HPOEKT

HAPEJBA
3a YCJIOBHAITA U pelia 3a U3BbPIIBAHE HA NPOBepKHU 0T U3nmbJjHUTeIHA areHIus ,,MeIuIuHCKI
Haja30p*

Paznea |
OO0 MoJI0KeHU S

Y. 1. (1) C Ta3u Hapeada ce onpeAesT YCIOBUATA U PEABT 3.

1. uw3BBpHIBaHE HA TPOBEPKH Ha JICUCOHHWTE 3aBENCHUS OT VI3MBIHUTEIHA arcHIHS
»MEIUIIMHCKY HA30p", Hapyu4aHa Mo-HaTaThK ,,AreHIusITa®;

2. OCBINECTBSIBAaHE HA MEIUIMHCKHS KOHTpOJ 1o ['71aBa yeTBBbpTa OT 3aKOHA 3a 3APAaBHOTO
OCUTYypsIBaHE,

3. 0o0y4eHHETO Ha CIY)KUTEIHWTE, KOWTO H3BBPIIBAT MPOBEPKA HA W3BBHPIIBAHUTE OT
Je4eOHNTE 3aBEJCHUS JACHHOCTH I10 TPAHCILIAHTAIlMsl HA OPraHd, ThKaHW W KJISTKU W aCUCTHUpPaHA
PENPOIYKIIUS.

(2) TIo pena na Hapembata AreHIMSATA MPOBEPSBAa M JCHHOCTTa Ha BCHYKU (DU3HYECKH M
IOpUJIMYECKH JIUIIA, 32 KOUTO MMa JJaHHU, Y€ OCBHIIECTBSIBAT JACHHOCT B HApyIICHHE Ha 3aKOHa 3a
3/IpaBETO M Ha 3aKOHA 3a JICUCOHUTE 3aBE/ICHMS.

Y. 2. (1) V3baHuTeHA areHIus ,,MeIUIIUHCKA HaJ30p" U3BBPIIBA POBEPKH:

1. 3a cbOTBETCTBHETO Ha CTPYKTypara, YIpaBJICHUETO, AEHMHOCTTa M OpraHu3alusara Ha
MEIHIIMHCKAaTa TIOMOIIl B JIeYeOHUTE 3aBe/IEHUS C M3UCKBAHUATA Ha 3aKOHA 3a JIeYeOHUTE 3aBeICHUS,
3aKoHa 3a 3/IpaBeTO U MOJI3aKOHOBUTE HOPMATUBHH aKTOBE MO TAXHOTO MPUJIAraHe;

2. 3a CHOTBETCTBUETO Ha MW3BBPIIBAHUTE OT JieUeOHUTE 3aBeACHUS JEHHOCTH IO
TpaHCIUIAaHTAIMsl Ha OpraHd, ThKaHM W KIETKM W AacHCTUpaHa pENpoJIyKIUs CbC 3aKoHa 3a
TpaHCIUIAaHTAIlMs HA OpraHu, ThKaHU U KJIETKH, TJ1aBa 4eTBbpTa, pazaen Il ot 3akoHa 3a 31paBeTo u
HOPMATHBHHUTE aKTOBE I10 MPHJIATaHETO 1M,

3. 3a cra3BaHETO Ha YTBHPACHUTE MEAUIIMHCKH CTAaHAAPTH B JIedeOHUTE 3aBEICHUS;

4. 3a ocurypsiBaHe Ha KayeCTBOTO Ha OKa3aHaTa MEIUIIMHCKAa MOMOII B ChOTBETCTBUE C
YTIBBPACHUTE MEAUIIMHCKN CTaHIapTH;

5. 3a ca3BaHETO Ha IIpaBaTa Ha NAI[UEHTUTE B JICUEOHUTE 3aBE/ICHUS;

6. mo MoJIOM Ha rpaXKIaHU U IOPUAMYECKH JIUIIA, CBBP3aHH C OKa3BaHATa MEIUIIMHCKA TOMOIII;

7. 3a ca3BaHETO Ha YTBBPJACHUTE (papMaKo-TepaneBTUYHHU PBKOBOJACTBA 1Mo wi. 259, an. 1, T.
4 ot 3akoHa 3a JIEKapCTBEHUTE MPOIYKTH B XyMaHHATa MEIUIIMHA, KAKTO U Ha JiedeOHUTE 3aBe/IeHUs
MpY OCBHUIECTBSIBAHE HA AeHHOCTUTE MO Wwi. 259, an. 1, T. 10 oT 3akoHa 3a J€eKapCTBEHUTE MPOIYKTH B
XyMaHHaTa MEUIMHA;

8. 3a cma3BaHeTO Ha YTBBPACHUTE CTaHIApTH 3a (UHAHCOBA MEHHOCT OT JIe4eOHHTE
3aBeJIeHHs 1o WiI. 6, ail. 6 oT 3aKoHa 3a JIeueOHUTE 3aBE/ICHUS;

9. 3a pa3xoJBaHETO HA CPEJCTBA OT AbP)KaBHUS OIOJDKET OT JeUdeOHUTE 3aBElISHHsI, 10 pena
Ha 4. 82 oT 3akoHa 3a 37paBeTo u wi. 106a, an. 6 oT 3akoHa 3a JIeueOHUTE 3aBEICHUS;

10. 3a CHOTBETCTBHETO Ha JICUEOHUTE 3aBEACHUS, MOMYUIIN 0l00OpEHNE 332 M3BBPIIBAHE HA
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JeHOCTH 10 00yUeHne Ha CTYICHTH, JOKTOPAHTHU W/WIIH CIEIUAIN3aHTH, C KPUTEPUHUTE U YCIOBHITA
Ha HapeaOara mmo 4. 90, ann. 3 oT 3akoHa 3a JIeueOHUTE 3aBEACHUS;

11. na neiiHocTTa Ha JIeUeOHUTE 3aBECHUS IPU U3BbPIIBAHE HA MEIUIIMHCKA EKCIepTH3a Mo
pena Ha 3akoHa 3a 3[IPaBeTo;

12. 3a ocurypsiBane oT cTpaHa Ha Hammonamnara 3npaBHoocuryputenna kaca (H30K) na
MPEAOCTaBsIHETO HA MaKeTa OT 3/[paBHU JICHHOCTH, rapaHTUpaH oT O0ropxeTa Ha H30K;

13. 3a ocurypsiBane oT 3acTpaxoBarenure 1mo wi. 83, am. 1 or 3akoHa 3a 3APaBHOTO
OCUTYpsIBaHE Ha MPEAOCTaBIHETO Ha 3PABHUTE YCIYTU CHIVIACHO 3aCTPaxOBATEIHUS J10I0OBOD;

14. 3a u3IBIHEHUETO HA AAJICHU 33 IBJDKATEIHU MPEANUCcaHus 1o wi. 7r, ai. 2 T. 3 ot 3akoHa
3a JeueOHHUTE 3aBe/ICHUS.

(2) IlpoBepkuTe MOrar ja ce H3BBPIIBAT MO BCSIKO BpEeME B JICUCOHHWTE 3aBEACHUS IPH
cria3BaHe IpaBara Ha MMalUEeHTUTE.

Ya. 3. [Ipu u3BbpIIBaHE Ha MPOBEPKHUTE CIYKHTEIUTS HA ATCHIMATA CE PBKOBOJIAT OT
MPUHIMITATE HA HE3aBUCUMOCT, OOCKTHBHOCT, JOOPOCHBECTHOCT, 0OOCHOBAHOCT W JOKa3aHOCT Ha
KOHCTATaIlHHTE.

Pasznen I1
YcioBus 4 pell 32 M3BbPIIIBAHE HA POBEPKHUTE

Yu. 4. (1) U3nbaHUTETHUAT TUPEKTOP Ha ATEHIUATA ChC 3alOBE]] ONPEaes AIbKHOCTHUTE
JHIA OT ATEHIUATA, KOUTO U3BBPIIBAT MPOBEPKUTE TIO WI. 2 M CHCTABAT aKTOBETE 32 YCTAHOBSBAHE
Ha aJIMUHUCTPATUBHU HAPYIICHHUS.

(2) Ilpu u3BBpLIBAaHE HAa MPOBEPKUTE AIBKHOCTHUTE JMIA MO al. | ce JIErMTUMHUpAT ChC
CIIy>keOHU KapTH U UMaT MPaBo:

1. 1a W3MCKBAT OT MPOBEPSIBAHUTE JINIIA BCHUKA HEOOXOIMMH JaHHU, JOKYMEHTH, CBEICHUS,
CIpaBKU U MUCMEHU OOSCHEHMs, CBBP3aHU C KOHTPOJHMpaHaTa NEHHOCT, BKIIOYMTEIHO MPaBO HA
CBOOOJICH JIOCTBII JIO CITY’)KEOHUTE MIOMEIICHUS Ha JICYeOHNUTE 3aBE/ICHUS M Ha JIMIaTa 1o wi. 1, ai. 2;

2. Ha IOCTBII O MEIMIIMHCKaTa JOKYMEHTAIHs, BOJIEHA OT JICUeOHUTE 3aBE/ICHUS U OT JIMIlaTa
mo ui. 1, an. 2;

3. 1a naBaT 3aJABDKUTENTHH MPEANUCaHus C ONpeNeNieH CPOK U Ja CIeAT 32 U3I'BJIHEHHETO
UM.

(3) PpkoBoauTeNnMTE Ha JICYCOHHUTE 3aBECHUS Ca JUTBKHU JIa OCHTYPAT HEOOXOIMMHUTE
YCIIOBHSI 32 MPOBEXKJIaHE Ha MPOBEPKHUTE, CBOOOJEH NOCTHII HA JIMIATa 1Mo al. | 10 M3MOJI3BaHUTE
NOMEIIEHUsT M O00Opy/ABaHEe, 10 JOKyMEHTaluusATa W HH(POpMalMiTa, KOUTO Ca CBBP3aHU C
MIPOBEPSBAHUTE JCHHOCTH, BKIIOYHTEIHO BBH3MOXXKHOCT 32 B3€MaHE Ha MPOOW 3a MPOBEXKIAaHE Ha
BUPYCOJOTMYHH, MHUKPOOMOJIOTUYHH, MMYHOJIOTMYHM U XUCTOXMMUYHM U3CIEJBaHMUS 32
YCTaHOBSIBAHE Ha Ka4eCTBOTO W 0€30MaCHOCTTa Ha OpPraHW, THKAHU, KIETKH M MaTepUAINTEe |
MPOAYKTHTE, KOUTO BIU3aT B KOHTAKT C THIX.

(4) HammonanHaTa 31paBHOOCHIYPUTENIHA Kaca, palOHHHUTE 37PaBHOOCHUTYPHUTEIHHU KaCH,
3acTpaxoBatenuTe 1o wi. 83, an. 1 or 3akoHa 3a 3IpaBHOTO OCHTYpsiIBaHE ca JUIBKHHU Jla OKa3BaT
CBICHCTBAE W Jla TPEJOCTABAT Ha CIY)KUTEIUTE HAa ATEHIMATa HWCKAaHWUTE OT TAX JOKYMEHTH,
CBEJIEHUsI, CIIPaBKU U JIPYTd HOCUTENH Ha MH(OpMAIMs, CBbP3aHH C U3I'bJIHEHUE Ha IIPAaBOMOIIHITA
UM 110 3aKOHa 32 3[[PaBHOTO OCUTYpsIBaHE.

Ya. 5. (1) Usmenaautenna areHiws ,,MeIWIMHCKHA HAA30p" H3BBPIIBA IUIAHOBH U
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M3BBHPEIHH IPOBEPKH HA JICUEOHUTE 3aBEICHUS.

(2) TlmanoBu mpOBEpKHM Ha JIeUeOHWUTE 3aBENICHUS 3a OOJHWYHA TIOMOII W JICUCOHUTE
3aBeneHus mo wi. 10 or 3akoHa 3a JieueOHHUTE 3aBEJCHUS 332 CHOTBETCTBHE Ha JCHHOCTTa UM C
M3HCKBAaHUATA Ha 3aKOHA 3a JICYCOHUTE 3aBEICHUS M HAa YTBBPICHUTE MEIUIIMHCKUA CTaHAAPTH Ce
HU3BBPIIBAT HA BCCKU JIBC I'OJJUHH.

(3) InanoBM MpoBepKH Ha JIeYEOHHUTE 3aBECHHS 3a CHOTBETCTBUETO HA M3BBPIIBAHHTE OT
TAX HeﬁHOCTH 0 TpaHCIUIaHTalUWA Ha OpraHH, TbKaHU W KJIICTKH WM aCUCTUPAHA PCHPOAYKIHA CHC
3akoHa 3a TpaHCIUIAHTAIMS Ha OPTaHW, ThKAaHU U KJICTKH, TJ1aBa 4eTBbpTa, pa3aen Il or 3akoHa 3a
3ApPaBCTO U HOPMATUBHUTC AKTOBC IO HNPUJIAraHCTO MM CC U3BHPUIBAT Hall-MaJIKo BC€AHBX Ha IBC
TOJIMHHU.

Ya. 6. (1) IlnaHoBuTe MPOBEPKH €€ M3BBPIIBAT 10 LIECTMECEUYEH IUIAH, YTBBPAEH OT
M3IIBJIHUTENHUST TUPEKTOp Ha AreHIHsATa, Bb3 OCHOBA Ha aHAIM3 HAa JCWHOCTTA HA JieueOHHUTE
3aBEJICHUs U OLICHKA Ha PUCKA.

(2) Mnawbr mo an. 1 chabpka HaMMEHOBAaHME Ha OOCKTa, HpeAMETa M Iepuoja Ha
U3BBPIIBAHE HA MJIAHOBUTE ITPOBEPKH.

(3) YTBBpaCHHUSAT IUIaH ce MyOJIMKyBa Ha MHTEPHET CTpaHMIaTa Ha AreHuusTa Haii-mainko 30
JTHY IIPEM Ha4aJoTO HA CbOTBETHOTO LIECTMECEUHE.

Y. 7. (1) V3BbHpEenIHUTE TPOBEPKU C€ MU3BBPIIBAT O€3 MpeABApUTEIHO YBEIOMSBAHE Ha
MIPOBEPSBAHUTE JIUIIA:

1. mo npeneHKa Ha U3MBIHUTETHUS TUPEKTOP Ha ATEHLUATA MpU MojdydeHa nHdopmanus 3a
3/IpaBHU HEOIAroMONyYrs W/WIM HApYIIEHHs TPH U3BBPIIBAaHE HA JiedueOHaTa IeHHOCT;

2. IpU BCEKH CIIy4ail Ha CepruO3HA HEXKETaHa PEeaKIus WU CEpUO3EH MHIUUICHT, CBBP3aHH C
B3EMaHETO, eKCIIepTHU3ara, OIUIOKIAaHeTo, oOpaboTkara, mpepaboTKaTra, ETUKETUPAHETO,
CbXPaHEHHETO, OMAKOBAHETO, TPAHCIOPTUPAHETO, MOCTABSIHETO W/WIM MPUCAXKIAHETO HA OpraHw,
THKaHH WIH KIETKH,

3. 10 UCKaHe Ha MUHUCTBPA Ha 3/IpaBeoNa3BaHEeTo;

4. 10 CUTHAJIM Ha TpaXXIaHU WIH JPYTU 3aNHTEPECOBAHH JINIIA,

5. mo Moyi0a Ha KOMIIETEHTEH OpraH Ha JIpyra IbpKaBa.

(2) B cnyuaunTe, Korato M3BBHpEIHATA MPOBEPKA € 3alovHalia [0 CUTHAI Ha TPAXKIAHH WU
JPYTH 3aMHTEPECOBAHU JIMIIA, TPOBEPKaTa Cce U3BBPIIBA B CPOK JI0 JIBa Mecela OT MOCTHIIBAHETO Ha
curHana. [lpu QaxThuecka wW/WiM TpaBHA CIOXXKHOCT CPOKBT MOXE Ja OblIe YIOBDKEH OT
U3ITBJIHUTENTHUS TUPEKTOp Ha ATEHIMsATa, HO C He MOBeue OT €IMH MEcell, 32 KOeTO Ce YBeJOoMsBa
MOJIATENISIT Ha CUTHAJIA.

(3) B cyyaute 1o ai. 1, T. 5 mpu BHOC Ha ThKaHU M KJICTKH B TIPOBEpKATa MOTAT JIa y4acTBatr
U TIPEJICTABUTEH Ha KOMIIETEHTHUTE OpPTaHU, KOMTO ca OTIPABHIM MoOJ0aTa, Clie]l ChIIIaCyBaHE C
W3MBIHUTETHUS TUPEKTOP HAa ATEHIUSATA.

(4) B cnyyaute no an. 3 mosnba Morar Ja OTIpaBsT KOMIETEHTHUTE OpraHu Ha JbP:KaBU —
yyieHKU Ha EBponelickus cbio3, B KOUTO CE pasNpeAessT BHECEHUTE ThKaHU U KIIETKH.

(5) Axko AreHmusTa HE YAOBJIETBOPHM Mojbara mo am. 1, T. 5, € JIbKHAa MOTHBUPAHO J1a
YBEJIOMU CHOTBETHHUSI KOMIIETEHTEH OPraH 3a 0TKa3a CH.

(6) IMposepku mo an. 1, T. 2 1 5 ce U3BBPIIBAT HE MO-KHCHO OT 7 JHU CJIEI MOJTy4aBaHEe Ha
CbOOILIICHUETO 3a CEepPHO3HHs WHIMJEHT, CepUO3HATa HEeXeJaHa peakius Wi MonbaTa Ha
KOMIIETEHTHHS OpTaH Ha Jpyra IbpXKaBa B ATCHIIUSATA.

Y. 8. M3nbiHATEHA areHIus ,, MeIUIIMHCKN HaI30p" MOXKE Ja y9acTBa B M3BBPIIBAHE HA
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CbBMECTHU MPOBEPKHM C MHUHHCTEPCTBOTO Ha 3/paBeolia3BaHeTo, M3MbJIHHUTENHATa areHius Io
JIeKapcTBaTa, PETHOHAHUTE 3/]paBHU MHCHEKIuU, HallnoHanHaTta 3JpaBHOOCUTYpHUTENIHA Kaca, KaKTO
U C APYTH IbP>KaBHU OpraHHu.

Ya. 9 (1) M3uenuutenna areHuus ,,MeIMIMHCKA HAA30p" U3BBPIIBA MPOBEPKHU BHB BCHUKU
Je4eOHU 3aBe/IeHHs Ha TepuTopusTa Ha PemyOinka bbiarapust.

(2) TIpoBepku Morar ja ce U3BBPUIBAT U B JICUCOHU 3aBE/ICHHS HAa TEPUTOPHATA HA APYTU
ABPXKABU, KOTaTO C€ W3BBPIIBAT CHBMECTHU ACHHOCTH IO TPAHCIUIAHTAIMS W BHOC HA OPraHH,
THKaHU M KJICTKU MM ACHCTHPaHa PEIPOIYKIHS C JieueOHU 3aBEeICHHUS 110 aj. 1.

(3) IIpoBepku Morar jga ce WU3BBPIIBAT M HA JIOCTABYMK OT TpPeTa JbpKaBa Ha THKaHU U
KJICTKH.

(4) TIpoBepkwu 1o aj. 2 ce U3BBPLIAT, Clie] KaTO ATCHIUATA YBEJIOMU KOMIICTCHTHUS OPraH Ha
CHOTBETHATA JbPXKABa U ITOJy4H pa3perieHue OT HEro.

Y. 10. (1) IlpoBepkuTe ce M3BHPIIBAT OT KOMUCHS B CHCTaB, ONpPEIENICH ChC 3aloBe] Ha
U3MBIHUTETHUS JTUPEKTOp Ha ATEHIUATa, a B HErOBO OTCHCTBUE - OT 3aMECTHUK-TUPEKTOpa Ha
AreHnusra.

(2) Coc 3amoBeara mo an. 1 ce ompenens ChCTaBbT HA KOMHCHATA, HAMMEHOBAHHETO Ha
o0eKTa Ha MPOBEpKaTa, MPEIMETHT W NMEPUOIBT HAa W3BBPIIBAHE HA NPOBEPKATa, KAKTO U APYTH
00CTOSITENICTBA, CBbP3aHU C U3BHPILBAHETO M.

(3) B nposepkure mo wi. 2, ai. 1, T. 2 3agBJDKATETHO y4yacTBaT JHUIA C
oOpa3oBaTenHO-KBAIU(HUKAIIMOHHA CTENeH ,Maructep” mno ,Meauuuna“ wmm ,JleHtanHa
MEAMIMHA®, KOUTO Mpe3 MpeaxogHuTe 12 Mmecela yCIelmHO ca MPEeMUHANIM Kypc Ha OOy4YeHHE IO
pena Ha Ta3u Hapezaoda.

Yua. 11. B cberaBa Ha komucuute no wi. 10, an. 1 Morar ga y4dacTBaT M CIY>KUTENIHU OT
MUHHCTEPCTBOTO HA 3/paBEONa3BaHETO W PETHOHAIHUTE 3PAaBHU HWHCIEKIWH, TPEAJIOKEHH OT
MUHHCTBPa Ha 3/paBEONa3BaHETO WJIM OT JAUPEKTOpa Ha CHOTBETHATa PETMOHAJHA 3/paBHA
WHCTICKIIUSI.

Y. 12. (1) B ceeraBa Ha komucunte 1o wi. 10, an. 1 mMorar na y9acTBaT U BHHIIHHU €KCIIEPTH
Y MEUIIMHCKU CIELUAINCTH, KOUTO He paboTAT B AreHIMATA.

(2) 3a HyXauTEe Ha OCBUIECTBSIBAHATA KOHTPOJHA JIEHHOCT ATEHIMATa MOXE Ja IOoHCKa
MUCMEHO CTaHOBUINE M0 KOHKPETEH Ka3yC WM MO MEIUIMHCKA JOKyMEHTallMus OT EeKCIEePTHUTE
CHBETH TI0 MEIUIIMHCKH CTICIIUATHOCTH WIIM OTIACITHH MEIUIIMHCKU JSWHOCTH 1o Wi. 6a, ain. 1, T. 1 ot
3akoHa 3a JIeueOHUTE 3aBE/IEHUS, KAKTO M OT JIPYTU BBHIIHHU €KCIIEPTU U MEAULIMHCKHU CTIELUATUCTH.

(3) 3a u3BbpIIBaHE HA IEWHOCTTA JIMIIaTa 1O ai. | U 2 CKIIFOYBAT JOTOBOP C U3MIBJIHUTEIHUS
JIUPEKTOP Ha ATEHIMATA.

Y 13. HpeI[CTaBI/ITeJ'IHI/ITe OpraHu3allii 3a 3aliuTa IIpaBaTa Ha IMAOUCHTHUTC MOorar na
ydacTtBaT CbC CBOM IMPEACTABUTCIIN KAaTO Ha6HIOJIaTeJII/I B HM3BLPIIBAHUTE OT AFGHHI/ISIT& ITPOBEPKH,
IIpU YCJIOBUA U 1O PC/, OIMPECACIICHU OT U3NIBJIHUTCIHUA JUPCKTOP HAa AFGHI_II/I}ITa.

Y. 14. (1) [Ipenu Bcsika mpoBepKa YWICHOBETE HA KOMUCHSATA, KAKTO U JIMIIaTa 1o wi. 12, ai.
2 TMOANMCBAT JIEKJIapanus 3a JIca Ha KOHQUMKT Ha mHTepecH. OOpa3embT Ha JCKiIaparusaTra ce
yTIBBPK/IaBa OT U3MBIHUTEIHUS JUPEKTOP Ha ATCHIIUATA.

(2) Jlumara mo am. 1 ca mIeXHHM Jga oma3BaT HMH(pOpMAIUATA, MPEACTaBsABAIla CIIy)KeOHa
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TaifHa, KaKTO BCsAKA Jpyra 3allUTeHa OT 3aKOHA TallHa, U Ja He pasriacsBar (pakTH U 00CTOSTENCTBA,
CTaHAJIM UM M3BECTHU TPH HJIH T10 ITOBOJ] M3ITBJTHCHUETO HA TEXHUTE 3aIbJIKCHUS.

(3) JIunara no an. 1 noanucear Aekiapaiys 3a ora3BaHe Ha TaifHaTa M 3a Hepas3riiacsiBaHe Ha
(hakTH ¥ 00CTOSITENICTBA T10 all. 2.

Ya. 15. (1) 3a pesynararure OT BCSKa U3BBPIICHA IPOBEPKAa CE€ ChCTaBs KOHCTATHBEH
MIPOTOKOJI B CpoK 110 10 1HU OT MpUKITIOYBAHE HA MpoBepkara. B ciydaunte mo wi. 12, an. 2 cpoxsbT 3a
CbCTaBsSIHE Ha KOHCTATHBHMS IMPOTOKOJ 3aloyBa Ja Te4e OT JaTaTa Ha IMOJIydaBaHE Ha MHUCMEHOTO
CTaHOBHILIE.

(2) KoHCTaTMBHUAT MPOTOKOJ ChABpP)KAa OOCKT Ha IMpOBEpKaTa, (HaKTH U OOCTOATEICTBA,
YCTaHOBEHU IPU U3BBPIIBAHETO HA MPOBEPKATA, KOHCTATUPAHU HAPYIICHUS, aKO UMa TaKHWBa, JAPYTH
00CTOSITENICTBA, CBbP3aHHU C MIPOBEPKATa, KAKTO U MPHU HEOOXOAUMOCT 3aIbJIKUTEIIHU MPEITUCAHUS C
OTIpeJIeJIeH CPOK 32 U3ITBIHEHHE.

(3) KoHcTaTUBHMAT IPOTOKOJ C€ W3TOTBS B JIBa €K3EMIULSIpa - MO €IUH 3a JIeYeOHOTO
3aBeICHUE U 32 ATEHIUATA.

(4) KoHCTaTUBHUAT MTPOTOKOJI CE MOIKICBA OT JIMIIAaTa, BKIOYEHH B KoMucHsTa 1o 4i. 10, am.
1, u ce BpbUBa HA AUPEKTOPA, CHOTBETHO YIPABUTESI HA JICUSOHOTO 3aBEJICHUE, B CPOK 10 3 THU OT
U3TOTBSIHETO MY.

(5) OTka3bT Ha JIMIIETO Ja TMPUEME MPOTOKOJIa CE YAOCTOBEpsBA C MOJIMKCA MOHE HA €AUH
CBUJETEN, KaTo B MPOTOKOJda ce orOemsi3BaT Tpute uMmeHa, EI'H u agpecst my. B TO3m ciyuait
MPOTOKOJIBT C€ CMATA 32 BPBYCH Ha JIeUeOHOTO 3aBE/ICHUE.

(6) KoHCTaTHBHUAT MPOTOKON c€ BpbhYBA HA JUPEKTOpPA, CHOTBETHO HAa YIPABUTENS Ha
7e4eOHOTO 3aBelICHUE, OT JIUIE, BKIIFOUYEHO B KomucusaTa 1mo wi. 10, an. 1, win OT JUIbXKHOCTHO JIMIIC
HAa CBHOTBETHATa pETHOHAIHA 3/paBHA MHCIEKIMS [0 CEHAMIIETO Ha JIEYeOHOTO 3aBE/CHUE.
KoHCTaTUBHUAT MPOTOKOJI MOXKE Jla Ce M3MpaTh Ha JICYeOHOTO 3aBEACHME IO Tomara ¢ oOpaTHa
pasrmucka.

(7) Cnen BpbuBaHE HA KOHCTATHBHHS NPOTOKOJ HANPABCHHWTE KOHCTATAIMM HE MOraT Ja
ObJaT nmpepasriaekIaHu, U3MEHSIHU WA OTMEHSHU.

(8) B cmyuanrte, KOrato mpoBepKaTa € 3armoyHajia M0 CHUTHAI Ha TPaXTaHW WIH JPYTH
3aMHTEPECOBAHU JIUIIA, U3IBIIHUTEIHUAT AUPEKTOP Ha ATEHIMATA TH YBEAOMSBA 3a PE3yATaTHTE OT
MpoBepKaTa B 7-AHEBEH CPOK OT BpbUBaHE HA KOHCTATUBHUS IPOTOKOI.

Y. 16. B cnyuyaii, ue B X0/1a Ha U3BBPIIBAHATA MIPOBEPKA CE YCTAHOBU aJIMUHUCTPATUBHO
HapylIeHHe, OINPAaBOMOIIECHUTE [UIBKHOCTHU JIMI]A CbCTAaBSIT AaKTOBE 3a YCTAaHOBSIBAaHE Ha
aJIMUHUCTPATUBHU HapylLIeHUs MO peja Ha 3aKoHa 3a aAMUHUCTPATUBHUTE HAPYLICHUS U HaKa3aHMUs.

Ya. 17. (1) B 3aBucuMOCT OT BHAa M XapakTepa Ha KOHCTaTHMpaHUTE HapyIICHUs
M3MBJIHATEITHUAT JUPEKTOpP Ha ATEHIIMATA M3/laBa HaKa3aTeJHO IMOCTAHOBJIEHUE IO peaa Ha 3aKoHa
3a aIMUHUCTPATUBHUTE HAPYIIICHUS ¥ HaKa3aHUS U/WIIN:

1. 3anm4aBa perucTpanusaTa Ha JICUeOHOTO 3aBEJCHHME MO peaa Ha wi. 45 oT 3akoHa 3a
JIeueOHUTE 3aBEICHUS,

2. IpaB¥ MOTUBUPAHH MPEITIOKEHUS JIO:

a) MUHHCTBpPA Ha 3[[PaBEOIa3BaHETO - 32 OTHEMAaHE Ha pa3pelleHus 3a JedyeOHa JeHHOCT Ha
neueOHu 3aBeneHus mo wi. 9 u wi. 10, 1. 3, 3a, 30, 6 u 7 or 3akoHa 3a J1eYeOHUTE 3aBEICHUS;

0) MUHHCTHpa Ha 3/pPaBEOINa3BAHETO - 3a HajlaraHe Ha aJMHHUCTPATHBHU HAKa3aHHUS W
Mpujiaraie Ha NPUHYIUTEITHN aIMUHUCTPATUBHU MEPKU B PAMKHUTE Ha HETOBAaTa KOMIIETEHTHOCT;

B) CHOTBETHUS MHUHHUCTBD - 3a HajaraHe Ha JUCHIHMIUIMHAPHO HaKa3aHWE Ha JUPEKTOpa Ha
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JIeueOHOTO 3aBeACHNUE 10 Wil. 5, aji. 1 oT 3akoHa 3a JIcUCOHUTE 3aBEICHMS;

I') PPKOBOJUTENS Ha JICYEOHOTO 3aBEJICHHUE - 32 HaJlaraHe Ha NUCIMIUIMHAPHU HaKa3aHUs Ha
CHOTBETHUTE PAOOTHUIN U CITYKUTEIH.

(2) K»M mpennoxxenuero mo ai. 1, T. 2 ce mpuiara KornMe oT KOHCTaTUBHHS MPOTOKOJ OT
U3BBPIICHATA TPOBEPKA, KAKTO U JPYTU MaTEpUaIH MPU HEOOXOIMUMOCT.

(3) JInnara mo am. 1, T. 2, 10 KOUTO € HAIPaBEHO MPEIOKEHUETO, Ca UThKHHA B 30-IHCBCH
CPOK J1a YBEJOMST U3IIBIHUTEIHUS JUPEKTOP HA ATCHIIUATA 32 MPEANPUETUTE OT TSIX MEPKH.

Y. 18. [Ipu koHCTaTHpaHe HA MPU3HAK/TIPU3HAIM HA U3BBPIICHO MPECTHILICHUE CE MpHara
yi1. 33, ain. 2 oT 3aK0oHa 3a aAMUHUCTPATUBHUTE HAPYIICHUS U HAKa3aHUA.

Ya. 19. (1) Usopiaaurenna areHuus ,,MeIMIMHCKH HaA30p MMa IMpaBO Ja IOJydaBa
NEPUOIMYHO W TIPH TOUCKBaHE HH(popmamms oT HamumonamHata 31paBHOOCHUTYpUTENHA Kaca U
HEHHUTE TEPUTOPUATHHU CTPYKTYpH, HalmoHamHHS UEHTbp MO OOILIECTBEHO 3/paBe U aHAIU3U U
3acTpaxoBaTtesnuTe 1o wi. 83, ai. 1 oT 3akoHa 3a 3[PaBHOTO OCUTYpsIBaHE, KOATO € HEOOXoauMa 3a
U3BBpIIBAaHE OT CTpaHa Ha ATEHIMSTAa HAa aHAU3 32 ChCTOSHUETO M TEHJACHLMUTE 3a pa3BUTHE Ha
3/]paBHOOCUTYpUTEIHATA CUCTEMA, 3[PABHOTO CBCTOSHHME HA HACEIEHUETO M JPYTH BBIPOCH,
CBBP3aHH C HETO.

(2) Ipu uckane Ha Apyra abpkaBa-wieHka Ha EBpomelickusi cbio3 wim EBporneiickara
KOMHUCHSI ATEHLIUATA TpeocTaBs HH(OPMALIUS OTHOCHO PE3YATaTUTE OT MPOBEPKUTE U MEPKHUTE 3a
KOHTPOJI, KOUTO Ca CBBbP3aHU C KAYECTBOTO M OE30MAaCHOCTTA Ha U3BBHPIIBAHUTE JIEHHOCTH, KAaKTO U
3a BHOCA HAa ThKaHU M KJIETKH.

Paznea 111
Yc/i0BUS U pej 32 NPOBeKIaHe HA 00y4YeHUe HA CIY:KUTeJINTe, KOUTO
U3BBPIIBAT MPOBEPKH MO WI. 2, aj. 1, T. 2

Y. 20. (1) MeauuuHCKUTE CIENUANINCTH OT AT€HIUATA, KOUTO U3BBPIIBAT MPOBEPKHU MO UL
2, aim. 1, 1. 2 B meyeOHUTE 3aBEJCHMS, MPEMHUHABAT 3abJKUTEIICH KypC Ha oOydeHHE Hal-MalKo
BEJHBK TOJUIIIHO.
(2) U3rbIHUTETHUAT JUPEKTOP Ha AreHIusTa ONpeaessl Cbe 3al0Be]] JINLaTa, KOUTO 11e 0baar
BKJIFOYEHHU B KypcC 3a 00yueHHe Mpe3 ChOTBETHATa T'O/IMHA.

Ya. 21. (1) Kypceer 3a 0oOydyeHue BKIIOYBA TEOPETUUYHU M TPAKTHUECKH 3aHATHS IO
cnenuanHocture:  Bupycomorus, Mukpobuonorus, Kinunuuna  umyHonorus, KiuHuuna
Tokcukomnorus, WHopeknuo3nu Oonectu, MeauuuHcka napasutoiorus, OOmEa M KIMHUYHA
natojorusi, Knuauuna naboparopusi.

(2) lIpogbmxuTenHocTTa Ha Kypca € 30 akaJleMHYHU yaca.

Ya. 22. (1) IIporpamaTa Ha Kypca 3a oOyueHHe ce Ompesessl ChC 3aloBe] Ha MUHUCTbpa Ha
3/IpaBeoIIa3BaHETO MO MPEJI0KEHNE HAa U3ITBbIHUTETHUS TUPEKTOP HAa ATEHIUATA.

(2) IIporpamara mo an. 1 chbabpka HaUMEHOBAaHHME Ha TEMHUTE 3a TEOPETHUYHUTE U
MPAKTUYECKUTE 3aHATUS U TSIXHATa TPOABIKUTEIHOCT.

Ya. 23. (1) TeopeTHuHUTE W MPAKTHUECKUTE 3aHATHUS CE TIPOBEKIAT B 3APABHU WJIH JICUCOHU
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3aBCACHUA, KOUTO pasnojarat CbC CruCuuaJIvuCTU MO0 CbOTBCTHUTC CIICHUATTHOCTH.
(2) O6yuenueTo ce MpoBEXKIa OT JUIA C TPUA00UTA CHIEITUATHOCT 110 4. 21, a. 1.

Yn. 24. (1) 3a mpoBexgaHe Ha OOYYEHHETO H3ITBIHUTEITHHUAT AUPEKTOP Ha ATEHIUATA
CKJIIOUBA JIOTOBOPH C PHKOBOJUTEIUTE HA 3/IPAaBHU WIIN JICUCOHH 3aBEICHHS.
(2) PazxomuTe 3a mpoBeXIaHEe HA OOYYCHUETO CE OCUTYPSIBAT OT OFO/KETa HAa ATCHIIHMATA.

Yu. 25. (1) PekoBoauTenuTe Ha 3ApaBHUTE M JCUCOHUTE 3aBEICHHS, B KOUTO C€ MPOBEKIA
oOyueHue, U31aBar Ciryx)eOHa Oenekka Ha BCAKO JIMIIE, KOETO YCIEIIHO € MPEMUHAIO0 00YYeHHE 10
TeMa OT ChOTBETHATA CIICIIUAITHOCT.

(2) B cnyxeOnata Oenexka mo ai. | ce mocouBaT HAMMEHOBAaHHETO Ha TEMUTE U
MPOABIDKUTEITHOCTTA HA OOYYCHHUETO.

(3) B cenemaHeBeH CPOK OT MPEJICTaBsIHE HA BCHUKU CIY)KEOHH OCJECKKH M YCTaHOBSIBAHE HA
CHOTBETCTBUETO HA TOCOYCHHUTE B TAX TEOPETHYHH M MPAKTHUYECKH 3aHATHS C Iporpama no wi. 32
M3IIBJIHUTEITHUAT TUPEKTOP Ha ATCHIMATA M37aBa YJAOCTOBEPEHHE 3a YCIICIIHO MPEMUHAT KypC Ha
oOyueHue.

JlobJIHUTEIHH pa3nopeadu

§ 1. [lo cmucena Ha Ta3u Hapenoa:

1. ,,focTaBYMK OT TpeTa JbpkaBa““ € Je4yeOHO 3aBeleHue 3a paboTa ¢ ThKaHU WM KIIETKH HIIH
Apyr OpraH, YCTAaHOBEH B TpeTa IbpKaBa, KOWTO OTroBaps 3a M3HOca 3a EBpomeickusi chio3 Ha
THKaHU M KJIETKU M T'M JOCTaBsl Ha M3BBPILIBAILO BHOC JieueOHO 3aBeneHue B PemyOnuka buarapus.
HOCT&BLII/IKT)T OT TpETa AbprKaBa MOXKC Ja MU3BBPIIBA €AHA WKW IMOBEYC OT II€I>'IHOCTI/ITC, KOUTO C€
U3BBPIIBAT W3BBbH EBpomeickus cbro3, MO JapsBaHe, JOCTaBSHE, KOHTPOJ, MpepadoTKa,
CbXpaHsABaHC WJIU Pa3NpCAC/IIHC HAa ThbKaH!U U KJIICTKHU, BHCCCHU B EBpOHeﬁCKHﬂ CBIO3,

2. ,,CepUO3€H MHIUACHT"' € 3JIOMOJIydYeH HHIMJCHT, CBBP3aHO C B3E€MaHETO, JOCTaBSHETO,
pepabOTBaHETO, CHXPAHSBAHETO M Ppa3NpEeAENIHETO HAa ThKAHWUTE U KIIETKUTE, KOETO MOXKEe Ja
J0BeZie A0 TpelaBaHe Ha 3apa3Ha O0oJiecT, /0 CMBPT, 3acTpallaBallo >KUBOTa ChCTOSIHHUE,
WHBAJIUIA3AIMS WK 3a00JI5BaHe, BOJEIIO 0 YAbJDKaBaHe Ha OOJIHUYHUS MPECTOUN MPU PEIUTIUEHT;

3. ,,cepro3Ha He)XeJaHa peakius' e HelnpeIBUJeHa peakiys, BKIOYUTEIHO 3apa3Ha OoJecT,
IIpru JOHOPp WJIM PECUMIIMCHT, CBbp3aHa C B3EMAaHCTO HJIM U3IIOJI3BAHCTO HAa ThbKAaHU U KJIIETKH, KOATO €
JI0BENA 10 CMBPT, 3aCTpalIaBallo )KMBOTa ChbCTOSIHME, MHBAIMIU3AIMS WK 3a00JIBaHe, BOJEIIO J10
yAbJDKaBaHe Ha OOJIHUYHUSI IPECTOM.

§ 2. C napenbara ce BpBeXaT pasnopenou Ha Jupexrusa (EC) 2015/566 na Komucusra ot 8
anpui 2015 r. 3a mpunarane Ha {upextusa 2004/23/EO no oTHOIIEHHE HA NPOLIETyPUTE 32 KOHTPOI
Ha CMa3BaHETO HA €KBUBAJEHTHUTE CTAaHAAPTH 32 KA4€CTBO M 0€30IaCHOCT Ha BHACSHUTE ThKaHU U
kietku (OB, L 93, 09/04/2015).

3akJII0unTeTHU pa3nopeadou

§ 3. Hapenbara Bnu3a B cuiia Ha 1 ampun 2019 .

§ 4. Tasu HapenOa ce u3aBa Ha OCHOBAHHWE Y. 7B, all. 4 OT 3aKOHA 3a JICUCOHUTE 3aBEACHUS U
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ui1. 39a, an. 3 u 4 ot 3aKoHa 3a TpaHCIUIAHTALMS HAa OpTaHU, ThbKaHU U KJIETKH 1 oTMeHs Hapenoa Ne
14 ot 2010 r. 3a ycnmoBuATa WM peAa 3a W3BBHPIIBAHE HA TMPOBEPKH Ha JICUCOHUTE 3aBEACHUS OT
W3mbnauTenHa areHnus ,,MeauiuHcku oaut™ (06H., JIB, 6p. 34 ot 2010 r., u3m. 6p. 83 ot 2010 1. 1
op. 69 ot 2018 r.) u Hapen6a Ne 4 ot 2007 r. 3a yclnoBusiTa U pejia 3a U3BbPIIBAHE HA WHCIICKITUU Ha
neyeOHUTE 3aBeleHus OT M3mbiaHMTENHATa areHnus nmo TpaHcruiantanus (oon. B, 6p. 19 ot 2007
r., ¥3M., Op. 66 ot 2012 1., 6p. 99 ot 2014 1., 6p. 25 0T 2017 1.).

KNPNJI AHAHUEB

Munucmvp Ha 30paseonazéanemo



