3AKOH 3a TpanciiaHTal sl HA OPraHu, TbKAHU U KJIETKH

O6mH., /1B, 6p. 83 ot 19.09.2003 1., B cuna ot 1.01.2004 r., u3m., 6p. 88 ot 4.11.2005 1., u3m. u gom., 6p. 71 ot
1.09.2006 r., B cuima ot 1.01.2007 1., 6p. 36 ot 15.05.2009 1., mom., 6p. 41 ot 2.06.2009 1., B cruma ot 2.06.2009 r.,
u3M., op. 98 ot 14.12.2010 r., B cuna ot 1.01.2011 r., 6p. 9 ot 28.01.2011 1., u3m. u gom., 6p. 60 ot 7.08.2012 r.,
u3sMm., op. 15 ot 15.02.2013 r., B cuna ot 1.01.2014 r., u3m. u gom., 6p. 102 ot 11.12.2018 r., B cuna ot 1.01.2019 r.,
u3Mm., op. 17 ot 26.02.2019 r., u3m. u gor., 6p. 54 ot 16.06.2020 r., B crna ot 16.06.2020 r.

CoopHuxk 3akonu - AIIUC, k1. 10/2003 1., cTp. 184

bubnmoreka 3akonu - AIINC, 1. 5, p. 2, Ne 244

I'naBa nbpBa
ObIIMI PA3IIOPEJABUA

Un. 1. (1) To3u 3aKkoH ypexaa yCIOBUSTAa U pela 3a U3BBPIIBAHE HA TPAHCIJIAHTAIMsA HA OpPraHu, ThKaHU U
KJIETKM B XyMaHHaTa MEAUIIUHA.

(2) (Homa - 1B, 6p. 60 ot 2012 r.) llenta Ha 3akoHa € J1a Ch3Aaje MpaBUIIa 32 OCUTYPSIBAHE HA CTAaHIAPTH 3a
Ka4ecTBO U 0€30MacHOCT Ha OPraHWTEe, ThKAHHUTE M KICTKUTE, MPEIHA3HAUYCHU 3a TPAHCIUIAHTAI[MSI B XyMaHHATa
MEAMIIMHA, U Ja FapaHTHpa BUCOKO paBHUIIE Ha OMa3BaHe Ha YOBEIIKOTO 3/JpaBe.

(3) (IIpenumma an. 2 - [1B, 6p. 60 ot 2012 1.) He ca mpenMeT Ha TO3W 3aKOH:
1. (u3m. - /1B, Op. 71 ot 2006 T.) KpBBOIAPSBAHETO, MPEITUBAHETO HA KPBB U KPBBHU CHCTABKH;

2. (u3m. - JIB, 6p. 71 ot 2006 r., mom., Op. 36 ot 2009 r.) acucTupaHara penpoAyKIUs U CBbP3aHUTE C Hes
PENpOAYKTHBHU OPTaHH, ThKaHU U KIETKH;

3. (mom. - /IB, 6p. 71 ot 2006 r.) aBTOTpaHCIJIAHTALIMATA, KOTATO B3€MAaHETO U MPHUCAXKAAHETO ca U3BBPIICHU
B paMKHUTE Ha €JHA U Chla MHBAa3UBHA MIPOLIEAYPa;

4. HUMIIIAHTAUATA Ha U3KYCTBCHU ThbKAHU U OpPTaHU;

5. (HoBa - /1B, 6p. 60 ot 2012 r.) M3M0J13BaHETO HA OPraHU 32 HAYyYHOMU3CIIEIOBATEIICKH 1€, OCBEH KOIaTo
OpraHuTE ca MpeJHa3HaYeHH 3a TPAHCIJIaHTalUs B XyMaHHAaTa MEUIIMHA.

UYn. 2. (1) (Hom. - JAB, 6p. 36 ot 2009 r.) TpaHcmimaHTauusTa € ChBKYMHOCT OT MEAWLIMHCKH U JpPYyrd
JNeMHOCTH, CBBP3aHU C B3€MaHE HAa OpPraHu, ThKAHU U KIETKU OT YOBEIIKU WM XKUBOTUHCKU TPYH WIIU OT KUBO
JMIE U IPUCAKIAHETO UM Ha JIPYro JIMLE C JeyeOHa Iell.

(2) TpancnnaHTalus € U B3€MaHETO U MPHUCAXKIAHETO HAa XEMOMOETUYHM CTBOJIOBHM KIETKH, KAKTO M Ha
eMOPHOHAIHY OpTaHU, ThKaHU U KJIETKH.

(3) TpancnanTalus € 1 B3€MaHETO HAa OPraHU, ThKAaHU M KJIETKHU C )KUBOTHUHCKH MPOM3XOJ U MPHUCAKIAHETO
UM B YOBEIIKUS OPTAHU3BM.

(4) (Homa - IB, 6p. 71 ot 2006 r.) TpaHcIUTaHTalus € W aBTOTPAHCIUIAHTAI[UATA, KOTAaTO B3E€MaHETO H
MPUCAKIAHETO Ca U3BBPIICHHU B PAMKUATE Ha TTOBEYE OT €THa MHBAaH3WBHA MPOLIEIypA.

(5) (Ilpeguuma an. 4 - B, 6p. 71 ot 2006 r., gom., 6p. 36 ot 2009 r., u3m. u mom., 6p. 60 or 2012 r.)
TpancrmtaHTanusATa BKIIOYBA U ICHHOCTHTE, CBBP3aHH C JIOHOPCTBO, OCUTYPSIBaHE, XapaKTepU3NPAHE, CKCIIEPTH3A,
o0paboTka, mpepabOTKa, €THKETHpaHE, ChbXpaHsSBaHE, TPAHCIIOPTHPAHE W TPEIOCTaBsIHE HAa OpPraHW, THKAHU H
KJIETKU, IpeIHa3HaueH! 3a MOJI3BaHE B XyMaHHATa MEIUIIMHA.



Ui 3. TpancnaHTausITa Ce U3BBHPIIBA NIPU YCIOBUSA, KOUTO rapaHTUPAT PABHU MpPaBa HA HYKIACIIUTE CE OT
TpaHCIUIAHTAllUSl TAIMEHTH, KAKTO W 3allMTa Ha YOBEIIKUTE MpaBa U cBOOOAM Ha JCHCTBUTEIHUTE U
MOTEHUMATHUTE JOHOPHU U PEUUIIUEHTH.

Un. 4. (1) TpaHcmiaHTanusTa C€ OCHIIECTBSIBA CHITIACHO MEAMIIMHCKUA CTAaHIAPTH W KPUTEPUH 3a MOI00D,
YTBBP/IECHHU C Hapen0a Ha MUHHUCTbpa Ha 3/[paBeoIa3BaHETo.

(2) TpancnnanTanusTa ce U3BBpIIBA CAMO KOTaTO JPYrd METO/U Ha JIGYEHHE Ca C TO-Majlka e(eKTHBHOCT MIIH
HE ca MPUIIOKUMH.

(3) TpancnnaHTanusi ce MU3BBPIIBA CAMO CJIEJ MPOBEXKIAAHE HA HEOOXOJAUMHUTE MEIAUIIMHCKU HM3CIEABAHUS
CBIJIACHO YTBBPJICHUTE MEAWIIMHCKA CTaHJApPTH 3a TPAHCIUIAHTAIMS, TapaHTHpPAllM MaKCHMalHa CHTYPHOCT 3a
3[paBETO Ha JIOHOPA U PELUIUCHTA.

(4) MequuuHCKUTE CHEUAINCTH ca JUIBKHU Ja OCUTYPST YCIOBHS 32 HaMalsiBaHE Ha pUCKa OT MpeJaBaHe Ha
TPaHCMUCHUBHH UH(PEKIMH U JPYry 3a00JIIBaHUSI OT JOHOpA HA PELIUITHECHTA.

(5) (HoBa - IB, 6p. 71 ot 2006 1.) MenuuMHCKUTE CIEIUATICTH ca JUIHKHH J1a OCUTYPST YCTIOBUS 32 KAUYECTBO
1 0€30IMaCHOCT Ha THKAHUTE M KICTKUTE TIPH OCHIICCTBSABAHE HA aBTOTPAHCIUIAHTAIIMS, TIPH KOSTO IEHHOCTHUTE IO
eKCIIepTH3a, B3eMaHe, 00paboTKa, ChXpaHSIBaHE WIIM MPHUCAKIAHE CE M3BBPIIBAT B PAMKHTE Ha IOBEYE OT €HA
WHBaH3WBHA MPOIIEAypa.

(6) (HoBa - IB, 6p. 71 ot 2006 1., u3m., 6p. 60 ot 2012 1.) M3uckBanusTa 32 KBaJU(PUKAIIHSA U 3IPaBOCIOBHO
CBhCTOSIHME Ha JHI[aTa, KOUTO W3BHPIIBAT B3EMaHEe, EKCIepTH3a, oO0paboTka, mpepaboTKa, eTHKETHpaHE,
CBhXpaHsBaHEC W MPUCAXJTAHEC HA OpPraHW, THKAaHW W KICTKH, C€ OINpEACNAT ¢ Hapeada Ha MHHHCTBpa Ha
3[[paBeOIa3BaHETO.

(7) (HoBa - IB, Op. 71 ot 2006 r.) JIutiara mo an. 6 mpeMHUHaBAT 3aIbJDKUTEIICH KypCc Ha 00ydeHUEe Hal-MaJIKo
BEJIHBXK Ha IBE TOJAWHU MIPH YCIOBUS U TIO pel, OMPEENICHH ¢ Hapenbara 1o ai. 6.

Y. 5. YoBenkuTe OpraHu, TbKaHH U KIICTKW HC MOT'aT Ja 6L,Z[aT MNpeaAMCET Ha Bb3MC3/1HA CACJIKA.

Un. 6. (M3m. - [IB, 6p. 36 ot 2009 1.) 3abpansBa ce pexiaMmaTa 3a HATHYHE Ha OPraHd, ThKAaHU M KIETKU C eI
ThpCEHE Ha MaTepualiHa M3roja, KakTo W MpeAsiaraHeTO Ha MaTepuanHa objara ¢ Len MojlydyaBaHE Ha OpraHu,
ThKaHU U KIICTKH.

Yn. 7. OpI‘aHI/I, ThKaHU W KICTKH, KOUTO HC MOTIaT Ja CC IOJ3BAT 3a HYXIUTC Ha TpaHCILIAHTAllUATa I10
MCIAWTUWHCKA NPUYHUHH, MOTAT Jia CC MPCAOCTAaBAT 3a APYI'rU J'IG‘IC6HI/I, AVXArHOCTUYHU W HAYYHOMCIUIIMHCKU LCJIN
IIpU YCJIOBHUA U IO PC€I, OIIPCACIICHHA C HapeL[6a Ha MUHHUCTBpA Ha 3]PaBCOIIa3BaAHCTO.

Un. 8. (Jom. — JIB, 6p. 54 ot 2020 1., B cruta ot 16.06.2020 r.) 3a0paHsiBa ce pa3npocTpaHsSIBaHETO HA JaHHU,
MO3BOJISABANM UACHTH(UKAIIMS HAa JOHOPA WU PELIUITMEHTA, BKIIOYUTEIHO TPH KPBCTOCAHO JOHOPCTBO.

I'1aBa BTOpa
HAIIMOHAJIHA CUCTEMA 3A TPAHCIIJIAHTALIUSA

Pa3znen I
Opranusanus u aeiiHoctyd Ha HanuonanHaTa cucrema 3a
TPAHCILIAHTAM A

Un. 9. HanmmonanHara cucreMa 3a TpPaHCIUIAHTAIMs BKIIOYBA JbP)KAaBHH OpraHW W JICUCOHW 3aBEIICHHS,
W3BBPIIBAIM JCHHOCTH, CBBP3aHU C OPraHU3aUATA, YIIPABICHUETO U KOHTPOJIa Ha TPAHCIUIAHTAIMOHHUS MTPOIIEC.

Un. 10. (1) MwuHHCTBPBT Ha 3ApaBeONa3BaHETO IMPOBEXKAAa [IbpKaBHAaTa MOJUTHKa B oOJacTra Ha



TpaHCILIAHTAIHSITA.
(2) (M3m. - IB, 6p. 36 ot 2009 1., 0TM., Op. 60 OoT 2012 1.).

Un. 10a. (Hos - JIB, 6p. 36 ot 2009 r.) (1) MUHHCTBPBT Ha 3ApaBEONA3BAHETO OMPEAEIs ChC 3allOBE]
nyoNUYHa JIOHOpPHA OaHKa Ha CTBOJIOBU KIETKHM M KOCTEH MO3BK, KOATO € CTPYKTypa Ha JieueOHO 3aBe/ieHuE 3a
OOJHMYHA IOMOII, M3BBHPIIBAILO B3eMaHE, eKcrepTrusa, oOpaboTka, mpepaboTKa, ChbXpaHsIBaHE, €TUKETHPAHE U
TPAHCIIOPTHUPaHE Ha CTBOJIOBH KJIETKH M KOCTEH MO3BK 32 TPAHCILIAHTAIUH.

(2) JIeuebnOTO 3aBeieHME TIO aI. | OTroBaps Ha CACAHUTE KPUTEPHU:

1. e cbe 100 Ha cTO ABPKABHO YYacCTHE B KallMTala;

2. uMa paspelieHue 3a IeifHoCTUTe 1Mo al. 1, u31aaeHo no peaa Ha wi. 47 ot 3akoHa 3a JeuyeOHUTE 3aBeICHUS;
3. (orm. — JIB, 6p. 102 ot 2018 1., B cuna ot 1.01.2019 1.).

(3) Honopnara Oanka, onpesenena mo pena Ha ain. 1 u 2, ¢ Harqmonanna nmy0nuyHa noHOpHA 0aHKAa M MMa 3a
11eTI 1a OCUTYPSIBA CTBOJIOBH KJIETKH M KOCTEH MO3BK B HaIl[MOHAJICH Malad 3a TpaHCIUIaHTAllUs Ha JIKIa, CTPAAaly
oT 3a6OHHBaHI/IH, IIpHU KOUTO APYrkd METOJU HaA JICUCHUE Ca C ITO-MaJIKa quKTHBHOCT HJIKM HC Ca ITPUIIOKHUMH.

Un. 11. (1) (M3m. - AAB, 6p. 71 ot 2006 1., 0TM™., Op. 102 0T 2018 1., B cuma ot 1.04.2019 1.).
(2) (Otm. — JIB, 6p. 102 ot 2018 1., B cuna ot 1.04.2019 1.).
(3) (Otm. — JIB, 6p. 102 ot 2018 1., B cuna ot 1.04.2019 1.).

(4) (Homa - IB, 6p. 71 ot 2006 1., u3m., 6p. 102 ot 2018 1., B cuna ot 1.04.2019 r.) M3nbpnHuTETHATA areHIIUS
"MenuumHCKy Haa30p" € KOMIIETEHTHUST OpTraH 3a yIpaBJeHUe, KOOPAUHAIMS U KOHTPOJI Ha TpaHCIUIaHTallUsATa B
Peny6nuka benrapus.

(5) (Ilpeqummna anm. 4 - JIB, 6p. 71 ot 2006 r., m3m., 6p. 102 ot 2018 1., B cuma or 1.04.2019 r.)
Manbnuutennara arenius "MeauImHCcKl Haa30p'™

1. KoOpAMHHUPA U KOHTPOJIHpPA NEHHOCTUTE B OOJIACTTa HAa TPAHCIUIAHTALIMUTE, U3BHPIIBAHU B JICUCOHUTE
3aBCACHHSL,

2. npeajiara Ha MUHUCTbBpPA Ha 3APaBCOMA3BAHCTO MCAUTITUHCKHA CTAaHAAPTHU 34 TPAHCIIJIAHTALlUA Ha OpTraHH,
ThKaHW U KIICTKU, KAKTO U MCIAWITUHCKHA KPUTCPUH 3a HOI[60p Ha JOHOPU U PCUUIINCHTH,

3. (mom. - JIB, 6p. 60 ot 2012 1., u3m., 6p. 17 or 2019 r.) ch3naBa U MoABpKa MYOIUYEH U CIIy)KeOeH
perucTsp, KaTo chb0upa, 00paboTBa, ChbXpaHsiBa U NMpeAocTaBs HHGOPMaLU BbB Bpb3Ka C TPaHCIIAHTALUsTa MIPU
Clia3BaHe M3MCKBAHUATA 32 3aIMTA HA JINYHHUTE IaHHHU;

4. (moBa - J/IB, 6p. 71 ot 2006 r., u3m., 6p. 36 ot 2009 T.) OCHTYpsIBA ACHOHOIICH JOCTHIT HA JICKAPUTE, TPSIKO
y4acTBallM B METUIIMHCKOTO 0OCTY)XKBaHE Ha MOTCHIIMAIHHUS IOHOP, 10 CITY>KEOHHSI PETUCTHP Ha JHIaTa, KOUTO ca
M3pa3uiii HEeChIVIaCHe 3a B3eMaHE Ha OpPraHW, ThKAaHW W KICTKH CIeJ CMBPTTa MM TPH YCJIOBHS W IO pef,
OTIpEJICIICHU ¢ Hapea0a Ha MUHUCTBPA Ha 3/IpaBeoIa3BaHEeTo;

5. (mpenummna 1. 4 - JIB, 6p. 71 ot 2006 1., u3Mm., 6p. 36 oT 2009 T.) KOOpAMHUPA BHOCA U U3HOCA HA OpPTaHH,
THKaHU U KIIETKH;

Sa. (moBa - JIB, 6p. 36 ot 2009 r., u3m., 6p. 102 ot 2018 1., B cuna ot 1.04.2019 r.) u3naBa paspemeHusATa u
YIAOCTOBEPEHHUSATA, TOCOYCHHU B TO3H 3aKOH;

6. (mpemumua 1. 5 - JIB, Op. 71 ot 2006 T.) pasmpenens OCUTYPEHHTE 3a TpPAaHCIUIAHTAI[US OpPTaHU H
KOHTPOJIMpA pa3NpeieICHUETO Ha ThKAaHUTE U KICTKUTE;



7. (mpenummHa T. 6, uaMm. - 1B, 6p. 71 ot 2006 1., 6p. 60 oT 2012 T.) perucTpupa, chbXxpaHsBa U aHaIU3Upa
nH(opMaluaTa OTHOCHO JaHHUTE Ha JJOHOPA, 3PaBOCIOBHOTO CHhCTOSHHUE HA KUBHS JIOHOP U PELUIHEHTa IO
BpEMC Ha TpaHCIUIaHTaluATa U CICATPAHCIIAHTAIUOHHUSA MECPUOJ, KAKTO MU CCPUO3HUTC HCKCIIAHHU PCAKIUN U
CEpHO3HUTE MHIIUJCHTH, CBBP3aHH C TPAHCIIJIAHTAIIHTA;

8. (mpegumma 1. 7 - JIB, O6p. 71 ot 2006 1.) mpoyyBa U aHaIM3UpPa METUIMHCKUTE, MPABHUTE, CTUYHUTE,
PEITUTHO3HUTE, UNKOHOMUYECKUTE U COIIMATHUTE MOCJICAUIIN OT TPAHCILIAHTAIIUSTA;

9. (mpemumma 1. § - JIB, Op. 71 ot 2006 r.) nHGOpMIpPA 0OIIECTBOTO 32 TPAHCIIJIAHTAIIHOHHUTE IMPOIIECH C T1eTT
rapaHTHpaHe Ha MPO3PAYHOCT U PABEH JOCTHII Ha BCUUKU HYXKAACIH Ce JTUIA;

10. (mpemuuma 1. 9 - /1B, 6p. 71 ot 2006 1., u3m., 6p. 36 ot 2009 r., mom., 6p. 60 ot 2012 T1.) KOOpAMHUPA
CHTPYAHUYECTBOTO MKy €BPOICHCKA OpraHHU3aI[uy 32 OOMEH Ha OpraHu, KOMIETEHTHU OpPTaHU Ha IbPKABUTE -
qIeHKH Ha EBpomeickus cbio3, Ha Jpyrute IbpxkaBu - crpanu mno Cmopasymenuero 3a EBpomerickoTo
MKOHOMHYECKO MpocTpaHcTBO, Ha KoHdenepanus IlBeiiiapust 1 Ha TpEeTHU CTpaHH, IbPKaBHU OPraHH, HAyIHH
OopraHu3alv U HCIIPABUTCICTBCHU OpTraHU3alluu B 06HaCTTa Ha TpaHCILJIaHTallusATa,

11. (mpegumma 1. 10 - IB, Op. 71 ot 2006 r.) yqactBa B pa3pabOTBaHETO HAa HAIlMOHAJIHU CTPATETUU M
IIporpaMu, MEXIYHApPOAHU IIPOEKTH, AHAJIM3H U MPOTHO3U OTHOCHO MPOLIECUTE HA TPaHCIIJIaHTaIlus;

12. (moBa - /1B, 6p. 71 ot 2006 r., gom., Op. 36 ot 2009 r.) KOHTpoOJIUpa NEHHOCTUTE MO OCUTYpsSBAaHE Ha
KaueCcTBO U 0E30MaCHOCT Ha OPraHUTEe, ThKAHUTE U KICTKUTE, IPEAHA3HAUYCHH 32 TPUCAXK/IAHE;

13. (moBa - /IB, 6p. 71 ot 2006 T., u3m., 6p. 36 ot 2009 r.) ocurypsiBa BH3MOXKHOCT 3a MPOCIECASIBAHE OT
JIOHOpa JI0 PEIMITHeHTa Ha BCUYKM OPraHU, ThKAaHM W KICTKM W BJIM3AIMTE B KOHTAKT C TAX MaTepPHATIH H
MPOJYKTH, KOUTO CE IMOJIy4aBar, o0paboTBaT, mpepaboTBaT, ChXpaHSBAT MIU IMPEAOCTABIT HA TCPUTOPHATA HA
Penyonuka beirapus;

14. (moBa - IB, 6p. 71 ot 2006 T.) KOHTpOIHMPaA AEUHOCTUTE TIO B3eMaHe, MOCTaBsIHE, EKCIIepTH3a, 00padoTKa U
€TUKETUpPAHE U ChbXpaHsABaHE Ha YOBCIIKUTE SHUIEKIETKH, CIEPMATO30MJIM W 3WUTOTH, TpPEeAHA3HAUYCHH 3a
aCHCTHpaHaTa PEPOAYKIUS, U OCUTYPSBA BB3MOXKHOCT 32 TAXHOTO U Ha BIM3AIIMTE B KOHTAKT C TAX MaTepUaId U
MPOAYKTU U TIPOCIEAsiBaHe OT JOHOPA JI0 PELUITUEHTA;

15. (moBa - JIB, O6p. 71 ot 2006 r., B cuna ot 1.01.2007 r.) U3roTBs Ha BCEKU TPHU TOAMHU OTYET JIO
EBponelickata KoMuCHSI OTHOCHO U3BBbpUIcHHUTE B PenyOnuka bearapus nefiHocTH 1O NONyJspU3MpaHe U
HachpyaBaHe Ha JOOPOBOIHOTO U OE3BB3ME3THOTO JapsiBaHE HA ThKAaHU U KIETKU;

16. (moBa - 1B, 6p. 71 ot 2006 t., B cuna ot 1.01.2007 r., mom., 6p. 36 ot 2009 r.) mpenocTaBst Ha BCEKU TPU
roauHM Jokman B EBpormeiickaTa KOMHCHS OTHOCHO M3BBPIIBAHUTE JICHHOCTH O OCHTYpSIBAHE HAa KAa4eCTBO H
0e30MacHOCT TpH eKcliepTHU3ara, B3eMaHeTo, o0paboTkara, NpepadoTKaTta, ETHKETUPAHETO, CBhXPaHSIBAHETO,
MPE0CTaBSIHETO, MPUCAKIAHETO, KOHTPOJIA M MPOBEJICHNUTE UHCICKIIUH;

16a. (HoBa - JIB, 6p. 60 ot 2012 r1.) mpegocTaBs Ha BCEKM TPH TOJIWHH JOKIA] B EBpomeiickata KOMHCHS
OTHOCHO BCHYKH JIEHHOCTH MO TpaHCIUIAaHTAlMsl HAa OpPraHW W HaTPyNaHUs ONUT TMPU HU3BBPIICHUTE
TpaHCILIaHTAIlUH;

17. (moBa - JIB, 6p. 36 ot 2009 r.) opranu3upa oOydeHHE MO Ka4eCTBO M OE30MaCHOCT MPHU W3BBPIIBAHE HA
JEWHOCTH MO TPaHCIJIAHTALlMs Ha JIMIaTra 1Mo wi. 15T m Ha Juna, KOMTO M3BBPIIBAT B3EeMaHE, EKCIEepTH3a,
o0OpaboTka, mpepabOTKa, €TUKETHpaHE, ChbXpaHsABaHE, MPENOCTaBSIHE U TPAHCIOPTHUPAHE HAa OpraHU, TbKAaHU M
KIIETKH;

18. (moBa - /IB, 6p. 60 ot 2012 r.) mpenocraBs Ha EBpomeiickata KOMHCHUS WM Ha Abp)KaBa - 4YiICHKA Ha
EBponelickus cbr03, Ha JApyra nabpxkaBa - crpaHa no CnopasymeHueTo 3a EBpONENCKOTO MKOHOMHYECKO
npoctpancTBo, U Ha Kondenepanus IlIBelinapust npu mnouckBaHe HHGOpPMaLUsi OTHOCHO H3UCKBAaHUSITA 3a
U3JaBaHe Ha pa3pellieHus: U yIOCTOBEPEHHS Ha JIedeOHUTE 3aBe/ICHUs 3a JeHHOCTH 110 TPAHCIUIAHTAIU Ha OpPraHH,
KaKkTo U WHQOpMaIK 3a Ie4eOHUTE 3aBEACHUS, KOUTO U3BBPIIBAT ACHHOCTH 10 TPAHCILIAHTAIIHS,



19. (HoBa - /1B, 6p. 60 ot 2012 r.) u3gaBa pa3pelieHus 32 BHOC ¥ U3HOC HAa OpPTraHU, ThbKaHU U KIETKH OT U 3a
TPETH CTPaHH;

20. (aoBa - [IB, 6p. 60 ot 2012 r.) KOHTpONIMpPa OOMEHA HAa OpPTaHu C JABPKABUTE - WICHKH Ha EBporeickus
CBI03, C IPYTUTE Abp>KaBH - cTpaHu no CropasyMeHHETO 3a EBpONeicKOTO MKOHOMHYECKO MPOCTPAaHCTBO, U C
Kondgenepauus 1Iseiiniapus, kakro 1 BHOCA U U3HOCA OT U 3a TPETH CTPaHHU.

(6) (Hosa - 1B, 6p. 36 ot 2009 r., u3m., Op. 102 ot 2018 ., B cuna ot 1.04.2019 r.) [Ipu ocwiiecTBsiBaHe Ha
NEHHOCTUTE TI0 al. 5, T. Sa M3nbeiauTenHaTta areHuus "MeaqunuHCKA Haa30p" ChOMpa TaKCH B pa3Mep, OMpeIesieH C
Tapuda, ogoopeHa or MUHUCTEPCKUS ChBET MO MPEAI0KeHHEe Ha MUHHUCTBPA Ha 3/IpaBeoa3BaHeTo.

Un. 11a. (Hos - B, 6p. 36 ot 2009 1., u3m., 6p. 15 ot 2013 1., B cuna ot 1.01.2014 1., ot™., Op. 102 ot 2018
r., B cuja ot 1.04.2019 1.).

Un. 12. (1) Kem MuHuCTEpCKHS CBBET ce ch3aBa ETHYHA KOMUCHS IO TpaHCIIaHTaIlUs.

(2) Komucusra no an. 1 ce cberon oT 9 uneHOBE U BKIIOUBA 33JbKUTEIIHO JIEKApHU, MCUXOJIO3U, TEOJIO03U U
opuctd. CbCTaBBT HAa KOMHUCHATA C€ OMNpPENENs C pellcHue Ha MUHHCTEPCKUS CBBET IO IPENJIOKEHUE Ha
MHUHUCTBPA Ha 3[paBeOIa3BaHeTOo 3a CPOK 5 TOAUHH.

(3) .HI/II_[a, U3NBIHSBAIIM JCHMHOCTH IIO0 YII. 2, HEC Morar Ja 6T>I[3.T yjgeHoBe Ha ETWyHaTa KOMMCHS I10
TPaHCIIJIaHTal .

(4) Ernunata koMHCHS 10 TpPaHCIJIAHTAalMs JaBa CTAaHOBHUIA IO JCOHTOJOTMYHM M E€THUYHHU BBIPOCH B
oOnacTTa Ha TpaHCIJIAaHTAIUATA U pa3pelllaBa B3eMaHe Ha OPraHu ¥ ThKaHU OT JIMLIA B MMPEBUJIEHUTE B TO3H 3aKOH
CclTy4au.

(5) Bacenanusara Ha ETmyHaTa KOMHUCHS IO TPAHCIUTAHTAIIWSI Ca 3aKPUTH.

(6) MUHHUCTEPCKUAT CHBET MO MPENIOKEHNE Ha MUHHUCTbpa Ha 3/IpaBEONa3BAHETO OINpEAENs C MPaBUIHHUK
yCIIOBUSATA U pela 3a pabota Ha ETnyHata koMucHs 110 TpaHCIJIaHTaLlMSL.

(7) (HoBa - B, 6p. 71 ot 2006 1., u3m., 6p. 102 ot 2018 1., B cuna ot 1.04.2019 r.) dunancupaHero Ha
neitHocTTa Ha ETHuHaTa KOMUCHS 1O TpaHCIIJIAHTAIUs c€ OCUTYpsBa oT V3mbaHuTenHaTa areHus "MeauinHCKu
Ha/3op".

Un. 13. (1) (U3m. u gom. - IB, 6p. 36 ot 2009 r., 6p. 54 ot 2020 r., B cuna ot 16.06.2020 r.) B3emane u/unu
ekcrepTu3a, 00paboTka, mpepadoTKa, ETUKETUPAHE, ChXPaHsIBaHE, MPEOCTABSIHE U MPUCAXKIAHE Ha OPTaHU, ThKaHU
Y KICTKH C€ U3BBPIIBAT OT JICUCOHH 3aBEIICHUS 32 OOJTHHYHA TTOMOIIL, MTOJTYYHIIH paspelieHre o pena Ha 4. 48, ai.
3 ot 3akoHa 3a JieueOHUTE 3aBEJICHH S, B KOETO U3PHUYHO Ca TOCOUYEHU CHOTBETHHUTE ACHHOCTH.

(2) (M3m. u gom. - JIB, 6p. 36 ot 2009 1., u3m., 6p. 98 ot 2010 1., B cuna ot 14.12.2010 ., 6p. 54 ot 2020 ., B
cuna ot 16.06.2020 r.) Bzemane, ekcrieptusa, 00paboTKa, mpepadoTKa, €TUKETUPaHE, ChXpaHsIBaHEe, MPEIOCTaBsIHE
W TpUCaXJaHe Ha ThKaHW M KIETKH MOJKE Jla Ce M3BBPIIBAT U OT JICYCOHH 3aBEJCHHS 32 W3BBHOOTHUYHA ITOMOII],
peructpupanu mo peaa Ha uwi. 40, an. 13 or 3akoHa 3a ned4eOHUTE 3aBElEHUs, B YHETO YIOCTOBEpPEHHUE 32
pETUCTpAIIHS ca TOCOYCHU CHOTBETHUTE JCHHOCTH.

(3) (M3m. - B, 6p. 88 ot 2005 r., mom., 6p. 36 ot 2009 r., u3m., 6p. 102 ot 2018 r., B cuna ot 1.04.2019 r.)
JlefinoctuTe 1O an. 1 morar 1ma ce HM3BBPIIBAT W B JICUCOHWUTE 3aBEICHHUS KbM MHHUCTEPCKUSI CBHBET,
MuHHCTEPCTBOTO Ha OTOpaHaTa, MUHUCTEPCTBOTO HA BHTPEHHUTE paboTH U MHUHUCTEPCTBOTO Ha TpaHCIOpPTa
clieq] ToNlydaBaHE Ha YAOCTOBepeHHWe OT V3mpnHuTenHara areHums "MeETUIMHCKH Ham3op', 4ye Ie4eOHOTO
3aBe/iecHHEe MOXKE Jia U3BBPIIBA TPAHCIUIAHTALIMS HA OpPraHu, ThbKaHU U KIETKH B CHOTBETCTBHUE C YTBBPICHUTE
MEAMITMHCKA CTaHIapTH.

(4) (Homa - IB, 6p. 71 ot 2006 r., mom., O6p. 36 ot 2009 r.) JIeueOHuTE 3aBeeHUS 1O al. 1, 2 ¥ 3 U ThKAHHUTE
OaHKM pPErucTpUpaT BCHYKA HU3BBPIICHU OT TIX JCHHOCTH MO EKCIepTH3a, B3eMaHe, MpHUCaXkaaHe, o0pabdoTka,



npepaboTKa, ChXpaHsBaHE, PEIOCTABSIHE, TPAHCIIOPTHPAHE U TMOTy4aBaHe, U CTHKSTUpPAHE HA OpPTraHu, ThKaHH U
KJIETKU [P YCIIOBUS U 10 PEJl, ONpe/ielieHH ¢ Hapeada Ha MUHUCTBpa Ha 3/1paBeoa3BaHEeTo.

(5) (Hosa - 1B, 6p. 71 ot 2006 r., u3m., 6p. 102 ot 2018 r., B cuia ot 1.04.2019 r.) JleueOHuTe 3aBeneHUS
M3TOTBAT €XKETOTHO OTYET 33 U3BBPIICHUTE JCHHOCTH 10 al. 4 mo obpasel, onpeneieH B Hapeadara mo ai. 4, u 1o
npeacTaBdr B M3nbiauTtennara areHuus "MeaquunuHCKa Haa30p".

(6) (HoBa - IB, Op. 71 ot 2006 r.) JlanHWTE OT OTYETA IO al. 5 Ce BIIUCBAT B perucThpa mo wi. 39, am. 1, 1. 1.

(7) (Ilpenummna an. 4, gom. - JIB, 6p. 71 ot 2006 1.) TpancmopTupaHeTo HA TOHOPH HA OPTaHU W HA OPTaHM 3a
MpUCaXIaHe ce U3BBPIIBA OT IICHTPOBETE 3a CIIEIHA MEAUITUHCKA TTOMOIIL,

(8) (IlpegummHa an. 5 - [AB, 6p. 71 ot 2006 1.) TpancnopTupaHeTo Ha ThKaHHW W KIETKU 3a MPUCAKIAHE Ce
M3BBPIIBA OT JICUSOHUTE 3aBEJCHUS 1O al. 1, 2 ¥ 3, KaKTO ¥ OT ThKaHHH OaHKH.

Un. 14. (M3m. - 1B, 6p. 71 ot 2006 1., Op. 36 o1 2009 1.) (1) ThKaHHUTE OAHKKM MOTAT J1a U3BBPIIBAT JEHHOCTH
10 B3eMaHe, eKcrepTu3a, 00paboTka, mpepadoTka, eTUKETUpAHe, ChXpaHsIBaHe, MPEIOCTaBsIHE U TPAHCIIOPTUpPAHE
Ha ThKaHW M KICTKH, KOUTO ca MpeIHa3HAUYCHH 3a MIpUCcaXKIaHe U mpepaboTKa.

(2) TpkanHWTE OAHKM MOTAT Ja U3BBPIIBAT ACHWHOCTH IO B3eMaHE, SKCIIEpTH3a, MpepadoTKa, eTUKETUPAHE,
ChXpaHsBaHE U TPAHCIIOPTHUPAHE HAa OPTaHU CaMO KOTraTo Te ca MpeAHa3HaueHHU 3a npepadoTka.

Un. 15. (1) (U3m. - 1B, 6p. 36 ot 2009 r., usm. u jgom., 6p. 54 or 2020 r., B cuna ot 16.06.2020 1.)
TrKaHHO-KIETPYHHM anorpadr NpPOJYKTH, MOraT Ja C€ H3MO0JI3BaT KaKTO 3a TPaHCIUJIAHTAIlMs, Taka M 3a
MMpOU3BOACTBO HA JICKAPCTBCHU MPOAYKTU U MCAULIMHCKU U3ICIINA.

(2) (M3m. - B, 6p. 36 ot 2009 r., 6p. 54 ot 2020 r., B cuna ot 16.06.2020 r.) 3a mMpou3BOJICTBO Ha
JIEKAPCTBEHH TMPOAYKTH W MEIAWIIMHCKA W3JICTHs JICYCOHUTE 3aBEICHUS] MOTAT Jia MPEAOCTABAT IMOTYYCHUTE OT
npepaboTKa ThKaHHO-KIETHUHU aIorpadT MPOIYKTH HA TIPOU3BOAUTEIH HA JICKAPCTBEHHU MPOIYKTH M MEAUIIHHCKH
W3ICIHSL.

(3) (M3m. - IIB, 6p. 71 ot 2006 1., mom., 6p. 60 ot 2012 r., u3m., 6p. 54 ot 2020 r., B cuna ot 16.06.2020 r.)
VYcnoBusTa U peabT 3a EKCIIePTHU3a, ETUKETUPaHe, 00paboTka, npepaboTKa, ChXpaHsBaHEe, OCUTYpPSIBAaHE Ha KaueCTBO
1 0e30MacHOCT W MPEIOCTaBsIHE Ha OPTaHHWTE, ThKAHUTE U KICTKUTE, KAKTO M Ha TOJYYCHHTE OT IpepadoTkara
THKaHHO-KJIETHYHU anorpadr MpoayKTH, Ce OIpeeNsT ¢ Hapeada Ha MUHUCThPA Ha 3[ApaBEONa3BaHETo.

Un. 15a. (Hos - IB, 6p. 71 ot 2006 1.) (1) (U3m. - JIB, Op. 60 ot 2012 r.) JleueOHUTE 3aBEACHUS CKIIOYBAT
MUCMEHH JIOTOBOPH MTOMEXKY CH, KOTaTO U3BBPIIBAT CbBMECTHO JICHHOCTH MO Wi. 2 Ha OpPTaHH, ThKaHU U KICTKH.

(2) JleueOHuTE 3aBCACHUS CKIIIOYUBAT IIMCMCHHU AOTOBOPU C TPCTU JIMLA 34 OCUTYPSABAHC HA CTOKH U YCIIYI'H,
KOUTO MOTI'aT Aa ITOBJIHAAT HAa KAYCCTBOTO U 0e30I1aCHOCTTa Ha OPTaHUTC, TBKAHUTC UJIU KIICTKUTC.

(3) JleuebHUTE 3aBECHUS Ch3aBaT M MOIbPKAT PETHCTHP HA CKIIOYEHHUTE JOTOBOPH 1o ai. 1 u 2.

(4) M3m. — JIB, 6p. 102 ot 2018 r., B cuna ot 1.04.2019 r.) JleueOHuTe 3aBENCHHS M3MPANIAT KOMHUS OT
noropopute 1o ai. 1 u 2 B 3nbaHurtennara areHuus "MeauuuHCKU Haa30p" B 7-IHEBEH CPOK Cliell CKIFOUBAHETO
UM.

Un. 156. (Hos - JIB, 6p. 71 ot 2006 1.) (1) (M3™m. - JIB, 6p. 36 ot 2009 r., gom., 6p. 60 ot 2012 r., u3m., 6p. 102
ot 2018 r., B cuma ot 1.04.2019 r.) JleueOuuTe 3aBeneHUs ca JIHKHU J1a ChOOIMT Ha M3mbIHUTETHATA areHIUS
"MenuuuHCckd Haazop" B 7-IHEBEH CPOK OT YCTAHOBSIBAHETO HA BCHYKUA CEPHUO3HU HEXKETaHU PEaKIUu WU
CCpUO3HHM WHIIUJICHTH, KOTaTo Te& ca pe3ylraT oOT B3eMaHe, NPHCAKIAHE, OCUTYPSBAHE, CKCIIEPTH3A,
XapakTepu3upaHe, o0paboTka, MpepadoTKa, ChXpaHSBAHE, MPEIOCTaBSIHE W/WIW TPAHCIOPTHpPAHE Ha OpraHH,
THKaHH W KIETKH, MPeJHa3HAYCHH 3a TPAHCIJIAaHTAIMs1, HAOII0JaBaHu 110 BpeMe Ha TPAHCIJIAHTAIUATA U CJIe]] Hes
P JOHOPA U PEIIUIIUCHTA, ¥ Ca CBBP3aHU C TAXHOTO Ka4eCTBO U OE30ITaCHOCT.

(2) (Hom. - B, 6p. 36 ot 2009 r., 6p. 60 or 2012 1.) JleueOHUTE 3aBEACHUS Ca UITHKHU Ja Ch3AagaT U



Inpujaarat CucTteéMa 3a He3a0aBHO 6n01<1/1paHe, HU3TCITIAHC WUJIM YHUIIO)KABAHC HAa BCUYKW OpraHuv, TbKaHU U KIICTKU,
KOHUTO MOrat aa 10B€JaT A0 CEPUO3HA HEXKEIaHa pEAKIUs NI Ca oum mpeaAMET Ha CEPUO3CH MHIIUJACHT.

(3) (Hom. - AB, 6p. 60 ot 2012 r.) YcinoBusita U peabT 3a ChOOIIABAHE, PETMCTpUpaHE, JOKIaJBaHE H
npenaBaHe Ha WHQGOpPMAIKS 32 CEPUO3HUTE HEXEIaHW PEaKUH W CEPHO3HHUTE WHIMJICHTH W 3a OJIOKHpaHe,
W3TETVITHE W YHHUINOXKaBaHE Ha OpPraHHWTe, ThKAHUTE M KIETKUTE C€ OMpeNeNsIT ¢ Hapeada Ha MHUHUCTBpa Ha
37]paBEOIIa3BaHETO.

Un. 158. (Hos - JIB, 6p. 71 ot 2006 1.) (1) (U3m. - IB, 6p. 36 ot 2009 r.) JleueOHUTE 3aBEACHUS ETUKETHPAT
B3CTUTE OpPTraHW, ThKAHH M KJICTKHA CHITIACHO M3WCKBAHHUATA HAa MEIUIIMHCKUS CTAHIApPT 3a TPAHCIUTAHTAIUS Ha
OpraHH, ThKaHU U KICTKH.

(2) (U3m. - B, 6p. 36 ot 2009 r.) JleueOHUTE 3aBeICHUS Ca NTHKHH J1a Ch3/IaJaT YCIOBUS 3a MPOCIesIBaHe
Ha OpraHUTe, ThKAHUTE U KIETKUTE OT JOHOPA IO PEIUMUEHTA U 00paTHO, KAKTO ¥ Ha MPOJIYKTHTE U MAaTePHAIHTE,
KOWTO BIIM3aT B KOHTAKT C TAX M Ca CBBP3aHH C TAXHOTO KAa4eCTBO M O€30MacHOCT, MPH YCIOBHS WU IO pef,
OTIpEJICIICHU ¢ Hapea0a Ha MUHUCTBPA Ha 3/IpaBeoIa3BaHEeTo.

(3) (Hosa - JIB, Op. 36 ot 2009 r.) JleueOHuTE 3aBEACHUS ca UTHKHH Ja Ch3AaJaT U MpHUjaraT CucTeMa 3a
Ka4eCTBO MPH M3BBPIIBAHE HA BCUYKH JAEHHOCTH MO TPaHCIJIaHTAIIHSI.

Un. 15r. (Hos - JIB, 6p. 71 ot 2006 1.) (1) (dom. - [IB, 6p. 36 ot 2009 r.) Besiko neueOHO 3aBeieHUE, KOETO
W3BBPIIBA JCHHOCTH MO TPAHCILUIAHTAIIMS, OMpPENENs JHUIe OT ChCTaBa Ha CBOs MEPCOHAN, KOETO OpraHU3Mupa,
KOHTPOJIMpPAa W HOCH OTTOBOPHOCT 3a €KCIEpTH3aTa, B3eMaHETo, oOpaboTkara, mpepaboTKaTa, €THKETHPAHETO,
CBXPaHSBAHETO, MPEIOCTABSIHETO U MPUCAKIAHETO HA OPTaHH, ThKAHM M KICTKH M ChOOIABAHETO HA CEPHO3HHU
HCXKCJIAaHU PCAaKIUU U CCPUO3HU MHIUICHTH.

(2) JIuuero mo an. 1 TpsOBa na OTroBaps Ha CIETHUTE YCIOBHUSL:
1. ma ©Ma 3aBBPIICHO BHUCIIE 00pa3oBaHUE ¢ 00pa30BaTEIHO-KBATH(UKAITMOHHA CTETICH "MarucThp' 1mo:

a) CIEeIUAaTHOCT OT MpodeCHOHaNTHO HarpaBieHue "MenunuHa" - B cliydanTe, CBbP3aHU C TpaHCIJIAaHTAIIUATA
Ha OpraHy;

0) (u3m. - JIB, Op. 36 ot 2009 r.) cnenmanHocT oT mpodecrnonanHo Hampaienue "Memurunaa', "JleHTanHa
MeauunHa" K "buonornyeckd Hayku' - B ClIydauTe, CBbP3aHU C TPAHCIUIAHTAIMTA HA ThKAaHU U KIIETKU;

2. l1a ©Ma Haii-MaJKo JBE TOJMHH CTaXX B 00JacTTa Ha IEHHOCTUTE, 32 KOUTO OTTOBapsL.

(3) (Homa - IB, Op. 36 ot 2009 r.) JIumero mo an. 1 mpeMrHaBa 3aIbKUTENICH Kypc Ha OOydeHUE Hal-MaJIKo
BEHBK HA JIBE TOJMHU TIPU YCIIOBUS U 110 PEJl, OTPEICIICHH ¢ Hapeabara 1o 4i. 4, aj. 6.

(4) (Ilpequmumna an. 3 - JIB, 6p. 36 ot 2009 1., u3m., 6p. 102 ot 2018 1., B cuna ot 1.04.2019 r.) JleueOuuTe
3aBelleHUs] B 7-JIHEBEH CpPOK YyBenoMsBar V3mbiaHUTenHata areHuuss "MeAMIIMHCKA Ham3op" 3a HUMETo,
00pazoBaHUETO M MPOABIKUTETHOCTTA Ha CTaXa Ha JIMLETO 1o ai. 1.

(5) (IIpenuuma an. 4 - 1B, 6p. 36 ot 2009 r., u3m., 6p. 102 ot 2018 1., B cuna ot 1.04.2019 r.) Jleuebuute
3aBefiIcHUs yBeaoMsaBaT M3mbinuTenHata areHuus "MeIUMIIMHCKM Haa30p' 3a MpOMSHATa WM 3aMECTBAHETO Ha
JIMIIETO 10 al. 1, KaKTO ¥ 332 MOMEHTA Ha HEMHOTO U3BBPIIBAHE U 3a CPOKA HA 3aMECTBAHETO.

(6) (IlpegummHa an. 5 - [AB, 6p. 36 ot 2009 r.) 3agbmKeHUATa U OTTOBOPHOCTHUTE Ha JUIIETO MO aji. 1 ce
oIpenenr ¢ Hapeadata o wi. 156, an. 3.

Un. 15a. (Hos - [AB, 6p. 71 ot 2006 r., mom., 6p. 36 ot 2009 r.) JleueOHUTE 3aBEACHUS CHXpaHSIBAT
nHpopMAIMATa, CBBpP3aHa C U3BBPIICHUTE OT TAX NEHHOCTH MO TO3M 3aKOH, HE Mo-Mmainko oT 30 roauHu u
OCHTYpSIBAT YCJIOBHS 32 HEWHATA 3allTa OT HEMPAaBOMEPEH JOCTHIT, HEOTOPH3HUpaHa MPOMSIHA ¥ YHUIIIO)KABaHE.



Pasznea 11
DuHaHCUpaHe

Un. 16. (M3m. - JIB, 6p. 71 ot 2006 1.) (1) (M3™m. - 1B, 6p. 36 ot 2009 r., 6p. 60 ot 2012 r.) MUHHUCTEPCTBOTO
Ha 3/[paBeoIIa3BaHETO BH3CTAHOBSIBA HATPABEHUTE Pa3XoAH OT JCUCOHUTE 3aBEACHHUS 3a CJACTHUTE ICHHOCTH:

1. (mom. - /1B, 6p. 60 ot 2012 1.) opraHu U BCHYKU CBBP3aHHU C TOBA Pa3XOJ, BKIIOUYHUTEIHO 32 JIOHOpA H
pelunueHTa, KakTo W pa3XoQuTe 3a JWAarHOCTUKA W JIeYeHHWEe Ha JOHOpa M  pelulUeHTa B
CJIEATPAHCILJIaHTALlMOHHHUSI IEPUOL;

2. TpPKAaHU W KIETKM 3a JieueHHWe Ha 3a0oisBaHUs, OINpeAeNieHH ¢ Hapeada Ha MHHUCTbpa Ha
3/IpaBEOIa3BaHETO.

(2) (Hora - IB, 6p. 36 ot 2009 r.) MUHHCTEPCTBOTO Ha 3/IpaBeoIla3BaHETO (pHAHCHPA H:

1. ch3maBaHeTo Ha UWHQOPMAIMOHHM CHUCTEMH 3a MHTErpamus, perucrpanus ¢ KOHTPOJI Ha
TPaHCIIAHTALIMOHHHUS IIPOLIEC;

2. MEUIIMHCKA HayYHU MPOEKTU B 00JIACTTa HA TPAHCILIAHTALIUATA;
3. HallMOHAJHU 3[paBHU MPOrpaMu B 00J1aCTTa Ha TPaHCIJIAHTAIUSTA.

(3) (HoBa - B, 6p. 98 ot 2010 r., B cuna ot 1.01.2011 r.) JlekapcTBEeHUTE NMPOIYKTH, MpPEAHAZHAYCHH 3a
JICYCHWETO Ha ChCTOSHUS CIIe]l TPAHCIIAHTAIMS, ce 3arman@r or HannonamHata 3ApaBHOOCHTYpUTENHA Kaca 110
pena Ha 3aKOoHa 3a 3PaBHOTO OCUTYpPSBAHE.

(4) (IIpenummna an. 2 - I1B, 6p. 36 ot 2009 1., npenumHa ain. 3, 6p. 98 ot 2010 1., B cuna ot 1.01.2011 1., u3m.,
op. 60 or 2012 r., B cuma or 7.08.2012 r., 6p. 102 ot 2018 r., B cuna or 1.04.2019 r.) Haumonamuara
3paBHOOCUTYPUTEIIHA Kaca M 3acTpaxoBarenuTe, JuileH3upanu mo pasznen I, Oyksa "A", 1. 2 wnu 1. 1 u 2 ot
npuioxenue Ne 1 koM Konekca 3a 3acTpaxoBaHeTo, MoraT Aa (UHaHCHpaT ACWHOCTUTE MO TPAHCIUIAHTALIUS BB3
OCHOBA Ha JIOTOBOpP C JIEYEOHOTO 3aBeJICHHE, KOWTO Mopakaa AeicTBUe ciien onoOpsiBaHe oT M3mbaHUTEeNHaTa
areHIus "MeIMIIMHCKA HaA30p" M BIIMCBAHE B PETUCTHpPA U.

(5) (Ipepumma an. 3, u3m. - 1B, 6p. 36 ot 2009 1., npeaummHa an. 4, 6p. 98 or 2010 r., B cuna ot 1.01.2011 r.)
YcnoBusita, penbT M pasMepbT Ha BB3CTAHOBSBAHE HA Pa3XOJUTe MO al. |, KAKTO W OTHOCHUTEIHHUST ISUT Ha
MOJIOXKEHUS TPYJ C€ ONpPEACTAT ¢ Hapenda Ha MUHHUCTBpA Ha 3/IpaBeona3BaHeTo.

Un. 16a. (Hos - IB, 6p. 60 ot 2012 r., u3m., 6p. 102 ot 2018 1., B cuna ot 1.04.2019 r.) UsmbnauTenHara
areHius "MequIMHCKH Ha30p" GMHAaHCHpa JEHHOCTH 10 HachpuaBaHe Ha JOHOPCTBOTO M M3pa3sBaHe HA MOYUT U
YBa)KE€HHE KbM IMOYMHAIUTE IOHOPU U TEXHUTE OJIU3KU.

Un. 17. (U3m. - 1B, 6p. 71 ot 2006 1., Op. 102 oT 2018 1., B cuuta ot 1.04.2019 r., 6p. 54 ot 2020 1., B cuyia ot
16.06.2020 1.) ®u3nuecky U OPUANICCKH JIUIA MOXKE J]a 1apsABaT CPEACTBA 3a ACHHOCTH 1O TPAHCTIIaHTAIHSL.

I'naBa Tpera
B3EMAHE HA OPI'AHU, TBKAHU U KIIETKHA

Pa3znea 1
B3eMaHe HA Opra’Hu, TbKaAHU U KJIETKHU OT YOBCII KU TPyNOBe

Un. 18. (1) Bzemane Ha opranu, ThKaHU U KIETKU C 1€ TPAHCIUIAHTAILIUS MOXKE /1a C€ M3BBPIIM OT YOBEIIKU
TPYM, ClIe]] KATO CMBPTTA € YCTAaHOBEHA CBIVIACHO MEIMILIMHCKUTE KPUTEPUHU U DPell, ONpeAeseHu ¢ Hapeada Ha
MUHUCTBPA Ha 3/IPaBEOIa3BAHETO.



(2) U3m. — 1B, 6p. 102 o1 2018 1., B cuma ot 1.04.2019 r.) [Ipu HeoOpaTumMo criipaHe Ha BCUYKH (DyHKIIUU Ha
TJIaBHUS MO3BK U HAIMYHA ChpCYHA IEHHOCT CMBPTTA CE YCTAHOBSIBA OT MTOCTOSHHO JEHCTBAIA KOMUCHS B ChCTaB
oT TpuMa Jekapu. KoMmucusra ce Ha3HauyaBa OT JUPEKTOpa Ha JICUeOHOTO 3aBEJICHHE, B KOETO e B3eMaT OpraHH,
ThKaHU M KIETKH, CIIeJ] TOJydaBaHE Ha ChIJIacCHe OT WM3NBIHUTEIHUS TUPEKTOp Ha M3mbinHuTEnHa areHmus
"MenunuHcKa Haa30p'.

(3) Jlexapu, ycTaHOBsIBall CMBPTTA MO aj. 2, HE MOTAT Jla Y4acTBAaT B CbCTaBa Ha CKUIMU, W3BBPIIBAIIM
B3CMaHe ¥ MPUCAKIAHE HAa OPTaHHU.

Un. 19. (1) (U3m. - AB, 6p. 71 ot 2006 r.) He ce nomycka B3eMaHe Ha OpraHu, ThbKaHM U KIETKH 3a
MpHCaXKAaHe, aKo JHUIETO MPUKUBE € U3Pa3UII0 MTUCMEHO HEChITIaCHE 3a TOBA.

(2) He ce nomycka B3emMaHe Ha OpraHH, ThKaHU W KICTKA OT TPYyN Ha JinIle moa 18-roaumnmHa BB3pacT Uiad Ha
MOCTAaBEHO IOJ| 3aMpEIIEHUE JHUIE, OCBEH C MUCMEHOTO ChIVIACME HA HETOBUTE POJAUTENU, HACTOMHUK WIH
TOTICUUTEI.

(3) He ce nomycka B3emaHe Ha OpraHu, ThbKaHM U KIETKU 3a IpHUCaXJIaHE OT TPYN Ha JIMIlE C HEYCTaHOBEHA
CaMOJINYHOCT.

(4) (U3m. - IB, 6p. 36 ot 2009 1.) AKO TPYI'BT MOJUICKUA HA CHACOHOMEIUIITMHCKA EKCIIEPTHU3a, B3EMAaHETO Ha
OpraH¥, ThKaHW M KICTKH OT HETO CE M3BBPINBA CJe]] MMCMEHO pa3pelicHHe Ha ChIACOHOMEIUIIMHCKH EKCIIepT,
KOWTO HE yJ4acTBa B JICHHOCTH MO TPAHCILIAHTAIIHSL.

Y. 20. (1) (M3wm. - JIB, 6p. 71 ot 2006 1., 6p. 9 or 2011 1.) Beeku aeecrmocobeH ObIrapcku rpa)IaHUH, KaKTO
U 49yXKJIEHeIl, MpeOduBaBaill MPoIbIKUTEIHO, JBITOCPOYHO WM MOCTOSHHO B Pemybnuka bbiarapus, uma mpaBo
MPUKUBE JIa H3PAa3H H3PHUIHO MTMCMEHO HEChITIaCHE 32 B3eMaHE Ha OPraHH, ThKaHU U KICTKU CJIe]] CMBPTTa CH.

(2) (M3m. - IB, 6p. 71 ot 2006 r.) U3pazeHoTo HechIlacue Mo aj. 1 MoXe J1a ce OTHACS JI0 OMpPEICNICHH WU
BCUUYKH OpraHW, THhKaHW W KIETKH, KaKTO W JI0 B3€MaHETO WM 3a Jpyrd JiedeOHW, TUArHOCTUYHH,
HayYHOMEIUIIMHCKH, YYCOHH U MPETOoAaBaTeNICKU EIH.

(3) (M3m. - IB, 6p. 71 ot 2006 1., 6p. 102 ot 2018 1., B crma ot 1.04.2019 r.) HecwrmacueTo 3a B3eMaHe Ha
OpraHd, ThKAaHM W KIETKA C€ Hu3pa3siBa NHUCMEHO TMpeJ] OOMONMPAKTUKYBANMS JIeKap dYpe3 MOANHCBaHE Ha
JCKIIapanus, yTBbpAcHa OT MHHHCTHPA Ha 3paBEONa3BaHETO IO MpeIokeHHWe Ha V3ITBIHWTEIHATAa arcHIUS
"MemuunHCcKr Haa30p".

(4) (M3m. - IIB, 6p. 71 ot 2006 1., 6p. 36 oT 2009 1.) OOIONMPAKTUKYBANMSAT JieKap € JUTHKEH Jia BIIUIIC
He3a0aBHO H3Pa3eHOTO HECHITIACHE B 3APABHOOCUTYpPHTENHATa KHUKKA Ha JIMIETO U B CPOK IO 7 JHH Ja
HHpOPMUPA MICMEHO JUPEKTOpa Ha ChOTBETHATA PETUOHATHA 3/I[paBHA WHCITCKIHS.

(5) (HoBa - 1B, 6p. 71 ot 2006 r., u3m., 6p. 102 or 2018 r., B cuna ot 1.04.2019 r.) Jluma, kouto ca c
MPEeKbCHATH 3IPAaBHOOCUTYPUTEIIHH TIpaBa, HE ca 37JPaBHOOCUTYPEHU WJIM HE ca U30pajii 00O pakTHKYBaIIl JIeKap,
MOTaT J1a U3pa3aT HechINIache 3a B3eMaHe Ha OpraHu, ThKaHHW U KIETKH Clie]] CMBPTTa UM 4Ype3 MOANKCBaHE Ha
JeKIapanus, YIBbpJieHa OT MHUHUCTBbpPA Ha 3/PaBEOIa3BAHETO MO MNpemiokeHue Ha M3mbiHuTenHara areHUHs
"MemuuuHckn Hamzop'. [lexnmapanusaTra ce mojaBa B JBa €K3eMIUIspa B OOIMHATA MO IOCTOSHEH ajpec, KaTo
EAVHUAT €K3eMILISIp Ce JaBa Ha JMIETO, M3pa3uiio HechIVlacue, a JPYrusarT ce u3npam@a a0 M3mbaHuTenHara
areHius "MenuIMHCKA HAA30p" B CPOK JI0 7 IHU OT MOJIAaBAHETO M.

(6) (ITpepumma ain. 5, u3m. - 1B, 6p. 71 ot 2006 1., u3m. u goi., 6p. 36 ot 2009 r., u3m., 6p. 102 ot 2018 ., B
cuna ot 1.04.2019 r.) B cpokx mo 7 muu cien moiydaBaHe Ha wH@OpManusTa 1Mo ai. 4 3a Juiara, U3pasuiin
HEChIVIaCHe, IUPEKTOPUTE Ha PETHOHATHHUTE 37paBHU WHCICEKIMU ca JUIBKHUA Ja WHQOpMUpAaT MHCMEHO
WManbnautennara arenius "MeauImHCKy Haa30p'.

(7) (Ipenuuma an. 6, u3m. u goi. - JAB, 6p. 71 ot 2006 1., u3m., 6p. 102 ot 2018 r., B cuma ot 1.04.2019 r.)
W3pa3eHoTo nmucMeHo HechIviacue 1o ain. 1 u 5 ce BIUcBa B CIyKeOHUs perucTbp Ha M3nmbiaHuTenHaTta areHIus
"MemunuHCKA Haa30p" B CPOK JI0 TPH JHHU OT IMOJy4aBaHETO Ha CHOOIICHUETO 110 ail. 6.



Un. 21. (U3m. - IB, 6p. 71 ot 2006 1.) (1) B3emanero Ha opraHu, ThbKaHH U KJIETKH OT MOYMHAJIO JHUIIE MOXE
Jla ce U3BBPIIHM, aKO Ca UIIBIHEHHU CIETHUTE YCIOBHUSL:

1.8 3APaBHOOCUTYPUTECIIHATA KHHMKKA HAa JIMIOETO HE € BIUCAHO HECHITIACHUC 3a B3CMAHC HAa OpraHu, TbKaHU U
KIETKU CJIC HETOBAaTa CMBPT, B CIIYHAaUTC KOIraTO MMa M3Ja/ICHA TaKaBa,

2. (m3m. — 1B, Op. 102 ot 2018 r., B cuna ot 1.04.2019 r.) UMETO Ha JULIETO HE € BIMCAHO B CIY)KEOHUS
peructsp Ha M3mbaHuTeNnHaTa areHius "Meauiuacka Haazop' o wi. 39, an. 1, T. 2;

3. 3aABbJIDKUTCIIHO € CT)O6HIGHO 3a MPCACTOAIIOTO B3€MAaHC Ha OpraHv, TbKAHW HWJIW KICTKA W JIAIICBA
npeACTaBCH MUCMEH OTKAa3 B pa3yMHO KpPATBK CPOK OT HCTOBHU:

a) CBIPYT WU POJIUTEI;

0) nere;

B) OpaT WiIn cecTpa;

r) (HOBa — /IB, Op. 54 o1 2020 1., B cmna ot 16.06.2020 r.) 1pyrv poAHUHM MO ChbpeOpeHa JIMHUS 10 YETBBPTa
CTEMNEH, BKIIYUTEIHO MPU POACTBO, BH3HUKHAJIO Bh3 OCHOBA HAa OCHHOBSIBAHE, HO HE MO-PAHO OT TPU TOJAUHU OT
OCHHOBSIBAHETO.

(2) (HoBa — /1B, Op. 54 ot 2020 r., B cuna ot 16.06.2020 r.) Ilucmenusrt otkas nmo ai. 1, T. 3 ce uspasssa oT:

1. numata mo an. 1, T. 3, 6ykBa "a";

2. nuuara o ai. 1, 1. 3, 6yksa "0", ako MOYMHAIOTO JUIIE HSIMa POAHUHU 110 ai. 1, T. 3, OykBa "a";

3. nuuara o ai. 1, 1. 3, 6ykBa "B", ako MOYMHAIOTO JIUIIE HAMA POJHUHU 110 ai. 1, T. 3, OykBu "a" u "6",;

4. muuata o an. 1, T. 3, OykBa 'r"', ako MOYMHAJIOTO JIMIIE HAMA POJHUHMU 110 al. 1, T. 3, OykBu "a", "6" u "B".

(3) (Ilpeguuma an. 2 — 1B, 6p. 54 or 2020 r., B cuna ot 16.06.2020 r.) PensT 3a ycTaHoBsiBaHE U
yIOCTOBEpsIBAHE Ha OOCTOATEIICTBATA IO aJl. 1 ce ompeers ¢ Hapea0a Ha MUHHUCTBPA Ha 37jpaBeolia3BaHeTo.

Un. 22. (U3m. - 1B, 6p. 71 ot 2006 1.) Cren u3BbpIIBaHE HA B3EMAHETO C€ MPEANpUeMaT BCUUKH HEOOX0MMU
MEpKH 32 BH3CTAaHOBSIBAaHE BBHHIIHUS BU]] HA TSUIOTO HA MMOYNHAJIOTO JIHIIE.

Un. 23. (M3m. — AB, 6p. 102 ot 2018 1., B cuna ot 1.01.2019 r.) Besko nedeOHO 3aBeneHHE, B KOETO €
U3BBPILEHO B3eMaHE HAa OPraHU, ThKAHU U KIETKUA OT YOBEUIKM TPYI, € JUIBKHO B CPOK J0 7 JHU Jla perucrpupa
u3BbpLICHAaTa Nporeaypa B Msnbiauurennara arenuus "MeaunuHcku Hagzop'.

Paznea 11
B3emaHe Ha Opranu, TbKaHM M KJIETKH OT KUB JIOHOP

Un. 24. (1) B3emanero Ha opraHu, TbKaHU U KIETKM OT JIOHOP C€ U3BBPIIBA CaMO IpPU YCIOBHUE Y€ HE
MIPEACTaBIIsABA OMACHOCT 3 )KUBOTA MY U € ITOJIY4E€HO HOTapHAIHO 3aBEPEHO MMMCMEHO ChIVIACUE OT HETO, CIIE/ KaTo
MpeIBApUTETTHO ca My OOSICHEHH Ha JIOCTBIIEH €3UK PHUCKOBETE, KOUTO MOeMa.

(2) (Homa - IB, 6p. 71 ot 2006 1.) HoTtapunanHara 3aBepka Ha ChIJIACHETO 1O ajl. | ce W3BBpIIBA OT HOTAPHUYC,
B YMITO paliOH Ha JEHCTBHE ce HaMHpa JIe4eOHOTO 3aBEJICHHE, KOETO Iie M3BBPIIM B3EMAHETO HA OpraHU, ThKaHU
W/WITU KIETKH.

(3) (Ilpemummea an. 2 - JIB, 6p. 71 ot 2006 r.) JloHopbT TpsiOBa nma Obac WHGOpPMHUpaH 3a MpaBara CH,
MEAMITMHCKUATE MPOIEAYPH U MEPKUTE 3a OE30MAaCHOCT MO TO3M 3aKOH OT JieKap, KOMTO HE € BKIIOUYEH B CKUIIA,
W3BBPIIBAI] B3EMaHe WJIH TTPHCAKIAHE.



(4) (IIpepumma an. 3 - /1B, 6p. 71 ot 2006 r.) /loHOPBT MOKeE Aa OTTEIVIN AJEHOTO ChIVIaCHE MO BCAKO BpEME,
MIpei /1a € U3BBPIIEHO B3EMAHETO Ha OPTaH|, ThKaHU U KIETKH.

(5) (Ilpeqummna an. 4 - JIB, 6p. 71 ot 2006 1.) He ce gomycka B3eMaHETO Ha OpraHW 3a TPaHCIUIAHTAIUS OT
mutie 10 18-roauiHa Bp3pacT. B3eManeTo Ha ThKaHH M KIETKH OT JiuIla moJ 18-roauiiHa BB3pacT ce A0Mmycka camo
B CIIy4auTe, TOCOYSHH B TO3U 3aKOH.

(6) (Ilpequmma an. 5 - 1B, 6p. 71 ot 2006 1.) He ce nomycka B3eMaHETO Ha OpPraHU, ThbKAaHU U KICTKH 32
TPAHCIUTAHTAIIMS OT TTOCTABEHO IO/ 3aIIpPEICHUE JINTIC.

(7) (IIpepumma an. 6, u3M. u goi. - [IB, 6p. 71 ot 2006 r.) ®U3NYECKOTO U MCUXUIESCKOTO 3/IpaBe Ha JOHOPA
Ce YCTaHOBSIBAa OT KOMHUCHSI, Ha3HAYCHA OT JUPEKTOpa Ha JICYeOHOTO 3aBEJCHHE, H3BBPIIBAIIO B3eMaHe HAa OPTaHH,
THKaHHU U KIETKH, CHCTOSAIIA CE Hali-MaJIko OT TPpUMa JICKapH, KOUTO HE y4acTBaT B ChCTaBa Ha €KHUII MO B3eMaHE
W MIpUCAXKIAHE, C ITIPOTOKOJI, KOHUTO ce ImoAInrucBa OT BCUYKHU YJICHOBEC HAa KOMHUCHUATA.

(8) (Homa - JIB, 6p. 71 ot 2006 r.) 3a0paHsiBa ce mpejiaraHeTo Ha MaTepuaiHa objara Ha JIOHOpP Ha OpTraHH,
THKaHHU M KICTKH, KAKTO U MIPUEMaHETO Ha MaTepraliHa o0jiara oT JIOHOpa.

(9) (Homa - IB, 0p. 60 ot 2012 1.) X)KuBuTe TOHOPH HA OPTaHU MOTAT Ja MTOTy9aBaT KOMIICHCAITUS CaMO aKo TS
€ CTPOTO OTpaHHUYEHAa JI0 B3CTAHOBSBAHE HA CBBP3aHUTE C JOHOPCTBOTO Pa3X0/U U 3aryda Ha JIOXOH.

Un. 25. (Jon. — [AB, 6p. 54 ot 2020 r., B cuna ot 16.06.2020 r.) 3a TpaHCIJIaHTAIUs MOXKE /1a CE B3€ME Camo
€IMH OT YM(PTHUTE OPTaHU WIIM YacT OT CAMOBB3CTAHOBSBAIII C€ OPTaH, KAKTO U MaTKa OT JKUB JIOHOP MIPH CIICTHHUTE
YCIIOBHSI:

1. CJIC NOpPEeABApPUTCIHO YCTAaHOBABAHC, Y€ OpPraHbpT, CHOTBCTHO HEIroBara 4YacT, KOUTO CC B3EMaT, U
OCTaBalMAT OpraH, CbOTBCTHO HEroBaTa 4acCcT, UMAT HAII'BJIHO 3ala3cHa (1)YHKIH/I$I;

2. CJICH MPCABAPUTCIIHO U3BBHPIIBAHC HaA HeO6XO,Z[I/IMI/ITe MU3CIICABAaHHUs 3a U3KIIOYBAHC HAa BB3MOXHOCTTA 3a
npcaaBaHe Ha I/IH(l)GKHI/II/I M 3a YCTaHOBABAHC Ha OMOJIOTHYHA CHBMECTUMOCT MCXKAY AJOHOpa W MOTCHUOUAIIHUA
PCOUIIHNCHT.

Un. 26. (1) (Hom. - [IB, 6p. 71 ot 2006 1., 6p. 36 o1 2009 1., Op. 54 oT 2020 1., B crma ot 16.06.2020 1.) JoHOp
Ha OpPraHu W THKaHU MOXeE J1a ObJie caMO MBIHOJETHO JIMIIe, KOETO € CHIPYT WM POJHWUHA Ha PEHUINUEHTa IO
MpaBa JIMHUS UK 10 ChpeOpeHa JTMHUS J0 YeTBBPTA CTEIEH, BKIIOYUTEIIHO IIPH POJICTBO, BH3HUKHAJIO B3 OCHOBA
Ha OCHHOBSIBAHE, HO HE€ IO-paHO OT TPHU TOJWHU OT OCHHOBSIBAHETO, B CIy4aWTe, KOTaTO PEIUMUCHTHT €
OCHHOBUTEI, KOETO c€ J0Ka3Ba ¢ O(pHIlnaIeH TOKYMEHT.

(2) (M3m. - B, 6p. 71 ot 2006 1., mom., O6p. 36 ot 2009 r.) Ilo u3kIrOYeHHE ¢ paspemieHrne Ha Ermynara
KOMHMCHSI 110 TPAHCILIAHTAIHS C€ IOMyCKa IOHOP Ha OPTraHu U ThKaHU Jia ObJIe IUIIE, KOETO:

1. (paKTI/ILIeCKI/I CBhKHUTCIICTBA C pCHUIIUCHTA 0e3 CKITI0UEH TpaXKIaHCKU 6pa1< B ITPOABJIDKCHUE HA TTOBCYEC OT JABC
TOJUHH H 3a TOBA Ca HAJIUIIC 6€3CHOpHI/I J0Ka3aTcJICTBA,

2. ¢ OMoJIOTHYCH POOUTEI HAa pCHUITUCHTA U HC I'0 € IPUITO3HAJ 10 YCTAHOBCHUS OT 3daKOHA PC;

3. (moBa— /IB, 6p. 54 oT 2020 ., B cruta ot 16.06.2020 T.) € BKIIOYEHO B CIY)KEOHUS PETUCTHD 3a B3eMaHE Ha
opraH MpH yCIOBUSTA HA KPBCTOCAHOTO JOHOPCTBO;

4. (moBa — JIB, 6p. 54 ot 2020 ., B cuia ot 16.06.2020 T.) € OCBILIECTBUIIO paKIaHE Ha KHUBO JETE U € B
MpeaIMEeHOoNay3aliHa Bb3PacT ChIIACHO KPUTEPHUU 3a M0a00p, ONpe/eieHu B Hapeabara o wi. 4, an. 1 — camo npu
B3€MaHe Ha MaTKa.

(3) (OT™. - JIB, 6p. 36 o1 2009 T.).

Un. 26a. (Hos — 1B, 6p. 54 ot 2020 r., B cuna ot 16.06.2020 r.) (1) Ilpu kpbcTOCAaHO TOHOPCTBO B3€MaHETO Ha



OpraHu €€ U3BHPIIBA, AKO Ca U3IIBJIHCHHU CAHOBPECMCHHO CIICHUTEC YCJIOBUA:

1. IBPBUAT JOHOP € Jajd HOTapHallHO 3aBEPEHO MUCMEHO ChINlacue jJa ObAe JAOHOp, BKIIOUUTETHO MPH
KpbCTOCAHO JIOHOPCTBO, W € IOCOYMJI IbPBUSI PELIUIIHUEHT KaTO JIMIIE, Ha KOETO € ChIVIaceH JAa ObAe AO0HOD,
BKIIFOYUTEIHO MPU KPBCTOCAHO IOHOPCTBO;

2. BTOpUST JOHOp € Jlajl HOTapuajgHO 3aBEpEeHO MHCMEHO ChIVlache Jla ObJe JOHOp, BKIIOUHUTEIHO MpPH
KpBCTOCAHO JIOHOPCTBO, U € IMOCOYMII BTOPHUS PEUUIHUEHT KAaTO JUIle, HAa KOETO € ChIVIaceH Ja Obae AOHOD,

BKIIFOUUTCIIHO ITPHU KPBCTOCAHO NJOHOPCTBO,

3. IBPBUSAT U BTOPUST JOHOP U MBPBUAT U BTOPUSIT PELUIUEHT Ca BKIIOYCHU B CIY)KEOHUS PETHCTHP Ha
Msnbnautenna arenius "MeauiuHcku Haz3op';

4, Haiaunge ca OHOJOTUYHO CHBMECTUMH IIBPpBU U BTOPU PCHOUIIMCHT HA IBPBUA U BTOPUA TOHOP, KOUTO Ca
JaJIu MUCMECHO I/IH(l)OpMI/IpaHO CBhITIACUC 3a IPUCAKIAAHE ITPU YCIIOBHATA HA KPBCTOCAHOTO JOHOPCTBO,

5. Hpe;m B3€MAaHECTO H’prI/IHT nu BTOpI/IHT peI_[I/IHI/IeHT ca onpeneneHI/I oT I/I3H'bJIHI/ITCJIHa arcHi A
"MemuuuHCKA Haa30p" ChITIACHO KPUTEPUUTE, ONPECIICHH B HapeaouTe mo 4wi. 4, ain. 1 u 4. 33;

6. U3MHUHAJIM ca HE TIO-MaJIKO OT JIBa Mecella OT BKIOYBAHETO HA IIbPBUS U BTOPUS IOHOP U II'BPBUS U BTOPUS
PEIUIIMEHT B CIY)KeOHUS perucThp Ha M3nbiaHuTenHA areHius "MeIuIuHCKr Haa3op".

(2) Ilpn kpbcTOCAaHO JOHOPCTBO B3€MAHETO HAa OpPraHU C€ M3BBPIIBA €AHOBPEMEHHO Ha I'bPBUS U BTOPUS
TOHOP.

Un. 27. (1) (Jom. - B, 6p. 71 ot 2006 r.) B3emane Ha CaMOBB3CTAaHOBSBANM C€ THKAHHW OT JIMIA TIOJ]
18-roguiHa BB3pacT ce M3BBPIIBA CAaMO KOTaTO TPaHCIUIAHTAI[MsATa € MpeAHa3HauYeHa 3a POJUTEN, CBIPYr, Opar
WJIH CEeCTpa, CUH WJIH IBLIEPS M ca HAIMIIE CIICAHUTE YCIOBHS:

1. He e HaNMIIe MOIXO I JOHOP Hal 18-ToAuIIHA BB3pacT;

2. TPpaHCINIAHTAUATA € dKUBOTOCIIACABAILO JICUCHUC,

3. (u3m. — JIB, 6p. 102 o1 2018 1., B cuna ot 1.01.2019 r.) peuMNIUEHTHT € BKIIOYEH B CITY)KEOHHSI PETUCTBP Ha
Manbnnutennara areHnus "MeauIMHCKA HAa30p";

4. u3nazeHo e paspeienre oT ETnynara KoOMHCHS 11O TpaHCILIaHTaIHSL.

(2) 3m. u gom. - IB, 6p. 71 ot 2006 r.) B cayyaute no an. 1 ce u3uckBa HOTaApUATHO 3aBEPEHO ChIVIACUE HA
pOAMTENNTE, HACTOWHUKA MITH TTOTICUUTENS Ha IOHOpA.

(3) (Ot™m. - [IB, 6p. 36 oT 2009 1.).

Un. 27a. (HoB - B, 6p. 36 ot 2009 1.) (1) XemornoeTnuHu CTBOJIOBU KIETKM U KOCTEH MO3bK MOTar /ia ce
B3EMaT OT BCSIKO JICeCIIOCOOHO JIMIIE, HE3aBUCUMO OT POJICTBEHATa My Bph3Ka C PEIUITMEHTA, CIIe]] TOJly4aBaHe Ha
HETOBOTO MUCMEHO HH(POPMUPAHO ChIIIACHE.

(2) XeMOTIOETHYHHU CTBOJIOBU KIETKM MOTAT Jia C€ B3eMaT OT MaJIOJIETHO JIMIIEe, HE3aBUCUMO OT POJICTBEHATA
My BpB3Ka C PEHHUIUEHTA, ClIe]] MOJydaBaHe Ha MUCMEHO MHAOPMUPAHO ChITIACHE OT JBamMaTa POTUTENH HWITU
HAaCTOMHUIIN.

(3) Kocren MO3pK MOKE /Ja ce B3eMa OT MAJIOJIETHO JIMIIE caMO IpH HalMyue Ha POACTBEHA BpB3Ka C
pELUIINEeHTa, CIIeT ITOTy4aBaHe Ha MUCMEHO WH(OPMHUPAHO ChIVIACHE OT ABaMaTa POJUTENN WM HAaCTOMHUIIH.

(4) Ceprimacuero Ha pOAMUTEIUTE WM HACTOMHUIIMTE Ha MAaJOJIETHOTO JIMIIE TpsSOBa Ja MpECTaBlisABa
MpeanojgaraemMara BoJjisi Ha MaJIOJIETHOTO JIMIE M MOXKe J1a Ob/ie OTTEIICHO MO BCSKO BpPEME.



(5) XeMOMMOSTUYHH CTBOJIOBH KJISTKHM M KOCTEH MO3BK MOTraTr Ja CC B3€MaT OT HCIIBJIHOJICTHO JHIEC CJIICH
IMoJIydaBaHC Ha MUCMCHO I/IHCbOpMI/IpaHO CBbITIACHEC OT JIMIICTO U OT ABaMaTa pOAUTCIIN UJIN OT MMOIICUYUTEIIA.

(6) Cprinacuero Ha HEMBIHOJIETHOTO JIMIE, HA POJAUTEIIUTE WM HA TIOMEUUTENST MOXKE J1a OBbJe OTTETJIEHO 0
BCSIKO BpEMe.

(7) Ha numara ce mpemoctaBs uHGOpMAaIus MO pa3dupaeM 3a TIX HAYUH OTHOCHO B3E€MaHETO Ha
XEMOTIOCTUYHH CTBOJIOBH KIETKH M KOCTEH MO3BK.

(8) B ciryuante 1o an. 3 U 5 AEWHOCTUTE MO B3€MaHE Ha KOCTEH MO3BK CE€ M3BBPINBAT CIIC] MOJyYaBaHE Ha
paspemieHue oT ETnunara komucus 1o TpaHciaHTanus mo wi. 12, amn. 1.

Un. 28. (U3m. u mom. - 1B, 6p. 36 ot 2009 r.) B3emaneTo Ha aMHMOTHYHA ThKaH, ThKAaHW U KJIETKH OT II'BITHA
BpPbB M IUJIALIEHTA CE M3BBPIIBA 3a LIEJIUTE HA aJOT€HHA W ABTOJOKHA TPAHCIUIAHTALUA CJIEJ MOJIydaBaHE Ha
MHPOPMUPAHO ChIVIacKUE OT OpeMeHHAaTa WM pPOANJIKATA.

Un. 29. (Uzm. - IB, 6p. 71 ot 2006 1.) (1) (M3m. — JIB, 6p. 102 ot 2018 r., B crna ot 1.04.2019 r., 6p. 54 ot
2020 t., B cuna ot 16.06.2020 r.) Besko nedeOHO 3aBefieHHE, KOETO e OCHIIICCTBH B3e€MaHE HA OPTaHU OT KUB
JIOHOp, € JUTBKHO Ja yBelIoMHU 3a ToBa M3mbnHurtenHara areHuws "MenuiMHCKM Haa3op" Hal-Malko 7 JHHU
MPEBAPUTEITHO.

(2) (M3m. — 1B, 6p. 102 ot 2018 1., B cuna ot 1.04.2019 r.) B 7-aHeBeH CpOK OT B3eMaHETO HA OPTaHU, ThKaHU
WU KICTKA OT JKHB JOHOP JIeYeOHOTO 3aBelEHHWE € JUIHKHO Ja PETUCTpHUpa H3BBPIICHATA TpoIeaypa B
M3nbnauTtennara arenius "MenunuHCcku Haaz3op'.

Paspnea 111
B3emane Ha EMﬁpI/IOHaJIHI/I OpraHi, TbKaHu 1 COMATUYHH, IJIANCHTHN U
AMHUOTHUYHHU RJIICTKHU
Un. 30. (1) EMOpuonaiHM opraHu, ThKaHH W COMAaTHYHH, TUIAIIEHTHH W aMHUOTHYHHU KJIETKH MOTaT Ja ce
B3eMaT OT a0OPTHUPAH ILIOJ C IIeJ TPAHCIUIAHTAIIMS CJIe]l ToJlydaBaHe Ha MH(OPMHUPAHO ChITIACHE OT JKeHATa, KOSTO

e abopTupaia rmiojaa.

(2) MuHUCTBPBT Ha 3paBEONA3BAHETO OMpPEIENs C Hapea0da YCIOBHATa U pefla 3a B3eMaHe Ha eMOpHOHATHU
OpraHv, TbKaHW U COMAaTHU4YHH, IIJIAICHTHU U aMHUOTHUYHU KIICTKH.

Paznea IV
B3emaHe Ha OpraHu, TbKAaHW M KJIETKH OT ’)KUBOTHHU

Un. 31. )KuBOTMHCKN OpraHM, ThKaHU M KJIETKU MOTAaT Ja c€ U3I0JI3BaT 3a TPAaHCIJIaHTAaLUs IIPY YCIOBUS U 10
pel, onpeaeneHu ¢ Hapea0a Ha MUHHCTBPa Ha 3/]paBeoNa3BaHeTo.

I'naBa yerBbpTa
HPUCAKIAHE HA OPI'AHU, TBKAHU U KIIETKHA

Un. 32. llpucaxxgane Ha OpraHu, ThKaHU U KJIETKU C€ U3BBPILBA CAMO MIPU YCIOBHUE Ye:

1. peuMNUEeHTHT WU HETOBUTE 3aKOHHU TPEICTAaBUTENHN ca Jalu MHGOPMUPAHO CHIVIACHE 3a MPEACTOosINaTa
TpaHCILIaHTAllMOHHA MPOLIEAYPa;

2. (u3m. — 1B, 6p. 102 ot 2018 1., B cuna ot 1.04.2019 r.) perunueHTHT Ha OPraHU € BKIIOYCH B CIYKEOHUS
peructbp Ha M3nmbaHuTenHara areHuus "MenuuuHCKA Haa3o0p'.

Un. 33. (Usm. — 1B, 6p. 102 ot 2018 r., B cuia ot 1.04.2019 r.) BknrouBaneTo Ha julia, HYXAaelM Ce€ OT



NpHCaXJAaHe Ha OpraHu, B CIY)KEOHUS perucThp Ha M3mbiaHuTenHaTta areHIus "MeIuIMHCKA Haa30p", KakKTo U
moAOOPBHT HAa KOHKPETHHUS PEUUIHEHT Ha OpraH, ThKaH WM KIETKH, C€ M3BBpPIIBA HPH YCIOBHUS U 1O pex,
OIpeJieNIeH! ¢ Hapea0a Ha MUHUCTBPA Ha 3/1paBeolla3BaHeTo.

Un. 33a. (Hos — /IB, 6p. 54 ot 2020 r., B cuna ot 16.06.2020 r.) [Ipn KpBCTOCAHO JOHOPCTBO MPHUCAKITAHETO
Ha OpraHU Cce U3BBPIIBA CAHOBPEMEHHO Ha MMBPBUS U BTOPUS PELIUITUECHT.

Un. 34. JleueOHuTe 3aBeaeHUs 1Mo Wi. 13, an. 1, 2 1 3 U3BBpIIBAT BCHYKH MEIUIIUHCKH JIEHHOCTH, CBBP3aHH C
n300pa U MOJArOTOBKATAa HA MOTCHIIMAIHHS PEIUIUEHT, KAKTO U C MPOIBDKHTEIHOTO HAOIIOACHNE, KOHTPOI Ha
3/IPaBOCIIOBHOTO CHCTOSIHUE W MOJIBPIKAINOTO JICUCHHUE Ha PEIIUTTUCHTA.

Un. 35. (M3m. — AB, 6p. 102 ot 2018 ., B cuna ot 1.04.2019 r.) Besko nedyeOHO 3aBelieHHE, B KOETO €
W3BBPIICHO MPHUCAXIaHE HAa OPraH, ThKaH WIH KIETKU, € JUIHKHO B CPOK JI0 7 JHHU Ja PETHCTPHpPa M3BBPIICHATA
TpaHCILUIaHTAllMOHHA Mpolleaypa B M3nbnHuTenHaTa areHus "MeauuHCcKa Haa3op'.

I'maBa nera
BHOC 1 U3HOC HA OPI'AHU, TBKAHU U KIIETKA. KOHTPOJI
(3ara. u3m. - /1B, 0p. 36 or 2009 1.)

Un. 36. (M3m. - JIB, 6p. 36 ot 2009 r., nom., 6p. 41 ot 2009 r., B cuna ot 2.06.2009 r., u3m., 6p. 60 ot 2012 r.,
op. 102 or 2018 r., B cuna ot 1.04.2019 1., 6p. 54 ot 2020 r., B cria ot 16.06.2020 r.) (1) BHoc Ha opranu 3a
TPaAHCIUTAHTAIIMS OT TPETH CTPAHU Ce pa3pelliaBa MPH CIACTHUTE YCIOBUS:

1. Hanuue ca ckioyeHu oT PenmyOnuka bbiarapusi 10roBopu, B KOUTO M3PUYHO Ca IMOCOYEHM YCIOBUATA U
penbT 3a BHOC Ha OpPTaHy;

2. Opra”HbsT C€ MPEAOCTABA OT MHCTUTY U, KOATO € IIPHU3HATA 110 YCTAHOBCHHA B ChbOTBCTHATA AbpKaBa pEa U
Ipujara BCH4KU U3UCKBAHUA 3a Ka4YCCTBO, 6C3OH3.CHOCT, NpociaeasaACMOCT, NOKIIaABAHEC Ha CCPUO3HU MHIHUACHTU U
CCPUO3HHU HCKCIIAHU PCAKIIMH, KAKTO M 3a NPEAOCTABAHC Ha I/IH(i)OpMaIII/ISITa OTHOCHO XapaKTCpusupaHE Ha

OPraHUuTC U JOHOPHUTEC HA OpTraHH, YCTAHOBCHHU B TO3U 3aKOH;

3. B chaykeOHHS perucTbp Ha M3nmbinHuTenHa areHIus "MeauIUMHCKH Ham3op" € BKIIOYEH TOJIXOJIAI]
PEIUINUEHT Ha ChOTBETHHS OpraH.

(2) BHoc Ha opranu Mo’e /1a ce OChIIECTBSBA OT:

1. neuebHO 3aBeneHue mo wi. 13, an. 1, koeTo MMa paspelieHne 3a MpUCaKJaHe Ha ChOTBETHUS BHJ OpraH,
W3aa/IeHo 1o pena Ha wi. 48, ai. 3 ot 3akoHa 3a JIeYeOHUTE 3aBEICHHS;

2. neuebHO 3aBeAeHUE 1Mo 4. 13, anm. 3, KoeTo uMa yJAOCTOBEpEHHUE, U3AaeHO OT M3mbiHuTenHa areHIus
"MemuuuHCKA Haa30p" 3a MpUCaXKIaHe HAa CHOTBETHHS BHJ OpPraH W Ta3W JCHHOCT € BKIIOYCHA B CHOTBETHHUS
MPaBUIIHUK 11O Wi. 35, an. 3, T. 2 ot 3aKoHa 3a JIedeOHUTE 3aBEICHUS.

(3) 3a momyuaBaHe Ha pa3pellieHHe 32 BHOC Ha OpraHU PBHKOBOJUTENAT Ha JIEYeOHOTO 3aBelCHHUE MO ail. 2
110/1aBa 3asBJICHHUE /0 M3IBIHUTEIHUS TUpEKTop Ha M3mbiaHuTenHa areHuus "MeQUUMHCKM Haa3op" 3a BCEKU
OTJIeJICH JOHOP, KbM KOETO TIpuJIara;

1. TOKYMEHTH, KOUTO C€ MU3UCKBAT CHITIACHO JIOTOBOPHUTE 10 al. 1, T. 1;

2. TIOKyMEHTH 3a ChOTBETCTBUE HA MHCTUTYIUATA, KOSITO MPEOCTABs OpraHa, C U3UCKBaHUATa Ha al. 1, T. 2;

3. uH(popMaIus 32 opraHa 1 JOHOpa — JOKyMEHTHU 3a KIMHHMKO-1a00paTOpHU, BUPYCOJIOTHYHHU, CEPOTIOTUYHH,
MMYHOJIOTUYHU, MUKPOOMOJIOTUYHHU U 00pa3HU U3CIeABaHUS;

4, JAOKYMCHTHU 3a CbOTBCTCTBHUC C MBMCKBAHUATA HA YJI. 26 IIpu BHOC HA OpraHu MWJINM 4YaCT OT OpraH OT KHUB



TOHOP.

(4) MznbaHuTenHa areHuus "MeAMUIMHCKM Haa30p" pasmiexkaa 3asBICHHETO U MPHIIOKEHUTE KbM HEro
JIOKyMEHTH, U3BBpIIBA CIIykeOHa IPOBEPKa 3a CbOTBETCTBUE C al. 1, T. 3, 3a HajIM4Ke Ha Aorosopu mo ai. 1, 1. 1,
KaKTO ¥ 32 CHOTBETCTBHE Ha MPEACTAaBEHUTE JOKYMEHTH 110 ail. 3, T. | ¢ M3MCKBAaHUATA HA TE3H JJOTOBOPH.

(5) M3nbnauTenHa areHuus "MeIUMIIMHCKA Haa30p' M3/laBa paspelieHue 3a BHOC MO oOpasel] Wiu IpaBH
MOTHBHUpPAH OTKa3 B CPOK, CbOOpa3eH C HCXeMUYHOTO BpEMe Ha OpraHa, Ho He MO-IbIbl OT 24 yaca OT MO/IaBaHETO
Ha 3asBJICHUETO.

Un. 36a. (Hos - JIB, 6p. 60 ot 2012 1., u3m., 6p. 102 ot 2018 r., B cuna ot 1.04.2019 r., 6p. 54 ot 2020 1., B
cuia ot 16.06.2020 r.) (1) OOMeH Ha opraHu ce U3BBPIIBA MEKIY AbPKABU — WICHKH Ha EBporelickus cphio3 U Ha
EBporeiickoTo nkoHOMUUYecko mpocTpaHcTBo, U Kondenepamus [IBelinapus u BKIOYBA:

1. momyyaBaHe Ha OpraHd 3a TpPAHCIJIAHTAIlMS OT IbPKaBU — WICHKHM Ha EBpomelckusi cbi03 M Ha
EBpomneiickoTo HKOHOMHUYECKO MTPOCTpaHCTBO, U 0T Kondenepanus Lseiinapus;

2. NpenoCTaBsHE Ha OpraHW 3a TPAHCIUIAHTALMSA HA JIbPKABU — YICHKM Ha EBpOmENCcKHs ChIO3 M Ha
EBpomneiickoTo MKOHOMHUYECKO NMPOCTpaHcTBO, U Ha Kondenepanus [IBeiinapus.

(2) O6MeHBT Ha Opranu 1o ajl. 1 ce U3BBPINBA IPHU CIIa3BaHE Ha MPOICAYPHUTE 3a TIpeaBaHe Ha WH(POPMAIIHS,
rapaHTHpal@a KauecTBO, OE30MacCHOCT, MPOCIEAseMOCT, AOKIAJBAHE Ha CEPUO3HU HUHIIUICHTH H CEPUO3HU
HEXEJIAHW PEaKI[UH, KAKTO M Ha MPOIEAYPUTE 3a MPEAOCTaBsIHEe HAa WHQOpPMAIUS OTHOCHO XapaKTephU3HpaHe Ha
OpTaHUTE U JOHOPUTE HAa OPTaHU, OMPEIICIICHU B TO3H 3aKOH.

(3) OOMeH Ha opraHu C AbpKaBa HA M3MpAIllAHE CE W3BBPIIBA MPU YCIOBUATA HA al. 2, KAKTO W KOTAaTo ca
W3IBIIHEHU CICIHUTE YCIOBHUS:

1. opranbT € HNpUAPYXKEH OT AOKYMEHTH 3a KIMHHKO-TaOOpaTOpHH, BUPYCOJOTHYHH, CEPOJIOTUYHH,
MMYHOJIOTUYHU, MUKPOOUOJIOTUYHHU U 00pa3HU U3CIeABAHUS,

2. B ciuyxeOHHS perucTbp Ha W3mbnHutenHa areHuus "MeAMIIMHCKM HaA30p" € BKIIOYEH MOIXOJSII]
PELUIIMEHT Ha CbOTBETHUS OpTaH.

(4) OOMeH Ha opraHu ¢ AbpKaBa Ha MOJyJyaBaHE C€ M3BBPIIBA MPH YCIOBUATA HA ajl. 2, KAKTO U KOTaTo ca
U3IBIIHEHU CJIEIHUTE YCIOBUS:

1. opraHbsT € NPUIPYKEH OT JIOKYMEHTH 3a KIMHUKO-Ta0OpaTOpHHM, BHUPYCOJOTMYHHU, CEPOJOTUYHH,
MMYHOJIOTUYHU, MUKPOOMOJIOTUYHU U 00pa3HU U3CIeABaHUS;

2. B ciuyxeOHus peructbp Ha M3nmbiaHuTenHa areHuus "MeIuUMHCKA HaA30p" HE € BKIIOYEH IOJIXOJSII
PEIUIIMEHT Ha ChOTBETHUS OpPTaH.

(5) OOMeH Ha opraHu C €BpONEHUCKM OpraHU3allMU 32 OOMEH Ha OpraHHM C€ U3BBPIIBA CIIE]l CKIIOYBAHE Ha
criopazymMeHue Mexay W3nbiHutenHa areHuus "MeIMUMHCKM Haa30p" W ChOTBETHATAa OpraHU3alus, ako
OpraHu3aIusaTa TapaHTUpa Clia3BaHe Ha MPOIEAYPUTE 3a MpeJaBaHe Ha ChOTBETHATa WH(OPMAIUs 32 KAa4eCTBO,
0€30MacHOCT, MPOCIIEAIEMOCT, JOKIABaHEe HA CEPUO3HU MHIIUJICHTH U CEPUO3HH HEXKEJaHW PEaKIUH, KaKTO U Ha
MIPOICYPHUTE 3a MPEIOCTaBSIHE HA MH(POpMaIIHATa OTHOCHO XapaKTepru3upaHe Ha OPTaHUTE U JJOHOPUTE Ha OpPTraHH,
OMpeNeNIeHU B TO3U 3aKOH.

Un. 366. (Hos — JIB, 6p. 54 ot 2020 1., B cua ot 16.06.2020 r.) O6MeH Ha opraHu mo 4i. 36a, an. 3 Moxe Jaa
CE OCBIIECCTBSBA OT:

1. neuebHo 3aBeAeHue mo wi. 13, an. 1, koeTo MMa paspelieHre 3a MpUcakJaHe Ha ChOTBETHUS BUJ OpTraH,
W31a/IeHo 1o pena Ha wi. 48, an. 3 oT 3akoHa 3a JIeYeOHUTE 3aBEICHMUS;

2. ne4yeOHO 3aBeneHUe MO wi. 13, an. 3, KoeTo MMa yAOCTOBEPEHHE, U3MAJICHO OT VI3MBIHUTENHA areHIIUs



"MemuuuHCKA Haa3op" 3a MpUcaXJaHe Ha CHOTBETHUS BUJ OpPraH U Ta3W JCHHOCT € BKIIOYEHA B CHOTBETHUS
MpaBUIIHUK 10 4iI. 35, an. 3, T. 2 ot 3aKoHa 3a JiedeOHUTE 3aBe/ICH U

Un. 368. (HoB — JIB, 0p. 54 ot 2020 1., B cruta ot 16.06.2020 1.) (1) O6mMen Ha opraru mo wi. 36a, an. 4 Moxe
J1a e OCBIIECTBABA OT:

1. meyebHO 3aBeneHue mo 4i. 13, am. 1, KoeTo MMa pa3pelieHUe 3a B3eMaHe Ha CHOTBETHHUSI BHUJ OpTraH,
W3aa7IeHo 1o pena Ha wi. 48, an. 3 or 3akoHa 3a JIeYCOHUTE 3aBEICHHS;

2. neuebHO 3aBeAeHUE MO Wwi. 13, anm. 3, KOeTo MMa YyAOCTOBEpPEHHUE, U3AaleHO OT M3mbiHUTENTHA areHIus
"MemnuuuHCKH Haa3op" 3a B3eMaHe Ha CHOTBETHHUSI BUJ OpraH M Tasu JAEHHOCT € BKIIOYEHA B CHOTBETHHS
MPaBUJIHUK 10 WiI. 35, an. 3, T. 2 oT 3aKoHa 3a JIeYeOHUTE 3aBE/ICH U

(2) JleuebHOTO 3aBeAeHHE MpeAocTaBs Ha M3nmbinHuTenHa areHus "MeAMIIMHCKA Haa3op" JOKYMEHTH 3a
KIMHHUKO-JIA00pAaTOPHU, BHUPYCOJIOTUYHH, CEPOJIOTUYHU, HUMYHOJOTUYHU, MHUKPOOUOJOTUYHU H  0OpaszHH
W3CIeIBaHuU .

Un. 36r. (Hos — /1B, 6p. 54 ot 2020 r., B cuna ot 16.06.2020 r.) (1) M3nbanuTtenna areHius "MenuunHCKA
Haa30p" € KOMIIETEHTHUST OpraH 3a Bpb3ka Ha PenyOnuka bbarapus ¢ KOMIETEHTHUTE OpraHu 110 TpaHCIIaHTaIlUs
B IbP’KaBUTE Ha M3IMIpaIiaHe U Ha MMOJIydaBaHe, OpraHu3aluuTe 32 0OMEH Ha OpraHyu WM JIeYeOHUTE 3aBEJCHHS, Ha
KOUTO CE IpeaaBa MHPOPMAIUATa IO OOMEH Ha OPTaHH U MPOU3TUYALTE OT TAX JCHHOCTH.

(2) IBnpiauTenHA areHIus "MeauIMHCKA Ha30p" OCUTYpsiBa JCHOHOIIHO PA3MOJIOKEHNE 32 U3ITBIIHEHUE Ha
GbyHKIUHTE CU 10 all. 1, CBBP3aHU C OpraHU3MpaHe Ha OOMEH Ha OpPraHu MPH CIEIHU CUTYallHH.

(3) Uadopmanusita OTHOCHO OOMEHA HA OPTaHU W XapaKTepH3WpaHe Ha JIOHOpA Cce MpeaaBa MpeaBapUTEITHO
Mexnay WM3nbenHutenHa areHuus "MeauUMHCKA Hag3op', OT e€aHa CTpaHa, M KOMIIETEHTHUS OpraH o
TpaHCIJIAaHTAllMsl Ha JbpiKaBaTa Ha M3MpalaHe W Ha TOoJydaBaHe, OpraHMu3anusaTa 32 OOMEH Ha OpraHu WM

neueOHO 3aBe/ieHue, OT pyra CTpaHa.

(4) Undopmanusra no ain. 3 ce npegaBa He3abaBHO ciie/l HEMHOTO MOJy4aBaHe U MPOBEpKa B MUCMeHa gopma
O eJIEKTPOHEH ITBT WJIH 10 (hakc.

(5) B cnemiu cutyanuu ce momycka nHQOpMaIusaTa OTHOCHO XapaKTepU3UpaHEeTO Ha OPTaHUTE U JOHOPHUTE,
KaKTO U JOKJIa/[BAHETO HA CEpUO3HU HMHIIUJCHTH W CEPUO3HHM HEXENaHU PeaklHnH Ja ce Mpeaane yCTHO, KaTo
He3a0aBHO CIIe]l TOBA CE€ MOATOTBS M IPEAOCTaBs U B MUcMeHa (opma.

(6) Koraro gact ot nHdopmanusTa 3a XxapakTepu3nupaHe Ha OpraHa u/uiu JOHOpPA HE € U3BECTHA KbM MOMEHTA
Ha MpeaocTaBsHe Ha nH(opMaIusITa 1o aji. 3, TS ce peaaBa BeAHara, clie]] KaTo CTaHe HallMyHa, OT M3mbiHuTeHA
areHus "MeIUIIMHCKA HaA30p" MM OT ChOTBETHOTO JISYCOHO 3aBEICHUE.

(7) 3a ocpiiecTBsiBaHEe Ha 0OMeHa Ha opranu VM3mbaHuTenHa areHnus "MeaunuHCKA Haa30p" M3roTBs OaHka
"Mndopmanius 32 oOMEH Ha opraHu'" B TpH EK3EMILIApa, a KOorato OOMEHBT Ce HU3BBpIIBAa C AbpKaBa OT
EBpormeiickaTa acomuarus 3a cBOOOHA THPTOBHS — B 4 €K3eMILJIspa, KOSITO TIPEIOCTaBs Ha JICUSOHOTO 3aBE/ICHUE
o wi. 360 unu wi. 36B. biankaTta chabpika cienHara nHGopMaIus:

1. HauMeHOBaHUWE U JIAaHHU 32 Bpb3Ka Ha IIEHTHPA 32 OCUTYPSIBAHE;

2. HAaMMCHOBAHUC U JaHHU 34 Bp1,31<a Ha HCHT’Bpa 3a TpaHCH.HaHTaI_[I/ISI;

3. cnenu@uKalus Ha OpraHa;

4. nata Ha OCUTYPSIBAHETO;

5. HalMOHAJICH UJCHTU(UKAIIMOHEH HOMEP Ha JIOHOPAa;

6. HalMOHAJIEH MICHTU(HKALIMOHEH HOMEp Ha PELUINHEHTa WM aKo OpraHbT HE € OMJI TpaHCIIaHTHpPAH —



nHpopMaIus 3a KpaifHaTa My yroTpeoa;
7. nata ¥ 4ac Ha MpeaaBaHeTo;
8. MTAHHM 32 BPB3Ka C JIMIIETO, OTTOBAPSIIO 32 MPEAaBaHETO;
9. nata Ha TPAHCILIAHTAIUATA, aKO € MIPHIIOKIMO;

10. nHpopManus, ye ChAbpKa JIMYHU JaHHU U CIIeJBa Ja ce MpeAna3Ba OT Hepa3pelleHO pa3KpUBaHE WIIH
JOCTBII.

(8) Ipu u3BBPIIBAHETO HA MUTHUYECKUTE MIPOIICIYPH C IbpKaBUTE OT EBponelickaTa acomuanus 3a CBo00oHa
TBPTOBUs IEYeOHOTO 3aBe/ieHue TpeacTaBs ex3emMiisip Ne 4 ot 6manka "Mapopmaius 3a 0OMeH Ha opraHu'.

(9) Undopmaniusita, cBbp3aHa ¢ 0OOMEHa Ha OpraHH, Cce Mpe/laBa Ha €3UK, pa3dupaeM U 3a JBETe CTpaHH, WM
Ha aHTJIMHACKA €3HK.

(10) UsmpnauTenHa arenius "MeauITMHCKA Haa30p" BIECBa WHGOPMAITUATA IO ajl. 7 B perucThpa mo wi. 39,
an. 1, T. 2 Ha OBJITAPCKH €3UK HE3aBUCHUMO OT €3MKa, Ha KOMTO € MOoJIydeHa.

(11) ITpu oOMeH Ha opraHu C Ibp)KaBW Ha WU3Mpaiane M3nbpaauTenHa areHius "MenuiuHCKr Haa3op" TpsOBa
Jla TOTBBP/IY Ha JbprkaBaTa Ha U3IMpaIlaHe MoTy9aBaHeTo Ha HH(opMalusTa.

(12) ITpu oOMeH Ha opraHu ¢ IbpKaBa Ha moJiydaBaHe M3nwiHuTeHA areHus "MeaqunuHCckd Haa3op" TpsOBa
Jla OCUTYpH OT JAbpKaBara Ha MoJlydaBaHe MOTBBPKACHUE 32 TOIydaBaHETO Ha U3MpaTeHaTa HHMOpMaIusl.

Un. 36a. (HoB — JIB, Op. 54 ot 2020 ., B cuna ot 16.06.2020 r.) (1) M3nbaauTtenHa areHius "MeaumHCKu
Ha30p" M3UCKBA OT JBPKABUTE HA TOJTydaBaHe WH(OPMAIIMS OTHOCHO JaraTa Ha M3BBPIICHATA TPaHCILIAHTAIUS
Ha OpraHu, KOUTO ca MpeAMeT Ha OOMEH, KaKTO M 32 HaUMEHOBAaHUETO Ha JIeueOHOTO 3aBEJCHUE, B KOETO TS €
W3BBPILICHA, U IaHHU 33 BPb3Ka C HETO.

(2) Axo opraHbT, KOWTO € mpeAMeT Ha OOMEH, He ObAe TpaHCIUIaHTUpaH, V3MBIHUTENHA areHIHs
"MemuuuHCKA HaI30p" M3HCKBA OT KOMIIETEHTHATa OpraHM3aIls Ha IbpiKaBaTa Ha MoJydaBaHe WHGOpMAIUs 3a
KpaiiHaTa My ynotpeoa.

Un. 36e. (Ho — JIB, 6p. 54 ot 2020 r., B cuna ot 16.06.2020 r.) (1) [Ipu Bp3HKUKBAHE HA CEpUO3HA HEXKEJIaHA
peaKius U Cepro3eH WHIIHMJCHT, CBhP3aH C OpraHUTEe, KOMTO ca MpeaMeT Ha OOMEH, W JOoHOopa, V3mbaHuTenHa
areHius "MeaunuHCKA Ham3op" OKIaABa 3a TOBA He3a0aBHO Ha CHOTBETHUS KOMIIETEHTEH OpraH [0
TPAHCIUTAHTAIIMS B JbpKaBaTa Ha M3MpalaHe WM B JIbp)KaBaTa Ha TOJyYaBaHE MPH YCIOBHUATA M 1O pela Ha
Hapenbara mo wi. 156, ai. 3.

(2) Uudopmanusra, cBbp3aHa ¢ oOMeHa Ha OpraHu, ce cbXxpaHsBa B M3nbnHuTenHa areHuus "MeauinHCKA
Haa30p" ¥ MOke /1a ObJie Mpe0CTaBeHa MU NMOMCKBAHE Ha JIbpKaBaTa Ha U3IpalaHe UM Ha MoTyJaBaHe.

(3) UsmpnauTenHa areHnus "MenunuHCKA Ham3op" choOImaBa Ha EBponelickara KOMHCHUS TaHHU 3a BPB3Ka C
Hesl, KOUTO ChABPKAT Hali-MaJKo: HAMMEHOBaHKE, Telne(oHEeH HOMED, EIEKTPOHEH ajpec, (aKkc U MOIICHCKH apec.

(4) M3nenauTenHa areHius "MeaunmHCKA Haa3op" cBoeBpeMeHHO MHGopmupa EBpormelickata KoMUCHS 3a
IIPOMEHU B JAHHUTE 1O ai. 3.

Un. 36x. (Hos — 1B, 6p. 54 ot 2020 r., B cuna ot 16.06.2020 r.) (1) V3HoC Ha opranu 3a TpaHCIUIAHTALIHS 32
TPETH CTPaHH CE€ pa3peliaBa IMpyu CICAHUTE YCIOBUS:

1. Haaune ca CKIIOYCHH OT PGHY6J'II/IK8. B%nrapnﬁ AOTOBOpPH, B KOUTO U3PHUYHO Ca MOCOYCHHU YCIOBUATA U
PEABT 3a U3HOC HA OpPraHu,

2. Opra”HbT CC MPCAOCTAaBA HA HHCTUTYILH S, KOATO € MPU3HATA IO YCTAHOBCHUS B CbOTBETHATA AbpiKaBa PC;



3. B IbpKaBUTE — WICHKM Ha EBpomnelckus Chro3 M Ha EBpONENCKOTO MKOHOMHUYECKO NPOCTPAHCTBO, U B
Kondenepauus LBeiinapus HiMa MOAXOIAI PELUITUEHT 32 CbOTBETHHUSI OpPIaH;

4. B ChOTBETHATA AbpPXKaBa UMa MOIXOAII PELUITHEHT.
(2) U3HoC Ha opraHu MOXe J1a Ce OCBIIECTBSBA OT:

1. neyeOHO 3aBenenue mo 4wi. 13, am. 1, koeTo WMa paspelieHHe 3a B3eMaHE Ha ChOTBETHHS BUJ Opra,
W3aaeHo 1o pena Ha wi. 48, an. 3 oT 3akoHa 3a JIeYeOHUTE 3aBEICHHS;

2. nmeyeOHO 3aBeneHWe 1Mo wi. 13, an. 3, K0eTo MMa yAOCTOBEPEHHE, U3MAJCHO OT VI3MBIHUTENHA areHIIUs
"MenunuHCcKA Haa30p" 3a B3eMaHE Ha CHOTBETHHS BHUJI OpraH M Ta3uW JACHHOCT € BKIIOYEHA B CHOTBETHUS
MPaBUIHUK 110 4. 35, an. 3, T. 2 oT 3aKoHa 3a JiedeOHUTE 3aBE/ICHUS.

(3) 3a moxyyaBaHe Ha pa3pelieHHE 3a U3HOC HAa OPraHUW PBKOBOAUTENAT Ha JIEYeOHOTO 3aBe/ieHHE Mo aji. 2
110/1aBa 3asBJICHUE /10 M3IIBIHUTEIHUS IUpEKTOop Ha M3mbnHuTenHa areHuus "MeOUUMHCKM Haa3op' 3a BCEKU
OTJEJIEH IOHOP, KbM KOETO IpuJara:

1. TOKYMEHTH, KOUTO C€ MU3UCKBAT CHITIACHO JIOTOBOpUTE 1o al. 1, T. 1;

2. TOKyMEHTH 3a CbOTBETCTBHE Ha MHCTUTYIIHUATA, HA KOSATO C€ MPE0CTaBs OPTraHbT, C U3UCKBAaHUATA HA all. |,
T. 2;

3. JaHHU 3a CHOTBETCTBHE C all. 1, T. 4;

4. undopmManus 3a opraHa M J0HOpa, BKIIOYBAIRA JOKYMEHTH 3a KIMHUKO-JIAOOPAaTOPHHU, BUPYCOJIOTUYHH,
CEpOJIOTUYHU, WMYHOJOTMYHU, MUKPOOHMOIOTMYHH M OOpa3HM H3CIICABAHUS, KaKTO W JAHHU, Y€ B3EMaHETO,
EKCIIEPTU3aTa, ETUKCTUPAHETO, ChXPAaHABAHETO U TPAHCIIOPTHUPAHETO Ca OCBUIECTBEHU CBHINIACHO HOPMATHUBHUTE
u3nckBanus B Penyonuka benrapus.

(4) MznpaautenHna areHuus "MeIMITMHCKH Ham30p" pas3riiekia 3asMBJICHUETO W TMPUIIOKEHUTE KbM HETro
JIOKYMEHTH ¥ U3BBHPIIBA IPOBEPKA 32 CbOTBETCTBUE C all. 1, T. 3, 3a HaNM4Ke HA AOTOBOPH 110 ai. 1, T. 1, KakTo u 3a
CHOTBETCTBUE HA MPEICTABEHUTE JOKYMEHTH 110 al. 3, T. | ¢ M3MCKBaHUSATA HA T€3H JOTOBOPH.

(5) UsnbanutenHa areHuus "MeIuuMHCKA Hai30p" U3BBPIIBA IPOBEPKA 3a CHOTBETCTBUE € ail. 1, T. 3, Karo
OTIIpaBs 3alIUTBAHE JJO KOMIIETEHTHUTE CTPYKTYPH 110 TPAHCIIJIAHTALMS HA AbP’KaBUTE — WIEHKH Ha EBponeiickus
CbI03 U Ha EBporeiickoTo MKOHOMHUYECKO MpocTpaHcTBO, U Ha Kondenepanus IIBelinapus u 10 eBporenckuTe
opranu3anvu 3a oOMeH Ha OpraHHM OTHOCHO HaJn4ue/nuInca Ha MOTCHOUAJIHNU PCOUIIUCHTH B JIMCTUTC Ha
YaKaIMTe 3a TPAHCIIJIAaHTALIMSL.

(6) M3nbpnauTenHa areHus "MeIWIIMHCKE Haa30p' M3/aBa paspelieHrue 3a M3HOC WM TMPaBU MOTHBHUpPAH
O0TKa3 B CpPOK, choOpa3eH ¢ MCXEMHYHOTO BpeMe Ha OpraHa, HO HE MO-ABIBI OT 24 yaca OT MOAaBaHETO Ha
3asIBJICHUETO.

(7) Ilpu oOmeH, BHOC W HW3HOC Ha OpraHU 3a YCKOpsSBAaHE Ha CHOTBETHATA MpOIEAypa ce JJ0ImycKa
JOKyMEHTAaIusITa na ObAe TpeAocTaBsHa OT JiedeOHUTE 3aBefeHUs] B M3nmbiaHuTenHa areHius "MeIUIIUHCKH
Haa30p" ¥ MO €JIEKTPOHEH TBT.

Un. 37. (U3m. - [IB, 6p. 36 ot 2009 1., nom., 6p. 41 ot 2009 1., B cuna ot 2.06.2009 r., uzm., 6p. 60 ot 2012 r.,
op. 102 ot 2018 r., B cuna ot 1.04.2019 1., 6p. 54 ot 2020 1., B cuma ot 16.06.2020 r.) (1) M3HOC Ha THKAaHU, KIETKH
U ANLEKIETKH, CIIEpMATO30MAN M 3UTOTH, HapUYaHU IO-HATAaThK "pPENpOAYKTUBHU KIETKU', ce€ pa3pelaBa IMpHU
CIIETHUTE YCIIOBUSL:

1. 3anoBosnieHu ca notpedbHocTuTe Ha PenyOnuka buarapus;

2. TBKAHUTEC, KICTKUTC U PCIHPOAYKTUBHUTEC KICTKHM CC€ IMPCAOCTAaBAT HA HUHCTUTYLUSA, HOpPU3HATA 110



YCTaHOBCHUA B CbOTBCTHATA AbpPiKaBa PCA 3a OCBUICCTBABAHC HA TO3U BU HeﬁHOCT;

3. TBKAHUTC, KIICTKUTC U PCHPOAYKTUBHUTC KICTKU Ca B3CTHU, CBHXPAHSABAHHU W TPAHCIIOPTHUPAHU CBIJIACHO
HM3NCKBAHUATA Ha TO3HM 3aKOH M Ha 3aKoHa 3a 3ApaBCTO, KAKTO U HAa YCTAHOBCHUTC MCIUIMUWHCKHA CTAaHAAPTH U
IIpaBuJia HAa CbOTBETHATA AbpPiKaBa,

4. TPKaHUTE U KIETKUTE ca BKIIOYEHU B CIYKEOHUs perucTbp Ha M3mbaHuTenHa areHuus "MenunMHCKH
Haaz30p".

(2) U3HOC Ha THKaHU M KIETKH CE OCHIICCTBSBA OT:

1. neyeOHO 3aBeAeHue mo wi. 13, an. 1, koeTo uMa paszpelieHue, U3AaIeHo Mo peAa Ha wi. 48, an. 3 or 3akoHa
3a JIeueOHHUTE 3aBeICHHS, UJTU JICYeOHO 3aBeJieHre 1Mo Wi. 13, all. 2, KOeTo UMa YIOCTOBEpEHUE, H3AaJICHO 0 pea
Ha wi. 40, ai. 13 oT 3akoHa 3a Je4eOHUTE 3aBEAECHHUS, B KOUTO Ca BKIIOYEHU IEHHOCTH II0 B3€MaHe Ha CHOTBETHHUS
BHUJ ThbKaHU U KICTKHU,

2. neyeOHO 3aBeneHUe MO wi. 13, an. 3, K0eTo MMa yAOCTOBEPEHHE, U3MAJCHO OT VI3MBIHUTENHA areHIIUs
"MenunuHCcKA HaA30p" 3a B3eMaHE HAa CHOTBETHUS BHUJ ThKAaHM W KIETKM M Ta3W JACHMHOCT € BKIOYEHA B
CHOTBETHUSI MTPABUIIHUK 11O 4. 35, ai. 3, T. 2 oT 3aKoHa 3a JIeyeOHUTE 3aBEe/ICHNUS,

3. ThkaHHa OaHKa, KOSTO MMa pa3pelieHHue, M3aJeHO Mo peaa Ha wi. 48, am. 3 ot 3akoHa 3a JieYeOHUTE
3aBEICHUS, B KOETO Ca BKIIOYEHU JEHHOCTH 0 B3€MaHE UJIM ChXPAaHEHUE Ha ChOTBETHUS BUJ ThKaHU WJIM KIIETKU.

(3) U3noc Ha penpoayKTUBHU KIETKU C€ OCHILECTBSIBA OT:

1. neyeGHO 3aBeeHME 32 OOJIHUYHA IOMOII M ThKAHHA OaHKa, KOMTO UMaT pa3pelleHne, U31aleHOo 0 peja Ha
1. 48, an. 3 oT 3akoHa 3a JeyeOHUTE 3aBEJICHHS, B KOETO ca BKIIOYEHHU JICHHOCTH 0 acUCTUpaHa pempoayKIus,
OCUTYpsIBaHE, U3IOJI3BAHE UJIM CHXPAHSABAHE HA CHOTBETHUS BUJ] PEIPOIYKTUBHHU KIETKH;

2. neyeOHO 3aBeICHUE 33 M3BBHOOIHMWYHA MOMOIL, perucTpupaHo no peaa Ha wi. 40, an. 13 or 3akoHa 3a
JeUeOHUTE 3aBEACHHUs, B 4YMETO YJOCTOBEPEHHME 3a PErucTpalnus ca BKIOYEHHM JEHHOCTH 10 acUCTHpaHa
PENpOIYKIHS, OCUTYpsIBAaHE, U3M0JI3BAaHE UITU ChXPaHsABaHE Ha ChOTBETHUS BUJ| PEPOLYKTUBHU KIIETKH;

3. neuebHO 3aBeseHue 1Mo wi. 13, an. 3, KOeTo MMa YIOCTOBEpPEeHHUE, M3MaAeHO OT VI3mbIHHUTEIHA areHIHs
"MenuuuHCKH Haa30p" 32 aCUCTUPaHa PEMPOAYKIIUs, OCUTYpsIBaHE, U3MOJI3BAHE MM ChXpaHsSBaHE HA CHOTBETHUS
BUJ PEIPOAYKTUBHU KIETKU U Ta3U JEHHOCT € BKIIOYEHA B CbOTBETHHUSI IPABUIIHUK 110 Wil 35, ain. 3, T. 2 oT 3aKoHa
3a JICYEOHUTE 3aBEICHUSL.

(4) 3a momydaBaHe Ha pa3pelieHUE 32 U3HOC HA ThKAHU, KIETKA U PEMPOIYKTUBHU KICTKU PHKOBOJUTEIAT HA
ne4eOHOTO 3aBeJIeHHE 10 ajl. 2 ¥ 3 mo/1aBa 3asBJICHHE 110 00pasell 10 U3MBIHUTETHUS JUpekTop Ha V3nbiHuTenHA
areHuus "MeIMIMHCKA HAA30p" 32 BCEKU KOHKPETEH M3HOC, KbM KOETO IpuJjara:

1. JOKyMEHTH 3a CBHOTBETCTBME Ha HMHCTUTYLUATA, HA KOSTO CE€ MPENOCTaBAT THKAHUTE W KIETKUTE, C
M3UCKBAaHUATA Ha all. 1, T. 2;

2. JIOKyMEHTHM 3a HauMHA Ha B3€MaHe, CBhXpAHSABAHE W TPAHCHOPTHPAHE Ha THKAHUTE, KIETKUTE U
PENPOTYKTUBHUTE KIIETKH;

3. uHpopMmanus 3a THKAHWUTE, KICTKUTE U PENPOAYKTMBHUTE KICTKH, KOSTO BKIIOYBA JOKYMEHTH 3a
BUPYCOJIOTUYHU, CEPOJIOTUYHU U MHUKPOOMOJOTMYHM U3CIEeIBaHUs, KAaKTO M HUH@oOpMalus 3a HauuHa Ha
oOpaboTkara, mpepaboTkaTa M ETUKETUPAHETO Ha TbKAaHUTE U KIETKUTE, a 3a PENpOIyKTUBHUTE KICTKA —
nH(opmMarus 3a B3eMaHe, ChbXpaHsBaHEe M TPAHCIIOPTHUPAHE.

(5) WznbanuTenna areHuusa "MeAMIMHCKM Haa30p" pasmiexkaa 3asBICHHETO M MPHIIOKEHUTE KbM HEro
JOKyMEHTH U U3BBpIIBA CIIyKeOHa MpOBEpKa 3a CbOTBETCTBUE ¢ all. 1, T. 1 u 4.

(6) UsnenauTenHa areHuus "MenMIMHCKA Haa30p" M3/1aBa paspelieHUE 3a U3HOC WIM NPaBM MOTHUBHUPAH



OTKa3 B CPOK 10 7 IHU OT IOJaBaHe Ha 3asBJICHUETO.

(7) Tlpu wu3BBpUIBAaHE HA MUTHHUYECKUTE MPOIEAYPH JIedeOHOTO 3aBEACHUE TMPEICTaBs EK3eMILIP OT
paspereHuero no ai. 6.

Un. 38. (1) (U3m. u gom. - IB, 6p. 36 ot 2009 1., gom., 6p. 41 ot 2009 1., B cuna ot 2.06.2009 r., uzm., 6p. 60
ot 2012 r., 6p. 102 ot 2018 1., B cumna ot 1.04.2019 1., 6p. 54 ot 2020 1., B cuna ot 16.06.2020 r.) (1) BHoC Ha
THhKaHU, KIIETKU, ThKAHHO-KICThUHHU AIOTpad)T MPOJIYKTH U PEIPOIYKTUBHU KICTKH OT TPETH CTPAHH CE U3BBPIIBA C
paspeleHre Ha U3ITbIHUTENHMS AupekTop Ha M3nbnHuTenHa arennus "MenunuuHcky Haazop'. B paspemenuero ce
BIINCBAT.

1. mpIHO HAaMMEHOBaHUE Ha JIEYeOHOTO 3aBeJicHHe, TenedoH, (akc, eIeKTpOHHA MO, KO M0 yKa3aTels Ha
EBpomnelickus cbio3 Ha leueOHUTE 3aBEICHUS 3a padoTa C ThKaHU U MHTEPHET CTPAHUIIA;

2. celauIIe v aipec Ha yrmpaBJIeHHE Ha JICUeOHOTO 3aBEICHUE;

3. HaMMEHOBaHHME W HOMEp Ha akKTa, MO CUJiaTa Ha KOWTO JIe4YeOHOTO 3aBEJCHHE OCBINECTBsIBA JeueOHA
JIEMHOCT;

4. TpuTE UMEHA Ha JIMIETO, MPEJICTABIISABAIIO JeUeOHOTO 3aBEICHNUCE;

5. JbpXKaBaTa, KOSITO IpeaoCTaBs THKaHUTE/KJIETKUTE/ThKaHHO- KIEThUHUTE asorpagr
MPOTyKTH/PENPOIYKTUBHUTE KIETKH;

6. HHCTUTYHUSATA, BKIIFOUUTCIHO HOI[PI?»H'LHHI/ITGHSIT/HOI[I/I3H'bJIHI/ITCJII/IT€, KOHUTO npcaoCTaBAT
THKAHUTE/KIIETKUTE/PETTPOIYKTUBHUTE KIETKH, Tee(oH, Gakc v eJIeKTpOHHA TOII;

7. BUI ¥ KOJMMYECTBO HA THKAHUTE/KICTKUTE/THKAHHO-KIETHYHUTE ajorpadr MpOIyKTH/PETPOTyKTUBHUTE
KIICTKH;

8. yHUKaJICH UJICHTH (PHKAITMOHEH HOMEp Ha JJOHOPA U YHUKAICH UJICHTU(UKAIIMOHCH HOMED Ha PEIUITHCHTA,
32 THKaHU/KICTKH/THKAHHO-KICThYHU ajorpadr MpOAyKTH — HA4YMH Ha 00paboTKa, MpepadoTKa, CTHKETHpaHE,
CBhXpaHsBaHE U TPAHCIOPTUpAHE; 3a PENPONYKTUBHUTE KICTKM — HAYMH Ha B3EMaHE, CBhXpaHSBAHE W
TPaHCIIOPTHUPAHE;

9. ommcaHMe Ha MPUIIOKECHUTE JOKYMEHTH 33 THKAaHUTE/KICTKUTE/THhKaHHO-KIETHYHHUTE aorpadT MpOIyKTH
WIH PENpOAYKTUBHUTE KICTKH, CHIbp)KAl JaHHH 32 BUPYCOJOTMYHH, CEPOJIOTHYHU M MHUKPOOMOJIOTUYHH
U3CIeIBAHUS;

10. manu paspemeHneTo e eTHOKPAaTHO, KaTo Ce MOMBIBAT JaHHUTE Ha PEIUIUEHTa W/UIM MHOTOKPAaTHO — 32
MOCOYEHUTE BUJOBE THKAHW/KICTKU/THKAaHHO-KICTBUHU anorpadT TPOAYKTH/PENPOAYKTHBHUA KIETKA M TIpU
neHUPAHUTE 0OCTOATEIICTBA — C BB3MOXKHOCT 33 OTOEJISI3BaHEe HA MPUIIOKUMOTO;

11. uMeHa Ha U3NBIHUTETHUS AUpPEKTOp Ha M3nbaHuTenHa areHuus "MeaIunMHCKU Ha30p", MOAINNC, AaTa U
yac, redyaTr, KakKTO M JaTa M Yac Ha IpeloCTaBsHE HA TbKAaHUTE/KIETKUTE/ThKAHHO-KIEThYHUTE anorpadr

MPOYKTH/PENPOAYKTUBHUTE KIICTKH;

12. uMeHaTa Ha JUIETO, OTTOBAPAIIO 32 NMPEAaBaHETO Ha THKAHUTE/KICTKUTE/ThKaHHO-KIETHYHUTE ajmorpadr
MPOYKTH/PENPOAYKTUBHHUTE KIECTKH, TeNIe(oH, (hakC U eIeKTPOHHA IOIIR;

13. YCJIOBHATA, C KOUTO € 06B’bp3aH BHOCBHT, aKO MMa TaKHBa,

14. nppxaBuTe — WICHKM Ha EBpomelcKus Chi03, B KOMUTO IIIE C€ PaslpeleisiT BHECCHUTE ThKaHU, KIETKH,
THKAHHO-KIETHYHU anorpadr MpoayKTH, PEIPOTYKTUBHU KIETKH, KOTaTO Ca U3BECTHH.

(2) UsuckBanusTa, Ha KOUTO TPSIOBA J]a OTTOBAps KAYECTBOTO HA THKAHHUTE, KIICTKUTE U ThKAHHO-KICTHUHUTE
anorpadr mpoykTH 1o aju. 1, ce onpeaesnsrT ¢ Hapeada Ha MUHUCTBPA Ha 31paBeora3BaHeTo.



(3) BHoc Ha ThKaHM, KIETKM U ThKAaHHO-KIETBUHM anorpadr MpOIYKTH OT TPETU CTPAaHU C€ paspellaBa Mpu
CIIEIHUTE YCIOBUSL:

1. Ka4eCTBOTO HA THKAHUTE, KIETKUTE U ThKAaHHO-KIETHYHUTE aorpadT MPOIyKTH OTTOBAps HA W3MCKBAHUSATA
Ha HapenOara 1o an. 2;

2. TBKaHHUTC, KICTKUTC U ThbKaAaHHO-KICTBYHUTC anorpa(pr MNPOAYKTH €Ca OCUT'YPCHHU OT MHCTUTYLHS, IPU3HATA
10 YCTAaHOBCHUA B CbOTBCTHATA AbprKaBa PC/l 3a OCHILICCTBABAHC HA TO3U BU/L IICﬁHOCT;

3. HaNUIlE € JI0Ka3aH MOJIOKUTENEeH e(eKT OT M3MOJI3BAaHEeTO Ha ThKAHUTE, KICTKUTE U ThKaHHO-KICTHYHUTE
anorpadt NpoAyKTH, MPUAOOUTH U 0OpPaOOTEHHU MO METOAN M TEXHOJIOTUH, KOUTO HE C€ MPAKTUKYBAT B JbPHKABUTE
— wieHkd Ha EBpomelickusi chio3 u Ha EBpOmMENHCcKOTO MKOHOMHYECKO MPOCTpaHCTBO, W B KoHdbenepamus
[IIBeiapus.

(4) BHOC Ha penpoIyKTUBHHU KIETKH C€ pa3peliaBa MpH ycJIoBUATA Ha all. 3, T. 2.

Un. 38a. (Hos — /IB, 6p. 54 ot 2020 r., B cuna ot 16.06.2020 r.) (1) BHoc Ha TbKaHU, KIETKU HUIIH
THKaHHO-KIETHhYHU aJorpadr NpoayKTH Ce OCBILECTBSABA OT:

1. meyeOHO 3aBeAeHUE 110 Wi. 13, an. 1, KoeTo mMa paspenieHue, U3AaIeHO Mo peaa Ha wi. 48, an. 3 or 3akoHa
3a JIeueOHHUTE 3aBe/ICHUs WM JieueOHO 3aBe/ieHre Mo wi. 13, an. 2, KoeTo UMa yI0CTOBEepeHUe, U3AaIeHO M0 pea
Ha wi. 40, an. 13 or 3akoHa 3a JIeueOHWUTE 3aBEJCHUS, B KOMTO Ca BKIIOYCHHU JEHHOCTU MO MPHUCAXKIAHE HIIH
ChXpaHEHHE Ha ChOTBETHUS BUJI ThKAaHU WJIN KICTKH;

2. neuebHO 3aBeAeHUE MO Wwi. 13, anm. 3, KoeTo MMa YAOCTOBEpPEHHUE, U3AaNeHO OT M3mbiIHUTENHA areHIus
"MenuumHCKy Haa30p" 3a MpUCAXKIaHEe WIH ChbXpaHEHHE Ha ChOTBETHUS BUJI ThKaHU UM KIETKUA U Ta3H JCHHOCT €
BKJIIOYEHA B CHOTBETHHUS MPABMIIHUK MO 4. 35, ai. 3, T. 2 oT 3akoHa 3a JjeueOHUTE 3aBEICHUS,

3. ThbKaHHA 6aHKa, KOATO UMa pa3pClICHUC, U3JaACHO IO pcaa Ha YJI. 48, an. 3 or 3akoHa 3a JICUYCOHUTE
3aBCJICHH I, B KOCTO Ca BKIIFOYCHU I[GﬁHOCTH MO CbXPAaHCHHUEC HA CLbOTBCTHUSA B ThKAaHU WUJIU KIICTKU.

(2) BHOC Ha penpOyKTUBHHU KIETKH CE OCBIIECTBSBA OT:

1. neyeGHO 3aBe/ieHME 32 OOJIHUYHA ITOMOII M ThKaHHA OaHKa, KOMTO UMaT pa3pellieHne, U3/1aIeHo Mo peaa Ha
. 48, asn. 3 oT 3akoHa 3a Je4eOHUTE 3aBEACHMS, B KOETO Ca BKIIOUYEHU JEHHOCTH 0 aCUCTHUpaHa PENpOayKIHUs,
OCHUTYpsIBaHE, U3MOI3BAHE WM ChXpaHsIBaHE HA ChOTBETHUS BU PEPOIYKTHBHH KICTKH;

2. neuebHO 3aBelCHUE 32 U3BBHHOOJHUYHA MOMOII, perHcTpupano mo peaa Ha wi. 40, an. 13 ot 3akoHa 3a
JeuyeOHNUTE 3aBEACHUS, B YHETO YIOCTOBEPCHHE 3a PETHCTpAIUs ca BKIOYCHH JCWHOCTH 110 acUCTHpaHa
PEIIpOAYKI U, OCUTYPSABAHEC, U3ITOJI3BAHC UJIN ChbXpaHABAHC HAa CbOTBCTHUSA BU PCIPOAYKTUBHH KIICTKHU,

3. n1euebHO 3aBeleHUE 32 OOTHUYHA MOMOII KbM MUHHCTEPCKUsI ChBET, MUHHCTEpCTBOTO Ha OTOpaHaTa,
MUHHCTEPCTBOTO Ha BBTpEHHUTE pPaboTH, MUHHUCTEPCTBOTO Ha MPABOCHAUETO W MUHHCTEPCTBOTO Ha
TpaHcropTa, WHGOPMAIMOHHUTE TEXHOJOTUH U CHOOIICHUITA, KOETO HWMa YAOCTOBEpPEHHE, H3JaJCHO OT
Manbnuutenna arennus "MeIUMIIMHCKM HAA30p" 32 acMCTUpaHa PENpPOIYKIHUs, OCUTYpsIBaHE, HM3IMOJ3BaHE WIIH
ChXpaHsIBaHE Ha ChOTBETHUS BUJ PEIPOIYKTUBHU KICTKH M Ta3W JIEWHOCT € BKIIOUYEHA B CHOTBETHUS MPABUITHUK
mo wi. 35, an. 3, T. 2 ot 3akoHa 3a JIeYeOHHUTE 3aBEeACHHUS.

(3) 3a momyyaBaHe Ha pa3pelleHHe 3a BHOC Ha ThKaHU, KIETKU, ThKaHHO-KIETBUHU alorpadr MPOAYKTH HIIH
PENPONYKTUBHU KIETKH DPBKOBOAMUTEIAT Ha Je4eOHOTO 3aBeleHHe Mo al. 1 M 2 mojaBa 3asBlIEHUE 0
M3IBJIHUTEIHUS AUpEKTOp Ha VM3nmbiaHuTenHa areHuus "MeauuHCKU Haa30p", B KOETO C€ BIIMCBAT:

1. IBIHOTO HAMMEHOBAHUE Ha JIeYeOHOTO 3aBe/ieHue, TenedoH, (akc, eIeKTPOHHA TOIIA, KO/ MO yKa3aTens Ha
EBpomeiickust chio3 Ha JedeOHUTE 3aBeJCHUS 3a paboTa C THhKaHW, WUHTEPHET aJpec, Celajulle U aapec Ha
yIpaBJICHUE, HAMMEHOBaHWE W HOMEP Ha akTa, [0 CHjaTa Ha KOMTO Je4eOHOTO 3aBEJICHHE OCHINECCTBSIBA JIeueOHA
JIEHHOCT;



2. TPUTC UMCHA HaA JIMLCTO, ITPCACTABIABAIIO JIeueOHOTO 3aBCICHHC,

3. AbpiKaBa, HWHCTUTYHHA, BKIIOYUTCIHO HOIII/ISH’I)JIHI/ITGJISI/HOI[I/I?)HT)HHI/ITeJII/ITe, KOUTO MpCAOCTaBAT
THKAaHU/KIIETKU/ThKaHHO-KIEThUHH aJorpadT MPOAYKTH/PETIPOAYKTUBHU KIETKU, TeledoH, (akc U eJIeKTPOHHA
TOIIIR;

4. nme Ha JUIECTO, KOCTO MPEACTABIIABA HHCTUTYLUATA, TGJICCI)OH, (baKC " CIICKTPOHHA 1101114,

5. BUI U KOJUYECTBO HAa THKAHUTE/KIETKUTE/THKaHHO-KIEThYHUTE anorpadr MPOIyKTH/pEenpOIyKTUBHUTE
KJIETKU;

6. yHUKaJIeH UJCHTU(UKAMOHEH HOMEp Ha JOHOpa M YHUKAJICH MICHTHU(UKAMOHEH HOMEp Ha peIUuNUeHTa
Ha TBKAHM W KIETKU; 32 THKAHU/KICTKU/THKAaHHO-KIEThYHMU anorpadr MpOIyKTH — HauyuH Ha o00paloTka,
npepaboTKa, ETUKETUPaHEe, ChbXPaHSBAHE U TPAHCIIOPTHUPAHE; 3a PENPOIYKTUBHUTE KIETKM — HaUMH Ha B3E€MaHe,
ChbXpaHsBaHE U TPAHCIIOPTUPAHE;

7. omucaHue HA JOKYMEHTH C JJAHHU 32 BUPYCOJIOTUYHH, CEPOJIOTHYHN U MUKPOOMOJIOTUYHH H3CIICABAHMS;

8. IMEHa Ha JHIIETO, OTrOBapsII0 32 NMPEJaBAaHETO HAa THKAHUTE/KICTKUTE/THKAaHHO-KIETHYHHUTE ajorpadr
MPOAYKTH/PETIPOAYKTUBHUTE KIETKU, TelehoH, (aKC U eIEKTPOHHA IOIIIA;

9. ycnoBusl, ¢ KOUTO € 0OBBP3aH BHOCHT, KOTATO MMa TaKWBA;

10. nbpxkaBu — ujieHKA Ha EBpONENCKHsi Chi03, B KOUTO I C€ PA3MpEAeNsT BHECEHUTE THbKAHM, KIETKH,
THKAaHHO-KIETHYHH anorpadr MpoayKTH, pePOAYKTUBHH KIETKH, KOTaTO Ca NM3BECTHH;

11. 3asBsiBaHE HA JKEJIAHUS HAUMH 32 MOJy4aBaHe HAa U3a/ICHUS MHIMBUIyaleH aIMUHUCTPATUBEH aKT.
(4) KM 3asBeHHETO MO al. 3 ce mpujiarar:

1. TOKyMEHTH 3a ChOTBETCTBHUE € Wi 38, ain. 3 u 4;

2. 3aBepeH 10 HAICKEH peJl MPEBOJ OT PA3pEIICHUETO 3a IEHHOCT Ha JOCTABYMKA OT TPETa CTPaHa;

3. KOoIHe OT IMMHUCMEHO CIIOpa3yMCHHUC C NOCTaBUMKa OT TpETaTa CTpaHa OTHOCHO CITa3BAHC Ha M3HMCKBAHMATA 3a
KauyecTBO M 0€30ITacHOCT Ha TBKAaHHUTC, KICTKUTC U THbKaAHHO-KICTBYHHUTEC anorpa(bT MMpOAYKTH, NPEAHA3HAYCHHU 3a
BHOC, CbITIACHO MCAUTUHCKU A CTAHAAPT 3a TPAHCIIJIAHTALINA Ha OpraHy, TbKaHU U KIICTKH

4. uadopManus 3a TbKaHHUTE, KIETKUTE, ThKAaHHO-KIETHUYHUTE alorpadr MPOAYKTH WU PENpPOTYKTUBHUTE
KIICTKM, BKIIKOUYBAIlld JOKYMCHTHU 3a BUPYCOJIOTUYHHU, CCPOJIOTUYHH U MI/IKPOGI/IOJIOI‘I/I‘-IHI/I Hn3CjiICaABaHUA, KaKTO H
nHpOpMAIUsS 3a BCEKM e€Talm OT JCWHOCTHTE Mo oO0paboTka, MmpepaboTKa, ETHKETHpaHe, ChXpaHsIBaHE |
TPaHCIOPTUPAHE HA THKAHUTE, KIETKUTE U THKAaHHO-KIETBUHUTE ajorpadT MPOIAYKTH U 3a HAYMHA HA TAXHOTO
W3BBPIIBAHE, a 3a PENPONYKTUBHUTE KICTKM — WHQOpPManus 3a BCEKM €Tall Ha B3EMaHe, ChXpaHsABaHE H
TPaHCIOPTUPAHE;

5. omucaHWe HA KPUTEPUUTE, U3MOJ3BAHMU 3a OMpENEIsHE U OIleHKa Ha JIOHOpa, M Ha WHQOPMAIIUATA,
MpeocTaBeHa Ha JOHOpA WJIM Ha JuIara mo 4wi. 21, an. 1, 1. 3;

6. mHpopManKs 3a IEHTPOBETE 3a WU3BBPIIBAHE HAa KOHTPOJ, KOUTO JIOCTABUUIIUTE OT TPETUTE CTPaHU
W3M0JI3BAT, U 32 U3CIICIBAHUATA, KOUTO LIEHTPOBETE U3BBPIIIBAT;

7. naopmanus 3a METOAUTE, U3MOI3BAHU MPHU NMPepabOTBAHETO HAa THKAHUTE M KIETKUTE, BKIIOYUTEIHO 3a
BAJIMIUPAHETO Ha MPOIEYpUTE 32 TpepaboTBaHE HA ThKAHU U KIETKH;

8. ommcanue Ha CbOPBKCHUATA, KPHTUYHOTO O60py,HBaHC, KPpUTUYHUTC MATCpUaJIl W KPUTCPHUTC,
H3M0JI3BAHU 34 KOHTPOJ HAa KAYCCTBOTO U HAa OKOJIHATa CpClad, 3a BCAKA I[GﬁHOCT, HU3BBpHIBAHA OT JOCTAaBUYMKaA OT



TpeTaTa CTpaHa;

9. I/IH(I)OpMaI_[I/ISI OTHOCHO YCJIOBHATA 34 OCBO60)K)IaBaHe Ha TbhbKaHU, KIICTKM WU THKAaHHO-KICTHYHH anorpa(br
MNPOAYKTH OT AOCTAaBUMKaA OT TPETaTa CTpaHa,

10. JAaHHU 34 MOJUBIIBIHUTCIIUTC HAa JOCTABYHUKA OT TPCTAaTa CTpaHa — HAMMCHOBAHMUC, I/IILGHTI/I(i)I/IKaI_II/IOHHI/I
JaHHHU, MACTO Ha pECTUCTpalud U Ha )I€I>'IHOCT M OIMMCAaHUC Ha U3BBPHIBAHUTEC OT IMOJUBIIBIHUTCIINTC HCﬁHOCTH;

11. cnuchbk Ha BUJIOBETE THKAHH, KIETKM W THKAHHO-KICTHUYHH anorpadr MPOAyKTH W wHGOpManus 3a
JNeMHOCTUTE MO JapsiBaHe, JOCTaBsHE, KOHTPOJ, MpepaboTBaHE UM ChbXpaHsBaHE, KOUTO CE€ U3BBPIIBAT MPEIH
BHOCa OT JOCTaBYMKa OT TPETaTa CTPaHAa WM OT HETOB MOAU3IIBIHUTEN, KAKTO U HA JBPKABUTE, B KOUTO C€
W3BBPIIBAT;

12. coucek Ha BUIOOBCTC THKaHHU, KICTKHM W TBKAHHO-KICTHBYHU anorpa(pr IMpOAYKTH H I/IH(I)OpMaI_II/ISI 3a
JIEMHOCTHUTE I10 JapsaBaHC, JOCTAaBAHC, KOHTPOJI, npepa60TBaHe HJIM CbXpaHABAHC, KOUTO MIC CC M3BBPHIBAT CJIC
BHOCA OT JIEYEOHOTO 3aBCIACHUC,

13. cnuchk Ha CTaHJAPTHUTE ONEPATUBHU MPOLEAYpUM Ha Je4eOHOTO 3aBEJEHUE, CBBP3aHH C BHOCA,
BKJIFOUMTEITHO OTHOCHO IIPWJIAraHETO Ha ENMHHNA €BpONENCKH KO, TOJIy4aBaHETO U ChbXPAaHEHUETO HAa BHECEHUTE
THKAaHU M KIETKH, YIIPABJICHUETO Ha HEXEJIaHUTE MHUUIACHTH U PEaKUMU M IMPOCIECAUMOCTTAa Ha THKaHUTE U
KJIETKUTE OT JOHOpA JI0 PELIUITHEHTA;

14. WIBKHOCTHA XapaKTEPUCTHUKA HA OTTOBOPHOTO JiKIle 1O 4wi. 151, ai. 1;

15. xorye Ha IBbPBUYHUS €TUKET Ha THhKAHUTE, KIETKUTE U ThKAaHHO-KIETHYHHUTE ajorpadT NPOAYKTH, ETHKETa
IIpY NIPEOITAKOBAHETO, €TUKETA HA BBHIIHATA OMAKOBKA M HAa TPAHCIIOPTHUTE KOHTEHHEPH;

16. 1OKyMEHTH 3a CbOTBETCTBHE C U3MCKBAHUSTA HA Y. 26 IPU BHOC HA ThbKaHU OT JKUB JIOHOP;

17. O606H_[CHI/I€ Ha pC3YJIITATUTC OT IOCJICAHAaTa HHCIICKI A Ha JOCTABYUKA OT TPCTAaTa CTpaHa, U3BBPIICHA OT
CbOTBCTHHSA KOMIICTCHTCH OpraH OT TpE€TaTa CTpaHa, BKIIOYWUTCIIHO JaTaTa U BHAa HAa MHCIICKOUATA U OCHOBHUTC
3aKIIFOYCHU A OT HEA.

(5) Tlpu eqHOKpaTEH BHOC KbM 3asBJICHUETO C€ TIpUjaraT JoKyMmeHTuTe mo ain. 4, . 11, 12 u 16.

(6) MsnbaHuTenna areHuus "MeaMIMHCKU Haa30p" pasmiekia 3asBICHUETO W NPHUIOKEHUTE KbM HETO
JOKYMEHTH U HM3/[aBa paspellieHHe 3a BHOC WJIM MpPaBU MOTUBUPAH OTKa3 B CPOK 1O 7 JHHU OT MOJABAaHETO Ha
3asBJIEHUETO.

(7) Tlpu wu3BBPIIBAHETO HA MUTHUYECCKUTE TMPOIEAYPHU JICYEOHOTO 3aBEICHHE IPEACTaBS CK3EMILIAP OT
pa3pereHuero no ai. 6.

(8) M3uckBanusTa Ha wi. 38 U TO3M YJIEH HE ce MpuiaraT Ipu BHOC HAa THKaHU, KIETKU, ThKAaHHO-KIETHUHU
anorpadt NPOAYKTH U PEPOIYKTUBHU KIETKU MPU HEOTIO0KHA HEOOXOIUMOCT.

(9) B cydaute 1o an. 8 ThKaHUTE, KIETKUTE, ThKAHHO-KIETHYHUTE AJIOTrpadT MPOAYKTH U PENpOTyKTUBHUTE
KJIETKU C€ OCHUTYpsBAT OT JIEYEOHOTO 3aBeJieHHE Mo al. 1 U 2, KOeTo M perucrpupa u yBenomsisa M3nbiHuTenHa
areHnus "MeaMIMHCKA Haa30p" 32 OCUTYpsIBAaHE HA TAXHATA MTPOCIEAUMOCT.

Un. 386. (Hos — /JIB, 6p. 54 ot 2020 r., B cuna ot 16.06.2020 r.) (1) MuTHHYEeCKUTE OpraHU YBEAOMSBAT
He3a0aBHO U3MBIHUTENHHUS AUPEKTOp Ha V3mbaHuTenHa areHius "MeOWIIMHCKA Haa3op" 3a BCEKH clydail Ha
YCTaHOBEHO HapyIIeHHWE MPU BHOC, U3HOC U OOMEH Ha OpraHu, KaKTO U MPU BHOC U M3HOC HAa THKAHU, KIETKH,
THKAaHHO-KJIETHYHH aJIorpadT MPOIYKTH M PETPOAYKTHBHU KIETKH, CHITIACHO MPABOMONMATA UM 10 wi. 43, an. 2,
KaKTO ¥ CHIVIACHO MPaBOMOIIMSITA 110 Wi. 2296 0T 3aKoHa 3a 37paBeTo.

(2) 3anbpkaHUTE OT MUTHUYECKUTE OPTaHN YOBEUIKH OPraHU, ThKaHU, KIETKA M ThKaHHO-KIEThYHU anorpadr
MPOJIYKTH, NMpPEJHA3HAYEHU 3a TPAHCILUIAHTALUs, U PENPONYKTMBHU KIETKH, NpPEJHA3HAYEHU 3a acHCTHpaHa



PEIPOIYKIIHS, CE MPEAaBaT 3a ChbXpaHCHHE MO/ KapaHTUHA M TMOCJIEIBAII0 YHHUIIOXKAaBaHEe OT JICUeOHO 3aBe/IeHHUE,
MOCOYEHO OT M3MBJIHUTEIHUS AUpeKTop Ha M3mbiHuTenHa areHuusa "MenuiuHCKA Haa30p", 3a KOETO C€ ChCTaBs
MpeIaBaTeTHO-TIPHEMATeNIeH MPOTOKOJ, ChAbpKall HWHQopMamus 3a BHAA, KOJIMYECTBOTO U YHUKATHUTE
UJIeHTU QUKAIIMOHHU HOMEpa Ha JIOHOPA U PEIUITHCHTA.

I'naBa mecrta
PEITUCTBHBP U KOHTPOJI
(3ara. gom. - IB, 0p. 71 o1 2006 1.)

Un. 39. (1) (M3m. — [IB, 6p. 102 ot 2018 r., B cuuia ot 1.04.2019 r.) UsnenauTennara areHus "MeaummHCKu
Haa30p" ch3aaBa v MOAbpIKA:

1. myOnM4eH perucTop;

2. (gom. - JIB, 6p. 71 ot 2006 r.) cinyxeOGeH perucTbp, B KOWTO ce BIMCBAT U UMEHATa Ha JIMLAaTa, U3Pa3uiIH
HECHIJIaCHE 32 B3eMaHE Ha OPTaHH, ThKaHU U KICTKH.

(2) O6cTosATENCTBATa M JAHHUTE, KOUTO CE BITMCBAT B PETUCTPUTE 10 all. 1, pebT 3a BIUCBAHE U MOJI3BAaHE HA
HH(popMaIuATa ce ypexxaar ¢ Hapeada Ha MUHUCTBpPA Ha 3/paBeonasBaHero. B mydonuyHus peructsp no ai. 1, 1. 1
HE C€ ChABPIKAT JINYHU JTaHHH.

(3) lanauTe B MyONMUYHMS PETUCTHP Ca JOCTHITHHU 32 ITOJI3BaHE OT BCUYKHU JIMIA IPH YCIOBUATA M 1O pejia Ha
3akoHa 3a JIOCTBII J10 00IIecTBeHa HH(pOpMAaIIHS.

(4) (U3m. - IB, 6p. 71 ot 2006 r.) JlanHUTE OT CITy’keOHUS perucThp ce cbxpanssar 30 roguHu. ['paxkaanuTe
MMaT MpaBo Ja MPOBEPAT Jajdl M3Pa3eHOTO HEChIVIACHE 3a B3eMaHE Ha OpraHU, ThKAaHU M KICTKA € MPaBHUIIHO
OTpa3eHo B CIy)KEOHUS PETUCTHP.

(5) (M3m. - IB, 6p. 71 ot 2006 r.) 3npaBHa nHPOpPMAIIHS OT CITY>KEOHUSI PETUCTBP C€ MPEIOCTaBsl O pela Ha
4J1. 28 oT 3aKoHa 3a 37[paBeTo.

Un. 39a. (Hos - IB, 6p. 71 ot 2006 r.) (1) (U3m. - JIB, 6p. 36 ot 2009 r., 6p. 102 ot 2018 r., B cuna ot
1.04.2019 r.) UsmbaauTenHara areHuus "MeIUIIMHCKA HaA30p" M3BBPIIBA MPOBEPKH HA JICUCOHUTE 3aBEIICHHS,
KOMTO OCBIIECTBSBAT JEHHOCTH 10 TO3U 3aKoH U 1o paszen Il "Acuctupana penpoaykuus" oT riiaBa 4eTBbpTa Ha
3akoHa 3a 3APABETO HaM-MaJIKO BEAHBX Ha JIBE TOJAUHH.

(2) (U3m. — [IB, 6p. 102 ot 2018 ., B cuna ot 1.04.2019 r.) [IpoBepku ce mpoBeXIaT MPU BCEKU CiIydall Ha
CepUO3HA HEXellaHa PEeaKUs WIM CEPUO3CH WHIIMJICHT, KaKTO W 1O Moyi0a Ha KOMIIETEHTEH OpraH Ha Apyra
JbpoKaBa.

(3) (M3m. — JIB, Op. 102 ot 2018 1., B cuna ot 1.04.2019 r.) IIpoBepkute mo am. 1 u 2 ce U3BBPIIBAT OT
kBanuuIupanu ciaykutenn Ha 3mbpnHutenHa areHius "MeEOWIIMHCKA Haa3op" TMpU YCIOBHUS W TO pen,
ompeneseHu ¢ Hapeabara 1mo wi. 7B, al. 4 ot 3akoHa 3a JICYCOHUTE 3aBEICHMUSI.

(4) (M3m. — 1B, 6p. 54 ot 2020 1., B cuna ot 16.06.2020 r.) JIumara mo an. 3 mpeMUHAaBaT 3abDKUTEIICH KypC
Ha O0ydeHHe Hali-MaJIKo BEJIHBX Ha JIB€ TOJAWHHU MIPH YCIIOBHS U IO PEJI, ONPENIENIeH! ¢ Hapenoara 1o ai. 3.

I'naBa ceagma
AJIMUHUCTPATUBHOHAKA3ATEJIHUA PA3IIOPE/IBU.
HNPUHYJIUTEJIHHU AIMUHUCTPATUBHUAU
MEPKUA
(3ara. u3m. - B, 0p. 36 or 2009 1.)

Un. 40. (1) (U3m. - [IB, 6p. 36 ot 2009 r., nom., 6p. 60 ot 2012 r.) KoiiTo u3BBpIIBa IEHHOCT IO B3EMaHE,



eKCIIepTH3a, OCHUTypsBaHE, XapakTepusupaHe, o0paOoTka, TmpepaboOTKa, ChXpaHsABaHE, TPAHCIOPTHPAHE,
MpeI0CTaBsIHE WM MpUCaXJIaHe Ha OpTraHH, ThKaHU WM KIETKU WM pa3lpocTpaHsiBa HHGpopMaIUs B HapyleHUe
Ha pa3nopeaduTe Ha TO3M 3aKOH MJIM Ha HOPMAaTUBHUTE aKTOBE MO MPHJIATaHETO My, c€ Haka3Ba ¢ rioda ot 10 000
10 30 000 7B., TOKOIKOTO U3BBPIICHOTO HE ChCTABJISIBA TPECTHILICHUE.

(2) Koraro HapyiieHHEeTO 10 all. 1 € U3BBPIICHO OT IOPUINIECKO JIUIIE, CE Hallara UMYIIecTBeHa caHKius oT 20
000 mo 50 000 mus.

Un. 40a. (Hos - IB, 6p. 71 ot 2006 1.) (1) KoiiTo Hapynm 3abpanute o 4i. 6 win mo wi. 24, an. 8, ce Haka3Ba
¢ rio6a ot 20 000 mo 40 000 nB.

(2) KoraTo napymieHuero mo aji. 1 € u3BBpIIEHO OT IOPUIMYECKO JIMIE, C€ Hajara UMYIIECTBEHA CAaHKIIHS B
pazmep ot 30 000 go 50 000 nB.

Un. 406. (Hos - IB, Op. 71 ot 2006 r.) Ha neuebno 3aBeaeHue, KOETO HapylM pasnopendoute Ha uwi. 13, an. 4
u 5, an. 15a, 156, 158, 151, 151 unu 29, ce Hanara uMymecTBeHa cankius B pazmep ot 30 000 mxo 50 000 nB.

Un. 41. (1) (U3m. - B, 6p. 36 ot 2009 r., gom., 6p. 60 or 2012 1., u3m., 6p. 54 ot 2020 r., B cuna ot
16.06.2020 r.) Ko#iTo u3BbBpmBa AEHHOCT MO BHOC M HM3HOC HAa OpraHM, THKAHU M KIETKH, BHOC Ha
THKaHHO-KJIEThYEH ajorpadrT NpOAYKT U OOMEH Ha OpraHu B HapyIIEHHE Ha pa3nopel0OnTe Ha TO3M 3aKOH WM Ha
HOPMaTUBHUTE aKTOBE MO MPUJIATAHETO MY, ce HakasBa ¢ 1io6a ot 100 000 mo 500 000 nB., ako HE TOAJICKHU HA
I10-TEXKKO HaKa3aHUE.

(2) Koraro HapymeHneTo o ai. 1 € U3BBbPIICHO OT IOPUANYECKO JIMIIE, C€ Hajlara UMYIIECTBEHAa CAHKLHUS OT
750 000 o 2 000 000 nB.

Y. 41a. (Hos - IB, 6p. 36 ot 2009 r.) (1) KoliTo Hapynm pa3nopeaduTe Ha TO3U 3aKOH MM HOPMAaTHBHUTE
aKTOBE 110 PHJIATAaHETO MY, U3BBH cirydauTe 1o wi. 40 - 41, ce HakaszBa ¢ ri06a ot 5000 o 10 000 nB.

(2) Korarto HapymeHusTa mo ai. 1 ca U3BBPIICHH OT IOPUIUYECKO JHUIe, CE Hajara MMYIIECTBEHA CAHKIIHUS B
pasmep ot 7000 mo 12 000 xB.

Un. 42. (1) (Hom. - IB, 6p. 71 ot 2006 1., u3m., 6p. 36 ot 2009 r., 6p. 102 ot 2018 r., B cuma ot 1.04.2019 r.)
Hapymenusta o uin. 40, 40a, 400 u 41a ce ycTraHOBSIBaT C aKTOBE, ChCTABEHU OT JTHKHOCTHH JIMLIA ONpPENEIeHI
OT U3IIBJIHUTEIHUS AUPEKTOp Ha M3nbiaHuTenHa areHuus "MennnuuHCKy Haas3op'.

(2) (Hom. - IB, 6p. 71 ot 2006 r., u3m., 6p. 36 ot 2009 r., 6p. 102 oT 2018 ., B cuna ot 1.04.2019 r.)
HakazatenHuTte mocraHoBieHUs 3a HapymeHusta no wi. 40, 40a, 400 u 4la ce m3gaBaT OT HUBMBIHUTEITHHS
nupexrop Ha M3nbianuTtenHa areniusa "MeauiuHacku Haazop'.

Y. 43. (1) (M3m. — IB, Op. 102 ot 2018 r., B cuia ot 1.04.2019 r.) Hapymenusta mo wi. 41 ce ycTaHOBSIBAaT ¢
aKTOBE€, ChCTAaBEHH OT MUTHUUYECKUTE OPTraHy WM OT JIBKHOCTHU JIMIIA ONPEACTICHU OT U3IBIHUTETHUS AUPEKTOP
Ha M3nbaHuTenHa areHuus "MeauuuHCKu Ha3op'.

(2) (U3m. — IB, 6p. 102 ot 2018 1., B cuita ot 1.04.2019 r.) HakazaTenHuTe MOCTAaHOBJICHUS 32 HAPYIICHHUSATA
no uwi. 41 ce uzgaBar ot naupekropa Ha AreHuus "MUTHUIU" UM OT ONpPEAENeHU OT HEro JUTbKHOCTHHU JIMIIA,
CBHOTBETHO OT M3M'BIIHUTEIHUS TUpekTop Ha V3mbiaHuTenHa areHius "MeIuImHCcKa Haa30p'.

Un. 44. YcraHOBsSIBAaHETO HA HaApYIICHUATA, U3aBAHETO, 0OKAIBAHETO W M3MBIHCHHETO HAa HAKA3aTCITHUTE
MOCTAHOBJICHUSI CE€ U3BBPIIBAT IO peJia Ha 3aKOHA 3a AIMUHUCTPATUBHUTE HAPYIICHUS M HaKa3aHHUSI.

Un. 45. (Hos - IB, 6p. 36 ot 2009 r.) Ilpuxogute OoT mioOM MU MMYIIECTBEHH CAHKIIMHM 32 YCTAaHOBEHU
HapYIICHHS 10 TO3M 3aKOH U MO/I3aKOHOBHUTE HOPMATHBHH aKTOBE IO MPHIJIATAHETO MY IOCTBIIBAT 1O OFO/DKETa Ha
opraHa, u3Jajl Haka3aTeIHOTO MOCTAHOBJICHHE.

Un. 46. (Hos - JIB, 6p. 36 ot 2009 r.) (1) (M3m. — JIB, 6p. 102 or 2018 r., B cuna ot 1.04.2019 r.)
M3neinHuTEnHUST qUpekrop Ha V3nbiHuTenHata areHIUS "MeIMIIMHCKA Haa30p" MOXE ChC 3aloBell Jia CIIpe



HU3BBPIIBAHCTO Ha [[CﬁHOCT MO TpaHCIIaHTalusd 3a CPOK 10 6 MEc€na, ako J€YCOHOTO 3aBCACHHUC HC CIla3Ba
HU3UCKBAHUATA HA MCAULUHCKUA CTAHAAPT IO TPAHCIIJIAHTAIWA Ha OpTraHH, ThbKaHW U KIICTKU.

(2) (M3m. - OB, 6p. 15 ot 2013 1., B cuna ot 1.01.2014 r., 6p. 102 ot 2018 ., B cuna ot 1.01.2019 r.) 3a
nedeOHUTe 3aBeficHUs mo wi. 13, ajn. 3 Komue OT 3amoBeATa 3a CIUpaHe Mo ajd. | ce u3mpalia Ha ChbOTBETHUS
IIBPBOCTENICHEH PA3MopeanuTen ¢ OIDKET, KbM KOTOTO TUPEKTOPHT Ha JIEYeOHOTO 3aBElICHUSI € BTOPOCTEIECHEH
pasnopeanTeN ¢ OIOKET.

(3) (M3m. — 1B, 6p. 102 ot 2018 1., B cuma ot 1.04.2019 1.) Ao cnex u3TnyaHe Ha cpoka o ajn. | j1edeOHOoTOo
3aBeJICHUE MPOJBDKA JIa HE ClTa3Ba M3WCKBAHUITA HA MEAWIIMHCKHS CTAaHIApT MO TPaHCIIAHTAIUsS Ha OpraHu,
THKaHU U KIETKH, U3MBIHUTETHUSIT AUpEKTOp Ha V3mbaHuTenHaTa areHuus "MeIuunHCKl Haa3op" Moxke Ja:

1. (u3m. — 1B, Op. 102 ot 2018 1., B cuna ot 1.04.2019 r.) 3anmum AeWHOCTTa MO TPaHCIJAHTALMS OT
paspelieHneTo 3a JededHa IEHHOCT Ha ChOTBETHOTO JICUEOHO 3aBeCHHE - 3a JIeYeOHUTE 3aBeACHUS 1Mo wi. 13, a.

1;

2. (uam. — 1B, 6p. 102 or 2018 1., B cuna ot 1.04.2019 r.) 3amuum AeHHOCTTa MO TPAHCIUIAHTAIUS OT
YIOCTOBEPEHHUETO 3a ICWHOCT Ha ChOTBETHOTO JICUEOHO 3aBE/ICHUE - 3a JICUCOHUTE 3aBeICHUS 10 1. 13, ai. 2;

3. (m3m. u gomn. — JIB, 6p. 102 or 2018 1., B cuma or 1.04.2019 r.) oTHeMe yIOCTOBEPEHHETO 3a
TpaHCIJIAaHTAIlKMsI Ha JIe4eOHUTE 3aBEACHUS MO Wi. 13, ajn. 3, KaTo yBeIOMH 3a TOBa CHOTBETHHS ITBPBOCTEIICHEH
pasnopenuTen ¢ OHKeT, KbM KOTOTO JUPEKTOPHT Ha JIE4eOHOTO 3aBe/IeHHE € BTOPOCTEICHEH pPa3MopenuTen C

OIOKET.

(4) 3amoBeute o an. 1 u an. 3, T. 3 mouIekKaT HAa OOKaBaHE MO pe/la Ha AJIMUHHUCTPATHBHOMPOIECYATHHS
KOJICKC.

(5) OGxanBaHeTO Ha 3alIOBEAUTE HE CIIMPA U3I'BIHEHUETO UM.

JOIIBJIHUTEJIHU PASINIOPEIBU

§ 1. Ilo cMucBbaa HA TO3M 3aKOH:
1. "Knerka" e Hali-mankaTa QyHKIIMOHAIHA €AMHULA, OT KOSITO Ca U3IPAJIeHN ThKaHUTE U OPraHUTE.

2. '"Tpkan" e rpymna oT €AHOPOAHHM 10 CTPYKTYpa M (PyHKIHUU TENECHH KIETKH, KOATO € ChbCTaBHA YacT OT OpraH
WJTM UMa BB3MOKHOCT J1a pereHepupa.

3. (M3wm. - JIB, 6p. 60 ot 2012 r.) "Opran" € 9acT OT YOBEUIKOTO TSUIO, ChCTABEHA OT PA3IMUYHU THKAHH, KOSTO
MOJbpKa CBOSITA CTPYKTYpa U ChIA0OBA CHUCTEMa M MOXeE Ja M3NbIHsBa (u3nonsornyHu ¢yHkuuu. OpraHu ca U
YacTUTE OT OpraHu, KOraTo Te ca MpeHa3HaYeHHU J]a C€ U3MOJ3BaT ChC ChIATA IIE]1 KaTO IIENUs OpraH B YOBEILIKOTO
TSJI0, IIPU 3alla3BaHe Ha HETOBaTa CTPYKTypa M ChJ0BaTa My CUCTEMA.

4. "XeMONOETHYHHU CTBOJIOBH KIETKU" ca KIETKUTE, OT KOUTO MPOU3IN3aT BCUUKH KIETKH Ha KPBHBTA.

5. "PCI_II/IHI/IGHT" € JIMIIC, HA KOCTO Ca ITpHUCAACHU OpraHu, TbKaHU 1 KJIICTKU C T CJI JICYHCHUC.

6. ""KuB nmonop" e (u3nuecko nuIle, OT KOETO C€ B3WMAT OpPraHHW, ThKAaHW WJIM KIETKA C 1IN TIXHOTO
MpUCaXIaHe Ha JAPYro JHIe C IeueOHa Ie.

7. "B3eMane" € M3BaXKIaHETO YPE3 MEAUIIMHCKA METOIU Ha OpPraHU, ThKAHU U KIETKH OT TsUIOTO Ha JOHOP,
KOETO C€ M3BBPIIBA C I1eJI MPUCAXKAAHE HIIN 32 IPYTH JeueOHU, HAyYHU U yIeOHM HYXIU Ha MEIUIMHATA.

8. "llpucaxaane" € MOCTaBAHETO 4Ype3 MEAUIMHCKA METOAM Ha OpPraHdu, ThKaHUW W KIETKHM B TJIOTO Ha
PELUIIUEHT.



9. "EMOpuoHanHu opraHu, ThKaHU U KIETKH'" ca OpraHu, ThKaHU U KJIETKH, B3€TH OT YOBEIIKH 3apOJIUIIL

10. "PenponykTuBHU OpraHu" ca TECTUCUTE W SMYHUIIUTE, KOUTO Ca MpelHA3HAYEHU 3a Ch3JaBAHE Ha
MMOTOMCTBO U BB3IPOU3BOJICTBO HA UHAUBUIUTE.

11. "Siinexnerka" € )KeHCKa pENPOAYKTUBHA KIIETKA.
12. "Cnepmaro3ouin" ca MbKKUTE PEIPOTYKTUBHU KICTKH.

13. "Mndopmupano cwriaacue" € M0OpOBOITHO JaJeHO B MHUCMEHa ¢opMa ChITIaCHe 3a HM3BBPIIBAHE Ha
ompejeneHa MeAUIIMHCKa IeiHOCT. JInlero, KoeTo JaBa chryacue, TpsAOBa J1a € MOJMYYUIIO IsylaTa HeoOXoauma
HHpopMAITUS 32 U3BBPIIBAHATA ICHHOCT U OYaKBAaHUTE PE3YATATH OT HEsl, KAKTO M Pa3siCHEHUS 32 CHIIECCTBYBAIIMTE
IITEpHATUBHY HAYMHU 3a pa3peliaBaHe Ha MEIUITUHCKHS TPoOIeM.

14. (M3m. — 1B, 6p. 54 ot 2020 r., B cuna ot 16.06.2020 r.) "T'pkaHHO-KIETHYCH asorpadrT MPOIyKT"' €
MPOJIYKT, IMOJY4eH OT 00paboTKa M pepaboTka Ha ThKAaHU M KIETKUA OT YOBEIIKH ITPOU3XO/I.

15. "buosiornyHa CHBMECTUMOCT" € YCTaHOBEHATa 4Ype3 MEAMIMHCKHM METOJH BB3MOXKHOCT IMPUCAACHUTE
OpraHu, ThKaHH U KIETKH OT €IMH UHAUBUJI Ha JAPYT a UMBIHSABAT CBOUTE (PYyHKIIMHU, O€3 J1a ce Mpeau3BUKa OCTpa
peakius Ha OTXBBPJISTHE Ha MIPUCAJICHUTE OPTaHU, ThKAaHU WJIH KIETKU.

16. "AMHUOTHYHA ThKaH" € MeMOpaHa, ChCTaBEHA OT EMUTETONOJO0OHU U ChEeAMHUTETHOTHKAHHU KIICTKH,
KOSITO 00Tpaka eMOpruoHa U 00pa3yBa aMHUOHAJIHATa KaMepa.

17. M3m. - JIB, 6p. 36 ot 2009 r.) "ABTOTpaHCIUIaHTAIMs (ABTOJOXKHA TPaHCIJIAaHTAlKs)" € B3eMaHe Ha
THKaHU U KIETKH OT €HO JIUIIE U IPHCAXKAAHETO UM Ha JPYro MSCTO B TSIIOTO HA CHINOTO JIUIIE.

18. "MMnnaHTanusa Ha U3KyCTBEHU OPraHU U ThKaHU'" € MOCTaBSHETO C MEAMIIMHCKA METOJIU B TSUIOTO Ha
YOBEK Ha U3KYCTBEHU OpPTraHU M ThKaHMU C 1IeJ1 JICUCHHE.

19. "Pexmama" e BCAko ChOOICHNE, HATPABEHO YPE3 CPEJICTBATA 32 MACOBO OCBEIOMSIBAHE HUIH 110 IPYr HAUMH,
3a MIPEJOCTaBsIHE Ha OPTaHH, ThKaHU W KICTKH 33 IPUCAXKIaHE.

20. '"TInaneHTHU KIETKU'" ca KIETKUTE Ha OpraHa, Impe3 KONTO MJIOIBT MO BpeMe Ha BBTPEYTPOOHOTO CH
pa3BUTHE IMOEMA KMCIOPOJ U XPaHUTEIIHH BELIECTBA U OTAEIS BBIVIEPOJECH IBYOKUC U APYTU OTIAJHU MPOAYKTH.

21. "CaMOBB3CTaHOBSBAIIl C€ OpraH" € OpraH, KOMTO MOXE Ja BB3CTAaHOBU HAIBIHO CBOSTA Maca U (DYHKIIUS
cliell OTCTpaHsIBaHE Ha YacT OT HEro.

22. "CaMOBB3CTAaHOBSIBAIllA C€ THKAH" € THKAH, KOSATO MOJKE JIa BB3CTAHOBU THKaHHATa CH Maca ClIel
OTCTpaHSIBAaHE HA YacT OT Hesl.

23. "YoBeuku Tpyn" € TSIIOTO HA YOBEK CIIE]l CMBPTTA MY.

24. (Hosa - JIB, 6p. 71 ot 2006 r.) "Cepro3na HexenaHa peakius'" € HempeIBUAeHa PEaKIHs MPU JTOHOP WU
pPELIMIIUEHT, CBBpP3aHA C EKCIepTH3a, B3eMmaHe, 00paboTka, NpepaboTKa, ChXpaHSABaHE, TPAHCIOPTUpAHE WU
MpHCaXIaHe Ha OPTaHH, ThKAaHU U KIETKH, KOSTO € JIOBENa O CMBPT HJIM JI0 3aCTPAIaBaIIO KMBOTA CHCTOSHUE,
WJTU 70 TIpe/laBaHe Ha 3apa3Ha 0oJecT, /10 TpaiiHa HepaboToCmoCOOHOCT MK 3a00IIsBaHe, BOACHIO A0 YIbJIKaBaHe
Ha OOJTHUYHUS IIPECTOM.

25. (HoBa - JIB, Op. 71 ot 2006 r.) "Cepuo3eH MHUMACHT" € BCSIKO HEXEIaHO CHOMTHE, CBBP3aHO C
eKCIIepTH3a, B3eMaHe, 00paboTKa, IpepaboTKa, ChbXpaHsIBaHE, TPAHCIOPTUPAHE U NPHUCAXKIAaHE Ha OpraHu, ThKaHU
U KIETKH, KOETO MOXe Jia JOBele A0 CMBPT WJIM JI0 3acTpalliaBallo >KUBOTAa ChCTOSHUE, WM JI0 MpeJaBaHe Ha
3apa3Ha OoJjecT, A0 TpaiiHa HepaOOTOCMOCOOHOCT WM 3a0ojsBaHe, BOJCHIO /IO YIb/DKaBaHE Ha OOJHUYHHS
IIPECTOM.

26. (Hosa - JIB, Op. 71 ot 2006 1.) "/loHOp" € BCEKM M3TOUYHHUK HA OPTaHU, ThKAHU WA KIETKH OT YOBEIIKH



IPOU3XOLL.

26a. (HoBa - /IB, 6p. 60 ot 2012 r.) "IoHOpcTBO" € mapsBaHETO HAa OpraHd, ThKAHM M KIETKU 3a
TpaHCILIaHTALUSL.

27. (HoBa - /IB, 6p. 71 ot 2006 r.) "MHBa3uBHa mpoleaypa" € BCAKO HHCTPYMEHTAIHO HapylaBaHe Ie10CTTa
Ha KOXKaTa WM JUTaBUIIUTE, TP KOETO CE MPOHMKBA B YOBELIKOTO TSUIO 332 B3€MaHE U NMPHUCAXJaHE Ha OpraHu,
THKaHU U/WIIH KIETKH.

28. (HoBa - 1B, Op. 71 ot 2006 1.) "Excneptusa" € HEWHOCT, CBBpP3aHAa C HW3CJICIBAHUS 3a OICHKA Ha
CBhCTOSIHUETO Ha OpraH, ThbKaH WM KIETKHA, KAKTO M 3a YCTAaHOBSIBAaHE HAa: MMYHOJOTHYEH CTaTyc, HaJIW4YUMe Ha
00JICCTOTBOPHH OpPTaHW3MH, XHMUYHU WU OHOJOTMYHHU BEIIECTBA, YpPE3 KOUTO MOXKe Ja ObJe MpenajaeHo
3a0oJisiBaHe, MH(EKIUS WJIM HHTOKCUKAIIHSI.

29. (Homa - JIB, 6p. 71 ot 2006 r.) "OGpaboTka" € AEMHOCT 3a MOJATOTOBKA HAa B3€TU OPraHH, ThKAaHHU WJIU
KICTKH 32 MPUCAXKIaHe Ype3 MpuiaraHe Ha GM3UYHU, XAMUYHU WU OUOJIOTHYHU METOJHU 10 BPEME Ha B3EMAHETO
WU HETOCPEJCTBEHO CIIeJ TOBA, BKIIOYUTEIHO TSAXHOTO OIMAKOBaHEe, IMPH KOSATO HE CE HM3BBHPIIBA MPOMsSIHA Ha
TEXHUSA UHTCTPUTET UITU (1)H31/IOJ'IOI'I/I‘-IHO CBbCTOAHUC.

30. (HoBa - JIB, 6p. 71 ot 2006 1.) 'TIpepaboTka" € NEHHOCT 3a MOATOTOBKA HA B3eTH THKAHHW WJIM KICTKU 32
MpHUCAXKIaHEe WM HW3BJIMYaHE Ha JICUeOHM BeEIeCTBa upe3 NpHiiaraHe Ha (M3WYHU, XMMHYHU WM OWOJIOTHYHH
METOJIY, BKIIOYUTEIHO TSAXHOTO OMAaKOBaHE, MPU KOSTO C€ MPOMEHS TEXHUST WHTETPUTET WU (U3UOJIOTHYHO
CBCTOSIHUE.

31. (Homa - JIB, 6p. 71 ot 2006 r., u3m., 6p. 60 ot 2012 r.) "CexpansBane" ¢ IeHHOCT MO W3MOI3BaHE HA
XUMHYECKU ¥ (PU3MUYECKU areHTH, TPOMEHHU B OKOJIHATA Cpe/ia WM Ha PYrd CPEICTBA C e PEAOTBPATIBAHE UIIH
3a0aBsiHC Ha OWMOJIOTMYHOTO WJIM (PU3UYECKOTO YBPEKIAHE HA OPTraHH, ThKAHW W KICTKH OT OCHTYPSBAaHETO JIO
TAXHaTa TPAHCIIJIaHTal[U .

32. (Hoa - /1B, 6p. 71 ot 2006 r.) "Pa3ymMHO KpaThK CpOK" € BpEMETO, B KOETO OPTaHUTE, ThKAHUTE U KICTKUTE
3amas3BaT CBOATA KM3HEHOCT M MOTAT Jla Ce M3I0JI3BAT 33 TPAHCIIJIAHTAIHL.

33. (HoBa - /IB, 6p. 71 ot 2006 r.) "ETuketnpane" e AeiiHOCT Mo 0003HAaYaBaHE HA OMAKOBKATa Ha OpPTraHH,
TBKAHHU U KIICTKU C OCJI TAXHOTO I/I)IeHTI/I(i)I/IHI/IpaHe.

34. (Hosa - [IB, 6p. 71 ot 2006 r.) "OmakoBaHe" € M30JHMpaHEe C MOMOIITAa HA MOJIXOAAIM MaTepuaid OT
OKOJTHATa Cpejla Ha OPTaHM, ThKaH! WJIM KJICTKU 3a MPEJAOTBPATABAHE HA TAXHOTO 3aMBPCSIBAHE UJTH YBPEXKIAHE.

35. (HoBa - [IB, 6p. 36 ot 2009 1.) "Tpetu crpanu" ca appx’aBu, KOUTO HE ca YJIeHKHA Ha EBporeiickus cpio3,
EBporeiickoTo HKOHOMHUYECKO MPOCTPAaHCTBO, U 11IBeiiapusi.

36. (Homa - JIB, 6p. 36 ot 2009 r.) "Cucrema 3a kauecTBO'" € Ha0Op OT MUCMEHU MPaBUJIA, KOUTO OMPEACISAT
MOCJIEIOBATETHOCTTa Ha MPOLEAYpPUTE U MPOIECUTe, BUIa U KOJTUYECTBOTO HA PECypCUTE W OTTOBOPHOCTTA Ha
BCEKM YYaCTHUK B OpPraHM3allMOHHATA CTPYKTYpa, KOSTO M3BBPIIBA JACHMHOCTU IO TpaHCIutaHTanus. IIpaBuiara
TpsiOBa Jla ca TPIJIOKMMH 32 OCBINECCTBSBAHE HA YIPABICHHE Ha Ka4eCTBOTO HAa BCEKH €Tall W TNPH BCHYKH
JEHOCTH, KOUTO MPSKO MM KOCBEHO CE OTHACST JI0 HETO.

37. (Homa - JIB, 6p. 36 ot 2009 r.) "lIpenocraBsiHe" e mporiec mo pasmpeneisHe, J0CTaBka U IpeaaBaHe Ha
OpraHu, ThKaHH W KIETKH, MPeJHA3HAYCHH 3a TPAHCIJIAHTAIIHS, OT €IHO JIedeOHO 3aBeJICHIE Ha JIPYTO.

38. (Hosa - /IB, 6p. 36 ot 2009 r.) "AnoreHHa TpaHCIUIaHTAIUsA" € B3eMaHETO Ha KIETKA U ThKaHU OT €IHO
JUILE U IPUCAKIAHETO UM Ha JIPYTo JIULE.

39. (Hosa - /1B, 6p. 60 ot 2012 r.) "Xapakrepusupane Ha A0HOp" € JeHHOCT Mo chOupaHe Ha MHpOpMALIHs
OTHOCHO MOTEHIIMAJICH JOHOP Ha OpPTaHW, ThKAaHW M KIETKH, HEOOXOJMMa 3a M3BBpIIBAHE Ha INpEICHKA TalH €
MOJIXO/IAAIN 32 JOHOPCTBO Ha OPTaHM, ThKaHU U KJIETKH, C IIeJ OIICHSBAaHE U HaMaJIsiBaHE HAa PUCKA 33 PEIMITHEHTA,
KaKTO ¥ 3a ONITUMH3HPAHE Ha Ipolieca Mo paslpeaessiHe Ha OpraHH.



40. (Hosa - JIB, 6p. 60 ot 2012 r.) "Xapakrepuszupane Ha opran’ e JEHHOCT 1Mo chOMpaHe Ha WHPOPMAITUS
OTHOCHO OpraH 3a TpaHCIJIaHTAaIls1, He0OX0rMa 3a U3BBPIIBAHE HA MPEIEHKA Ay € MOIXO I 3a TPUCAKIAHE, C
1eJT OIICHSBAaHE ¥ HaMaJIsiBaHE Ha PUCKA 32 PELMUITHEHTA, KAaKTO U 32 ONMTHMH3UpPaHEe Ha Mpolleca Mo pasnpe/elisHe
Ha OpraHH.

41. (Homa - /1B, 6p. 60 ot 2012 r.) "EBponelicka opranu3anus 3a 0OMEeH Ha opraHu'" € myOJau4Ha Wiy YyacTHa
OpraHu3aIlis C HeCTOMAaHCKa 1€, pelHa3HaueHa 3a HallMOHAJIeH UJIM MEXIyHapoJeH OOMeH Ha OpraHu, B KOSITO
[O-TOJIsIMATa 4acT OT YICHOBETE U ca Ibp>KaBH - WICHKA Ha EBpomnelckust Chro3.

42. (HoBa - /1B, 6p. 60 ot 2012 r.) "YHuIIOXaBaHe" € KpalfHOTO MpeAHa3HaYeHHe Ha OpraH, Korato Toi He e
U3II0JI3BaH 3a TPAHCIIAHTALHSL.

43. (Homa - /1B, 6p. 60 ot 2012 1.) "OcurypsiBane" e mpotec, npu KOHTO JOHOPCKUTE OpraHu, ThKAHU U KIETKH
CTaBaT HAINYHMU.

44. (HoBa — 1B, 6p. 54 ot 2020 ., B cuma ot 16.06.2020 r.) "KpbcTOcaHo HOHOPCTBO" € NEHHOCT MO
TPAHCIUTAHTAIIMS, TPH KOSITO Ca M3ITBIIHEHU SJHOBPEMEHHO CIICTHUTE YCIIOBHSL:

a) €IHO JIMIE — II'bPBU JOHOp, KEJlae Jia CTaHe >KMB JIOHOP Ha OpraH Ha KOHKPETEH MalMeHT — IMbPBH
PEUMIIMEHT, MPU HAJIUYKME Ha yCIoBHATAa HAa wi. 26, an. 1 wim an. 2, 7. 1, 2 wiam 4, HO OBPBUAT JOHOp €
OMONOTHYECKU HECHBMECTHM C IMIBPBUS PEIUIMTUEHT ChITIACHO KPUTEPHUTE, OMPECIICHH B HapeaouTe mo 4i. 4, an.
1 1 un. 33;

0) enHO JIMIle — BTOPU JIOHOP, JKeJlae Ja CTaHe KMB JIOHOP Ha OpraH WJIM THhKAaH HAa KOHKPETeH MalMeHT —
BTOpPHY PELMIIMEHT, TP HAJIMYKME HA YCIOBHUATA Ha wi. 26, an. | wim an. 2, 1. 1, 2 vim 4, HO BTOPUAT TOHOD €
OMOJIOTMYECKH HECBBMECTUM C BTOPHS PELIUIIUEHT ChIJIACHO KPUTEPUUTE, ONPENICNIEHN B HapeIouTe o 4i. 4, ai. |
u ui. 33;

B) ObPBUAT JOHOP € OMOJIOTUYECKH CHBMECTHM C BTOpUA PCHOUIIUCHT, a BTOPUAT HOHOP € OMOJIOTUUECKH
CbBMCCTHM C IIPBUSA PECHUIIUCHT.

45. (HoBa — IB, 6p. 54 ot 2020 1., B cuna ot 16.06.2020 r.) "[Ibp:kaBa — wWieHKa Ha U3Ipal@aHe" € JbpKaBa —
yieHka Ha EBpomneiickus cbro3, EBponeiickoTo mnkoHOMUUYecKo npocTtpaHcTBo, U Kondenepanusa llselinapus, ot
KOSAITO C€ OCUTYpSIBAT OPraHM, KOUTO ca MpeAMET Ha 0OMEH, 3a U3BbPIIBAHE HA TPAHCIJIAHTAIIHSL.

46. (Hosa — JIB, Op. 54 ot 2020 1., B cuia ot 16.06.2020 1.) "IIppkaBa — WieHKa Ha MOTydaBaHe" € JbpikaBa —
yieHka Ha EBponeiickus cbio3, EBponeiickoTo mkoHOMHUYeCKO MpocTpaHcTBO, U Kondenepanus IIBelinapus, B
KOSITO C€ M3IMpalAT OPraHUTE, KOUTO ca MPEeIMET Ha 0OMEH, IpeIHa3HaueH! 3a TPAHCILIAHTAIUsL.

47. (HoBa — JIB, 6p. 54 ot 2020 1., B cuna ot 16.06.2020 r.) "EnHokpaTeH BHOC" € BHOCHT Ha CIIeU(UYEH BU]T
THKaHU, KICTKA WM THKAaHHO-KICTBYHU aorpadT MPOIYKTH 3a JUYHO MOJI3BAHE OT AAJCH PEIUINUCHT WITH
PELIMIIUEHTH, U3BECTHU Ha M3BBPIIBALIOTO BHOC JeUeOHO 3aBEJiIeHHE M Ha JI0CTaBYMKa OT TpeTaTra CTpaHa Mpeau
M3BBPIIBAHETO HA BHOCA. TakbB BHOC Ha cHelU(UYEH BUJ THKAHU, KIETKM M THKAHHO-KIETBYHU ajorpadr
MPOAYKTH HE Ce M3BBPIIBA MOBEYE OT BEIHBXK 3a JaJeH PEIHMIHMEHT. BHOC OT €qWH M CHII JOCTaBYMK OT TpeTa
CTpaHa, KOWTO ce U3BBPIIBA PEAOBHO MJIU CE MOBTaps, HE Ce CUMTa 3a "eIHOKpaTeH BHOC".

48. (HoBa — JIB, Op. 54 ot 2020 r., B cmma ot 16.06.2020 r.) "CmemmHa cutyanus" € BB3HUKBAHE Ha
00CTOATENICTBA, KOUTO 3acTpalllaBaT Ka4ueCTBOTO Ha TPAHCIJIAHTAIUATAa U OE30MAaCHOCTTa Ha KHUBHS JOHOP H
pEIUIIMEHTa U KOUTO yBEJIMYaBaT BPEMETO Ha CTy/IeHATa HCXEMHS Ha OpraHa HaJl MPETOPBUUTEITHOTO.

49. (HoBa — JIB, 6p. 54 ot 2020 1., B cuna ot 16.06.2020 r.) "HeoTnoxxHa HeoOX0MuMOCT" € HEmpeaBUIeHa
CHTYyaIlUs, B KOSTO HSIMA JIPYTO pPelieHUEe OCBEH CIEIIeH BHOC HA ThKaHW M KIETKH OT TpeTa CTpaHa 3a He3a0aBHO
W3IMOJI3BAaHE TMPU KOHKPETEH PEIUIHUCHT WJIM KOHKPETHU PELUIHCHTH, YUETO 3/paBe OM OHIIO CEepPHO3HO
3acTpaiieHo 0e3 TakbB BHOC.

§ la. (Hom - [JIB, 6p. 71 ot 2006 1., gom., 6p. 36 ot 2009 1., 6p. 60 ot 2012 1., O6p. 54 oT 2020 r., B cuna ot



16.06.2020 r.) To3u 3axkoH BBBekAa pasnopenodurte Ha HupexktuBa 2004/23/EC na EBponeiickust mapiaMeHT U
CpBeTa OTHOCHO YCTaHOBSIBAHETO Ha CTaHJApTH 3a KauecTBO M 0e30MacHOCT MpU JAapsiBaHETo, HAOaBsHETO,
KOHTpOJa, IpepaboTBAHETO, ChXPAHABAHETO, CKIAJAUPAHETO U PANPENENIHETO Ha YOBEUIKM THKAaHU M KIETKH,
Hupexrua 2006/86/EO na Komucusra or 24 oxromBpu 2006 r. 3a mpunarane Ha JupexkruBa 2004/23/EO Ha
EBpomneiickus napiameHT U Ha ChBeTa OTHOCHO YCTAaHOBSIBAHETO HA M3HMCKBAHUS 3a MPOCIEIUMOCT, ChOOIIABaHE
Ha CEpHO3HM HEXEJIaHU PEaKIMH 1 ChOUTHS U ONpeJIeNIeHH TEXHUYECKH M3MCKBaHMS MO OTHOIIEHHE Ha KOJHUpaHe,
npepaboTBaHe, ChXpaHsSBaHE, CHXPAHCHHE M TMPEJOCTaBsIHE Ha YOBEUIKM THKAaHW WM KICTKH H JMpeKkTuBa
2006/17/EO na xommcusita ot 8 deBpyapu 2006 1. oTHOCHO mpuiaraHero Ha J[[upexkruBa 2004/23/EO Ha
EBponeiickus nmapnameHT U Ha ChBeTa OTHOCHO YCTAHOBSBAHETO HA CTAHAAPTH 32 Ka4eCTBO M 0OE30MaCHOCT MpHU
JapsSIBAHETO, JOCTaBSIHETO, KOHTPOJa, MPEepadOTBAHETO, CHXPAHSBAHETO, CHXPAHEHUETO M pa3MpeleNsIHETO Ha
YOBEUIKM ThKaHU U KIETKH, KakTo U Ha J{upekrusa 2010/53/EC na EBponeiickus nmapiameHnT u Ha CbBeTa oT 7 10111
2010 r. OTHOCHO CTaHIApPTUTE 3a KAYeCTBO M OE30MaCHOCT Ha YOBEUIKUTE OpraHH, MpeJHa3HAYCHU 3a
tpanciutantanus (OB, L 207/14 ot 6 aBryct 2010 1.) u JlupexruBa 2012/25/EC na Komucusra ot 9 okromspu 2012
I. 32 YCTAaHOBSIBAaHE HAa MH(POPMALMOHHHUTE MPOLIETYPH 32 OOMEH MEXAy IbpP)KaBUTE WICHKHA Ha YOBEUIKM OPraHH,
npeaHasHaueHu 3a TpaHciantanusg (OB, L 275/27 or 10 oxromBpu 2012 1.), xakto u Ha [upexrua (EC)
2015/566 na Komwucusra or 8 ampun 2015 r. 3a nmpuiarane Ha JlupekrumBa 2004/23/EO mo oTHOIICHWE Ha
MPOLIEAYPUTE 32 KOHTPOJI HA CIIa3BaHETO HAa EKBUBAJICHTHUTE CTAHIAPTH 32 KAYECTBO M O€3011aCHOCT Ha BHACSHUTE
ThkaHu u Kietku (OB, L 93/56 ot 9 anpun 2015 1.).

SAKTIOYUTEJIHU PA3SIIOPEIBHU

§ 2.B CAHOMCCCUCH CPOK OT BJIM3aHCTO B CHJIA HA 3aKOHA MI/IHI/ICTepCKI/IHT CbBCT NIpUECMA, a MUHUCTBPBHT HA
3APaBCONA3BaHCTO U3IaBa HOPMATUBHUTEC AKTOBEC 11O IIPUJIAraHCTO MY.

§ 3. B 3akona 3a HapoaHOTO 371paBe (00H., [IB, Op. 88 ot 1973 r.; momp., 6p. 92 ot 1973 r.; u3m. u gor., Op. 63
ot 1976 1., 6p. 28 o1 1983 1., Op. 66 oT 1985 1., 6p. 27 oT 1986 1., Op. 89 o1 1988 1., Op. 87 1 99 ot 1989 r., Op. 15
ot 1991 r.; momp., 6p. 24 ot 1991 r.; u3Mm., 6p. 64 oT 1993 1., 6p. 31 oT 1994 1., 6p. 36 OoT 1995 1., Op. 12, 87 M 124
ot 1997 r., 6p. 21, 70, 71 u 93 ot 1998 r., 6p. 30, 62, 67,90 u 113 ot 1999 1., 6p. 10 u 36 ot 2000 1., Op. 63 OT
2002 r.) ce mpaBsIT CACAHUTE U3MECHEHUS U IO bITHEHUS:

1. Bun. 3ace cp3naBaT. 16:

"16. TpaHCIIIAaHTAMs] HA OPTaHU, ThKAaHU U KIIETKH."

2. Unenose 33, 33a, 34 u 35 ce OTMEHST.

§ 4. B 3akona 3a neuebnuTe 3aBeienus (00H., JAB, 6p. 62 ot 1999 r.; u3m., 6p. 88 u 113 ot 1999 r.; momp., 6p.
114 ot 1999 r., u3m., 6p. 36, 65 u 108 ot 2000 1., 6p. 51 o1 2001 1. - Pemenue Ne 11 Ha KOHCTUTYIITMOHHHUS CHIl OT
2001 r.; u3m., Op. 28 u 62 ot 2002 1.) ce MpaBsAT CAECAHUTE U3MEHEHHUS U O bITHEHUS:

1.Bun. 2, an. 1 ce cp3gaBa T. 6:

"6. TpaHCILIAHTAIIMS HA OPTaHU, ThKaHU U KIETKHU."

2.Bun. 10 ce ce3gaBa T. 7:

"7. ThKaHHa OaHKa."

3. Buin. 19 ce cp3naBa T. 4a:

"4a. TpaHCIIaHTALMS HA OPTaHU, ThKaHU U KIETKH;'".

4. Crp3gaBa ce ui1. 280:

"Un. 280. (1) TrrkanHaTa OaHKa € Je4eOHO 3aBEACHME, B KOETO JieKap C MOMOIITa Ha JPYId CIELHAIUCTU
B3eMa, U3CIIe/IBa, ChXpaHsBa U MpepadoTBa OpPraHu, ThKaHU M KIETKH C MEAUIINHCKH LIEJIH.



(2) TrrkanHUTE OAaHKU MOTaT Jla B3eMaT caMO ThKaHU M KIETKU 3a MpHUCAXIaHe WIM MpepadoTka, a OpraHu -
camo 3a mpepaboTka.

(3) HetinocTTa Ha ThKaHHATa OaHKa C€ M3BBPIIBA CHIJIACHO MPABUIHHK 3a YCTPOHCTBOTO, JNEHHOCTTA H
BBTPEIIHUS PEl, YTBBPJCH OT PHKOBOIUTENS HA JIeUeOHOTO 3aBeAcHHE."

5. Cn3maBa ce wi. 36a:

"Un. 36a. (1) TrkanHaTa OaHKa ce yupeasBa KaTo APYKECTBO C OTPaHMYECHA OTTOBOPHOCT WJIM aKIIMOHEPHO
JPYXKECTBO U OCBHIIECTBSBA JCHHOCT ClIe]] MOJy4aBaHe Ha pa3pellieHne Mo peaa Ha wi. Sla.

(2) B npeamera Ha aeiiHOCT Ha ThKaHHATa OaHKa 3aIBDKHUTEIHO CE BIMCBA OCBINECTBABAHETO CaMO Ha
IeHOCTUTE 110 1iI. 280.

(3) Cpnebuara peructparus Ha (uUpMara 3aTbDKUTETHO TPsAOBA Ja CHABPKAa MBIHOTO O00O3HAYCHHE Ha
neuebHOTO 3aBeeHue."

6. Bun. 40, ann. 1 ce ce3gaBaT. 11:
"11. yoocroBepeHre OoT M3mbpiIHUTENHATA areHIKs 110 TPaHCIUIAHTAUs, de JIeYeOHOTO 3aBEIEHME MOXKE 11a
9

M3BBPIIBA B3EMaHE U NMPUCAKIAHE HA ThKAaHU U KIETKU B CbOTBETCTBUE C YTBBPJACHUTE MEAUIIMHCKU CTaHIApTU B
cllydauTe, KoraTo JiedeOHOTO 3aBe/IeHUE 11l U3BbpIIBA TakaBa AEHHOCT."

7. Bun. 47 ce ce3gaBa 1. 12:

"12. ynocroBepeHne oT M3MbIHUTENHATA areHIUs MO0 TPaHCILIAaHTAIUs, 4e JIedeOHOTO 3aBeieHHEe MOXKE Ja
M3BBPIIBA B3€MaHE U MPHUCAXKIaHE HA OPraHHU, ThbKAHU W KIETKA B CHOTBETCTBUE C YIBBPJCHUTE MEIUIIUHCKH
CTaHJAPTH B CIIy4anuTe, KOTAaTO JIEYeOHOTO 3aBE/ICHHE I1Ie U3BBPIIBA TakaBa JeHHOCT."

8. Cw3maBa ce ui. Sla:

"Un. 51a. (1) TekanHHUTE OaHKKA OCBINECTBSBAT JACHHOCT CIIE] MOJydaBaHE HA pa3pelieHHe OT TUPEKTOpa Ha
MsnenanTennara Ar€HI M IO TPaHCIIJIaHTal .

(2) Paszpemenue no an. 1 ce u3gaBa Bb3 OCHOBA Ha 3asBJIEHHUE, KbM KOETO CE IpuJjiarar:

1. C’B,Z[e6HOTO peIICHUC 3a perucTpanus, yaoCTOBCPCHUC 3a aKTyallHa C’L,Z[G6Ha perucrpanus, yaoCTOBECPCHUC
3a JaHbYHA pEeTUCTpalud U CAUNHCH I/II[CHTI/I(bI/IKaIII/IOHeH KO,

2. yUpEIUTEIHUAT aKT Ha APYKECTBOTO U NMPABHJIHMKBT 33 YCTPOMCTBOTO, IEHHOCTTa M BBTPELHHUS pel Ha
JIEYEOHOTO 3aBEACHUE;

3. IUTIJIOMUTE 32 ChOTBETHOTO BHUCIIIE 00pa30BaHUE Ha JIUIIATa, KOUTO Iie paboTAT B JIe4eOHOTO 3aBE/ICHHUE;
4. CBHICTEJIICTBOTO 32 CHAUMOCT Ha JIMIIaTa, PEICTABISIBAIIM JIEYeOHOTO 3aBE/ICHUE;
5. XUTHEHHOTO 3aKITI0YCHHUE 3a 00CKTa OT OPraHUTe Ha XUTHEHHO- CITHIEMHOJIOTHYHATA WHCIEKI[HS.

(3) Ilpu HembpIHOTA HA MPEACTABEHUTE JOKYMEHTH TO al. 2 AWPEKTOPHT Ha V3mbIHWTENHATa areHIus 1Mo
TpaHCIJIaHTalMs B 15-THEBEH CPOK yBEIOMsIBA MMCMEHO 3asBUTENS 32 TOBA M ONPEIENs CPOK 32 OTCTPAHSIBAHETO

[V

H.

(4) B TpuMeceueH cpok OT MOJIaBaHE Ha JOKYMEHTHUTE I10 ajl. 2 AUPEKTOpbT Ha V3MbIHUTENHATa areHIHs Mo
TPAaHCILJIAHTAL U U3aBa pa3pellicHHUE 3a OCBILECTBSABAHE Ha JIETHOCTTa HA ThKaHHATa 0aHKa, B KOETO CE II0COYBAT
BMJIOBETE JEHHOCTH, KOUTO T4 Ilie U3BBPIIBA, MJIM IPAaBU MOTUBHUPAH OTKa3 3a U3aBAHETO MY.



(5) Otka3wT 1o an. 4 nojuIexu Ha 00XKaJIBaHe MO pefa Ha 3aKoHa 3a aIMUHUCTPAaTUBHOTO IIPOU3BOJICTBO.

(6) I[I/IpeKT OpPBT Ha M3nbpnHUTENHATA areHIIUS 10 TPAHCIIIAHTAUA MOKE CBbC 3aIlIOBEA Jd OTHEME U3AaJICHOTO
PaspCHICHUEC B CICAHUTC CIIydaun:

1. ako ThKaHHaTa OaHKa OCBILIECTBSABA JASHHOCT B HapylmiCcHUEC Ha TO3U 3aKOH WU HOPMATUBHUTC AKTOBC IIO
IMpujaaraHeTo My UJjd U3BbPIIBA JIEMHOCTH U3BBH TE3H, 3a KOUTO € U3AaJICHO PA3pPCHICHUCTO,

2. 110 MCKaHe Ha ThKaHHAaTa OaHKa;
3. mpu TpekpaTsBaHe Ha ThbKaHHATa OaHKa.

(7) 3anoBenra Ha mupekTopa Ha M3mbaHWUTENHATa areHIUS MO TPaHCIUIAHTAIMS 1Mo al. 6, T. 1 moayexu Ha
o0xanBaHe Mo peja Ha 3aKOoHa 332 AAIMUHUCTPATUBHOTO ITPOU3BOJICTBO.

(8) O6xanmBaHEeTO Ha 3aMOBE/ITA HE CITUPA U3IMIBIHECHUETO .
9. Bun. 63, an. 5 nymute "un. 10, 1. 4, 5 1 6" ce 3amenst ¢ "un. 10, 1.4,5,6 u 7"

10, B um 86, am. 1 ngymutre "M JUAarHOCTUYHO-KOHCYJATATUBHUTE IIEHTPOBE" c€ 3aMEHAT C
"MTUarHOCTUYHO-KOHCYJITATUBHUTE IIEHTPOBE U ThKAaHHUTE OaHKH".

§ 5. snbaHEeHMeTo Ha 3aKOHA ce Bh3jara Ha MUHHCTHpPa Ha 3/[paBeoIa3BaHeTo.

§ 6. 3akoHBT BiM3a B cuiia ot 1 siHyapu 2004 1.

3akoHbT € ipueT oT 39-to Haponno cwOpanue Ha 30 romau 2003 r., mpuet noBTopHo Ha 11 cenremBpu 2003 T.
U e mojrneyaTan ¢ opuinanuus neyat Ha Hapoanoro crOpanue.

I[MPEXOJIHU 1 3AKJIFOUMTEJIHU PA3ITOPE/IBU kM 3akoHa 3a U3BMEHEHHE U ION'bIHEHUE Ha
3aKoHa 3a TPaHCIJIAHTAIUS HAa OpPTraHu, ThKaHU U KIETKU
(B, 6p. 71 ot 2006 ., B cuna ot 1.01.2007 1.)

§ 26. (1) MuHUCTEPCKUAT CHBET U3MEHS U JIONBIIBA YCTPONCTBEHUS MPAaBUIIHUK Ha V3IIbIIHUTEIHATA areHIUsI 110
TPAHCILJIAHTALUSI B CHOTBETCTBHE C TO3U 3aKOH B €IHOMECEUEH CPOK OT BJIM3aHETO MY B CHJIA.

(2) B 6-meceueH cpok OT BIM3aHETO B CHJIa HA TO3U 3aKOH MUHUCTBHPBT Ha 3/IpaBeola3BaHeTo U3/aBa
M0/I3aKOHOBHTE HOPMAaTHBHH aKTOBE I10 IIPUIIATaHETO MY.

§ 27. (1) MuHuCTEpCTBOTO Ha 3/IpaBeora3BaHeTo HHPOpMUpa OBJITapCKUTE MPakIaH! IO JOCTHIIEH HAYUH 32
YCJIOBHSATA U PEZA 33 B3EMaHE U NIPUCaXKJaHE Ha OPraHy, ThKaHU U KIETKU B cpok 10 31 mapt 2007 1.

(2) UadopmupaneTo 1o an. 1 craBa mpu yCaoBHUsI U 1O pel, ONPEACSICHH C Hapeada Ha MUHHUCThpa Ha
3[paBEOIa3BaHETO.

§ 28. (B cuia ot 1.01.2007 1.) [IppBUSAT noknag mo wi. 11, an. 5, T. 16 ce npencrasst Ha EBponelickata KOMUCHS OT
M3nbnHuTenHara areHIus no TpaHcIjianTanus B cpok 10 7 anpui 2009 r.

§ 30. 3akonbT Biu3a B cuiia ot 1 ssayapu 2007 1., ¢ M3KIIOYCHHE Ha pa3nopenoute Ha § 4, T. 3, OykBa "n'" - OTHOCHO
ch3laBaHeTO HAT. 15u 16, u



§ 28, konTO BIM3AT B CHJIA OT JIaTaTa Ha BJM3aHe B cujia Ha JloroBopa 3a mpuchenuHsBaHe Ha PemyOnuka
brvarapus xeMm EBpomnelickus cbros.

[TPEXO/IHN 1N 3AKJIKOUUTEJIHA PA3ITOPE/IBU kM 3akoHa 3a H3MEHEHHE U JONBIHCHUE Ha 3aK0HA 3a
3/IpaBeTo

(/IB, 6p. 98 0T 2010 1., B cuita ot 1.01.2011 1)

§ 118. B 3akoHa 3a TpaHCIUTAHTAIIMS HA OPTaHH, ThKaHU U KieTku (00H., [IB, 6p. 83 ot 2003 1.; u3Mm., Op. 88 ot
2005 1., 6p. 71 ot 2006 T. 1 Op. 36 1 41 ot 2009 T.) ce MpaBAT CIESAHUTE U3MCHEHHUS:

2. HaBcsxpae nymuTe "ChOTBETHHS PETMOHAJIEH LIEHTHP 110 3[paBeolia3BaHe” U "pernoHaIHUTE [IEHTPOBE 110
3/IpaBeona3BaHe’ ce 3aMEHAT CbOTBETHO ChC 'ChOTBETHATA PETMOHAIIHA 3/IpaBHA MHCIIEKIUA' U "PETMOHATHUTE
3/IpaBHU MHCHEKIUM".

§ 121. 3akonsT BiM3a B cuiia ot 1 stHyapu 2011 1. ¢ u3KiItoueHue Ha:
1. maparpadu 1, 16, 20, 29, 30, 32, 33, 34, 35, 42,44, § 56, 1. 1 u 2, § 65, 68, 70, 76, 80, 81, 90, 92, 96, § 102, 1. 3,
4,5,7u8,§1051.1,3u5,§107,1.1,2,3,4, 6,0ykBa "a", 1. 7, 10, 11, 13 u 15, 6yksa "a", § 109, 110, 112, 113,

§115,1.5,§116,7.4u6,§ 117, 17.5u7u § 118, 1. 1, kouTO BIAU3AT B CUJIA OT JIeHA HA OOHAPOBAHETO HA 3aKOHA
B "Jlbp>KaBeH BECTHUK',

ITPEXO/IHN 1N 3AKJIKOUUTEJIHU PA3IIOPE/IBU keM 3akoHa 32 u3MEHEHHE U AOI'BIHCHHUE HA
3akoHa 3a TpaHCIUTAHTAIWSI Ha OPTaHU, ThKAaHU U KIETKA
(B, 6p. 60 oT 2012 1.)

§ 19. JIeueOHUTE 3aBeieHUS1, KOMUTO Ca MOJYUUIIN pasperieHus 1o wi. 36, 37 u 38 10 BIM3aHeTo B CUJIa HA TO3U
3aKOH, OCBIIECTBSBAT JEMHOCTTA CH Bb3 OCHOBA Ha U3JaICHUTE UM pa3pelicHus.

§ 20. IIspBusT noxnax o uin. 11, an. 5, 1. 16a ce npenocrass B EBponeiickara komucus oT M3nbaHuTenHara
areHIus 10 TPaHCIUIaHTalXs B Cpok A0 27 aBrycT 2013 .

IMMPEXOIHN U 3AKJIFOYUTEJTHU PA3TIOPEJIBU xbM 3akoHa 3a U3MEHEHHE U JOMBbIHEHUE Ha
3akoHa 3a 3JpaBHOTO OCUTYpsIBaHE
([IB, 6p. 60 oT 2012 1., B cuyta ot 7.08.2012 1.)

§ 41. B 3akonHa 3a TpaHCIJIaHTAIUs HA OPTaHU, ThKaHU U KIeTku (00H., JIB, 6p. 83 ot 2003 r.; u3m., 6p. 88 ot 2005
r., 0p. 71 o1 2006 T., 6p. 36 1 41 0T 2009 T., Op. 98 0T 2010 T. M1 Op. 9 OT 2011 1.) B win. 16, an. 4 qymure
"npyxecTBaTa 3a J0OpPOBOJIHO 3/IpaBHO OCUTYpsIBaHE" ce 3aMEHST ChC '"3aCTpaxoBaTe/INTe, TUIEH3UPAHHU 10 paszes
II, 6ykBa "A", 1. 2 umu 1. 1 u 2 ot npunoxenue Ne 1 kbM Kozekca 3a 3actpaxoBaHero".



§ 44. 3akoHbT BIM3a B CUJIA OT JIeHsS Ha 0OHapoBaHETO My B "J[bp:kaBeH BECTHUK'.
I[MPEXOIHU U 3AKJIFOUUTEJIIHU PA3ITIOPE/IBA

KbM 3akoHa 3a Oro/pkeTa Ha HarmoHnannara 31paBHOOCUTYpUTeNHA Kaca 3a 2019 .
([IB, 6p. 102 ot 2018 ., B cuna ot 1.01.2019 1)

§ 41. B 3akoHa 3a TpaHCIIJIaHTAIUs Ha OPTaHU, ThKaHU U KIeTku (00H., JIB, 6p. 83 ot 2003 r.; u3m., 6p. 88 ot 2005
r., 0p. 71 o1 2006 1., 6p. 36 M 41 0T 2009 1., Op. 98 OT 2010 1., Op. 9 OT 2011 T, Op. 60 OT 2012 1. W Op. 15 0T 2013
T.) c€ IPaBSAT CIEAHUTE U3MEHEHUS U JONBIHCHUS:

10. (B cuma ot 1.04.2019 1. - JIB, 6p. 102 o1 2018 1.) B ocTananute TekcToBE Ha 3aKkoHA AymuTe "M3bIHUTEIHATA
areH1us Mo TpaHcIiaHTauus" ce 3aMeHsT ¢ "M3nbaHuTenHarta areHuus "MeauuuHCKu Ha130p'.

§ 43. 3akoHbT Biu3a B cuiia ot 1 suyapu 2019 r., ¢ u3kIo4YeHue Ha:

1. maparpa¢ 29, 1. 13, 6yxBa "6", 1. 14 u 15, § 30 u § 42, T. 2, KOUTO BIM3AT B CUJIA OT JIEHSI HA OOHAPO/IBAaHETO Ha
3akoHa B "JIbp:kaBEeH BECTHUK";

2. maparpad 28, 1.6 — 12 u 1. 14— 19, § 35, 1. 3, c u3KIOUEHHE HA WI. 7a, al. 4 u wI. 7B, an. 4, T.5u 6, 7.8 —22
T.36-40,§ 41, 1.2—-8, 1.9, 6ykBu "a" u "B" u T. 10, kouto Bnu3ar B cuna ot 1 ampun 2019 r.;



