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
2023e.

I'naBa mbpBa.
OBILIH MMOJIOKEHUSA

Ui 1. C mapenbara ce onpenensaT YCIOBUATA U PEIbT 3a:

1. chcTaBsiHE W MOAIBpP)KAHE HA CIUCHK HA METUIIMHCKUTE U3JENUS, 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 MO0 wWi. 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 W U3KIIIOUBAHE HA METUIIMHCKU U3JENUS OT CIUCHKA O T. 1;

3. mpefocTaBsiHE M ChbXpaHsABaHE HAa MH(POPMALIMITA 110 WI. 5, aj. 1;

4. eXerogHo oOmpenensHe Ha CTOMHOCTTa, J0 KOSATO Ce 3aruiamar
MEAWIIMHCKUTE W3/ICIIHS, BKIIFOYCHH B CITUCHKA 110 T. 1;

5. ycioBusTa U pena 3a omnpeAensiHe Ha CTOMHOCTTA, IO KOATO Ce 3aruiamiar
MTOMOIIHUTE CPE/ICTBA, MPUCITOCOOICHUATA U ChOPHKEHUTA 32 XOpaTa C YBPEKIAHUS ChC
cpexactBa o wi. 23, an. 1, 1. 11 oT 3akoHa 3a 3[paBHOTO OCUTYpSBAHE U CTAHIAPTUTE 3a
TSAXHOTO Ka4eCTBO;

6. 1OCTBI J10 COUCHKAa MO T. 1.

Ui 2. Cwe cpenctBara o wi. 1, T. 1 MoraT J1a ce 3aruiamar caMmo MEIUIIMHCKI
U3JIeNHsl, KOUTO ca BKIFOYEHH B CIIUCHKA, ChCTABEH IO pefia 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, T. 23, npeaHa3HayeHa 3a OTOPU3UPAHU
UHCTUTYLIUH.

(2) ®uznyeckuTe NMIla, KOUTO OT UMETO M 3a CMETKAa Ha OTOPU3UPAHUTE
MHCTUTYLIMM MMaT TMpaBO Ha JOCTBII JO TbProBcKata WHGOpMalus, MOANKUCBAT
JIeKjIapaluy 3a KOHQUACHLIMATHOCT M HEW3NoiI3BaHe Ha HH(opMmanusTa U3BbH
ciry)keOHaTa cH JeHHOCT.
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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,
ChIbpKAalla MEAULIMHCKU U3AEIHs, PYIUPAHN B KATETOPUH CHITIACHO UIl. 6.

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

1. oOuTe nAeHTU(UKAMOHHY JaHHU M XapaKTEPUCTUKU HA MEIULIUHCKOTO
U3JIEINE;

2. cepTUHUKAIMOHEH U PETUCTPALMOHEH CTaTyC Ha MEAULIMHCKOTO U3JIENNE;

3. ThproBcka uH(popMalus, BKIIOUUTEIHO IPOJAaKHA [IeHa 32 MEAUIIMHCKOTO
u3JIeNue, KakTo U 3a IPOU3BOJUTENS/YII'BIIHOMOILEHHSI IPECTaBUTEIl UM ThproBela Ha
MEAMIIMHCKOTO U3/IETIHE;

4. cTOMHOCTTA, A0 KOSTO Ce 3aIulalia MEAULUHCKOTO U3JIeNNne;

5. ThproBcka HH(OpPMAIHsI, BKIIOYUTEIHO MPOJaKHA IIeHA Ha MEIUIIMHCKOTO
u3JleNKe, YJOCTOBEPEHA C JIOKYMEHT, IPEJICTaBeH Ipel] ChOTBETHOTO MHUTHUYECKO
yUpexkaAeHue, KaKTO 1 3a IPOU3BOANTEIISA/YITBIIHOMOIIECHUS [TPEJICTABUTEN, BHOCUTES WU
ThpProBela Ha MEIULUHCKOTO U3/IeJIie, KOraTO MEAUIIMHCKOTO U3/I€INE Ce BHACS OT TpeTa
J'bpKaBa;

6. CTOMHOCTTA, Ha KOATO MEAULMHCKOTO m3aeinue ¢ 3amiareHo oT H3O0K,
MunucTepcTBOTO Ha 31paBeonaszpanero (M3), neuebHuTe 3aBeenus no wi. 5 ot 3JI13 u ot
JedeOHUTE 3aBe/ICHHS C ABP’KAaBHO M/WIIM OOIIMHCKO yyactue 1o wi. 9 u 10 ot 3JI3.

(2) Undpopmanusara no an. 1 ce mocouBa B crnuchbka mo wi. 1, T. 1, Kakto
cienBa:

1. BXOZS1I] HOMED U JlaTa Ha 3asiBIEHUETO;

2. UACHTU(QUKAMOHEH HOMEp Ha 3asBHUTENS M BpEME Ha BbBBEKIAHE B
UHPOpPMAllMOHHATA  CUCTEMa, aBTOMaTHYHO reHepHpaHu OT  cucremara
(ueHTU(UKALMOHHUIT HOMEpP CE OIpeensl MPU MbPBOHAYAIHOTO BIMCBAHE B PETUCTBPA
U OCTaBa HEMPOMEHEH);

3. nmara W craryc Ha 3amnMca (MPEeAJio’KEH, BaJUAMpaH, PETUCTPUpPaH,
IPOMEHEH, 3aJIMYEH) 3a MEAULIMHCKO U3JIEIINE;

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

5. JaHHM 3a JTUIETO, KOETO MyCKa U3/IeINETO Ha 1a3apa;

6. JaHHM 3a THProBela Ha epo;

7. KaTeropus Ha METUIIUHCKOTO U3/EIINE;

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

9. renepuyHa rpymna u3aeaus (Korato € MpuiIoKuMo);

10. uMe Ha MEAMIMHCKOTO H3JeiHe (MOCOYEHO BBHPXY OMAaKOBKaTa W/WIU
JIeKJIapanusaTa 3a CbOTBETCTBHE Ha MPOU3BOAUTEN);

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

12. mogen (KoraTo € MpHIIOKHUMO);
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13. onucanmne Ha MEIUMLMHCKOTO M3Jenue (ChCTaB; BUJ Ha Marepuania; Opoi
U3JIeNMsl B HEAeIuMa ONAKOBKA; IOJEMMHA; pa3Mep; TErjo; CTEPUIIHO; ¢ M3MepBallu
(GyHKIMM; BKJIIOYEHO B ChCTaBa JIEKApPCTBEHO BELIECTBO; MaTepual OT >KUBOTHHCKHU
MPOU3XO/I, CrieU(PUIHN O3HAYCHUS, THUIT HAa TIPETUCBAHE HA U3/ICTTUETO (32 JOMAIIHA HITH
OonHMYHa yrnoTpeba) - MombiBa ce WHGOpMaLUATa, MPWIOKHMA 33 MEIULUHCKOTO
U3JIENNE;

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

15. kaTalo)keH HOMEp Ha MEAMIMHCKOTO u3jAeiane (IOCOYeH BBPXY
ormakoBKaTa u/mim JlekimapamusTa 3a ChOTBETCTBHE Ha TIPOU3BOIUTEIIS );

16. kmac/rpyna, CHUChHK;

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

18. HoMep u nata Ha peructpauus B MAJI unu yBenomiienue no MAJL;

19. nata Ha myckaHe Ha na3zapa B PenyOnuka bbirapus;

20. nocnenHa aTa Ha aKTyajau3alys Ha JaHHUTE 332 MEIULIMHCKOTO U3/IEIIHE;

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

22. mapkep 3a 3araimane upes cpencrsa or M3, H30K, neueOnu 3aBenenus;

23. nmpojakHa LieHa, I0COYeHa B ChOTBETHATA BalyTa U U3YUCIIEHA B €BPO 110
KpBbCTOCAHUTE KypcoBe Ha lleHTpamHaTa eBpormelicka OaHKa U CHOTBETHO B JIEBOBE IO
Kypca Ha bbirapckara HapoHa 0aHKa KbM JlaTaTa Ha BbBEX/1aHE Ha IaHHUTE;

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

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

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

(4) B ciyyaii 4e eqHO U CHIIO0 METUITMHCKO U3JIeNIe Ce BIUMCBA 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 10 all. 2, T. 4 ciryXaT
KaTo WACHTU(PUKATOP HAa MEAMIIMHCKHUTE H3AENUS W 3aIbJDKUTENTHO C€ HW3IMOJI3BaT B
ClIy4auTe, KOraTro CbOTBETHOTO MEAMIIMHCKO H3JIEINE CE€ OCUTypsIBa ChC CPEJCTBaTa IO
g 1, 1. 1.

Y. 6. CouchksT 10 Wwi. 1, T. 1 chabpxka CICTHUTE KATETOPHH MEIUITMHCKU
W3ICITUSA:
1. akTUBHHM UMITIAHTHPYESMH W3ICITHS;
2. U3/1eus 32 AaHECTE3UsI U PECTIUpAIHS;
3. ICHTAIHU U3JCIINS;
4. eeKTPOMEXaHUYHU METUIIUHCKU U3JIEIHS;
5. 60HUYHO 00OpYy/ABaHE;
6. UHBUTPO AUATHOCTUYHH U3/ICTIHS;
7. HeaKTUBHU UMIUTAHTHPYEMH U3JICITHS,
8. m3nenus 3a ohTAIMOJIOTHSI U OTITHKA,;
9. u3nenust 32 MHOTOKpaTHA yroTpeoa;
10. u3genus 3a eAHOKpaTHA yHnoTpeoda;
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11. moMmomHHM cpeAcTBa, MPUCHOCOOJEHUS, CHOPBKEHUS U MEAUIIMHCKH
U3JICNHSI 32 XOpa C YBPEKIAaHUS;

12. u3genus 3a AMarHOCTUYHA U TepPareBTUYHA paualius;

13. u3genus 3a JONIBIHUTEIHA TEPAIIns;

14. uznenus ¢ GUOJIOTHYEH TTPOU3XO/T;

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 3a aIMUHUCTPUPaHE HA CIIUCHKA 1O WiI. 1, T. 1, upe3 KouTto 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 I[EePCOHAICH
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, KOMTO OCUTYpsIBA Bb3MOKHOCT 3a:

1. rapaHTHpaHe CUTYPHOCTTA HA ChABPIKAIIATa CE B HErO HHPOPMAIHS Ype3
KPUIITUPAHE;

2. MpoMsiHA HA JaHHUTE OT 3asBUTEIT;

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

Pazpnean 11.
YciaoBusi v pel 3a BKJIIOYBaHe, IPOMEHHU M 3aJIMYABAHE HA MEeIUUNHCKHU
u31eausi B CIUChbka mo wi. 1, 1. 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 3asBJIEHHE 10 o0pasel], yTBbpJAeH
OT M3MBIHUTENHUS AupekTop Ha MAJL, myOnukyBaH Ha UHTEpHET CTpaHUIATA M.

(2) U3nmpaHuTENnHATa areH1ys 1o JIeKapcTBaTa OCUTypsiBa OTOPU3HPAH JOCThI
JI0 CIIACHKA MO 4. 1, T. 1 ¥ Ha UHCTUTYLMUTE U JMIaTa 1no 4i. 5, an. 1, T. 6, cnex kato
ChOTBETHATa MHCTUTYLIMS UM JIUIIE MUCMEHO 3asiBU TOBA MPEJ U3ITbIHUTEIHUS JUPEKTOP
Ha MAJL

(3) UadopmarnmsiTa mo wi. 5, an. 1, T. 5 1 6 € 1OCThITHA CaMO 3a UHCTUTYITUUTE
W JIMLIAaTa, KOMTO 3aIlIalllaT CbOTBETHOTO MEINLIMHCKO u3aenue. MHcturynuure n aunara
o ui. 5, ain. 1, T. 6 HsIMar npaBo Ja NPeJoCTaBAT ModydeHaTa UHpOpMalys Ha TPETH JIHIIA.

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

1. mpou3BOIUTEN HA MEAULIMHCKH U3/IEIHS;

2. nu1e, yIbJIHOMOIIIEHO OT IPOU3BOAUTENS;

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

4. GpU3NYECKO WM IOPUIMUYECKO JIHIIE, KOETO CTEPUIIU3UpA U3JICNIHUS;

MN3TOYHUK: MpaBHO-MHPOPMALMOHHHK cucTemu "Crnena”



5. Thprosel Ha eIpo ¢ MEAULIMHCKH U3JIEIHSI.

(5) Korato 3asBieHueTo ce mojaBa OT YI'BIHOMOILIEHO JIUIE, KbM HETO ce
MPEJICTaBsl U HOTAPUAIHO 3aBEPEHO MIBIHOMOIIHO. KOrato mb1HOMOIIIHOTO HE € U3/1aJIeHO
B PenyGinka bearapus, 3a Hero ce npezacTaBs MPeBO Ha OBJITAPCKU €3UK, U3BBPIICH OT
peBoJay, KOMTO MMa CKIIFOYEH JOroBop ¢ MUHHCTEpCTBOTO HAa BHHIIHUTE paboOTH 3a
U3BBPIIBaHE HA OUIMATHH TPEBOIH.

(6) TurrbT €NEKTPOHHU JOKYMEHTH U (paitioBu ¢popMaTu, KaKTO U MpaBHUIIaTa
3a OCHTrypsiBaHE Ha JOCTBII O CIUCHKA Mo wi. 1, T. 1, ce myOIMKyBaT Ha WHTEPHET
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 3aIlialla TaKca.

Ui 11. IIpu noctriBane Ha 3asiBiieHue ciryxuten Ha MAJl Banuaupa nanauTe
OT 3asIBJICHHETO 3a:

1. HaguMyWe Ha TOANKC/BAIUACH EJIEKTPOHEH IOJINUC IPH IOJaBaHE I10
€JIEKTPOHEH II'bT;

2. IBIHOTA HA JAHHUTE;

3. 3aBEHO OOCTOSATEIICTBO - PETHCTPAIIHS, TIPOMSHA WK 3aTMYaBaHe 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
II'bT), HA 3asIBUTEJIS CE€ U3MpaIlia B CPOK /10 S pabOTHU JHU OT MOCTHIIBAHE HA 3asBJICHUETO
€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 u3mpama ypes3 JULEH3UpaH IMOIIEHCKU OIepaTop 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 3asBUTEIIS], KATO TOBA C€ yI0CTOBEPSIBA IO HAYMHUTE, IOCOYECHHU B
I'parknanCcKHs poLecyaleH 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 3asBieHneTro OTroBapsi Ha W3HCKBAaHUATA, JAHHUTE Ce
BBBEX/JAT B MHPOPMALMOHHATA cucTeMa oT cinyxutes Ha MAJL B cpok 710 5 paboTHH JHU.
Enextponnara 6a3a qaHHM reHepupa UACHTU(UKAIIMOHEH HOMED 3a 3asBUTENS U BpEME,
KOETO OTpa3siBa MOMEHTa Ha Chb3JaBaHe Ha MNpoduia Ha 3asgBUTENS, M H3Mpalia
NOTBBPK/IECHUE 32 IPUEMaHe Ha 3asBJICHHUETO.

(2) ITOTBBPKIACHUETO € EINEKTPOHEH JOKYMEHT, KOWTO ChIbp)Ka JaHHH 32
BXOJIALINS HOMEp M Jara, HUJIEHTU(UKALMOHEH HOMEp MU BpEeMe Ha BBBEXKJAHE B
eJIEKTpOHHATa 0a3a JaHHU, KaKTO U MH(OpMAIHs 3a JOCTHII.

(3) IloTBBpKAECHHMETO ce HM3Mpalla Ha ajpeca Ha eJIeKTpOHHATa Molla 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 OOCTOSATENICTBA, CHITACHETO 3a MPUEMAHE HA EIEeKTPOHHH CHOOIICHUS,
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. BbBexkiaHeTo WM MPOMsIHA HA JAHHMU B CMChKa 1Mo 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 MEJUIIMHCKUTE U311 B CIIUCHKA, CE€ U3BBPIIBA OT 3asIBUTEI.

(2) IIpu ycraHoBsiBaHE Ha I'pELIKU OT JuIbxkHOCTHO juue MAJl 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 MyOIMKyBarT.

Ui 20. U3nbaHuTeNHATa areHuus 1o jJeKkapcTBara myOauKyBa Ha HHTEPHET
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 BbBEXk1aHaTa HHPOpMALIKSL.

Y. 21. 3annuaBaHeTo Ha JaHHU 3a 3asBUTEIN W/UIN METUIIMHCKU WU3IEIUS,
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 win obe3cunBane aeiictBuero 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. 3anuuaBaneTo mo wi. 21 ce W3BBpIIBA OT AIBKHOCTHH JIMIIA TIO
YTBBPICHH OT U3MBJIHUTENHUS qupekTop Ha MWAJI BbTpenHu mpaBuia.

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

Paznea 1.
YcaoBus u pej 3a onpeesisHe CTOHOCTTAa HA MeAUIIMHCKUTE U3/1eJIHs,
3amaamanu ot 0raxkera Ha H30K

Ui 23. (1) HaimonanHaTa 31paBHOOCUTYPHUTEIIHA Kaca MPOBEXK/IAa €XKETOTHO
mpoleaypa 3a OINpeielssHe Ha CTOWHOCTTa, MO0 KOSATO 3aljiamia TPymd METUIIUHCKU
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U3JIeNHsl, 32 KOUTO B HOPMATHBEH aKT € IOCOYEHO, Y€ CE OCUTYpsBaT ChC CPEACTBA OT
HEIHUS OIJIKET.

(2) CroitnocTtTa O an. 1 ce ompenens 3a CbOTBETHA Tpyla MEIUIMHCKU
U3JIeNUs, OTTOBApAIIM Ha OINPENEICHH TEXHUYECKH H3UCKBAaHUSA, B CHOTBETCTBHE C
npenBuaeHuTe cpeactaa B 6romkera Ha H30K 3a choTBeTHATa KajgeHaapHa roJlMHa.

Ui 24. (1) (ITpenuien Tekct Ha ui. 24 - JIB, Op. 104 o1 2021 r.) Konkpetuure
MeauIMHCKN u3nenus, 3a kouto H3OK 3ammama, TpssGBa na oTroBapAT Ha CIEAHUTE
M3UCKBAHMUS:

1. 1a oTroBapsAT Ha M3UCKBAHMUATA Ha 3aKOHA 32 MEIUIIMHCKUTE HU3JIENIUS
(3MN);

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

3. (u3m. - IB, Op. 105 ot 2023 r., B cuna ot 19.12.2023 r.) na HsAMmaT
peructpupanu gaHHu B MAJI w/unmm EUDAMED 3a uHIMIEHTH/CEPUO3HN UHITUICHTH
npe3 nociegHuTe 18 mMecena, KakTo U 3a OJIOKMpaHU WM U3TEIJIEHU OT Iazapa napTuiu
M0 MPHUYMHHU, CBBbP3aHU C OE30MacHOCTTa HAa MEAMIIMHCKHUTE WU3JENHs OT TAX Ipe3
nociaeauurte 18 Mecena;

4. na ce 3amaniar ot o0miecTBeH GOH/I B IOHE TP OT AbPKABUTE - YWICHKHU Ha
EBpomneiickust Cbr03, IPU CHIIUTE UHAUKAIIMN WU 3a00JIsIBAHUS WK JIa Ca 3alllalllaHd OT
H3O0K npe3 nociennute 5 roguHu;

5. (m3m. - IB, Op. 105 ot 2023 r., B cunma ot 19.12.2023 r.) ma umar
paHJIOMU3UpaHU KJIMHUYHU U3MHUTBAHUS, OT KOUTO MIOHE €IHO 3aBBPIICHO, U U3BBPIICHA
OIICHKA Ha 3J[PAaBHUTE TCXHOJIOTUU (32 M3ICIHs, IPUJIATAaHH B YCIIOBUATA HA OOJTHUYHATA
MEAMIIMHCKA TIOMOIII, KOTaTO € MPUII0KHUMO);

6. 1a OTroBapsAT Ha TEXHUYCCKUTE U3UCKBAHUS U IPYTH YCIIOBHUS, TIOCOYCHH B
cnenuduKanuaTa mno 4i. 25;

7. (voma - JIB, 6p. 104 ot 2021 r., u3m. - IB, Op. 105 ot 2023 1., B cuna ot
19.12.2023 r.) 3a HOBHM TPYNW/MOATPYHNH MEAMLIMHCKU M3JEIHS MO TEXHUUYECKU
M3HUCKBAHMS - U3BBPIIICHA OI[EHKA Ha 3[IPaBHUTE TEXHOJIOTHH ChIVIACHO MIPHIIOKEHHUETO 3a:

a) MEIUIMHCKU wu3Aenus, kiacuduuupanu kato kmac IIb m wxmac III B
crotrBeTcTBUE ¢ wieH 51 ot Permament (EC) 2017/745 na EBpomneiickus mapiiaMeHT 1 Ha
CeBeta ot 5 anpun 2017 r. 3a MEAUIIMHCKUTE W3JENUs, 3a U3MEHEHUEe Ha JlupektuBa
2001/83/EQO, Pernament (EO) Ne 178/2002 u Pernament (EO) Ne 1223/2009 u 3a oT™MsiHa
Ha aupektuBu 90/385/EVO u 93/42/EMO na CwBera (OB, L 117/1 ot 5 mait 2017 1.);

0) MEIUIMHCKU W3JEIHs 33 MHBUTPO AMATHOCTUKA, KiIacu(UUUpaHU KaTo
kmac D B cpotBercTBue ¢ wieH 47 or Permament (EC) 2017/746 na EBpomneiickus
napaameHT 1 Ha CobBera oT 5 anpun 2017 1. 3a MEAUIIMHCKUTE WU3AEIUS 33 WHBUTPO
muarHocTuka u 3a oTmsiHa Ha [upexktuBa 98/79/EO u Pemenune 2010/227/EC nHa
Komucusita (OB, L 117/176 ot 5 maii 2017 1.).

(2) (Hosa - JIB, 6p. 104 ot 2021 r.) Ouenkata mo ai. 1, T. 7 ce pa3riexnaa oT
KOMHCHS, OIpeneneHa cbe 3amoBed Ha ynpaButens Ha H3OK, cimen momaBane Ha
3asiBJICHHE TI0 00pasell, yTBbpaeH ot ynpaButens Ha H30K.

(3) (Homa - JIB, 6p. 104 ot 2021 r.) UnenoBere Ha KOMUCHATA IO ajl. 2 HE
MoraT Jla ydacTBaT B JIEWHOCTH, CBBpP3aHH C pa3pabOTBaHETO, MPOU3BOACTBOTO,
MapKeTHUHTa, ThPTOBUATA HA AP0 U APEOHO ChC CHOTBETHOTO MEIUIIMHCKO U3CITHE.
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(4) (Homa - IB, 6p. 104 ot 2021 r.) YUneHoBeTe Ha KOMHUCHsATA IO al. 2 ca
JUTHXKHU JIa HE pas3riiacsBar (akTh U 0OCTOSTEIICTBA, CTAHAIM UM WU3BECTHU MPU WU TIO
MOBO/I U3II'BJIHEHUE HA 33IbJDKEHUATA UM T10 Ta3u Hapezoa.

(5) (Homsa - IB, 6p. 104 ot 2021 r.) 3asBienusTa no ai. 2 ce noaasat 10 30
anpuil Ha ChOTBETHATA KaJeHIapHa roJIMHa.

(6) (Hosa - 1B, 0p. 104 ot 2021 r., u3m. - IB, 6p. 105 ot 2023 r., B cmiia oT
19.12.2023 r.) B cpok no 10 o Ha ChOTBETHATA KaJeHIapHA TOAMHA KOMUCHSATA 110 aJl.
2 pasriexaa NoCThIIMINTE 3asBIeHUS U npeaiara Ha ynpasutens Ha H30K crorBeTHara
HOBa TPYNa/MOATpyNa MEIUIMHCKU HU3JeNHUs MO0 TEXHUYECKH H3UCKBaHUA Ja Oble
BKJIIOYEHA B crielu@uKanuara mo wi. 25, ain. 1 u npeaenHa CTOWHOCT, 10 KOSTO HOBaTa
rpyna/moAarpyna MeIWLUMHCKH H3JeNus 0 TEeXHUYECKH W3UCKBaHUS ce IpuemMa 3a
pa3xo0eeKTUBHA.

Un. 25. (1) Ilpouenypara mo AOroBapstHETO HAa MEAMUIIMHCKUA H3AEITus,
CTOMHOCTTA Ha KOMTO Ce 3amamia HambiHo uiu dactuyHo oT H30K, ce u3BbpiIBa Ha
ocHOBara Ha cnenudukanus, yrebpaeHa ot Hanzopuus ceBer Ha H30K.

(2) (M3m. - /1B, 6p. 105 o1 2023 1., B cua ot 19.12.2023 1.) Crienudukanusira
o a. 1 ce yreppxaaBa B Cpok 10 30 10711 Ha ChOTBETHATA KAJICHIapHa FOJIMHA U OTIPEIEIs
U Tpynupa MEOUIMHCKUTE U3/ENUs, MPUIaraHu B yCIOBHUSATa Ha W3BbHOOJTHUYHATA U
OOJTHUYHATA MEAUITUHCKA ITOMOIII, 110 TEXHUYECKH U3UCKBAHUA.

(3) 3a uzroTBsiHe Ha mpoekTa Ha crenudukanus ynpaButenast Ha H30K
Ha3HavaBa ekcrepTHa KoMmHcHs. CbhCTaBbT Ha KOMHUCHATA BKJIIOYBA CHEIUATUCTH C
dbapmaleBTUYHO, IOPUIUIECKO, MEAUIIMHCKO U UKOHOMUYECKO 0OpazoBaHue. 3a CBOsTA
paboTa KOMHUCHSITA U3TOTBS IPOTOKOJU U PEIICHUS.

(4) Cnenudukanusara cbIbpKa:

I. Tpynu, B KOUTO C€ BKIIOYBAT MEIUIMHCKUTE WU3JEIUs ChOOpPa3HO
MpeHa3HAYEHUETO UM;

2. OATPYIA MEIUIIMHCKU U3JENUs B PaMKHUTE Ha €JHa Tpyma, OmpenecHu
CHOOPA3HO MPHIIOKEHUETO UM;

3. Tpynu MEIMIIMHCKHA W3JIETUs M0 TEXHUYECKHM M3UCKBAaHUS B PaAMKHUTE Ha
€lHa MoJrpyna;

4. o0ocobeHH Tpynu/mOArPYNU/TPYyNH IO TEXHUYECKHM H3MCKBAHUS
MEAUIIMHCKY U3/, IPUIaraHu:

a) B YCJIOBHSTAa Ha M3BHHOOJHMYHATA METUIIMHCKA IOMOII, 3aIUlalllaHd Ha
JUIIa, TOJYYUIIN pa3pelIeHus 3a ThProBus Ha JpeOHO C JIeKapCTBEHU MPOAYKTH;

0) B ycioBHsiTa HAa OOJTHUYHATA MEIUIIMHCKA TTOMOIII, 3aIlIalllaHy Ha JIeueOHU
3aBEJCHUs, CKIIOUMIM JOToBOpH mo wi. 23, an. 1, T. 4 or 3akoHa 3a 3ApaBHOTO
OCHUTYpsIBaHE 32 OKa3BaHE HA OOJIHMYHA MEIUIIMHCKA TTIOMOIIT;

B) B YCIOBUsATA Ha OOJHMYHATA MEIUIIMHCKA IIOMOII, 3alUlalllaHu Ha
MPOM3BOJUTENIM WA TBHPTOBIM HAa €ApO C MEIUIIMHCKH W3JeIUs WM Ha TEXHU
YI'BJIHOMOIIEHH TPEACTABUTENHU, CKIIOYWIA JOTOBOPU 3a JOCTaBKAa Ha MEIULIMHCKHU
W3JIeNUs 10 pefia Ha Ta3u Hapeaoa;

5. ycIoBUs 32 IEPUOANYHOCT W/MIIA KOTMYECTBA HA IOCTABIHUTE MEUIIMHCKH
n3nenus, 3amaamanu oT H30K;

6. MaKkcMMaJIHa IPOTHO3HA AHAIMTUYHA CTOMHOCT, 0 Kosito H30K 3amnama
3a ChOTBETHATa TpyIa/MoArpyna/rpyna mo TEXHUYECKH W3UCKBAaHUSA/TPyHUTE MO T. 4,
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OykBa "B" M ChOTBETHHUS UM IIPOTHO3EH Opoii (00eM) MEIMITMHCKH U3eus 3a 12-MeceueH
nepuo, koito H30K 3amnaima;

7. ycnoBUA M W3MCKBaHHS 3a NPEINUCBAHE U OTIYCKaHE Ha CHOTBETHUTE
TPYIU/TIOATPYITH U TPYITH 110 TEXHUYECKH H3UCKBAHUS.

(5) IIpu mocturuHar pazxoaoedexTuBeH pe3yarat 3a 6romkera Ha H3OK cien
IpoBe/IeHa 10 pela Ha Ta3u Hapenda mpolenypa, KakTo U IpU HAIWYHE HA OIOJKETHU
CpEICTBa 3a 3PaBHOOCUTYPUTENIHU IUIANIAHUS 32 MEIUIIMHCKU WU3JETHS B pe3ysTaTr Ha
peanu3upan no-mManbk paszxon 3a H30K, 3a 3amnamanute rpynu MEIUIUHCKU U3EHS,
H30K moxe na omnpeneny Cpok 3a 3arjialjaHe M ChOTBETHA CTOMHOCT 3a HOBU TPYIU
MEAWIIMHCKN W3JIeNHsl, BKIIOYCHH 32 MBPBU BT B cHenudukamusaTa mo air. 1 u
Heszarmamanu gocera or H30K. 3amamaneTo Ha HOBUTE TPy HE MOKE Ja HAIXBbPJIIs
IpeaBUICHUTE Che 3aKoHa 3a Oroxera Ha H30K cpencTBa 3a choTBeTHATa KaleHIapHA
roJIMHA.

(6) (Hosa - IB, Op. 105 ot 2023 r., B cuwia ot 19.12.2023 r.) IIlpomenu B
cnenudukanuara mno ai. 1 morar aa ObJaT U3BHPILIBAHU BB BPb3Ka ChC CTOMHOCTTA, 10
kosto H3OK 3amama rpynw/moAarpyns MEOWIMHCKH H3AETHS 1O TEXHHUYECKH
M3MCKBAaHUS C MOTHUBHUPAHO pEIIeHHEe CcaMO TMpU BH3HUKBAHE HAa W3BBHPEIHU
00CTOSITENICTBA, KOUTO HE ca OWJIM 3asiBEHU B CpPOKa MO Wi. 24, an. 5, NpH CIIETHUTE
YCIIOBUS:

1. ynpasurenst Ha H30K Bb3siara Ha xomucHsTa 10 aji. 3 W3BbpLIBAHE Ha
eKCIIepTHA OIlEHKa MO IeNeChOOpa3HOCT Ha MpejularaHara MPOMsHA, CJell HM3HCKaHO
CTAHOBHIIIE OT ChOTBETHUS €KCIIEPTEH ChBET 10 Wi. 6a, an. 1, T. 1 oT 3akoHa 3a 31paBeTo;

2. npemnioxxenuero Ha Hanzopuus ceBer Ha H30K ce otHacs camo 3a rpynu
MEIUIIMHCKN U3JIeTusl, HEOOXOAMMH TPH >KMBOTO3AaCTpalllaBallld ChCTOSHUSA, KOTaTO
JKUBOTHT Ha MAIMEHTA € MPSAKO 3aCTPallleH;

3. pemiennero Ha Hamzopuus ceBer Ha H30OK cnenBa na 6bae B3eTo npenu
BIIM3aHE B CHJIa Ha 3aKoHa 3a OroxeTa Ha H30K 3a choTBeTHATa KaleHJapHa ToHa.

Un. 26. (1) (U3m. - IB, Op. 105 ot 2023 r., B cuna ot 19.12.2023 r.) o 5
paOOTHU JTHU clle]] YTBbpiKJaBaHe Ha cnenupukanusaTa no 4i. 25, an. 1 H30K my6nukysa
Ha UHTEPHET CTpaHMIlaTa CH MOKaHAa KbM MPOU3BOJUTEINTE WIH THPrOBIUTE HA €1pO C
MEIUIUHCKN M3/eIMs W/WIM TEXHUTE YIBIHOMOUIEHHM MNpPEJCTaBUTENN 3a y4yacTue B
npoueaypara o onpeeiasiie Ha CTOMHOCTTa 1Mo wi. 23, an. 1.

(2) Ilokanara o an. 1 ceabpxka:

1. mpeamer Ha mpoueaypara - MEAWLIMHCKM U3JENHs, BKIIOYEHU B
cnenudukanuara o 4i. 25, an. 1;

2. U3UCKYyeMHU JOKYMEHTH OT YYaCTHHUIIUTE ChIJIacHO all. 3 u 4;

3. MACTO, HAYMH U KpaeH CPOK 3a MOJaBaHe Ha MIPEIJIOKEHUS - JOKYMEHTH 3a
ydacTue B IIpoLeaypaTa, KaTo CPOKbT HE MOXKE J1a ObJie TO-MadbK OT 15 pabOTHU AHU OT
nyOJIMKyBaHe Ha MOKaHATa;

4. muue, TeneoH u eNeKTpoHeH aapec 3a KoHTakT B H30K.

(3) 3a yuactue B mpomenypara mno wi. 23, an. 1 3a BKIIOYBaHE Ha HOBH
MenuiuHckun usaenusi, kouto H3OK He e 3amnamana npu mocieaHaTa MPOBEICHA
npolielypa, MpOU3BOAUTEINTE WU ThPrOBIMUTE HAa €IpO C MEIUIIMHCKU U3JeNus W/HIu
TEXHUTE YIBIHOMOIIEHH mnpenacraBurenn nogasaT B H3OK 3asdBnenuwe, kbM KOETO
IpUJIaratr CJIeIHUTE TOKYMEHTH:
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1. naHHU 3a eAMHEH UJICHTU(UKALMOHEH KOJ Ha JIPYKECTBO/KOOMepalus oT
TBPrOBCKUSL PETUCTHP; 3a APY’KECTBA, PETUCTPUPAHU B IPYTH AbpIKABHU - U3BJICUECHUE OT
TBPrOBCKUSL PETHCTBP WM CXOJEH JOKYMEHT II0 HAalMOHAJIHOTO 3aKOHOJATEICTBO HA
ChOTBETHATA Abp>KaBa Ha IPOU3BOAUTENS WM ThProBELa HA €APO C MEAULIMHCKYU U3ENHNS,
U3JIaJICHM OT KOMIIETEHTEH OpraH HeE IO-KbCHO OT 6 Mecela Ipeau IOoJaBaHE Ha
3asBICHUETO; MHPOPMALIUATA CE TIPEAOCTABS 32 TPOU3BOANUTEIS HA MEUIIMHCKU U3ICIIHS,
a B cCiyyall 4ye NpeUIOKEHUETO ce I0jaBa OT TbhProBell Ha €Ipo/yI'bIHOMOILEH
IIPEJICTABUTEIN - U 32 TAX;

2. HOTapHAJIHO 3aBEPEHO ITBIIHOMOILHO, B CIy4ail 4e 3asBICHUETO Ce M01aBa
OT IpEeACTAaBUTEN Ha MPOU3BOAUTENS WIM THProBeLa Ha €Ipo; KOraTo I’bJIHOMOILHOTO HE
e u3naneHo B PenyOnuka bbarapus, 3a Hero ce mpezacraBs NpeBoJ Ha OBJITApCKU €3HK,
U3BBPIIEH OT IPEBOJAY, KOWTO MMa CKJIFOUYEH JOroBop ¢ MUHUCTEPCTBOTO HA BHHIIIHUTE
paboTu 3a M3BBpPLIBAHE HAa O(ULMAIHU NPEBOJAU; B I'BIHOMOIIHOTO cilejBa Ja Obaar
[IOCOYEHH KOHKPETHUTE MEIUIMHCKU U3JENIUs, 3a KOUTO IMPEACTABUTEIAT €
YI'BJIHOMOLICH;

3. JOKYMEHT, yJOCTOBEpsiBall IMPaBOTO MM Ja ThPryBaT C MEAMIIMHCKH
U3JIENNsl, U3AALEH OT KOMIIETEHTEH OpraH Ha ChOTBETHATA IbP)KaBa, a KOraTO TaKbB €
uznanen ot MAJL, ce nocousa HeroBusT Homep U H30OK cinyxe6HO cbOupa u npoBepsiBa
CbOTBETHaTa HWH(OpMalUs; TaKbB JOKYMEHT HE C€ H3MCKBA, aKO 3asBUTEIAT €
NPOM3BOJIUTEN, yCTAHOBEH Ha TepuTopusiTa Ha Pemybnuka bearapus, ceriaacHo wi. 77, ai.
2 ot 3MU;

4. noxyMeHTalus, 4ype3 KOSTO C€ JI0Ka3Ba, Y€ MEAMLMHCKOTO H37eiue
OTroBapsi Ha TEXHUYECKUTE M3UCKBAHUS, IOCOUEHH B clieluukanuara mno ui. 25, ain. 1:
ceprudpukar 3a CE MapkupoBKa OT HOTU(UIMpPAH OpraH - HOTApUAIHO 3aBEPEH;
JeKIapanus 3a CbOTBETCTBUE, U3/1aJicHa OT IPOU3BOAUTENS HA MEAULIMHCKOTO U3JIEIINE;
MHCTPYKLUS 32 yHIOTpeOa 3a MEIUIIMHCKOTO U3/1eUe Ha OBJIrapcKy €31K; YBEIOMIICHHE 32
NyCHaTH Ha ma3apa uw/win (opMma 3a HpeAoCTaBsHE Ha WHGOpMalUs 3a MyCHAaTH B
JieicTBUE HA TepuTopusiTa Ha PenmyOnnka beiarapus MeTUIIMHCKY U3IETTUS;

5. M3BJIEYEHHE OT KaTaJor 3a BCHUYKM 3aiBEHH MEIULMHCKH HU3JENus C
MOCOYBAHE Ha KaTaJIOXKEH HOMEp Mo Wi. 5, an. 2, T. 15 Ha mpeayiaraHoTO MEIUIIMHCKO
u3JIeNue, KOeTo ce WASHTH(PHINpPA ¢ ThPrOBCKOTO My HAaUMEHOBaHME, ChOTBETCTBAIIO Ha
YHUBEPCATHUS KOJ WM UACHTU(PUKATOP, C KOETO TOBA U3/IEJIME € BIIUCAHO B CIIUCHKA IO
yi. 5, anm. 1;

6. (u3m. - [IB, 6p. 105 ot 2023 r., B cuna ot 19.12.2023 r.) undpopmarus,
npenoctaBeHa ot MAJI, otHocHo peructpupanu nanHu B MAJI w/unu EUDAMED 3a
MHIUACHTH/CEPUO3HA UHIIUJIEHTH C MEAMIIMHCKOTO U3/IeNIne, KaKTO U 3a OJIOKUpaHU WIH
M3TEJIEHU OT Ia3apa MapTUAM IIpe3 nociaenHuTe 18 mecena;

7. nexyapainusi, 4e CbOTBETHUAT YUaCTHUK MOJKE J1a OCUTYPU HEOOXOJUMUTE
KOJIMYECTBA MEIULIMHCKH U3/IETIHS;

8. nexsapanusi, ye CbOTBETHUAT YUaCTHHUK ITPUEMa YCIOBUITA U U3UCKBAHUSITA
Ha MyOJIMKYBaHMs MPOEKT Ha JIOTOBOP - MPUJIOKHUM MPU KaHIUJIATHTE, 3asBUIH TPYIH
MEAMIMHCKH U31ETUS/TOATPYIH/TPYIU MO0 TEXHUYECKU U3UCKBAHUA 110 4iL. 25, an. 4, T. 4,
OykBa "B", KOWTO BKJIIOYBA YCIIOBHSTA 3a JOCTaBKa, 3a 3aIljalllaHe HA METUIIMHCKUTE
U3JIeNHsl, 3a Mpe/icTaBsiHe Ha OaHKOBA rapaHIus U JIp.;

9. mpey1araHa 1ieHa Ha MEAULIMHCKOTO U3/IETIHE;

10. nexnapanus 3a HUIMYKME HA U3UCKBAHMATA 11O Wi. 24, T. 4 ¢ MOCOYBAHE HA
KOHKPETHHsI 0011ecTBEH (POH HAa ChOTBETHATA JbPKaBa,;
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11. moka3zarencTBa 3a M3II'BIHCHUE HAa U3NCKBaHUATA 10 4. 24, T. 4 u 5.

(4) 3a yuactue B mpoiieaypara o 4wi. 23, an. 1 3a BKJIIOUBaHE HA MEIULIMHCKU
uzzenusi, onpezaeneHu 3a 3amamade o H30K mpu nocnennara mposeneHa npoienypa,
MPOU3BOUTEIIUTE WM THPTOBIUTE HA €IpO C METUIIMHCKU W3NS W/WUIH TEXHHUTE
yrbJIHOMOIIeHH mnpezactaBurenu noaasar B H30OK 3asBieHue, KbM KOETO MpHiarar
CJICTHUTE TIOKYMCHTH:

1. (u3m. - JIB, 6p. 105 ot 2023 r., B cuima ot 19.12.2023 r.) uadopmanus,
npenoctaBena ot MAJI, otHocHo peructpupanu nanau B MAJI w/umu EUDAMED 3a
MHIUICHTH/CEPUO3HA UHIIUJIEHTH C MEAUIIMHCKOTO M3JIeNe, KAKTO U 3a OJIOKUpaHH WIH
M3TEIJIEHU OT Ia3apa MapTUAU Ipe3 nocienHute 18 mecena;

2. mexyapanusi OT 3asBHUTENS, Y€ HE € M3TEeKbJl CPOKHT Ha BaJIMIHOCT Ha
JOKYMEHTUTE TO ai. 3, T. 4, NMPWIOKECHH IO TOCIEJHATAa TPOBEJCHA MPOIECIypa; B
CIIy4auTe, KOraro CpOKbT Ha BaJIUAHOCT HA TE3U JOKYMEHTH € U3TEKbJI WM € HaCThIINIIa
JpyTa MPOMsIHA B OOCTOSATEICTBATa OTHOCHO CHOTBETCTBUETO HA MEIUITMHCKUTE U3JICITUS
C TEXHUYECKUTE HM3UCKBAHUS, 3asBUTENAT C€ 3aqbJDKaBa Ja MPEACTaBU CHOTBETHHUTE
HOBOM3/IaJICHU JIOKYMCHTH;

3. Iekapanus, ye ChOTBETHUAT YYaCTHUK MpHUEMa yCIOBUATA U U3UCKBAHUATA
Ha MMyOJUKYBaHUS MPOCKT HA JIOTOBOP - MPUJIOKUM IPU KAHIUIATHTE, 3aSIBUIH TPYIH
MEAUIMHCKH U3AETUS/TOATPYIH/TPYIU MO TEXHUYECKU U3UCKBAHUA 110 4iL. 25, an. 4, T. 4,
OykBa "B", KONTO BKJIIOYBA YCJIOBHSTA 3a JOCTaBKa, 3a 3allialllaHe HAa MEIUIIUHCKUTE
U3JIeNHsl, 3a Mpe/icTaBsIHe Ha OaHKOBA rapaHIus U JIp.;

4. mpennaraHa IieHa Ha MEAWIIMHCKOTO H3JIeIUE.

(5) VYmpasurenst Ha H3OK yrBBpKIaBa 00pa3nu Ha 3asBICHUA H
JeKIapalyy, a B crydante mo wi. 25, ain. 4, T. 4, Oyksa "B" u oOpaser] Ha MPOEKT Ha
JIOTOBOP, KOUTO ce MyOIuKyBaT Ha uHTepHeT cTpanunara Ha H30K 3aeaHo ¢ mokanara no
an. 1.

(6) IIpennosxkenata rieHa mo ai. 3, T. 9 u an. 4, 1. 4 He Moke Ja ObJie MO-BUCOKA
OT MpOoJaXHATa IIE€HA 3a ChOTBETHOTO M3/IEINE ChIIacHO 4il. 5, ai. 2, T. 23.

(7) Bcsko MEAMITMHCKO HM3JEIHEe MOXKe Ja OBbJie 3asgBEHO caMO 3a €IHO
TEXHHYECKO M3UCKBAHE.

Un. 27. (1) [Ipouenypara mo moroBapsiHe Ha cTOHOCTTa, M0 Kosito H30K
3amiania KOHKPETHUM MEIUIUHCKU U3JeNus, NpUHAUIeKalld KbM €JHa rpymna, ce
IIPOBEXA OT E€KCIEpTHAa KOMMCHsI, HapuyaHa IO-HaTaTbK "KOMHUCHATA', Ha3HA4Y€HA OT
ynpasurens Ha H30K, cnen n3tnuane Ha cpoka 3a 1oJilaBaHe Ha JOKYMEHTHUTE 3a ydacThe
B JIOTOBApSIHETO.

(2) CbcTaBbT Ha KOMMCHATA BKIIIOYBA CHEIHUATUCTH C (hapMaleBTHYHO,
IOPUJINYECKO, MEMIIMHCKO U NKOHOMUYECKO 00pa3zoBaHMe. 3a cBosTa paboTa KOMUCHATA
U3TOTBSI POTOKOJIM U PELLIEHUS.

(3) B crecraBa Ha komucHsTa ce BKIItouBaT TpuMa BhHIIHH 32 H30K excriepTy,
onpexaenenu ¢ pemenue Ha Hagzopausa ceBet Ha H30K.

(4) BbHIIHUTE ekcriepTd Mo ajl. 3 morar jga ObpAarT Jula C IOPUIHYECKO,
MEAMIMHCKO I HKOHOMHYECKO 00pa3oBaHHUe.

(5) UneHnoBere Ha KOMUCHUSTA MTOANKCBAT ACKIApaIys, Ue He ca CBbP3aHHU JIHIA
o cmuchbaa Ha § 1, 1. 1 ot Teproeckus 3aK0H ¢ MPOU3BOINUTEIUTE WU C ThPTOBLIUTE HA
€/1p0 C MEUIIMHCKU U3/IeNUS/TEXHUTE YII'BIHOMOIIEHH MPEICTaBUTEIH.
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Ui 28. (1) IlpennoxkeHusTa ce MPEACTaBAT B 3ariedyaTaH HEMPO3paveH ITUK
OT KaHJuJaTa JIMYHO WJIM 10 MOoIlaTa ¢ MpenopbhyaHo MUCMO ¢ oOpaTHa pa3nucka. Bepxy
IUTMKA KaHAWJAThT MOCOYBA aJpec 3a KOpEeCHOHAeHIMs, TenedoH, (pakc U eleKTpOoHEeH
azpec.

(2) Kanguaature npeacTaBaT LIEHOBOTO MPEAIOKEHUE B OTJENICH 0003HaUeH
HEIPO3payveH 3areyaTaH IJIMK, IOCTaBEH B IUIMKA C IIPEJI0KEHUETO.

(3) [Ipum mpuemane Ha MPEATOKEHUETO BBPXY IUIMKA ce€ OTOemns3Bar
MOPEIHUST HOMEp, JaTrara M 4achT Ha IMOJYyYaBAaHETO M TE3U JIaHHU C€ 3allMCBaT BbHB
BXOJISL] PETHCTHD.

(4) He ce mpuemat npeajioxKeHus, MpeJCTaBeHH CIIe] U3TUYAHETO Ha KpaitHus
CPOK WJIM MOAA/IEHU B He3ameyvaTaH, Mpo3payueH UMK WU B IUIMK C HapyIlleHa ISUI0CT.

Ui 29. (1) Komucusra u3pbpiiBa olieHKa Ha MOJIaJICHUTE JOKYMEHTH, KOUTO
cileiBa J]a YIOCTOBEpPSABAT M3IBJIHEHUETO Ha BCUYKH 3aJI0’KEHM W3MCKBAaHUA, B T.4. 32
KayecTBO, KaTo ChOTBETHATA JOKYMEHTAIlUsl, yJOCTOBEpsBAallla U3IBJIIHEHUETO UM, C€
pasriexaa u OLeHsIBa KOMIUIEKCHO.

(2) 3acenanusiTa Ha KOMHCHSITA CE IPOBEXKAAT, AKO HA TAX MPUCHCTBAT I1OHE
TPU YETBBPTHU OT YICHOBETE M.

(3) Pewrenusita Ha KOMUCHSATA C€ B3EMAT C MHO3UHCTBO IIOBEYE OT €/JHA BTOpa
OT NPHUCHCTBAILUTE YjeHOBE. HileHOBEeTe HA KOMHUCHATA HE MOTaT /1a ce Bb3IbpXKaT OT
IJIacyBaHe.

(4) Ilpu xoHCTaTMpaHM HENBIHOTH W/WIM TPOIYCKHM B IOJa/ieHaTa
JIOKYMEHTaIUsl KOMUCHSTA YBEIOMSIBA ChOTBETHHSI YUYAaCTHHUK U JjaBa CPOK OT 3 pabOTHU
JTHY 32 OTCTPaHsABAaHETO UM W/WIIM 32 MPEJI0CTaBSIHE Ha JOI'BJIHUTEIHA HHPOpMALIKSL.

(5) Komucusra He gomycka A0 y4acTHE B IOTOBapsIHETO KAHAUAATUTE, YUHUTO
OpEUIOKEHUs] HE OTroBapAT Ha MH3MCKBAaHUATA, ONPEAEIeHH C YTBbpJAEHATa
JOKYMEHTaIsl, KaKTO U KaHJUJaTUTE, KOUTO HE ca OTCTPAHWJIU HEPEAOBHOCTUTE W/WIH
HE ca MPeAOCTaBUIIMN JOMBIHUTENHATA HH(POPMAIIHS B ONIPEICIEHUS CPOK.

(6) (M3m. - IB, 6p. 105 ot 2023 r., B cuia ot 19.12.2023 r.) Komucusra
M3TOTBS IIPOTOKOJI, B KOMTO OTpa3siBa MOCTBIMINTE NPEUI0KEHNS], U3BbPIIEHATA OLIEHKA
o an. 1 u pe3ynraTture OT Hesl.

(7) B cpok or 3 pabGOTHM AHM OT M3TOTBSHETO HAa IMPOTOKOJAa MO al. 6
KOMHUCHUSITA YBEAOMSBA KaHIUJATUTE, YHMUTO TMPEAJIOKEHUS HE OTroBapsAT Ha
M3HUCKBaHUATA HAa wi. 26, ai. 3 U 4, 4e He ca JONyCHATH A0 y4acTHE B IPOLEAYpaTa, C
II0OCOYBAHE Ha CbOTBETHU MOTHBH.

(8) Komucusta mybnukysa Ha unTepHeT crpanuuata Ha H30K undopmanus
3a:

1. nmomycHaTuTe IO IOTOBapsHETO YYacTHUIM IO BXOJAIIM HOMEpa Ha
3asIBJICHHUATA UM M ChOTBETHATA I'PyIa MEAUIIMHCKU U3Eus, 3a KOSITO ca I0IyCHAaTH;

2. (m3m. - [IB, 6p. 105 ot 2023 r., B cumna ot 19.12.2023 r.) npeanoxeHuTe
Hal-HUCKH LIEHU 32 CbOTBETHUTE IPYNH MEAUIIMHCKH U3JIeHs 1o uil. 25, an. 4, 1. 4, OykBU
"a","6" u "B";

3. (u3m. - /IB, Op. 105 ot 2023 1., B cuna ot 19.12.2023 r.) narara u rpadux,
10 KOMTO I1I€ CE MPOBEJIE TOrOBAPSIHETO HA OTCTHIIKM OT LIEHUTE 10 Wil. 26, at. 3, T. 9 u ain.
4, T. 4, 3a y4aCTHULIUTE, 3asIBHJIA TPYIU MEIULIUHCKH U3JeNUs 10 1. 25, an. 4, T. 4, OykBu
"a","6" u "B";
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4. narata u rpaduk, M0 KOWTO II€ Ce OTBApsT LICHOBUTE IPEUIOKEHUS 32
YYaCTHULIUTE, 3aBUJIH IPYNH MEIUIIUHCKH U3/IeNus 110 1iI. 25, an. 4, T. 4, Oyksa "B".

(9) 3a Bcska rpyna MeAMLIMHCKY U3/€IMsI JOTOBAPSIHETO C€ IMPOBEXKIA B €AMH
U CBIII JICH C JIOIYCHATUTE YYACTHHULIM 1O TPEABAPUTEITHO OO0SBEHHS rpaduK.

Un. 30. IIpouenypata o 10roBapsiHe Ha OTCTBIIKK OT MPEIJIOKEHUTE LIEHU CE

npoBexaa B cpok 10 paboTHU 1HU OT MyOIMKyBaHETO Ha Tpaduka mo uwi. 29, an. 8, 1. 3 u
4.

Y. 31. (1) C Bcexku OT JOMyCHAaTUTE YYACTHUIIM, 3aBUIIU TPYIH METULIUHCKU
u3nenus mo 4wi. 25, an. 4, 1. 4, OykBu "a" u "O", KOMUCHATA TOJANKUCBA ABYCTPAHCH
MIPOTOKOJI, B KOMTO C€ 0Tpa3siBaT MEAUIIMHCKUTE U3ENIUsI 110 TPYIIH, MPEJIOKEHATA 1IEHa,
HaIlPaBEHOTO OT YYaCTHHKA MPEIOKEHUE 32 OTCTHIIKA OT IeHaTa mo wi. 26, ain. 3, T. 9 u
ai. 4, T. 4 ¥ NoCcTUTHATaTa OKOHYATEJIHA IIeHA.

(2) B mporokosa mo an. 1 ce BOUCBAT M THProBIUTE Ha €IpO, KOUTO ca
ONPABOMOIIEHN OT TPOU3BOAUTEIIUTE WM THPrOBUUTE HA €IpO C MEAUIUHCKH
U3JICNHSI/TEXHUTE YITBTHOMOIICHH MPEICTAaBUTENH Ja JOCTABAT BIIMCAHUTE B MIPOTOKOJIA
MEUIIMHCKH U3JIENHS, aKO T€ Ca Pa3IuYHH OT 3asIBUTEIIUTE.

Un. 32. (1) Komucusita oTBapsi IEHOBUTE NPEJIOKEHHUS HA yYACTHHIIUTE,
3asBUJIM TPYNU MEAMIMHCKHA u3aenus mo wi. 25, an. 4, 1. 4, OykBa "B", B TAXHO
npucbkceTBUe. [Ipencenarenst u qsama 4ieHOBE Ha KOMUCHSTA C€ MOANKUCBAT BbPXY BCSKa
CTpaHuLa OT LEHOBOTO IMPEIJIOKEHUE.

(2) Homyckat ce mpeaiosKeHUATa Ha y4aCTHUIUTE, 3asBUIM paBHA WM T0-
HHUCKAa IIeHa OT CTOMHOCTTA 110 4. 25, ai1. 4, T. 6.

(3) (3an. - B, 6p. 105 o1 2023 1., B cuna ot 19.12.2023 r.)

(4) Komucusara u3BBpIIBA KOMIUIEKCHA OLIEHKA Ha MPEUIOKEHUATa U B
CHOTBETCTBHUE C PE3YNTATUTE OT Hes KIlacupa Hail-pa3xo10eeKTUBHUTE OT TSIX IO TPYIIH,
ompezens TI'M 3a 3aljalllaHe Ha IPOU3BOIUTEN/THProBell Ha €Ipo/yIbIHOMOIIEH
npencrasuTed npu croitHocT 100 Ha cTo.

(5) Korato 3a HsIKOS OT TIpyNUTE/NMIOATPYHUTE/TPYNH MO TEXHUYECKH
M3UCKBAHMS MEAUIIMHCKU WU3JeNsd UMa MPEeIJIOKEHUs, KOUTO HE MOMaJaT B XUIOTe3aTa
Ha aj. 4 u ¢ e obe3nevyaBaHe Ha IOCThIIA Ha 3IPAaBHOOCUTYPEHUTE JIUIIA JJ0 BCUYKU TPYITH
OT cnenuduKanusaTa mo 4wi. 25, an. 1, KOMUCUsTA MOXKE J1a IOMyCHE CHIIUTE, KaTo TU
OTIpezieNu 3a 3aIjallaHe Ha JiedeOHuU 3aBeieHHs 3a O0JIHUYHA MEIMIIMHCKA ToMo1ll. B te3u
CIy4au W3MBIHUATENNTE Ha OONHWYHA MEIWIIMHCKAa MOMOII HE MOrarT Ja 3aKylyBaT
MEJIUIIMHCKUTE U3/IeTUs Ha IICHH, TI0-BUCOKHU OT OMpeJieieHaTa 1o pe/ia Ha Ta3u Hapeada
CTOMHOCT IO 4. 25, an. 4, T. 6.

Uin. 33. (1) B cpok ot 7 paboTHU JAHH OT TIPOBEXKIAHETO HA TPOLIeypaTa mo
1. 23, an. 1 koMucusATa U3BHpIIBA OLIEHKA U U3TOTBS 3aKIOYUTEIEH IPOTOKOJ, B KOHTO
nocoyBa  CTOMHOCTTa,  KOSITO  3alulalja 3a  BCSKa  rpyna  MEIUIUHCKU
U3JIeNUs/IOArpyna/rpymna 1no TeXHUYeCKH W3UCKBaHUSI.

(2) Komucusra npeacTaBs 3aKIIOYUTETHUS MPOTOKOJ Ype3 YINPaBHUTENsI HA
H3O0K 3a yrBbpxnaBane ot Hagzopuus ceBer Ha H3OK.

(3) Cnen yrBbpkaaBanero mo ai. 2 H30K o0sBsiBa Ha MHTEpHET CTpaHUIlaTa
CH CTOMHOCTTa 3a BCSAKa Tpyla MEIUWIWHCKA H3AENHs, KOATO 3allialia HambIHO WU
YaCTUYHO.
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(4) B cpox mo 3 paGoTHM THU clies OOsIBIBaHE Ha CTOWHOCTTA MO ail. 3
YYaCTHUIIUTE B  TpolLeaypara, 3asiBWJIM  CbOTBETHM  TPyNH  MEIULIUHCKH
W3JIeTUS/TIOATPYIH/TPYIN 110 TEXHUYECKH M3UCKBAaHMS 0 Wi. 25, an. 4, T. 4, OykBu "a" u
"0", mucmeno 3asBsiBar npen H3OK xkenmaHWETo CH CHOTBETHOTO/UTE METUITUHCKO/H
W3JIeNe/s, BIMCAHO/U B TPOTOKOJIa 1o wi. 31, am. 1, ma Obae/0bpaar 3amianiano/u Che
cpeactBa ot Oropkera Ha H30K, kaTo moanmucear nexinapamnus 1no odpasen, yrBbpJAeH OT
ynpasutens Ha H3OK.

(5) B cpoka no an. 4 yyacTHULIUTE, 3a4BWJIM CHOTBETHU T'PYNH MEIAUIIMHCKU
u3nenus mo wi. 25, an. 4, T. 4, OykBa "B", mpeacTaBUIM Hal-pa3xoJ0ePEKTHUBHU 3a
oromkera Ha H3O0K npemnoxenus, ckmousar gorosopu ¢ H3OK, xouto BrirouBar
onpeaenenute oT H3OK cboTBeTHM ycinoBUs 3a JOCTaBKa, 3a 3alljlalllaHe Ha
MEAMIIMHCKUTE U3/CINs, 3a PEACTaBsiHEe Ha OaHKOBa rapaHnus u Apyru. Hepasaenxa gacrt
OT TE€3M JIOTOBOPH € MEXaHU3MBT 110 Wi. 45, ait. 35 ot 3akoHa 3a 3paBHOTO OCUTYpsIBaHE.

Un. 34. (1) Cnen mpuxiroyBaHe Ha mporeayparta nmo wi. 23, an. 1 H30K
CHCTaBsl CIIUCHIMU C TPYIUPAHHU U ONPEIEICHN KOHKPETHH METUIIMHCKU U3/IENNs, KaKTO U
cToiiHocTTa, 10 Kosito H3OK ru 3amnama, kouTo BiaM3aT B cuia OoT | sHyapu Ha
cleqBamiaTa KajieHaapHa ToAuHa.

(2) Koraro cniuchiute 1o an. 1 He ObJaT ChCTaBEHU U YTBBPCHU B CPOKOBETE,
ompezieNieHu B Ta3u Hapeada, Te mpoabinkaBaT neiictBueto cu 1 H30K npoabmkasa na
3arJama MeIUIUHCKUTE U3/IEIHs 10 CTOMHOCTHTE W MPH YCIOBUATA, ONPEIACICHH TPU
nocieHaTa Mpoleaypa, Bb3 OCHOBA Ha KOSITO T€ Ca ChCTaBEHHU.

(3) Hamumonannata 3ApaBHOOCHUTYpPUTEIHA Kaca MyOJWKyBa Ha HWHTEPHET
CTpaHHWLIaTa CU CHUCBIMUTE MO aj. 1, ChOTBETHUTE CTOMHOCTH, AO KOWUTO 3arjaia, u
YCIIOBHSA TIO TSXHOTO TPHUJIATaHe.

Paznea II.

YcaoBus U pe 3a onpeaessiHe CTOHHOCTTA HA MeIMIUHCKUTE U31eJIus,
3aIUIAINAHU OT AbPKABHUS 0I0/2KeT N3BbH 00XBATA HA 3aAbJIXKUTEJTHOTO
3PABHO OCHUT'YPsiIBaHe U OT OI0/’KeTa Ha jJeyeOHUTe 3aBeaenus mo wi. 1, 1. 1,
OykBa '"'B"

Yn. 35. (1) MuHHCTEpCTBOTO Ha 3ApaBEONa3BaHETO JOTOBAPS MEAULUHCKH
U3JIeNHsl, 32 KOUTO B HOPMATHUBEH aKkT WJIM B OOII aJIMUHUCTPATUBEH aKT € MIOCOYEHO, Ye
Ce OCUT'YpsIBaT ChC CPEJICTBA OT IbPKABHUS OFO/IKET.

(2) MuHHCTEPCTBOTO Ha 3paBEONa3BaHETO OCUTYpsiIBA MEAUIIMHCKUTE
U3/enus 1o aj. 1 B CbOTBETCTBHE C NPE/IBUICHUTE CPeACTBa B OI0/KETa CH 3a ChOTBETHATA
KaJleHJapHa roJIuHa.

Un. 36. JleueOuuTe 3aBeneHus 1mo 4. 5, an. 1 3JI3 u neueOHUTE 3aBEACHUS 110
wi. 9 u 10 3JI3 ¢ app:kaBHO W/WAK OOIIMHCKO yYacTHe B KaluTalla JOroBapsT M0 peaa Ha
3akona 3a obmectBenute nopbuku (30I1) MemuIUHCKUTE W3Aenus, HEOOXOTUMHU 3a
OCBILIECTBSIBAHE HA CBOSATA JACHHOCT.

Un. 37. (1) MeauuuHCKUTE U3ENUs, KOUTO MOTAaT J1a OBbAaT 3aIamaii chC
CpEeICTBA OT IbpKaBHUS Or0KET upe3 OrokeTa Ha M3, TpsiOBa 1a OTrOBapAT Ha CIIEAHUTE
M3UCKBaHMUS:

1. ma oTroBapsT Ha U3MCKBaHUsITa HA 3MU;
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2. la ca BKJIFOYECHH B CIMChKa 1Mo 4. 1, T. 1, OykBa "0";

3. (u3m. - 1B, 6p. 105 ot 2023 r., B cuna ot 19.12.2023 r.) na Hsama
peructpupanu gaHHu B MAJI w/unmm EUDAMED 3a uHIMIEHTH/CEPUO3HN WUHITUICHTH
npe3 nocieaHuTe 18 mecena, KakTo U 3a OJOKMpPaHU WM W3TETJICHH OT Ia3apa MapTHIU
10 MPUYXHHU, CBBP3aHU ¢ 0€30TIaCHOCTTAa Ha MEIUITMHCKUTE M3ENHS Mpe3 nocaeaHuTe 18
Mecena chriiacHo npeaoctasena ot MAJI uadopmarus;

4. na ce 3aruiamar B IIOHE TPH OT IbPKaBUTE - WICHKH Ha EBponeiickus chio3,
4pe3 ChOTBETHUTE MM CHCTEMH 3a 3aIUIaliaHe ¢ MyOIMYHU CPEJCTBA WU ChOTBETHUTE UM
3IPaBHOOCUTYPHUTEIIHU (DOHIOBE.

(2) U3uckBanero 1o ai. 1, T. 4 He ce mpuiara 3a MeIUIIMHCKATa anaparypa.

Ui 38. (1) MuHHCTEpCTBOTO Ha 3/IpaBEOIa3BaHETO JOTOBAPs KOHKPETHUTE
MEIUIIMHCKH u3aenus no wi. 35 o pena Ha 3011

(2) Cneuudukanusita 3a KOHKPETHHUTE MEAMIIMHCKH W3JEIHs U TEXHUTE
KOJIMYECTBA CE€ HU3TOTBA OT KOMHUCHSI, OIpECNieHa ChC 3aloBe] Ha MHUHUCTBpA Ha
3/IpaBEOIIa3BaHETO, KOSITO BKIIOYBA MEIULIMHCKU CIEIUAINCTH, UKOHOMHUCTH U IOPUCT.

Ui 39. llenara, KoSITO € TIOTOBOPEHA, HE MOXKE Jla HAJ[BHUIIaBa OOsSBEHATA B
CIHCHKa 1Mo wi. 1, T. 1 mpoaakHa 1eHa mo 4i. 5, ai. 2, T. 23 3a KOHKPETHOTO MEIUITUHCKO
H3JIENHE.

Pazgea I11.
YciaoBus u pej 3a onpeessiHe CTONHOCTTA HA MeAUIMHCKUTE U3/1eJIUs H
BHCOKOCHEIUAIN3UPAHU aniapaTu/ypean 3a HHAUBHAYATIHA yOoTpeda oT
o0xBaTa Ha HapeadaTa mo 4. 82, a;i. 6 or 3akoHa 3a 31paBeTo

Un. 40. (1) HarmonanHara 31paBHOOCUTYPUTENIHA Kaca MPOBEXKAA €KETOTHO
npoueaypa 3a onpeaesHe Ha CTOWHOCTTA Ha 3alljlallaHe Ha MEAUIMHCKUTE U3JENUs U
BHCOKOCTICIIMATTU3UPAHN amapaTH/ypeau 3a MHAWBUIyaldHa ymoTpeba oT oOxBaTa Ha
HapeaOara o wi. 82, an. 6 ot 3akoHa 3a 31paBeTo (33), KOUTO ca 3aIulaliaiy ¢ TyOTuIHN
CpelCcTBa Mpe3 NpeIXo/IHaTa KaJleHJapHa rognHa.

(2) HarpmonannaTa 31paBHOOCUTYpUTEIIHA Kaca IIPOBEXk/1a Ha TPUMECeUre Uiu
B IPYTH CPOKOBE MPOLEAYPH I10 IOTOBApSIHE 3a ONpeIesiHEe HAa CTOMHOCTTA Ha 3arljialiaHe
Ha MEIUIIMHCKUTE U3JIEIHS U BUCOKOCTICIIMATU3UPAHU anapaTu/ypeau 3a WHIUBUTyaTHa
yrnotpeba oT o0xBara Ha HapenOaTa mo 4i. 82, an. 6 oT 33, KOUTO HE ca 3aIUIalllaHU C
nyOJIMYHU cpecTBa Mpe3 MpeaXoiHaTa KajleHapHa roausa. [Ipouenypure ce npoBexaar
IpU BB3HHUKHAIA HEOOXOJUMOCT U CE€ OpraHU3Mpar MO HAYUH M B CPOKOBE, KOUTO HE
HapylIIaBaT CBOEBPEMEHHOCTTA Ha JICUEHUETO Ha MallUeHTHUTE.

Un. 41. MeIUIIMHCKUTE U3/ENNS U BUCOKOCIICIIUANTU3UPAHUTE arapaTu/ypean
3a MHAWBHUyalTHA YyIIOTpeOa ce 3aramar/omiamar ¢ Tpaachep OT IbpKaBHUS OIOKET
ype3 Oroxera Ha M3.

U 42. MenuurMHCKUTE U3/eNNs U BUCOKOCTIEIUAIM3UPAHUTE anapaTu/ypeau
3a UHIUBUAYyaTHA yrnoTpeba TpsOBa Aa OTTOBapsT HA CIETHUTE N3UCKBAHMUS:

1. na otroBapsAT Ha U3UCKBaHUATa HA 3MU;

2. Ia ca BKJIFOUEHH B cHchKa 1o 4. 1, 1. 1, Oyksa "0";

3. (u3Mm. u gom. - JIB, 6p. 105 ot 2023 r., B crita ot 19.12.2023 r.) na HAMaT
peructpupanu nanau B MAJI w/unmu EUDAMED 3a uHIUACHTH/CEPUO3HH WHIUACHTU
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npe3 nocieaauTe 18 Mecena, KakTo W 3a OJJOKMpaHU WIIM U3TETJICHH OT Ia3apa MapTHIH
0 MPUYUHHU, CBBP3aHU ¢ 0€30MaCHOCTTA Ha MEUIIMHCKUTE U3ENHS Mpe3 nocaeaHuTe 18
Mecela, ¢ U3KII0UYCHUE Ha MEIUIIMHCKH U3JIeIUs, U3paOb0TEHH 10 MOPbUYKa U MEIUITUHCKH
u3zenus ot kiac | - nectepwinu u 6e3 u3mMepBaIy QyHKINH;

4. nma otroBapaTr Ha u3uckBaHusTa Ha ctaHgapt bJIC EN ISO 9001 3a
MPOU3BOJUTEIINTE HA MEAUIMHCKU U3JeNus, U3padOTeHH MO TMOopbuka, U 3a
MIPOU3BOUTEIINTE U THPTOBLUTE HA €PO C MEAUITUHCKH U3ACIHs OT Kiac I;

5. na otroBapatr Ha u3uckBaHusATa Ha cranaapt bBJIC EN ISO 13485 wunu
E€KBUBAJICHTHA CHCTEMa 3a YIMPaBICHHE Ha KauyeCTBOTO C OOXBaT IMPOM3BOJICTBO Ha
MEJUIIMHCKHU U3ENINs, N3/1aJICH HA UMETO Ha MPOU3BOAUTENS - 32 MEAUIIMHCKUTE U3JIETUS
ot knac Ila, 116 u III.

Un. 43. (1) Ipouenypara o wi. 40, an. 1 ce u3BBpIIBA Bb3 OCHOBA Ha
crnenudukanus, yreppaeHa ot Hamzopuus ceBer Ha H30K, kosTO onpenens u rpynupa
MEAWIIMHCKUTE W3CIUS U BHCOKOCTICIIMAIM3UPAHUTE arlapaT/ypeay 3a WHIWBHIyaTHA
yrnotpeba, mpujiaraHu B YCJIOBHSTa Ha M3BBHOONHMYHATA M OOJMHUYHATA MEAMIIMHCKA
MOMOIII, IO TEXHUYECKU U3UCKBAHUSI.

(2) Mpouenypute mo un. 40, amn. 2 ce U3BBPIIBAT BB3 OCHOBA Ha
cnenupuKanuy (TEXHHISCKU XapaKTEPUCTUKH ), TOCOYCHH B JOKYMEHTAIIMATA, Bb3 OCHOBA
Ha KOMTO CE HMCKa MpeABapUTENIHO ofo0peHue mo wi. 82, an. la oT 3akoHa 3a 3/IpaBeTo
(33).

Un. 44. (1) B cpok 10 2 paboTHU AHM clie]] yTBBPKIaBaHe Ha crieupuKausaTa
o wi. 43, an. 1, ChOTBETHO MPY HATMYKE HA TIPEIBAPUTEIHO 0100peHue 1o 1wi. 82, air. la
ot 33 B npoueayparta no uwi. 43, an. 2, H30K ornpasst mokaHa Ha MIHTEpPHET CTpaHUIIATa
CH KBbM IMPOU3BOJUTEIIMTE WIM THPrOBIUTE HA €IPO ChC CHOTBETHOTO MEIUIIMHCKO
u3JleNre, BHCOKOCIENHMATU3UpaH amapar/ypen 3a HWHAMBHIYyallHA YyMNOTpeOa/TeXHU
YI'BJIHOMOIIICHH TIPEICTABUTENH 32 YYacTHE B MPOIEAypa MO ONpeessiHe Ha CTOWHOCTTa
Ha 3aIJIal[aHeTO UM.

(2) Ilokanara cbabpiKa:

1. nmpemMer Ha  mpoueaypara -  MEIMIMHCKA  W3JAENUS U
BHUCOKOCIICIIMAJIM3UPAHA amapaTtu/ypeau 3a HWHIMBHAyalTHa YIoTpeda, BKIIOUYEHU B
cnenuduKanuuTe mo 4i. 43;

2. HaW-HMCKAa CTOMHOCT Ha CHOTBETHOTO MEIUIIMHCKO H3JIENHE,
BHCOKOCTICIIMATTU3UPaH anapar/ypen 3a MHIMBHUIyadHa ymoTpeda, 3amamana ot H30K
Mpe3 MPEIXOHUTE TPU KaJCHJApHU TOAMHH, U II€Ha, JoroBopeHa no penaa Ha 30I1 ot
JedeOHUTe 3aBECHHS, MPUJIAraly Te3H MEIULMHCKU U3/IeTUS U BUCOKOCTICIUATH3UPAHU
amapaTy/ype/u 3a UHIUBUIyaJIHa YIIOTpeOa 3a ChIus nepruo (aKo ca HATMYHU ChOTBETHU
LIEHH);

3. UBUCKYEMH OT YYaCTHHUIIUTE JOKYMEHTH ChIJIACHO aj. 3;

4. MSICTO, HAYMH U KPAEH CPOK 3a MOJAaBaHE HA MPEUIOKEHUS - TOKYMEHTH 3a
ydacTHe B MpoIleaypaTa, KaTo CPOKBT HE MOXeE Jia Ob/ie O-KpaThbK OT 7 pabOTHU THU OT
nyOIMKyBaHe Ha TOKaHATa;

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

(3) 3a yuyactue B mporienypara o onpeaensHe Ha CTOWHOCTTA Ha 3aruialiaHe
MIPOU3BOJUTEIINTE WM THPrOBIUTE HA €APO/TEXHU YITBIIHOMOIICHH IMPEICTaBUTEIH
noaasaT B H30K 3asBneHue, KkbM KOETO Ipuiiarar:

1. nokymenTute u uHopmanusra mo wi. 26, an. 3, 7. 1 -7uT. 9;
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2. Banmuaen ceprudukar no crangapt bJIC EN ISO 9001 3a npousBoutenute
Ha MEIUIIMHCKY U3JeNHs, U3pa00TEHHU 0 MOPBHYKA, U 33 IPOU3BOJUTEINTE U ThPTOBIIUTE
Ha eJIpO ¢ MEIULIMHCKH U3JIeus OT Kiac I;

3. BamuaeH ceprudukar mo cranaapt bJIC EN ISO 13485 wim exBuBasieHTHA
CUCTeMa 3a yIpaBJIeHHE Ha KaueCTBOTO C 00XBAaT MPOU3BOACTBO HA MEAUIIMHCKH U3JIEIHS,
U3JIaJICH Ha UMETO Ha MPOW3BOJAMUTEINS - 32 MEIUIIMHCKUTE u3aenus ot kiac la, 116 u I11;

4. pexmapaiys 3a HaJIM4Yue Ha JeWCTBall JOrOBOp C JIEYEOHO 3aBEACHHE,
ckiroueH 1o pena Ha 3011 (ako uma TaKbB);

5. IOKYMEHT, yIOCTOBEpsBall MPAaBOTO HA MPOM3BOAUTEIUTE Ja U3padOTBAT
MEJIUIIMHCKU H3JeNusl, U3JaJIeH OT KOMIIETEHTEH OpraH Ha ChOTBETHAaTa JIbp)KaBa, a
KoraTo TakbB € uznajeH or MAJI ce mocousa nerosusat Homep u H30K cinyxeOHO chOupa
U MIPOBEPsIBa ChOTBETHATA HH(OPMAIIHS - 33 MPOU3BOAUTEIUTE HA MEIUIIMHCKH U3JCIUs
mo ui. 2, an. 1, . 3 or 3MMU ot kiac I 1 Ha MeTUMIIMHCKH U3aeus o 41, 2, ain. 1, 1. 2 u 3
ot 3MMU, n3paboreHu no nopbyka.

(4) IlpousBoautenuTe Ha METUIIUHCKU U3/ETHS, U3PAOOTEHHU 0 MOPbUKA, HE
IPEJICTaBAT JOKYMEHTH 110 4. 26, ain. 3, T. 4, KOraTo € NpuI0KUMO.

(5) Haumonannata 3IpaBHOOCHUTYpUTEIHA Kaca CIyXeOHO cbOupa u
npoBepsiBa HHPOpMANKATA 32 HATMYKE Ha YAOCTOBEPEHUE 3a peructpanus mo wi. 40, ai.
1 ot 3JI3 Ha MpOU3BOAUTENUTE HA MEIULMHCKUA HU3JENHs, U3pAOOTEHH IO MOPbHUKA,
JIeyeOHu 3aBeaeHus mo 4. 18, an. 2 ot 3JI3.

(6) Ypasutenar na H30K yTtBbprkaaBa 00pasuu Ha 3asBICHUE U JOKYMEHTH
o aj. 3, KOUTO ce MyOJIMKyBaT Ha nHTepHeT cTpanuiara Ha H30K 3aenHo ¢ mokanara 1mo
an. 1.

(7) Kannunature mpeAcTaBsaT MPEIIOKEHHUITA CH ChIJIaCHO Wil 28.

Un. 45. (1) Ilponenypara mo noroBapsiHe Ha CTOWHOCTTa Ha 3aIUlalllaHE Ce
IpOBEXAa 0T KoMHcCHs, onpezenieHa oT ynpasurens Ha H30K, cien uztuuane Ha cpoka 3a
Mo/IaBaHe Ha JJOKYMEHTHTE 3a y4acTue B Ipolieaypara.

(2) YnenoBere Ha KOMUCHSATA OANUCBAT JeKIapalus, 4e He ca CBbpP3aHu JI1la
no cmuchyia Ha § 1, T. 1 oT ThproBckus 3aK0H C y4aCTHUIIMTE B MPOLIEAypaTa.

(3) Komucusita u3BbpIIBa OIIEHKA Ha TIO/Ia/ICHUTE IOKYMEHTH, KOUTO CJIe/BA
J1a yTIOCTOBEPSIBAT U3ITBJIHEHUETO HAa BCUUKHU 3aJI0)KEHU U3MCKBAHUA.

(4) Komucusita ochIiecTBsiBa IEHHOCTTA CH MPH YCIOBUSITA U IO Pe/ia Ha HJI.
29.

(5) KomucusAta wu3roTBs MNPOTOKOJ, B KOWUTO OTpa3siBa MOCTHIHINTE
IIPEUI0KEHHS, U3BBPIICHATA OLICHKA 110 all. 3 ¥ pe3ynrarute otT Hest. Hepa3aenna vact ot
IIPOTOKOJIA Ca U MPEITIOKEHUTE LIEHH.

(6) Komucusita yBenomsiBa KaHAUJATUTE, YUUTO MPEATIOKEHUS HE OTTOBAPST
Ha W3MCKBaHUATA, Y€ HE ca JOIMYyCHATH J0 ydacTue B IpoleaypaTra C MOCOYBaHE Ha
CHOTBETHUTE MOTHUBH.

(7) Komucusita nyonukysa Ha uHTepHeT crpanuuata Ha H30K nndopmanus
3a:

1. nmomycHaTHTEe 1O JOTOBapsHETO YYaCTHUIM MO BXOJAIIM HOMepa Ha
3asBJICHUATa UM M CBOTBETHOTO MEIMIMHCKO H3JEJINE WM BUCOKOCIELUAIU3UPAH
amapat/ypen 3a MHIWBHIyaJlHa yrnoTpeda, 3a KOeTOo ca JIONyCHATH;

2. NpPEeNIOKEHUTE HAM-HUCKU LIEHU 332 CHOTBETHOTO MEIMLIMHCKO HU3JENHE,
BHUCOKOCTICIMATIU3MPaH anapar/ype/l 3a UHANBUAYaIHa yIoTpeoa;
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3. JaraTta u I‘pa(bI/IK, 10 KOMTO 1€ ¢€ MpOBECAC AOIrOBapsAHETO HA OTCTHIIKH.

Un. 46. C Bceku OT J[ONYCHAaTUTE YYaCTHULM KOMMCHATA IPOBEXKIA
JIOrOBapsiHE Ha OTCTBIIKU, KOUTO HE Morat Jja ObJaT 1no-Hucku ot 10 % ot npezsiokeHara
IICHA.

Un. 47. Komucusita npeacraBa Ha ynpasutens Ha H30K 3a yrBbpikaaBaHe
3aKJIFOYUTEIIEH TPOTOKOJL.

Ui 48. (1) Ilpouenypara 3a goroBapsiHe ciie/Ba Ja MPUKIIOYH C MOAMUCAH
JIOTOBOP € JONMYCHAaTHTE YYacCTHUIM B CPOK a0 20 paOGoOTHH THU OT MyOJUKyBaHE Ha
rmoxkanara 1o wi. 44, an. 1.

(2) B cnywaure no un. 49, an. 3 H30K cxitouBa 10roBop € J1€4€OHOTO
3aBelIeHUue, KOETO € JOrOBOPWJIO IO-HHMCKa CTOMHOCT IO MpeaxogHa Mpoleaypa,
nposexaana o 30I1.

(3) UsBbH caywyante mo an. 2 H30K ckmrouBa JOroBop ¢ Thproseua Ha
€/IpO/TIPOM3BOANTENS HAa CHOTBETHOTO MEAMIIMHCKO W3JIENINE, BHCOKOCIICIIHATIN3UPAH
anapar/ypeq 3a UHAUBHAyallHa yIoTpeda, KONTO € MpeioKul Hall-HUCKa CTOMHOCT Ha
3aIvIallaHe ¢ BKIIOYEHA B HES OTCTBIIKA.

Un. 49. (1) HanmonanuaTa 3apaBHOOCUTYpPUTENIHA Kaca 3aruiala/foriaia
CTOWHOCTH HE TIO-BUCOKH OT 3aIUIAl[aHUTE/OTUIANIAHATE HAW-HUCKH ChOTBETHU
CTOWHOCTH Mpe3 NPEeIXOAHUTE TPHU KaJlCHIAPHU TOAMHM HA MEIULUHCKUTE W3ICIUS,
BUCOKOCTICIIMATM3UPAHUTE arapaTu/ypend 3a WHAMBHIyajlHAa yIoTpeda NpH CHIINUTE
crenrukanuu (TEXHUNYECKH XapaKTEPUCTUKH ).

(2) Korato mpe3 mnpeaxoanure Tpu KaneHnapuu roguHu H3OK He e
3arjaimana/fgomiamana  CTOMHOCTH 32  ChOTBETHOTO — MEIMIMHCKO  U3JENHe,
BUCOKOCHICIMAIM3UPAH  amapar/ypel] 3a HHIUBUAyallHAa yIoTpeda CbC CBIINATE
cnenudukanuu (TexHuyecku xapakrepuctuku), H30K 3amnama/nonnama croifHOCT He
MO-BUCOKA OT Hal-HMCKAaTa CTOMHOCT HAa MEIUIIMHCKOTO M3JEINE C Hal-OJU3KU CXOTHU
cnenuduKanny (TEXHUIECKH XapaKTepucTHKN), 3aramanu oT H30K mpe3 npeaxoanure
TPH KaJIeHJapHU FOJMHU, HO HE TI0-BUCOKHU OT MPOJAKHUTE LIEHH 1O Wi. 5, anl. 2, T. 23 Ha
ChOTBETHOTO  MEAMIIMHCKO  W3JeNHe, BHCOKOCHEIMAlW3upaH amapat/ypea  3a
MHAMBHAyallHA yIIoTpeba ciies] MpUcajiaHe Ha I0rOBOpeHaTa OTCThHIIKA.

(3) Axo nedeOHOTO 3aBeficHHE, B KOETO II€ C€ MPUIIOKU CHOTBETHOTO
MEAMIMHCKO M3JIeNHe, BUCOKOCTIEMAIN3UpaH anapar/ypel 3a HHAMBUAyalHa yrnoTpeda
nMa ckimodeH porosop no 3O0Il u moroBopeHaTa 1eHa MO TO3M 3aKOH € MO-HUCKA OT
ompeeneHaTa cToiHocT no ta3u Hapeaoda, H30K 3arurama Ha 1eueOHOTO 3aBeIeHUE T10-
HUCKaTa CTOMHOCT.

(4) Axo mpe3 cproTBeTHaTa kaneHaapHa roguHa H30K e mposena nporeaypa
3a 3alialiaHe Ha CTOMHOCTTa MO peAa Ha Ta3W Hapenda 3a ChOTBETHOTO MEIHMIIMHCKO
u3JIeNn1e, BUCOKOCIeIIMaTu3UpaH arnapaT/ypea 3a MHANBUAYyaIHa yHoTpe0a, Ta3u CTOHHOCT
Cce 3arutaiia 3a BCHYKA MEAUIIMHCKY H3/EIHs, BUCOKOCTICIUATN3NPAHU arlapaTu/ypeau 3a
MHAMBHIyallHA yIIoTpeda, 3a KOUTO € U3/1aJieHO 0J0OpeHH e 3a 3allJIalllaHeTO UM ChIJIaCHO
HapenOara mo wi. 82, an. 6 ot 33, 6e3 1a ce MpoBeXJaa HOBA MPOIeIypa Mpe3 chilara
KaJIeH/1apHa ro/IMHa.

Y. 50. ITpu nHeobxogumoct H30K moske na notspeu chaeiictaue ot MAJI 3a
ONpeNieNIsHE Ha MEIUIMHCKOTO H3JeNHe, BHUCOKOCHEIMAIN3UpaH amnapar/ypeln 3a
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WHIUBHUIyaJIHA ynoTpeba ¢ HaW-OMM3KM CXOAHW crenuduranuyu  (TEXHHUYECKH
XapaKTEpUCTHKM) B ciIydauTe 1o 4i. 49, an. 2.

Uin. 51. (1) Cnen npukmouBane Ha nponeaypute mo wi. 40 H30K cbcrabs
CIIMCBIMA C TPYINUPAaHU U  ONPEACIICHH KOHKPETHH  MEIUIMHCKH  U3JEIus,
BHUCOKOCTICLIMATIU3UPAHU  amapaTu/ypeau 3a WHIUBUAyalHa yHnoTpebda, KakTo u
cToiiHocTTa, 10 Kosito H3OK ru 3amnama, kouTo BiaM3aT B cuila OT | sHyapu Ha
cleqBamiaTa KajJeHaapHa ToAnHa.

(2) Koraro cniuceuure 1o ai. 2 He ObJaT ChbCTaBEHU U YTBBPACHH B CPOKOBETE,
OTpeieJICHU B Ta3u Hapea0a, Te mpoabipkasat aeicreuero cu 1 H30K npoabsmkasa na ru
3aruiaia 10 CTOMHOCTUTE U IIPU YCIIOBUSATA, ONIPEACIICHH ITPH MOCIIEIHATa IPOLEypa, Bb3
OCHOBA Ha KOSITO T€ ca ChCTABEHH.

(3) Hammonamnara 3QpaBHOOCHTYpPUTEIIHA Kaca MyOJIMKyBa HA HHTEPHET
CTpaHHULIATa CH CIIUCHIUTE MO ajl. 1 ¥ ChOTBETHUTE CTOMHOCTH, JO KOUTO 3arljalia.

Un. 52. (1) HaumonanHata 3apaBHOOCUTYpUTENIHA Kaca IyOlMKyBa Ha
UHTEpHET  CcTpaHWmara cu  uHbopMamus  3a  MEOUIUHCKUTE W3NS,
BUCOKOCTICIIMATM3UPAHNTE arapaTu/ypean 3a MHANBUIYyaIHa yroTpeOa U 3arlaTeHuTe 3a
TSAX CPEACTBA MPE3 MPEIXOTHOTO TPUMECEUHE.

(2) Uudopmanusara mo an. 1 ce myOIuMKyBa B CPOK JI0 €AWH MECEI CIIeH
U3TUYaHE Ha CbOTBETHOTO TPUMECEUHE.

Pa3zpen IV.
YcaoBus u peq 3a onpeaessiHe CTOHHOCTTA HA MOMOILHUTE CPeACTBA,
NMPUCIOCOOJIEHUSITA, CHhOPBHKEHUATA U METUIITMHCKHUTE U3/1eJIHsl,
NpeAHA3HAYEHH 32 X0PaTa ¢ YBPeKIAHUA

Ui 53. (dom. - 1B, 6p. 49 ot 2022 r., B cuma ot 01.07.2022 r.) Hattmonannara
3IpaBHOOCUTYpUTETTHA Kaca €XKeroJHO TpOBeXaa IMpoleaypa 3a OIpeleNsHe Ha
CTOMHOCTTA Ha 3aIUIalllaHe Ha MOMOIIHUTE CPEJICTBA, MPUCIOCOOICHUATA, CHOPHKCHUATA
U MEIUIMUHCKUTE W3JeNUs, MpeIHAa3HAaYeHH 3a XopaTa C YBPEeKIaHHS B T.4. U Ha
CHOTBETHUTE PEMOHTHH JCHHOCTH.

Un. 54. (Jom. - JIB, 6p. 49 ot 2022 r., B cuna ot 01.07.2022 r.) [lomommnute
CPEJICTBA, MPUCTIOCOOJICHUATA, CHOPHKCHUITA U METUIIMHCKATE U3JICIIAS U PEMOHTHHTE
neitHocty mo wi. 53 ce 3amnamar ot H30K ¢ tpancdep oT abpkaBHUS OIOJKET dpes
Oromxera Ha M3.

Un. 55. TloMmomHuTe CpeacTBa, MNPUCHOCOOIEHUNATA, CHOPBKEHHUATA W
MEJUIIMHCKUTE U3JIETUs 3a XOopaTa C yBpEXJIaHUs TpsOBa Ja OTroBapsT Ha CIIECIHUTE
W3UCKBaHMS:

1. na otroBapsT Ha u3uckBaHuATa Ha 3MMU (32 MEAUIIMHCKUTE U3/IETHS);

2. (m3m. u gom. - JIB, 6p. 105 ot 2023 1., B cuna ot 19.12.2023 r.) ga HAMaT
peructpupanu gaHHu B MAJI w/umn EUDAMED 3a uHIMIEHTH/CEPUO3HN UHITUICHTH
npe3 nocieqHuTe 18 mMecena, KakTo U 3a OJIOKUPaHU WM U3TETNIEHU OT Iaszapa MapTHId
M0 TPUYUHHU, CBBP3aHU C O€30MacHOCTTa Ha MEIUIIMHCKUTE H3ICIHUs OT TAX TMpe3
nocienHuTe 18 Mecena (3a MEIUIIMHCKUTE W3JCIHS), C M3KIIOYCHHE HA MEIUIIMHCKH
W3JIeNs, U3pad0TEHU 10 TOPBhUYKA U MEAUIIMHCKA U37eust oT kiac | - Hectepmiau u 6e3
u3MepBamy GpyHKIUU;
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3. 1a ca BKJIIOYEHHM B CIIMChbKa 1Mo wi. 1, T. 1, OykBa "0";
4. nma ca MPOU3BEACHU B YCJIOBHUSITA M M3UCKBAHUATA HA CHUCTEMHUTE 3a
YIpaBJICHUE HA KAYECTBOTO CHIVIACHO MPHIIOKUMUTE 32 TAX CTaHAAPTH.

Un. 56. (1) (Ilpeaumen Tekct Ha ui. 56, gom. - JIB, 6p. 105 ot 2023 r., B cuiia
ot 19.12.2023 r.) [Iponienypara nmo qoroBapsine Ha CTOMHOCTTA IO 4. 53 ce U3BBpIIBA Ha
OCHOBaTa Ha cnienudukaius, yrespacHa ot Hagzopuus ceBer Ha H30K, KosiTo chabpika
rpyNUpaHd B TPYNU U MOATPYIH ITOMOIIHU CPEACTBA, MPUCIOCOOICHHS, ChOPBHKEHUS U
MEAWIIMHCKN M3JICTHS 32 XopaTa ¢ YBpeXIaHUs C JeUHUPAHHU IO TPYIMH TEXHUUYECKU
M3HMCKBaHUS, Hall-HUCKA CTOMHOCT Ha ChOTBETHOTO IMOMOIIIHO CPEACTBO, IPUCIOCOOIeHHE,
CbOPBKEHUE U MEIMLMHCKO M3JENue, 3allIAIlaHo MPe3 MPEAXOAHUTE TPU KaJleHJapHU
roguan ot H30K, mporuno3en o6em 3a 12-mecedeH nepuo, Jpyru yCIOBUsS U CPOKOBE, B
TOBA YUCIIO METUIIMHCKH YCIIOBHSI, €KCITIOATAIIMOHHU CPOKOBE, HEOOXOJUMH MEUIIMHCKU
JIOKYMEHTHU 3a MPEIOCTABSIHETO Ha
CPEICTBOTO/TIPUCTIOCOOICHIETO/CHOPHKEHUETO/H3ACITUETO.

(2) (HoBa - JIB, 6p. 105 ot 2023 r., B cruta ot 19.12.2023 1.) Crienndukanusira
1o ajn. 1 ce yrBbpxkaaBa B CpOK /10 15 aBrycT Ha ChbOTBETHATa KaJeHIapHa FOUHA.

(3) (Homa - /1B, 6p. 105 ot 2023 r., B cuna ot 19.12.2023 r.) 3a u3roTBsHe Ha
npoekT Ha cnenudukanus ynpasuteast Ha H30K Ha3HauaBa KOMUCHS OT €KCIIEPTH OT
H30K ¢ wmeauumHCKO, IOPHUAMYECKO, HMKOHOMHYECKO U CBHOTBETHO TEXHUYECKO
oOpa3oBanue. 3a cBosiTa paboTa KOMUCHUATA U3TOTBS IPOTOKOJU U PELICHMUS.

(4) (Hosa - IB, 6p. 105 ot 2023 r., B cuia ot 19.12.2023 r.) B chcTaBa Ha
KOMHUCHSITA C€ BKJIFOYBAT U WICHOBE HA €KCIIEPTHU CHBETH MO MEIUIIMHCKH CIICIIMATHOCTH
WIH OTAETHU MEIUIMHCKU JEMHOCTH KbM MHHHCTBHPA Ha 3[PaBEONa3BaHETO, OTHOCUMU
KBbM MIPHJIATaHEeTO HA TIOMOIIIHY CPEICTBA, IPUCIIOCOOICHHUS, ChOPHKEHUS U MECTUIIUHCKA
U3JIeNHsl 32 XopaTa C YBpeXJaHus, KaKTO U MpeAcTaBUTeNn Ha HamuoHanHus ChbBET 3a
XopaTa C YBpEXJaHUus, HAI[MOHAJIHO IMPEJICTaBUTEIIHUTE OpraHU3allMy Ha M 3a Xoparta ¢
yBpeXIaHus U euyeOHu 3aBefeHus. [Ipy HeoOX0QUMOCT B ChbCTaBa HA KOMUCHSITA MOXKE
na Obnat BiitoueHH W Apyru BbHIIHM 3a H3OK excneptu ¢ mocoueHoro B an. 3
o0Opa3oBaHmUe.

(5) (Hosa - IB, 6p. 105 ot 2023 r., B cuna ot 19.12.2023 r.) B chcTaBa Ha
KOMHUCHUSITA HE MoOraT Ja B3eMaT Yyd4acTHe JIHIa, OCBHUISCTBSIBAIIM JEHHOCTH TIO
MPEOCTaBsIHE U PEMOHT Ha TOMOIIHU CPEICTBA, MPHUCIOCOOJEHUS U CHOPBHKECHHS H
MEAUIIMHCKY U3JIENHsI, PEeAHA3HAUYCHHU 3a X0paTa C yBPeKAaHUsI, BIUCAHH B PETUCTHPA O
wi. 88, an. 1 ot 3akoHa 3a XopaTa ¢ yBpeKIaHHsI.

(6) (Hosa - IB, 6p. 105 ot 2023 r., B cuna ot 19.12.2023 r.) Komucusra
npeiara Ha ynpasutens Ha H30K npoekT Ha cnenudukanus cbC ChbIbPKAHUETO IO all.
1 ¢ BKIIOYEHH TPOTHO3HH CTOMHOCTH HAa CHOTBETHHTE IIOMOIIHH CPEACTBA,
MPUCTIOCOOJICHUS, CHOPHKEHHUSI M MEIUIMHCKU W3JEIusl C MpUIokeHa (UHAHCOBA
obocHoBka. Yrpasurenst Ha H30K moske na npennoxu o6ocHoBano Ha HanzopHus cbBeT
Ha H30K na u3menu npennokeHuTe CTOWHOCTH W/WJTH J1a BKITIOYW WITH 39U TIOMOIITHI
CPEICTBA, MPHUCIIOCOOICHHS, CHOPBKEHUS W METUIMHCKUA H3JeTHs OT MpOeKTa Ha
crienuukanus.

(7) (HoBa - /B, 6p. 105 or 2023 r.,, B cuma ot 19.12.2023 r.) B
cnenuduKanuaTa He MoXke Ja ObJaT BKIIOYEHH MOMOIIHU CPEJICTBA, MPUCIIOCOOICHNUS,
CHOPBKEHUS U MEIUIIMHCKU U3JIENHSI, KOUTO Ce MpuiaraT Mpy Xopara ¢ YBPEXKIaHUS U ce
3amjamar Ha Jpyro mnpaBHO ocHoBaHHe. Crenudukanusara ce W3roTBs B paMKUTE Ha
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3akoHa 3a Orwomkera Ha H3OK wm 3akoHa 3a appkaBHHs OFOKET 3a CHOTBETHATA
KaJIeHJIJapHa ronHa.

(8) (Homa - 1B, 6p. 105 ot 2023 1., B cuna ot 19.12.2023 r.) Koraro
MOTHBHPAHO C€ Mpeaiara B crenudukanuara mo ain. 6 ga ObJaT BKIKOYECHH HOBU
TPYNU/TIOATPYIN WK OTACIHH TOMOIIHHU CPEIICTBA, MPUCIIOCOOJICHUS, ChOPHKCHUS U
MEAWIIMHCKY U3CIUs U3BBH MPEIBUICHUTE ChC 3aKOHA 32 IbPIKABHUS OOKET U 3aKOHA
3a Oropkera Ha H30K 3a choTBeTHaTa KajieHapHa roJIMHa CPEACTBa, Te ce 000co0sBaT B
OTJIEJICH pa3/ie]l U He Ce BKJIIOYBAT B MPOLIEypaTa Mo AOroBapsiHe Ha CTOMHOCTTA MO YII.
53 3a mpencrosmara KajleHaapHa roauHa. ChIIUTE c€ BKIIOYBAT aBTOMAaTUYHO B
cnenuduKanusATa 3a cieaBamaTa KajleHIapHa roJIMHa, ako € OCUTYpeH (PUHAHCOB Pecypc
ChC 3aKOHA 3a JIbpKaBHUS OI0JKET U 3aKoHa 3a Oropkera Ha H30K.

Uin. 57. (1) (U3m. - IB, 6p. 105 ot 2023 1., B cuna ot 19.12.2023 r.) B cpok
70 5 paOOTHHU JHU Clel YTBBpXKAaBaHETO Ha crenudukanusra nmo 4wi. 56, an. 1 H30K
OTIIpaBsl HA UHTEPHET CTpaHHUIlaTa CU [TOKaHa 3a y4acTHUE B IIPOLIEypa IO ONPEEIIIHE Ha
CTOMHOCTTA Ha 3aIUIall[aHETO HA MOMOIIHHU CPEICTBA, MPUCIOCOONICHUS, CHOPBKEHUS U
MEAMIMHCKH U3/EIUs 32 XOpa C YBPEXKAaHUS, KAKTO U HA PEMOHTHU JI€HHOCTU KbM:

1. TpOM3BOIUTENN/TEXHU YIIBIHOMOIICHHU MPEICTABUTENIM Ha IOMOIIHU
CpeACTBa, MPUCIIOCOOICHHSI, ChOPHKEHHS U MEAULIMHCKHU U3/IEITUS 32 X0pa C YBPEKTaHUS;

2. THProBIU HAa €IPO/TEXHHU YIMBIHOMOIICHH MPEACTABUTEIN HA MOMOIIHU
CpeACTBa, MPUCIIOCOOICHHSI, ChOPHKEHHS U MEAULIMHCKHU U3/IEITUS 32 X0pa C YBPEKTaHUS;

3. muua, peructpupanu no 4wi. 40, an. 1 ot 3JI3 kaTo caMOCTOSITEIHY METUKO-
TEXHUYECKH JT1a00PATOPUHU/TEXHH YITBITHOMOIICHH NPEACTABUTENN, MPOU3BOAUTEIN HA
MOMOIIHHU CPEACTBA, MPUCTIOCOOICHUS, CHOPHKEHUS U MEIUIIMHCKU U3JENus 32 X0pa ¢
YBpEKIaHUsl, U3paOOTEHHU 1O MOPBHYUKA;

4. nuna, BOMCcaHU B perucrepa no wi. 88, an. 1 or 3akoHa 3a xopata ¢
yBpexaanus (3XVY), cbc cOOCTBEHH PEMOHTHU 0a3u, €IUHCTBEHO 3a PEMOHTHU JEHHOCTH
Ha IOMOIIIHU CPEACTBA, IPUCIIOCOOJICHHUS U ChbOPBKEHUS U MEAULIMHCKU U3/IENHS.

(2) Ilokanara no an. 1 ceabpxka:

1. (m3m. - 1B, 6p. 105 ot 2023 r., B cuna ot 19.12.2023 r.) npeamer Ha
npoueaypara - onpezesssHe Ha CTOWHOCTTAa Ha 3alljlalllaHe Ha NMOMOIIHMTE CpE/CTBa,
MPUCTIOCOOICHUSTA, CHOPBKEHUATA U MEAUIIMHCKUTE W3JEIHS U PEMOHTHHU JIEHHOCTH,
IpeHa3HaYeHH 3a X0paTa C yBpEeKIaHHs, OTPa3eHH B crienupukanusara no wi. 56, ain. 1;

2. U3UCKYEMHU OT YYACTHULIUTE JOKYMEHTH;

3. MSICTO, HAUMH U KPA€H CPOK 3a [0/IaBaHE Ha MPEJI0KEHUSI, KaTO CPOKBT HE
Mo3ke Aa 0be mo-Manbk oT 10 paboTHM JHU OT MyOJIMKYBaHETO Ha MTOKAHATa;

4. nmuue, TenepoH U eNeKTpoHeH ajapec 3a KoHTakT B H30K.

(3) (M3m. - AB, 6p. 105 ot 2023 r., B cuna ot 19.12.2023 r.) 3a yyactue B
npoueaypara o onpejeisiHe Ha CTOMHOCTTA Ha 3alulalllaHe JiMiaTa 1no aji. 1 moxasar B
H3OK 3asBnenue, KkbM KOETO NpuUIarar:

1. naHHM 3a eMHEeH WACHTU(PHUKAMOHEH KO/ Ha JIPY>KECTBO/KOOIEepalus OT
TBPTOBCKUSI PETUCTBP; 3 APYKECTBA, PETUCTPUPAHU B APYTU AbPKABU - U3BICUEHUE OT
THPTrOBCKUSI PErHCTHP WM CXOJIEH JOKYMEHT 0 HAIMOHAJTHOTO 3aKOHOJATEJICTBO Ha
CBhOTBETHATA IbPKaBa, U3aJIEHN OT KOMIIETEHTEH OpPraH He M0-KbCHO OT 6 Mecela Ipean
M0JlaBaHe Ha 3asBJICHHUETO;

2. HOTapUaJIHO 3aBEPEHO IIBJIHOMOIIHO B OPUTHHAN WA 3aBEPEHO KONUE, B
CITy4aii ue 3asBJIEHUETO Ce M10J1aBa OT MPEACTaBUTEN Ha IPOU3BOINUTENS MIIM ThpProBela Ha
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€pO; KOTaTo IbJIHOMOIIHOTO € M3/aJICHO Ha 4YyXKJ €3UK, 3a HEro ce MpeJICTaBsl TOUEH
PEeBOJ HAa OBITAPCKU; B MTBIHOMOIIHOTO clieABa Ja OBAAT MOCOYEHU KOHKPETHHTE
MOMOIIHH CPECTBA, MPUCIOCOOJICHUS, CHOPHKEHUS U MEIUIUHCKU H3JIENHs, 32 KOUTO
MPEACTABUTEIST € YII'bJIHOMOIIEH;

3. IOKYMEHT, YJOCTOBEpsBall IPaBOTO Ha ThProBell Ha €ApO Jla Thprysa C
MOMOIIHYU CPEACTBA, MPUCTIOCOOJICHUS, ChOPHKEHUS U MEIUIIMHCKU U3 32 X0pa ¢
yBpexaanus, uznaneH or MAJI uiam oT KOMIETEHTEH OpraH Ha ChOTBETHATa JIbP>KaBa;
TaKbB JOKYMEHT HE C€ U3UCKBA, aKO 3asIBUTENAT € MPOU3BOAUTEN HA TOMOIIHU CPECTBA,
MPUCTIOCOOJICHUSI, ChOPHKEHUS U MEIMLMHCKA W3JIENHsI, YCTAaHOBEH Ha TEPUTOPHITA Ha
Peny6nuka bearapus, ceriacuo wi. 77, an. 2 or 3MU;

4. TOKYMEHT, YJOCTOBEpsIBAIll IPABOTO HA MPOU3BOJUTENIUTE a U3paboTBAT
TIOMOIIHY CPEJICTBA, IPUCIIOCOOJICHHUS, ChOPBKEHUS M METUITMHCKU U3/CIUs, U3aICH OT
HNAJI v OT KOMIIETEHTEH OpraH Ha ChOTBETHAaTa Ibp)KaBa - 3a MPOU3BOJAMUTEIINTE Ha
METUITMHCKHI U3/IEIHS:

a) mo wi. 2, ai. 1, T. 3 or 3MU ot kiac [ (MeauIMHCKY U3ENUs, Pa3IMYHU OT
WH BUTPO JUATHOCTUYHUTE MEAUIIMHCKH HU3JIETUS U OT aKTUBHUTE HMILIAHTUPYEMHU
MEAUIIMHCKY U31eus); U

6) mo wr. 2, an. 1, 1. 2 u 3 or 3MU, u3paboTeHn MO MOpHUKa (AKTUBHHUTE
MMILUIAHTUPYEMH MEIULMHCKHU U3AENINS U MEAULIMHCKUTE U3/I€IUs, Pa3JINuYHU OT UH BUTPO
JTUArHOCTUYHUTE MEAUIIMHCKH W3JENUA U OT aKTUBHUTE UMILUIAHTUPYEMH METUIIMHCKHU
U3JICTINSA);

5. JIOKyMEHTalus, 4pe3 KOATO C€ JI0Ka3Ba, Y€ MEIUIIMHCKOTO H3JeIne
OTroBaps Ha TEXHUYECKUTE U3UCKBAHUS, IOCOYCHH B crielM(HUKAIMATA 1O Wi. 56, an. 1:
ceprudpukar 3a CE MapkupoBKa OT HOTU(UIMpPAH OpraH - HOTApUAIHO 3aBEPEH;
JIeKJIapanus 3a CbOTBETCTBUE, U3/1aJIcHA OT MIPOU3BOAUTEINSI HA MEIULIUHCKOTO U3/IEIHE;
MHCTPYKIHUS 32 yroTpeda 3a MeIUIIMHCKOTO U3/ieliie Ha OBJIrapCKu €3UK; YBEIOMIICHHE 3a
MyCHaTH Ha Maszapa w/wnu ¢dopMa 3a MpeAocTaBsHEe Ha WHGOpMaLUS 3a MyCHATH B
neiictBue Ha Teputopusra Ha PenyOmuka bpiarapus MeaunuMHCKU u3nenus - 3a
MeIUIMHCKUTE n3aenus ot kiac Ila, 116 u I1I;

6. mMapTUIEeH/KaTaJIOKEH HOMEDP 3a BCUUYKH 3aBECHU MEIUIIUHCKH H3JIEIHS;
CIUCHKBT Ha HOMEpaTa Ce MPEeIOCTaBsi caMO Ha EJEeKTPOHEH HOCHUTEeN Mo oOpasell,
yTBbpAeH oT ynpasurens Ha H30K;

7. (u3m. - [IB, 6p. 105 ot 2023 r., B cuna ot 19.12.2023 r.) undopmarus,
npenocraseHa ot MAJI, otHocHo peructpupanu aanHu B UAJI w/umu EUDAMED 3a
WHIUICHTH/CEPUO3HHA UHIIUJICHTH C MEIUIIMHCKOTO U3JIeNNe, KAKTO U 3a OJIOKUpaHH HIIN
W3TETJICHU OT Ia3apa MapTuau npe3 nociaeaaute 18 mecena;

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

9. Baiuaen ceprudukar no cranaapt bJIC EN ISO 9001 unu BBTpemHo
BHEJIpEHA CHUCTEMa 3a Ka4yeCTBO - 3a MPOU3BOJIUTEIUTE Ha MEAWIIMHCKUA W3NS,
n3pabOTEeHH MO TOPHUKA, U 33 MPOU3BOJAUTEINTE U THPTOBIUTE HA €IPO Ha MEIUIIUHCKU
W3IeIus OT Kiac I;

10. Banmuaen ceptudukar no crangapt bJIC EN ISO 13485 unu ekBuBaiieHTHA
CHCTEMa 32 yMpaBJICHHE Ha Ka4eCTBOTO ¢ 00XBAT MPOU3BOJICTBO HA MEIUIIMHCKHU U3/IEIHS,
U3JIaJIeH Ha UMETO Ha MPOU3BOAUTENS - 32 MEIUIIMHCKUTE u3aenus ot kuac [la, 116 u I11;

11. cipaBka 3a Oposi/obema Ha MPETOCTABEHU/TIPOM3BEICHH OT 3asIBEHUTE OT
Y4aCTHHKA MTOMOIIHH CPEICTBA/MIPUCTIOCOOTICHHUSITA/ChOPBKEHHUI T/ METUITUHCKU
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U3JIENHSI, KOUTO € OCUTYPSIBAJ MPe3 MPeAXoaHus 24-MeceueH Mepuo/i; KOrato 3asBUTEIIST
HE e IPEAOCTABSII/TIPOU3BEKIAT CHOTBETHUTE MTOMOIIHU
CPEeICTBA/MIPUCTIOCOOICHUSI/CHOPBKEHUS/MEAUIIMHCKHI U3/IENHSI TIPEe3 MOCOUEHUS MEPHO/I,
CHINUAT MOAMKCBA JACKIapalus mo odpasen, yrBbp/eH ot ynpasutens Ha H30K.

(4) IlponzBoautenuTe Ha METUIIUHCKU U3JIENHSI, U3pA0OTEHU O NMOPBHUKa, HE
IPEJCTaBAT JOKYMEHTH 110 4. 26, an. 3, T. 4, KOraTo € NpHI0KHUMO.

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

(6) (U3m. - [IB, 6p. 105 ot 2023 1., B cuita ot 19.12.2023 r.) 3asBneHusra mno
al. 3 ce MpeACTaBsT B 3alleyaTaH HEMpo3padeH UMK OT KaHAuJaTa JMYHO WJIH T10 MoIiaTa
C MIpEnopbYaHO MUCMO ¢ 00paTHa pa3nucKa. BepXy minka KaHAUAAThT OCOYBA apec 3a
KOPECIOHACHIINA, Tee(OH U eeKTPOHHA TOIIA.

(7) (Homa - B, 6p. 105 ot 2023 r., B cuna ot 19.12.2023 r.) Kanaunature
MPEIOCTaBiAT IIbPBOHAYAIHOTO IIEHOBO MpEAJOKEeHHE B 00O03HA4YeH, 3areyaTaH,
HEMPO3paveH UMK, TIOCTABEH B IUIMKA ChC 3asBJICHHUETO.

(8) (Ilpemumna an. 7 - JIB, 6p. 105 or 2023 r., B cuna ot 19.12.2023 1.)
Vupasurenat Ha H30K yrBbprkaaBa 00pa3iiy Ha 3asiBJIEHUE U JJOKYMEHTH 110 ajl. 3, KOUTO
ce myOnuKyBat Ha uHTepHeT cTpanuiara Ha H30K 3aeano ¢ mokanara o ain. 1.

(9) (ITIpeaumrnHa ain. 8, u3m. - /1B, 6p. 105 oT 2023 r., B cuna ot 19.12.2023 1.)
He ce mpuemar 3asiBIeHUsI U MbPBOHAYAIHU LIEHOBU IPEAJIOKEHUS, MIPEICTABEHU CIIE]
M3TUYAaHETO Ha KPaHUs CPOK 3a MOJaBaHE Ha 3asBUTEIHHU JOKYMEHTH WJIH MOJAJCHU B
IUTMK C HapyIIeHa LSJIO0CT.

Uin. 58. (1) Ilpouenypara mo AoroBapsiHe Ha CTOMHOCTTA Ha 3alulalllaHe Cce
MPOBEXa OT KOMHCHS, onpeeneHa oT ynpasurens Ha H30K, cien nztuuane Ha cpoka 3a
[10/1aBaHE Ha JIOKYMEHTUTE 32 y4acTHE B MpolLieIypaTa.

(2) B cbcraBa Ha koMHcHATA 10 TIpeioxkeHue Ha yripaBuTens Ha H30OK morat
na ce BkiaouyBaT BhHIIHU 3a H30K excneprtu, onpenenenu ¢ pemienne Ha HangzopHus
cpBeT Ha H30K.

(3) BbHmHNTE ekcneptu mo aj. 2 Morar Aa ObJaT JMIa C HOPHUIUYECKO,
MEAMIIMHCKO MM HKOHOMHYECKO 00pa3oBaHuUe.

(4) UYnenoBere Ha KOMUCHSATA ONMCBAT JeKIapalus, 4e He ca CBbpP3aHu JIIa
o cmuchyia Ha § 1, T. 1 oT ThproBckus 3aK0H C yHaCTHULIMTE B MPOLIEAypaTa.

(5) Komucusita u3BbpIIBa OIIEHKA Ha TIOIA/ICHUTE IOKYMEHTH, KOUTO CJIe/BA
Jla YIOCTOBEpSABAT U3I'BJIHEHUETO HA BCUUKHU 3aJI0’KEHU U3MCKBAHMS, B T.4. 32 Ka4€CTBO,
KaTo ChOTBETHATa JOKYMEHTAIUs, YAO0CTOBEpsBallla U3II'BIHEHUETO UM, CE€ pasriiexaa u
OIIEHSIBA KOMILJIEKCHO.

(6) (M3m. - IB, Op. 105 ot 2023 r., B cuia ot 19.12.2023 r.) Komucusra
OCBILIECTBSIBA JEHHOCTTA CH ChIJIACHO BBTPEILIHU MPABUIIA, YTBBPJICHU OT YIIPABUTEIS HA
H30K.

(7) (Hoa - B, 6p. 105 ot 2023 r., B cuia ot 19.12.2023 r.) Ilpu
KOHCTAaTUPAHU HEMBJIHOTH W/WINA TPOMYCKHA B TOJaJeHaTa TOKYMEHTAlUs KOMHUCHSITA
YBEIOMSIBa CHOTBETHHSI YYACTHHK U JIaBa CPOK OT 3 pabOTHH JAHU 32 OTCTPAHIBAHETO UM
W/WJIM 3a TIPEOCTaBsHE Ha JOMbIHUTEIHA HHPOpMAaIIHSL.

(8) (Hosa - IB, 6p. 105 ot 2023 1., B cuna ot 19.12.2023 r.) Komucusra e
JIOTTyCKa JI0 y9acTHE B JOTOBAPSHETO KaHAUIATUTE, YUUTO MPEIIOKEHUS HE OTTOBAPAT Ha
M3UCKBAHMATA, ONPEJCIICHH C YTBbpAEHATa JOKYMEHTAIUs, KAKTO U KaHIUJATUTE, KOUTO
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HE Ca OTCTPaHW/IM HEPEJOBHOCTUTE W/UJIM HE ca MPEeAOCTaBWIM JONBIHUTEIHATA
uH(pOpMAaLKS B ONIPEICIICHUS CPOK.

(9) (IIpenumnua an. 7, u3m. - JIB, 6p. 105 ot 2023 1., B cuna ot 19.12.2023 1.)
Komucusita H3rorBs MNpoTOKOJ, B KOWTO OTpa3sBa NOCTBIWINTE NPEUIOKEHHUS,
M3BBPIIICHATA OLICHKA 110 aJl. 5 U pe3yATaTuTe OT Hesl.

(10) (Ilpepumna an. 8§ - AB, 6p. 105 ot 2023 r., B cuna ot 19.12.2023 r.)
Komucusita yBenomsiBa KaHIUWIATHTE, YHHTO MPENJIOKEHUS HE OTroBapAT Ha
M3HUCKBaHUATA, Y€ HE ca JOIYCHATU J0 y4yacTHUE B IpoleaypaTra C [OCOYBAHE Ha
CHOTBETHUTE MOTHUBHU.

(11) (Ilpegumna an. 9, u3m. - AB, 6p. 105 ot 2023 1., B cuna ot 19.12.2023
r.) Komucusara myOnmkyBa Ha uHTepHeT crpanuniatra Ha H3OK wundopmamus 3a
JIOITyCHaTUTE 10 AOTOBAPSHETO YYACTHULIM 10 BXOJSALIM HOMEpa Ha 3asBIICHUATA UM U
CHhOTBETHATA IPyIia, NOArpyMa, 1euHUPaHH IO TPya TEXHUYECKU N3UCKBAHUS TTIOMOIIHU
CPEICTBA, IPUCIIOCOOIEHHUSI, CbOPBKEHUS U METULIMHCKY U3/1€TIUS U PEMOHTHHU JIEHHOCTH,
3a KOUTO ca JOIMYCHATH.

Y. 59. (M3m. - [IB, 6p. 105 ot 2023 r., B cuita ot 19.12.2023 r.) (1) C Bceku
OT JONYCHATUTE YYAaCTHULM KOMHUCHUATA 3aIbJDKMTEIHO IPOBEXJa JOroBapsHE Ha
OTCTBIIKA OT IIbPBOHAYAJIHO IpEAJoKeHaTa 1ieHa. B ciiydail ye j1omycHaT ydyacTHUK He
IPEUIOKU OTCTBIIKA, CHIIUAT HE MPOABIKAaBa YUaCTUETO CH B IIpOLieypara.

(2) C nuuara mo an. 1 koMUCHsATa MOJNUCBA ABYCTPAHEH MPOTOKOJI, B KOUTO
ce OTpa3siBaT CBHOTBETHUTE IIOMOIIHU CpEJICTBA, HPUCHOCOOTECHUS, CHOPBKEHHUS,
MEAMLMHCKH U3IEIHSI 1 PEMOHTHU JEHHOCTH 10 IPYIH, IOATPYIU, Ae(UHUPAHHU 110 rpyna
TEXHUYECKH M3UCKBaHMS C HPEJIOKEHaTa IbpBOHAYAJIHA II€HA, HAIpPaBEHOTO OT
y4aCTHUKA NPEUIOKEHHE 3a OTCThIIKA OT II'bpBOHAYajHATa L€HA M IIOCTUrHATaTa
OKOHYAaTeJHa IeHA.

(3) Komucusra nyonukysa Ha uHTepHeT crpanuuara Ha H30K nndopmanus
3a MPEUIOKEHUTE Hal-HUCKHU LIEHU CJIE]l JOTOBOPEHA OTCTHIIKA 33 CHOTBETHUTE IPYIIH,
HNOATPYNH, ACPUHUPAHU MO Trpyna TEXHUYECKH HW3UCKBAaHUS IIOMOIIHU CpE/CTBa,
OPUCHIOCOOJICHUS, ChOPBHKEHUSI M MEAMLMHCKU M3JENHS 32 XOpa C YBPEKIaHUA U
PEMOHTHU JEHHOCTH.

Un. 60. (U3m. - B, 6p. 105 ot 2023 r., B cuna ot 19.12.2023 r.) (1)
Komucusita u3BbpiiBa OI€HKAa M M3TOTBS 3aKJIIOUMTENIEH MPOTOKOJ, B KOHTO MOCOYBA
CTOMHOCTTa, KOATO I1le Ob/Je 3aIulaliaHa 3a CbOTBETHUTE TPYIH/TIOATPYIH U TEXHUUECKU
XapaKTEepUCTUKU TOMOIIHU CPEJICTBA, MPUCIIOCOOJIEHUS, CHOPBKEHUS U MEIULUHCKU
W3JIENHSI U PEMOHTHU IEHHOCTH.

(2) Komucusra npeacTaBs 3aKIIOYUTEITHHUS MPOTOKOJ Ype3 YIpaBUTENs Ha
H3O0K 3a yreppknaBane or Hagzopuus ceeer Ha H30K.

Un. 61. (1) (Homa - [IB, 6p. 105 ot 2023 1., B cuna ot 19.12.2023 r.) Cnex
IIPOBEJEHAa NPOLEAYpa MO JTOroBapsiHE Ha CTOMHOCTTA Ha 3arulanja”e no wi. 53 H30K
orpezenis B CbOTBETCTBUE C NMPEABUICHUTE CPECTBA 110 3aKOHA 3a AbprKaBHUSI OIOJKET U
3akoHa 3a 6roxera Ha H30K 3a choTBeTHATa KaneHaapHa ToiMHA IPYIUTE U MTOATPYIIUTE
MOMOIIHU CPEJICTBA, MPUCHOCOOJIEHUS, CHOPBKEHUS W MEAUIMHCKH HW3JEIUs C
neGUHUpaHU 10 Tpyna TEeXHUYECKH M3UCKBAHHMS M CTOWHOCTTA, 10 KOSTO T'M 3aIuiallia.
CroitHocTTa ce omnpenens 3a CbOTBETHaTa Tpyna/MoArpyna IO TEXHUYECKU
XapaKTEePUCTUKH IOMOIIHU CPEACTBA, MPHCIIOCOOICHUS, CHOPBKEHUS M MEAUIUHCKU
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U3JIeNHsl U PEMOHTHHU JACMHOCTH M HE MOXKE J1a ObJie MO-BUCOKa OT IMpeAio’KeHaTa Haii-
HUCKA I[eHa ¢ BKJIFOYEHA B Hesl OTCTHIIKA 1O WI. 59.

(2) (Homa - JIB, 6p. 105 ot 2023 1., B cuia ot 19.12.2023 r.) Harmonasinara
3/IpaBHOOCUTYPHUTEITHA Kaca 00sBsIBA HA MHTEPHET CTPAHMIIATA CH CTOMHOCTTA 33 BCUYKU
rpynu, NOArpynH, NeUHUPAHU N0 Tpyla TEXHUYECKH U3UCKBaHUs IMOMOIIHHU CPECTBA,
MPHUCTIOCOOJICHHUSI, ChOPBKCHHSI, METUIIUHCKU U3/ICHS U PEMOHTHHU JIEHHOCTH, KOSTO IIIe
3araia/ omnamnia.

(3) (IIpenumua an. 1 - [IB, 6p. 105 ot 2023 1., B cuna ot 19.12.2023 r.)
Hanmonannara 3paBHOOCUTYpUTEIIHA Kaca 3aIuiala/Aoriamna CTOMHOCTH He TO-BUCOKH
OT 3aIUIallaHATE/OTIAIIAHNUTE HA-HUCKH ChOTBETHU CTOWHOCTH TIPE3 MPEIXOJHUTE TPH
KaJICHJapHU TOJIMHU HAa MOMOIIHHUTE CPEICTBA, MPHUCHOCOOICHUATA, ChOPBKEHUATA U
MEAWIIMHCKUTE U3JIENHUS 3a XOpara C YBPEXKAAHHS, TPU CHITUTE CHEMUPUKANNUN
(TEXHUYECKH XapaKTEPUCTUKH ).

(4) (ITpeaumna ain. 2 - 1B, 6p. 105 ot 2023 r., B cuna ot 19.12.2023 r.) Koraro
npe3 npeaxogHute Tpu Kanengapuu roauHu H3OK He e 3ammamana/momnaniana
CTOWHOCTH 332 CBOTBETHOTO IIOMOIIHO CPEACTBO, IMPHUCIOCOOJCHUE, CHOPBKEHUE U
MEAMIIMHCKO U3JIHE 32 X0paTa ¢ YBPEKIaHHs ChC ChIIUTE cieUPUKAIIHN (TEXHUUECKU
xapakrepuctukn), H30K 3amnamia/momania CTOWHOCT HE TO-BHCOKa OT Hal-HHCKaTa
CTOMHOCT Ha TOMOIIHOTO CpPEICTBO, MPHUCIOCOOTCHHE, CHOPHKEHUE U MEAUIIMHCKO
U3JIeNIMe 3a XopaTa ¢ YBPEXKIaHUs ¢ HAW-OJM3KH CXOJHM CrieuPUKanuu (TEXHUYECKH
XapakTepucTukn), 3amnamanu ot H30K npe3 npeaxognure Tpu KajdeHAapHU TOAUMHU, HO
HE MO-BHCOKH OT MPOAKHHUTE LIEHU MO wWi. 5, ai. 2, T. 23 Ha CHOTBETHOTO MOMOIIHO
CPEICTBO, MPUCHOCOOIEHUE, CHOPBKEHHE M MEIUIIMHCKO H3AeNue 3a Xopara ¢
YBPEKIAHUS CIIe/ MPUCTIa/IaHe Ha IOTOBOPEHATa OTCTHITKA.

(5) (Homa - IB, 6p. 105 ot 2023 r., B cuia ot 19.12.2023 1.) Anuneun 3 u 4 He
ce mpuiaraT B cilydauTe 1o wi. 56, anu. 8.

(6) (Hosa - JIB, 6p. 105 ot 2023 r., B cuna ot 19.12.2023 r.) B cpok mo 7
paboTHU JHH cjex OOsBsBaHE HAa CTOMHOCTTA MO aj. 2 YYaCTHHIIMTE B IpOIeaypaTta,
3asIBUJIM CHOTBETHUTE TPYIH, TOATPYIH, NeUHUPAHU O TPyNa TEXHUIECKU H3UCKBAHUS
MIOMOIITHY CPEJICTBA, MMPUCIIOCOOICHHMSI, CHOPBKECHUS, MEAUIIMHCKN U3JICIHSI 1 PEMOHTHHU
neitHoctn mucMmeHo 3asBsiBaT mpenq H3OK skemaHueTo cuM ChOTBETHHUTE IMOMOIIHU
CPEeJICTBA, TIPUCITOCOOICHUS, CHOPHKCHUS, METUITUHCKU WU3JICHsI U PEMOHTHH JCHHOCTH,
BIIMCAHU B MPOTOKOJIA MO 4wi. 59, an. 2, na 6paat 3amnamanu ot H30K, karo moamnucsar
JeKiapalus mo oopasel, yrebpjieH ot ynpasuteins Ha H30K.

Y. 62. IIpu nHeobxoaumoct H30K Moske na motbpeu cbaeiictsue ot MAJI 3a
OIpe/ieNIsIHE Ha IOMOIIHO CPEJCTBO, IMPHUCIOCOOICHHE, CBOPBKEHHE U METUIIMHCKO
U3JIeNIUe 3a XopaTa C YBPEXJaHUS ¢ Hal-OMU3KM CXOJMHM crenudukanuu (TeXHUYECKU
XapaKTepUCTHKM) B ciIyyauTe 1o 4ui. 61, an. 2.

Un. 63. (U3m. - 1B, 6p. 49 o1 2022 1., B cuna ot 01.07.2022 1.) (1) (Hom. - /1B,
Op. 105 ot 2023 r., B cuna ot 19.12.2023 r.) Cnen npukiIouBaHe Ha MpoLeaypaTa 1o 4.
53 BB3 ocHOBa Ha cnenudukanuaTa mo wi. 56, an. 1 ynpasurenat Ha H30K yrBepxaaBa
cnenuduKanus - ClUChK C TPYNUTE MOMOIIHU CPEICTBA, MPUCTIOCOOIEHUS, ChOPBKEHUS
M MEIMLUHCKUA HU3JENNsA 3a XOpaTra ¢ YBPEXKJaHUs, HAUMEHOBAaHUS Ha JOTOBOPEHMTE
KOHKPETHH TIOMOIIIHU CPEACTBA, MPUCIIOCOOIEHUS, ChOPBHKEHNUS U MEIULIMHCKH U3JeNns
3a X0opara ¢ yBpeKJaHUs U CbOTBETHATa CTOMHOCT, /10 KOSITO CE 3aIulaliaT, B TOBa YHUCIIO
PEMOHTHHM JAEHHOCTH.
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(2) CrneunduxanusTa - CIUCHK MO ajl. 1, ChabpKa CIeTHUTE OCHOBHU JTAHHU
3a BCSIKO KOHKPETHO TIOMOIITHO CPEJCTBO, IPUCIOCOOICHUE, ChOPHKEHUE U METUIITHCKO
U3JIENHE 32 XopaTa C YBPEKIaHHUS:

1. rpyna/moarpyna/TeXHUYECKH XapaKTePUCTUKH Ha TOMOIIHOTO CPEACTBO,
MPUCTIOCOOICHUETO, CbOPBKEHUETO U METUIIMHCKOTO M3JETUE 3a X0paTa C yBPEKIAaHHUs,
B TOBA YMCJIO PEMOHTHH JEHHOCTH, IO CienU(UKAIUATA 10 WI. 56;

2. ThPrOBCKO HaWMEHOBaHHE Ha MOMOIIHOTO CPEJICTBO, MPUCTIOCOOIECHHUETO,
CbOPBHKEHUETO M MEIULMHCKOTO M3JE/Me 3a XopaTa C YBpEXKIaHUS, CHOTBETHO
HAaUMEHOBAaHME HA PEMOHTHATa JEIHOCT;

3. H30K kopx;

4. crortHocT, 3amnamana ot H30K;

5. IPOU3BOIUTEI/TOCTABUUK;

6. 3asgBHUTEI,

7. MEIULUHCKUA YCJIOBHS, EKCIUIOATallMOHHU CPOKOBE M HEOOXOIUMHU
MEAMIMHCKH JOKYMEHTH 32 IPEJOCTaBIHETO MY, B TOBA YUCIIO U3pab0OTBaHE 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 ¥ BIM3a B cujia OT | siHyapu Ha cie/BalliaTa KajieH1apHa rouHa.

(5) Haumonannara 31paBHOOCUTYpHUTENTHA Kaca MyOIMKyBa Ha OQUIMaIHATA
CH MHTEpPHET CTpaHMla crienuuKanusTa - CIIUChK MO ajl. 1, U yka3aHus BbB Bpb3Ka C
HEHHOTO MpuiaraHe.

(6) Koraro cneuuduxanusta - cnuchk no ai. 1, He Oble yTIBbpACHA B
cpokoBere o Ta3u Hapenda, H30K mponbinkaBa na 3armiamia MOMOLIHMTE CPEICTBA,
IPUCTIOCOOJIEHUSTA, CbOPBKEHUATA U MEAULIMHCKUTE U3JENUS 32 XOpaTa ¢ YBPEXKJIaHUs
JI0 CTOMHOCTHUTE U MIPH YCIOBUSATA HA MIPEIX0IHATA ClieNU(UKAIIHS - CIUCDHK.

Uin. 64. HarmonanHarta 37paBHOOCUTYpUTETHA Kaca MyOIMKyBa €KEeroHO Ha
WHTEPHET CTpaHuIlaTa cu UHGOpMAIUs 32 MOMOIIHUTE CPEICTBA, MPHUCIOCOOTICHUSITA U
CHOPDBIKCHUATA U MCIAUTTUHCKUTE U3ICIINUA 3a XOpaTa C YBPCIKAAHUA U 3aIlJIaTCHUTE 3a TAX
CpeacTBa.

JonbIHUTEIHN pa3nopendu

§ 1. ITo cmucwia Ha HapenbOara:

1. "I'enepuuna rpyna uzaenus" € ChbBKYNMHOCT OT M3JENHS C €IHAKBO WIIU
0100HO MpeJHa3HAYEHHNE UITM CXO/IHA TEXHOJIOTHSI, KOETO M03BOJIsBA KIaCU(PHUIIMPAHETO
UM T10 T€HepUYEeH MpU3HaK, 0e3 Ja ce 0Tpa3saBaT crelu(PUIHN XapaKTEPUCTUKH.

2. "I'mobGanHa HoMmeHkjarypa Ha MeaunuHckute wuzgenus” (GMDN) e
noapoOHa cucTeMa OT MEXJIYHApOJHO MPHU3HATH KOJMPAHU ONMCAHUS, W3MOI3BAHH 32
rpyHoBO UACHTU(DULIPaAHE Ha MEAUIIMHCKY U3/1ETHSI.

3. "KommiekcHa oreHka" e OIeHKa, KOSTO BKJIIOUBAa (PMHAHCOBH YCIIOBHA,
MEAMIMHCKN W TEXHUYECKH XapaKTePUCTHKH, aHAIM3 Ha JAaHHUTE OT WHTErpupaHara
uHpopmannonHa cucrema Ha H3OK oTHOocHO oTyereHuTe W 3aruiaTeHH oOeMu/Opoit
MEAMIMHCKN W3JETHS 10 M3MBJIHUTENN Ha OOJHMYHA MEIUIIMHCKA MOMOI M HaJlhyHa
uHpopmanus 3a pomnamane ot 30J1.

4. "MakcuManHa NMPOTHO3HA aHAJIUTHUYHA CTOMHOCT" € CTOMHOCT, MOJIydeHa
Clle[l M3BBPIIEH MapKeTWHITOB aHaliM3, KaKTO W aHalIM3 Ha pa3xoABaHU OIOJUKETHU
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Cpe/CcTBa MO KOHKPETHU TPYIH MEAUIIMHCKH U3JIeIHs, ChOTBETHU 00eMH/OpoH, JaHHU 3a
JOTUIAIIAHUS 32 TSIX, OTHECEHU KbM IUIAHMPAHUTE OIOJKETHH CPEICTBA IO 3aKOHA 32
oromxkera Ha H30K 3a cpoTBeTHaTa roquua.

5. "Haii-pazxomoedextnBHu 3a Ormomkera Ha H3O0K mnpemmoxenus" ca
NpeIoKeHUs1, KouTo BKItouBar omnpeaeneHure oT H3OK choTBeTHH ycloBusa 3a
JOCTaBKa, 3a 3alllalllaHe Ha MEJUIMHCKHUTE W3JIeNHs, 3a MpeIcTaBsHe Ha OaHKOBa
rapaHiys ¥ JIp. U ca ¢ Hal-700pO0 CHOTHOIICHHE MEXIYy IMOCTUTaHE Ha TepaneBTHUYCH
pe3yiTar OT MpuilaraHe Ha MEIUIMHCKOTO H3JIeJIMEe U Pa3XOJ[BAHE HA CPEACTBA OT
oromxeta Ha H30K 3a ToBa m3menue npu ChbIOCTaBIHETO MY C IPYTH U3CIHS C €AHAKBH
WIM CbC CXOJHM TEpPaNeBTUYHU TIOKA3aHUS (XapaKTEPUCTUKU), MPEICTaBIISBAIIN
TEpareBTUYHU AJITEPHATUBY U 3aIjlalllaHy HaIlbJIHO WK yacTuyHo oT H30K.

6. "Otopusupanu unctutyuun" ca M3, UAJI, H3OK, neueOuurte 3aBeaeHus
mo wi. 5, ai. 1 3JI3 u nedeOnuTe 3aBenaeHus mo wi. 9 u 10 or 3JI3 ¢ abpkaBHO /WK
OOIIIMHCKO y4acTHE B KalluTama.

7. "IlpopaxHa 1ieHa" € mpoJaakHaTa 1eHa 1o cMuchwia Ha § 1, 1. 29a or 3MU.

§ 2. IIpu 3aKkymyBaHe CbC CPEACTBA OT JAbPKAaBHUS OIOJDKET upe3 OrojpKeTa Ha
MUHHCTEPCTBOTO Ha 3/[paBEOIAa3BAHETO, OT OOKETA HA JICYEOHUTE 3aBEIECHUS 1O WI. 5
oT 3aKoHa 3a JIeueOHHUTE 3aBEJICHUS U ChC CPEACTBA HA JIeYeOHUTE 3aBEACHHUS C AbPKaBHO
u/vmm obmmHCKo ydactue mo wi. 9 m 10 or 3akoHa 3a Ne4eOHUTE 3aBEICHUS Ha
MEIUIIUHCKH M3/IeHs, HEOOXOIMMH 3a 00e3IeyaBaHe Ha MPOTUBOCTIUICMUYHH MEPKH 110
BpEeMe Ha M3BBHpEIHA eMHIeMHYHA OOCTaHOBKA, OOSBEHA MO pena Ha wi. 63, an. 2 oT
3akoHa 3a 3/1paBeTo, KAaKTO M Ha MEAMIIMHCKH U3/IEJIHS 32 JICYCHHETO U IMarHOCTUKATa Ha
3apa3eHHTe NAlMeHTH, He Ce TpuiIaraT M3MCKBaHUATA Ha IiaBa Tpera, paszaen II, c
n3KIoueHue Ha wi. 37, am. 1, T. 1.

IIpexoanu u 3aKIIOUYUTETHHA pa3nopeadoun

§ 3. CnucwkbT 1o uit. 1, T. 1 ot Hapenbarta 3a ycroBusita 1 pesia 3a CbCTaBsIHE
Ha CIIUCHK HA MEIUIIMHCKUTE U3/1enud 1o 4. 30a oT 3aKoHa 3a MEJUIIMHCKUTE U3JIeNUs U
3a ONpeJeNsiHe Ha CTOMHOCTTA, /10 KOSITO Te ce 3amtamar (mpuera ¢ [locranoBienue Ne
364 na Munucrepckus cbBeT oT 2011 1.), € cnuchksT 1o 4i. 1, T. 1 oT Ta3u Hapenda u ce
aKTyalaM3upa npu HeoOXOAMMOCT IIPH YCIOBUATA U IO peJla Ha Ta3u Hapeaoa.

§ 4. Ilpu onpenensiHe Ha Hail-HUCKAaTa CTOMHOCT Ha MEIULIMHCKUATE U3EIHs,
BUCOKOCIELMAIU3UPaHH anapaTu/ypean 3a MHIMBHUAYyalHA ynoTpeda mpe3 MOCIECAHUTE
TPHU KaJICHapHU FOJIMHU C€ OTYUTAT TPUTE KaJICHIapHU F'OAMHH, IPEIX 0K Jallly TOANHATA,
Ipe3 KOSITO ce MPOBEXJ1a chboTBeTHaTa npouenypa ot H30K, BxintountenHo nepuoaure, B
KOMTO MEAMLMHCKUTE M3J€IHs, BHCOKOCIEIUATU3UPAHUTE amapatu/ypead 3a
UHIMBUYallHa ynoTpeba ca 3arutanianu ot Llentsp "PoH 3a neueHue Ha remna’.

§ 5. [Ipu ompenensHe Ha Hail-HHCKaTa CTOMHOCT Ha MOMOIIHUTE CPEACTBA,
MIPUCTIOCOOJICHUATA, ChOPHKEHHUITA U METUIIMHCKUTE M3JIEHS 3a XopaTa ¢ YBPEKIaHUs
Mpe3 MNOCIHEIHUTE TPU KaJEHJApHU TOJWHU CE€ OTUYUTAT TPUTE KaJCHAAPHU TOJUHH,
MPEIX0XKAAlIM TOJIMHATa, IPE3 KOATO C€ MPOBEkIa chboTBeTHaTa nmpoueaypa or H30K,
BKIIIOUUTEIHO TEPUOJIUTE, B KOUTO TIOMOIIHHUTE CPEICTBa, MPHUCIOCOOICHUITA,
ChOPBKEHUATA U MEIULIMHCKUTE M3MIENUS 3a XopaTa C yBpPEXKIaHUs ca 3allIalllaHu OT
MUHUCTEPCTBOTO HA TPYAA U COLIMATHATA MTOJIUTHKA.
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§ 6. 3ano4yHaANMTE U HEIOBBPILICHU MPOLIETYPH 32 ONPEICIISIHE HA CTOWHOCTTA,
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 pefa, MPeABUICH 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 3a MEAUIIMHCKUTE U3/EIUs U 3a OTIpe/IeIIiHE HA CTOMHOCTTA,

110 KosITo Te ce 3amnamar (npuera ¢ [loctanosinenue Ne 364 Ha MuHHCTEpCKUS CHBET OT
2011 r.).

§ 7. Coucbuute Ha MEIUIMHCKUTE W3JEIUS U BUCOKOCIECUHAIN3UPAHUTE
amapartu/ypeau 3a WHIUBUAYyaIHA yroTpebda oT 00XBara Ha Ta3u Hapeada, U3rOTBEHU OT
H30K cwrmacio Hapenbara 3a ycnoBusiTa M pega 3a CBhCTaBIHE Ha CIHCHK Ha
MEIUIIMHCKUTE n3aenus 1mo 4wi. 30a ot 3akoHa 32 METUIIMHCKUTE U3/ICIINS U 32 OTIPEISIIsTHE
Ha CTOMHOCTTA, A0 KoATO Te ce 3amiamar (mpuera ¢ IlocranoBnenue Ne 364 Ha
Munuctepckus cbBet oT 2011 r.), ce mpuiiarar 10 U3roTBIHETO HA HOBU CIUCBHIIH.

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

3aKJII0YUTEeIHU pa3nopeadu
KBbM HAPEJBA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPEJIBA Ne
70T 2021 1. 3A YCJIOBUSATA U PEJA 3A CbCTABSHE HA CITUCBK
HA MEJUHUHCKUTE U3JAEJUS 110 YJI. 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 HEJOBBPIIIEHN KbM MOMEHTA Ha BIIM3aHETO B CHJIA HA Ta3H
Hapenda MpoIeIypy 3a OmpeeNsiHe Ha cToHocTTa, 10 kosiTo H30K 3amnamia 3a HOBH
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 MEJUIIUHCKUTE U3JIEJIUS 110 YJI. 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. AKTyaTHUTE KBbM BJIM3aHE B CHJIa HA Ta3u Hapeada CMHUCHK/CIUCHIIN 10
y. 63, an. 1 ot Hapen6a Ne 7 ot 31.03.2021 r. 3a ycnoBusTa U pea 3a ChCTaBsIHE Ha

CITMCHK HAa MEIUIIMHCKATE M3Aenusd no wi. 30a ot 3aKoHa 3a MEIUIIUHCKHUTE U3ACIUS U 3a
ompefeNsiHe Ha CTOWHOCTTA, JI0 KOATO Te ce 3aruiamar (06H., JIB, Op. 28 ot 2021 r.; u3m.
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u joi., 6p. 104 or 2021 r.) ce mpunarat kKaTto cnenuduKanus - CIUChK M0 HACTOAIIATA
Hapenla, 10 YTBbPKJIaBaHE HA MMbpBaTa CreHU(PHUKAIMS - CIUCHK 110 Hesl, aKO ChIbpKAT
BCUYKHU M3HMCKyeMHU OT HapeadaTa JaHHM 3a NMOMOIIHHUTE CPEICTBA, MPHUCIOCOOICHUSITA,
CHOPBKEHUATA U MEIUIIMHCKHUTE U3CIUs 32 X0paTa C YBPEKIaHUS U ObJaT yTBBPJCHH 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 UJI. 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 U JOITBLJHEHUE HA HAPEJBA Ne 7 OT
31 MAPT 2021 T. 3A YCJIOBUSITA M PEJIA 3A ChCTABSIHE HA
CNIUCHK HA MEJUIUHCKUTE WU3JIEJUS MO YI. 30A OT 3AKOHA
3A MEJULIMHCKUTE 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. HaBcsikbe B Hapen0aTa JyMuTe "MOTEHIIMATHHE UHITUICHTH" Ce 3aMEHST
ChC "CeprUO3HU UHIIUJICHTH".

3ak/II0YNTeIHU pa3nopeaou
KbM HAPE/JIGA 3A UBMEHEHHUE U JOITBJIHEHUE HA HAPEJ/IBA Ne
7 OT 31 MAPT 2021 T.3A YCJIOBUSTA U PEJIA 3A CbCTABSIHE HA
CIIMCBbK HA MEJUIIWUHCKUTE U3JIEJIUS 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 cuiia OT JaTtata Ha oOHapojaBaHeTo i B "JIbpikaBeH
BECTHHK".

[Tpunoxenue kM 4. 24, an. 1, 1. 7
(Hogo - JIB, 6p. 104 ot 2021 1.)
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PBKOBOJACTBO OTHOCHO HM3MCKBAHUATA KbM ChIBPKAHUETO Ha aHAIM3a 3a
OIICHKA Ha 3[[paBHUTE TEXHOJOTUHU HA HOBA TPyIla METUIIUHCKHU U3IEIHs, KaHAUIaTCTBAIIN
3a 3amtaniaie ot H30K
OcHoBHHTE pa3enu, KOUTO clieiBa J1a ChAbPKa aHAIU3BT, Ca:
. OTIMCaHME U TEXHUYECKH XapaKTEPUCTHKH HA TEXHOJIOTHUATA;
. 37IpaBeH Mpo0JeM U TeKyllla KIMHUYHA TPAKTHKA;
. HacTosa ynorpebda Ha OLleHsIBaHATA TEXHOJIOTHS;
. KaKBO € He00XO0JMMO 3a U3IMOJI3BaHETO Ha 3[JpaBHATA TEXHOJIOTHS;
. KIIMHWYHA e(pUKACHOCT, €()eKTUBHOCT U OE3011aCHOCT;
. AHAJIU3 HA pa3xojHaTa e(heKTUBHOCT;
. AaHaJIM3 Ha OIOPKETHOTO BH3ACHUCTBUE,
. JOIIBJIHUTETHY aCMIEKTH Ha 3]JpaBHATA TEXHOJIOTHUS;
9. 3aKII04YEHHUE;
10. npenopbku;
11. u3non3BaHa JuTeparypa.

0N LN kW~

Wudopmanus, KosITO cienBa 1a ChIbpKaT TOPEIIOCOUCHUTE Pa3/Iein:

1. Onucanuie ¥ TEXHUYECKU XapaKTEPUCTUKH HA TEXHOJIOTUATA.

1.1. XapakTepuCTUKHU HAa TEXHOJIOTHITA.

Jla ce mpeacTaBu A€TalIHO OMKMCAHUE Ha OIEHSBaHATA TEXHOJIOTHUS:

- HAMMEHOBAaHHWE HA MEAMIMHCKOTO wu3aenue (mpu HEoOXOAWMOCT Ha
OTJICTHUTE KOMIIOHEHTH, 4YacT OT LISJIOCTHA CHCTEMa); MPOM3BOAMTEN; HOMep(a) Ha
paspenieHreTo 3a ynorpeba; kiac, KbM KOWTO mpuHaiexu; kox mo Global Medical
Device Nomenclature (GMDN); moka3aHusi; MEXaHHW3bM Ha JCHCTBUE; TECXHUYECCKHU
XapaKTePUCTUKHU, CXEMHU, CHUMKH, pPa3BUTHE B HCTOPUYECKH IUIAH; Pa3HOBUHOCTH;
aIAMUHHUCTPUpPaHE (MEIUIIMHCKU CHEIHMATUCTH, MAMEHTH WU OOTPHKBAILIUTE TH JIUIIA);
IpEeIMMCTBA Ha 3/IpaBHATa TEXHOJIOT U, BKJI. JaJIM € MHOBATUBHA, WM CE U3M0J3Ba B PYTH
CTpaHu; U30pOsABAT C€ HATMYHUTE MOJICTIN/BEPCUH U CHIABPKAHUETO HA OMAaKOBKaTa.

1.2. PerynaTopeH cTaTyT Ha TEXHOJIOTHSTA.

Jla Obie omucaH perynaTOpHUSAT CTaTyC Ha 3[paBHaTa TexHojorus. [Ipum
HaJIMYHU Bede oJ00peHHs Ja ObJaT MpeiCcTaBeHU CTPaHUTE, B KOUTO 3paBHATa
TEXHOJOTUS € ofo0peHa, WM aKko € HalW4Ha, Ja Ce NpeAcTaBd HHopMalus 3a
MPEJICTOSIIHU IPOLEAYPHU 3a 0100peHue.

1.3. ITpou3BOACTBO U pa3NpPOCTPAHEHHE HA TEXHOJIOTHITA.

Jla Opae BkiIOYeHA HMHQOpManMs 3a UME U aJpec Ha MPOU3BOAUTEINS,
MEXaHHM3bM Ha Pa3npoCTpaHeHue (BKJI. JUCTPUOYTOP) U TOCTHII O TEXHOIOTHUATA.

1.4. EkcrtoaTtalinoHeH NepUoJ U rapaHIys.

Jla ce mpenocraBu uHGOpMaIMs 3a IPABHIIHA TEXHUYECKA €KCIUToaTallrs Ha
3/[paBHaTa TEXHOJOTHS M YCIOBUS 3a ONTHUMalHO (yHKUMOHHpaHe. [la ce mocoun
uHpopMalisg 3a HEoOXonWMa TMOAAPHKKA M OTTOBOPHM 3a Hesd JUIA; YeCcTOoTa Ha
NOAIPBKKA; TPOLUEAYPH, CBbP3aHU ChC CTEPUITU3AIUS U YECTOTA HA CTEPUIIU3ALIHSL.

Jla ce mpenoctaBu HWHGpOpPMAIIHS 32 TapaHIIMOHHHUTE YCJOBHS 3a 3/[paBHATa
TEXHOJIOTHS U OT/AETHUTE M KOMIIOHEHTH, B T.4U. TapaHIIMOHHU CPOKOBE U 00CTyKBaHE.

2. 3apaBeH pobsieM U TeKyIa KIMHUYHA MPaKTHUKA.

2.1. O6m mperien Ha 3a00JISIBAHETO.
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Onucanue Ha 37paBHUS MpoOieM Ha 0a3aTa HA HANEKAHU M3TOYHUIM Ha
uH(poOpMaIKs, KAKTO H SICHO TO3WIIMOHUPAHE HAa MEIUIMHCKOTO HW3JETUEe B
TEparneBTUYHUTE/AMATHOCTUYHHUTE MTPOLIECH

Ha aHAIM3MPAHOTO 3a0oisiBaHe. AKO OIIEHKaTa ce OTHACS JI0 creruduyHa
TapreTHa MomyJaius, ce IpeaCTaBsi HAKPaTKO OMMCAaHKUE Ha 3a00JIIBaHETO, MOCIEIBAHO OT
JeTaiiHa nHpOopMaIus, Kacaela TapreTHaTa MoMmyJIalus.

2.2. EnuneMuoI0ruuey JaHHH.

Jla Ob1aT IPEIOCTABEHU aKTyaHU CIHIEMUOJIOTUYHH JJAHHU C aKIICHT BBPXY
Obarapckara mnomynauus (IpU Hajduude Ha JIOKATHH ENUJEMHOJOTUYHU JaHHH).
HeoGxomumo e na ce mpeacTtaBu 3a00NIBaHETO M OT IUIEAHA TOYKA Ha OOIIECTBEHOTO
31IpaBe (COLMATHO-UKOHOMHYECKA TEXECT).

2.3. TaprerHa nomnysnanus.

Jla ce omuiie 1eneBata MOMyianus, MpU KOSATO IIe C€ MOJ3Ba OLEHsSBaHATA
TEXHOJIOTHSI.

AKO oIleHsIBaHATa TEXHOJIOTHUS 1€ CE M0JI3Ba B KOHKPETHA CyOnomynamnus oT
MAlMEeHTH, JUArHOCTUIIMPAHU C JaJeHO 3a0oJisiBaHE, Ja C€ MocoYaT KPUTEPUUTE 3a
YCTaHOBSIBAHE Ha OLICHSABAHATa CyOMOIyIalus.

2.4. Jleuenue Ha 3a00JSIBaHETO.

Jla ce omwumat MNpenopbKUTE 3a JiedeHHe Ha O0a3aTa HAa OCHOBAaHU Ha
JIOKA3aTeJICTBA KJIIMHUYHU TIPETOPBKH W PBKOBOJACTBA. Jla ce omumar pasIundHHuTe
JIeYeHUs1, MPENOPbUaHU B OBJITAPCKUTE M EBPOINEHCKUTE KIMHUYHU MPEnopbKu. Tosa
OTHMCaHUE CJIe/IBa TOYHO J1a IPEICTaBs AJITOPUTHMA U METOJIa Ha JICYEHHE HAa CbOTBETHOTO
3a00JIIBaHE U TapreTHA rpyma.

2.5. AnTepHaTUBHHU 3/IpaBHU TEXHOJIOTHH.

Jla Obmar pasrienaHd BCHYKH MOTEHIMATHH aJITEPHATHUBHU 3JpPaBHU
TEXHOJIOTHH, KOUTO CE 3alljlallaT OT IUlaTela 3a JE€YEHUE Ha CbOTBETHOTO 3a00JIIBaHE U
TapreTHa rpymna narieHTH.

CnenBa na ce mocoyaT HEYJOBJIETBOPEHUTE MOTPEOHOCTH HA MAIUEHTUTE B
KOHTEKCTa Ha OIlEHSBaHATa TEXHOJIOTHUS U TOJ3BAHUTE KbM MOMEHTa TepamneBTHYHU
MOJIXOJTH.

AnTepHaTHBa 3a CpaBHEHHE Ha OIICHsSBAaHATa TEXHOJOTHS TpsiOBa na Obae
CBIIIECTBYBAIA (aKTyaiHa) JICKapCTBEHA TEparus, Mpoleypa Ui MEAUITTHCKO U3IeTHE,
KOUTO B MEJUIIMHCKATa MPaKTUKa OMxa OWiM 3aMEHEHH OT OLIEHsIBaHATA TEXHOJIOTHA.

3. Hacrosima ynotpeba Ha orieHsBaHaTa TEXHOJIOTHSI.

3.1. Hacrosimma ynotpe6a Ha TEXHOJOTHUSATA.

Jla ce mocouun nanu TEXHOJOTHUATA € MPUJIOKEHA U aKo €, B KOM €BPOMEHCKU
CTpaHM M 3a KOM TEpaNeBTHUYHU IMOKa3aHWs € MyCHATO Ha Ias3apa W/WUIU B JEeHCTBUE
CBHOTBETHOTO U3JIENHE.

3.2. IbpxkaBu, B KOUTO TEXHOJOTHSTA CE€ 3aruiaiia OT 3JPaBHU CHCTEMH U
dbonmOBE.

Jla ce omuie peMMOYpCHHUST CTaTyc Ha 3apaBHaTa TexHonorus B EBporma,
TEepaneBTUYHU TIOKAa3aHUs, PECTPUKIIMA M HHUBO Ha peuMmOypcarusi, 0000IIeHHE Ha
MPETNOPHKUTE 32 peuMOypcHpaHe, Jald peuMOypcalusaTa € 3a BCUYKU TeparneBTHYHU
MOKA3aHWs, WJIM CaMO 32 KOHKPETHHU TePANICBTUYHHU TTOKa3aHUs B JIPYTUTE IbPIKABH.

4. KakBo € He0OX0IMMO 32 M3MOI3BAHETO HA 3/IpaBHATA TEXHOJIOTHS?

4.1. 3uckBanwus 3a ynorpeoda.
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Ha ce npenoctaBu MHpoOpMaLUs Aajdd 3IpaBHAaTa TEXHOJOTHS €€ M3IOJI3BA
CaMOCTOSITEITHO, HJIM B KOMOMHAIIMS C IPYro MEAULIMHCKO U3/ETHE, JIEKapCTBEHA TEPaus
WIK Ipolenypa. AKO KbM pa3pelIeHHeTo 3a ynoTpeda numa MPHIOKEHHU IOIbIHUTEIHN
CIELIMAIHU YCIOBHS 3a U3IOJI3BaHE, ClIeABa Te Aa ObAaT IPeAOCTaBEHU (BKIJI. YCIOBHATA,
IPU KOMTO ILI€ CE U3I0JI3BA; OTPAHUYEHHUS 32 CIELIUAIMCTH U JIUIA, KOUTO UMaT IPaBo Ja
s U3M0JI3BAT).

Cnena npa ce mpeactaBu MHQOpMaus OTHOCHO H3CIEBaHUATA U
IPOCIIEASBAHETO HA MAUECHTUTE, KOUTO M3MOI3BAT TEXHOJIOTUSATA.

4.2. Heo6xoauMu npoueaypu 3a U3MoJa3BaHe Ha TEXHOJIOTHUATA.

Jla ce mocoum manu mpouenypata € paspaboTeHa KOHKPETHO 3a camaTta
TEXHOJIOTUS, WM € IPOBEXkAaHa U IIPeIu TOBa C APYTd TEXHOIOTUH.

Omnwucanuero Ha MpoleayparTa BKIIOUBA CISIHUTE XapaKTePUCTHKH: HAYWH Ha
NPUIIOKEHNE; MPOABIKUTENHOCT; POl Ha BCEKM CIELUAIUCT, KOMTO ydacTBa B Hes;
HEeoOXoaMMa Cpefa 3a M3BBPIIBAHETO I; YECTOTa Ha M3BBPIIBAHE HAa MpPOLEAypaTa 1o
BpEMe Ha JICUeHHETO; HeOOXOAUMOCT OT aHECTEe3usl.

4.3. VluBecTULINU U OpraHU3aLUs.

Cnena na ce mpenoctaBd HMHPOpPMALUs 33 HWHBECTHLIMH, KOMTO ca
HEo0X0auMHU, 3a Ja C€ M3MO0J3BAa TEXHOJIOTUATA (NOIBIHUTEIHU PECYpPCH, HyXkJAaTa 3a
KOMTO I1I€ Bb3HUKHE IIPU BbBEXKAAHETO Ha 3/IpaBHATA TEXHOJIOTHS).

B T.u. cnenBa ga ce onMiuaT JONBJIHUTEIHUTE YMEHUS, OOydyeHUS U
KBaJM(UKALMU, KOUTO I1I€ ca HEOOXOAMMHU Ha 3]JpaBHUTE CHELMAIMCTH, 33 Ja MoraT Ja
aJIMUHUCTPUPAT MEAMLIMHCKOTO wu3Aenue. CbhI0 Taka TpsAOBa Ja C€ TPEACTaBAT
JOII'BJIHUTENTHUTE YOBEIIKU PECYPCH, KOUTO C€ OYaKBaT IPU BBBEXkJAAHETO HA 37paBHATa
TEXHOJIOTHS (HaIlp. HOBU CIIY’KUTENH).

Cnensa ja ce omumiar MPOMEHUTE Ha HACTOSIIMTE YCIOBMSA, KOUTO Ouxa
MOTJIM J1a HacCTBIAT, W3BBH OOWYaliHATa KIMHWYHA TPAKTHKA, CJIEJ] BHBEXKIAHETO Ha
31paBHaTta  TexHojorus  (Opoill  u3cneABaHWsA,  JONBIHUTETHO  00Opy/BaHe,
uH(pacTpyKkTypa u ap.).

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

5.1. UnenTudunupane u cenekuus Ha IpOyYBaHUSATA.

OcHoBHaTa 1ea € Aa ce WACHTU(UIUPAT BCUUKU KIMHUYHU MPOYYBAHMUSA,
BKJIIOYBAIM OICHsABaHATa 3ApaBHa TexHosorus. IlpemmymectBeHo cieaBa ma Obaar
BKJIIOYEHN DaHIAOMHU3UPAHUTE W3MUTBaHMS, KOMTO CpaBHSIBAT HOBAaTa TEXHOJOTHS C
OCHOBHATa ajTepHATHBAa. AKO HE CE€ OTKPHUAT IUPEKTHH PAHJOMHU3UPAHU CpPaBHEHUS,
TpsiOBa Ja ce NpoBeAe THhPCEHE 3a HEpPaHJIOMU3MPaHM H3MUTBaHUS (0OCEpBallMOHHU
MPOYYBaHUsA, IPOYUYBAHUS C €IHO paMo U Jp.).

IIpencraBs ce mbJIEH COUCBK Ha HMAGHTHU(GUUUPAHUTE W3MNUTBAHUS,
BKJTIOYBAIIY KaHIUAATCTBAIATA TEXHOJIOTHUSI.

[TonGopsT Ha mpoyuBaHUATa cielnBa Aa ObJie U3BBPILIEH Bb3 OCHOBA Ha
KPUTEPUHTE 3a BKIIOUBAHE M W3KIIOYBAaHE, W30paHU TpEAH 3aloyBaHEe HA THPCEHETO
(onrcanu moApoOHO B T. 5.2).

[IpencraBar ce M3TOYHUIIUTE HA WHPOPMAIHS 32 KIMHUYHUTE MPOYUBAHHUSL.
[Tpenopbuutenuure O6azu manHu ca: PubMed, Cochrane Library, ClinicalTrials.gov,
European Union Clinical Trials Register, EMBASE.

CrnenBa na ce oTyeTe HEOOXOAMMOCTTA OT JOMBIHUTEIHO UIACHTU(UIIPAHE
Ha JI0Ka3aTeJICTBA C [IOMOLITA Ha CIEIHUTE METOM:

- KOHCYJITAIlUH ¢ KIMHUYHU €KCIIEPTH;
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- HECHCTEMaTH4YHO THhPCEHE Ha JaHHH, MMYOJMKYBaHU B CIIELUAIU3UPAHU
cCIHcaHusi B OOJIacTTa Ha OLEHSBaHATAa TEXHOJIOTHS, HO KOWTO HE ca BKIIIOYCHH B
MOJI3BaHUTE 0a3u JaHHU C MEIUIIMHCKA HH(POpMALUs;

- YCTAaHOBSIBAHE HA KOHTAKT C aBTOPH HA KIIMHUYHU U3MUTBAHUS;

- IOJI3BaHE HA UHTEPHET ThPCAUKH;

- KOHCYJITAllu! C POU3BOJIUTEINH.

[IpouechT, Bozel] 40 OKOHYATETHHS TOI00P, Ciie/Ba 1a Ob/ie MPEACTaBeH MO/T
dbopMaTa Ha quarpama chriiacHo ykazanusra Ha PRISMA.

5.2. KiMHUYHYU IpOyYBaHUS.

OcBeH mpencTaBsSHETO B TAOJWYEH BHJ HA BCSKO €IHO OT MPOYYBAHHATA €
HEO0OXOUMO U MOAPOOHO OMHMCAHME HA KPUTEPUHUTE 3a BKIIOUBAHE W W3KJIIOYBAHE MpU
n300p Ha KIMHUYHUTE MPOYYBAHUSI.

5.3. OCHOBHH XapaKTEpUCTUKHU HA MPOYYBAHUATA.

B Tabnwuen B 1a ce MPEACTaBIT OCHOBHHTE XapaKTEPHCTUKUA Ha
MIPOYUYBAHUATA - UJICHTU(UKALIMOHEH HOMED, 11eJ1 Ha TPOYUBAHETO, KpailHU TOYKH, TU3aiH
Ha TPOYYBAHETO, YYACTHUIIM, KPUTEPHUU 33 BKIIOYBAHE M M3KIIOUBAHE, HHTEPBEHIUS U
KOMIapaTop, Opoil IIEeHTPOBE HA MPOYUBAHETO, PE3YITATH 110 KPAHU TOYKH U MEPUOJT Ha
pocIeiIBaHe.

5.4. Pe3ynraru 3a epukacHOCTTA.

He3aBucumMo oOT mOcOYeHUTE pe3yiTaTH B TaONMYHHS Tperjiea Ha
W3MUTBAHUATA B TO3M pazlien TpsOBa MoApoOHO Ja OBbAAT U3SICHEHH M WIIOCTPUPAHU
BCUYKH PE3YATATH OT TAX. MImocTpanmsTa MoXKe /a ChIbpKa JOMBIHUTEIHN TaOJIHIIH,
burypu u ap.

[TpuopuTeTHO 3HAYCHHE IPH OIICHKATA HA 3APABHUTE TIOJI3U HA TEXHOJIOTHATA
Tpsi0Ba 1a UMaT KIIMHUYHO 3HAYUMU PE3yATaTH, KOUTO Ca C KJIF0YOBA BAKHOCT 32 JaICHOTO
3a0osiiBaHe WM UHTEepBEHIMS. JloknaiBaHNuTe pe3ynTaTu TpsOBa:

- na 6paaT AepUHUPAHU U TIOSCHEHU OT IIeJIHA TOYKa Ha KOHKPETHHS 3[IpaBeH
npo0Jem;

- Jla oTpa3sBaT Hal-Ba)XHUTE aCMEeKTH Ha 3[paBHUS MPOOIEM M B CHIIOTO
BpEeMe Jia TIO3BOJISIBAT J1a C€ YCTAHOBST BB3MOKHUTE DPA3IUKU MEXKAY CpPaBHIBAHHUTE
TEXHOJIOTHH,

- 1a ObJIaT Ba)KHU 32 B3eMaHe HA KIMHUYHY PEIICHHS.

5.5. Pesynratu 3a 6e3omacHoOCTTA.

[IpenocraBs ce o00o00meHne Ha cbhoOpakeHUsATa 3a 0E€30MacCHOCT,
BKIIIOUMTEIHO BaKHU HWIACHTHU(PHUIMPAHU DPHCKOBE, BAXHM TOTEHI[MAIHU PHUCKOBE U
JMIICBaIIa HHGOPMAIHs, OTHOCUMH KbM 3/JpaBHATA TEXHOJIOTHSL.

Jla ce mpenocTaBAT NaHHU 332 BpEeME Ha €KCIO3HIIMS KaKTO Ha OICHSIBAHOTO
MEIUIIUHCKO U3JeINe, TaKa U Ha N30paHuTe alTepHATHBH - HAIIP. JTHU, CEMHIIN, MECEIIH,
TpaiftHO UMILIAHTUPAHU.

Jla ce npencraBu nHGOpMAIHS 32 CHOTBETHUTE KPAHU TOYKH, METOJIUTE 32
chOupaHe W aHanu3 Ha AaHHWUTE. [IpefcTaBeHHMTe MaHHU OT MPOYYBAHETO CIleABa Ja
oTpa3sBar pe3yJITaTUTe 3a 0€30MaCHOCTTA Ha 3/jpaBHATa TEXHOJIOTHUSI.

AKO WMa pe3yiTard, MPOyYBaHUS WM paMeHa OT MPOYYBAHUATA, KOWTO ca
W3KJIIOYEHU OT OOOOIIEHUETO Ha PEe3yNTaTUTE 3a 0€30MacHOCT, Ja Ce MPEJCTaBHU SCHA
000CHOBKa 3a TO31 U300p.

Ha ce mnpenoctaBu wuHpoOpmMarus 3a Oposi Ha MAIMEHTHUTE, KOUTO ca
MPEYCTAHOBUIIN TPAHHO WJIM BPEMEHHO CBOETO JICUCHHUE.
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B Ttabnuuen Bux ga ce mpenoctaBu MHGoOpMalus 3a Oposi Ha HEXEIaHUTE
CHOUTHS, TIXHATA TEKECT M YECTOTA HA MOSBa, M3pa3eHa B MPOIICHTH.

5.6. Pe3ynraTtu 3a Ka4e€CTBOTO Ha KUBOT.

Jla ce mocoun BIMSHHMETO HA aHAJIM3UpaHaTa 37paBHA TEXHOJIOTHS CIPSIMO
TOBa Ha aJTEPHATUBUTE BBHPXY CIEAHUTE aCIEKTH, CBHP3aHH C KAa4eCTBOTO Ha KUBOT
(QoL):

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

- HRQoL, cienn¢puvHo 32 CbOTBETHOTO 3200 IsIBaHE;

- paboTOCIIOCOOHOCT;

- U3BBPILBAaHE Ha OOMYANHHUTE €KEAHEBHU JICHHOCTH.

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

HeoOxonuMmo e f1a ce oLeHAT eeKTUTe Ha U3ciieBaHaTa 3/IpaBHa TEXHOIOT U
BBPXY Ka4ECTBOTO U ITPOIBIDKUTECIIHOCTTA HA )KUBOT HA MAI[UCHTUTE B PeajiHaTa KIIMHUYHA
MPaKTHKA.

JlanHuTEe, CBBpP3aHU C €(PEKTUBHOCT, CleABa Ja CE€ IMOJ3BaT OT HAJEKIHO
MpOoyuYBaHe, MPOBEICHO B YCJIOBUS Ha peajHa KIMHUYHA MpaKTUKa (JaHHU OT peasHus
cBat, Real World Data - RWD; noka3zatencrsa ot peannus ciat, Real World Evidence -
RWE). Te Morar i1a 6b1aT IPOCIEKTUBHU U PETPOCIIEKTUBHU NMPOYUBaHUs (IparMaTH4YHU
paHAOMU3HPAHU KIWHUYHA H3MUTBAHHSA, 0OCEPBAIIMOHHU MPOYYBAHUS M 0a3u JaHHW,
BKJIFOUMTEJIHO PErHCTPU Ha marueHTu, 6a3u nanau Ha M3/H30K u npyru uHCTUTYLHH,
MEAWIIMHCKN HAYIHU U3CIICABAHIS).

B mHskou crmydaum e mo3BoJieHO Ja OBAAT B3E€TU MPEIBUJ HEMyOIUKYBaHU
KIIMHUYHU JTaHHU, CBBP3aHU ¢ e(DUKACHOCT WM €PEKTUBHOCT B KIIMHUYHKS aHAIN3. BB
BCEKHU CIIyYaii OlleHKaTa Ha e()eKTUBHOCTTA Clie/[Ba J1a ObJie Bb3 OCHOBA HA JI0KA3aTEJICTBO
C HAl-BHCOKO HHBO Ha JOCTOBEpHOCT. TpsOBa ma Objae mpemocTaBeH KOMEHTap 3a
CTETeHTa Ha CbOTBETCTBUE MEXKY €(DUKACHOCT U e(DEeKTHUBHOCT.

Pesynrtature, qoKIaiBaHU OT MAIIMEHTUTE, Ca BA)KHA YACT OT OIEHKAaTa KaKTo
Ha KJIMHUYHATa e()eKTUBHOCT, Taka U Ha CBHP3aHOTO ChC 3PABETO KA4eCTBO HA KHUBOT.
Pesynrarure, AokianBaHM OT MAaIlUEHTUTE, BKJIIOYBAT OOIIM W/WIU CHEUUYHU 3a
CHCTOSIHUETO JJaHHH, MEPKH 32 Ka4eCTBO Ha JKUBOT, CHMIITOMH WU (PYHKIIHH.

B ananusute TpsOBa 1a ce oTOeNeku Kora U Kak ca OLICHSIBaHHU pe3yNTaTUTe,
JOKJIaJIBaHU OT MAI[UEHTHTE.

Jla ce mpencTaBu cxemarta, 1o KOATO ca OLICHSIBaHU Pe3yJTaTUTE, JOKJIaIBaHU
OT MalMeHTUuTe (Hampumep choOImaBanu oT ydactHunute, QALY, BU3yamHO-aHAIOrOBa
CKaja Ha 0oJKaTa, TEeCT 3a 3pUTEIHA OCTPOTa, 6-MUHYTEH TECT 3a XOJeHe, Ap.). Benuku
U3MEpUTENIN Ha pe3yATaTHTe, JOKIaJBaHH OT MAallMeHTa, TpsOBa na ObAAT MOCOYEHU
(mamp. EQSD, HUI).

5.8. CpaBHuTenHa epUKacHOCT, €PEKTUBHOCT M OE30MACHOCT - METaaHAIHU3U
Y MHIUPEKTHU CPABHEHUS.

[Ipu rtomssm Opoii KIMHUYHU TPOYYBAHUsS, BKIIOUBAIIM €IHA W ChIIa
MAlMeHTCKa TOMyJIalus, OO KpaWHW TOYKH U  OICHSIBAHU TEXHOJIOTHH,
MNPETOPHYUTENIHO € MPEACTAaBIHETO HAa MeTaaHalnW3, OOCIMHSABAI JAHHUTE OT Te3U
MIPOYYBAHUS.

[Ipu chbMHEHHMS OTHOCHO KaueCTBOTO HA M3MHUTBAHUATA WM PEICBAHTHOCTTA
Ha KOHKPETHHU MPOYYBAHUS Clie[Ba J1a OBbAAT MPEICTaBeHH PE3yJITaTh OT METaaHaJU3H.
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CnenBa na ce MmpencTaBd IOAPOOHO OMNKMCAHUE HA KPUTEPUHUTE 3a BKIIOYBAHE U
U3KIII0YBAHE HA CHOTBETHHUTE MPOYYBAHUS MPU METAaHAIHN3a.

B oTchcTBHETO HA NTPEKH CPABHUTEIHU KIMHUYHYU U3MUTBAHUS, KOUTO MPSIKO
Jla CpaBHSIBAT OLICHSBaHATa 3][paBHA TEXHOJOTHS M KOMIIApaTopa, ce MpernopbyuBa aa ce
U3BBPIIM KOCBEHO CpaBHEHHE (MpPEXOBHM METaaHaIN3, WHIUPEKTHO CPABHEHUE).
Mertoponornyeckara M KIMHAYHATA €JHOPOAHOCT Ha MPOYYBAHMATA, BKIIOYCHH B
CpaBHEHHETO, TpsAOBa J1a Ob/ie MPeABAPUTEIHO OLEHEHA U J]a € OOMUCIIM AU € BAIUIHO
KOCBEHOTO CpaBHEHHE.

VYcTaHOBSIBAHETO Ha U3MUTBAaHMATA, KOUTO Ja OBbJAT M3IOJI3BAHU IPH
KOCBEHOTO CpaBHEHHe, TpsiOBa naa Oble BH3 OCHOBA HAa CHCTEMaTHYEH Iperien.
[TpenopbuunTeneH e 3abJI00YEH aHAIU3 HAa METO0JI0OTHSITa, U3I10JI3BaHa B IPOYYBAHMATA,
KaKTO ¥ aHaJM3 Ha Pa3JIM4MATa B MOIMYJIAUATA, 3[paBHATA TEXHOJIOTHS B pepepeHTHOTO
paMO M NPOYYBAHHUTE KpalHM TOYKU. YCTAHOBEHUTE pa3iMKu TpsiOBa na Obaar
mpeIcTaBeHu B TaOardHa hopMma.

HenpsikoTo cpaBHeHue TpsOBa Aa ce M3BBPIIM C M3MOJI3BaHE HA METOIH,
KOpUTHpAHH 3a pe3yiTara, IMOJyueH B KOHTpOJIHATa rpyma, Hamp. Merona Ha Bucher,
Bayesian MeTo]; 3a cMeceHO CpaBHEHHE Ha TepanusTa, MeTaaHaiau3 Ha Lumley mpexa uiu
metaperpecusi. Koraro ce m3nomssa Bayesian moaxon, TpsiOBa 1a ce 00bpHE CHEIMATHO
BHUMaHME, 3a J1a c€ IPOBEPU BAIUAHOCTTA HA PE3YJITATUTE.

Korato He € BB3MOXHO Ja ObJE HM3BBPUICHO KOCBEHO CpPaBHEHHE Upe3
OOMKHOBEHO pedepeHTHO paMo (HEKOHTPOJHMpAHU IMPOYYBAHMS), MOXKe Ja Oblar
OOMUCIICHH JPYTH METOJIH, BKIFOUUTEITHO:

- CpaBHEHUE Ha TPYNH OT pa3IMYHU [IPOYUBAHMUS;

- CBIIOCTABHUTEJICH aHAJIN3 C UCTOPHUECKU KOHTPOIIH;

- KOCBEHO CpaBHEHME, KOPUTUPAHO 3a HAIlaCBaHE;

- CpaBHEHHE Ype3 U3IOJI3BAHETO HA MHIUBUIYATHH JAaHHA HA HUBO MAIMCHT.

IIpenun 3amouBaHe Ha Wu3YMCICHHUATA TpsiOBa nAa ObgarT 0OOCHOBaHM
KpUTepUnTe 3a M300p Ha cneruduyeH aHaauThuyeH Mmetoj. OKOHUYaTeNHUAT U300p Ha
aHAJTUTUYHUS METOJ clieiBa Ja Obae OazupaH Ha BUAA HaJUYHU JaHHU. Pesynrature ot
BCSIKO KOCBEHO CpaBHEHHE TPsIOBa J1a ObJIaT THJIKYBaHH BHUMATEITHO. BBB BCHUKH Ciydan
Ha KOCBEHHM CpaBHEHHUs TpsOBa Ja ObJie HalpaBeHO 3aJbJIOOYEHO TBhIKYBaHE Ha
pe3yaTaTUTEe 3aeJHO C OMUCAHWE HA OTPAaHUYEHUSATA W aHAIW3 HAa YYBCTBUTEIHOCTTA,
OpEeICTaBAl] BB3JCHCTBUETO OT BKJIIOYBAHE M M3KIIOYBAHE HA IPOYYBAHUS ChC
3HAYUTEITHHA OTKJIOHEHHUS 10 OTHOIICHNE Ha METO/IOJIOTHSATA B CPABHEHHE C TPOYYBAHUATA,
U3I0JI3BaHU B KOCBEHOTO CPaBHEHHUE.

5.9. CuilHE CTpaHU ¥ OTpaHUYEeHMs] Ha aHAJIN3a.

Jla ce mpexacraBu 000OIIeHNE Ha pe3yaTaTUTE W JoKas3aTeJCcTBara, KaTro ce
B3€MaT NPEABH] KauyeCTBOTO Ha M3CJIECIBAHETO, BAIMIHOCTTA HA W3IOJI3BAHUTE KPaiHU
TOYKHU M CTEIIeHTa Ha JOKa3aTeJICTBATA.

Jla ce mpeacTaBu KpaTKO HM3JIOKEHHE Ha JOKa3aTeJcTBaTa 3a oOXBara Ha
OlIEHKaTa, KaTo ce B3eMaT MpeIBUJ MOMyJIalusATa, UHTEPBEHLUATA, AITEpPHATUBUTE U
pe3yiTaTuTe.

Jla ce mpecTaBsAT KIMHUYHUTE MOJI3H 32 MMallUeHTa.

Jla ce ompenensT BCUUKH (aKTOpH, KOUTO OMXa MOIJIM Jia TOBIUSAT BbPXY
pe3yiTaTuTe OT NMPOYUBAHUATA, IPU BHBEXKJAHE Ha 3JpaBHATa TEXHOJIOTUS B KIMHUYHA
NPaKTHKA.

6. AHanu3 Ha pa3xo/HaTa eeKTUBHOCT.
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6.1. OnucaHue Ha NPOBEJCHUTE MKOHOMHYECKH AHAJIM3U C OLIEHSABaHATa
3/IpaBHA TEXHOJIOTHS B IPYTH IbPKABH.

Korato mma mnpoBeaeHU 3ApaBHO-UKOHOMHYECKM OLEHKM WIM (hapMako-
MKOHOMHYECKH aHAJIM3H C OLICHsIBaHATA 3/jpaBHA TEXHOJIOT U 32 [IEJTUTE Ha JPYTH CUCTEMHU
Ha 3/]paBeolla3BaHe, Te cieaBa Ja ce onumar. Ilpenopbuntenen e tabiuyeH BUJ Ha
OINMCAHHMETO U JeTaiyiHa nucMeHa uHpopmarys. B tTabmuueH BuUJ cieqBa Ja ce HOSCHAT
CJIEIHUTE JIaHHU:

- U3TOYHUK Ha IPOYYBAHETO;

- LIeJ1 Ha TIPOYYBaHETO;

- UBIOJI3BaH METOJ/METOJM Ha IPOYYBAHETO, BKIIOUUTEIHO HPUIOKEHO
MojieNpaHe (aKo uma);

- CpaBHSBAaHU aJITCPHATHUBH;

- U3MEPUTEJINTE Ha pe3yATaTuTe (KIMHUYHU II0Ka3aTeNn, KaueCTBO Ha JKUBOT,
J'BJITOCPOYHU PE3YATATH U JP.);

- pe3yJITaTu OT aHAJIN3a;

- 3aKJIFOYCHHE Ha aBTOPUTE.

[Tomyyenure pesynratu cienBa Ja ObJAaT KOMEHTHPAaHU M OTHECEHHU KbM
OlIEHKaTa Ha HacTosmarta 3apaBHa TexHosorus. l[lo-cremuduunuTe pe3yiaTaTtd WIn
UHTEpIpeTalys Ha JaHHUTE U Pe3yNITaTUTe ciieBa Ja Ob/aT MOSICHEHU U KaTo TEKCT.

6.2. Omnmcanne Ha NYyONWKyBaHM OIEHKA Ha 3][paBHATa TEXHOJOTHS,
U3BBPLICHU OT JIbPXKAaBHM MHCTUTYLIMM 3a LIEJIMTE Ha Jpyra HallMOHAaJHA CUCTeMa Ha
3/paBeona3BaHe.

Tps6Ba na ce npeaoCTaBsT JaHHU 32 BCHUKU IbP>KaBU, B KOUTO TEXHOJIOTHUATA
e Omta oreHsBaHa.

JlaHHuTEe 3a WU3BBPUICHUTE OLEHKU CleJBa Ja BKJIIOYBAT CJEAHATa
uH(popManus:

- HHCTUTYLIMATA, KOSATO € U3BBPIINIA OLIEHKATA;

- MepCreKTUBaTa Ha olleHKaTa (yOnuyHu (OHJIOBE, CHEUAIIHA CUCTEMH 3a
¢duHaHCHpaHe, 00IIECTBO U 1p.);

- TOKa3aHUETO, 32 KOETO € U3BBPIICHA OIIEHKATA;

- 3aCerHaTo HaceJICHHE;

- CpaBHSIBaHU aJITCPHATHBH;

- IPUJIO’KEHU METOIH 3a OLIEHKA;

- KOraTo MMa BKIIFOYSHH CXEMH 3a JOCTHIT Ha MAIlMEHTHTE, T€ ChII0 TPsSOBa aa
ce rmocovar;

- B3€TO pellieHre (BKIIOYUTEITHO OTPAaHHMYCHHATA, KOUTO Ca CBhP3aHH C TOBA
peleHue);

- J1a ce TIOSICHU JIajli B3€TOTO pEIIeHHE € OKOHYATEIHO, WM TEXHOJOTHITA
MOJUIEKH Ha JIOIBIHUTEIIHO MPOCIIEsIBaHe.

Benuky pemreHust Ha Abp)KaBHUTE WHCTUTYIIMH TPsiOBa Ja ce MPHIIOKAT C
HNOIXOAALINTE pedepeHIMd U J1a C€ MPUIIOKH JTOKYMEHTHT, ChIbpKAlll OKOHYATEIHATa
OIICHKA U 3aKJIIOUCHHE.

6.3. Llen Ha ananu3a.

®dopmynupanata 1en TpsioBa 1a 0b/e sICHa U KOHKpPETHA U J1a € choOpas3eHa ¢
¢uHaHCHpaIaTa MHCTUTYLIHSL.

6.4. [Ipunoxen ananu3. OcHoBaHUs 3a U300pa Ha BHJIa aHAJIU3.
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N3060pbT HA aHATUTHYCH METOJT TPsIOBA J1a ObJie 00OCHOBAH OT IJIEIHA TOYKA
Ha 3aIUTalianara HHCTUTYIIHS, BPEMEBHUS XOPU30HT, IOKA3aTeICTBAaTa 33 TEPANEBTUYHUTE
pe3ynTaTH.

[Ipyn mnpunoOkKEHHETO HAa METOJAHWTE CE€ CMa3BaT OCHOBHUTE TEOPCTUYHU
MPENopbKH, KaKTO U Te3u Ha JloOpuTe n3cneaoBaTe cKu NPaKTUKH.

[TpenopbUUTEIIHO € OCHOBHUAT MKOHOMUYECKH METOJ, KOWTO Ce mpuiara mpu
OILICHKaTa Ha 37jpaBHATa TEXHOJIOTHS, J1a BKJIIOYBA HAM-MaJIKO aHAIMU3 Pa3X0Jl-MOJIE3HOCT
(CUA) umu ananus pasxon-epexrtuBHoct (CEA). Korato e ymectHo, Morar aa Obaar
MIPOBEJICHH MTOBEYE OT €/IMH aHaJU3.

[Ipn cpaBHHTETHM aJTEPHATHBH C JIAIICA Ha MPEBH3XOJCTBA Ha
TEparneBTUYHUTE PE3YJITaTH MOKE /1a Ce MPUJIOKHU aHalu3 pazxol-MuHUMYM (CMA).

IIpu wmeronma ananmu3 pasxon-nmomsa (CBA) e HeoOXoauMO 3IpaBHUTE
pe3ynTaT Ja ObIaT MpeICTaBEeHHM KaTo MapUuHU CTOMHOCTH, KOETO Ch3/laBa JI0CTa
TPYIAHOCTH, TIOpaJu KoeTo npuioxennero Ha CBA B 31paBeomna3BaHeTO € OTpaHHYCHO.
Toga e Taka, 3amoro CBA Moske fa uTHOpHpa HIKOU TPYTHO OLIEHUMU, HO BaKHHU 3[paBHU
MOJI3H, KOUTO TPYIAHO MOTAT J1a C€ OCTOMHOCTST C TAapHUCH CKBUBAJICHT.

[Ipunoxxenure aHanmu3u TpsiOBa Ja OTpa3sBaT HAIWYHUTE JaHHU 3a
e(pUKaCHOCT/€EKTUBHOCT U MPOQIII Ha OE30IMACHOCT Ha OICHSIBAHATA TEXHOJIOTHSI, KAKTO
u ObJarapckara TeparneBTUYHA MIPAKTUKA, CTAHIAPTH 32 JICUCHHE U U3TOYHUIIM Ha JaHHHU 32
pa3xouTe.

6.5. CpaBHUTEIHHU ANTEPHATHUBH.

[Tpu mpoBeKTaHETO HA UKOHOMHYECKHUS aHAIIN3 CPABHUTEITHUTE AITCPHATHBU
TpsiOBa a ObIAT CHOOPA3eHH C MPENOPHUNUTEIHUTE ANTEPHATUBHU OT MPEACTABIHETO HA
KIIMHUYHATE U3MUTBAHUS, 2 UMEHHO:

- ajTepHaTHBaTa, KOATO HAaW-BEpOATHO IIe ObJe 3aMEHEHa OT HOBaTa
TEXHOJIOTHS;

- aJTepHATUBHU OT MPOBEICHN CUCTEMAaTHYHU 0030pH U METaaHAIIU3H;

- aJTepHATHUBUTE, KOWUTO Ca BKJIIOYCHH B CTaHJAPTHUTE TEPAICBTUIHU
PBHKOBOJICTBA;

- JITCPHATUBYU OT PAHIOMHU3UPAHN KIIMHUYHH U3ITATBAHUS.

B Tta3um mocnemoBarerHoCT Ha M300p Ha alTEepHATUBH ClieJiBa Ja C€
OpPUEHTHUPAT OICHABAHUTE 3a 3aIlIalllaHe 3/[PaBHU TEXHOJIOTHH, KaTO KOJIKOTO MO-BUCOKO
B liepapxusTa Ha CPAaBHUTEIHUTE AIITEPHATUBH € M3IOJI3BaHAaTa B aHaIM3a, TOJKOBA MO-
BHCOKA € JIOCTOBEPHOCTTA MY.

N300pbT HA KOSATO U J1a € OT CPABHUTEIHUTE aJITepHATHBU TpsAOBa na Obae
000CHOBAH OT IJIeJTHA TOYKA Ha OBJIrapcKaTa TepareBTHYHA MPAKTHKA.

6.6. IlepcniexTuBa.

AHanmu3bT TpsAOBa Na ObJe W3BBPIICH OT TJIEHA TOYKA HA MHCTUTYIHATA,
KOSTO 111e (pMHaHCHpa METULIMHCKUTE YCIYTH Upe3 00IIeCTBEHH CpeACTBa (TJeIHaTa TOUKa
Ha oOmectBeH 1iater] - H30K). Bp3aMokeH € u aHanmm3 oT ChBMECTHA TJIeIHA TOYKA, T.€.
Ha IJaTella W Ha OeHepUIMEHTHUTE (MAllMEHTUTE), HAMp. KaTo ce€ B3eMaT MPEIBUT
JOTUIAIIAHKATA 33 3JPAaBHH TEXHOJOTHH, BKIIFOUBAHE HA JPYTHM pPa3xojd, KOWUTO Cce
M3BBPIIBAT U3ISUIO WK Ca 32 CMETKA Ha MAI[UeHTHTE.

[uTupannTe TIIETHU TOYKH HE HM3KIIOYBAT IPOBEXKIAHETO, B OIMpaBIaHU
CIIy4au, Ha JOMBJIHUTEIHA aHAU3U OT JPYTU MEepPCHEKTUBU, HAIp. COLMATHATA TaKaBa
(kaTo ce B3eMaT MpeBU KOCBEHHUTE Pa3XO/IH), Ta3U HA JJOCTAaBYMKA WIIH OT TJIeJTHA TOYKA
Ha o0miecTBeHUTe GUHAHCH (HATp. BKJI. HA MHBAJUIHU [TEHCUU WIIK COLIUATHH ITOMOIIH ).
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6.7. BpemeBHu XOpU30HT.

BpemeBusT XOpU30HT Ha UKOHOMHYECKHS aHATTU3 TPsIOBa a ObJ1e TOCTATHYHO
IBIIBT, 32 J1a TO3BOJIM OIICHKaTa Ha Pa3lIMKUTE MEXIY Pe3yITaTHTe U Pa3xoquTe 3a
OIICHSIBAaHATA 3JIpaBHA TEXHOJIOTHUS W KoMmmaparopurte. TpsOBa na € eauH W ChII 3a
M3MEpBaHEe Ha Pa3xoJuTe U Ha 3ApaBHUTE pe3ynTaTH. M30paHaTa MpOaBIKUTEIHOCT Ha
BpPEMEBHUS XOPU30HT TpsiOBa 1a Obae 000CHOBaHA.

B cnydaii Ha 31paBHHM TEXHOJIOTHH, 32 KOUTO PE3YJITaTUTE U pa3IU4aBaIlUTe
Ce pa3xo/u ce CIy4yBaT IO BpeMe Ha IIeNvs )KUBOT Ha MAlMeHTa, TPsiOBa Ja ce U3Mo3Ba
XOpHU30HT 3a OlleHKa Ha 0asa IS JKMBOT HA MalueHTa (CpelHa MPOABIKUTEIHOCT Ha
JKUBOT 32 MOMyJIanusTa). Bp31eiicTBHEeTO Ha MPOABIKUTETHOCTTA Ha BPEMEBHSI XOPU30HT
TpsiOBa 1a ObJie TECTBAHO KAaTO YacT OT aHajn3a Ha YyBCTBUTEIHOCTTA (pa3pabOTEHUST
MoJiel TpsiOBa Ja TO3BOJIsABA Ja ObJe MPOMEHSHA MPOABIKATEITHOCTTa HA BpPEMEBUS
XOPH30HT).

AKO MKOHOMHYCCKHST aHAIU3 IEeJU Ja MUHHUMH3UpPA Pa3XOJUTE U KOraTro
pa3xouTe 3a CPaBHIBAHUTE 3[PABHHU TEXHOJIOTUU Ca IOCTOSTHHU BbB BPEMETO, MOKE J1a
ObJIe IpreTa eIUHUIIA 33 IPOABDKUTEITHOCT Ha BpEMEBHUS XOPU30HT, Hamp. | roguHa.

6.8. AHaJIN3 HA pa3XoJIUTe.

HNkoHOMHYECKHST aHAIH3 CJICJ[BA JIa BKJIFOUBA Pa3XOJUTE, ChOTBETCTBAINN Ha
U3IMOJI3BAHUTE PECYpPCH MPH MPUIATaHETO Ha CHOTBETHOTO MEAMIIMHCKO H3JENHUe B
KIIMHUYHATA [MPAKTUKA. Y CTAHOBSIBAHETO HA KATETOPUUTE HA PA3XOIUTE M ONPEACITHETO
HA MeToJa 3a TIXHOTO H3MEpBaHE M OLIEHKa Cca HEMOCPEACTBEHO CBBP3aHU C
MIEPCIICKTHBATA U BPEMEBUS XOPH30HT, M30paHU 3a aHAIIN3A.

B 3aBucumoct ot uzbpanara rieHa TouKa aHAIU3bT TPSOBA J1a yCTAaHOBH:

- IUPEKTHU Pa3XxOJH - IICHaTa Ha MEIUITMHCKOTO M3JIeiue (IeHaTa, KOsSTO IIe
ce 3aruiaia oT IUiaTena, Npu CbOTBETHOTO HUBO Ha peuMOypcHpaHe);

- TPEKU MEIUIMHCKU Pa3XoJd B PE3yNITaT OT IIOJ3BAHETO Ha PECypCH,
HEOOXOUMHU 3a W3BBPIIBAHE HA MAHMUITYJNALUA, MEIUIIMHCKU TPUKH, MOHUTOPHHT,
XOCTIUTATH3AIS, TPY/l HA MEIUIIMHCKUS TICPCOHAT U JP.; BXXHO € Pa3XxoJuTe Jia ca 3a
CMETKa Ha IjiaTella, Koraro aHaJlu3bT € OT TJIe[IHAa TOUKa Ha TUIaTena;

- TIPEKW HEMEIHIIMHCKH Pa3XOJHM B Pe3yiTaT OT IOJ3BAHETO Ha PECYPCH,
HEOOXOUMH 32 U3BBPIIBAHE HA MaHUMYJAIMs, MEIUIUHCKUA TPKU U MOAIbPKaHE Ha
mpoleca Ha W3BBPIIBAHETO MM, KOMTO HE Ca CBBP3aHU C MEIUIIMHCKUTE TPYIKHU, HATp.
pa3xou 3a TPAHCHOPT 10 OONHHUIIATA, TPUIKU B JIOMa; OT TJieIHa TOYKa Ha MyOJUYHHUTE
(UHAHCH TIPEKUTE HEMEIUIIMHCKA PA3XO0JH CHINO TaKa BKIIOYBAT COIMATHH TOJI3U, KaTO
MEeHCHH, 00e3IIeTeHUs 3a HEPaOOTOCMOCOOHOCT U YCAYTH MO pexaOWiIHuTalus, KakTo U
HaMaJICH! MPUXOAM OT OOIIECTBEHO OCUTYpPSIBAaHE W JAHBIIN; TO3W THIT Pa3XoJH Ce B3eMa
MPEeJBUJl, KOTATO aHAIM3BT € OT TJIeJJHa TOYKa Ha 0OIIECTBOTO;

- KOCBEHH DPa3Xxoju, NePUHUPAHW KATO Pa3XOJUTE 3a PECypcH, 3aryocHH
nopaau 3a00JSBAHETO W HErOBUTE MOCIEACTBHS, B JOKIAIAM 3a OLIEHKA Ha 3JpaBHA
TEXHOJIOTHSI TOBA Ca Pa3XOJUTE 3a 3aryOeHa MPOIyKTHBHOCT HAa MAIMEHTHTE W JIUIATa,
KOUTO TH OOTPHKBAT, KATETOpUsATa KOCBEHU Pa3XoAu TPsOBa Ja BKIIOYBA PA3XOAWTE,
CBBP3aHM C IUIaTeHa paboTa, KaKTO W 3ary0uTe, MOHECEHW Mpu Hu300opa Ha eaHa
aNTepHaTHBA CIIPSMO JIpyTa.

6.9. Jluckontupane 3,5 Ha CTO FOAUIIHO KAKTO HA Pa3XxOAUTE, Taka U Ha
pe3ynTaTUTe IpH MPECTaBsSHE HA PA3XOAUTE U PE3YITATUTE 32 IEPUO/I, TO-IBIBT OT eHA
TOJINHA.

6.10. MI3MepuTenu Ha pe3ysITaTUTe.
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[Ipu npoBexgaHETO HA AHAJTUTHYHUTE TEXHUKHU CE CIa3BaT MPEMOPbKUTE 3a
U3MEPUTENIM Ha pe3yJiTaTUTe, KOUTO CE€ OYaKBAaT NPU BBBEXKJIAaHE Ha 3paBHATA
texHojorus. llpennmounTanu ca ABATOCPOUYHUTE PE3YATATH (MPOIBILDKUTEIHOCT Ha
xuBota (LYG), rommuHa xuBoT, choOpaseHa c¢ kadectBoro (QALY), cienBanu ot
MEXJIMHHU pe3yNITaTi (IPOMEHU B KJIIMHUYHU IT0Ka3aTeu U MPOrpecusi Ha 3a00IsIBAHETO).

N360pbT Ha U3MEpUTEN Ha pe3yiTara cieqasa a 0bae 000CHOBaH OT IJIeHA
TOUYKA HA MPOBEJICHUS aHAIN3, BUa Ha 3a00/IsIBAHETO, OYaKBaHATA MIPOIBJIKUTEIIHOCT Ha
JICYCHUETO, TPOMEHUTE 110 BpEME Ha JICUCHUETO.

[Ipu oTuntane Ha nokazarens QALY cienBa na ce mOCOYM M3TOYHUKBT HA
JAaHHU 32 MPOMEHUTE B KAYECTBOTO HA >KMBOT W JAJIM TOBA Ca JAHHU OT MPOBEIACHU
KJIMHUYHU M3NUTBaHUS ¢ KaHIUAATCTBAIATa 3[paBHA TEXHOJIOTHSA, UM OT 0a3H JaHHU C
nyOMKyBaHH MPOYYBaHUS (Te TpsiOBa na OBJAT MOCOYECHM), WM €KCIIEPTHHU OIEHKU Ha
MEAMIMHCKH CTICUUATUCTH, WIH JPYTU U3TOUHHIIH.

6.11. Monenupane Ha pa3xoaHaTa e(heKTUBHOCT.

Koraro HannyHuTe KIMHUYHA U HEKJIMHUYHU JaHHU HE ca IOCTaThYHH, 3a Ja
ce OIpeleNd ChOTHOUIEHHETO pa3xoJ-€(pEKTUBHOCT, C€ Ipujara MOJeIupaHe.
Crpyktypara Ha Mojena TpsOBa na Obae mpenctaBeHa. CIOXKHOCTTAa Ha Mofenla U
METO/IMTE 32 MOJICJIMPaHEe TPsiOBa J1a ChOTBETCTBAT HA CJIOKHOCTTA HA 3/IPABHHUSI IPOOJIEM.

[IpenopbuuTteniHO € MoOAenuTe Aa ObJaT AOKOIKOTO € BB3MOXKHO IO-
ONPOCTEHW W TPO3PauyHHU, KATO B CHIIOTO BpEME Ce€ 3ama3Ba TIXHOTO JIETAUITHO
U3MBIHEHHE, 32 J1a MOXKE JIa C€ OLEHU pa3liuKara B €(pEeKTUBHOCTTA HA CPABHSBAHUTE
TexHojoruu. TpsOBa na ca SICHU TPEIIOJIOKCHUATA B Mojena, n1o0pe 0O0OCHOBaHU H
TECTBAHU Upe3 aHaJlM3 Ha YyBCTBUTENHOCTTA. Monenure TpsOBa na Obaat pazpaboTeHu
4ype3 00IIoNpPHUETH TTOCOOHs, 3a J]a MOXKeE JIa Ce TeCTBAT U Bepuduimpar.

B cnydaute, korato HsMa CTaTUCTMYECKH 3HAYMMA pa3jiMKa B KIMHUYHATA
e(heKTUBHOCT Ha aITEPHATUBUTE, HE € HEOOXOAMMO MOJIEIMPaHe. AKO MOJIETHT BKIIIOUBA
KJIIIOUOBH [JaHHU, 3a KOUTO HsIMa HECUTYPHOCT B IPOMEHUTE MM, B aHaiM3a Ha
YyBCTBUTEITHOCTTA C€ TECTBAT CaMO TEe3W, NMPH KOWUTO HMMa CTAaTUCTHYECKH 3HAYMMa
paznuka. OcTraHaianTe MmapamMeTpu TpsAOBa Ja ce M3KIIoYaT OT MOJeNa WM Jla Ce CUUTAT
KaTo HEeYTPaJIHU MO OTHOIICHHE HAa MOJIENa.

[Ipn mnpencraBsHEe HaA CHOTHOIIEHHUETO PazXoI-pe3yiaTaT Moxe Aa Obae
MPWIOXKEHO MoJenupane oT Buaa "J[bpBo Ha pemeHusita", Moaen Ha Mapkos,
€MUIEMUOJIOTHYEH MOJIEN WIIH JIpyra Hay4yHO MpHUeTa TEXHUKA 33 MOJIETIMpaHe.

6.12. Pe3ynratu oT NpUIOKEHUS aHAIUTUYEH METO/I.

Koraro mnpunokeHaTa aHamUTHYHA TEXHUKA € Pa3xoJ-€EKTUBHOCT WIU
Pa3Xoa-TIOJIE3HOCT, PE3YJITATUTE CE TIPEICTABIT KaTO ChOTHOIICHHUE Pa3X0A-e(PEeKTUBHOCT
WJIM UTHKPEMEHTAJIHO ChbOTHOIIIEHHE Ha HApAaCTBAaHE HA Pa3XOJIUTE U PE3YJITATUTE.

[Ipu npeacTaBsHETO UM Ce CMa3BaT OOIMIONMPHUETUTE MTpaBUiIa Ha MOJIPEKIaHE
Ha aJITEepPHATUBUTE BbB BB3XOAI] pe/l Ha Pe3yJATATUTE U CE U3UUCISIBA MHKPEMEHTAIIHOTO
cpoTHomeHne Ha pasxogute (ICER) 3a Bcska oT TepanmuuTe IO OTHOIIEHHWE Ha
ChOTBETHATA AJITEPHATHBA 32 CPABHEHHE.

6.13. AHasu3 Ha 9YyBCTBUTEIHOCTTA.

HecurypHnocrra Ha pe3ynrature MOXKeE Ja Ce ObJDKA Ha JUICBALU JaHHM,
MPEIU3HOCT Ha TPOTHO3UTE WJIM METOIOJIOTHYHH MPETOIONKESHUSI.

AHanu3bT Ha YYBCTBUTEIHOCTTA TPsIOBA Ja ce (OKycHpa BbPXY BXOSIIUTE
JIAaHHU, 32 KOUTO HECUTYPHOCTTA Ha W3YUCIEHUETO € Hal-BHCOKA, KAKTO M TE3H, KOUTO
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UMaT 3HAUMTEIHO BB3ACUCTBUE BBPXY pe3yiaTara OT HUKOHOMHUYECKUS aHau3.
WuTepBansT, B KOWTO TpsOBa J1a Bapupat mapameTpure, ¢ +20%.

B uxoHOoMHuYeckus aHaaM3 € HEeoOXOIMMO Ja ce MPOBEAE BEPOSTHOCTEH U
€HOIMIOCOYCH aHAIN3 Ha YyBCTBUTEITHOCTTA. BEpOSTHOCTHUSAT aHAU3 ClIe/[Ba Ja TECTBA
MOHE MapaMeTpUTe, KOUTO UMAT Hal-TOJIsIM ePeKT BbpXy pe3ynraTute. Pemenuero ga He
Ce TPOBEkKJA BEPOSATHOCTCH aHANU3 TPsAOBAa 1ga ObJie MOAKPEIICHO OT TMOIXOSIIH
OCHOBaHUs (HaIp. MIKOHOMUYECKH aHallu3 o] (hopMarta Ha cpaBHEHHUE Ha Pa3Xo/H, aHAIIN3
MUHUMU3HUPAHE Ha DPA3XOJAHTE), BKIIOYCHH B JOKYMEHTA 3a MKOHOMHUYECKHS aHAJU3.
3aIBIDKUTENHO C€ IPECTaBAT U3MOI3BAHUTE TapaMEeTPUYHH pa3Ipeie]eHHs] KbM BCUUKU
OLICHSBAHU MMOKAa3aTelu (HAIpUMep: pa3xo/I - normal, 3jpaBHH 1OJI3H - §ama).

AHanu3bT Ha YYBCTBUTEIHOCTTA TPSOBA J1a:

- YCTaHOBH HECUTYPHHTE MapaMmeTpH (3a KOUTO UMa BEPOSTHOCT OT Tpelika
[P U3YHCIICHUETO);

- nepunupa m oOocHOBe oOxBaTa Ha BapuAOMIIHOCT Ha OMNpEAeNiCHU
napameTpu;

- U3YUCIIA OCHOBHUTE PE3YJITATH OT aHAIIN3A (3APABHUTE PE3YITATH U TAXHATA
pa3iuka, obmmure pasxoau u TsaxHara pasnuka, ICER/ICUR, CER/CUR), kato uma
peBH/ CIeU(PUIHA TPOMEHIUBOCT HA HECUTYPHHUTE MTapaMeTpH.

Pesynrarure oT aHann3a Ha YyBCTBUTEIHOCTTA CJIe/IBa 1a ObJaT MPeICTaBeHU
B Ta0nmuHa (popma U KBIETO € TOIXOAII0, U B TpadudyHa ¢popMa, HAIp. KaTo JUarpaMa
Ha pazmpenenenue (scatter plot) B KOOpJuHATHATa CUCTEMA 3a Pa3XoJHa €(PEeKTUBHOCT,
KpHBa Ha MpHeMJIMBaTa pasxoaHa epexruBHocT (cost effectiveness acceptability curve -
CEAC), quarpama tun "TopHano".

6.14. Unrtepriperanus Ha pe3yJITaTUTE.

Pesynrature ce wuHTEpmpeTHpar IO OTHOIIEHHWE Ha TIEpCHeKTUBaTa Ha
aHaJIM3a, 0 OTHOIICHHE Ha ChOTHOIICHUETO Pa3X0a-pe3yJiTaT WIH Ha HHKPEMEHTATHOTO
CHOTHOIIICHUE.

AHanu3upar ce eBEeHTyaJIHUTE OTpPaHWUYCHUS Ha TPHUIOKEHHUS aHAIHU3 U
dakropuTe, KOUTO OHMXa UMAaU BB3CHCTBIE, HO HE Ca BKJIIOYCHH B aHAJIH3a.

6.15. CunHM cTpaHH U OTpaHUYEHUS Ha aHAJIU3a.

CrnenBa na ce mpeaCTaBsAT CHIIHUTE U CTa0UTE CTPaHH Ha TIPOBEACHHS aHAIH3.

Karo cunna ctpana Moxe /1a ce 0TOenexu:

- U3MOJ3BaHETO Ha BXOJMIIM JaHHH OT paHAOMHU3HUPAHH KIUHUYHH
MIPOYYBAHUS U METaaHATU3H;

- 1300p Ha MoJIeN, OTpa3sBalll ECTECTBEHUS X0/ Ha 3a00IsIBAHETO;

- m300p Ha AHATUTUYICH METO/I, OTPA3sBaIl] JIOKATHATA KIIMHUYHA TTPAKTHKA;

- OIICHKAa Ha HECHTYPHOCTTAa Ha PE3YNTaTUTE OT MKOHOMHYECKHs aHaJH3,
npeJcTaBeHa uype3 aHAJIM3a Ha YyBCTBUTEIHOCTTA.

UYacrra, Kacaella orpaHMueHUsTa, TPAOBa Ja 00CHK/Ia XapaKTEPUCTUKUTE Ha
aHaJIM3a W HAJTUYHWATE IMbPBOHAYAIHM JIAHHW, W3TOYHHMIINTE HA HECHTYPHOCT Ha TE3U
JAaHHU, KAaKTO U XapaKTEPUCTUKHUTE HAa 00XBaTa HA aHAU3 B KOHTEKCTa HA CHElUPUYCH
3npaBeH mpobnem. CrneaBa /Ja ce OMNUIIE SIBICHHETO, KOETO 3acira 4yBCTBUTEIHO
HECUTYPHOCTTa Ha TIONyYEHUTE pe3ylTaTd U HalpaBeHWTE BBH3 OCHOBA Ha TsX
3aKJIFOYCHUsS, KaKTO W BAJIMTHOCTTA HA TpPEICTaBeHHUs aHanu3. [Ipm oOCHKIaHe Ha
OTpaHHYEHUSATA TPSAOBA J1a Ce TOCOYH JaI HKOHOMHUYECKUAT aHAIIU3 € OUJT Bb3 OCHOBA Ha
JTaHHY 3a KJIMHAYHATA €(PEeKTHBHOCT, KOMTO Ca IOCTUTHAIA CTATHCTHYECKA 3HAYMMOCT.

7. Ananu3 Ha OI0JKETHOTO BB3/ICHCTBUE.

MN3TOYHUK: MpaBHO-MHPOPMALMOHHHK cucTemu "Crnena”



7.1. Pa3amep 1 XxapaKTEpUCTUKH Ha IieJieBaTa MOmyJiaius.

[Tpu U3roTBSHETO HA aHAJIM3a HA OIOPKETHOTO BB3JICHCTBUE € 3aIbIKUTEITHO
Jla ce OLICHU pa3MepbT Ha IeJieBaTa MoIysanuys MalMeHTH U Pa3NpeIeTHETO Ha BCSIKAKBU
XapaKTEePUCTUKU, CBbP3aHM C Hesl, KOUTO MOTAaT J1a UMat OroKeTHO BiusHue. Ciea KaTo
ce neduHMpa 1IeneBaTa ToOMyJalus, TpsAOBa Ja ce ONpeleiad IPOLIEHTHT Ha
JTUATHOCTHIIMPAHU, HA JICKYBaHM MAIMEHTH, KAKTO W TEKECTTa Ha 3a00JIIBaHETO.
OOHMKHOBEHO BBB BpPB3Ka C TOBA CE MPHJIaraT MO-TUMUTHPAIINA KPUTEPHUH 33 BKIIFOYBAHE,
3a J]a C€ NU3YMCIIM TOYHO MOMYJIalusTa MalMEHTH, KOUTO Ca HAJICKIHH 3a HOBATa 3/IpaBHa
texHonorus. I[lpu oreHkata Ha pa3Mmepa Ha IeJeBara IMOMNyJalus M TEXKeCTTa Ha
3a00JIIBAHETO € BaXKHO J1a C€ IIPEJIBUIM U MPOMSIHATA HAa TE€3U NTapaMeTPU BB BPEMETO ChC
1 0e3 HOBaTa 3J[paBHA TEXHOJIOTHSI.

[Tomo6HM MpOMEHU MoraT Jja MPOMEHST OFOKETHOTO BB3/ICHCTBIE HAa HOBATa
3jpaBHA TEXHOJIOTUA. 3a OLIEHKAa Ha TE3W MPOMEHHU CE€ M3IMOJ3BAaT JAaHHU OT KIMHUYHU
MPOYYBaHUS WIH perucTpu. [IyONMKyBaHW NaHHU WJIM SKCIEPTHA OIEHKA 3a BCSIKAaKBa
JOIBJIHUTENIHA Bb3MOXKHOCT 3a OIpEJeNsiHE Ha LeJeBaTa IMOMNyJalus, KOSITO MOXe Ja
MOBUIIIKA pa3Mepa M WIH J1a MPOMEHU TEXKECTTa Ha 3a00JISIBAHETO, CHINO TPsiOBa a Obaar
BKJIIOYCHH B aHAJIM3a.

[leneBara nmomynanus cieasa aa ObJe onpeaeneHa npu CIeIHUTE KPUTEPHUH:

- pasnpocTpaHeHue Ha 3a00JIIBaHETO;

- OLEHKa Ha IMAIMEHTUTE, KOWUTO Cca IMOAXOASUIM 3a HOBaTa 3JpaBHa
TEXHOJIOTHS,

- OLEHKAa Ha MpeArnoJiaraéMusi Ma3apeH JAsJ Ha HOBaTa TEXHOJOTHS OT
TapreTHara IMONyJIalMs CHOPAMO MOMNYyJauuATa, KOSATO M3I0JI3BA CPaBHUTEITHUTE
aJTEPHATHBH 3a J1aJICHOTO MTOKA3aHHE.

7.2. IlepcniexkTHBa.

AHanu3bT Ha OIOKETHOTO BB3JEHCTBUE cleABa Ja Oble MPOBEIACH OT
rJieHaTa TOYKA Ha 3ariamniamnara myOonudHa MHCTHTYIHS. B ciydail Ha crnopensHe Ha
pa3XxoMTE ¢ MAMEHTA C€ MPENnopbhYBa Ja C€ MPEACTABIT U CPEAHUTE Pa3Xon OT CTpaHa
Ha nanuenTa. CaMo B 000CHOBaHU CcIy4yau JOMMBIHUTEIHO MOXKeE Jia Ce MPOBE/IEC aHAINU3 Ha
OI0/KETHOTO BB3JICUCTBHUE OT JApYyra MepCrieKTHUBA.

7.3. BpeMeBH XOpU30HT.

AHanu3sT Ha OI0IKETHOTO BBH3IEHCTBHE BKJIIOUBA OIICHKA HA BB3JIEHCTBUETO
Ha OIICHSBaHATa 37paBHAa TEXHOJOTHS BBPXY TOAMIIHUSA MyOIuMYeH ORKET 3a
37paBeOIa3BaHe B PAMKHUTE HA HAKOJIKO TOJIMHU CJIE]] BbBEKIAHETO HA HOBATa TEXHOJIOTHS
Ha TMa3apa WJIM U3TErJsSHE OT Ma3apa Ha HaJWYHUTE alTepHAaTUBU. AHAIM3BT Ha
OI0/KETHOTO BB3/ICUCTBHE CE MPECTaBS 3a MEPUOJ] 3 TOIUHU.

7.4. EneMeHTH Ha aHaJIM3a.

AHanu3sT Ha OFOKETHOTO BB3/IEHCTBUE BKIIIOYBA CIIEIHUTE €JIEMEHTH:

- pa3Mep U XapakTEpUCTUKU Ha LieJIeBaTa Momyaalus;

- HACTOSIIA TEPANIEBTUYHA MTPAKTUKA;

- HOBa TepalneBTUYHA NPaKTUKa ClieJl BbBEXKJAHE Ha HOBaTa 3[paBHA
TEXHOJIOTHS/OTIaJaHe Ha HACTOSIIATA;

- pa3Xo/u 3a HACTOSIIATa U HOBATa 3/IpaBHA TEXHOJIOTHS;

- IPEICTaBSIHE HA PE3YITATUTE;

- aHaJIU3 Ha YyBCTBUTEJIHOCTTA;

- CWJIHU U cJ1a0W CTpaHu Ha aHAJIH3a.

7.5. 3TOUYHMIIM HA JaHHU.
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M3rouHnny Ha JaHHM 3a aHajau3a Ha OIOJUKETHOTO Bb3JEHCTBME Morar aa
Obaar: myONMKYBaHM €MUIACMUOJIOTUYHU TPOYYBAHUS, HALMOHATHU CTATUCTHUECKU
JAHHU, Na3apHU NPOYYBAHMA, JAHHU OT PETUCTpU. 3a Lenra € HeoOXoaumo Ja Obae
npecTaBeHa CTpaTerusaTa 3a ThpCeHe, KpUTEpUUTE 3a M300p Ha JaHHU U METOJTUTE 32
aHaJIn3, KaKTO U CUJIHUTE U C1a0UTe CTPAaHHU Ha M3IO0JI3BAaHUTE U3TOYHMIIH.

[IpenopbuuTeniHO € Ja ce€ M3NOJI3BaT EHUAEMUOJIOTMYHU JaHHU 34
Obarapckara momysanus, HO IPH JIMICA HA JIOKAJHU TaKWBa Clle[Ba Ja C€ M3I0J3BaT
JTaHHU OT JIPYTH IbPKaBHU.

IIpencraBar ce ouakBaHUTE ACHCTBUTENHHM Pa3Xou 3a IJIaTela, CBbP3aHHU C
HOBATa 3/IpaBHA TEXHOJIOTUS U CPAaBHUTEIHUTE aITEPHATUBHU.

7.6. Cuenapuu.

Ananu3bT Ha OI0DKETHOTO BB3/ICHCTBHE ce Oa3upa Ha /Ba cueHapus - "Car
0e3 3npaBHara TexHosiorus" u "CBAT cbe 3ApaBHaTa TexHOorusA". B ciienapus "Csar 6e3
3/lpaBHaTa TEXHOJIOTHA" Ce€ OIKCBa HACTOsIATa TEpaleBTUYHA MPAKTHUKA, JIOKATO
cueHapusT "CBAT CbC 37paBHATa TEXHOJOIHs'" OTpa3sBa Bb3AECHCTBHETO BHPXY Iazapa
clieZl BBBEXKIAHETO Ha HOBAaTa TEXHOJIOTHS (KOSATO MOXe na Obae ao0aBeHa KbM
CBIIECTBYBAILUTE UM MOKE J1a 3aMEHU YacCT OT TSIX WM BCUUYKH).

[IpenmnonoxeHusTa OTHOCHO JBaTa ClieHapus TpsiOBa ma ObAar aerailyiHoO
OINKCaHU U OOOCHOBAHU B aHAJIM3A.

7.7. Pazxonu.

AHanmu3bpT Ha pa3XxoauTe IMPH OLEHKaTa Ha OOPKETHOTO BB3ICHCTBUE € B
CbOTBETCTBUE C IEpPCIEKTHBATa Ha aHajlu3a. MeroauTe, M3MOJ3BaHM 3a OLIEHKAa Ha
pasxoauTe, TpsiOBa Ja OBAAT SICHO ONUCAHU U OOOCHOBAaHU. AHAIM3BT HA Pa3XOJUTE ce
0a3upa Ha JEHCTBHUTENHATA [IEHA HA NMPHUAO0OMBAaHE HA HOBATa 3[paBHA TEXHOJOTHS OT
3aIulanan@ara MHCTUTYIMS U Ha JONBJIHUTEIHUTE Pa3XOld, CBbpP3aHU C OLCHsSIBaHATa
3/lpaBHa TEXHOJIOTUS.

ITpu mpencraBsiHe Ha MyOJIMYHUTE PAa3XOU TPsOBa J1a ce TapaHTUpa, Y€ TOBA
ca JIeUCTBUTEIHUTE PA3XOAH WUJIH CIIECTSABAaHUS 3 IUIaTela.

B 3aBucuMOCT OT BHJ1a HAa HOBaTa 3/jpaBHa TEXHOJIOTH € BaXKHO J1a C€ OMMIIAT
U BB3MOXHHUTE pa3XoJd, CBBbP3aHM C HEWHOTO BBBEXKIaHE, BKIIOYUTEIHO aKo €
HE00X01uMo 00y4YeHHEe Ha METUIIMHCKUTE CIISUATUCTH WU MallUeHTa, KaKTO U IPOMEHHU
B IPUHIUINTE 32 AMATHOCTUKA WIN IPYT'H G YHKIIMOHATIHU IPOMEHHU B 3/IpaBHATa CUCTEMA.

B ananu3za Ha G10’KETHOTO BB3ACHCTBUE Pa3XOANUTE HE Ce JUCKOHTHUPAT.

[Ipn ouenkara Ha oOOWIMTE IONMBIHUTENHH pPa3XoAu TpsiOBa Ja ce uma
HpeIBUIL:

* pa3xoJuTe, CBbP3aHU C HOBATA 3/JpaBHA TEXHOJOTHS;

* JOIBJIHUTEIHUTE Pa3XoJIu B CUCTEMAaTa Ha 3JpaBEONa3BaHETO, CBBP3aHU C
MPUJIaraHeToO Ha HOBaTa TEXHOJIOTHUS;

* HaMaJsBAaHETO HAa PAa3XOAMTE, CBBP3aHU C HAMAJIEHOTO W3IOJ3BaHE Ha
CBHILIECTBYBAIIUTE AITEPHATUBH, aKO HOBATa TEXHOJIOTHS 3aAMEHH HACTOSIINTE;

* HaMaJIsIBaHE Ha Pa3XOJUTE, CBbP3aHU ChC CIIECTABAHMSI, KATO HAIPUMED I0-
MAaJIKO XOCTIUTAIU3AIMH U JP.

7.8. IlpencraBsiHe Ha pe3yATaTHUTE.

B Tabnuyen Bua ce mpencTaBAT OpOSAT HAa MAIMEHTHTE U Pa3XOJUTE ChC
3/[paBHaTa TEXHOJIOTHS, aKO 3JpaBHaTa TexHojorus ce peumOypcupa ("CBaT cbe
3/lpaBHaTa TEXHOJIOTUs'") U OpOil MalMeHTH U Pa3Xo/u C alTepHATHUBUTE, aKO 37paBHATa
TexHoJsiorus He ce peuMmOypcupa ("CBsT 6e3 3apaBHaTa TeXHOIOTUA").
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Bb3nelictBuero BbpXy OrojkeTa € paziukKaTa MEXIy JBaTa CLIEHapHUs BbB
BCsIKa OT CbOTBETHUTE FOJJMHY Ha aHayIn3a. ['ouHa 1 e mppBaTa bJiHA KaJleHAapHa TOAMHA
CJIe]l B3EMaHETO Ha pelleHue 3a BbBEXK/IaHE Ha HOBAaTa TEXHOJIOTHS.

[Tonmy4yenure pe3ynratu cieBa qa Ob1aT ICHO (popMyIupaHu.

7.9. AHanu3 Ha YyBCTBUTEIHOCTTA.

AHanM3bT HAa YYBCTBHTEIHOCTTA TPSAOBa Ja OTpa3sBa BXOASAIIUTE IaHHH,
KOUTO UMAaT Ha-rojsiMo Bb3eICTBIE BHPXY pe3yiaTara. CTOWHOCTUTE OT AUAa30HUTE Ha
IPOMEHJIMBOCT Ha BXOJAIINTE JAaHHU M MPEINONIOKEHUATa cliefBa Aa ObaaT moadupanu
TaKa, 4e ChOTBETHO J1a U3YMCIIIBAaT MUHUMAaJIHATa U MaKCHUMallHaTa IPOMSHA B Pa3X0IuTe.
CrnenoBarenHo, aHAIM3BT HAa YyBCTBUTEIIHOCTTA TPsIOBA /1a TECTBA BCHUKU HECUTYPHOCTH,
CBBbP3aHM C M3YMCISBAHETO Ha pa3Mepa Ha MOMyNalUATa, Pa3NpOCTPAHEHHETO Ha
yrnoTpebara Ha BCSAKAa TEXHOJIOTHWS, KaKTO M Pa3XOIUTe 3a yrmoTpeda M YCIOBHUATA 3a
pernMOypcrpaHe Ha pasrIeKIaHUTe TEXHOJIOTHH. AHATM3BT Ha YyBCTBUTEIIHOCTTA TPsiOBa
Jla TECTBA W LIEHOBUTE IPEJJIOKEHUS 3a 3[paBHATa TEXHOJOIUs, KOATO Ja CE OLICHSBA.
HNHTepBanbT, B KONTO TpsOBA Aa BapUpaT BXOASIIUTE TaHHHU, € £20%.

[Ipu orcbcTBME Ha TOYHM JaHHU 3a bbiarapus win pasjivdyaBaliy ce
MpeBapUTENIHN W3UMCICHHS Hall-BayKHUTE BXOJIAIIM JaHHU clie/iBa 1a ObAAT OLEHsBaHU
B MHOT'OIIOCOYEH aHaJIM3 Ha YyBCTBUTEIHOCTTA Bb3 OCHOBA Ha PAa3JIMYHU U3TOYHUIIM Ha
JaHHU.

7.10. CunHM cTpaHU U OTPaHUYEHUS Ha aHAJIU3a.

CrnenBa na ce mpeaCTaBsAT CHIIHUTE U C1a0UTe CTpaHW Ha MIPOBEJCHUS aHAJIH3.

Karo cunna ctpana Moxe /1a ce 0TOeNnexu:

- U3M0J3BaHe HA JIOKATHU EMUEMHOJIOTUYHU JaHHH,

- BAJIMAMpPaHe HA NAMEHTCKaTa [OMyJalus OT BOJEIIM eKCIIEPTH B 00J1aCTTa;

- OIICHKa Ha HECUTYpHOCTTa Ha BXOJANIMTE JaHHU YpEe3 aHalu3 Ha
YyBCTBUTEIHOCTTA.

Karo cnaba ctpana Moxe Jja ce 0TOeNIexKu:

- JTUIICa Ha JIOKAJIHU €MHJIEMUOJIOTUYHH JIaHHU;

- HEBB3MOXKHOCT J1a ObJaT OMpeIeNieH! Ma3apHUTe IAJI0BE Ha alITEPHATUBUTE.

8. JIombJIHUTEHY aCIIEKTH Ha 37jpaBHATa TEXHOJOTHUSI.

AKo penieHreTo 3a puHaHcupaHe Ha pas3riiek/1aHaTa TEXHOIOTHS OF MOTJIO J1a
JIOBEe/le J0 3HAYUTENIHW pa3XxoJu 3a NAlUEHTUTE WIM aHaJIu3bT Ha OIOHKETHOTO
BB3JICHCTBUE C€ U3BBPIIBA OT HAKOJIKO MEPCIEeKTHBH, HAMp., KOraTo (JMHAaHCUPAHETO Ha
TEXHOJIOTHATa OM MOTIJIO JJa UMa 3HAYUTENIHU MOCIE/ICTBUS 32 OOIIECTBEHUTE Pa3X0/aU B
CEKTOPH, Ppa3IMYHU OT 3][PaBEONAa3BaHETO, CleABa Ja ce OOCHAAT 3aKIIOUEHUTA,
MOJIyYEHU B pE3yJITaT OT TE€3U AHAINW3M, BKIIOUYMTEIHO BAXKHUTE €TUYHHU U COLMAJIHU
ACTICKTH.

8.1. ETnuen ananus.

TpsabBa ga 6baT B3€TU MPEIBU/ CIIETHUTE BHIIPOCH:

- KOW TpyNnH TAalWeHTH, aKo KMa TakuWBa, OWxa MOriIM J1a Obaar
00JaroeTeICTBaH! WU JUCKPUMUHUPAHU B PE3YNITAT OT MPEINOJIOKECHUATA, BH3IPHETH
B UKOHOMHYECKUS aHAJIH3,;

- TapaHTUPAHO JU €, Y€ JOCTBHIBT JO MEAUIIMHCKATA TEXHOJOTHUS € PaBEH,
KOraTo noTpeOHOCTUTE ca paBHU;

- OYaKBa JIM ce€ MajKa TpyIma xopa Ja MOJy4H rojisiMa IMoJi3a WK Moji3ara €
MaJjka, HO OT OOIIl XapaKTep;
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- TEXHOJIOTHATA MPEJCTABIIsABA JIX OTTOBOP 32 XOPa ChC 3HAYUTEIHU 3JIPaBHU
HOTpe6HOCTI/I, Ha KOUTO B MOMCHTA HC CC Mpcajiara HUKaKbB HAJIMUCH HAYWH HaA JICUCHUC
Y YUHTO JIOCTBII JIO JICUCHHUE € OTPaHHUCH.

8.2. Opranu3aiMOHHH ACTICKTH.

Jla ce mpoBepH Jalii pelieHreTo 3a (puHaHCHpaHe Ha OICHSIBAaHATA 3/IpaBHA
TEXHOJIOTHS OM 3aCeTrHAI0 TEKyIaTa OpraHu3aIlys Ha 3paBHUTE yCIyTH. B 3aBucUMocCT
OT BUJIa 1 MOXKE JIa € BaXKHO J1a OBb/IaT ONUCAHU YCIOBHUATA Ha HEWHOTO BBBEX/IaHe, HATIP.
HEO0OXOIMMOCTTa OT OOYUYCHHE HA MMePCOHA, MAIIMCHTH WM JIUIATa, TPIKEIIH e 3a THIX,
na ObJaT MPOMEHSHH JUArHOCTUYHH MPHHIUIU U CBBP3aHUTE Pa3XOJH, aKTyallu3aIus
WIH Ch3JaBaHE Ha HOPMATHBHU JIOKYMEHTH, Kacaelld JCHHOCTTa, CBBp3aHa C
NPUIOKCHUETO HAa MEAUIIMHCKOTO H3JICIHE.

8.3. CoumanaHu acneKTH, MaIlUCHT.

TpsOBa na ce oOMHCIU Jajiy pelICHUETO 3a (PMHAHCHpaHE Ha OIICHsSBaHATA
TEXHOJIOTHS OM MOTJIO Ja TOBEIe 0 HAKAKBU COLMATHH MTPOOJIEMH, BKIFOUUTEITHO:

- BB3ACUCTBUE BBPXY HHUBOTO Ha YIOBJICTBOPEHOCT HAa IMAIMEHTa OT
MoJTydeHaTa METUIIMHCKA TPUKA,

- 3amiaxa OT OTXBBPJSIHE Ha TpoIeaypara OT CTpaHa Ha ONpEACICHH

NAlUEHTH;
- MO>KE JIM J]a IOBEAE [0 WIK Ja IPOMEHHU CTUTMAaTU3UPAHETO Ha NNallUEHTUTE;
- MO>K€ JIM J1a IPUYUHU IPEKOMEPHO OE3MOKONCTBO;
- MO>K€ JIM J1a JOBEJE 10 MOPAJIHU JUIEMU;
- MOXE JIM J1a TPUYMHU TPOOJIEMH, CBBP3aHH CHhC CEKCYaIHHS KHBOT H
CEMEUCTBOTO.

8.4. IlpaBHu acniekTH.

TpsabBa nma ce ompenenu Jjanu ynorpebdara Ha TEXHOJIOTUATA Hajlara
CHelMaJIH U3MCKBaHUsI, CBbP3aHU C IIpaBaTa Ha MAlMEHTUTE, HaIIp.:

- HeoOXoIuMocTTa OT MpenocTaBiHe Ha crhenuduuHa WHpopMalus Ha
MalUeHTa/00rPUKBAIIIOTO JIUIIE;

- HEOOXOJUMOCTTa Ja ce rapaHTHpa IpaBOTO Ha JOCTOMHCTBO M JIMYHA
HENPUKOCHOBEHOCT Ha MMallMEHTa, KAKTO U MOBEPUTEITHOCTTA HA HETOBUTE/HEHHUTE 1aHHU;

- HeoOXOoAMMOCTTa Ja ObAAaT OTYETEHH WHIUBHIYATHUTE MNPEANOYUTAHMS
CJIe]l MPeOCTaBsiHE Ha MAI[MeHTa/00rpHKBaILlOTO JUIEe Ha MH(pOpMaIus, U3UCKBaHa 10
3aKOH.

TpabBa cbhilo Taka Aa ce aHANM3UpPA JalIU PEIICHUETO, MOTBBPXKAABAILO
3/lpaBHATa TEXHOJIOTHUS:

- HE IPOTUBOPEYH HA 3aKOHOBUTE PETVIAMEHTHU B CHJIa KbM MOMEHTA;

- M3UCKBA HSKAaKBM M3MEHEHHs Ha ChIIECTBYBAIUTE 3aKOHU/TIOJI3aKOHOBU
aKTOBE;

- OKa3Ba BIMSHUE BbPXY IIpaBaTa Ha MAIlMEHT WM BbPXY YOBEIIKUTE MPaBa.

9. 3akmoueHue.

3akiroyeHuATa TpsAOBa Jla ce OTHACAT /IO IIeNTa Ha aHajuu3a U TpsOBa Ja ca
MPSIKO CBBbP3aHU C MOJTYYEHUTE PEe3yATaTH.

10. Ilpenopsku.

[IpenopbkuTe cneaBa JAa KacasT YCIOBUATa, NpPU KOUTO 3/paBHATa
TEXHOJIOTUS MOJKE J1a HaBJie3e B KIIMHUYHATA NpaKTHKa (0e3yCIOBHO WM IPH ONpeeIeHU
YCJIOBHS).

11. M3non3Bana nuteparypa.
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HpeI[CTaBSI CC OIIMC Ha M3II0JI3BaHaTa B aHalIM3a JIMTeparypa.
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