEIHA Kaca MyOJIMKyBa €KEroaHo Ha
MHTEPHET CTpaHUIaTa cu MH(pOpMAIUsI 32 TOMOIIHUTE CPENICTBA, MPUCIIOCOOICHHUATA U
ChOPBKEHUATA U MEAULIMHCKUTE U3JIENINS 32 XOpaTa ¢ YBPEXKJaHUS U 3aIUIATEHUTE 3a TAX
CpezCTBa.

JdonmbaHuTeIHM pa3nopenou

§ 1. ITo cmuchia Ha HapenbOara:

1. "I'enepuynHa rpyna uzgenus" € CbBKYIHOCT OT W3JENUs C €JHAKBO WJIU
no00HO peHAa3HAYCHNE I CXO/IHA TEXHOJIOTHs, KOETO MO3BOJIsIBA KIacu(hUIIMPAHETO
UM I10 F'eHepuyYEeH NpU3HaK, 0e3 Ja ce 0Tpa3saBaT crnelnu(PUIHN XapaKTEPUCTUKH.

2. "I'mobGanHa HoMmeHkiarypa Ha MeaunuHckute wuzgenus” (GMDN) e
noapoOHa cucTeMa OT MEXKIYHApOJHO MPHU3HATU KOJUPAHU ONMCAHUS, M3IMOJI3BaHU 3a
IPyNoOBO UACHTUUIMPAHE HA MEUIIMHCKU U3/IeTHs.

3. "KommiiekcHa oneHka" € OlleHKa, KOSATO BKJIIOYBA (PUHAHCOBU YCIIOBUS,
MEUIUHCKN U TEeXHWYECKH XapaKTepPHCTUKH, aHAJM3 Ha JaHHUTE OT WHTEerpupaHara
uHpopmannonHa cucrema Ha H30K oTHOCHO oTueTreHuTe M 3amiaTeHH oO6emu/Opoi
MEIUIUHCKN U3JeNUs 10 MU3IBJIHUTENN Ha OOJHUYHA MEIUIMHCKA MOMOII M HaJM4Ha
uH(popMmanus 3a goramane ot 30J1.

4. "MakcuManHa IpOTHO3HA aHAJIUTHYHA CTOWHOCT' € CTOMHOCT, IOJy4YeHa
Clie[l M3BBPIIEH MapKETHHIOB aHajW3, KakTO W aHaJM3 Ha pPa3XoABaHU OIOJKETHU
CpeZCTBa M0 KOHKPETHH TPYMH MEIUIIMHCKU U3JIeNusl, CbOTBETHU 00eMu/Opoi, JaHHU 3a
JOTIIAIIAHMS 3a TSIX, OTHECEHU KbM IUIAaHMpAHUTE OIOJKETHHM CPEACTBA 0 3aKOHA 3a
orokera Ha H30K 3a chorBeTHara roguHa.

5. "Hait-pasxomoedexktnBHu 3a Owomkera Ha H3OK mnpemnoxenus" ca
npeUIoKeHus,, KouTo BkmouBaT onpeaenenure or H3OK cworBeTHM ycnoBusa 3a
JIOCTaBKa, 3a 3aljlalllaHe Ha MEAWLMHCKHUTE W3JIeNusl, 3a MpeAcTaBsHe Ha OaHKOBa
rapaHiys ¥ Jp. U ca ¢ Hal-700p0 CHOTHOLIEHHWE MEXJy MOCTUTaHE Ha TeparneBTUYEH
pe3ynaTaT OT IpUjlaraHe Ha MEIWLMHCKOTO H3JeNMe M pa3XxoJ/IBaHe Ha CpeAcTBa OT
6romxera Ha H30K 3a ToBa u3zenue npu ChbIIOCTABSIHETO MY C JPYTU U3/ENUs C €THAKBU
WIA CBhC CXOIHHM TEPANEBTUYHM TIIOKa3aHUs (XapaKTePUCTUKH), TPEACTaBIISIBAIIN
TepaneBTUYHH aJITEPHATUBYU M 3alljIalllaHi HaITbJIHO Miu yactuyHo oT H30K.
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6. "Otopusupann uncrutynuu" ca M3, MAJI, H30K, neueOHuTe 3aBeneHus
no wi. 5, an. 1 3JI3 u neueOnute 3aBenenus nmo wi. 9 u 10 ot 3JI3 ¢ abpxkaBHO W/HIU
OOLIMHCKO y4acTue B KanuTaa.

7. "IlpongaxHa 1eHa" e npoja)xHara 1eHa o cMucbiaa Ha § 1, 1. 29a or 3SMU.

§ 2. Ilpu 3aKkymmyBaHe ChC CPENICTBA OT AbPKABHUS OFOJDKET upe3 OropKera Ha
MUHHCTEPCTBOTO Ha 3paBEOIa3BaHETO, OT OIO/DKETa Ha JeYeOHUTE 3aBEACHHS M0 9. 5
oT 3aKOHa 3a JICUCOHHUTE 3aBEJICHUS M ChC CPEICTBA HA JIeYCOHUTE 3aBEACHHSI C JbPKABHO
u/unu oO0mMHCKO ydactue mo wi. 9 m 10 or 3akoHa 3a JIe4eOHUTE 3aBEACHHUS Ha
MEJUIIMHCKHU U3JIeTHs, He0OOX0AUMH 32 00e3neyaBaHe Ha MPOTUBOCTIAEMUYHN MEPKH 110
BpeMe Ha W3BBHpPEIHA €nuieMUYHa 0OCTaHOBKA, OOSBEHA MO pena Ha wi. 63, al. 2 oT
3aKoHa 3a 3/IpaBETO, KAKTO U HA MEAUIIMHCKU U3/EIUA 3a JICYEHUETO U IMarHOCTUKATa Ha
3apa3eHUTEe TAIMEeHTH, HE Ce NpHiiaraT W3WCKBaHMsATA Ha TJjaBa Tpeta, pazzaen II, c
n3KIrfoYeHue Ha wi. 37, an. 1, T. 1.

IIpexonHu u 3aK/JIIOYUTETHH pa3nopeadu

§ 3. CoiucokbT 1o uit. 1, T. 1 o HapenGata 3a ycnoBusitTa v pesia 3a CbCTaBsIHE
Ha CIIMCBK Ha MEIUIIMHCKUTE U3Aeius 1Mo 4. 30a ot 3aKoHa 3a MEIUIIMHCKUTE U3EINS U
3a OmpeeisiHe Ha CTOMHOCTTA, 0 KOATO Te ce 3amamar (mpueta ¢ [locranoBinenue Ne
364 na Munucrepckus cbBeT oT 2011 r.), € cniuchkbT 1o wi. 1, T. 1 oT Ta3u Hapenda u ce
aKTyaJM3upa Mpyu HE0OXOJUMOCT IIPH YCIOBHUSATA | 10 pejla Ha Ta3u Hapeaoa.

§ 4. [Ipu onpenensHe Ha Hal-HUCKAaTa CTOMHOCT HA MEAUITUHCKUTE U3/EIHS,
BHCOKOCTICIIMATTU3UPAHH anapaTu/ypeau 3a WHIAUBUAYATHA yNoTpeba mpe3 MOCIeAHUTE
TPU KaJI€HIapHU TOAMHU CE€ OTUUTAT TPUTE KAJIECHIAPHU F'OIUHH, IPEIX 0K ALY FOJUHATA,
IIpe3 KOSITO Ce MPOBEXIa CboTBeTHaTa npouenypa ot H30K, BkirountenHo nepuoaure, B
KOUTO MEAMIMHCKUTE M3JENUs, BUCOKOCIEUUAIU3UPAHUTE amapatu/ypeaud  3a
MHAMBHUAYyallHa yrioTpeba ca 3amamanu ot Llentsp "donx 3a neyenue Ha nena'.

§ 5. [Ipu ompenensHe Ha Hali-HHCKaTa CTOMHOCT Ha MOMOIIHHUTE CPEACTBA,
MPUCTIOCOOJICHUATA, CHOPHKEHUITAa U METUIIMHCKUTE M3JENIHS 32 XopaTa ¢ YBPEXKIaHUs
[pe3 MOCIEAHUTE TPU KaJEHIAAPHU TOAUHU CE€ OTYUTAT TPUTE KaJEHIAPHU TOJMHH,
MPEeAX0XKAANA TOANHATA, MPe3 KOATO ce MpoBexaa choTBeTHaTa mpoienypa ot H30K,
BKIIIOUUTENIHO TEPUOJUTE, B KOUTO TIOMOIIHHTE CpPEICTBA, MPHUCIOCOOICHUSATA,
ChOPBKEHUATA U MEIULIMHCKUTE M3JENHs 3a XopaTa C yBPEXKIaHWs ca 3aIlIalllaHu OT
MuUHUCTEPCTBOTO HA TPyAa U COIMATIHATA MMOJUTHKA.

§ 6. 3anoyHaIKMTE U HEJOBBPILEHU MPOLIEIYPH 3a ONPEENISIHE HAa CTOMHOCTTA,
O KOATO C€ 3amjamaTr MEAMLUUMHCKH H3JeNus M MEIUIUHCKH U3Jenus U
BHCOKOCTICIMATTU3UPAaHU anapaTh/ypein 3a UHIMBHIyallHa yroTpeba oT 00XBarTa Ha Ta3u
Hapea0a, KOUTO HE ca MPUKIIIOYMIN KbM MOMEHTA Ha BIM3aHETO M B CHJIA, CE JIOBBPIIBAT
IIpu yCJIOBUATA U 1O peaa, MPEABHUACH B HCA, KaTO CC 3ala3Bar }IGI\/’ICTBI/ISITa, HN3BBPIICHU
cbriacHo Hapenbara 3a ycnoBusTa U pefa 3a CbCTaBSHE Ha CIIUCHK Ha METUIIMHCKUTE
m3aenus o 4i. 30a ot 3akoHa 3a MEUIIMHCKUTE U3JICIIHS U 3a ONIPEICTsIHE HA CTOMHOCTTA,
710 KosATo Te ce 3arutamar (npueta ¢ [Tocranosnenue Ne 364 Ha MUHHCTEPCKUS CHBET OT

2011 1.).
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§ 7. Coucbuute Ha MEIUIIMHCKUTE W3JEIUS U BUCOKOCIELHAIN3UPAHUTE
amapartu/ypeau 3a UHIUBUAYyAIHA yroTpebda oT 00XBara Ha Ta3u Hapeada, H3rOTBEHU OT
H30K cwrmacao Hapenbara 3a ycinoBusiTa M pela 3a ChCTaBIHE Ha CIHCHK Ha
MEIUIMHCKUTE n3aenus o 4i. 30a ot 3akoHa 32 METUIIMHCKUTE U3/CIIUS U 32 OTIPEIeIsTHE
Ha CTOMHOCTTA, A0 KoATO Te ce 3armiamar (mpuera ¢ IlocranoBnenue Ne 364 Ha
Munucrepckus cbeT oT 2011 r.), ce nmpuiarar 10 U3roTBIHETO Ha HOBH CITUCHIIH.

§ 8. Hapenbara ce uznaBa Ha ocHoBanue 4wi. 30a, ain. 4, wi. 300, an. 2 u 3 or
3MMU u un. 73, an. 3 ot 3XV.

3aK/II0YNTEeHE pa3nopenoun
KbM HAPE/IGA 3A UBMEHEHUE U JTOITbJIHEHUE HA HAPE/IBA Ne
7 OT 2021 T.3A YCJIOBUSATA U PEJA 3A CbCTABSIHE HA CIIUCBK
HA MEJMOUHCKUTE U3JAEJINASA 11O 4JI. 30A OT 3AKOHA 3A
MEJUIUHCKUTE U3JAEJINA U 3A OITPEAEJISIHE HA
CTOMHOCTTA, IO KOSITO TE CE 3AILIAIIAT

(OBH. - 1B, BP. 104 OT 2021 T".)

§ 4. 3anouHaNMTE U HEAOBBPIIEHN KbM MOMEHTA Ha BIIM3aHETO B CHJIA HA Ta3U
Hapea0a MpOIeIypy 3a ONpEeeNsiHe Ha cTOoMHOCTTa, 0 Kosto H30K 3amnama 3a HOBH
Tpynu MCIUIWUHCKHN U3ACIIHA, CC JOBBPIIBAT 110 JOCCTAIHUA PCI.

IIpexoanu pasnopendu
KbM HAPE/IGA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPEJIBA Ne
7 OT 31 MAPT 2021 T.3A YCJIOBUSATA U PEJA 3A CbCTABSHE HA
CIIMCBbK HA MEJUIIWHCKUTE U3JAEJINSA 110 4JI. 30A OT 3AKOHA
3A ME/IJMIIMHCKUTE U3JAEJUA U 3A OITPEAEJISIHE HA
CTOMHOCTTA, IO KOSITO TE CE 3AILIAIIIAT

(OBH. - 1B, BP. 49 OT 2022 T'., B CWJIA OT 01.07.2022T".)

§ 4. AKTyanHMTE KbM BJIM3aHE B CHJIa Ha Ta3u Hapea0da CIUCHK/CHUCHLHU 1O
yr. 63, an. 1 or Hapen6a Ne 7 ot 31.03.2021 r. 3a ycnoBusATa U peaa 3a ChCTaBSIHE Ha
CHUCHK Ha MEIUIMHCKUTE u3Aenus no wi. 30a ot 3aKkoHa 3a MEIULIMHCKUTE U3ENUs U 3a
oTpefieNisiHe Ha CTOMHOCTTA, JI0 KOATO Te ce 3aruiamar (06H., JIB, 6p. 28 ot 2021 r.; u3m.
u jgom., 6p. 104 ot 2021 r.) ce npunarar karo crnenuuKanus - COUCHK 10 HacTosIara
Hapen0a, 10 YTBbpKJIaBaHe HA MbpBaTa CreMU(HUKAIMS - CIUCHK 110 Hesl, aKO ChIbpKAT
BCUYKHU M3HMCKyeMHU OT Hapeabara JaHHM 3a MOMOUIHHUTE CpPEeACTBA, MPUCIOCOOICHUATA,
CHOPBKEHUATA U MEAULIMHCKUTE U3EIH 32 X0paTa C yBPEKJaHUs U ObJaT yTBbPACHU OT
ynpasurens Ha H30K.

3ak/Il0uuTeHU pa3nopendu
KBbM HAPEJBA 3A UBMEHEHUE U JOIIbJIHEHUE HA HAPEJIBA Ne
7 OT 31 MAPT 2021 T'. 3A YCJIOBUSATA U PEJA 3A CbCTABSIHE HA
CIIUCBK HA MEIMIUHCKUTE U3JAEJIUS 110 YJI. 30A OT 3AKOHA
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3A MEJULIUHCKHUTE U3EJIUS A 3A OIIPEJEJISIHE HA
CTOHUHOCTTA, 10 KOATO TE CE 3AIIVIAIIAT

(OBH. - 1B, BP. 49 OT 2022 T"., B CWJIA OT 01.07.2022T".)

§ 5. Hapen6ara Bnu3a B cuia ot 1 romm 2022 r.

HAPEJIBA 3A U3MEHEHME U JOMBLJHEHUE HA HAPEJBA Ne 7 OT
31 MAPT 2021 T. 3A YCJIOBUSITA M PEJIA 3A ChCTABSIHE HA
CNHUCHK HA MEIULIMHCKUTE U3EJUS MO YI. 30A OT 3AKOHA
3A MEJULMHCKUTE U3JEJUS U 3A ONPEJEJSIHE HA
CTOMHOCTTA, 10 KOSITO TE CE 3AILIAILAT

(OBH. - 1B, BP. 105 OT 2023 I'., B CHUJIA OT 19.12.2023 T".)

§ 15. HaBcsixkbae B Hapen0aTa [yMuTe "MOTEHIMATHU UHIIUACHTH" Ce 3aMEHSAT
ChC "CepHUO3HU UHIIUJICHTH".

3aKJII04YUTEeHH pasnopenou
KBbM HAPEJBA 3A UBMEHEHUE U JOIIbJIHEHUE HA HAPEJIBA Ne
7 OT 31 MAPT 2021 T'. 3A YCJIOBUSATA U PEJIA 3A CbCTABSHE HA
CIIMCBK HA MEIMIIMHCKUTE U3AEJIMS 110 4JI. 30A OT 3AKOHA
3A MEJULIUHCKUTE U3JAEJINA U 3A OIIPEJAEJISIHE HA
CTOMHOCTTA, IO KOSITO TE CE 3AILTAIIIAT

(OBH. - 1B, BP. 105 OT 2023 T'., B CUJIA OT 19.12.2023 T".)

§ 16. HapenOata Bin3a B cuiia OoT JaTtara Ha oOHapojBaHeTo i B "JIbpikaBeH
BECTHHK".

3ak/II0YNTeIHY pa3nopeaou
KbM HAPE/JBA 3A UBMEHEHHUE U JOINBJIHEHUE HA HAPEJ/IBA Ne
7 OT 2021 T.3A YCJIOBUSITA U PEJA 3A CbCTABSIHE HA CITUCBK
HA MEJJUIWAHCKHUTE U3AEJUSA 11O UJI. 30A OT 3AKOHA 3A
MEANIWHCKUTE U3JAEJINUA U 3A OIIPEAEJISSHE HA
CTOHMHOCTTA, 10 KOSTO TE CE 3AILVIAIIAT

(OBH. - 1B, BP. 110 OT 2024 I"., B CMJIA OT 01.01.2025T".)

§ 12. Hapenbara Bnu3a B cuta ot 1 sayapu 2025 T.
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IIpexoaHu U 3aKJIIOYHUTETHH pa3nopendoun
KBbM HAPEJBA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPEJIBA Ne
70T 2021 1. 3A YCJIOBUSATA U PEJA 3A CbCTABSIHE HA CITUCBK
HA MEJJUHUHCKUTE U3JEJUS 11O UJI. 30A OT 3AKOHA 3A
MEJUIIUHCKUTE U3JEJIUA U 3A OITPEAEJISIHE HA
CTOMHOCTTA, IO KOSITO TE CE 3AILIAIIIAT

(OBH. - 1B, BP. 55 OT 2025 I'., B CWJIA OT 08.07.2025T".)

§ 3. Cnenmdukamusara mo wi. 56, ax. 1 3a 2025 r. ce yTBBpKaaBa OT
Hanmzopuus cwBeT Ha H30K B cpok 110 15 romm 2025 1.

§ 4. Hapenbara Bin3a B cuiia OT JeHA Ha OOHapojBaHeTo ¥ B "JlbpikaBeH
BECTHHK".

[IpexoaHu 1 3aKJII0YNTETHH pa3nopendou
KBbM HAPEJBA 3A UBMEHEHUE HA HAPE/IGA Ne 34 OT 2005 T. 3A
PEJIA 3A SAIIVIALIAHE OT AP KABHUS BIOUKET HA
JIEHEHUETO HA BBJITAPCKUTE I'PAKIAHU 3A 3ABOJISIBAHUSI,
N3BBH OBXBATA HA 3AABJIKUTEJIHOTO 3IPABHO
OCUTI'YPSIBAHE

(OBH. - 1B, BP. 112 OT 2025 T., B CHUJIA OT 01.01.2026 T".)

§ 4. Hapen6ara Bnu3a B cuiia ot 1 ssHyapu 2026 T.

ITpunoxxenne Ne 1 xbm 4. 24, 1. 7

(Hogo - 1B, 6p. 104 ot 2021 r., npenumno [Tpunoxenue kpMm ui. 24, an. 1, T.
7, u3m. - 1B, 6p. 110 ot 2024 1., B cuna ot 01.01.2025 1.)

P”I)KOBOI[CTBO OTHOCHO U3UCKBAHUATA KbM CHbABPKAHHUECTO HA aHAJIM3a 3a
OIIEHKA Ha 3/[PaBHUTE TEXHOJOTHH Ha HOBU MEIUIIMHCKU U3/IENUs, KaHTUAATCTBAIIH 32
3arutamane or H30K (3arn. usm. - /1B, 6p. 110 ot 2024 1., B cuna ot 01.01.2025 1.)

OcHOBHMTE pa3zienu, KOUTO ClIeBa J1a ChAbPKa aHAIU3bT, Ca:

1. onucaHue ¥ TEXHUYECKU XapaKTEPUCTUKU HA TEXHOJIOTHUSATA;

. 3/IpaBeH NMpo0JeM U TeKyllla KIMHUYHA TPAKTHKA;

. HacTosAIIa ynoTpeba Ha OlIeHSIBaHATA TEXHOJIOTHSI,

. KaKBO € He00OX0JMMO 3a U3MOJI3BaHETO Ha 3[IpaBHATA TEXHOJIOTHS;
. KTMHUYHA e()UKACHOCT, e(h)eKTUBHOCT M 0€30MacHOCT;

. @HaJIM3 Ha pa3xo/HaTa e()EeKTUBHOCT;

. aHAJIU3 Ha OI0/HKETHOTO BB3/ICICTBHE;

. JOIIBJIHUTEIIHU aCIICKTU Ha 3[IpaBHATA TCXHOJIOT U,

. 3aKJIIOYEHUE;

O 03O B~ W
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10. npenopbku;
11. u3non3Bana JuTeparypa.

Nudopmanus, KoATO cleBa Ja ChIbpPKAT TOPEIIOCOYCHHUTE Pa3AeIu:

1. Onrcanue ¥ TEXHUYECKH XapaKTEPUCTUKH HAa TEXHOJIOTHITA.

1.1. XapakTepuCTUKH HA TEXHOJIOTHSTA.

Jla ce mpeacTaBu IeTalIHO OMKMCAHUE HA OICHSABAHATA TEXHOJIOTHS:

- HaMMEHOBAHHWE HA MEIUIIMHCKOTO wm3aenue (Mpu HEOOXOIUMOCT Ha
OTJICJTHUTE KOMITIOHEHTH, 4YacT OT ISUIOCTHA CHCTEMAa); MPOW3BOAMTEN; Homep(a) Ha
pa3pemieHueTo 3a ymorpeba; Kiac, KbM KOWTO mpuHamiexu; koa no Global Medical
Device Nomenclature (GMDN); moka3aHusi; MEXaHHW3bM Ha JCUCTBUE; TECXHHYCCKH
XapaKTePUCTUKH, CXEMH, CHUMKH, Pa3BUTHE B HMCTOPUYECKH TUIAH; PAa3HOBHUIHOCTU;
aIMUHUCTpUpPaHe (MEIUIIMHCKU CHEIUATNCTH, MAIIMCHTH WA OOTPYOKBAIUTE TH JIUIA);
MPEeIMMCTBA Ha 3/[paBHATA TEXHOJIOTHS, BKJI. JIAJIM € HHOBATUBHA, WJIH CE M3II0JI3BA B APYTH
CTpaHu; U30posIBaT CE€ HAIMYHUTE MOJCIIH/BEPCHH M ChILP)KAHUETO HA OTIaKOBKaTa.

1.2. PerynaTopeH cTaTyT Ha TEXHOJIOTHSTA.

Jla Obie omucaH perynaTOpHUSAT CTaTyc Ha 3JpaBHaTa TexHojorus. [Ipu
HAIMYHU Bede oJo0peHus na ObJaT MpeICcTaBeHW CTPAaHWTE, B KOWTO 3ipaBHATa
TEXHOJIOTHS € OJ00peHa, WJIM aKo € HajJu4Ha, Ja ce IpeacrtaBu uHbopmaius 3a
MIPEICTOSIIY TIPOIEAYPH 32 0I00peHUE.

1.3. IIpou3BOACTBO U Pa3NPOCTPAHCHHUE HA TEXHOJIOTHATA.

Jla Opae BkiIOYeHA HMHQOpMaLMs 3a UME U aJpec Ha MPOU3BOAUTEIS,
MEXaHHU3bM Ha Pa3NpOCTpaHeHUE (BKI. AUCTPUOYTOP) U JOCTBHII 10 TEXHOJIOTHUSATA.

1.4. ExcruioaTtalinoHEeH NEpUOJ U rapaHIys.

Jla ce nmpenoctaBu MHGOpPMAITUS 3a ITpaBUIHA TEXHHYECKA €KCIUIoaTalus Ha
3/lpaBHATa TEXHOJOTUS M YCJIOBUSA 3a ONTHMaTHO (yHKIHoHUpaHe. Jla ce mocouwn
uHpopMallisg 3a HeoOXoaWMa MOAAPHKKA W OTTOBOPHU 3a Hes JIMIlA; 4YecToTa Ha
MOJIIPBKKA; TIPOIIECAYPH, CBBP3aHU ChC CTEPUIIN3AIUS M YSCTOTa Ha CTePIIIN3AIINS.

Jla ce mpenoctaBu HHGpOpMAIHS 32 TapaHIIMOHHUTE YCJOBHS 3a 3/[paBHATa
TEXHOJIOTHS ¥ OT/ICITHUTE M KOMIIOHCHTH, B T.4. TAPAHIIMOHHU CPOKOBE M 0OCTy)KBaHE.

2. 3apaBeH npobieM U TeKyla KIMHUYHA MPAKTHKA.

2.1. O6m1 mperien Ha 3a00JIsIBAHETO.

Onucanne Ha 37paBHUS MpoOiIeM Ha 0a3aTa HA HANEKAHM M3TOYHUIIM HA
uH(pOpMaIs, KAKTO ¥ SICHO TIO3WIIMOHUPAHE HAa MEIUIIMHCKOTO HW3JeIue B
TepaneBTUYHUTE/AMATHOCTUYHHUTE MTPOLIECH

Ha aHAJIM3MPAHOTO 3a0ojsBaHEe. AKO OIlEHKaTa Ce OTHACS JO CHeru(uIHa
TapreTHa MomyJalus, ce IPeACTaBsl HAKPaTKO OMMCAHKUEe Ha 3a00JIIBaHETO, TOCIEIBAHO OT
JeTaiiHa MHPOpMAITHs, Kacaella TapreTHaTa MOIyJIalls.

2.2. EnuneMuoIoruYHy JaHHHU.

Jla Ob/1aT IPEIOCTABEHN aKTyaJTHU CITHICMUOJIOTUIHH JJAHHH C aKIIEHT BBPXY
Obnrapckara momynanus (IpU Hajdudde Ha JIOKATHH eMUIEMHOJOTUYHHU JaHHH).
Heobxomumo € nma ce mpencraBu 3a00JsSBaHETO W OT TJIEHA TOYKAa Ha OOIIECTBEHOTO
3/1paBe (COIMAIHO-UKOHOMUYECKa TEXKECT).

2.3. TaprerHa nmonyianus.

Jla ce omuiie meneBarta MOMYJalKs, MPU KOSTO 1€ C€ MOJ3Ba OIICHSIBaHATA
TEXHOJIOTHSI.
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AKO oleHsIBaHATa TEXHOJIOTHS I1I€ Ce M0JI3Ba B KOHKPETHA CyOmomynamnus oT
NAIMeHTH, TUArHOCTUIIMPAHH C JaJeHO 3a0oJisiBaHe, Jla Ce TOcoYaT KPUTEPUUTE 3a
YCTaHOBSIBAHE Ha OLICHSABAaHATa CyOMOITyIalus.

2.4. Jleuenue Ha 3a00JI1BaHETO.

Jla ce omumat MNpenopbKUTE 3a JiedeHHWEe Ha 0Oa3aTa HAa OCHOBAaHM Ha
JI0Ka3aTeicTBa KIMHUYHHM TPENOpbKA W PBKOBOACTBA. Jla ce omMmar pa3inuyHHUTE
JIeYeHUs1, MPENnopbuaHd B OBJITApPCKUTE M EBPOIEHCKUTE KIMHUYHU NMpenopbku. Tosa
OTKCAHME CIJICBA TOYHO Ja MIPEACTABS AITOPUTHMA U METO/Ia Ha JICUCHHE Ha CbOTBETHOTO
3a00JIIBaHE U TapreTHA rpyma.

2.5. AntepHaTUBHHU 3/IpaBHU TEXHOJIOTUU.

Jla Obmar pasrienaHd BCHUKH [OTCHLMAIHH aJITEPHATHUBHU 3/pPaBHU
TEXHOJIOTUH, KOUTO CE 3aIljamar oT IJaTena 3a JeYeHHe Ha ChbOTBETHOTO 3a00JsBaHe U
TapreTHa rpymna naieHTH.

CrnenBa ma ce mocodaT HEYAOBJIETBOPEHUTE MOTPEOHOCTH HA MAIMEHTHTE B
KOHTEKCTa Ha OlEHSBaHATa TEXHOJIOTHUS U TMOJI3BAHUTE KbM MOMEHTa TepamneBTHYHU
MOJIXO/IH.

AnTepHaTHBa 3a CpaBHEHHE Ha OIICHSBAaHAaTa TEXHOJOTHsS TpsaOBa na ObIe
CBIIECTBYBAIA (aKTyallHA) JIEKApCTBEHA Tepamus, MPOLEAypa MM METUIITHCKO U3EIHE,
KOUTO B MEJUIIMHCKATa NMPaKTUKa OMxa OUIIM 3aMEHEHH OT OLIEHsIBaHATa TEXHOJIOTHA.

3. Hacrosima ynorpe6a Ha olieHsIBaHaTa TEXHOJIOTHSL.

3.1. Hacrosima ynotpe6a Ha TEXHOJOTHUSTA.

Jla ce mocouM Jainy TEXHOJOTHATA € IPUJIOKEHA U aKo €, B KOM €BPOIEHCKU
CTpaHU M 3a KOM TEpANeBTHUYHU IMOKa3aHHs € MyCHATO Ha Ia3apa W/WUIU B JIEHCTBUE
CBHOTBETHOTO H3/IEIIHE.

3.2. IbpxaBu, B KOUTO TEXHOJIOTHSTA CE€ 3aruiaiia OT 3JpPaBHU CHCTEMH U
dbonmoBe.

Jla ce omuie peuMOYpCHHST cTaTyc Ha 37paBHara TexHosorus B EBpora,
TEepaneBTUYHU TIOKAa3aHUs, PECTPUKIIMM U HHUBO Ha peumOypcarusi, 0000IIeHHE Ha
MPETNOPHKUTE 3a peuMOypcHupaHe, Jalud peuMOypcalusaTa € 3a BCUYKU TeparneBTHYHU
MOKA3aHWs, WJIM CaMO 32 KOHKPETHH TePANIeBTHYHHU TIOKa3aHUs B IPYTUTE IbPIKABH.

4. KakBo € HeoOX0IMMO 32 M3MOJI3BAHETO HA 3/]paBHATA TEXHOIOTHS?

4.1. 3uckBanus 3a ynorpeoa.

Jla ce mpenocraBu mHGOpMAIUS Jadl 3/ApaBHATA TEXHOJOTHS CE U3IOJI3Ba
CaMOCTOSITEITHO, HJTH B KOMOWHAIIHS C IPYTO MEAUIIMHCKO U3/ETHE, JIEKapCTBEHA TEpaITs
WIH TIpoleaypa. AKO KbM pa3pelieHueTo 3a yrnoTpeda uma MpUIOKEHU JOMBIHUTEITHHA
CTEIMATHA YCIIOBHS 3a U3IIOJI3BaHE, ClieBa T€ Aa OBJaT MPeAOCTaBeH! (BKJI. YCIOBHATA,
P KOUTO III€ CE€ M3MOJI3BA; OTPaHUYCHHS 3a CIICIIMATUCTH | JIUIa, KOUTO UMaT MpaBo Ja
sl U3TOJI3BAT).

CnenBa ma ce mpenactaBu UWHGOpMAIMS OTHOCHO U3CIEABAHHATA H
NPOCIIEISIBAHETO Ha MAIUEHTUTE, KOUTO M3IMOI3BAT TEXHOJIOTHSTA.

4.2. Heo6xoauMu npoueaypy 3a U3Moa3BaHe Ha TEXHOJIOTHUATA.

Jla ce mocoun namu mpolenypara € pa3padoTeHa KOHKPETHO 3a camara
TEXHOJIOTHS, UJTU € MPOBEKIaHa U MIPEId TOBA C APYTU TEXHOIOTHH.

OmnwucanueTo Ha IpoIeypaTa BKIFOUBA CIETHUTE XapaKTEPUCTHKH: HAYMH HA
MPUIOKEHUE; MPOIBIDKUTEIIHOCT; POJIsl HAa BCEKH CIEIHMATUCT, KOMTO y4acTBa B Hes;
HeoOXo/nMMa cpefia 3a W3BHPIIBAHETO M; YeCTOTa HAa M3BBPIIBAHE HA TPOIEIypara I
BpeMe Ha JICUECHHETO; HEOOXOAUMOCT OT aHECTE3Usl.
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4.3. ITHBECTHUIIMHU ¥ OPTaHHU3aITHs.

CnenBa ma ce mpenoctaBd HMHQPOpPMALWs 33 WHBECTHLIHMH, KOWTO Ca
HEOOXOUMH, 3a Jla Ce M3IO0JI3Ba TEXHOJOTUsATa (IOMBIHUTEIHU PECypcH, HyXJaTa 3a
KOUTO ITe Bb3HUKHE TPY BHBEXKIAHETO HA 3/[paBHATA TEXHOJIOTHS).

B T.u. cnenBa ga ce omnMmiaT JONBJIHUTEIHUTE yMEHHUs, OOydYeHUS U
KBaJTM(PHUKAIMY, KOUTO 1€ ca HEOOXOAWMHU Ha 3[JpaBHUTE CHEIMAINCTH, 33 Ja MOTaT Ja
aAMUHHUCTPUPAT MEIUUMHCKOTO wu3aenue. Cbllo Taka TpsAOBa Ja ce MpelCcTaBsAT
JOITBJIHUTEITHUTE YOBEIIKU PECYPCH, KOUTO CE€ OYaKBAT MPHU BHBEXKIAHETO HA 3/IpaBHATA
TEXHOJIOTHS (HAMp. HOBU CITY)KUTEIIH).

CrnenBa na ce omumiat MPOMEHHTE HAa HACTOSIIMTE YCIOBHSA, KOUTO Ouxa
MOTJIM J]a HaCTBIAT, U3BbH OOMYaliHaTa KJIMHUYHA TPAaKTHKa, CJEe/] BBHBEXKIAHETO Ha
3npaBHaTta  TexHoJorus  (Opoil  uW3cieABaHWsA,  JONBIHHUTEIHO  OOOpYABaHE,
uH(ppacTpykTypa u ap.).

5. Knuanyna epukacHOCT, ePeKTUBHOCT U O€30MacHOCT.

5.1. Unentudunmpane u ceineKkus Ha NpoyIBaHUITA.

OcHoBHaTa 1en € Ja ce WACHTU(PUIUPAT BCHUYKH KIMHWYHU MPOYYBAHHS,
BKJIIOYUBAIIM OlICHABAaHATa 3/paBHa TexHosorus. [IpemmyiecTBeHo cienBa na Obaar
BKIIFOUCHU DPAHIOMH3UPAHUTE W3IUTBAHUS, KOUTO CPABHSIBAT HOBAaTa TEXHOJIOTHS C
OCHOBHATa alTepHaTHUBAa. AKO HE Ce€ OTKPHSIT JUPEKTHU PAHIOMH3UPAHU CPABHEHUS,
TpsiOBa J1a Ce€ MPOBEJE ThpPCEHE 3a HEpaHJIOMH3WpaHU H3NUTBaHUA (0OCEpBAIMOHHHU
MPOYYBaHUs, IPOYYBAHUS C €IHO paMo U Jp.).

[IpencraBs ce mhBICH CHOUCBK HA WIACHTH(QUIMPAHUTE W3MUTBAHUS,
BKJIIOUBAIIY KaHAUIaTCTBAIATa TEXHOJIOTUS.

[TonGopsT Ha mpoyuBaHUATAa cielnBa Aa ObJe M3BBPIICH Bb3 OCHOBA Ha
KpUTEpUUTE 3a BKIIOUBAHE M WM3KIIOYBAHE, U30paHU MpeIu 3allo4yBaHEe Ha THPCEHETO
(omricanu mOAPOOHO B T. 5.2).

[IpencraBar ce M3TOUHHUIIUTE HA WHGOPMAIUS 32 KIMHUYHUTE MPOYYBAHUS.
[Ipenopwuntenaure 6a3u ganHu ca: PubMed, Cochrane Library, ClinicalTrials.gov,
European Union Clinical Trials Register, EMBASE.

CnenBa fa ce oTueTe HEOOXOIUMOCTTA OT AOI'BIHUTEIHO UACHTUQUIIMpPAHE
Ha JIOKa3aTeJICTBa C IOMOIITa Ha CJIEIHUTE METOIH:

- KOHCYJITAIIUU C KIIMHUYHY €KCTICPTH;

- HECHCTEMaTHYHO THhpPCEHE Ha JaHHH, MyOJIWKYBaHU B CIELHATU3UPAHU
cIMcaHusi B OOJIacTTa Ha OLEHSBaHATa TEXHOJIOTHS, HO KOWTO HE ca BKIIOYCHH B
MOJI3BaHHUTE 0a3u JaHHU C MEIMIIMHCKA HH(OPMAIINS;

- YCTAaHOBSIBAHE HA KOHTAKT C aBTOPH HA KJIMHUYHHU U3ITUTBAHUS;

- OJI3BaHE HAa UHTEPHET ThPCAUKH;

- KOHCYJITAITUH C IPOU3BOIUTEIH.

[TpornecwT, BoJEII 10 OKOHUATETHUS 000D, ciieBa Aa Obje NpeICTaBeH Mo
dbopMaTa Ha qUarpama chIiiacHo ykazanusta Ha PRISMA.

5.2. KiiuHn4YHM Ipoy4BaHusl.

OcBeH mpencTaBsSIHETO B TAOJIMYEH BHJ Ha BCSKO €IHO OT MPOYYBAHHSITA €
HEOOXOUMO U TOJPOOHO OMHCAHME HAa KPUTEPUHUTE 32 BKIIOUBAHE W M3KIIOYBAHE MPU
n300p Ha KIIMHWYHUTE MTPOYIBAHHMS.

5.3. OCHOBHU XapaKTEPUCTUKH HA TIPOYUBAHUSATA.

B TtabmmueH Bua Ja ce MPEACTaBAT OCHOBHUTE XapaKTCPUCTHUKH Ha
MPOYUYBAHUATA - UJICHTU(UKALIMOHEH HOMED, 11e]T Ha TPOYUBAHETO, KPAHU TOYKHU, TU3alH
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Ha MPOYYBAHETO, YYACTHHIIM, KPUTEPUH 32 BKIIFOUYBAHE W M3KIIOYBAHE, MHTCPBEHIUS U
KOMIIapaTop, Opoi IICHTPOBE HA MPOYYBAHETO, PE3YIATATH 110 KPAaWHU TOYKH U TIEPUOJI HA
pocie/sBaHe.

5.4. Pesynraru 3a epuxacHoCTTA.

HeszaBucuMo oOT mMocodYeHHTE pe3yaTaTd B TaONMYHMS Tperjiea Ha
U3IUTBAHUATA B TO3M pasfen TpsaOBa MoApoOHO Na ObIAT WM3SICHEHH M HIIOCTPUPAHU
BCUYKH PE3yJTaTH OT TAX. MmrocTpanusara MoKe J1a ChIbpKa ITONBIHUTEIHNA TaOJIUIH,
burypu u ap.

[IpuoputeTHO 3HaYEHNE TIPH OIIEHKATA Ha 3[IPAaBHUTE TOJI3M HA TEXHOJOTHUSITA
TpsI0Ba 1a UMAaT KIIMHUYHO 3HAYUMHU PE3YIATATH, KOUTO Ca C KJIF0YOBA BAKHOCT 32 JaJICHOTO
3a00sIBaHe WJIM MHTEpBEHIUSA. JIOKIIaIBAHUTE pE3yNTaTH TPsOBa:

- na Ob1aT AeUHUPAHU U TIOSICHEHU OT IJIeJTHA TOYKA Ha KOHKPETHHSI 3[IPaBCH
npo0Jem;

- Jla OTpa3sBaT HaW-BAXHUTE aCMEKTH Ha 3JpaBHHS MPOOJIEM H B CHIIOTO
BpeMe Jla TO3BOJISIBAT Ja C€ YCTAHOBST BBH3MOXKHUTE PA3MKU MEXKAY CpPaBHSBAHUTE
TEXHOJIOTHH,

- 1a Ob/IaT BOXKHM 3a B3€MaHE Ha KJIMHUYHU PEIICHHUS.

5.5. Pesynraru 3a 6€30macHOCTTA.

IIpenocraBs ce o0000mIeHHE Ha ChOOpaKECHHMATA 3a OE30MacHOCT,
BKIIFOUMTEIHO BAKHU HUIACHTH(PHUIMPAHU PHCKOBE, BAXHH TOTCHIMAIHA PHUCKOBE U
JUIIcBaIa HHMOpMAaIUs, OTHOCUMH KbM 3]JpaBHATa TEXHOJIOTHSI.

Jla ce mpenocTaBsAT JaHHU 332 BpeMe Ha €KCIO3WIIHS KAaKTO Ha OICHSIBAHOTO
MEUITMHCKO U3JIeINe, TaKa U Ha M30paHUTE aITCPHATHRY - HAIIP. JIHH, CEMUIIN, MECEITH,
TpallHO UMIUIAHTHPAHU.

Jla ce mpeacraBu uHGOpPMAIUSA 32 ChOTBETHUTE KPAaWHU TOYKH, METOJIUTE 32
chOMpaHe W aHanu3 Ha AaHHUTE. lIpencTaBeHWTEe JaHHW OT MPOYYBAHETO ClIeJBA Ja
OTpazsBatr pe3yJaTaTUTe 3a 0€30MacHOCTTa Ha 3/[paBHATA TEXHOJIOTHSI.

AKO MMa pe3ysiTaTd, IPOyYBAaHUS WM PaMEHa OT MPOYYBAHHSITA, KOUTO Ca
M3KIIIOUYEHU OT 00O0OIIEHHETO Ha pe3ynTaTHTe 3a 0e30MacHOCT, J1a Ce MPEACTaBH sSCHA
000CHOBKa 3a TO3U U300p.

Ha ce mpemoctaBu wuHpopMaius 3a Oposi Ha MAIUEHTHTE, KOUTO ca
MIPEYCTAHOBHJIU TPAHHO MM BPEMEHHO CBOETO JICUCHUE.

B Tabnuuen Bua ga ce mpemoctaBu MHGOpMalus 3a Oposi Ha HEXKEIaHUTE
CHOUTHS, TIXHATA TEIKECT M YECTOTA Ha M0sBA, M3pa3eHa B MPOICHTH.

5.6. PesynTaru 3a KaueCcTBOTO Ha >KUBOT.

Jla ce mocoun BIMSHHETO HA aHAIM3WpaHATa 3JpaBHA TEXHOJOTHS CIPSIMO
TOBa Ha alTEPHATUBUTE BHPXY CIEAHHUTE aCMEKTH, CBHP3aHH C KAa4eCTBOTO Ha KUBOT
(QoL):

- Ka4eCTBO Ha KUBOT, CBBP3aHO cbe 3apaBeTo (HRQoL);

- HRQoL, cnienindryno 3a CHOTBETHOTO 3a00JISIBaHE;

- paboTOCTIOCOOHOCT;

- U3BBPIIBAaHE HA OOWYAHHUTE €XKETHEBHU JCHHOCTH.

5.7. Pesynratu 3a e()eKTUBHOCT C JJaHHU OT pealiHaTa KIMHUYHA MPAKTUKA
(RWD).

Heo0OxomuMo e f1a ce oleHAT e)eKTUTE Ha U3CIIeBaHaTa 3/IpaBHa TEXHOIOT U
BBPXY Ka4ECTBOTO U MTPOIBJDKUTEITHOCTTA HA )KUBOT Ha MAIUCHTUTE B peajiHaTa KIIMHUYHA
MPAKTHKA.
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JlaHHUTE, CBBP3aHM C €(PEKTHBHOCT, CJEJBa Jja CE IMOJ3BaT OT HAAEXkIHO
npoy4BaHe, MPOBEACHO B YCIOBHS Ha peajiHa KIMHUYHA NPAKTUKA (TJaHHU OT PeasHUs
car, Real World Data - RWD; nokazarenctBa ot peannus csat, Real World Evidence -
RWE). Te morat na 0b1aT MPOCIIEKTUBHH U PETPOCIIEKTUBHU MPOYYBaHU (IparMaTUIHU
pPaHIOMHU3MPAHU KIMHUYHU U3MUTBaHUSA, OOCEpBALMOHHU NpPOYy4YBaHMS M 0a3u JaHHM,
BKJIIOYMTETHO PETUCTPHU Ha mauueHTH, 6a3u nanau Ha M3/H30K u npyru uHCTUTYIHH,
MEIMIUHCKN HayYHH U3CIIeIBAHU).

B Hskou crmydaun € MO3BOJIGHO Ja OBAAT B3€TH NPEIBU] HEMyOIUKYBaHU
KJIMHUYHM JIaHHH, CBBP3aHU C €(PUKACHOCT UM €PEKTUBHOCT B KJIMHUYHMA aHAIU3. BbB
BCEKH CITy4ail OlleHKaTa Ha e()eKTUBHOCTTA Clie/[Ba 1a O'bJIe Bb3 OCHOBA HA JI0OKA3aTEJICTBO
C Hall-BUCOKO HMBO Ha JOCTOBEpHOCT. TpsOBa na Objae NpenocTaBeH KOMEHTap 3a
CTETIEHTa Ha ChOTBETCTBUE MEXy €(DUKACHOCT U €(hEKTUBHOCT.

Pesynrature, 1oknagBaHu OT MALMEHTUTE, Ca BayKHA YacT OT OL[EHKaTa KaKkTo
Ha KJIIMHUYHATA €(EKTUBHOCT, TaKa U Ha CBBP3aHOTO ChC 3[[PABETO Ka4ECTBO HA JKUBOT.
Pesynrtarure, AOKiIazBaHUW OT HAlMEHTHTE, BKJIIOYBAT OOIIM W/MIM cneuuduyHHu 3a
CHCTOSIHHETO JaHHU, MEPKH 32 Ka4€CTBO HA )KUBOT, CAMIITOMH WIH ()YHKIIHH.

B ananuzure Tpsi6Ba 1a ce 0TOEIEKHM KOra ¥ Kak ca OLIEHsBaHU Pe3yJITaTHUTE,
JIOKJIA/IBAHU OT TTAllUEHTHTE.

Jla ce mpecTaBu cxeMaTa, 110 KOSITO ca OLEHSIBaHU Pe3y/ITaTUTE, 0K IBaHH
OT MalMeHTUTe (Hampumep cboOmaBanu oT ydactHuuure, QALY, BU3yanHO-aHaIoroBa
cKaya Ha 0oskara, TeCT 3a 3pUTEJIHa OCTPOTa, 6-MUHYTEH TecT 3a XoJleHe, /p.). Bcuuku
MU3MEPUTENIM Ha PEe3yNTaTHTe, JOKJIAaJBaHU OT MalueHTa, TPsAOBa Aa OBJAT MOCOYECHU
(mamp. EQS5D, HUI).

5.8. CpaBHuTenHa epUKaCHOCT, €PEKTUBHOCT M OE30MMACHOCT - METaaHAIH3U
U UHJUPEKTHU CPaBHEHUS.

[Ipu ronsim Opoll KIMHWYHM MPOYYBAHMS, BKIIOYBAINM €IHA W ChIIA
NalMeHTCKa Tomyianus, oOmM KpallHM TOYKM W OLIEHSABAaHU  TEXHOJOIHH,
NPEMOPHUUTEITHO € TPEICTABIHETO Ha MeTaaHaln3, OOeNWHSBAII JaHHUTE OT TE3U
POYYBaHMUS.

[Tpu cbMHEHHSI OTHOCHO Ka4eCTBOTO Ha M3MHUTBAHUATA WM PEIEBAHTHOCTTA
Ha KOHKPETHM NPOYYBaHMs clieABa Jla ObJaT MpeICTaBeHU PE3yiTaTH OT METaaHAIN3H.
CnexaBa ja ce mpelacTaBU MOAPOOHO ONHMCAaHWE HA KPUTEPUUTE 3a BKIIOYBAHE U
U3KIII0YBAHE Ha ChOTBETHUTE MPOYYBAHUS MPU METAaaHAIN3a.

B oTchCTBHETO HA IPEKHM CPABHUTEITHH KIMHIUYHHU M3MUTBAHUS, KOUTO MPSIKO
Jla CpaBHsIBAT OLIEHsIBaHATa 3][paBHA TEXHOJOTHs U KOMIIapaTopa, ce MpernopbyuBa Aa ce
U3BBPIIN KOCBEHO CpaBHEHHE (MpEXOBHM METaaHAIU3, HWHIUPEKTHO CpaBHEHUE).
Mertononornyeckara M KIMHUYHATA €JHOPOAHOCT Ha MPOYYBAHMATA, BKIIOYEHHU B
CpaBHEHHUETO, TPsIOBA Ja Ob/Ie TPEIBAPUTEITHO OIIEHEHA U J]a C€ OOMUCIIH JIajTh € BaJIUTHO
KOCBEHOTO CpPAaBHEHHUE.

VYcTaHOBSIBAHETO Ha W3MUTBAHMUATA, KOWUTO Ja OBJAT H3MOI3BAHH IIPH
KOCBEHOTO CpaBHEHHe, TpsgOBa naa ObJe Bb3 OCHOBA Ha CHCTEMaTHuY€H Iperien.
[TpenopbuuTeneH € 3a1bpJ1I004€H aHaIl3 Ha METO0JIOTUATA, U3M0JI3BaHa B IPOYYBAHUSATA,
KaKTO M aHaJM3 Ha Pa3JIMuMATa B MOMYJIALUATA, 3[paBHATA TEXHOJIOTHUS B peepeHTHOTO
paMo ¥ TIPOYYBAaHWTE KpaHW TOYKH. YCTAaHOBEHUTE pa3iuKu TpsOBa na Obaar
IpeJCTaBeH!u B TabIu4Ha popma.

HenpsikoTo cpaBHEeHHe TpsOBa Aa ce M3BBPIIM C HM3MOJI3BAaHE HA METO[IH,
KOpUTHpaHM 3a pe3yiTara, MoJlyueH B KOHTpOJIHATa rpyma, Hamp. merona Ha Bucher,
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Bayesian MeTo/1 3a cMeceHO cpaBHEHHE Ha TepanusiTa, MeTaananu3 Ha Lumley mpexa miu
metaperpecusi. Koraro ce usnomssa Bayesian moaxon, TpsiOBa 1a ce 00bpHE CHEIMATHO
BHUMaHUe, 3a J1a Ce MPOBEPU BAJTUAHOCTTA HA Pe3yJITaTUTE.

Korato He € BB3MOXHO Ja ObJ€ HM3BBPUICHO KOCBEHO CpPaBHEHHE UpE3
00MKHOBEHO pedepeHTHO paMo (HEKOHTPOJIMPAHU TIPOYYBAHHUSA), MOXKE Ja Obaar
OOMUCIICHH JPYTd METOJIU, BKIIOUUTEITHO:

- CpaBHEHHE Ha TPYNH OT Pa3IUYHU [IPOYUBAHUS;

- CBIIOCTABHUTEJICH aHAJIN3 C UCTOPHUECKU KOHTPOJIH;

- KOCBEHO CpaBHEHHUE, KOPUTHPAHO 3a HaIlaCBaHE;

- CpaBHEHHE Ype3 U3IOJI3BAHETO HAa MHMBHIYaTHH JAHHU Ha HUBO IMAIHEHT.

[Ipenu 3amouBaHe Ha uW34YUCIEHHUATAa TpsiOBa 1a ObgaT 0OOCHOBaAHU
KpUTEepUHTE 32 M300p Ha crneuupudeH aHaIUTHUeH Merold. OKOHYATEeTHHAT U300p Ha
AHAIUTUYHUS METOJI clie[iBa fa Obae 0a3upaH Ha BUJA HAJIWYHU JaHHU. Pesynrarure ot
BCSIKO KOCBEHO CpaBHEHHE TpsIOBa Ja ObJIaT THJIKYBAaHH BHUMATEIHO. BBB BCHUKH Ciydan
HAa KOCBEHHM CpaBHEHHUs TpsOBa 1a ObJe HalpaBeHO 3aIbJIO0YEHO TBHIKYBAaHE Ha
pe3yaATaTUTE 3a€JHO C ONMUCAHWE HA OTPAHUYCHUATA W aHAINW3 HAa YYBCTBUTEIHOCTTA,
MPEJCTaBA] BB3ACHCTBUETO OT BKJIIOYBAHE M HW3KIIOUYBAHE HA TMPOYYBAHUS CbC
3HAYUTEITHHA OTKJIOHEHHUS 10 OTHOLICHNE Ha METO/I0JIOTHSATA B CPABHEHHE C IPOYYBAHUATA,
U3IOJI3BaHU B KOCBEHOTO CpaBHEHHE.

5.9. CuilHU CTpaHU ¥ OTpaHUYEeHMS Ha aHAJIN3a.

Jla ce mpexacraBu 000OIIEHNE HA PE3YNTATUTE U JIOKa3aTelcTBaTa, KaTo ce
B3€MaT NPEABH] KauyeCTBOTO Ha M3CJIECIBAHETO, BAIMIHOCTTA HA W3IOJI3BAHUTE KPaiHU
TOUYKH U CTENEHTA Ha J0Ka3aTelCcTBaTa.

Jla ce mpeacTaBu KpaTKO HM3JIOKEHHE Ha JOKa3aTelcTBaTa 3a oOXBaTa Ha
OIICHKaTa, KaTO Ce B3eMaT MpeABUJ IOIMYyJIaluATa, WHTEPBEHIIUATA, aNTEePHATUBUTE U
pe3yaTaTuTe.

Jla ce npencTaBsAT KIMHUYHUTE MOJI3H 32 MallUeHTa.

Jla ce onpenensT BCUUKH (aKTOpu, KOUTO OMXa MOIJIM Ja MOBIUSAT BbPXY
pe3yiTaTuTe OT NMPOYUBAHUATA, IPU BHBEXJAHE HA 3]JpaBHATa TEXHOJIOTUS B KIMHUYHA
NPaKTHKA.

6. AHanu3 Ha pa3xo/HaTa ePeKTUBHOCT.

6.1. Onucanre Ha TPOBEACHUTE WKOHOMHUYECKM aHAJIM3U C OlICHSIBaHATa
3/IpaBHA TEXHOJIOTHS B IPYTH JIbPHKABH.

Korato mma mpoBeseHH 3paBHO-UKOHOMHYECKH OIEHKH Wi (hapMakKo-
MKOHOMHMYECKH aHAJIU3U C OLIEHsABaHATa 3/jpaBHA TEXHOJIOT U 3a LIEJIUTE Ha JPYTU CUCTEMHU
Ha 3/lpaBeolla3BaHe, Te cle[Ba Ja ce onumar. [IpenmopbuuteneHn e TabnuueH BHUJ Ha
OINMCAHMETO U JieTaillHa MucMeHa uH(opmarms. B TabmudeH BuUj cienBa J1a ce MOsICHAT
CIICZIHUTE TaHHHU:

- U3TOYHUK Ha IPOYYBAHETO;

- [IeJT Ha TIPOYYBAHETO;

- U3IOJI3BaH METOJI/METOJM Ha IPOYYBAHETO, BKIIOYUTETHO MPHIIOKEHO
MojieNTipaHe (aKo uma);

- CpaBHSIBaHU AJIITEPHATHBH,

- U3MEPUTENINUTE Ha pe3yATaTuTe (KIIMHUYHA TI0KA3aTeNN, KaueCTBO Ha )KHUBOT,
JBITOCPOYHU PE3yATaTH U JIp.);

- pe3yJITaTH OT aHAJIN3a,

- 3aKJIFOYEHHE Ha aBTOPUTE.
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[Tonydyenure pesynratu cieiBa ga ObAaT KOMEHTHPAHH U OTHECEHU KbM
OlICHKaTa Ha HacTosIarta 3apaBHa TexHosorus. llo-crenuduunuTe pe3yiaTatd WIn
MHTEpIIpETALMS Ha JAaHHUTE U Pe3y/ITaTUTE Clie[Ba 1a ObJIaT MOSACHEHU U KaTO TEKCT.

6.2. Omnmcanue Ha NYyONMKYBaHH OIEHKA Ha 3]paBHATa TEXHOJOTHS,
U3BBPIICHU OT AbPKaBHU MHCTUTYLMM 32 LEIUTE Ha Jpyra HallMOHAJIHa CHCTEMa Ha
3/IpaBeona3BaHe.

TpsabBa na ce mpeaoCcTaBIT JaHHU 32 BCUUKH JbPiKaBH, B KOUTO TEXHOJIOTHUATA
e Omta oleHsBaHa.

JlanHuTe 3a U3BBPIICHUTE OLEHKUM cJleABa Ja BKIIOYBAT ClelHaTa
uHpOpMaLus:

- UHCTUTYLIUATA, KOSITO € U3BBPILINIA OIICHKATA;

- IEpCIEKTHBATa Ha OleHKarta (myOnuyHu (HPOHIIOBE, CIIEHUAIHU CUCTEMH 32
¢dbuHaHCHpaHe, 00IIECTBO U JIp.);

- MOKa3aHUETO, 32 KOETO € U3BBPIICHA OIIEHKATA;

- 3aCerHaTO HACEIICHUE;

- CpaBHSIBaHU aJITCPHATHBH;

- IPUJIOKEHHU METO/IU 32 OIICHKA;

- KOraTo MMa BKIIFOYCHH CXEMH 3a JOCTHIT Ha MAIlMEHTHTE, T€ ChII0 TPSOBaA Aa
ce 1mocoyar;

- B3€TO pelleHre (BKIIOYUTEITHO OTPAaHUYCHHUATA, KOUTO Ca CBhP3aHH C TOBA
pelicHue);

- J1a ce TOSICHU /M B3€TOTO pEIIeHHE € OKOHYATEIHO, WM TEXHOJIOTHITA
MOJJICKU HA JOMBIHUTEIHO MPOCIIEsBaHE.

Benuky pemieHust Ha Abp)KaBHUTE WHCTUTYLUHU TPsiOBa Ja ce MPHIIOKAT C
HNOAXOANINTE pedepeHINy U a ce MPHIOKHU JOKYMEHTHT, ChAbpKAlll OKOHYAaTeTHATa
OLICHKA U 3aKJIIOUCHHE.

6.3. Llen Ha ananu3a.

®dopmynupaHata 1e1 TpsioBa 1a Ob/ie ACHAa U KOHKpPETHA U J1a € ChoOpa3eHa ¢
dbuHaHCUpaaTa UHCTUTYIHUS.

6.4. IIpunoxen ananu3. OcHoBaHUs 3a U300pa Ha BHJIa aHAJIU3.

N360pbT Ha aHATUTUYEH METOJI TpAOBa aa ObJie 000CHOBAH OT IJIe/IHA TOYKa
Ha 3arJianamara HHCTUTYIUS, BDEMEBHSI XOPH30HT, JOKa3aTeJICTBATa 3 TEPANICBTUIHHUTE
pe3yiTaru.

[Ipy npUIOKEHWETO HA METOAHWTE C€ CHa3BaT OCHOBHUTE TEOPETHYHH
HpPEnopbKy, KAKTO U Te3u Ha JloOpUTe N3CIe10BaTEICKH TPAKTUKH.

[IpemopbUnTETHO € OCHOBHUST NKOHOMHUYECKH METOJI, KOWTO Ce MpHiiara mpu
OlLIEHKaTa Ha 3/IpaBHATa TEXHOJIOTHUs, [1a BKJIIOYBA Hall-MaJKO aHaJU3 pa3Xxo/-T0JIE3HOCT
(CUA) nmn ananmm3 pazxon-edpextuBHoct (CEA). Koraro e ymectHo, Morar na Obaar
IPOBE/ICHU MOBEYE OT €/IUH aHAaJIH3.

[Ipy cpaBHHTENHM aNTEepHATHBH C JIAIICA Ha TIPEBH3XOJACTBA Ha
TEpaneBTUYHUTE PE3YJITATH MOXKE J1a Ce MPHUIIOKHU aHAIN3 pa3xoa-MuHUMYM (CMA).

I[Ipu wmeronma awmanu3 pasxona-momsa (CBA) e HeoOxogmmo 3apaBHHTE
pesyaTratd Ja ObAaT MpPENCTaBeHH KaTo MAapUYHU CTOMHOCTH, KOETO Ch3JaBa J0CTa
TPYIHOCTH, IOpaan Koero npuioxkennero Ha CBA B 31paBeona3BaHeTo € OrpaHUYEHO.
ToBa e Taka, 3amoTo CBA Moxe 1a urHOpupa HSIKOU TPYIHO OLEHUMHU, HO Ba>KHH 3/JpaBHU
MI0JI3U, KOUTO TPYIHO MOTAT J]a € OCTOWHOCTSAT C TApUYCH EKBUBAJICHT.
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[Ipunoxxenure aHanmu3u TpsiOBa Ja OTpas3sBaT HAJIMYHUTE JIaHHU 3a
e(pUKaCHOCT/€EKTUBHOCT U MPOQIII Ha OE30MACHOCT Ha OIEHSIBAHATA TEXHOJIOTHS, KAKTO
u ObJrapckara TeparneBTUYHA MIPAKTUKa, CTAHAAPTH 32 JICUCHHE U U3TOUYHUIIM Ha JaHHHU 32
pasxoaure.

6.5. CpaBHUTEJIHU aJITCPHATUBH.

[Tpu poBekIaHETO HA UKOHOMHYECKHUS aHAIU3 CPABHUTEITHUTE alTePHATUBU
TpsiOBa a ObIAT CHOOPA3eHH C MPENOPHUNUTEITHUTE AITEPHATUBHU OT MPEJICTaBIHETO Ha
KIIMHUYHUATE U3MUTBAHUS, 2 UMEHHO:

- aJTepHaTUBaTa, KOATO HAW-BEPOSTHO Ie ObJEe 3aMEHeHa OT HOBaTa
TEXHOJIOTHS;

- aJITepHATUBU OT MIPOBEJCHN CUCTEMAaTUYHH 0030pU M METaaHAIN3H;

- aJTepHATHUBUTE, KOUTO Ca BKJIIOYCHH B CTaHJAPTHUTE TEPAICBTUYHU
PBKOBO/JICTBA;

- aJITCPHATUBYU OT PAHIOMHU3UPAHN KIIMHUYHU U3ITATBAHUA.

B Tta3um mocnegoBarenHocT Ha M300p Ha alTEPHATUBH Clie[iBa Ja C€
OpPHEHTHPAT OICHSBAHUTE 32 3aIlIalllaHe 3PAaBHU TEXHOJOTHH, KATO KOJIKOTO MO-BUCOKO
B liepapXusTa Ha CPAaBHUTEIHUTE AITEPHATUBH € M3II0JI3BaHAaTa B aHAJIM3a, TOJIKOBA IO-
BHCOKA € JIOCTOBEPHOCTTA MY.

N300pbT HA KOSATO U J1a € OT CPAaBHUTEIHUTE aJITepHATHBU TpsAOBa na Obae
00OCHOBaH OT TJIE/IHA TOYKA HA OBJITapcKaTa TeparneBTUYHA MPAKTHKA.

6.6. [lepcniexTHBa.

AHanmu3bT TpsAOBa Ma ObJe M3BBPIICH OT TJICAHA TOYKA HA WHCTHTYIUSATA,
KOSTO 1€ (puHaHCHpa MEIULIMHCKUTE YCIIYTH Upe3 00LIECTBEHH CPEACTBa (TJeIHaTa TOUKa
Ha oOuiectBeH miatel] - H30K). Bb3MoskeH € u aHanu3 oT CbBMECTHA IUIeJHA TOYKa, T.€.
Ha IJaTena W Ha OeHepHUIMEHTUTE (MAalMEeHTUTE), HAMp. KaTo ce B3eMaT MpPEIBU]
JOTUTAIIAHKATA 32 3JPaBHU TEXHOJOTHWH, BKJIIOYBAHE Ha JPYTH Pa3XOAH, KOWTO Ce
M3BBPIIBAT U3ISUIO WK Ca 32 CMETKA Ha MaI[UeHTHTE.

[uTupannTe TIETHU TOYKH HE HM3KIIOYBAT TMPOBEXKIAHETO, B ONpPABIAHU
ClIy4au, Ha JOMBJIHUTEIHUA aHAU3U OT JPYTU MEepPCHEKTUBU, HAIp. COLMATHATA TaKaBa
(kaTo ce B3eMaT MpeBU KOCBEHUTE Pa3X0/IH), Ta3HM Ha IOCTAaBYMKA WJIH OT TJIETHA TOYKA
Ha o0miecTBeHnTe UHAHCH (HATp. BKJI. HA MHBAJUIHU MTEHCUU WIIM COLIUATHH ITOMOIIH ).

6.7. BpeMeBH XOpH30HT.

BpemeBusT XOpU30HT Ha UKOHOMHUYECKHS aHAITU3 TPsIOBa a ObJ1e JOCTaThYHO
IBITBT, 32 JIa TO03BOJIM OIICHKAaTa Ha PAa3IMKUTE MEXIY PE3YyITaTUTe M Pa3XOIuTe 3a
OIICHSIBaHATa 3JIpaBHA TEXHOJIOTHUA W KoMmmaparopute. TpsOBa ma € eauH U ChII 3a
U3MEpBaHE HA PAa3XOJAWTE W Ha 3/IpaBHHUTE pe3ynTaTh. M30paHara mpoabIDKUTETHOCT Ha
BpPEMEBUS XOPHU30HT TpsiOBa fa Obae 000CHOBaHA.

B cnyyaif Ha 3paBHU TEXHOJIOTHH, 32 KOUTO PE3YJITATHTE U pa3IMyaBaIluTe
CE pa3xoJu ce CIy4yBaT IO BpeMe Ha IIeNvs KUBOT Ha MallueHTa, TpsiOBa Ja ce U3Moi3Ba
XOPH30HT 32 OIICHKa Ha 0a3a IsUT JKMBOT Ha MAIMeHTa (CpeaHa MPOABIDKUTETHOCT Ha
JKUBOT 3a MOMyanusiTa). Be3aelcTBreTo Ha MPOABIKUTETHOCTTA HAa BPEMEBHSI XOPU30HT
TpsiOBa J1a OBJI€ TECTBAHO KAaTO YacT OT aHAJIM3a Ha YyBCTBUTEITHOCTTA (pa3pabOTEHUST
Mojziel TpsiOBa Ja TO3BOMNsIBA Ja ObJe MPOMEHsSHA MPOABIKATETHOCTTa HAa BpPEMEBUS
XOPHU30HT).

AKO MKOHOMHUYECKHSAT aHAlU3 IeNd Ja MUHUMH3UpPA Pa3XOJUTe U KOrato
pa3Xo/auTe 3a CpPaBHSIBAHHUTE 3/IPABHHU TEXHOJOTHHU Ca IOCTOSTHHA BHB BPEMETO, MOXKE J1a
ObJle mpueTa eIUHUIIA 332 TPOABIDKUTETHOCT Ha BPEMEBHUS XOPU30HT, Harp. | roauHa.
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6.8. AHaJIN3 HA pa3XoJIUTe.

M KOHOMMYECKUST aHAIMU3 CJIEJBA 12 BKJIIOUBA Pa3X0JIUTE, CbOTBETCTBAILM Ha
U3II0JI3BaHUTE DPECYpCH IpPHU NPUIAraHETO Ha CHOTBETHOTO MEIUIMHCKO H3JENHE B
KJIMHUYHATA [IPAKTUKA. Y CTAHOBSIBAHETO HA KATETOPUUTE HA PA3XOAUTE U ONPEAEISTHETO
Ha MeToJa 3a TAXHOTO M3MEpBAaHE M OLIEHKAa Ca HENOCPEJICTBEHO CBBP3aHU C
NEepCIEeKTHBATa U BPEMEBHs XOPH3OHT, N30paHu 3a aHaIM3a.

B 3aBucumocT oT u30paHata rieHa TOUKa aHaJIu3bT TPAOBa J1a YCTAHOBH:

- IUPEKTHU pa3XxoM - [IeHaTa Ha MEJULMHCKOTO U3/ieaue (1leHaTa, KOsATO 11e
ce 3aIJiania oT Mjarena, pu CbOTBETHOTO HUBO Ha peUMOypcUpaHe);

- IPEKM MEIUILMHCKU pa3XxoJu B pe3ysTaT OT IOJ3BAaHETO Ha PECYpPCH,
HEOOXOJMMH 32 M3BBPIIBAHE HA MAHUIYJIALMsA, MEIUUUHCKH TPUKH, MOHUTOPHHT,
XOCTUTANM3aLMs, TPy Ha MEAUIIMHCKUS NEPCOHAN U Jp.; BAXKHO € pa3XxoJIuTe Ja ca 3a
CMETKa Ha IJIaTela, KoraTo aHaJIu3bT € OT IVIeJHA TOYKa Ha IUIaTela;

- IPEKH HEMEAMIMHCKHU Pa3XOoAM B PE3yATaT OT IOJ3BAHETO HA PECYpPCH,
HE00XO0/IMMH 32 U3BBPIIBAHE HAa MaHUITYJIALUSA, MEJUIMHCKUA IPUXKU U MOJIbp)KaHEe Ha
Ipoleca Ha U3BbPUIBAHETO UM, KOUTO HE Ca CBbP3aHU C MEIULMHCKUTE IPUXKHU, HAIp.
pasxo/u 3a TPAHCIOPT /10 OONHMLATA, TPHKU B JIOMA; OT IJIeJHa TOYKa Ha IMyOJIMYHUTE
(uHAHCH IPEKUTE HEMEIUIIMHCKN Pa3X0Jy ChIIO TaKa BKIKOYBAT COLUAIHM IOJI3U, KaTO
HEeHCHUHU, 00e31IeTeHus 32 HepaboTOCIOCOOHOCT U YCIIYTU 10 pexaOuiuTaius, KakTo U
HaMaJIEHU MIPUXOAM OT OOILIECTBEHO OCUTYpSIBAHE U JAaHBLM; TO3U TUIl Pa3XOAU CE B3eMa
IpeIBUJI, KOraTo aHaJIU3bT € OT IVIeJJHa TOYKa Ha OOIIEeCTBOTO;

- KOCBEHU pa3xoiu, NeUHUPAHU KATO Pa3XOJUTE 3a PECypcH, 3aryoeHH
nopaau 3a00JsIBAHETO W HETrOBUTE MOCJIEICTBHS; B JOKJIAAM 3a OLIGHKAa Ha 37paBHA
TEXHOJIOTUSI TOBA Ca Pa3XOJHTEe 3a 3ary0eHa MPOAYKTUBHOCT Ha MAlMEHTHTE U JIMIATA,
KOMTO TM OOTpHIKBAT; KaTeropusra KOCBEHU Pa3Xoau TpsiOBa Ja BKIIIOYBA Pa3XOIMTE,
CBBbp3aHM C IUIaTeHa paboTa, KaKTO W 3aryOuTe, MOHECEHH NpH H300pa Ha eaHa
aJTepHaTHBA CIIPSAMO JIpyra.

6.9. Jluckontupane 3,5 Ha CTO TOJMIIHO KAaKTO Ha pa3XxoJauTe, Taka M Ha
pe3yaTaTUTE IPU NPEICTABSIHE HA PA3XOANUTE U PE3YITATUTE 3a IEPUO, TO-IBIBI OT €HA
roJIMHa.

6.10. MI3mepuTenu Ha pe3yJITaTUTE.

[Ipu npoBexJaHETO HA AHAJTUTHUYHUTE TEXHUKU CE CIa3BaT MPENOPbKUTE 3a
U3MEpPUTENIN Ha PE3YyITaTUTE, KOUTO CE€ O4YakBaT IpPH BBbBEXKJAHE Ha 3JpaBHATa
texHojorus. llpennounTanu ca ABATOCPOUHUTE pE3YATaTH (MPOIBIDKUTEIHOCT Ha
xuBoTa (LYG), romunHa xuBoT, choOpaseHa c¢ kadecTBoto (QALY), ciemBanu ot
MEXJIMHHU pe3yJITaT! (IPOMEHU B KJIMHUYHU [T0Ka3aTeH U porpecus Ha 3a00JI1BAHETO).

N360pbT Ha U3MEpUTEN Ha pe3yiTaTta cieBa fa ObJe 000CHOBaH OT IJIEAHA
TOUYKa Ha MPOBEJICHUS aHAIN3, BUa Ha 3a00/IsIBAHETO, OYaKBaHATA MPOIBJIKUTEIIHOCT HA
JIEYEHUETO, IPOMEHUTE 110 BPEME Ha JICUEHUETO.

[Ipn oTuntane Ha mokazarens QALY cienBa na ce mocoyn M3TOYHUKBT Ha
JaHHU 3a IIPOMEHUTE B KaueCTBOTO HA XMBOT M Jajdd TOBA Ca JJAHHU OT NPOBEACHU
KJIMHUYHY M3MUTBaHUS ¢ KaHIUAATCTBAIATa 3[JpaBHA TEXHOJIOTUS, WM OT 0a3u JaHHHU C
nyOJMKyBaHH Mpoy4yBaHUs (Te TpsiOBa Aa ObJAT MOCOYEHH), WINM EKCIEPTHHU OLIEHKU Ha
MEAMIMHCKH CTIEUHATNCTH, WIH JPYTU U3TOUHHMIIH.

6.11. Monenupane Ha pa3xojaHaTa e(eKTUBHOCT.

Koraro HannyHuTe KIMHUYHY U HEKJIMHUYHU JaHHU HE ca IOCTaThYHH, 3a Ja
ce OIpeleNud CHhOTHOUIEHHETO pa3XxoA-e(peKTUBHOCT, C€ MpHjara MoJeIHpaHe.
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Crpykrypara Ha Mojena TpsaOBa na Obae mnpencrtaBeHa. CIOXKHOCTTAa Ha Mofena U
METOAMTE 32 MOJICJIMpaHe TPsiOBa /1a ChOTBETCTBAT HA CIIOKHOCTTA HA 3/IpaBHUS IPOOIEM.

[IpenopbuutenHo € MozenuTe Aa ObJaT AOKOJIKOTO € BB3MOXKHO IIO-
ONPOCTEHH M TMPO3pAavyHH, KAaTO B CBHIIOTO BpEME C€ 3ama3Ba TAXHOTO JIETAMIHO
U3IIBJIHEHHE, 32 J1a MOKE JIa C€ OLEHHU pasiiukara B e(pEeKTUBHOCTTA HA CPaBHSBAHUTE
texHonoruu. TpsiOBa nma ca SCHU NPEINONOKEHUATa B MOJeNa, 100pe 00OCHOBAHU U
TECTBAaHU Upe3 aHaJIU3 Ha YyBCTBUTEIHOCTTa. Monenute TpsaOBa na Obaatr pazpaboTeHH
ype3 o0IonpueT nocodus, 3a 1a MOXKe /1a Ce TeCTBAT U BepuUIHpAT.

B cinyuaure, korato HsiMa CTAaTHCTUYECKU 3HAUMMa pa3lidKa B KIMHUYHATA
e()eKTUBHOCT Ha AJITEPHATUBUTE, HE € HEOOXOAUMO MOJIeIHpaHe. AKO MOJICTBT BKIIFOYBA
KIIOYOBH JaHHHM, 33 KOUTO HsMa HECUTYPHOCT B IMPOMEHHTE UM, B aHalIM3a Ha
YyBCTBUTEIHOCTTa C€ TECTBAT CaMO TE€3W, NPU KOUTO MMa CTAaTUCTUYECKH 3HAUYMMa
paznuka. OcraHanuTe napameTpu TpsOBa Ja ce M3KIoYaT OT MOJEeNa WK J1a Ce CUUTAT
KaTO HEYTPAJIHH MO0 OTHOIICHHE HA MOJIENA.

[Ipn npencraBsHe Ha CHOTHOIIEHHUETO Pa3XoI-pe3yiTaT Moxe Aa Obae
MPWIOKEHO MoJenupane oT Buaa "JIbpBo Ha pemeHusita", mMoaen Ha Mapkos,
eMUAEMHUOJIOTHYEH MOJIEN UJIH JIpyra Hay4HO MpUeTa TEXHUKA 32 MOJIeTIHpaHe.

6.12. Pe3ynratu OT NpUIOKEHUS aHAIUTUYEH METOI.

Koraro mnpunokeHata aHamuTHYHA TEXHUKA € Pa3xol-€(EKTUBHOCT WIU
Pa3xoA-MOJIE3HOCT, PE3YATATUTE CE MPEACTABAT KATO ChOTHOIICHHE Pa3X0.l-€(PEKTHBHOCT
WIM UHKPEMEHTAIHO ChOTHOIICHHE Ha HApaCTBAHE Ha Pa3XOJUTE U PE3yATaTUTE.

[Tpu npencTaBstHETO MM C€ CIIa3BaT OOLIONPHUETUTE MPaBHJIa Ha TOAPEKIaHE
Ha aJITEPHATUBUTE BHB BB3XO/AII e/l Ha PE3YJNTaTUTE U C€ U3YUCIIABA HHKPEMEHTAIHOTO
cpoTHOmeHne Ha pasxogute (ICER) 3a Bcska oT Tepanmuure MO OTHOLICHHE Ha
CHhOTBETHATA alITEpPHATHBA 32 CPABHEHHUE.

6.13. AHayiu3 Ha YyBCTBUTEIHOCTTA.

HecurypHocTTa Ha pe3yiaTaTuTe MOXKE J1a ce Ib/DKM Ha JIMIICBAIM JAaHHHU,
NPEIU3HOCT Ha MPOTHO3UTE WIIH METOAOJIOTHYHH MTPEIOT0KECHHUS.

AHanmu3bpT Ha YyBCTBUTEIHOCTTA TPsIOBa Ja ce (PoKycHpa BbPXY BXOIAIIUTE
JAHHU, 32 KOUTO HECUTYPHOCTTa Ha M3YHCICHUETO € Hail-BHCOKA, KAKTO W TEe3U, KOUTO
UMaT 3HAUUTENIHO BB3ACUCTBHE BBPXY pe3yiaTara OT HUKOHOMHYECKUS aHaJU3.
WNHuTepBanbT, B KOMTO TpsiOBa Aa Bapupat napamerpute, € +20%.

B uxoHoMuueckus aHaau3 € HEOOXOAMMO Ja ce€ MpPOBE/e BEPOSTHOCTEH U
€/THOTIOCOYCH aHAJIM3 Ha YYBCTBUTEIHOCTTA. BEpOSTHOCTHHAT aHAIM3 CJe/Ba J1a TECTBA
IIOHE TapaMeTpHUTe, KOUTO UMAT Hal-ToJIsIM eeKT BbpXy pe3yaTarute. PemenneTo 1a He
ce TIPOBEXKIAa BEPOATHOCTEH aHaU3 TpsiOBa Ja OBbJe MOAKPENEHO OT IMOIXOMISIIN
OCHOBaHHUs (Hamp. UKOHOMHUYECKH aHaJIU3 1oJ1 hopMaTa Ha CpaBHEHUE Ha Pa3X 011, aHAIIU3
MUHHMH3HpAHEe Ha Pa3XOJWTE), BKIIOYEHH B JOKYMEHTa 32 MKOHOMHYECKHS aHAIU3.
3a1bJDKUTEIHO Ce MPEJICTABST U3I0I3BaHUTE TapaMEeTPUUHU pa3npeaeeHUs KbM BCUUKH
OLICHSIBAHU MOKA3aTeNu (HampuMep: pa3xo/u - normal, 3paBHH MOJI3H - §ama).

AHaNM3bT Ha YyYBCTBUTEITHOCTTA TpsAOBa J1a:

- YCTaHOBH HECHTYpHHTE MapaMeTpH (3a KOUTO UMa BEPOATHOCT OT TpelIka
IIPY U3YHUCIICHUETO);

- nepurMpa m oOOCHOBE oOXBaTa Ha BapHAOMIIHOCT Ha OIpPEACIICHU
napameTpu;
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- U3YUCIIA OCHOBHUTE Pe3yJITaTH OT aHalIM3a (3ApaBHUTE PE3YNITAaTH U TSIXHATA
pa3nuka, obmmre pasxomu u TsaxHara pasnumka, ICER/ICUR, CER/CUR), kato uma
npeBU] cielupruuHa IPOMEHINBOCT HA HECUTYPHHUTE MapaMeTpH.

Pesynrature oT aHamM3a Ha YyBCTBUTEIIHOCTTA CJIe/[Ba Ja ObAAT MPEICTaBEHH
B Ta0nuuHa opma U KbJETO € MOJIXO/AII0, U B TpaduyHa ¢hopMa, HaIp. KaTo Juarpama
Ha pasmpenencHue (scatter plot) B KOOpJUHATHATA CHCTEMA 3a Pa3XOJHA €(PEKTUBHOCT,
KpHBa Ha NpueMinBara pa3dxonHa edekTuBHOCT (cost effectiveness acceptability curve -
CEAC), nuarpama tun "TopHazno".

6.14. Nutepnperaius Ha pe3yJTaTUTE.

Pesynrature ce WHTEpHpeTHpAT IO OTHOIIEHHWE Ha IepCHeKTHBaTa Ha
aHaJIM3a, 10 OTHOIICHHE Ha ChOTHOIICHUETO Pa3XoA-pe3yaTaT WIK Ha MUHKPEMEHTAIHOTO
CHOTHOIICHHUE.

AHanu3upar ce eBEeHTyaJIHUTE OrpaHMYEHHUs Ha NPUJIOKEHHUS aHalIu3 U
(dakropute, KOUTO OMXa UMaIU Bb3JCHCTBUE, HO HE Ca BKIIIOUEHH B aHATIU3A.

6.15. CuHM CTpaHU U OTpPaHUYEHUS HA aHAJIU3a.

CrenBa 1a ce mpeACTaBAT CUITHUTE M CIIA0WTE CTPAHU Ha MTPOBEACHUS aHAIIN3.

Karo cunna ctpana Moxe J1a ce OTOenexu:

- U3MOJ3BAHETO HA BXOMSIIM JaHHW OT PAHIOMU3HPAHH KIMHUYHU
MPOYYBAHUA U METaaHAIIU3H;

- 1300p Ha MOJIENI, OTPa3sBaIl] €CTECTBEHUS X0/ Ha 3a00JIIBaHETO;

- 1300p Ha aHAIUTUYECH METO/I, OTpa3sBalll JIOKATHATA KIMHUYHA TPAKTHKA;

- OLIGHKAa Ha HECHUTYPHOCTTA Ha PE3yATATUTE OT MKOHOMHYECKHUS aHAIIU3,
IpeJIcCTaBeHa upe3 aHalln3a Ha YyBCTBUTEITHOCTTA.

Yacrra, Kacaemia orpaHuYeHusTa, TpsAOBa a 00ChK/1a XapaKTEPUCTUKUTE Ha
aHaJIM3a W HAJUYHUTE MbPBOHAYAIHU JAaHHU, W3TOYHHUIIUTE HA HECHUTYPHOCT Ha TE3U
JTAHHU, KaKTO M XapaKTEPUCTHKHUTE Ha 00XBaTa Ha aHAJIM3 B KOHTEKCTa Ha Crieu(pUIeH
3npaBeH mpobnem. CrexBa Ja ce ONUINE SIBJICHMETO, KOETO 3acsira YyBCTBUTEIHO
HECUTYPHOCTTa Ha TIONYyYSHHWTE pe3yJNTaTH W HalpaBeHWTE BB3 OCHOBA Ha TAX
3aKJTIOYEHUS, KaKTO M BAJIMIHOCTTa Ha MpeacTaBeHus aHanus. llpu oOchbkmaHe Ha
OTpaHUYEHUsTA TPSIOBa J1a ce TIOCOYH ATl HKOHOMUYECKHST aHaJIN3 € OMJT Bb3 OCHOBA Ha
JAaHHU 32 KIMHUYHATa €(PeKTUBHOCT, KOMTO Ca JOCTUTHAIN CTAaTUCTUYECKA 3HAYHMOCT.

7. AHann3 Ha OIOKETHOTO BB3AEICTBHE.

7.1. Pazmep u XxapaKkTepHCTUKH Ha IeJIeBaTa MOIMyIallus.

[Tpu M3roTBsHETO HAa aHAJIN3a Ha OIOPKETHOTO BB3JCHCTBUE € 33 IbIKUTEITHO
Jla ce OLIEHU pa3MephT Ha LieJieBaTa MOIyJIalis MAUeHTH U pa3lpeesITHeTO Ha BCIKAKBU
XapaKTEPUCTHKH, CBP3aHU C Hesl, KOUTO MOTaT Jla uMat OropKeTHO BimsHue. Ciel KaTo
ce nepuHUpa LeneBaTa TNomyjaunus, TpaOBa Ja ce ONpeAedad MNPOLEHTHT Ha
JMUAarHOCTUIIMPAHHW, Ha JIGKYBaHW MAIlMEHTH, KAaKTO M TEXKECTTa Ha 3a00JsBaHETO.
OONKHOBEHO BHB Bph3Ka C TOBA CE MpUJIAraT MO-JTMMHUTHPAIINA KPUTEPUH 3a BKIIOYBAHE,
3a JIa c€ U3YHCIIM TOYHO TOIyJIAIHsITa TAllMeHTH, KOUTO ca HaJCKIHN 32 HOBATa 37paBHA
texHojorus. Ilpu omeHkaTta Ha pa3mepa Ha I[eJeBaTa MOMyNalUs W TEXeCTTa Ha
3a00JISIBAHETO € BAKHO JIa CE TIPEIBH/IU U IPOMSTHATA Ha TE€3H ITapaMeTPH BbB BPEMETO ChC
u 0e3 HOBaTa 3/7[paBHA TEXHOJIOTHSI.

[TomoOHM TpOMEHH MOTaT Ja MPOMEHSAT OI0KETHOTO BB3/IEHCTBHE Ha HOBATa
3/IpaBHa TEXHOJIOTUA. 3a OLIEHKA Ha Te3M NMPOMEHHU C€ M3IMOJI3BAT JaHHU OT KIMHUYHH
Npoy4YBaHUs WM perucTpu. [IyOnuKyBaHM HaHHW WM €KCIEpTHA OIEHKA 3a BCSKAaKBa
JIOIIBJIHUTENTHA BB3MOXKHOCT 3a ONpE/esiHE Ha IieJieBaTa MOIyJalus, KOsSTO MOXe Ja
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MOBHUIIK pa3Mepa M WIH JIa IPOMEHH TEKECTTa Ha 3a00JIsIBAHETO, CHIIO TPSAOBA /1a ObJaaT
BKJIFOYCHM B aHAJIN3A.

[leneBara momynanus cieasa aa ObJe onpeeneHa Ipy CISIHUTE KPUTEPHH:

- pa3npocTpaHeHHue Ha 3a00JSIBAHETO;

- OIICHKAa Ha TNAIMeHTUTE, KOWTO ca TOJIXOIAIIM 3a HOBaTa 37paBHA
TEXHOJIOTHSI;

- OIICHKa Ha TMpeJIoJjiaracMus Ia3apeH JJsUI Ha HoBaTa TEXHOJOTHUS OT
TapreTHara IMOMyJalUs CHOPSAMO TMONYyJaluATa, KOATO M3IMO0J3Ba CPAaBHUTEIHUTE
AJITEPHATHUBH 32 JaJICHOTO MOKa3aHUE.

7.2. llepcriexTuBa.

AHanmu3bT Ha OWJDKETHOTO BB3JEHCTBHE clie/Ba Ja ObJIE MPOBEIACH OT
rJieqHaTa TOYKA HA 3aruiamiam@ara myOoaudyHa WHCTHTYIHUS. B ciydail Ha criogensHe Ha
pPa3XoAMTe C MalMEeHTa CEe MPEMophyBa Ja Ce MPEJACTABAT M CPEIHHUTE PA3X0OIu OT CTpaHa
Ha narmenTa. CaMo B 000CHOBAaHM CITydad JOMBJIHUTEITHO MOYXKE J1a C€ MPOBE/IE aHAIN3 Ha
OIOKETHOTO BB3/ICHCTBHE OT JIpyra MepCcreKTHBA.

7.3. BpeMeBU XOpU30HT.

AHanu3bsT Ha OIOPKETHOTO BB3AECHCTBHE BKIIOYBA OIICHKA HAa BB3IEHCTBUETO
Ha OLICHSIBaHATa 3/paBHA TEXHOJOTUS BBHPXY TOAMIIHUS NyOJIU4YeH O0/KET 3a
3/IpaBeoIia3BaHe B PAMKHTE Ha HAKOJIKO F'OJIMHHM CJI]T BbBEK/IAHETO HA HOBATA TEXHOJIOTHS
Ha Ta3apa WM U3TErJsSHE OT Ta3apa Ha HAJWYHUTE alTepHATUBU. AHAIM3BT Ha
OI0/KETHOTO BB3JICCTBHE CE MPECTAaBS 32 MEPUOJ] 3 TOIUHH.

7.4. EneMeHTU Ha aHaJIn3a.

AHaIM3BT Ha OI0MKETHOTO BH3/IE€HCTBHE BKIIIOUBA CICIHUTE €IEMEHTH:

- pa3Mep U XapakTEePUCTUKU Ha IeJIeBaTa MOMyIalus;

- HACTOsIIA TEPANICBTUYHA TPAKTUKA,

- HOBa TeEpalneBTUYHA NIPAKTUKa CJIeJl BBBEXKJAHE Ha HOBaTa 3[paBHA
TEXHOJIOTH/OTIagaHe Ha HACTOSIIATA;

- pa3Xo/¥ 3a HACTOSIIaTa U HOBATa 3/IpaBHA TEXHOJIOTHS;

- IPEJICTAaBSAHE HA PE3YNITATUTE;

- aHaJIU3 Ha YyBCTBUTEIHOCTTA;

- CUJIHM ¥ cJa0u CTpaHU Ha aHaIu3a.

7.5. I3ToyHmnIM Ha JaHHU.

H3touHuiy Ha JaHHU 3a aHaidu3a Ha OIOMKETHOTO BB3AEHCTBHE MOraT Ia
Obaar: NyONMKYBaHU €MHAEMHOJOTUYHU TPOYUYBAHUS, HAIIMOHAIHU CTATUCTUYECKH
JTaHHM, Ta3apHU MPOYYBAHMS, JaHHU OT PETHUCTPU. 3a IenTa € HeoOXoaumo na Obae
MpeCTaBeHa CTpaTerusaTa 3a ThpPCEHE, KPUTEPUUTE 3a M300p HA JAaHHU M METOIUTE 3a
aHaJINU3, KaKTO U CHJIHUTE U cabuTe CTpaHU Ha M3MOJI3BAHUTE U3TOUHUIIH.

[IpenopbuuTenHo € Ja ce U3MNON3BAT EMUACMHOJOTHMYHMA JaHHH 34
ObJrapckara TOIMyNalus, HO MPH JIMIICAa Ha JIOKAJIHA TaKWBa CJe/Ba Ja CE W3IOI3BaT
JAaHHU OT IPYTH JbPIKABHU.

[IpeacraBsAT ce ouakBaHUTE ACHUCTBUTEIHHM Pa3XOAM 3a IUIATEld, CBbP3aHU C
HOBATa 3/[paBHA TEXHOJIOTUSI K CPABHUTEITHUTE aITePHATUBH.

7.6. Cuenapun.

AHanmM3bT Ha OFO/HPKETHOTO BB3JICUCTBHUE ce Oa3upa Ha JiBa crieHapus - "CBsT
0e3 3apaBHata TexHonorus" u "CBAT cbe 3apaBHaTa TexHoiorus'". B cuenapus "Cest 6e3
3lpaBHAaTa TEXHOJOTHA" CE€ ONMMCBAa HACTOAIIATA TEpaneBTUYHA TMPAKTHKA, JOKATO
cueHapusT "CBAT CbhC 3[paBHATa TEXHOJOTHUA" OTpa3sBa Bb3JACHCTBUETO BBPXY IMazapa
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cilell BBbBEKIAHETO Ha HOBAaTa TEXHOJIOTUS (KOSATO Moxe Ja Obae ao0aBeHa KbM
CBIIECTBYBAILUTE UM MOKE J1a 3aMEHH YacCT OT TSIX WM BCHUYKH).

[IpennonoxeHusaTa OTHOCHO JBaTa clieHapus TpsOBa jaa Opaar aerailiiHo
OIKCaHU U 0OOCHOBAHU B aHAJIN3A.

7.7. Pa3zxonu.

AHanM3bT HAa Pa3XOAUTE MPH OICHKaTa Ha OIO/PKETHOTO BB3ICHCTBHE € B
CbOTBETCTBUE C IEPCIEKTUBATa Ha aHaiau3a. MeroauTe, M3MOI3BAaHM 3a OLICHKA Ha
pasxoaute, TpsiOBa ja OBAAT SICHO ONMMCAHU U OOOCHOBAaHU. AHAIM3BT HA PA3XOJUTE Ce
0a3upa Ha JeHCTBUTENHATAa L€HA Ha NMpUI0OMBaHE HAa HOBAaTa 3]paBHA TEXHOJIOTUS OT
3aramanaTa MHCTUTYIUS M Ha JOIBJIHUTETHUTE Pa3XO/ad, CBbP3aHU C OLICHSABaHATa
3[IpaBHA TEXHOJIOTUS.

[Tpu npencraBsiHe HAa MyOJIMYHUTE PA3XOIU TPsAOBA J1a Ce TapaHTUPA, Y€ TOBA
ca JICHCTBUTEIIHUTE Pa3XxOU WU CIIECTSBAHMS 3a IUIaTela.

B 3aBucHMOCT OT BHJIa HAa HOBaTa 37]paBHA TEXHOJOTHS € B)KHO J]a C€ OTHIIAT
U BB3MOXKHHUTE DPAa3XOIH, CBBP3aHM C HEHHOTO BBBEXKIAHE, BKIIOYUTEIHO AaKO €
HE00X0IMMO 00y4YeHHE Ha METUITMTHCKHUTE CIICIIUATUCTH WU MAIlUeHTa, KAKTO U TIPOMEHHU
B [IPUHLIMIIMTE 32 TUArHOCTHUKA UJIHU IPYTH (PYHKIIMOHAIHU TPOMEHH B 3/JpaBHATA CUCTEMA.

B ananu3a Ha G10/)KETHOTO BB3/IEHCTBUE PAa3XOIUTE HE C€ JUCKOHTUPAT.

IIpu omenkara Ha oOUMTE AONBIHUTEIHM DPA3XOIU TpsAOBa Ja ce uUMa
PEIBUIL:

* pa3xo/uTe, CBbP3aHU C HOBATa 3/JpaBHA TEXHOJIOTUS;

* JIOIIBJIHUTEITHUTE PAa3XOJd B CUCTEMaTa Ha 37paBEOIa3BaHETO, CBHP3aHH C
IpUIaraHeTo Ha HOBaTa TEXHOJIOTUS;

* HaMaJSIBAaHETO Ha Pa3XOAUTE, CBBP3aHH C HAMAJIEHOTO H3IOJ3BaHE Ha
CBIIECTBYBAILUTE aJITEPHATUBHU, AKO HOBATa TEXHOJIOTUS 3aMEHH HACTOSIINTE;

* HaMaJIIBaHE HA PAa3XOJAUTE, CBBP3aHU ChC CIECTABAHUS, KATO HAITPUMED I10-
MaJIKO XOCTIUTAJIN3ALUH U Jp.

7.8. IlpencraBsiHe Ha pe3yATaTUTE.

B Tabnuuen Bua ce mpeicTaBAT OpOST HA MAIUEHTUTE U Pa3XOAMTE ChC
3/paBHaTa TEXHOJIOTUS, aKo 3JApaBHaTa TexHojorus ce peumOypcupa ("CBAT cbe
3/lpaBHaTa TEXHOJIOTUA") U Opol MAaLMEHTH M Pa3Xo/u C aJTepHATUBHUTE, aKO 3/IpaBHATA
TexHoJIoTHs He ce peuMOypcupa ("CBat 6e3 3paBHaTa TEXHOJIOTHUSA").

Bw3aeiicTBueTo BbpXy OroJDKeTa € pas3jiuKkara MeXAy JBaTa CLiEHapusi BbB
BCSIKa OT ChOTBETHHUTE FOJIMHM Ha aHanu3a. ['onuHa 1 e mppBaTa mbJiHa KaJeHJapHa ronHa
cJie]l B3eMaHEeTO Ha pellleHUe 3a BbBEXK/IaHEe HAa HOBAaTa TEXHOJIOTHUSI.

[Tonyuenure pe3ynraru ciensa aa ObAaT ICHO (pOpMyIUpPaHU.

7.9. AHanu3 Ha YyBCTBUTEIHOCTTA.

AHamM3bT Ha YYBCTBHUTEIHOCTTA TPsOBa Ja OTpas3siBa BXOMALINTE JIaHHHU,
KOMTO UMAT Hali-TOJIIMO Bb3AEHCTBHUE BbpPXY pe3yirara. CTOWHOCTUTE OT AMANa30HUTE HA
IPOMEHJIMBOCT Ha BXOJISIINTE JTAaHHU M TIPEIIIONIOKEHUATA Clle/[Ba a ObJaT moJ0upanu
Taka, 4Ye ChbOTBETHO J1a M3UMCIIIBAT MUHUMAJIHATa M MaKCUMaJTHaTa POMSIHA B Pa3XOIUTE.
CrnenoBartenHo, aHAIM3HT HAa YyBCTBUTEIIHOCTTA TPsIOBA /1a TECTBA BCHUKH HECUTYPHOCTH,
CBBbpP3aHM C H3UYHUCISABAHETO HA pa3Mepa Ha NOMyJaluaTra, pa3lpoCTPaHEHHETO Ha
yrmoTpebara Ha BCSAKAa TEXHOJIOTHWsS, KaKTO W Pa3XOIUTe 3a yIoTpeda W YCIOBHUATA 3a
peuMOypcupaHe Ha pas3riiek aHuTe TEXHOJIOTHH. AHAIU3bT Ha YyBCTBUTEIIHOCTTA TPsiOBa
Jla TECTBA W IIEHOBHTE IMPEUIOKEHUS 3a 3/IpaBHATA TEXHOJIOTHS, KOSTO Ja Ce OICHSBA.
WHTepBabT, B KOMTO TpsiOBa Aa Bapupar BXOJAIIUTE JaHHHU, € +20%.
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[Ipn oTchcTBHE Ha TOYHM JaHHU 3a bearapus uinu pasiuyaBalld ce
MpeBAPUTEIIHN W3UMCIICHHS Hali-BaKHUTE BXOJISIIN JaHHU CIie/iBa 1a ObAAT OlEHSBAHU
B MHOT'OIIOCOYEH aHaJIW3 Ha YyBCTBUTEIHOCTTA Bb3 OCHOBA HA PAa3IMYHU M3TOYHHUIM Ha
JaHHU.

7.10. CuiiHUM CTpaHU U OTpAaHUYECHUS HA aHAJIU3A.

CrenBa 1a ce mpeACTaBAT CUITHUTE U CIIA0UTE CTPaHU Ha MPOBEACHUS aHAIIN3.

Karo cunna ctpana Moxe /1a ce 0TOenexHu:

- U3TI0JI3BaHE Ha JIOKATHH CMUEMHUOJIOTUYHU JaHHH,

- BaJIUAMpaHe HA MAIMEHTCKaTa IMOMyJalus OT BOJCUIN eKCIIepTH B 00JIacTTa;

- OICHKAa Ha HECUTYPHOCTTa HA BXOJMNINTE JaHHU 4YPE3 aHalu3 Ha
YyBCTBUTEIHOCTTA.

Karo crnaba ctpana Moxke J1a ce OTOCTIeKH:

- JTUIICa Ha JIOKAJIHU eMHUIEMUOJIOTUYHH JIaHHU;

- HEBB3MOXHOCT J]a ObJaT ONpeIeNIeHH MMa3apHHTE JSUI0OBE HA aJITEPHATUBHUTE.

8. JIombJIHUTEIHY aCIIEKTH Ha 37jpaBHATA TEXHOJOTHUSI.

Axo perieHneTo 3a GUHAHCHUPaHe Ha Pa3TiIekaaHaTa TEXHOJIOTH OU MOTIIO Ja
JOoBee A0 3HAYUTENHM pPa3xogu 3a NaIMeHTUTE WIM aHaJu3bT Ha OIOHKETHOTO
BB3JICHCTBUE CE U3BBHPIINBA OT HAKOJIKO MEPCIICKTHBH, HAIp., KOTaTO (MHAHCHPAHETO HA
TEXHOJIOTHSATa OM MOTJIO J]a UMa 3HAYUTENIHU MOCIE/ICTBUS 32 OOIIECTBEHUTE Pa3XO/aU B
CeKTOPH, Ppas3IMYHU OT 3[PaBEOINAa3BaHETO, CIEABAa Ja CE OOCHIAT 3aKIIOYCHHSTA,
MOJIyYEHU B PE3YNTaT OT TE€3U AHAIMU3H, BKIIOYMTEITHO BAXKHUTE €TUYHHU U COILUATHU
ACTICKTH.

8.1. ETnuen ananus.

TpsbBa ga ObAT B3ETH MPEIBU/T CIICTHUTE BHIIPOCH:

- KOM Tpynu TMalueHTH, ako HMa TakuBa, Ouxa Moriud jnaa Owaar
00J1aroIeTeICTBAHN WU JUCKPUMUHUPAHH B PE3YJITAT OT MPEITOJIOKCHUATA, BH3IPHECTH
B MKOHOMHYECKUS aHAJIH3;

- TAPaHTUPAHO JIU €, Y€ JOCTBIIBT JI0 MEAMIIMHCKATA TEXHOJIOTHS € PaBeH,
KOraTo moTpeOHOCTUTE Ca PaBHU;

- OYaKBa JIM C€ MaJlka TpyIa Xopa Ja MOJy4H rojisiMa IoJi3a WM Moji3aTa €
MaJika, HO OT OOl XapakTep;

- TEXHOJIOTHSTA MPEJCTABIISABA JTU OTTOBOP 32 XOPa ChC 3HAYUTEITHH 3/[PABHH
NOTPEOHOCTH, HA KOUTO B MOMEHTA He Ce MpeJiara HUKaKbB HATMYEH HAaYMH Ha JICYCHUE
Y YUWTO JOCTHI JO JICUEHHE € OTPAHUYEH.

8.2. Opranu3alMOHHH ACTIEKTH.

Jla ce mpoBepH Jaiii pelieHneTo 3a (puHaHCHpaHe Ha OICHsSIBAaHATA 3/IpaBHA
TEXHOJIOTHS OM 3acerHao TEeKylaTa OpraHu3alsl Ha 3[paBHUTE yCIyru. B 3aBucuUMOCT
OT BHJIa ¥ MOXeE JIa € BO)KHO J1a OBJIaT ONMHUCAaHU YCIOBHITA HA HEHHOTO BEBEKIAHE, HAIIP.
HEO0OXOMMOCTTa OT 0OYUYEeHHE Ha MEePCOHA, MAIMeHTH WK JIUIaTa, TPKEIIH e 3a THIX,
Ja ObJIaT MPOMEHSHH JUArHOCTUYHH TPUHIUIIN U CBBP3aHUTE Pa3XOJd, aKTyaIU3aIlHs
WIK Ch3JaBaHE Ha HOPMATHBHU JIOKYMEHTH, Kacaelu ACHWHOCTTa, CBBHp3aHa C
MIPHJIOKEHNUETO Ha MEJIMIIMHCKOTO H3JICITUE.

8.3. CoumanaHu acCeKTH, MaIllUCHT.

Tpsabsa na ce oOMucIM Aanu pelieHueTo 3a (MHAHCHUpaHE Ha OIEHSBaHATa
TEXHOJIOTHS OU MOTJIO Aa J0Be/Ie A0 HAKAKBU COLMATHH MPOOJIEMH, BKIFOUUTEIHO:

- BB3JICHCTBHE BBPXY HHBOTO HA YAOBICTBOPEHOCT Ha IallMEHTa OT
MoJTyuyeHaTa MEIUIIMHCKA TPUKA;
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- 3allylaxa OT OTXBBPJIIHEC Ha Iponeaypara OT CTpaHa Ha OIIPCACICHU

NALUEHTH;
- MOJKE JIM J1a JOBEJIE 10 WJIM 1a IPOMEHU CTUIMATU3UPAHETO Ha MAIllUEHTUTE;
- MO>K€ JIM J1a IPUYUHU IPEKOMEPHO O€3MOKONCTBO;
- MOJKE JIM J1a IOBEJIE 10 MOPAIHU JUIIEMH;
- MOXE JIM J1a NPUYMHU TPOOJIEMH, CBBP3aHH CHhC CEKCYaTHHUS KHBOT H
CEMENCTBOTO.

8.4. IlpaBHu acnekTH.

TpsbBa na ce ompenmenu panu ymoTpebaTa Ha TEXHOJOTHATA Haiara
CHELMaTHN U3UCKBAaHU, CBBP3aHU C IIpaBaTa Ha MallMeHTUTe, Hatp.:

- HeoOXOAMMOCTTa OT MpeJOCTaBsHE Ha crenupuyHa HH(POpMALUS Ha
MaIUeHTa/00TPIKBAIIIOTO JIHIIE;

- HeoOXOIMMOCTTa Jla CE rapaHTHUpa MPaBOTO Ha JOCTOWHCTBO M JIMYHA
HETMPUKOCHOBEHOCT Ha IMallMeHTa, KAKTO ¥ TIOBEPUTEIIHOCTTA HA HETOBUTE/HEHHHUTE TaHHU;

- HEoOXOJMMOCTTa Aa OBJAT OTYCTEHH WHAMBHIYaTHUTE NPEAIOYNTAHHS
CJIeJ] TIPEIOCTaBsIHEe HAa MAIMEeHTa/00TPIHKBAIIOTO JIMIE HAa MHPOpPMALUs, H3UCKBAaHA TI0
3aKOH.

TpsbBa chIIO Taka ga ce aHANM3UpPa JAlM PEIICHHETO, MOTBHPKIABAIIO
3[paBHATa TEXHOJIOTHS:

- HE IPOTUBOPEYH Ha 3aKOHOBHUTE PETJIAMEHTH B CHJIa KbM MOMEHTA;

- M3MCKBa HSIKAaKBU M3MEHEHMS Ha CHIIECTBYBAILUTE 3aKOHH/TIOJ3aKOHOBU
aKTOBE;

- OKa3Ba BJIMSHUE BHPXY IIPaBaTa Ha MAIllMEHT WIN BbPXY YOBELIKUTE IpaBa.

9. 3axntoueHue.

3akiroueHHsATa TpsOBa Jla ce OTHACAT /IO LieJITa Ha aHajIM3a U TpsiOBa ja ca
NPSKO CBBP3aHU C TIOJTYYCHUTE PE3yTATH.

10. Ilpenopsku.

[IpemopbkuTe cneaBa nga KacasT yYCIOBHATA, INPH KOUTO 3paBHATA
TEXHOJIOTUS MO’KE J1a HaBJle3e B KIIMHUYHATA NpaKTHKa (0e3yCI0BHO WM IPH ONpeAeIeHN
YCJIOBHS).

11. M3non3BaHa uTepaTypa.

[Ipencras ce onuc Ha U3MOJI3BAaHATA B aHAJIM3a JIUTEPATypa.

[Tpunoxxenue Ne 2 kpm 4. 25a, an. 3, T. 5
(Hoso - 1B, 6p. 110 ot 2024 r., B cuna ot 01.01.2025 1.)

PBKOBOICTBO OTHOCHO M3MCKBAHMATA KbM CHIABPKAHUETO HA aHATN3a 32
OIICHKA Ha 3JIpaBHUTE TEXHOJOTHUH HA HOBA TPYIa/MOATPYHa/TpyIa Mo TeXHUYECKH
M3UCKBaHMS MEIUITMHCKH U3ASTNS, KaHAUIaTCTBAIIM 3a 3amraniade or H30K

OcHOBHHUTE pa3/ieiy, KOUTO CJIe/Ba J1a ChIbpKa aHATU3bT, Ca:

1. onrMcaHue U TEXHUYECKU XapaKTEPUCTUKU HA TEXHOJIOTHUSATA;

2. 37paBeH MpoOJIeM U TeKyIlla KIMHUYHA TTPaKTHKAa,;

3. HacTosIIa ynoTpeba Ha OlICHSIBaHATA TEXHOJIOTHSI,

4. KaKBO € HEOOXOMMO 3a M3IOI3BAHETO Ha 3/I[paBHATA TEXHOJIOTHS,
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. KIMHAYHA e(DUKACHOCT, €EKTUBHOCT U OE30IIaCHOCT;
. AHAJIU3 HA pa3xojHaTa e(h)eKTUBHOCT;

. AaHAJIU3 HA OI0/PKETHOTO BB3/CICTBHE;

. IOITBTHUTETHY aCMIEKTH Ha 3JpaBHATA TEXHOJIOTHS;

9. 3aKII0UYCHHE;

10. npenopwky;

11. u3non3Bana auTeparypa.

Nudopmanus, KoATO cleBa Ja ChIbpPKAT TOPEIIOCOYCHUTE Pa3Ieiiu:

1. Onucanue ¥ TEXHUYECKU XapaKTEPUCTUKU HA TEXHOJIOTHITA.

1.1. XapakTepuCTUKH HA TEXHOJIOTHSITA.

Jla ce mpencTaBu €TalIHO ONMKMCAaHUE Ha OLEHSIBaHATa TEXHOJIOTHUSI:

- HaMMEHOBAHHE Ha TEXHOJIOTUATA; HAWMMCHOBAaHWS HA MEIUIIUHCKUTE
uzzienust (Mpu HeoOXOJUMOCT Ha OTIETHUTE KOMIIOHEHTH, YacT OT LISJIOCTHA CHUCTEMA),
KOMTO OWXa MoTaHald B 3asB€HaTa IpyIa/moArpymna/rpyra no TeXHH4eCKA W3UCKBAHUS;
MIPOM3BOJUTENN;, KJac, KbM KOWTO mnpuHamiexkar; kox mo Global Medical Device
Nomenclature (GMDN); mnoka3zaHusi; MEXaHW3bM Ha JICUCTBHE; TEXHUYECKU
XapaKTePUCTUKU, CXEMH, CHUMKH, Pa3BUTHE B HCTOPUYECKU TIUIAH; Pa3HOBUIHOCTU;
aIMAUHHUCTPUPAHE (MEIUIIUHCKU CICIIHATMCTH, MAIMEHTH WU OOTPYKBAIINTE TH JIMIA);
MPEeIMMCTBA Ha 3/IpaBHATa TEXHOJIOT U, BKII. 1Al € MHOBATUBHA, WJIH CE U3I0JI3Ba B APYTHU
CTpaHHU.
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1.2. PerynaTopeH cTaTyT Ha TEXHOJOTHSITA.

Jla Obje omHICaH PEryJaTOPHUAT CTATyC Ha 3JpaBHAaTa TexHojorus. [Ipum
HaJIMYHU BeYe OA00peHus 1a ObJaT NpPEICTaBeHH CTpPaHUTE, B KOUTO 3/ApaBHATa
TEXHOJIOTHS € OoJ00peHa, WM aKko € HalWYHa, Ja Ce NpPeACTaBu HWHPOpMaIUs 3a
MPEJICTOSIIN IPOLEAYPHU 3a 0100peHue.

1.3. ExcriyioaTalinoHeH nMepuo/1 U rapaHifusl.

Jla ce mpenocraBu uHbOpMaIKs 3a IPaBUIIHA TEXHUYECKA €KCIUToaTalus Ha
3/[paBHATa TEXHOJOTUS M YCJIOBUSA 3a ONTHMaTHO (yHKIHoHUpaHe. Jla ce mocouwn
uHpopMalisgd 3a HeoOXoJWMa MOAAPBKKA U OTTOBOPHU 3a HEs IUIa; YecTOTa Ha
MOJIIPBKKA; TIPOIIESAYPH, CBEP3aHU ChC CTESPUITU3AINS U YeCTOTA HA CTCPUITH3AIIHSL.

2. 3apaBeH pobsieM U TeKyla KIMHUYHA MPaKTHUKA.

2.1. O6m1 mperien Ha 3a00JIsIBAHETO.

Onucanne Ha 37paBHUS MpoOiIeM Ha 0a3aTa HA HANEKAHM M3TOYHUIIM HA
uH(popMalrs, KaKTO ¥ SCHO TMO3WUIMOHHpPAHE HaA 3JpaBHATa TEXHOJOTHUS B
TEpaneBTUYHUTE/AMATHOCTUYHUTE TIPOIECH Ha aHaJM3UPaHOTO 3abonsiBaHe. AKO
OIICHKaTa c€ OTHAcs N0 crnenu(uyHa TapreTHa IMOMyJamus, ¢ MPEACTaBs HAKPaTKO
orrcaHue Ha 3a00JIIBaHETO, TOCIEABAHO OT AeTalTHa nH(OpMaIKs, Kacaella TapreTHaTa
TMOITYJTAIIHS.

2.2. EnuneMuoIoruYHy JaHHHU.

Jla Ob/1aT IPEIOCTABEHN aKTyaJTHU CITHICMUOJIOTUIHH JJAHHH C aKIIEHT BBPXY
Obnrapckara momynanus (IpU HaaudMe Ha JIOKATHH eMUJEMHUOJIOTUYHHU JIaHHU).
Heobxomumo € nma ce mpencraBu 3a00JsSBaHETO W OT TJIEHA TOYKAa Ha OOIIECTBEHOTO
3/1paBe (COIMAIHO-UKOHOMUYECKa TEXKECT).

2.3. TaprerHa nmonyianus.

Jla ce omuiie meneBaTta MOMYNAUs, MPU KOSATO IIE Ce TMON3Ba OlEHSBaHATA
TEXHOJIOTHSI.
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AKO olleHsIBaHATa TEXHOJIOTHS I1I€ C€ M0JI3Ba B KOHKPETHA CYONOMmynanus oT
MAIUEHTH, JUATHOCTUIIMPAHU C JaJCHO 3a0o0JiABaHe, Ja C€ MOcoYaT KPUTEPUUTE 3a
YCTaHOBSIBAHE Ha OLICHSABAaHATa CyOMOITyIalus.

2.4. Jleuenue Ha 3a00JI1BaHETO.

Jla ce omnumaT MNpenopbKUTE 3a JiedeHHe Ha 0Oa3aTa HAa OCHOBAaHM Ha
JIOKA3aTeJICTBA KJIMHUYHU TPETNOPHKH W PBKOBOJACTBA. Jla ce omumar pasIudHHuTe
JIeYeHUs1, MPENnopbuaHd B OBJITApPCKUTE M EBPOIEHCKUTE KIMHUYHU NMpenopbku. Tosa
OTIMICAaHUE CIIEJIBA TOYHO JIa MPEACTABs aJITOPUTHMA U METO/Ia Ha JICYCHHE HAa ChOTBETHOTO
3a00JIsIBaHEe U TapreTHa rpyrmna.

2.5. AntepHaTUBHHU 3/IpaBHU TEXHOJIOTUU.

Jla Obmar pasrienaHd BCHUKH [OTCHLMAIHH aJITEPHATHUBHU 3/pPaBHU
TEXHOJIOTHH, KOUTO CE 3aIliallar OT TUIaTela 3a JeUYeHHUEe Ha ChOTBETHOTO 3a00sIBaHE U
TapreTHa rpymna naieHTH.

CrnenBa ma ce mocoyaT HEYJOBJIICTBOPCHHUTE MOTPEOHOCTH HA MAIUEHTUTE B
KOHTEKCTa Ha OlEHSBaHATa TEXHOJIOTHUS U TMOJI3BAHUTE KbM MOMEHTa TepamneBTHYHU
MOJIXOJTH.

AnTepHaTHBa 3a CpaBHEHHE Ha OIICHSBAaHAaTa TEXHOJOTHsS TpsaOBa na ObIe
CHINECTBYBAIA (aKTyaJlHA) JICKQpPCTBEHA TEpamwusi, MPOIEaypa WIH ChIICCTBYBAIA
rpyna/moArpymna/rpyna no TEXHUYECKH H3UCKBAHUSA, KOUTO B MEIUIIMHCKATA MPAKTHUKA
Ouxa OWIM 3aMEHEHH OT OILICHSIBaHATa TEXHOJIOTHS.

3. Hactosma ynotpeba Ha olleHsIBaHATa TEXHOJIOTHSI.

3.1. Hactosiima ynorpe6a Ha TEXHOJOTHATA.

Jla ce mocouu ganu TEXHOJIOTHUATA € MPUIJIOKEHA U aKo €, B KOU €BpOIEHCKU
CTpaHU U 3a KOM TePaNieBTUYHU MTOKA3aHUs € ITyCHaTa Ha ma3apa W/Wiv B ICHCTBHUE.

3.2. IbpxaBu, B KOUTO TEXHOJIOTHSTA CE€ 3aruiaiia OT 3JpPaBHU CHCTEMH U
dbonmoBe.

Jla ce omuie peuMOYpCHHST cTaTyc Ha 37paBHara TexHosorus B EBpora,
TEepaneBTUYHU TIOKAa3aHUs, PECTPUKIMM M HUBO Ha peumOypcaius, 0000IIeHue Ha
MPETNOPHKUTE 3a peuMOypcHupaHe, Jalud peuMOypcalusaTa € 3a BCUYKU TeparneBTHYHU
MOKA3aHWs, WJIM CaMO 32 KOHKPETHH TePANIeBTHYHHU TIOKa3aHUs B IPYTUTE IbPIKABH.

4. KakBo € Heo0X0IMMO 32 M3MOI3BAHETO HA 3/IpaBHATAa TEXHOJIOTHS?

4.1. 3uckBanus 3a ynorpeoa.

Jla ce mpenocraBu mHGOpMAIUS Jadl 3/ApaBHATA TEXHOJOTHS CE U3IOJI3Ba
CaMOCTOSITEITHO, WJTH B KOMOMHAIIHS C IPYTO MEIUIIMHCKO H3eINe, ICKaPCTBEHA Teparus
WIK Tpolueaypa. AKO 3a 3ApaBHAaTa TEXHOJOTHS HMa MPUIIOKEHU JOMBIHUTEIHU
CIICIMAITHY YCIIOBUS 32 M3TOJI3BaHe, CJIe/[Ba T¢ Ja OBbJaT MPeoCTaBeHU (BKJI. YCIOBHUSATA,
P KOUTO III€ CE€ M3MOJI3BA; OTPaHUYCHHS 3a CIICIIMATUCTH | JIUIa, KOUTO UMaT MpaBo Ja
sl U3TOJI3BAT).

CnenBa ma ce mpenactaBu UWHGOpMAIMS OTHOCHO U3CIEABAHHATA H
MPOCIIEIIBAHETO HA MAIUEHTUTE, KOUTO U3IOJI3BAT TEXHOJIOTHATA.

4.2. HeoOxoaumu MpolieaypH 3a U3IMOJI3BaHe Ha TEXHOJIOTHUATA.

Jla ce mocoun namu mpolenypara € pa3padoTeHa KOHKPETHO 3a camara
TEXHOJIOTHS, UJTU € MPOBEKIaHa U MIPEId TOBA C APYTU TEXHOIOTHH.

OnucaHureTo Ha MPOoIeAypaTa BKIIFOUBA CIICTHUTE XapaKTePUCTHKH: HAYHH Ha
MPUIOKEHUE; MPOIBIDKUTEIIHOCT; POJIsl HAa BCEKH CIEIHMATUCT, KOMTO y4acTBa B Hes;
HeoOXoMMa cpejia 3a U3BBPIIBAHETO M, YECTOTa HAa W3BBPIIBAHE Ha MPOIEaypara Io
BpEME Ha JICUEHUETO; HeOOXOIMMOCT OT aHECTE3HSI.
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4.3. lnBeCTUIIMU U OpraHu3aIus.

CnenBa ma ce mpenoctaBd HMHQPOpPMALUs 3a WHBECTHLIMH, KOWTO Ca
HEOOXOUMH, 3a Jla Ce M3IO0JI3Ba TEXHOJOTUsATa (IOMBIHUTEIHU PECypcH, HyXJaTa 3a
KOMTO III¢ Bb3HUKHE MIPU BHBEKIAHETO HA 3/[paBHATA TEXHOJIOTHS).

B T.4. cnemBa ga ce onumiaT AONBJIHUTEIHUTE yMEHHUs, OOydeHUS U
KBaJM(HUKAIMY, KOUTO 1€ ca HEOOXOAMMHU Ha 3[JpaBHUTE CHEIMAJINCTH, 3a Ja MOraT Ja
aIMUHHUCTPUpPAT 3/ApaBHaTa TexHoyorua. Cblo Taka TpAOBa Ja ce MPEICTaBAT
JOITBJIHUTEITHUTE YOBEIIKU PECYPCH, KOUTO CE€ OYaKBAT MPHU BHBEXKIAHETO HA 3/IpaBHATA
TEXHOJIOTHS (HAMp. HOBH CITY)KUTEIIH).

CrnenBa na ce omumiat MPOMEHHTE HAa HACTOSIIMTE YCIOBHSA, KOUTO Ouxa
MOTJIM J1a HAaCTBHOAT W3BbH OOMualiHaTa KIMHMYHA MpPAKTHKA CJe]l BbBEXKIAHETO Ha
3npaBHaTta  TexHoJorus  (Opoil  uW3cieABaHWsA,  JONBIHHUTEIHO  OOOpYABaHE,
uH(ppacTpykTypa u ap.).

5. Knuanvna epukacHOCT, eEeKTUBHOCT U OE30I1aCHOCT.

5.1. Unentudunmpane u ceineKkus Ha NpoyIBaHUITA.

OcHoBHaTa 1en € Ja ce WACHTU(PUIUPAT BCHUYKH KIMHWYHU MPOYYBAHHS,
BKJIIOYUBAIIM OlICHABAaHATa 3/paBHa TexHosorus. [IpemmyiecTBeHo cienBa na Obaar
BKIJIIOUCHU PAHIOMH3UPAHUTE H3IMUTBAHUS, KOWTO CpPAaBHSIBAT HOBAaTa TEXHOJIOTHS C
OCHOBHATa alTepHaTHUBAa. AKO HE Ce€ OTKPHSIT JUPEKTHU PAHIOMH3UPAHU CPABHEHUS,
TpsiOBa J1a Ce€ MPOBEJE ThpPCEHE 3a HEpaHJIOMH3WpaHU H3NUTBaHUA (0OCEpBAIMOHHHU
MPOYYBaHUs, IPOYYBAHUS C €IHO paMo U Jp.).

[IpencraBs ce mBICH CHOUCBK Ha HWIACHTH(PUIUPAHUTE W3IMHTBAHUSA,
BKJIIOUBAIIY KaHAUIaTCTBAIATa TEXHOJIOTUS.

[TonGopsT Ha mpoyuBaHUATAa cielnBa Aa ObJe M3BBPIICH Bb3 OCHOBA Ha
KpUTEpUUTE 3a BKIIOUBAHE M WM3KIIOYBAHE, U30paHU MpeIu 3allo4yBaHEe Ha THPCEHETO
(onucanu noApoOHO B T. 5.2).

[IpencraBar ce M3TOYHHMIIUTE HA WHGOPMALIUA 32 KIMHHYHUTE MPOyYBAHUS.
[Ipenopwuntenaure 6a3u ganHu ca: PubMed, Cochrane Library, ClinicalTrials.gov,
European Union Clinical Trials Register, EMBASE.

CnenBa ja ce oTuere HEOOXOIUMOCTTA OT AOIBJIHUTEIHO UACHTU(DULINpaHE
HAa JIOKa3aTeJICTBa C MOMOIITa Ha CIETHUTE METOH:

- KOHCYJITAIIUU C KIIMHUYHY €KCTICPTH;

- HECHCTEMaTHYHO THhpPCEHE Ha JaHHH, MyOJIWKYBaHU B CIELHATU3UPAHU
cIMcaHusi B OOJIacTTa Ha OLEHSBaHATa TEXHOJIOTHS, HO KOWTO HE ca BKIIOYCHH B
MOJI3BaHHUTE 0a3u JaHHU C MEIUIIMHCKA HH(POpMAITHUS;

- YCTAaHOBSIBAHE HA KOHTAKT C aBTOPH HA KJIIMHUYHU U3ITUTBAHUS;

- OJI3BaHE HAa UHTEPHET ThPCAUKH;

- KOHCYJITAITUH C IPOU3BOIUTEIH.

[TpornecwT, BoJEII 10 OKOHUATETHUS 000D, ciieBa Aa Obje NpeICTaBeH Mo
dbopmara Ha Tuarpama cbriiacHo ykazanusita Ha PRISMA.

5.2. KiiuHn4YHM Ipoy4BaHusl.

OcBeH mpencTaBsSIHETO B TAOJIMYEH BHJ Ha BCSKO €IHO OT MPOYYBAHHSITA €
HEOOXOUMO U TOJPOOHO OMHCAHME HAa KPUTEPUHUTE 32 BKIIOUBAHE W M3KIIOYBAHE MPU
n300p Ha KIIMHWYHUTE MTPOYIBAHHMS.

5.3. OCHOBHU XapaKTEPUCTUKH HA TIPOYUBAHUSATA.

B TabnwueH BuO na ce TPEACTaBIT OCHOBHHUTE XapaKTEPUCTUKH Ha
MPOYUYBAHUATA - UJICHTU(UKALIMOHEH HOMED, 11e]T Ha TPOYUBAHETO, KPAHU TOYKHU, TU3alH
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Ha MPOYYBAHETO, YYACTHMIIM, KPUTEPHUH 32 BKIIIOUBAHE U M3KJIIOYBAHE, HMHTEPBEHIUS U
KOMIIapaTop, Opoi IIEHTPOBE HA MPOYYBAHETO, PE3YIATATH 110 KPAHU TOYKHU U TIEPUOJT HA
poceisiBaHe.

5.4. Pesynraru 3a epuxacHoCTTA.

HezaBucumo oOT mnocodeHuTe pe3ynTratd B TaOJIMYHUA Tperjiel Ha
U3IUTBAHUATA B TO3M pasfen TpsaOBa MoApoOHO Na ObIAT WM3SICHEHH M HIIOCTPUPAHU
BCUYKHU pe3yaTaTH OT TAX. Mmoctpanusara Moxe Aa ChabpikKa JAONBIHUTEIHU TaOIUIIH,
burypu u ap.

[IpropuTeTHO 3HaUEHKE MPU OLIEHKATa Ha 3IPaBHUTE MOJI3H HA TEXHOJIOTUATA
TpsI0Ba 1a UMAaT KIIMHUYHO 3HAYUMHU PE3YIATATH, KOUTO Ca C KJIF0YOBA BAKHOCT 32 JaJICHOTO
3a0o0JIsBaHe WM UHTEpBeHIMs. [loKiiaBaHUTE pe3yTaTi TpsOBa:

- na Ob1aT AePUHUPAHU U TIOSICHEHH OT IJIeIHA TOYKA Ha KOHKPETHUS 3/IpaBeH
npo0Jem;

- Jla OTpa3sBaT HaW-BAXHUTE aCMEKTH Ha 3JpaBHHS MPOOJIEM H B CHIIOTO
BpeMe Jla TO3BOJISIBAT Ja C€ YCTAHOBST BBH3MOXKHUTE PA3MKU MEXKAY CpPaBHSBAHUTE
TEXHOJIOTHH,

- 1a OBJAT BaXKHU 32 B3eMaHE HA KJIMHUYHU PELICHUS.

5.5. Pesynraru 3a 6€30macHOCTTA.

IIpenocraBs ce o0000mIeHHE Ha ChOOpaKECHHMATA 3a OE30MacHOCT,
BKIIFOUMTEIHO BAKHU HUIACHTH(PHUIMPAHU PHCKOBE, BAXHH TOTCHIMAIHA PHUCKOBE U
JuncBaia nHpopMalrs, OTHOCHMH KbM 3/IpaBHATa TEXHOJIOTHSI.

Jla ce mpenocTaBAT JMaHHU 332 BpEeMe Ha €KCIIO3UIIUS KaKTO Ha OIEHSBAHOTO
MEAMIIMHCKO U3JIeNNe, TaKa U Ha N30paHUTE alNTePHATUBYU - HATIP. THU, CEAMHUIIN, MECEIIH,
TpallHO UMIUIAHTHPAHU.

Ja ce npeacraBu uHbopMalus 3a CbOTBETHUTE KpailHU TOYKH, METOJUTE 3a
chOMpaHe W aHanu3 Ha JaHHWTE. [IpejcTaBeHHWTE JaHHH OT NMPOYYBAHETO CIIe[BA JIa
OTpazsBatr pe3yJaTaTUTe 3a 0€30MacHOCTTa Ha 3/[paBHATA TEXHOJIOTHSI.

AKO MMa pe3ysiTaTd, IPOyYBAaHUS WM PaMEHa OT MPOYYBAHHSITA, KOUTO Ca
M3KIIIOUYEHU OT OO0OOIIEHHETO Ha pe3yNTaTHTe 3a 0€30MacHOCT, Jla Ce MPEACTaBU sICHA
000CHOBKa 3a TO3U U300p.

Ha ce mpemoctaBu wuHpopMaius 3a Oposi Ha MAIUEHTHTE, KOUTO ca
MIPEYCTAHOBHJIU TPAHHO MM BPEMEHHO CBOETO JICUCHUE.

B Tabnuuen Bua ga ce mpemoctaBu MHGOpMalus 3a Oposi Ha HEXKEIaHUTE
CHOUTHS, TIXHATA TSIKECT M YECTOTA Ha MOSBa, M3pa3eHa B MPOIICHTH.

5.6. PesynTaru 3a kKauecTBOTO Ha JKUBOT.

Jla ce mocoun BIMSHHETO HA aHAIM3WpaHATa 3JpaBHA TEXHOJOTHS CIPSIMO
TOBa Ha alTEPHATUBUTE BHPXY CIEAHHUTE aCMEKTH, CBHP3aHH C KAa4eCTBOTO Ha KUBOT
(QoL):

- Ka4eCTBO Ha KUBOT, CBBP3aHO cbe 3apaBeTo (HRQoL);

- HRQoL, cnennduuno 3a cbOTBETHOTO 3a00JIsIBaHE;

- paboTOCTIOCOOHOCT;

- U3BBPIIBAaHE HA OOWYAHHUTE €XKETHEBHU JCHHOCTH.

5.7. Pesynratu 3a e()eKTUBHOCT C JJaHHU OT pealiHaTa KIMHUYHA MPAKTUKA
(RWD).

Heo0OxomuMo e f1a ce oleHAT e)eKTUTE Ha U3CIIeBaHaTa 3/IpaBHa TEXHOIOT U
BBPXY Ka4ECTBOTO U MTPOIBJDKUTESIIHOCTTA HA )KUBOT Ha MAIUSHTUTE B pealilHaTa KIIMHUYIHA
MPAKTHKA.
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JlaHHUTE, CBBP3aHM C €(PEKTHBHOCT, CJEJBa Jja CE IMOJ3BaT OT HAAEXkIHO
npoy4BaHe, MPOBEACHO B YCIOBHS Ha peajiHa KIMHUYHA NPAKTUKA (TJaHHU OT PeasHUs
car, Real World Data - RWD; nokazarenctBa ot peannus csat, Real World Evidence -
RWE). Te morat na 0b1aT MPOCIIEKTUBHH U PETPOCIIEKTUBHU MPOYYBaHU (IparMaTUIHU
pPaHIOMHU3MPAHU KIMHUYHU U3MUTBaHUSA, OOCEpBALMOHHU NpPOYy4YBaHMS M 0a3u JaHHM,
BKJIIOYMTETHO PETUCTPHU Ha mauueHTH, 6a3u nanau Ha M3/H30K u apyru MHCTUTYIHH,
MEIMIUHCKN HayYHH U3CIIeIBAHU).

B Hskou crmydaun € MO3BOJIGHO Ja OBAAT B3€TH NPEIBU] HEMyOIUKYBaHU
KJIMHUYHM JIaHHH, CBBP3aHU C €(PUKACHOCT UM €PEKTUBHOCT B KJIMHUYHMA aHAIU3. BbB
BCEKM CIIy4ail OlleHKaTa Ha e()eKTUBHOCTTA ClIe/[Ba 1a ObJIe Bb3 OCHOBA Ha TOKA3aTEJICTBO
C Hall-BUCOKO HMBO Ha JOCTOBEpHOCT. TpsOBa na Objae NpenocTaBeH KOMEHTap 3a
CTETIEHTa Ha ChOTBETCTBUE MEXy €(DUKACHOCT U €(hEKTUBHOCT.

Pesynrature, 1oknagBaHu OT MALMEHTUTE, Ca BayKHA YacT OT OL[EHKaTa KaKkTo
Ha KJIIMHUYHATA €PEKTHBHOCT, TaKa U Ha CBBP3aHOTO ChC 3/IPABETO KaYECTBO HA JKUBOT.
Pesynrtarure, AoKiIazBaHU OT NAlMEHTHTE, BKIIOYBAT OOIIM W/MIM cHeuu(uyHHu 3a
CHCTOSIHHETO JaHHU, MEPKH 32 Ka4€CTBO HA )KUBOT, CAMIITOMH WIH ()YHKIIHH.

B ananuzure Tps6Ba 1a ce 0TOENIEKHU KOra M Kak ca OLUEHSIBaHU pe3yJTaTuTe,
JIOKJI/IBAaHU OT TAllUEHTHTE.

Jla ce mpecTaBu cxeMaTa, 110 KOSITO ca OLEHSIBaHU Pe3y/ITaTUTE, 0K IBaHH
OT MalMeHTUTe (Hampumep cboOmaBanu oT ydactHuuure, QALY, BU3yanHO-aHaIoroBa
cKasia Ha O6oJKarta, TeCT 3a 3pUTelIHa OCTPOTa, 6-MUHYTEH TECT 3a XOJeHe U 1p.). Bcuuku
U3MEPUTENIM Ha PEe3yNTaTuTe, JOKJIAJBaHU OT MalMeHTa, TPsAOBa Aa OBJAT MOCOYECHHU
(mamp. EQS5D, HUI).

5.8. CpaBHuTenHa epUKaCHOCT, €PEKTUBHOCT M OE30MMACHOCT - METaaHAIH3U
U UHJUPEKTHU CPaBHEHUS.

[Ipu ronsim Opoll KIMHWYHM TPOYYBAHMSA, BKIIOYBAIIM €IHA M ChIIA
NalMeHTCKa Tnomyjanus, oOmM KpallHM TOYKM W OILEHSABAaHU  TEXHOJOIMH,
NPEMOPHUUTEITHO € TPEICTABIHETO Ha MeTaaHaln3, OOeNWHSBAII JaHHUTE OT TE3U
POYYBaHMUS.

[Tpu cbMHEHHSI OTHOCHO Ka4eCTBOTO Ha M3MHUTBAHUATA WM PEIEBAHTHOCTTA
Ha KOHKPETHM MPOYyYBaHMs ciiesiBa Jja ObJaT NPEIACTaBEHU PE3Y/ITaTH OT METaaHAJIU3H.
CnexaBa ja ce mpelacTaBU MOAPOOHO ONHMCAaHWE HA KPUTEPUUTE 3a BKIIOYBAHE U
U3KIII0YBAHE Ha ChOTBETHUTE MPOYYBAHUS MPU METAaaHAIN3a.

B oTchCTBHETO HA IPEKHM CPABHUTEITHH KIMHIUYHHU M3MUTBAHUS, KOUTO MPSIKO
Jla CpaBHsIBAT OLIEHsBaHATa 3J[paBHA TEXHOJIOTUS M KOMIapaTopa, ce MpernopbyBa Ja ce
U3BBPIIN KOCBEHO CpaBHEHHE (MpEXOBHM METaaHAIU3, HWHIUPEKTHO CpaBHEHUE).
Mertononornyeckara M KIMHUYHATA €JHOPOAHOCT Ha MPOYYBAHMATA, BKIIOYEHHU B
CpaBHEHHUETO, TPsIOBA Ja Ob/Ie TPEIBAPUTEITHO OIIEHEHA U 1a ¢€ OOMUCIIN AT € BaJIUTHO
KOCBEHOTO CpPAaBHEHHUE.

VYcTaHOBSIBAHETO Ha W3MUTBAHMUATA, KOWUTO Ja OBJAT H3MOI3BAHH IIPH
KOCBEHOTO CpaBHEHHe, TpsgOBa naa ObJe Bb3 OCHOBA Ha CHCTEMaTHuY€H Iperien.
[IpenopbunTeneH € 3a1bJI00UEH aHaIN3 Ha METO0JIOTUATA, N3M0I3BaHa B IPOYUYBAHUSTA,
KaKTO M aHaJM3 Ha Pa3JIM4yMATa B MOMYJIalUATA, 3jpaBHATA TEXHOJIOTUS B peepeHTHOTO
paMo ¥ TIPOYYBAaHWTE KpaHW TOYKH. YCTAaHOBEHUTE pa3iuKu TpsOBa na Obaar
IpeJCTaBeH!u B TabIu4Ha popma.

HenpsikoTo cpaBHEeHHe TpsOBa Aa ce M3BBPIIM C HM3MOJI3BAaHE HA METO[IH,
KOpUTHpaHM 3a pe3yiTara, MOoJIy4eH B KOHTpOJHATa rpymna, Hamp. mMeroaa Ha Bucher,
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Bayesian MeTo/1 3a cMeceHO cpaBHEHHE Ha TepanusiTa, MeTaananu3 Ha Lumley mpexa miu
metaperpecusi. Koraro ce usnomssa Bayesian moaxon, TpsiOBa 1a ce 00bpHE CHEIMATHO
BHUMaHUe, 3a J1a Ce MPOBEPU BaJIUIHOCTTA HA PE3YITATUTE.

Korato He € BB3MOXHO Ja ObJ€ HM3BBPUICHO KOCBEHO CpPaBHEHHE UpE3
00MKHOBEHO pedepeHTHO paMo (HEKOHTPOJIMPAHU TIPOYYBAHHUSA), MOXKE Ja Obaar
OOMUCIICHH JPYTd METOJIU, BKIIOUUTEITHO:

- CpaBHEHHE Ha TPYNH OT Pa3IUYHU [IPOYUBAHUS;

- CBIIOCTABHUTEJICH aHAJIN3 C UCTOPUUECKU KOHTPOJIH;

- KOCBEHO CpaBHEHHUE, KOPUTHPAHO 3a HaIlaCBaHE;

- CpaBHEHHE Ype3 U3IOJI3BAHETO HAa MHMBHIYaTHH JAHHU Ha HUBO IMAIHEHT.

[Ipenu 3amouBaHe Ha uW34YUCIEHHUATAa TpsiOBa 1a ObgaT 0OOCHOBaAHU
KpUTEepUHTE 32 M300p Ha crneuupuyeH aHaTuTHYeH MeTo]. OKOHYaTeTHHAT M300p Ha
AHAIUTUYHUS METOJI clie[iBa fa Obae 0a3upaH Ha BUJA HAJIWYHU JaHHU. Pesynrarure ot
BCSIKO KOCBEHO CpaBHEHHE TpsIOBa Ja ObJIaT THJIKYBAaHH BHUMATEIHO. BBB BCHUKH Ciydan
HAa KOCBEHHM CpaBHEHHUs TpsOBa 1a ObAe HaMpaBeHO 3aIBJIOOYEHO THIKYBaHE Ha
pe3yaATaTUTE 3a€JHO C ONMUCAHWE HA OTPAHUYEHUATA W aHAIW3 HA YYBCTBUTEIHOCTTA,
MPEJCTaBA] BB3ACHCTBUETO OT BKJIIOYBAHE M HW3KIIOUYBAHE HA TMPOYYBAHUS CbC
3HAYUTEITHHA OTKJIOHEHHUS 10 OTHOLICHNE Ha METO/I0JIOTHSATA B CPABHEHHE C IPOYYBAHUATA,
U3IOJI3BaHU B KOCBEHOTO CPaBHEHHE.

5.9. CuilHU CTpaHU ¥ OTpaHUYEeHMS Ha aHAJIN3a.

Jla ce mpexacraBu 000OIIEHNE HA PE3YNTATUTE U JIOKa3aTelcTBaTa, KaTo ce
B3€MaT NPEABH] KauyeCTBOTO Ha M3CJIECIBAHETO, BAIMIHOCTTA HA W3IOJI3BAHUTE KPaiHU
TOUYKH U CTENEHTA Ha J0Ka3aTelCcTBaTa.

Jla ce mpeacTaBu KpaTKO HM3JIOKEHHME Ha JIOKa3aTelcTBaTa 3a oOxBaTa Ha
OIICHKaTa, KaTO Ce B3eMaT MpeABUJ IOIMYyJIaluATa, WHTEPBEHIIUATA, aNTEePHATUBUTE U
pe3yaTaTuTe.

Jla ce npencTaBsAT KIMHUYHUTE MOJI3H 32 MallUeHTa.

Hla ce onpenensT BCUUKH (aKTOpH, KOUTO OMXa MOIJIM Jia TOBIUSAAT BbPXY
pe3yiTaTuTe OT MPOYyYBAHMATA MPHU BBBEXJaHE Ha 3/JpaBHATa TEXHOJOIUS B KIMHUYHA
NPaKTHKA.

6. AHanu3 Ha pa3xo/HaTa ePeKTUBHOCT.

6.1. Onucanre Ha TPOBEACHUTE WKOHOMHUYECKM aHAJIM3U C OlICHSIBaHATa
3/IpaBHA TEXHOJIOTHS B IPYTH JIbPHKABH.

Korato mma mpoBeseHH 3ApaBHO-UKOHOMHYECKH OIEHKH Wi (hapMako-
MKOHOMHMYECKH aHAJIU3U C OLIEHsABaHATa 3/jpaBHA TEXHOJIOT U 3a LIEJIUTE Ha JPYTU CUCTEMHU
Ha 3/lpaBeolla3BaHe, Te cle[Ba Ja ce onumar. [IpenmopbuuteneHn e TabnuueH BHUJ Ha
OTMCAHMETO U JieTaiIHa MucMeHa uH(opmMarus. B tabmuueH BUJ cieqBa Jja ce MOACHAT
CIICZIHUTE TaHHHU:

- U3TOYHUK Ha IPOYYBAHETO;

- [IeJT Ha TIPOYYBAHETO;

- U3IOJI3BaH METOJI/METOJM Ha IPOYYBAHETO, BKIIOYUTETHO MPHIIOKEHO
MojieNTipaHe (aKo uma);

- CpaBHSIBaHU AJIITEPHATHBH,

- U3MEPUTENINTE Ha pe3yATaTuTe (KIMHUYHA TIOKA3aTeNN, Ka4eCTBO Ha KUBOT,
JBITOCPOYHU PE3yATaTh U JIp.);

- pe3yJITaTH OT aHAJIN3a,

- 3aKJIFOYEHHE Ha aBTOPUTE.
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[Tonydyenure pesynratu cieiBa ga ObAaT KOMEHTHPAHH U OTHECEHU KbM
OlICHKaTa Ha HacTosIarta 3apaBHa TexHosorus. llo-crenuduunuTe pe3yiaTatd WIn
MHTEPIIPETalMs Ha JAaHHUTE U Pe3yJITaTUTE clie/iBa J1a ObJIaT MOSACHEHHU U KaTO TEKCT.

6.2. Omnmcanue Ha NYyONMKYBaHH OIEHKA Ha 3]paBHATa TEXHOJOTHS,
U3BBPIICHU OT AbPKaBHU MHCTUTYLMM 32 LEIUTE Ha Jpyra HallMOHAJIHa CHCTEMa Ha
3/IpaBeona3BaHe.

TpsabBa na ce npenocTaBsIT JaHHU 32 BCUHUKH AbP>KaBH, B KOUTO TEXHOJIOTHATA
e Omta oleHsiBaHa.

JlanHuTe 3a U3BBPIICHUTE OLEHKUM cJleABa Ja BKIIOYBAT ClelHaTa
uHpOpMaLus:

- UHCTUTYLIUATA, KOSITO € U3BBPILINIA OIICHKATA;

- IEpCIEKTHBATa Ha OleHKarta (myOnuyHu (HPOHIIOBE, CIIEHUAIHU CUCTEMH 32
¢dbuHaHCHpaHe, 00IIECTBO U JIp.);

- MOKa3aHUETO, 32 KOETO € U3BBPIICHA OIICHKATA;

- 3aCerHaTO HACEIICHUE;

- CpaBHSIBaHU aJITCPHATHBH;

- IPUJIOKEHHU METO/IU 32 OIICHKA;

- KOraTo MMa BKIIFOYCHH CXEMH 3a JOCTHIT Ha MAIlMEHTHTE, T€ ChII0 TPSOBaA Aa
ce 1mocoyar;

- B3€TO penleHre (BKIIOYUTEIHO OTPAaHHMYCHHATA, KOUTO Ca CBhP3aHH C TOBA
pelicHue);

- J1a ce TOSICHU /M B3€TOTO pEIIeHHE € OKOHYATEIHO, WM TEXHOJIOTHITA
MOJJICKU HA JOMBIHUTEIHO MPOCIIEsBaHE.

Benuky pemieHust Ha Abp)KaBHUTE WHCTUTYLUHU TPsiOBa Ja ce MPHIIOKAT C
NOAXOAIINTE pedepeHIy U Ja ce MPHIOKU JTOKYMEHTHT, ChAbPKAIl OKOHYATETHATA
OLICHKA U 3aKJIIOUCHHE.

6.3. Llen Ha ananu3a.

®dopmynupaHata 1e1 TpsioBa 1a Ob/ie ACHAa U KOHKpPETHA U J1a € ChoOpa3eHa ¢
dbuHaHCUpaaTa UHCTUTYIHUS.

6.4. IIpunoxen ananu3. OcHoBaHUs 3a U300pa Ha BHJIa aHAJIU3.

N360pbT Ha aHATUTUYEH METOJ] TpsAOBa 1a ObJie 000CHOBAH OT IJIeHA TOYKA
Ha 3arJianamara HHCTUTYIUS, BDEMEBHSI XOPH30HT, JOKA3aTeICTBATa 32 TEPATICBTUYHHUTE
pe3yiTaru.

[Ipy npUIOKEHWETO HA METOAHWTE C€ CHa3BaT OCHOBHUTE TEOPETHYHH
HpPEnopbKy, KAKTO U Te3u Ha JloOpUTe N3CIe10BaTEICKH TPAKTUKH.

[IpemopbUNTETHO € OCHOBHUSAT MKOHOMHYECKH METOI, KOWTO CE MpHiiara mpu
OlLIEHKaTa Ha 3/IpaBHATa TEXHOJIOTHUs, [1a BKJIIOYBA Hall-MaJKO aHaJU3 pa3Xxo/-T0JIE3HOCT
(CUA) nmn ananmm3 pazxon-edpextuBHoct (CEA). Koraro e ymectHo, Morar na Obaar
IPOBE/ICHU MOBEYE OT €/IUH aHAaJIH3.

[Ipy cpaBHHTENHM aiITEepHATHBM C JIATICA Ha TIPEBB3XOJCTBA Ha
TEpaneBTUYHUTE PE3YJITATH MOXKE J1a Ce MPHUIIOKHU aHAIN3 pa3xoa-MuHUMYM (CMA).

I[Ipu wmeronma awmanu3 pasxona-momsa (CBA) e HeoOxogmmo 3apaBHHTE
pesyaTratd Ja ObAaT MpPENCTaBeHH KaTo MAapUYHU CTOMHOCTH, KOETO Ch3JaBa J0CTa
TPYIHOCTH, IOpaau KoeTo npuioxkenneto Ha CBA B 31paBeona3BaHeTO € OrpaHUYEHO.
ToBa e Taka, 3amoTo CBA Moxe 1a urHOpupa HSIKOU TPYIHO OLEHUMHU, HO Ba>KHH 3/JpaBHU
MI0JI3U, KOUTO TPYIHO MOTAT J]a € OCTOWHOCTSAT C TApUYCH EKBUBAJICHT.
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[Mpunoxenure aHanmu3u TpsAOBa Ja OTpa3sBaT HaJIMYHUTE JIaHHU 32
e(pUKaCHOCT/€EKTUBHOCT U MPOQIIT Ha OE30MACHOCT Ha OIEHsIBaHATA TEXHOJIOTHS, KAKTO
U ObJITapCcKaTa TeparieBTUYHA MPAKTHKA, CTAHJAPTH 32 JICICHUE W M3TOYHUIY HA TAHHHM 32
pasxoaure.

6.5. CpaBHUTEJIHU aJITCPHATUBH.

[Tpu mpoBeKTaHETO HA UKOHOMHYECKHUS aHAIIN3 CPABHUTEITHUTE AITCPHATHBU
TpsiOBa Ja ObIAT ChOOPA3CHU C MPENOPHUYUTEITHUTE ANTESPHATHBH OT MPEICTABSIHETO Ha
KIIMHUYHUATE U3MUTBAHUS, 2 UMEHHO:

- aJTepHaTHBaTa, KOSTO HAH-BEpOATHO NIe ObJC 3aMEHEHa OT HOBaTa
TEXHOJIOTHS;

- QITEPHATUBY OT MPOBEJCHU CUCTEMAaTHYHHN 0030pH U METaaHAIIU3H;

- aJTepHATUBUTE, KOWUTO Ca BKJIIOYCHH B CTaHJAPTHUTE TEPAICBTUYHU
PBKOBOJICTBA;

- aJITCPHATUBYU OT PAHIOMHU3UPAHN KIIMHUYHU U3ITATBAHUA.

B Tasm mocnemoBareqHOCT Ha M300p HA AQJTEpPHATHBH CleJBa Ja Ce
OpPHEHTHPAT OICHSBAHUTE 3a 3aIlIalllaHe 3PAaBHU TEXHOJOTHH, KATO KOJIKOTO MO-BUCOKO
B iiepapXxusTa Ha CPaBHUTEIHUTE AITCPHATHBY € M3I0JI3BaHAaTa B aHAIN3a, TOJIKOBA T10-
BHCOKA € JIOCTOBEPHOCTTA MY.

N300pbT HaA KOSTO M Jia € OT CPaBHUTEIHUTE aJITCPHATUBU TPsOBa a Objec
000CHOBAH OT TJIE/IHA TOYKA Ha OBJIrapcKaTa TepareBTHYHA MPAKTHKA.

6.6. [lepcniexTHBa.

AHanmu3bT TpsAOBa Ma ObJe M3BBPIICH OT TJICAHA TOYKA HA WHCTHTYIUSATA,
KOSITO 1Ie prHAHCHPA METUITTHCKHUTE YCIYT'H Upe3 OOIIEeCTBECHH CPElICTBA (TJIeJHATa TOYKa
Ha oOuiectBeH miater] - H30K). Bb3moskeH € u aHanu3 oT CbBMECTHA IJIeJIHA TOYKA, T.€.
Ha IUlaTtera U Ha OcHepuIMeHTHTE (MAIMCHTUTE), HAIp. Karo Ce B3eMaTr MPEIBUI
JOTUTAIIAHKATA 32 3JPaBHU TEXHOJOTHWH, BKJIIOYBAHE Ha JPYTH Pa3XOAH, KOWTO Ce
M3BBPIIBAT U3ISUIO WK Ca 32 CMETKA Ha MaI[UeHTHTE.

[{uTupannTe TIIETHU TOYKH HE H3KIIOYBAT TPOBEXKIAHETO, B OIMpaBIaHU
ClIy4au, Ha JOMBJIHUTEIHU aHAIU3U OT APYTH MEepPCHEeKTHUBH, HAIMp. COLMATHATa TaKaBa
(kaTo ce B3eMaT MpeBU KOCBEHUTE Pa3X0/IH), Ta3HM Ha IOCTAaBYMKA WJIH OT TJIETHA TOYKA
Ha o0miecTBeHnTe UHAHCH (HATp. BKJI. HA MHBAJUIHU MTEHCUU WIIM COLIUATHH ITOMOIIH ).

6.7. BpeMeBU XOpU30HT.

BpemeBusAT XOpU30HT Ha NKOHOMHYECKHUS aHANTU3 TPsOBa Ja Ob/Ie JOCTATHYHO
IBITBT, 32 JIa TO03BOJIM OIICHKAaTa Ha PAa3IMKUTE MEXIY PE3YyITaTUTe M Pa3XOIuTe 3a
OIICHSIBaHATa 3JIpaBHA TEXHOJIOTHUA W KoMmmaparopute. TpsOBa ma € eauH U ChII 3a
M3MEpBaHE HA PAa3XOJUTE W Ha 3/IpaBHHUTE pe3ynrtaT. M30paHaTa MpOABIKUTETHOCT Ha
BpPEMEBUS XOPHU30HT TpsiOBa fa Obae 000CHOBaHA.

B cnyyaif Ha 3paBHU TEXHOJIOTHH, 32 KOUTO PE3YJITATHTE U pa3IMyaBaIluTe
CE pa3xoJu ce CIy4yBaT IO BpeMe Ha IIeNvs KUBOT Ha MallueHTa, TpsiOBa Ja ce U3Moi3Ba
XOPH30HT 3a OIICHKa Ha 0a3a IsT J)KMBOT Ha IMalMeHTa (CpemHa MPOIbDKUTETHOCT Ha
JKUBOT 3a MOMyanusiTa). Be3aelcTBreTo Ha MPOABIKUTETHOCTTA HAa BPEMEBHSI XOPU30HT
TpsiOBa J1a OBJI€ TECTBAHO KAaTO YacT OT aHAJIM3a Ha YyBCTBUTEITHOCTTA (pa3pabOTEHUST
Mojzien TpsiOBa Ja TMO3BOMNsiBa Ja ObJe MPOMEHSHA MPOIBIKUTETHOCTTa HA BpPEMEBUS
XOPHU30HT).

AKO MKOHOMHUYECKHSAT aHAlU3 IeNd Ja MUHUMH3UpPA Pa3XOJUTe U KOrato
pa3xoUTe 32 CPABHIBAHHUTE 3][PABHHM TEXHOJIOTHH Ca TIOCTOSTHHU BHB BPEMETO, MOXKE J1a
ObJle mpueTa eIWHUIIA 33 TPOABHKUTEITHOCT Ha BpEMEBHUSI XOPU30HT, HAmp. | roauHa.
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6.8. AHaJIN3 HA pa3XoJIUTe.

M KOHOMMYECKUST aHAIMU3 CJIEJBA 12 BKJIIOUBA Pa3X0JIUTE, CbOTBETCTBAILM Ha
U3IMOJI3BAaHUTE pPECypCcU TMpU MpUIaraHeTo Ha CHhOTBETHATa 3[paBHA TEXHOJOTHS B
KJIMHUYHATA [IPAKTUKA. Y CTAHOBSIBAHETO HAa KaTETOPUUTE HA Pa3XOJUTE U ONPEAEISTHETO
HAa MeToJa 3a TIXHOTO H3MEpBaHE M OLIEHKa ca HENOCPEACTBEHO CBBbP3aHU C
NEepCIEeKTHBATa U BPEMEBHs XOPH3OHT, N30paHu 3a aHaIM3a.

B 3aBucumocTt ot uzbpanara rieHa ToOUKa aHAIU3bT TPSOBA J1a yCTAaHOBH:

- JIMPEKTHH DPA3XOId - LeHaTa Ha MEIUIMHCKOTO H3/eIHe/MEAUINHCKUTE
u3JIeNusi, KOUTO OMxa TOIMagHad B 3asBEHATa TpyNa/MOArpyna/rpyna mno TeXHUYECKU
M3MCKBaHMs (LieHaTa, KOSTO IIE ce 3alllalia oT IulaTena, IpU ChOTBETHOTO HUBO Ha
peuMOypcupaHe);

- IPEKM MEIULMHCKU pa3XoJu B pe3ysTaT OT IOJ3BaHETO Ha PECYpCH,
HEOOXOIUMHU 32 U3BBpIIBAHE Ha MaHHUMYJIAlMs, MEIUIUHCKA TPUXKU, MOHUTOPHUHT,
XOCIUTANM3aIMs, TPy Ha MEAULMHCKUS MEPCOHAN U JAp.; BXXHO € pa3XxOoJuTe Jia ca 3a
CMETKa Ha IJiaTella, Koraro aHajlu3bT € OT IJIe/IHa TOYKa Ha TUIaTela;

- IPEKHM HEMEAMIMHCKHM Pa3XoAM B PE3yATaT OT IOJ3BAHETO HA PECYpPCH,
HEOOXOUMH 32 U3BBPIIBAHE HA MaHUMYJAIMs, MEIULIUHCKUA TPIKU U MOAIbPKaHE Ha
Ipoleca Ha W3BbPUIBAHETO UM, KOUTO HE Ca CBBP3aHU C MEIULMHCKUTE IPUXKHU, HAIp.
pa3xou 3a TPAHCHOPT 10 OONHUIATA, TPUKHU B JIOMa; OT IJie/IHa TOYKa Ha MyOJIUYHUTE
(uHAHCH IPEKUTE HEMEIULMHCKU Pa3XO0/U ChIUIO TaKa BKIIOYBAT COLIMAIIHU I0JI3H, KAaTO
MEeHCHH, 00e3lIeTeHUs 3a HEPaOOTOCMOCOOHOCT U YCIAYTH MO pexaOuiHuTanus, KakTo U
HaMaJIEHU MIPUXOAU OT OOILIECTBEHO OCUTYpSIBAHE M JAHBLM; TO3U TUIl Pa3XOAU CE B3eMa
MPEeJBUJI, KOTATO aHAIM3BT € OT TJIe[Ha TOUKa Ha 00LIECTBOTO;

- KOCBEHU pa3xoju, NeUHUPAHU KATO Pa3XOJUTE 3a PECypcH, 3aryoeHH
nopaau 3a00JsSBaHETO U HETOBHUTE IOCIEJICTBHUS; B JIOKJIa/Ja 3a OLIEHKAa Ha 3/paBHa
TEXHOJIOTUSI TOBA Ca Pa3XOJHTEe 3a 3ary0eHa MPOAYKTUBHOCT Ha MAlMEHTHTE U JIMIATA,
KOMTO TM OOTPHIKBAT; KaTeropHusTa KOCBEHHM Pa3Xoau TpsAOBa Ja BKIIIOYBA Pa3XOIUTE,
CBBP3aHM C IUIaTeHa paboTa, KakTO W 3ary0uTe, MOHECEHW Npu H300pa Ha eaHa
anTepHaTHBA CIIPSMO JIpyTa.

6.9. luckontupane 3,5 Ha CTO TOAMIIHO KAaKTO Ha pa3xoJWTe, Taka U Ha
pe3yaTaTUTE IPU NPEICTABSIHE HA PA3XOANUTE U PE3YITATUTE 3 IEPUOL, I10-IBJIBI OT €HA
roJIMHa.

6.10. MI3mepuTenu Ha pe3yJITaTUTe.

[Ipu npoBexJaHETO HA AHAJTUTHUYHUTE TEXHUKU CE CIa3BaT MPENOPbKUTE 3a
U3MEpUTENIM Ha pe3yiITaTUTe, KOUTO C€ O4YaKBaT IpH BBBEXKIAHE Ha 3/paBHATa
TexHojorus. llpennmounTanu ca IBIATOCPOUHUTE pE3YATaTH (MPOIBJIDKUTEIHOCT Ha
xuBota (LYG), romuna xuBoT, choOpaseHa c kadectBoto (QALY), crenBanu ot
MEXJIMHHU pe3yJITaTH (IPOMEHU B KJIMHUYHU [T0Ka3aTeNH U porpecus Ha 3a00JI1BAHETO).

N360pbT Ha U3MEpUTEN Ha pe3yiTaTa cie/Ba fa ObJe 000CHOBAH OT IJIEAHA
TOYKa Ha MPOBE/ICHUS aHaIN3, BUJa Ha 3a00/IsIBAHETO, OYaKBaHATA MIPOIBJIKUTEIIHOCT HA
JIEYEHUETO, IPOMEHUTE 110 BPEME Ha JICUEHUETO.

[Ipn oTuntane Ha mokazarens QALY cienBa na ce mocoyn M3TOYHUKBT Ha
JAaHHU 32 MPOMEHHMTE B KAayeCTBOTO Ha >KMBOT M JlIM TOBa ca JaHHU OT IPOBEJICHU
KJIMHUYHY M3NUTBaHUS ¢ KaHIUAATCTBAIaTa 3[paBHA TEXHOJIOTHS, UM OT 0a3H JIaHHU C
nyOJIMKyBaHH MpOoy4yBaHUs (Te TpsiOBa Aa ObJAT MOCOYEHH), WINM EKCIEPTHU OLIEHKU Ha
MEAMIMHCKH CTIEUUATUCTH, WIH JPYTU U3TOUHMIIH.

6.11. Monenupane Ha pa3xojaHaTa e(h)eKTUBHOCT.
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Koraro HaJlnyHHUTE KIMHUYHU U HEKJIMHUYHU JJAHHU HE ca I0CTaThuHHU, 32 J]a
ce OmpeeNud CHOTHOUICHHETO pa3XxoA-e(eKTUBHOCT, C€ TMpHjara MOJEIHUpaHe.
Crpykrypara Ha Mozena TpsiOBa na Obae mnpezacraBeHa. ClIOKHOCTTa Ha Mojenla U
METOAMTE 32 MOJICJIMpaHe TPsIOBA 1a ChOTBETCTBAT Ha CIIOKHOCTTA Ha 3/IpaBHUS IPOOIIEM.

[IpenopbunTenHo € MoAenUTe Aa ObJAT JOKOJIKOTO € BB3MOXKHO I10-
ONPOCTEHH M TMPO3pauyHH, KAaTO B CHIIOTO BpEeME C€ 3ama3Ba TIXHOTO JETAWIHO
U3IIBJIHEHHE, 32 ]a MOKE Jla CE€ OLEHHM pa3iiMKara B €()EeKTUBHOCTTA Ha CPaBHSIBAHUTE
texHosoruu. TpsOBa nma ca sICHM MPEONOJOKEHUATA B MoJeNa, 100pe 00OCHOBaHU U
TECTBAHU YpE3 aHAIMU3 Ha YyBCTBUTEJIHOCTTa. Mojenute TpsiOBa na 6bAaT pa3paboTeHn
ype3 o0IonpueT nocodus, 3a 1a MOXKE /1a Ce TeCTBAT U BepuUIHpaT.

B cnyuaure, koraro HsiMa CTaTUCTMYECKH 3HAa4MMa pa3jiMKa B KIMHUYHATa
e()eKTUBHOCT Ha AITEPHATUBUTE, HE € HEOOXOAUMO MOJIeUpaHe. AKO MOJICITBT BKITIOUBA
KJIIOYOBU [aHHM, 3a KOMTO HsIMa HECHUTYpHOCT B IPOMEHHUTE UM, B aHaju3a Ha
YYBCTBUTEIHOCTTa C€ TECTBAT CaMO TE3W, MPH KOUTO HMMa CTATUCTHYECKH 3HAYMMA
pasnuka. OcraHaluTe napaMeTpu TpsAOBa Ja ce M3KIYaT OT MOJea UM Jja ce CUuTar
KaTO HEYTPAJIHH MO OTHOILICHHE Ha MOJIEINA.

[Ipu mpencraBsiHe Ha CHOTHOLIEHUETO pPAa3XOJ-pe3ysTaT MOXe Ja Obie
MPWIOKEHO MoJenupane oT Buaa "JIbpBo Ha pemeHusita", mMoaen Ha Mapkos,
€MMIEMHOJIOIMYEH MOJIEN WIIM JpyTra Hay4yHOIIpHeTa TEXHHUKA 32 MOJIEJIMPaHe.

6.12. Pe3ynratu oT NpUIOKEHUS aHAIUTUYEH METOI.

Koraro mpunoxeHara aHalMTUYHA TEXHUKA € Pa3X0A-€(EKTUBHOCT MWIIH
Pa3xoA-MoJIE3HOCT, PE3YATATUTE CE MPEACTABAT KATO ChOTHOILIEHHE Pa3X01-€(PEKTHBHOCT
WIA MTHKPEMEHTAJIHO ChOTHOILIEHNE HA HApACTBAHE HA Pa3XOJUTE U pe3yJTaTUTe.

[Tpu npencTaBsiHETO MM C€ CIIa3BaT OOMIONPHUETUTE MPaBHJIA Ha TIOJpPEKIaHe
Ha aJITEPHATUBUTE BbB BH3XO/AIL PEJl HAa PE3YJITATUTE U CE€ U3UUCIISIBA UHKPEMEHTATHOTO
cpoTHoleHne Ha pasxogute (ICER) 3a Bcsika oT Tepanmuure MO OTHOLICHHE Ha
ChOTBETHATa aJTePHATHBA 3a CPAaBHEHUE.

6.13. AHanu3 Ha YyBCTBUTEIHOCTTA.

HecurypHocTTa Ha pe3ynaTaTuTe MOXKE /a ce Ib/DKM Ha JIMIICBAIIM JAaHHHU,
NPEIU3HOCT Ha MPOTHO3UTE WIH METOOJIOTHYHH MTPEIOTI0KCHHUS.

AHanmu3bpT Ha YyBCTBUTEIHOCTTA TPsiOBa Ja ce (PoKycHupa BbPXY BXOIAIIUTE
JTAHHU, 32 KOUTO HECUTYPHOCTTa Ha M3YMCIICHUETO € Hai-BHCOKA, KAKTO M TEe3U, KOUTO
UMaT 3HAUUTENIHO BB3ACUCTBHE BBPXY pe3yiaTara OT HUKOHOMHYECKUS aHaJU3.
WuTepBansT, B KOWTO TpsOBa J1a BapupaT napamerpure, € + 20 %.

B ukoHoMuueckus aHaaM3 € HEOOXOAMMO Ja ce€ MPOBENE BEPOSTHOCTEH U
€/THOTIOCOYCH aHAJIM3 Ha YYBCTBUTEIHOCTTA. BEpOSTHOCTHUAT aHANM3 ClIeJBa Jla TECTBA
MIOHE NTapaMeTpHuTe, KOUTO UMAT Hali-ToJIsIM eeKT BbpXY pe3ynaTarute. Pemennero na He
ce TIPOBEXKIAa BEPOATHOCTEH aHaU3 TpsiOBa Ja OBbAe MOAKPENEHO OT IMOIXOMISIIN
OCHOBaHHUS (HaMp. UKOHOMHUYECKH aHalIU3 1101 popMaTa Ha CpaBHEHHE HA Pa3XO0/11, aHATIU3
MUHHMH3HpAHEe Ha Pa3XxOAWTE), BKIIOYEHH B JOKYMEHTa 32 MKOHOMHYECKHS aHAIU3.
3a1bJDKUTEIHO Ce MPEJICTABST U3I0JI3BaHUTE ApaMETPUUHU pa3npeeNieHUsI KbM BCUUKU
OLICHSIBAHU MOKA3aTeNu (HapuMep: pa3xo/u - normal, 31paBHH MOJI3H - §ama).

AHaNM3bT Ha YYBCTBUTEIHOCTTA TPsAOBa J1a:

- YCTaHOBH HECHTYpPHHTE MapaMeTpH (3a KOUTO UMa BEPOSATHOCT OT Tpelka
IIPY U3YHUCIICHUETO);

- nepuHMpa wW oO0OCHOBE oOxBaTa Ha BapuaOUIIHOCT HA OMNpENeTIeHU
napameTpu;
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- U3YUCIIA OCHOBHUTE Pe3yJITaTH OT aHalIM3a (3ApaBHUTE PE3YNITAaTH U TSIXHATA
pa3nuka, obmmre pasxomu W TsaxHara pasnumka, ICER/ICUR, CER/CUR), kato uma
peBU] cielupruuHa IPOMEHINBOCT HA HECUTYPHUTE MapaMeTpH.

Pesynrature oT aHamM3a Ha YyBCTBUTEIIHOCTTA CJIe/[Ba Ja ObAAT MPEICTaBEHH
B Ta0nuuHa (popma U KbJETO € MOAXOAII0, U B rpaduyHa ¢popMma, HaIp. KaTo AUarpaMa
Ha pasmpenencHue (scatter plot) B KOOpJUHATHATA CHCTEMA 3a Pa3XOJHA €(PEKTUBHOCT,
KpHBa Ha NpueMinBara pa3xoaHa edekTuBHOCT (cost effectiveness acceptability curve -
CEAC), nuarpama tun "TopHazno".

6.14. Nutepnperaius Ha pe3yJTaTUTE.

Pesynrature ce uWHTEpHpeTHpaT IO OTHOIIEHHWE HA IepCHeKTHBaTa Ha
aHaJIK3a, 10 OTHOIICHHE Ha ChOTHOIICHUETO Pa3XoA-pe3yaTaT WIM Ha MHKPEMEHTAIIHOTO
CHOTHOIICHHUE.

AHanu3upar ce eBEeHTyaJIHUTE OrpaHMYEHHUs Ha NPUJIOKEHHUS aHalIu3 U
(dakropure, KOUTO OKMXa UMaJU Bb3JCHCTBHUE, HO HE Ca BKJIIOYEHU B aHAIM3A.

6.15. CuHM CTpaHU U OTpPaHUYEHUS HA aHAJIU3a.

CrenBa 1a ce mpeACTaBAT CUIHUTE M CIIA0UTE CTPAaHH Ha MPOBEACHHUS aHAJIH3.

Karo cunna ctpana Moxe J1a ce OTOenexu:

- U3MOJ3BAHETO HA BXOMSIIM JaHHW OT PAHIOMU3HPAHH KIMHUYHU
MPOYUYBaHUS U METaaHATU3H;

- 1300p Ha MOJIENI, OTPa3sBaIl] €CTECTBEHUS X0/ Ha 3a00JIIBaHETO;

- 1300p Ha aHAIUTUYECH METO/I, OTPa3sBall] JIOKaJTHATa KIMHUYHA [TPAKTHKA;

- OLIGHKAa Ha HECHUTYPHOCTTA Ha PE3yATATUTE OT MKOHOMHYECKHUS aHAIIU3,
IpeJIcCTaBeHa upe3 aHalln3a Ha YyBCTBUTEITHOCTTA.

Yacrra, Kacaemia orpaHuYeHusTa, TpsAOBa a 00ChK/1a XapaKTEPUCTUKUTE Ha
aHaJIM3a W HAJUYHUTE MbPBOHAYAIHU JAaHHU, W3TOYHHUIIUTE HA HECHUTYPHOCT Ha TE3U
JTAHHU, KaKTO M XapaKTEPUCTHKHUTE Ha 00XBaTa Ha aHAJIM3 B KOHTEKCTa Ha Crieu(pUIeH
3npaBeH mpobnem. CrexBa Ja ce ONMILE SIBJICHMETO, KOETO 3acsira YyBCTBUTEIHO
HECUTYPHOCTTa Ha TIONYyYSHHWTE pe3yJNTaTH W HalpaBeHWTE BB3 OCHOBA Ha TAX
3aKJTIOYEHUS, KaKTO M BAJIMIHOCTTa Ha MpeacTaBeHus aHanus. llpu oOchbkmaHe Ha
OTpaHUYEHUsITA TPSIOBA J1a ce TIOCOYH ATl HKOHOMUYECKHST aHaJIN3 € OMJT Bb3 OCHOBA Ha
JAaHHU 32 KIMHUYHATa €(PeKTUBHOCT, KOMTO Ca JOCTUTHAIN CTAaTUCTUYECKA 3HAYHMOCT.

7. AHann3 Ha OIOKETHOTO BB3AEICTBHE.

7.1. Pazmep u XxapaKkTepHCTUKH Ha IeJIeBaTa MOIMyIallus.

[Tpu M3roTBsHETO HAa aHAJIN3a Ha OIOPKETHOTO BB3JCHCTBUE € 33 IbIKUTEITHO
Jla ce OLIEHU pa3MephT Ha LieJeBaTa MOIyJIalus MAUeHTH U pa3lpeesITHeTO Ha BCIKAKBU
XapaKTEPUCTHKH, CBP3aHU C Hesl, KOUTO MOTaT Jla uMat OropKeTHO BimsHue. Ciel KaTo
ce nepuHUpa LeneBaTa TNomyjaunus, TpaOBa Ja ce ONpeAedad MNPOLEHTHT Ha
IVAarHOCTUIIMPAHHW, Ha JIGKYBaHW MAIlMEHTH, KAaKTO M TEXKECTTa Ha 3a00JsSBaHETO.
OONKHOBEHO BHB Bph3Ka C TOBA CE MpUJIAraT MO-JTMMHUTHPAIINA KPUTEPUH 3a BKIIOYBAHE,
3a JIa c€ U3YHCIIM TOYHO TOIyJIAIHsITa TAllMeHTH, KOUTO ca HaJCKIHN 32 HOBATa 37paBHA
texHojorus. Ilpu omeHkaTta Ha pa3mepa Ha I[eJeBaTa MOMyNIalus W TEXecTTa Ha
3a00JISIBAHETO € BAKHO JIa CE TIPEIBH/IU U IPOMSTHATA Ha TE€3H ITapaMeTPH BbB BPEMETO ChC
u 0e3 HOBaTa 3/7[paBHA TEXHOJIOTHSI.

[TomoOHM TpOMEHH MOTaT Ja MPOMEHSAT OI0KETHOTO BB3/IEHCTBHE Ha HOBATa
3/IpaBHa TEXHOJIOTUA. 3a OLIEHKA Ha Te3M NMPOMEHHU C€ M3IMOJI3BAT JaHHU OT KIMHUYHH
Npoy4YBaHUs WM perucTpu. [IyOnuKyBaHM HaHHW WM €KCIEpTHA OIEHKA 3a BCSKAaKBa
JIOIIBJIHUTENTHA BB3MOXKHOCT 3a ONpE/esiHE Ha IieJieBaTa MOIyJalus, KOsSTO MOXe Ja
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MOBHUIIK pa3Mepa M WIH JIa IPOMEHH TEKECTTa Ha 3a00JIsIBAHETO, CHIIO TPSAOBA /1a ObJaaT
BKJIFOYCHM B aHAJIM3a.

[leneBara momynanus cieasa aa ObJe onpeeneHa Ipy CISIHUTE KPUTEPHH:

- pa3npocTpaHeHHue Ha 3a00JSIBAHETO;

- OIICHKAa Ha TNAIMeHTUTE, KOWTO ca TOJIXOIAIIM 3a HOBaTa 37paBHA
TEXHOJIOTHSI;

- OIICHKa Ha TMpeJIoJjiaracMus Ia3apeH JJsUI Ha HoBaTa TEXHOJOTHUS OT
TapreTHara IMOMyJalMs CHOPSAMO TMONYyJaluATa, KOATO M3IMO0J3Ba CPAaBHUTEIHUTE
AJITEPHATHUBH 32 JaJICHOTO MOKa3aHUE.

7.2. llepcriexTuBa.

AHanmu3bT Ha OWJDKETHOTO BB3JEHCTBHE clie/Ba Ja ObJIE MPOBEIACH OT
rJieqHaTa TOYKA HA 3aruiamiam@ara myOoaudyHa WHCTHTYIHUS. B ciydail Ha criogensHe Ha
pa3XoAMTe C MalMEeHTa Ce MPETNopPhYBa Ja Ce MPEJCTABAT M CPSIHHUTE PA3X0OId OT CTpaHa
Ha narmenTa. CaMo B 000CHOBAaHM CITydau JOIMBJIHUTEITHO MOYXKE J1a C€ MPOBE/IC aHAIN3 Ha
OIOKETHOTO BB3/ICHCTBHE OT JIpyra MepCcreKTHBA.

7.3. BpeMeBU XOpU30HT.

AHanu3bsT Ha OIOPKETHOTO BB3AECHCTBHE BKJIIOYBA OIIEHKA HA BB3IEHCTBUETO
Ha OLICHSIBaHATa 3/paBHA TEXHOJOTUS BBHPXY TOAMIIHUS NyOJIU4YeH O0/KET 3a
3/IpaBeoIa3BaHe B PAMKHTE Ha HAKOJIKO F'OJIMHHU CJIE]T BbBEXK/IAHETO HA HOBATa TEXHOJIOTHS
Ha Ta3apa WM U3TErJsSHE OT Ta3apa Ha HAJWYHUTE alTepHATUBU. AHAIM3BT Ha
OI0/KETHOTO BB3JICHCTBHE CE MPECTAaBs 32 MEPUOJ] 3 TOIUHH.

7.4. EneMeHTU Ha aHaJIn3a.

AHaIM3bT Ha OI0MKETHOTO BH3/I€HCTBUE BKIIFOUBA CIEIHHUTE €IEMEHTH

- pa3Mep U XapakTEePUCTUKU Ha IeJIeBaTa MOMyIalus;

- HACTOsIIA TEPANICBTUYHA TPAKTUKA,

- HOBa TepameBTUYHA MIPaKTHUKa CJIeJl BbBEXKJAaHE HA HOBaTa 3/IpaBHA
TEXHOJIOTH/OTIagaHe Ha HACTOSIIATA;

- pa3Xo/M 3a HACTOSIIIaTa U HOBATa 3/ipaBHA TEXHOJIOTHSI;

- IPEJICTAaBSAHE HA PE3YNITATUTE;

- aHaJIU3 Ha YyBCTBUTEIHOCTTA;

- CUJIHM ¥ cJa0u CTpaHU Ha aHaIu3a.

7.5. I3ToyHmnIM Ha JaHHU.

H3touHuiy Ha JaHHU 3a aHaidu3a Ha OIOMKETHOTO BB3AEHCTBHE MOraT Ia
Obaar: NyONMKYBaHU €MHAEMHOJOTUYHU TPOYUYBAHUS, HAIIMOHAIHU CTATUCTUYECKH
JTaHHM, Ta3apHU MPOYYBAHMS, JaHHU OT PETHUCTPU. 3a IenTa € HeoOXoaumo na Obae
MpeCTaBeHa CTpaTerusaTa 3a ThpPCEHE, KPUTEPUUTE 3a M300p HA JAaHHU M METOIUTE 3a
aHaJINU3, KaKTO U CHJIHUTE U cabuTe CTpaHU Ha M3MOJI3BAHUTE U3TOUHUIIH.

[IpenopbuuTenHo € Ja ce U3MNON3BAT EMUACMHOJOTHMYHMA JaHHH 34
ObJrapckara TOIMyNalus, HO MPH JIMIICAa Ha JIOKAJIHA TaKWBa CJe/Ba Ja CE W3IOI3BaT
JAaHHU OT IPYTH JbPIKABHU.

[IpeacraBsAT ce ouakBaHUTE ACHUCTBUTEIHHM Pa3XOAM 3a IUIATEIA, CBbP3aHU C
HOBATa 3/[paBHA TEXHOJIOTUSI K CPABHUTEITHUTE aITePHATUBH.

7.6. Cuenapun.

AHanmM3bT Ha OFO/HPKETHOTO BB3JICUCTBHUE ce Oa3upa Ha JiBa crieHapus - "CBsT
0e3 3apaBHata TexHonorus" u "CBAT cbe 3apaBHaTa TexHoiorus'". B cuenapus "Cest 6e3
3lpaBHAaTa TEXHOJOTHA" CE€ ONMMCBAa HACTOAIIATA TEpaneBTUYHA TMPAKTHKA, JOKATO
cueHapusT "CBAT CbhC 3[paBHATa TEXHOJOTHUA" OTpa3sBa Bb3JACHCTBUETO BBPXY IMazapa

MN3ToYHUK: MpaBHO-MHPOPMALUOHHU cucTemu "Crnena”



cilell BBbBEKIAHETO Ha HOBAaTa TEXHOJIOTUS (KOSATO Moxe Ja Obae ao0aBeHa KbM
CBIIECTBYBAILUTE UM MOKE J1a 3aMEHH YacCT OT TSIX WM BCHUYKH).

[IpennonoxeHusaTa OTHOCHO JBaTa clieHapus TpsOBa jaa Opaar aerailiiHo
OIKCaHU U 0OOCHOBAHU B aHAJIN3A.

7.7. Pa3zxonu.

AHanM3bT HAa Pa3XOAUTE MPH OICHKaTa Ha OIO/PKETHOTO BB3ICHCTBHE € B
CbOTBETCTBUE C IEPCIEKTUBATa Ha aHaiu3a. MeroauTe, M3MOI3BaHM 3a OLIEHKAa Ha
pasxoaute, TpsiOBa ja OBAAT SICHO ONMMCAHU U OOOCHOBAaHU. AHAIM3BT HA PA3XOJUTE Ce
0a3upa Ha JeHCTBUTENHATAa L€HA Ha NMpUI0OMBaHE HAa HOBAaTa 3]paBHA TEXHOJIOTUS OT
3aramanaTa MHCTUTYIUS M Ha JOIBJIHUTETHUTE Pa3XO/ad, CBbP3aHU C OLICHSABaHATa
3[IpaBHA TEXHOJIOTUS.

[Tpu npencraBsiHe HAa MyOJIMYHUTE PA3XOIU TPsAOBA J1a Ce TapaHTUPA, Y€ TOBA
ca JICHCTBUTEIIHUTE Pa3XxOU WU CIIECTSBAHMS 3a IUIaTela.

B 3aBucHMOCT OT BHJIa HAa HOBaTa 37]paBHA TEXHOJOTHS € B)KHO J]a C€ OTHIIAT
U BB3MOXKHUTE pa3XxoAd, CBbP3aHM C HEHHOTO BBBEXJAHE, BKJIIOYUTEIHO, aKo €
HE00X01MMo, 00yueHe Ha MEJUIIMHCKUTE CIICIIMATMCTH WIIH MAIUeHTa, KAKTO ¥ IPOMEHH!
B [IPUHLIMIIMTE 32 TMArHOCTUKA WM IPYTU (PYHKIIMOHAIHU IPOMEHH B 37jpaBHATA CUCTEMA.

B ananu3a Ha G10/)KETHOTO BB3/IEHCTBUE PA3XOIUTE HE CE€ JUCKOHTUPAT.

IIpu omenkara Ha oOUMTE AONBIHUTEIHM DPA3XOIU TpsAOBa Ja ce uUMa
PEIBUIL:

* pa3xo/uTe, CBbP3aHU C HOBATa 3/JpaBHA TEXHOJIOTUS;

* JIOIIBJIHUTEITHUTE PAa3XOJd B CUCTEMaTa Ha 37paBEOIa3BaHETO, CBHP3aHH C
IpUIaraHeTo Ha HOBaTa TEXHOJIOTUS;

* HaMaJSIBAHETO Ha Pa3XOJAUTE, CBHP3aHH C HAMAJIICHOTO H3IOJI3BaHE Ha
CBIIECTBYBAILUTE aJITEPHATUBHU, AKO HOBATa TEXHOJIOTUS 3aMEHH HACTOSIINTE;

* HaMaJIIBaHE HA PAa3XOJAUTE, CBBP3aHU ChC CIECTABAHUS, KATO HAITPUMED I10-
MaJIKO XOCTIUTAJIN3ALUH U Jp.

7.8. IlpencraBsiHe Ha pe3yATaTUTE.

B Tabnuuen BuA ce mpeAcTaBAT OpOST Ha MAIUEHTUTE M Pa3XOAUTE ChC
3/paBHaTa TEXHOJIOTUS, aKo 3JApaBHaTa TexHojorus ce peumOypcupa ("CBAT cbe
3/lpaBHaTa TEXHOJIOTUA") U Opol MAaLMEHTH M Pa3Xo/u C aJTepHATUBHUTE, aKO 3/IpaBHATA
TexHoJIoTHs He ce peuMOypcupa ("CBat 6e3 3paBHaTa TEXHOJIOTHUA").

Bw3aeiicTBueTo BbpXy OroJDKeTa € pas3jiuKkara MeXAy JBaTa CLiEHapusi BbB
BCSIKa OT ChOTBETHHUTE FOJIMHM Ha aHanu3a. ['onuHa 1 e mppBaTa mbJiHa KaJeHJapHa ronHa
cJie]l B3eMaHEeTO Ha pellleHUe 3a BbBEXK/IaHEe HAa HOBAaTa TEXHOJIOTHUSI.

[Tonydenure pe3ynraru ciensa ga ObAatT ICHO (pOpMyIHpPaHU.

7.9. AHanu3 Ha YyBCTBUTEIHOCTTA.

AHamM3bT Ha YYBCTBHUTEIHOCTTA TPsOBa Ja OTpas3siBa BXOMALINTE JIaHHHU,
KOMTO UMAT Hali-TOJIIMO Bb3AEHCTBHUE BbpPXY pe3yirara. CTOWHOCTUTE OT AMANa30HUTE HA
IPOMEHJIMBOCT Ha BXOJSIINTE JTAaHHU M TIPEIIONIOKEHUATA CieiBa a ObJaT moJ0upanu
Taka, 4Ye ChbOTBETHO J1a M3UMCIIIBAT MUHUMAJIHATa M MaKCUMaJTHaTa POMSIHA B Pa3XOIUTE.
CrnemoBaTeHO aHATM3bT HA YYBCTBUTEITHOCTTA TPSOBA J1a TECTBA BCHYKH HECUTYPHOCTH,
CBBbpP3aHM C H3UYHUCIBAHETO Ha pa3Mepa Ha MOMyJalusTa, pasNpOCTPaHEHUETO Ha
yrmoTpebara Ha BCSAKAa TEXHOJIOTHWsS, KaKTO W Pa3XOIUTe 3a yIoTpeda W YCIOBHUATA 3a
peuMOypcupaHe Ha pas3riiek aHuTe TEXHOJIOTHH. AHAIU3bT Ha YyBCTBUTEIIHOCTTA TPsiOBa
Jla TECTBA W IIEHOBHTE IMPEUIOKEHUS 3a 3/IpaBHATA TEXHOJIOTHS, KOSTO Ja Ce OICHSBA.
WHTepBarbT, B KOMTO TpsIOBA Ja BapupaT BXOJAIINUTE NaHHH, € + 20 %.
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[Ipn oTchcTBHE Ha TOYHM JaHHU 3a bearapus uinu pasiuyaBalld ce
MpeBAPUTEIIHN W3UMCIICHUS HAl-BaKHUTE BXOJIAIIN JaHHU CIe/iBa 1a ObAAT OlEHSBAaHU
B MHOT'OIIOCOYEH aHaJIW3 Ha YyBCTBUTEIHOCTTA Bb3 OCHOBA HA PAa3lIMYHU M3TOYHULM Ha
JaHHU.

7.10. CuiiHUM CTpaHU U OTpAaHUYECHUS HA aHAJIU3A.

CrenBa 1a ce mpeACTaBAT CUITHUTE U CIIA0UTE CTPaHU Ha MPOBEACHUS aHAIIN3.

Karo cunna ctpana Moxe /1a ce 0TOenexHu:

- U3TI0JI3BaHE Ha JIOKATHH CMUEMHUOJIOTUYHU JaHHH,

- BaJIUAMpaHe Ha MAlMEHTCKaTa IMOMmyJalus OT BOJCUIN eKCIIepTH B 00JIacTTa;

- OICHKAa Ha HECUTYPHOCTTa HA BXOJMNINTE JaHHU 4YPE3 aHalu3 Ha
YyBCTBUTEIHOCTTA.

Karo crnaba ctpana Moxke J1a ce OTOCTIeKH:

- JTUIICa Ha JIOKAJIHU eMHUIEMUOJIOTUYHH JIaHHU;

- HEBB3MOXXHOCT J]a ObJIaT ONpE/ICIICHH MTAa3apHUTE JSUIOBE HA aITEPHATUBUTE.

8. JIombJIHUTEIHY aCIIEKTH Ha 37jpaBHATA TEXHOJOTHUSI.

Axo perieHneTo 3a GUHAHCHUPaHe Ha Pa3TiIekaaHaTa TEXHOJIOTH OU MOTIIO Ja
JOoBee A0 3HAYUTENHM pPa3xogu 3a NaIMeHTUTE WIM aHaJu3bT Ha OIOHKETHOTO
BB3JICHCTBUE CE M3BBPINBA OT HAKOJKO MEPCIEKTUBH, HAIp. KOraro (MHAHCHPAHETO Ha
TEXHOJIOTHSATa OM MOTJIO J]a UMa 3HAYUTENIHU MOCIE/ICTBUS 32 OOIIECTBEHUTE Pa3XO/aU B
CeKTOPH, Ppas3IMYHU OT 3[PaBEOINAa3BaHETO, CIEABAa Ja CE OOCHIAT 3aKIIOYCHHSTA,
MOJIyYEHU B PE3YNTaT OT TE€3U AHAIMU3H, BKIIOYMTEITHO BAXKHUTE €TUYHHU U COILUATHU
ACTICKTH.

8.1. ETnuen ananus.

TpsbBa ga ObAT B3ETH MPEIBU/T CIICTHUTE BHIIPOCH:

- KOM Tpynu TMalueHTH, ako HMa TakuBa, Ouxa Moriud jnaa Owaar
00J1aroIeTeICTBAHN WU JUCKPUMUHUPAHH B PE3YJITAT OT MPEITOJIOKCHUATA, BH3IPHECTH
B MKOHOMHYECKUS aHAJIH3;

- TAPaHTUPAHO JIU €, Y€ JOCTBIIBT JO MEAWIIMHCKATa TCXHOJIOTHS € PaBeH,
KOraTo moTpeOHOCTUTE Ca PaBHU;

- OYaKkBa JIM ce MajKa Tpyla xopa Ja MOoJIy4d rojisiMa Moji3a WM Moji3aTa €
MaJika, HO OT OOl XapakTep;

- TEXHOJIOTHSTA MPEJCTABIISABA JTU OTTOBOP 32 XOPa ChC 3HAYUTEITHH 3/[PABHH
NOTPEOHOCTH, HA KOUTO B MOMEHTA HE Ce IpeJiara HUKaKbB HATMYEH HAaYMH Ha JICYCHHE
Y YUWTO JOCTHI JO JICUEHHE € OTPAHUYEH.

8.2. Opranu3alMOHHH ACTIEKTH.

Jla ce mpoBepH JlainM pelieHrneTo 3a (MHaHCHpaHe Ha OlICHsSBaHATa 3J[paBHA
TEXHOJIOTHS OM 3acerHao TEeKylaTa OpraHu3alys Ha 3[paBHUTE YCIyrH. B 3aBHCHUMOCT
OT BHJIa M MOXeE JIa € BO)XKHO J1a OBJIaT ONMCAHU YCIOBHITA HA HEHHOTO BEBEKIAHE, HATIP.
HEO0OXOMMOCTTa OT 0OYUYEeHHE Ha MEePCOHA, MAIMeHTH WK JIUIaTa, TPKEIIH e 3a THIX,
Ja ObJIaT MPOMEHSHH JUATHOCTUYHH TPUHITUIN U CBBP3aHUTE Pa3XOJIH, aKTyaTu3aIus
WIK Ch3JaBaHE Ha HOPMATHUBHU JIOKYMEHTH, Kacaelu JASHWHOCTTa, CBBp3aHa C
MIPHJIOKEHUETO Ha 3][paBHATA TCXHOJIOTHSL.

8.3. CoumanaHu acCeKTH, MaIllUCHT.

Tpsabsa na ce oOMucIM Aanu pelieHueTo 3a (MHAHCHUpaHE Ha OIEHSBaHATa
TEXHOJIOTHS OM MOTJIO Aa ToBe/Ie A0 HAKAKBU COLMATHH MPOOIEMH, BKIFOUUTEIHO:

- BB3JICHCTBHE BBPXY HHBOTO HA YAOBICTBOPEHOCT Ha IallMEHTa OT
MoJTyuyeHaTa MEIUIIMHCKA TPUKA;
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- 3allylaxa OT OTXBBPJIIHEC Ha Iponeaypara OT CTpaHa Ha OIIPCACICHU

NALUEHTH;
- MOJKE JIM 1a JOBEJE 10 WM J1a IPOMEHU CTUIMAaTU3UPAHETO Ha NAIllUEHTHUTE;
- MO>K€ JIM J1a IPUYUHU IPEKOMEPHO O€3MOKONCTBO;
- MOJKE JIM J1a IOBEJIE 10 MOPAIHU JUIIEMH;
- MOXE JIM J1a NPUYMHU TPOOJIEMH, CBBP3aHH CHhC CEKCYaTHHUS KHBOT H
CEMENCTBOTO.

8.4. IlpaBHu acnekTH.

TpsabBa nma ce ompenenu janu ynorpedara Ha TEXHOJIOTHATA Hajlara
CHELMaTHN U3UCKBAaHU, CBbP3aHHU C IIpaBaTa Ha MaleHTuTe, Hatp.:

- HeoOXxoxuMocTTa OT MpenocTaBsHe Ha creuuduuHa uHpopMalus Ha
MaIUeHTa/00TPIKBAIIIOTO JIHIIE;

- HEOOXOJUMOCTTa Ja ce rapaHTHpa IpPaBOTO Ha JOCTOMHCTBO M JIMYHA
HETMPUKOCHOBEHOCT Ha IMallMeHTa, KAKTO ¥ TIOBEPUTEIHOCTTA HA HETOBUTE/HEHHUTE TaHHU;

- HeoO0XoAMMOCTTa Ja ObAAT OTYETEHU WMHIMBHUYaTHUTE MPEANOYUTAHUS
CJIeJ] TIPEIOCTaBsIHEe HAa MAIMEeHTa/00TPIHKBAIIOTO JIMIE HAa MHPOpPMALUs, H3UCKBAaHA TI0
3aKOH.

TpsbBa chIIO Taka ga ce aHANM3UpPa JAlM PEIICHHETO, MOTBHPKIABAIIO
3JpaBHATa TEXHOJIOTUS:

- HE IPOTUBOPEYH Ha 3aKOHOBHUTE PETJIAMEHTH B CHJIa KbM MOMEHTA;

- M3UCKBA HSAKAaKBM M3MEHEHMs Ha ChIIECTBYBAIUTE 3aKOHU/NOJI3aKOHOBU
aKTOBE;

- OKa3Ba BIIMAHUE BbPXY [IpaBaTa Ha NAllMEHT WM BbPXY YOBELIKUTE IIPaBa.

9. 3axntoueHue.

3akiodyeHusATa TpsOBa ja ce OTHACAT JI0 LI€JTa Ha aHajuu3a U TpsiOBa Ja ca
NPSKO CBBP3aHU C TIOJTYYCHUTE PE3yTATH.

10. Ilpenopsku.

[IpemopbkuTe cneaBa nga KacasT yYCIOBHATA, INPH KOUTO 3paBHATA
TEXHOJIOTUS MO’KE J1a HaBJle3e B KIIMHUYHATA NpaKTHKa (0e3yCI0BHO WM IPH ONpeAeIeHN
YCJIOBHS).

11. M3non3Bana nuteparypa.

[Ipencras ce onuc Ha U3MOJI3BAaHATA B aHAJIM3a JIUTEPATypa.

[Tpunoxxenue Ne 3 xkpm 4. 25a, an. 3, T. 6
(Hoso - 1B, 6p. 110 ot 2024 r., B cuna ot 01.01.2025 1.)

. OcHOBHU XapaKTEepUCTUKHU Ha MHAMKATOPHUTE 3a OL[CHKA!

W3MepuMocT - JieceH € 3a U3BeXkJIaHe U € Bb3MOXKHO J1a ObJie 6e3mpo01eMHo
BB3IPOU3BEICH MPH PA3THYHE 00CTOSTEIICTRA,

3HAaYMMOCT - CBBp3aH € C pe3yirara, KOWTO TpsOBa Ja ce M3Mepu W/WiH
NpeJICTaBIIsIBA 3HAYUTEIICH U XapaKTePeH MPU3HAK;

H3nonsBaemoct - 1o0pe moa0paH U KOMIUIEKCEH (OOMKHOBEHO € TPHIPYKEH
OT TPaHUYHHU CTOWHOCTH, CTAHIAPTH U TIParose);

SIcHOTa - TOUEH, SICEH U JIeCeH 3a OOpaBeHe;
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Paspemmmoct - oTHacs ce 3a mpoOieM, KOWTO MOXe Ja ObJe pa3pelieH C
HAJIMYHUTE CPEJICTBRA,

[TpueMiMBOCT - TIPUEMIIUB OT CTpaHa Ha MOTPEOUTENs, KOUTO TpsOBa J1a TO
YCTaHOBH, pazbepe, OCMUCIIN U TPUIIOKHU.

II. Ananu3zu

MetaaHain3 Ha IPOBEICHUTE KbM MOMEHTA Ha IOJJaBAaHETO Ha 3asBICHHETO
KJIMHUYHH TPOYYBAHHS 10 MeToArKaTa Ha KoxpaH - pu Bb3MOXKHOCT.

Jloka3BaHe Ha HEOOXOIUMOCTTA ¥ €(DEKTHBHOCTTA OT MPUJIATAHETO HA HOBOTO
JICUCHHE, U3JCIUE WK JICKAPCTBEHO CPEACTBO Upe3 MPHIJIaraHe Ha CICTHUTE METOIH 32
OLICHKa!

1. Cost-minimization analysis - aHamu3 Ha OIlcHKAa Ha HaMalsiBaHC Ha
pa3xoute

2. Ananm3 Ha eEeKTHBHOCTTA

EdexruBnoct (effectiveness) e ycTaHoBeHa 1oJ13a OT MpUIaraHeTo Ha JajeHa
MEIUIIUHCKA TEXHOJIOTUS U JICYCHUE TIPU PEAIHU YCIIOBUS, T.€. PAKTHUSCKH IOJIC3HUSAT
pesyatar. Upes eheKTUBHOCTTA C€ OTYUTA CTEIICHTA, MPH KOSATO U3BBPIICHUTE MPOLICIYPH
U JICHHOCTH ca MPEJOCTAaBCHH B CHOTBETCTBHE C M3MCKBAHHUATA 3a J00pa MEIMIIMHCKA
NPaKTHKA C [1eJ1 JOCTUTaHe Ha ONTUMAJICH pe3yJITar.

EdexTuBHOCTTA Ce moapa3ess Ha:

2.1. Menumnuackata edekruBHocT (medical effectiveness) € CbOTHOIIICHHETO
MEXJy TIOCTUTHATUS pe3yJITaT OT OIpelelieHa 3[paBHA JEHHOCT W MaKCHMAaTHO
BB3MOKHUS pe3ynraT. M3MepBa ce KaTo ChOTHOIICHHE MEXy MOCTUTHAT Pe3yaTaT OT
3JIpaBHOTO 3aBE/ICHUE KbM MaKCHMAJIHO Bb3MOXCH pe3yirar. M3passBa ce B MPOLCHTH.

Taka HarrpuMep, ako YOBEK ITOCTHITN B OOJIHHUIIA C IUArHO3a THEBMOHUS U ClIe]T
OTIpeZieNieH CPOK Ha JiedeHHe Ob/ie N3NKCaH "KIMHUYHO 3/IpaB", IOCTUTHATUAT PE3yJTaT €
paBeH Ha MaKCHMAaJHO BB3MOXHHUS pe3yinrar. CrenoBarenHO B TO3M  Ciydai
MeauIMHCKaTa eeKTUBHOCT OT jieueHueto € 100 %.

2.2. Ukonomuueckara edexruBHoct (efficiency) e ChOTHOLIEHHETO MEXTY
3JIpaBHUS PE3YNTAT U PECypCHUTE, HEOOXOIMMHU 3a TIOCTUTaHEeToO My. T4 ce moapasiens Ha
JIBa BUJA:

* OnepatuBHa eexTuBHOCT (operative efficiency) - chbOTHOIIEHHETO MEXKTY
HAllPaBeHUTE pPAa3XoAd 3a IOCTUraHeTo Ha ompereieHn edektu (cost-effectiveness
analysis) WM HanmpaBeHUTE Pa3XoJU KbM IOCTUTAHETO Ha OMpejesieHa MojIe3HoCT (cost-
utility analysis). OnepaTuBHaTa HKOHOMHYECKa €(PEeKTUBHOCT C€ TIOCTHUTA IIPH ClIa3BaHEe Ha
CJICJIHUTE TIpaBUIIA:

v/ aKo eJIMH TIOIXO0JI € C O-MaJIKa IIeHa U JaBa ChIIUS PE3YITAT, TO CIEIBA 1a
ObJIe IPEANIOYeTEH;

v/ aKo eJIMH TOJXO/ € C MO-MaJIKa [IeHa ¥ JIaBa [0-BUCOK PE3yJITar, CeBa 1a
ObJIe IPEATNIOYeTEH;

v/ aKo eJIMH TOJXO0JI € C MO-MaJIKa IIeHa U JaBa 0-HUCHK PE3Y/ITAT, CleBa 1a
ObJie B3€TO MPENBU CHOTHOIICHUETO Pa3XO0-€PEKTUBHOCT; MO-HHUCKOTO CHOTHOIICHHE
JlaBa M0-BUCOKA HKOHOMUYECKa €(PeKTHUBHOCT.
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* EdextuBHoCT Ha pasnpenenenuero (allocative efficiency) - choTHOIIEHHE
MEX]Ty IoJI3aTa U MpoMsiHa (HapacTBaHEe WIIM HaMAJISIBaHE) HA OTPEIeNIeH! pa3xoau (cost-
benefit analysis). Pasnpenenurennata HKOHOMHYECKa €()EKTUBHOCT TMPU CIICTHUTE
MpaBwiIa;

v OCBILECTBSIBAHE HA JAEHHOCTH, B KOMTO 110J13aTa € MO-ToJIsIMa OT LIEHATa;

v IpekpaTsBaHe Ha JCHHOCTH, 32 KOUTO LIEHaTa € [0-TOJIsMa OT I10JI3aTa.

* 3a OIleHKA Ha pa3NpeAeTuTeTHaTa MKOHOMUYECKa €)EKTHBHOCT CE U3IT0JI3BA
AHAIM3BT Pa3XO0J-To3a (HAPUMEp CPAaBHEHHETO MEXIY YBEIMUEHUE HA Pa3xOoJuTe 3a
3/IpaBHA MTOMOIII ¢ TOAO0HHU Pa3xo/y 3a 00y4YeHue).

2.3. U3uucnsBa ce unaekc Ha pasxomure kpM monsute (BCR - benefit-cost
result; MHIEKC Ha pa3XoJ KbM I0JI3a):

3. CoumanHo-ukoHOMHUYecKa edexTuBHOCT - SOcial efficiency - monoOpsiBane
Ha 0JIarOCHCTOSHUETO HA MHAMBH/A J1a HE BOJM O BIIOIIaBaHE Ha 0JarochbCTOSHUETO HA
JIPYTUTE Y4JIECHOBE Ha OOILECTBOTO, KATO TOBA CTAHE YpPE3 KOMIIEHCHpPAHE Ha 3aryouTe oT
nevaybara (ToJji3aTa) Ha MEYESITUBIITUTE.

[II. IIpumepu 3a cucTeMa 3a OLIEHKA C Bb3MOXKHU UHIAUKATOPHU:

KoiinoBe 3a en0BacKyIapHO MPUITOKEHHE.

1. IIpexuBsieMOCT cie/ MOCTaBsiHE Ha KOMII, KaTO CIIeITHA MAHUITYJIALIHS:

Io 24 Jaca;

1o 48 yaca;

710 CEIMMIIA;

o 1 mecerr.

2. [IpexxuBaeMOCT clie]] IIIaHOBO MOCTaBsSHE HA KOWII ¥ HaJI €/IHa CeIMUIIA TIPU
CIIEIITHO MOCTaBSHE:

1o 1 mecerr;

1 - 3 mecena;

3 - 6 Mecena;

6 - 12 mecena;

12 mecena - 2 ToguHY;

2 - 3 rouHH;

3 - 4 roauHu;

4 - 5 ronuHy;

HaJ S5 TOJMHH.

3. OueHka Ha CBCTOSTHUETO IPU MOCTBHIIBAHE W IPU H3NUCBAHE, KAKTO WU
MEPUOIUYHO ClIe]l AEXOCIUTATN3ALUATA 32 3-TOIUILIEH TEPUOI:

* Tlo neBponornunu ckamu - National Institute Of Health Stroke Scale -
NIHSS, Glasgow - Liege.

* IHBasIMTHOCT - 001112 XapaKTepUCTHKA, TPOLIEHT HAa MHBAJIUTHOCT - IIPOMSIHA
VI JIUTICA Ha TIPOMSIHA TIPE/IU MOCTaBSHETO U CJIe]] TTOCTABSIHETO Ha KOMII.

* Pabotocnoco6HOCT.
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4. O610 PYyHKIMOHATHO ChCTOSIHUE MPU XOCTIUTATU3AIMS, CIe/l U3NIUCBAHE U
ClIe]l IEXOCTIUTAIN3aUATa 32 3-TOAUILEH IIEPUOJ:

* [ cr. [JanueHTHT € HE3aBUCUM, C HE3aCErHATH KU3HEHU (PYHKIIUU, OPUEHTUPA
ce BbB BPEMETO U IPOCTPAHCTBOTO. B cherosiHME € 6e3 momol a ce obinya u choiIuya,
caM Ja ce MHe, Jla C€ XpaHM, Jja OTHBA Ha M3CJEJBAaHE M MaHUIYJAlWUH, Ja BKIIOYBA
JamIiaTta, paauoTo, 3BbHela 3a IOBUKBAHE U Jja OTUBA JI0 TOAJIETHATA.

e [l c. [TauueHTHT € OrpaHrveH MOopa i NPEINUCaHNue Ja HE CTaBa OT JIETJIOTO
WIA Topamu JieKo yBpexaaHe. JKuzHeHutre My (yHKIMM HE ca 3acerHaTH, HO ca
3actpamieHu. OOMKHOBEHO C€ OPUEHTHpPA 3a BPEMETO U MPOCTPAHCTBOTO. B chcTosiHuE €
caM MJIH C ITOMOII Ja ce 00Irya Wi ch0sInya, Aa c€ MH€ Ha YMUBAIHUKA WM B JIETJIOTO,
Ja sae u nue. Moxke 1a oTHBa Ha U3CIEABAaHUS U MAHUIIYJAUU CaMO C IPHIPYKUTEIL.
Cam oOcmyxBa 3BBbHELA 32 MOBHKBAHE, JamIiata M PaguoTO U caM ThPCH IOMOII 3a
IIOJI3BAHE HA TOAJIETHATA.

e [IT cr. [TanneHTHT € OrpaHU4eH NOpay PEAMCaHue 1a He CTaBa OT JIETJIOTO
WIM TEXKKO yBpekJaaHe. Moke na uMa HapylleHHWE B OpUEHTALUATa, HYXKIae ce
HENPEKbCHATO OT IOMOIIL IIpY 00JIMYaHe U ChOJIMYaHe, IPU U3BBPIIBAHE HA TOAJIETA U IPU
xpaHeHe. M3cienBanusaTa 1 MAaHUIYJIAlUUTE C€ U3BBPUIBAT CAMO B JIEXKAILO MOJIOKEHUE.
B TOBa CchCTOSIHME MAIMEHTHT € HAITBJIHO 3aBUCUM, HETPAHCIIOPTAOWIICH, C HApyIICHO
Ch3HAHUE U C€ HYXJae OT HEMPEKbCHATO 00CTYBaHE MPU BCUUYKU CUTYaIUH.

* IV cr. Ilopagu MHOrO TE€KKO HapyLIEHO CHCTOSIHUE KbM I'PHKUTE 34 TpeTa
CTETeH MOTarT J1a ce 100aBAT MPOIBIIKUTEITHO U3KYCTBEHO TUIIAHE C PECITUPATOP U IPYTO
WHTEH3UBHO JICUCHUE.

5. IIcuxoJI0ru4ecKku TeCTOBE.

B cwobpaxkeHne e HeoOXomuMo J1a ObIaT BKIIOYCHW OYaKBaHW HaH-4eCcTH
ycnoxknenus Ha 3abonsaBanero (MKbB kon) B %. 3a Bcsko EI'H ce usrorss cmpaBka,
HanpuMep 3a JUCIAHCEpPHO HAOJIOJIeHUE, Mperjied B H3BBHOOJHWYHATA IOMOIIL,
XOCIIATAIU3ALUH.

[Ipumep: cTaBHO mpOTE3WpaHe - OYAKBAHO YCIOXHEHHME X - Opoi
XOCIUTAIM3AlUM 33 HACTBIIWIOTO YCIOXXHEHHE X, YECTOTa Ha IMpPETNEANTE CIe]
nporesupaneTo B CUMII no moBox X, jexkapcTBeHa Tepamus ciiesl TPOTe3UPAHETO Upe3
pELENTypHA KHMKKA 3a YCII0)KHEHUETO X.
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