INPABUJIHUK 3a ycTpoiicTBOTO U AeiiHOCcTTa HA HanmonasHaTa 31paBHOOCUTYPHUTEIHA Kaca

W3nanen ot npeacenarens Ha Hagzopuus chBeT Ha HanmoHnamHaTa 3jpaBHOOCUTYpUTEITHA
Kaca, o0H., /IB, O6p. 19 ot 5.03.2019 r., B cuna ot 5.03.2019 r., usm. u gom., 6p. 40 ot 17.05.2019 1.,
B cuia ot 17.05.2019 1., 6p. 61 ot 2.08.2019 1., B cuna ot 2.08.2019 1., 6p. 78 01 4.10.2019 1., B cuna
ot 4.10.2019 r., 6p. 60 ot 20.07.2021 1., B cuiia ot 20.07.2021 r., 6p. 86 ot 15.10.2021 r., B cuna ot
15.10.2021 r., 6p. 56 ot 19.07.2022 1., B cuna ot 19.07.2022 r., uzm., 6p. 101 ot 20.12.2022 1., B
cwia ot 20.12.2022 r., 6p. 71 ot 18.08.2023 1., B cuna ot 18.08.2023 r., u3m. u jgom., 6p. 96 or
17.11.2023 r., B cuna ot 17.11.2023 1., 6p. 40 ot 7.05.2024 1., B cuna ot 7.05.2024 r.

I'naBa nbpBa
OB NOJIOKEHUSA

Ya. 1. C TO3M NpaBUIIHUK C€ YPEXKAAT YCTPOMCTBOTO, CTPYKTypara, (yHKIHUUTE Ha
OTJCIHATE 3BEHAa B aJMUHHUCTpAIUsATa W OpraHm3alusaTa Ha JelHocTTa Ha HarmonanHara
3npaBHoocurypurenna kaca (H30K).

Y. 2. HanmonanHaTa 3ApaBHOOCHTYPHUTEIIHA Kaca € FOPUANIECKO JIUIEC ChC CEIATHUIIE B
rp. Codus u ¢ mpeMeT Ha JEHHOCT — OCBIIECTBSIBAHE HA 33 IbJDKUTEIIHOTO 3IPAaBHO OCUTYPSIBAHE.

Yn. 3. HanuonanHaTta 3paBHOOCHUTYPUTEIHA Kaca OCBIIECTBSBA JIEWHOCTTAa CH B
CHOTBETCTBUE C JICHCTBAIIOTO 3aKOHOAATEICTBO.

I'naBa BTOpa
OPI'AHH
Pasznen I
Opranu Ha ynpasJjieHue

Y. 4. Opranu Ha ynpasinenue Ha H30K ca:
1. HaI30pHUAT CHBET;
2. (mom. — 1B, 6p. 96 ot 2023 ., B cuna ot 17.11.2023 r.) ynpaBUTENAT U MOTYPABUTEIIST.

Yui. 5. Hag3opHUAT ChBET ylpaXkKHsIBa IPaBOMOLIMATA CH B ChOTBETCTBUE ChC 3aKOHA 32
31paBHOTO ocurypsiBane (330) u AefCTBAIOTO 3aKOHOAATENICTBO, KAKTO U:
1. yrBBpk/1aBa nHBEeCcTUIIMOHHATA ITporpama Ha H30K;
2. (u3m. — J1B, 6p. 40 ot 2024 r., B cuna ot 7.05.2024 r.) B3eMa pelieHus 3a CKII0YBaHe Ha CICIKU
Ha ctoitHocT Hax 150 000 nB. 6e3 JJIC 3a BCeku OT/AENEH Ciy4ai;
3. B3eMa peleHue 3a NpuJo0MBaHe U pa3NopexJaHe ¢ HEABM)KUMU UMOTH;
4. mpueMa u/uiM u3aaBa akTose, npeasuaeHu B 330 u 3akoHa 3a Orokera Ha H30K 3a choTBeTHaTa
rOJI1Ha;
5. ocurypsiBa B paMKUTE Ha IPaBOMOIIMSTA CH 10 JIEHCTBAIIOTO 3aKOHOAATEICTBO U3II'BJIHEHUETO Ha
3akoHa 3a 6romxkera Ha H30K 3a choTBeTHAaTA rOAMHA;
6. OChLIECTBSIBA METOAOJIOTUYHO U YIIPABIEHCKO ChJICHCTBUE HA YIPABUTEIIS;
7. U37aBa aKTOBE IO MpUJIaraHe Ha HAllMOHAJIHUTE PAMKOBH JIOTOBOPH 32 MEAUIIMHCKU U JEHTAIHU
neitnoctu (HP/]) mo npennoxenue Ha yrpaBuTes;
8. (mom. — IB, 6p. 96 ot 2023 r., B cuna ot 17.11.2023 r.) xomanauposa ynpasutens Ha H30K,
cboTBeTHO noaynpasurens Ha H30OK, B uyx0Ouna upe3 npeacenatens Ha HaJA30pHUS ChBET;
9. ynpaxxHsiBa Ipyru IpaBOMOIIUS, ONPEAEIEHH B IEHCTBAIIOTO 3aKOHOAATEIICTBO.

Y. 6. Hag3opHUAT ChBET MPOBEK/Ia PEJOBHH 3aCEIaHUs Hall-MaJIKO BEJIHBK MECEYHO.

Ya. 7. (1) 3a peqoBHO MPOBEEHO C€ CUMTA 3aceAaHue Ha HaJ30pHUS CHhBET, HA KOETO
MIPUCHCTBAT HA-MaJKO 6 OT YJICHOBETE MY.
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(2) HagzopHuUSAT chBET B3eMa pelIeHUs B IPUCHCTBUETO HA HA-MAJIKO JABE TPETH OT YJICHOBETE MY,
HO C HE MO-MaJKo oT 5 riaca "3a", ¢ u3KiIoueHue Ha ciydaute o wi. 15, an. 1, 1. 1,2 u 5 or 330, B
KOUTO PEIICHUSITA C€ B3eMaT ¢ 0OMKHOBEHO MHO3WHCTBO.

(3) Cuwnra ce 3a mpuchCTBal Ha 3aCE€AAHUETO YJIEH, KOMTO € BB Bpb3Ka B PEAJIHO BPEME C OCTaHAIIUTE
3ace/aBalld U KOMTO € IPEeIBApPUTEITHO 3alI03HAT ¢ MaTePUAIMTE 110 JTHEBHUSI PEJl, B CIIydail ue ToBa
HE TIPEeIATCTBA padoTara Ha HaJ30PHHUSI CHBET.

(4) Perrenusita Ha HaJ30PHUS CHBET CE B3€MAT C SIBHO IIaCYBaHE OCBCH B CIIYYauTE IO 4JI. 8.

(5) (HoBa — ZIB, 6p. 40 ot 2024 r., B cuna ot 7.05.2024 r.) YsieH Ha HaA30pHUS CHBET MOXE IO
coOCTBEeHa MPEIICHKA WJIU 110 NPEICHKa Ha YICHOBE Ha ChBETa Ja ObJie OCBOOOJIEH OT TJIacyBaHe,
KOTaTo 10 OTHOIICHHE Ha HEro € HAJIMIE 3aMHTEPECOBAHOCT OT MU3XO0Jla Ha IJ1acyBaHETO WM UMa C
HAKOW OT 3aMHTEPECOBAHMTE JIMIA OTHOIICHHUS, B TOBAa YKCIIO M TaKWBa, CBBP3aHH C HETOBaTa
JUTBKHOCT, TIOPKJAIIH OCHOBATEIHH ChMHEHUS B HETOBaTa OE3MPUCTPACTHOCT.

Y. 8. (1) Hag3opHusT chBeT MOXKeE /1a B3eMe HEMPUCHCTBEHO PEIICHHE, KOTAaTO ca HAJIUIIE
CIICTHUTE YCIIOBHS:
1. ueHOBeTE Ha HAI30pHUS CHBET Ca YBEJOMEHHM 3a JTHEBHUS peJl Ha 3aCEAaHUETO U MAaTEPHAINTE 32
HEro ca M3MpaTeHU 4pe3 MHCMEHO ChOOINEHHE WM IO €JIEKTPOHHA IOl Mpead HAdaloTo Ha
3acelaHNeTo;
2. HE MOXe€ J1a CE OCUTYpH NIPUCHCTBUETO HA HAl-MaJIKO 6 OT WICHOBETE MY,
3. BCUYKH WICHOBE Ca W3Pa3HiIi MICMEHO ChIJIAcHe 3a B3EMaHE Ha HEIIPUCHCTBEHOTO PEILICHHUE.
(2) B ciyuaure no an. 1 ce cbcraBd MPOTOKOJ, B KOMTO ce OTOENsI3Ba, Y€ PELICHUETO € B3ETO
HETIPUCHCTBEHO, U CHIIUAT CE MOJIICBA OT BCHYKH YJICHOBE Ha HA/I30pHHS CHBET.

Yn. 9. (1) daraTa, yachT U MACTOTO HA MPOBEXKAAHE HA 3acCeaHUsATA HA HAJ30PHUS CHBET
Ce OMNpeNensaT OT MHpeaceaaTeNs My, 32 KOETO YJICHOBETE C€ YBEAOMSBAT IHCMEHO C IOKaHa,
BKJTIOYBAIIA JHEBHUS pel. [lokanaTa 3a 3acejaHMeTO U MaTepUANINTE 110 JHEBHUS PeJl Ce M3MpaIiaT
Ype3 MUCMEHO ChOOILIEHNE W/IITH 10 IEKTPOHHA I0IIa Hali-Manko 3 paOOTHU THU MPEaX AaTaTa Ha
NPOBEX/IaHEe Ha 3aCeIaHHETO.
(2) Marepuanure, 3a KOUTO HE € Ca3eH CPOKBT IO ajl. 1, ce pa3riiexaar oT HaJ30pHUS ChbBET CAMO
CIIe]l IPOBEACHO TIaCyBaHE M U3PAa3eHO €AMHOAYIIHO ChIJIACHe OT WICHOBETE Ha HAJJ30PHHUS CHBET.
(3) 3acenanusita Ha HaJ30pHHUS CBhBET CE€ PBKOBOAAT OT mpexcenartens Mmy. lIpu orcbherBHE Ha
npejcenaTens TOW YIBIHOMOIAaBa 4YjeH Ha CbBeTa 3a CBOM 3aMmecTHHK. Ilpu numnca Ha
VITBTHOMOIIIABAaHE WICHOBETE Ha HAA30pHUS CHBET H30MpaT TOMEXIy CH TpeacenaTen 3a
CbOTBETHOTO 3ace/laHHe.
(4) Marepuanure 1O BBIPOCUTE, BKIIOUEHU B JHEBHUS PEA, C€ MOJATOTBAT OT CHOTBETHOTO
cTpykTrypHO 3BeHO Ha H3OK u BKiIrOUBaT: MOTUBUPAHO CTAHOBUILE M MPOEKT HA PELICHHE NpHU
HE00X0IMMOCT.

Y. 10. YUneHnosere Ha HaA30pHHA CBbBET MOraT Ja NpCACTABAT NUCMCHO CTAHOBHUILIC ITpU
HEBB3MOXKXHOCT 3a Y4aCTUC B 3aCCAaHW HAa CbIINAA.

Ya. 11. (1) B 3acenanusra Ha HaA30pHUS ChBET yyacTBa yNpaBUTENAT Oe3 MpaBo Ha riac.
(2) o pemieHne Ha Ha/I30pHUS CHBET HA HETOBUTE 3acelaHMsi MOTaT Jla MPUCHCTBAT U JPYTH JIMLa
U3BBH ChCTaBa My 0€3 MpaBo Ha IJac.

Yiu. 12. (1) (U3m. — 1B, 6p. 86 ot 2021 r., B cmima ot 15.10.2021 1.) 3a 3acenanusara Ha
HA/I30pHHUS CHBET C€ BOAST CTEHOTPa(CKH MPOTOKOIH.
(2) (U3m. — JIB, Op. 86 ot 2021 r., B cria ot 15.10.2021 r.) Crenorpadckure MpOTOKOIU C€
MOJIMCBAT OT IpeceaaTeNs Ha HaJ30pHUS CbBET U OT U3TOTBUWIINSA TH.
(3) YsreHoBeTe Ha HA3OPHHUS CHBET MOTAT Ja TIPETJISK AT CTEHOTpaMUTe Ha M3Ka3BaHUATA CH U J1a
MCKaT TONPABSHETO HA TPEIIKH B TSAX B JABYAHEBEH CPOK OT M3TOTBSIHETO HAa CTEHOrpad)CKus
MIPOTOKOJI. BE3HUKHAUTE CIIOPOBE C€ PelIaBaT OT MPEICEAATENS B IPUCHCTBUETO HA H3TOTBIIIUS T'O
U 4JE€Ha Ha HAJ30PHUS ChBET.
(4) 3a 3acenaHusATa Ha HAA30PHUSI CHBET C€ U3TOTBAT NMPOTOKOIH. BCekn MpOTOKOI Chabpika AaTa u
MSICTO Ha IPOBEXXK/JaHe, Yac Ha OTKPUBAHE Ha 3aCEJaHUETO, THEBEH peJl, pEIIeHus, KOUTO ca B3€TH, C
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MOMMEHHO YKa3BaHe Ha HauWHa Ha IVlacyBaHe Ha BCEKU €IMH OT y4acTBAIIMUTE, U3Pa3eHO 0COOEHO
MHEHHE, MPEJIOKEHN TUCMEHN CTAaHOBUIIA U YaC HA 3aKPUBAHE HA 3aCEIAHUETO.

(5) Iporokonute OT 3aceqaHusATa c€ MOAMMUCBAT OT MpeAcenaTeNis U MPUCHhCTBAJIUTE WICHOBE Ha
HAJ30pHUS CHBET U OT U3TOTBUIIUS TH.

(6) Bceku useH Ha HaJ30pHUS CHBET MOXKE Ja MOJIUIIE MPOTOKOIA ¢ 0COOEHO MHEHHE OTHOCHO
B3€TO PELICHUE OT Ha[30pHUS ChBeT. KbM MPOTOKOIIA Ce mpHiiarat MOTHBHTE 33 H3Pa3eHOTO 0COOEHO
MHEHHE.

(7) Ilperucu OT WPOTOKONA C€ MPEAOCTABAT HAa BCHUYKU UYJICHOBE HAa HAA30PHHUS CHBET M Ha
yIpaBUTENS.

(8) Crenorpadckute MPOTOKOJIH, MPOTOKOJIUTE U MATEPHAIIUTE OT BCSIKO 3aCEIaHUE CE ChXPaHSIBAT
B apxuBa B [1Y na H30K. 3a nenra ce chb3aaBa NIpoTOKOJIEH PETUCTHP, KOUTO ChIbpKa HOMEP U J1aTa
Ha IPOTOKOJIA.

(9) Pemenusita Ha HaA30pHUS CHBET U CTEHOTrPaCKUTE MPOTOKOJM 3a HETOBUTE 3acelJaHHs ce
nyonukyBaT Ha uHTEepHET crpanunata Ha H30K. Pemenusita ce myOimMKyBaT Hail-KbCHO B JICHS,
cleqBall JeHs Ha TAXHOTO B3eMaHe, a CTeHOorpadckuTe MPOTOKOMU — 0 7 AHH OT Jarara Ha
3aceJaHUETO.

Y. 13. (1) M3BBbHpEHO 3aceiaHe Ha HAA30PHUSI ChbBET MOXKeE /1a ObJ1e CBUKAHO I10 HCKaHe
Ha:
1. npencenarenst Ha HAA30PHUS CHBET;
2. elHA TPETa OT WICHOBETE MY,
3. ynpaBuTens;
4. MUHHCTBPA Ha 37paBEONa3BaHETO.
(2) JInuara no an. 1 npeiarat AHEBHUS peJl HA U3BBbHPEIHOTO 3acenanue. [lokaHnara 10 yjaeHoBeTe
Ha Haj30pHUS cbBeT ce m3npama or H30K 4pe3 nucmeHno cpoOIeHne min Mo eJIeKTPOHHA MOl
Hail-mManko 24 yaca mpeau Ha4yajuoTo Ha 3ace/laHUEeTo.

Yua. 14. (1) BbB Bpb3Ka C OCHIIECTBSIBAHE Ha MPABOMOIIUATA CH TMpEACENaTeNsIT U
YJICHOBETE Ha HAJ30pHHUS CHBET CE KOMaHIUPOBAT C pEILICHHE Ha ChBETA, KATO 3alOBEATa 3a
KOMaHAMPOBKA CE U3/aBa OT YIPaBUTEIS.

(2) UnenoBere Ha HaA30pHHUA CHBET MMAT IIPaBO Ha KOMAHIUPOBBYHM Iapy 3a CMETKa Ha OrojKeTa
Ha H30K.

Y. 15. (1) Pazxoaute nmo AeHOCTTa HAa HaJ30pHUS CHBET Ca 3a CMETKa Ha OrojkeTa Ha
H3O0K.
(2) AIMUHHUCTPATUBHOTO, IPABHOTO, TEXHUYECKOTO U (PMHAHCOBOTO OOCIy’KBaHE Ha AEHHOCTTa Ha
HAJ30pHUSA ChBET ce ocurypssar ot ynpasutens Ha H3OK upe3 agmunncrpanusaTa Ha LY na H3OK.

Y. 16. (1) (Hom. — AB, 6p. 96 ot 2023 1., B cuia ot 17.11.2023 r.) Hamzopuusar chBer
o100psiBa MpOoeKTa Ha IOTOBOP 3a yhpaBlieHue Ha u3dbpanus ot HapoaHoTto crOpanue yrpaBuTen Ha
H3O0K, cvorBerno nonymnpasuten Ha H30K, B 3-1HeBeH cpok OT n30opa My.

(2) (Jom. — JIB, 6p. 96 ot 2023 r., B cuna ot 17.11.2023 r.) [Ipencenarensat Ha HAI30PHHS CHBET Ha
H30K ckmrouBa nmoroBop 3a ympaBieHue ¢ u3z0Opanusi or HapomHoto chOpanue ympaBuTedn,
CHOTBETHO MOAYIIPABUTET.

(3) (Hom. — B, 6p. 96 ot 2023 r., B cruta ot 17.11.2023 r.) JIoroBopbT ce CKJIF0YBaA B CPOK 3 JTHU OT
oOHapojBaHe Ha pemeHueTo Ha HaponHnoto ceOpanue 3a u3dop Ha ynpasuren Ha H30K, croTBeTHO
noaynpasuren Ha H30K, B "/Ipp>kaBeH BeCTHHK".

Pazgea 11
Ynpasurea u noxynpasurtes Ha Hanuonannara 31paBHOOCHTYPHUTEIHA Kaca
(3ara. mom. — JIB, 0p. 96 ot 2023 r., B cusa ot 17.11.2023 r.)

Ya. 17. (1) Yopasurenatr Ha H30K ynpaxHsiBa mpaBOMOLIUITAa CH B CbOTBETCTBUE ChC
330 wu AelicTBAIIOTO 3aKOHOAATEJICTBO, KAKTO H:
1. B3ema pelieHne 3a CKII0YBAaHE Ha CAEJIKY U3BBH CIy4yauTe, IPEIBUIECHHU B Uil. 5, T. 2 u 3;
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2. (m3m. — 1B, 6p. 40 ot 2024 1., B cunia ot 7.05.2024 1.) mpeasiara Ha HaA30PHHS CHBET CKITIOUBAHE
Ha caenku Ha crornoct Hax 150 000 inB. 6e3 AJ1C;

3. yITBBbpXKAaBa AIBKHOCTHOTO pa3NHUCaHUE U OMMEHHOTO pa3MHUcaHue Ha JuTbkHOcTUTE Ha LY Ha
H3O0K u na paitonnute 3apaBHoocuryputennu kacu (P30K);

4. cxiIr04Ba TPYAOBH JAOTOBOPH, AOMBJIHUTEIHH CIIOPA3yMEHUS U M3/1aBa 3allOBEIM 32 BH3HUKBAHE,
M3MEHEHHE M TPEKpaTsBaHe Ha TPYIOBH M CIY>KEOHHM MPABOOTHOIIEHHS, KaKTO U 3allOBEIU 32
HajlaraHe Ha JUCIUIUIMHAPHU Haka3aHus 1o Koxekca Ha Tpyaa u 3akoHa 3a JbpKABHUS CITYKUTEN,
5. u3aBa BBTPEIIHOAJIMUHHUCTPATUBHU aKTOBE, CBbp3aHU C omnepatuBHaTta JeiiHocT Ha H3O0K, B
CBhOTBETCTBUE C JICHCTBAIIOTO 3aKOHOAATENICTBO, MPABIIIHUKA U PELICHUATA HA HAJJ30pHUS ChBET;

6. BHacs IPEUI0KEHUS MIPe]l HAJ30pHUS ChbBET OTHOCHO HEOOXOAMMOCTTA OT IPUEMAHE Ha aKTOBE,
cBbp3anu ¢ aerHoctrra Ha H30K;

7. onpenens uieHoBeTe Ha komucusaTa kbM LY Ha H30K 3a uzBbpiiBaHe Ha €KCIIEPTUZUTE IO YII.
78, 1. 2 ot 330;

8. yTBBpXkmaBa oOpa3lM Ha JOKYMEHTH W Ha JOTOBOPH, CBBP3aHM C OCBIIECTBABAHE Ha
3aJIBJKUTEIHOTO 3[JpaBHO OCUTYpsIBaHE U 3a HM3MbJHeHHEe Ha Bb3noxkenutre Ha H30K neitnoctu,
13/1aBa CaMOCTOSITEJIHO WJIM ChbBMECTHO C JIPYIH JIMLA yKa3aHUs, MHCTPYKIUU U JIPYI'H aKTOBE I10
npunaranero Ha HP/I;

9. ochlIecTBsiBa YIpaBlIEHCKAa OTIOBOPHOCT CHIVIACHO 3aKkoHa 3a ()MHAHCOBOTO YIpABJICHUE U
KOHTPOJI B MyOJUYHUS CEKTOD;

10. BHacs mpes CbOTBETHUTE OpPraHU Ha W3IBJIHUTENIHATa U 3aKOHOJATEIHATa BJAacT CTaHOBUINA
OTHOCHO MPOEKTH HAa HOPMATUBHH aKTOBE;

11. onpenens npencrasurenute Ha H30K B komucum, ceBeTy U pabOTHU TPYIIU;

12. ynpaxxHsiBa Ipyru NpaBOMOIIIHS, OTIPEeNICHH B JCHCTBAIIOTO 3aKOHOIATEJICTBO U PELICHHUATA Ha
HaJ30pHUS CHBET;

13. (HoBa — JIB, Op. 56 ot 2022 r., B cuna ot 19.07.2022 r.) ce nmpou3Hacs 10 3asBJICHUS Ha 00IIa
CTOWHOCT, paBHa Wi mo-Bucoka oT 1000 nB., 3a mpegocTaBIHETO Ha TOMOIIHU CPEACTBA,
npucnocoOIeHust, CbopbkeHus 1 MeauuuHcku unenus ([ICIICMU), cboTBETHO peMOHTH 3a Xopa ¢
YBpEXKIAAHUS,

14. (moBa — JIB, 6p. 56 ot 2022 r., B cmia ot 19.07.2022 r.) onpenenst CbC 3amoBe/ ChCTaBa Ha
KOMHUCHUTE 32 pa3riexiane Ha 3asBieHus 3a npenoctassHe Ha [ICIICMU, cboTBETHO peMOHTH, Ha
o0111a CToiHOCT, paBHa WK mo-Brcoka ot 1000 B.

(2) YmpaButenat Moxe Ja Bb3llara OTJAEIHHM CBOHM MPABOMOINUS Ha MOAYIPABHUTENS, HA TIaBHUS
CEKpeTap, Ha JUPEKTOPUTE Ha pallOHHUTE 3JPAaBHOOCUTYPHUTENIHU KACH W Ha JPYTU CIYKUTEIH,
KOraTo TOBa € U3PUYHO NPEABUICHO B 3aKOH.

Y. 18. (U3m. — 1B, 6p. 96 ot 2023 ., B cua ot 17.11.2023 r.) (1) IlogynpaBurenst Ha
H3O0K:
1. nonnomara ynpasutenst Ha H30K npu ocbliecTBsiBaHE HA HETOBUTE [TPaBOMOIIINS;
2. moamomara JI€HHOCTTa Ha YIpPaBUTEN IO OPTaHW3MPAHETO M PHKOBOACHETO HA OlEepaTHBHATa
nernoct Ha H30K;
3. moxmomara IeHHOCTTa Ha yIpaBUTENS [0 U3TOTBSIHETO HA MPOEKTa Ha 3aKOH 3a FOAMIIHUS OI0/KET
nma H3O0K, rogumuus ordyer 3a m3nbiaHeHneTro Ha Oromkera Ha H30OK u rogumidust otdeTr 3a
neinoctta Ha H30K;
4. cprioacyBa JOKYMEHTUTE, KOUTO YIIPABUTENAT BHACS 3a pas3riexjaHe u ogoopenue ot Hagzopuus
ceBeT Ha H30K;
5. ydacTBa B IPErOBOPUTE 32 CKIIFOUYBAHE HA HAIIMOHAJIHUTE PAMKOBH JIOTOBOPH 10 wiI. 53, an. 1 u Ha
YCIIOBUSATA U PEZA 3a CKIIFOUBAHE HA MHJMBUyaIHH 0oroBopu o wi. 45, an. 17 ot 330;
6. KOOpJIMHUpA JAEWHOCTTa HA MOCTOSIHHO JEHCTBAIIMTE KOMUCUU B LIEHTPAJIIHOTO YNpaBjeHHE Ha
H30K u B P30K;
7. ochIIEeCTBsIBA KOHTPOJI BEPXY paboTrata Ha Komucuute 1o wi. 79 ot 330;
8. koopaunupa B3aumogerctsuero Ha H3OK c¢ mpexncraBuTenu Ha ChCIOBHHMTE OpraHU3alluy,
MAUEHTCKUTE OpraHU3alMy, HAyYHUTE MEAUIMHCKU JPYKECTBa U C JAPYrd JUIA MO BBIPOCH,
cBbp3anu ¢ aeitHocTTa Ha H30K;
9. m3nbnHsBa AnbxkHOCTTa yripaButen Ha H30K npu orcheTBUE Ha ynpaBUTES;
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10. BpeMeHHO M3ITBIHABA MBxkHOCTTA yripaButes Ha H30K B cirygaunte o . 19, an. 4 ot 330 cnen
BB3JIaraHe OT HaJ30PHHUS CHBET;

11. ynpaxHsiBa U APYTY MPABOMOIIIHNS, BB3JIOKEHU MY ChC 3aII0BE]] OT YIIPABUTEISL.

(2) Ilpu ympakHsBaHE Ha CBOWUTE INPABOMOIIMS MO aj. 1 MOAYNpaBUTENAT ce€ MOAIOMara OT
anmunuctpanusta Ha H30K u uma npaBo Ha goctsn A0 uHGOpManusaTa, CBbp3aHa ¢ AeHHOCTTa Ha
H30K.

I'naBa Tpera
CTPYKTYPA U ®YHKIIMN HA HAITMOHAJIHATA 3IPABHOOCHUI'YPUTEJIHA
KACA
Pazgen 1
Crpykrypa

Ya. 19. (1) HamumonamHata 3apaBHOOCHTYpUTENHA Kaca ce cbecrom OT LleHTpanHo
ynpasienue (IIY), paitonnun 3apaBHoocuryputenHu kacu (P30K) u monmenenus Ha pailoHHHTE
3apaBHoocuryputennn kacu. Cepanmiiara Ha P3OK ce onpenensar CbrilacHO CHOUCBHK, MPUET OT
MuHucTepCKHsl ChBET, a CeNaMINaTa Ha TEXHUTE MOJIEJICHUS CE€ OMPENEsAT ChC 3amoBe] Ha
ynpasutens Ha H30K.

(2) Anpmuauctpamusata Ha H30K e o0ma u cnenmanusupaHa ¥ € OpraHu3vdpaHa B JUPEKIUU U
CaMOCTOSITENTHU OTJENU. B AupekuunTe MoraT Jia ce Ch3/1aBat OT/IENH, B OT/IEIUTE — CEKTOPH.

(3) (U3m. — JIB, 6p. 56 ot 2022 r., B cmma ot 19.07.2022 r.) O6mara 4rciIeHOCT Ha TIEPCOHANA B
H3O0K e 2367 marau Opoiiku.

(4) PaznpenenenueTo Ha 00IIaTa YUCICHOCT I10 all. 3 € MOCOYEHO B MPHUIIOKEHUETO.

(5) Cnyxurenute B ammunuctpauusara Ha H30K ce Ha3HauaBar mo ciyeOHO WM MO TPYAOBO
MIPaBOOTHOIIIECHUE.

Pasznen 11
I'naBeH cexperap

Y. 20. ['maBHUAT cekpeTap:
1. ochlIecTBsIBA aIMUHUCTPATUBHO pbKoBOAcTBO HA H30K B M3nbiiHeHNE HA HOPMAaTUBHUTE aKTOBE
U pa3lopekIaHUATa Ha YIPABUTENS;
2. moamomara ympasutens BbB puHaHcoBaTa aeiiHoct Ha H30K;
3. opraHu3upa pa3npeAesieHHeT0 Ha 3aJadyuTe MexAy cTpykrypHute 3BeHa B LY na H3OK u
OCBIIECTBSIBA KOHTPOJI IO U3MBJIHEHUETO UM;
4. ochleCTBSIBAa KOHTPOJI O U3ITBIHEHUETO HA PA3MOPEKIaHUA U 33]1a4H, Bb3JI0KEHHU OT YIIPABUTEIIS
Ha H30K;
5. OCBILIECTBSIBA KOHTPOJI 10 CIIA3BAaHETO HA CPOKOBETE 32 M3MBJIHEHUE HA TOCTABEHUTE 3a/a4H;
6. ochllecTBsIBa opranu3aionHara Bpb3ka Mexay 1Y na H30K u P30K;
7. moanomara paboTara Ha yIpaBUTENs PU U3TOTBSHE HA MTPOEKTa HAa TOAMILIEH 3aKOH 3a OI0JpKeTa,
OTYeTa 3a U3I'bJIHEHUE Ha OI0PKETa U OTYETa 33 U3IbJIHEHUETO Ha IEHHOCTTa;
8. opranusupa U OTTOBaps 3a MPOBEXKIAAHETO Ha olleHsIBaHe Ha ciayxkurenute B H30K;
9. (moBa — JIB, Op. 96 ot 2023 r., B cuia ot 17.11.2023 r.) ochliecTBsABa U JIPYrd MpPaBOMOIIUS,
BB3JI0’KEHU MY ChC 3aII0BE]] OT YIIPABUTEIS.

Pazgea 111
3BeHo "Borpeen ogur"
(3ara. u3m. — /IB, op. 61 ot 2019 r., B cua1a ot 2.08.2019 r.)

Y. 21. (1) Berpemnust ogut B H30K ce u3BbpiBa cbhriaacHo 3akoHa 3a BbTPEIIHUS OUT
B IIYOJIMYHUS CEKTOP.
(2) (U3m. — AB, Op. 86 ot 2021 r., B cuna ot 15.10.2021 r.) 3BeHo "BbTpenieH oaut" e Ha NpsSKO
MOTYMHEHHNE HA YIPABUTEIS.
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(3) (M3m. — IB, 6p. 86 oT 2021 1., B cmma ot 15.10.2021 1.) BeTperieH oguT ce u3BbpIiBa Ha BCUYKH
CTPYKTYpH, iporpamu, AeitHoctu u npouecu B H30K ot 3Beno "Brrpemen oaut" Ha I[[Y na H30K.
Pazpen IV
HNucnexropar

Y. 22. (1) UHcnekTopaTbT € Ha Ipsko mnoguuHeHue Ha ynpasurens Ha H3OK u
OCBIIECTBIBA AJIMUHUCTPATUBEH KOHTPOJ BbPXY AeHHOCTTA HA aiMuHucTpanusaTa kbM LY na H30K
u P3OK.

(2) HelinocTTa Ha MHCHEKTOpaTa € HacOYeHa KbM IBJIHO U TOYHO U3SCHSABAHE Ha MPOBEPSBAHUTE
Cllydad U IpeJylaraHe Ha MEpKH 3a TAXHOTO pa3pellaBaHe C Lel:

1. mpenoTBpaTsABaHe U OTCTPaHsIBaHE HA HAPYIICHUS PU PYHKIIMOHUPAHETO HA a]MUHUCTPAIUSATA;
2. nopoOpsBaHe paboTaTa Ha aIMHUHUCTPALIUATA;

3. mpeBeHIMsI U OTpaHHyYaBaHe Ha KOPYIILIUATA.

(3) UucnekTopaThT OCBHILECTBSIBA JEHHOCTTa CH CBIJIACHO BBTPEIIHM MPABWIA, YTBBPAECHHU OT
ynpasutens Ha H30K, Bb3 ocHOBa Ha HapenOara 1o wi. 460, at. 2 oT 3aKoHa 3a aIMUHUCTPAIUATA.
(4) MacniekToparhT UMa clieAHUTE QYHKIUU:

1. u3BBpIIBA IJIAHOBM W U3BBHIUIAHOBU MPOBEPKU HA CTPYKTYpH, IEHHOCTH U TPOIECH B
aIMUHUCTPAIUATA;

2. paBU OLIEHKA HA KOPYIIIMOHHUS PUCK U MPEAsiara MEpKHU 3a OrpaHUYaBaHETO MY

3. cpOupa u aHanu3upa MHPOPMALMS W U3BBPIIBA MPOBEPKU 3a YCTAHOBSBAHE HA HAPYIICHUS,
MIPOSIBH Ha KOPYMHIUS U HeeheKTUBHA paboTa Ha aIMUHUCTPALUSATA;

4. cmeau 3a Cla3BaHETO HA 3aKOHUTE, IOJI3AKOHOBUTE M BBTPEIIHOBEIOMCTBEHUTE AaKTOBE 3a
opranmzainusTa Ha paboTara OT CIIYKUTEIUTE Ha aIMUHUCTPAIUSATA;

5. MOxe Aa npejyiara oopasyBaHe Ha IUCHUIIMHAPHO IPOU3BOCTBO PU KOHCTaTUPAHU HAPYILIECHUS
Ha CIIy)keOHUTE 3aabJDKEHUS, KakTo M Ha Kozekca 3a moBeJeHNe Ha CIYKUTEIUTE B Ibp>KaBHATA
aIMUHUCTpAIUS;

6. U3BBpIIBA MpPOBEpPKAa HA CUTHAIUTE CpElly HE3aKOHHW WJIM HEMpaBWIHU JCHCTBUS WU
0e3/1efCTBHS HA CITYKHUTEIH OT aMUHUCTPAIHITA;

7. (m3m. — JIB, Op. 96 ot 2023 r., B cmima ot 17.11.2023 r.) ochlmecTBsIBa KOHTPOJ M U3BBPIIBA
MIPOBEPKHU O 3aKOHa 3a MPOTUBOJCHCTBUE HA KOPYIILUSATA;

8. CbCTaBsid aKTOBE 3a YCTAHOBSIBAHE HA AJAMUHUCTPATUBHU HApYLIEHUsS MPU KOHCTATUPaHU
HapyLIeHUs OT CTpaHa Ha CIIY)KMTEJIUTE OT aJIMUHUCTPALIUATA, KOTAaTO € MPEIBUICHO B 3aKOH;

9. u3mnpamia CUrHaJv J0 OPTaHUTE Ha MPOKypaTypara, KOraro Mpu MPOBEPKU YCTAHOBH JaHHU 3a
U3BBPIICHO NPECTHIICHUE;

10. mpaBu mpemsioKEHUs 3a HOBU WJIM 3a HM3MEHEHHE Ha BBTPEUIHOBEJIOMCTBEHHM aKTOBE,
periaamMeHTHpaliy opraHu3alusaTa Ha padoTaTa v A€MHOCTTa Ha aAMUHHUCTPALIUITA;

11. u3BBpIIBa MPOBEPKHU MO MPETOCTABIHETO HA aIMUHUCTPATUBHU YCIYTH;

12. (moBa — JIB, 6p. 56 o1 2022 1., B cmita ot 19.07.2022 r.) ochIiecTBABa aIMUHUCTPATUBEH KOHTPOI
M0 W3MBbJIHEHHE Ha M3UCKBaHUATA 3a ckitouBaHe Ha goroBopute ¢ H30OK/P30K 3a oka3BaHe Ha
MEIUIMHCKA W/UIIK IeHTaIHa [TIOMOII Ha OCHOBaHMeE 3anoBe]] Ha ynpasurens Ha H30K;

13. (HoBa— /JIB, Op. 56 o1 2022 ., B cuita ot 19.07.2022 r.) ochbIiecTBsIBa AMUHUCTPATUBEH KOHTPOJI
[0 U3IBbJIHEHUE Ha M3MCKBAHUATA 3a CKIIOYBAHE Ha JIOTOBOPUTE 3a OTIyCKaHE Ha JIEKAPCTBEHU
MPOAYKTH, METULIMHCKY U3JENHS U TUETUYHHU XPaHHU 3a CIICLIMAIIHA MEAUIIMHCKHU 11U, 3aIllallaHu
HarreaHO nin yactTuaHo ot H3OK/P3O0K, 3a noMamHo neueHne Ha TEpUTOPHATA HA CTpaHATa, KAKTO
Y Ha BUCOKOCTICIIMATTU3UPAHH anlapaTu/ypeau 3a MHANBUIYaIHA YIIOTpeOda Ha OCHOBAaHHE 3aoBe] Ha
ynpasutens Ha H30K;

14. (mpenumHa T. 12, m3m. — [IB, 6p. 56 ot 2022 r., B cuna ot 19.07.2022 1.) oChIecTBsABA APYTH
(GyHKIIMM BBB BpPh3Ka C aJIMUHHCTPATUBHHS KOHTPOJI, MPOU3THYANINA OT HOPMATHUBHU aKTOBE WIIU
BB3JI0’kE€HH 0T ynpasutens Ha H30K.

(5) Ilpu ocrmiecTBsiBaHe Ha cBoUTE (YHKIIMM WHCIIEKTOPUTE UMAT MPaABO Jla M3UCKBAT TOKYMEHTH,
JTAaHHY, CBEJCHHUSI, CIIPAaBKU U JAPYTU HOCUTENN Ha WH(GOpPMAIKs OT MPOBEPSIBAHUTE JIMIIA, KOUTO Ca
He0OXO0IMMU 32 U3BBPILBAHE HA POBEPKUTE.
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(6) Ilpn u3BBpLIBaHE Ha MPOBEPKUTE MHCIEKTOPUTE MMAT MPaBO Ja M3UCKBAT MH(OpManus or
IbpP>KaBHUTE U MECTHUTE OPTaHU, OPraHUTE Ha Ch/IeOHATA BIACT U APYTH UHCTUTYIIHMH.

(7) CnyxutenuTe B aIMUHHUCTPALIUATA ca AJIBKHH J1a OKa3BaT IIbJIHO ChACHCTBUE Ha HHCIIEKTOPUTE
IIPU OCBHIIECTBSIBAHETO HA (PYHKIIUUTE UM.

(8) MHcnekTopaTsT HE M3BBPILBA MPOBEPKU B THPrOBCKUTE APYKECTBA C IbP)KaBHO Y4acTHE B
Kanurasa U JbpKaBHUTE NPEANPUATHS 10 Wi. 62, ai. 3 oT ThproBckust 3aKoH.

(9) UncnekToparsT He U3BBPIIBA IPOBEPKH OTHOCHO OO/DKETHATA AUCLUILINHA.

(10) WHcnekropaThT M3roTBA CTPATErMUYECKM M TOJUIIEH IIJJaH 3a JEWHOCTTa CH, KOMTO C€
yTBBbpKaaBaT ot ynpasuteis Ha H30K.

(11) MucniekTOpaThT €XKEroJHO MPeAcTaBs OTYET 3a JAedHocTTa cu mnpex ynpasurens Ha H30K u
npen ['1aBHUS MHCHIEKTOpAT.

Pazgen V
IIpeaBapuresieH KOHTPOJI 32 3aKOHOCHOOPA3HOCT

Y. 23. (1) [IpeaBapurenHUST KOHTPOII 3a 3akoHOChoOpazHocT B H30K ce ochiecTBsiBa
B CHOTBETCTBUE ChC 3aKOHAa 3a (DMHAHCOBOTO YHPABIEHHWE M KOHTPOJI B MYOJIMYHUS CEKTOP
(BOVYKIIC).
(2) PensT 1 HAYUHBT 32 OCHIIECTBSABAHE HA MPEABAPUTEIHUS KOHTPOJ CE OMPENENST ¢ BhTPEUIHU
aJIMHHHCTPATHBHH akToBe Ha yrpaButess Ha H30K B chOTBETCTBUE ¢ yKa3aHUsITA HA MUHUCTHPA Ha
(dbuHaHCHTE.
(3) MpenBaputenausaT KOHTpoJ 3a 3akoHochoOpasHoct B LY ma H30K ce ocwiiectBsiBa OT
(MHAHCOBH KOHTPOJILOPH WM OT APYTH JIMLIA, OnipeeneHu oT ynpasutens Ha H30K.
(4) ®unancosute koHTpoabopu B LIY nHa H30K ca Ha npsiko nogunnenue Ha ynpasurtens Ha H30K.
(5) IlpenBaputenHusST KOHTpON 3a 3akoHOCHOOpazHOcT B P3OK ce ochiecTBsiBa 0T (hrHaHCOBU
KOHTPOJIBOPH WJIH OT JPYTH JIKIa, omnpeaeneHu ot ympaButens Ha H3OK, xowto ca Ha mpsiko
MOJIYMHEHNE B U3MTbJIHEHHE Ha (DYHKIIMOHATTHUTE CU 3aIbJDKEHUS Ha qupektopa Ha P3OK.

Pa3zagen VI
JITbKHOCTHO JIMIIE MO 3AI[UTA HA JIUYHUTE TaHHU

Y. 24. (1) (U3m. — IB, 6p. 60 ot 2021 r., B cuna ot 20.07.2021 r.) JI16)KHOCTHOTO JIHIIE
1o 3auuTa Ha tuuHuTe AanHu (JJI3J1/]) e Ha npsiko nogunHenue Ha ynpasutens Ha H30K u yuactBa
M0 TOJXOSII HAYUH TPU PEIIaBaHEeTO Ha BCUYKHU BBHIIPOCH, CBBP3aHMU ChC 3alllMTaTa Ha JIUYHUTE
nanuu B H30K. JJI3JIJI u3nbiansBa 3agaunte, npoustudamu ot Pernmament (EC) 2016/679 (061
periaMeHT OTHOCHO 3allluTaTa Ha JaHHUTE), U OCHUTYpsiBa 3aKOHOCHOOpa3HOTO 00paboTBaHe Ha
muuau JjaHHu B H30K, kato paboTtu B TSICHO ChbTpyaHUYECTBO ¢ BcMukH 3BeHa B H30K.
(2) (U3m. — IB, Op. 60 ot 2021 1., B cuna ot 20.07.2021 r.) JnbKXHOCTHOTO JHIIE IO 3aIIUTa Ha
JMYHUTE JaHHU:
1. ochblecTBsiBa KOHTPOJ 3a CIA3BaHETO M MPABUIHOTO INpUiIaraHe Ha E€BPONEHCKOTO U
HAI[MOHAJTHOTO 3aKOHOJATEJICTBO B 00JacTTa Ha 3allluTaTa Ha JIMYHUTE JAHHU U MOJUTHUKUTE Ha
aJIMMHHCTPATOPA M0 OTHOIIIEHUE Ha 3all[UTaTa Ha JINYHUTE JJaHHU;
2. nHpOpMHpa ¥ KOHCYJITHpA aJIMUHHCTPATOpa Ha JIMYHU JTAHHH M HETOBHUTE CIYXUTEIH, KOWTO
M3BBPIIBAT 00paboOTBaHe, 32 TEXHUTE 33abJDKEHUS, Mpou3Tudany oT OOmuMs periaMeHT OTHOCHO
3aluTaTa Ha JaHHUTE U Ha IPYT'M HOPMaTUBHU aKTOBE, KOMTO perjiaMeHTHpaT 3alluTaTa Ha TUYHUTE
JaHHH,
3. cienu 3a TMOBUIIABAHETO Ha OCBEJOMEHOCTTa W OOYyYEHHMETO Ha IMepcoHala, ydacTBall B
orepaIuTe 1Mo o0paboTBaHe, M ChOTBETHUTE OJIUTH, B 00JIACTTA HA 3alllMTa HA JTUYHUTE JaHHH,
4. aHanmM3Mpa U MPOBEPSIBA UITBIIHEHUETO Ha IEWHOCTUTE TT0 00paboTBaHe HA TUYHH JIaHHH,
5. KOHCyNTHpa aJMHHHCTpaTOpa Ha JHMYHU JIaHHU IO HEroBO HCKaHe, KaTo JaBa CHBETH IO
OTHOIIIEHHE Ha HU3BBPIIBAHETO Ha OIIEHKAa Ha BB3JCHCTBHETO BBPXY 3allUTa HAa JaHHUTE B
CbOTBETCTBHUE ¢ WI. 35 oT OOIIM peryiaMmeHT 1 HabJro1aBa mpolieca Mo U3BbPIIBAHETO Ha OLIEHKATA;
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6. mpemara BHBEKIAHETO HAa TOIXOMANIM TEXHHUYECKHM W OPraHW3allMOHHU MEPKH 3a CIa3BaHe
M3HUCKBAHUATA HA €BPOMNEHCKOTO W HAIMOHAIHOTO 3aKOHOJATEICTBO B 00JACTTa Ha 3amluTaTa Ha
JUYHUTE JaHHU;

7. ydacTBa MpHU M3TOTBSHETO HA BHTPEUIHU MpaBUiIa U JOKYMEHTAIMsI, CBhP3aHa ChC 3alIUTaTa Ha
JUYHUTE JaHHU;

8. ocHrypsiBa MoAIbPKAHETO HA PErHCThPa Ha IeHHOCTHUTE 110 00paboTBaHe Ha JinyHU JaHHN B H30K
cbraacHo 4wi. 30 ot Pernament (EC) 2016/679;

9. CBOCBPEMEHHO yBEIOMSBa aJMHHHCTpaTOpa HA JUYHM JaHHU 3a BCSKO HECMa3BaHE Ha
3abJDKCHUSTA U Ha pelia 3a OCUTypsiBaHe 3amuTara Ha JuuHute ganau B H30K;

10. cnenu 3a cBOEBpEMEHHATa aKTyalu3allls Ha BbTpelIHuTEe npaswia u npouenypu B H30K,
CBBbp3aHU ¢ 00padOTKaTa M ChbXPAaHCHUETO HA JIMYHU JTAaHHH;

11. madopMupa 1 1aBa MPENOPHKUA OTHOCHO CHOTBETCTBHETO Ha OINEPAIMHTE 110 00paboTBaHETO Ha
3alMTaTa Ha JIMYHUTE TaHHH,

12. mpemocTaBsi €eKCIIEPTHH CTAHOBUIIA M HACOKU IO BBIIPOCH, CBHP3aHU ChC 3aKOHOJATEIIHATA U
peryiaTopHara 3amuTa Ha TJaHHUTE;

13. ochlrecTBsiBa Bpb3Ka U CHTPYAHUUYECTBO ¢ KomucusTa 3a 3ammra Ha TUYHUATE JAHHUA U JIEHCTBA
KaTo TOYKA 3a KOHTAKT 3a HAJ30PHHS OpraH W 3a CyOEKTHUTE Ha JIaHHW 10 BBIIPOCH, CBBP3aHU C
obpaboTBaneTo Ha muyHK qaHHU oT H30K.

(3) [Ipu M3BIHEHUETO HA CBOMTE 3a/1a4M JUTHKHOCTHOTO JIMIIC TIO 3alllUTa HA JJAHHUTE HAJUICKHO
OTYHTa PUCKOBETE, CBBP3aHM C ONepaluuTe 1Mo odpaboTBaHe, U Ce CHOOpa3siBa C €CTECTBOTO,
o0xBaTa, KOHTEKCTA U LeJIuTe Ha oOpaboTKaTa.

(4) (HoBa — 1B, Op. 60 ot 2021 r., B cuna ot 20.07.2021 r.) C ornes rapaHTUpaHe Ha CUTYPHOCTTA
Ha JIMYHWUTE JJAHHH TPU U3IIBJIIHEHUETO Ha CBOUTE 3abJDKEHUS JIHKHOCTHOTO JIMIIC 11O 3allluTa Ha
JAHHWTE MMa MPaBo Ja MojydaBa ChaelcTBUe OT Benuku ciayxutenn Ha H30K u mpaBo Ha mocthin
10 cboTBeTHUTE 00ekTH 1 cuctemu B H30OK, cBbp3anu ¢ 00pabOTBaHETO HA JIMYHH JTAHHH.

Paznen VIa
(Hom — IB, Op. 60 ot 2021 r., B cua1a ot 20.07.2021 r.)
CayskuTeJs Mo Mpe:koBa U MH(POPMAITMOHHA CUTYPHOCT
(3ara. u3m. — /IB, 6p. 86 ot 2021 r., B cuia ot 15.10.2021 r., 6p. 96 ot 2023 1., B cuJjia oT
17.11.2023 r.)

Yu1. 24a. (Hos — /1B, 6p. 60 ot 2021 r., B cuna ot 20.07.2021 1.) (1) (M3m. — [IB, 6p. 86 oT
2021 r.,Bcunaor 15.10.2021 1., 6p. 96 01 2023 1., Bcuna ot 17.11.2023 1.) CayXKuTeIAT 110 MpPEXOBa
1 MHGOPMAIIMOHHA CUTYPHOCT € Ha MPSKO MOJYMHEHHE Ha YIPaBUTENs U OCHIIECTBSIBA (PYHKIINU,
CBBbp3aHM C OpraHU3MpPaHEeTO, YIPABJIEHUETO U TMPWIATAaHETO Ha MEPKH 3a MpEexXoBa U
nH(OPMaLMOHHA CUTYPHOCT.
(2) Cayxurensat mo ai. 1 ochIIecTBABa JEHHOCTTa IO MpUJIaraHe Ha MEPKH 3a MpEeXoBa U
nH(pOpMalMOHHA CUTYPHOCT Ha BCHUKH CTPYKTYpPH, IporpamMu, aerHoctu u nporecu B H30K.
(3) Cyskurenar 1o an. 1 1okiaaBa TUPEKTHO Ha YIIPABUTETIS.
(4) (U3m. — IB, 6p. 86 ot 2021 r., B cuma ot 15.10.2021 r., 6p. 96 ot 2023 ., B cuima ot 17.11.2023
r.) CoyXuTenar no MpexoBa U ”HGOPMAIIMOHHA CUTYPHOCT:
1. ppKOBOAM ACHHOCTHUTE, CBBP3aHU C MMOCTHTaHE HAa BUCOKO HHBO Ha MPEKOBa U MH(POPMAIIMOHHA
CUTYPHOCT, U 1IeJIUTE, 3a105keHu B noauThkaTa Ha H30K 3a mpeskoBa u nH(pOpMaloHHa CUTYPHOCT;
2. ydacTBa B U3TOTBSIHETO HA MOJMUTUKHUTE U JOKYMEHTHpaHaTa HHPOPMAIIHS;
3. mpejyiara Ha yIpaBUTENs 3a YTBbp)K/IaBaHE U CIEAM 3a CIIa3BaHETO HAa BHTPEUIHUTE MpaBHiia 3a
BCsAKa JEMHOCT, CBbp3aHa ¢ aJMHUHHCTPUPAHETO, EKCIUIoATAIUATa U MOJAPHKKaTa Ha Xapayep U
codryep;
4. cineau 3a TNPUJIAraHeTO Ha 3aKOHUTE, IOJ3aKOHOBUTE HOPMATHBHU AaKTOBE, CTAHAAPTUTE,
MOJINTUKUTE U MpaBUiaTa 3a MpeKoBaTa U HHPOpPMAIlMOHHATA CUTYPHOCT;
5. KOHCYATHpA yIPaBUTENS BbB Bpbh3ka ¢ HH()OpPMALIMOHHATA CUTYPHOCT;
6. opranusupa 1 KOOpJAMHHUPA OLEHKH Ha PUCKOBETE 32 MpEKoBaTa U MH(pOpMallMOHHATa CUTYPHOCT;
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7. nepuoAnYHO (HE MO-PSIKO OT BEAHBK FOJIMIITHO) U3TOTBS JOKJIA/IU 38 ChbCTOSHUETO Ha MpEXoBaTa
u uHpopmarmonnara curypHoct B H30OK u ru npencTaBst Ha ynpaBUTENS;

8. KoopAMHUpa 00yUYEHHTA, CBEP3aHU C MpPEXKOBaTa M MHPOPMAIIIOHHATA CUTYPHOCT;

9. opraHu3upa MPOBEPKH 32 aKTyaTHOCTTA HA IJIAHOBETE 3a CIPaBsSHE C MHIUICHTUTE U IIAHOBETE
3a JeMCTBUSA B cllydyail Ha aBapuu, NPUPOJHU OCACTBHS WU APYTrd GOPCMAKOPHH OOCTOSTENICTBA,
aHAJIM3UpPa PE3YJITATUTE OT TSIX M OpPraHu3Mpa U3MEHEHHE Ha IJIAHOBETE, aKo € HE0OX0IMMO;

10. moaabpixa Bpb3KU C APYTY aIMUHUCTPALIMU, OPTaHU3ALUU U €KCIIEPTH, padoTely B 00JacTTa Ha
nH(pOpPMAIMOHHATA CUTYPHOCT;

11. cnenu 3a BoJEHE Ha PETUCTbpa HA HUHIMACHTUTE U 3a pearupaHe NpU HMHLUUJACHTH C
nH(pOpPMAIMOHHATA CUTYPHOCT NpU YCIOBUSTAa W 1O peAa Ha 3akoHa 3a KHOEPCUTYPHOCT U
MI0/I3aKOHOBUTE aKTOBE I10 MPUJIAraHeTo MY;

12. yBenoMsiBa 3a HMHIMICHTH CBHOTBETHHUS CEKTOPEH €KHII 3a pearupaHe Ha HMHUUACHTH C
KOMITIOThPHATA CUTYPHOCT B CHOTBETCTBHE C M3MCKBAaHUATA 32 YBEAOMSIBaHE MPU MHIMJICHTH Ha
HapenOaTa 3a MUHMMAaTHUTE U3UCKBAHU 32 MPEXOBa M MH()OPMAIIMOHHA CUTYPHOCT;

13. opranu3upa aHajaM3 Ha UHIUACHTUTE C MpexoBara U HHGOPMAIMOHHATA CUTYPHOCT 3a
OTKpHUBAaHE Ha MPUUYMHHUTE 32 TAX U NPEANpPUEMa MEPKH 32 OTCTPAHSABAHETO UM C LIeJI HaMaJlsiBaHe Ha
€IHOTUITHUTE HIMCHTH U HaMallIBaHE Ha 3aryOUTe OT TSIX;

14. cnenu 3a akTyanu3upaHe Ha U3MON3BaHUsA codTyep U GbpMyep U AaBa MPETNOPHKY;

15. crnenm 3a mosiBata Ha HOBU KuOep3ariaxu (BUPYCH, 37OBpEIEH KO, CliaM, aTaku U Ap.) H
npeJyiara aJeKBaTHA MEPKHU 33 IPOTUBOICHCTBUETO UM;

16. opranu3upa TeCTOBE 32 OTKPUBAHE HA YA3BUMOCTU B HH(POPMAIIMOHHUTE U KOMYHUKAIIHOHHUTE
CHCTEMH U IpeJiara MepKH 3a OTCTPAHSIBAHETO HM;

17. opranu3upa W CHTPYJHHUYM TPU MPOBEKIAHETO HA OJUTH, MPOBEPKM U AHKETH W MpHU
M3IIPAIIAHETO HA PE3YJTATUTE OT TSIX HAa CHhOTBETHHUS HAIIMOHAJICH KOMIIETEHTECH OpPIaH;

18. mpemiara caHKIMHM 3a JUIATa, HapYIIMIM MEPKUTE 3a MpexoBara U HHPOpMAIMOHHATA
CUTYPHOCT;

19. m3menHsABa APYrH PYHKIUH, TPOU3THYAIINA OT HOPMATUBHUTE aKTOBE, YPESIKAAIN H3UCKBAaHHUATA
KbM MEPKUTE 32 HHPOPMAIIMOHHA U MPEXOBa CUTYPHOCT.

Pasznea VII
O6ma axmunucrpanus B IIY na H30K

Y. 25. (1) O6maTta aAMUHHUCTpPALUS TTOAIIOMAara OChIIECTBABAHETO Ha IPABOMOIIMATA HA
opranute Ha ynpasieHue Ha H3OK, cb3naBa ycnoBus 3a OChIIECTBSIBAHE Ha JEWHOCTTa Ha
CrielMaln3upaHaTa aJMUHUCTPALUS U U3BBPIIBA TEXHUYECKH JEHMHOCTH MO aJMUHHCTPATUBHOTO
oOcyXBaHe.

(2) O6mrata agMUHUCTpAIUs BKIIOYBA!

1. mupekuust "HoBemKN pecypcu U aIMUHUCTPATUBHO OOCIyXBaHe";

2. qupekius "OO1ecTBeH! MOPBHUKH U YIpaBiIeHHE Ha COOCTBEHOCTTA"
3. nupekuus "OUHAHCOBO-CUETOBOIHH IEHHOCTH";

4. nupexuus "[IpaBHa";

5. mupekuus "Bpb3ku ¢ 00IIECTBEHOCTTA U POTOKOI".

Y. 26. Aupexius "HoBewku pecypcu U aIMUHUCTPATUBHO 00CTyKBaHe':
1. aHanu3upa, MPOrHO3Mpa U IUIAHUpa NOTPEOHOCTTA OT YOBEIIKH PECYPCH 3a aIMUHUCTpPALIUATA HA
Y na H30K u P30K;
2. pa3paboTBa M aKTyaJU3upa BHTPEIIHOAAMHHHUCTPATHUBHU aKTOBE, Kacaelld YIpaBICHUETO Ha
YOBELIKUTE PECYPCH;
3. U3rOTBS AIBKHOCTHO U TOMMEHHO pa3NUCaHKe Ha JIIBKHOCTUTE Ha afMUHUCTpanusaTa Ha 1Y Ha
H3OK n ocbuiecTBsiBa KOHTPOJ Ha AIBKHOCTHOTO U IOMMEHHOTO Pa3slUCaHUE HA JUTHKHOCTUTE Ha
P30K;
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4. opranu3upa U y4yacTBa B JeifHOCTTa 0 HabupaHe U mo00p Ha MepcoHaia 1 Mo MPOBEXKAAHETO Ha
KOHKYPCHHUTE MPOLEAYPHU 32 KOHKYPCHUTE JUITBKHOCTH 3a IbpkaBHUTE ciykutenu B 1Y na H30K n
P30K;

5. W3roTBS BCUYKU aKTOBE, CBbP3aHU C BB3HUKBAHETO, M3MEHEHUETO U IPEKpaTsIBaHETO Ha
CITYy)KEOHUTE U TPYIOBUTE MpaBoOoTHOIIEHUs Ha ciayxkurenure B LIV na H30K u aupexkropute Ha
P30OK mnpu cna3BaHeTo Ha M3UCKBAHMATA Ha JEHCTBAILIOTO B CTpaHaTa 3aKOHOJATEJICTBO U
BBTPEIIHOAIMUHUCTpATUBHU JoKyMeHTH Ha H30K;

6. opraHusupa U KOHTPOJHpA MOJABPKAHETO M AKTyaJM3WpaHETO Ha 0a3a JaHHM B MPOrpaMeH
NPOAYKT 3a yNpaBjieHHWE Ha 4YoBemkuTe pecypcu Ha cayxutenute B 1Y na H30K u oxkaszsa
MeTogoorundda rmomoir Ha P3OK;

7. ochllecTBABa METO0JIOTUYHA, OPraHU3allMOHHA U TEXHUYECKa oMol Ha aupekiuure B LY Ha
H30K B mpormeca Ha pa3paboTBaHe M aKTyalH3WpaHe HAa (YHKIMOHATHUTE WU JTHKHOCTHUTE
XapaKTepUCTHKHU, KAaKTO U B MpoIieca MO M3TOTBSHETO HA UHIUBUIYATHUTE PAaOOTHH ILIAHOBE U
aTECTUPAHETO Ha CIYKUTEINTE;

8. TuTaHMpa, opraHu3upa U KoopauHupa odydenuero Ha ciayxurenure B H30K ¢ men nmouiraBane
Ha KBUTM(UKAUATA U KAPUEPHOTO U TPOPECHOHATTHOTO UM PA3BUTHE;

9. agMUHHUCTpUpa JAEWHOCTTA 3a OCUTYpsIBaHE Ha 3/PABOCIOBHU U OE30MACHU YCIIOBHUS Ha TPYI U
npopuIakTUKa Ha 3a00JIBAaHUSTA;

10. cbeTaBs, BOM M ChXpaHsABa CIYKEOHUTE U TPYIOBUTE focueTa Ha ciayxkutenurte B LY na H30K
u aupekropure Ha P3OK;

11. (m3m. — JIB, Op. 96 ot 2023 r., B cria ot 17.11.2023 r.) ochlecTBsIBa IpPHUEMaHETO Ha
nexnapanuute 1o wi. 49, an. 1 or 3akoHa 3a NPOTHUBOEHCTBHE HA KOPYIUATA HA CIY>KUTEIUTE B
anmunuctpanusara Ha Lentpannoro ympasnenue (L[Y) na H3OK, TsaxHOTO CBhXpaHeHue,
YHHIIOXXaBaHe Ha MH()OPMAIMOHHUTE HOCUTENM, 00paboTBaHe Ha NAHHHWTE OT JACKIApalHuuTe 3a
HYXXJIUTE Ha MyOJIMYHUS PETHCTHP, BbBEXKAaHe U 00paboTBaHe HAa JaHHU B PETUCTHPA, MyOJIUKYyBaHe
Ha HHQpOpMAIUS U JeKIapaluuTe B MyOJTUYHUS PETUCTHP MPH ClIa3BaHe M3MCKBAaHUATA Ha 3aKOHA 3a
3amuta Ha muaaATe naHHu (33J1/]) u Ha Pernament (EC) 2016/679 na EBpomneiickus mapiaMeHT u
Ha CoBerta ot 27 anpun 2016 1.

12. BbBEXJ1a M pUiIara CUCTEMH 3a OLICHKA Ha U3IbJIHEHUETO U 3aIUIAIAHE Ha CIIYKUTEIUTE;

13. pa3paboTBa M BHEApSBA MOJUTUKH 3a YCTOMYMBO pa3BUTHE HA YOBEIHIKUTE PECYpPCH U
1o/100psiBaHe Ha OpPraHU3allMOHHATA KYNITYpa;

14. ocurypsiBa meTogosornyHa nomoni Ha qupekropure Ha P3OK npu nposekgaHe ynpaBieHUETO
Ha YOBEIIKUTE PECYpPCH, KAKTO U IO BBIIPOCH OT KOMIIETEHTHOCTTA Ha TUPEKIIUATA;

15. n3paboTBa CTaHOBHUINA TO BB3HUKHAIM Ka3zyCH, >KaIOM M CUTHAIM, Kacaelld TPYIOBUTE U
ciyxeOHuTe npaBootHoenus B H30K;

16. ocurypsiBa ISUIOCTHUSL aIMUHUCTpaTUBEH AoKymeHToobopoT B LIY Ha H3OK, kaTo m3pbpuiBa
JICNIOBOJIHM ONEpalluy 10 TMpUEMaHe U PErucTpUpaHe Ha BXOASIA, H3XOJAIAa W BBTpEIIHA
KOPECIOHICHIIUS MTOCPE/ICTBOM €JIEKTPOHHA CHUCTEMa 3a YIpaBJIeHHE Ha JOKYMEHTO00OopoTa, mpu
KOETO:

— IPEACTaBs TOKYMEHTHUTE 3a PE3OJIIOLHNS OT pbKoBoAcTBOTO HA H30K;

— 00paboTBa pe30IMpaHUTE JOKYMEHTH, KaTO ChIVIACHO IPEJIoKeHaTa PE30JIIOLNS TH IPEJOCTaBs
CBOEBPEMEHHO B [IEPCOHAIHUTE NAIIK HA CbOTBETHUTE AJIBKHOCTHH JIMLA B €JIEKTPOHHATA CUCTEMA
3a yrpaBJeHHe Ha JOKYMEHT0000poTa;

17. (u3m. — JIB, 6p. 86 o1 2021 r., B cuna ot 15.10.2021 1.) mpu o6siBeru ot LIY na H30K choTBeTHH
MpOLEAYpPH H3BBPIIBA IMPHUEMAHETO Ha MOAAJEHHUTE IO CHOTBETHUTE NPOLEAYPU TOKYMEHTH,
3asgBIeHUS, OPepTH U Jp., KOUTO CIE PETUCTPUpPAHE B €JIEKTPOHHATA CHCTEMa 3a yIpaBlieHHE Ha
JOKYMEHTOO0OpOTa T'H Mpe/iaBa Mo NMpeHa3HaueHue Ha Ha3HAUEHUTE 3a 11eJITa KOMHCHH;

18. u3BBpIIBa apXHUBHUPaAHE HA MPUKITIOYMIINTE JIe]a U TH ChbXpaHsIBa B apXuBOXpaHuiuimara Ha [[Y
Ha H30K;

19. (u3m. — IB, 6p. 86 ot 2021 r., B cuna ot 15.10.2021 r.) opranu3upa npuiaaraHeTo U Ca3BaHETO
Ha U3MCKBaHMTA Ha BpTpenmHuTe npaBuia 3a OpraHu3alus U yrpaBieHue Ha JOKYMEHTO000poTa B
IlenTpanHoTto ynpasieHue Ha HanmonanHaTta 31paBHOOCUTYpUTEINIHA Kaca;
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20. obGesmeuaBa aeiHocTTa Ha yupekneHckus apxuB Ha H3OK, xaro opranusmpa apXWBHOTO
CbXpaHsABaHE Ha JIOKYMEHTHUTE; OCUTYPsIBA JOCTHII J0 TSAX U IIPH HEOOXOAUMOCT MPEAOCTABS KOIHS;
21. opranu3upa M y4yacTBa B €KCIIepTH3HATA JAEUHOCT 10 ONpeAessiHe HEHHOCTTa Ha ChbXPaHsSABAHUTE
JOKYMEHTH B yupexaeHckus apxuB Ha L1Y na H30K, kato oka3Ba merononoruysa nomoin Ha P3OK
MPY OCBIIECTBSIBAHETO HA Ta3U JIEMHOCT B yupexaeHCckuTe apxuBu Ha P3OK;

22. (moBa — /1B, 6p. 60 ot 2021 1., B cuia ot 20.07.2021 r.) ochIIecTBsABA IEHHOCTH BbB BPB3Ka C
apXUBHpaHe U ChXpaHsBaHE HAa HOTApHAJIHUTE aKTOBEe Ha HelBmKuMaTa cobctBeHocT Ha H30K B
OpUTMHAJ;

23. (moBa — JIB, O6p. 96 ot 2023 r., B cuma ot 17.11.2023 r.) OCBhIIECTBSABA MPOIECYaTHO
MPEJCTaBUTEIICTBO MO Jeyia OT (PYHKIIMOHATHATA KOMIETEHTHOCT Ha JUPEKIHUATA.

Y. 27. dupexnus "OOmiecTBEHN MOPHUKH U YIIPABJICHHE Ha COOCTBEHOCTTA':
1. manupa noTpedHOCTUTE OT OOIIECTBEHH MOPBHUKU U U3TOTBS TOJMIICH IJIaH-TPa(UK 32 TAXHOTO
npoBexxaane B cucremara Ha H3OK Ha 0a3a ob6olOumeHara W aHanu3upaHa uHopManus,
npeaocTaBeHa ot cTpykrypHute 3seHa Ha H30K;
2. B CbOTBETCTBUE C YTBBPJCHUS IUIAH-TpaUK HM3rOTBsS Ls1aTa HEOOXOAMMA JOKyMEHTalus U
U3BbpIIBA BCUYKU JIEHHOCTU IO MPOBEXKIAHETO Ha CHOTBETHUTE OOLIECTBEHHU NMOpbhuku B LY Ha
H30K;
3. oChLIECTBSIBA KOHTPOJI BbPXY H3I'BJIHEHUETO HA CKIIOYEHHUTE JOTOBOPH C U3IBIHUTENINTE Ha
OO0I1IeCTBEHH OPBUYKH, KATO BOJAU U ChXpaHsBa JOCHETA 110 MPOBEJCHUTE OOLIECTBEHU MOPBUKH U
CKJIFOYEHH IOTOBOPH;
4. okaza MeroaumuHa nomom; Ha P3OK mno Bwmopocu, cBbp3anu ¢ npunaranero Ha 3O0ll,
[10/I3aKOHOBUTE HOPMATHBHU aKTOBE KbM HEro, KaKTO U IpPH MOJArOTOBKAaTa Ha JIOKyMEHTAalUs,
CBbp3aHa C Bb3JlaraHe Ha OOIECTBEHU OPbUKHY;
5. oTroBaps 3a U3rOTBSHETO Ha BbTpeliHu npaBwia Ha H30K, cBvp3anu ¢ npunaranero Ha 30I1;
6. cb3/1aBa U MOJAbpPKa peructpu u gocuera Ha umoture Ha H3OK; muianupa nmorpeOHOCTUTE OT
0oOHOBsIBaHE Ha ABJITOTPalHUTE aKTHBH U crpagHus ¢poua Ha H30K;
7. nnaHupa U OCUTypsABa MOJAPHKKATA, TEKYIIUTE 1 OCHOBHUTE PEMOHTH Ha HEJIBUKUMUTE UMOTH,
JBM)KUMUTE BEIIM, MAIIMHUTE, ChOPBKEHUTA U 000pyiBaHeTO Ha aaMuHucTpanusra Ha H30K;
8. opraHm3upa W OCBIIECTBSIBA MAaTEPUAITHO-TEXHHMYECKOTO CHAOIsABaHe, BOAM HA OTYET
IOBITOTPAHUTE MAaTepUaIHU AaKTHBHM, MaTEpHajJHU 3amacd M KOHCYMaTMBH UM OCHUTYypsiBa
pasnpeneneHueTo UM 3a Hy)KauTe Ha anMuHucTpanusaTa Ha H30K;
9. oTroBapsl 3a 3acTpaxOBaHETO, NPAaBHUIHATA TEXHUYECKA EKCIUIOATallUsd M IOAJAPBKKATA Ha
Tpa"cnoptaute cpeacrtsa Ha LY nma H30K u P30K; opranusupa um ocurypsiBa MO4HCTBAaHETO U
OTroBaps 3a CAHUTAPHO-XUTMEHHUTE YCIOBHs B agmMuHucTpaTtuBHuTe crpagu Ha H30K n P30OK un
MpUIeKAIIUTE UM TEPEHH;
10. agMuHUCTpHpa U MOJAbpKa Oa3aTa JaHHM Ha cucTemara 3a koHTpos Ha joctbn (CHK) u
MIPOITYCKATENHUS PEKUM U CUTYPHOCTTA;
11. ocurypsiBa oxpaHaTa Ha CrpaJuTe U U3BBPILIBA KOHTPOJ IO MOAAPBKKATA U €KCILNIOATallusATa Ha
COT - cucremMuTe 3a CUTYPHOCT ¥ BUJICOHAOIIO/ICHHE;
12. B3auMmosieiictBa ¢ MUHUCTEPCTBOTO Ha 0OTOpaHaTa o MOOMIM3allMOHHA ITOATOTOBKA U U3TOTBSHE
Ha TUIaHOBE 3a OECTBUS U aBapuu;
13. ochlecTBsiBa KOHTPOJ BBPXY U3rpajieHaTa CUCTEMa 3a MPOTUBOIOXKapHa OE€30MaCHOCT, a ChIIIO
TaKa cJe/ly 3a Clla3BaHe Ha MEPKUTE IO MokapHa 0€3011acHOCT;
14. ©3roTBs MPOEKT Ha MHBECTUIIMOHHA MpOorpama 3a CbOTBETHATA KaJIeH1apHa F'O/INHa;
15. (moBa — JIB, 6p. 96 ot 2023 r., B cunma ot 17.11.2023 r.) ochImecTBsiBa MPOILECYATHO
MPEJCTaBUTEIICTBO MO JeNia OT (PYHKIIMOHATHATA KOMIETEHTHOCT Ha JUPEKIUATA.

Y. 28. Inpexnuus "PrHAHCOBO-CUETOBOJHU ACHHOCTH":
1. pa3zpaboTBa cueToBogHaTa nmonutuka Ha H30K;
2. METOJMYECKH OpraHu3upa, PHKOBOIM U KOHTPOJIMpPA TEKYHUIOTO CUETOBOJHO OTYHTAHE Ha
U3BBPIICHUTE CTOMAaHCKU onepanuu B cucremMata Ha H3OK cbobpa3zHo 3akoHMTE W JIpyru
HOPMATHBHU JOKYMEHTH B 00JacTTa Ha (PMHAHCOBO-MKOHOMUYECKATA JCHHOCT;
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3. W3roTBs KOHcoJuaupaH romaumnieH ¢guHaHcoB otyeT Ha H30K u KOHCOMMAMpaHW MECEYHU U
TPUMECEUHU OTYETH 32 KaCOBO M3MbJIHEHHE Ha Orokera Ha H30K;

4. pa3paboTBa TIaH 3a BBTPEIIHHUS CUETOBOJACH HoKymMeHTooOopoT Ha H3OK u mHmuBHmyasieH
cmerkomiad Ha H3OK cboOpazHo yrBepaeHus CMETKOIIAaH 3a OIO/PKETHH OpTraHHM3allii OT
MUHUCTbpA Ha PUHAHCHUTE;

5. pa3paboTBa METOAMYECKU YKA3aHUSI U MHCTPYKIIUU 110 OTHOIICHHE Ha TOAUIIHUS (UHAHCOB OTYET,
OTYETHTE 32 KaCOBO M3IMIbIHEHUE Ha Oroketa Ha P3OK u mpu npomsiHa Ha HOpMaTUBHATA ypenda B
CTpaHarTa;

6. opranusupa 1 pbKOBOJM MPOBEKIaHEeTO Ha nHBeHTapu3anuute B H30K;

7. BOJM OTYETHOCT Ha IBATOTpaiiHu U kpaTkoTpaitnu aktuer Ha H30K n 6ankoBu cmetkn Ha H30K
3a MPUXOJU U Pa3X0AH HA TApUYHU CPEJICTBA;

8. xouTpommpa Oankopute mnamanus Ha H30OK B Cucremara 3a eJIEKTPOHHU OFOIKETHU
pasmiamanus (CEBPA);

9. M3rOTBS CTAaHOBHIIA 10 BBIIPOCH, CBBbpP3aHu ¢ (huHaHcoBaTa Aeiinoct Ha H30K;

10. cpxpaHsiBa c4ETOBOAHATA JOKYMEHTAIUSl CbOOPa3HO HOPMATUBHUTE U3UCKBAHUS;

11. cpriiacyBa BCUYKH 3aMI0BEIN, PEUICHUS H IPYTH aKTOBE, CBbP3aHU ¢ (PUHAHCOBH aHTAKUMEHTH;
12. momgmomara naeWHocTTa Ha Jupekuuurte, otaenute U cekrtopute B LY nHa H3OK no
KOMITIETEHTHOCT.

Y. 29. qupeknusa "[IpaBHa':
1. ocurypsiBa 3aKOHOCHOOPa3HOTO OChIIeCTBsIBaHE HA AeiHocTTa Ha LY Ha H30K;
2. 1aBa CTaHOBMIIA IO MIPaBHU BBIIPOCH, CBHp3aHM ¢ AeitHocTTa Ha H30K;
3. OChLIECTBSIBA IPOLECYATTHO MPEACTABUTEIICTBO MPEJ ChACOHHU, apOUTPaXKHU U aIMUHUCTPATUBHU
Oprasu;
4. ydqacTBa B U3TOTBSIHETO HA IMPOCKTU HA BHTPEIIHU aIMUHUCTPATUBHU aKTOBE (BHTPEILIHU ITpaBuUIIa,
WHCTPYKIWH, 3aTI0OBEIU U JIp.);
5. M3rOTBS W JaBa CTAaHOBHUIIA MO MPOEKTHU HA BBHTPEIIHM aJIMUHUCTPATUBHU AaKTOBE, CBHP3aHHU C
nertnoctta Ha H30K, 1 ru chriacyBa;
6. U3rOTBSI OTTOBOPH M CTAHOBUIIIA 110 TOCTHIIMIIN BBIIPOCH, JKaJIOU U MPEATIOKEHUS Ha TPaXKIaHU U
OpraHM3alf¥, aJAMUHUCTPATHBHU M JPYTd OPTaHH, OCHIICCTBIBAIIM MyOTUYHONPABHH (DYHKIIWH,
cBbp3anu ¢ aerHocTTa Ha H30K;
7. M3roTBsi/yd4acTBa B W3TOTBSHETO HAa TMPENJIOKEHHS W CTAHOBHINA 32 MPOMEHHU B HOPMATHUBHU
aKToBe, cBbp3aHH ¢ JerHocTTa Ha H30K U 3a1bKUTENTHOTO 3[paBHO OCUTYPSIBAHE;
8. yuacTBa B KOMHCHH U paOOTHH IPYIU C MOCTOSIHEH U BPEMEHEH XapaKTep, CBbP3aHU ¢ AEHMHOCTTa
Ha H3OK;
9. ananu3upa u 0000111aBa CbCTOSIHUETO Ha 3aBenieHute oT u cpenty H30K nena, kakTo u chaebnara
IIPaKTHKa, CBbp3aHa ¢ aerHocTTa Ha H30K;
10. oka3Ba Meroguuecka nomonl Ha ropuckoHcynture Ha P30OK mpu ocwliecTBsiBaHe Ha
npodecoHATHUTE UM 3aIbIKEHUS;
11. yyactBa B pa3paboTBaHETO M cChIVIaCyBa IO 3aKOHOCHOOPA3HOCT IMPOEKTH Ha JABYCTPaHHU
CHOToJI0M 3a 3APaBHO/COLIMATTHO OCUTYpSBaHe, BKIIOYBAIIM B 00XBaTa CH BBIIPOCUTE Ha 3/IPaBHOTO
OCHUTYpsIBaHE C IPYTH IbPKABH;
12. cprimacyBa TpyZOBHU JIOTOBOPH, AOIBIHUTEIHH CHOpPAa3yMEHMs M 3alOBEIM 3a Bb3HUKBAHE,
U3MEHEHHE M TPEKpaTsABaHE Ha TPYIOBU U CIYKEOHM MPABOOTHOLIEHMS, KaKTO M 3alOBEAU 3a
HajlaraHe Ha JUMCUUIUTMHApHU Haka3aHus o Koaekca Ha Tpyaa v 3aKOHa 3a Ibp>KaBHUS CIY>KUTE;
13. m3nbaHsABa M APYTH 3a4aud, Bb3JI0KeHHU OT ynpasurens Ha H30K BbB Bpb3ka ¢ 1eHHOCTTA Ha
JTUPEKLHUATA.

Y. 30. Jupexnus "Bpb3ku ¢ 0011eCTBEHOCTTA U TPOTOKOM':
1. moamomMara ympaBuUTelNs NpU IpOBeXAaHe Ha MeauiiHata noiautuka Ha H3OK, xato usrorss
KOMYHHKAIIMOHHA CTpaTerus, choOpa3eHa ¢ nmpruopurerure B AeiiHoctTa Ha H30K;
2. IUIaHupa, KOOPJUHHUPA U PBKOBOJIM BCUYKH JIEHHOCTH 110 BPB3KUTE C OOIIECTBEHOCTTA;
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3. opraHu3upa MOATOTOBKATa M MPOBEXKJaHETO Ha WH(OPMALMOHHM KaMIIAaHUU U €KEIHEBHHU
MEPOTPHUATHS 10 TPHOPUTETUTE HA HHCTUTYIHSTA, KATO OCUTYPsIBA IPO3PAYHOCT HA IeHHOCTTA i U
00EKTUBHOCT ¥ CBOCBPEMEHHOCT MpU WHPOpMHUpaHE Ha OOIIECTBEHOCTTA;

4. ocwliecTBsiBa 0OpaTHaTa BPB3Ka C TPAXKIAAHUTE OTHOCHO YIOBIETBOPEHOCTTA UM OT IMOJTy4eHATA
MEAMIIMHCKA U JICHTaJHA MOMOII, KaKTO M OT JIeKapcTBaTa 3a JOMAIIHO JeUEHHUE, HAITBIHO WU
yactuuHo miareau ot H30K;

5. moIbpKa KOMYHUKALIUY C TAIIMEHTCKU OpraHu3aluy;

6. MOJIbpKA aKTyaU3UpPAHETO W NMyONMKyBaHETO Ha WHQpoOpMaIus Ha oduIMaTHATa WHTCPHET
crpanuia Ha H30K;

7. mogabpka u obcmyxBa pyopuka "OH aiiH KOHCynTanuu" Ha OpUIIMAIHATA UHTEPHET CTPaHUIIA
na H30K;

8. mH(opMupa 37PaBHOOCUTYPEHUTE TPAXKIAHU 3a MpaBaTa UM Ha BCUYKM HHMBA HA CHCTEMaTa Ha
3/IpaBeoIla3BaHeTo, KaKTO U 3a IpaBaTa UM B CTPAHUTE — WieHKU Ha EBpomnelickust cbio3;

9. U3BBPIIBA KOHCYJITUPAHE HA YYKIIM OCUTYPEHH JIUIIA, KEJIACIIH J1a TOI3BaT KOHKPETHO 3]JpaBHO
oOcmyxBaHe B JieueOHU 3aBeieHus B bearapus, o pena Ha upextusa 2011/24/EC;

10. mpenocraBs nHMOpMaLKs ChIIACHO 3aKOHA 32 JOCTHI 10 obmecTBeHa nHpopmarwus (3A0N);
11. ochuiecTBsiBa MPOTOKOJHO-TIpeacTaBuTeHaTa aeiHoct B 1Y na H30K;

12. cbeTaBs U KOOpAMHUPA Mporpamara Ha pbkoBoacTBoTo Ha H30OK mpu mocemieHust y Hac U B
qyKOUHa;

13. oka3zBa meroponornyna nomoi Ha P3OK o Bbpocu, cBbp3anu ¢ AeHOCTTa M (yHKIIMOHATHATA
KOMITETEHTHOCT Ha TUPEKIHUATA.

Pa3zgen VIII
Cnenuaansupana agmunuctpanus B I1Y na H30K

Yn. 31. (1) Choenumanusupanara aJMHUHUCTpAIMS TOJIIOMara OCBIIECTBABAHETO Ha
IpaBoMolIMsATa Ha opranute Ha ynpasieHue Ha H30K, cBpp3anu ¢ TAXHaTa KOMIIETEHTHOCT.
(2) Cnenuanu3upanaTa aJMUHUCTPALUs BKIIIOYBA!
1. (u3m. — 1B, 6p. 78 ot 2019 r., B cuna ot 4.10.2019 r., 6p. 60 ot 2021 1., B cuna ot 20.07.2021 1.)
nupeknus "KoHTpos1 BEpXY AEHHOCTTA M0 33 IBKUTEIIHOTO 3JpaBHO OCUTYpsiBaHE';
2. qupexuus "MeTononorus Ha MEIULMHCKUATE IEWHOCTH U Ha ICHTAJIHUTE AEUHOCTH;
3. (u3m. — 1B, 6p. 61 ot 2019 1., B cuna ot 2.08.2019 r., 6p. 60 ot 2021 r., B cuna ot 20.07.2021 r.,
op. 40 ot 2024 r., B cunia ot 7.05.2024 r.) nupekuus "JlekapcTBEHH MPOAYKTH U JUETUYHU XpaHU";
3a. (noBa — /IB, Op. 40 ot 2024 r., B cuna ot 7.05.2024 r.) nupexkuus "MeaunuHCKU U3IEIUS U
IIOMOLIHH CpeAcTBa';
4. (u3m. — 1B, 6p. 86 012021 1., B cuna ot 15.10.2021 r.) nupexuus "Jleuenue B bearapus u uyx0OnHa
Y TPAaHCTPAHUYHO 3/IpaBHO 00CTyXkBaHe'";
4a. (noBa — /1B, Op. 86 ot 2021 r., B cuna ot 15.10.2021 r.) nupekuus "MexayHapoaHa AeHHOCT U
KOOp/AMHAIMS HAa CHCTEMHTE 3a COL[MalIHa CUTYpHOCT";
5. nupexkuus "broker u (puHaHCOBH MapameTpu';
6. nupexius "MHQOpMaIIMOHHN TEXHOJIOTUU U CUCTEMH 3a 3/IpaBHOOCUTYPUTEIIHH TUIAIAaHUs";
7. (otm. — IB, 6p. 78 ot 2019 1., B cuna ot 4.10.2019 1.).

Y. 32. (U3m. — IB, 6p. 61 o1 2019 1., B cuia ot 2.08.2019 r., u3m. u gor., 6p. 78 ot 2019
r., B cuna ot 4.10.2019 r., u3m., 6p. 60 ot 2021 r., B cuna ot 20.07.2021 1., 6p. 86 o1 2021 1., B crna
or 15.10.2021 r.) Hupexkuus "KoHTpona BbpXy [JIeHHOCTTa MO 3aJBbJDKUTETHOTO 3JIPABHO
ocurypsiBase":
1. ochIiiecTBSIBa KOHTPOJI O 3MbIHEHNE Ha qoroBopuTe ¢ H30K 3a okazBaHe Ha MeIUIIMHCKA U/WITH
JIEHTAJIHA TTOMOII] Ha OCHOBaHME 3anoBe Ha ynpaBurtesss Ha H30K win Ha onpaBOMOIIIEHO OT HETO
JUTB>KHOCTHO JIMLIE Yp€e3 MPOBEPKHU HA TEPUTOPHUSITA HA LisJIaTa CTPaHa, B TOBA YUCIIO:
a) amanusaTa oT H30K Ha u3mbaHUTEINTE HA MEIUIIMHCKA /WU JACHTAJIHA TIOMOIIl U CBbp3aHaTa
C TOBa JIOKYMEHTAlLIUS;
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0) OTYETHHTE [OKYMEHTH Ha W3MBJIHUTEIUTE HA MEIUIMHCKA W/MIU JIeHTaJlHa [IOMOII,
pernamentupanu B HP/I;

B) 3aKOHOCHOOpa3HOCTTa Ha (PMHAHCOBATa JEHHOCT HA M3MBIHUTEIUTE HA MEIULIMHCKA U JIEHTAIHA
nomo 1o gorosopure uM ¢ H30K;

') U3BBPLIBAT IPOBEPKHU IO Kaji0u Ha OCUTYpEHU JiMla U paboTojaTeNd, CBbP3aHu ¢ (PUHAHCOBU
HapyLIEHHs, JONYCHATH OT U3IMBIIHUTEINTE HA MEIUIIMHCKA /WK IEHTATHA TOMOIIl TI0 IOTOBOPHTE
nMm ¢ H30K;

1) IUIaljaHusTa OT 3aABb/DKUTEIHO 3ApPAaBHOOCUIYpEHM JMna, u3BbH leHara Ha KII, Ha
U3MBIHUTENUTE, TEXHUS pa3Mep U OCHOBAaHME, B CIydyauTe, KOraTo € OKazaHa MEAMIIMHCKA H/WIn
JeHTanHa nomoit 1o gorosop ¢ H30K;

€) JOrOBOPUTE Ha M3IBIHUTEINTE HA MEIWLMHCKA W/WIM JEHTallHA MOMOII, CKIIOYEHU C JIPYru
neyeOHN 3aBECHMs 3a M3IBJIHEHHE Ha 4acT OT JaeiHocTTa mo gorosopa ¢ H30K B ciyuaure,
npensuaeHu B HPJI;

) CbOTBETCTBUETO Ha JIEHHOCTTA HA U3I'BJIHUTEINTE C KPUTEPUUTE 3@ JOCTBIIHOCT M KauecCTBO Ha
MeIULMHCKaTa oMo, persiamenTupanu B HPJI B cboTBeTCTBHE C Uil 59B;

3) mpoBepsiBaT BUAa U oOeMa Ha OKa3aHaTa MEAMLMHCKA W/WIM JCHTAJIHA MOMOII MO JOTOBOp C
H30K;

M) TIPOBEPSIBAT BU/IA U KOJMYECTBATA HA 3aKYNEHHUTE OT M3IIBIHUTEINTE HA OOJIHUYHA MEAUIIMHCKA
MOMOI U BJIOXEHH MpH U3MbIHeHHE Ha goroBopa ¢ H30K meaunmHcku u3nenuisi, mpujiaraHd B
yclloBUsATa Ha OOJIHWYHATAa MEAMIIMHCKA oMo, 3amtamady o H30K HanmbiaHO WM YaCTUYHO;

i) O MPeNNUuCBaHEeTO U OTITYCKaHETO Ha JIEKapCTBEHU MPOJIYKTH, IPUJIaraHu B OOJTHUYHATA TTOMOIIL
n 3amwtamand oT H30K u3BbH 1eHaTa Ha KIMHUYHUTE MBTEKH W aMOyJIaTOpHUTE MPOLEAypH
CBIJIACHO JIelicTBaIaTa HOPMAaTHBHA ypea0da u yTBbpAeHUTEe (hapMaKo-TeparneBTHUYHU PhKOBOJCTBA;
K) ChOTBETCTBHETO MEXIY OKa3zaHaTa MEIWIMHCKA W/WIM JACHTAIHA TIOMOII U 3aIUIATCHUTE 32 Hes
cymu ot H30K;

J) U3JaBaHETO OT W3MBIHUTENUTE HAa MEIUIIMHCKA W/WIM JCHTaJTHA TOMOI Ha MAIlMeHTUTE Ha
(UHAHCOBM JOKYMEHTH 3a BCHYKM 3aIUIaTCHHM OT MAIleHTa CyMH BHB BpB3Ka C OKa3aHaTa UM
MEIUIIMHCKA TTOMOIIL;

M) U3BBPILBAT IPOBEPKHU 32 CHOTBETCTBUETO HA CTPYKTypaTa U IEHHOCTTA Ha JIEUEOHUTE 3aBE/ICHUS
— W3MBJIHUTENU Ha MEIUIIMHCKA MOMOII, U Ha OpraHu3alusiTa Ha MEIUIMHCKATa MOMOI] B TSX C
M3MCKBaHUATAa Ha 3aKOHA 3a 3[paBeTO, 3aKOHAa 3a JIeYeOHUTE 3aBEACHMS W Ha IOA3aKOHOBHTE
HOPMAaTHBHHU aKTOBE MO MPUJIAraHEeTO UM 10 TIOBOJI U3BBPIIEHA OT CbOTBETHUTE JICUEOHU 3aBECHUS
KOHKpeTHa JieiiHocT 1o gorosop ¢ H30K;

H) U3BBPIIBAT MPOBEPKH 32 CIIa3BaHE Ha U3UCKBAHUSATA MTPH MPEANICBAHE HA JICKAPCTBEHU MTPOTYKTH,
MEIUIMHCKU U3JENNs, JUETUYHU XPaHU 3a CHEelHaJHU MEIUIMHCKH IIeJIM, TOMOIIHU CPE/CTBa,
NPUCIIOCOOJIEHNS U CHOPBKEHHs 3a XopaTa C YBPEXAaHUs, BUCOKOCHELMAIM3UpPAHH Ypeau Hu
amapaTd 3a MHAUBUAyanHa ynoTpeOa, 3amamanu oT H3OK, BKIOYMTENTHO M Ha yTBBPACHUTE
(hapmako-TepaneBTUYHU PHKOBOJICTBA;

2. U3BBpIIBA KOHTPOJ IO MPEANHCBAHE M OTIIyCKaHE Ha JIEKAPCTBEHU MPOAYKTH 3a JIOMAIIHO
JIeYeHUE, MEIUIIMHCKU U3/I€NUs U JUETUYHH XPaHH 3a CIICUaTHU MEAUIUHCKH LIEIH;

3. y4acTBa npu ochllecTBABaHe Ha npeaBuaeHus B 330 KOHTPOJ MO U3I'BJIIHEHUE HA JOTOBOPUTE C
MPUTEXKATEINTE HA Pa3pellIeHNs 3a ThProBUs Ha JPEOHO ¢ JIEKapCTBEHU MPOAYKTH;

4. Ha ocHOoBaHue 3amnoBe] Ha ynpaButens Ha H30K uiau onmpaBoMOIIIEHO OT HEroO THKHOCTHO JIMIIE
M3BBPILIBA BCUUKU BUJIOBE KOHTPOJI C y4acTUeTo Ha ciyxutenu Ha P3OK;

5. M3roTBSl HUHCTPYKUHUS 110 4il. 72, ait. 10 ot 330 3a ycnoBusTa U pe/ia 3a OCHIIECTBIBAHE HA KOHTPOJT
mown. 72,an. 2,3,4,5,6,7,8u9 or 330;

6. M3roTBsI METOJMYHU YKA3aHUs I10 MPUJIAraHeTo Ha MHCTpykuuaATa no wi. 72, ain. 10 or 330 3a
OCBILECTBSIBAHETO HA KOHTPOJI no wi. 72, an. 2, 3,4,5,6,7,8 u 9 or 330;

7. A3roTBsI MHCTPYKIMS 1o 4. 72, ait. 10 ot 330 3a ochliecTBsIBaHE Ha KOHTPOJ MO Wwi. 72, ai. 9 ot
330 10 U3MBIHEHUETO HA JOTOBOPUTE 3a OTIIYCKAaHE Ha JIEKAPCTBEHU MPOIYKTH 110 4. 262, an. 6, T.
1 ot 3JIIIXM, MeAWIIMHCKA W3IETUsS W IUETUYHU XPaHU 3a CHCIUATHH MEIUIIMHCKHU IIeJH 32
JIOMAIIIHO JIEYeHHE, 3aIlIalllaHy HalrbJIHO uin yactuyHo oT H30K;
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8. ydacTtBa B mpouenyparta no ui. 45, an. 17 or 330 3a ceriacyBane mexay H30K u bOC na
YCJIOBHSTA U Pela 3a CKIIOYBAaHE HA WHIMBUJIYAJIHH JIOTOBOPH 3a 3aIllalllaHe Ha JIEKapCTBEHU
MPOJIYKTH, MEAUIIMHCKN U3AETUS U TUETUYHU XPaHU 3a CHEIMATHU MEIULMHCKY LN,

9. yyactBa B moaroroBkara Ha HPJl 3a MeauuuMHCKWTE/JIEHTATHUTE ACWHOCTH, pEIICHUSATA Ha
Hanzopuus cwsBer Ha H30K, ycnoBusita v pefa 3a CKJIIOUBaHE HA JOTOBOPHU C MPUTEKATEIUTE HA
pa3pelleHue 3a ThProBUs € JIEKApCTBEHU IPOAYKTH B alITEKU U JIp.;

10. cBOEeBpEeMEHHO MPUKIIIOUBA KOHTPOJIHOTO IPOU3BOACTBO, KATO U3TOTBS IPOEKTH HAa ChOTBETHUTE
aKTOBE U BCUUKH CBBP3aHU C TSAX JIOKYMEHTH;

11. U3roTBsi TPUMECEUHU OTUETH, MOHUTOPUHT, MPEAJIOKEHUS U aHAIM3M Ha KOHTPOJIHATA IeHHOCT,
KAaKTO U CTPAaTEruy 3a akTyaJlu3MpaHe Ha MEXaHU3MUTE 3a KOHTPOJI 3a BCSAKA KaJleHAapHa I'OIMHA;
12. pa3paboTBa CTAaHOBHILA U IIPOEKTU Ha OTTOBOPU C IIeJ1 yeIHAKBSIBAHE MPAKTUKATa 110 Mpujlaraie
Ha HOpMaTHBHaTa 0a3a W JaBa CTAaHOBMILA [0 BBIPOCH, BKIIOUUTEIIHO IPaBHU, CBBP3aHU C
neiHocTTa U (PyHKIMOHAIHATA KOMIIETEHTHOCT Ha IUPEKIUATA;

13. opranusupa u koopauHupa koutpoiHara aeitHoct Ha H30K ¢ npyru unctutyuuu;

14. ¥3rOTBS CTAaHOBMIIIA T10 YKaJI0M cpelry akToBe Ha nupekropute Ha P3OK/ynpasutens na H30K,
W3/1aJIcHH BBbB BpPb3KA C OCHIIECTBSIBaHE Ha KOHTpos mno pena Ha 330, HPI 3a
MEAUIIMHCKUTE/IEHTATHUTE AEMHOCTH U JJOTOBOPHUTE C IPUTEKATEIUTE HA pa3pelleHUe 3a ThPTOBUs
Ha JIpeOHO C JIEKapCTBEHH MPOIYKTH;

15. ochliecTBsiBa MPOLIECYaIHO MPEICTABUTEICTBO MpeA ChACOHH U aAMHUHHCTPATUBHU OpraHH,
CBBP3aHHU C JEHHOCTTA HA JUPEKIUATA.

Yn. 33. Hupexkuusa "Meromonorus Ha MEAMIMHCKUATE JEWHOCTH W Ha JEHTaJIHUTE
nenHoCTH":
1. opranusupa 1 KOOpAUHUPA IEUHOCTTA IO OCHIIECTBSABAHE HA IOTOBAPSHETO U METOAOJIOTUATA Ha
JNEHHOCTUTE, U3BBPIIBAHU OT U3IBJIHUTENN HA MEAUIIMHCKA U JIEHTATHA TTOMOIII;
2. pa3pabota npoekT Ha HPJ] 3a MeauunHCKUTE AEMHOCTH/aHEKC KbM HEro, ChOTBETHO PEIIEHUE 110
. 54, ain. 9 ot 330, KaKTO U BCUYKU IPUIIOKEHUS KbM TSAX, CBBP3aHU ChC: YCIOBUATA, HA KOUTO
TpsiOBa J1a OTrOBapAT M3IIBIHUTEINTE HAa MEAUIIMHCKA TOMOI, KaKTO M pela 3a CKIIOYBaHE Ha
JIOTOBOPH C TAX; OTACIHUTE BHJOBE MEIMIIMHCKA IOMOIL; YCIOBHATa M pela 3a OKa3BaHE Ha
MIOMOIIITA; KPUTEPHUH 32 KAYECTBO U JJOCTHITHOCT HAa TOMOIITA, BKIIFOYUTEIIHO KOHKPETHH HHAUKATOPH
3a OIICHKa Ha Ka4eCTBOTO Ha JICYCHUETO Ha MalMEHTUTE; TOKYMEHTAIUATA U IOKYMEHTO000pOTa;
3. pa3zpabotrBa npoekt Ha HPJ] 3a neHTannute neifHOCTH/aHEKC KbM HETO, ChOTBETHO pEIICHUE 10
ui1. 54, an. 9 ot 330, KaKTO ¥ BCHYKU MPHIIOKEHUS KbM TAX, CBBP3aHH C YCIOBUSTA, HA KOUTO TpsAOBa
Jla OTTOBAPST U3ITBIHUTEINTE HA JIEHTATHA TIOMOIII, KAaKTO M pe/ia 3a CKJIF0YBaHE Ha JIOTOBOPH C THX;
OTJIEJTHUTE BUJOBE JCHTAJIHA MOMOIL; YCIOBHUATA M PEla 3a OKa3BaHE Ha MOMOUITA; KPUTEPUHU 3a
KaueCTBO M JOCTBITHOCT Ha IIOMOINTA, BKJIIOYUTEIIHO KOHKPETHU HWHIMKATOPU 3a OIlEHKa Ha
KaueCTBOTO Ha JICYCHUETO Ha MAI[UEHTUTE; JTOKYMEHTAIUATa U TOKYMEHTO000pOTa;
4. moamomara M y4dacTBa B Ipolieca Mo U3roTesHe u npuemane Ha HPJ 3a meauimuckuTe 1eiHOCTH,
HP/I 3a nenranHuTe AEMTHOCTH, aHEKCH KbM TAX, CbOTBETHO pelleHusd 1no wi. 54, an. 9 or 330;
5. xoopauHupaHo ¢ octaHanute 3BeHa B H30K ananu3upa edexra oT HaCTHIUIMTE MPOMEHU B
rpolieca Ha JOTOBAPSIHE U OLIEHSBA Bb3ECHCTBUETO UM;
6. yuacTBa B M3TOTBSIHE Ha akToBe 1o mpwiarane Ha HPJ] 3a MeaunuHcKkuTe/ ICHTAIHUTE TEMHOCTH
W/WiM penieHusTa mo wi. 54, an. 9 or 330;
7. moarotBs mpoektu 3a m3MmeHeHus B HPJ[ 3a memuumnckurte nevHoctu/HPJl 3a nentamnute
JNEHHOCTH, CbOTBETHO peleHusTa no 4i. 54, an. 9 or 330, npu HACTHIUINTE 3aKOHOBU OCHOBAHUS
3a TOBA;
8. yuacTBa B ChBMECTHaTa paboTa ¢ BHHIIIHHU €KCIIEPTH, IPECEAaTEINTE Ha HAYYHUTE IPYKECTBA B
bearapus, npencrasutenu Ha BJIC, B3C, npeacraBurenu Ha M3 ¥ Ipyru HHCTUTYLIUU 3a€QHO WIH
MOOT/AEIHO TpU pa3paboTBaHe Ha pelia U yCIOBUATA 3a JOTOBApSHE U OCHIECTBSIBAaHE HA JCHHOCTH
OT U3I'BJIHUTENIM Ha MEUITMHCKA TIOMOII], P HEOOXOAMMOCT OT €KCIIEPTHU CTAHOBHUIIA H JIP.;
9. ocsblecTBsiBA ChBMECTHA METOAOJOTHYHA JEWHOCT M pa3pabOTBaHE HA HOPMATUBHHU U
MOJIHOPMATUBHU aKToBe ¢ Apyru uHctutyuuu (M3, P31, HOU, UAJI, HAII u np.) BB Bpb3Ka ¢
JIEHOCTTa Ha JIOTOBOPHUTE MApTHHROPU B CHOTBETCTBHME C IMpaBWiaTa 3a J0OpaTa MeIUIIMHCKA
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MPAKTUKa, OCUTYypsSBaHe Ha pAaBHONOCTAaBEH M CBOEBPEMEHEH JOCThII Ha HACEJIECHUETO 10
MEIUIIMHCKA TTOMOII C HEOOXOUMOTO KaueCTBO;

10. yuacTBa npu pa3zpabOoTBaHETO Ha HOPMATHBHHM aKTOBE W MPOTPAMU, CBBP3aHU ChC 3PAaBHOTO
OCHUT'ypsiBaHE, Kacaellld MEUIIMHCKA U JICHTAJIHA TTOMOIIL;

11. pa3zpaboTBa yka3aHus U HHCTPYKIMU 3a npuiaranero Ha HPJl 3a mequnmunckute nerinoctu/HP /I
3a JEHTAJIHUTE IelHOCTH WiK perieHus Ha Hanzopaus ceBetr Ha H30K;

12. CbBMECTHO C JpYrH CTPYKTYpPHHM 3B€Ha pa3paboTBa CTAHOBUIA, MHEHHUSA, AOKIAIAH IO
M3MIbJIHEHUETO Ha AeitHoctute 1o 330, 3J13, 33 u np.;

13. yyactBa B CbBMECTHH PaOOTHH TPYNH, KOMHUCHH C JIPYrd MHCTUTYLHUU B pa3pabOTBaHETO Ha
MHCTPYKIMU, HOPMATUBHU aKTOBE, CIOPAa3yMEHHUS U JIp., Kacaellu JSHHOCTUTE 10 3/IpaBeona3BaHe,
3JIpaBHO OCUT'YpsIBaHE U APYTU IpoOiieMu;

14. naBa meronuvecku ykazaHus u npenoctaBs nHpopmanus Ha P3OK oTHOcHO mpuimaranero Ha
HPJ1 3a meguuunckure nerinoctu, HPJI 3a neHTanHuTe 1€MTHOCTH, aHEKCUTE KBbM TAX, PEIICHUSTA 110
. 54, an. 9 ot 330 c 1el Mocie10BaTeTHOTO UM U HEITPOTUBOPEUMBO MPUJIaraHe;

15. u3roTBst craHoBuina nmo nocthiuiu 3anutBaHus or P30OK mo mnpunoxenuero na HPJl 3a
MeauuuHckute aeinoctu, HPJI 3a nenTtannute nefHOCTH, aHEKCUTE KbM TAX, PELICHUATA 10 Wi. 54,
ain. 9 ot 330, KaKTO U MO MOCTHITUIN KAJIOU, MOJIOU, CUTHAIH U TIPEIOKEHHS OT KOMIIETEHTHOCTTA
Ha JUPEKIHUATA;

16. oxazBa metogonoruuna nomoin Ha P3OK no Bbnpocu, cBbp3anu ¢ 1edHOCTTa U PYHKIIMOHAIHATA
KOMITIETEHTHOCT Ha JUPEKIUATA;

17. (moBa — JIB, 6p. 60 ot 2021 r., B cruta ot 20.07.2021 r.) aHamm3upa CTaTUCTUYECKH JTAHHU 32
WKOHOMHUYECKOTO, COLMATHOTO H JeMOrpa)CKOTO CBCTOSIHUE B CTpaHaTa W IPOTHO3Upa
OTpPaXKEHUETO UM BbPXY 3APaBHOOCUTYPHUTEIIHATA CHCTEMA;

18. (moBa — /IB, Op. 60 ot 2021 r., B cmma ot 20.07.2021 r.) pa3paboTBa MPUHIIUIN U ITOKA3ATEIH 32
aHaJIM3 U OIICHKA Ha 3JIpaBHOOCUTYpUTEIHATA CUCTEMA.

Yiu. 34. (U3m. — JIB, 6p. 61 ot 2019 r., B cuna ot 2.08.2019 r., mom., 6p. 60 ot 2021 1., B
cwra ot 20.07.2021 r., u3m., 6p. 86 ot 2021 r., B cuia ot 15.10.2021 r., gom., 6p. 56 ot 2022 1., B
cuna ot 19.07.2022 r., uzm., 6p. 40 ot 2024 1., B cuna ot 7.05.2024 r.) Jupeknus "JIekapcTBeHH
MPOJIYKTH U JUETUYHU XpaHH':
1. yuactBa B noaroroBkara mno u3rorssiieto Ha HPJI, anekcure no ui. 53, an. 3 ot 330 u peuienusra
1o 4. 54, ain. 9 u 10 or 330 B yacTTa 3a JIEKAPCTBEHU MPOAYKTHU U TUETUYHU XPaHU 3a CHEIHATHU
MEIULUHCKH 1enH, 3amnamanu oT H30K, u npuiioxeHusita KbM TAX;
2. ChCTaBA W aKTyaJM3Upa CHUCHIM Ha JIEKAPCTBEHUTE NPOIYKTH, BKItOUeHU B [lo3uTuBHUSA
JIEKApCTBEH CHUCHK MO Wi. 262, an. 6, T. 1 u 2 ot 3JIIIXM, 3annamany Ha'bJIHO WJIA YaCTUYHO OT
H3O0K, 1 Ha queTnyHu XpaHu 3a CTIeIHATIHA METUITMHCKH 11€7TH, KaKTO U Ha JICKApCTBEHU MPOYKTH,
MpeAHa3HAYEHU 3a JICUEHHE Ha BETE€paHW, BOCHHOWHBAJIHUJM U BOEHHOIIOCTPANald Ha OCHOBAaHUE
3akoHa 3a BETepaHUTE OT BOMHUTE M 3aKOHA 32 BOCHHOMHBAIMIUTE U BOCHHOIOCTPAIATHTE;
3. U3roTBs MPOEKT Ha MeXaHu3bM 1o 4. 45, an. 31 or 330 3a chbOoTBETHATa IOJIMHA U MIpEANpPUEMA
CBhOTBETHHU JIEUCTBUS MO Mpuiiaraneto Ha npuetus ot Haxzopaus cbBer Ha H30K MexanuzbM;
4. pazpaboTBa W MpWiiara KPUTEPUH, MHAUKATOPU M MEXAaHU3MHU 3a OIpelesiHe Ha pa3XojHaTa
e(eKTUBHOCT Ha JIEKapCTBEH MPOIYKT/TEpanieBTUUEH KYpC;
5. opraHu3upa U3roTBSIHETO HAa U3UCKBAHUS MPU U3JaBaHE Ha IPOTOKOJIU 32 MPOBEXKIAHE Ha JICUEHNE
M0 KOHKPETHH 3a00JIsIBaHUS M TPYIU JIEKAPCTBEHHU MPOAYKTU TPHU YCIOBUATA M IO pela Ha TO3U
MpaBWJIHUK ¥ HarroHanHHUs paMKOB OTOBOp/aHEKCUTE KbM HETo W/Wiu peleHusTa Ha HagzopHus
ceBeT Ha H30K;
6. TOpoBeXJa 3aABIDKUTEIHO LEHTPATU3UPAHO JOTOBApsSHE HAa OTCTBHIKU 3a JEKApCTBEHUTE
npoayktu, nocodenu B 330 u B HapenOara no ui. 45, an. 9 ot 330;
7. M3roTBS MPOEKTH Ha JJOTOBOPH 3a MPEIOCTaBsHE HAa OTCTHIIKY W/HIIU 32 MPUJIaraHe Ha MEXaHU3bM,
rapaHTUpall NpeABUAUMOCT U ycToitunBocT Ha Oroxera Ha H30OK o ui. 45, an. 22 u 33 ot 330 3a
CHhOTBETHATA FOJIMHA C TIPUTEKATEITUTE HA pa3pelICHUTa 3a YIoTpeda WK TEXHUTE YITBIHOMOIIEHU
MPEACTaBUTENH HA JIEKAPCTBEHUTE MPOAYKTH, 3aIUTAllaHd HAIMBIHO WK yacTuaHO oT H30K;
8. u3roTBst MotuBupaHu npennoxkenuss A0 Hamzopuus ceBer Ha H3OK 3a BkiItOuBaHe Ha HOBU
3a00JIsIBaHKs B CIIMCHKA 110 4. 45, air. 4 ot 330;
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9. u3BbpiIBa ekcnepTus3n mo 4wi. 78, T. 2 oT 330 3a CKBIOCTPYBAIIU JIEKAPCTBEHU MPOIYKTU B
ciydaute, npeasuaeHu B HP/I, npu ycnoBusTa 1 1o peaa, npeIBUAECHU B TO3U IPABUIIHUK;

10. m3rotBst cranoBuma no0 ynpasutens Ha H30K mo mpotokoiu 3a OTIyCcKaHE Ha JICKAPCTBEHU
poayKTH, n3nanaenu ot komucuu B P3OK, B npensunenure ot HP/l u To3u npaBuiiHUK ciyyau;

11. ygacTBa B M3roTBSIHETO Ha akTa 1o wi. 45, an. 17 ot 330;

12. u3BBpIIBA CHOTBETHHU IPOMEHH B €NIEKTPOHHUTE (DOPMATH 32 U3IIBIHUTEIINTE HA U3BbHOOIHNYHA
MEAMIIMHCKA TOMOIL, TMPUTEKATEIUTe Ha pa3pelleHHs] 3a THProBus Ha IpeOHO C JIeKapCTBEHU
NPOAYKTH, JedeOHM 3aBedeHHs 3a OOJNHMYHA MEIHMIMHCKA TIOMOII NpU aKTyalu3alnus Ha
CbOTBETHUTE CIUCHIIN;

13. ywyactBa B MNOAABP)KAHE M aKTyaJU3WpaHE HA CHOTBETHU PErUCTPU OT HUHTErpUpaHaTa
nHpopmanuonna cucrema Ha H3OK, oTHOCMMHM KBbM NEHHOCTTAa Ha IUPEKIHATA, KAKTO U TIPH
HE00XOAMMOCT OT pa3BUBaHE HA ChOTBETHUTE MH(POPMALIMOHHU CUCTEMH 3a 00e31euaBaHe HYKIUTE
Ha 3abJDKUTEITHOTO 3JpaBHO OCUTYpsIBAHE 110 OTHOIICHUE Ha JIeKapcTBeHaTa nH(opmanus;

14. u3roTBs u nmy0OaMKyBa Ha oduuuanHata uHTepHeT crpanuua Ha H30K umnpopmanus oTHOCHO
JIEKapCTBEHUTE MPOAYKTU U JUETUYHUTE XPaHU 3a CHEIUAIHA MEAUIMHCKH LI, 3aIlIalllaHd ChC
cpeactsa ot Oroxera Ha H30K, pect. cve cpencta ot Tpanchepu;

15. U3roTBsi aHAIMTUYHM CIIPABKH, B T.4. IPOCJeIsgBaHe HAa eeKTa OT TepanusaTa no uwi. 259, an. 1,
T. 10 ot 3JIITXM, nipu ycloBusTa ¥ 110 peJia, OnpeaeiieHu B HapeaodaTa mo wi. 261a, ai. 5 ot 3JIIIXM,
OCBIIIECTBSIBA MOHHUTOPHHI Ha HHQOpMAIMATa M pPa3XOJUTe MO KOHKPETHU MapaMeTpu OT
KOMIIETEHTHOCTTA Ha AUPEKLUATA;

16. mpemara KpaTKOCPOYHHM M ABJITOCPOYHHU MEpPKU 3a onTuMusupane pasxomaute Ha H3OK 3a
JIEKapCTBEHH MPOAYKTH, 3aIUIalllaHd HAIbJIHO WK yacTuaHo oT H30K;

17. W3roTBs CTAaHOBHINA W TMpenocTaBs HHpopMmanus Ha HauuoHanHus chBET MO LIEHU U
peumOypcrpaHe Ha JIEKApCTBEHUTE IPOAYKTH, KaKTO M BbB BpPb3Ka C OIEHKA Ha 3[paBHUTE
TEXHOJIOTUH, ChITIACHO CHOTBETHUTE JICUCTBAII HOPMATUBHU aKTOBE;

18. U3roTBs CTAaHOBHUIIA U MPOEKTH HA OTroBopH o noctenuau B H30K mpemnoxenus, BbIpocH,
BB3paXKEHUSI, XKaAJIOU B paMKUTE HA KOMIIETEHTHOCTTA Ha IUPEKIUATA;

19. oka3Ba MeTOMYHA MTOMOII] Ha ChOTBETHHUTE CTPYKTYpu B P3OK B pamKkuTe Ha KOMIIETEHTHOCTTA
Ha JIUPEKLUATA, U3TOTBS YKa3aHUS OT KOMIIETEHTHOCTTA HA JUPEKIIUATA;

20. yyacTBa B KOMMCUHU M pabOTHM I'pyIH, Ha3HAUYEHU CchC 3anoBes Ha ynpasurens Ha H30K, kakro
U B MEXJ1yB€IOMCTBEHU KOMUCUU U pa0OTHU IPYIU B pAMKHUTE Ha KOMIIETEHTHOCTTA HA IUPEKLIUATA;
21. naBa CTaHOBHINA O BBIIPOCH, CBBP3aHU C AEHHOCTTa M (YHKIHMOHATHATA KOMIIETEHTHOCT Ha
TUPEKIUATA;

22. U3rOTBs 3a ChOTBETHATA KAJICHJApHA 'OIMHA TPUMECEUHHU aHAIIU3H, IPOTHO3M U NPEUIOKEHUS 3a
opranute Ha ynpasieHue Ha H30K no acnexktu Ha moTpeOiIeHHETO Ha JIEKapCTBEHU MPOJIYKTH U
JUETUYHU XpaHU 3a CIIEHUaIHU MEIULUHCKH LIENH;

23. pa3paboTBa M M3BBPILIBA OLICHKA HAa MEXaHU3MHU M MOJENHU 3a yIpaBJICHHE Ha pa3XOJUTE 3a
JIEKapCTBEHM MPOJYKTH, JUETUYHU XPaHU 3a CIIELUAIHU MEIULMHCKNY 1eny, 3amiamany ot H30K;
24. ocwpliecTBsIBa JEWHOCTUTE [0 CBOEBPEMEHHO W3TOTBSIHE, JIOTOBapsiHE U aJMUHHUCTpUpAHE Ha
JIOTOBOPUTE 3a OTCTBIIKH Ha JIEKapCTBEHU NMPOIYKTH MO pela Ha HapenOarta no ui. 45, an. 9 ot 330;
25. ocblIecTBsBa JEWHOCTH MO M3rOTBSHETO M AJAMHHHCTPUPAHETO Ha AaKTOBE, CBBP3aHU C
JIEKapCTBEHW NPOAYKTH M JHMETUYHHM XpaHW 3a CHELUUAJIHM MEIMLUHCKHA LElId, KaKTo M Ha
JIEKapCTBEHH NPOAYKTH, IpEeJAHA3HAUYEHU 3a JIEYEHHWE Ha BeTEepaHH, BOCHHOMHBAIMIU U
BOCHHOIIOCTPAJajldi HAa OCHOBAaHME 3aKOHAa 3a BETEpPaHUTE OT BOWHUTE M 3aKoHa 3a
BOCHHOMHBAJIUANTE U BOCHHOIIOCTPAIaJIUTE;

26. ochIIeCTBABA MPOIIECYATHO MPECTABUTENICTBO IO JeNia OT PYHKIIMOHATHATA KOMIIETEHTHOCT Ha
JTUPEKIHSTA.

Y. 34a. (Hos — /1B, 6p. 40 ot 2024 r., B cuna ot 7.05.2024 r.) Jupekus "MeaunmuHcKu
W37EIUs U IOMOIIHU cpeacTBa':
1. yuactBa B noaroroBkara no u3rorssinero Ha HPJI, anekcure no ui. 53, an. 3 ot 330 u peuieHusra
mo wi. 54, an. 9 u 10 or 330 B uyacTTa 3a MEOMIMHCKH u3aenaus, 3amiamanu ot H30K, u
MIPUIIOKEHUATA KBM THIX;
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2. CbCTaBid M AaKTyalM3Wpa CIHCBUA HAa MEAULMHCKH M3JEIUs, BHCOKOCIECHHAIN3UPAHU
armapaTtu/ypean 3a UHIUBUAYaTHA YIIOTpeOa v MOMOIIHU CPEACTBA, TPUCIIOCOOICHUS U ChOPBIKEHUS
3a XOpara ¢ yBpPEeKIaHHUS;

3. mpeanpuemMa CbOTBETHU JIEUCTBUS MO MpUJIaraHe Ha MEXaHU3Ma, rapaHTHpall TPEeABUAUMOCT U
ycToiunBocT Ha OromkeTa Ha H30K, onpenenen B Hapenbara mo wi. 45, ain. 9 ot 330;

4. OCBIIIECTBSABA JCHHOCTUTE MO U3MIBIHCHHUE Ha 3anbinkeHusTa Ha H30K mo napen6ara mo wi. 30a,
an. 4 ot 3aKoHa 3a MEJUIIUHCKUTE U3ACIHS U JOTOBAPSIHE HA OTCTBIIKK ChIiIacHO 4i. 45, an. 14 ot
330;

5. ydacTBa B M3TOTBSIHETO Ha akTa 1o wi. 45, an. 17 ot 330;

6. ydacTBa B NOJJIbpKAaHE W aKTyaJM3WpaHE HAa CHOTBETHH PErUCTPU OT HHTETpUpaHaTa
nHpopmanuonna cucrema Ha H3OK, oTHOCMMHM KBbM NEHHOCTTAa Ha IUPEKIHATA, KAKTO U TIPH
HE0OXOIMMOCT OT pa3BUBaHE HA ChOTBETHUTE MHPOPMAITMOHHU CUCTEMH 33 00e3IeuaBaHe HYKIUTEe
Ha 33bJDKUTEIHOTO 3[PaBHO OCUTYpSBAHE 10 OTHOIIEHHE HAa MEIMLMHCKHU W3/ENUs U MOMOIIHHU
CpEICTBa;

7. n3roTBA W NyOiaMKyBa Ha oduimanHaTa uHTepHeT cTpanuia Ha H30K mHdpopManus oTHOCHO
MEAUIIMHCKUTE H3CNUs, BUCOKOCIICIIMATNU3NPAHN arapaT/ypennd 3a WHAWBHyalHa yrmoTpeda u
MIOMOIIHHU CPEJICTBA, MPUCIOCOOICHUS U ChOPHKEHUS 3a XOpara C YBPEXKIAHMs, 3alljIalllaHd ChC
cpeactsa ot Oromkera Ha H30K, pecr. cve cpencta ot Tpanchepw;

8. ochllecTBIBa MOHUTOPHUHI Ha HMH(OpMaNMiITa W Pa3XOAUTE MO KOHKPETHU MapaMeTpu OT
KOMITIETEHTHOCTTA Ha JUPEKIUATA;

9. M3roTBsl CTAaHOBHUILA U NPOEKTH Ha oTroBopHu no nocrenuiv B H30K npennoxenus, Bppocw,
BB3PAKEHMUSI, )KaJIOU B paMKUTE HA KOMIIETEHTHOCTTA Ha IUPEKIIMITA;

10. oka3Ba MeTOAMYHA ITOMOIIl HA CbOTBETHUTE CTPYKTYpU B P3OK B paMKkuTe Ha KOMIETEHTHOCTTA
Ha JUPEKIUATA, U3TOTBS yKa3aHUSI OT KOMIIETEHTHOCTTA Ha JUPEKIUATA;

11. yyacTBa B KOMHCUH U pabOTHU I'pyNH, Ha3HAUEHH CchC 3anoBes Ha ynpasureias Ha H30K, kakro
Y B MEXIyBEJIOMCTBEHU KOMUCHU U pa0OTHU IPYIHU B pAMKHUTE Ha KOMIIETEHTHOCTTA HA TUPEKIIUATA;
12. naBa cTaHOBHIIA TIO BBIPOCH, CBBP3aHH C JEHHOCTTa M (PYHKIIMOHAITHATA KOMIIETCHTHOCT Ha
JTUPEKLUATA;

13. u3roTBs 3a CbOTBETHATA KaJCHAapHA TOJIMHA TPUMECEUHU aHAIM3H, IPOTHO3H U MPEJIOKEHUS 32
opranute Ha ynpasienue Ha H3OK mo acriektu Ha moTpebIeHNETO Ha METUIIUHCKY U3/IENNS;

14. pa3zpaboTBa M M3BBHPINBA OLIEHKA HA MEXAaHU3MU U MOJCIIM 3a YIpaBJICHHUE Ha Pa3XoJuTe 3a
MEOULMHCKY n3aenws, 3amiamanu oT H30K;

15. ocbuiecTBsiBa AEHHOCTH IO M3FOTBIHETO W AAMHUHUCTPUPAHETO HAa AaKTOBE, CBBpP3aHU C
MEAUIIMHCKH W3JeTHsI, BHUCOKOCIEIHUATN3UpaHu amapaTH/ypeau 3a HHAMBHIyallHA ynoTpedba u
MTOMOIIIHH CPEJICTBA, IPUCTIOCOOJICHHS 1 ChbOPBIKEHUS 3a XOpaTa C YBPEKIaHUs;

16. ocpuiecTBsiBa AEMHOCTTa MO pasMIekAaHe Ha 3asBicHMs 3a npenocrassHe Ha [ICIICMU,
CHOTBETHO PEMOHTH, Ha 00IIla CTOWHOCT, paBHa WK mo-Bucoka oT 1000 5B., 1 MO0 MOATOTOBKA Ha
o00peHunsATa/0TKa3uTe/MpeKpaTsIiBaHe Ha MPOU3BOJICTBOTO;

17. ochIiecTBsBa MPOLIECYATHO MPEACTABUTEICTBO I10 Jie]a OT (yHKIIMOHATHATa KOMIIETEHTHOCT Ha
JTUPEKLUATA.

Y. 35. (U3m. — IB, Op. 86 ot 2021 r., B cumna ot 15.10.2021 r.) Jupekuus "Jleuenue B
bearapus u uy:xOMHa U TpaHCTPAHUYHO 3/IpaBHO 00CTyX)BaHe":
1. pazriexaa 3asBICHHS Ha OBJITapCKH 3[paBHOOCUTYPEHH JIMIIA 3a TI0JydaBaHe Ha pa3perieHue oT
H3O0K 3a npoBexaane Ha mojaxoasmo ruiaHoBo jeuenue B EC (u gopmynsip S2) — mo pena Ha
€BPOTICHCKUTE PETJIAMEHTH 32 KOOPIMHAIMS Ha CHCTEMHUTE 3a COIlMaTHa CUTYPHOCT;
2. pasriexza 3asBlIeHUs] Ha OBITApCKU 3APABHOOCUTYPEHH JIUIIA 32 0JI00psSBaHEe Ha 3allIAllaHeTO B
PenyOnuka benrapust u B qppxasu ot EC/EUIT/Kondenepanus [Beiinapus/Bennkodbputanus Ha
MEIULMHCKUTE U APYrU yciayru nmo wi. 82, an. la u 3 or 3akoHa 3a 3ApaBeTO, BKIIOUYUTEITHO
TPAHCIJIAaHTAIMS Ha OPTaHM M KJIETKH, 32 KOUTO OBJITapCKHUTE TPpaKIaHU MMAT MPaBO Ha 3aruiaiiaHe
M3BBbH 00XBaTa HA 33BJDKUTEIIHOTO 3]JPAaBHO OCUTYPSIBAHE M U3BHH MEIUIIMHCKUTE YCIYTU MO YII.
82, ann. 1 ot 3akoHa 3a 3/1paBeTO, CHIIIACHO Hapeadarta mo wi. 82, ai. 6 oT 3aKoHa 3a 3/IpaBETO;
3. pa3riex/a 3asBJICHUS Ha OBJITapCKH 3[PaBHOOCUTYPEHHU JIMIIA 32 MMOTyYaBaHe Ha MPEABAPUTEIHO
paspelnieHue 3a Bb3CTAaHOBSABAHE HA Pa3XOUTE 3a TPAHCTPAHUYHO 3ApaBHO oOciyxkBaHe B EC — mo
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pena Ha [upextuBa 2011/24/EC na EBpomneiickus mapiameHT u Ha CbBeTa 3a yNpaKHsSBaHE HA
MpaBaTa Ha MAIlMeHTUTE TIPU TPAHCTPAHUYHO 3/IpaBHO 00CITy)KBaHE;

4. M3BBpIIBA KOHCYJITALIMU Ha TPakJaHU BbB BpPb3Ka C IOJaBaHE Ha 3asBJICHMS 3a JICUCHHE B
qy)xOuHa 1 bbirapus o pexa Ha Hapea6ara mo wi. 82, aj. 6 oT 3akoHa 3a 3/IpaBeTo, MOAaBaHE HA
3asBJICHUS 3a NMPOBEXKAaHe Ha 1aHoBo JieueHne B EC (1 dopmymsap S2) — mo pena Ha eBpOIEHCKUTE
pEerIaMeHTH 3a KOOpJAMHAIMS Ha CUCTEMHUTE 3a COLIMAJIHA CUT'YPHOCT, IIOJJaBaHE Ha 3asBJICHUS 32
MoJIy4yaBaHe Ha MPEIBAPUTEITHO pa3pellieHue 3a Bh3CTAHOBSIBAHE HA Pa3XOJIUTE 3a TPAHCIPAHUYHO
3npaBHO oOciykBaHe B EC — o pena Ha Jupextusa 2011/24/EC Ha EBpomneiickus napjJaMeHT U Ha
CwpBera 3a ynpakHsBaHe Ha IIpaBaTa Ha MAaIlMeHTUTE IPU TPAHCTPAHUYHO 3/IpaBHO 00CTy>KBaHE;

5. U3rOTBSl BBTPEIIHOAAMUHUCTPATHBHHA aKTOBE, CBbP3aHU C ()YHKIIMOHATHATa KOMIIETEHTHOCT Ha
TUPEKIUATA;

6. yuacTBa B paboTaTa Ha BbTPEUIHOBEJOMCTBEHH, MEX/IyBEIOMCTBEHH U MEKIYyHAPOJHU PabOTHU
IpyNH, CEMHUHAPH, CPELU U KOMUCHU, CBbP3aHU C (YHKIIMOHATHATa KOMIIETEHTHOCT Ha AUPEKIIUATA;
7. U3rOTBSl CTAHOBMILA U NMPOEKTH Ha oTroBopu no noctenuiau B H30K npennoxenus, BuIipocu,
BB3pAXKECHUSI, ’KAJIOU B paMKHUTE Ha KOMIIETEHTHOCTTA HA AUPEKLIUATA;

8. IaBa CTaHOBHUIIA MO BBIIPOCH, CBBP3aHU C JEHMHOCTTA M (YHKIHMOHAJIHATA KOMIIETEHTHOCT Ha
TUPEKIIHITA;

9. oka3Ba MetogonorunyHa momoirr Ha P3OK mo BeIIpocH, CBbp3aHu ¢ AeiHOCTTa U (yHKIIMOHATHATA
KOMITETEHTHOCT Ha TUPEKIIHATA;

10. ochiecTBsABa MPOIIECYATHO PEACTABUTEIICTBO IO Jieia OT (PYHKIIMOHAIHATA KOMIETEHTHOCT Ha
TUPEKIIHITA;

11. mommppka akTyanHu WHPOPMAUIMOHHM Marepuanu Ha caiita Ha H3OK, cBbp3anu ¢
MEXIYHAPOAHUTE 33IBJDKCHUS HA UHCTUTYLUATA OT KOMIETEHTHOCTTA Ha AUPEKIIUATA;

12. opranusupa qeHHOCTUTE MO W3TOTBIHETO Ha Yk a0e3ukoBH npeoau B LY na H30K;

13. (moBa — JIB, 6p. 40 ot 2024 r., B cuna ot 7.05.2024 r.) ananu3upa AeWHOCTTA U PE3YITATUTE OT
MPOBEXKIAHUTE JIeUeOHU MPOIEAYpU U3BBH 00XBaTa Ha 3aBJKUTEITHOTO 3JPABHO OCUTYpPSIBAaHE U
W3BBH MEIUIMHCKUTE YCIYyTH 1o Wi. 82, aii. 1 oT 3aKkoHa 3a 3/[paBeTo U IMOIoMara yrpaBuTess Ha
H30K 3a otmpaBsHe Ha MpeajoKeHHWE 10 MHUHHUCThPA Ha 3ApaBeONa3BaHETO, CHCIOBHUTE
OpraHM3aly Ha MEIULUHCKU CIELHAIUCTH, HAYYHUTE MEAMLMHCKH JApY)KEeCTBa M JeueOHU
3aBelleHUs] B CTpaHaTa 3a OCUTYypsBaHE Ha MEIUIIMHCKA amapaTypa U BbBEXKJIaHE Ha KOHKPETHU
METOJIM Ha IMarHOCTUKA U JIEYEHHE U Ha OTAEJIHU AEHHOCTH.

Ya. 35a. (Hos — /IB, 6p. 86 or 2021 r., B cuma or 15.10.2021 r.) dupekuus
"MexxayHapoiHa 1eHHOCT U KOOPAMHALMS Ha CUCTEMHTE 3a COL[MAIHA CUTYPHOCT'":
1. yqactBa B 06paboTkara Ha AaHHU 3a pa3zxoaute Ha H30K/P30OK no HanpaBieHus Ha pa3xoauTe U
tpancepure Ha H30K u mo m3mbiaHUTENM Ha makeTa OT 34paBHU jAeWHocTH 1o 4. 45 ot 330,
0000111aBa U U3rOTBS CHPAaBKH, HEOOXOAUMH 3a EMHOCTTA Ha APYTH TUPEKLNH, 32 HH(popMalus Ha
opranute Ha ynpasienue Ha H3OK u apyru opranu 1 HHCTUTYLUY;
2. oka3Ba MetojonoruyHa nomoi Ha P3OK no Berpocu, cBbp3aHu ¢ JeHOCTTa U (yHKIIMOHATHATA
KOMIIETEHTHOCT Ha JUPEKIIUITA;
3. yuyactBa B pa0OTHM TIpynH W KOMHMCHM M JlaBa CTAHOBMILIA IO BBIPOCH, CBBP3aHU C
(yHKIIMOHAIHATa KOMIIETEHTHOCT Ha TUPEKIUATA;
4. apmunuctpupa ¢uHaHcoBuTe aHraxuMmeHTH Ha H30K mo pernameHTHTe 3a KOOpAMHAIMS Ha
CUCTEMUTE 3a COIMallHa CUTYPHOCT M JEHCTBAIIUTE ABYCTPAaHHHU CIOToAOW € APYru AbpKaBU
YJICHKH, BKJIIOYBAILM B 00XBaTa CH 3JJpaBHO OCUTYDPSIBaHE;
5. U3BBpIIBA JEHHOCTUTE, CBbp3aHU ¢ ¢puHaHcoBUTe aHraxkuMeHTH Ha H30K, chrioacHo ui. 82, an.
la u 3 or 3akoHa 3a 3ApaBETO, BKIKOYMTEIHO TPAHCIJIAHTALMS HA OpraHU M KIJIETKH, 3a KOWUTO
OBATapCKUTE IpaXXAaHW MMAaT MPaBO Ha 3alljialllaHe U3BbH 00XBaTa Ha 3aJbDKUTEITHOTO 3PAaBHO
OCUTYpsIBaHE U W3BBH MEIMLMHCKUTE YCIyru no wi. 82, ai. 1 or 3akoHa Ha 34paBeTO, CHIVIACHO
HapenOarta o wi. 82, ain. 6 oT 3akoHa 3a 3JpaBeTo;
6. moaabpkKa KOHTAaKTH CbC 3APABHOOCUTYPUTEIHUTE WHCTUTYLMM W OpPraHHUTE 3a BPbB3Ka 3a
obesmerenusita B Harypa — B EC/EUIl/Kondenepanus Ilseitnapus/BenukoOputanus u B
IbP>KaBUTE 10 JeMCTBAIIN ABYCTPAHHH JOTOBOPH 32 COLIMATHO OCUTypsiIBaHE C BKJIIOUYEHO B 00XBaTa
UM 37IpaBHO OCUTYpPSIBaHE;
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7. pasriiexaa 3asBJeHUs Ha OBJITapcKu 3IpaBHOOCUTYPEHH JIUIA 32 Bb3CTAHOBABAHE HA PAa3XOAUTE,
3aIUIaTeHH 3a MPeJoCTaBeHa HeOoOXOMMa WM pa3pellieHa IJIaHOBAa MEIMLWHCKA W/HIN JACHTAIHA
nomorr npu npecroii B EC/ENIT/Kondenepanus IlIBelinmapus/BennkoOpuranusi — 1mo peaa Ha
peraaMeHTHUTe 32 KOOpAMHALIMS Ha CUCTEMUTE 3a colnaiHa curypHocT B EC u 3a Bp3CTaHOBSIBaHE Ha
pasxoaMTe 3a TPAHCTPAHUYHO 37IpaBHO OOCIyxkBaHe — 1o peaa Ha [upektuBa 2011/24/EC nHa
EBporneiickus mnapiameHT U Ha CbBeTa 3a yNpaXHSABAaHE Ha IIpaBaTa Ha MAlMEHTUTE IpU
TPaHCTPAHUYHO 3/IPaBHO 0OCITy>KBaHE;

8. M3MBIHABA IEHHOCTHU 1O BH3CTAHOBSBAHE HA Pa3XO/Hd MO pela Ha HapemOaTa mo 4wi. 82, ai. 6 oT
3aKkoHa 3a 3/1paBeTo;

9. ydacTBa B OTrOBOPM Ha 3alUTBAHUATA Ha 3ApaBHUTE (OHAOBE B IBbPKABUTE OT
EC/EUIl/Kondenepanus llBeiinapus/Bennkodbpuranus 0THOCHO IieHUTe/cTaBKuTe, Kouto H30K
3arUiama Ha JIOTOBOPHUTE CH MApTHBOPH 3a CHOTBETHATAa TOJAMHA 3a JICYCHHETO Ha OBIrapcku
OCUTYPEHHM JIMIIA — B CIy4YauTe, KOraTo 4y>KJ1 3PaBHOOCUTYPEHHU JIMIIA Ca TOJYUYMINA U 3allIaTHIN
Heo0XoAMMaTa UM MEAMLIMHCKA W/IITK ASHTAIHA IOMOII IIPU ITPECTOM Ha TepuTOpHsTa Ha PemyOnuka
bbarapus;

10. ocbliecTBsABa NPEACTABUTENCTBOTO Ha bpirapust B Onuropckust CbBET KbM AJIMUHHUCTpaTUBHATA
KOMUCHS 32 KOOPAMHAIIUA HAa CUCTEMUTE 3a collnaiHa curypHoct Ha EC;

11. U3roTBs BBTPEIIHOAIMUHUCTPATUBHY aKTOBE — 3alI0BE/IM, IPABUJIA U YKa3aHUS 3a IPOLEAYPUTE
3a npuiarane B cuctemaTta Ha H30OK Ha 0THOCMMOTO KbM JIeHfHOCTTA i €BPOIENCKO U MEKAYHAPOIHO
3aKOHOJATEJICTBO, CBbP3aHO C MOJI3BAHETO HA 00E3IIETEHUs B HATYPa U TPAHCIPAHUYHOTO 3PABHO
o0cCITyKBaHe;

12. ocpuectBsiBa aHraxumenture Ha H30K B kadecTBOTO i1 Ha KOMIIETEHTHAa WHCTUTYLUS I10
cmuchia Ha wi. 1, OykBa "p" ot Permament (EO) Ne 883/2004 u mo aelicTBamiuTe IBYCTpaHHU
CTIOroA0M/I0TOBOPH C APYTH Jbp)KaBH, BKIIOUBAIIM B 00XBaTa CH 3[IPaBHO OCHTypsiBaHE, B T.d.
00paboTBa 3asBIEHUS U U3/1aBa JOKYMEHTH, CBbP3aHH C YIPAXKHSIBAHETO HA 3/]PAaBHOOCUTYPHUTEITHU
IpaBa B TPAHCTPAaHWYHHU CUTYallUH — €BPOIECUCKH MPEHOCUMHU (POpMYJISpH, ChIIacHO Perimament
(EO) Ne 883/2004, nBye3nuynu ¢popMyIIsSIpH 10 JEHCTBANIM ABYCTPAHHH CIIOTOJ0W/JOTOBOPH C JPYTH
IbpXKaBU, BKIIOYBAIIM B 00XBaTa CH 3/JpaBHO OCUTYpsIBaHE, C HW3KIIOUYEHHWE Ha MPEHOCHMUTE
dbopMyIIsipu, UMaIM OTHONICHHE KbM MoiyuaBaHe Ha paspemenue or H30K 3a mpoBexmane Ha
noaxo Ao miaaHoBo jedenue B EC (u popmynsip S2); Boau KOPECIIOHACHIINUS U U3TOTBS OTTOBOPU
Ha MHCMa WM 3alUTBAaHHS OTHOCHO IMPWJIATaHETO Ha OTHOCHUMOTO KbM 3ambiukeHusTa Ha H30K
€BPOMENCKO U MEXIYHApOJAHO 3aKOHOJIATENICTBO, CBBP3aHO C IOJI3BAHETO Ha OOE3IIETEHUsTa B
HaTypa U YNpaXHSIBAaHETO HA IpaBaTa Ha IMalMEHTUTE B TPAHCTPAaHUYHU CUTYallMd; U3BBPIIBA
KOHCYJITAI[MM Ha IPakJlaHM OTHOCHO HAUMHUTE 3a YIpPaXXHSIBaHE Ha 3[JpaBHOOCUTYPUTEIHH MpaBa B
TpaHCTPAaHUYHU CUTYaINH;

13. yuacTBa B M3pabOTBAaHETO, JOTOBAapsHETO U MpPUJIAraHETO HAa HOBU JIBYCTPAHHHU JIOTOBOPHU 3a
COLIMAJTHO OCUTYpsIBaHE, BKIIIOYBAIIM B 00XBaTa CH 3[paBHO OCUTYPSIBAHE;

14. yuacTBa B paboTaTa Ha BbTPEIIHOBEIOMCTBEHH, MEXK/IyBEJOMCTBEHH U MEKAYHAPOIHU pabOTHU
IpylH, CEMUHApH, Cpelld M KOMHCHM — Kacaemu 3anbipkeHusita Ha H3OK, nmpoumstuyamuy ot
JEMCTBAIIOTO E€BPOINEHCKO M MEXIYHApOIHO 3aKOHOJATEJICTBO, CBBP3aHO C IIOJ3BAHETO Ha
o0e31eTeH!s B HaTypa U TPAaHCTPAHUYHOTO 3/IpaBHO 00CTyKBaHE;

15. yuactBa B pabGorara Ha eBponeiickara mpexa SOLVIT OoTHOCHO MpaBUJIHOTO NMpHJaraHe Ha
pasnopendouTe Ha eBpONEHCKOTO 3aKOHOAATEICTBO M HAPYIIaBAHETO Ha MpaBaTa Ha TPakJIaHUTE OT
HEMPaBUIIHOTO MY NpHJIAaTraHe;

16. mpocnensgBa W aHaIM3Mpa OTHOCUMOTO KbM KommereHuuute Ha H3OK eBponelicko u
MEXIYHAPOJAHO 3aKOHOJATENICTBO, CBBP3aHO C TMIOJI3BAHETO Ha OO0E3lIeTeHHs B HaTypa H
TPaHCTPAaHUYHOTO 37JPaBHO OOCITYKBaHe, M U3rOTBsI yKa3aHUs U HH(GOpMallUU B Ta3u 00J1aCT;

17. momnbpka akTyalnHH HMHPOPMALMOHHM Marepuanu Ha caiita Ha H3OK, cBbp3anu c
MEXIYHApOAHUTE 33 IbJDKEHUS HA UHCTUTYLIUATA;

18. ocbuiecTBa AEHHOCTH, CBbpP3aHM ¢ OOMEHa Ha MH(OpMaIMs upe3 cUcTeMaTa 3a €JIEeKTPOHEH
00OMEH Ha COI[MAIHOOCUTYPUTETHA HHPOPMAIIHS, B T.4. KOMyHUKAIIUS C JPYTUTE AbP>KaBH — YWICHKU
Ha EC/EUIl/Koudeneparus  Ilseiinapus/BenukoOputanus, BKIOYEHH B  OoOMeHa, C
npejacTaBuTeNuTe Ha TexHudyeckara KOMUCHUS KbM AJMHUHHCTpaTHBHATA KOMHCHS 32 KOOPAUHALIUS
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Ha CHCTEMHTE 3a COLMajHa CHUTYpPHOCT, HMMAallyd OTHOIICHHWE KbM IPABUIHOTO Npujara€e u
W3IBITHEHHUE Ha CJIEKTPOHHUSI OOMEH Ha COLIMATHOOCUTYPUTEITHA HH(OPMAITHUS, C IPEACTABUTEIHN Ha
JpyTd KOMIETEHTHU UHCTUTYIMU B PenyOnuka bbarapus, BKiIroueHH B 0OMeHa, C U3KIIIOUYEHUE Ha
TEXHUYECKUTE aCIIEKTH Ha CUCTEMaTa;

19. m3nbiaHsBa (yHknuuTe Ha bbiarapcka HanmumoHanmHa Touka 3a koHTakT (HTK) mo pema nHa
Hupextusa 2011/24/EC 3a ynpakHsBaHe HA TpaBaTa Ha MAMEHTUTE NMPU TPAHCTPAHUYHO 3]JPABHO
oOcyKBaHe;

20. ochIIecTBABA MPOIECYATHO MPEACTABUTEIICTBO MO Jiesia OT (PYHKIIMOHAIHATA KOMIETEHTHOCT Ha
TUPEKIHTA.

Y. 36. Aupexnus "bropker u puHaHCcOBU mapameTpu':
1. nognomara pwekoBoacTBOoTO Ha H30OK 3a mpaBUiaHOTO M 3aKOHOCHOOPA3HO paslpelesieHHe Ha
¢unancoBust pecypc Ha H30K c men ontumusupaHe mporeca MO ChCTaBSIHE M M3INBIHEHHE Ha
OrojKeTa, (PMHAHCOBUTE MOTOLUM U HPOLEIYypH M €(PEKTUBHOTO YIPABICHHWE Ha OMOKETHUTE U
(UHAHCOBUTE CPEICTBA;
2. ochlLIECTBABA JICHHOCTUTE MO OIOJKETHUS IPOLIEC, CBbP3aHU C M3TOTBSHETO HA CPEAHOCPOUYHA
Or0JKeTHA MMPOTHO3a MO pea Ha 3aKoHa 33 MyOIMYHUTE (PHUHAHCH;
3. mulaHMpa HEOOXOJUMUTE CPE/ICTBA U M3TOTBS IPOEKT 3a 3aKOH 3a roauiHus Orwopker Ha H30K;
4. M3rOoTBsI OFOJKETHU CMETKH M MECEYHOTO MM pa3NpeiesiCHHE 110 IIbJIHA OF0KETHA KIIaCH(HUKAIINS,
10 MecellM U 1o pa3nopenutenu ¢ Orwker B cucremata Ha H30K cbhriacHo HopmatuBHaTa ypenda
U pelIeHusTa Ha oprauure Ha ynpasienue Ha H30K;
5. cb3aaBa HeoOXoAMMaTa OpraHu3alys U KOOpAMHALMS 3a MPAaBUIHOTO M3YMCIsBaHe, ChOUpaHe,
OTYHMTaHE, KOHTPOJI W TpeBexIaHe Ha cpenactBara mo Orwomkera Ha H30K B choTBeTcTBHE C
pasnopenouTe Ha OBJITapcKOTO U €BPONENHCKOTO 3aKOHOIATENICTBO;
6. OCBIIECTBSIBA U KOOPAMHHUPA TEKYIIOTO M3ITBIHEHHE Ha 3aKOHA 3a OIOPKETa 10 M3TOYHHIM Ha
IIPUXO/IH, HAIpaBJIEHUE Ha Pa3XOJUTE U CPOKOBE;
7. OCBILECTBSIBA TEKYIIOTO OIO/PKETHO OTYMTAHE Ha (PMHAHCOBUTE PECYPCH U U3TOTBS MPEITI0KEHUS
3a KOMIIEHCHpaHU IIPOMEHHM, CBbpP3aHM C YIpaBICHHWE W pa3Xo/IBAaHE Ha CpeAcTBaTa OT
3JIpPaBHOOCUTYPUTEIHUTE IPUXO/IM 32 3aKyIlyBaHE Ha 3[{paBHU JEHHOCTH;
8. M3roTBs roIMIIEH OTYET 32 U3NbIHEHHETo Ha Oropkera Ha H30K u ro npesacrass Ha ynpaBUTEns
Ha H30K 3a BHacsiHe B HaZ30pHUS CHBET 3a pas3riexaaHe U 0100peHue;
9. opranusupa obpadorkaTa Ha qaHHU 32 pazxoaure Ha H30OK/P3OK mo nanpasienus Ha pa3xoauTe
u tpancdepure Ha H30K 1 no u3nbiaHUTENM Ha MakeTa OT 3/paBHM JeiHoctu 1no wi. 45 ot 330,
0000111aBa ¥ U3rOTBS CIPAaBKU, HEOOXOAUMHU 32 JEHHOCTTa Ha APYrd AUPEKIINH, 3a HHPOpMAIUI Ha
opranuTte Ha ynpasienue Ha H30K u apyru opranu u MHCTUTYLIMH;
10. oxa3Ba metogonoruuna nomoinl Ha P3OK no BbnpocH, cBbp3anu ¢ 1eHHOCTTa U PYHKIIMOHAIHATA
KOMIIETEHTHOCT Ha JUPEKIUATA;
11. yuacTBa B mpolieca MO M3TOTBSHE HA HAIMOHAIHUTE PAMKOBM JIOTOBOPU B CHOTBETCTBUE C
(GyHKIIMOHATHATAa KOMIIETEHTHOCT Ha TUPEKLUATA,;
12. yyacTBa B IpoliecuTe M0 IUIaHUpaHe U pa3NpeesieHue Ha MeAUIIMHCKATa U JIEHTaIHaTa [TOMOLI]
ot nakera Ha H30K B pamkuTe Ha o0emMHTe CBITIACHO HAI[MOHAIHUTE PAaMKOBH JOTOBOPH W/WIH
pemenusita Ha Ham3opuust ceBer Ha H30K u B choTBeTCTBHE ¢ mapaMmeTpuTe Ha Pa3xoJuTe MO
oromkera Ha H30K, onpenenenu B 3akoHa 3a 6romketa Ha H30K 3a choTBeTHATa roivHa;
13. yuacTBa B MHUIIMMPAHU IPOMEHHU B 3aKOHOAATEICTBOTO BbB Bph3Ka C U3IIbIHEHUETO Ha 010/ KeTa
Ha H3OK 3a cpoTBeTHara KajeHAapHa TOJAMHA WIM ONTHMM3MpPAHE Ha HEroBaTa CTPYKTYpa,
napaMeTpy U MEXaHU3MH Ha paslpeliereHne, pa3paboTBa U chriacyBa GUHAHCOBH OOOCHOBKH KbM
MIPOEKTH Ha HOPMAaTUBHH aKTOBE;
14. opranuzupa 1 KOOpAMHUPA Mpolieca Ha MJIaHUPaHEe U U3TOTBSHE HA MHBECTUIIMOHHATA Iporpama
Ha H30K 3a choTBeTHaTa KaneHaapHa rojuHa 3a yTBbpkaaBaHe ot Hagzopuus csBer Ha H30K;
15. ywgactBa B pa®OTHM TIpynd M KOMHUCHUU M JaBa CTAHOBUIIA MO BBIPOCH, CBBP3aHU C
(GyHKIIMOHATHATA KOMIIETEHTHOCT Ha TUPEKIIUSATA,;
16. (otm. — JIB, Op. 86 ot 2021 r., B cuna ot 15.10.2021 r., HoBa, 6p. 40 ot 2024 r., B cuia oT
7.05.2024 r.) yyacTBa B U3BBPIIBAHETO HAa aHAJIM3M Ha CTATUCTUYECKH JaHHU 33 HKOHOMHYECKOTO,
COLIMAJTHOTO U JEMOTrpaCcKOTO ChCTOSHHME B CTpaHaTa W M3TOTBS CTAHOBUINA 3a MPOTHO3UTE U
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TSAXHOTO OTPaKEHHE BBPXY 3IPaBHOOCUTYpPUTEITHATA CHCTEMa, KaKTO M B pa3pabOTBaHETO Ha
NPUHIMIKA, T[IOKa3aTel W UWHAWNKATOPHM 3a aHajdu3 M OIlEHKa Ha CBhCTOSIHHETO Ha
3IPaBHOOCUTYPHUTEIIHATA CUCTEMA,

17. (moBa — 1B, Op. 40 ot 2019 r., B cmia ot 17.05.2019 r., u3m., 6p. 61 or 2019 r., B cuna ot
2.08.2019 r., ot™., O6p. 86 ot 2021 r., B cuna ot 15.10.2021 r., HoBa, Op. 40 ot 2024 r., B cuiia OT
7.05.2024 r.) oOcCbluecTBIBA MOHUTOPUHI Ha OTUETEHUTE pa3XOJu 3a 3/paBHOOCUTYPUTEIHU
IJIAIIaHUs 32 MEIUIIMHCKA W/WIW JICHTalHA IIOMOIN, 3a JICKQpCTBEHU MPOAYKTH, MEIUITUHCKH
W3/eNva U AUETUYHUA XpaHU 3a CHEUUATHU MEIUIMHCKH 1enu, 3amiamanu ot H30K, kakTo u 3a
neiHoCTUTE 0 3akoHa 3a Orokera Ha H30K 3a choTBeTHaTa roauHa, GMHAHCHPAHHU ChC CPEICTBA
oT Oro/pKeTa Ha MUHHCTEPCTBOTO Ha 37JpaBeONa3BaHETO KaTo MOMyYeHH TpaHCcdepH 1Mo OropKeTa Ha
H3O0K, ¢ 1en akTioepcKu OIEHKHU U Pa3yueTH;

18. (moBa — JIB, Op. 61 ot 2019 r., B cuna ot 2.08.2019 r., orm., 6p. 86 ot 2021 r., B cuna ot
15.10.2021 r., HoBa, Op. 40 ot 2024 r., B cmma ot 7.05.2024 1.) U3roTBs JOKJIAAX W CTAHOBHIIA
OTHOCHO CBCTOSSHHETO Ha 3paBHOOCUTYpUTENIHATA CUCTEMAa M OYAaKBAaHOTO MW pa3BUTHUE B
KPaTKOCPOYEH M CPETHOCPOYCH IJIaH Bh3 OCHOBA Ha ChbOpaHU M 0000IIECHH TaHHU 32 U3ITBIHEHUETO
Ha 3JJpaBHOOCHUTYPUTEITHUTE TUTAIIaHMsI 110 3aKoHa 3a Oropkera Ha H30K 3a choTBeTHATA TO/IMHA;
19. (voBa — JIB, Op. 61 ot 2019 r., B cuma ot 2.08.2019 r., ot™., 6p. 86 ot 2021 r., B cliia ot
15.10.2021 1.);

20. (mpemumna 1. 17 - JIB, 6p. 40 ot 2019 1., B cruta ot 17.05.2019 r., npeaumna 1. 18, O6p. 61 or
2019 r., B cuna ot 2.08.2019 1., ot™., Op. 86 ot 2021 r., B cmima ot 15.10.2021 r.).

Ya. 37. Jupekuus "MHPOPMALMOHHN TEXHOJIOTUU U CUCTEMHM 32 3PaBHOOCUT'YPUTEIIHU
ramaxus'":
1. ochliecTBsABa ACHHOCTUTE MO U3rPaXkJaHe M pa3BUTHE Ha KOPIOPATHMBHUTE MH(POPMALMOHHU
cuctemu Ha H30K;
2. mpoyyBa M aHalM3Mpa MOTPEOHOCTUTE OT MH(POPMALMOHHU PECypCH; IJIaHHpa U BHEApSBA
Heo0XoAuMaTa MPUII0KHA U TEXHUUYECKa HHPPACTPYKTypa, KAKTO U HOBU NPUIIOKHU IPOAYKTH;
3. ocurypsisa uapopmanuonso 1Y na H30K;
4. ocurypsiBa HOpMAJIHOTO (PYHKIMOHUPAHE U MOJAPBKKA Ha CUCTEMUTE MPOTrPaMHO-TEXHUYECKU
CpEICTBa U aKTUBH, HHCTaNUpaHu U n3non3sanu B LY na H30K;
5. oTroBapsi 3a KOpIOpaTHMBHAaTa MpeXoBa M WH(GOpPMAIlMOHHA CUTYPHOCT Ha EKCIUIOaTHMpPaHWUTE
nH(pOpPMaLMOHHU U KOMyHHKaMoHHU cuctemu B H30K;
6. oka3Ba MeroauyHa nomoin Ha ciayxurenure B H30K 3a pabota ¢ mporpamMHO-TeXHUYECKHUTE
CpeacTBa; pa3paboTBa BBTPEUIHN MHCTPYKIMU U IpaBHiia 32 paboTa ¢ KOMIIIOThPHATA TEXHHUKA U
co(pTyepHHUTE MPOTYKTH;
7. cieau 3a Mpuiara€He M Cla3BaHE Ha CTAHJAPTUTE, MOJUTHUKUTE W MpaBuiaTa 3a MpexoBa U
MH(POpPMAaIMOHHA CUTYPHOCT;
8. ydacTBa B MPOEKTUPAHETO W M3rPaXKJaHETO, HM3BBPIIBA MOJAPBHKKA M aKTyaau3aluus Ha
LEHTpaJI3UpaHnuTe 0a3u JaHHHU U HAIlMOHAJIHYU PETUCTPH; U3BBPILBA aHAJIU3U, KOHTPOJ U KOPEKIIUU
Ha JIaHHWTE Ha HallHUOHAJIHO HUBO;
9. ocurypsiBa 6a30Ba, onepaTHBHA, CUCTEMHA U IPOTrpaMHa Mo ipbxkka Ha peructpute Ha H30K;
10. pa3paboTBa, moaabpka u agmuuuctpupa usrpagenute B H30K 6a3u nanHu 1 KOMYHUKAIIMOHHA
CHCTEMH;
11. opranumsupa wu3rpaXxaaHeTo U NOAIbpXKa (QPYHKIMOHUPAHETO HAa KOMYHMKAI[MOHHATa
unopactpykrypa B H30K;
12. m3rpakga WacTH OT WHTerpupanara mHpopmannonHa cuctema Ha H3OK upe3 paspabotkw,
CBBpP3aHM C HAATPAKIAHETO Ha CIIELHMAIU3UPAHUTE CHUCTEMHM W OCHUTYpsiBa CIENHaTIU3HpaHa
MOAIPBHKKA U TIONIpaBKa Ha TPEIlKH, CBbP3aHU C HAUMHA Ha pa3paboTKa;
13. oxa3za MeronnuyHa nomom Ha P3OK mnpu BHenpsBaHe Ha cCHELMAIU3UPAHU MOAYIH OT
nH(pOpMalIMOHHATA CUCTEMA,
14. n3BbpHIBA aHAIN3 HA JAHHUTE M U3TOTBS TEKYIU CIIPAaBKM M CTAHOBMILA 3a PBKOBOACTBOTO, 32
mupexkiuu 1 otaenu B H30K u 3a BbHIIHM MHCTUTYLMU Ha 0a3a Ha ChIIECTBYBAIIMTE PETUCTPU U
0asu JaHHU,
15. onpenienst 1 KOHTPOJIUPA CHIA3BAHETO HA CTaHJApTUTE 10 UH(popManroHHu TexHoaoruu B H30K;
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16. pa3paborBa cTpykTypa Ha OusHecnporiecute B H3OK, wu3BbpmBa aHamm3 ©  OICHKA,
UACHTU(UIMPA U TIPABU MPEATIOKECHHS 32 TIXHOTO ONTUMU3UPAHE;

17. cbBMECTHO ¢ APYTY OTIENH U AUPEKIIUN y4acTBa B pa3pabOTBAHETO HA CXEMUTE 3a JIBUKEHHUE Ha
uHpopmannonaute norouu B cucremara Ha H30K; yuyactBa mpu m3paboTBaHETO Ha JOKYMEHTH,
MHCTPYKLMU U HOMEHKIJIATypH, CBbpP3aHHU ¢ (PYHKIIMOHUPAHETO Ha MH(OpPMAllMOHHATa CHCTEMa Ha
H3O0K;

18. pa3paboTBa 1 KOHTPOJUPA MIPUJIATAHETO HA CTAaHAAPTUTE U hopMaTa Ha JaHHUTE MPU OOMsHA Ha
uH(pOpMaIUs C TOTOBOPHUTE MMAPTHHOPH;

19. yuactBa B pazpaboTBaHe Ha METOAMTE, TEXHOJOTUATA U CTaHAAPTUTE MPU HHPOPMAIMOHHUS
O0OMEH ¢ BBHIIIHU OpraHU3aluu, HHCTUTYIIMH U (UPMU; ydacTBa IpU pa3pabOTBaHe U MpUjlaraHe Ha
MH(OPMALIMOHHUTE CTAaHAAPTH B 3[jpaBHATA CHCTEMA;

20. yyacTBa B JE€HHOCTHUTE II0 OpraHHU3MpaHE U NOLAPBAKKA Ha MHTepHET crpaHuuara Ha H30K;
OTroBaps 3a TEXHUYECKaTa U CUCTEMHATa i MOAIPBKKA;

21. orroBaps 3a OpraHM3UPAHETO U MOAAPHIKKATA HA eleKTpoHHUTE yciuyrd B [loprana na H30K;
22. KOHTpPOJIMpa ¥ KOOPAMHMpA LSUIOCTHHSA TMpOIeC IO Bb3JaraHe U M3MBbJIHEHUE Ha
nH(pOpPMaMOHHUTE NMPOEKTH B cuctemara Ha H30K;

23. yyacTBa B JIeifHOCTH 10 pa3pabOTBaHEe HA HOPMATUBHH JOKYMEHTH, Kacaelly ¢ yHKIIHOHUPAHETO
Ha H30K;

24. ochblluecTBABa W TOIIbpPKAa MEXKIYBEJOMCTBEHH U MEXKIYHAPOJIHU BPB3KM B oOjacrra u
JIEWHOCTH, CBBP3aHU C M3TPAXKAAHETO W (PYHKIIMOHHUPAHETO HAa WH(POPMAIMOHHHTE CHUCTEMH Ha
H30K;

25. oka3Ba METOJMYHA TIOMOII M OCBUIECTBSIBA KOHTPOJ Ha JEMHOCTTa Ha OTIEIHUTE
"Undopmannonnu neiinoctu" B P3OK;

26. yyacTBa B NMOJTrOTOBKaTa M pa3pabOTBAaHETO Ha pasjenu oT HauuoHanHus pamMKOB J10rOBOD,
CBBbp3aHH ¢ (QYHKIIMOHAIHATA KOMIIETEHTHOCT Ha IUPEKIUATA;

27. ocbuiecTBsiBa U KoHTponupa AeitHoctta Ha H30K mo uHdopmannoHHus 0oOMEH ¢ BBHHIIHU
WHCTUTYLIUY;

28. PHKOBOJIM U y4acTBa B MPOEKTH, CBBP3aHU C U3TPAKIAHETO HA €NIEKTPOHHO MPABUTENICTBO U
eIEKTPOHHO 3/paBeomna3BaHe B PemyOnmka bearapus, eBpomneiickm mpoekTw B obiacTtra Ha
3/IpaBEONa3BaHETO, IPOSKTH HHULMUPAHU OT M3 u 1p.;

29. (noBa — /1B, 6p. 40 ot 2024 r., B cuia ot 7.05.2024 r.) pa3paboTBa U KOOPJAUHUPA U3TOTBIHETO
u aktyanusupaHero Ha Crparermueckusi riaH Ha H3OK; yceBbpmieHcTBa Mertonmonorusita 3a
MOHHUTOPHHT, KOHTPOJI U MTOCJIEBaIlla OlleHKa Ha u3MbIHeHneTo Ha CtpaTterndeckus miaad Ha H30K,
KaTo pa3paboTBa HAJCKIHU MHANKATOPH U YCTOMUMBH MTOKA3aTeIH;

30. (moBa — JIB, Op. 40 ot 2024 r., B cuna ot 7.05.2024 r.) opranusupa 1 OChILIECTBSIBA U3TOTBSIHETO
Ha ['ogMieH onepaTuBeH IJIaH, KaTO KOHCOMUAUPA MH(POpMaLUATa, TeHEpUPaHA OT CTPYKTYpPHUTE
eqnauny Ha H30K;

31. (moBa — /1B, Op. 40 ot 2024 r., B cuna ot 7.05.2024 r.) o6o011aBa OTYETUTE HA CTPYKTYPHUTE
ennauny Ha H30K u opranusupa u ochliecTBsIBa U3rOTBIHETO HA FOJUIIEH OTYET 3a JeHHOCTTa Ha
H3O0K 3a choTBETHUS OTUETEH NEPHOT;

32. (moBa — JIB, Op. 40 ot 2024 r., B cuna ot 7.05.2024 r.) oka3Ba MeTOAMYECKA MOMOIII, 000011aBa
Y U3TrOTBSI BCUUKHM NPUIOKEHUS U JIOKYMEHTH, CBbpP3aHU C HJEHTH(ULUpaHe, aHAU3, OLlEHKa U
yIpaBJIeHUE Ha pucka, yTBbpAeHU B CTpaTerusita 3a yrnpaslieHHe Ha pucka B cuctemara Ha H30K;
33. (uoBa — /1B, 6p. 40 ot 2024 r., B cwia ot 7.05.2024 r.) onpenens ¥ aHaJIW3Upa BHHIIHU U
BBTPEIIHU (AKTOPU Ha BIUSHUE BBPXY 3APAaBHOOCUTYpPHUTENIHATa CHUCTEMa C IIeJ1 yJIECHSBaHE
B3EMAHETO HA ONEPAaTUBHHU PELIEHUS U OLIEHKA HA PUCKOBETE;

34. (moBa — JIB, Op. 40 ot 2024 1., B cuna ot 7.05.2024 r.) u3BBpIIBA aHAIM3U M OIICHKA C I
UACHTU(UIIMPAHEe HA PUCKOBH 00EKTH 3a jaeiHocTTa, ochiiecTBsiBaHa oT H30K, u ru npenocrass
IIpY HEOOXOIMMOCT 3a IMOCJIeBallla MPOBEPKa;

35. (noBa — JIB, 6p. 40 ot 2024 1., B cuna ot 7.05.2024 r.) yyacTBa NpHu U3roTBSHE Ha CHPABKU 3a
U3BbpIIBAHE HA aHAIM3 Ha IEWHOCTTA U PE3yJTaTUTE OT MPOBEXKAAHUTE JIEUeOHH MPOLIETypH U3BbH
o0xBara Ha 3abJDKUTEIIHOTO 3/IPABHO OCUTYPSIBAaHE U U3BBH MEAMLIMHCKUTE YCIYTH 1o wi. 82, ai. 1
oT 3aKOoHa 3a 37JPaBETO.
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Y. 38. (Orm. — JIB, 6p. 78 oT 2019 1., B cuna ot 4.10.2019 1.).

I'naBa yeTBbpTa
CTPYKTYPA U ®YHKIIUN HA PAUOHHUTE 3IPABHOOCUI'YPUTEJIHU KACH

Yn. 39. (1) PaiioHHHMTE 3ApaBHOOCHUTYPUTEIHH KACH M TEXHHUTE IIOJCICHHUS ca
opranusanoHHu cTpykTypu Ha H30K.
(2) Cepanumiara Ha paillOHHUTE 3PAaBHOOCUTYPUTEITHHN KaCH CE€ OMPEENIAT ChITIACHO CIUCHK, IPUET
0T MUHHUCTEPCKMSI ChBET, a CElajMIllaTa Ha TEXHUTE IOJEIECHUS C€ ONPEAENAT ChC 3alloBE] Ha
yIpaBUTEIS.

Yu. 40. (1) PailonHaTa 31paBHOOCUTYpUTENIHA Kaca CE€ YIpaBiisiBa U IMPEACTaBIsABA OT
TUPEKTOP.
(2) Aupexropst HAa P3OK ce Ha3HavaBa 1o Tpy10BO MPABOOTHOIIEHUE CIIE]] TPOBEXKTAHE HA KOHKYPC
o pena Ha Kogekca Ha Tpyna u B cbotrBeTcTBUE ¢ puetute oT HC na H30K npasuna.

Y. 41. upexropsT Ha P3OK mnpu ocbluecTBsiBaHe Ha JEWHOCTTAa ce€ MOJIOMara ot
3aMEeCTHUK-JUPEKTOpP, KOUTO 3aMeCTBa AUPEKTOPA IIPU OTCHCTBHE.

Y. 42. lupexropsT Ha P3OK:
1. npencransBa P3OK Ha TepuropraiiHO paBHULIE;
2. opranusupa u pbkoBoau jeiiHoctta Ha P30K B cpworBerctBHe cbc 330 u neiicTBainara
HOpMaTHBHA ypea0a, pelIeHusTa Ha Ha/I30pHUs ChBET U akToBeTe Ha ynpaButens Ha H30K;
3. M3UBAHABAa GYHKIMUTE HA PHKOBOJUTEN MO CMUCHIIA HA 3aKOHA 32 (PMHAHCOBOTO YIpaBICHUE U
KOHTPOJI B MYOJUYHUS CEKTOp B PAMKHUTE Ha IPaBOMOLIUATA, MPEIOCTaBEHU My OT 3aKOHA,
HAJ30pHUS CHBET U yIIPABUTEIS;
4. nelicTBa KaTo BTOPOCTENEHEH pa3nopeauten cbe cpeacrsata Ha H30K;
5. CKJIIOYBA, U3MEHS U IPEKPATsABa JOTOBOPUTE C M3IN'BJIHUTEINTE HA MEIUIMHCKA M Ha JIEHTAJIHA
MIOMOIII, KaKTO U C ThPrOBIUTE Ha IpeOHO Ha JeKapCTBEHU MPOAYKTH Ha Teputopusara Ha P30OK;
6. OChIIECTBSIBA HEMOCPEICTBEHUS! KOHTPOJ MO M3I'BJIHEHHWE Ha JOTOBOPUTE 3a OKa3BaHE Ha
MEIUIMHCKA U JI€HTAJIHA TIOMOILL;
7. mpekpaTsiBa JOTOBOPUTE C U3IIBIHUTEINTE HAa MEIULIMHCKA MIOMOII B ciiydaute 1o wi. 59, an. 11
ot 330;
8. mpaBM MOTUBHUPAH OTKa3 3a CKJIIOUYBAHE Ha JOTOBOP B CIydyauTe, KOraTo J1Ie4e0HOTO 3aBE/ICHUE HE
OTroBaps Ha YCJIOBUATA U KpuTepuute 1o wi. 596, an. 1 ot 330;
9. n3/1aBa NUCMEHM MOKaHU 32 Bb3CTAHOBSIBAHE Ha MOJIYYEHHU CyMH O€3 MPaBHO OCHOBAHUE;
10. n3maBa Haka3aTeNHM nocTaHoBIeHUs 1o pena Ha 3AHH 3a ycraHoBeHM agMUHUCTpAaTUBHU
Hapyuenus o 330;
11. 3annama Ha U3MIBIHUTEINTE HA MEJUIIMHCKA U Ha JICHTAJIHA IIOMOIL, KaKTO U Ha ThPrOBLIUTE Ha
NpeOHO Ha JiIeKapcTBEHU MNpoaykTH Ha Tepuropusara Ha P3OK, 3a usBbpluieHaTa U oTyeTeHaTa
JEMHOCT 1O pella U B cpokoBeTe, npensuaeHu B HPJ[ n ckinrouenure 1orosopu;
12. ppbKOBOM M OCHILECTBSBA ISITIOCTEH KOHTPOJ BHPXY:
a) (yHKIIMOHMPAHETO Ha MHPOPMALIMOHHUTE CUCTEMHU;
0) ornepaTUBHO-CYETOBOIHATA U aIMUHUCTPATUBHO-CTONAHCKATA IEHHOCT;
B) ONa3BaHETO M MOJIPHKKATa Ha akTUBUTE U MHPopmarusaTa B P3OK;
I) IpescTaBs exeMeceuHu otyeTH 3a neiiHoctta Ha P3OK u n3nbianenuero Ha 61o0pxera Ha P3OK B
o0xBar u Gopmar, onpezaeneHu ot yrnpasureis Ha H30K;
13. (u3m. — JIB, 6p. 96 ot 2023 r., B cuna ot 17.11.2023 r.) opranusupa npuemanero B P3OK Ha
nexnapanuute 1o wi. 49, an. 1 oT 3akoHa 3a NPOTUBOAEHCTBHE HA KOPYILUATA HA CIY)KUTEIUTE B
aaiMMHHUCTpaTuBHaTa cTpykTypa Ha P30K, TAXHOTO cbXpaHeHHe, VYHHILO)XKaBaHE Ha
MH(POPMAIIMOHHUTE HOCUTENH, 00paboTBaHE Ha JaHHUTE OT JEeKJIapallMuTe 3a HYXKJIUTe Ha

ctp. 24 ot 36



NMyOJWYHUSL PETHCTHP, BBBEXKIaHE W 00pabOTBaHE HAa JaHHU B PETUCTHpa, MMyOIMKyBaHE Ha
uH(popMaNUg U JACKIapAllUUTe B MyOIWYHUS PETHCTHP MPHU CIa3BaHE M3MCKBAHUATA HAa 3aKOHA 3a
3amuta Ha TudHuTe nanuu (33J1/]) u Ha Pernament (EC) 2016/679 na EBponelickus mapjiamMeHT U
Ha CobBeta ot 27 anpuin 2016 1.

14. uzBbpuiBa ciyxe0eH u300p Ha OOIIOMPAKTUKYBAII JIEKap U JIeKap 10 JeHTaJlHa MEeIULIMHA MIPU
YCJIOBHUSTA U IO pena, npeasuaeHu B HP/I;

15. ochliecTBsIBa APYT IPAaBOMOILMS, OIIPEEICHU B ACHCTBAIIOTO 3aKOHOAATEIICTBO, B IPABUIIHUKA
u B pemeHusta Ha HC na H30K;

16. (moBa — JIB, Op. 56 ot 2022 r., B cuna ot 19.07.2022 r.) ckirouBa, U3MEHS W TNPEKpaTsIBa
JIOTOBOPUTE ¢ JiMara 1o wi. 88, an. 1 ot 3akoHa 3a XxopaTa ¢ yBpeKIaHUs;

17. (HoBa — 1B, 6p. 56 ot 2022 r., B cruta oT 19.07.2022 r.) n3gaBa MOTUBHPAH OTKa3 3a CKIIFOUBAHE
Ha J0roBopu ¢ junara no 4i. 88, an. 1 or 3akoHa 3a Xxopara ¢ yBpeKIaHHs Ha OCHOBAHMSTA,
npeABUIACHU B Hapeabara mo wi. 45, an. 9 ot 330;

18. (moBa — JIB, 6p. 56 ot 2022 1., B cma ot 19.07.2022 r.) ce mpousHacs 1Mo 3asBICHUS Ha 00IIa
crorHoct 110 1000 5B. 3a mpegoctaBaHeTo Ha [ICIICMU, chO0TBETHO PEMOHTH 3a XOpa C YBPEKIaHHUS;
19. (moBa — JIB, 6p. 56 ot 2022 r., B cuina ot 19.07.2022 r.) 3amnama Ha jurara mo wi. 88, ain. 1 ot
3akoHa 3a xopaTa ¢ yBpexaanus 3a npeaoctaBeHute oT Tax [ICIICMU u peMoHTHH eiHOCTH 3a
XopaTa ¢ yBpeX/1aHus Ipy ClIa3BaHE Ha peJia U yCIOBUsATA 32 OTYETHOCT, IPEABUACHU B Hapeaoara
1o uit. 45, ann. 9 ot 330 U CKIIFOUEHUTE UHIUBUIYaTHU JOTOBOPH;

20. (moBa — JIB, Op. 56 ot 2022 r., B cmia ot 19.07.2022 r.) onpenens ChC 3aMoOBe] ChCTaBa Ha
KOMHUCHU TIO TOBOJ JEHHOCTTa MO pa3riiexaaHe Ha 3asBieHus 3a npeaoctaBsHe Ha [ICIICMU,
CbOTBETHO PEMOHTH Ha o61a croiiHoct 10 1000 nB.

Y. 43. (1) 3a ocbmecTBsiBane Ha jneriHocTTa HAa P3OK ce ch3maBa aqMuHUCTpAIUs, YHSITO
CTPYKTypa M 00llja 4MciIeHOCT ce yTBbpxkaaBar oT ympaButens Ha H30K mno npeanoxkenue Ha
nupekropa Ha P3OK.

(2) Anmunuctpanusta Ha P3OK e o01ma u crienuanu3upana.

Y. 44. OOmiata aqMUHHCTpALUS TOATIOMara OChUIECTBABAHETO HA MPABOMOIIMATA HA
aupektopa Ha P30K, cb3naBa ycioBus 3a OChLIECTBABaHE Ha JACHHOCTTA Ha CleLUAIM3UpaHaTa
aJIMUHUCTpAINHs, KaTo:

1. pa3paboTBa npoekrodrokera Ha P3OK n oryerute 3a mM3mbiIHEHHE Ha OIOJKETHUTE CMETKH B
CBHOTBETCTBUE C HOPMATUBHUTE aKTOBE;

2. ocsbuectBsiBa cbBMecTHO ¢ LY Ha H3OK nonutuka 3a moabop, oOyueHHe W pa3BUTHE Ha
YOBEILIKUTE PECYPCH;

3. moaroTBs u npenoctaBsd Ha LY na H30K undopmanus 3a neifHocTTa cu B ChOTBETCTBHE C
pemenusaTa Ha HanzopHust ceBeT U akToBeTe Ha ynpasutens Ha H30K;

4. ochlecTBABA MPOLECYATHO MPEICTABUTEICTBO MO aJIMUHUCTPATUBHU U ChACOHH MPOU3BOJCTBA,
oOpa3yBaHu BBB Bpb3Ka ¢ neiiHocTTa Ha P30OK, cien ymbiHOMoOIIIaBaHe;

5. oChlIECTBSABA MPOLECYATHO MPEICTABUTEICTBO MO aAMUHUCTPATUBHU U ChJICOHU NPOU3BOCTBA,
oOpa3yBaHu BBB Bpb3Ka ¢ faeiiHocTTa Ha H30K, cren ympiHomoiaBase;

6. 06001maBa 1 aHaIM3KUpa ChACOHUTE JieNa U cropoBe ¢ yyactuero Ha P3OK;

7. M3TOTBS IOTOBOPH U JIPYTH aKTOBE;

8. ochblIecTBABa BPB3KU C OOIIECTBEHOCTTa U OCUTYpsBa MH(POPMALMOHHO 3/IPaBHOOCUTYPEHUTE
nuna Ha tepuropusrta Ha P3OK;

9. M3IBIIHABA CYETOBOHATA OTYETHOCT Ha JIEHHOCTTA;

10. (moBa — JIB, 6p. 56 o1 2022 1., B cuia oT 19.07.2022 r.) ochIecTBsIBa IEMHOCTTA TI0 pa3TIICKIaHE
Ha 3asBieHusATa 3a npenocrassne Ha [ICIICMU u pemoHTHHU AeliHOCTH Ha 0Om1a croiiHocT 10 1000
JIB. ¥ 110 TIOJrOTOBKA Ha 0100peHusATa/0TKa3uTe/IpeKpaTsBaHe Ha MPOU3BOACTBOTO;

11. (HoBa — JIB, 6p. 56 ot 2022 r., B cuna ot 19.07.2022 r.) ochlecTBABa AEWHOCTHTE, CBHP3aHU C
otuntane u 3armamiane Ha [ICIICMU u peMOHTHU NE€HHOCTH.

Yu. 45. CneumanusupaHata aJMHUHHCTpaunus mnoamnomara gupekropa Ha P3OK 3a
OCBIIIECTBSIBAHE HAa HErOBUTE MPABOMOINMS B OpraHU3alUsATa M KOHTPOJAa Ha 3aJbJDKUTEIHOTO
3/IpaBHO OCUT'ypsIBaHE, KaTo:
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1. ocblIecTBsIBA HEMOCPEICTBEH KOHTPOJ MO HU3MBJIHEHHE Ha JOTOBOPUTE 3a OKa3BaHE Ha
MEIUIMHCKA W/UIN JeHTaIHa IOMOII ¢hriacHo 4. 72, ai. 2 ot 330;

2. yyacTBa IpH OChllleCTBABaHE Ha npeaBuacHus B 330 HEMOCPEACTBEH KOHTPOJI MO U3II'BJIHEHNE HA
JIOTOBOPHUTE C MIPUTEIKATEIIUTE HA Pa3pPEIICHHUs 32 ThPrOBHsI Ha JPeOHO C JICKAPCTBEHU POAYKTH;

3. (HoBa — /IB, Op. 56 o1 2022 1., B cmima ot 19.07.2022 r.) ochIecTBSIBa HEMOCPEICTBEH KOHTPOJI IO
M3MIbJIHEHHE Ha joroBopute 3a npenocrasine Ha [ICIICMU u peMOHTHH 1€HHOCTH, PEJIBUICH B
330 u HapenbOarta mo wi. 89, an. 8§ ot 3akoHa 3a Xx0paTa ¢ YBPEKIaHHUS;

4. (moBa — /1B, 6p. 56 ot 2022 ., B cruta ot 19.07.2022 r.) oChIIECTBsBA ACHHOCTTA 110 Pa3TIICKIAHE
Ha 3asBieHusATa 3a npenocraBsde Ha [ICIICMU u pemoHTHH neliHOCTH Ha obmia croitHocT g0 1000
JIB. ¥ 110 TIOJITOTOBKA HA 0I00pEHUsATa/0TKa3UTe/IPEKpaTsIBaHe Ha MPOU3BOICTBOTO;

5. (HoBa — JIB, 6p. 56 ot 2022 r., B cuia ot 19.07.2022 1.) ochlecTBsBa IEHHOCTUTE, CBhP3aHU C
oruntane u 3amiamane Ha [ICIICMU u peMoHTHU A€HOCTH.

T';1aBa nera
INPABA U 3AABJIKEHUSA HA CIAYXUTEJIUTE, PABOTHO BPEME N IOYNBKHA

Ya. 46. B neiinocrra cu canyxurenure Ha H30K cnaszBatr Kopekca 3a nmoBeaeHue Ha
CIIYKUTEJIUTE B IbpKaBHATA a]MUHUCTPAIIHSI.

Yu. 47. (1) YopaBurensat, noaynpaButenst u ciayxkutenure Ha H30K umar mpaBo Ha
MPEACTAaBUTEITHO PAOOTHO OOJIEKIIO 32 BCAKA KaJeHAapHa rOIMHA.
(2) Pa3mepbT Ha cpejcTBaTa 3a MPEACTaBUTEIIHO PaOOTHO OOJIEKIIO Ha:
1. ynpaBuTens ce onpezens ¢ perienue Ha Hagzopuus ceBet Ha H30K;
2. Ibp’KaBHUTE CITYKUTEIU C€ OMPeEelia ChC 3al0Be]] Ha yIIPaBUTENS B HOPMATHUBHO OIPEICICHUTE
pamKu;
3. paboTemuTe MO TPYAOBO MPABOOTHOIICHHE CE€ OMpEAeNsi ChC 3aloBell B CHOTBETCTBUE C
BBTPEIIHUTE MTPABHJIA 32 Pela U YCIOBUSATA 32 MIPEIOCTaBIHE HA MPEACTABUTEITHO paOOTHO OOJIEKIIO.

Yu. 48. (1) PabotHoTo Bpeme Ha cinyxurenure B H30K e 8 yaca nueBHo u 40 uyaca
CeIMUYHO TIPH 5-THEBHA paboTHA ceaqMUIIa.
(2) PabotHOTO Bpeme B LIY Ha H30OK e ot 9,00 1o 17,30 4. ¢ o6eana nmounBka 30 MUHYTH B Iieproia
ot 12,00 1o 13,00 4.
(3) Cnc 3anosen Ha ympasutens Ha H3OK ce yTBbpkAaBaT KpuUTEpUUTE 3a OINpeNesHE Ha
CILy>)KUTEJIH ¢ padOTHO BpeMe C MPOMEHJIMBY I'PaHUIIM U KOHTPOJI IO Clia3BaHe Ha pabOTHOTO BpeME.
(4) Cnbc 3anoBen Ha qupektopa Ha P3OK ce onpenenst paboTHOTO BpeMe U TOYUBKUTE B ChOTBETHATA
P30K, xputepunte 3a omnpejensiHe Ha CIY)KUTEIU C pabOTHO BpEME C MPOMEHJIMBU TI'PAaHUIM U
KOHTPOJIBT IO CHa3BaHe Ha pabOTHOTO BpeMe.

I';1aBa mrecra
B3AUMOOTHOILEHUA C IPYI'N ABP)KABHU OP'TAHU, MHCTUTYIIUU U JIMIIA

Y. 49. (1) IIpu ocwiectBsiBane Ha cBoute pynkiuu H30K B3aumoneiictsa ¢ Hapoguoto
cbOpaHue, OpraHy Ha U3ITbJIHUTENHATa BiacT, Hanronannara arenuus 3a npuxoaure, Haunonanuus
OCUTYPUTEJIEH UHCTUTYT, HalmoHanHus cTaTUCTUYECKU MHCTUTYT, bbiirapckara HapoaHa OaHka, C
JpYTUTE IbP’KaBHU OPTaHU M MHCTUTYLMH, C OPraHUTE Ha MECTHOTO CaMOYIpaBjeHHE U MEeCTHaTa
aJIMUHUCTpaIMs, C OpPraHUTe Ha ChJIeOHATa BIIACT, KAKTO U C MALMEHTCKA OpTaHU3aIIH.

(2) 3a uenute Ha an. 1 morar Aa ObJIAT CKIIIOUYBAHU CHOpPA3yMEHMs U MPUEMaHU JIpYyTd ChbBMECTHU
aKTOBE.

T'naBa ceqma

(M3m. — [IB, 0p. 71 ot 2023 r., B cusa ot 18.08.2023 r.)
EKCHEPTU3U
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Ya. 50. (U3m. — IB, 6p. 71 ot 2023 r., B cuna ot 18.08.2023 r.) (1) Hammonanuara
3/]paBHOOCUTYpUTEIHA Kaca Ha OcHOBaHME Wi. 78, T. 2 or 330 wu3BBpIIBA €KCIIEpTH3a IIpU
HEOOXOAUMOCT OT CKBIOCTPYBAallMd JIEKAPCTBEHM MPOAYKTH B ClIydyauTe, MpPEIBUACHU B
HAIlMOHAJHUTE PAMKOBH JI0TOBOPH.

(2) ExciepTr3aTa ce M3BBpINBA OT KOMHCHSATA 3a U3BBPIIBAHE HA eKcrepTr3a mo wi. 78, 1. 2 ot 330
B 1Y na H30K.

Ya. 51. (Usm. — JIB, 6p. 71 ot 2023 r., B cuna ot 18.08.2023 r.) (1) Jleuenue cne
CKBIIOCTPYBAILH JIEKAPCTBEHU IPOAYKTH, 32 KOUTO CE U3BBPILIBA eKcliepTH3a 1o wi. 78, 1. 2 ot 330,
ce 3asBsiBa kbM H30K c "IIpoTokon 3a npennucBane Ha jekapcTBa, 3amiamann oT H30OK/P30OK" o
obpazen; cerioacHo mpuioxenue Ne 8 kpM Hapemba Ne 4 or 2009 r. 3a ycnoBusita M pena 3a
MpEeANUCBaHe U OTITyCKaHe Ha JiekapcTBeHH poaykTH (B, 6p. 21 ot 2009 1.).

(2) Ilpotokon mo an. 1 ce w3gaBa MO €NEKTPOHEH MBT Ype3 MEIUIUHCKUS COPTyep Ha JEeKapu
CHEIHAMCTH 10 Ipoduia Ha 3a00IBaHETO:

1. paborteumn B JneueOHM 3aBeieHUs, AoroBopHu mnaptHeopu Ha H3OK, wu3nmbenHuTenu Ha
crielragu3upatHa U3BbHOOIHUYHA MEIUIIMHCKA TOMOIII,

2. 4JIeHOBE Ha CTENHAIM3UPAHA KOMUCHH B JIeUeOHH 3aBEICHUS, OKa3Balll OOJHUYHA MEIUIIUHCKA
oMo (JI3BIT) u nentpose 3a ncuxuuno 3apase (LII13), gorosopuu nmaprabopu Ha H30K, mpu
ycnosue ue JI3BII/LIT3 nma cxirtouen gorosop 3a usmbianenue Ha Allp Ne 38 "OnpenensiHe Ha rutan
Ha JIEYCHHE U TPOCIe[siBaHE Ha TEPaNeBTHYHUS OTrOBOP MPH MAlMEHTH, [OIy4aBallu
CKBIIOCTPYBAILY JIEKAPCTBEHU IPOAYKTHU O peaa Ha ui. 78, T. 2 330".

(3) IIpoTokoxn o ain. 1 ce n3gaBa Bb3 OCHOBA Ha MbPBUYEH MEAUIIMHCKHU TIOKYMEHT:

1. "AmOymaropen muct" (6;1. M3-H30K Ne 1) ot cienmanuct o ai. 2, T. 1;

2. "Pemenue Ha crienuanusupana komucus" (6;1. M3-H30K Ne 13) mo Allp Ne 38 "Omnpenensue Ha
IUIaH Ha JICYEHHWE M NPOCIE[sABaHE Ha TEPalleBTUYHUS OTrOBOpP NpU MALMEHTH, I0Jy4aBally
CKBIIOCTPYBAILIM JIEKAPCTBEHU MPOIYKTHU 10 peaa Ha wi. 78, T. 2 330" oT cnennain3upaHa KOMHUCHS,
cbriacHo yreepaenute Maucksanus na H30K no 3abonsaBanust.

(4) C mpoTokoun 1o an. 1, KOWTO MOJUIeKH Ha YTBBPXKAaBaHE/0J0OpsBaHE TMPHU YCIOBHUITA HA TO3U
paszen, ce MpeAnucBar CKbIIOCTPYBAIlX JIEKapCTBEHU MPOIYKTH B ciaydaute, npensuneHu B HP/] 3a
MEAULMHCKUTE IEHHOCTH, 32 KOUTO Ca HAJULIE CJAEAHUTE YCIOBUSL:

1. Bkirouenu ca B mpuioxkenue Ne 1 Ha [TosutuBnus nexapcetBeH cnuchk (IIJIC) mo wi. 262, an. 6, T.
1 ot 3JITIXM wu ce 3amnamat cbe cpeactsa oT 6romxera Ha H30K no pena na napenbdara mo ui. 45,
ai. 9 or 330;

2. B mpuioxenue Ne 1 wa I1JIC 3a Te3u nekapCTBEHH MPOJYKTH € MOCOYEHO, Y€ CE M3BBPIIBA
excrepTusa 1o 4i. 78, T. 2 ot 330.

(5) Ilpu u3znaBanero Ha "lIpoTokosn 3a mpennucBane Ha JiekapcTBa, 3amtamann oT H30OK/P30K" no
an. 1 ce crma3Bar M3MCKBaHUATA 32 NPEANKUCBaHE, peraaMeHTupanu B 4. 56 ot 330 u Hapenba Ne 4
ot 2009 r. 3a ycrnoBusiTa ¥ pea 3a NPeANUCBaHe U OTITYCKaHE HA JIEKapCTBEHU MPOIYKTH.

(6) 3a ompeneneHM JEKapCTBEHU MPOAYKTH Mo ail. 4, 3a kouto B mpuioxenue Ne 1 na IIJIC e
IIOCOYEHO, Y€ Ca BKJIIOUEHHU ChC 3aJIbJKEHUE 3a MpociesiBaHe Ha edeKTa OT TepanusTa ChbIriIacHO
HapenOata 3a ycnoBusTa, mpaBuiaTa M pela 3a peryjiupaHe M perucTpupaHe Ha LEHUTE Ha
nekapctBenuTe npoAaykTu (B, Op. 40 ot 2013 r.), mpoTOKOJ c€ H3AaBa OT CIEIHATM3UPAHUTE
KOMHCHH T10 aJl. 2, T. 2 0T choTBETHUTE, ocouyeHu B I1JIC, neueOHu 3aBeieHHsI, KOUTO U3BBPIIBAT
MIPOCJeIIBaHETO.

(7) ObcrosarencTBaTa 1o aj. 6 cTaBaTr yacT OT ChOTBETHUTE M3MCKBAHUS 1O all. § MPU M3/aBaHE Ha
MIPOTOKOJI 32 MPOBEXK/IaHE Ha JICUeHHE TI0 KOHKPETHH 3a00IsIBaHMsI U TPYIIH JIEKapCTBEHU POAYKTH.
(8) 3a ckbpHOCTpYBALUTE JTEKAPCTBEHU MTPOLYKTH, 3a KOUTO C€ U3BBPILIBA EKCIIEPTHU3a 110 UiI. 78, T. 2
ot 330, H30K u BBHIIHM €KCTIePTH, CIICIHAIUCTH 0 CbOTBETHUTE 3a00JIIBAaHUS, ONIPEICTIEHU ChC
3anoBe] Ha ynpasurens Ha H30K, cbBMECTHO M3roTBAT M3MCKBAaHMSI IPU U3JaBaHE HA IPOTOKOJIH 3a
MIPOBEXKIAHE Ha JIEYEHHE IO KOHKPETHU 3a00IsIBAaHUS U IPYIH JIEKapCTBEHU NMPoayKTH. OOpazensbT
Ha n3uckBanusaTa Ha H30K npu n3znaBane Ha MPOTOKOJIM 32 MPOBEXKAAHE HA JICUEHHUE 110 KOHKPETHU
3a00sIBaHUsI M TPYIIN JIEKapcTBa € mpruioxenue kbM HPJI 3a meauimuackuTe 1eiHOCTH.

(9) N3uckBanusdaTa 1o ajn. 8§ OTroBapsAT Ha KPaTKUTE XapaKTEPUCTUKH HAa MPOAYKTUTE U ChIBPIKAT:
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1. ;meyeObHOTO/MTE 3aBeACHUE/s, B KOETO C€ TUArHOCTUIMpPA 3a00JSBaHETO W KOETO Ha3HaudaBa
Tepamnwsi ¢ MPOTOKOJI 1O al. | U U3BBPIIIBA OllEHKA HAa €)EKTUBHOCTTA HA MPOBEACHOTO JICUCHUE;

2. pen 3a yTBbpXK/JaBaHE U 0J100psiBaHE HA MPOTOKOJIMUTE C HA3HAUYECHATa Tepanus;

3. HEOOXOTUMH TOKYMEHTH;

4. TuCT 3a oIpe/eNTHE Ha KpUTEepUuTe Npu u3gaBane Ha "[IpoTokoit 3a mpeanucBane Ha JIeKapcTBa,
samnamianu ot H30K/P30K";

5. 1e4yeOHO-TUarHOCTUYEH aJITOPUTHM;

6. IepUOAMYHOCT Ha KOHTPOIHUTE MPETIeIH;

7. HeoOXOUMHU MEIUKO-AMarHOCTUYHH M3CIIeBaHUs U peepeHTHH CTOMHOCTH Ha MOKa3aTesu 3a
MpocieIsBaHe Ha €PEKTUBHOCTTA HA JICUCHHUETO.

(10) UzuckBanusTa mo an. 8 ce yreppkaasar ot ynpaButeias Ha H30K crnen pemenune na HC Ha
H3O0K u npensaputenno cwriiacyBane ¢ bJIC. M3uckBanusaTa, KakTO ¥ BCUYKHM IPOMEHH B TSIX C€
obnapoaBat ot ynpautens Ha H30K B "JIbpkaBeH BeCTHUK" W ce MyOJUMKyBaT Ha o(HIIMAIHATA
uHTepHeT cTpanuna Ha H30K: www.nhif.bg.

(11) Hamwonamnara sapaBHoocuryputenHa kaca upe3 P30K yBegomsiBa HM3IBIHUTEIWTE Ha
Menununacka nomoin (MMII) 3a mpuerute M 0OHApOABAaHM HM3UCKBAHHUS MO all. §, KAKTO U 3a
CHOTBETHUTE UM U3MEHEHUS W/WJH TombiaHeHus. V3uckBanusTa ca 3aabokutennu 3a UMIL.

Y. 52. (U3m. — JIB, 6p. 60 ot 2021 r., B cuna ot 20.07.2021 r., 6p. 71 ot 2023 1., B cuiia
ot 18.08.2023 .) (1) CbcTaBbT Ha KOMHCHATA 32 U3BBPIIBAHE HA EKCIIEpTU3a 1Mo ui. 78, T. 2 ot 330
ce omnpezens cbe 3anoBea Ha ynpasutens Ha H30K.
(2) Komucusta ce cbCTOM OT MpeAcenaTes, OCeM IMOCTOSHHU 4WICHOBE U YETHpPUMAa PE3EPBHU
YJICHOBE.
(3) IIpu oTchCTBHE HA TOCTOSIHEH YJICH Ha KOMHUCHSITA 32 KOHKPETHO 3ace/laHre ChITUAT Ce 3aMeCTBa
OT PE3EPBEH WIEH, ONPEAEIIEH OT Mpe/ceaTeNsl HA KOMUCHUSTA.
(4) [IpencenarensT, HOCTOSIHHUTE YJICHOBE U PE3EPBHUTE YICHOBE HA KOMUCHSATA Ca CIY>)KUTEIU Ha
IIY nwa H3O0K c¢ mpumobuto Buciie obpazoBaHue ¢ 00pa3oBaTeIHO-KBATM(UKAIIMOHHA CTETEH
"Maructsp" 1o npodecuonaHo HanpasiaeHue "MenunuHa" u/nmn "dOapmanus'.
(5) B 3anoBenra no an. 1 ce onpezens cekpeTap, KOMTO OCUTypsiBa TEXHUYECKHU AEHHOCTTA M.

Ya. 53. (M3m. — IB, 6p. 71 or 2023 r., B cuma ot 18.08.2023 r.) (1) Komucusra ce
MOJIIOMara OT BBHIIHM €KCIEPTH, KOUTO ca JeKapu C MPUAOOUTH CIELUAIHOCTU MO Mpoduia Ha
3a00JIsIBaHMATA HA JIMIIATa, YAUTO 3asIBICHHSI KOMUCHSTA PasTIIexK/a.

(2) BbHIIHKTE €KCIIepTH ce ONpeNesaT ¢be 3anoBe Ha ynpasurens Ha H30K no npeanoxenue Ha
npejcenaTenss Ha KOMHCHUATA CIIel MPEJOCTAaBEeHO CTAHOBHINE OT EKCHEPTHUTE CHBETH W/WIHN
Hay4YHUTE JIPY’KECTBA 110 CbOTBETHUTE MEAULIMHCKHU CIIEIIUATHOCTH.

(3) Ha Bcsko 3acemaHue Ha KOMHUCHSTa y4acTBaT BBHILIEH/HU EKCHEPT/H MO CHEIUATHOCTH,
ChOTBETCTBAILM Ha NpoduiIa Ha 3a00JIIBaHUATA HA JILIATa, YUUTO JOKYMEHTH ce pasriexaar. Beceku
BBHIIIEH EKCIIEPT yJacTBa B 3ace/IaHNe Ha KOMHCHUSTA ITPH B3eMaHEe Ha PEIIeHHS C PaBoO Ha IJ1ac.
(4) ExxemeceuHo npezacenaTessT Ha KOMUCHATA olpesiesis rpaduK Ha 3aceaHusATa U BbHITHUA(UTE)
eKcrepT(u) Mo CHEUATHOCTHA ChoOpa3Ho Mpoduiia Ha 3a00JIsIBaHUATA HA JTUIATA, YUUTO 3asBIICHUS
111e ce pa3riex/ar.

(5) B ciryuante, B KOUTO BBHIIIEH €KCIIEPT € BB3MPEISATCTBAH /1a YIacTBa B 3aCe/IaHNe HA KOMUCHSTA,
ce BKJIOYBA JIPYT BHHILEH €KCIEePT MPH YCIOBUATA U O pesia Ha ail. 3 u 4.

(6) YnpaButenst nHa H30K ckitouBa J0roBop ¢ BCEKM BBHILEH €KCIEPT 3a y4acTusAra My B
3ace/laHusATa Ha KOMUCHUSATA, B KOMTO C€ ONpEeIIsT NpaBaTa 1 3aAbKEHHUATA Ha CTPAHUTE.

(7) Ilpn HEOOXOOMMOCT KOMHCHSATA MOKE Jla M3MCKAa MHEHUE WM CTAHOBHILE OT CIY)KUTEIH Ha
H3OK unu oT BbHIIHM €KCIIEPTH U3BBH ChCTaBa Ha OIPEEIEHUTE ChC 3al0BEATa MO al. 2 BHIIHU
eKCTIepPTH.

Y. 54. (M3m. — [IB, 6p. 71 ot 2023 r., B cuna ot 18.08.2023 r.) (1) 3acenanusra Ha
KOMUCHSITA C€ CBUKBAaT M PBKOBOJAST OT MpEJCeNaTes, a B HETrOBO OTChCTBUE — OT OINpPEAENeH OT
KOMUCHSATA YJIEH.

(2) Ilpu HEOOXOAUMOCT IpEACEAATENSAT Ha KOMUCHUSTA MOXKE J1a CBUKA U3BBHPEAHO 3aceaHHte.

ctp. 28 ot 36



(3) Komucusara mpoBexa 3acelaHuATa CH C Y4acTHETO Ha HE MO-MaJKO OT METHMa YJICHOBE,
BKJIIOYUTEIIHO MIPEICEeIaTeICTBAIUS 3aCEIaHUETO, KAKTO U Ha HAali-MaJIKO €IMH BBHILIEH €KCIEPT IO
npoduina Ha 3a00sIBaHUSITA HA JIULIATA, YAUTO JJOKYMEHTH I1I€ CE€ pasriexaar.

Yu. 55. (M3m. — B, 6p. 71 ot 2023 r., B cuna ot 18.08.2023 r.) (1) Komucusra 3a
M3BBpIIBaHE Ha ekcriepTusa mo wi. 78, T. 2 oT 330 (komucusaTa) mo 4wi. 50, aj. 2 OChIIECTBsABA
CJICZIHUTE OCHOBHU (DYHKIIUU:

1. pasriexxaa mpoTOKOIUTE MO Wi. 51, ajn. 2, ycnemHo noAajaeHu B HHGOpMaI[MOHHATa CUCTEMA Ha
H3O0K, ¢ npunpyxaBamure ru, NoJaJA€HU 10 €JIEKTPOHEH BT, IBPBUYHU MEIUIIMHCKU JOKYMEHTHU
1 MEJIMIIMHCKA JOKYMEHTAIMs, HEOOXOAMMH 3a U3BBPIIBAHE HA eKcrepTu3a 1o wi. 78, 1. 2 ot 330;
HOPMAaTUMBHO YCTAaHOBEHUTE CPOKOBE 3a pas3IJIeXk/1aHe Ha IIPOTOKOJI 3al04YBaT Ja TeKaT OT JaTrara Ha
noaaBaHe B nHdopmarmonHata cuctema Ha H30K;

2. B ciryyal ye 1ojajieHaTa o eJ1eKTPOHEH IIbT JOKYMEHTAIUs, I0COYEHA B CbOTBETHUTE YTBBPICHU
m3uckBanus Ha H3OK, e HemoctaThuHa 3a HyXIUTE€ HAa MEIMIIMHCKATa €KCIEPTHU3a, KOMHUCHATA
yBeIOMsIBa CIeIMAIMCTa/CIIenMaIn3upanaTa KoMucus upe3 nupopmarnronnara cucrema Ha H30K u
onpenens MOAXOAAN CPOK 32 JON'bJIBAHE HAa JIOKYMEHTALHMATA; O MPEJICTAaBSIHE HAa W3UCKAHUTE
JOKYMEHTH CPOKBT 32 pa3riiekJaHe B KOMUCHATA CIIUpa Ja Tee;

3. mpu HEOOXOAMMOCT KOMHCHSTa MOXE Ja HU3UCKAa JOMbIHUTEeNHAa WHGOpMaIus, H3BBH
M3HCKYEMUTE JOKYMEHTH, 3@ BCEKH OTJIEJIEH CIIy4ail; A0 MPEACTaBsIHE HA U3UCKBAHUTE JOKYMEHTH
CPOKBT 3a M3/1aBaHE Ha PEIICHHE 32 YTBbPK/IaBaHE/0TKa3 OT YTBbPIKAaBaHE Ha MPOTOKOJ criupa Aa
Teye;

4. xOMHCHITa HE HOCH OTTOBOPHOCT 3a CHOWTHSA, MPOU3THYAIIN OT 3a0aBEHOTO MPEAOCTaBsSHE Ha
JOKYMEHTAIUATa;

5. U3BBPIIBA EKCIIEPTU3A 32 JIEKAPCTBEHUTE MPOJAYKTH IO MPOTOKOJIUTE B CIIy4auTe, IPEABUICHU B
HPJI 3a MmenMIIMHCKN NEWHOCTH, MPU YCIOBUATA U 1O peJla, IPEABUICHU B TO3U IPABUIIHUK;

6. W3roTBA MOTHBUPAHM peuleHus, KOUTO mpexacraBs Ha ynpasutens Ha H3O0K 3a
yTBbpK/IaBaHE/0TKa3 3a yTBbprkaaBaHe Ha "[IpoToko 3a peAnrucBane Ha JIeKapcTBa, 3arulaliaHy OT
H30K/P30K";

7. m3rotBa craHoBuma no ynpasurens Ha H30K no "IIporokon 3a mpennucBaHe Ha JEKapCTBa,
samramann ot H30K/P30K" u 3a oTmryckaHe Ha JIeKapCTBEHH MPOAYKTH, U3aI€HH OT KOMUCHH B
P30K, B npensunenure ot HP/I 3a MegMIIMHCKY NEHHOCTH U TO3H NPABUIHUK CIIyYau.

(2) Komucusita u3BbpmBa excrieptuszara mo ai. 1, T. 1 wa 30JI, 3a KoUTO B mpuIpyKaBaiiara
IIPOTOKOJIA JOKYMEHTALIMS € OTPA3€HO:

1. pazpemenue ot 30J1 3a 1OCTHII O €1EKTPOHHOTO MY 3JPaBHO JOCHE;

2. nurica Ha U3KII0YBAIY KPUTEPUH 3a 3al04YBaHe/IpoAbIKaBaHe Ha JieueHue ¢ JIIT;

3. xenanue ot 30J1 3a og00psiBaHe HA J€UEeHUE ChC CKBIIOCTPYBAILL JIEKAPCTBEH MPOAYKT, 3aIllaliaH
ot H30K;

4. notBepkaeHUE 3a ToBa, ye 30JI e yBenoMeHO 3a JIEHCTBUETO HAa Ha3HAueHaTa JIEKapCTBEHa
Tepamnus 1 JaBa HH(GOPMHUPAHO ChIVIACKE ChIIIaTa J1a My ObJe Mpujarasa.

(3) Komucusita u3BbpIiBa eKkcriepTusara mno ai. 1, 1. 1 cien mpoBepka 3a:

1. nunca Ha BHsA37I0 B cuia pemeHue Ha ympasurens Ha H3OK 3a yTBbpkIaBaHe/OTKa3 OT
yTBbpxkAaBaHe Ha "lIpoTokon 3a mpeamnucBaHe Ha Jyekapcrsa, 3amnamanu or H30K/P3OK" 3a
CBILOTO JIMLIE, 33 CHIIUTE JIEKAPCTBEHH MPOJYKTH U 3a CHLIUS MIEPUOL;

2. HENpeKbCHATH 3JpaBHOOCUTYPUTENIHM IMpaBa 3a jumara, ocurypeHu B H3OK, wnm nwuue,
OCUTYpEHO B Jpyra abpkaBa wieHka/abpxkaBa or EWII/Kondenepamus IIBeiinapus, xoero B
PenyOnuka bearapus npu nojgyyaBaHe Ha MEAMIIMHCKA IOMOII C€ IOJI3Ba C MpaBa Ha OBJIrapcKo
3/]paBHOOCUTYPEHO JIMIIE CBIVIACHO IIpaBWJIaTa 3a KOOPAMHALMA Ha CHUCTEMHUTE 3a COLMAJIHA
CUTYPHOCT;

3. cia3eHu M3UCKBAHHUA 3a IPEINUCBAHE HA JIEKApCTBEHU NPOAYKTH, PEIVIAMEHTUPAHU B Wil. 56 OT
330 u Hapen6a Ne 4 ot 2009 r. 3a ycioBusiTa ¥ peia 3a MpeANMCBaHe U OTITyCKaHEe Ha JIEKapCTBEHU
TIPOJIYKTH;

4. Ha3HaueHaTa Tepamusi CbC CHOTBETHHS JIEKAPCTBEH NPOAYKT B IMPOTOKOJIA OTroBaps JIM Ha
cboTBeTHUTE M3uckBaHusd Ha H3OK npu m3naBaHe Ha NPOTOKOIM 3a JIEUEHUE IO KOHKPETHU
3a00JIIBaHUSI U TPYIH JIEKAPCTBEHH MPOIYKTH;
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5. HaJIM4YKMe Ha BCUYKH U3UCKYEMU IOKYMEHTH W/WIIH MIPEICTaBEHUTE J1a OTTOBapsIT HAa U3UCKBAHUATA
Ha H30K npu u3aaBane Ha MPOTOKOJIH 32 JICYCHHE 10 KOHKPETHH 3a00JI1BaHUS U TPYITH JIEKAPCTBEHU
IPOAYKTH,

6. crmasBaHe Ha MpeINKcaHaTa TEpaleBTHYHA CXeMa MO OJ00pEeH MPOTOKOJ TPHU IMOCTHININ
JOKYMEHTH 3a CJIe[Balll KypC Ha JIeUeHHeE;

7. nonyuenu ot 30JI B anTeka npeanrcaHi KOJIWYEeCTBA JEKAPCTBEH MPOAYKT 3a ChLIOTO 3a00IIBaHe
Ha 0a3a yTBBbp/EH NPEaX0AEH IPOTOKOIL

8. cna3Bane Ha obure n3nckBanus Ha 330, 3JIIIXM, HOpMATUBHUTE aKTOBE IO MPHJIATAHETO UM,
kakto U HPJI, oTHOCHO mpeAmnucBaHETO Ha JIEKAPCTBEHUW NPOAYKTH, 3aIUIAll[aHU HAIMBJIHO WIIU
yactuuno ot H30K;

9. HanMuMe Ha BBIPOC OT KOMIIETEHTHOCT Ha JIPYr OpraH, KOraTo PEHIeHUETO Ha yNpaBUTENs Ha
H3O0K 3a yrBBpKAaBaHe/0TKa3 3a YTBbp)KJaBaHEe Ha MPOTOKOJA HE MOXe Ja Oble u3aaneHo 0e3
MIPE/IBAPUTEIIHOTO PelllaBaHe Ha TO3U BBIPOC.

(4) Cnen n3BbplIBaHE HA EKCIIEPTH3a KOMUCHUATA B3EMa PEILICHUE J1a:

1. onobpu npeanucanara Tepanus chC CbOTBETHHS JIEKAPCTBEH MPOIYKT;

2. onoOpwu mpennucanaTa Tepanus ChbC ChbOTBETHHS JIEKAPCTBEH MPOYKT B MPEJICTABEHUS TPOTOKOI
ChC CIIETHUTE IPOMEHH — KOJIMUYECTBO Ha JIEKAPCTBEHOTO BEIIECTBO, THEBHA (CEAMUYHA) 103a, CXeMa
Ha IPUJIOKEHUE U CPOK HA JICUEHHUE;

3. He omoOpu mpeamucaHaTa Tepamnusi CbC CHOTBETHHUS JIGKAPCTBEH MPOJIYKT, KaTo IMOCOYU
OCHOBAHUSTA 3a TOBA.

(5) Beeku yTBBpJIEH 1O pefa Ha HacTosmus npaBuiHKK "[IpoTokon 3a mpeanucBaHe Ha JIeKapCcTBa,
sarmramann or H30K/P30OK" ce aktuBupa B chorBeTHaTa P3OK.

(6) Kommcusita HAMa mpaBo Ja 3aMEHs JICKApCTBEHMsI MPOAYKT, Ha3HaueH ¢ "[IpoTokon 3a
MpeanrcBane Ha JiekapcTBa, 3amiamand oT H30K/P3OK". 3aMsHa Ha JIeKapCTBEH MPOIYKT Ce
U3BBPIIBA CaMO [0 MEIUIIMHCKHU MOKa3aHMs M0 MPEIeHKa Ha JieKaps/crenrualn3upanaTta KOMUCHS,
u3Jiajn/a mpoToKoa, U cliea HH(HOPMHUPAHO ChITIaCHe HA MAIUEHTA.

(7) Otka3z 3a yrBbpkmaBaHe Ha "l[IpoTokon 3a mpennucBaHe Ha JIEKAPCTBA, 3aIUlalllaHd OT
H30K/P30OK" moxe na Oblae HampaBeH C MOTHUBUpaHO peuieHue Ha ympaButens Ha H30K B
CllydauTe, KOraTo He € HaJIMIE €/1Ha WIH [TOBeY€e OT MPEANOCTaBKUTE 1O all. 3.

Ya. 56. (U3m. — [IB, 6p. 71 ot 2023 ., B cuna ot 18.08.2023 r.) Ilpu ochiuecTBsiBaHe Ha
¢byHKIMUTE cu 1o wi. 55, an. 1 komucusTa:
1. Bou HEOOXOAMMATA TOKYMEHTAIINS;
2. ¥Ma JOCTBI U IOJI3BA MEIMLHMHCKA U JApyra HHGPOpMalus/JOKyMEHTH, ChIbpXKAIIU ce B
Hanmonanunara 3apaBHo-uHpopmannonsa cucrema (H3MC) u/unu B uHGOpMalmoHHaTa CUCTEMa Ha
H3O0K, 3a 30JI, xkannuaaTcTBaIm 3a yTBbPK/IaBaHe Ha MPOTOKOJ.

Yur. 57. (U3m. — 1B, 6p. 71 ot 2023 1., B cuina ot 18.08.2023 r.) Komucusita ochiiecTBsBa
CIIETHUTE TOMBbIHUTENHU (QYHKIINH:
1. ocpuiecTBsiBa MeTOAOI0rMYHA Tomon] Ha komucuute B P3OK, KouTo ochIIECTBABAT EKCIIEPTU3HA
JEWHOCT 3a yTBbpIKAaBaHe/oq00psiBane Ha "IIpoTokom 3a MpeAnucBaHe Ha JIeKapCTBa, 3aIUIallaHu OT
H3O0K/P30K" 3a oTnyckaHe Ha JiekapcTBEHH NMPOIYKTHU B ciyyaute, npeasuaeHu B HPJI;
2. U3BBPILBA AHATU3 HA JIEWHOCTTa HA KOMHMCHUUTE MO T. | Ha OCHOBAHME JJAHHUTE, MOJYYEHH OT
P30K;
3. naBa cranoBuile Ha ynpasutens Ha H30K B ciydanrte Ha »kanba cpemty OTkKa3 Ha JUPEKTOpa Ha
P30K 3a yrBbpkaBaHe/on00psiBane Ha "[IpoTokoi 3a mpennucBaHe Ha JIEKapcTBa, 3alljIallaHd OT
H30K/P30K" 3a ckwpmocTpyBamy JIEKapcTBEH MPOIYKT, momaaeHa mo peaa Ha AIIK mpen mo-
rOpeCTOALINS aJMUHUCTPAaTHUBEH opraH — ynpasutens Ha H30K;
4. n3rotBa npoektn Ha n3uckBanus Ha H3OK npu m3naBane Ha "IIpoTokon 3a mpeanucBaHe Ha
nekapctBa, 3amnamand or H30K/P3OK" 3a siedeHne 1o KOHKPETHH 3a00JsIBAHHMSA W TPYyNU
JIEKapCTBEHU MPOAYKTH, KAKTO U MPEATI0KEHNUS 3a U3MEHEHHE W/1IIN JOITbIHEHNE Ha Beue YTBbPACHH
M3MCKBAaHUS, TIO pea Ha To3W npaBWiIHUK U HPJl 3a MenuuuHCKH AeHHOCTH/aHEKCUTE KbM HEro
u/unu pemenusara Ha Hanzopaus ceBer Ha H30K;

ctp. 30 ot 36



5. 4JI€eHOBE Ha KOMUCHSITA, ONIPEACIICHU ChC 3anoBe Ha ynpaBurtens Ha H3OK, morar na yuactsar B
ChbBMECTHH MpoBepku ¢ KoHTponHuTe opranu Ha H30OK/P30K Ha neliHOCTTa Ha M3MBIHUTENUTE HA
MEIMIIMHCKa oMol no u3gaBaHe Ha "[IpoTokois 3a mpeAmnmucBaHe Ha JIEKApCTBA, 3aIlIalllaHd OT
H30K/P30K".

Y. 58. (U3m. — JIB, 6p. 71 ot 2023 1., B cruta ot 18.08.2023 1.) (1) Komucusita u3pbpiisa

excriepTu3a u npeacrass Ha ynpasutens Ha H30K mpoekt Ha pemieHue 3a yTBbpKIaBaHe/0TKa3 3a
yTBBpkaaBaHe Ha "[IpoTokoit 3a mpennucBade Ha JiekapeTBa, 3amananu o H30K/P3OK" B cpok
710 JIBa Mecella CYUTAHO OT Jarara Ha MOJaBaHE HAa MPOTOKOJa B MH(OpMAllMOHHATA CHCTEMa Ha
H3O0K, xoraTo Ha IUIIETO HE ca OTMYCKAaHU 0 TO3M MOMEHT JIEKApCTBEHU MPOIYKTH 10 MPOTOKOI 32
CBIIOTO 3a00JIBaHe, 3alUIallaHy HAITBIHO WK 9acTuaHo oT H30K.
(2) U3BbH ciydauTe 1o an. 1 koMucHATa M3BBHPIIBA €KCIIEPTU3a U MPEJCTaBsl HA YIpPaBUTENS Ha
H3O0K npoekt Ha pemieHne 3a yTBbpKIaBaHe/0TKa3 3a yTBbpk1aBaHe Ha "IIpoToko 3a npennucBane
Ha jekapcTBa, 3amamand or H30K/P30OK" B 30-gHeBeH CpoOK OT MOJaBaHETO Ha JOKYMEHTHUTE B
H3O0K.

Yiu. 59. (U3m. — IB, 6p. 71 ot 2023 1., B cuna ot 18.08.2023 r.) (1) Komucusra Bzema
pelieHus 3a BCEKH OTHENEH CIlydail ¢ MHO3MHCTBO TOJIOBMHATA IUIIOC €AMH OT IMPHCHCTBALIUTE
YJICHOBE HAa KOMHCHSATA M BRHITHUTE €KCIIEPTH 32 KOHKPETHOTO 3ace/aHue.

(2) B ciiyuauTe, KOrato HKOU OT YJIEHOBETE ca IJ1acyBajy "MpPOTHUB'", T€ U3JlaraT MMCMEHU MOTUBU
3a ToBa. MOTHBHUTE ca HEpa3/eIHa YacT OT MPOTOKOJIA, B KOMTO Ca OTPAa3eHU B3CTUTE PEIICHHUS.
(3) UsieHoBeTe Ha KOMUCHSATA HE MOT'aT Jia C€ Bb3IbPKAT OT IJIaCyBaHE.

Yu. 60. (M3m. — JIB, Op. 71 ot 2023 1., B cuuia ot 18.08.2023 r.) (1) 3a Bcsiko 3acenanue
KOMUCHSATA U3TOTBS OTAEIHU IIPOTOKOJM 10 yTBbpAeHUTE n3nckBanus Ha H30K npu u3gaBane Ha
"[Iporokon 3a mpeAnucBane Ha JekapcTa, 3amnanianu oT H30K/P30K" 3a neueHne no KOHKpeTHU
3a00JIsIBaHMS U TPYIH JICKAPCTBEHH MPOAYKTH. BCekn MpOTOKOI ChABpIKA:

1. naTta ¥ MSCTO Ha MPOBEXAAHE HA 3aCETAHUETO;

2. y4acTBalIUTE WICHOBE HA KOMHUCHUATA U BBHHIIHU €KCIIEPTU HA KOHKPETHOTO 3aceaHMe;

3. CHUCBHK Ha MOCTHIIUIIUTE 3asIBICHMUS;

4. mouCKaHa/moNlydyeHa AONBJIHUTENHAa HWH(GOpMalus W/WIM CTaHOBUINA B CIy4aWTe, KOrato
KOMUCHSTA € MPEeIeHIIa HEOOXOAUMOCTTa OT TAKUBA;

5. pelieHns Ha KOMUCHSATA IO BCSAKO 3asBJICHHE — OTHOCHO HETOBaTa JJOIyCTUMOCT M OCHOBATEIHOCT;
6. MoTHBUpaHHU npeaniokenus 1o ynpasutens Ha H30K no Besko 3asBienue (cinydail) 3a u3gaBaHe
Ha pellleHre 3a YyTBbPK/IaBaHe/0TKa3 3a YTBbpKAaBaHe Ha uznageH "[IpoTokoun 3a mpeanucBaHe Ha
nekapcTBa, 3amamanu ot H30K/P30K".

(2) [IpoTOKOIBT OT KOHKPETHOTO 3aceJaHhe Ha KOMHUCHATA C€ TMOJMUCBA OT BCUYKU UYJICHOBE Ha
KOMUCHSTA, y4acTBAJIM B KOHKPETHOTO 3acelaHue, OT BBHIIHUTE €KCIEpPTH M CE€ PETUCTPHUpa B
nenoBoacTBo B IIY na H30K.

Y. 61. (U3m. — 1B, 6p. 71 ot 2023 1., B cuma ot 18.08.2023 1.) (1) Ha 6a3a mporokona mo
y1. 60 KOMHUCHATA U3TOTBA NMPOEKT Ha MOTHBHMpaHO pemieHue Ha ynpasutens Ha H30K, B koero ce
[I0COYBAT JIMIIATA, 3a KOUTO CE€ YTBBP)KJIABaT ChOTBETHUTE IMPOTOKOJIM M HAa KOWTO ILIe UM ObAAT
OTITYCHATH MpeINUCAHUTE JeKapCTBEHHU MPOAYKTH 3a JOMAIIIHO JieueHue, 3amiamanu or H30K.

(2) Ilpu perieHre Ha KOMUCHATA J]a HE C€ YTBBP/IU U3/1aJI€H IPOTOKOJI C€ U3TOTBSI IPOEKT Ha PellIeHUe
Ha ympasurens Ha H30K 3a oTka3 3a yIBbpKaaBaHe Ha MPOTOKOJ MO OTHOIIEHHE HA KOHKPETHOTO
30JI, B K0eTO ce mocoYBaT MOTHBHUTE 3a OTKa3a.

Yu. 62. (M3m. — JIB, 6p. 71 ot 2023 1., B cuna ot 18.08.2023 r.) [IpoTOKOAHUTE OT BCSIKO
3acelaHue C MPUIOKEHW KbM HETrO NMPOEKTH Ha MOTHMBHMPAHM pemieHus no wi. 61, am. 1 m 2 ce
IIPEJICTABAT HAa YIPABUTENSA B 3-THEBEH CPOK OT U3TOTBSHETO UM.

Y. 63. (U3m. — JIB, 6p. 71 ot 2023 1., B cuna ot 18.08.2023 r.) UneHoBeTe HA KOMUCHSATA
HSIMAaT MPaBO J1a Pa3NpOCTPaHABAT JaHHH, CTAHAIM UM U3BECTHU MPHU WIH MO MOBOJ YUYACTHETO UM B
KOMHCHSITA.
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Ya. 64. (U3m. — JIB, 6p. 71 ot 2023 r., B cruta ot 18.08.2023 r.) Yopasurtenst na H30K
u3/1aBa:
1. pemeHne, B KOETO €€ IMOCOYBAT JIMIIATA, HA KOUTO C€ YTBBPXKIABAT CHOTBETHHUTE MPOTOKOIH 32
OTITyCKaHE Ha MPEANHCAaHUTE JIEKaPCTBEHHU MPOIYKTH 3a JOMAIITHO JeueHue, 3amamani or H30K;
B PEIICHUETO CE BKIIOYBA Pa3NOPESKIaHEe 3a MPEABAPUTEIHOTO MY M3IBIHEHHE, 32 J]a C€ OCUTYPH
JKUBOTBHT UJIK 3JpaBCTO HaA JIMLATa,
2. MHIMBUYaJIHU MOTUBUPAHU PEIICHUS 32 0TKa3 3a yTBbpkaBaHe Ha "[IpoToKOII 3a MpennucBane
Ha Jekapcta, 3amamaan ot H30OK/P3OK" — mpu nurica Ha eqHa WM MOBEYE MPEIIIOCTABKH 32
HEroBaTa OCHOBATEIHOCT.

Ya. 65. (U3m. — [IB, 6p. 71 ot 2023 1., B cuia ot 18.08.2023 r.) (1) Cnen uznaBane Ha
pemenuero mo wi. 64 komwucusaTa uHPopmupa P30K upes wmHpopmManmoHHaTa cucTemMa 3a
YTBBPACHUTE/O0TKA3aHUTE IPOTOKOIIH C 11eJ1 ocieasanio napopmupane Ha 30J1 mo mocoueH oT HETo
HAYMH.

(2) B cpok 10 3 nuu OT naTaTta Ha U3AaBaHe Ha pereHusiTa o wi. 64 B P30OK ce uznpaiar peenusra
3a OTKa3 mo 4i. 64, T. 2.

(3) Cnen nmomyyaBaHe Ha OTKa3 3a yTBbpkaaBaHe Ha "lIpoTokon 3a mpeanucBaHe Ha JieKapCTBa,
zamnamanu ot H30OK/P30K" ot komucusra B LIY na H30K P3OK yBenomsa 30J1 B cpok 110 3 qHH.
Pemenuero 3a oTka3 cieqBa Jja ce€ Bpbuu JUYHO WK upe3 mbiaHoMolHuK Ha 30J1. Ako 30JI He ce
SIBU 32 TMOJIy4aBaHe Ha PEIICHUETO 3a OTKAa3, ChIIOTO MY C€ M3Mpallla 0 MoIIaTa ¢ 00paTHa pa3mucKa.
(4) IIpu HEBB3MOXKHOCT JIMLETO Ja MOIY4YH PEIIEHUETO M0 ajl. 3 ChIIOTO MOXKE /1a C€ MPEJOCTaBU Ha
HeroB(a) cbIpyr(a), 3aKOHEH MPEICTAaBUTEN, HACTOWHUK, TIOMEYUTE] WIW JPYro HU3PUYHO
VITBTHOMOIICHO JIMIIE CPEUly IPEACTaBsSiHE HAa CHOTBETEH JOKYMEHT, JOKa3Ball] KauyeCTBOTO Ha
MOJTy4aTesl.

Y. 66. (M3m. — JIB, Op. 71 ot 2023 r., B cuna ot 18.08.2023 r.) (1) IIpu nocrsnmio
MMUCMEHO MCKaHEe OT JIMIIETO Ha CBHIIOTO CE MPEIOCTaBs 3aBEPEHO KOMHUE HA PEIICHUATA 10 Wi. 64 H
68.
(2) Ilpu HEBB3MOKHOCT JIUIETO J1a TIOJIYYd JOKYMEHTHUTE 10 ajl. | CHIIMTE MOTaT Jia Ce MPeOCTaBAT
Ha HeroB(a) chIOpyr(a), 3aKOHEH MPEACTABUTEN, HACTOWHUK, IMOMEUUTENl WIH JPYro HU3PUYHO
YI'BJIHOMOIIICHO JIMIE CPEIly MpEICTaBsHE Ha CHOTBETEH IOKYMEHT, JOKa3Balll KaueCTBOTO Ha
MOJTy4aTes.

Yur. 67. (U3m. — 1B, 6p. 71 o1 2023 1., B cuna ot 18.08.2023 r.) HaznauaBane Ha Tepanusita
C JekapcTBeHM mpoayktu mo "IIpoTokon 3a mnpeamucBaHe Ha JeKapcTBa, 3aIUIAIIAHU  OT
H30K/P30OK" 3a npeanucBane Ha jekapctsa, 3amiamanu oT H30K/P30K, tsaxHoTo oTmyckane u
3aIUIalaHe ce U3BBbPUIBAT M0 pej U HauuH, yctaHoBeHH B 330, 3JIIIXM, HopMaTUBHUTE akTOBE MO
TAXHOTO Npuiarane, kakro 1 B HP/] 3a MequuuHCKUTE IEHHOCTH.

Yui. 68. (1U3m. — IB, 6p. 71 ot 2023 1., B cuna ot 18.08.2023 r.) (1) YnpaBurenst uzaana
pellIeHne, ¢ KOeTo MpeKpaTsBa AeMCTBUETO 10 oTHoLIeHUe Ha AaneHo 30JI Ha perieHnero, ¢ KOeTo €
yTBBpeH "IIpoTokoi 3a npeanucBane Ha tekapcTa, 3amnamann ot H30K/P30OK" 3a mpennucsane
Ha jekapcrtBa, 3amnamand oT H30K/P3OK (korato mpoTOKOABT € B CPOK Ha BaJUAHOCT), U
IIpeKpaTsBa JEHCTBUETO HA MMPOTOKOJIA B CIEIHUTE CIIyYau:

1. embpt Ha 30JI;

2. IpoMsIHA Ha TEpaInsATa, 103aTa WIN IPEKPATABAHE HA JICUEHUETO, BKIIOYUTEIIHO U B CIIy4auTe Ha
MOsIBA HAa HEXEJIaH!U JIEKapCTBEHU PEaKIIHH;

3. mpoMsiHa Ha YCJIOBMATA, pela W HAuyMHA 33 MPEANHMCBAaHE W/MIM OTIIyCKaHE Ha JIEKapCTBEHUS
MPOJYKT B TO3U MPABWJIHUK U/UIU B IPYT OTHOCHM I10/13aKOHOB HOPMAaTUBEH aKT;

4. M3KIIOUBaHE HA CKBIOCTPYBALIUSA JIEKAPCTBEH IPOLYKT, KONTO € Ha3HA4YeH C YTBBPICHUS
poToKoJ, oT npuioxenue Ne 1 va ITJIC;

5. npekpatsaBaHe Ha 3amnamadero oT H30K Ha ckbpnocTpyBamus JIeKapCcTBEH NMPOLYKT, KOHTO €
Ha3HaYeH C YTBBPACHHUS TMPOTOKON (IO J>KEJlaHWE Ha TMpUTEeXaTelas Ha pa3pelieHHueTo 3a
yrnoTpeba/HeroB yImbIHOMOLIEH MpPEACTaBUTE] WIM IPU HEJOrOBapsiHE Ha OTCTBIKA, KOTaTo
MPOJAYKTHT MOJUIEKHU HA 33bJKUTEIIHO HEHTPATU3UPAHO I0TOBAPSIHE HA OTCTHIIKHM ChITIACHO WJl. 45,
an. 10 ot 330);
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6. moctermwia B H30K wmHpOpMamms oT mpuTekarenas Ha pa3pelieHueTo 3a YInoTpeOa/HeroB
VI'BITHOMOIIICH TPEACTaBUTEIN 3a JIUTICAa WJIM HEJOCTUT Ha OBIATapCcKus MMazap Ha KOJIMYECTBA OT
JEKapCTBEHHUST TMPOJYKT IOBeYe OT 3 Mecema TMOpajd MPOU3BOJICTBEHH WM  JIPYTH
MPUYHHUA/TIPOOTIEMH.

(2) [eiicTBHeTo Ha MPOTOKOJA C€ MpeKpaTsBa OT JaTara Ha 3aceJaHHeTO, Ha KOETO € B3ETO
PEILICHUETO 32 HErOBOTO MPEKpaTsIBaHE.

Yia. 69. (M3m. — JIB, 6p. 71 ot 2023 r., B cruta ot 18.08.2023 r.) (1) B I1Y na H30K ce
cbxpaHsiBa M o0paborBa uHpopmauus 3a 30JI, modydaBamM CKbBIIOCTPYBAIIM JIEKAPCTBEHU
IPOJXYKTH IO pela Ha TO3W NPABWJIHHMK M TPH Cla3BaHe pasnopenduTe Ha 3akoHa 3a 3allUTa HA
JMYHUTE JaHHU.

(2) Exxemece4yno cekpeTapsT Ha KOMHCHUSTA U3TOTBS cripaBKa 3a 0post Ha 30J1, 3a KOUTO € pa3pemeHo
OTIYCKAaHETO Ha CKbIM JICKAPCTBEHM INPOJIYKTH, W 3a HPOTHO3HMSA pa3Mep Ha CpeacTBaTa 3a
IPEe0CTaBsHE Ha CHOTBETHOTO JICYECHHE.

Ya. 70. (U3m. — IB, 6p. 71 ot 2023 1., B cuna ot 18.08.2023 r.) Undopmanus 0OTHOCHO
craryca Ha npotokoaute ce npeaoctars or P3OK na 30JI mo mocoyeH OT IMIETO HaYuH.

Ya. 71. (Otm. — 1B, 6p. 71 ot 2023 1., B cuna ot 18.08.2023 r.).

MNPEXO/JHU U 3AKIIOYUTEJIHU PA3IIOPE/IBU

§ 1. B cpok 110 euH Mecel] OT BIU3aHETO B CHJIa HA MPABHIIHUKA YIIPABUTEISIT YTBBPKIaBA
JUTb)KHOCTHO pa3znucanue Ha ciyxurenure B H3OK.

§ 2. (B cuna ot 1.04.2019 r. - JIB, 6p. 19 ot 2019 r.) H30K pa3raexna 10KyMEHTH Ha
nena, kanaunarctBaiaud g0 31.03.2019 r. B Lentsp "dPonxa 3a neyenue Ha aena" kpM M3 3a
¢dbuHaHCcUpaHe Ha JiedeHneTo UM B abpkaBu oT EC/EUIT/Koudenepanus IlIBeiinapus, cBbp3aHo ¢
MpUJiaraHe Ha JEHCTBAIIOTO EBPOIEWCKO 3aKOHOIATENICTBO 3a KOOpJWHAIMS Ha CHCTEMHUTE 3a
conpagHa curypHocT (paspenienus u Gopmyisipu S2 3a maHoBo siedeHue B EC).

§ 3. To3u npaBWIHUK ce MpUeMa Ha OCHOBaHue wi. 15, an. 1, 1. 1 ot 3akoHa 3a 31paBHOTO
ocurypsiBane u OTMeHs IIpaBuiHuMKa 3a yCTpOWCTBOTO M JelHOocTTa Ha Hanumonamnara
3paBHOOCUTYpUTENHA Kaca (00H., /IB, 6p. 79 ot 2013 r.; gom., O6p. 104 ot 2018 1.).

§ 4. TpaBuaaEKBT € ipreT oT Hamzoprawust ceBer Ha H30K ¢ Pemenune Ne P/I-HC-04-9 ot
7.02.2019 r. u BIM3a B cuja OT AaTaTa Ha OOHAapoJBaHETO My B "/[bpKaBeH BECTHUK" ¢ H3KIIIOUCHHE
Ha wi1. 35, T. 5 u § 2, xouTto Biau3aT B cuia ot 1.04.2019 1.

SAKJIIOUUTEJIHA PA3IIOPE/IBM
KkbM [IpaBriiHMKA 32 U3MEHEHHE U JoNbJIHEHUE Ha [IpaBuiiHuKa 3a

yCTPOMCTBOTO U AeHHOCTTa Ha HarmonamHaTa 31paBHOOCUTYpHUTETHA Kaca
(IB, 6p. 86 ot 2021 r., B cuna ot 15.10.2021 r.)

§ 13. B cpok m0 enuH Mecel] OT BIM3aHETO B CHJIa Ha INPABUIHUKA YIPABUTEIAT
YTBBPK/IaBa IIBKHOCTHO pasnucanue Ha ciayxurenure B H3OK.

SAKJIITOUUTEJIHA PA3ITIOPEJIB

kbM [IpaBuiIHMKA 32 UI3MEHEHUE U J0NbJIHeHNUE Ha [IpaBuiIHKKa 3a
YCTPOMCTBOTO U JieliHOCTTa HAa HannoHanHara 3 paBHOOCHTYPHTEIHA Kaca
(B, 6p. 56 oT 2022 1., B cmiia ot 19.07.2022 1.)

§ 9. B cpok 10 equH Mecel OT BIM3AaHETO B CUJIa HA PABWIIHUKA YIIPABUTEIAT YTBBPKIaBA
JUTBKHOCTHO pasnucanue Ha ciyxurenute B [IY na H30K u P3OK.
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3AKJIIOYUTEJIHU PA3IIOPEIBA

kbM [IpaBuiiHMKa 32 UI3MEHEHUE U JonblIHeHHEe Ha [IpaBuiHuKa 3a
YCTPOHCTBOTO U AeiiHOCTTa HAa HanmoHnanHara 3jpaBHOOCUTYpHUTEIHA Kaca
(IB, 6p. 101 ot 2022 r., B cruta ot 20.12.2022 1.)

§ 2. B cpok 10 euH Mecell OT BJIM3aHETO B CUJla Ha MPABUIIHUKA YIPABUTENST YTBBPKIaBA
JUTHKHOCTHO pasnucanue Ha cinyxutenute B LY na H30K u P30OK.

SAKJIIOUUTEJIHA PA3IIOPEJIBM
KbM [IpaBriiHMKA 32 U3MEHEHUE U JoNbJIHEHUE Ha [IpaBuiiHuKa 3a

YCTPOMCTBOTO M JciiHOCTTa Ha HalmoHamHaTa 3/jpaBHOOCUTYPHUTEIIHA Kaca
(B, 6p. 96 ot 2023 r., B cuna ot 17.11.2023 1.)

§ 14. B cpok no necer pabOTHM JHH OT BIM3AHETO B CHJIA HA MPABWJIHUKA yIPABUTEIIAT
YTBBPXkAaBa JUITbKHOCTHO paznucanue Ha ciayxurtenure B LIY na H30K u P30OK.

3AKJIIOYNUTEJIHU PA3ITOPEIBA
kbM [IpaBuiiHKKa 3a U3MEHEHHE U AOIIBJIIHEHUE HA
[IpaBuiHMKa 33 yCTPOMCTBOTO U JEMHOCTTA HA

HanuonanHaTa 3paBHOOCUTYpHUTETHA Kaca
(B, 6p. 40 ot 2024 r., B cuna ot 7.05.2024 1.)

§ 11. B cpok mo nBa Mecema OT BJIM3aHETO B CHJIAa Ha TNPAaBUIHUKA YIPABUTEIST
YTBBPXAaBa JUTbKHOCTHO pa3znucanue Ha ciayxutenure B LIY na H30K u P30OK.
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B TOBA 4YHCJIO:

[{enTpanno ynpasieHue |392
B TOBA YKMCJIO:

YrpaBuren 1
[logynpasuren 1
['naBeH cekperap 1
3BeHo "Bbrpemen onut" 11
MHcnekropar 12
JIJI5)KHOCTHO JIMIIE 110 3allliTa Ha TUYHUTE JaHHU 1
Cy>KHMTeN 110 MPeKoBa U MH(GOPMAIIMOHHA CUTYPHOCT 1
DUHAHCOBU KOHTPOJIbOPH 2
001112 a IMUHUCTPATIHS 106
B TOBA YUCIIO:

Jlupexuus "I1paBaa” 12
Jlupekuyst "Bpb3ku ¢ 00111€CTBEHOCTTA U IPOTOKOT" 15
Jlupekiuss  "OOmiecTBEHM TOPBYKM W YIpPABICHUE  HA
coOcTBeHOCTTA" 32
Jlupexius "HoBenky pecypcu 1 aIMUHUCTPATUBHO 00ciy>kBaHe'"29
upexuus "OuHaHCOBO-CUETOBOAHU AeMHOCTH" 18
Crienvann3upana aAMUHUCTPAIHS 256

B TOBA YHCJIO:

[lupekuus "KoHTpon BBpXy JEHHOCTTAa IO 3aJbJDKUTEIHOTO
3/]paBHO OCHUTypsiBaHe"

ol

[upexuust "Merononorus Ha MEAUIMHCKUTE JEWHOCTH U HA

TeHTaTHuTE JeHHOCTH" 30
Jlupekuys "JlekapcTBEHN NPOAYKTH U AMETUYHU XpaHH'" 35
lupexuus "MeauuuHcKu U31e1usi ¥ IOMOIIHY cpeacTBa’ 18
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lupexnus "bromker u purancosu napamerpu” 27
[upekius  "VHPOpMALIMOHHM TEXHOJOTHHM U CUCTEMHU sala
3IPaBHOOCUTYPUTEIHH IJIallanus"

Jlupekius "Jleuenue B bbarapus m 4yxOMHa M TpaHCTPAHUYHO
31paBHO 00OCTyKBaHe"

[upeknua "MexayHapoaHa AEHHOCT M KOOpPAMHALMS —HA|
CHUCTEMMTE 3a COLIMAIHA CUTYpHOCT"

TepuTopuaaHu noaeaeHus 1975

ctp. 36 ot 36



