MUHUCTEPCTBO HA 3/IPABEOITA3BAHETO
HAPEJIBA Ne H-3 ot 27 1oum 2022 r.
3a YCJIOBHSITA M pPe/ia 32 OChIIECTBSIBAHETO U KOHTPOJIA HA JIeifHOCTUTE 10
NMpPe10CTABSIHE, N10JI3BaAHEe H PEMOHT HA MOMOIIHY CPeACTBA, MPUCIOCO0IeHUs,
ChOPbKEHUS] U MeIMIMHCKH U3/1e/IMA 32 X0pa ¢ YBpPeKIaHus
Pazmen 1
OO0 MoJI0KeHU S

Yia. 1. (1) C rtasu Hapemda ce OmMpeNeNarT YCIOBHSITA U PEABT 3a OCHIISCTBIBAHETO U
KOHTpOJIa Ha ACMHOCTUTE MO MpEeAOCTaBsSHE, MOJ3BaHE M PEMOHT Ha IMOMOIIHU CPEJNICTBa,
MPUCTIOCOOICHMS, ChOPHKEHUS U MEIUIIMHCKH U3JICIHSI 32 X0pa C YBPEKIAHUS.

(2) HdeitHocTHTE 1O MPEIOCTAaBIHE HA TIOMOIIHU CPEACTBA, MPUCIIOCOOJICHNUS, ChOPBHKECHUS
Y MEIWIMHCKH W3JICTHS 32 XOpa C YBPEXKIaHUs, B TOBA YHCIO TAXHOTO M3pabOTBaHE WIIU
PEMOHT, ce pUHAHCHPAT U aAMUHUCTpHUpAT OT HanmonanxaTa 3{paBHOOCUTYpUTEIHA Kaca pu
ChOOpa3siBaHE Ha YCIIOBUATA M pelia 3a TOBa, MpeaBujeHU B [IpaBuiiHMKa 3a Mpuiiaraie Ha
3akoHa 3a xopara ¢ yBpexaanus, npuet ¢ [loctanoBiaenue Ne 65 Ha MUHUCTEPCKUS ChBET OT
2019 r. (IB, 6p. 27 ot 2019 1.), m Hapen6a Ne 10 ot 2009 r. 3a yciioBusTa, peaa, MEXaHu3Ma u
KpUTEpUUTE 3a 3arviamane oT HanuoHanHata 31paBHOOCHUTYPUTEIHA Kaca Ha JIGKAPCTBEHU
MIPOYKTH, MEAUIIMHCKY U3/ICTIUS U HA TUSTUYHH XPaHU 32 CIICIUATHI MEIUITMHCKY IIeTTU U Ha
MIOMOIIHU CPEJCTBA, MPUCIIOCOOICHUSI, ChOPBKECHHUSI U MEAUIIMHCKU W3JENUs 3a XopaTa C
YBpEXKIaHUS, JIOTOBApSHE HAa OTCTHIIKA M BH3CTAHOBSIBAHE HA MPEBUIICHUTE CPEICTBA MPHU
MpUJIaraHe Ha MeXaHU3bM, FapaHTUPALL IPEABUAUMOCT U YyCTOMUMBOCT Ha Oromketa Ha H30K
(1B, 6p. 24 ot 2009 1.).

(3) HefinocTtute mo mpeaocTaBsiHEe, B TOBA YKHCIO M3Pa0OTBaHE WM PEMOHT Ha MOMOIIHU
CpeICTBa, MPUCTIOCOOICHUS, ChOPHKCHHS U MEIUIIMHCKH U3JICIIHS 32 XOpaTa C YBPSKIaHUS,
ce M3BBPIIBAT OT JIMIIATA, BOMCAHM B perucrhbpa mo wi. 88, am. 1 or 3akoHa 3a xopara C
yBpexaanus (3XVY).

Yur. 2. (1) HanmonanHata 31paBHOOCUTYpUTETHA Kaca KOHTPOJIUPA:

1. mo pena Ha 3aKoHa 3a 3[pAaBHOTO OCUTYpsIBaHE — IEHHOCTUTE BHB Bph3Ka C MPEIIHUCBAHE
Ha TIOMOIIHU CPEJCTBA, MPUCTIOCOOIEHUS, ChOPHKEHUS U MEIUIIMHCKU U3JIENUs 332 Xopara ¢
YBPEXKTAHMUS;

2. nefHOCTUTE MO MPEIOCTaBsIHEe, B TOBA YHCIO M3Pa0OTBaHE WM PEMOHT W TOJ3BaHE Ha
MTOMOIIIHA CPEJICTBA, MPHUCTIOCOOJICHHS, CHOPBKEHUS M MEIUIIMHCKH W3JIETUsl 3a Xopara C
YBPEXKIaHUsI, ChTTIACHO JOTOBOPHTE MO 4. 45, an. 16 ot 3akoHa 3a 3[paBHOTO OCUTYpsIBaHE.

(2) Wsnbanutennata areHumst no JsekapcrBata (MAJI) ocbhiiecTBsiBa KOHTPOJ BBPXY
peructpupanuTe 1o pena Ha wi. 88 ot 3XY nuIia 3a ChOTBETCTBUETO HA JIEKJIAPUPAHUTE OT TAX
JTAaHHU TIPU BIIMUCBAHE B PETUCTHPA U 32 CMIA3BAHETO HA KPUTEPUUTE U U3MCKBAHUSITA CHIIIACHO
Ta3u Hape0a, KAaKTO U KOHTPOJI 32 OCHIIECTBSIBAHE HA ICWHOCT IO MPEI0CTaBsiHE HA TIOMOIIHU
CpelCTBa, MPUCIIOCOOIEHNUS, ChOPBKEHUS U METUITMHCKHU U3JIETUs U PEMOHT CchIlacHO 3XVY u
Ta3u Hapenoa.

Paszpen 11
Kputepunu u u3duckBaHus KbM JHIATA, OCHIIECTBSBAIIM 1i{HOCTH MO NMPeI0CTaABsIHE U
PEMOHT HA MOMOIIHH CPEICTBA, MPUCIOCO0IeHH S, ChOPbKEHUSI U METUIIUHCKH U3/1eTUsA
3a XopaTa ¢ YBpeXIaHHus

Y. 3. O6ekTuTe, B KOUTO CE€ OCBHIIECTBSIBAT JCWHOCTU MO TMPEIOCTaBsIHE, B TOBA YHUCIIO
M3paboTBaHE WM PEMOHT Ha TMOMOIIHH CPEJICTBA, MPUCIOCOONIEHUS, CHOPHKECHUS U
MEUIIMHCKY U3/IeITHS 32 X0paTa ¢ YBPEXKAaHHs, TOCOUYEHHU B CTUCHIIUTE, U3TOTBEHU B3 OCHOBA
Ha crierudukanuara o wi. 73, an. 1 or 3XVY, 3a1pDKUTENHO TPIOBa 1a OTTOBAPAT HA CIICTHUTE
KPUTEPHUH Y N3UCKBAHHUS

1. na oTroBapsT Ha HOPMATUBHUTE U3UCKBAHUSA 33 JJOCTHITHOCT HA XOpaTa C YBPEKIaHUS;



2. pa paszmoiyarar ¢ JOCTbIIHA MH(pOpMAIUs 3a XOpaTa C YBPEXAaHUS 3a MpenaraHuTe
MOJIETIH TIOMOIIHU CPEJICTBA, MPUCTIOCOOICHUS, ChOPBKCHHS U MEAUIIMHCKY H3CITHUS;

3. la pasmosiarat ¢ JoCTaTh4Ha IUIOII, OCUTYpsIBallla Bb3MOKHOCT J1a CE U3JI0KAT MOJACITUTE
M J1a ce OCBHIIECTBH M300p M Mpoba Ha MOIXOSIIO0 IMOMOIIHO CPEICTBO, MPHUCIIOCOOICHHE,
CHOPBIKEHUE U METUIIMHCKO U3/IeTIHE 32 YOBEKA C YBPEXK/IaHE;

4. na pasmosarar ¢ JJOoCTaTbyHa IUIOI] 3a IPHEM Ha TPakIaHu, KOSTO € 000C00CHA UITH MOXKe
na 0bse 000cobeHa OTAENHO OT IUIOMIMTE MO T. 3 WM OT IUJIOLIUTE, M3IMOJI3BaHU 3a JAPYTU
LIeJIN/ IEMHOCTH;

5. B 00€KTHTE a KOHCYJITHPAT YOBEKa C yBPEXk/IaHEe 32 HAYMHA Ha MOJI3BaHe U MOAIbpKaHEe
Ha TMPEAOCTABEHUTE IOMOIIHN CPEJICTBA, MPUCIOCOOICHUS, CHOPHKEHUS U MEIUIIMHCKU
U3JIEIHSL.

UYn. 4.1lpu mpenocraBsHe Ha CHOTBETHUTE IOMOIIHU CPEACTBA, MPHUCIOCOOICHUS,
CHOPBKECHUSA U MEIUIIUHCKHU U3/IeJIHS JIMIaTa, BIUCAHU B perucThpa o wi. 88, ai. 1 ot 3XY,
3aBJDKUTEITHO MPEJAOCTABAT Ha JIMIETO C YBPEXKJIaHE:

1. BB3MOXKHOCT 32 OChILIECTBIBaHE Ha M300p U Mpoda Ha MOAXOJAIO TOMOIIHO CPEJICTBO,
MPHUCTIOCOOJICHNE, CHhOPHKEHUE U METUITUHCKO H3JICITHE;

2. rapaHIIMOHHA KapTa Ha OBJIrapcKu €3UK C MOCOYEHU aJpecu U TeleOHU Ha CEPBU3HUTE
0asu;

3. MHCTPYKIUS 32 yroTpeda Ha OBJITrapCcKH €3UK.

Ya. 5. (1) Jlunata, Bnucanu B peructbpa mo wi. 88, an. 1 ot 3XVY, KOUTO OCHIIECTBIABAT
JEHHOCTH MO NPEJOCTABSIHE U PEMOHT Ha MIOMOIIHH CPEJICTBA, MPUCIIOCOOJICHUS, ChbOPBKEHUS
Y MEIWMIIMHCKHU W3JCNUS 32 X0paTa C YBPEKITAHHS, PA3IUIHA OT M3JCIUATA, N3PAOOTCHH I10
MOpPBYKA, IPU MPOBEPKA MPEAOCTABAT AOCTHII J0:

1. omoOpenuara OT JAUPEKTOpa Ha pallOHHATa 3JIPAaBHOOCUTYPUTEIIHA Kaca
(P30K)/ynpasutens Ha H30K no 3asBneHusiTa Ha X0para ¢ yBpexkKJAaHHs 3a IPEIOCTaBEHUTE
MM TIOMOIIHU CPEJICTBA, TPUCIIOCOOJICHHS, ChOPBKEHHUS U MEIUIIMHCKH U3/IeTTUs, CbOTBETHO
3a TEXHUS PEMOHT;

2. CIEKTpOHHH (UHAHCOBU JIOKYMCHTH 32 W3BBPIICHH IUTANIAHUS, TOJIMUCAHU C
kBanmuduuupan enekrponed noanuc (KEIT) or H30K u ot nuuero no ui. 88, an. 1 ot 3XY;

3. TOKYMEHTH, YJIOCTOBEPSIBAIIN MPUETH 32 PEMOHT MTOMOIIHUA CPEACTBA, MPUCTIOCOOJICHHUS,
CHOPBKEHUS WM MEAUIIMHCKH U3/IETTHSI.

(2) Jlunata o an. 1, mpeaocTaBsIy MEAUITUHCKH U311, N3pa00TBAHU 110 TOPBHYKA, BOJIAT
U CbXpaHsIBaT CIEAHUTE JOKYMEHTH:

1. nexnapanus no paszaen I ot npunoxenue XIII or Permament (EC) 2017/745, xosito ce
MIPEIOCTaBs Ha OTAETHUS YOBEK C YBpEXK/IaHe, TOCOYCH MO UME, ChbKpallleHUe WK ITUGPOB KO,
HMMETO Ha JIMIETO/MHIIaTa, MPeNnucaIo/mperucaii n3IeueTo, U ako € MPUI0KUMO — UMETO
Ha CbOTBETHOTO JiedeOHO 3aBE/ICHIE;

2. TEXHUYECKA U IpyTa JOKYMEHTAIH 33 U3PA0OTEHHUTE M0 MOPBhYKA METUITUHCKU U3EITHS
ceriacHo 3akoHa 3a MmeaunuHckute uzaenus (3MU) u Permament (EC) 2017/745 Ha
EBpomneiickus napinamenT u Ha CobBera or 5 anpun 2017 r. 3a MEAUIIMHCKUTE W3JETUs, 3a
n3menenue Ha [lupextusa 2001/83/EO, Permament (EO) Ne 178/2002 u Pernament (EO) Ne
1223/2009 u 3a ormsHa Ha gupexktuBu 90/385/EMO u 93/42/EVIO na CbBera, Hapu4aH 3a
kpatkocT ,,Pernament (EC) 2017/745%.

Y. 6. M3paboTBaHETO HA MEAUIIMHCKU W3NS 10 TTOPHUKA 38 TBKUTEITHO CE€ U3BBPIIBA
CBIIACHO M3MCKBAHMUATA HAa 3aKoHa 3a MeauIuHckuTe usaenus u Pernament (EC) 2017/745.

Yn. 7.(1) JleitHOocTUTE MO TMPEAOCTAaBSIHE HA CIYXOBHU amapatd 3adbJDKATEITHO Ce
OCBILECTBSIBAT OT LIEHTPOBE 32 CIAYXOMPOTE3UPAHE.

(2) JInue, Bnucano B peructbpa no wi. 88, ai. 1 ot 3XY, KoeTo ochlLIeCTBsIBA IEHHOCTH 110
MpPEeIOCTaBsIHE Ha CIyXOBU amapaTd, 3aJbJDKUTETHO TpsOBa Ja pas3mojara ¢ HEHTHD 3a



CIIyXOIIPOTE3UpaHe WM Ja MMa CKJIIOYEH J0rOBOp 3a OCHIIECTBSIBAaHE HA TE€3W JEHHOCTH B
CIly4auTe, KOraTo IIEHTHPBT 32 CIYXONPOTE3UpaHe HE € HEroBa COOCTBEHOCT.

(3) LenTspbT 32 ciayxompoTe3upaHe 3aJAbDKUTEIHO TPsAOBa J1a OTroBapsi Ha CIIETHUTE
W3HUCKBAHUS:

1. na pa3nonara ¢ KaOUHET 3a UHAMBHIyaJlHA HACTPOWKA HA CIIyXOBHsI anapat U TEXHUYECKO
o0cCITy’)KBaHe, BKIIFOUMTEITHO U3BBPIIBAHE HA HHCTPYKTAX 32 YIOTpeoa;

2. na ocurypu Jadboparopusi 3a UHIMBUYaTHU OTIMBKU;

3. 1a oTroBapst HA HOPMAaTUBHUTE U3MCKBAHUS 32 JOCTBHITHOCT HA XOpaTa ¢ YBPEKIaHUS.

(4) Hetinoctute, OCHIIECTBSIBAHH B LIGHTPOBETE 3a CIIYXOMPOTE3UpPaHE, BKIIOUBAT:

1. u300p Ha MapKa, BUJ M MOJIEN Ha CIIyXOBHUS arapar;

. HACTpOiiKa Ha crieuuaiu3upan copTyep u xapayep;

. IGMOHCTpALMsS Ha 3BYKOBHU M ITYMOBHU KapTUHU Upe3 MOJXOAIIA aKYCTHYHA CUCTEMA;
. U3MIpoOBaHe Ha HIKOJIKO arapara;

. B3eMaHe Ha MsIpKa W/WiM U3paboTKa Ha WHAWBUYAIHU OTIMBKH,

. MHCTPYKTaX 3a ynorpeda Ha CIIyXOBHUs amapar;

7. ocurypsiBaHe Ha PUHAICKHOCTH U Pe3epBHU YacTH (OaTepuu, CpeIcTBa 3a MOAIbPKAHE
Ha XUTUEeHAaTa u Jp.);

8. mpuemaHe 3a AMArHOCTHKA W/WIIM PEMOHT HAa PEKIAMUpPaH WM JAe()EeKTHpa CIIyXOB
amapar.

(5) LlenTpoBeTe 3a CIyXOMpPOTE3UPAHE 3aABIKUTEIHO TPSOBA J1a pa3nosiaraT ChC CIEIHOTO
o0opyBaHe:

1. cnenmanu3upana KOMIIOTBPHA CUCTEMA C Bb3MOKHOCT 32 KOHTPOJI Ha 3BYKa;

2. mporpamarop;

3. ciennanuzupan codryep;

4. TexHHKA 32 B3e€MaHe Ha OTHEeYaThK HA MHAWBUIyaTHU OTIHBKU.

(6) B mepconana Ha LEHTPOBETE 3a CIYXOINPOTE3UpPaHE 3aJABIKUTEIHO C€ BKIIOUBA
MUHUMYM €JIUH CIIELUAJIKCT M0 CIyXOMPOTE3UpPaHe.

Yu. 8. (1) JIumara, pnrcanu B peructbpa mo wi. 88, ain. 1 ot 3XY, 3aAbDKUTETHO TPsOBa
Jla pa3nojaraT CbC CEpBU3HA 0a3a 3a rapaHIMOHEH U W3BBHTAPAHIIMOHEH CEpBU3 WM JIa UMAaT
CKJIFOUEH JIOTOBOP 3a OCBHIIECTBSIBAHE HA PEMOHTHHU JIEHHOCTH, KOTAaTO CEpBU3HATa Oa3a He e
TAXHA COOCTBEHOCT.

(2) CepBusHuTe 6a3u 3a rapaHllMOHEH U U3BBHIAPAHIIMOHEH CEpBU3 TPsiOBA JAa OTTOBapAT
Ha CJIeTHUTE KPUTEPHH:

1. na e Hanume 060COOCHO MOMENICHHE 3a MPUEMHA, KOETO OTroBaps Ha HOPMAaTHBHUTE
M3HCKBAHUA 32 IOCTBIIHOCT HAa XOpaTa ¢ YBPEXKIaHUS;

2. 1a ca OCHTypeHH HEOOXOJWMHUTE MOMEIICHHUs, TEXHUYECKH CPECTBA, MHCTPYMEHTAIHA
EeKUIIMPOBKA M Yypeau cropea coenudukara Ha ChOTBETHUTE IIOMOUIHM CpPEJCTBa,
MPUCTIOCOOICHUS, ChOPHKEHUS U METUIIUHCKH U3]IEIUS;

3. na pasmosarar ¢ KBaJU(HIMpaH MepcoHall 32 U3IbIHEHUE Ha PEMOHTHHMTE JEHHOCTH;
KBaJTM(HUKAIHIATA Ha IEPCOHANA C€ YAOCTOBEPSIBA ChC CHOTBETEH OPHIIMAJTICH JOKYMEHT.

(3) B cepBusHuTe 0a3u 3a rapaHLMOHEH U U3BBHIAPAHIIMOHEH CEPBHU3 HA MPEJOCTaBsIHUTE
MOMOIIIHU CPEJCTBA, MPHUCIIOCOOTICHNS, ChOPBKECHUS W MEIWIIMHCKU H3JeNUsl 3a Xopara ¢
YBpEXJIaHUs 33bJDKUTEITHO CE€ BOJAM PErHCThp HA M3BBPLICHUTE PEMOHTH, ChIbpPIKAILl JaHHU
3a mMeHa, aapec 1 EI'H Ha mpaBommamoTo ymiie; J0CTaBYMK; BU Ha IOPHYKATA, BKIFOUBAII
JIAaHHU 32 BUJ, MapKa, MOJIeJI, CepUs M apTUKYJIEH HOMEp Ha U3/IeNIMETO; JaTa Ha IpHUeMaHe Ha
W3JINTMETO 32 PEMOHT; TIOAPOOHO OMMCAHNE HA BUJIA M CTOWHOCTTA Ha U3BHPIICHATE PEMOHTHA
JeMHOCTH; AaTa Ha IpeJaBaHe Ha PEMOHTUPAHOTO U3JEIIHeE.

Yn. 9. (1) Jlunata, Bivcanu B peructbpa mo wi. 88, an. 1 ot 3XY, yeegomsasar UAJI 3a
HACTBIIWJIA IPOMsIHA B oOcTosTencTBara mo wi. 88, an. 4 u 5 or 3XVY B 14-1HeBeH Cpok OT
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HACTBHIIBAHETO I, KaTO MpUjIaraT CbOTBETHUTE TIOKYMEHTH 3a MpoMsiHata. Jluiara yBenomsiBaT
3a npomsaHara u P30K, ¢ kosTo nMaT CKIr04eH JOroBOp.

(2) YBenomiieHHETO U TOKYMEHTHUTE 110 all. 1 ce pasrinexaat ot MAJI cboTBeTHO 1O pena 3a
pasriexaaHe Ha 3asBICHHUATA, KATO HE CE U3MCKBAT IOKYMEHTH 33 O0CTOSITENICTBATA, KOUTO HE
Ce MPOMEHSIT.

Paznen II1
KonTpos BbpXy perucrpupanure no peaa Ha wi. 88 or 3XY Jsmmna 3a ¢cb0TBETCTBHETO HA
AeKJAPUPAHUTE OT THAX JIAHHM NP BINCBAHE B PErNcThPa U 3a CNA3BAHETO HA
KpUTepUNTe U M3UCKBaHUATA o 3XY U Ta3u Hapeada

Y. 10. (1) KortpoasT no 4. 2, an. 2 ce u3BbpiuBa ot cinyxurenn Ha MAJL

(2) JrbKHOCTHUTE JIMIIA 110 aJI. | M3BBPIIBAT IPOBEPKH I10:

1. yTBBp/EH IJ1aH;

2. MOCTBHIWJIN MUCMEHU CUTHAIH.

(3) IIpu wm3mbIIHEHHE HA KOHTPOJIHHUTE CH (PYHKIMH JUIHXHOCTHUTE JHMIA MO an. 1
U3BBPIIBAT IPOBEPKH 3a:

1. ChOTBETCTBHETO Ha JACKIAPUPAHUTE OT JIMIIATa, BIUcaHu 1o 4ui. 88, ai. 1 ot 3XVY, nanau
MIpH BIKCBAHE B PETUCTHPA U 3a CMa3BaHETO HAa KPUTEPUUTE U U3UCKBaHUsATA 10 pazaen 1I;

2. OCBLIECTBSIBAHE HA JIEHHOCT 110 MIPEIOCTABSIHE HAa IOMOIIIHU CPEJICTBA, IPUCIIOCOOIIEHUS,
CHOPBKEHUS U MEIUIIMHCKY U3JIENNS U PEMOHT cbhryiacHo 3XY U Ta3u Hapezoda.

(4) Ilpm ycraHOBsiIBaHE Ha HECHOTBETCTBUS Ha JMIaTa CE€ YKa3Ba Ja OTCTPAHAT
HECHOTBETCTBUATA, KATO UM CE OIMPEJIeNsl CPOK 3a TOBA.

(5) [Ipu Heu3BIHEHHE HA YKA3aHUATA MO WI. 4 JUIEKHOCTHUTE JIMIIA IO ajl. | u3/1aBar akT
3a yCTaHOBSIBAaHE HA aIMUHUCTPATUBHO HapyIICHUE.

(6) YcraHoBsiBaHETO HAa HAPYIICHUATA, WU3/IaBAHETO, O0XKAJIBAHETO W M3IIBIHEHUETO Ha
HaKa3aTeITHUTE MOCTAaHOBICHUS CE€ M3BBPIIBAT MO pela Ha 3aKOHA 32 aJMUHUCTPATUBHUTE
HapyLICHUs U HaKa3aHUsL.

3akIlounTeTHU pa3nopenoun

§ 1. Hapenbara ce n3znaBa Ha ocHOBaHue 4. 89, aii. 8 ot 3akoHa 3a Xopara ¢ yBpeXIaHUS U
BNIK3a B cuiia oT 1 ronu 2022 r.

§ 2.Hapembata e cwrmacyBana ¢ Hagsopuus cwBer Ha  Hanumonamnata
3IpaBHOOCUTYPUTENIHA Kaca W W3NBJIHUTEIHUSA NUPEKTOp Ha M3mbiHUTENHATa areHuus 1o
JIeKapcTBara.

Munuctep: Acena CepOe3oBa



