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
2023z., uzm. u oon. /[B. op.110 om 31 oexemepu 2024e.

I'naBa mbpBa.
OBILIH MMOJIOKEHUSA

Un. 1. C mapenbara ce onpeiensT YCIOBHATA U PEIbT 3a:

1. chcTaBsiHE W MOAIBpPKAHE HA CHUCHK HA MEIUIIMHCKUTE H3IENUs, KOUTO
MoraT Jia ObJIaT 3aIuTalaHu ChC CPECTBA OT:

a) 6ropkera Ha Hanmonannara 3apasHoocuryputentna kaca (H30K);

0) nmbpkaBHHA OMOJDKET HW3BBH O0XBaTa Ha 3aIBbJDKUTEIHOTO 3APABHO
OCUTYpSIBaHE;

B) Oro/pKeTa Ha JiedeOHUTE 3aBeJIeHUs MO Wi. 5 oT 3aKkoHa 3a JiedeOHuTe
3aBenenus (3JI13), kKakTo M ChC cpeAcTBa Ha JiedeOHUTE 3aBEICHHS C ABPXKABHO H/WIK
o0muHCcKo ydactue mo wi. 9 u 10 3J13;

2. BKJIFOUBAHE U U3KIIIOUBAHE HA METUITMHCKY U3JENUs OT CIIUChKa 10 T. 1;

3. mpefocTaBsiHE M ChbXpaHsABaHE Ha HHPOpMALUTA 110 WI. 5, ai. 1;

4. eXerogHo OmpeaensHe Ha CTOWHOCTTa, JO KOSATO C€ 3aruiamar
MEAWIIMHCKUTE W3/ICIIHS, BKIIFOYCHH B CITUCHKA 110 T. 1;

5. ycioBusTa U pena 3a omnpeAensiHe Ha CTOMHOCTTA, IO KOATO Ce 3aruiamiar
MTOMOIIHUTE CPEJICTBA, MPUCIIOCOOJIECHUATA U ChOPBKEHUSITA 32 XOpaTa C YBPEKIAHUS ChC
cpexactBa o wi. 23, an. 1, 1. 11 oT 3akoHa 3a 3[paBHOTO OCUTYpSBAHE U CTAHIAPTUTE 3a
TAXHOTO Ka4€CTBO;

6. 1OCTBI J10 COUCHKAa MO T. 1.

Ui 2. Cwe cpenctBara o wit. 1, T. 1 Morar ja ce 3aruiamar caMmo MEIUITMHCKHI
U3JIeNHsl, KOUTO ca BKIIOYEHH B CIIUCHKA, ChCTABEH IO pe/ia Ha Hapeaoara.

Un. 3. (1) UsnbauuTenHata aredmus no jekapcreara (MAJI) moaabpka Ha
MHTEpHET CTpaHUIlaTa CH CIUCHKA MO Wi. 1, T. 1, KOHTO € 00II0A0CThIIEH, C U3KITIOYCHHE
Ha ThproBckata mHbopManus mo wi. 5, an. 2, 1. 23, npeaHa3HauyeHa 3a OTOPU3UPAHU
UHCTUTYLIUH.

(2) ®uznyeckuTe NMIla, KOUTO OT UMETO M 3a CMETKAa Ha OTOPU3UPAHUTE
MHCTUTYLIMM MMaT TMpaBO Ha JOCTBII JO TbProBcKata WHGOpMalus, MOANKUCBAT
JeKjIapauuy  3a KOHQUACHIMATHOCT M HEWU3NOJ3BaHEe Ha HWHpopManusaTa H3BBH
ciy)keOHaTa cH AeHHOCT.
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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(PUKATUOHHN TaHHU U XapaKTePUCTUKU HA MEAUIIMHCKOTO
U3JIEINE;

2. cepTU(PHUKAMOHEH U PErHCTPAIIIOHEH CTaTyC Ha MEIUIIMHCKOTO U3/IEIHE;

3. Thproecka nH(OpMaIKs, BKIIOUYUTEITHO MPOAaKHA IIeHa 32 MEIUIIMHCKOTO
u3JIeKe, KaKTO U 3a MPOU3BOAUTENS/ YIIBIHOMOIIEHUS MPEACTaBUTEN WU ThProBela Ha
MEAMIIMHCKOTO U3/IETIHE;

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

5. ThproBcka HH(OpPMAIHs, BKIIOYUTEIHO MPOJaKHA [IeHA Ha METUITUHCKOTO
u3JleNKe, YJOCTOBEPEHA C JIOKYMEHT, IPEJICTaBeH Ipel] ChOTBETHOTO MHUTHUYECKO
yUpeXJIeHUE, KAKTO U 32 IPOU3BOIUTEINS/ YII'BIIHOMOIIEHUS MTPEICTaBUTEN, BHOCUTEIS WU
ThproBela Ha MEIMIUHCKOTO U3/IeJINe, KOraTo MEAUIIMHCKOTO U3/EJINe CE€ BHACS OT TpeTa
IbpKaBa;

6. CTOMHOCTTA, Ha KOATO MEAULMHCKOTO m3aeinue ¢ 3amareHo oT H3OK,
MunnctepcTBOTO Ha 3paBeona3panero (M3), neuebHuTe 3aBeneHus no 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. UACHTU(QUKAMOHEH HOMEp Ha 3asBHUTENS M BpEME Ha BbBBEKIAHE 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 3amnMca (MPEeAJio’KEH, BaJUAMpaH, PETUCTPUpPaH,
IPOMEHEH, 3aJIMYEH) 3a MEAULIMHCKO U3JIEIINE;

4. X0 Ha U3JIEJTUETO B CIUCHKA (HEOOXOIMM 3a OIpeIeisiHE Ha CTOMHOCT, JI0
KOSITO C€ 3aIljiaiia);

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

6. 1aHHU 3a ThpProBela Ha eJipo;

7. KaTeropus Ha METUIIUHCKOTO U3/EIINE;

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

9. reHepuyHa rpymna u3enaus (Korato € MpuiIoKuMo);

10. uMe Ha MEAMIMHCKOTO H3JeiHe (MIOCOYEHO BBHPXY OIMAKOBKaTa W/WIIHU
JEKIapalusaTa 3a CbOTBETCTBUE HA IPOU3BOIUTENSA);

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

12. mogen (KoraTo € MpHIIOKHUMO);
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13. onrcanue Ha MEAMITMHCKOTO HM37enne (ChCTaB; BUJ Ha Marepuaia; Opoi
U3JIeNUs B HEJENMMa OINAKOBKA; TOJEMHUHA; pa3Mep; TErjio; CTEPUIIHO; C M3MEpBaIlU
(GyHKIMM; BKJIIOYEHO B ChCTaBa JIEKApPCTBEHO BELIECTBO; MaTepual OT >KUBOTHHCKHU
MPOU3XO/I, CIIeU(DUIHYN O3HAYCHUS, TUIT HA TIPEITUCBAHE HA U3/ICTUETO (32 JOMAIIHA HIIH
OonHMYHa yrnoTpeba) - MmombiBa ce WHGOpMaLUATa, MPWIOKHMA 33 MEIULUHCKOTO
U3JIENNE;

14. npeaHa3HaueHo AeMCTBHE, ONPENIEICHO OT MPOU3BOAUTENS (BKIIOUYUTEIIHO
YCIIOBUS 332 ChXpaHEHHE, SAHOKPATHA/MHOTOKPATHA YIIOTpeda, CTEPHITHOCT 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 € mpHuiIoKHMoO);

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

19. nata Ha myckaHe Ha na3zapa B PenyOnuka bbirapus;

20. moceiHa JaTa Ha aKTyalln3alus Ha JaHHUTE 32 MEIUIIMHCKOTO U3/IEIIHE;

21. nara Ha mpeKpaTsBaHE Ha pa3pelieHre/yJOCTOBEPEHHUE 32 ThPrOBUATA C
MEIWIIMHCKH H3ICITHUs;

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

23. mpojakHa 1eHa, MOCOYEeHA B ChOTBETHATA BalyTa U U3YUCIICHA B €BPO 10
KpBbCTOCAHUTE KypcoBe Ha lleHTpamHaTa eBpormelicka OaHKa U CHOTBETHO B JIEBOBE IO
Kypca Ha bbirapckara HapoHa OaHKa KbM JaTaTa Ha BbBEXK/1aHE Ha JAHHUTE;

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

25. MakcuMajHa CTOWHOCT, 3aIljiallaHa ¢ OOIIECTBEHU CpelCcTBa (3a rpyma
W3JIeNIUs 32 roirHa) (KOraTo € MPUIIOKKUMO).

(3) MadopmarnusTa 1o ai. 2 ce MombIBa Ha OBJITAPCKH U HA AHTJIHICKH €3UK.

(4) B ciyyaii ye eHO U CBIO MEIUITMHCKO M3/IENUE Ce BIIUCBA B CIIUCHKA OT
JIBaMa WJIA TIOBeY€ 3asBUTENN, MHGopManusTa o an. 2, 1. 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 M0 al. 2, T. 4 ciayKar
Karo WACHTU(UKATOP HAa MEAMIIMHCKUTE M3AETUS W 3aJbJDKUTENHO C€ HW3IMON3BaT B
CIy4auTe, KOraTo ChOTBETHOTO MEIMIIMHCKO U3JIEJHE CE OCHTYpsiBA ChC CpejcTBaTa 1o
g 1, 1. 1.

Y. 6. CouchksT 10 Wwi. 1, T. 1 chabpka CICAHUTE KATETOPUU MEIUITUTHCKA
W3ICITUSA:
1. akTUBHH UMIUTAHTHPYEMU U3JICITHS,
2. U3/1eus 32 AaHECTE3UsI U PECTIUpAIHS;
3. ICHTAIHU U3JCIINS;
4. eeKTPOMEXaHUYHU METUIIUHCKU U3JIEIHS;
5. 60HUYHO 00OpYy/ABaHE;
6. UHBUTPO AUATHOCTUYHH U3/ICTIHS;
7. HEeaKTUBHU UMILTAHTUPYEMU U3JICITHS,
8. m3nenus 3a ohTAIMOJIOTHSI U OTITHKA,;
9. u3nenust 32 MHOTOKpaTHA yroTpeoa;
10. u3genus 3a eAHOKpaTHA yHnoTpeoda;
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11. moMmomHHM cpeAcTBa, MPUCHOCOOJEHUS, CHOPBKEHUS U MEAUIIMHCKH
U3JICNHSI 32 XOpa C YBPEKIAaHUS;

12. u3nenus 3a IMarHOCTUYHA U TepareBTUYHA paiuaus;

13. u3genus 3a JONIBIHUTEIHA TEPAIIns;

14. uznenus ¢ GMOJOTUYEH TTPOU3XOJ;

15. mpoayKTH U MpUCIIOCOOICHUS 3a JICUeOHH U 3/IPABHU 3aBE/ICHHUS,

16. nabopaTopHO 00OpyABaHE.

Un. 7. N3mpnHuTenHaTa areHUMs IO JIEKapCTBaTa M3I0JI3Ba TEXHUYECKO
000py/IBaHE M TEXHOJIOTUH 32 aJIMUHUCTPUpaAHE HA CIIUCHKA 1Mo wi. 1, T. 1, upe3 KouTo ce
U3IBJIHIBAT CIEAHUTE QYHKIUH:

1. mpoBepka Ha TMOJMAAECHUTE O EJIEKTPOHEH MBT 3asABJICHUS, TOJMUCAHHA C
€JICKTPOHEH MOIIHUC;

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

3. mpoBepKa 3a MbJIHOTA U IOCTOBEPHOCT Ha JAHHUTE;

4. 3amuTa, ChbXpaHsBaHE U ApXUBUPAHE HA IaHHU U IOKYMEHTH.

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

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

2. MpoMsiHA HA JaHHUTE OT 3asBUTEIT;

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

Pazpnean 11.
YcaoBusi u pea 3a BKJIKOYBaHe, IPOMEHHU M 3aJIMYaBaHEe HA MeIUIMHCKH
u31eausi B CIUChbka mo wi. 1, . 1

Un. 9. (1) U3nbiaHuTeNHATa areHnys 1o jJeKapcTBaTta OCUTypsiBa OTOpU3HpaH
JIOCTBII A0 CIHCHKA 10 wi. 1, T. 1 3a BpBEXKJaHe, IPOMSHA UITU 3aJIMYAaBAHE HA JAHHU I10
wI. 5 cief o/iaBaHe B €JIEKTPOHEH WM XapTUEH BUJ Ha 3asiBJI€HHE 110 00pasel], yTBbPACH
OT M3MBIHUTENHUS AupekTop Ha MAJL, myOnukyBaH Ha UHTEpHET CTpaHUIATA M.

(2) U3nmpaHuTENnHATa areH1ys 1o JIeKapcTBaTa OCUTypsiBa OTOPU3HPAH JOCThI
JI0 CIIKACHKA MO 4. 1, T. 1 ¥ Ha UHCTUTYLIMUTE U JHIaTa 1Mo wi. 5, an. 1, 1. 6, ciexn karo
ChOTBETHATA MHCTUTYLIMS WM JIUIIE MUCMEHO 3asiBH TOBA MPEJ U3ITbIHUTEIHUS AUPEKTOP
Ha MAJL

(3) UadopmarnmsiTa mo wi. 5, an. 1, T. 5 1 6 € 1OCThITHA CaMO 3a UHCTUTYITUUTE
Y JIMLIaTa, KOUTO 3aIllalliaT CbOTBETHOTO MEIULMHCKO u3aenue. MactuTynuuTe u munara
o ui. 5, ain. 1, T. 6 HsIMar npaBo Ja NpeoCTaBAT MoTydeHaTa HHpopMalys Ha TPETH JIHIIA.

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

1. mpou3BOIUTEN HA MEAULIMHCKH U3/IEIHS;

2. nu1e, yIbJIHOMOIIIEHO OT IPOU3BOAUTENS;

3. ¢pu3HUecKO WK IOPUANYECKO JTUIE, KOETO KOMIUIEKTYBA U3EIus;

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

(5) Korato 3asBieHueTo ce mojaBa OT YI'BIHOMOILIEHO JIUIE, KbM HETO ce
MPEJICTaBsl U HOTAPUAIHO 3aBEPEHO MBIHOMOIIHO. KOrato mbIHOMOIIIHOTO HE € U3/1aJIeHO
B PenyGnnka bearapus, 3a Hero ce mpeacTaBs MPeBOA Ha OBITAPCKU €3UK, U3BBPIICH OT
peBoJay, KOMTO MMa CKIIFOYEH JOroBop ¢ MUHHCTEpCTBOTO HAa BHHIIHUTE paboOTH 3a
U3BBPIIBaHE HA OUIMATHH TPEBOIH.

(6) TUITbT €NEKTPOHHU JOKYMEHTH U (aiiiioBu (opMaTH, KaKTO M IpaBUIaTa
3a OCHTrypsiBaHE Ha JOCTBII JO CHUCHKA 1Mo wi. 1, T. 1, ce myOIMKyBaT Ha MHTEPHET
crpanuiarta Ha MAJL.

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

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

1. HaguMyWe Ha TOANKC/BAIUACH EJIEKTPOHEH IOJINUC IPH IOJaBaHE I10
€JICKTPOHEH IThT;

2. IBIHOTA HA JAHHUTE;

3. 3a4BEHO OOCTOSITEIICTBO - PETUCTpAIlysl, IPOMSHA UJTK 3aJIMYaBaHe HA JaHHU
3a 3asgBHTEII.

Ui 12. Koraro 3asBIeHHETO HE € U3TOTBEHO CHIVIACHO 0Opasera mo wi. 9, air.
| win He e MOANMCAHO C BalHJEH €JIEKTPOHEH MmoAanuc (Ipu MojaBaHe MO eJIEKTPOHEH
'BT), HA 3asIBUTEIIS CE M3TIPAIa B CPOK 10 5 paOOTHU JTHU OT TIOCTHIIBAHE HA 3asBICHUCTO
€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 JULEH3UpaH IMOIIEHCKU OIlepaTop KaTro IMpenopbyaHa
MOIIEHCKAa TpaTka ¢ oOpaTHa pa3mucka Ha aapeca Ha 3asButens. [lo u3kiIrOUeHHE
CcBhOOIIEHNEeTO 1Mo 4. 12 MoXKe Jja ce HampaBu Mo TesieoHa WiH 1o ¢akca Ha JIMIETO 3a
KOHTAaKTH, IOCOYEHO OT 3asBUTEIISI, KATO TOBA C€ YAOCTOBEPSBA IO HAUMHUTE, TIOCOYEHU B
I'paxxmanckus mporecyaieH KOJIeKc.

Un. 14. T pCIIKKU W HCIBIHOTH, AOIYCHATHU B HNAHHHUTEC OT 3asABJICHUCTO
CbI'JIaCHO 06pa3€ua 3a JOCTBII O CHUCTEMATA, C€ OTCTpaHABAT 4YPE3 IOJABAHC Ha HOBO
3asABJICHHUC.

Un. 15. (1) Korato 3asBieHueTro oTroBapsi Ha W3UCKBAHUATA, JAHHUTE CE
BBBEXXJAT B MHPOPMaLMOHHATA cucTeMa oT ciyxkutes Ha MAJI B cpok 710 5 paboTHH AHU.
Enextponnara 6a3a qaHHM reHepupa UACHTU(UKAIIMOHEH HOMED 3a 3asBUTENS U BpEME,
KOETO OTpa3siBa MOMEHTa Ha Chb3JaBaHe Ha MNpoduia Ha 3asgBUTENS, M H3Mpalia
NOTBBPK/ICHUE 32 IPUEMaHe Ha 3asBJICHHUETO.

(2) TToTBBpKIEHHETO € €JIEKTPOHEH IOKYMEHT, KOMTO ChIbpikKa JaHHU 3a
BXOJIALINS HOMEp M Jara, HUJIEHTU(UKALMOHEH HOMEp MU BpEeMe Ha BBBEXKJAHE B
eJIEKTpOHHATa 0a3a JaHHU, KaKTO U MH(OpMAIHs 3a JOCTHII.

(3) TloTBBpKAEHUETO C€ W3Mpalla Ha ajapeca Ha EJIEKTPOHHATa TOoIla Ha
3asIBUTEIIS.
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Un. 16. Peructpanusara ce cuuta 3a U3BbPILEHA ClIe]l BbBEXKIAHE HA TAHHUTE
3a 3asBUTEIIS U U3/ICNIUSTA B €JIEKTPOHHATA 0a3a JaHHU U BAIMIUPAHE.

Ui 17. (1) 3asButenar e mrbxkeH na cboOmm Ha MAJl BCMUKU MpoOMEHU B
3asIBEHUTE OOCTOSATEICTBA, CBHITIACHETO 3a MpUEMaHE Ha EIEeKTPOHHH CHOOUICHWUS,
BKIIIOYHTETHO CIIEKTPOHHHS anpec. [IpoMsHaTta wma JeicTBUE OT MOMEHTa Ha
ChOOIIIABAHETO.

(2) 3asBUTENAT € JIBKEH J1a aKTyaIn3upa TaHHUTE B CPOK 110 7 paOOTHU JHU
OT MOMEHTA Ha HACThIIMJIATA MPOMSIHA.

Un. 18. BbBexaHeTo Wik MpOMsIHA HA JAHHHU B CHChKa 1o wi. 1, T. 1 Ha
MEAWIIMHCKUTE U3JICNIHS CE U3BBPIIBA OT 3asIBUTEIS Ype3 BbBEXKIAHE HA MOTPEOUTEIICKO
M€ U T1apoJia.

Y. 19. (1) OrcrpaHsBaHETO Ha TIPELIKM U HEMBIHOTH, AONYCHATU IIpU
BIIMCBaHE Ha MEMIIMHCKUTE U3/Ie/IUs B CIIUCHKA, CE U3BBPIIBA OT 3asIBUTEIS.

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

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

Y. 20. U3nbaHuTenHaTa areHuus 1o jeKapcrBara nyOinuKyBa Ha UHTEPHET
CTpaHMIIaTa CU PBKOBOJCTBO, YTBBPAEHO OT M3MBJIHUTENHUS nupekrop Ha MAJL, 3a
BBBEXK/AHE U aKTyalM3MpaHEe Ha JAHHWUTE B CIUCHbKA, BKIIOYUTENIHO IpaBuiara u
yCIIOBUATA, HA KOUTO TPsiOBa 1a OTroBapsi BbBEX/1aHaTa HH(pOpMaLUsL.

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. 3anuuaBaHeTo mo wi. 21 ce u3BbpUIBA OT JIBKHOCTHH JIMLA T10
YTIBBPJIEHHU OT U3MBIHUTENHUS 1upekTop Ha MAJI BpTpelHy npaBuia.

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 CTOHHOCTTAa HA MeAUIIMHCKUTE U3/1eJIHs,
3ansiamanu ot 0waxera Ha H30K (M3wm. - /IB, Op. 110 ot 2024 r., B cuJia 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 3apaBHOOCHTYPUTEIHA Kaca TPOBEXKAAa €XKEroJHO Mporeaypa 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 METUITUHCKHU U3/ICTUS B ChOTBETCTBHE C TIPEIBUICHUTE CPEACTBA
B Oropkera Ha H30K 3a choTBeTHATaA KalleHIapHa roArHa.

Un. 24. (U3m. - 1B, 6p. 110 ot 2024 1., B cuna ot 01.01.2025 r.) Konkperaure
MeauIMHCKN u3aenus, 3a kouto H3OK 3ammama, TpsiOBa 1a OTroBapsAT Ha CIEAHHUTE
M3UCKBaHMUS:

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

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. - IB, 6p. 110 ot 2024 r., B cuna ot 01.01.2025 r.) [Ipouenypara no
JIOTOBapsiHE Ha CTOMHOCTTA MO Wi. 53 ce M3BBPIIBA Ha OCHOBaTa Ha CIEHU(HUKAINA,
yrBbpacHa oT Hanzopuus ceBer Ha H3OK, kosiTO ce cbeTom OT ABa pasnena:

1. paznen A - cbabpxa 000COOEHH B TPYNH, MOATPYIIN U TPYIU O TEXHUYECKH
XapaKTEePUCTUKH IOMOIIHU CPEACTBA, MPHCIIOCOOICHUS, ChOPBKEHUS M MEAMLUHCKU
U3JIeNUs 32 XOpa C YBPEXKIaHMs, MPOTHO3HM CTOMHOCTH 3a 3amuiamane ot H3OK,
NpOTHO3€H o00eM Ha mnoTrpebiieHue 3a 12-MeceueH Nepuoji, MEAULMHCKH YCIOBHUS,
€KCIIJI0aTallMOHHU CPOKOBE, HEOOXOMMH MEAUIIMHCKH JOKYMEHTH 32 IIPEJOCTaBIHETO Ha
MIOMOIIIHYU CPEJICTBA, MPUCTIOCOOTIEHHUS, ChOPBHKEHUS U MEAULIMHCKU U3/1EIIHS;

2. paznen b - peMOHTHU JEHHOCTH M MPOTHO3HU cTOMHOCTH, KonTo H30K e
3ariamnia.

(2) (Hosa - 1B, 6p. 105 ot 2023 r., B cuna ot 19.12.2023 r., uzm. - JIB, Op.
110 ot 2024 r., B cuna ot 01.01.2025 r.) Hagzopuusar ceBer Ha H30K yrBBpKIaBa
cnenudukanusara o ai. 1 B cpok 1o 30 anpui Ha CbOTBETHATa KaJleHJapHa TOANHA.

(3) (Homa - 1B, 6p. 105 ot 2023 r., B cuna ot 19.12.2023 r., usm. - JIB, Op.
110 ot 2024 r., B cuia ot 01.01.2025 r.) 3a U3roTBAHE HA MPOEKT HA CHELU(PUKALUSI
ynpasutensT Ha H30K HazHauaBa KOMHCHS OT €KCIIEpTH. 3a cBOsiTa paboTa KOMUCHSTA
U3TOTBSI MPOTOKOJIM U PELIECHUS.

(4) (Hosa - IB, 6p. 105 ot 2023 r., B cuna ot 19.12.2023 r., uszm. - /IB, Op.
110 or 2024 1., B cuita ot 01.01.2025 1.) B chcTaBa Ha KOMHCHSTA C€ BKJIIOUBAT U YWIEHOBE
Ha EKCIEPTHU CBBETU M0 MEIULUHCKHA CHENUATHOCTH WIM OTIAEIHU MEIULUHCKU
JNeMHOCTH KbM MHUHHCTBbpa Ha 3[paBeOIa3BaHETO, OTHOCHUMM KbM IpUjIaraHeTo Ha
MIOMOIIIHU CPE/ICTBA, MPUCIIOCOOICHUS, ChOPBKEHHUS U MEAULIMHCKHI M3/IeIHs 3a Xoparta ¢
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YBpEXKIaHUs, KaKTO U MpeAcTaBUTeIN Ha HalmoHamHus chbBeT 3a XopaTa C yBpeKIaHHUs,
HAI[MOHAJTHO TIPEJCTABUTEITHUTE OpPraHM3allMi Ha W 3a Xopara C yBpexmanus. llpu
HEO0OXOUMOCT B ChCTaBa Ha KOMHCHSTA MOXeE J1a ObJaT BKIIOYEHH U JIPYT'H BHHIIHU 32
H3O0K excneptu.

(5) (Hosa - IB, 6p. 105 ot 2023 r., B cuia ot 19.12.2023 1.) B cheraBa Ha
KOMHUCHUSITA HE MOraT Ja B3eMaT y4yacTHe JIUIa, OCBHIISCTBSIBAIM JEHHOCTH TIO
MPEIOCTaBsIHE U PEMOHT Ha MOMOIIHU CPEACTBA, MPUCIOCOOTCHUSI U ChOPBKEHHUS U
MEAWIIMHCKY U3JIENHsI, TIPEAHA3HAUYCHHU 32 X0paTa C yBPEkKIaHUS, BIUCAHH B PETHCTHPA IO
yi1. 88, ain. 1 oT 3akoHa 3a Xopara ¢ YBpEKIaHHUS.

(5a) (Hosa - IB, 6p. 110 ot 2024 r., B cuta ot 01.01.2025 r.) Ilpemnoxenus
3a BKJIIOYBAHE HAa HOBU TPYMH, MOATPYIHU MO TEXHUYECKU XAPAKTEPUCTUKH MOMOIIHU
CpEICTBA, MPHUCTOCOONICHUS, CHOPBHKECHUS M MEIUIIMHCKU W3JACTUS U CTOWHOCTH,
aKTyaJlu3upaHe Ha CTOMHOCTH Ha ChHIIECTBYBAIIM TPYIMHU, MOATPYHU IO TEXHUYECKU
XapaKTePUCTUKN TIOMOIIHHU CPEJICTBA, MPUCIIOCOOJICHUS, CHOPHKEHUS U MEIUIIMHCKU
U3JIeNHsl, KaKTO M 3alld4aBaHe Ha CHIIECTBYBAIM TPYIMHU, MOATPYHH MO TEXHUYECKU
XapaKTEPUCTUKU TIOMOIIIHH CPEJICTBA, TPUCIIOCOOJICHHS, CHOPBHKECHUS W MEIUIIMHCKH
U3JIENHsSI, MOTAaT J]a Ce MOAaBaT OT WICHOBETE Ha KOMUCHSATA U OT €KCIIEPTHUTE CHBETH IO
CHOTBETHUTE METUITMHCKY CIICIIUATTHOCTH UM OTICITHA MEAUIIMHCKH JCHHOCTH I10 4. 64,
an. 1, 1. 1 or 3akoHa 3a 3paBeTO, OTHOCUMH KbM MPUIIATaHETO HA TTOMOIIHH CPEICTBA 3a
XopaTa ¢ yBpeXKIaHHsI B CPOK 110 31 siHyapH Ha ChOTBETHATA KaJICHJapHA TOIMHA.

(56) (Homa - /IB, 6p. 110 o1 2024 1., B cuia ot 01.01.2025 r.) [Ipemnoxenusra
mo ajl. 5a ce JOMmycKaT 3a pa3MekIaHe OT KOMHCHATA Mo 4wi. 56, an. 3, ako ChIIHUTE
CBhABPIKAT clieHaTa UH(OpMALIKS:

1. TEXHHYECKA XapakTepUCTHKa  Ha MTOMOIIHOTO CPEICTBO,
MPUCTIOCOOTICHUETO, ChOPBHKEHUETO U MEIUIIMHCKOTO U3/IEIHUE;

2. IPOTHO3EH 00eM JIMI[a, KOUTO IIe 'O U3I0JI3BAT, 0a3upaH Ha CTATUCTUICCKU
JaHHM;

3. mpemiokeHa MPOTHO3HA cToiHOoCT 3a 3amaniane oT H30K, ¢ mocodena
¢buHaHCOBa 0OOCHOBKA M MOTUBH 32 HEHHOTO (OPMUpAHE;

4. METUIIMHCKM VYCIIOBUS 3a TMPEANMCBaHE Ha TIOMOIIHOTO CPEJICTBO,
MPUCTIOCOOJICHUETO, CbOPBKEHUETO U METUITMHCKOTO U3/IeNHe ChriacHo ui. 73, an. 1 ot
3aKoHa 3a XxopaTa ¢ yBpeXIaHHUs.

(58) (Homa - 1B, 6p. 110 ot 2024 1., B cuna ot 01.01.2025 r.) lonycHatute
OT KOMHCHSITA MPEJIOKEHUS 32 BKIIOUBAHE HA HOBU TPYIH, MOJATPYIN IO TEXHHUUYECKU
XapaKTePUCTUKU TIOMOIIHU CPEJICTBA, MPUCIIOCOOJICHUS, CHOPHKEHUS U MEIUIIUHCKU
W3JIeNns MoTatr Ja OBJaT BKIIOYEHH B crienudukanusTa, kato no nperneHka Ha H30K
MOJKE€ Jla C€ M3UCKA JOMBJIHUTEIHO CTAaHOBUIIE OT €KCIHEPTHU CHBETU MO MEIUIIUHCKU
CHEHUATHOCTH HJIXA OTHEIHU MEOUIIMHCKHU JeHMHOCTH mo wi. 6a, an. 1, T. 1 or 3akoHa 3a
3IpaBETO, OTHOCHMH KbM TNIPHUJIAraHeTO Ha TOMOIIHU CpPEJCTBa, MPHUCIOCOOICHHUS,
CHOPBIKEHUS U MEIUIIMHCKH U3JICIHS 32 X0paTa ¢ YBPESKIaHHS.

(5r) (Homa - 1B, 6p. 110 ot 2024 r., B cuna ot 01.01.2025 r.) Hartmonanuata
3IPaBHOOCUTYPHUTEIIHA Kaca MOXE Jla HM3WCKa CTAaHOBHUIIE OTHOCHO TEXHUYECKHUTE
XapaKTePUCTUKU KAKTO OT MPOU3BOJUTENN U THPTOBIM Ha €IpPO C MOMOIIHH CPEJCTBA,
MIPHUCIIOCOOJICHHUSI, ChOPHKCHHS M MEMIIMHCKH M3CIHs, KOUTO UMAT MPaBo Ja ThPryBaT
Ha TepuTopusaTa Ha PenmyOnuka bearapus, Taka u OT MPOU3BOAUTENH U THPTOBIU HA €/IPO,
KOWTO OCBILECTBSABAT ThProBCKa JEHHOCT Ha Teputopusta Ha EC.
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(6) (HoBa - 1B, 6p. 105 ot 2023 1., B cuna ot 19.12.2023 r.) Komucusra
npeiara Ha ynpasutenst Ha H30K npoekT Ha cnenudukaius ¢bC ChIbPKAHUETO 10 all.
l ¢ BKIWYEHH TPOrHO3HHM CTOMHOCTHM HAa CHOTBETHHTE TIOMOIIHU CPEJCTBA,
MPHUCIIOCOOJICHHSI, CHOPHKEHUS W MEOUIIMHCKU H3JCTUs C TPHIOKEeHa (UHAHCOBA
ob6ocHoBka. YnpasutenaT Ha H3OK moxe n1a npeaoxu o6ocHoBano Ha HamzopHus cbBeT
Ha H30K na u3MeHu npeyioKeHUTe CTOMHOCTH H/VITK Ja BKJTFOYH WITH 3JIMYH IIOMOIIIHU
CpencTBa, MPHUCIOCOOJICHUS, CHOPBHKECHHUS W MEAMIIMHCKA H3JEIUs OT IMPOEKTa Ha
cneuuukanus.

(7) (Hoa - B, 6p. 105 or 2023 r., B cuma or 19.12.2023 r.) B
cnenuduKanuaTa He MoXe Ja ObJaT BKIIOYCHH IMOMOIIHU CPEJICTBA, MPUCIIOCOOICHHUS,
CBOPBKEHUS U MEIUITMHCKH M3CIIHsI, KOUTO CE MpUJIarar Ipy XopaTa ¢ YBpexKIaHHs U Ce
3amianiarT Ha JAPYyro mnpaBHO ocHoBaHue. CrenudukanusITa ce W3rOTBS B PaMKHUTE HaA
3akoHa 3a Ormkera Ha H3OK wm 3akoHa 3a appkaBHHs OFOKET 3a CHOTBETHATA
KaJIeHJJapHa ronHa.

(8) (Hosa - 1B, 6p. 105 ot 2023 r., B cuna ot 19.12.2023 r., m3m. - JIB, Op.
110 ot 2024 1., B cuna ot 01.01.2025 r.) Koraro B crnenudukamusra mo an. 6 0paar
BKJIIOUEHU HOBU TPYNH/TOATPYNU WU OTAETHH MOMOIIHHM CPEICTBa, MPUCIIOCOOICHHUS,
CHOPBKEHUS U MEIUIMHCKHA U3JICNHsI WM KOraTo B CHEIUQUKanusaTa 1mo ajl. 6 Opuat
OTIpe/ieNieH! TO-BUCOKU CTOMHOCTH 3a 3aIUlalllaHe Ha CHIIECTBYBAIU TPYNU/TIOATPYIN
WM OTJEIHU TIOMOIIHU CPEACTBA, IMPHUCIOCOOTIEHUS, CHOPBKEHUS W MEIUIIMHCKH
U3JIeNHs, ChLIUTE 3all0YBaT J1a Ce 3aIUIallaT, ako € OCUTypeH (PMHAHCOB pecypc ChC 3aKOHA
3a IbpKaBHUS OrOJKeT M 3akoHa 3a Orokxera Ha H30K 3a choTBeTHaTa KajneHaapHa
rojJvHa.

Un. 57. (1) (U3m. - [IB, 6p. 105 ot 2023 1., B cuna ot 19.12.2023 r.) B cpok
0 5 paboTHH JHU ciell YTBBbPXKAABaHETO Ha cnenudukanusara mo 4i. 56, an. 1 H30K
OTIIpaBs HAa UHTEPHET CTpaHHUIlaTa CH MTOKaHa 3a y4acTHE B MPOLIEypa MO ONpPEeIIsIHE Ha
CTOMHOCTTA Ha 3aIlIall[aHETO Ha MOMOIIHU CPEICTBA, NPUCIOCOOTIEHUS, ChOPBKEHUS U
MEAMIIMHCKH U3/EUs 32 XOpa C YBPEXKAaHUs, KAKTO U HA PEMOHTHU JI€HHOCTU KbM:

1. TpOM3BOIUTENN/TEXHH YIBIHOMOIIEHN IPEACTAaBUTEIN Ha IOMOIIHU
CPEICTBA, PUCIIOCOOIEHMS], ChOPBKEHUS U METULIMHCKY U3/EIUs 32 X0pa C YBPEeKIaHUS;

2. THProOBUY Ha €IpPO/T€XHU YI'BIHOMOILEHU MPEJCTABUTEIN HA TMOMOIIHH
CPEICTBA, IPUCIIOCOOIEHMS], ChOPBKEHUS U METULIMHCKY U3/EIUs 32 X0pa C YBPEeKIaHUS;

3. nmuua, peructpupanu no wi. 40, an. 1 ot 3JI3 kaTo cCaMOCTOSITETHN MEIUKO-
TEXHUUYECKU J1a00paTOPUU/TEXHU YITbIHOMOIIEHU NPEICTaBUTENH, MPOU3BOAUTEIN HA
MIOMOIIIHU CPE/ICTBA, MPUCIIOCOOJIEHUS, ChOPBKEHUS U MEIUIIMHCKU U3JIEeTHs 3a Xopa ¢
YBpEXKIaHUs, U3pabOTEHHU MO MOPBHYUKA;

4. nuna, BNIMCAaHM B perucTbpa no wi. 88, anm. 1 or 3akoHa 3a xopata C
yBpexaanus (3XY), cbc COOCTBEHU PEMOHTHH 0a3u, €AMHCTBEHO 32 PEMOHTHH JICHHOCTH
Ha MOMOIIIHU CPEACTBA, IPUCIIOCOOICHUS U ChbOPBKEHUS U MEAULIMHCKU U3/ENHS.

(1a) (Hosa - [IB, 6p. 110 ot 2024 r., B cuna ot 01.01.2025 r.) Ilokanara mo
an. | ce otHacs 3a:

1. BKIJIIOUBaHE Ha MOMOIIHO CPEICTBO, MPUCIOCOOIECHNE, ChOPBKEHUE WIH
MEAMIMHCKO H3JIEJME C HOBO THPrOBCKO HAMMEHOBAaHUE KbM CBIIECTBYBallla TpyIa,
MOJArpyMa, Tpymna Mo TEXHUYECKU XapaKTePUCTUKU ITOMOIIHU CPEACTBA, IPUCIIOCOOICHNUS,
CHOPBKEHUS U MEIUIIUHCKH U3IENIUS U PEMOHTHU JIEMHOCTH B CIIELIU(HUKAINATA - CIIUCHK
mo ui. 63, aim. 1;
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2. BKJIIOUBAHE Ha MOMOIIHO CPEJICTBO, MPUCHOCOOICHHE, CHOPHKEHUE WU
MEJUIIMHCKO M3/EJINE€ C HOBO ThPIOBCKO HAMMEHOBAHUE, KOETO MPUHAIJICKU KbM HOBA
rpyna, MOArpyma, rpyhna IO TEXHUYECKH XapaKTePUCTUKH TIOMOIIHU CpEICTBa,
MPHUCTIOCOOICHUSI, CHOPHKEHUS W MEIWIUHCKH U3JENUs U PEMOHTHH JACHHOCTH B
crienuKanus - CIUChK 1Mo Wi. 63, ai. 1;

3. IoroBapsiHE Ha OTCTBIIKU CBhIVIACHO 4Wil. 45, ain. 14 ot 3akoHa 3a 34paBHOTO
OCUTYpsIBaHE C BCHUKH JIMIIA, yYaCTBAIIM B MPOLEAypaTa U MocoueHu B ui. 45, an. 14 ot
3aKoHa 3a 3/[paBHOTO OCUTYPSIBAHE.

(2) INokanara 1o ai. 1 ceabpxa:

1. (m3m. - IIB, 6p. 105 or 2023 r., B cuna ot 19.12.2023 r.) mpenmer Ha
npoueaypara - onpejeiissHe Ha CTOMHOCTTAa Ha 3alljlalllaHe Ha TOMOIIHUTE CPEICTBa,
MPHUCTIOCOOICHUSTA, CHOPBKEHUSATA U MEAUIIMHCKUTE W3JCIUS U PEMOHTHHU JICHHOCTH,
npelHa3HaYeHH 3a X0parta ¢ YBpeKJaHusl, OTpa3eHH B crienudukanusTa mno wi. 56, ain. 1;

2. U3UCKYEeMHU OT YYACTHUIIUTE JOKYMEHTH;

3. MSICTO, HAUMH U KPAaeH CPOK 3a M0/IaBaHe Ha MPEAJIOKEHHUS, KaTO CPOKBT HE
MO3Ke Ja 0bie To-ManbK oT 10 paboTHH JHU OT MyOJIMKYBaHETO HA MTOKAHATA,

4. nuie, TenedoH U eneKTpoHeH ajapec 3a KoHTakT B H30K.

(3) (U3m. - AB, 6p. 105 ot 2023 r., B cuia ot 19.12.2023 r.) 3a yyactue B
npoueaypara mo onpenessiHe Ha CTOWHOCTTA Ha 3aIulalljaHe JuiaTa rno ain. 1 mojmasat B
H3O0K 3asBnenne, KbM KOETO MpHUIarar:

1. (m3Mm. u gom. - JIB, 6p. 110 ot 2024 r., B cuia ot 01.01.2025 r.) nanHu 3a
eMHCH UICHTH()HUKAIIMOHEH KO/ Ha IPYKECTBO/KOOTIEpAIHsI OT ThPTOBCKHUS PETUCTHP; 32
Ipy’KecTBaTa, MPOU3BOJUTENN U THPTOBIM HA €IpO, PETUCTPUPAHH B APYTH AbPIKAaBH -
W3BJICUCHUE OT TBPTOBCKUS PETUCTBP WM CXOACH JOKYMEHT IO HalMOHAITHOTO
3aKOHOJATEJICTBO Ha CHOTBETHATa JIbpKaBa, U3JaJCHU OT KOMIIETEHTEH OpraH He IIo-
KBbCHO OT 6 Mecella IpeIu [0JaBaHe Ha 3asBJIEHUETO, IPUIPYKEHH C IPEBO HA OBIATapcKu
€3UK, U3BBPIICH OT JIMIIEH3UPaH MPeBOIay;

2. HOTapUaJIHO 3aBEPEHO IBJIHOMOIIHO B OpPUTMHAJl WM 3aBEPEHO KOIuE, B
CIIy4aii ue 3asBICHUETO CE M0/IaBa OT MPEACTaBUTEN HA IPOU3BOIUTEINS WIH ThPTroBela Ha
€p0; KOraTto I'bJIHOMOIIHOTO € M3/aJIeHO Ha YyK]J €3HK, 32 HEro ce MpeJCTaBsi TOUYEH
MpeBOJ Ha OBIATAPCKU; B MBIHOMOIIHOTO cliefiBa Ja OBbAAT MOCOYEHU KOHKPETHUTE
MTOMOIIHA CPEJICTBA, MPUCIIOCOOIEHHUS, ChOPHKEHUSI U METUIIMHCKU U3JIEHs, 32 KOUTO
MPEJICTABUTEINAT € YIIBIHOMOIIIECH;

2a. (moBa - /JIB, Op. 110 or 2024 r., B cmia ot 01.01.2025 r.)
JIOTOBOP/OTOPHU3AIMOHHO THCMO B OPHUTHMHAN MM HOTApHAIHO 3aBEPEH MPENuc OT
OpUTHHAJ, B cllyyail 4Ye 3asBJIIEHHETO C€ IoJaBa OT TbProBell Ha €Apo; KOraTo
JIOTOBOPBT/OTOPU3ANIMOHHOTO MHUCMO € M3AaJIEHO Ha YYXKJ €3UK, 32 Hero ce mpeicTaBs
IIPEBOJ] Ha OBITAPCKU €3UK, U3BBPIIEH OT JIMLIEH3UpaH MPeBo/iay; B JOKYMEHTA clie/iBa Ja
ObJIaT MOCOYEHH KOHKPETHUTE MOMOIIHU CPEICTBA, MPUCIOCOOIEHUS, ChOPHKEHUS U
MEAMIMHCKH U3/Eus, 32 KOUTO ThPrOBELbT HA €ApO0 € OTOPU3UPaH OT MPOU3BOAUTENS;

3. IOKyMEHT, YJOCTOBEpsBaIll MMPAaBOTO HA THPrOBEIl Ha €ApO Ja ThPryBa C
MOMOIIHH CPEACTBA, MPUCIOCOOIEHUS, CHOPBKEHUS U MEAUIIMHCKHU M3ENUs 3a X0opa C
yBpexaanus, uzgaaeH ot MAJl uam oT KOMIETEHTEH OpraH Ha ChOTBETHATa JIbPKaBa;
TaKbB JOKYMEHT HE C€ U3UCKBA, aKO 3asBUTENIAT € IPOU3BOIUTEN Ha TOMOIIHH CPEICTBA,
MPUCTIOCOOICHHUSI, ChOPHKEHUS U MEIUIIMHCKU U3JIENHsI, YCTAHOBEH HAa TEPUTOPHTA Ha
Peny6nuka bwarapus, ceriiacuo wi. 77, an. 2 ot 3MU;
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4. TOKYMEHT, YJOCTOBEpsIBAILl IPABOTO HA MPOU3BOJUTENUTE J1a U3paboTBaT
MIOMOIIHY CPEJICTBA, IPUCIIOCOOJICHHUSI, ChOPBKEHUS M METUITMHCKU U3/CIUs, U3aICH OT
HNAJI v OT KOMIIETEHTEH OpraH Ha ChOTBETHAaTa IbpKaBa - 3a MPOU3BOJMUTEIINTE Ha
METUIIUHCKHU U3/IEIHS:

a) mo wi. 2, ai. 1, 7. 3 or 3MU ot kinac [ (MeauIuHCKH U3ACNUs, Pa3INIHU OT
WH BUTPO JAUATHOCTUYHHUTE MEAUIMHCKH HU3JIETUS U OT aKTUBHUTE HMILUIAHTUPYEMHU
MEAULIMHCKH U3/1eTus); U

6) mo wi. 2, an. 1, 1. 2 u 3 or 3MU, u3paboTeHn Mo MopbyUka (aKTHBHUTE
MMILUTAHTUPYEMH MEIULMHCKHU U3AENINS U MEIULIMHCKUTE U3JENHS, PA3JIMYHU OT UH BUTPO
JUAarHOCTUYHUTE MEAUIMHCKH U3JENUsA U OT aKTUBHUTE UMILUIAHTUPYEMH METUIIMHCKHU
U3JIETINsA);

4a. (moBa - JIB, 6p. 110 ot 2024 r., B cuna ot 01.01.2025 r.) MOKyMeEHT,
yIOCTOBEpSIBAl] MPABOTO Ha MPOU3BOAUTENUTE Ja M3pabOTBAT IMOMOIIHHU CpPECTBA,
MPUCTIOCOOJICHUS, CHOPHKEHUSI U MEOUIMHCKH HW3JACNUS IO TMOpbYKa, H3AAJECH OT
W3nbaautenna arennus "MenuuuHcku Haazop" (yaocroBepenue mo wi. 40, an. 1 ot 3J13)
- 32 IPOU3BOIUTEIIN, KOUTO ca peructpupayiv B MAJI MequuuHCKH U3eIus IO MOpbhYKa U
3asBSIBAIIM POU3BOICTBO HA MEAUIIMHCKH U3/IENHS 110 MOPBYUKA (CAMOCTOATETHH MEIUKO-
TEXHUYECKHU JabopaTopuu 1o ui. 18, ain. 2 ot 3J13);

5. JIOKyMEHTalus, 4Ype3 KOSATO C€ JOKa3Ba, 4e€ MEAUIMHCKOTO H3JEIne
OTTOBapsl HA TEXHUYECKUTE U3MCKBAHMS, IOCOUCHHU B creluuUKaImsITa mo 4i. 56, ar. 1:
cepruduxar 3a CE wmapkupoBka OT HOTU(GUIUPAH OpPraH - HOTApUATHO 3aBEPEH;
JIeKJIapanus 3a ChOTBETCTBUE, U3/1aJieHa OT MPOU3BOAUTEINSI HA MEUIIMHCKOTO U3/IEIHE;
MHCTPYKIHUS 32 yHoTpeba 32 MEIUIIMHCKOTO H3/IeNue Ha OBIrapcKu €3UK; YBEJOMIICHHUE 3a
MyCHATH Ha Maszapa w/wim Qopma 3a MpeJocTaBsHE Ha WHQPOpMAIUs 3a IyCHATH B
neiictBue Ha Teputopusra Ha PenyOmnuka beiarapus MeguIMHCKU u3IenHs - 3a
MeauIuHCKuTe n3aenus ot kaac Ila, 116 u I1I;

6. mapTHUIeH/KaTajJoKeH HOMEep 3a BCHYKH 3aIBEHU MEIUIIUHCKU W3JICNHS,
CHUCBHKBT Ha HOMEpaTa Ce NIpPEJOCTaBsl caMO Ha €JIEKTPOHEH HOCUTEN 1Mo obpasell,
yTBbpAcH oT ynpasureins Ha H30K;

7. unpopmanus, npenocraseHa or MAJI, OTHOCHO perucTpupaHu JaHHU B
NAIJI w/nwin EUDAMED 3a uHIM1eHTH/Cepr0o3HU MHIUACHTH C MEAULIMHCKOTO U3/EIHeE,
KaKTO ¥ 3a OJIOKMpAHU WIJIM U3TETJICHH OT Tla3apa MapTHAM Mpe3 MocieanuTe 18 mecera;

8. mpesiarana neHa 6e3 BxiroueHo JIJIC Ha 3asiBeHUTE MOMOIIHU CPECTBA,
MPUCTIOCOOJICHUS, ChOPHKEHHS M MEIUIIMHCKUTE U3/IETTUsI U PEMOHTHHU JIEHHOCTH;

9. (m3m. - JIB, 6p. 110 or 2024 r., B cuna ot 01.01.2025 r.) BanuaeH
ceprudukar no crangapt bJIC EN ISO 9001 - 3a mpousBoauTenutre Ha METUIIMHCKU
u3JIenusi, U3paboTeH! MO MOpPhYKa, U 3a MPOU3BOJIUTENNTE U THPrOBLUTE Ha €IpO Ha
MEJUIIMHCKH U3Jeus oT Kiac I;

10. Banmuaen ceptudukar no crangapt bJIC EN ISO 13485 unu ekBuBasieHTHA
CHCTEMa 32 yMpaBJICHHE Ha Ka4eCTBOTO ¢ 00XBAT MPOU3BOICTBO HA METUIIMHCKU U3/IEIHS,
U3JIaJIeH Ha UMETO Ha MPOU3BOAUTENS - 32 MEIUIIMHCKUTE u3aenus ot kuac Ila, 116 u I11;

11. cipaBka 3a Oposi/obema Ha MPETOCTABEHU/TIPOU3BEICHH OT 3asBEHUTE OT

yY4yaCTHHKaA IIOMOIIHHA CpCI[CTBa/ HpI/ICHOCO6HCHI/I${Ta/ C’bOp’b)KeHI/I}ITa/ MCIUIMHCKH
H3JCIIHA, KOUTO € OCUTYpsBAJI IPE3 NPCAXOTHUA 24-mecedeH NNepruoa; KOraTto 3asABUTCIIAT
HC v HpC,E[OCTaBSIJ'I/ MMPOU3BCIKIAAIT CbOTBCTHHUTC IIOMOIITHHA

CpEenCTBa/IPUCTIOCOOICHIS/CHOPBKEHUS/METUIIMHCKU H3EIHSI TIPE3 MOCOUYCHUSI TIEPHOI,
CBIIUAT MOJMKCBA ACKIapalus mo odpasen, yrBbp/eH oT yrnpasutens Ha H30K.
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(4) (Ot™m. - 1B, 6p. 110 o1 2024 1., B cuna ot 01.01.2025 1.)

(5) (Orm. - IB, 6p. 105 ot 2023 1., B cuia ot 19.12.2023 1., HOBa - [IB, Op.
110 ot 2024 r., B cuma ot 01.01.2025 r.) Jlumata o wi. 57, ain. 1, KOUTO ca ydacTBaIH B
MpeIXxoHa MPOIEeaypa 3a MOMOIIHUTE CPEICTBA, MPUCIIOCOOICHUSTA, ChOPHKCHUATA U
MEAUIIMHCKUTE U3/eus, 32 KOUTO HSIMa MPOMsIHA B OOCTOATEJICTBATA, [10AaBaT CICAHUTE
JIOKYMEHTH:

1. nmexnapanus 3a JMIca Ha MpoMmsiHa B oOcTosTeNcTBaTa mo oOpaser,
yTBbpAEH oT ynpasurens Ha H30K;

2. OTOPU3AIMOHHO MUCMO U JOMBIHUTENHA JEKJIapalus, Y€ ChbOTBETHHSIT
YY4aCTHUK MOK€ Jla OCUTYpH HEOOXOIMMHUTE KOJMYECTBAa TIOMOIIHU CpPEICTBa,
MPUCTIOCOOJICHHUS], ChOPHKEHUS U MEIULIMHCKU U3JIEIHS;

3. akTyasiHu cepTU(UKATH 32 Ka4eCTBO, TOCOYCHH B IMOKaHATa 1Mo ail. 1;

4. mpeaJiarana 1eHa 1o ai. 3, T. 8.

(5a) (Homa - /1B, 6p. 110 ot 2024 r., B cuma ot 01.01.2025 r.) Ako nunara mo
yi. 57, an. 1 He ’XenasT TOMOIIHU CpPEICTBA, MPUCHOCOOIEHUS, CHOPBHKECHHUS U
MEIWIIMHCKY W3CIHs, BKIFOUSHH B JIeHicTBaIaTa crieliu(UKamms - CIIUCHK 1Mo Wwi. 63, ai.
1, na ObJ1aT BKJIFOUEHU B HOBATa crieluUKalus - CIIUCHK 1Mo Wi 63, an. 1, chiuure noaasar
3asiBJICHHE TI0 00pasel, yTBspaeH ot yrnpasutens Ha H30K.

(6) (M3m. - [IB, 6p. 105 ot 2023 r., B cuna ot 19.12.2023 r.) 3asBienusra mno
aJI. 3 ce MPeICTaBsT B 3alle4aTaH HeMpo3paveH UMK OT KaHIuaTa JMIHO WJTH I10 IoIIaTa
C TIperopbYaHO MUCMO ¢ oOpaTHa pasnucka. BepXy mirka KaHAUIATHT IOCOYBA aJIpec 3a
KOPECIIOHICHIINS, TeJIe(DOH U eEKTPOHHA TIOIIA.

(7) (Hosa - IB, Op. 105 ot 2023 r., B cuna ot 19.12.2023 r.) Kanngunature
MPEIOCTABIT IIBPBOHAYAIHOTO IICHOBO IMPEIOKEHHE B O0003HAYCH, 3aleyaraH,
HEMPO3payveH IUIHK, IOCTAaBEH B IUTUKA ChC 3asBJICHHUETO.

(8) (Ilpemumua an. 7 - [AB, 6p. 105 ot 2023 1., B cua ot 19.12.2023 r.)
VYmpasutensat Ha H30K yTBbprkaaBa 00pasiiy Ha 3asiBI€HUE U JJOKYMEHTH I10 aj. 3, KOUTO
ce myOsnKyBat Ha uHTepHeT ctpanuniara Ha H30K 3aeano ¢ mokanara o ain. 1.

(9) (ITpeaumrna an. 8, uzm. - IB, 6p. 105 ot 2023 r., B cuna ot 19.12.2023 r.,
u3Mm. - JIB, 6p. 110 ot 2024 r., B cuna ot 01.01.2025 r.) Komucusra o un. 58, an. 1 He
pasriiexaa 3asBlIEeHUS U ITbPBOHAYATHHM IIEHOBH MPEIJIOKEHHS, MPEICTaBEHH Clell
WU3TUYAHETO HAa KpalHUsS CPOK 3a TOJ[aBaHEe Ha 3asABUTEIHUA JOKYMEHTH WJIU MMOJAJICHU B
TUTHK C HapyIIeHa LsI0CT.

Un. 58. (1) Ilponenypara no noroBapsiHeE Ha CTOMHOCTTA Ha 3aIllalllaHe Cce
IIPOBEX A OT KOMHCHs, onpeeneHa oT ynpasurens Ha H30K, cnen nztnvane Ha cpoka 3a
M0JIaBaHe Ha IOKYMEHTUTE 3a y4acTHe B MpolielypaTa.

(2) B cberaBa Ha KomucHsATa IO NpeiokeHne Ha ynpasutens Ha H30K morar
na ce BkimouyBaT BbHIIHU 3a H30K excneprtu, ompenenenu ¢ pemenue Ha Hanzopuus
cbpBeT Ha H30K.

(3) BpHmHUTE excnepTd Mo aj. 2 MmoraT Aa ObJaT JMla C IOPHAWYECKO,
MEIUIUHCKO WJIK MKOHOMHUYECKO 00pa3oBaHHE.

(4) UneHoBeTe Ha KOMUCHATA MOJIITMCBAT ICKJIapallns, 4e He ca CBbP3aHu JINIa
1o cMucwiaa Ha § 1, T. 1 or ThproBckus 3aKOH C y4aCTHULIUTE B MPOLIEIypaTa.

(5) Komucusita u3BbpIBa OIIEHKA HAa TIOIA/ICHUTE IOKYMEHTH, KOUTO CJIe/BA
Jla yAOCTOBEPSABAT U3II'BJIHEHUETO HA BCUUYKHU 3aJI0KEHM M3UCKBaHMS, B T.4. 32 Ka4eCTBO,
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KaTo ChOTBETHATa JOKYMEHTAIUsl, YAOCTOBEpsBAallla U3IIBIHEHUETO UM, CE pasriiexkaa U
OLICHSIBA KOMILJIEKCHO.

(6) (M3m. - IB, 6p. 105 ot 2023 r., B cuia ot 19.12.2023 r.) Komucusra
OCBIIECTBSIBA IEHHOCTTA CU CHIVIACHO BHTPEIIHM NPAaBUIA, YTBBPACHH OT YIPaBUTENs Ha
H30K.

(7) (Hosa - B, 6p. 105 ot 2023 r., B cuna ot 19.12.2023 r., usm. - /IB, Op.
110 ot 2024 1., B cuna ot 01.01.2025 r.) Ilpu KOHCTaTHpaHU HEITBIHOTH W/ WX TIPOITYCKH
B [10/IaJIeHaTa JJOKYMEHTAIUs] KOMHCHATA YBEJOMSIBA ChOTBETHHUS YUACTHHUK U JlaBa CPOK
oT 7 paOOTHM HU 3a OTCTPAHSBAHETO MM W/WIM 3a MPEAOCTaBSHE Ha JOIMBIHUTEIHA
uHpOpMaLUsL.

(8) (Hosa - IB, 6p. 105 ot 2023 r., B cuia ot 19.12.2023 r.) Komucusita He
JIOITyCKa JI0 y4acTHE B JIOTOBAPSIHETO KaHAUJATUTE, YUUTO TPEATIOKEHHS HE OTTOBApAT HA
M3HUCKBaHUATA, ONPEICIICHN C YTBbpACHATA JOKYMEHTAIUs, KAKTO U KaHJUJIATUTE, KOUTO
HE ca OTCTPaHWIM HEPEJAOBHOCTUTE W/WIM HE ca MPEIOCTaBWIM JONMBIHUTEIHATA
uH(pOpMaIKs B ONIPEACTICHUS CPOK.

(9) (ITIpepumrnHa an. 7, u3m. - [IB, 6p. 105 ot 2023 r., B cuna ot 19.12.2023 1.)
Komucusita W3rotBs MNpoTOKOJ, B KOWTO OTpa3sBa NOCTHIWINTE MPEIIOKECHHUS,
M3BBpIICHATA OLIEHKA 110 aJl. 5 ¥ pe3yNTaTuTe OT Hesl.

(10) (ITpenpumnua an. 8 - /1B, 6p. 105 ot 2023 1., B cuna ot 19.12.2023 1.)
Komucusita yBemomsiBa KaHIWIATHTE, YHUTO MPEIJIOKEHUS HE OTroBapsAT Ha
M3HMCKBaHUATA, Y€ HE ca JOIMYCHATH JO ydyacTHe B MpOIeaypara C IMOCOYBAHE Ha
CHOTBETHUTE MOTHBH.

(11) (ITpepumna an. 9, u3m. - JIB, 6p. 105 ot 2023 r., B cuia ot 19.12.2023
r.) Kommcusta mybnmkyBa Ha wuHTepHeT crpannnata Ha H3OK wunbpopmanus 3a
JOTYCHATHUTE JI0 AOTOBAPSHETO YYACTHHUIIM IO BXOJSALIM HOMEpa Ha 3asBIICHUATA UM U
CHhOTBETHATA IPYIIa, OArPYIa, NehUHUPAHH IO TPyIa TEXHUYESCKH N3UCKBAHUS TIOMOIIIHA
CpEeNCTBA, MPUCTIOCOOICHHUS, CbOPBKEHUS U METUITUHCKY U3/IETTUS U PEMOHTHHU IEHHOCTH,
3a KOUTO ca JOIMYyCHATH.

Un. 59. (M3wm. - [IB, 6p. 105 ot 2023 r., B cuna ot 19.12.2023 r.) (1) C Bceku
OT JONYCHATUTE YYaCTHUIM KOMHCHATA 3aJbJDKUTENIHO IPOBEXKJa JOrOBapsiHE Ha
OTCTBIIKA OT ITbPBOHAYAJIHO MPEAJIOKEHAaTa 1IeHa. B cilydail ye 1omycHaT ydacTHUK HE
MPEJJIOAKHU OTCTHIIKA, CHIIUAT HE MPOAbJKaBa y4acTUETO CH B IIpoLeaypaTa.

(2) C nuuara no an. 1 KOMUCHSATA MOANKCBA IBYCTPAHEH MPOTOKOJI, B KOWTO
ce OTpa3siBaT CHOTBETHUTE IOMOIIHH CpEJICTBA, IPUCIOCOOJIEHUS, CHOPBHKEHHUS,
MEIUIUHCKH U3ETUS U PEMOHTHU JEHHOCTH 110 TPYIH, HOATPYIH, AeUHUPAHU IO TpyHa
TEXHUYECKH H3UCKBaHMsI C TMpeJIoKeHaTa IbpBOHAYalHA II€Ha, HAIpPaBEHOTO OT
y4acTHUKA NPEIUIOKEHUE 3a OTCThIIKA OT IIbpPBOHAYaJHATa LEHA M IIOCTUTHATaTa
OKOHYaTeJIHA IIeHA.

(3) Komucusta mybnukysa Ha untepHeT crpanuuata Ha H30K undopmanus
3a MpeAJIOKEHNUTE Hal-HUCKH IIEHH ClIe]] JOTOBOPEHA OTCThIIKA 332 ChOTBETHUTE TPYIIH,
HNOATrpyNy, AeQUHUPAHUM IO Tpyna TEXHUYECKH H3UCKBAHHMS IIOMOIIHH CpEeCTBa,
MPUCTIOCOOJIEHUS], CHOPBHKEHUS W MEOUIMHCKU H3JENHs 3a Xopa C YBpPeXJaHUd U
PEMOHTHU JAEHHOCTH.

Un. 60. (U3m. - B, 6p. 105 ot 2023 r., B cuna ot 19.12.2023 r.) (1)
Komucusita u3BbpIIBa OIEHKA W M3TOTBS 3aKJIIOUUTENIEH NMPOTOKOJ, B KOWTO MOCOYBA
CTOHHOCTTa, KOATO Ie ObJe 3aIuTaniana 3a CbOTBETHUTE TPYIH/TIOATPYITH M TEXHUYECKU
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XapaKTEPUCTUKHA TTIOMOIIHU CPEJICTBA, MPHUCIOCOOICHUS, CHOPBKEHUS W MEIUIIMHCKH
U3JIeNUs U PEMOHTHH JIEHHOCTH.

(2) (dom. - JAB, 6p. 110 ot 2024 1., B cria ot 01.01.2025 r.) Komucusra
MIPEACTABS 3aKIIOYUTEIHUS MPOTOKOI upe3 yrpasurens Ha H30K 3a yrBbpxkaaBaHe oT
Hanmzopuus cwBeT Ha H30K Ha croiiHoctute mo ai. 1.

Uin. 61. (1) (Hosa - JIB, 6p. 105 ot 2023 r., B cuia ot 19.12.2023 1., uzm. -
B, 6p. 110 ot 2024 r., B cunma ot 01.01.2025 r.) Cnen mpoBeneHa mporeaypa Io
JIOTOBapsiHE Ha CTOMHOCTTA Ha 3aramane 1no wi. 53 H30K omnpenens B CbOTBETCTBUE €
MpeBUJICHUTE CPEJICTBA IO 3aKOHA 3a Ibp)KaBHUS OIOKET M 3aKOHa 3a OopKeTa Ha
H3OK 3a choTBeTHaTa KajeHAapHa TOJUHA TPYIUTE U MOATPYIUTE ITOMOIIHHA CPECTBA,
MPUCTIOCOOJICHUSI, CHOPBKEHUS U MEIULMHCKA H3JeNusd C JeUHUpaHU [0 rpymna
TEXHUYECKU MU3UCKBAHUSA U CTOMHOCTTA, /10 KOSITO r'u 3aruiama. CTOMHOCTTa ce onpeess
3a CbOTBETHATa IPYIMa/MOATPyIa MO TEXHUYECKH XapaKTEPUCTHKU TOMOIIHU CPEACTBA,
MPHUCIIOCOOJICHMSI, ChOPHKEHUS U MEIUIIMHCKH U3JICIHSI U PEMOHTHU JICHHOCTH.

(2) (Homa - JIB, 6p. 105 ot 2023 1., B cua ot 19.12.2023 r.) Hartmonannara
3/IpaBHOOCUTYPHUTETHA Kaca 00sBsIBAa HA HHTEPHET CTPAHMIIATA CH CTOMHOCTTA 32 BCUYKU
Tpyny, NOATrPYNH, NeUHUPAHU TIO TPy TEXHUYECKU M3MCKBAHUS MOMOIIHU CPECTBA,
MIPHUCTIOCOOJICHHUSI, ChOPBKCHHSI, METUIIMHCKH H3/ICTUS U PEMOHTHHU JIEHHOCTH, KOSTO IIIe
3arana/ [omniana.

(3) (ITpegumna an. 1 - IB, 6p. 105 ot 2023 1., B cuna ot 19.12.2023 r., oTM™.
- JIB, 6p. 110 o1 2024 1., B cuya ot 01.01.2025 1)

(4) (ITpeaumrna an. 2 - 1B, 6p. 105 ot 2023 r., B cuia ot 19.12.2023 r., oT™.
- JIB, 6p. 110 ot 2024 1., B cua ot 01.01.2025 1.).

(5) (Hosa - 1B, 6p. 105 ot 2023 r., B cmia ot 19.12.2023 r., otm. - JIB, 6p.
110 ot 2024 1., B cuna ot 01.01.2025 1.)

(6) (Homa - IB, 6p. 105 ot 2023 r., B cuna ot 19.12.2023 r.) B cpok g0 7
paboTHU NHU ciel oOsBsIBAaHE HAa CTOMHOCTTA MO al. 2 YYaCTHHIIMTE B IpolieaypaTta,
3aSIBWJIM CHOTBETHUTE TPYITH, IOATPYITH, NePUHUPAHHU IO TPyTa TEXHUICCKH H3UCKBAHUS
MOMOIIHH CPEJICTBA, MPUCIIOCOOTICHHUSI, CbOPBKEHUS, METUIIMHCKU U3/IeTHs U PEMOHTHU
nerHocTH mucMeHo 3asBsBaT mnpen H3OK xkemaHMeTo CH CHOTBETHUTE TTOMOIIHHU
CPEeICTBA, MPUCTIOCOOICHUS, CHOPHKEHUSI, METUIIUHCKU U3JIeHsI 1 PEMOHTHH JI€HHOCTH,
BIIMCAHM B MPOTOKOJIA O ui. 59, an. 2, na 6baar 3amnamanu ot H30K, kaTo noanucsat
JeKIapanus mo oopasel, yreupaeH ot ynpasureis Ha H30K.

Un. 62. (Ot™. - [IB, 6p. 110 ot 2024 1., B cuta ot 01.01.2025 1.)

Un. 63. (U3m. - IB, 6p. 49 o1 2022 1., B cuna ot 01.07.2022 1.) (1) (dom. - /1B,
op. 105 ot 2023 r., B cwia ot 19.12.2023 r., usm. - 1B, 6p. 110 ot 2024 r., B cuia or
01.01.2025 r.) Cnex npukiO4YBaHe Ha Ipoueaypata mo wi. 53 Bb3 OCHOBa Ha
cnenudukanusara no wi. 56, an. 1 H30K usrorss cnenudukanus - COUChK C IPYIHUTE
MOMOIIIHU CPE/ICTBA, MPUCIIOCOOICHHS, ChOPBKEHNU U MEIUIIMHCKH U3/IENIHA 3a XopaTa ¢
YBpEXKIaHMs, HAUMEHOBAaHUS Ha JIOTOBOPEHUTE KOHKPETHH IIOMOIIHU CpEJICTBa,
OpUCHOCOOICHUS, ChOPHKEHUSI U MEIUIMHCKH H3JIeNIMs 3a XopaTa C YBPEKIaHUA U
ChOTBETHATA CTOMHOCT, /10 KOSITO CE 3aIulaliaT, B TOBa YUCJIO PEMOHTHH JIEHHOCTH.

(2) CrneuuduxanusaTa - CIUCHK 1O al. 1, chabpiKa CIeTHUTE OCHOBHU JTaHHU
3a BCSIKO KOHKPETHO MOMOIIIHO CPEACTBO, MPUCIOCOOIEHHE, ChOPBKEHHE U MEAUIIMHCKO
U3JIENNE 3a XopaTa C yBpeKIaHUs:
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1. (mom. - JB, Op. 110 or 2024 r., B cmia or 01.01.2025 r.)
rpyna/moArpymna/rpyna Mo TEXHUYECKH XapaKTEPUCTUKH Ha TOMOIIHOTO CPEICTBO,
MPUCTIOCOOICHUETO, ChbOPBKEHUETO U METUIIMHCKOTO M3JIEIHE 3a XOpaTa C yBpexKIaHus,
B TOBA YMCJIO PEMOHTHH JEHHOCTH, IO Cienn(UKAUATA 1O WI. 56;

2. ThPrOBCKO HaMEHOBaHHE Ha MOMOIIHOTO CPEJICTBO, MPUCIOCOOIECHHUETO,
ChOPBHKEHUETO W MEIUIIMHCKOTO W3JelMe 3a XopaTa C YBPEXKIaHUSA, CHOTBETHO
HAaUMEHOBAaHME HA PEMOHTHATA JEHHOCT;

3. H30K kopx;

4. crortHocT, 3amamana ot H30K;

5. IPOU3BOIUTEI/ TOCTABUUK;

6. 3asgBHUTEII,

7. MEIUIMHCKHA YCJIOBHS, CKCIUIOAQTAIlHOHHU CPOKOBE H HEOOXOIUMH
MEAMIMHCKH TOKYMEHTH 3a IPEIOCTaBSIHETO MY, B TOBA YKCJIO U3pabOTBAaHE UM PEMOHT.

(3) (Otm. - 1B, 6p. 105 ot 2023 1., B cuna ot 19.12.2023 1.)

(4) Cnenudukanusra - CIUCHK, € ChoOpa3eHa ¢ pe3yaTaTUTe OT MpoLeaypaTa
1o wi. 53 ¥ BJIM3a B cujia OT | siHyapu Ha clie/iBaiaTa KaJleHIapHa roIuHa.

(5) Haumonannara 3ApaBHOOCUTYpHUTENTHA Kaca MyOJIuKyBa Ha ouIHaTHaTa
CU WHTEPHET CTpaHMIA crienu(UKANMsITa - CIIHCHK MO ajl. 1, U yKa3aHus BBB BpPbB3Ka C
HEHHOTO MpuiaraHe.

(6) (M3m. - 1B, 6p. 110 ot 2024 1., B cmuma ot 01.01.2025 r.) [{o U3roTBSHETO
Ha crnenudukamusaTa - cnuchk mo an. 1 H30K mpoawsmkaBa na 3ariaiia NOMOIIHHUTE
CPEICTBA, MPHUCIIOCOOICHHSITA, CHOPHKCHHUITA U MEIUIMHCKATE HM3JCIUS 32 Xopara ¢
YBPEXKIaHUS JO CTOWHOCTUTE U IIPU YCIOBUSTA Ha MIPEIX0JHATa CIEIU(PUKALUS - CIUCHK.

Un. 64. HarmonanHaTa 3ApaBHOOCHTYPHTEIHA Kaca My0IMKyBa €KEeroHo Ha
MHTEPHET CTpaHullaTa cu MHGOpMaIus 3a MOMOIIHUTE CPEJICTBA, IPUCIIOCOOICHUATA U
CHOPBKEHUATA U METUITMHCKUTE U3JIEIHS 32 X0paTa C YBPEKIAaHUS U 3aTUIATCHUTE 32 TIX
cpencTaa.

JonbIHUTEIHN pa3nopendu

§ 1. ITo cmucwia Ha HapenbOara:

1. "I'enepuuHa rpyna uzaenus" € ChbBKYNMHOCT OT M3JENHS C €IHAKBO WIIU
10100HO MpeJHa3HAYEHNE UM CXO/IHA TEXHOJIOTHS, KOETO M03BOJIsIBA KIaCU(PUIIMPAHETO
UM I10 T€HepUYEeH MpHU3HaK, 0e3 Ja ce 0Tpa3saBaT cnelu(PUIHN XapaKTePUCTUKH.

2. "I'mobanHa HoMeHkJaTypa Ha MeaunuHckute wuzngenus”’ (GMDN) e
noapoOHa cucTeMa OT MEXKIYHApOJHO MPHU3HATU KOJUPAHU ONMCAHUS, W3IMOJI3BAaHU 3a
rpyHoBO UACHTU(DULIMPaHE Ha MEAUIIMHCKH U3/1ETHS.

3. "KommiekcHa oreHka" e OIleHKa, KOSTO BKJIIOUBAa (PMHAHCOBH YCIIOBHMS,
MEAMIMHCKH U TEXHUYECKH XapaKTePUCTHKHU, aHAIM3 Ha JaHHUTE OT HHTErpHpaHaTa
uHpopmanronHa cucrema Ha H3OK oTHOocHO oTuereHuTe W 3aruiateHH 00emu/Opoit
MEAMIMHCKN W3JETHS 10 M3MBJIHUTENN Ha OOJIHMYHA MEIUIIMHCKA MOMOI M HaJlhyHa
uHpopmanus 3a pomnamane ot 30J1.

4. "MakcuManHa NMPOTHO3HA aHAIMTHYHA CTOWHOCT' € CTOMHOCT, IOJIydeHa
Clle[l M3BBPIIEH MAapKeTWHTOB aHajiM3, KAKTO W aHalIM3 Ha pa3XoABaHU OIOJKETHU
CpEJCTBA M0 KOHKPETHU IPYNU MEAUIIMHCKHN U3/eNNs, ChOTBETHU 00eMH/Opoi, TaHHH 3a
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JIOTUTAIIAHUS 32 TAX, OTHECEHH KbM IUIAHHpPAHUTE OIO/HKETHU CPEICTBa IO 3aKOHA 3a
oromxera Ha H30K 3a choTBeTHATA rOIMHA.

5. "Haii-pa3zxomoedexktnBHu 3a Owmkera Ha H3OK mnpemnoxenus" ca
npeaioKeHusi, KouTo BKItouBar onpeaenenure or H3OK choTBeTHHM ycnoBus 3a
JIOCTaBKa, 3a 3aIllalllaHe Ha MEAMIIMHCKHUTE HW3JeNds, 3a TNpeICcTaBsHe Ha OaHKOBa
rapaHiiis ¥ JIp. U ca ¢ Hail-moOpo CHOTHOIICHHWE MEXKIy MOCTUTaHE Ha TepareBTUUCH
pe3ynTar OT TpuiIaraHe Ha MEIWIIMHCKOTO H3JIENHEe W pa3XoJBaHE Ha CPEACTBa OT
oromxera Ha H30K 3a ToBa u3aenue npu ChIIOCTABSIHETO MY C IPYT'H U3/ENINS C €JHAKBU
WIM CbC CXOJHHM TEpPaneBTUYHU TIOKa3aHWSA (XapaKTePUCTUKH), IPEACTABIISBAIIN
TEepaneBTUYHU aNTEPHATUBH U 3aIUIalllaHd HAIMBJIHO WK yacTuyHo oT H30K.

6. "Otopusupanu unctutynuu" ca M3, UAJI, H3OK, neyeOuute 3aBencHus
no wi. 5, an. 1 3JI3 u neueOnute 3aBenenus no wi. 9 u 10 ot 3JI3 ¢ nabpxkaBHO W/HIU
OOIIIMHCKO y4acTHE B KalluTaja.

7. "IlponaxHa 1ieHa" € MpoJaKHaTa [eHa 1Mo cMUchia Ha § 1, T. 29a ot SMU.

§ 2. Ilpu 3aKkyIyBaHe ChC CPEJICTBA OT AbPIKaBHUS OIOJDKET upe3 O KeTa Ha
MUHHCTEPCTBOTO Ha 3paBEOIa3BaHETO, OT OKO/DKETa Ha JIeYeOHUTE 3aBEACHHS 10 9. 5
oT 3aKOHa 3a JICUCOHHTE 3aBEJICHUS M ChC CPEACTBA Ha JICYCOHUTE 3aBEJICHUS C JBbPKABHO
u/um obmmHcko ydyactue mo wi. 9 u 10 or 3akoHa 3a JeueOHHTE 3aBEICHHS Ha
MEAWIIMHCKH U3eIHs, HCOOXOIMMHU 3a 00e3eyaBaHe Ha MPOTUBOCTUACMHYHN MEPKH 110
BpeMe Ha W3BBHpPEIHA enuicMUYHa 0OCTaHOBKA, OOSBEHA MO pena Ha 4wi. 63, al. 2 oT
3aKoHa 3a 3/IpaBETO, KAKTO U HA MEAUIIMHCKU U3/IEIUA 3a JICUEHUETO U IMarHOCTUKATa Ha
3apa3eHUTE TAIMEHTH, HE C€ NpHiiaraT W3MCKBaHMsATA Ha TJjaBa Tpeta, pazzaen II, c
n3KIroYeHue Ha wi. 37, an. 1, T. 1.

IIpexonHu u 3aK/JIOYUTETHH pa3nopeadu

§ 3. Cnucwkbt 1o uit. 1, T. 1 ot Hapenbara 3a ycrnoBusTa u pesia 3a ChCTaBsHE
Ha CMHUCHK HAa MEIULIMHCKUTE U3aenus 1o wi. 30a ot 3akoHa 32 MEAMIIMHCKUTE U3JIENHS U
3a oMpeeNsiHe Ha CTOMHOCTTa, 10 KoATO Te ce 3aruiamar (mpuera ¢ [ToctanoBienne Ne
364 na Munucrepckus cbBeT oT 2011 r.), € ciuchkbT 1o wi. 1, T. 1 oT Ta3u Hapenda u ce
aKTyaJu3upa Ipu HeoOXOJUMOCT IIPU YCIOBHSATA U 10 pejia Ha Ta3u Hapenaoa.

§ 4. [Ipu onpenensHe Ha Hal-HUCKAaTa CTOMHOCT HA MEAUITUHCKUTE U3/EIHS,
BUCOKOCHELIMAIN3UpaHH arnapaTtu/ypean 3a WHAMBHJyadHa yNoTpeda mpe3 MOCIeqHUTE
TPH KaJI€HIapHU TOAMHU CE€ OTUUTAT TPUTE KAJICHIapHU F'OIMHH, TPEIX 0K AU FOJUHATa,
IIpe3 KOSITO ce MPOBEXIa cboTBeTHATa npouenypa ot H30K, BknrounrenHo nepuoaure, B
KOUTO MEAMIMHCKUTE M3JENUs, BUCOKOCIEUUAIU3UpPAHUTE amapatu/ypeaud  3a
MHAMBHUAYalIHA yrioTpeba ca 3amamanu ot Llentsp "donp 3a neyenue Ha gena'.

§ 5. Ilpu omnpenensine Ha HalW-HHUCKAaTa CTOMHOCT Ha MOMOIIHHUTE CPEICTBA,
MPUCTIOCOOICHUSITA, CHbOPBKEHUATA U MEAUIIMHCKUTE U3ENUS 32 XOpara ¢ YBPEKIaHUS
npe3 MOCICIHUTC TPU KaJICHAAPHWU T'OAWMHHW C€ OTYHUTAT TPUTC KaAJICHAAPHWU T'OAWHU,
MpeAX0oXKAalld roANHaTa, MPe3 KOATO ce MpoBexaa chboTBeTHaTa mpouenypa ot H30K,
BKJIFOYUTEIIHO TIEPUOJUTE, B KOUTO TIIOMOIIHHUTE CPEJCTBA, MPHUCTIOCOOJICHHSITA,
ChOPBKEHUATA U MEIULMHCKUTE M3JENHs 3a XopaTa C YBPEXKIaHUs Ca 3alllalllaHd OT
MuHHCTEpCTBOTO Ha TPY/AA U COLlMATHATA MOJUTHKA.
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§ 6. 3ano4yHaNIMTE U HEAOBBPILICHHU MPOLIEAYPH 32 ONPEACIISIHE HA CTOMHOCTTA,
0 KOSTO C€ 3alalar MEIWLUMUHCKHA U3JIeJUs W MEIUIMHCKU U3JeIus |
BHUCOKOCTICIIMATTU3UPAHU anapaTv/ypein 3a UHIMBHIyallHa yroTpebda oT 00XBarTa Ha Ta3u
Hapea0a, KOUTO HE ca MPHUKITFOYHIN KbM MOMEHTA Ha BIIM3aHETO U B CHJIA, CE JIOBBPIIBAT
IIPU yCJIOBUSATA U 110 pe/ia, MPEABUACH B HEsl, KaTO CE 3ama3BaT JeHCTBUATA, U3BBPIICHU
cbriiacHo Hapenbara 3a ycnoBusTa U pefa 3a CbCTaBSHE Ha CIIUCHK HAa METUIIMHCKHUTE
uznenus o wi. 30a ot 3aKoHa 32 MEAUIIMHCKUTE U3ENS U 32 OTIpeiesiiHe HAa CTOMHOCTTA,

110 KosTo Te ce 3amnamar (npuera ¢ [loctanosnenue Ne 364 Ha MuHUCTEPCKUS CHBET OT
2011 r.).

§ 7. Coucbuute Ha MEIUIMHCKUTE W3JEIUS U BUCOKOCIECUHAIN3UPAHUTE
amapartu/ypeay 3a UHIUBUAYAIHA yroTpeda oT o0XBaTa Ha Ta3W Hapeada, U3TOTBEHU OT
H30K cwrmacao Hapenbara 3a ycinoBusiTa M pela 3a ChCTaBIHE HAa CIHCHK Ha
MEIUIIMHCKUTE n3aenus 1mo 4wi. 30a ot 3akoHa 32 METUIIMHCKUTE U3/ICIINS U 32 OTIPEISIIsTHE
Ha CTOMHOCTTa, A0 KoATO Te ce 3amamar (npuera c¢ IlocranoBimenue Ne 364 Ha
Munuctepckus cbBet oT 2011 r.), ce mpuiiarar 10 U3roTBIHETO HA HOBU CIUCBHIIH.

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

3aKJII0YUTEeIHU pa3nopeadu
KBbM HAPEBA 3A UBMEHEHUE U JOII'bJIHEHUE HA HAPEJIBA Ne
70T 2021 1. 3A YCJIOBUSATA U PEJA 3A CbCTABSHE HA CITUCBK
HA MEJUHUHCKUTE U3JAEJUS 110 UJI. 30A OT 3AKOHA 3A
MEIUIIMHCKUTE U3JIEJINA U 3A OITPEAEJISIHE HA
CTOMHOCTTA, IO KOATO TE CE 3AILTAIIAT

(OBH. - IB, BP. 104 OT 2021 T.)

§ 4. 3anmovHaNMTE U HEJOBBPILIEHU KbM MOMEHTA Ha BIIM3aHETO B CUJIa HA Ta3u
Hapenda MpoIeypy 3a OmpeeNsiHe Ha cToiHocTTa, 10 Kosto H30K 3amnama 3a HOBU
TPy MEIULUHCKHU U3JIENHS, CE TOBBPIIBAT MO JOCETALIHUS PE.

IIpexoxnu pasnopendu
KbM HAPE/IGA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPE/IBA Ne
7 OT 31 MAPT 2021 T.3A YCJIOBUSATA U PEJA 3A CbCTABSHE HA
CIIUCBK HA MEJUIUHCKUTE U3JEJIUS 11O UJI. 30A OT 3AKOHA
3A ME/IJMIIMHCKUTE U3AEJUA 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 Ta3M Hape[0a CHUCHK/CIUCHLU IO
yy. 63, an. 1 or Hapen6a Ne 7 ot 31.03.2021 r. 3a ycnoBusATa U peia 3a ChCTaBSIHE Ha

CITMCHK HAa MEIUIIMHCKATE M3Aenusd no wi. 30a ot 3aKoHa 3a MEIUIIUHCKHUTE U3ACIUS U 3a
ompefieNisiHe Ha CTOWHOCTTA, JI0 KOATO Te ce 3aruiamart (00H., /1B, 6p. 28 ot 2021 r.; uzm.
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u jgoi., op. 104 or 2021 r.) ce mpunarat kaTto cnenuuKamusa - CIUCHK M0 HACTOSIIATA
Hapenla, 10 YTBbPKJIaBaHE HA MMbpBaTa CreHU(PHUKAIMS - CIUCHK 110 Hesl, aKO ChIbpKAT
BCUYKU M3HMCKyeMHU OT HapeadaTa JaHHM 3a NMOMOIIHUTE CPEICTBA, MPUCIOCOOICHUITA,
CHOPBKEHUATA U METUIIMHCKUTE H3CIUS 32 X0opaTa C YBPSKIaHUs U ObJaT yTBBPACHU OT
ynpasureins Ha H30K.

3aK/JII0YUTEeHU pa3nopendu
KBbM HAPEJBA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPEJIBA Ne
7 OT 31 MAPT 2021 T'. 3A YCJIOBUSATA U PEJIA 3A CbCTABSIHE HA
CIIUCBK HA MEIMIUHCKUTE U3JAEJIUS 110 UYJI. 30A OT 3AKOHA
3A MEJUIIUHCKUTE U3JIEJUA U 3A OITPEJAEJISIHE HA
CTOMHOCTTA, IO KOSITO TE CE 3AILIAIIIAT

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

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

HAPEJIGA 3A U3MEHEHME M JOITLJHEHUE HA HAPEJBA Ne 7 OT
31 MAPT 2021 T. 3A YCJIOBUSITA M PEJIA 3A ChCTABSIHE HA
CNIUCHK HA MEIAIMHCKUTE W3JIEJUS MO YI. 30A OT 3AKOHA
3A MEJULMHCKUTE U3JEJUS U 3A OTNIPEJEJSIHE HA
CTOMHOCTTA, 10 KOSITO TE CE 3AILIAIIAT

(OBH. - JIB, BP. 105 OT 2023 T, B CHJIA OT 19.12.2023 T")

§ 15. HaBcsixkbae B Hapen0aTa JyMuTe "MOTEHIIMATHE UHITUICHTH" Ce 3aMEHST
ChC "CeprUO3HU UHIIUJICHTH".

3ak/II0YNTeIHU pa3nopeaou
KbM HAPE/IGA 3A UBMEHEHUE U TJOITBJIHEHUE HA HAPE/IBA Ne
7 OT 31 MAPT 2021 T.3A YCJIOBUSTA U PEJIA 3A CbCTABSIHE HA
CIIMCBK HA MEJAUIIWMHCKHUTE U3JIEJIAS 110 UJI. 30A OT 3AKOHA
3A MEIULIMHCKUTE U3JIEJINS U 3A OITPEJIEJISIHE HA
CTOMHOCTTA, 10 KOSTO TE CE 3ATLIAIIAT

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

§ 16. HapenOata Bin3a B cujia OT Jjatata Ha oOHapo/BaHeTo I B "J[bpkaBeH
BECTHHK".

3aKJII0YUTeHU pa3nopendu
KBbM HAPEJIBA 3A UBMEHEHHUWE U JIOITbJIHEHUE HA HAPEJ/IBA Ne
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7 OT 2021 T. 3A YCJIOBUMSITA U PEJIA 3A CbCTABSIHE HA CIIMCBK
HA MEJULIMHCKUTE U3EJUS MO Y. 30A OT 3AKOHA 3A
MEJMLUHCKUTE U3JIEJNS U 3A ONPEJEJSIHE HA
CTOMHOCTTA, 10 KOSITO TE CE 3AILIAIIAT

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

§ 12. HapenOara Bnu3a B cwita ot 1 sayapu 2025 T.

[Tpunoxenne Ne 1 xbm ui. 24, 1. 7

(Hoso - JIB, 6p. 104 ot 2021 r., npenumino [Ipunoxxenue kpm 4. 24, an. 1, T.
7, u3m. - [IB, 6p. 110 ot 2024 1., B cuna ot 01.01.2025 1.)

PBHKOBOJICTBO OTHOCHO U3MCKBaHUATA KbM ChIbP)KaHUETO HA aHAIIN3a 32
OIICHKA Ha 3JIPABHUTE TEXHOJIOTHUH Ha HOBU MEIUIIMHCKU U3/ICIHS, KAaHTUAATCTBAIIH 32
samnamane or H30K (3aru. usm. - /IB, 6p. 110 ot 2024 r., B cuna ot 01.01.2025 1.)

OcCHOBHUTE pa3/ieny, KOUTO CIIeJBa J1a ChAbp)Ka aHAU3BT, Ca:
. OTIMCaHME U TEXHUYECKH XapaKTEPUCTHKH HA TEXHOJIOTHUATA;
. 3]JpaBeH Npo0JIeM U TeKyllla KIMHUYHA IPAKTUKA;

. HacTosma ynorpebda Ha OleHsIBaHATA TEXHOJIOTHS;

. KaKBO € He00XO0AMMO 3a U3I0JI3BAHETO Ha 3/IpaBHATA TEXHOJIOIUS;
. KITMHAYHA e(PUKACHOCT, €(hEKTUBHOCT M OE30IaCHOCT;

. QHAJIM3 Ha pa3Xxo/HaTa e()eKTUBHOCT;

. QaHaJIN3 Ha OIOPKETHOTO BH3ACHUCTBUE,

. JOI'BJTHUTEIHU acleKTH Ha 3/IpaBHATa TEXHOJIOIUS;

9. 3aKII0YEHUE;

10. npenopwku;

11. u3non3Bana aureparypa.

03N LN kW~

Nudopmarnus, KosITo ciaeBa 1a ChAbPKAT TOPETOCOUECHUTE Pa3IeIH:

1. Onucanue U TEXHUYECKH XapaKTEPUCTUKH HA TEXHOJIOTHSITA.

1.1. XapakTepuCTUKH HAa TEXHOJIOTHSATA.

Jla ce nmpeacTaBu Je€TalIHO ONMKMCAHUE HA OLIEHsIBAaHATA TEXHOJIOTHUS:

- HaWMEHOBaHWE Ha MEIUIMHCKOTO wu3Jenue (Mpu HEOoOXOJAUMOCT Ha
OTJICTHUTE KOMIIOHEHTH, 4YacT OT ISJIOCTHA CHCTEMa); MPOHM3BOAMTEN; HOMep(a) Ha
paspelieHueTo 3a ymnorpeba; kiac, KbM KouTo mpuHamiexu; kox mo Global Medical
Device Nomenclature (GMDN); mokasaHus; MeXaHH3bM Ha JCHCTBHE, TEXHHUYECKH
XapaKTePUCTUKH, CXEMHU, CHUMKH, pPa3BUTHE B HCTOPUYECKH IUIAH; Pa3HOBUIHOCTH;
aIMUHHUCTPUpPAHE (MEIUIIMHCKU CHEIHMATUCTH, MAIMEHTH WU OOTPIKBAILUTE TH JIUIIA);
MpEAMMCTBA Ha 37jpaBHAaTa TEXHOJOTHSI, BKJI. JJaJIM € MHOBATHBHA, FJIA CE U3II0JI3Ba B IPYTH
CTpaHu; U30pOsBAT C€ HATMYHUTE MOJICTN/BEPCUH U CHIABPIKAHUETO HA OMMAaKOBKATa.

1.2. PerynaTopeH cTaTyT Ha TEXHOJIOTHATA.

Jla Obme ommcaH peryJaTOpHHAT CTaTyCc Ha 3/paBHara TexHosorus. [Ipum
HAIUYHU Bede ojo0peHus na ObJaT MpeAcTaBeHH CTpaHUTE, B KOUTO 3]paBHATA
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TEXHOJIOTHS € O0J00peHa, WIM aKo € HaJu4Ha, Ja c€ NpeacTtaBu HHopmarus 3a
MIPEJICTOSIIY TIPOIEAYPH 32 0I00peHUeE.

1.3. ITpou3BOACTBO U PA3NIPOCTPAHCHHUE HA TEXHOJIOTHATA.

Ha Opae BikIOYeHA uH(POpMANMs 32 UME W aApec Ha IPOU3BOIUTEIS,
MEXaHU3bM Ha Pa3NpOCTpaHEHHE (BKJI. TUCTPUOYTOP) U JOCTBHIT IO TEXHOJIOTHITA.

1.4. ExcruioatalinoHEH NEpUOJ U rapaHLus.

Jla ce nmpenoctaBu uHGOpPMAIIUS 3a TIpaBUIHA TEXHUYECKA €KCIIoaTalus Ha
3/[paBHATa TEXHOJOTUS W YCJIOBHUS 3a ONTUMAIHO (yHKIuoHupane. Jla ce mocoum
uHopmarus 3a HeoOXoauMa MOMJIPHKKAa W OTTOBOPHU 3a Hes JIMIA; 4YecToTa Ha
MOJIPBHKKA; TPOLEAYPH, CBEP3aHU ChC CTEPUITU3AIMS U YeCTOTA HA CTCPUITH3AIIHSL.

Jla ce mpenoctaBu WHGOpPMAIMS 3a TapaHIIMOHHUTE YCJIOBHS 3a 3JpaBHATa
TEXHOJIOTHS ¥ OTJACTHUTE M KOMIIOHCHTH, B T.4. TAPAHIIMOHHU CPOKOBE U 0OCTY>KBaHE.

2. 3apaBeH npo0IeM B TeKyIlla KIMHUYHA MTPAKTHUKA.

2.1. O6uy mperies Ha 3a00JIIBAHETO.

Onucanue Ha 3JpaBHUS MpoOJIeM Ha Oa3ara Ha HAACKIHM M3TOYHHMIIM Ha
uH(poOpMaIns, KAKTO ¥ SICHO TO3WIIMOHUPAHE HAa MEIUIMHCKOTO H3JeTue B
TepaneBTUYHUTE/ TMarHOCTUYHUTE MTPOLIECH

Ha aHAJIM3MPAHOTO 3a0oJsABaHE. AKO OIlCHKaTa ce OTHacs N0 crenuduyHa
TapreTHa Momyaius, ce IpeaCTaBsi HAKpPaTKO OMMCAHKUE Ha 3a00JIIBaHETO, MTOCIEIBAHO OT
JeTaiiiHa HHPOpMAITHs, Kacaela TapreTHaTa MOoIyJIallus.

2.2. EnuneMuoI0ruuey JaHHH.

Jla Ob/1aT IPEIOCTABEHU aKTyaJHU CITHIEMUOJIOTUIHY JJAHHU C aKIIEHT BBPXY
Obarapckara mnomynauus (IpU HajdudMe Ha JIOKATHH ENUJEMHOJOTUYHHU JaHHH).
HeobxonmuMo € nma ce mpeacTaBu 3a00JISBAaHETO W OT TJIEAHA TOYKA HA OOIIECTBEHOTO
3/1paBe (COIMAITHO-UKOHOMHUYECKA TEXKECT).

2.3. TaprerHa nomnynauus.

Jla ce omuiie meneBaTa MOMYyNAalUs, MPU KOSATO IIE Ce MOJI3Ba OIEHsSBaHATa
TEXHOJIOTHSI.

AKO oIleHsIBaHATa TEXHOJIOTHS 1€ Ce MOJI3Ba B KOHKPETHA CyOmomynanus oT
MAIUEHTH, JUATHOCTUIIMPAHU C JaJCHO 3a00JiABaHe, Ja Ce IMocoYaT KPUTEPUUTE 3a
YCTaHOBSIBAHE Ha OLICHSABAHATa CyOMOIyIalus.

2.4, JleueHnue Ha 3a00/IBAHETO.

Jla ce omwmmaTt MpenopbKUTE 3a JiedeHHe Ha O0a3aTa HAa OCHOBAaHU Ha
JIOKA3aTeJICTBA KJIMHUYHU TIPETOPBKH W PBKOBOJACTBA. Jla ce omumar pa3IudHuTe
JIeYeHUsl, MPENOpPbUaHU B OBJITAPCKUTE M EBPOMEHCKUTE KIMHUYHU NMpEnopbKu. Tosa
OTIMICAHUE CJIeJ[BA TOYHO JIa MPECTABS aJITOPUTHMA U METO/Ia Ha JICYCHHE Ha ChOTBETHOTO
3a00JIIBaHE U TapreTHA Ipyma.

2.5. AnTepHaTUBHHU 3/IpaBHU TEXHOJIOTHH.

Jla ObmaT pasriefaHd BCHYKH TOTCHIUATHH QITEPHATHBHHU 3JIPaBHU
TEXHOJIOT'MH, KOUTO C€ 3aIljalaT OT IUIaTela 3a JieUeHHe Ha ChOTBETHOTO 3a00/sBaHe U
TapreTHa rpymna nariueHTH.

CrnenBa 1a ce mocoyaT HEYJOBJIICTBOPCHHUTE IMOTPEOHOCTH HA MAIUCHTUTE B
KOHTEKCTa Ha OIEHSBAaHATa TEXHOJIOTHUS U TOJ3BAHUTE KbM MOMEHTAa TEpaneBTHYHU
ITOIXOJTH.

AnTepHaTHBa 3a CpaBHEHHE Ha OIICHSBAHATa TEXHOJOTHS TpsOBa na Obe
ChHINECTBYBAIIA (aKTyalTHA) JIEKAPCTBEHA TEPaIHs, MPOIeypa WIIN MEIUIIHHCKO U3JIEIHE,
KOUTO B MEJUIIMHCKATa MPaKTUKa OMxa OMIIM 3aMEHEHU OT OLICHSBaHATa TEXHOJIOTHS.
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3. Hactosma ynotpeba Ha olleHsIBaHaTa TEXHOJIOTHSI.

3.1. Hacrosiia ynorpe6a Ha TEXHOJOTHATA.

Jla ce mocouu Janu TEXHOJIOTHUSATA € MPHUIJIOKEHA U aKo €, B KOU €BPONeCcKU
CTpaHH M 32 KOM TEpaleBTUYHM IIOKA3aHUS € IMyCHATO Ha Ma3apa W/WiIM B JCWCTBUE
CBHOTBETHOTO U3JIENHE.

3.2. IppkaBu, B KOUTO TEXHOJOTHSTA CE 3alulalia OT 3APAaBHU CUCTEMHU H
dbonm0BE.

Jla ce ommimie peMMOYpPCHHMAT CTaTyc Ha 3JpaBHaTa TexHosiorus B EBpoma,
TEpaneBTUYHU TOKa3aHUs, PECTPUKIUM M HHUBO Ha peumOypcanus, o00OlIeHHE Ha
NPENOPBKUTE 3a peuMOypcupaHe, dalu peuMOypcauusiTa € 32 BCHYKU TEpareBTHYHU
MOKAa3aHusl, WM CaMo 32 KOHKPETHH TepaneBTHUYHU MOKa3aHUs B IPYTUTE IbP>KaBU.

4. KakBo e He0OX0AMMO 3a U3IOJI3BAHETO HA 3/IpaBHATA TEXHOJIOTHA?

4.1. V3uckBanHus 3a ynorpeoa.

Jla ce mpenoctaBu nH(pOpMaNUs Jajdd 3ApaBHATA TEXHOJOTHS CE€ M3IIOJI3BA
CaMOCTOSITEIIHO, WJIM B KOMOMHALIUSA C IPYTO MEIULIMHCKO U3/eNue, JIeKapCTBeHA Tepanus
WIN TIpoIeypa. AKO KbM Pa3pelieHueTo 3a yrnoTpeda umMa MpUIIOKEHH JTOTbIHUTEIHU
CHEIMalIHY YCIIOBHS 3a W3MOJ3BaHe, Cle/Ba Te Aa ObJaT MpeoCcTaBeHu (BKJI. YCIOBUATA,
IPY KOHTO III€ CE U3I0JI3BA; OTPAHUYCHHUS 33 CIICIIUAIMCTH | JINIIA, KOUTO UMaT TIPaBo Ja
sl U3I10JI3BAT).

CnenmBa ma ce mpencraBu HHGOpMAIMsl OTHOCHO H3CJIEIBaHUATA U
MPOCIIEIIBAHETO HA MAIUEHTUTE, KOUTO U3IMOI3BAT TEXHOJIOTHUATA.

4.2. Heobxoammu npoLeypy 3a U3IM0JI3BaHE HAa TEXHOJIOTHUSTA.

Jla ce mocoun nanu mpoleaypara € pa3paboTeHa KOHKpPETHO 3a camaTta
TEXHOJIOTHS, WM € TIPOBEXIaHa U MIPEIU TOBA C APYTH TEXHOJIOTHH.

Onucanuero Ha MpoleAypaTa BKIIIOUBA CICTHUTE XapaKTePUCTUKU: HAYUH Ha
NPUJIIOKEHNE; MPOABIDKUTEITHOCT; PO Ha BCEKH CIICIUAIUCT, KOWTO ydacTBa B Hes;
HeoOXOouMa cpe/ia 3a U3BBPIIBAHETO M; YECTOTa Ha M3BBPIIBaHE Ha MpoIleaypara Mo
BpEMe Ha JICUCHHETO; HEOOXOAMMOCT OT aHECTE3HSI.

4.3. lHBeCTUIIMU U OPTaHU3aLUs.

CrnenBa na ce mpenoctaBd HHQPOpManMs 3a WHBECTUIIMHM, KOUTO ca
HEOOXOUMH, 3a Jla Ce M3MON3Ba TEXHOJOTHATAa (IOMBIHUTEIHH PECYpCH, HyXKJaTa 3a
KOWTO III¢ Bb3HUKHE MTPU BHBEKIAHETO HA 3/[paBHATA TEXHOJIOTHS).

B T.4. cnmemBa ma ce omumiaT AONBIHUTEIHUTE YMEHHUs, OOydeHUS U
KBaJTM(HUKAIMY, KOUTO IIE ca HEOOXOJAMMHU Ha 3[PaBHUTE CHEIHMAIKICTH, 3a J]a MOTraT Ja
QAMUHHUCTPUPAT MEIUIMHCKOTO wu3fenue. Cobllo Taka TpsAOBa Ja ce MPEeICTaBsT
JOITBJIHUTEITHUTE YOBEIIKH PECYPCH, KOUTO CE€ OYaKBAT MPHU BHBEKIAHETO HA 3/IpaBHATA
TEXHOJIOTHS (HAIp. HOBU CITY>KUTENH).

CrnenBa nma ce omumiaT NMPOMEHHWTE Ha HACTOSIIMTE YCIOBHS, KOUTO Omxa
MOTJIM J]a HACTBIAT, U3BbH OOWYaliHAaTa KIMHUYHA TPAKTUKA, CIe] BHBEXKIAHETO Ha
3npaBHaTa  TexHosorws  (Opoil  W3CleBaHMs,  JOMBJIHHUTEIHO  OOOpy/IBaHE,
UHPPACTPYKTYpa U JIp.).

5. Knuanuna epukacHocT, eeKTHUBHOCT U 0€30IacHOCT.

5.1. UnenTudunupane u cenekius Ha IPOyIBaHUSATA.

OcHoBHaTa 1eN € J1a ce WJICHTU(QUIUPAT BCHUYKH KIMHWYHU MPOYYBAHHS,
BKIIIOYUBAIIM OIICHSABAaHATa 3/paBHa TexHosorus. [IpemmylecTBeHo cienBa na Obaar
BKIIFOUCHU PAHIOMH3UPAHUTE H3MUTBAHUS, KOWTO CpPaBHSBAT HOBAaTa TEXHOJIOTHS C
OCHOBHATa aNTepHaTHBAa. AKO HE Ce OTKPHST JUPEKTHH PAHIOMHU3UPAHU CPABHEHHUS,
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TpsiOBa Ja ce IpOBEAE THhPCEHE 3a HEpPaHIOMU3MPAHM H3NUTBaHMs (0OCEpBallMOHHU
IIPOYYBaHUs, IPOYYBAHUS C €HO paMo U Jp.).

IIpencraBg ce nObJIEH COUCBK Ha MAGHTU(GULUUPAHUTE W3MUTBAHUSA,
BKJTIOYBAIIY KaHIUAATCTBAIATA TEXHOJIOTHUSI.

ITonGopsT Ha mpoyuBaHUATA cielBa Aa Oblle U3BBPLIEH Bb3 OCHOBA Ha
KpUTEPUUTE 3a BKIIIOUBAHE M W3KIIOYBAHE, M30paHU MpEIu 3all0YBaHE HAa THPCEHETO
(ormucanu moapoOHO B T. 5.2).

[IpencraBar ce M3TOYHULIUTE HA WHGPOPMANMA 32 KIMHUYHUTE MPOYYBAHHUS.
[Ipenopwunrtenaure 6azu gaHHu ca: PubMed, Cochrane Library, ClinicalTrials.gov,
European Union Clinical Trials Register, EMBASE.

Crnenga na ce oTyere HEOOXOAUMOCTTA OT JOI'BJIHUTENIHO UACHTU(QHULUPaHE
Ha JI0Ka3aTeJICTBa C IOMOILTA Ha CIEAHUTE METOIU:

- KOHCYJITAllUM ¢ KIMHUYHU €KCIIePTH;

- HECHUCTEMAaTHYHO THPCEHE Ha JaHHM, NMyOJMKYBaHH B CIICHUAIN3UPAHU
crucaHusi B o0JacTTa Ha OLEHSBaHAaTa TEXHOJIOTUS, HO KOMTO HE ca BKIIOYEHU B
MOJI3BaHUTE 0a3M JaHHU C MEIUIIMHCKA HHPOPMALIUS;

- YCTaHOBSIBAHE Ha KOHTAKT C aBTOPH HA KIMHUYHU U3IUTBAHUS;

- ITOJI3BaHE HA UHTEPHET ThPCAUKH;

- KOHCYJITAllu ¢ IPOU3BOIUTEIH.

[IpouecsT, BozEl] 40 OKOHYATEIHMS IOI00P, CleBa a Ob/ie IPEACTaBEH MO/
dbopmata Ha quarpama chriiacHo ykazanusra Ha PRISMA.

5.2. KiiuHn4yHM npoy4BaHusl.

OcBeH npeacTaBsHETO B TaOJMYEH BHJ Ha BCSKO €IHO OT MPOYYBAHMSITA €
HEO0OXO0IUMO U MOJAPOOHO OMMCAHME HA KPUTEPUHUTE 3a BKIIIOUBAHE U W3KJIIOYBAHE MpU
n300p Ha KIMHUYHUTE MPOYYBaHUS.

5.3. OCHOBHU XapaKTEpPUCTUKU HA IIPOYYBAHUSATA.

B Talbnauuen BuMJI 1a ce NPEACTaBIT OCHOBHHMTE XapaKTEPUCTUKU Ha
NPOYYBAHUATA - UACHTU(DUKAIIMOHEH HOMED, 11eJT Ha TIPOYYBAHETO, KPAitHHU TOUKH, TU3aiH
Ha MPOYYBAHETO, YYACTHULIM, KPUTEPUU 3a BKIIOYBAHE M M3KJIIOUBAHE, MHTEPBEHLUS U
KOMIaparop, Opoil IIEeHTPOBE Ha MPOYYBAHETO, PE3YIATATH 110 KpaltHU TOUYKU U NEPUOJ Ha
npocie/isiBaHe.

5.4. PesynraTu 3a ehpuKacHOCTTA.

HezaBucumMo 0T mocoueHUTE pe3yiaTaTH B TaOJWYHMUA Tperien Ha
M3NUTBAHUATA B TO3U pazjien TpsAOBa MmoapoOHO na ObAAT U3SICHEHW M WIIOCTPUPAHU
BCUYKH pE3yATaTU OT TAX. MmocTpanusara Moke Aa ChAbPKa AONBIHUTEIHU TAaOIUIIHM,
burypu u ap.

[TpuopuTeTHO 3HaYEHKE NPH OLIEHKATa Ha 3JPaBHUTE MOJI3U HA TEXHOJIOTUATA
Tpsi0Ba 1a UMaT KIIMHUYHO 3HAYUMHU PE3YIATaTH, KOUTO ca C KJIF0YOBA BaKHOCT 32 J]a/IEHOTO
3a0oJsBaHe WM MHTEpBEHIMA. JloKIagBaHUTe pe3ynTaTu TpsoOBa:

- na Ob/aT AeUHUPAHN U TIOSICHEHH OT TJIe/IHA TOYKa Ha KOHKPETHUS 3/IPaBeH
npobiuewm;

- Jla OTpa3sBaT Hail-Ba)XHHUTE acIeKTH HA 3JIPaBHUS MPOOJEM W B CHIIOTO
BpeMe Jla TO3BOJISIBAT J1a C€ YCTAHOBST BB3MOXKHUTE DPA3JIUKU MEXAY CpaBHIBAHHUTE
TEXHOJIOTHUH,

- 1a ObJIaT Ba)KHU 32 B3€MaHEe HAa KIIMHUYHH PEILICHHS.

5.5. Pesynratu 3a 6€30macHOCTTA.
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[IpenocraBs ce o0000meHHEe Ha CbhOOpaKEHHMsTA 3a OE30MacHOCT,
BKIIFOUUTEIHO BAKHU HUIACHTH(PHUIMPAHU PHCKOBE, BAXKHHM TOTEHIMAIHU PHUCKOBE U
JuITicBaIa nH(OpMaIs, OTHOCUMH KbM 3]IpaBHATa TEXHOJIOTHSI.

Jla ce mpenocTaBAT JJaHHU 32 BpEME Ha €KCIIO3UIIUS KAKTO Ha OLEHSIBAHOTO
MEIUITMHCKO W3JIeIie, TaKa U Ha M30paHHUTE aITCPHATHRY - HATIP. JIHU, CEMUIIN, MECEITH,
TpalHO UMILUIAHTUPAHU.

Jla ce peacraBu uHGOpMAIHS 32 ChOTBETHUTE KPaHU TOYKH, METOJIUTE 32
chOupaHe W aHanu3 Ha JaHHWTE. [IpencraBeHWTEe AAaHHM OT MPOYYBAHETO ClIe[BA Ja
OTpa3siBaT PE3yNTaTUTE 3a O€30MaCHOCTTA Ha 3/[paBHATA TEXHOJIOTHS.

AKo uMa pe3yaTaTH, MPOYYBaHUS WIM pamMeHa OT MPOYYBAHUATA, KOUTO ca
W3KJIIOYEHU OT OOOOIIEHUETO Ha PE3YNTAaTUTE 3a 0€30MacHOCT, Ja Ce MPEJCTaBH siCHA
000CHOBKa 3a TO31 U300p.

Hla ce mnpenmoctaBu wuHpoOpmMarMs 3a Oposi Ha MAIMEHTHUTE, KOUTO ca
MPEYCTaHOBUJIM TPATHO UITM BPEMEHHO CBOETO JICUCHHE.

B tabnuyen Bua ma ce mpemoctaBu mH(popManus 3a Opos Ha HEXKEJIAHUTE
CHOUTHS, TSIXHATA TEKECT M YECTOTA Ha MOsIBA, U3PA3€HA B MPOIECHTH.

5.6. Pe3ynraru 3a KaueCcTBOTO Ha >KUBOT.

Jla ce mocoun BIMSHHMETO HA aHAIM3UpPAHATa 3/paBHA TEXHOJIOTHS CHPSIMO
TOBa Ha aJTEPHATUBUTE BBHPXY CIEAHHUTE aCMEKTH, CBHP3aHH C KA4eCTBOTO Ha KUBOT
(QoL):

- Ka4E€CTBO Ha )KMBOT, CBBP3aHo ¢he 3apaBeTo (HRQoL);

- HRQoL, cienn¢puvHo 32 ChOTBETHOTO 3a00JIsIBaHE;

- paboTOCIIOCOOHOCT;

- U3BBPIIBAHE HA OOMYANHUTE €KETHEBHU JEHHOCTH.

5.7. Pe3ynratu 3a epeKTUBHOCT C JaHHHU OT peajHaTa KIMHMYHA MPaKTUKa
(RWD).

HeoOxonuMo e f1a ce olieHAT eeKTUTE Ha U3CIeIBaHaTa 3/I[paBHa TEXHOJIOTUs
BBPXY KQUECTBOTO M IPOIBIKUTEIIHOCTTA HA )KUBOT HAa AIMEHTUTE B peaJlHaTa KIIMHUYHA
MPaKTHKA.

JlanuauTe, CBBbp3aHU ¢ €(PEKTUBHOCT, CJI€/IBa Ja C€ IMOJ3BAT OT HAIEKIHO
MpoyuYBaHe, MPOBEICHO B YCJIOBUS Ha peajHa KIMHUYHA MpaKTUKa (JaHHU OT peasHus
cear, Real World Data - RWD; nokazarenctBa ot peannus cst, Real World Evidence -
RWE). Te Morar i1a 6bJ1aT MPOCIEKTUBHU U PETPOCIIEKTUBHH MPOYUBaHUS (IparMaTHUHU
PaHIOMU3UPAHU KIMHUYHHU W3MHUTBAHUSA, OOCEpPBAIlMOHHU TMPOYy4YBaHUS W Oa3u JIaHHU,
BKIIFOUMTENIHO PETHCTPU Ha marueHTu, 6a3u nannu Ha M3/H30K u apyru uHCTUTYIHH,
MEJUIIMHCKU HAYYHU U3CIICIBAHUS ).

B Hskou crmydaum e mo3BOJIGHO Ja OBbAAT B3€TU MpPEIBUJ HEMyOIUKYBaHU
KJIMHUYHU JTaHHU, CBBP3aHU ¢ €(hUKACHOCT WK €()EeKTUBHOCT B KIMHUYHUS aHAN3. BbB
BCEKH CITyYaii OlIeHKaTa Ha e)eKTUBHOCTTA Clie[Ba 1a ObJIe Bb3 OCHOBA HA JI0KA3aTEJICTBO
C Hal-BUCOKO HHBO Ha JOCTOBEPHOCT. TpsiOBa ma ObIe MpemocTaBeH KOMEHTap 3a
CTETEeHTa Ha ChbOTBETCTBUE MEXKY €(DUKACHOCT U e(DEeKTHUBHOCT.

Pesynrtarure, qOoKIaBaHM OT MAIIMEHTHUTE, Ca BAYKHA YACT OT OIlEHKAaTa KaKTO
Ha KIMHUYHATa e(DEKTHBHOCT, TaKa U Ha CBHP3aHOTO ChC 3[IPABETO KAYECTBO HA YKUBOT.
PesynratuTe, nOKIagBaHW OT MAIMEHTUTE, BKJIIOYBAT OONIM W/WIM CHEIU(PUIHH 3a
CHCTOSIHUETO JJaHHH, MEPKH 3a Ka4eCTBO Ha JKUBOT, CHMIITOMH WU (PyHKIIHH.

B anamm3ute TpsaOBa ga ce oTOENekKH Kora U Kak ca OLCHSIBAaHU PE3YITATHUTE,
JIOKJIaIBAHU OT MAlMEHTHUTE.
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Jla ce mpencTaBu cxeMaTta, 10 KOSITO ca OLCHSIBAaHH PE3YJITaTUTE, JTOKIaIBAaHH
OT MalMEHTUTe (Hampumep cboOmaBanu oT yuactHuuure, QALY, BU3yamHO-aHaIoroBa
CKayia Ha OoJIKaTa, TeCT 3a 3pUTEIHA OCTPOTa, 6-MUHYTEH TECT 3a XOJeHe, JAp.). Becuuku
U3MEPUTENIN Ha pe3yNTaTuTe, JOKJIAaJBaHU OT MalMeHTa, TpsAOBa Aa OBbJAT MOCOYECHU
(manp. EQ5D, HUI).

5.8. CpaBHuTenHa epUKaCHOCT, €PEKTUBHOCT M OE30MACHOCT - METaaHAIHU3U
Y MHIUPEKTHU CPaBHCHUSI.

[Ipu ronsim Opoll KIMHWYHM MPOYYBAHMs, BKIIOYBAIIM €HA W ChHIIA
NAalMeHTCKa TomyJamnus, OOmM KpailHM TOYKM W  OICHSABAaHU TEXHOJOIHH,
OPENOPBHUUTENTHO € MPEICTABIHETO Ha MeTaaHalu3, OOCeIWHSBAIL JAHHUTE OT TE3U
POYYBAHHS.

[Tpu cbMHEHHSI OTHOCHO Ka4eCTBOTO Ha M3MHUTBAHUATA WM PEIEBAHTHOCTTA
Ha KOHKPETHH MPOYYBAHUS CIIe/IBa J1a ObJAT MPEICTABEHU PE3YJITaTH OT METaaHAIN3H.
CnenBa na ce mpeacTaBd IMOAPOOHO ONKMCAHUE HA KPUTEPUUTE 32 BKIIOYBAHE U
U3KIII0YBAHE HA ChOTBETHHUTE MPOYYBAHUS IIPU METAaaHATHN3a.

B oTchCTBHETO HA MIPEKH CPABHUTEIHU KIMHHYHYU M3MUTBAHUS, KOUTO MPSIKO
Jla CpaBHSIBAT OIICHSBaHATA 3J[PaBHA TEXHOJIOTHS M KOMIIApaTopa, ce MpernopbyiBa aa ce
U3BBPIIM KOCBEHO CpaBHEHHE (MpEXOBHM METaaHAIU3, HWHIUPEKTHO CpaBHEHUE).
Meromonornyeckara M KIMHAYHATA €JHOPOJAHOCT Ha MPOYYBAHMATA, BKIIOYCHH B
CpaBHEHHUETO, TPsIOBa Ja Ob/Ie IPEIBAPUTEITHO OLIEHEHA U J]a C€ OOMUCIIH JIajTi € BaJIUTHO
KOCBEHOTO CpaBHEHHE.

VYcTaHOBSIBAHETO Ha W3MUTBAHHMATA, KOWTO Ja OBJAT H3MOJ3BAHU IPH
KOCBCHOTO CpaBHEHHeE, TpsiOBa aa Oblle Bb3 OCHOBA Ha CHCTEMAaTHYCH IIpErjie].
[IpenopbunTeneH € 3a1bJI00YECH aHAIH3 HAa METO/I0JIOTHTA, U3II0JI3BaHA B IPOYYBAHUSATA,
KaKTO ¥ aHaJIM3 Ha Pa3JIM4MATa B MOIMYJIAUATA, 3[paBHATA TEXHOJIOTHS B Pe)epEeHTHOTO
paMoO W TpPOyYBAaHWTE KpallHM TOYKU. YCTAaHOBEHUTE pa3IMKH TpsOBa na Obaar
IpeCTaBeH! B TabIu4Ha popma.

HenpsikoTo cpaBHEeHHe TpsOBa Aa ce M3BBPIIM C HM3MOJI3BAaHE HA METO[IH,
KOpUTHpaHM 3a pe3yiTara, MoJIyueH B KOHTpOJIHATa rpyma, Hamp. merojaa Ha Bucher,
Bayesian meTo[ 3a cMeceHO CpaBHEHHE Ha TepanusTa, MeTaanaian3 Ha Lumley mpexa mim
metaperpecusi. Koraro ce usnomnssa Bayesian moaxon, TpsiOBa 1a ce 00bpHE cCHEMaIHO
BHUMaHME, 32 JIa € POBEPH BATMIAHOCTTA HA PE3YJITATHTE.

Korato He € BB3MOXXHO Aa ObJ€ HM3BBPLIEHO KOCBEHO CpaBHEHHE upe3
OOMKHOBEHO peQepeHTHO paMoO (HEKOHTPOJHMpPAHU MpOYUBaHMs), MOXe Ja Objaar
OOMUCIIEHH JPYTH METOJIU, BKIIOUUTEITHO:

- CpaBHEHHE Ha TPYIH OT Pa3IMYHH MTPOYIBAHHUS;

- CBIIOCTABUTEJIEH aHAJIN3 C UCTOPHUUECKU KOHTPOJIHU;

- KOCBEHO CpaBHEHHE, KOPUTHPAHO 32 HAIlaCBaHE;

- CpaBHEHHE Ype3 U3IOJI3BAHETO HAa MHMBHIYaIHHU JAHHU Ha HUBO IMAIHEHT.

[Ipeqn 3amouBaHe Ha W3YHCICHHATa TpsiOBa ga ObgaT 00OCHOBaHU
KpUTEepUHUTE 32 M300p Ha crneuupuyeH aHaIMTHUYeH MeTol. OKOHYAaTeTHHMAT U300p Ha
AHAJTUTHYHKS METOJ cliefiBa J1a Obae OasupaH Ha BUA HAJMYHU JaHHU. PesynraTute OT
BCSIKO KOCBEHO CpaBHEHME TpsIOBa Jja ObJIaT THJIKYBaHH BHUMATEIHO. BB BCHUKH CiTydau
Ha KOCBEHHM CpaBHEHHUs TpsOBa Ja ObJIe HAMPaBEHO 3aIbJIOOYCHO THIKYBaHE Ha
pe3yiITaTUTe 3aeHO C ONMCAHWE HAa OrPAaHMYEHUATa U aHAIN3 HAa YYBCTBUTEIHOCTTA,
NPEJCTaBA] BB3JCHCTBHETO OT BKJIIOYBaHE W W3KIIOYBAHE Ha TIPOYYBAHUS ChC
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3HAYUTEIIHU OTKJIOHEHUS [0 OTHOIIIEHHE HAa METOJI0JIOTHUATA B CPABHEHUE C TPOYUBAHUSTA,
U3II0JI3BaHU B KOCBEHOTO CPaBHEHHUE.

5.9. CuiiHM CTpaHU Y OTpaHUYECHUS HAa aHAIU3A.

Jla ce mpexacraBu 0000IIeHNE HA PE3yATATUTE U JIOKA3aTEJCTBATa, KaTo ce
B3eMaT MpeABUJ KadyecTBOTO Ha M3CJEABAHETO, BAJIMIHOCTTA HA M3IOJI3BAHUTE KpalHU
TOYKH U CTEIIEHTA Ha J0Ka3aTeJICcTBaTa.

Jla ce mpeacTtaBu KpaTKO H3JIOKEHHME Ha JIOKa3aTeJjcTBaTa 3a oOxBara Ha
OlLICHKaTa, KaTO Ce€ B3€MaT NpEABUJ IOIMYJaLUATa, UHTEPBEHLMATA, aNTEPHATUBUTE U
pe3ynTaTuTe.

Jla ce npeacTaBAT KIMHUYHUTE MOJ3U 32 NAl[UEHTA.

Jla ce ompenensT BCUUKH (aKTOpU, KOUTO OMXa MOTJIM Ja TMOBIUSSAT BbPXY
pe3yaTaTUTe OT IPOYYBAHUATA, IIPU BBBEXKJAHE HA 3/lpaBHATa TEXHOJOIUS B KIMHUYHA
MPaKTHKA.

6. AHanu3 Ha pa3zxogHaTa e()eKTUBHOCT.

6.1. Onucanue Ha MPOBEICHUTE WKOHOMHYECKHU aHAJIM3U C OICHSIBaHATa
3/lpaBHA TEXHOJIOTUS B JPYTU AbprKaBH.

Koraro mma mnpoBeneHu 30paBHO-UKOHOMHUYECKH OLIGHKH WM (apMako-
MKOHOMMYECKHU aHAJIN3U C OLICHSIBaHATA 3JpaBHA TEXHOJIOT WS 3a LIEJIUTE HA JPYTU CUCTEMU
Ha 3JIpaBeolia3BaHe, T€ clie[iBa ga ce onumar. [IpemopbuuTenen e TabiuueH BHUJ Ha
ONMCAHUETO U JIeTailliHa nucMeHa uHpopmanus. B Tabiauuen Bua ciieBa 1a ce MOSICHIT
CJIETHUTE TaHHU:

- U3TOYHMK Ha NIPOYYBAHETO;

- 11eJ1 Ha TIPOYYBAHETO;

- UBIOJI3BaH METOJ/METOJM Ha IPOYYBAHETO, BKIFOYUTETHO IPHIIOKEHO
MojieNIipaHe (aKko uma);

- CpaBHSIBaHU AJITCPHATHBH;

- U3MEPUTENIUTE Ha pe3yaTaTuTe (KIMHUYHM TIOKa3aTeNn, KaueCTBO Ha )KUBOT,
J'BJITOCPOYHU PE3YITATH U JIP.);

- pe3yJITaTu OT aHaJIN3a;

- 3aKJII0YEHHE HA aBTOPUTE.

[Tonmyyenure pesynratu cienBa Ja ObJaT KOMEHTHPAaHU M OTHECEHH KbM
OlICHKaTa Ha HacTosIara 3apaBHa TexHojorus. llo-cnenuduynure pesynraTtd wid
UHTEpIpeTalys Ha JaHHUTE U pe3y/ITaTUTe cile/Ba J1a ObAaT MOSCHEHH U KaTo TEKCT.

6.2. Omnucanne Ha TyOJWKYBaHM OIICHKM Ha 3JpaBHAaTa TEXHOJOTHS,
U3BBPIICHU OT AbPKaBHU MHCTUTYIMH 32 IEIWTE Ha Jpyra HallMOHATHA CHCTEMa Ha
3/1paBeora3BaHe.

Tps6Ba 1a ce MpeAOCTaBAT JaHHU 32 BCHUKU IbPKAaBU, B KOUTO TEXHOJIOTUATA
e Ouia oleHsBaHa.

JlaHHuTEe 3a WU3BBPUICHUTE OLEHKM CleJBa Ja BKJIIOYBAT ClEAHATa
uH(popMaLus:

- HHCTUTYLIMATA, KOSATO € U3BBPIINIA OLIEHKATA;

- MepCIeKTHBaTa Ha olleHKaTa (myOnuyHu (OHJIOBE, CHEUAIHA CUCTEMH 3a
¢uHaHCHpaHe, 001IeCTBO U 1p.);

- IOKa3aHMETO, 32 KOETO € U3BbpIICHA OI[EHKATA;

- 3aCETHATO HACEJICHHUE;

- CpaBHSIBaHU AJITCPHATHBH;

- IPUJIO’KEHU METOIH 3a OLIEHKA;
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- KOraTo MMa BKJIFOUEHH CXEMH 3a JOCThII Ha NAllUEHTHUTE, T€ ChLIO TPsOBa Aa
ce 1ocoyar;

- B3€TO pelleHre (BKIIOYUTEIHO OTPAaHUYEHUATA, KOUTO Ca CBBP3aHU C TOBA
pelieHue);

- Jla ce MOSACHU JajJM B3€TOTO PEIIEHHE € OKOHYATEJIHO, WM TE€XHOJIOTUATA
MOJJIEXKU HA JIOI'BJIHUTEIHO MPOCIIEsIBAHE.

Benuku pemieHust Ha Abp)KaBHUTE MHCTUTYLUU TpsiOBa Ja ce MPHIIOXKAT C
HNOIXOAALINTE pedepeHIM U J1a C€ MPUIIOKH JOKYMEHTHT, ChIbpPIKAIll OKOHYATEIHATA
OLIEHKA U 3aKJIIOUCHHE.

6.3. Llen Ha ananu3a.

dopmynupaHaTa 1en TpsioBa Ja Obje siCHA U KOHKPETHA U J1a € choOpa3eHa ¢
¢uHaHCHpaIaTa MHCTUTYIIHSL.

6.4. ITpunoxen ananm3. OCHOBaHUS 3a U300pa Ha BUA aHAIIU3.

W360pbT Ha aHATUTHYEH METOJT TPAOBA Ja Ob/ie 00OCHOBAH OT TJIEIHA TOYKA
Ha 3arJanamaTa HHCTUTYLUS, BpDEMEBHSI XOPU30HT, JOKa3aTeICTBaTa 32 TepareBTUYHUTE
pe3yJiTaTu.

[Ipy npunokeHneTo Ha METOAMTE C€ CHa3BaT OCHOBHUTE TEOPETUYHM
NPENopPBKH, KAKTO U Te3U Ha JloOpUTE N3CIEeI0BATEIICKH MTPAKTUKH.

[IpenopbunTENHO € OCHOBHUAT HKOHOMUYECKH METOJI, KOWTO Cce Ipujiara npu
OlLICHKaTa Ha 3jpaBHaTa TEXHOJIOTHS, J1a BKJIKOYBA Hall-MaJKO aHAJIMU3 Pa3Xo0J-N0JIE3HOCT
(CUA) unu ananuz pazxon-epextuBHoct (CEA). Korato e ymectHo, Morar aa Obaar
IIPOBEJICHU I1OBEYE OT €JIMH aHaJIn3.

IIpu cpaBHHUTENHM aJITEepHATHMBM C JIMIICAa HA TPEBB3XOACTBA Ha
TEparneBTUYHUTE PE3YJITATH MOKE /1a C€ MPUJIOKU aHalu3 pazxoa-MuHUMYM (CMA).

IIpu merona ananu3 paszxon-nomsa (CBA) e HeoOXoaMMO 3IpaBHUTE
pe3yaTatd ga ObAaT MPEACTaBeHHW KAaTO MAapUYHU CTOWHOCTH, KOETO Ch3JaBa JOCTa
TPYAHOCTH, TIOpaau KoeTo npuiokeHrnero Ha CBA B 31paBeona3BaHeTo € OrpaHHUYEHO.
ToBa e Taka, 3amoTo CBA Moxe 1a iTHOpUpa HSIKOU TPYIHO OLEHHUMH, HO BaYKHH 3/JpaBHU
M0JI3U, KOUTO TPYJIHO MOTaT Jja € OCTOMHOCTSAT C MapU4YeH €KBUBAJICHT.

[Mpunoxennre aHanmu3m TpsOBAa Ja OTpa3sBaT HAJMYHUTE JaHHUA 34
epuKacHOCT/epEeKTUBHOCT ¥ o1 Ha 6€30MaCHOCT Ha OLIEHsIBaHATA TEXHOJIOTUs, KAKTO
U OBJITapcKaTa TepareBTUYHA MPAKTHKA, CTAHJAPTH 32 JICYCHNUE W M3TOYHUIY HA TAHHHM 32
pa3xoaurTe.

6.5. CpaBHUTEIHH aNTEPHATUBU.

ITpu npoBexaaHeTo Ha UKOHOMUYECKHUS aHAIN3 CPABHUTEIIHUTE AITEPHATUBU
TpsiOBa 1a ObIAT CHOOPA3EHU C MPENOPHUNUTEITHUTE ANTEPHATUBHU OT MPEJICTaBIHETO Ha
KJIMHUYHUTE U3NUTBAHUS, 3 UMEHHO:

- aJTepHaTHBaTa, KOATO Ha-BepOATHO ImIe ObJEe 3aMEHEHa OT HOBaTa
TEXHOJIOTHS;

- QJITEPHATUBY OT MPOBEJCHH CUCTEMAaTHYHU 0030pH U METaaHAIIN3H;

- QITEepHAaTHUBUTE, KOWTO Ca BKIIOYEHW B CTAHJIAPTHUTE TEpareBTUYHU
PBKOBOJICTBA;

- QITEPHATUBYU OT PaHJIOMHU3UPAHH KIMHUYHU U3IIUTBAHUS.

B Tta3um mocnegoBarenHocT Ha H300p Ha aJTEpHATUBH Clle[[Ba Ja Ce€
OpPHEHTHPAT OLICHSBAHUTE 3a 3allIalllaHe 3[PAaBHU TEXHOJOIMH, KAaTO KOJKOTO MO-BUCOKO
B iiepapXusiTa Ha CPaBHUTEIHUTE AITEPHATHBH € M3MOJI3BaHAaTa B aHAIN3a, TOJIKOBA TI0-
BHCOKA € JIOCTOBEPHOCTTA MY.
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N300pbT HA KOSATO U J1a € OT CPABHUTEIHUTE aJITepHATHBU TpsAOBa na Obae
00OCHOBAH OT TJIE/IHA TOUKA HA OBbJIrapcKaTa TeparneBTHYHA MPAKTHKA.

6.6. [lepcniexTHBa.

Ananu3bT TpsOBa Aa ObJe M3BBPIICH OT IVIEJHA TOYKA HAa WHCTUTYLHUATA,
KOSTO 111e (pruHaHCHpa MEIULIMHCKUTE YCIIYTH Ype3 00LIeCTBEeHH CPEACTBa (TJielHaTa TOUKa
Ha obOmectBeH 1iarel] - H30K). Bp3aMoxkeH e u aHainu3 oT CbBMECTHA IJIe/IHA TOYKA, T.€.
Ha IJlaTena W Ha OeHepUIMEeHTUTe (MalMEHTUTE), Hamp. KaTo ce B3emaT MpelBUJ
JOTUTALAHKUATA 32 3JPaBHU TEXHOJOTMH, BKJIIOYBAHE Ha JPYTHM Pa3XOAH, KOWTO ce
U3BBPIIBAT W3IS0 WK Ca 32 CMETKA Ha MaI[UeHTHTE.

[utupanure TIEAHM TOYKM HE HM3KIIOYBAT MPOBEKIAHETO, B ONpPABIaHH
ClIly4au, Ha JONBJIHUTEIHU aHAU3U OT IPYTH MEepCHEeKTHUBH, HAIp. COLIMAIHATAa TaKaBa
(kato ce B3eMarT MpeaBU KOCBEHUTE Pa3X0/IH), Ta3H Ha IOCTAaBYMKA UJIH OT TJIEHA TOYKA
Ha o0uiecTBeHUTe UHAHCH (HAIp. BKJI. HA MHBAJUAHU [IEHCUU WJIM COLIUATHU ITOMOIIN).

6.7. BpeMeBU XOpU30HT.

BpemeBusAT XOpU30HT Ha HKOHOMHYECKHS aHalIu3 TPsAOBa a ObJ1e JOCTaThYHO
IBIBr, 33 J1a TO3BOJIM OIICHKAaTa Ha PAa3IMKUTE MEXIY PE3YyITaTUTe M Pa3XOIuTe 3a
OIICHSIBaHATa 3/IpaBHA TEXHOJIOTHUA W KoMmmaparopute. TpsbBa ga € eauH W ChII 3a
U3MEpBaHE HA PAa3XOAUTE W Ha 3/IpaBHHUTE pe3ynraT. M30paHaTa mpoABIDKUTETHOCT Ha
BpEMEBHS XOPU30HT TPpsiOBa J1a ObJie 000CHOBAHA.

B cnyyaif Ha 31paBHU TEXHOJOTHH, 32 KOUTO PE3YJITATHTE U pa3IMyaBaIluTe
Ce pa3xoJu ce CIy4yBaT 10 BpeMe Ha IIeNivs KUBOT Ha MallleHTa, TpsiOBa Ja ce U3Moi3Ba
XOPH30HT 3a OIICHKa Ha 0a3a IsUT JKMBOT Ha MaIMeHTa (CpeaHa MPOABIDKUTETHOCT Ha
JKUBOT 3a MOMynanusara). Be3aelcTBreTo Ha MPOABIKUTETHOCTTA HA BPEMEBHSI XOPU30HT
TpsiOBa Ja ObJe TECTBAHO KAaTO YacT OT aHAJTW3a Ha YyBCTBUTEIHOCTTA (Pa3pabOTEHUAT
Mojzien TpsiOBa Aa mMo3BoMsiBa Ja ObJe MPOMEHsSHA MPOABIKUTEITHOCTTa HAa BpPEMEBUS
XOPHU30HT).

AKO MKOHOMHYECKHST aHaJIU3 LeJIH Ja MUHHUMH3HpPA Pa3xoguTe M KOTaro
pa3xoaMTe 3a CpaBHSABAHUTE 3APAaBHU TEXHOJOTHH Ca TIOCTOSHHU BBB BPEMETO, MOXKE /1a
ObJle mpueTa eIMHUIIA 332 TPOABIHKUTETHOCT Ha BpEMEBHUS XOPU30HT, Harp. | roauHa.

6.8. AHanu3 Ha pa3xouTe.

HNkoHOMHYECKUST aHATH3 CIIeJ[BA J1a BKJIIOUBA Pa3X0JIUTE, ChOTBETCTBAIIM HA
U3IIONI3BAaHUTE PECYpCH MpPH TPWIATAHETO HA CHOTBETHOTO METUIIMHCKO H3JIEIHe B
KIIMHUYHATA MIPAKTUKA. Y CTAHOBSIBAHETO HA KATETOPUHUTE HA PA3XOIUTE U OIPEIeINTHETO
Ha METOJa 3a TAXHOTO H3MEpBaHE M OIEHKAa Ca HEMOCPEJICTBEHO CBBP3aHH C
MePCIIeKTHBATA U BPEMEBUS XOPU30HT, H30paHU 3a aHAIIM3A.

B 3aBucumocT oT n30paHaTa rieHa ToUKa aHaJIH3bT TPAOBA J1a YCTAHOBH:

- IUPEKTHU Pa3XxojH - [IeHaTa Ha MEJUIIMHCKOTO u3Jienue (1IleHaTa, KOsTo I
Cce 3arJiama oT IJIaTena, Mpu ChbOTBETHOTO HIUBO Ha peUMOYypCHpaHe);

- TPeKd MEIUIIMHCKU Ppa3XoJud B pe3ylNTaT OT IOJ3BAaHETO Ha PECypCH,
HEOOXOUMHU 3a HW3BBPIIBAHE HA MAHMITYJIANWS, METUITUHCKH TPHXKH, MOHUTOPHHT,
XOCTIUTANHM3AIMS, TPy HA MEAUIIMHCKUS TEPCOHAN U Jp.; BAXKHO € pa3XoJuTe Ja ca 3a
CMeTKa Ha IIaTela, KoraTo aHaIM3bT € OT TJIeJHA TOYKA Ha TUIATela;

- TIPEeKu HEMEIUIMHCKH Pa3XxoJu B PE3yiTaT OT IOJI3BAaHETO Ha PECypCH,
HEOOXOMMH 33 M3BBPIIBAHE HAa MaHUIYJAIM, MEIUIMHCKA TPYOKA W MOIbPKaHEe Ha
mpoleca Ha U3BBPIIBAHETO MM, KOMTO HE Ca CBBP3aHU C MEIUIIMHCKUTE TPUIKH, HATp.
pa3xo/u 3a TPAHCIIOPT JI0 OONHHMIIATA, TPFIKK B JIOMA; OT TJIeTHA TOYKA HAa MyOIIMIHUTE
(dbuHAHCH TIPEKUTEe HEMEIUIIMHCKU PA3XO0/IU CHIIO TaKa BKIIOYBAT COLMATHH MOM3HU, KAaTO
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NEeHCUH, 00e3leTeHHs 3a HEpaOOTOCIOCOOHOCT U YCIYrd MO pexaOuiuTanus, KakTo U
HaMaJIEHU MIPUXOAU OT OOILIECTBEHO OCUTYpPSIBAHE M JAHBLM; TO3U TUI Pa3XOAU CE B3eMa
MpeJBUJl, KOTaTO aHAIM3BT € OT IJIeJ[Ha TOUKa Ha OOIIECTBOTO;

- KOCBEHHM DPa3Xxoju, NePUHHpPAHH KaTO PA3XOAUTE 3a PECypCH, 3aryOeHU
nopaau 3a00JsBaHETO W HErOoBUTE MOCIEACTBHS; B JOKJIAIM 3a OLIEHKA Ha 3JpaBHA
TEXHOJIOTUSI TOBA Ca Pa3XOJHTEe 3a 3ary0eHa MPOAYKTUBHOCT Ha MAlMEHTUTE U JIMIATA,
KOUTO T'M OOTpHKBAT;, KaTeropusTta KOCBEHU pa3Xoau TpsOBa Ja BKIIOYBA PA3XOAUTE,
CBBbp3aHM C IUIaTeHa paboTa, KaKTO M 3aryOuTe, MOHECEHH NpU H300pa Ha eaHa
alTepHaTHBA CIIPSMO JIpyTa.

6.9. JluckoHTupasne 3,5 Ha CTO TOJMIIHO KAaKTO Ha pa3XxoJIuTe, Taka U Ha
pe3yaTaTUTe IPU IPEICTaBsSIHE HA PA3XOAUTE U PE3YITATUTE 3a IEPHO/I, ITO-IBJIbI OT €Ha
rOJIMHA.

6.10. M3mepuTenu Ha pe3yaTaTUTe.

[Tpu mpoBeXJaHETO HA AHATUTUYHUTE TEXHUKU CE CIHa3BaT MPETOPBHKUTE 3a
U3MEpUTENIM Ha pEe3ylITaTUTe, KOUTO CE€ OdYaKBaT NIpH BBbBEXKJaHE Ha 3paBHATA
TexHojorus. llpennounTanu ca ABATOCPOUYHUTE PE3YATATH (MPOIBIDKUTEIHOCT Ha
xuBota (LYG), romuna xuBoT, choOpaseHa c kadectBoto (QALY), ciemBanu ot
MEXIMHHH pe3yaTaTd (IPOMEHH B KIIMHUYHH TIOKA3aTEeNN U IIPOTPECHs Ha 3a00JISIBAHETO).

N300pbT Ha U3MepUTeN HA pe3yliTaTta cieiBa Aa 0b/ie 000CHOBAH OT TIieHa
TOYKA Ha MPOBEJIECHUS aHAIN3, BUJa Ha 3a00JIsIBAHETO, OYAKBAHATA MIPOBJIKUTEIIHOCT HA
JICYEHUETO, TPOMEHUTE 110 BPEME Ha JICUCHHUETO.

IIpu orunrane Ha nmokazatens QALY cnenBa na ce mocoud MU3TOYHUKBT Ha
JAaHHU 32 MPOMEHUTE B KAueCTBOTO Ha XUBOT M Jajdd TOBAa ca JJaHHU OT MPOBEACHU
KJIMHUYHY M3MHUTBAHUS C KaHAMIATCTBAIIaTa 3{paBHA TEXHOJIOTHS, WM OT 0a3u JaHHU C
nyOIMKyBaHH MPOYyYBaHUs (Te TpsiOBa na ObJAT MOCOYEHH), WM €KCIIEPTHHU OLEHKU Ha
MEIUIIUHCKH CIIEIATINCTH, WK IPYTH U3TOYHHIIH.

6.11. Monenupane Ha pa3xojaHaTa e(h)eKTUBHOCT.

Koraro HaMYHNMTE KIMHUYHU ¥ HEKJIMHUYHH JJAHHU HE ca JIOCTaThuHHU, 32 J1a
ce OIpeleNd ChOTHOUIEHHETO pa3XxoA-e(eKTUBHOCT, C€ TMpujara MoJelHpaHe.
Crpykrypara Ha Mojena TpsbOBa na Obae mpezacraBeHa. CIOXKHOCTTa Ha Mojena
METOMTE 3a MOJIEJIMpaHe TPsiOBa /1a ChOTBETCTBAT Ha CII0XKHOCTTA HA 3/IpaBHUS MPOOIIEM.

[IpenopbuuTenHO € MozenuTe Aa ObJaT AOKOJIKOTO € BB3MOXKHO IIO-
ONPOCTEHM M TMPO3payHH, KaTo B CBHIIOTO BpeMe C€ 3ama3Ba TAXHOTO JIETalIHO
U3IIBIHEHHE, 32 /1a MOKE J1a C€ OLEHHU pa3jiuKara B €(EKTUBHOCTTA HA CPaBHSBAHUTE
TexHosoruu. TpsiOBa na ca SCHU NpPEINOJIOKEHUsATa B MoJena, 100pe 00OCHOBaHU U
TECTBAHM YPE3 aHAJIU3 HAa YyBCTBUTETHOCTTA. Mojenute TpsioBa na ObaaT pazpaboTeHu
ype3 00IoNpUeTH mocoOus, 3a 1a MOXKE J1a ce TeCTBAT U BepuUIHpaT.

B cnyuaure, korato HsiMa CTaTUCTUYECKU 3HAUMMa pa3jidKa B KIMHUYHATA
e(eKTUBHOCT Ha aITEPHATUBUTE, HE € HEOOXOAUMO MOJAETHpaHe. AKO MOJEIBT BKIIOUBA
KJIIOYOBH JIaHHM, 32 KOWTO HsSMa HECHTYpHOCT B TPOMEHHTE WM, B aHajmW3a Ha
YyBCTBUTEIHOCTTa C€ TECTBAT CaMO Te3W, NPU KOUTO HMMa CTAaTUCTUYECKH 3HauMMa
paznuka. OcraHanuTe napamMeTp TpsOBa Ja ce M3KIIoYaT OT MOJeNa WK J1a Ce CUUTAT
KaTO HEYTPAJIHU MO OTHOLICHHE Ha MOJIENA.

[Ipn npencraBsHEe Ha CHOTHOIIEHUETO pa3XoJ-pe3yiTaT MoXke Aa Obae
OpUIOKEHO Mojenupane oT Buaa "JIppBo Ha pemeHusTa", moxen Ha Mapkos,
eNUAeMHUOJIOTMYEH MOJIEN WJIH JIpyra Hay4yHO MpueTa TEXHUKA 32 MOJIeTIHpaHe.

6.12. Pe3ynraty OT NpUIOKEHUS aHAIMTUYEH METON.
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Koraro npunokeHata aHaquTHYHA TEXHUKA € pPa3xoJ-€(EKTUBHOCT WIIU
Pa3xoA-MOJIE3HOCT, PE3YATATUTE CE MPEICTABAT KaTO ChOTHOLICHNUE Pa3Xo/-e(heKTUBHOCT
WM HHKPEMEHTAIHO ChOTHOIICHHE Ha HApaCTBAaHE Ha Pa3X0JUTe U PE3yJATaTUTE.

IIpu npeacTaBsHETO UM CE CIIa3BaT OOLIONPUETUTE MPaBUiIa HA MOAPEXKIAHE
Ha aJITEPHATUBUTE BHB BB3XO/AIL Pe/l Ha PE3YJITaTUTE U CE€ U3UUCIIABA HHKPEMEHTAIHOTO
cpotHomieHne Ha pasxonutre (ICER) 3a Bcska or Tepanuure MO OTHOIIEHUE Ha
ChOTBETHATA alITEpPHATUBA 32 CPABHEHHUE.

6.13. AHaiu3 Ha YyBCTBUTEIHOCTTA.

Hecurypnoctra Ha pe3ynTaTuTe MOXKE Ja ce€ ABJDKM Ha JIMIICBAIM JaHHHU,
MPEU3HOCT HA TPOTHO3UTE UM METOIOJIOTMYHH MPEIOJI0NKECHUSI.

AHanu3bT Ha YyBCTBUTEIHOCTTA TPsiOBa J1a ce (PoKycupa BbPXY BXOMASIIUTE
JJAHHU, 32 KOUTO HECUTYPHOCTTA HA M3UUCIECHUETO € Hal-BHCOKA, KAKTO U TE3H, KOUTO
UMaT 3HAUMTENHO BB3ACUCTBUE BBPXY pe3yiaTaTa OT HUKOHOMHUYECKUS aHau3.
WNuTtepBanbT, B KOMTO TpsiOBa Aa Bapupat napamerpute, € +20%.

B uxoHomMuYeckus aHanu3 € HEOOXOAMMO Ja ce MPOBEAE BEPOSTHOCTEH U
€IHOIIOCOYEH aHaJIM3 Ha YyBCTBUTEIHOCTTA. BepOsATHOCTHUAT aHA/IN3 cie/iBa Jja TECTBA
MOHE MapaMeTPUTE, KOUTO UMAT Hal-TOJIsIM ePeKT BbpXy pe3ynraTute. Pemenuero ga e
ce IMpOBEXJa BEPOATHOCTEH aHaIu3 TpsAOBa Ja ObJe MOAKPENEHO OT MOAXOASILU
OCHOBaHUs (HAIp. MKOHOMHYECKH aHallu3 o] (hpopMaTa Ha CpaBHEHHE Ha pa3xo/IH, aHAIIU3
MUHHUMH3UpAHE Ha Pa3XOIUTE), BKIIOYEHU B JOKYMEHTa 32 MKOHOMUYECKUS aHAIIU3.
3aIBIDKUTENHO C€ IPECTaBAT U3MOI3BAHUTE MTapaMETPUYHH pasIpeie]IeHHs] KbM BCUUKU
OLICHSIBAHU TOKA3aTeNu (HaIpuMep: pa3xo/u - normal, 3qpaBHH MOJI3H - §ama).

AHanu3bT Ha YYBCTBUTEIHOCTTA TPsOBA J1a:

- YCTaHOBU HECUTYPHHUTE MapaMeTpH (3a KOMTO MMa BEPOSTHOCT OT IpeIIKa
P U3UMCIICHUETO);

- nepunupa m oOocHOBe oOxBaTa Ha BapuAOMIIHOCT Ha OMNpEAeNiCHU
napameTpu;

- U3YMCIIM OCHOBHUTE PE3yJITaTH OT aHAIK3a (3PaBHUTE PE3YJITATU U TAXHATA
pa3nuka, oOmmre pasxoau u TsaxHata pasnuka, ICER/ICUR, CER/CUR), kato uma
npeaBu/l crenudruyHa TPOMEHINBOCT HA HECUTYPHUTE TTapaMeTpPH.

Pesynrarure oT aHann3a Ha YyBCTBUTEIHOCTTA Clie/[Ba 1a ObAaT MpeaCcTaBeH!
B TabmnyHa opMa U KbJETO € MOIXOAII0, U B TpaduunHa ¢hopma, HAIp. KaTo Auarpama
Ha pazmpenenenue (scatter plot) B KOOpJUHATHAaTa CHCTEMA 3a pa3XoJHA €(PEeKTUBHOCT,
KpUBa Ha NpueMinBara pa3dxonaHa edekTuBHOCT (cost effectiveness acceptability curve -
CEAC), quarpama tun "TopHano".

6.14. UnTtepriperanus Ha pe3yJITaTUTE.

Pesynratute ce WHTEpHIpeTHpAT MO OTHOIIEHWE HA TMEpCIEeKTUBaTa Ha
aHaJIM3a, 10 OTHOIIEHHE Ha ChOTHOIICHUETO Pa3XoA-pe3yTaT WIK Ha UHKPEMEHTAIHOTO
CBHOTHOILICHUE.

AHanmM3upaT ce€ CBEHTYAJIHHWTE OTPAHWYCHHS Ha TMPUJIOKCHUS aHAIN3 U
dakropute, KOUTO OMXa UMAaK BB3JCHCTBHIE, HO HE Ca BKIIOUCHH B aHATHN3a.

6.15. CuiHM CTpaHM M OTpPAaHWYEHUS HA aHAJIU3a.

CrnenBa na ce IpeCTaBsAT CHIIHUTE U CITa0UTE CTPaHH Ha TIPOBEACHHSI aHAH3.

Karo cunna ctpana Moxe /1a ce 0TOenexu:

- U3MOJ3BaHETO Ha BXOJMIIM JaHHH OT paHAOMHU3HUPAHH KIMHUYHH
MPOYYBAHUS U METaaHAIN3H;

- 1300p Ha MOJIeN, OTpa3sIBaIll ECTECTBEHUS X0/ Ha 3a00JISIBAHETO;
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- ©300p HA AHATMTHYCH METO/I, OTPA3sBaIll JOKATHATA KJIMHUYHA IMPAKTHKA;

- OlLIEHKa HAa HECUTYPHOCTTa Ha PE3YITAaTUTE OT MKOHOMHYECKHUS aHAIMU3,
MIpeCTaBeHa Ype3 aHalIM3a Ha YyBCTBUTEIIHOCTTA.

Yacrra, Kacaelia orpaHHYeHUsITa, TPIOBA a 00CHK/Ia XapaKTEPUCTUKUTE Ha
aHaJM3a ¥ HAJMYHUTE ITbPBOHAYAIHM JaHHW, W3TOYHUIIUTE HAa HECUTYPHOCT Ha TE3H
JAaHHU, KAKTO W XapaKTEPUCTUKHUTE HAa 00XBaTa Ha aHAJIN3 B KOHTEKCTAa HA CHCHH(PUYCH
3npaBeH mpooOsiem. CreaBa ga ce ONMINE SBISHUETO, KOETO 3acsira YyBCTBUTEIHO
HECUTYPHOCTTa Ha TIOJYyYCHHTE pe3yATaTH U HalpaBEHUTE BbH3 OCHOBA Ha TiX
3aKJIIOYEHUS, KAaKTO W BAJIMJIHOCTTAa Ha mpenacTtaBeHus aHanu3. [Ipu oOcwkxkmaHe Ha
OTpaHHYCHUSATA TPSAOBA J1a CE MOCOYH AT MKOHOMHYECKUAT aHAJIU3 € OWJT Bh3 OCHOBA HA
JIaHHU 32 KJIMHUYHATA €(PEKTUBHOCT, KOUTO Ca JIOCTUTHAIA CTATUCTHYECKA 3HAYMMOCT.

7. Ananu3 Ha OIO)KETHOTO Bb3JICHCTBHE.

7.1. Pa3zmep 1 XxapakTEpUCTHKU Ha I1eJeBaTa MOMyJIallus.

[Tpu U3roTBIHETO HA aHAJIM3a HA OFOPKETHOTO BB3JICHCTBHUE € 3aIbIDKUTEITHO
Jla ce OLIEHU pa3MepbhT Ha lLieJieBaTa MOMyJIalus NAUeHTH U pa3NpeAeNTHEeTO Ha BCIKAKBU
XapaKTEePUCTUKU, CBbP3aHU C HEsl, KOUTO MOTAaT J1a UMat OrokeTHO BiusHue. Ciea KaTo
ce gnepuHUpa I1leneBaTa IMOMynauus, TpsAOBa Ja ce Ompeaenu MPOIEHTHT Ha
JUArHOCTUIIMPAHU, Ha JICKyBaHM TMAlMEHTH, KAKTO W TEXKECTTa Ha 3a00JsBaHETO.
OOUKHOBEHO BBB BPB3Ka C TOBA CE MpHJIaraT MO-TMMUTHPAIINA KPUTEPHUH 32 BKIIFOYBAHE,
3a J1a € U34YKMCIIM TOYHO TOIyJIalusITa MallueHTH, KOUTO ca HAJIeKHU 32 HOBATa 3/]paBHa
texHojorus. Ilpu omeHkata Ha pa3mepa Ha LejeBaTa MOMyJalus W TEXeCTTa Ha
3a00JIIBAHETO € BAXKHO J1a C€ TIPEJIBUIM U MPOMSIHATA HAa TE€3U NTapaMeTPU BB BPEMETO ChC
1 0e3 HOBaTa 3J[paBHA TEXHOJIOTHS.

[TogoOHu mpoMeHH MOraT J1a TPOMEHST OO/ IKETHOTO Bb3/ICHCTBHE HA HOBATA
3[paBHA TEXHOJOTHA. 3a OIICHKAa Ha TE€3W MPOMEHM C€ HM3ITOJI3BAT JaHHU OT KIMHUYHU
NPOyYBaHUsS WIH peructpu. [IyONMKyBaHW NaHHU WM SKCIEPTHA OIEHKA 3a BCSIKAaKBa
JOIBJIHUTENIHA BBb3MOXKHOCT 3a OIpEJeNsiHE Ha IeJeBaTa MOmyJalus, KOSITO MOXe Ja
MOBUILY pa3Mepa U WIH J1a IPOMEHHU TEXECTTa Ha 3a00JIsIBaHETO, ChILO TpsiOBa 1a ObaatT
BKJIFOUCHM B aHAJIM3a.

[leneBara momynanus cieasa aa ObJe onpeeneHa npu CIeIHUTE KPUTEPHUH:

- pa3npocTpaHeHue Ha 3a00JsIBAaHETO;

- OIICHKa Ha TAIMEeHTUTe, KOWUTO ca TOJIXOIAIIM 3a HOBaTa 37paBHA
TEXHOJIOTHS,

- OIICHKa Ha TMpeJrojiaraeMusl Ia3apeH Jsul Ha HoBaTa TEXHOJOTHUS OT
TapreTHara TMOMNyJalUs COPSAMO MONYyJaluATa, KOATO M3IMO0J3Ba CPAaBHUTEIHUTE
aJTepHATHUBH 32 JaJICHOTO MOKa3aHUE.

7.2. llepciexTuBa.

AHanmu3bT Ha OIO/KETHOTO BB3JEHCTBHUE CcliefBa Ja ObJe MPOBEIACH OT
rJieHaTa TOYKA HA 3ariamiamnara myOonudyHa MHCTHTYIUS. B ciydail Ha cropensHe Ha
pa3XoAMTe C MalMEeHTa Ce MPETNophYBa Ja Ce MPEJCTABAT M CPEIHHUTE PA3XOIu OT CTpaHa
Ha manueHTa. Camo B 000CHOBAHU CIy4yau JIOMTBIHUTEIIHO MOKE Jia C€ MPOBE/IC aHAINU3 Ha
OI0/KETHOTO BB3JICUCTBHE OT JAPYyra MepCreKTHBA.

7.3. BpeMeBU XOpU30HT.

AHamn3bT Ha OIOKETHOTO BBH3JIEHCTBHE BKIIOYBA OIEHKA HAa BH3IEHCTBUETO
HA OIICHSIBaHATa 37paBHAa TEXHOJOTHUS BBPXY TOAMINHUSA MyOIUYeH ORKET 3a
3/IpaBeora3BaHe B PAMKHTE Ha HAKOJIKO T'OJIMHHU CJIEe]T BbBEK/TAHETO HA HOBATA TEXHOJIOTHS
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Ha Ta3apa WIM U3TEIJITHE OT Ta3apa Ha HaJWYHUTE alTEepHATHBU. AHAIU3BT Ha
OIOPKETHOTO BB3JCHCTBHE C€ IPEACTaBs 3a IEPUOA 3 TOAUHH.

7.4. EneMenTH Ha aHaIIM3a.

AHanu3bT Ha OOKETHOTO BBH3CHCTBHE BKIIFOUBA CICIHUTE €JIEMCHTHU:

- pa3Mep U XapaKTEPUCTUKU Ha IeJeBaTa MOMyJIalus;

- HACTOSIIA TEPANEeBTUYHA PAKTUKA;

- HOBa TepamneBTUYHA IIPaKTHKa CJIEI BBBEXKJAHE Ha HOBaTa 3/IpaBHA
TEXHOJIOTH1/0TIIaJaHe Ha HACTOSIIATa;

- pa3Xo/M 3a HACTOSIIIaTa U HOBATa 3/[paBHA TEXHOJIOTHSI;

- IPEJICTABSHE HA PE3YNITATHUTE;

- aHaJIM3 Ha YyBCTBUTEIHOCTTA;

- CUJTHM | cJ1a0u CTpaHU Ha aHaIu3a.

7.5. I3TOYHHUIM HA JaHHU.

W3tounuiym Ha JaHHU 3a aHajau3a Ha OIOJDKETHOTO BB3JCHCTBHE Morar Ja
ObnaT: MyONMKYBaHHM €MHUJEMHUOJIOTUYHH TPOYYBAHHS, HAIMOHAIHU CTAaTUCTHYECKU
JAaHHY, TIa3apHU MPOYYBAHWS, JaHHU OT PETHUCTPH. 3a IenTa € HeoOXoauMmo jaa Obiae
Mpe/ICTaBeHa CTpaTerusaTa 3a ThPCEHE, KPUTEPUUTE 3a M300p Ha JaHHU M METOAMUTE 3a
aHaJM3, KaKTO W CUJIHUTE U CIa0UTE CTpaHU Ha M3IOJI3BAHUTE U3TOYHHUIIU.

[IpenopbunTenHO € Ja c€ W3M0I3BAaT CHUACMHOJOTMYHMA JaHHM 34
ObJIrapckara MomyJjaius, HO IPH JIMIICa Ha JIOKAJTHU TaKWBa ClIeJIBa Jla C€ W3IMOJ3BaT
JAHHU OT JAPYTH IbPKaBH.

[IpeacraBsaT ce ouakBaHUTE ACHUCTBUTEIHHU PAa3XOAM 3a IUIaTela, CBbP3aHU C
HOBATa 3J[paBHA TEXHOJIOTHUSI K CPABHUTEIIHUTE aITCPHATUBH.

7.6. Cuenapuu.

AHanM3bT Ha OFOPKETHOTO BB3JICHCTBUE ce Oa3upa Ha JiBa crieHapus - "CBST
0e3 3npaBHara Texnosiorus" u "CBsAT cbe 3ApaBHaTa TexHojorusa". B cuenapus "Casrt 0e3
3paBHaTa TEXHOJIOTHA" Ce OINKCBa HACTOSIIATa TepareBTUYHA MPAKTHUKA, JIOKATO
cueHapuar "CBST cbC 37paBHAaTa TEXHOJOTUA" OTpa3siBa BH3ACHCTBUETO BHPXY IMa3zapa
clel BBBEKIAHETO HA HOBaTa TEXHOJOTHS (KOATO MOXe Ja Obae g00aBeHAa KbM
CBIIECTBYBAIIUTE WJIK MOXKE J1a 3aMEHU YacT OT TSAX WA BCHUKH).

[IpenmonoxkeHusTa OTHOCHO JBaTa ClieHapHsl TpsiOBa na ObaaT neTailiHo
OITMCaHHM U 000CHOBAHU B aHAJIN3Aa.

7.7. Pazxomnu.

AHanMM3bT HAa pa3XOAUTE MPHU OlLIEHKaTa Ha OIO/HKETHOTO BBH3JICUCTBHE € B
ChOTBETCTBUE C IMEpPCHEKTHBaTa Ha aHaiau3a. MeToauTe, M3MOJI3BAHM 3a OIIEHKAa Ha
pasxoaute, TpsAOBa /1a ObAAT SCHO OMUCAHU M 00OCHOBAaHU. AHAIU3BT HA PA3XOJUTE Ce
0a3upa Ha JNEWCTBUTENHATA IIeHa HA MPUIOOMBAaHE HA HOBAaTa 3/IpaBHA TEXHOJOTHUS OT
3aruramaniaTa WHCTUTYIUS U Ha JOMBIHUTEIHUTE Pa3Xxo/H, CBbP3aHU C OllCHsABaHaTa
3/IpaBHA TEXHOJIOTHSI.

[Ipu npencraBsiHe Ha MyOIMYHUTE pa3Xoau TPsOBa Ja ce rapaHTHpa, ye ToBa
ca JICCTBUTEIHUTE Pa3X0 Iy WIH CIIECTSIBAHUSA 3a IJIaTela.

B 3aBucuMoCT OT Bula Ha HOBaTa 3/JpaBHA TEXHOJIOTHSI € BaXKHO J[a CE OTTHIIAT
U BB3MOXHHUTE pPa3xoJd, CBbpP3aHHM C HEWHOTO BBBEKIAHE, BKIIOYUTEIIHO aKO €
HE0OX0aMMO 00yUeHHE Ha METUIIMHCKUTE CTICTIHAIUCTH WJIH MAIMEeHTa, KAaKTO U TPOMEHH
B IPUHITUINTE 32 AUATHOCTHUKA WIH IPYTH G YHKITMOHATHU IPOMEHH B 3/IpaBHATA CHCTEMA.

B ananuza Ha OrOKETHOTO BB3JIEHCTBHE PA3XOAUTE HE C€ JUCKOHTHPAT.
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IIpu ouenkara Ha oOwMTE AONBIHUTEIHM DPA3XOIU TpsAOBa Ja ce uUMa
peIBUI:

* pa3xo/AuTe, CBBP3aHU C HOBATa 3/JpaBHA TEXHOJIOTUS;

* JIOII'BJIHUTEITHUTE PAa3XOJd B CUCTEMaTa Ha 37paBEOIa3BaHETO, CBBP3aHU C
IpUJIaraHeTo Ha HOBaTa TEXHOJIOTUS;

* HaMaJsIBaHETO Ha Pa3XOJUTE, CBHP3aHM C HAMaJICHOTO M3MOJI3BaHE Ha
CBIIECTBYBAILUTE AJITEPHATUBH, AKO HOBATa TEXHOJIOTUS 3aMEHH HACTOSIINTE;

* HaMaJIIBaHE HA Pa3XOJAUTE, CBbP3aHU ChC CIECTABAHUS, KATO HAIIPUMED I10-
MaJIKO XOCTIUTAJIN3aLUH U JAp.

7.8. IlpencraBsHe Ha pe3ylTaTUTE.

B Tabnuuen Bua ce mpeAcTaBAT OpOSAT Ha MALMEHTUTE U Pa3XOAUTE ChC
3/[paBHATa TEXHOJIOTHSA, aKO 3]paBHaTa TexHoJorus ce peumOypcupa ("CBAT cbe
3[paBHaTa TEXHOJOTrHUA'") U OpOM MalMEeHTU U Pa3XOJy ¢ aITEPHATUBUTE, aKO 3paBHATa
TeXHOJIOTHs He ce peuMOypcupa ("CasT 6e3 3apaBHATA TEXHOJIOTUS").

Bw3aeiicTBueTo BbpxXy OroJUKeTa € pas3jinkara MeXAy JBaTa CLieHapusi BbB
BCSIKa OT ChOTBETHHUTE FOJIMHM Ha aHanu3a. ['onuHa 1 e mppBaTa mbjiHa KajeHJapHa ronHa
cJle]l B36MaHETO Ha pellieHUe 3a BbBEXK/IaHEe HAa HOBAaTa TEXHOJIOTHUSI.

[Tonmy4yenure pesynraTu cieqsa 1a ObaaT sICHO POPMYIIUPAHU.

7.9. Ananu3 Ha YyBCTBUTEJIHOCTTA.

AHanmu3bT Ha YYBCTBHUTEIHOCTTA TPsOBAa Ja OTpas3siBa BXOMALIUTE JaHHHU,
KOMTO UMAT Hali-TOJIIMO Bb3AECHCTBHUE BbpPXY pe3yirara. CTOHHOCTUTE OT AMANIa30HUTE HA
NPOMEHJIMBOCT Ha BXOJSIINTE JaHHHU M MPEIIOI0KEHUATA ClieaiBa Aa ObAaT moaOupanu
TaKa, 4e CbOTBETHO J1a M3UMCIIIBAT MUHUMAJIHATa U MaKCUMaJIHaTa POMSIHA B Pa3XOIUTE.
CrnenoBarenHo, aHAIM3BT HAa YyBCTBUTEIHOCTTA TPsIOBA /1a TECTBA BCHYKU HECUTYPHOCTH,
CBBbpP3aHM C H3UYHUCIIABAHETO HA pa3Mepa Ha MONyJalusITa, pa3npoCTPaHEHHETO Ha
yrmoTpebara Ha BCSAKAa TEXHOJIOTHWS, KaKTO M Pa3XOIUTe 3a yrmoTpeda W YCIOBHUATA 3a
penMOypcupaHe Ha pa3rilexkaaHuTe TEXHOJOTUH. AHAIU3bT Ha YyBCTBUTEIHOCTTA TPsiOBa
Jla TECTBA W LIEHOBHTE IMPEUIOKEHUS 3a 3/]paBHATa TEXHOJIOTHS, KOSITO Ja Ce OICHSBA.
WHTepBanbT, B KOMTO TpsiOBa Aa Bapupat BXOJSAIIUTE JaHHHU, € £20%.

IIpu orcbcTBME Ha TOYHM JaHHM 3a bbiarapus win pasidyaBaliy ce
IpeBapUTeHN U3UUCICHUS Hall-BaKHUTE BXOJAIIN JaHHU cjelBa Ja ObAaT OLlCHsSBaHU
B MHOTOINIOCOYEH aHAJIN3 HA YyBCTBUTEIHOCTTA Bb3 OCHOBA HA PA3JIMYHM M3TOYHHIM HA
JTAaHHU.

7.10. CunHM cTpaHH U OTpaHUYEHUS Ha aHAJIU3a.

CrenBa J1a ce mpeACTaBAT CUIHUTE U CIIa0UTE CTPaHU Ha MIPOBEACHUS aHAIN3.

Karo cunna ctpana Moxe /1a ce 0TOenexu:

- U3TI0JI3BaHE Ha JIOKAJIHU €MHUIEMUOJIOTMYHH JaHHU;

- BIMIUpaHe Ha MallMeHTCKATa MOMyJans OT BOJEIIN eKCIIEPTH B 00JIACTTa;

- OLEHKAa Ha HECHTypHOCTTa Ha BXOMSIIUTE JaHHM Ype3 aHaJlIu3 Ha
YYBCTBUTEITHOCTTA.

Karo cnaba ctpana Moxe Jia ce 0TOeNIekKu:

- IWTICa Ha JIOKAJTHH EMHUIEMHUOJIOTHYHY TaHHM;

- HEBB3MOXHOCT J]a ObJIaT OINpe/IeNIEHH Ma3apHUTE JSJI0OBE Ha aJITEePHATUBUTE.

8. JIOMbJIHUTETHYN aCleKTH Ha 3/IpaBHATA TEXHOJIOTHS.

AKo pelieHreTo 3a (PMHaAHCHpaHe Ha pa3riekaaHaTa TeXHOJIOTHs O1 MOTJIO J1a
JIOBeJie 1O 3HAYMTENHW pa3XOIy 3a MAlMeHTUTE WM aHAIM3BT Ha OIOHKETHOTO
BB3/ICHCTBUE C€ U3BBPILIBA OT HAKOJIKO MEPCHEKTHBH, HAIp., KOraTo (UHAHCHPAHETO Ha
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TEXHOJIOTHATAa OM MOTJIO J1a UMa 3HAYWUTEITHHU TOCIEACTBHUS 32 OOIIECTBEHUTE Pa3Xoau B
CEKTOpH, pa3IMYHH OT 3JPABEOINA3BAHETO, CleABa Jla Ce OOCHIAT 3aKIIOUYCHHSITA,
MOJIYYCHH B PE3yaTaT OT TE3W aHAIM3W, BKIIOYUTEIIHO BAXHUTE €TUYHU U COLMAIHU
aCIICKTH.

8.1. ETnuen anamms.

Tps6Ba na 6bIAT B3ETU MIPEIBU/ CIICTHUTE BHIIPOCH:

- KOM TpyInW TAaIMeHTH, aKO HMa TaKuBa, OWxa MoriIM na Obaar
00J1aro/IeTeJICTBAHU WU JUCKPUMUHUPAHU B PE3YNITAT OT MPEANOI0KEHUATA, Bb3IPUETH
B UKOHOMHYECKUS aHAIU3;

- TApPaHTHPAHO JIU €, Y€ JOCTBHIBT 0 MEIUIMHCKATa TEXHOJIOTHS € pPaBeH,
KOTraTo MOTPEOHOCTUTE Ca PaBHH;

- OYaKBa JIM C€ MaJika Tpymna Xopa Ja MOoJydd rojisiMa moJji3a WId I1oj3ara €
MaJjka, HO OT OOIIl XapaKTep;

- TEXHOJIOTUSITA TIPEICTABIIABA JIM OTTOBOP 3a XOpa ChC 3HAYUTEIIHU 3PaBHU
MOTPeOHOCTH, HA KOUTO B MOMEHTA HE Ce MpeJiara HUKaKbB HAJIMYEH HAYMH Ha JICUCHUE
Y YUWTO JOCTHII JO JICUEHHUE € OTPAHUYCH.

8.2. OpraHu3anMoOHHU ACTIEKTH.

Jla ce mpoBepH anu pelnieHrueTo 3a (GuHAHCHpaHe Ha OIICHSIBAHATA 3][paBHA
TEXHOJIOTHS OM 3acerHayio TeKylara OpraHu3aius Ha 3[paBHUTE YCIyrd. B 3aBucumMoct
OT BHUJAa M MOXE Jia € BAXKHO J1a ObJIaT OMUCAHU YCIOBUATA Ha HEWHOTO BbBEXKIAHE, HATIP.
HEO0OXOUMOCTTa OT 00Y4YEeHHE Ha MEePCOHA, MAlUeHTH WIH JIUIaTa, TPIKEIIH e 3a THIX,
Jna ObJaT MPOMEHSHU JAUATHOCTUYHHM MPUHIIUIN U CBBP3aHUTE Pa3xoJid, aKTyalu3alrus
WIM Ch3JaBaHE Ha HOPMATHBHU JIOKYMEHTH, Kacaellu AeHHOCTTa, CBbp3aHa C
MPUIOKEHUETO HAa MEIUIIMHCKOTO U3/CIIHE.

8.3. ConmaaHM acleKTH, IalleHT.

TpsbBa na ce oOMHCIM Janu pemeHrueTo 3a (MHAHCUpAaHE Ha OICHSIBaHATA
TEXHOJIOTHs OU MOTJIO Ja TOBE/Ie A0 HAKAKBU COLIMATHH MPOOJIEMH, BKIIOUUTEIHO:

- BB3JCHUCTBUE BBPXY HHUBOTO Ha YJOBJIETBOPEHOCT HA TAIMEHTa OT
MoJlydeHaTa MEAUIIMHCKA TPHXKA;

- 3amaxa OT OTXBBPJISIHE Ha TMpoIleaypara OT CTpaHa Ha ONpENeTIeHU

MalMeHTH,
- MOXe€ JI1 JIa IOBEJIE J0 UJTU JIa MPOMEHU CTUTMAaTH3UPAHETO Ha TAIMEHTHUTE;
- MO>K€ JIM J1a IPUYUHU MPEKOMEPHO OE3MOKONHCTRO;
- MOXKE JIH J1a JIOBEJE 10 MOPATTHU JUJIEMH;
- MOXe M Ja MPUYUHU TPOOJIeMH, CBBP3aHU ChC CEKCYaTHHS >KUBOT M
CEMENCTBOTO.

8.4. IIpaBHM acneKTH.

TpsibBa na ce omnpexenu nanu ymnoTpebara Ha TEXHOJOTHUATA Hajara
CIEIMalIHY U3MCKBAaHMsI, CBP3aHU C MpaBaTa Ha MAIUEHTUTE, HATIP.:

- HeoOXoIMMOCTTa OT TMpeAocTaBsiHe Ha cnenupuyHa uHboOpManus Ha
MaIUeHTa/00TPIKBAILIOTO JIHIIE;

- HeoOXOJMMOCTTa Ja Ce TapaHTHpa IMpPaBOTO HA JOCTOMHCTBO M JIMYHA
HEMPUKOCHOBEHOCT Ha MallMeHTa, KAKTO U IOBEPUTEITHOCTTA HA HETrOBUTE/HEIHUTE JJaHHU;

- HeoOXOoAMMOCTTa Na OBAAT OTYETEHW WHIMBHIYyATHHTE TPEATIOYATAHHS
Cclle]l IPEIOCTaBsIHE Ha MalMeHTa/00TpHrKBAIIOTO JIMIlE HAa MHPOpMaLUs, U3UCKBaHA T10
3aKOH.

MN3TOYHUK: MpaBHO-MHPOPMALMOHHHK cucTemu "Crnena”



TpabBa chiIo Taka Aa ce aHaIM3Upa Jald PEIICHUETO, MOTBBPKIaBallo
3/ipaBHATa TEXHOJIOTHS:

- He IPOTUBOPEYH HA 3aKOHOBUTE PErJIaMEHTH B CHJIa KbM MOMEHTA;

- U3MCKBA HSKAKBYM WM3MEHEHHUS HA CHINECTBYBAIIUTE 3aKOHH/TIOA3aKOHOBH
aKTOBE;

- OKa3Ba BIIUSIHUE BBPXY MpPaBaTa HA MALMEHT WK BbPXY YOBEIIKUTE MpaBa.

9. 3akmoueHue.

3akmrovueHusATa TpsiOBa J1a ce OTHACAT JO IeTa Ha aHaiw3a U TpsOBa 1a ca
MPSIKO CBBbP3aHU C MOJTYYCHHUTE PE3YATATH.

10. Ilpenopbku.

[IpenopbkuTe cneaBa JAa KacasT YCIOBUATa, NpPU KOUTO 3/paBHATa
TEXHOJIOTHS MOKE J1a HaBJIe3€ B KIIMHUYHATA MTPAKTHKA (0€3YCIOBHO WIIH TIPU OTIPEACIICHU
YCJIOBHS).

11. M3non3Bana iureparypa.

[Ipencrass ce onuc Ha U3MOJI3BaHATA B aHAJIM3A TUTEPATypa.

[Tpunoxenue Ne 2 xbM 1. 25a, ain. 3, 1. 5
(Hogo - JIB, 6p. 110 ot 2024 1., B cuna ot 01.01.2025 1.)

PBKOBOJICTBO OTHOCHO M3UCKBAHUATA KbM ChIbPKAHUETO HA aHAJIM3a 3a
OIICHKA Ha 3J[PAaBHUTE TEXHOJOTUH HA HOBA TPYIa/MOATPYHa/TpyIia Mo TeXHUICCKH
HM3UCKBaHMS MEIUIIMHCKN M3ACSINS, KaHAUIaTCTBAIIM 3a 3amuraniade or H30K

OCHOBHUTE pa3/ielii, KOUTO CJIe/IBa Ja ChAbpPKa AaHAIU3BT, Ca:

. OITMCAaHWE U TEXHUYECKHU XapaKTEPUCTUKHU Ha TEXHOJIOTHUATA;

. 37IpaBeH Mpo0JeM U TEeKyIlla KIMHUYHA TPAKTHKA;

. HacTosIIa yrnoTpeda Ha OICHsIBaHATA TEXHOJIOTHS;

. KaKBO € HE00XO0IMMO 32 U3IMOJI3BaHETO Ha 3[[paBHATA TEXHOJIOTHS;
. KIMHUYHA e()UKACHOCT, €()eKTUBHOCT 1 0€30I1aCHOCT;

. AHAJIU3 HA pa3xojHaTa e(heKTUBHOCT;

. aHaIU3 Ha OIOJKETHOTO BH3JACHCTBHE;

. TOTBbJIHUTEITHU aCIEKTU Ha 3/IpaBHATA TEXHOJIOTHS;

9. 3aKII0YEHUE;

10. npenopwku;

11. u3non3Bana aureparypa.

Nudopmanus, KoATo cienBa Ja ChabpkKAT TOPENOCOYCHUTE Pa3Aeiu:

1. Onrcanue U TEXHUYECKHU XapaKTEPUCTUKU Ha TEXHOJOTHITA.

1.1. XapakTepuCTUKH HA TEXHOJIOTHSTA.

Ja ce mpeacraBu AeTalIHO OMMCAHUE HA OLICHSIBAaHATA TEXHOJIOTHS:

- HaMMCHOBAaHHE Ha TEXHOJIOTHATA, HAUMCHOBAHHS HAa MEIHIIUHCKHUTE
u3enus (Mpu HeOOXOIMMOCT Ha OT/IEITHUTE KOMIIOHEHTH, YacT OT ISJIOCTHA CHUCTEMA),
KOUTO OMXa MOMNa/JHaK B 3asBEHATa TPYIa/MOATrpyIa/Ipymna mo TeXHHUECKA U3UCKBAHUS;
MPOM3BOJUTENH;, KJac, KbM KOWTO mnpuHamiexar; kox mo Global Medical Device
Nomenclature (GMDN); mnoka3aHus; MEXaHW3bM Ha JICWCTBHE, TEXHUYECKHU
XapaKTePUCTUKHA, CXEMH, CHHUMKH, Pa3BUTHE B HCTOPHUUYECKH IUIAH, Pa3HOBHUIHOCTH;
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aJIMUHUCTpUpaHe (MEIUIUHCKH CHEIHMAINCTH, MAUEHTH W OOrpHKBAIUTE I'M JIHLA);
NpeIMMCTBA Ha 3/JpaBHATA TEXHOJIOTHs, BKJI. 1AM € UHOBATHUBHA, HJIU CE M3I0JI3Ba B IPYTU
CTpaHH.

1.2. PerynaTopeH cTaTyT Ha TEXHOJIOTHSTA.

Jla Obae omMcaH peryjJaTOpHMAT CTAaTyc Ha 3JpaBHaTa TexHousiorus. [lpu
HAJIMYHA Beue OA00peHHs Ja ObJaT NpEeACTaBeHH CTPaHWTE, B KOWTO 3]paBHATa
TEXHOJIOTUSl € OJ00peHa, WIM aKko € HaJW4Ha, Ja ce NpeAcTaBd UHpopMauus 3a
IPEJCTOSIIMU IPOLEAYPHU 32 0100pEHUE.

1.3. EkcrimoaTalluOHEH MEpHO/T U TapaHIusl.

Jla ce mpenoctaBu “HGOpPMAIHS 332 IPAaBUIHA TEXHHUECKA €KCIUIoaTalus Ha
3IpaBHaTa TEXHOJIOTUS M YCJOBUSA 3a ONTHUMaNHO (yHKUMOHMpaHe. [la ce mocoun
uHpopManus 3a HeoOXoauMma MOAAPHKKA M OTTOBOPHM 3a Hes JIMIA; YecToTa Ha
HOJIPBIKKA; IPOLIETyPH, CBBP3aHU ChC CTEPHIIN3ALUS U YECTOTA HA CTEPUIIN3ALIUS.

2. 3apaBeH npobJieM U TeKylla KIMHUYHA MPaKTHKa.

2.1. O6m mperuen Ha 3a00IsIBAHETO.

Onwucanue Ha 3apaBHHS MpoOiieM Ha 0Oa3zaTa HAa HAJSKIHM W3TOYHUIM HA
uHpopMalus, KakTO M SCHO MO3MIMOHMpaHE Ha 3JpaBHAaTa TEXHOJIOTUS B
TEpaneBTHYHUTE/ TUAarHOCTUYHUTE TIPOIIECH Ha aAHAJTU3UPAHOTO 3abojsBaHe. AKO
OlLIEHKaTa ce OTHAacs 10 creuuduyuHa TapreTHa IOIMyJAlus, ce NpPeAcTaBs HaKpaTKo
onrcaHue Ha 3a00JSIBAHETO, TIOCIIEBAHO OT JeTaliTHa MHPOpMaIus, Kacaela TapreTHara
HOIyJIalUs.

2.2. EnuieMuoIOrndHy JaHHH.

Jla 6b1at npeoCTaBeH! aKTYaJIHU eMUeMHUOJIOTHYHHU IaHHU € aKIEHT BbpPXY
Oparapckara monyianus (TP HAJWMYUE HA JIOKAIHU CNHAJEMHOJIOTUYHU JIaHHH).
Heobxonumo e na ce mpeacraBu 3aboisBaHETO M OT IVIEAHA TOYKA Ha OOLIECTBEHOTO
3/1paBe (COIMATHO-MKOHOMHYECKA TEXKECT).

2.3. TaprerHa nomynanus.

Jla ce omuiie meneBara MOIYyJAHs, MPH KOSATO IIE C€ MOJ3Ba OICHsSBaHATA
TEXHOJIOTUSI.

AKo olleHsIBaHAaTa TEXHOJIOTHS IIE CE€ MOJI3Ba B KOHKPETHA CyOITOIyIaIus ot
NalMeHTH, TUarHOCTUIMPAaHU C JaJeHo 3aboJisgBaHe, Jla ce IocoyaT KPUTEpUUTE 3a
YCTaHOBSIBAHE Ha OICHSBAaHATA CyOMOITyIaIHsl.

2.4. Jleuenue Ha 3a00JI1BaHETO.

Jla ce omumar NpEeNoOpBKUTE 3a JiedeHHWe Ha Oa3ara Ha OCHOBAaHM Ha
JI0Ka3aTeicTBa KIMHUYHM TPENoOpbKU W PBKOBOACTBA. Jla ce omumar pasiuyHHUTE
JICYSHHS, TIPETIOPhYaHU B OBITApPCKUTE M €BPONEHCKHTE KIMHWUYHH IPETOpbKH. ToBa
OIKCaHME ClIeABa TOYHO JIa IPEJICTaBs AITOPUThMA U METO/Ia Ha JIeUeHHE Ha CbOTBETHOTO
3a00JIIBaHE U TapreTHA rpyma.

2.5. AnTepHaTUBHU 3/IpaBHU TEXHOJIOTHH.

Jla Obmar pasriegaHd BCHYKH TOTEHIMATHH AalTepHATHBHU 3JpPaBHH
TEXHOJIOTUH, KOMTO CE 3aIjamar oT IJiaTela 3a JeueHHe Ha ChbOTBETHOTO 3a00JisiBaHe U
TapreTHa Tpyma MalueHTH.

CrnenBa na ce mocoyaT HEYAOBJIETBOPEHUTE MOTPEOHOCTH Ha MAllUEHTHTE B
KOHTEKCTa Ha OIICHSBAaHATa TEXHOJIOTHS ¥ IIOJI3BAHUTE KBM MOMEHTA TEpareBTHYHU
MOJIXO/IH.

AnTepHaTHBa 3a CpaBHEHHE Ha OIICHSBaHATa TEXHOJIOTHS TpsAOBa na Obie
ChIlleCTBYBaIlla (aKkTyaslHa) JIEKapCTBEHa Tepamus, MOpoleaypa WM ChIIECTBYBaIla
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rpyna/nmoArpyna/rpyna no TEXHUYECKH HW3UCKBAHUSA, KOUTO B MEAMLMHCKATa IPaKTHUKa
Ouxa OMJIM 3aMEHEHU OT OLIEHSIBAHATA TEXHOJIOTHS.

3. Hacrosia ynorpe6a Ha olLieHsIBaHaTa TEXHOJIOTHSL.

3.1. Hacrosima ynorpe6a Ha TEXHOJIOTHATA.

Jla ce mocouu Aainy TEXHOJOTUATA € IPUIIOKEHA U aKo €, B KOU €BPOIECHCKH
CTpaHH U 32 KO TEpaNeBTUYHH MTOKa3aHMs € ITyCHATa Ha Ma3apa u/Win B ICHCTBHE.

3.2. JIppkaBu, B KOUTO TEXHOJOTMSTA CE 3alulallia OT 3JPaBHU CUCTEMHU U
donIOBE.

Ha ce onmue peMMOYpCHMAT CTaTyc Ha 3JipaBHaTa TexHosiorus B EBpomna,
TEpaneBTHYHU TOKa3aHUs, PECTPUKIMM W HHUBO Ha peumOypcanus, oOoOIIeHue Ha
IPENOpPBKUTE 3a peuMOypcupaHe, Jalu peuMOypcauusaTa € 3a BCUYKU TEpaleBTHYHU
MOKa3aHUsA, MJIM CaMO 32 KOHKPETHHU TE€PANEeBTUYHU MTOKA3aHUS B IPYTUTE IbPIKABH.

4. KakBo € He00X0AMMO 3a U3I0JI3BAHETO Ha 3/IpaBHATA TEXHOJIOTUA?

4.1. I3uckBanus 3a ynorpeoa.

Jla ce mpenoctaBu MHGpoOpMalUs Aajdd 3paBHATa TEXHOJOTHs €€ M3IO0JI3BA
CaMOCTOSITEITHO, HJIM B KOMOWHAIIHS C IPYTO MEAULIMHCKO U3JCIHE, JIEKAPCTBEHA TEPaITus
WM Tpouenypa. AKo 3a 3JpaBHaTa TEXHOJIOTHUS MMa MPUIOKEHH JOIBIHUTEIHU
CIEIMaJIHU YCJIOBHS 3a U3MOJI3BaHe, Clie[[Ba T€ 1a ObAAT NPEeA0CTaBEeHH (BKII. YCIOBUSATA,
IPY KOMTO 1€ CE U3I0JI3BA; OTPAHUYCHHUS 32 CIIELUAINCTH U JIMIla, KOUTO UMAT IPaBo Jia
s U3M0JI3BAT).

Cnena npa ce mpeactaBu HMHGOpMAlMsl OTHOCHO H3CJEIBaHUATA U
NPOCIIEASBAHETO HA MAUEHTUTE, KOUTO M3MOI3BAT TEXHOJIOTUSATA.

4.2. Heo6xoauMu npoueaypy 3a U3MoJa3BaHe Ha TEXHOJIOTUATA.

Jla ce mocouu nanu mpoueaypara € pa3paboTeHa KOHKPETHO 3a camMara
TEXHOJIOTHS, WM € MPOBEXkAaHa U IIPeIy TOBa C APYrH TEXHOJIOTUH.

OmnwucanueTo Ha MpoleaypaTa BKIIOUBA CISIHUTE XapaKTePUCTHKH: HAYWH Ha
NPUIIOKEHNE; MPOABIDKUTETHOCT; POl Ha BCEKHM CIELHUAIIUCT, KOWTO ydacTBa B Hes;
HeoOXo/MMa cpefia 3a M3BHPIIBAHETO M; YeCTOTa Ha M3BBPIIBAHE HA NpOIEaypara Iio
BpEMe Ha JIEUeHHETO; HEOOXOAUMOCT OT aHECTE3Usl.

4.3. VluBecTULINU U OpTraHU3aLIUs.

CnenBa npa ce mpenocrtaBd HMHPOpPMAaLUs 3a WHBECTHLIMH, KOWTO ca
HEOoOXOUMH, 3a Jla Ce M3IO0J3Ba TEXHOJOTUATa (JOIBIHUTEIHN PECypcH, HyXKJaTa 3a
KOMTO I1I¢ Bb3HUKHE IIPU BBBEXKIAHETO HA 3/]paBHATA TEXHOJIOTHS).

B T1.u. cnenmBa nma ce omumar AOMBIHUTEIHUTE YMEHHUs, OOydeHUS U
KBaJTM(UKAIMY, KOUTO I1I€ ca HEOOXOAMMHU Ha 3]JpaBHUTE CHEIMAIMCTH, 33 Ja MoraT Ja
aJIMAHUCTPUpAT 37paBHaTa TexHoiorus. CbhI0 Taka TpsAOBa Ja ce€ NPEACTaBAT
JIOII'BJIHUTENTHUTE YOBELIKU PECYPCH, KOUTO CE€ OYaKBaT MPHU BHBEXKJIAHETO Ha 3/IpaBHATA
TEXHOJIOTHUS (HATP. HOBU CITYKHTEIH).

CrnenBa na ce omumiar MPOMEHHTE Ha HACTOSIIMTE YCIOBHSA, KOUTO Ouxa
MOTJIM Jla HACTBIAT W3BBH OOMYaifHaTa KIMHWYHA TPAKTHKA CIIeJ BBBEKIAHETO Ha
31paBHaTa  TexHojorus  (Opoil  u3cneABaHWsA,  JONBIHUTEIHO  OOOpYABaHE,
uH(ppacTpyKkTypa u ap.).

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

5.1. Unentudunupane u cenekuus Ha MpoyYBaHUITA.

OcHoBHaTa 1en € Aa ce WACHTU(UIHUPAT BCUUKU KIMHUYHU MPOYYBAHMUA,
BKITIOYBAIIM OIEHSIBaHATA 3[paBHa TexHojorws. [IpenmymiecTBeHo cienBa ma ObaaT
BKJIIOYEHU DaHIAOMHU3UPAHUTE W3MUTBaHMS, KOMTO CpaBHJIBAT HOBAaTa TEXHOJOTHA C
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OCHOBHATa ajTepHAaTHBAa. AKO HE C€ OTKPUAT JUPEKTHU PaHIOMMU3UPAHHU CPAaBHEHMS,
TpsiOBa Ja ce NpoBeAE THPCEHE 3a HEPaHIOMU3MPAHM H3NMUTBaHHS (0OCEpBallMOHHU
IIPOYYBaHUs, IPOYYBAHUSA C €JHO PaMo U Jp.).

[IpencraBs ce WbBIEH COUCHK HA HMACHTH(GULIUPAHUTE W3MUTBAHUS,
BKJIIOYBALIY KaHUAATCTBAILATA TEXHOJIOTUSI.

[TonGopsT Ha mpoyuBaHUsATa cienBa Aa ObJE W3BBPIIEH Bb3 OCHOBAa Ha
KPUTEPUUTE 3a BKJIIOYBAHE M HU3KIIOYBaHE, M30paHU IpPEIu 3alo4yBaHe Ha ThPCEHETO
(onrcanu moapoOHO B T. 5.2).

IIpencraBar ce M3TOYHULUTE HA MHGOpPMALMA 32 KIMHUYHUTE MIPOYYBAHUS.
[penoppruntenuure 6asu nanau ca: PubMed, Cochrane Library, ClinicalTrials.gov,
European Union Clinical Trials Register, EMBASE.

CrnenBa na ce oTyere HEOOXOAUMOCTTA OT JOIBJIHUTEIIHO WACHTU(DHUIIMPAHE
Ha JI0Ka3aTeJICTBA C [IOMOLITA Ha CIEIHUTE METOM:

- KOHCYJITAIlUH ¢ KIMHUYHH €KCIIEPTH;

- HECHUCTEMaTHUYHO TBhPCEHE Ha JaHHM, NMYOJMKYBaHM B CIELUAIN3UPAHU
crnucaHusi B 00OJjacTTa Ha OIEHsBaHaTa TEXHOJIOTMS, HO KOUTO HE ca BKJIIOYEHU B
NOJI3BaHUTE 0a3u JaHHU C MEAMLIMHCKA MH(pOpMaLus;

- YCTaHOBSIBAHE Ha KOHTAKT C aBTOPH HA KIIMHUYHU U3IMUTBAHUS;

- [I0JI3BaHE HA UHTEPHET ThPCAUKH;

- KOHCYJITAllu! C POU3BOJIUTEINH.

[IponecwT, BoJEIL 10 OKOHUATETHUS 000D, ciie/Ba Aa Obje NpeICTaBeH M0
¢dbopmara Ha quarpama cbriiacHo ykazanusita Ha PRISMA.

5.2. KnuHu4yHM npoyyBaHusl.

OcBeH mpencTaBsHETO B TaOJIMUYEH BHJI HAa BCSKO €JHO OT MPOYYBAHUATA €
HE00X0/IMMO U MOAPOOHO ONUCAaHHE HAa KPUTEPUMTE 33 BKIIIOYBAHE M M3KIIIOUBAHE NPHU
n300p Ha KIMHUYHUATE TIPOYYBAHUSI.

5.3. OCHOBHU XapaKTEPUCTUKU HA IPOYUBAHUATA.

B TtabmuueH BuA Ja ce MNPEACTaBIT OCHOBHUTE XapaKTEPUCTHUKU Ha
NPOYYBAHUATA - UACHTU(PHUKAIMOHEH HOMED, 11eJ1 Ha IPOYYBAHETO, KpalHU TOUKH, AU3alH
Ha TPOYYBAHETO, YYACTHUIIM, KPUTEPHUU 32 BKIIIOYBAHE W M3KIFOUBAHE, HHTEPBEHIUS U
KOoMIIapaTop, Opoii IEHTPOBE Ha MPOYYBAHETO, PE3YNTATH 110 KPaHU TOUYKH U MEPUOJ Ha
pocieIsBaHe.

5.4. PezynTatu 3a epuKacHOCTTA.

HezaBucumo oOT mnocodueHHWTE pe3ylaTaTd B TaOMUYHMS TMIperjes Ha
U3MUTBaHUATA B TO3M pasjien TpsAdBa MoApoOHO Ja ObAAT M3SICHEHU M HIIOCTPUPAHU
BCUYKHU pe3yaTaTH oT TAX. Mmoctpanusara Moxe Aa chabpka AOMBIHUTEIHHU TaOIMIIH,
burypu u ap.

[IpropuTeTHO 3HaU€HKE NPYU OLIEHKATa Ha 3/[paBHUTE MOJI3U Ha TEXHOJIOTHUATA
TpsiOBa Ja UMaT KJIMHUYHO 3HAYUMU PE3YJITaTH, KOUTO ca ¢ KJIF0YOBa BAXKHOCT 3a 1aJICHOTO
3a0oJIsiBaHe WM UHTepBeHIMs. [loKkiiaBaHUTE pe3ysTaTi TpsOBa:

- 1a ObJ1aT AeUHUPAHHU U MOSICHEHHU OT TJIe/IHA TOYKA HAa KOHKPETHUS 3/IpaBeH
npo0Jem;

- Ja OTpa3dBaT Hai-Ba)KHUTE acleKTU Ha 3JpaBHUSA MPOOJEM U B CHLIOTO
BpeMe Jla TO3BOJISIBAT Ja C€ YCTAHOBST BB3MOKHUTE PA3JIMKU MEXKAYy CpPaBHSBAHUTE
TEXHOJIOTUH;

- 1a ObJaT Ba)KHU 3a B3€MaHE HA KJIMHUYHU PELICHUS.

5.5. Pesynraru 3a 6e3omacHoOCTTA.
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[IpenocraBs ce o00oOmeHne Ha ChOOpakeHHsATa 3a OE30MacHOCT,
BKIIFOUUTEIHO BAKHU HUIACHTH(PHUIMPAHU PHCKOBE, BAXKHHM TOTEHIMAIHU PHUCKOBE U
JuncBaia nHpopMals, OTHOCUMH KbM 3/IpaBHATa TEXHOJIOTHSI.

Jla ce mpenocTaBAT JaHHU 3a BpEME Ha €KCIIO3UIUSl KaKTO Ha OLICHSIBAHOTO
MEAMIIMHCKO U3JIeNNe, Taka U Ha U30paHUTE aJITEPHATUBHU - HATIP. THU, CEAMUIIN, MECEIH,
TpalHO UMILUIAHTUPAHU.

Ja ce npeacraBu nHpopMalus 3a CbOTBETHUTE KpailHU TOYKH, METOJUTE 3a
chOupaHe W aHanu3 Ha JaHHWTE. [IpefcTaBeHHWTe JaHHU OT MPOYYBAHETO CIleABa Ja
OTpa3sBar pe3yJTaTUTe 3a 0€30MaCHOCTTA Ha 3/IpaBHATa TEXHOJIOTHUSI.

AKo uMa pe3yaTaTH, MPOYYBaHUS WIM pamMeHa OT MPOYYBAHUATA, KOUTO ca
M3KIIIOUYEHU OT OOOOIIEHHETO Ha pe3yiaTaTHTE 3a 0€30IacHOCT, Jla Ce MPEACTaBU sICHA
000CHOBKA 32 TO3U H300p.

Ha ce mpenocraBu uHpopMmaius 3a Oposi Ha NAIUEHTHTE, KOUTO ca
MPEYCTaHOBUWIIN TPAlHO UJIM BPEMEHHO CBOETO JICUCHHE.

B Ttabnuuen Bux ga ce mpenoctaBu MHGoOpMaius 3a Oposi Ha HEXKEIaHUTE
CHOUTHS, TSIXHATA TEKECT U YECTOTA Ha MOsIBA, U3Pa3€HA B MPOIECHTH.

5.6. Pe3ynraru 3a Ka4eCTBOTO HA KUBOT.

Jla ce mocoun BIMSHHMETO HA aHAIM3UpaHaTa 3JpaBHA TEXHOJOTHUS CIPSIMO
TOBa Ha AJNTEPHATUBUTE BBPXY CIEIHUTE ACIEKTH, CBbP3aHU C KAau€CTBOTO HA YKUBOT
(QoL):

- Ka4eCTBO Ha KMBOT, CBBP3aHO Che 3apaBeTo (HRQoL);

- HRQoL, cienn¢puvHo 32 ChOTBETHOTO 3a00JIsIBaHE;

- paboTOCIIOCOOHOCT;

- U3BBPIIBAHE HA OOMYANHUTE €KEAHEBHU JTEHHOCTH.

5.7. Pe3ynratu 3a epeKTUBHOCT C JaHHHU OT peajHaTa KIMHMYHA MPaKTUKa
(RWD).

HeoOxomuMo e f1a ce oleHAT e)eKTUTE Ha U3CJIeBaHaTa 3/IpaBHa TEXHOIOT U
BBPXY KQUECTBOTO M IPOIBIKUTEIIHOCTTA HA )KUBOT HAa AIMEHTUTE B peaJlHaTa KIIMHUYHA
MpaKTHKa.

JlannuTe, cBbp3aHU ¢ €PEKTHBHOCT, CJIe/IBa Ja C€ MOJ3BaT OT HAJEkKIHO
MpoyuYBaHe, MPOBEICHO B YCJIOBUS Ha peajHa KIMHUYHA MpaKTUKa (JaHHU OT peasHus
car, Real World Data - RWD; nokazarencta ot peannus cst, Real World Evidence -
RWE). Te Morar i1a 6bJ1aT MPOCIEKTUBHU U PETPOCTIEKTHUBHH MPOYYBaHUs (IparMaTHYHU
PaHIOMU3UPAHU KIMHUYHHU W3MHUTBAHUSA, OOCEpPBAIlMOHHU TMPOYy4YBaHUS W Oa3u JIaHHU,
BKIIIOUMTEJIHO PErHCTPU Ha marueHTu, 6a3u nanHu Ha M3/H30K u npyru uHCTUTYLIUH,
MEJUIIMHCKU HAYYHU U3CIICIBAHUS ).

B Hskou crmydaum e mo3BOJIEHO Ja OBAAT B3€TH MPEIBUJ HEMyOTUKYBaHU
KJIMHUYHU JTaHHU, CBBP3aHU ¢ €(hUKACHOCT WK €()EeKTUBHOCT B KIMHUYHUS aHAN3. BbB
BCEKH CITyYaii OIleHKaTa Ha e()eKTUBHOCTTA Clie/[Ba J1a ObJIe Bb3 OCHOBA HA JI0KA3aTEJICTBO
C Hal-BUCOKO HHBO Ha JOCTOBEPHOCT. TpsOBa na ObIe MpeaocTaBeH KOMEHTap 3a
CTETEeHTa Ha ChbOTBETCTBUE MEXKY €(DUKACHOCT U e(DEeKTHUBHOCT.

Pesynrtarure, qOoKIaBaHM OT MAIIMEHTHUTE, Ca BAYKHA YACT OT OIlEHKAaTa KaKTO
Ha KJIMHUYHATa e()EeKTUBHOCT, TaKa U Ha CBHP3aHOTO ChC 3]PABETO KAYeCTBO HA KHUBOT.
PesynratuTe, nOokIagBaHW OT MAIMEHTHTE, BKJIIOYBAT OONIM W/WIM CICIU(PUIHH 3a
CHCTOSIHUETO JJaHHH, MEPKH 3a Ka4eCTBO Ha JKUBOT, CHMIITOMH WU (PyHKIIHH.

B anamm3ute TpsOBa 1a ce 0TOENEKH Kora U KakK ca OICHSIBAaHU PE3YNITATHTE,
JIOKJIaJIBAHU OT MAlIUEHTHTE.
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Jla ce mpeacTaBu cxemaTa, 10 KOSITO ca OICHIBAHH PE3YJITaTHTE, JTOKIaIBaHH
OT MalMEHTUTe (Hampumep cboOmaBanu oT yuactHuuure, QALY, BU3yamHO-aHaIoroBa
CKayia Ha 0oJIKaTa, TeCT 3a 3pUTENIHA OCTPOTa, 6-MHUHYTEH TECT 3a XOJeHE U 1p.). Bcuukn
U3MEPUTENIN Ha pe3yNTaTuTe, JOKJIAaJBaHU OT MalMeHTa, TpsAOBa Aa OBbJAT MOCOYECHU
(mamp. EQ5D, HUI).

5.8. CpaBHuTenHa epUKaCHOCT, €PEKTUBHOCT M OE30MACHOCT - METaaHAIHU3U
Y MHIUPEKTHU CPaBHCHUSI.

[Ipu roxsim Opoll KIMHUYHM MPOYYBAHMSA, BKIIOYBAIIM €IHA M ChIIA
NAalMeHTCKa TomyJamnus, OOmM KpailHM TOYKM W  OICHSABAaHU TEXHOJOIHH,
OPENOPBHUUTENTHO € MPEICTABIHETO Ha MeTaaHAIW3, OOCAMHSBAIl IAHHUTE OT TE3U
POYYBAHHS.

[Tpu cbMHEHHSI OTHOCHO Ka4eCTBOTO Ha M3MHUTBAHUATA WM PEIEBAHTHOCTTA
Ha KOHKPETHH MPOYYBAHUs clie/iBa Ja ObJaT MpeICTaBeHU Pe3yNITaTH OT METaaHaJH3H.
CnenBa na ce mpeacTaBd IMOAPOOHO ONKMCAHUE HA KPUTEPUUTE 32 BKIIOYBAHE U
U3KIII0YBAHE HA ChOTBETHHUTE MPOYYBAHUS IIPU METAaaHATHN3a.

B oTchCTBHETO HA MIPEKH CPABHUTEIHU KIMHHYHYU M3MUTBAHUS, KOUTO MPSIKO
Jla CpaBHsIBAT OIICHSBaHATA 3J[PaBHA TEXHOJIOTHS M KOMIIapaTopa, ce Mpernopbysa Ja ce
U3BBPIIM KOCBEHO CpaBHEHHE (MpEXOBHM METaaHAIU3, HWHIUPEKTHO CpaBHEHUE).
Meromonornyeckara M KIMHAYHATA €JHOPOJAHOCT Ha MPOYYBAHMATA, BKIIOYCHH B
CpaBHEHHUETO, TPsIOBa Ja Ob/Ie IPEIBAPUTEITHO OIIEHEHA U J1a € OOMHUCIIU JaJI € BaJTUIHO
KOCBEHOTO CpaBHCHHE.

VYcTaHOBSIBAHETO Ha W3MUTBAHHMATA, KOWTO Ja OBJAT H3MOJ3BAHU IPH
KOCBCHOTO CpaBHEHHeE, TpsiOBa aa Oblle Bb3 OCHOBA Ha CHCTEMAaTHYCH IIpErjie].
[IpenopbuunTeneH € 3abJI00YEH aHaIM3 HAa METOOJIOTHSITA, N3II0JI3BaHa B TPOYYBAHHATA,
KaKTO ¥ aHaJM3 Ha Pa3JIM4MsATa B MOIyJAIUATA, 3]paBHATA TEXHOJIOTUS B PeEPEHTHOTO
paMoO W TpPOyYBAaHWTE KpallHM TOYKU. YCTAaHOBEHUTE pa3IMKH TpsOBa na Obaar
IpeCTaBeH! B TabIu4Ha popma.

HenpsikoTo cpaBHEeHHe TpsOBa Aa ce M3BBPIIM C HM3MOJI3BAaHE HA METO[IH,
KOpUTHpaHM 3a pe3yiTara, MOoJlyueH B KOHTpOJHaTa rpymna, Hamp. Metoga Ha Bucher,
Bayesian meTo[ 3a cMeceHO CpaBHEHHE Ha TepanusTa, MeTaanaian3 Ha Lumley mpexa mim
metaperpecusi. Koraro ce usnomnssa Bayesian moaxon, TpsiOBa 1a ce 00bpHE cCHEMaIHO
BHUMaHHE, 32 JIa C€ MPOBEPH BATUIHOCTTA HA PE3YJITATHTE.

Korato He € BB3MOXXHO Ja ObJ€ HM3BBPLIEHO KOCBEHO CpaBHEHHE upe3
OOMKHOBEHO peQepeHTHO paMoO (HEKOHTPOJHMpPAHU MpOYUBaHMs), MOXe Ja Objaar
OOMUCIIEHH JPYTH METOJIU, BKIIOUUTEITHO:

- CpaBHEHHE Ha TPYIH OT Pa3IMYHH MTPOYIBAHHUS;

- CBIIOCTABUTEJIEH aHAJIN3 C UCTOPHUUECKU KOHTPOJIHU;

- KOCBEHO CpaBHEHHE, KOPUTHPAHO 32 HAIlaCBaHE;

- CpaBHEHHE Ype3 U3IOJI3BAHETO HAa MHMBHIYaIHHU JAHHU Ha HUBO IMAIHEHT.

[Ipeqn 3amouBaHe Ha W3YHCICHHATa TpsiOBa ga ObgaT 00OCHOBaHU
KpUTEepUUTE 32 M300p Ha crneuupuyeH aHaTuTHYeH MeToJ]l. OKOHYaTeNHUAT u300p Ha
AHAJTUTHYHKS METOJ ClieBa Ja Objae Oa3upaH Ha BU/Ia HaJIWYHU JaHHU. Pesynrature oT
BCSIKO KOCBEHO CpaBHEHME TpsIOBa Jja ObJIaT THJIKYBaHH BHUMATEIHO. BB BCHUKH CiTydau
Ha KOCBEHHM CpaBHEHHUs TpsiOBa 1a ObJle HAMpaBeHO 3aIbJIIO0OYECHO THIKYBaHE Ha
pe3yiITaTUTe 3aeHO C ONHMCAHWE HAa OTPAHUYEHUATa U aHAIW3 Ha YYBCTBUTEIHOCTTA,
NPEJCTaBA] BB3JCHCTBHETO OT BKJIIOYBaHE W W3KIIOYBAHE Ha TIPOYYBAHUS ChC
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3HAYUTEIIHU OTKJIOHEHUS [0 OTHOIIIEHHE HAa METOJI0JIOTHUATA B CPABHEHUE C TPOYUBAHUSTA,
U3II0JI3BaHU B KOCBEHOTO CPaBHEHHUE.

5.9. CuiiHM CTpaHU U OTpaHUYCHUS HA aHAIU3A.

Jla ce mpexacraBu 0000IIeHNE HA PE3yATATUTE U JIOKA3aTEJCTBATa, KaTo ce
B3eMaT MpeABUJ KadyecTBOTO Ha M3CJEABAHETO, BAJIMIHOCTTA HA M3IOJI3BAHUTE KpalHU
TOYKH U CTEIIEHTA Ha J0Ka3aTeJICcTBaTa.

Jla ce mpeacTtaBu KpaTKO HM3JIOKEHUE Ha JIOKa3aTejcTBaTa 3a o0XBaTa Ha
OlLICHKaTa, KaTO Ce€ B3€MaT NpEABUJ IOIMYJaLUATa, UHTEPBEHLMATA, aNTEPHATUBUTE U
pe3ynTaTuTe.

Jla ce npeacTaBAT KIMHUYHUTE MOJ3U 32 NAl[UEHTA.

Jla ce ompenensT BCUUKH (aKTOpU, KOUTO OMXa MOTJIM Jia MOBIUSAT BbPXY
pe3yaTaTUTe OT MPOyYBaHUATA IPU BHBEKJAHE HA 3/[paBHATa TEXHOJIOTMS B KIMHUYHA
MPaKTHKA.

6. AHanu3 Ha pa3zxogHaTa e()eKTUBHOCT.

6.1. Onucanue Ha MPOBEICHUTE WKOHOMHYECKHU aHAJIM3U C OICHSIBaHATa
3/lpaBHA TEXHOJIOTUS B JPYTU AbprKaBH.

Koraro mma mnpoBeneHu 30paBHO-UKOHOMHUYECKH OILIGHKH WM (apMako-
MKOHOMMYECKHU aHAJIM3U C OLIEHSIBaHAaTa 3/IpaBHa TEXHOJIOTHS 32 LIEJIUTE Ha IPYTH CUCTEMHU
Ha 3JIpaBeolia3BaHe, T€ clie[iBa ga ce onumar. [IpemopbuuTenen e TabiuueH BHUJ Ha
ONMCAHUETO U JieTailyiHa nucMeHa uHopmanus. B tabnuuen Bua cieasa Ja ce MOsSCHAT
CJIETHUTE TaHHU:

- U3TOYHUK Ha MPOYYBAHETO;

- 11eJ1 Ha TIPOYYBAHETO;

- UBIOJI3BaH METOJ/METOJM Ha IPOYYBAHETO, BKIFOYUTETHO IPHIIOKEHO
MojieNIipaHe (aKko uma);

- CpaBHSIBaHU AJITCPHATHBH;

- U3MEPUTENINTE Ha pe3yATaTuTe (KIMHUYHU TOKa3aTeln, KaueCTBO Ha JKUBOT,
J'BJITOCPOYHU PE3YITATH U JIP.);

- pe3yJITaTu OT aHaJIN3a;

- 3aKJII0YEHHE HA aBTOPUTE.

[Tonmyyenure pesynratu cienBa Ja ObJaT KOMEHTHPAaHU M OTHECEHH KbM
OlICHKaTa Ha HacTosIara 3apaBHa TexHojorus. llo-cnenuduynure pesynraTtd wid
UHTEpIpeTalys Ha JaHHUTE U pe3y/ITaTUTE cie/Ba J1a Ob/aT MOsSCHEHU U KaTo TEKCT.

6.2. Omnucanne Ha TyOJWKYBaHM OIICHKM Ha 3JpaBHAaTa TEXHOJOTHS,
U3BBPIICHU OT AbPKaBHU MHCTUTYIMH 32 IEIWTE Ha Jpyra HallMOHATHA CHCTEMa Ha
3/1paBeora3BaHe.

Tps6Ba 1a ce MpeaoCTaBsT JaHHH 32 BCHUKU IbP>KaBU, B KOUTO TEXHOJIOTHATA
e Ouia oleHsBaHa.

JlaHHuTEe 32 U3BBPLICHUTE OLEHKU CleJBa Ja BKJIIOYBAT ClEAHATA
uH(popMaLus:

- HHCTUTYLIMATA, KOSATO € U3BBPIINIA OLIEHKATA;

- MepCIeKTHBaTa Ha olleHKaTa (myOnuyHu (OHJIOBE, CHEUAIHA CUCTEMH 3a
¢uHaHCHpaHe, 001IeCTBO U 1p.);

- IOKa3aHMETO, 32 KOETO € U3BbpIICHA OIICHKATa;

- 3aCETHATO HACEIICHHUE;

- CpaBHSIBaHU AJITCPHATHBH;

- IPUJIO’KEHU METOIH 3a OLIEHKA;

MN3TOYHUK: MpaBHO-MHPOPMALMOHHHK cucTemu "Crnena”



- KOraTo MMa BKJIFOUEHH CXEMH 3a JOCThII Ha NAllUEHTHUTE, T€ ChLIO TPsOBa Aa
ce 1ocoyar;

- B3€TO pelleHHe (BKIIOYUTEIHO OIPaHUUYCHUATA, KOUTO ca CBbP3aHM C TOBA
pelieHue);

- Jla ce MOSACHU JajJM B3€TOTO pEIlEHHE € OKOHYATEIHO, WM TEeXHOJOTHUITa
MOJJIEXKU HA JIOI'BJIHUTEIHO MPOCIIEsIBAHE.

Benuku pemieHust Ha Abp)KaBHUTE MHCTUTYLUU TpsiOBa Ja ce MPHIIOXKAT C
HNOIXOAALINTE pedepeHIMd U J1a C€ MPUIIOKH JTOKYMEHTHT, ChIbpKAll OKOHYATEIHATA
OLIEHKA U 3aKJIIOUCHHE.

6.3. Llen Ha ananu3a.

dopmynupaHaTa 1en TpsioBa Ja Obje siCHA U KOHKPETHA U J1a € choOpa3eHa ¢
¢uHaHCHpaIaTa MHCTUTYIIHSL.

6.4. ITpunoxen ananm3. OCHOBaHUS 3a U300pa Ha BUA aHAIIU3.

W360pbT Ha aHATUTHYECH METOJ] TPsIOBa 1a Ob/ie 00OCHOBAH OT IJIETHA TOYKA
Ha 3aIJanamaTa HHCTUTYLUS, BPEMEBHsI XOPU30HT, JJ0Ka3aTeIcTBaTa 3a TepareBTUYHUTE
pe3yJiTaTu.

[Ipy npunokeHneTo Ha METOAMTE C€ CHa3BaT OCHOBHUTE TEOPETUYHM
NPENopPBKH, KAKTO U Te3U Ha JloOpUTE N3CIEeI0BATEIICKH MTPAKTUKH.

[IpenopbunTENHO € OCHOBHUAT HKOHOMUYECKU METOJI, KOWTO Ce Ipujiara npu
OlLICHKaTa Ha 3jpaBHaTa TEXHOJIOTHS, J1a BKJIKOYBA Hall-MaJKO aHAJIMU3 Pa3Xo0J-N0JIE3HOCT
(CUA) unu ananuz pazxon-epextuBHoct (CEA). Korato e ymectHo, Morar aa Obaar
NPOBE/ICHU TTOBEYE OT €/IUH aHaJIH3.

IIpu cpaBHHUTENHM aJITEepHATHMBM C JIMIICA Ha IPEBB3XOJACTBA Ha
TEparneBTUYHUTE PE3YJITATH MOKE /1a C€ MPUJIOKU aHalu3 pazxoa-MuHUMYM (CMA).

IIpu merona ananu3 paszxon-nomsa (CBA) e HeoOXoaMMO 3IpaBHUTE
pe3yaTatd ga ObAaT MPEACTaBeHHW KAaTO MAapUYHU CTOWHOCTH, KOETO Ch3JaBa JOCTa
TPYAHOCTH, TIOpaau KoeTo mpuioxkeHnero Ha CBA B 31paBeona3BaHeTO € OrpaHUYEHO.
ToBa e Taka, 3amoTo CBA Moxe 1a iTHOpUpa HSIKOU TPYIHO OLEHHUMH, HO BaYKHH 3/JpaBHU
M0JI3U, KOUTO TPYJIHO MOTaT Jja € OCTOMHOCTSAT C MapU4YeH €KBUBAJICHT.

[Mpunoxennure aHanmM3m TpsOBa Ja OTpa3sBaT HAJIMYHUTE JaHHU 34
epuKacHOCT/e(pEeKTUBHOCT U PO Ha 6€30IaCHOCT HA OLIEHSIBaHATa TEXHOJIOTUs, KAKTO
U OBJITapcKaTa TepareBTUYHA MPAKTHKA, CTAHJAPTH 32 JICYCHNUE W M3TOYHUIY HA TAHHHM 32
pa3xoaurTe.

6.5. CpaBHUTEIHH aNTEPHATUBU.

[Tpu npoBexaaHeTo Ha UKOHOMUYECKHUS aHAIN3 CPABHUTEIIHUTE aJITEPHATUBH
TpsiOBa 1a ObIAT CHOOPA3EHU C MPENOPBHUUTEITHUTE AITEPHATUBU OT IMPEICTaBIHETO HA
KJIMHUYHUTE U3NUTBAHUS, 3 UMEHHO:

- aJTepHaTHBaTa, KOATO Ha-BepOATHO ImIe ObJEe 3aMEHEHa OT HOBaTa
TEXHOJIOTHS;

- QITEPHATUBU OT MPOBEJCHH CUCTEMAaTHYHHN 0030pH U METaaHAIIN3H;

- QJITEepHAaTHUBUTE, KOWTO Ca BKIIOYEHW B CTaHIAPTHUTE TepareBTUYHU
PBKOBOJICTBA;

- QITEPHATUBYU OT PaHJIOMHU3UPAHH KIMHUYHU U3IIUTBAHUS.

B Tta3um mocnegoBarenHocT Ha H300p Ha aJTEpHATUBH Clle[[Ba Ja Ce€
OpPHEHTHPAT OIICHSBAHUTE 3a 3aIlIalllaHe 3[PAaBHU TEXHOJOIMH, KaTO KOJIKOTO IO-BUCOKO
B iiepapXusiTa Ha CPaBHUTEITHUTE AITEPHATHBH € M3MOJI3BaHATa B aHAIN3a, TOJIKOBA TI0-
BHCOKA € JIOCTOBEPHOCTTA MY.
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N300pbT HA KOSATO U J1a € OT CPABHUTEIHUTE aJITepHATHBU TpsAOBa na Obae
000CHOBaH OT TJIE/IHA TOYKA Ha OBbJIrapcKaTa TepareBTHYHA PAKTHKA.

6.6. [lepcniexTHBa.

Ananu3bT TpsOBa Aa ObJe M3BBPIIEH OT IJIEJHA TOYKAa HAa WHCTUTYLHUSATA,
KOSTO 111e (pruHaHCHpa MEIULIMHCKUTE YCIIYTH Ype3 00LIeCTBEeHH CPEACTBa (TJielHaTa TOUKa
Ha obOmectBeH 1iarel] - H30K). Bp3aMoxkeH e u aHainu3 oT CbBMECTHA IJIe/IHA TOYKA, T.€.
Ha IJaTenla W Ha OeHepuUIMeHTUTe (MALMEHTUTE), Hamp. KaTo ce B3eMaT MPEeaBH]
JOTUTALAHKUATA 32 3JPaBHU TEXHOJOTMH, BKJIIOYBAHE Ha JPYTHM Pa3XOAH, KOWTO ce
U3BBPIIBAT W3IS0 WK Ca 32 CMETKA Ha MaI[UeHTHTE.

[utupanure TIEAHM TOYKM HE HM3KIIOYBAT MPOBEKIAHETO, B ONpPABIaHH
Clly4yau, Ha JOIBJIHUTEIHUA aHAJM3U OT JIPYI'H MEepPCHEeKTHBH, HAIp. COLMAIHATa TaKaBa
(kato ce B3eMarT MpeaBU KOCBEHUTE Pa3X0/IH), Ta3H Ha IOCTAaBYMKA UJIH OT TJIEHA TOYKA
Ha o0uiecTBeHUTe UHAHCH (HAIp. BKJI. HA MHBAJUAHU [IEHCUU WJIM COLIUATHU ITOMOIIN).

6.7. BpeMeBU XOpU30HT.

BpemeBusAT XOpM30HT Ha HKOHOMHYECKUS aHau3 TPsIOBa a O'bJIe JOCTaTHYHO
JbJIBI, 3@ Jla TO03BOJIM OLIEHKaTa Ha Pa3IMKUTE MEXIY pPE3yITaTUTE U Pa3XxoquTe 3a
OIICHSIBaHATa 3/IpaBHA TEXHOJIOTHUA W KoMmmaparopute. TpsbBa ga € eauH W ChII 3a
M3MEpBaHE Ha Pa3XxoJuTe U Ha 3[ApaBHUTE pe3ynaraTu. M30paHaTa mpoAbIHKUTEIHOCT Ha
BpEMEBHS XOPU30HT TPpsiOBa J1a ObJie 000CHOBAHA.

B cnyyaif Ha 31paBHU TEXHOJOTHH, 32 KOUTO PE3YJITATHTE U pa3IMyaBaIluTe
Ce pa3xoJu ce CIy4yBaT 10 BpeMe Ha IIeNivs KUBOT Ha MallleHTa, TpsiOBa Ja ce U3Moi3Ba
XOPH30HT 32 OIIEHKa Ha 0a3a ISl JKUBOT Ha MAalMeHTa (CpeaHa MpOABDKUTETHOCT Ha
JKUBOT 3a MOMynanusara). Be3aelcTBreTo Ha MPOABIKUTETHOCTTA HA BPEMEBHSI XOPU30HT
TpsiOBa Ja ObJe TECTBAHO KAaTO YacT OT aHAJTW3a Ha YyBCTBUTEIHOCTTA (Pa3pabOTEHUAT
Mojzien TpsiOBa Aa mMo3BoMsiBa Ja ObJe MPOMEHSHA MPOIBDKUTEIHOCTTa HAa BpPEMEBUS
XOPHU30HT).

AKO MKOHOMMYECKHUAT aHAIM3 LM J1a MUHHUMH3Mpa pa3xoJUTe U KOraTo
pa3xoaMTe 3a CpaBHSABAHUTE 3APAaBHU TEXHOJOTHH Ca TIOCTOSHHU BBB BPEMETO, MOXKE /1a
ObJie MpHeTa eIMHNIIA 32 POIBJKUTEIHOCT HAa BpEMEBHSI XOPH30HT, Hamp. 1 roauHa.

6.8. AHanu3 Ha pa3Xxo/uTe.

HxoHOMUYECKHUAT aHaJIU3 CIIe/iBa Ja BKIIIOYBA Pa3X0JUTe, CbOTBETCTBAILM HA
U3IIONI3BAaHUTE PECYpCH TPH NpUJIaraHeTO Ha ChOTBETHATAa 3ApaBHA TEXHOJOTHS B
KJIMHUYHATA MPAKTUKA. Y CTAHOBSIBAHETO Ha KATETOPUHTE HA PA3XOJIUTE U ONPEIEIITHETO
Ha MeToJa 3a TIXHOTO HU3MEpBaHE M OLEHKAa ca HEMOCPEeICTBEHO CBBpP3aHU C
NEepCHeKTHBaTa U BpeMEBHs XOPH30HT, U30paHu 3a aHaIM3a.

B 3aBucumocT oT n30paHaTa rieHa ToUKa aHaJIH3bT TPAOBA J1a YCTAHOBH:

- JIMPEKTHH Pa3XOJ - LleHaTa Ha MEIUIMHCKOTO W3/eiIHe/MEAULNHCKUTE
U3JIeNMsl, KOUTO OMxa TOINaJHai B 3asBEHaTa TpyINa/MoArpyna/rpyna mo TeXHUYECKU
U3MCKBaHUs (1IeHaTa, KOATO INE Ce 3aJama oT IJiaTela, Ipu ChOTBETHOTO HMBO Ha
peuMOypcupane);

- OPeKH METUIMHCKU pa3XxoJu B pe3yaTaT OT IOJI3BAaHETO Ha pPECcypcH,
HEOOXOMMMHU 32 W3BBPIIBAHE HA MAHUITYJAlWs, MEIUIUHCKH TPHKH, MOHHUTOPHHT,
XOCHUTAIN3AM, TPy HAa MEIUIIMHCKUS MEPCOHAT U Jp.; BXKHO € pa3XxoauTe Ja ca 3a
CMETKa Ha IJiaTella, Koraro aHajJu3bT € OT IJIe/IHa TOYKa Ha IUIaTela;

- TIPEeKu HEeMEIUIMHCKH Pa3XOoJu B PE3yiTaT OT IOJI3BAHETO Ha PECypCH,
HEOOXOMMH 32 U3BBHPIIBAHE HA MaHUITYJIAIUS, MEIUIIMHCKA TPYXKH M MOJIbp)KaHe Ha
npolieca Ha W3BBPIIBAHETO UM, KOMTO HE Ca CBBP3aHH C MEIUIMHCKHUTE I'PUXKH, HAIp.
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pasxo/au 3a TPaHCIOPT 10 OOJHMLATA, TPHOXKU B JIOMa; OT IJIeHA TOYKA Ha MyOIUYHUTE
¢uHAHCH IPEKUTE HEMEIUIIMHCKH Pa3XOAH ChIIO Taka BKIKOYBAT COLMAIHHU I10JI3H, KaTO
HEHCHUHU, 00e31IeTeHUs 3a HepabOTOCIOCOOHOCT U YCIIYTH 0 pexaOWiIMTanus, KakTo U
HaMaJIEHU MIPUXOAU OT OOILIECTBEHO OCUTYPSIBAHE M JAHBLU; TO3U TUI Pa3XxoJy CE B3eMa
IpeIBUJ, KOraTo aHAJIU3bT € OT IVIeJJHA TOYKa Ha OOIIEeCTBOTO;

- KOCBEHHM DPa3Xxoju, NePUHHpPAHH KaTO PA3XOAUTE 3a PECypCH, 3aryOeHH
nopaau 3a00JsIBAHETO M HErOBUTE IIOCIEACTBUS; B JOKJIaJa 3a OLIEHKAa Ha 37paBHa
TEXHOJIOTUSI TOBA Ca Pa3XOJHTe 3a 3ary0eHa MPOAYKTUBHOCT HA MAIMEHTHTE W JIMLATA,
KOMTO TM OOTpH’KBAaT; KaTeropusra KOCBEHU pPa3Xoau TpsiOBa Ja BKIIIOYBA Pa3XOIMTE,
CBBbp3aHM C IUIaTeHa paboTa, KaKTO M 3aryOuTe, MOHECEHW MNpH H300pa Ha exHa
JITepHATHBA CIPSIMO JIpyTa.

6.9. JluckoHTupasne 3,5 Ha CTO TFOAMIIHO KaKTO Ha pa3XxoJWTe, Taka U Ha
pe3yiTaTuTe Ipu MPeICTaBsIHE HA PA3XOJUTE U PE3YJITATUTE 3a IEPUOJL, [TO-IbJIBI OT €AHA
roJIMHa.

6.10. M3mepuTenu Ha pe3yiaTaTHUTE.

[Tpu npoBeXJaHETO HA AHATUTUYHUTE TEXHUKU CE CIHa3BaT MPETOPBHKUTE 3a
U3MEpUTENIM Ha pe3ylITaTUTe, KOUTO C€ OdYaKBaT INpU BbBEXJAaHE Ha 3jpaBHATa
TexHojorus. llpennounTanu ca ABATOCPOUYHUTE PE3YATATH (IPOIBIDKUTEIHOCT Ha
xuBoTa (LYG), romuna xuBoT, choOpaseHa c kadectBoto (QALY), cienBanu ot
MEKIUHHH Pe3yITaTH (IPOMEHU B KIIMHUYHHU MTOKA3aTeIN ¥ IPOrPecHs Ha 3a00JISIBAHETO).

N360pbT Ha U3MepUTEN Ha pe3yiTara cieqBa fa ObJe 000CHOBAH OT IJIEAHA
TOYKA HA MPOBEJICHUS aHAIN3, BUa HA 3a00JISIBAHETO, OYAKBAHATA MTPOBJIKUTEIIHOCT HA
JIEYCHUETO, IPOMEHHUTE 110 BpEeMe Ha JICYEHUETO.

[Ipu orunrane Ha nmokazarenst QALY cnenBa na ce mocOYM M3TOUYHUKBT Ha
JAaHHU 32 MPOMEHMTE B KAYECTBOTO Ha JKMBOT M JAJIIM TOBA Ca JAHHU OT IIPOBEAECHU
KJIMHUYHYA M3MHUTBAHUS C KaHAMIATCTBAIIATa 3[paBHA TEXHOJIOTHUS, I OT 0a3u JaHHU C
nyOJIMKyBaHM MpOoy4yBaHUs (Te TpsiOBa Aa ObJAT MMOCOYEHH), WIN EKCIEPTHU OLIEHKU Ha
MEIUIIUHCKH CTICIHATTUCTH, WITH IPYTH U3TOYHHIIN.

6.11. Monenupane Ha pa3xojaHaTa e(h)eKTUBHOCT.

Koraro HaimYHNTE KIMHUYHY ¥ HEKJIMHUYHH JJAHHU HE ca IOCTaThuHHU, 32 J1a
ce OIpeleld CHhOTHOUIEHHETO pa3XxoA-e(eKTUBHOCT, C€ TMpujara MoJeIHpaHe.
Crpykrypara Ha Mojena TpsbOBa na Obae npeacraBeHa. CloXHOCTTa Ha Mojela U
METOAMTE 3a MOJIEJIMpaHe TPsIOBa /1a ChOTBETCTBAT Ha CII0XKHOCTTA Ha 3/IpaBHUS MPOOIEM.

[IpenopbuuTenHO € MozenuTe Aa ObJaT AOKOJIKOTO € BB3MOXKHO I0-
ONPOCTEHM M TMPO3pauyHu, KAaTo B CHIIOTO BpeME Ce 3ama3Ba TIXHOTO JETalIHO
U3IIBIHEHHE, 32 /1a MOXKE Ja C€ OLIEHU pa3jiuKara B €(eKTUBHOCTTA Ha CPaBHSABAHUTE
TexHosoruu. TpsiOBa na ca SCHU NpPENOJIOKEHUsATa B MoJena, 100pe 00OCHOBaHU U
TECTBAaHM YPE3 aHAJIU3 Ha YyBCTBUTEIHOCTTA. Mojaenurte TpsOBa Aa ObaaT pa3paboTeHU
ype3 o0IIonpueTH mocoOus, 3a 1a MOXKe J1a ce TeCTBAT U Bepuduuupar.

B cnydaure, korato HsMa CTaTHCTUYECKU 3HAUMMa pa3jidKa B KIMHUYHATA
e(eKTUBHOCT Ha aITEPHATUBUTE, HE € HEOOXOAMMO MOojieTrpaHe. AKO MOAETbT BKIIIOYBA
KIIOYOBH JaHHHM, 33 KOUTO HSMa HECUTYPHOCT B IMPOMEHHMTE UM, B aHalIM3a Ha
YyBCTBUTEIHOCTTa C€ TECTBAT CaMO TE€3M, NMPU KOUTO HMMa CTATUCTHUYECKH 3HAUYMMa
paznuka. OcraHanuTe napamMeTp TpsOBa Ja ce M3KIIoYaT OT MOJeNa WK J1a Ce CUUTAT
KaTO HEYTPAJIHU MO OTHOLLICHUE Ha MOJIENA.
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[Ipn npencrtaBsHe Ha CHOTHOIIEHUETO Pa3XoI-pe3yiTaT Moxe Aa Obae
MPWIOKEHO MoJenupane oT Buaa "JIbpBo Ha pemeHusita", Moaen Ha Mapkos,
eNUAEMHUOJIOTMYEH MO/JIEN WM JIpyra HaydHOIpHUeTa TEXHUKA 3a MOJIeITUPaHE.

6.12. Pe3ynratu oT NPUWIOKEHUS aHAIUTUYEH METOI.

Koraro npunokeHata aHaquTHYHA TEXHUKA € Pa3xoJ-€(EKTUBHOCT WIIU
Pa3xoA-MOJIE3HOCT, PE3YATATUTE CE MPEACTABAT KaTO ChOTHOILICHHUE Pa3X0a-e(heKTUBHOCT
WM HHKPEMEHTAIHO ChOTHOIICHHE Ha HApaCTBAaHE Ha Pa3X0JUTe U PE3yJATaTUTE.

[Tpu npencTaBsiHETO MM C€ CIIa3BaT OOLIONPUETUTE MPaBHIIa Ha TOJAPEXKIaHEe
Ha aJITEPHATUBUTE BbB BB3XOAII PeJ Ha PE3yJITAaTUTE U C€ U3UHCIIABA HHKPEMEHTAIHOTO
cpotHolmieHne Ha pasxonutre (ICER) 3a Bcska or Tepanuure MO OTHOIIEHUE Ha
ChOTBETHATA aJITEpHATUBA 32 CPABHEHHUE.

6.13. AHaiu3 Ha YyBCTBUTEIHOCTTA.

Hecuryphnoctra Ha pe3ynTaTuTe MOXKE Ja ce ABJDKM Ha JIMIICBAIM JaHHHU,
IPELMU3HOCT Ha MPOTHO3UTE UM METOJOIOTUYHHU [IPEATION0KEHHUS.

AHanu3bT Ha YYBCTBUTEIHOCTTA TPsOBa J1a ce PoKycupa BHPXY BXOMASIINUTE
JTaHHH, 332 KOUTO HECUT'YPHOCTTA Ha M3YMCIIEHUETO € Hali-BUCOKA, KAKTO U T€3H, KOUTO
UMaT 3HAUMTENHO BB3ACUCTBUE BBPXY pe3yiaTaTa oOT HUKOHOMHUYECKUS aHalu3.
WuTepBansT, B KOWTO TpsiOBa J1a BapupaT napamerpure, € + 20 %.

B uxoHoMuYeckus aHanu3 € HEeOoOXOAMMO Ja ce MPOBEAE BEPOSTHOCTEH U
€HOIIOCOYEH aHaJIM3 Ha YyBCTBUTEIHOCTTA. BeposATHOCTHUAT aHalu3 cielBa Ja TECTBa
MOHE MapaMeTPUTE, KOUTO UMAT Hal-TOIsIM eeKT BbpXy pe3ynratute. Pemenuero na e
ce IMpOBEXJa BEPOATHOCTEH aHaIU3 TpsAOBa Ja ObJe MOAKPENEHO OT MOAXOASIIU
OCHOBaHUs (HaIpP. MIKOHOMUYECKH aHallnu3 MoJ] (hopMarta Ha cCpaBHEHHUE Ha Pa3XO/IH, aHAIIN3
MUHUMU3HUpAHE Ha Pa3XOAMUTE), BKIIOYEHU B JOKYMEHTa 3a MKOHOMUYECKHS AaHAJIU3.
3aIBIDKUTENHO C€ IPECTaBAT U3MOJI3BAHUTE TapaMETPUYHU pa3lpeieeHHs] KbM BCUUKU
OLICHSIBAHU MOKa3aTeNu (HapuMep: pa3xo/u - normal, 3paBHH MOJI3H - §ama).

AHanu3bT Ha YYBCTBUTEIHOCTTA TPSOBA J1a:

- YCTaHOBM HECUTYPHMTE MapaMeTpH (3a KOMUTO MMa BEPOSTHOCT OT Ipelika
IPH U3YUCICHUETO);

- nepunupa m oOOCHOBe oOxBaTa Ha BapuaOUIIHOCT Ha OMNpEIeTIeHU
napameTpu;

- U3YUCIIM OCHOBHUTE PE3YJITaTH OT aHaJIn3a (3]paBHUTE PE3YATATH U TAXHATA
pa3nuka, obmmre pasxoau u TsaxHata pasnuka, I[CER/ICUR, CER/CUR), kato uma
IpeBU] ciel(pryUHa IPOMEHINBOCT HA HECUTYPHUTE MapaMeTpH.

Pesynrarure oT aHann3a Ha YyBCTBUTEIHOCTTA Clie/[Ba 1a ObAaT MpeaCcTaBeH!
B TabinyHa popMa M KbJIETO € MOAXOAIN0, U B TpaduuHa hopma, HAIp. KaTo auarpama
Ha pasmnpeneneHue (scatter plot) B koopaMHaTHaTa cUCTeMa 3a pa3xoiHa e(heKTUBHOCT,
KpUBa Ha MpuemMinBara pa3dxonaHa ehekTuBHOCT (cost effectiveness acceptability curve -
CEAC), nuarpama tun "TopHano".

6.14. NaTepnperaius Ha pe3yJTaTUTE.

Pesynratute ce HHTEpHNpEeTHUpAT MO OTHOIIEHWE HA TMEpCIeKTUBaTa Ha
aHaJIM3a, 10 OTHOIIEHHE Ha ChOTHOIICHUETO Pa3XoA-pe3yaTaT WIK Ha HHKPEMEHTAIHOTO
CBHOTHOILIEHUE.

AHanu3upar ce €BEeHTyaJJHUTE OrpaHUYEHHs] Ha NPUIIOKEHUS aHAIU3 U
dakropute, KOUTO OMXa UMAaU BB3CHCTBIE, HO HE Ca BKIIOYCHH B aHAJIH3a.

6.15. CunHM cTpaHH U OTpaHUYEHUS Ha aHAJIN3a.

CrnenBa na ce mpeaCTaBsAT CHIIHUTE U cabuTe CTpaHU Ha TPOBEJICHUS aHAJIH3.
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Kato cunna crpana Mose Ja ce 0TOenexu:

- M3IOJ3BAHCTO Ha BXOAJAIIMW HOaHHW OT paHAOMU3HUPAHU KIIMHUYHU
NPOYYBaHMS U METaaHAIU3H;

- 1300p Ha MOJIENI, OTPa3sBall €CTECTBEHUS XO0/1 Ha 3a00JIIBaHETO;

- 1300p Ha AaHAJMTUYEH METO/, OTPA3sBaIll JIOKAJTHATA KIMHUYHA TIPAKTHKA;

- OLIGHKAa Ha HECUTYPHOCTTA Ha PE3yATATUTE OT MKOHOMHYECKHUS aHAIIU3,
Ipe/cTaBeHa Ype3 aHaIn3a Ha YyBCTBUTEIHOCTTA.

YacrTa, Kacaela orpaHMYeHHATa, TPAOBa 1a 00CHKIAa XapaKTePUCTUKHUTE HA
aHaJIM3a M HAIMYHUTE IIbPBOHAYAIHU IAaHHUW, M3TOYHHLUTE HA HECUTYPHOCT Ha TE3U
JAaHHU, KaKTO M XapaKTEpPUCTHKHUTE Ha 00XBaTa Ha aHAJIM3 B KOHTEKCTa Ha crienu(puueH
3apaBeH mpoOieMm. CreiBa ga ce ONMIIE SBICHHETO, KOETO 3acsAra YyBCTBUTEIHO
HCCUT'YPHOCTTAa Ha IMOJIYYCHUTC PE3YJITaTU HW HANOPABCHUTC BB3 OCHOBA Ha TIX
3aKJIIOUCHMS, KAaKTO M BaJMTHOCTTA Ha NpeAcTaBeHUs aHanu3. [Ipu oOcwkaaHe Ha
OrpaHUYEHUsTA TPSIOBA J1a Ce TIOCOYH JalTi HKOHOMUYECKHAT aHaJIN3 € OMJI Bb3 OCHOBA Ha
JTAHHY 33 KJIMHUYHATa €(peKTUBHOCT, KOUTO Ca JIOCTUTHAIIM CTAaTUCTUYECKa 3HAYMMOCT.

7. Ananu3 Ha OX0/PKETHOTO BB3JICHCTBUE.

7.1. Pa3mep u XxapaKTepHCTHKH HA LIEJIeBATa TOMYJIaIHsl.

[Tpu M3roTBsHETO Ha aHAJIM3a Ha OIOPKETHOTO BB3CHCTBUE € 33 IbIDKUTEITHO
Jla Ce OLICHM pa3MepbT Ha LeJieBaTa MOIyJanys MaueHTH U Pa3peaesTHETO Ha BCIKaKBU
XapaKTEPUCTHKH, CBBP3aHU C Hesl, KOUTO MOTaT Jla uMat OropKeTHO BiusHue. Cies KaTo
ce neduHMpa IieleBaTa IOMyjamus, TpsOBa Ja ce OmpeneNd NPOLUEHTHT Ha
AUAarHoCTUIIMpaHu, Ha JICKYBAaHM MAaOWUCHTH, KaKTO M TCXKECTTa Ha 3a00JIsIBaHETO.
OOUKHOBEHO BHB BPB3Ka C TOBA C€ MpWJIaraT No-JIMMHUTUPAIIN KPUTEPUH 32 BKIIOUBAHE,
3a J]a ce U3YHCIIHM TOYHO MOITYJIAIMATA MAIIMeHTH, KOUTO ca HAJeKIHH 32 HOBATa 3/[paBHA
texHojorusi. [lpu omeHkara Ha pa3Mepa Ha LeleBaTa MNOMyJIalus M TEKEcTTa Ha
3a00JIIBAHETO € BaYKHO Ja CE TIPEABHUIN U MPOMSHATA HA T€3H MTAPaMETPH BbB BPEMETO ChC
u 0e3 HOBaTa 3/jpaBHAa TEXHOJIOTHUSI.

[TogoOHu MpoMeHH MoraT J1a TPOMEHST OO/ IKETHOTO Bb3/ICHCTBIE HA HOBATa
3/lpaBHA TEXHOJIOTUA. 3a OLIEHKA Ha Te3M NMPOMEHHU CE€ M3IOJI3BAT JAaHHHU OT KIMHUYHU
poyuBaHus WK peructpu. [IyOnuKyBaHM NaHHU WIKM €KCHEpTHA OLIEHKa 3a BCSKaKBa
JIOIIBJIHUTENTHA BB3MOXKHOCT 3a ONpeAessiHe Ha IiefieBaTa IOIyJalus, KOATO MOXe Ja
MOBUINY pa3Mepa U WIH J1a IPOMEHHU TEXECTTa Ha 3a00JIsIBaHETO, ChILO TpsiOBa 1a ObaaT
BKJIIOYECHHU B aHaJIM3a.

[eneBaTa momymamnus cieiBa aa ObJe onpeaeseHa Mpy CICTHATE KPUTEPHU:

- pa3npocTpaHeHue Ha 3a00JISIBAHETO;

- OICHKa Ha TMAIMeHTUTE, KOUTO ca TOAXOIIIIM 3a HOBaTa 3JIpaBHA
TEXHOJIOTHS;

- OIICHKa Ha TIpeAroyiaraeéMusi Ta3apeH s Ha HOBaTa TEXHOJOTHS OT
TapreTHaTa TMOMyJalys COPAMO TOMyJaluATa, KOSITO H3IMO0JI3BAa CPAaBHUTEITHHUTE
QITEPHATHBH 32 J]AICHOTO MTOKa3aHHE.

7.2. IlepciexTuBa.

AHanmu3bT Ha OI/KETHOTO BB3JECHCTBHE CcliefBa Ja ObJIe MPOBEIACH OT
rJIe/IHaTa TOYKa Ha 3aruialnamiara myonuyHa MHCTUTYUus. B ciyuyail Ha cnonensHe Ha
pa3XxoAuTe C MAKUEHTa Ce MPETophYBa J1a Ce MPEACTABAT U CPETHUTE Pa3Xoau OT CTpaHa
Ha narenTa. CaMo B 000CHOBaHHU CITy4yaH JOIBIHUTETHO MOXKE J1a Ce POBEJIE aHAIN3 Ha
OFO/DKETHOTO BB3/ICHCTBHE OT ApyTa IMEePCIEeKTHUBA.

7.3. BpeMeBU XOpU30HT.
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AHannu3bsT Ha OIOPKETHOTO BB3JCHCTBHE BKJIIOYBA OIICHKA HAa BB3JIEHCTBUETO
Ha OIICHSIBaHATAa 3JpaBHA TEXHOJOTUS BBPXY TOAMINHUSA IyOIUYeH OMJIKET 3a
3/IpaBeoIa3BaHe B pAMKUTE Ha HAKOJIKO F'OJIMHHU CJIE]T BBBEXK/IAHETO HA HOBATa TEXHOJIOTHS
Ha TMasapa WIM U3TErJsSHE OT Ia3apa Ha HAJWYHUTE alTepHATUBU. AHAIM3BT Ha
OI0/KETHOTO BB3JICUCTBHE CE MPECTABS 32 MEPUOJ] 3 TOIUHH.

7.4. EneMeHTHY Ha aHAlIN3a.

AHaIM3bT Ha OI0MKETHOTO Bh3E€HCTBUE BKIIFOUBA CISIHUTE €JIEMEHTH

- pa3Mep U XapakTEepUCTUKU Ha IeJeBaTa Momyalus;

- HACTOsIIA TEPANCBTUYHA TPAKTUKA,

- HOBa TepamneBTUYHA MPAKTHUKa ClieJl BbBEXKJAHE Ha HOBaTa 3[paBHA
TEXHOJIOTHS/OTIaJaHe Ha HACTOSIIATA;

- pa3Xo/M 3a HACTOSIIIATa U HOBATA 3/IpaBHA TEXHOJIOTHS;

- IPEJICTAaBSHE HA PE3YNITATHUTE;

- aHaJIM3 Ha YyBCTBUTEIHOCTTA;

- CWJIHU U ¢J1a0M CTpaHu Ha aHaJIM3a.

7.5. I3ToyHmnIM Ha JaHHU.

H3tounuiy Ha JaHHU 3a aHalau3a Ha OIOMKETHOTO BB3JAEHCTBHE MOraT Ia
Obaar: nyONMKYBaHU €MHACMHOJOTUYHU TMPOYYBAHUS, HAIMOHAIHU CTATHCTHYECKHU
JaHHY, Ta3apHU MPOYYBAHMS, JaHHU OT PETHCTPU. 3a IenTa € HeoOXoaumo na Obae
MpeACTaBeHa CTpaTerusaTa 3a ThpPCEHE, KPUTEPUUTE 3a M300p Ha JAHHU M METOIUTE 3a
aHaJIM3, KaKTO M CHJIHUTE U CIA0UTE CTpaHU Ha M3IOJI3BAHUTE U3TOYHUIIH.

[IpenopbuutenHo € ga ce U3MNOI3BAT CHNUACMHOJOTMYHMU JaHHU 34
Obarapckara MOIyNalus, HO MPH JIMIICAa HAa JIOKAJIHW TaKWBa CJellBa Jla CE W3IMOJI3BaT
JAaHHY OT JIPYTH TbPKABH.

[IpeacraBsAT ce oyakBaHUTE JACHCTBUTEITHHM Pa3XOAM 3a IUIaTela, CBbP3aHH C
HOBATa 3/[paBHA TEXHOJIOTUSI U CPABHUTEIIHUTE aJITCPHATUBH.

7.6. Cuenapun.

AHanu3bT Ha OIOJKETHOTO Bb37eiicTBHE ce 0a3upa Ha jaBa cueHapus - "CBar
0e3 3apaBHarta TexHonorus" u "CBAT cbe 3apaBHaTa TexHomorus". B cuenapus "Casr 6e3
3/lpaBHAaTa TEXHOJOTHA" Cce OINMUCBa HACTOSINATa TEpPaleBTHYHA TPAKTHKA, JOKATO
cueHapuat "CBST cbC 37paBHATa TEXHOJOTUA" OTpa3siBa BH3ACUCTBUETO BHPXY Ma3zapa
clel BBBEXKIAHETO HA HOBAaTa TEXHOJOTHUS (KOSATO MOXke Ja Obae Jgo0aBeHa KbM
CBHILIECTBYBAIIIUTE WJIM MOKE J]a 3aMEHH YacT OT TSIX WJIM BCUYKH).

[IpeanonokeHusiTa OTHOCHO JaBaTa ClieHapusi TpsiOBa na OBAAT JETalIHO
OIMCaHu ¥ 000OCHOBAHU B aHAIIM3A.

7.7. Pazxonu.

AHanu3bT Ha pa3xoauTe MPHU OLIEHKaTa Ha OIOPKETHOTO BBH3JICHCTBHE € B
CHOTBETCTBHE C TMEPCMEKTHBAaTa Ha aHajau3a. MeToauTe, HW3IOJI3BAaHM 3a OICHKAa Ha
pa3xoauTe, TpsAOBa a ObJAT SICHO OMHUCAaHU U O0OOCHOBaHU. AHAM3BT HAa PA3XOJUTE CE
0a3upa Ha JEUCTBUTEIHATA 1I€HAa Ha MPUJI00MBAaHE HAa HOBATa 37paBHA TEXHOJOTHUS OT
3amianiamn@ara MHCTUTYIUS U Ha JOMBIHUTETHUTE Pa3Xold, CBHP3aHU C OIICHsSBAaHATa
3/paBHA TEXHOJIOTHSI.

[Tpu npencraBsiHe Ha MyOIMYHUTE Pa3XOAH TPSAOBA Ja ce TapaHTHpa, Y€ TOBA
ca JICCTBUTEITHUTE Pa3X0Iy WM CIIECTSIBAHUS 3a IJIaTela.

B 3aBucHMOCT OT Br/]a Ha HOBaTa 3/IpaBHA TEXHOJIOTHUS € BAYKHO J1a CE OMUIIAT
U BB3MOXHHUTE pPa3XOJH, CBBpP3aHU C HEHHOTO BBHBEXKIAHE, BKIIOYHUTEIIHO, aKO €
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HEo0X01uMo, 00yueHre Ha MEJUIIMHCKUTE CIIELMATMCTH WK NTAIUEeHTa, KAKTO U IPOMEHU
B IPUHLIMIINTE 32 TUATHOCTUKA WK IPYTU (DYHKIIMOHAIHU TPOMEHH B 3[JpaBHATA CUCTEMA.

B ananu3a Ha Gr0’KETHOTO Bb3ACHCTBUE Pa3XOAUTE HE CE JUCKOHTHUPAT.

[Ipn omnenkara Ha OOMIWTE IOMBIHUTEIHU pPa3XoAW TpsOBa Ja ce uMa
HpEeaBUL:

* pa3xoJuTe, CBbP3aHU C HOBATa 3JpaBHA TEXHOJOIHS;

* JIOII'BJIHUTEITHUTE Pa3XOJu B CUCTEMaTa Ha 37paBeola3BaHETO, CBbP3aHU C
IIPUJIAraHEeTO Ha HOBaTa TEXHOJIOTHUS;

* HaMaJIIBAHETO HA PAa3XOJAUTE, CBBP3aHU C HAMaJCHOTO M3IIOJI3BaHE Ha
CBILECTBYBAILUTE AITEPHATUBH, aKO HOBATa TEXHOJIOIUs 3aMEHHU HACTOSIINTE;

* HaMaJIIBaHE Ha Pa3XOJAUTE, CBbP3aHU ChC CIECTABAHUS, KATO HAIIPUMED I10-
MAaJIKO XOCIIUTAIMU3ALMH U p.

7.8. IIpencraBsine Ha pe3yJITaTUTE.

B Tabmuyen Bua ce HpeACTaBAT OpOST HA MAIMEHTUTE W Pa3XOAHUTE ChC
3IpaBHaTa TEXHOJIOTHS, aKO 37paBHaTa TexHojorus ce peumOypcupa ("CBAT cbe
3/lpaBHaTa TEXHOJIOTHA") U OpOM MalMEeHTH U Pa3XOoAM C aNTEPHATUBUTE, aKO 3JpaBHATA
TexHoJorus He ce peuMmOypcupa ("CssT 6e3 3apaBHATA TEXHONOTU").

Bp3nelictBuero BbpXy OrojkeTa € pasiukaTa MEXIy JBaTa CLIEHapHus BbB
BCSIKa OT ChOTBETHUTE FOJIMHU Ha aHanu3a. ['onuHa 1 e mbpBaTa mbjiHa KaJeHJapHa roAuHa
CJIe]l B3EMaHETO Ha PElLleHUE 3a BbBEXK/IaHE HAa HOBAaTa TEXHOJIOTUS.

[Tonmyyenure pe3ynratu ciezBa ga 0b1aT sICHO (GOpPMyJIUpPaHU.

7.9. AHanu3 Ha YyBCTBUTEIHOCTTA.

AHanmu3bpT Ha YYBCTBUTEIHOCTTA TpsAOBa Ja OTpa3sBa BXOASIIUTE JAaHHU,
KOUTO UMaT Ha-rojisiMo Bb3JeHCTBUE BbPXY pe3yaTara. CTONHOCTUTE OT AUAa30HUTE Ha
IPOMEHJIMBOCT Ha BXOJAIINTE JaHHU M MPEINONI0KEHUSATa cllefiBa Aa ObAaT noaOupaHu
TaKa, 4e ChOTBETHO J1a U34YMCIBaT MUHUMAaJIHATa U MaKCUMaJlHaTa IPOMSIHA B Pa3XOJIUTE.
CrnenoBaTenHO aHAJIU3bT HA YYBCTBUTEIHOCTTA TPsAOBA /1a TECTBA BCUYKH HECUTYPHOCTH,
CBBbP3aHM C M3YMCISBAHETO Ha pa3Mepa Ha MOMyNaluATa, pa3lpOCTPAaHEHHETO Ha
ynoTpebara Ha BCsAKAa TEXHOJIOIHWS, KaKTO M Pa3XxoJuTe 3a yrnoTpeda M YCIOBHUATA 3a
peumMOypcupaHe Ha pa3riekJaHUTe TEXHOIOTMH. AHAJIM3bT Ha YyBCTBUTEIHOCTTA TPsiOBa
Jla TECTBA U LIEHOBUTE MPEUIOKEHUS 3a 3/IpaBHATA TEXHOJOTHS, KOATO Ja Ce OICHSBA.
WuTepBansT, B KOWTO TpsiOBa J1a BapupaT BXOASIINTE AaHHH, € + 20 %.

IIpu orchcTBHE HA TOYHM JaHHM 3a bbarapus wiM pasnuyaBaliy ce
IpeIBApUTENHN N3UNCIICHNS Hali-BayKHUTE BXOJAIIM JaHHU cje/iBa 1a ObAaT OLEHsBaHU
B MHOT'OIIOCOYEH aHAJIW3 HA YyBCTBUTEIHOCTTA Bb3 OCHOBA HAa Pa3IMYHU M3TOUYHHUIM Ha
JTaHHHU.

7.10. CunHM cTpaHU U OTPAaHUUYEHUS Ha aHAJIU3a.

CrnenBa na ce IpeaCTaBAT CUJIHUTE U ca0uTe CTpaHU Ha IPOBEJCHUS aHAJIM3.

Karo cunHa cTpana Moxe J1a ce OTOeexKu:

- U3M0JI3BaHE Ha JIOKATHU EMUEMHOJIOTHYHU JaHHH;

- BAIMIUpAHE Ha MalMeHTcKaTa MOonmysalus OT BOJCIIU eKCIIePTH B 00J1aCcTTa;

- OIICHKa Ha HECHUTYpHOCTTa Ha BXOJMIIMTE JaHHU Ype3 aHadu3 Ha
qyBCTBUTEIHOCTTA.

Karo cnaba ctpana mosxe n1a ce oTOeexH:

- IUIIca Ha JIOKAJIHH €MHUIEMHOJIOIMYHH JaHHHU;

- HEBB3MOXKHOCT J1a ObJaT ONpeIeNieH! Ma3apHUTE JISJI0BE Ha alITEpHATUBUTE.

8. JIombIHUTEIHU aclIeKTH Ha 3[{paBHATa TEXHOJIOTHUSI.
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AKo pelnieHreTo 3a puHaHcHpaHe Ha pa3riiexk/1aHaTa TEXHOJIOrUs O1 MOTJIO J1a
JOBEIe 10 3HAYUTEIHM Pa3Xogu 3a NAIMCHTUTE WIH aHaJIu3bT HAa OIOHKETHOTO
BB3JICHCTBUE CE€ U3BBPIIBA OT HAKOJKO MEPCHEKTHUBU, HAIp. KOoraro (uHAHCHPAHETO Ha
TEXHOJIOTUsATA 6I/I MOI'JIO Ja UMa 3HAQUUTCIHU ITOCICACTBUSA 34a O6H_[€CTBCHI/ITC pasxoau B
CEKTOpH, pa3MYHU OT 3/IpaBEOINa3BaHETO, clieABa Ja ce OOCHIAT 3aKIIOUYCHHSTA,
IMOJIYYCHH B PE3YyJITaT OT TC3U aHAJIM3U, BKIIIOYHUTCIHO BAXHUTC CTHYHHU U COLUAJIHU
ACTICKTH.

8.1. ETnuen ananus.

TpsabBa ga 6baaT B3€TU MPEIBU/ CIICTHUTE BBIIPOCH:

- KOM Tpynu NAalMeHTH, aKo KMa TakuBa, OWxa MoK Ja Obaar
00JaroieTe’ICTBaHU UM JUCKPUMUHUPAHU B PE3YJITAT OT MPEIOJIOKEHUATA, BH3IPUETH
B UKOHOMHYCCKHUS aHAIIH3;

- TapaHTUPAHO JIU €, Y€ JOCTBHI'BT JO MEAUIIMHCKATAa TEXHOJOTUs € PaBeH,
KOraTo MOTPeOHOCTHUTE Ca PABHU;

- OYaKBa JIM ce MajKa Ipyma xopa Ja MOJY4H rojisiMa Moji3a WM Moj3aTa €
MaJjKa, HO OT OOIIl XapaKTep;

- TEXHOJIOTUSTA MPEACTABISABA TU OTTOBOP 32 XOPa ChC 3HAUUTETHH 3[[PABHU
HOTpe6HOCTI/I, Ha KOUTO B MOMCHTA HC CC Mpcajiara HUKaKbB HAJIMUCH HAYMH HaA JICYHCHUC
Y YUWATO JTOCTBHII A0 JICUCHUE € OTpaHHYEH.

8.2. Opranu3aiMoOHHH ACTICKTH.

Jla ce mpoBepH Jlanu pelieHrueTo 3a puHaHCHpaHe Ha OlICHSBAaHATa 3/[paBHA
TEXHOJIOTHS OW 3aCeTHAIO TEKyIaTa OpraHu3aIlisl Ha 3JpaBHUTE YCIyTH. B 3aBucuMoOCT
OT BHJIAa M MOXKeE J1a € BaXKHO J1a ObJIaT ONKCAaHU YCIOBHTA HAa HEIHOTO BbBEXKJaHe, HaIIp.
HEO0OXOIUMMOCTTA OT OOYUYCHHE HA IMePCOHA, MAIIMCHTH WIIH JIUIATa, TPIDKEIIH e 3a TSIX,
Jna ObJaT MPOMEHSHU JWArHOCTUYHU MPUHIUIN U CBBbP3aHUTE Pa3xoH, aKTyaau3alus
HJIN Cb3JaBaHC Ha HOPMATHBHW JOKYMCHTH, Kacacliu HeﬁHOCTTa, CBbp3aHa C
MPUIIOKEHUETO Ha 3[JpaBHATA TEXHOIOTHSL.

8.3. ConmanaHu acreKTH, MaIllUeHT.

TpsabBa na ce oOMucnaM Aanu pemieHueTo 3a (UHAHCHUpaHE Ha OIEeHSBaHATa
TEXHOJIOTHS OM MOTJIO Jia I0OBEJIE 10 HAKAKBH COLIUAITHU MTPOOJIEMU, BKIIOUUTEITHO:

- BB3JICHCTBHME BBPXY HHBOTO Ha YAOBIETBOPEHOCT Ha IMalUeHTa OT
MoJTydeHaTa MEIUIIMHCKA TPUKA,

- 3allaxa OT OTXBBpJSIHE Ha MpoIeaypaTa OT cTpaHa Ha OINpeaAeleHH

HaIMCHTH,
- MO>KE JIM J]a IOBEAE 10 WIH Ja IPOMEHHU CTUTMAaTU3UPAHETO Ha NMallUEHTHUTE;
- MO3K€ JIM J1a IPUYUHU PEKOMEPHO OE3MOKONCTRO;
- MO>K€ JIM J1a JOBEJE 10 MOPAJIHU JUIEMU;
- MOXKC JIM Ja NpUYUHH HpO6J’I€MI/I, CBbp3aHHU CBHC CCKCYAJIHUSA XUBOT U
CEMENCTBOTO.

8.4. [IpaBHM acnieKTH.

TpsabBa na ce ompexenu panu ynorpebara Ha TEXHOJIOTHSTA Halara
CTICIIMAITHY U3MCKBAaHMS, CBBP3aHU C IpaBaTa Ha MAIUCHTUTE, HATIP.

- HeoOXOIMMOCTTa OT MpeAoCTaBsHE Ha crnenupuyHa WHOpMaNUS Ha
MalUeHTa/00rPUKBAIIIOTO JIUIIE;

- HEoOXOIMMOCTTa Ja Ce TapaHTHpa IMPaBOTO HA JOCTOMHCTBO M JIMYHA
HENIPUKOCHOBEHOCT Ha IMAIMEHTA, KAKTO 1 MMOBEPUTEITHOCTTA HAa HETOBUTE/HEHHUTE JIAHHU;
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- HE0OXOAMMOCTTa Ja ObJaT OTYETEHW WHAMBHAYAIHUTE MPEIIOYUTAHUS
CJIe]l IPEeIOCTaBsHE Ha MAIMEHTa/00TPIKBAIIIOTO JUIE Ha MHGOpMAIUsi, U3UCKBaHA TI0
3aKOH.

TpsiOBa chIIO Taka Aa ce aHAIM3Upa AAJIM PEHICHUETO, MOTBBPXKAABAIIO
3/paBHATa TEXHOJIOTHS:

- HE MPOTUBOPEUX HA 3aKOHOBUTE PETJIAMEHTH B CHJIa KbM MOMEHTA;

- U3MCKBAa HSKAKBUM M3MEHEHUS Ha ChHIIECCTBYBAIUTE 3aKOHH/MOI3aKOHOBH
aKTOBE;

- OKa3Ba BIMSHUE BHPXY MpaBaTa Ha MAlMEHT WU BbPXY YOBEUIKUTE MPaBa.

9. 3axntoueHue.

3akiroueHuaTa TpsOBa J1a ce OTHACAT JO LedTa Ha aHaiu3a U TpsOBa Ja ca
MPSIKO CBBP3aHU C MOJIYYCHUTE pPe3yaTaTH.

10. IIpenopbku.

[IpenopvkuTe crnenBa Ja KacasT YCIOBUATA, IPU KOWUTO 3JpaBHATA
TEXHOJIOTHS MO>KE J1a HaBJie3€ B KJIMHUYHATA MTPaKTHKa (0€3yCIOBHO WU MPH OIpeIe]IeHH
YCJIOBHS).

11. U3non3Bana iureparypa.

[Ipencrass ce onuc Ha U3IOJI3BaHATA B aHATIM3a JIUTEpaTypa.

[Ipunoxxenue Ne 3 kbm . 25a, ain. 3, 1. 6
(HoBo - 1B, 6p. 110 ot 2024 1., B cmma ot 01.01.2025 1.)

. OcHOBHU XapaKTEepUCTUKHU Ha UHAMKATOPHUTE 3a OL[CHKA!

M3MepuMocT - JIeCeH € 3a U3BEX/IaHEe U € Bb3MOXKHO J1a ObJie 6e3npo01eMHO
BB3NPOU3BECH NP PA3IUUYHU 00CTOSITENCTBA;

3HaYMMOCT - CBBp3aH € C pe3yiTara, KOHTo TpsOBa aa ce M3Mepu W/WiIH
IpeJICTaB/IsIBa 3HAUUTEJICH U XapaKTepeH MPU3HAK;

N3non3BaeMoct - 106pe noadpaH 1 KOMILJIEKCEH (0OMKHOBEHO € MPUAPYKEH
OT IPaHUYHH CTOMHOCTH, CTAaHAAPTHU U MPAroBe);

SIcHOTa - TOueH, ICeH U JeceH 3a OopaBeHe;

Pa3pemmmoct - oTHacsa ce 3a npoOsieM, KOHTO MoXe /a ObJe pa3pelieH ¢
HAJIMYHUTE CPEJICTBA;

[IpuemnuBOCT - MpUEMIIUB OT CTpaHa Ha MOTpeOuUTeNs, KOUTO TpsiOBa Jia To
YCTaHOBH, paz0epe, OCMUCIU U MPUIIOAKH.

II. Ananmu3u

MertaaHanu3 Ha IpOBEIEHUTE KbM MOMEHTA Ha MOJIaBaHETO Ha 3asBICHHETO
KJIMHAYHH TPOYYIBAHMS MO0 MeToAnKaTa Ha KoxpaH - mpu BB3MOXKHOCT.

Jloka3BaHe Ha HEOOXOIMMOCTTA U €()eKTUBHOCTTA OT IPUIIAraHETO HAa HOBOTO
JiedYeHue, U3Jeline Wi JEKapCTBEHO CPEJCTBO Upe3 MpujlaraHe Ha CIEIHUTE METONIU 3a
OLICHKa:

1. Cost-minimization analysiS - aHamu3 Ha OIlcHKAa Ha HaMmalsiBaHE Ha
pasxoaure

2. AHanu3 Ha epEeKTUBHOCTTA

EdextuBHocT (effectiveness) € yctaHOBeHa 10J13a OT PUJIAraHETO Ha A3 eHa
MEAMIIMHCKA TEXHOJIOTUS U JICUEHUE TPU pPeasiHu yCIOBHUS, T.€. (AKTUYECKH MOJE3HUSAT
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pesynrar. Upe3 e)eKTUBHOCTTA CE OTYMTA CTEIICHTA, ITPH KOSITO U3BBPIICHUTE MPOLEAYPH
U JISHHOCTH ca MPEeJOCTaBeHM B CHOTBETCTBHE C M3MCKBAHHUATA 3a JA0Opa MEAMIIMHCKA
NPaKTHKa C [1eJ1 JOCTUTaHEe Ha ONITUMAJICH pe3yITar.

EdexTuBHOCTTA Ce moapasaens Ha:

2.1. Meaumuackara edektuBHOCT (medical effectiveness) € CbOTHOIIIEHHETO
MEXJy TOCTUTHATUS pe3yiTaT OT OIpelelieHa 3ApaBHA JEHHOCT M MaKCHMAaJIHO
BB3MOKHUS pe3ynraT. M3MepBa ce KaTo ChOTHOIICHHE MEXIY MOCTUTHAT Pe3yJTarT OT
3JIpaBHOTO 3aBEICHUE KbM MAaKCUMAJTHO BH3MOXKEH pe3yaTar. M3passBa ce B IPOLIEHTH.

Taka HarpumMep, ako YOBEK IMOCTHITN B OOJHHUIIA C IUArHO3a THEBMOHUS U CIIE]T
OIIPEJICJICH CPOK Ha JICYCHHE ObJIc N3MMCaH "KIMHUYHO 3/IpaB", IOCTUTHATHUAT PE3YJTAT €
paBeH Ha MAaKCHMaJIHO BB3MOXHHUS pe3ydarar. CrenoBateIHO B TO3W CIydal
MeIUIIMHCKaTa epeKTUBHOCT OT JieueHuero € 100 %.

2.2. Ukonomunueckara edexruBHocT (efficiency) € ChOTHOLICHHETO MEXIY
3[IpaBHUS PE3YJITAT M PECYPCUTE, HEOOXOIUMH 32 MIOCTUTAHETO My. Ts ce Tojpa3esns Ha
JIBa BHJA:

* OneparuBHa edeKkTUBHOCT (operative efficiency) - CbOTHOIIEHUETO MEXIY
HalpaBeHUTE pa3xoiM 3a IOCTUTaHeTO Ha ompenaeneHu edektu (cost-effectiveness
analysis) WM HalpaBeHUTE Pa3XOJU KbM MOCTHUTAaHETO HA OMpEIeICHa MOJIE3HOCT (COost-
utility analysis). OnepaTuBHaTa UKOHOMHYECKA €)EKTUBHOCT CE TIOCTUTA IIPH CIIa3BaHE Ha
CJICJIHUTE TIpaBUIIA:

v/ aKo eJIMH MOJXOJI € C TI0-MaJIKa [[CHa U JiaBa ChILKs PE3YJITaT, TO CJIe/IBa 1a
ObJIC MPEIIIOYECTECH;

v/ aKo eJIMH TIOJIXOJI € C MO-MaJIKa IeHa ¥ JIaBa I0-BUCOK PE3YJITaT, Cle/Ba Jia
ObJIe MpeNoYETeH;

v/ aKo eJIMH MOJIXOJI € C M0-MaJIKa [IeHa U J]aBa [O-HUCHK PE3YJITarT, Cle/Ba Jia
ObJie B3€TO Mpe/BUJ CbOTHOIIEHUETO Pa3X01-€(PeKTUBHOCT; MO-HUCKOTO ChOTHOIICHHE
JIaBa M0-BUCOKA HKOHOMUYECKa €PeKTHBHOCT.

* EdextuBHocT Ha pasnpenenenuero (allocative efficiency) - choTHOmIEHHE
MEXTy TI0J13aTa ¥ poMsiHa (HapacTBaHe WM HaMaJIsiBaHE) Ha OTIPeNIeIeH! pa3xoan (cost-
benefit analysis). PasmpenenuTtenHara HMKOHOMHYECKa €(EKTUBHOCT NpU CIETHHUTE
npaBuiIa:

v/ OCBIIECTBSIBAHE HA JIEWHOCTH, B KOUTO TI0J13aTa € MO-ToJIsIMa OT II€HaTa;

v/ IIpeKpaTsBaHe Ha JEHHOCTH, 32 KOMTO [IEHATa € MO-ToJIsIMa OT M0JI3aTa.

* 3a O1IeHKA Ha pa3npeAeauTeIHaTa NKOHOMUYEeCKa epEeKTUBHOCT Ce U3I0JI3Ba
AaHATTU3BT Pa3XoJ-ToN3a (HAIpUMEp CPaBHEHUETO MEXKY YBEIWYCHHE HA Pa3XOIUTE 3a
3/IpaBHA TIOMOIII C TTOJJOOHU pa3Xoau 3a 00y4eHue).

2.3. U3uucnsBa ce uHaekc Ha pasxoaute kbM momsure (BCR - benefit-cost
result; HHAEKC HA pa3XxoJ KbM M0J13a):
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3. ConmanHo-uKoHOMHYECKa epeKTHBHOCT - Social efficiency - momoOpsBane
Ha 0JIArOCHCTOSTHMETO Ha WHAMBHJIA JIa HE BOJM JIO BIIONIABAaHE HA 0JIATOCHCTOSIHUETO Ha
JIpYTUTE Y4JICHOBE Ha OOIECTBOTO, KATO TOBA CTaHE Ype3 KOMIIEHCHpAHE Ha 3aryourte oT
nevaybara (moJi3aTa) Ha MeYETUBIIUTE.

I1I. [Tpumepu 3a cucTema 3a OlleHKa C Bb3MOXHU UHIUKATOPH:

Koitnose 3a eH10BacKyJapHO IPUIIOKEHUE.

1. I[IpexxuBsieMOCT clief] MOCTaBsiHE Ha KOWJI, KaTO CIHellIHa MaHUITYJIallusl:

1o 24 Jaca;

1o 48 Jaca;

710 CeIMUIIA;

no 1 mecelr.

2. [IpexxuBIEeMOCT CJIe]] ITAHOBO TMIOCTaBsSHE HA KOMII ¥ HAJI €IHA CEIMUIIA TTPU
CIEIIHO MOCTaBsIHE:

1o 1 mecer;

1 - 3 mecenga;

3 - 6 mecerna;

6 - 12 mecerna;

12 Mmecena - 2 rOaMHH;

2 - 3 roguHu;

3 - 4 roguHM;

4 - 5 ronuHu;

HaJl 5 TOJIUHH.

3. OmneHka Ha CHCTOSHHETO MPU MOCTHIIBAaHE W MPU M3MHCBaHE, KAKTO H
MEPHOANYHO CIIE IEXOCTUTATN3ANNATA 33 3-TOIUIICH TePUO/T;

* ITo neBponornunu ckamu - National Institute Of Health Stroke Scale -
NIHSS, Glasgow - Liege.

* MuBanuHoCT - 001112 XapaKTEPUCTUKA, POLIEHT Ha HHBAJIMTHOCT - POMSIHA
WJTH JIUTICA Ha TIPOMSIHA TIPE/IN IIOCTaBSHETO U CJIE]] TIOCTABSIHETO Ha KOMII.

* PaGoTocnocoOHOCT.

4. OO0110 PYHKITMOHAIIHO ChCTOSIHHUE MPU XOCIUTATIN3AIINS, CJIE U3MTMCBAHE U
CJIe] IeXOCTIUTATN3aIUATa 32 3-TOAUILIEH TIePUOI:

* [ cr. [TaniueHTHT € HE3aBUCUM, C HE3aCETHATH KU3HCHH (PYHKIIMH, OPHCHTHPA
ce€ BbB BPEMETO U MPOCTPAHCTBOTO. B chcTosiHME € Oe3 momolln Aa ce obinya u chomuya,
caM Jila ce MHe, Ja Ce XpaHW, Jla OTHBA Ha WM3CJICJIBAaHE M MAHHWITYJIAI[UH, J1a BKIIOYBA
Jamrmara, paguoTo, 3BbHeIa 3a MTOBUKBAHE U J]a OTUBA JI0 TOAJeTHATA.

e [I ct. [TanneHTHT € OrpaHrdeH Mopa v MPEIINCAaHNue Ja HE CTaBa OT JIETJIOTO
WIK TIOpaau JIeKo yBpexaaHe. JKu3HeHuTe My (yHKIMHM HE ca 3acerHaTd, HO ca
3actpameHd. OOMKHOBEHO C€ OPUCHTHpPA 32 BPEMETO U MPOCTPAHCTBOTO. B chcTOsHUE €©
caM WJIM ¢ TTOMOII] 1a ce 00IuYa Ui ChOIrYa, 1a ce MUe Ha YMUBATHUKA WUJIH B JIETJIOTO,
na syie v e, Moke J1a OTHBa Ha W3CJICIBAHUS U MaHUIYJIAIMA CaMO C MPUAPYKUTEI.
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Cam oOcmyxBa 3BBHEIA 3a NMOBHUKBaHE, JlaMIlaTa M PaJMOTO W caM ThPCH TOMOI 3a
MOJI3BaHE Ha TOAJeTHATA.

e [IT cr. [TaneHTHT € OrpaHUYeH OPaIU MPEANUCaHuE J1a HE CTaBa OT JICTJIOTO
WIM TEXKO yBpekJaHe. Moxke Ja uMa HapylleHWE B OpHUEHTAlUATa, HYXKIae ce
HEMPEKbCHATO OT MOMOIII ITPH 00JIMYaHe U ChOJIMUaHe, TPU U3BBPIIBAHE HA TOAJIETA U TIPH
xpaHeHe. M3crenBanusaTa 1 MAaHUIYJIAIUUTE C€ U3BBPIIBAT CAMO B JIEXKAILIO MMOJI0KEHHUE.
B ToBa chCTOSIHME MAIMEHTHT € HAITBIHO 3aBHUCHM, HETPAHCIOPTAOWIICH, C HapYIIECHO
Ch3HAHUE U C€ HYXKJAae OT HEMPEKbCHATO 00CTyXKBaHE MPU BCUYKH CUTYaIUH.

* [V cr. Ilopagu MHOTO TEKKO HapyIIEHO ChCTOSTHUE KbM TPHIKUTE 3a TpeTa
CTETICH MOTaT J1a ce T00aBAT MPOIBIIKUTEIHO U3KYCTBEHO JTUIIAHE C PECITUPATOP U IPYTO
WHTEH3UBHO JICUEHHE.

5. Ilcux0JIOTUYECKH TECTORE.

B cpobpakenne € HeoOX0oauMO N1a ObAAT BKIIOUEHW OYaKBAHW HaH-4eCTH
ycinoxuenus Ha 3abonsaBaHeTo (MKbB xox) B %. 3a Bcsiko EI'H ce msrorss cmnpaBka,
HalpuMep 3a JUCHAHCEPHO HAOMIOJCHHWE, Nperjiead B HM3BBbHOONHMYHATA TIOMOII,
XOCIUTAIU3AIIAH.

[Ipumep: cTaBHO mpOTE3UpaHe - OYAKBAHO YCIOXKHEHHE X - Opoi
XOCTHUTAIM3AIMK 32 HACTBIIUJIOTO YCIOXKHEHHME X, YeCTOTa Ha TMpErJIeuTe Clel
npotezupanero B CMMII no noBoj X, jiekapcTBeHa Tepamnus cliell MPOTE3UPAHETO Upes3
pelenTypHa KHUXKKA 32 YCJI0)KHEHHETO X.
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