3aKkoH 3a TPpAHCINIAaHTAllUA HA OPraiv, TbKaH! U KIICTKH

O6mH., IB, 6p. 83 ot 19.09.2003 1., B cma ot 1.01.2004 r., u3m., 6p. 88 ot 4.11.2005 1.,
u3M. u jom., op. 71 ot 1.09.2006 r., B cuna ot 1.01.2007 r., 6p. 36 ot 15.05.2009 1., mom., 6p. 41
ot 2.06.2009 r., B cuna ot 2.06.2009 r., u3m., 6p. 98 ot 14.12.2010 ., B cmma ot 1.01.2011 r., 6p.
9 01 28.01.2011 r., u3m. u gor., 6p. 60 ot 7.08.2012 1., u3m., 6p. 15 ot 15.02.2013 r., B crita ot
1.01.2014 r., u3m. u gom., 6p. 102 ot 11.12.2018 r., B cuma ot 1.01.2019 1., u3m., 6p. 17 ot
26.02.2019 r., u3m. u gom., 6p. 54 ot 16.06.2020 r., B crta ot 16.06.2020 r.

I'maBa nbpBa
OBbIIU PASIIOPE/IBU

Yu. 1. (1) To3u 3akoH ypexaa yCIOBHSTAa M pela 3a U3BBPIUIBAHE HA TPaHCIUIAHTALIUA Ha
OpraHu, ThKaHH U KJIETKH B XyMaHHATa MEIHUIIMHA.

(2) (HoBa - IB, 6p. 60 ot 2012 r.) LlenTa Ha 3akoHa € 1a Ch3Aajie MIPaBHUIIa 32 OCUTYpSBaHE
Ha CTaH/IapPTH 32 Ka4eCTBO U 0€30MaCHOCT HA OPTraHUTE, ThKAaHUTE U KIETKUTE, MPEIHA3HAUYCHH 32
TpaHCIUIAaHTAIMsl B XyMaHHaTa MEJIWIMHA, M J1a TapaHTHUpPa BHCOKO PAaBHHILE HA OMa3BaHE Ha
YOBEILIKOTO 3/IpaBe.

(3) (IIpenumna an. 2 - JIB, 6p. 60 ot 2012 r.) He ca npeameT Ha TO3W 3aKOH:

1. (m3m. - IB, Op. 71 ot 2006 r.) KpHBOJAPSABAHETO, MPEIUBAHETO HA KPHB U KPHBHH
CbCTaBKH;

2. (m3m. - JIB, Op. 71 ot 2006 r., nom., 6p. 36 ot 2009 r.) acucTupanara penpoayKIus u
CBBp3aHUTE C Hes PENPOJYKTUBHU OpPraHH, ThKaHU U KJIETKH;

3. (mom. - B, 6p. 71 or 2006 r.) aBTOTpaHCIUIAaHTAlUSTa, KOTAaTO B3EMAHETO U
MPUCAXKJIAHETO ca U3BBPLICHN B PAMKUTE Ha €/1HA U ChIlla MHBA3HBHA NPOLEIYPa;

4. UMIIaHTaNMATA HAa U3KYCTBEHU THKAaHU M OPTaHU;

5. (HoBa - JIB, 6p. 60 ot 2012 r.) U3M0a3BaHETO HA OPraHU 3a HAYYHOM3CIIEAOBATEIICKU
II€JIA, OCBEH KOTaTO OpPTraHHuTe ca MpeJHa3HAuYeHH 32 TPAHCIUIAHTALMS B XyMaHHATa MEAHUIINHA.

Y. 2. (1) (Jom. - IB, 6p. 36 ot 2009 r.) TpaHcminaHTanuaTa € ChbBKYMHOCT OT METUITUHCKU
W JIpyTd JE€HHOCTH, CBBp3aHH C B3€MaHE HA OpPTraHW, ThKAaHW M KIETKH OT YOBEIIKU WIIH
KUBOTHUHCKH TPYH WM OT XHBO JIMLE U MPUCAKIAHETO UM Ha JPYTo JIMIIE C JieueOHa Lell.

(2) TpancruTaHTaMsI € ¥ B3€MAaHETO U MPUCAKIAHETO HA XEMOIOCTUYHHU CTBOJIOBU KIICTKH,
KaKTO M Ha eMOPUOHAJIHU OPTaHU, ThKaHU U KIETKH.

(3) TpaHcruTaHTaMS € ¥ B3EMAaHETO HAa OPTaHH, THhKaHW U KIJIETKH C KUBOTHHCKH TPOU3XO]]
U TIPUCAKIAHETO UM B YOBELIKHUS OPTaHU3bM.

(4) (HoBa - JIB, 6p. 71 ot 2006 r.) TpancmianTanus € U aBTOTPAHCIIAHTALIUATA, KOTATO
B3€MaHETO W MPUCAKIAHETO Ca M3BBPIIEHM B PAMKHUTE Ha TOBEYE OT €/HAa HHBaH3UBHA
npoueaypa.

(5) (IIpenumna an. 4 - /1B, 6p. 71 ot 2006 r., gom., 6p. 36 ot 2009 r., u3m. u gom., Op. 60
ot 2012 r.) TpancraHTanusATa BKJIIOYBA U JEHHOCTUTE, CBBbP3aHHU C JIOHOPCTBO, OCUTypsIBaHE,
XapakTepu3upaHe, eKclepTu3a, o0paboTka, mpepabOTKa, ETHUKETUpaHe, CbXpaHsIBaHe,
TPAaHCIOPTHUPAHE U MPEJOCTaBIHE HA OpraHM, ThbKAHU U KJIETKHU, MPEIHA3HAUYEHU 3a MOJI3BaHe B



XyMaHHaTa MEIUIMHA.

Y. 3. TpancrutaHTanusTa ce U3BBPIIBA IPHU YCIOBUS, KOUTO TapaHTHPAT PaBHU IpaBa HA
HY)KJaeIIUTe Ce OT TPAHCIIAaHTALMS MMAallMEeHTH, KaKTO U 3alllMTa Ha YOBEIIKHUTE IpaBa U CBOOOIU
Ha JICWCTBUTEITHUTE U TIOTEHI[UAIHUTE JOHOPH M PEIUTTUCHTH.

Ya. 4. (1) TpancruiaHTaiusta ce OCBINECTBABA ChIVIACHO MEAUIMHCKHA CTaHAApTH H
KpUTEPHH 32 MTOJA00p, YTBBPIICHHU C Hapea0a Ha MUHHUCThpPA Ha 37JpaBeONa3BaHEToO.

(2) TpancruianTanusitTa ce H3BBPILIBA CaMO KOTraTo JAPYrd METOAM Ha JIeUEHHE ca ¢
Mo-MajKa e()eKTUBHOCT WM HE ca MPIIIOKHUMHU.

(3) TpancrmuanTanus ce U3BbPIIBA CAMO CJIe]] IPOBEkKAAaHE Ha HEOOXOIUMUTE MEAUIIMHCKH
W3CIIEIBAHMS ChIVIACHO YTBBPACHUTE MEAWIIMHCKY CTAaHAPTU 32 TPAHCIUIAHTAIUS, TapaHTHPAIIIN
MaKCHMajHa CUTYPHOCT 3a 3/IpaBeTO Ha JIOHOpA U PEIUIHEHTA.

(4) MenuUMHCKUATE CHEIUATNCTH Ca JJIBXKHHU J1a OCUTYpPST YCIIOBUSI 3a HaMalsiBaHE Ha
pUCKa OT TMpeJaBaHE HA TPAHCMUCUBHU HH(EKIUU U Apyru 3aloisgBaHHs OT JOHOpa Ha
PEIUIHCHTA.

(5) (Homa - [IB, 6p. 71 ot 2006 r.) MenULIMHCKUTE CIEIMATUCTH Ca JUTHKHU J]a OCUTYPAT
YCIIOBUSI 3a Ka4ecTBO M O€30MAaCHOCT HA THKAHUTE M KICTKUTE IPH OCHIISCTBIBAHE HA
aBTOTPAHCIIAHTAIUS, IPU KOSTO JEHHOCTUTE MO eKCIIepTH3a, B3eMaHe, 00paboTKa, ChXpaHsBaHe
VI TIPUCAXKIAHE CE U3BBPIIBAT B PAMKUTE Ha IOBEYE OT €/IHA MHBAH3MBHA MTPOLICypa.

(6) (Hosa - IB, Op. 71 ot 2006 1., u3m., Op. 60 or 2012 r.) M3uckBanusTa 3a
KBaJIM(DHUKAIKS U 37PaBOCIIOBHO CHCTOSIHHE HA JIMIIATa, KOUTO M3BBPIIBAT B3eMaHE, SKCIIEPTH3a,
o0paboTka, mpepaboTKa, €TUKETHpaHE, ChbXpaHsSBaHE M MpHUCAXKIaHE Ha OpraHu, ThKaHU U
KJIETKH, CE OMPEIEISIT ¢ Hapea0a Ha MUHUCTBPA Ha 3/IpaBEOIa3BaHETO.

(7) (Homa - 1B, 6p. 71 ot 2006 r.) Jlunara no an. 6 mpeMuHaBaT 3aAbIDKUTEIICH KypC Ha
oOydeHre Haii-MaJKO BEIHBXK Ha JIBE TOJUHU IPHU YCIOBUS U 1O Pell, ONPEISIICHA ¢ HapeabaTa
1o ai. 6.

Yn. 5. YoBemkuTe OpraHu, ThbKaHU U KJIETKU HE MOTAT Ja ObJaT mpeaMeT Ha Bb3ME3/IHA
CHeTKa.

Ya. 6. (M3m. - JIB, Op. 36 ot 2009 r.) 3abpaHsiBa ce pekjamaTa 3a HaJIMYUWE HA OPraHu,
ThKaHU U KIETKHU C IeJ1 ThpCEeHE Ha MaTepUaHa U3roJla, KakKTo U MpeAsiaraHeTO Ha MaTephallHa
o0Jara ¢ 1en nmojgy4JaBaHe Ha OpraHH, ThKaHU U KJICTKH.

Ya. 7. Opranu, ThKaHM U KJIETKH, KOUTO HE MoOraT Ja ce TOJN3BaT 3a HYKIUTEe Ha
TpPaHCIUIAHTAIMATA TI0 MEJWIIMHCKH MPHYUHU, MOTAT Jla C€ TPEJOCTaBAT 3a JIPYTH JICUCOHH,
JUArHOCTHMYHU W HAyYHOMEIWIIMHCKU 1IeTTU TIPH YCJIOBUA W 1O pel, OMpeleleHn ¢ Hapeada Ha
MUHUCTHPA Ha 3/IpaBEOITa3BaHETO.

Ya. 8. (Jon. — JIB, Op. 54 ot 2020 r. , B cunma ot 16.06.2020 r.) 3alpansBa ce
pasnpoCTpaHsIBAaHETO HA JAHHW, MO3BOJISBAIIM WIACHTU(UKAIMS HA JOHOPA WJIM pPEHUIUCHTA,
BKJIFOUUTETHO MPU KPHCTOCAHO JOHOPCTBO.

I'naBa BTopa
HAIIMOHAJIHA CUCTEMA 3A TPAHCIUVIAHTALIAA

Pa3nen 1
Opranusanua v gerHocty Ha HanuonasHara cucrema 3a
TPAHCILIAHTAMSA



Y. 9. HanmonanHara cucreMa 3a TpaHCIUIAHTAlMs BKIIOYBA IbP)KaBHU OPraHu U JiedeOHU
3aBelICHUs, U3BBPIIBAIIY JCHHOCTH, CBbP3aHU C OPTaHU3AlUATA, YIIPABICHUETO W KOHTPOJA HA
TPaHCIUIAHTAI[MOHHUS MTPOLIEC.

Yn. 10. (1) MuHUCTBPBT Ha 3paBEOlNa3BaHETO IPOBEXKIA IbpKaBHATa IMOJUTHUKA B
o0JacTTa Ha TPAHCIUIAHTAIUSATA.

(2) (U3m. - [IB, 6p. 36 ot 2009 ., oT™., Op. 60 oT 2012 1.).

Yia. 10a. (Hos - 1B, 6p. 36 ot 2009 1.) (1) MUHHCTBPBT Ha 37paBEOMa3BAHETO OMPEICTs
ChC 3amoBe]l MyOIMYHa JOHOPHA 0aHKa Ha CTBOJIOBU KIIETKU U KOCTEH MO3BK, KOSITO € CTPYKTypa
Ha JieyeOHO 3aBe/eHUE 3a OOJHMYHA MOMOII, M3BBPUIBAIIO B3eMaHe, eKClepTh3a, 00paboTka,
npepaboTKa, ChbXpaHsSBaHE, CTHKETHUPAHE W TPAHCIOPTUPAHE HA CTBOJOBH KJIETKH M KOCTEH
MO3BK 32 TPaHCILJIAaHTALIUH.

(2) JleueOHoOTO 3aBeneHuE MO al. | OTrOBaps Ha CICTHUTE KPUTCPHH:

1. e cbc 100 Ha CTO ABbPKABHO y4aCTHE B KAlUTaJa;

2. UMa paspeuieHue 3a JeiiHoctuTe no an. 1, uzganeHo no pena Ha wi. 47 or 3akoHa 3a
nedeOHUTE 3aBE/ICHNUS;

3. (otm. — IB, 6p. 102 ot 2018 r., B cuna ot 1.01.2019 1.).

(3) Honopnara 6anka, onpesenena mno peaa Ha an. 1 u 2, e Hanmonanna myonnyHa 10HOpHA
0aHKa ¥ MMa 3a el Ja OCUTypsiBa CTBOJIOBH KJIIETKM M KOCTEH MO3BK B HaIlMOHaJIeH mamal 3a
TpaHCIUIAaHTAIlMs Ha JIUIa, CTPaJally OT 3a00sBaHuUs, IPU KOUTO APYTH METOIM Ha JICYCHHUE ca C
o-MajKa e()eKTUBHOCT WIIM HE Ca TIPHUIIOKHUMHU.

Y. 11. (1) (U3m. - [IB, 6p. 71 ot 2006 r., oT™., Op. 102 o1 2018 1., B cuma ot 1.04.2019 1.).

(2) (Orm. — IB, 0Op. 102 ot 2018 1., B cuna ot 1.04.2019 r.).

(3) (Orm. — IB, 6p. 102 ot 2018 ., B cuna ot 1.04.2019 r.).

(4) (Hosa - 1B, 6p. 71 ot 2006 r., u3m., 6p. 102 ot 2018 r., B cuna or 1.04.2019 r.)
W3nbaautennata areHuus "MeIUWUIMHCKM Haa30p" € KOMIIETEHTHHUST OpraH 3a yIpaBJCHHE,
KOOpJIWHAIIVS U KOHTPOJI Ha TpaHCIUIaHTanuaATa B PenyOnuka beirapus.

(5) (IIpeaumna an. 4 - IB, 6p. 71 ot 2006 r., u3m., 6p. 102 ot 2018 1., B cuta ot 1.04.2019
r.) I3nbpnautennara aredus "MenunmHCKy Haa30p':

1. KoopaUHUPA U KOHTPOJIHUPA AEWHOCTHTE B 00JIACTTa HA TPAHCIUIAHTAIIMHUTE, U3BBPIIIBAHH
B JICUCOHUTE 3aBEIICHUS;

2. mpeanara Ha MHUHHUCTBpPa Ha 3/paBEONa3BaHETO MEAMIIMHCKH CTaHIApTH 3a
TpPaHCIUIAHTAIMS HA OPraHW, ThKAaHW W KJICTKH, KaKTO W MEIUIIMHCKH KPUTEPHH 3a MoA0op Ha
JIOHOPH U PELUITUCHTH;

3. (mom. - JIB, 6p. 60 ot 2012 r., u3Mm., 6p. 17 ot 2019 1.) ch3maBa U MOTBPKA MMYOJIUUEH U
ciy)kxeOeH perucTnp, KaTo crOupa, 00paboTBa, ChXpaHsSBa U MpeAocTaBs HH(OpMaIHs BbHB
BpB3Ka C TPAHCIUIAHTAIMATA TIPH CIIa3BaHE M3MCKBAHUATA 3a 3allUTa HA JIMYHUTE JaHHH,

4. (HoBa - /1B, 6p. 71 ot 2006 r., u3Mm., 6p. 36 oT 2009 r.) OcUrypsiBa A€HOHOIIEH JOCTbHII HA
JIEKapuTe, MPSKO Yy4YacTBAIlM B MEIHWIIMHCKOTO OOCITY)KBaHE HA IOTCHIIMAIHUS JOHOD, [0
CIIy>)kKeOHUSI pETUCTHP Ha JIUIAaTa, KOUTO ca M3Pa3wid HEeChIaacue 3a B3eMaHe Ha OpraHH, ThKaHU
W KJICTKH CIIeJl CMBpPTTa UM IIPH YCJIOBHS M TIO P, ONpeAeiieHH ¢ Hapeada Ha MUHUCTBhpa Ha
3/IpaBEOIa3BaHETO;

5. (mpemumHa 1. 4 - [1B, 6p. 71 ot 2006 1., u3Mm., 6p. 36 ot 2009 r.) KOOpAMHUPA BHOCA U
M3HOCA Ha OpraHy, ThKaHU U KJIETKH;

Sa. (moBa - JIB, 6p. 36 ot 2009 r., u3m., 6p. 102 ot 2018 r., B cuna ot 1.04.2019 r.) u3nara
pa3peleHusTa 1 yA0CTOBEPEHHUATA, IOCOUEHHU B TO3H 3aKOH,;

6. (mpenumHa T. 5 - JIB, O6p. 71 ot 2006 T.) pa3npenens OCUTYPEHUTE 3a TPAHCILIAHTAIIUS
OpraHH U KOHTPOJIMpA pas3NpeeNIeHUETO Ha ThKAHUTE U KIETKHUTE,



7. (mpeaumina 1. 6, u3M. - JIB, 6p. 71 ot 2006 ., 6p. 60 ot 2012 T.) peructpupa, CbXxpaHsiBa
U aHanu3upa WHPOpPMAIUATA OTHOCHO JAHHUTE HA JIOHOPA, 3[PABOCIOBHOTO CHCTOSIHHE Ha
KUBUSL JIOHOP M PELUUIHUEHTa MO BpeMe Ha TpPaHCIUIAHTALMUATA U CJeATPaHCIUIAHTAI[MOHHUS
MEPHOJ,, KAaKTO M CEPHO3HHUTE HEXKEIAHU pPEaKIWH W CEPHO3HUTE WHIUICHTH, CBBP3aHH C
TpaHCIUIAaHTAIUATA;

8. (mpegumna 1. 7 - B, 6p. 71 or 2006 r.) mpoyuyBa M aHaJIM3Upa MEAULIMHCKUTE,
MpaBHUTE, ETUYHHUTE, PEIUTHO3HUTE, WKOHOMHUYECKUTE U COLMATHUTE IOCIECIUIU OT
TPAHCILIAHTAIIUATA;

9. (mpegummua 1. 8§ - JIB, O6p. 71 ot 2006 r.) wuHbOpMHpa O0OIMECTBOTO 3a
TPaHCIIAHTAIIMOHHUTE TIPOIIECH C IIeJI TapaHTUPAHE HA MPO3PAYHOCT U PaBEH JOCTHIT HA BCHYKU
HYKJaeIlly Ce JINLA;

10. (mpemumiaa 1. 9 - JIB, 6p. 71 ot 2006 1., U3M., 6p. 36 ot 2009 r., Hom., Op. 60 ot 2012
r.) KOOpIAMHHUPA CHTPYIHUYECTBOTO MEXKIY EBPOIEWCKH OpraHu3alud 3a OOMEH Ha OpraHu,
KOMITETCHTHH OPTaHM Ha JBP)KABHTE - WICHKA Ha EBPONEHCKUS CBHIO3, HA APYTUTE IBPKABU -
ctpanu o Criopazymennero 3a EBporneiickoTo nKoHOMHUYECKO MpocTpaHcTBO, Ha Kondenepanus
[IBeliniapus ¥ Ha TPETH CTPAHU, IbPIKABHU OPTaHU, HAYYHU OPTaHU3AINHA U HETPABUTEICTBCHH
OpraHu3alyy B 00JIacTTa Ha TPAHCIJIAHTALIUATA;

11. (mpepumHa 1. 10 - [IB, 6p. 71 ot 2006 r.) yuacTBa B pa3paboTBaHETO Ha HAIMOHAIHU
CTpaTeruu U MpOrpaMu, MEXIYHAPOJIHU MPOEKTH, aHAIM3H U MPOTHO3H OTHOCHO MPOIIECUTE Ha
TpaHCIUIAHTAIHS;

12. (voBma - JIB, 6p. 71 ot 2006 r., mom., 6p. 36 ot 2009 r.) KOHTPOIUPA TEHHOCTUTE IO
OCHUTYpsIBaHE Ha Ka4eCTBO M OE30IMACHOCT HAa OpPraHUTE, ThKAHUTE M KJICTKHUTE, IPESIHA3HAYCHH 32
MIpPUCAXKIAHE;

13. (uoBa - [IB, 6p. 71 ot 2006 1., u3m., 6p. 36 ot 2009 r.) ocurypsiBa Bb3MOKHOCT 3a
mpociesBaHe OT JIOHOpA /10 PEeHUIUEHTa Ha BCUYKU OPraHU, ThKaHU M KJIETKU W BIHM3AIIUTE B
KOHTaKT C TAX MaTepUaM W TPOJYKTH, KOUTO Ce€ TmoiiydaBar, oOpaboTmaT, mpepaboTBar,
ChXpaHsIBaT WU MPEJOCTaBAT Ha TepuTopusiTa Ha PemyOmiuka bbarapus;

14. (noBa - JIB, Op. 71 ot 2006 T.) KOHTpOIMpa ACHHOCTUTE TO B3EMaHE, MOCTaBSHE,
eKcriepTuza, 00paboTka M eTUKeTHpaHEe U CbXpaHsIBaHE Ha YOBEHIKUTE SIMIIEKJIETKH,
CIIEpMAaTO30HMIM W 3WTOTH, TPEIHA3HAYCHW 3a acCUCTHpaHaTa PENpOAYKIHS, H OCUTYpsBa
BB3MOXHOCT 32 TSAXHOTO M Ha BIHM3AIIUTE B KOHTAKT C TAX MaTepHald U TMPOAYKTH U
MPOCIIEIIBAaHE OT JJOHOPA JI0 PEIUITHCHTA;

15. (uoBa - JIB, 6p. 71 ot 2006 r., B cuna ot 1.01.2007 r.) U3roTBst Ha BCEKU TPU TOAMHH
otueT 10 EBpomneiickaTa KoMHCHsI OTHOCHO M3BBplIeHUTE B PenyOnuka bbarapus neitHoctu no
MOMyJsIpU3NpaHe U Hachp4yaBaHEe Ha JOOPOBOIHOTO U O€3BB3ME3HOTO JapsBaHE HA THKaHU U
KIICTKH;

16. (noBa - 1B, 6p. 71 ot 2006 r., B cuna ot 1.01.2007 r., mom., 6p. 36 ot 2009 r.)
MPEIOCTaBsl Ha BCEKH TPH TOJWHU JIOKJIaa B EBporneiickaTa KOMHCHS OTHOCHO W3BBPIIBAHHUTE
JNEHHOCTH 10 OCWUTYpsIBaHE Ha KaueCcTBO M OE30MaCHOCT TpU EKCIepTHU3aTa, B3EMaHETO,
obOpaboTkaTa, mpepaboTKaTa, ETUKETUPAHETO, ChXPAHIBAHETO, MPEOCTABIHETO, MPUCAKIAHETO,
KOHTpOJIa U IPOBECHUTE WHCIIEKIINN;

16a. (moBa - [IB, O6p. 60 ot 2012 r.) mpemoctaBs Ha BCEKM TPH TOIWHU JOKJIAd B
EBporeiickatra KOMHCHS OTHOCHO BCHYKH JIEHHOCTH TIO TpAaHCIUIAHTAIMsI HAa OpPraHW U
HATPyIaHUS OMUT MPH U3BHPIICHUTE TPAHCIUIAHTAIUH;

17. (voBa - JIB, 6p. 36 ot 2009 r.) opranu3upa o0yueHUe Mo Ka4eCTBO U 0€30MaCHOCT MPH
W3BBPIIBAHE HA JEMHOCTM MO TPAHCIUIAHTAlMs Ha JMIara mo wi. 15r U Ha Juna, KOWTO
U3BBpIIBAT B3E€MaHEe, eKCclepTh3a, oO0padoTka, mpepadoTKa, ETHKETHpaHe, ChXpaHsIBaHE,



MIPeIOCTaBsIHE U TPAHCIIOPTHUPAHE HAa OPTaHH, ThKaHU U KIIETKH;

18. (moBa - /IB, Op. 60 ot 2012 r.) mpenocrasst Ha EBpornielickaTa KOMUCHS WU Ha JbpKaBa
- uneHka Ha EBpormelickus cbro3, Ha JApyra abpkaBa - crpaHa no Crnopa3yMeHueTo 3a
EBporelickoTo "KOHOMHUYECKO TIPOCTpaHCcTBO, U Ha KoHdenepamnus 1lIBeiapus npu mouckBane
uH(popMalMsg OTHOCHO H3MCKBaHHMATA 3a M3/1aBaHE HA pa3pelieHus W yJOCTOBEpPEHMs Ha
JeuyeOHUTE 3aBeIeHUs 3a JECHHOCTH MO TPAHCIUIAHTALMS HAa OpPraHH, KaKTo M MH(OpMAaIHs 3a
nedeOHUTE 3aBEACHUS, KOUTO U3BBPIIBAT JEHHOCTH MO TPAHCILIAaHTAIINS;

19. (voBa - JIB, Op. 60 ot 2012 r.) u3gaBa pa3penieHus 3a BHOC U U3HOC Ha OPraHu, ThKaHU
U KJIETKH OT U 3a TPETHU CTPaHU;

20. (HoBa - /IB, Op. 60 ot 2012 r.) KOHTpOIMpPa OOMEHA HA OPraHU C IAbPKABUTE - YJICHKU
Ha EBpomeiickusi ¢bi03, ¢ Ipyrute Abp:KaBu - cTpaHu no CriopazyMeHueTo 3a EBpomeiickoTo
MKOHOMHYECKO MPOCTpaHCcTBO, U ¢ Kondenepauus LlBeiinapus, KakTo 1 BHOCA M M3HOCA OT U 32
TPETH CTPaHH.

(6) (Homa - JIB, 6p. 36 ot 2009 r., m3m., 6p. 102 ot 2018 ., B cra ot 1.04.2019 r.) [pu
OCBIIIECTBSIBAaHE HA IEHHOCTUTE 110 all. 5, T. Sa M3nbnaurtennara arennus "Meaunuuacku Haa3op”
chOupa Takcum B pasMep, ompeaeieH ¢ Tapuda, ogoOpeHa oT MUHUCTEPCKHS CHBET IIO
MpeIJIoKEHNE Ha MUHUCTBPA Ha 3/[paBeONa3BaHeTo.

Y. 11a. (Hos - JIB, 6p. 36 ot 2009 r., u3m., 6p. 15 ot 2013 1., B cwta ot 1.01.2014 r., oT™.,
op. 102 or 2018 ., B cuna ot 1.04.2019 1.).
Y. 12. (1) Ksm Munucrepckus cbBeT ce cb3aBa ETnyHa KOMHCHS 110 TPAHCIIAHTALMS.

(2) Komucusita mo an. 1 ce chbcTouM OT 9 wiI€HOBE M BKIIOYBA 3aJBJDKUTEIHO JIEKapH,
IICUXO0JI03H, TE0JIO3W U IOpUCTH. ChCTaBbT Ha KOMHCHSTa CE€ ONpENeNsl C pelIeHHEe Ha
MunucTepckus ChBET M0 MPeI0KEHINE HA MUHUCTBPA Ha 3/JpaBEe0Na3BaHEeTO 3a CPOK 5 TOAMHH.

(3) JIuma, v3nbJIHSBAIIM IEWHOCTH MO Wi. 2, HE Morar ga ObjaaT dieHoBe Ha Etuunara
KOMUCHS TIO TPAHCIIJIAaHTALIUS.

(4) ETnunaTa KoMHCHS TIO TPAHCIUIAHTAIMA J]aBa CTAHOBHIIA 110 JCOHTOJIOTUYHH U €THYHU
BBIIPOCH B 00JIaCTTa Ha TPaHCIIAHTAIMSTA U pa3pelliaBa B3eMaHe Ha OpraHu U ThKaHU OT JIUIA B
MIPEIBUJIEHUTE B TO3U 3aKOH CIIyYaH.

(5) Bacenanusra Ha ETuuHaTa KOMHCHS 1O TPAHCIUIAHTAIIHS Ca 3aKPUTH.

(6) MUHHCTEPCKHUSAT CBBET 10 TMPEIJIOKEHHE HAa MHUHUCTHpPAa Ha 37PABEONA3BAHETO
oTIpesieNisi C MPAaBUIITHUK yCTIOBHTA U pelia 3a paboTa Ha ETuyHaTa KOMHCHS TTO TPaHCTIIAHTAITHS.

(7) (Homa - [IB, 6p. 71 ot 2006 r., u3m., 6p. 102 ot 2018 r., B cuna ot 1.04.2019 r.)
duHaHCUpAaHETO HA JAEWHOCTTa Ha ETHYHAaTa KOMHUCHUS MO TPAaHCIIAHTAIMS CE OCHUTYpsiBa OT
M3nbnautennara aredius "MenunuHCKA Haa30p".

Y. 13. (1) (U3m. u gom. - IB, 6p. 36 ot 2009 r., 6p. 54 ot 2020 r. , B cuna ot 16.06.2020
r.) Bzemane wu/mnm ekcneprusza, o00paboTka, mnpepadOTKa, ETUKETHpaHE, CbXpaHsIBaHE,
MPeIOCTaBsIHE U MPUCAXKIaHe HA OPTaHU, ThKaHU U KJIETKU C€ U3BBPILBAT OT JIedeOHU 3aBe/IeHuUs
3a 0OJIHMYHA TIOMOIII, TIOMYYUIIU pa3pelieHne mo peaa Ha wi. 48, an. 3 oT 3akoHa 3a Je4eOHHUTE
3aBEJICHHS, B KOETO U3PHUYHO Ca MIOCOYEHU ChOTBETHUTE JEHHOCTH.

(2) (U3m. u gom. - /1B, 6p. 36 ot 2009 r., uzm., 6p. 98 ot 2010 r., B cuna ot 14.12.2010 r.,
op. 54 or 2020 r. , B cuna ot 16.06.2020 r.) B3emane, excrnieptusa, o6paboTKa, npepaboTka,
eTHKEeTHpaHe, ChbXpaHsBaHE, MPEJAOCTaBsIHE W TPUCAKIAHE HAa THKAaHM M KIETKH MOXE Ja ce
W3BBPIIBAT U OT JICUCOHH 3aBeICHUS 32 M3BHHOOTHUYHA TIOMOIII, PETUCTPUPAHH IO Pe/la Ha Ul
40, an. 13 or 3akoHa 3a JiedeOHUTE 3aBEICHHUS, B YHETO YJOCTOBEPEHHE 3a PErucCTpalus ca
MIOCOYEHH ChOTBETHHUTE JAEHHOCTH.

(3) (U3m. - ]IB, 6p. 88 ot 2005 r., mom., 6p. 36 ot 2009 1., u3m., 6p. 102 ot 2018 1., B criia
ot 1.04.2019 r.) HeitHocTuTe MO an. 1 Morat Ja ce M3BBPIIBAT U B JIeYEOHUTE 3aBEJICHUS KbM



Munuctepckusi cbBeT, MHMHHUCTEPCTBOTO Ha OTOpaHata, MUHHCTEPCTBOTO Ha BBHTPEUIHUTE
pabotu M MWUHHCTEPCTBOTO Ha TpaHCIOpPTa CJeJ IOJIydaBaHE Ha YAOCTOBEPEHUE OT
M3nbiautennara arennys "MeauIMHCKU Haa30p', e JIe4eOHOTO 3aBeCHUE MOXKE J1a U3BBPIIBA
TpaHCIUIAaHTAIMSI HA OpPraHW, ThKaHW W KJIETKH B CHOTBETCTBHE C YTBBPACHHUTE MEIUILIMHCKU
CTaHJIapTH.

(4) (Hosa - IB, 6p. 71 ot 2006 1., nom., 6p. 36 ot 2009 r.) JleueOnuTe 3aBeneHus mo ai. 1,
2 u 3 u TbKaHHUTE OAHKH PETUCTPUPAT BCUYKU U3BBPILIECHH OT TAX JACHHOCTH MO EKCIEPTH3a,
B3eMaHe, Ipucaxaane, 00padoTka, mpepaboTKa, ChbXpaHsIBaHe, IPEAOCTaBsIHE, TPAHCIIOPTUPAHE U
MoJIy4yaBaHe, U €TUKETUpaHe Ha OpraHM, ThKaHU M KJIETKU MPH YCIOBUS U IO PEll, ONPEIesICHH C
Hapen0a Ha MUHHCTBPA Ha 3/[paBEONa3BaHETO.

(5) (Homa - JIB, 6p. 71 ot 2006 r., u3m., 6p. 102 or 2018 1., B cuna ot 1.04.2019 r.)
JleueOHUTE 3aBEJCHUS W3TOTBAT €XKETOJHO OTYET 32 H3BBPIICHUTE JEHHOCTH MO an. 4 1o
oOpazen, ompezaeneH B Hapendara mo ai. 4, ¥ ro OpeacTaBAT B M3mbaHUTENHATa areHuus
"MenuuuHCcKU Haa30p".

(6) (Homa - JIB, 0p. 71 ot 2006 r.) JlaHHUTE OT OTYETA 1O ajl. 5 C€ BIIUCBAT B PETUCTHPA 11O
1. 39, an. 1, 1. 1.

(7) (IIpenumua an. 4, mgom. - JIB, 6p. 71 or 2006 r.) TpaHcnmopTupaHETO HAa JOHOPU Ha
OpraHd M Ha OpPraHU 3a MPUCAKIAHE Ce M3BBHPIIBA OT LIEHTPOBETE 3a CIEIIHA MEIWIIMHCKA
MIOMOIII.

(8) (IMpemumrna an. 5 - JIB, 6p. 71 ot 2006 r.) TpancnopTupaHeTo Ha ThKAaHU U KJICTKH 32
MpHUCAXKIaHe ce U3BBPIIBA OT JIeYeOHUTE 3aBeeHHs 10 all. 1, 2 U 3, KaKTO U OT ThKaHHHU OaHKU.

Ya. 14. (U3m. - IB, 6p. 71 ot 2006 r., 6p. 36 oT 2009 1.) (1) ThKaHHUTE OAHKK MOTaT Ja
U3BBpIIBAT JEHHOCTHM 1O B3eMaHe, eKclepTu3a, o0paboTka, mpepaboTKa, €TUKETHUpaHe,
ChbXpaHsBaHE, MPEOCTABsIHE U TPAHCIIOPTHPAHE HA THKAHHU M KIIETKH, KOUTO Ca NpeAHa3HAYCHU
3a MpUCaXIaHe U MpepadoTKa.

(2) TepkanHure OaHKM MoraT Ja W3BBPIIBAT JEHMHOCTHM IO B3EMaHE, EKCIIEpPTH3a,
npepaboTKa, €TUKEeTHpaHe, ChXPaHSBaHE M TPAHCIOPTHUPAHE Ha OpPraHd caMoO KOraTto Te ca
NpeAHa3HavYeHu 3a MpepadoTKa.

Y. 15. (1) (U3m. - [IB, 6p. 36 ot 2009 r., u3m. u gom., 6p. 54 ot 2020 r. , B cuna oT
16.06.2020 r.) ThKaHHO-KJIETBYHM anorpadT MPOAYKTH, MOraT Ja C€ H3IMOJ3BAaT KakToO 3a
TpaHCIUIAaHTAIMs, TaKa U 32 TPOU3BOJICTBO Ha JICKAPCTBEHU MPOAYKTU U MEAUIIMHCKH U3/ICTIHSI.

(2) (U3m. - B, 6p. 36 or 2009 r., 6p. 54 or 2020 r. , B cuna or 16.06.2020 r.) 3a
MIPOU3BOJICTBO HA JIEKAPCTBEHU MPOAYKTU U MEAMIIMHCKH H3AENUs Je4eOHUTE 3aBEe/IEHUsI MOraT
7la TIPEOCTaBAT TONYYEHUTE OT MpepadoTKa THKAHHO-KIETHYHH ajorpadT MPOIYKTH Ha
MIPOU3BOIUTENN HA JIEKAPCTBEHHU MPOAYKTH ¥ METUITUHCKU U3IEIUS.

(3) (U3m. - AB, 6p. 71 ot 2006 1., mo11., Op. 60 OT 2012 T., U3M., Op. 54 oT 2020 T. , B cHIIa
or 16.06.2020 r.) YcnoBusita U perbT 3a €KCIepTU3a, €TUKEeTUpaHe, 00paboTka, mpepaboTka,
ChbXpaHsBaHE, OCUTypsIBAaHE Ha KAUYeCTBO U OE30MACHOCT M MPEJAOCTaBSIHE HA OPTaHUTE, ThKAaHUTE
U KJIETKUTE, KAKTO U Ha TMOJIyUEHUTE OT MpepaboTKaTa ThKAHHO-KIETHhYHH anorpadT MpoayKTH,
ce OMpeJeNT ¢ Hapea0a Ha MUHUCThpa Ha 3/IpaBeoNa3BaHETo.

Yua. 15a. (Hos - IB, 6p. 71 ot 2006 1.) (1) (U3m. - [IB, 6p. 60 ot 2012 1.) JleueOHUTE
3aBEJICHHS CKITIOYBAT MUCMEHH JIOTOBOPH TIOMEXY CH, KOTATO M3BBPIIBAT CHBMECTHO JIEHHOCTH
0 WI. 2 Ha OPTaHH, ThKAaHU U KJIETKH.

(2) JleueOHUTE 3aBECHUS CKITIOUBAT MTUCMEHH JIOTOBOPH C TPETH JIMIIA 32 OCUTYPSIBaHE Ha
CTOKM W YCIYTHM, KOUTO MOTAaT Ja TMOBIUAAT Ha KaueCTBOTO M 0O€30MacHOCTTa HAa OpPTaHHTE,
THKAHUTE WM KICTKUTE.

(3) JleueOHuTE 3aBeieHUs CH3AABAT U MOABPKAT PETUCTHP HA CKIIOYCHHUTE JOTOBOPH IO



an. 1 u 2.

(4) (U3m. — IB, 6p. 102 ot 2018 r., B cuna ot 1.04.2019 r.) JleueOHuTe 3aBencHUS
M3Ipamar Komus OT jgoroBopute 1mo ain. 1 m 2 B M3mbanuTenHnara areHuusa "MeauuHCKU
Haa30p" B 7-IHEBEH CPOK CJIE/ CKIIOUBAHETO UM.

Y. 156. (Hos - JIB, 6p. 71 ot 2006 r.) (1) (M3m. - JIB, 6p. 36 ot 2009 r., nom., 6p. 60 or
2012 r., m3m., 6p. 102 ot 2018 r., B cuna ot 1.04.2019 r.) JleueOuute 3aBefcHNS ca ITBKHU /1a
choOuAT Ha M3nbnaHuTenHarta areHius "MeaunuHCKH Haa3op" B 7-THEBEH CPOK  OT
YCTaHOBSIBAHETO HA BCHYKH CEPHO3HU HEXKETaHW PEAKINH WM CEPUO3HU WHIIMJICHTH, KOraTo Te
ca pe3yaTar OoT B3eMaHe, IPUCaXKIaHe, OCUTYpsIBaHE, EKCIIepTHU3a, XapakTepusnpane, oopadboTka,
npepaboTKa, ChbXpaHsIBaHE, IPEIOCTABSIHE W/UIM TPAHCIIOPTUPAHE HA OPTaHU, ThKAaHHU U KJIETKH,
MpeHa3HauYeH! 3a TpaHCIUIaHTalMsl, HAOM0JaBaHu 110 BpeMe Ha TPaHCIUIAHTAIUATa U Cliel Hes
IIPY IOHOPA U PEIMITUEHTA, M Ca CBBP3aHM C TAXHOTO KA4eCTBO U OE30MacHOCT.

(2) (dom. - JIB, 6p. 36 ot 2009 1., O6p. 60 oT 2012 r.) JIeueOHUTE 3aBeAEHUS Ca JTBKHU J1a
Ch37alaT W TpHWIarar CUCTeMa 3a He3a0aBHO OJIOKHMpaHe, W3TETJIsSHE WIM YHHIOKaBaHE Ha
BCUYKHU OpraHH, ThKaHU U KIETKU, KOUTO MOTaT Ja JOBeJaT 0 CepHO3HA HeXellaHa PEeaKIIHs WIn
ca OWJIM MpeaAMET Ha CEpHUO3EH MHIIHJICHT.

(3) (Hom. - JIB, 6p. 60 ot 2012 r.) YcnoBusTa U peabT 3a ChOOIABaHE, PETUCTPUPAHE,
JOKJIaJIBaHE W Tpe/laBaHe Ha MH(pOpMAmMs 3a CEPHO3HHUTE HEKEIAHW PEaKIUd U CEPHO3HHTE
WMHIUACHTU U 3a OJIOKMpaHe, U3TEIVIIHE U YHUIIOKaBaHEe HA OPraHUTE, ThbKAaHUTE U KIETKUTE ce
OTIPE/ICIIAT C Hapea0a Ha MHHHUCTHPA Ha 3[IpaBeOIa3BaHETO.

Yia. 158. (Hos - JIB, Op. 71 ot 2006 r.) (1) (M3m. - IB, Op. 36 ot 2009 r.) JleueOHure
3aBENICHUS CTHKETUPAT B3ETUTE OPraHd, ThKAHH W KJICTKH ChIVIACHO W3WCKBaHUATA HaA
MEIHUIIMHCKHUS CTaHapT 33 TPAHCILJIAHTAIUS HAa OPTaHU, ThKaHU U KIIETKU.

(2) (M3m. - JIB, 6p. 36 ot 2009 r.) JleueOHHTE 3aBeIeHUS Cca JUTHKHU Ja Ch3/1aJaT YCIOBHS
3a MpocieAsBaHe Ha OpraHUTe, ThKAHUTE M KJIETKUTE OT JOHOpa 0 PELUIIMEHTa U 00paTHO,
KaKTO U Ha MPOIYKTHTE U MAaTEPHAIIUTE, KOUTO BIM3aT B KOHTAKT C TSAX M Ca CBBP3aHU C TAXHOTO
KauecTBO M 0€30IacHOCT, MPH YCJIOBUA M TO PEl, ONpPENeNeHH ¢ Hapenbda Ha MUHHCTbpa Ha
3/lpaBeoIla3BaHeTo.

(3) (Hosa - IB, 6p. 36 ot 2009 r.) JleueOHuTe 3aBemeHUst ca MIBKHHU Ja Ch3IafaT |
MpHUJIarat CUCTeMa 3a Ka4eCTBO MPH U3BBPIIIBAHE HA BCHIKHU JICHHOCTH 110 TPAHCIUTAHTAITHSI.

Y. 15r. (Hos - /IB, 6p. 71 ot 2006 r.) (1) (Hom. - AB, 6p. 36 ot 2009 r.) Besiko neuebHO
3aBeJIeHHE, KOSTO U3BBHPINBA JICHHOCTH IO TPAHCIUTAHTAITUS, OTIPEIEIIS JIUIIE OT ChCTaBa Ha CBOS
MepPCOHAN, KOETO OpPTraHU3Hpa, KOHTPOJIUPAa U HOCH OTTOBOPHOCT 3a €KCIepTH3aTa, B3E€MaHETO,
oOpaboTkaTa, mpepaboTKaTa, ETUKETHPAHETO, ChXPAHSIBAHETO, MPEJOCTABIHETO U MPUCAKITAHETO
Ha OpPraHd, ThbKaHU M KIETKU U CHOOIIABAHETO HAa CEPUO3HM HEXENaHU PeaKIMU U CEPUO3HU
WHITUICHTH.

(2) JIuuero mo an. 1 TpsaOBa ga OTroBapst Ha CIETHUTE YCIOBHUS:

1. 1a ¥Ma 3aBBPIICHO BHCIIE 0O0pa3oBaHUE C 00pPa30BATEIHO-KBAIM(PUKAIIMOHHA CTETCH
"Maructep" 1mo:

a) CIEIMATHOCT OT MPO(eCHOHAITHO HampaBieHue "Menuiinaa" - B CllydauTe, CBbP3aHH C
TpaHCIJIAaHTAIUSATA HA OPTaHu;

6) (m3m. - JIB, Op. 36 ot 2009 r.) cmenmuasHOCT OT MPO(ECHOHATHO HAMPABICHHUE
"Meauuuna", "/lentanHa MeaunuHa" unu "buosornyecku Hayku' - B CIy4dauTe, CBbpP3aHU C
TpaHCIUIAHTAIMATA Ha ThKAaHU U KIICTKH;

2. 1a ©Ma Hal-MaJIKo JIB€ TOJAMHHU CTaX B 00JIaCTTa Ha JCHHOCTHUTE, 32 KOUTO OTTOBapSL.

(3) (Homa - IB, 6p. 36 ot 2009 r.) Jlumero no an. 1 mpemMuHaBa 3abJDKATENICH KypC Ha
oOyueHne Haii-MaJKO BEIHBHX Ha JIBe TOJWHU MPHU YCIOBUS U MO Pel, ONpEeeieHn ¢ HapeabaTa



o ui. 4, an. 6.

(4) (IIpegumna an. 3 - B, 6p. 36 ot 2009 r., u3m., 6p. 102 ot 2018 r., B cuna ot 1.04.2019
r.) JleueOHuTe 3aBeneHuUs B 7-JHEBEH CpPOK yBeJAOMSBAT VI3IbIHWTEHATa arcHIMS
"MenuuuHCKH Haa30p" 32 ©IMETO, 00pa30BaHUETO U MPOABDKUTETHOCTTA HA CTaXKa Ha JIUIETO 110
an. 1.

(5) (ITpeaumna ain. 4 - IB, 6p. 36 ot 2009 r., u3m., 6p. 102 ot 2018 ., B cmuta ot 1.04.2019
r.) JleueOnute 3aBenmeHus yBemomsBar M3mbaHuTenHaTa areHmus "MeIMIIMHCKH Hama3op" 3a
MIPOMSIHATA WJIM 3aMECTBAHETO HA JUIIETO MO ajl. 1, KaKTO U 32 MOMEHTa Ha HEHHOTO M3BBHPIIBAHE
1 32 CPOKa Ha 3aMECTBAHETO.

(6) (ITpepumina an. 5 - AB, 6p. 36 ot 2009 r.) 3aabKkeHUsITa 1 OTTOBOPHOCTUTE HA JHUIIETO
o ait. 1 ce onpeaenar ¢ Hapeabara mo wi. 156, ai. 3.

Y. 15a. (Hos - IB, 6p. 71 ot 2006 r., mom., 6p. 36 ot 2009 r.) JleueOHute 3aBeeHUs
ChXpaHsBaT MH(POpPMANUATA, CBHP3aHA C HM3BBPIICHUTE OT TAX ACHHOCTH IO TO3M 3aKOH, HE
mo-mManko oT 30 roJWHU M OCHUTYpPSIBAT YCJOBHS 3a HEHHATa 3alWTa OT HEMPABOMEPEH IOCTHII,
HEOTOPHU3UPAHA IPOMSIHA U YHUIIIOKABAHE.

Paznea 11
DuHAHCHPaAHE

Y. 16. (M3m. - IB, 6p. 71 ot 2006 1.) (1) (U3m. - AB, 6p. 36 ot 2009 1., 6p. 60 0T 2012 1.)
MUHUCTEpCTBOTO Ha 3[paBEONa3BaHETO BBH3CTAHOBSBA HAMPABEHUTE Pa3XoIu OT JeueOHUTE
3aBe/ICHUs 3a CIEIHUTE IEHHOCTHU:

1. (mom. - JIB, 6p. 60 or 2012 r.) opranm M BCHYKH CBBP3aHH C TOBa Pa3XOJIH,
BKJIFOUMTEIHO 3a JOHOpa M PELUIIMEHTAa, KaKTO M Pa3XoJUTEe 3a JAMArHOCTHKA U JICUEHUE Ha
JIOHOPA U PELUIMEHTA B CIEATPAHCIUIAHTAIMOHHHUS TIEPHOJ;

2. ThKaHU U KJIETKH 32 JICUEHUE Ha 3a00JIs1BaHus, ONPEE/ICHU ¢ Hapea0da Ha MUHUCThpa Ha
3/IpaBEOIa3BaHETo.

(2) (HoBa - 1B, 6p. 36 ot 2009 r.) MUHHCTEPCTBOTO Ha 3paBeOa3BaHETO (PUHAHCHUPA U:

1. ch3gaBaHeTO Ha MH(DOPMAIMOHHU CHUCTEMH 3a MHTETPAIIMsI, PETUCTPALlMs U KOHTPOJI Ha
TpaHCIUIAaHTAIIMOHHUS TIPOIIEC;

2. MEUITMHCKU HAYYHH MTPOEKTH B 00JIACTTa HA TPAHCIUIAHTAIIUATA;

3. HAaIIMOHAJIHU 3/IpaBHU IIPOrpaMu B 00J1acTTa Ha TpaHCIUIAHTALUATA.

(3) (HoBa - JIB, 6p. 98 ot 2010 r., B cuna ot 1.01.2011 r.) JlekapcTBeHUTE MPOIYKTH,
MpelHa3HAYeHU 3a JIEYEHHUETO Ha CbCTOSHUS CJeJ TpaHCIUIAHTalus, ce 3aruiamar oT
Hanuonannata 31paBHOOCUTYpUTENTHA Kaca 0 peJja Ha 3aKoHa 3a 3/[paBHOTO OCUTypsIBaHE.

(4) (ITpepumna an. 2 - IB, 6p. 36 ot 2009 r., npeaumna ai. 3, 6p. 98 or 2010 r., B cuna ot
1.01.2011 r., u3m., 6p. 60 ot 2012 r., B cuna ot 7.08.2012 r., 6p. 102 ot 2018 r., B cuna ot
1.04.2019 r.) Hantmonanuara 3[paBHOOCUTYpUTEIIHA Kaca M 3aCTPaxoBaTEIUTE, JTUIIEH3UPAHU TI0
pazznen II, 6yksa "A", 1. 2 unu 1. 1 u 2 ot npunoxkenue Ne 1 kpM Kojekca 3a 3acTpaxoBaHeTo,
Morar aa (UHAaHCUpPAT ACHWHOCTUTE IO TpPaHCIUIAHTAIMs Bb3 OCHOBA Ha JOTOBOpP C JIEYEOHOTO
3aBe/ileHHe, KONTO Tmopakaa JAeHCTBHE clel of00psBaHe oOT V3mbiIHMUTENHATa areHIus
"MeauuuHCKY Ha130p" M BIMCBAHE B PETUCTHPA il.

(5) (ITpenumna an. 3, usm. - [IB, 6p. 36 ot 2009 r., npeaumna an. 4, 6p. 98 ot 2010 ., B
cuna ot 1.01.2011 r.) YcnoBusita, penbT U pa3MepbT Ha Bb3CTAHOBSIBAHE HA Pa3XoauTe Mo aj. 1,
KAaKTO ¥ OTHOCHUTEHHUAT /ST Ha TOJIOKEHUS TPYA C€ OMpPENeNaT ¢ Hapeada Ha MUHUCTbpA Ha
3/IpaBeoIa3BaHeTo.

Yu. 16a. (Hos - /IB, 6p. 60 ot 2012 1., m3m., 6p. 102 ot 2018 r., B cuna ot 1.04.2019 r.)



M3nbnautennara arennust "MeaunuHCKA Haa3op' (uHaHCHMpa JEHHOCTH IO HAchpyaBaHE Ha
JIOHOPCTBOTO Y U3pa3sBaHEe HA MOYHUT U yBOKEHUE KbM NOYNHAINUTE JOHOPH M TEXHUTE OJIM3KHU.

Yia. 17. (U3m. - [IB, 6p. 71 ot 2006 1., 6p. 102 oT 2018 1., B crma ot 1.04.2019 r., 6p. 54 oT
2020 r. , B cuna ot 16.06.2020 r.) ®u3nuecku U IOPUIAYECKH JHUIA MOXKE J1a JapsiBaT CPe/ICTBA
3a IGWHOCTH 110 TPAHCIIAHTAITUS.

I'naBa Tpera
B3EMAHE HA OPTAHU, TBKAHHU U KUIETKHA

Pa3znea I
B3emaHe Ha OpraHm, TbKaAaHU U KJIETKHU OT YOBEIIKU TPYIOBe

Ya. 18. (1) Bzemane Ha opranu, ThKaHU W KJIETKU C L€J1 TPaHCIUIAHTALMsI MOXE Ja ce
W3BBPIIN OT YOBEIIKH TPYI, CJIEJ KaTo CMBPTTA € YCTAaHOBEHA CBHIVIACHO MEIMIIMHCKUTE
KPUTEPHUH U PEJl, OTIPE/ICIICHH C Hape0a Ha MUHUCTHPA Ha 3/IpaBeona3BaHETo.

(2) (U3m. — 1B, 6p. 102 ot 2018 r., B cuna ot 1.04.2019 r.) [Ipn HEOOpaTHMO criupaHe Ha
BCHYKM (DYHKIIMU HA TJIABHUS MO3BK M HAJIMYHA ChpJCYHA JACHHOCT CMBPTTAa CE YCTAaHOBSIBA OT
MOCTOSIHHO JICHCTBAIlla KOMHCHUSI B ChCTaB OT TpuMa Jekapu. Komucusita ce Ha3HavaBa OT
IMpEKTOpa Ha JIEYeOHOTO 3aBeleHHE, B KOETO C€ B3eMaT OpPraHH, ThKaHW M KIETKH, CIIeH
MoJlyyaBaHe Ha ChIJIACHE OT W3NBIHUTEIHUS JUPEKTOP Ha VI3NbIHWTENHA —areHIHs
"MenuuuHCcKU HaA30p".

(3) Jlekapu, ycTaHOBSIBaIll CMBPTTA 10 aj. 2, HE MOTAaT Jla y4acTBaT B ChCTaBa Ha CKUIIH,
M3BBHPIIBAIIN B3eMaHe U MPUCAKIAHE HA OPTaHH.

Y. 19. (1) (U3m. - [IB, 6p. 71 ot 2006 r.) He ce nomycka B3emMaHe Ha OpraHu, ThbKaHU H
KJICTKH 3a MPHUCaXIaHe, aKo JUIETO MPIKUBE € N3Pa3UIIo MMCMEHO HEChITIacue 3a TOBa.

(2) He ce nomycka B3eMaHe Ha OpTraHd, ThKaHU U KJIETKU OT TPYI Ha JuIle noj 18-roauiiHa
BB3pACT WIM Ha TIOCTABEHO TIOJ] 3alpelleHue JIUIEe, OCBEH ¢ MUCMEHOTO ChIJIACHEe Ha HETOBHUTE
POIUTENN, HACTOWHUK WJIH MOTICUUTEN.

(3) He ce momycka B3eMaHe Ha OpraHH, ThKaHU U KJIETKU 3a MPUCAKIAHE OT TPYI Ha JIUIE
C HEYCTaHOBEHA CAaMOJIMYHOCT.

(4) (Mz3m. - OB, 6p. 36 ot 2009 r.) AKO TpPYmbT MOJICKH Ha ChACOHOMEIUIIMHCKA
eKCIlepTH3a, B3EMAaHETO Ha OpraHH, ThbKAaHU M KIETKU OT HEro C€ HW3BBPIIBA CJel MUCMEHO
paspelieHne Ha ChIACOHOMEIUIIMHCKH eKCIepT, KOWTO He YydJacTBa B JIEHHOCTH IIO
TPaHCIUIAaHTALIHUS.

Y. 20. (1) (U3m. - B, 6p. 71 ot 2006 ., 6p. 9 ot 2011 1.) Beeku neecnocobeH Obarapcku
TpaXIaHUH, KaKTO M Yy>KIeHell, MpeOruBaBalll MpOAbIHKUTEIHO, ABJITOCPOYHO HIIM TIOCTOSTHHO B
Peny6nuka beirapusi, mMa nmpaBo MpHKKBE A3 W3pa3u U3PUIHO MTICMEHO HECHIIacHe 3a B3eMaHe
Ha OpPTraHu, ThKaHH U KIETKHU CJIe]] CMBbPTTA CH.

(2) (M3m. - [IB, 6p. 71 ot 2006 r.) U3pazenoTo Hechraacue no aji. 1 Moxke Ja ce oTHAcs 10
OTIpe/IeTICHU WJIM BCUYKU OPTaHu, ThKaHH U KJIETKH, KAaKTO M JI0 B3€MaHETO UM 3a IPYTH JiedeOHH,
JTUArHOCTHYHU, HAYIHOMEIUIIMHCKY, YICOHHU ¥ MPETIOIaBATSIICKH IIEITH.

(3) (U3m. - B, 6p. 71 ot 2006 1., 6p. 102 or 2018 r., B cuma or 1.04.2019 r.)
Hecprimacmero 3a B3emMaHe Ha OpraHW, THKaHW W KJIETKH C€ W3pa3siBa THCMEHO TIpes
OOIIOMPaKTUKYBAIIMS JIEKap 4Ype3 MOJMUCBaHE Ha JeKJapalus, YIBbpAeHa OT MHHHCTHPA Ha
3paBeONa3BaHETO MO MpeIokeHne Ha M3mpaHuTennara arenius "MeauuuHCKu Haa3op'.

(4) (U3m. - IIB, 6p. 71 ot 2006 r., 6p. 36 oT 2009 r.) OOMIONPAKTUKYBAIUAT JIEKap €



JUTBKEH Jla BIMIIe He3a0aBHO M3Pa3eHOTO HEChIVIacHMe B 3[PaBHOOCUTYPUTEIHATAa KHHM)KKA Ha
JUIETO M B CPOK J10 7 JHU Aa WH(OpMHpa MHUCMEHO IUPEKTOpa Ha ChOTBETHATA PErHOHATHA
3/IpaBHA MHCIICKIIMSL.

(5) (Hosa - /IB, 6p. 71 ot 2006 r., u3m., 6p. 102 ot 2018 1., B cuna ot 1.04.2019 r.) Jlua,
KOUTO Ca C MPEeKbCHATH 3[PaBHOOCUTYPUTEIHM IpaBa, HE ca 3JPAaBHOOCUTYPEHHM WJIM HE ca
n30paii OoOIIOMPaKTUKYBAI JIEKap, MOTaT Ja HW3pa3siT HEChIIacHe 3a B3EMaHE Ha OPraHu,
THKAHU U KJIETKH CJeJl CMBPTTa UM 4pe3 MOJNUCBaHe Ha JeKjapanus, yTBbpJeHa 0T MUHUCThPA
Ha 3/]paBEONa3BaHETO IO NpeasiokeHue Ha M3mbiaHuTenHata areHuus "MeaunuHcku Hagzop'.
Jlexnapanusita ce mojaBa B /1Ba €K3eMIUIspa B OOIIMHATA MO MOCTOSHEH aJipec, KaTo €AMHUST
EK3eMIUISIp C€ JaBa Ha JMUIETO, H3pa3uio HechIylache, a JAPYrusaT Cce u3hnpama Ao
M3nbanurtennara aredius "MeauuuHCKU Haa30p" B CPOK A0 7 THU OT MOJABAHETO M.

(6) (TTpenumrna an. 5, usm. - /1B, 6p. 71 ot 2006 r., u3m. u goi., 6p. 36 or 2009 r., U3Mm.,
op. 102 ot 2018 ., B cruta ot 1.04.2019 1.) B cpok 10 7 quu cien noixydaBaHe Ha HHGpopManusTa
o ai. 4 3a nuuaTa, U3pa3uil HeChbrilacue, TUPEKTOPUTE Ha PETMOHATHUTE 31PaBHU WHCIIEKITUU
ca JUTb>KHU Ja uHopmupat nucMeHo M3nbiHuTenHara arenuus "MeaquuHCKy Haa30p"”.

(7) (ITpepumina an. 6, u3m. u goi. - JAB, 6p. 71 ot 2006 r., u3m., 6p. 102 ot 2018 1., B cuiia
ot 1.04.2019 r.) M3pa3eHoTo MHCMEHO HEChINIacMe MO al. | u 5 ce BOHCBa B CIyXeOHUSA
peructbp Ha M3nbiHuTenHara areHuus "MeAMIMHCKM Haja3op" B CPOK 1O TpU JHH OT
MOJIy4aBaHETO Ha CHOOIIEHUETO M0 all. 6.

Ya. 21. (U3m. - [IB, 6p. 71 ot 2006 r.) (1) B3emanero Ha opraHu, ThbKaHU M KJIETKH OT
MOYMHAJIO JIUIIE MOKE J]a C€ U3BBPIIIH, aKO Ca U3IBIHEHH CIEAHUTE YCIOBUS:

1. B 31paBHOOCUTYpUTENTHATA KHUYKKA HA JIMIIETO HE € BIIMCAHO HEChIIACHe 3a B3€MaHE Ha
OpraHu, ThKaHU U KJIETKU CJIeJl HEroBata CMbpT, B CITy4yauTe KOraTo MMa M3/a/ieHa TaKkaBa;

2. (u3m. — 1B, 6p. 102 ot 2018 1., B cuna ot 1.04.2019 r.) uMeTO Ha JAUIETO HE € BIHCAHO B
ciyxeOHus perucTbp Ha M3nbanuTennata areHius "Meaunuacku Haazop" no wi. 39, an. 1, 1. 2;

3. 3aBJDKUATEITHO € CHOOIIEHO 3a MPEICTOSAIOTO B3€MaHe Ha OpraHu, ThKaHU WIH KJIETKU U
JIMTICBA MPEJCTABEH MMMUCMEH OTKAa3 B Pa3yMHO KPAaThK CPOK OT HETOBH:

a) ChIPYT WIH POJIUTEN,

0) nere;

B) OpaT Ui cecrtpa;

r) (HoBa — JIB, Op. 54 ot 2020 1. , B cuna ot 16.06.2020 r.) 1pyru poJHUHU 1O ChbpeOpeHa
JUHUSA 0 YETBbpPTa CTENEH, BKJIIOYUTEIHO TIPH POJICTBO, BH3HMKHAJIO BBH3 OCHOBA Ha
OCHHOBSIBaHE, HO HE MO-PaHO OT TPU F'OJIUHU OT OCUHOBSIBAHETO.

(2) (Hosa — IB, 0Op. 54 ot 2020 r. , B cuita ot 16.06.2020 r.) Ilucmenust otkas no ai. 1, T.
3 ce u3passiBa OT:

1. nunata o an. 1, T. 3, 6ykBa "a";

2. nunara mo an. 1, 1. 3, 6yksa "0", ako MOYMHAIIOTO JIMIIE HAMAa POAHHUHHM IO an. 1, T. 3,
6YKBa uan;

3. numara mo an. 1, 1. 3, OykBa "B", ako MOYMHATIOTO JIMIE HAMA POAHHUHU 1O an. 1, T. 3,
OykBu "a" u "0";

4. munata no an. 1, T. 3, OykBa "r", ako MOYMHATIOTO JIMIIE HAMA POAHHMHHU MO an. 1, T. 3,
Ooyksu "a", "0" u "B".

(3) (Ilpenumna amn. 2 — JIB, 6p. 54 ot 2020 r. , B cuma ot 16.06.2020 r.) PensT 3a
YCTAaHOBSIBAHE M YAOCTOBEPSIBAHE Ha OOCTOsATENCTBAaTa MO al. 1 ce ompenens ¢ Hapeada Ha
MUHHCTBHpA Ha 3/[paBeONa3BaHETO.

Y. 22. (U3m. - 1B, 6p. 71 ot 2006 r.) Cnen u3BbpLIBaHE HA B3EMAHETO CE MpeANpUuemMar
BCUYKU HEOOXOJMMHU MEPKHU 32 Bb3CTAHOBSIBAaHE BHHIIHUS BUJI HA TAJIOTO HA MMOYUHAJTIOTO JUIIE.



Yu. 23. (U3m. — 1B, 6p. 102 ot 2018 1., B cmma ot 1.01.2019 r.) Besiko neueOHO 3aBeneHue,
B KOETO € M3BBHPIICHO B3eMaHE Ha OPTaHU, ThKAaHU U KJIETKU OT YOBEIIKH TPYII, € JIIKHO B CPOK
70 7 JMHU Ja perucTpupa M3BbpIICHATa Mpoueaypa B M3mbaHutenHara areHius "MeaunuHCKH
Haj30p".

Pa3gea 11
B3emaHe Ha OpraHu, TbKaHU U KJIETKH OT KUB IOHOP

Ya. 24. (1) B3emanero Ha opraHu, ThKaHH W KIETKH OT JIOHOpP C€ W3BBPIIBA CaMO IPH
yCJIOBHE Y€ HE IMPEJCTaBIIsIBa OMACHOCT 3a JKUBOTA MY M € TOJYYEHO HOTapUaIHO 3aBEPEHO
MMCMEHO ChIVIacH€ OT HEro, Clie]] Karo NMpeABapUTEIHO ca MYy OOSICHEHU Ha JIOCTBIIEH €3UK
PHUCKOBETE, KOUTO TIOeMa.

(2) (HoBa - IB, 6p. 71 ot 2006 r.) HoTapuannara 3aBepka Ha ChIVIAaCHETO 1O all. 1 ce
U3BbPIIBA OT HOTAPUYC, B UMHTO palioH Ha JECTBHE CE€ HAMMpPA JIEYEOHOTO 3aBE/IEHUE, KOETO 111€
W3BBPIIN B3€MAaHETO Ha OPTraHu, ThKaHHU W/UITH KJIETKH.

(3) (IlpepumnHa an. 2 - [IB, 6p. 71 ot 2006 r.) JoHOphT TpsiOBa Aa Obae MHGOPMHUPAH 32
npaBaTa CH, MEIULUHCKUTE MPOLEAYPH U MEPKUTE 3a 0€30MacHOCT MO TO3M 3aKOH OT JieKap,
KOMTO HE € BKJIFOUEH B €KHIIa, M3BBPIIBAI B3€MaHE WU MPUCAXKIAHE.

(4) (Ilpegumaa an. 3 - JIB, 6p. 71 ot 2006 r.) JloHOpHT MOXE J1a OTTEINIM JaJICHOTO
CBIJIACHE IO BCAKO BPEME, MPEIH J1a € U3BBPIICHO B3EMAaHETO Ha OPTaHu, ThKaHU U KIJICTKH.

(5) (Ilpenumna an. 4 - JIB, 6p. 71 ot 2006 r.) He ce momycka B3eMaHETO Ha OpraHH 3a
TpaHCIUTAHTAMA OT Jiuie 10 18-roaumHa Bp3pacT. B3emaneTo Ha ThKaHH U KJICTKHU OT JIMLA TIOJ
18-ronuuHa Bb3pacT ce IOMyCcKa caMo B CIy4auTe, IOCOYCHH B TO3U 3aKOH.

(6) (Ilpegumua an. 5 - IIB, 6p. 71 or 2006 r.) He ce momycka B3eMaHETO Ha OpraHH,
THKAHU U KJIETKH 32 TPAHCIUIAHTAIUS OT TOCTABEHO MO/ 3aIPeIEeHUE JTUIIE.

(7) (Ilpegumna an. 6, usMm. u goi. - JAB, op. 71 ot 2006 1.) ®UUIECKOTO U ICUXUIECKOTO
3/[paBe Ha JIOHOpa C€ YCTAHOBSIBA OT KOMHCHs, Ha3Ha4eHa OT JUPEKTOpa Ha Je4yeOHOTO
3aBeJICHHEe, M3BBPIIBAIIO B3eMaHE HAa OPraHM, THbKaHW M KJIETKH, CHCTOAIIA CE Hai-MajKo OT
TpUMa JIEKapH, KOUTO HE y4acTBaT B ChCTaBa HA €KUI M0 B3eMaHe WJIM MPHUCaXIaHe, ¢ IPOTOKOI,
KOKMTO Ce MOJNICBA OT BCHYKH YICHOBE HA KOMUCHSITA.

(8) (Homa - IB, Op. 71 ot 2006 r.) 3a0paHsBa ce npepjiaraHeTo Ha MaTepHaiHa obyiara Ha
JIOHOp Ha OpTaHu, ThKaHH U KJIETKH, KAaKTO U IPUEMAHETO Ha MaTepualiHa obJiara ot JOHOpa.

(9) (Homa - /JIB, 6p. 60 ot 2012 r.) )XuBute NOHOpM Ha OpPraHd Morar Ja MoJydaBar
KOMIICHCAIlMsl CaMO aKO T € CTPOro OrpaHWdYeHa 0 BH3CTAHOBSIBAHE HA CBBP3AaHUTE C
JIOHOPCTBOTO Pa3X0/u U 3aryba Ha JT0XO/IH.

Y. 25. (Jon. — 1B, 6p. 54 o1 2020 r. , B cmita ot 16.06.2020 r.) 3a TpaHCIUTAaHTALUS MOXKE
Jla ce B3eME caMo €IMH OT YU(PTHUTE OpraHy WIM 4acT OT CAaMOBB3CTAHOBSBAIIL C€ OpPraH, KaKTo U
MaTKa OT JKUB JIOHOD IIPH CIICIHUTE YCIOBUS:

1. cien mpenBapUTENHO yCTAaHOBSBaHE, Y€ OPraHbT, ChOTBETHO HEroBaTa 4yacT, KOUTO Ce
B3E€MaT, M OCTaBAIUAT OpraH, ChOTBETHO HETOBATa YacT, IMAT HAITBJIHO 3ara3eHa QyHKIINS;

2. cien MpenBapUTEIHO U3BBPIIBAHE Ha HEOOXOIMMMTE M3CIEABAHMS 32 M3KIIOYBAHE Ha
BB3MOKHOCTTA 32 TMpeJaBaHe Ha WHQEKIMU U 3a YCTaHOBSIBAHE Ha OMOJOrMYHA CHBMECTHMOCT
MEXy JOHOpa U MOTEHIMATHHS PELUITUEHT.

Y. 26. (1) (Hom. - B, 6p. 71 ot 2006 r., 6p. 36 ot 2009 1., 6p. 54 oT 2020 T. , B cuna OT
16.06.2020 r.) JloHop Ha OpraHd M ThKaHU MOXeE Ja ObJie CaMO ITBIHOJIETHO JIMIE, KOETO €
CBIIPYT WJIM POJHWHA Ha PEIUIHEHTA 1O IMpaBa JIMHUS WIK M0 ChpeOpeHa JIMHUS 10 YeTBHPTa
CTEIleH, BKJIIOUUTENTHO MIPU POACTBO, Bb3HUKHAJIO Bb3 OCHOBA HAa OCHHOBSIBaHE, HO HE MO-PAaHO OT



TPU TOAMHU OT OCHHOBSIBAHETO, B CIy4auTe, KOr'aTO PELMIIMEHTHT € OCHHOBUTEIN, KOETO Ce
JI0Ka3Ba ¢ o(puIInaNeH JOKyMEHT.

(2) (U3m. - 1B, 6p. 71 ot 2006 r., gom., 6p. 36 ot 2009 r.) ITo u3KIIOUEHHUE C pa3pelieHre
Ha EThuyHaTa xomMcHs [0 TPaHCIUIAHTALUs CE€ JIOIycKa JOHOP HAa OpraHd M ThKAaHU Ja Obie
JM1Ee, KOETO:

1. ¢axkTHUecKM CBKHUTEICTBA C pEUUMIHEHTa O0e3 CKIIOYeH TpakIaHCKH Opak B
IIPOABJKEHHE Ha ITOBEYe OT JIBE€ TOAMHU U 3a TOBA ca HalIMLEe O€3CIIOPHU J10Ka3aTelCTBa;

2. e OMOJIOTMYEH POAMUTEN HA PELIUIIMEHTA U HE TO € IIPUIIO3HAJ 110 YCTAHOBEHHUS OT 3aKOHA
pen;

3. (moBa — JIB, Op. 54 ot 2020 r. , B cmina ot 16.06.2020 r.) € BKIIOUYEHO B CIYXKCOHHUS
PErucThbp 3a B3€MaHe Ha OPIaH IpHU YCIOBUATA HA KPhCTOCAHOTO JOHOPCTBO;

4. (moBa — /IB, 6p. 54 ot 2020 r. , B cmma ot 16.06.2020 r.) € OCBIIECTBIIO paxKJaHe Ha
KHMBO J€T€ M € B IPEAMEHOINay3ajlHa Bb3PACT ChIVIACHO KPUTEPUU 3a MOAOOp, ONpPENeNIeHH B
HapenOara 1o ui. 4, an. 1 — camo npu B3eMaHe Ha MaTka.

(3) (Orm. - IB, 6p. 36 ot 2009 r.).

Y. 26a. (Hos — JIB, Op. 54 ot 2020 r. , B cuna ot 16.06.2020 r.) (1) IIpu kpBCTOCAHO
JIOHOPCTBO B3€MAaHETO Ha OpPraHu C€ W3BBPILIBA, aKO Ca H3IIBJIHEHH €HOBPEMEHHO CIIEIHUTE
YCIIOBUSL:

l. OBpBHUAT NOHOpP € Jal HOTapUallHO 3aBEPEHO MHCMEHO chIjlacue jaa Oble JOHOp,
BKJIFOUUTEIHO IPU KPBCTOCAHO JJOHOPCTBO, U € OCOYMJI IIbPBUSI PELUIIMEHT KaTo JIULIE, Ha KOETO
€ ChIJIaceH Aa ObJie JOHOP, BKIFOUUTEIHO IPU KPbCTOCAHO JOHOPCTBO;

2. BTOpUAT JOHOp € Jajl HOTApHallHO 3aBEpEHO IHCMEHO CbhIJacue Ja Oble J0HOp,
BKJIFOYMTEIHO MPU KPBCTOCAHO JTOHOPCTBO, U € MOCOYMJI BTOPHSI PELIMITUEHT KaTo JIUIIE, HAa KOETO
€ ChIJIaceH Ja ObJie JOHOP, BKIFOUUTEITHO TP KPBCTOCAHO JOHOPCTBO;

3. IBPBUAT U BTOPUAT JOHOP U IIbPBUAT U BTOPUAT PELIUIIHUEHT Ca BKJIIOYEHU B CIY)KEOHUS
peructbp Ha V3mbiHuTenHA areHus "MequuuHcKy Haa3op';

4. HanMue ca OMOJIOTMYHO CHbBMECTHUMHM ITbPBH M BTOPHM PELUNHEHT Ha MbPBUS U BTOPHS
JIOHOpP, KOWUTO ca Jajdu NMUCMEHO HMH(OPMHUpAHO ChIJIACHE 3a MpHUCAKIAHE IPHU YCIOBUATA Ha
KPBCTOCAHOTO JIOHOPCTBO;

5. mpeny B3€MaHETO IBPBUAT M BTOPHUAT PELUUIHUEHT ca ompeleneHu oT M3mbiHurenHa
areHIus "MeTuIMHCKHY Haa30p" ChIVIACHO KPUTEPUUTE, ONpeeIeHH B HapeaouTe no ui. 4, ai. 1
u ui1. 33;

6. U3MUHAJIM ca HE M0-MaJIKO OT /IBa Mecella OT BKJIIOYBAHETO HA IbPBUS U BTOPHS IOHOD U
I'BPBUSL U BTOPUS PEIUITUEHT B CIYXeOHUS perucThp Ha M3nbmHuTenHa areHnus "MenuiuHCKH
Haj30p".

(2) Ilpu KpBCTOCAHO TOHOPCTBO B3€MAHETO HAa OPraHM C€ U3BBHPIIBA €IHOBPEMEHHO Ha
I'BPBUS U BTOPUS JTOHOD.

Ya. 27. (1) (Hom. - AB, 6p. 71 ot 2006 r.) B3emane Ha caMOBB3CTaHOBSIBAIIIU CE€ ThKAaHU OT
muna noj 18-roauiiHa Bb3pacT ce M3BBPILIBA CaMO KOTaTo TPAaHCILIAaHTALUATA € MpeJHa3HaueHa
3a pOJUTEN, CHIIPYT, OpaT UM CecTpa, CUH WM JbLIEPs U ca HAJIMLE CIETHUTE YCIOBUS:

1. He e HanuMIe MOAXOASI JOHOP Haj 1 8-roauiliHa Bb3pacT;

2. TpaHCIUIAaHTAIMATA € )KUBOTOCTACSBAILIO JIEUEHHE;

3. (m3m. — IB, 6p. 102 ot 2018 r., B cuna ot 1.01.2019 r.) penunueHTsT € BKIIOUYEH B
ciy>)keOHus perucTbp Ha M3nbiaHuTenHara areHius "MeauimHCKy Hai30p";

4. u3naneHo e paspeunieHre or ETHyHaTa KOMUCHS 110 TPaHCIUTAHTALIHSL.

(2) (U3m. u pmom. - /1B, 6p. 71 ot 2006 r.) B cnyyaute no an. 1 ce u3nckBa HOTapHAIHO
3aBEpPEHO ChIJIacHe Ha POJUTEINTE, HACTOMHUKA WM TIONEYUTeNs Ha JOHOpA.



(3) (OT™m. - 1B, 6p. 36 oT 2009 T.).

Yn. 27a. (Hos - IB, Op. 36 ot 2009 r.) (1) XemMOonoeTUuyHU CTBOJIOBH KJIETKHM U KOCTEH
MO3BK MOTaT Jia c€ B3eMar OT BCAKO JIEECIIOCOOHO JIHIle, HE3aBUCUMO OT POACTBEHATa My Bpb3Ka
C PELMIIUEHTA, CJIE/ MOJydaBaHe Ha HErOBOTO MUCMEHO MHPOPMHUPAHO ChITIACHE.

(2) XemomoeTHYHU CTBOJIOBH KJIETKH MOTaT Jla Ce B3eMaT OT MaJIOJIETHO JIULE, HE3aBUCHUMO
OT pPOJACTBEHaTa My Bpb3Ka C pEIHIMEHTa, CIIeA IOoJlyyaBaHe Ha HHCMEHO HH(GOPMHPAHO
chrylacue OT JBaMaTa pOAMTENIU WM HACTONHUIIH.

(3) Kocten M0O3bK MOXeE /1a c€ B3eMa OT MAJIOJIETHO JIMLIE CaMO IIPY HAJIMYUE Ha PO/ICTBEHA
Bpb3Ka C PEIUIHNEHTa, CJe]l IMOJIyuaBaHEe Ha MHUCMEHO HH(QOPMHUPAHO ChIVIacHE OT JBamara
POAUTEINN WU HACTOMHHUIIN.

(4) Coprioacuero Ha pPOJUTENHMTE WIM HACTOMHUIIMTE HA MAaJIOJETHOTO Jiuile TpsOBa 1a
MPEJCTaBIsABa MpeAroiiaraeMaTa BOJIsI Ha MAJIOJIETHOTO JIMIIE U MOXE J1a ObJe OTTErJIEHO IO
BCSAKO BpeMe.

(5) XeMomoeTHMYHH CTBOJIOBM KJIETKM M KOCTEH MO3bK MOrar Ja ce€ B3eMmar oOT
HEI'BJIHOJIETHO JIUIE ClIe[] MOJy4YaBaHe HAa MHUCMEHO MH(MOPMHUPAHO ChIVIACHE OT JIMIETO U OT
JBaMaTa poJUTENN U OT MONEYUTEIS.

(6) CprinacueTo Ha HEMBIHOJETHOTO JUIIE, HA POAUTEINTE WU HA MOMEYUTENs MOXE Jia
ObJIe OTTETJICHO TI0 BCSKO BpEME.

(7) Ha nuuara ce mpenoctaBs uHoOpManus Mo pa3zdupaeM 3a TAX HAYUH OTHOCHO
B3E€MaHETO Ha XEMOIIOETUYHH CTBOJIOBU KJIETKH M KOCTEH MO3bK.

(8) B cmyuaute o an. 3 u 5 neifHOCTUTE O B3eMaHe Ha KOCTEH MO3bK C€ U3BBPIIBAT CIIE]
roJty4aBaHe Ha pa3pelnieHre oT ETnuHata KoMUCcHs 10 TpaHCIDIaHTaus mo wi. 12, aim. 1.

Y. 28. (U3m. u pom. - JIB, 6p. 36 ot 2009 r.) BzemaneTo Ha aMHMOTHYHA ThKaH, ThKaHU U
KJIETKM OT IIbIIHA BPBHB M IUIAIIEHTa C€ M3BBPIIBA 3a IIEJIMTE HAa ajlOreHHa M aBTOJIOKHA
TpaHCIUIAaHTAIM CIe/1 MoJIy4aBaHe Ha HMHPOPMUPAHO ChIIache OT OpeMeHHaTa WM POAMIIKATA.

Ya. 29. (U3m. - [IB, 6p. 71 ot 2006 1.) (1) (U3m. — [IB, 6p. 102 ot 2018 1., B cuia ot
1.04.2019 1., 6p. 54 ot 2020 1. , B cuna ot 16.06.2020 r.) Besiko neye6HO 3aBefieHUE, KOETO I11e
OCBIIIECTBH B3€MaHE Ha OpraHH OT KUB JJOHOD, € JJIBKHO J1a YBEJOMH 3a ToBa M3mbiHuTENHATA
are’ius "MenuuuHCKY Haa30p" Hal-ManKko 7 JHU IPeIBapUTEITHO.

(2) U3m. — [IB, Op. 102 ot 2018 ., B cmita ot 1.04.2019 1.) B 7-1HEBeH cpoK OT B3EMaHETO
Ha OpPTraHd, ThbKaHU WIU KJIETKH OT KMB JIOHOP JIe4YeOHOTO 3aBeJCHHE € UThKHO Ja PEerucTpupa
u3BbplIeHaTa npoueaypa B M3nbanuTennara areHius "MeauMHCK Haa30p".

Paznea 111
B3emaHe Ha eMOPHOHAJIHHA OPraHU, THKAHU M COMATHYHM,
IJIAIECHTHU 1 AMHUOTHYHHU KJIETKH

Y. 30. (1) EMOpuoHanuu opranu, ThKaHU U COMAaTUYHH, IUIANIEHTHU U aMHUOTHYHU KJIETKU
MOraT Ja ce B3eMaT OT al0opTUpaH IUIOJ C 1€ TPaHCIUIAHTAllMs CleJ TMOoJydaBaHe Ha
WHGOPMHPAHO CHIIIACHE OT XKEHATa, KOSATO € abopTHpala TIoa.

(2) MUHUCTBPBT Ha 3paBEONa3BaHETO OMpPEAETs ¢ Hapeada yCIOBUATA U pe/ia 3a B3eMaHe
Ha eMOPUOHAJTHU OPTaHH, ThKaHW U COMATUYHH, TUTAIICHTHA ¥ aMHHOTHYHH KIICTKH.

Paznea IV
B3eMaHe Ha OpraHM, TbKaHU U KJIETKHU OT KMUBOTHH



Y. 31. )KMBOTHHCKM OpraHy, ThbKaHH U KJIETKH MOTaT Jja ce€ U3IM0JI3BaT 3a TPaHCIUIAHTaLHs
IIPU yCJIOBUS U 110 PEJl, OIPEJEIICHH ¢ Hapea0a Ha MUHUCTbPA Ha 3paBeOIa3BaHETO.

I'1aBa yerBBpTA
IHPUCAXKIAHE HA OPI'AHU, TBKAHU U KIIETKHA

Y. 32. [Ipucaxnane Ha OpraHu, ThKaHH U KJIETKU C€ U3BBHPILBA CaMO MIPH YCIOBUE Ye:

. peUMNMEeHTHT WK HETOBUTE 3aKOHHM MPEICTABUTENHN Ca Jalld MH(POPMUPAHO ChIacue
3a MpeAcTosIIaTa TPaHCIUIaHTallMOHHA MTPOLIeypa;

2. (m3m. — JIB, 6p. 102 ot 2018 1., B cuna ot 1.04.2019 r.) penunueHTHT HA OPTaHU €
BKJIFOUEH B CIIYKEOHUS PerUCThp Ha M3mbaHuTenHara arenuus "MeauiuHcku Haaz3op'.

Y. 33. (U3m. — IB, Op. 102 ot 2018 r., B cmia ot 1.04.2019 r.) BrirouBaneTo Ha JuIla,
HY)KJaellly ce OT MPHUCAaKJaHe HA OpPraHu, B CIYXeOHUs perucTbp Ha M3mbiHuTenHATa areHuus
"MenuuuHCKH Haa3op', KakTo W MOJOOPHT Ha KOHKPETHHUS PEIUIMEHT Ha OpraH, ThKaH MU
KJIETKH, C€ W3BBPILIBA MPU YCIOBUS M MO pel, ONPENeNeHH C Hapeada Ha MUHHUCTbpa Ha
3/lpaBeoIIa3BaHEeTo.

Ya. 33a. (Hoe — JIB, 6p. 54 or 2020 r. , B cuma ot 16.06.2020 r.) IIpu kpbcTOCaHO
JIOHOPCTBO MPHUCAKIAHETO HA OpraHU C€ W3BBPIIBA €JHOBPEMEHHO HAa IbPBUS U BTOPUS
PELUIHEHT.

Yu. 34. JleueOnure 3aBenenus mo wi. 13, an. 1, 2 u 3 u3BBPIIBAT BCUYKU MEAMIIMHCKU
NeMHOCTH, CBBp3aHU C K300pa M MOATOTOBKAaTa Ha TOTCHIMAIHUS PEHUNUEHT, KaKTO U C
MPOABIDKUTEIHOTO HAOJIOJEHUE, KOHTPOJ Ha 3/PaBOCIOBHOTO CHCTOSIHUE U IOABPKAIIOTO
JIeYeHUE Ha PElUITUEHTA.

Y. 35. (U3m. — IB, 6p. 102 ot 2018 1., B cuna ot 1.04.2019 r.) Besiko siedeOHO 3aBeneHME,
B KOETO € U3BBPIICHO MPHUCAKIAHE HA OpraH, ThKaH WU KJIETKH, € JUIbKHO B CPOK A0 7 IHU Ja
perucTpupa U3BbpIICHATa TpPaHCIUIAaHTALlMOHHA TMpouenypa B M3nbiaHuTenHaTa areHIus
"MenuuuHCcKU Haa30p".

I'1aBa nmera
BHOC U U3HOC HA OPTAHU, TBKAHH U KJIETKN.
KOHTPOI
(3ara. m3m. - /IB, op. 36 ot 2009 r.)

Y. 36. (U3m. - [IB, 6p. 36 ot 2009 1., gom., Op. 41 ot 2009 r., B cuna ot 2.06.2009 r., u3m.,
op. 60 ot 2012 r., 6p. 102 ot 2018 r., B cuia ot 1.04.2019 r., 6p. 54 ot 2020 1. , B cwia oT
16.06.2020 r.) (1) BHOC Ha opraHu 3a TpaHCIJIaHTAlUsl OT TPETH CTPAaHU CE pas3pellaBa Mpu
CIIETHUTE YCIIOBUS:

1. Hanune ca ckinroueHu ot PenyOnuka bbarapust 1oroBopu, B KOUTO U3PHUYHO €a IIOCOYESHU
YCIIOBUSAATA U PEABT 3a BHOC HAa OpraHu;

2. Opra"bT C€ IpPEeNoCTaBsl OT HHCTUTYLUS, KOSITO € IpHU3HAaTa IO YCTAaHOBEHHUS B
CbOTBETHATa Ibp’KaBa pel M TMpuiara BCHYKM HW3MCKBAaHUS 3a KadyecTBO, O€30MacHOCT,
IIPOCIENAEMOCT, JOKJIAABaHE HA CEPUO3HU MHIUACHTH U CEPUO3HU HEKEIAHU PEAKIMH, KaKTO U
3a mpefocTaBsHe Ha HMH(OpMaLKATa OTHOCHO XapaKTepHU3HpaHE Ha OpraHUTE M JIOHOPUTE Ha
OpraHH, yCTAaHOBEHU B TO3H 3aKOH;

3. B cmyxeOHMsI perucThp Ha M3mbaHuTenHa areHnus "MeauuHcKkn Haa30p" € BKIOYEH
MOIXOJISL] PELIMIIUEHT HAa CbOTBETHUS OpIaH.



(2) BHoc Ha opranu Moe Jia ce OChLIECTBSIBA OT:

1. nedyebHO 3aBepeHue mo ui. 13, anm. 1, KoeTo MMa paspellleHue 3a MpUCAKIAHE Ha
CHbOTBETHUS BUJ| OpraH, U3/1aJIeHO o peaa Ha il 48, ain. 3 oT 3akoHa 3a JeueOHHUTE 3aBe/ICHNUS;

2. neyeOHO 3aBeneHue mo wi. 13, am. 3, KOETO HMMa yIOCTOBEPEHHE, H3JaJ€HO OT
M3nbanurenna areHnus "MenuIMHCKH Haa30p" 3a MPUCAKIAHE HA ChOTBETHHUS BUJl OpraH u
Ta3u JEWHOCT € BKIIOYEHAa B CHOTBETHHUS MPAaBWIHUK 1o wi. 35, an. 3, T. 2 or 3akoHa 3a
ne4eOHUTE 3aBEACHHUS.

(3) 3a monyuaBaHe Ha pa3pelieHHE 33 BHOC HAa OPraHU PBKOBOJIUTENSAT Ha JIEUEOHOTO
3aBelieHue M0 ajl. 2 MojaBa 3asBlIEHUE O U3IIBJIHUTEIHUS AUPEKTOp Ha M3mbiHuTeHA areHnus
"MenuuuHCKU HaA30p" 32 BCEKHU OTJIEIEH JIOHOP, KbM KOETO Mpujara:

1. TOKyMEHTH, KOUTO Ce U3UCKBAT ChITIACHO JOroBopuUTe 1o ai. 1, T. 1;

2. JIOKyMEHTH 3a CBbOTBETCTBHE Ha MHCTUTYLHMSTA, KOATO IPENOCTaBs OpraHa, cC
HM3UCKBaHMATA Ha ai. 1, T. 2;

3. uwHpOpMamus 3a OpraHa W JIOHOpa — JOKYMEHTH 3a KIMHHUKO-JIAOOPAaTOpHH,
BUPYCOJIOTUYHU, CEPOJIOTUYHH, UMYHOJIOTUYHH, MUKPOOUOJIOTUYHHU U 00pa3HU U3CIIe/IBaHMUS,

4. 1OKyMEHTHU 3a CbOTBETCTBUE C U3UCKBAHUATA HA Wi. 26 NPU BHOC HA OPraHU WJIM 4YacT OT
OpraH OT >KUB JIOHOD.

(4) UznpnanutenHa areHuus "MeIMUMHCKM Han3op' pasriexia  3asBICHUETO U
MIPUJIOKEHUTE KbM HEro JOKYMEHTH, U3BBPIIBA CIyX)eOHa MpoBepKa 3a CbOTBETCTBUE C al. 1, T.
3, 3a HaJMyue Ha JOroBopu mo ai. 1, T. 1, KaKTO M 3a CHOTBETCTBME HA IPEJCTABEHUTE
JOKYMEHTH 10 ai. 3, T. 1 ¢ U3UCKBAaHUSATA HA TE€3U IOTOBOPHU.

(5) Uznbnnurenna areHuus "MenMUMHCKM HaJI30p" W3/aBa paspelieHHe 3a BHOC IIO0
oOpaszel] Wi IpaBu MOTHUBUPAH OTKa3 B CPOK, CbOOpa3eH ¢ MCXEMUYHOTO BpeMe Ha OpraHa, HO
HE HO-ABJBI OT 24 yaca OT OJAABAaHETO Ha 3asBJICHUETO.

Y. 36a. (Hos - /IB, 6p. 60 ot 2012 r., u3m., 6p. 102 ot 2018 r., B cruta ot 1.04.2019 r., Op.
54 ot 2020 r. , B cuna ot 16.06.2020 r.) (1) OOMeH Ha Oopranu ce U3BbPIIBA MEXIY IbPKABU —
WieHKH Ha EBponeiickus cbp03 ¥ Ha EBpONENCKOTO HMKOHOMHYECKO IPOCTPAHCTBO, U
Kondenepanus [Beiinapus 1 BKIOYBa:

1. monmy4yaBaHe Ha OpraHu 3a TpaHCIUIAHTALUs OT IbP’KAaBU — WICHKM Ha EBpomnelckus
cbt03 U Ha EBpomneiickoTo NKOHOMHYECKO IPOCTpaHcTBO, U 0T Kondenepanusa [seiinapus;

2. IpenocTaBsHE HAa OpPraHu 3a TPAHCIUIAHTALUs Ha JbpXKaBU — WICHKM Ha EBponeickus
cbi03 U Ha EBpomneiickoTo NKOHOMHYECKO IPOCTpaHCcTBO, U Ha Kondenepanus 1Iseiinapus.

(2) ObMenbpT Ha opraHu mo ai. 1 ce M3BBpIIBA MPH CHa3BaHE Ha MPOLEIYypUTE 3a
nperaBaHe Ha HH(OpMalMs, rapaHTUpaiia KauecTBo, 0€30MacHOCT, MPOCIEIIEMOCT, TOKIa/IBaHe
Ha CEpPHO3HM HHIMAECHTH W CEPUO3HM HEXKEIAHW pEeaKluu, KAKTO M Ha NIpOLEAYpHUTE 3a
MIpeIoCTaBsiHE Ha UH(OpMAIMsl OTHOCHO XapaKTepU3UpaHe Ha OpraHUTe U JTOHOPHUTE Ha OpraHH,
OIIPEZCIIEHU B TO3H 3aKOH.

(3) O6meH Ha opraHd ¢ abpKaBa Ha W3MpaIlaHe C€ WU3BBPIIBA MPHU YCJIOBUITA Ha all. 2,
KAaKTO M KOTaTo €a U3IIbJIHEHHU CIIETHUTE YCIOBHUS:

1. opranbT € NPUAPYKEH OT JOKYMEHTH 3a KIUHUKO-JIaDOpaTOpHH, BUPYCOJIOTMYHH,
CEepOJIOTHYHU, UMYHOJIOTUYHH, MUKPOOUOJIOTHYHHU U 00pa3HU U3CIIEIBAHMS;

2. B ciiykeOHHs peructbp Ha M3mbaauTtenHa areHims "MeaunmHCKH Haa30p" € BKIIIOYEH
MOJIXOJISL] PELIMIIUEHT HAa CbOTBETHUS OpIaH.

(4) ObmeH Ha opraHu ¢ Jbp’kKaBa Ha IOJIydaBaHE Ce€ M3BBHPILBA MPHU YCIOBUATA Ha all. 2,
KAaKTO M KOTaTo €a U3IIbJIHEHHU CIIETHUTE YCIOBHUS:

1. opranbT € NPUAPYKEH OT JOKYMEHTH 3a KIUHUKO-JIa0OpaTOpHH, BUPYCOJIOTMYHH,
CEepOJIOTUYHU, UMYHOJIOTUYHH, MUKPOOUOJIOTHYHHU U 00pa3HU U3CIIEIBAHMS;



2. B CIyeOHUs perucThp Ha M3mbiiHUTeHA areHIus "MeIUuIMHCKY Haa30p" He € BKIIOYEH
MOIXOJIAL] PEMIIUEHT Ha CbOTBETHUS OpIaH.

(5) OOMeH Ha opraHu ¢ €BPOINEHCKH OpraHU3aluy 32 OOMEH Ha OpTraHu Ce U3BbPIIBA CIE]
CKJIIOYBAaHE Ha cropadymMeHue Mexay M3mbianHutenHa areHuus "MeauuuHcku Hazmzop" u
CbOTBETHATa OpraHW3alus, aKo OpraHMu3alisaTa rapaHTUpa cla3BaHe Ha MpoLEIypuTe 3a
npeJaBaHe Ha CbhOTBETHaTa HH(OpMamus 3a KayecTBO, O€30MacHOCT, MPOCIEAIeMOCT,
JIOKJIaJIBaHE HA CEPUO3HU MHIUICHTU U CEPUO3HU HEXeJlaHU PEaKkIuu, KaKTO U Ha IPOLEAYypUTe
3a mpeaocTaBsiHe Ha MH(GOpPMAIMITa OTHOCHO XapaKTepPH3UpaHE HAa OPraHUTE U JOHOPHUTE Ha
OpraHu, ONpeesieH! B TO3H 3aKOH.

Y. 366. (Hos — /1B, 6p. 54 ot 2020 1. , B cuia ot 16.06.2020 r.) OOMeH Ha OpraH# 1o 4i.
36a, ai. 3 MOXKe a ce€ OCHIIECTBABA OT:

1. nedyebHO 3aBepeHue mo ui. 13, an. 1, Koero MMa paspelleHHe 3a IMpUCAKIAHE Ha
CHOTBETHUS BUJ OpraH, U3/1aJIeHO o peaa Ha uil. 48, ai. 3 oT 3akoHa 3a JIeyeOHUTE 3aBe/ICHUS;

2. neyeOHO 3aBeneHWe mo wi. 13, am. 3, KOETO MMa yAOCTOBEPEHHE, H3JaJEHO OT
W3nbaautenna areHuus "MenuuuHCKA HaA30p" 3a IMpHCAXKIaHE HA CHOTBETHUS BHJ OpraH H
Ta3u JCWHOCT € BKJIIOYEHA B CHOTBETHMS MPABWIHMUK 1o wi. 35, am. 3, T. 2 oT 3akoHa 3a
ne4eOHUTE 3aBEACHHUS.

Y. 368. (Hos — [IB, Op. 54 ot 2020 r. , B cuna ot 16.06.2020 r.) (1) O6meH Ha opranu no
1. 36a, ain. 4 MOXKe J1a c€ OCBIIIECTBIBA OT:

1. neueOHO 3aBefeHue no wi. 13, an. 1, KoeTo uMa paspelieHre 3a B3€MaHe Ha CbOTBETHHUS
BU/JI OpPTaH, U3a/ICHO MO pena Ha wi. 48, an. 3 ot 3akoHa 3a Ie4eOHUTE 3aBECHHS;

2. neyeOHO 3aBeneHWe Mo wi. 13, am. 3, KOETO HMMa yIOCTOBEPEHHE, HW3aJIEHO OT
W3nbaautenna arennus "MeaunmHCKU Haa30p" 3a B3eMaHe Ha CHOTBETHHUS BHUJ OpPraH M Ta3u
JEHHOCT € BKJIIOYEHA B CHOTBETHHS MPaBUJIHUK 1O wi. 35, ai. 3, T. 2 oT 3akoHa 3a JIeYCOHHUTE
3aBe/ICHUSI.

(2) JleueOHOTO 3aBeneHue npenocTaBs Ha M3nbpaHuTenHa areHms "MeauuHCKH Haa30p"
JOKYMEHTH 3a KJIMHUKO-TAOOpaTOpPHM, BHUPYCOJIOTHYHM, CEPOJOTMYHH, HMYHOJOTHYHH,
MUKpPOOHOJIOTMYHU U 00pa3HU U3CIIEABAHMSL.

Y. 36r. (Hos — /JIB, 6p. 54 ot 2020 r. , B cuma ot 16.06.2020 r.) (1) M3nbanuTenHa
areHius "MeauIMHCKY Haa30p" € KOMIETEHTHUSAT OpraH 3a Bph3ka Ha PemyOnuka bearapus c
KOMIIETEHTHUTE OpPTaHd IO TpaHCIUIAaHTAIMs B Ibp)KaBUTE Ha M3MpallaHe U Ha IOJy4aBaHe,
OpraHM3alnuure 3a OOMEH Ha OpraHd WIM JIeYeOHWTE 3aBEICHMs, Ha KOWUTO ce€ IpeiaBa
uHpopManuaTa o 0OMeH Ha OpraHy U MPOU3THYAIINTE OT TSIX JEHHOCTH.

(2) U3mpnuuTenHa areHuust "MeauIMHCKH Haa30p" OCUTYpsiBa JEHOHOIHO Pa3MoOI0KEHHE
3a MU3MbJIHEHNE Ha (PyHKIMHUTE CU 1O al. 1, CBbp3aHU ¢ OpraHu3MpaHe Ha OOMEH Ha OpraHu MpH
CHEIHU CUTYaI1H.

(3) Uudopmarusta OTHOCHO OOMEHA Ha OpraHH M XapaKTepU3UpaHe Ha JOHOpa ce IpeaaBa
MpEeABAPUTEIIHO MeXAy M3mbiaHuTenHa areHuus "MeaunuHCKH Haa3o0p", OT €aHa CTpaHa, W
KOMITETEHTHHSI OpraH MO TpaHCIUIAaHTAIMs Ha Ibp)KaBaTa Ha HM3MpalllaHe M Ha IOJIy4aBaHe,
OopraHusalnusTa 3a 0OMEeH Ha OpraHy WK JeueOHO 3aBe/ieHue, OT Apyra CTpaHa.

(4) UadopmarusTa mo ain. 3 ce npeaaa He3a0aBHO ciie]] HEMHOTO MOJIy4YaBaHe U MPOBEpKa
B IMcMeHa opMa 10 eJIEKTPOHEH IIbT WU MO (hakc.

(5) B cnemnu cutyanuu ce A0omycka HMH(GOpMaIUATa OTHOCHO XapaKTEpPU3MPAHETO Ha
OpraHHUTE W JJOHOPUTE, KaKTO U JOKJIQJBAHETO HA CEPUO3HU MHUUACHTU U CEPHUO3HH HEKETaHU
peakiMu Ja ce npenaze yCcTHO, KaTo He3abaBHO Clel] TOBAa CE€ MOATOTBS M MPEJOCTaBs U B
nucMeHa gopma.

(6) Koraro wact ot uHpopMamusaTa 32 XapakTepuslpaHe Ha OpraHa W/WIu JIOHOpa HE €



M3BECTHA KbM MOMEHTa Ha MpeJocTaBsHe Ha MH(OpMaluATa Mo all. 3, TS ce MpeaaBa BeaHara,
clle]l Karo CTaHe Haiuu4Ha, oT M3menHurenna areHuus "MenuuuHCKHM Hajg3op" WM OT
CHOTBETHOTO JIe4eOHO 3aBEJICHHE.

(7) 3a ocwbuiecTBsiBaHe Ha oOMeHa Ha opranu M3mbaxHutenna arenuus "MeauIUHCKU
Hag3op" m3roTBs Onanka "Mudopmarus 3a oOMeH Ha opraHu" B TpH €K3EMILIApa, a KOTaTo
OOMEHBT ce M3BBpIIBA C AbpkaBa oT EBpomeiickara acouuamnus 3a cBOOOJHA THProBus — B 4
€K3eMILISIpa, KOSITO MPEAOCTaBs Ha JICUeOHOTO 3aBefeHuEe Mo wi. 360 wim ui. 36B. brnankara
ChIIbpPIKa ciieqHaTa HHpOpMaIys:

1. HauMeHOBaHME U JaHHHU 3a Bpbh3Ka Ha EHThPA 3a OCUTYPSIBAHE;

2. HaMMEHOBaHME U JJaHHU 3a Bpb3Ka Ha LIEHTHPA 32 TPAaHCIUIAHTALUS;

3. cnenudukanysa Ha OpraHa;

4. nata Ha OCUTYPSIBAHETO;

5. HalMOHaIeH WACHTU(DHUKAIIMOHEH HOMEP Ha IOHOPA;

6. HaIlMOHAJIEH MJICHTU(PHKAIMOHEH HOMEp Ha PEIUIUEHTa WM aKO OpPraHbT HEe € Oui
TpaHCIUIAaHTUPaH — UH(OpMaLIKA 3a KpailHaTa My yrnoTpeoa;

7. 1ata v 4ac Ha NpEIaBaHETO;

8. IaHHU 32 BPB3Ka C JIULIETO, OTTOBAPSIIO 32 MPEAABAHETO;

9. nara Ha TpaHCIUIAHTALUATA, AKO € IPUIIOKUMO;

10. undopmanus, ye chbAbpKA JIMYHU JaHHU W CJE/IBa Ja Ce€ MpeJrasBa OT Hepa3perieHo
pa3KpuBaHe WIN JOCTBII.

(8) Ilpu u3BBpPIIBAHETO HA MHUTHMYECKUTE MPOLEIYypU C IbpKaBuUTe OT EBpomeiickata
acolanys 3a CBOOOJHA THPTOBHS JIEUeOHOTO 3aBeleHHe MpeacTaBs ex3eMIunsip Ne 4 oT OiaHka
"Undopmanus 3a oOMeH Ha opranu".

(9) Uadopmarusara, cBbp3aHa ¢ 0OOMEHA Ha OpPraHM, Ce MpeaBa Ha €3WK, pa3dupaeM U 3a
JIBETE CTPaHH, UM Ha aHTJIMHCKU €3UK.

(10) M3mpaaurenna areHuus "MeAUIMHCKU Haa3op" BOHCBAa MHQpOpManusaTa mo air. 7 B
peructbpa o wi. 39, an. 1, 1. 2 Ha OBJTAPCKU €3UK HE3aBUCHMO OT €3MKa, Ha KOMTO € MoJIy4yeHa.

(11) Ilpu oOmMeH Ha opraHu C JIbpKaBU Ha u3NpamaHe M3mbiaHuTenHa areHuus
"MeaunurHCcKU Haazop" TpsOBa a MOTBBPAM Ha JbprkaBaTa Ha M3MpallaHe MOTy4YaBaHETO Ha
nH(popmManusaTa.

(12) Ilpu obOmeH Ha opraHu C Jbp)KaBa Ha TMojdy4daBaHe V3MbIHUTENHA areHIUsS
"MeauuuHCKU Haa3op" TpsOBa Ja OCUTYpH OT JIbp’KaBaTa Ha IOJIydaBaHE NOTBBP)KICHHE 3a
MOJIy4aBaHETO Ha U3NpaTeHaTa nHpopMaIus.

Ya. 36a. (Hos — 1B, Op. 54 or 2020 r. , B cuna ot 16.06.2020 r.) (1) Usnbanurenna
areHIMs "MeIuIMHCKY Haa30p" M3KMCKBA OT JIbpXKAaBUTE Ha MOJydaBaHE MH(OPMAIUs OTHOCHO
JaTaTa Ha W3BbpIIEHATa TPAHCIIAHTALMS Ha OpraHu, KOUTO ca MpPeAMET Ha OOMEH, KakTo U 3a
HaMEHOBAHMETO Ha JIeYeOHOTO 3aBEICHNE, B KOETO TS € U3BBPIICHA, U JaHHU 32 BPB3Ka C HETO.

(2) Axo opransT, KOMTO € peaMeT Ha oOMeH, He ObJAe TpaHCIUIaHTUpaH, W3mbiaHuTenHA
areHiust "MeauuMHCKY Haa30p" M3UCKBA OT KOMIIETEHTHAaTa OpraHu3alis Ha Jbp)kaBaTa Ha
norydaBaHne nH(popmarys 3a KpaitHaTa My yrnotpeoa.

Y. 36e. (Hos — IB, 6p. 54 ot 2020 r. , B cuna ot 16.06.2020 1.) (1) Ilpu BB3HUKBaHE Ha
Cepro3Ha HEXKEeJIaHa peaklMsi U CEPHO3EeH MHIIMJIEHT, CBbP3aH C OPraHuTe, KOUTO ca IpeaMeT Ha
oOMeH, U JI0HOpa, M3mbiaHuTenHa areHuus "MeauMHCKU Haa30p" 0KJIa(Ba 3a TOBAa He3a0aBHO
Ha CHOTBETHMSI KOMIIETEHTEH OpraH IO TpPaHCIUIAHTalUs B Jbp)KaBaTa Ha HU3IpalllaHe WM B
JbpKaBaTa Ha TOJTy4aBaHe NP YCIOBHSTA U 110 pejia Ha Hapezbata o wi. 156, an. 3.

(2) Undopmanusra, cebpzaHa ¢ oOMeHa Ha OpraHd, ce CbXxpaHsBa B l3mbiHuTenHa
areHIus "MeIuIMHCKHA Haa30p" ¥ MOXKe Ja ObJe MpenocTaBeHa MpH MOMCKBaHE Ha JbpKaBaTa



Ha M3MpallaHe WK Ha MOoTyvYaBaHe.

(3) U3nbaauTenHa areHius "MeauumHCKH Haa30p” choOmaBsa Ha EBponeiickara KoMucus
JaHHU 3a Bpb3Ka C Hes, KOUTO ChABbP)KAT Hail-MaJKO: HaUMEHOBaHHUE, Tene(oHEeH HoMep,
eJIEKTPOHEH ajpec, (hakc U MOIIEHCKH apec.

(4) UWsmpanurtenna areHnus "MeOWIMHCKH HaA30p" CBOEBPEMEHHO HWHGOpPMHUpPA
EBporeiickara KoMUCHS 3a IPOMEHU B JAHHUTE 110 all. 3.

Y. 36:x. (Hos — JIB, 6p. 54 ot 2020 r. , B cruta ot 16.06.2020 r.) (1) M3HOC Ha opranu 3a
TpaHCILJIAaHTALMS 3a TPETU CTPAHU CE€ pa3pellaBa Py CICTHUTE YCIOBUS:

1. Hanuie ca ckioueH ot PenyOnuka bbarapust 1oroBopu, B KOUTO U3PHYHO Ca TOCOYEHHU
yCIIOBUSITA U PEABT 32 U3HOC HA OpPTaHy;

2. OpraHbT ce€ MpeNoCcTaBs Ha HMHCTUTYLHS, KOATO € MpU3HAaTa IO YCTAaHOBEHUS B
CbOTBETHATa JIbPKaBa pell;

3. B AbpxaBuUTe — WICHKUM Ha EBpomneiickus cbio3 U Ha EBpONENCKOTO MKOHOMHYECKO
npoctpancTtBo, U B Kondenepanus IlIBeiinapus HsAMa MOIXOASAI] PELUITUEHT 332 CHOTBETHHS
Opras;

4. B CbOTBETHATA JbpKaBa NMa MOJIXO/SI] PELUIHUEHT.

(2) M3noC Ha opraHu MOXKe J]a C€ OCBHIIECTBSIBA OT:

1. nedyebHO 3aBeneHue mo wi. 13, an. 1, KOeTo UMa pa3peneHne 3a B3eMaHe Ha ChOTBETHHS
BU/JI OpPTaH, U3a/ICHO 1O pena Ha wi. 48, an. 3 ot 3akoHa 3a JIe4eOHUTE 3aBECHIS;

2. neyeOHO 3aBeneHWe mo wi. 13, am. 3, KOETO MMa yIOCTOBEPEHHE, HW3JaJIEHO OT
W3npaautenna areHnus "MeaunuHCKU HaI30p" 3a B3eMaHe Ha ChOTBETHHS BUJ OpraH U Ta3u
JEHHOCT € BKJIIOYEHA B CHOTBETHHS MPaBUJIIHUK 1O wi. 35, ai. 3, T. 2 oT 3akoHa 3a JIeYCOHUTE
3aBe/ICHUSI.

(3) 3a momyyaBaHe Ha pa3pellICeHHE 3a U3HOC HA OpPraHU PHKOBOJMTENAT HA JICUEOHOTO
3aBe/ieHHue M0 aj. 2 MojaBa 3asBIICHUE 10 UIIBIHUTEIHUS JUPEKTOp Ha V3MbIHUTENHA areHIIHs
"MenuuuHCKY HaA30p" 32 BCEKHU OTJIETIEH JJOHOP, KbM KOETO Mpujara:

1. TOKyMEHTH, KOMTO CE€ U3UCKBaT CHIVIACHO I0rOBOpHUTE 1O al. 1, T. 1;

2. TOKyMEHTH 3a ChOTBETCTBHE HA MHCTUTYLHATA, HA KOSITO CE IMPENOCTaBsl OPIaHbT, C
W3UCKBaHMATA Ha ajl. 1, T. 2;

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

4. uadopmanys 3a oprasa u J0HOpa, BKJIIOYBAIIA JJOKYMEHTH 3a KJIMHHUKO-1a00paToOpHHU,
BUPYCOJIOTUYHU, CEPOJIOTUYHHU, MMYHOJIOTHYHHU, MUKPOOMOJIIOTMYHH M OOpa3HU H3CIEeABaHMS,
KaKTO M JaHHM, Y€ B3EMAaHETO, EKCIepTH3aTa, ETUKETUPAHETO, CbXPAHSABAHETO W
TPaHCIOPTUPAHETO Ca OCBHIIECTBEHH CBITIACHO HOPMAaTUBHUTE W3UCKBaHUsA B PemyOiuka
brarapus.

(4) Wsmbpnanutenna areHuus "MeaMIMHCKA HaA30p" pasriexaa 3asBICHUETO U
IIPWJIOKEHUTE KbM HEro JAOKYMEHTH M W3BBPIIBA IIPOBEPKA 3a CHOTBETCTBHE € ai. 1, T. 3, 3a
HaJM4ue Ha JOTOBOPH Mo ail. 1, T. 1, KakToO U 3a CbOTBETCTBUE HA MPEJICTABEHUTE JOKYMEHTH IO
an. 3, T. 1 ¢ U3UCKBaHUATA HA TE€3U JOTOBOPHU.

(5) UsnbaHuTenHa arenuus "MeaUIIMHCKH Haa30p" U3BBPIIBA MPOBEPKA 32 ChOTBETCTBHE
c an. 1, T. 3, Karo OTHpaBs 3anMTBaHE O KOMIIETEHTHUTE CTPYKTYPH IO TpaHCIUIAHTAIUs Ha
IbP’KaBUTE — WICHKU HAa EBPOIEHCKUS ChIO3 U HAa EBpONeNncKoTO0 NKOHOMHYECKO MPOCTPAHCTBO,
u Ha Kondenepanus HIBeinapus u 10 eBponeickuTe opraHu3alny 3a 0OMeH Ha OpraHd OTHOCHO
HaJIM4YMe/IUIca Ha TOTEHIUAIHN PELIMITUEHTH B JINCTUTE HA YaKalIUTe 3a TPAHCILJIAHTALIMSL.

(6) UznbanutenHa areHius "MenuIMHCKE HaI30p" M3[aBa pas3pelieHHe 3a W3HOC WU
IIpaBy MOTUBHPAH OTKa3 B CPOK, ChOOPa3eH C HICXEMUYHOTO BpEME Ha OpraHa, HO He MO-IbJIbI OT
24 qaca OT IT0O/1aBaHETO HA 3asIBICHUETO.



(7) Tlpu oOMeH, BHOC M W3HOC Ha OPraHd 3a YCKOpsBaHE Ha ChOTBETHATa IpoIleaypa ce
JIOMyCKa JOKyYMEHTaIusATa aa ObAe MpefocTaBsHa OT JiedeOHHWTE 3aBeleHus B M3mbiHuUTENHA
areHuus "MeauIuMHCKY Ha30p" U 1O €JIEKTPOHEH ITbT.

Y. 37. (Usm. - IB, 6p. 36 ot 2009 1., gom., 6p. 41 ot 2009 r., B cuna ot 2.06.2009 r., u3m.,
op. 60 ot 2012 1., 6p. 102 ot 2018 r., B crta ot 1.04.2019 r., 6p. 54 ot 2020 r. , B cwia oT
16.06.2020 r.) (1) M3HOC Ha THKAaHU, KJIETKU U SHLEKIETKH, CIIEPMATO30UIN U 3UTOTH, HAPUYAHU
MO-HAaTaThK "PENPONYKTHUBHU KJIETKH'", CE pa3pelaBa MpHu CICIHUTE YCIOBUS:

1. 3amoBosnieHu ca motpedHOcTUTE Ha Permybnuka beiarapus;

2. ThKAHWTE, KJIETKUTEC W PENPOJYKTUBHUTE KIETKH C€ IPEJOCTAaBAT HAa WHCTUTYIIHS,
MPU3HATA 110 YCTAHOBEHMS B ChOTBETHATA JIbP)KaBa PeJl 32 OCHIIECTBIBAHE HA TO3U BUJ IEUHOCT;

3. TBKaHUTE, KIETKUTE M PENPOAYKTHBHUTE KJIETKH Ca B3€TH, CBhXpaHSIBaHU U
TPaHCIOPTUPAHU CHITIACHO M3MCKBAHMSTA HA TO3HM 3aKOH M Ha 3aKOHA 3a 3PaBETO, KAKTO M Ha
YCTaHOBEHUTE MEIUITMHCKH CTaHIapTH U IIpaBUjia Ha ChOTBETHATA JbPIKaBa;

4. TPKaHUTE U KJIETKHUTE Ca BKIIOUYECHU B CIYKEOHUsS PErucThp Ha M3mbiHUTETHA areHIus
"MeaunuHcKy Haazop'".

(2) MI3HOC Ha THKaHU U KJIETKU C€ OCBIIECTBSIBA OT:

1. nedeOHO 3aBeneHue 1Mo wi. 13, an. 1, KoeTo uMa paspelieHre, U3AaJCHO 0 peaa Ha Yl
48, an. 3 ot 3akoHa 3a JieueOHHUTE 3aBEJCHMS, WIH JCUeOHO 3aBefeHue mo 4. 13, aim. 2, KoeTo
MMa yAOCTOBEepeHue, n3azeHo mno peaa Ha wi. 40, an. 13 ot 3akoHa 3a JeueOHUTE 3aBEJCHUS, B
KOUTO Ca BKJIIOUCHU JICHHOCTH IO B3¢MaHE Ha ChOTBETHUS BHJ ThKaHU U KJICTKU,

2. nmedyeOHO 3aBefeHHe Mo wi. 13, am 3, KOEeTOo uMMa yIOCTOBEPEHHUE, H3AAIEHO OT
M3nbnaurenna arenuus "MenuMuMHCKM Ham3op" 3a B3eMaHE Ha CHOTBETHHS BHJ ThKaHU U
KJIETKH M Ta3H ACHHOCT € BKJIIOYEHA B ChOTBETHUS MPABWIHUK 10 4. 35, ain. 3, T. 2 oT 3aKoHa 3a
JIeueOHUTE 3aBEICHU,

3. ThKaHHa 0aHKa, KOSATO MMa pa3pelieHue, U31aJeHo 1o pena Ha 4wi. 48, an. 3 ot 3akoHa 3a
Je4eOHUTE 3aBEJICHUS, B KOETO Ca BKIIIOYEHHW JCWHOCTH IO B3e€MaHE WM ChXpaHEHUE HA
CHOTBETHMS BUJ ThKAHHU WIH KIETKH.

(3) U3HOC Ha penpOayKTUBHH KIETKH C€ OCHIECTBSIBA OT:

1. neyeOHO 3aBeneHHE 32 OONHMYHA TIOMOI M ThKaHHA 0aHKa, KOUTO MMAT pa3pelieHue,
W3aJIeHO 10 pena Ha 4wi. 48, an. 3 oT 3akoHa 3a Je4eOHUTE 3aBE/IEHUS, B KOETO Ca BKIIOUYCHU
JNEHHOCTH TIO0 ACHCTHpaHa PENpOayKIHUs, OCUTYpsIBaHE, W3IO0JI3BaHE WM CbXpaHsSBAHE Ha
CHOTBETHUS BUJI PEIPOIYKTUBHU KIIETKH;

2. ne4eOHO 3aBEACHHE 32 M3BHFHOOTHIYHA TOMOIII, PETUCTPHUPAHO 1Mo pena Ha ui. 40, an. 13
oT 3aKoHa 3a JIeYeOHHWTE 3aBEICHHS, B YHETO YJOCTOBEPEHHE 3a PETUCTpAIlMsi Ca BKIIOYEHU
JNEHHOCTH 10 ACHCTHpaHa PENpOoayKIHUs, OCUTYpsIBaHE, W3IO0JI3BaHE WM CbXpaHsSBAHE Ha
CHOTBETHUS BUJI PETIPOIYKTHUBHU KIIETKH;

3. nmedebHO 3aBeieHue Mo uia. 13, am. 3, KOeTo MMa YAOCTOBEpEHHE, U3JaJCHO OT
WM3nbaautenna areHuus "MenuuuHCKHM Haa30p" 3a acHCTUpaHa PENpoAyKIIHs, OCUTypsBaHE,
M3M0JI3BaHE WM ChXPaHSIBAaHE HAa CHOTBETHUS BUJI PENPOAYKTUBHU KIETKH W Ta3U JEUHOCT €
BKJTFOYEHA B CHOTBETHHS IIPABMITHUK 110 4. 35, ait. 3, T. 2 oT 3aKoHa 3a JICUeOHUTE 3aBEICHHUS.

(4) 3a monmyuaBaHe Ha pa3pelIeHHe 3a U3HOC Ha ThKAaHU, KIIETKH M PETPOTYKTUBHU KIIETKH
PBKOBOJUTENAT Ha JICUeOHOTO 3aBeleHHWE MO ajd. 2 W 3 mojaBa 3asBJICHHE MO olpaser 1o
W3OBJIIHUTENHU JAUpekTop Ha M3nbiHutenHa areHuus "MemMIMHCKA HaA30p" 3a BCEKU
KOHKPETEH U3HOC, KbM KOETO TMpuJjara:

1. TOKyMEHTH 3a ChOTBETCTBHME HAa MHCTUTYLHUSTA, Ha KOATO CE€ MPEJOCTABAT THKAHUTE U
KJIETKUTE, C MI3UCKBAHUATA Ha all. 1, T. 2;

2. NOKYMEHTH 32 HayMHa Ha B3€MaHe, ChbXpPaHSIBaHE W TPAHCHOPTHUpPAHE HA THKAHMTE,



KJICTKUTE U PEeIPOLYKTUBHUTE KIETKH;

3. uHbopmanusa 3a THKAHUTE, KICTKHTE W PENPOAYKTUBHHUTE KIIETKH, KOATO BKJIIOYBA
JOKYMEHTH 3a BHUPYCOJIOTMYHM, CEPOJIOTMYHUM M MHUKPOOMOJIOIMYHM H3CIEABAHMS, KAKTO U
uHpopManMa 3a HauMHa Ha oOpaboTkara, mpepaOoTKara M ETUKETUPAHETO HAa THKAHUTE H
KJIETKUTE, a 3a pENpoOJyKTHBHHUTE KJIETKM — HH(OpManus 3a B3eMaHe, CbXpaHSIBaHE M
TPaHCIIOPTHPAHE.

(5) Wsmbpnautenna areHnms "MeaMIMHCKA Ham3op' pasriexaa 3asBICHUETO U
MPUIIOKEHNUTE KbM HEro TOKYMEHTH U U3BBPIIBA CIykeOHa MPoBepKa 3a ChOTBETCTBHE C all. 1, T.
1 u4.

(6) U3nbanutenHa areHuus "MenuMUMHCKHM Haa30p" HM3[aBa pa3pellieHUE 3a M3HOC WM
[IPaBU MOTUBUPAH OTKAa3 B CPOK /10 7 IHU OT MOJABAHE HA 3asBICHUETO.

(7) Ilpm wm3BBpUIBAaHE HA MUTHHYECKUTE IPOLEAYpH JI€4eOHOTO 3aBEJCHUE MPEACTaBs
€K3EMIUIAP OT pa3peleHueTo 1o ai. 6.

Ya. 38. (U3m. u gom. - IB, 6p. 36 ot 2009 r., gom., 6p. 41 ot 2009 r., B cuna ot 2.06.2009
I., u3M., 6p. 60 ot 2012 r., 6p. 102 ot 2018 r., B cuna ot 1.04.2019 r., 6p. 54 ot 2020 1. , B cuna
ot 16.06.2020 r.) (1) BHOC Ha TBHKaHH, KIETKH, THKAHHO-KJIETHYHU aIOrpadT MPOAYKTH H
PENpPOIYKTUBHU KIETKH OT TPETU CTPAHU C€ H3BBPILBA C Pa3pelIeHHe Ha H3IIBJIHUTEITHHS
nupekTop Ha M3nbinuTenna aredius "MenunuHcky Haa3op'. B paspereHueTo ce BOUCBAT:

1. IbJIHO HAaUMEHOBaHME Ha JIe4eOHOTO 3aBesieHue, TesnedoH, (hakce, eeKTpOHHA M0I1a, KO
1o ykasaresns Ha EBporelickus cbio3 Ha Je4eOHUTE 3aBe/ieHus 3a paboTa ¢ ThbKaHU U MUHTEPHET
CTpaHMLIA;

2. cenanuiie 1 ajipec Ha yIpaBJiIeHUE HA JIe4eOHOTO 3aBe/ICHHE;

3. HaMMEHOBaHHME M HOMEp Ha aKTa, [0 CHjaTa Ha KOMTO JIe4eOHOTO 3aBelieHHe
OCBIIIECTBSIBA JieueOHa AEHHOCT;

4. TpuTE UMEHA Ha JINLETO, PEICTABIISABAILO JIEYEOHOTO 3aBEJICHUE;

5. nmbppkaBaTa, KOSTO TPENOCTaBi THKAHHUTE/KICTKUTE/THKAHHO-KJIETHUHUTE anorpadr
MPOAYKTH/PENPOAYKTUBHUTE KIETKHU;

6.  UHCTUTYUUATA, BKJIIOYUTETHO  MOAW3MBIHUTENAT/IOAU3IBIHUTENNTE,  KOUTO
MPEJOCTaBAT THKAHUTE/KIETKUTE/PENPOYKTUBHUTE KIETKH, Tesle(oH, (akc U eleKTpOHHa
T01I1a;

7. BUA W KOJMYECTBO HAa  TbKAHWUTE/KJIETKUTE/TbKaHHO-KJIEThUHUTE  aynorpadr
MIPOYKTH/PENPOTyKTUBHUTE KIIETKH;

8. yHHKaJeH HJIEeHTH(UKAIMOHEH HOMEp Ha JOHOpa M YHUKaJIeH HICHTU(UKALMOHEH
HOMEp Ha PELUIHUEHTAa; 32 ThKaHW/KJIETKH/ThKAHHO-KJIEThYHHU anorpadT MpoJyKTH — HA4MH Ha
00paboTka, npepaboTKa, eTUKETUpaHe, ChbXpaHsIBaHE U TPAHCIOPTHPAHE; 32 PEHpPOAYKTUBHUTE
KJIETKH — HaYMH Ha B3€MaHe, CbXpaHsIBaHE U TPAHCIIOPTUPAHE;

9. omnucaHue Ha NPUIOKEHUTE JOKYMEHTH 32 ThKaHWUTE/KJIETKUTE/ThbKaHHO-KIEThUHUTE
anorpadT NPOAYKTH WIM PENPOAYKTUBHUTE KJIIETKH, ChIBPIKAIIM JaHHU 3a BHUPYCOJIOTHMYHH,
CEpOJIOTHYHU U MUKPOOHOJIOTUYHU U3CIIEIBAHMUS,;

10. ganm pa3perneHneTo € eTHOKPATHO, KaTo C€ MOMBJIBAT JaHHUTE HA PEIUITMCHTA W/ WA
MHOTOKpaTHO — 3a I[IOCOYEHUTE BHJOBE THKaHW/KJIETKH/TbKAHHO-KJIEThYHH ajorpadt
MPOIYKTH/PENPOSYKTUBHU KIETKH U NpU JAepUHUpAHUTE OOCTOSTENCTBA — C BB3MOXKHOCT 3a
oTOens3BaHe Ha MPUIIOKUMOTO;

11. umeHa Ha W3NBIHWATENHUSA AUPEKTOp Ha M3mbiHWTenHa areHuus "'MeIUIMHCKA
Haa3op", MOANHKC, Jara M Yac, IeyaT, KAaKTO M Jara M 4ac Ha I[peloCTaBsSHE Ha
ThKAHUTE/KJIETKUTE/ThKaHHO-KJIETHUHUTE aJlorpadT NPOAYKTH/PENPOAYKTUBHUTE KIIETKU;

12. uMeHaTa Ha JULETO, OTroBapsLI0 3a IIPEIaBAHETO Ha



ThKAHUTE/KIETKUTE/ThKaHHO-KJIETBbUHUTE  alorpadT  MPOAYKTH/PENPOAYKTUBHUTE  KIIETKH,
TeneoH, akc U eIeKTPOHHA IOIIa;
13. ycnoBusTa, ¢ KOUTO € 0OBbpP3aH BHOCHT, aKO MMAa TAKUBa;

14. nppxkaBuTE — YJIEHKU Ha EBponeickus cbio3, B KOUTO LIE CE€ Pa3IpelessiT BHECEHUTE
THKaHHU, KJIETKU, THKAaHHO-KJIETHUHU ajorpadT MpoIyKTH, PENpOAyKTHBHH KJETKH, KOTaTo ca
U3BECTHHU.

(2) UsuckBaHusATa, Ha KOUTO TPsOBA J1a OTroBaps KaueCTBOTO Ha ThKAHUTE, KIETKUTE U
THKaHHO-KJIETBYHHUTE aJIorpadT mpoayKTH 1Mo ai. 1, ce onmpenensT ¢ Hapeada HA MUHHCTBpA Ha
3/IpaBeoIla3BaHeTo.

(3) Baoc Ha ThKaHH, KIETKH U THKaHHO-KJIETHYHH aJorpadT MPOIYKTH OT TPETU CTPAHH Ce
paspeliaBa pu CJIeIHUTE YCIOBHUS:

l. kKayecTBOTO Ha THKAHUTE, KICTKUTE M THKAHHO-KJICTHYHHUTE alorpadT MPOIYKTH
OTroBaps Ha U3MCKBAHUATA HA HapeabaTa 1o ai. 2;

2. TbKaHUTE, KJIETKUTE W THKAHHO-KJIEThUYHUTE ajorpadT MPOAYKTH Ca OCUTYPEHH OT
WHCTUTYIUS, IPU3HATA TI0 YCTAHOBEHHUS B ChOTBETHATA AbprKaBa pell 32 OCHILECTBIBAHE HA TO3U
BHJ, JICHHOCT;

3. HamuIEe € J0Ka3aH MOJIOKHUTENEH €(eKT OT M3MOJI3BAaHETO Ha THhKAHHUTE, KIETKUTE U
THKAaHHO-KJICTBYHHUTE aorpadT MpOoayKTH, TIPUIOOUTH U 00paOOTEHHU 110 METOU U TEXHOJIOTHH,
KOUTO HE Ce MPAaKTHKYyBaT B IbpKaBUTEe — 4iIeHKU Ha EBpomeiickus cpio3 U Ha EBpomneiickoTo
HMKOHOMUYECKO MTpocTpaHcTBO, U B Kondenepanus [seiinapusi.

(4) BHoc Ha penpoIyKTUBHU KJIETKH CE pa3pelliaBa Ipu ycloBusATa Ha aj. 3, T. 2.

Y. 38a. (Hos — JIB, Op. 54 or 2020 r. , B cuna ot 16.06.2020 r.) (1) Broc Ha ThKaHH,
KJIETKU WM ThKaHHO-KJIETHYHU anorpadT IpoAYyKTH C€ OCHIIECTBABA OT:

1. neyeOHoO 3aBeneHue no wi. 13, an. 1, koeTo MMa pazpenieHue, u3aaJeHo Mo peaa Ha uJl.
48, ainn. 3 ot 3aKoHa 3a JIeueOHHUTE 3aBSACHUS HIIH JIeueOHO 3aBeAcHUeE 1Mo 4. 13, ai. 2, KoeTo uma
yAOCTOBEpeHHUe, u3naaeHo mo pena Ha wi. 40, an. 13 ot 3akoHa 3a jne4eOHHUTE 3aBE/ICHUS, B
KOUTO Ca BKJIIOYEHU JEHHOCTH MO MPUCAKIAHE UM ChXPAHEHHE Ha ChOTBETHUS BUJI ThKaHU WM
KJIETKH;

2. neyeOHO 3aBeneHue mo wi. 13, am. 3, K0eTo MMa yIOCTOBEpEHHE, H3JaJl€HO OT
W3nbaauTenna arenuus "MeauuuHCKN HaA30p" 3a IpUCaXAaHe UM CbXPAHEHNE HA ChbOTBETHUS
BUJI ThKaHU UM KJIETKU U Ta3H JAEWHOCT € BKIIOUEHA B ChOTBETHHS MPABUIHUK MO 4. 35, am. 3,
T. 2 oT 3aK0OHAa 3a JIeueOHUTE 3aBCICHN,

3. ThkaHHa 0aHKa, KOATO MMa pa3pellieHne, U31aJeHO 1o peaa Ha wi. 48, ain. 3 ot 3akoHa 3a
Je4eOHUTE 3aBEJIEHUs, B KOETO Ca BKJIIOYEHU JIEHHOCTU MO ChXPAaHEHHE HAa CHOTBETHMS BUJ
THKaHU WIH KIETKH.

(2) BHOC Ha penpoIlyKTUBHU KJIETKH CE€ OCHIIECTBSBA OT:

1. neyeOHO 3aBeneHUE 3a OOJHUYHA TIOMOII M ThKaHHAa OaHKa, KOMTO UMaT pa3pelieHHe,
W3/IaJIeHO 10 pena Ha 4wi. 48, an. 3 oT 3akoHa 3a Je4eOHUTE 3aBEJEHHUS, B KOETO Ca BKIIOYCHHU
JNEWHOCTH TIO0 AaCHCTHpaHa PENpOAYyKIHUs, OCUTYpsiBaHE, W3MOJI3BaHE WM CbXpaHsSBaHE Ha
CHOTBETHHS BUJI PETIPOAYKTHBHU KIICTKH;

2. ne4eOHO 3aBEACHHE 32 H3BHLHOOTHIYHA TTOMOIII, PETUCTPHUPAHO 1Mo pena Ha 4. 40, am. 13
oT 3akoHa 3a JIeueOHHWTE 3aBEACHMS, B YHUETO YJOCTOBEPEHME 3a PErucCTpalus ca BKIIOUYEHU
JNEWHOCTH TI0 AaCHCTHpaHa PENpOAYyKIHUs, OCUTYpsiBaHE, W3MOJI3BaHE WJIM CbXpaHsSBaHE Ha
CHOTBETHHS BUJI PETIPOAYKTHBHU KIIETKH;

3. ne4yeOHO 3aBefeHHE 32 OONHUYHA MOMOII KbM MHHHCTEPCKUS ChBET, MUHHCTEPCTBOTO
Ha oTOpaHaTa, MUHUCTEPCTBOTO Ha BHTPELIHUTE paboTH, MUHUCTEPCTBOTO HAa MPABOCHAUETO U
MUHUCTEPCTBOTO Ha TPAHCIOPTA, UH(OOPMALIMOHHUTE TEXHOJIOTUU U CHOOIICHUSTA, KOETO MMa



YIAOCTOBEpPEHUE, U3AaeHO OoT M3nmbiaHuTenHa areHius "MeaunuHCKu Haa3op" 3a acUCTHpaHa
pEenpoIyKIIKsl, OCUTYpsiIBaHE, U3MOI3BaHE WM ChbXPaHsSBaHE Ha ChOTBETHUS BUJ PEIPOTYKTUBHHU
KJIETKH U Ta3H AEHHOCT € BKIIIOYEHA B CbOTBETHHUS MIPABWIHUK 1O 4. 35, ai. 3, T. 2 oT 3aKoHa 3a
JIeueOHUTE 3aBEICHU.

(3) 3a monmyuyaBaHe Ha pas3pelIeHHE 3a BHOC Ha TBHKaHHW, KJIETKH, THhKaHHO-KJIETHYHH
aorpad)T MPOIYKTH WIH PENPOIYKTHBHHU KIETKH PHKOBOJUTEIAT HA JIEYCOHOTO 3aBEJACHUE II0
an. 1 m 2 momaBa 3asBIEHUE JO0 UBIBJIHUTEIHUS AUPEKTOp Ha M3mbaHUTENHA areHIus
"MeauuuHCKU Ha30p", B KOETO CE BIIMCBAT:

1. TBJIHOTO HAaMMEHOBAaHWE Ha JIEYEOHOTO 3aBejicHUE, TenedoH, Gakc, eIeKTpOHHa TOoIIa,
KOJl MO YyKaszarens Ha EBpomeiickus Chbr03 Ha JeueOHHWTE 3aBeleHHUs 3a paboTa ¢ THKaHW,
HMHTEPHET aJpec, CealuIle U aJpec Ha yIpaBjieHne, HAMMEHOBAaHME M HOMEP Ha aKTa, M0 CUiiaTa
Ha KOKTO JIeueOHOTO 3aBEJCHHE OCBIIECTBIBA JieueOHa IEHHOCT;

2. TpUTE UMEHA Ha JIMIIETO, IPEACTABIISIBAIIO JIEYCOHOTO 3aBE/ICHHUC;

3. IObpkaBa, WHCTUTYIHS, BKJIIOYUTEITHO TOIU3IIBIHUTEIS/TIOAU3ITBIHUTEIUTE, KOUTO
MPEIOCTaBAT ThKAHU/KJIETKH/ThKAHHO-KIETHhYHH ajorpadT MpoayKTH/pEernpOayKTUBHU KIETKH,
TenedoH, (akc U eICKTPOHHA IOIIA;

4. uMe Ha JHIIETO, KOETO NPEJCTaBiIsIBA WHCTUTYLUATA, TeldepoH, Pakc M eJIeKTPOHHA
TIOII1a;

5. BUA HW KOJIMYECTBO Ha THKAHHUTE/KICTKUTE/ThKAaHHO-KJICTBUHUTE  ajiorpadt
MIPOYKTH/PETIPOTYKTHBHUTE KIICTKH;

6. yHUKaleH WIACHTHU(PUKAIMOHEH HOMEp Ha JOHOpa M YHUKAJIeH HJIEHTHU(UKALHNOHEH
HOMEp Ha PEIUIHMCHTa HAa ThKAHW W KIICTKH, 32 THKAaHU/KICTKW/THKAaHHO-KJICTHYHH aorpadT
MPOJIYKTH — HAYUH Ha 00palboTKa, mpepadoTKa, €TUKETUPAHE, ChXPaHsIBaHE U TPAHCIIOPTUPAHE;
3a pernpoayKTUBHUTE KJIETKU — HAYMH Ha B3€MaHE, ChXPaHsIBaHE U TPAHCIIOPTUPAHE;

7. omnucaHMe Ha JOKYMEHTH C JaHHA 32 BHUPYCOJOTMYHHU, CEPOJIOTHYHU U
MHUKPOOHOJIOTHYHY U3CIICIBAHUS;

8. HMeHa Ha JIAIIETO, OTrOBapsIIO0 3a MIPEIABaHETO Ha
THKAHUTE/KJIETKUTE/ThKaHHO-KJIETHbUHUTE  aJlorpapT  MNPOAYKTH/PENPOJYKTUBHUTE  KIIETKH,
TenedoH, (akc U eJIeKTPOHHA MOIIa;

9. ycioBus, ¢ KOUTO € 00Bbp3aH BHOCHT, KOTATO UMAa TaKUBA;

10. gbpxaBu — uneHKH Ha EBpomeickusi Chi03, B KOUTO IIE CE pa3NpelesiT BHECEHUTE
ThKaHH, KJIETKH, ThKAaHHO-KJIETHhUHU alorpadT MPOIYKTH, PEMPOAYKTUBHU KJIETKH, KOTaTO ca
HW3BECTHHU;

11. 3asBsABaHe Ha >KEJAHWS HAYMH 3a T[OJTy4YaBaHE Ha W3JAJCHUS WHIMBHUIYAJICH
aJIMMHHUCTPATHBEH aKT.

(4) KM 3asB1€eHMETO 1O . 3 ce mpujarar:

1. TOKyMEeHTH 3a ChOTBETCTBHE € 4i. 38, ai. 3 u 4;

2. 3aBepeH MO0 HAJJICKEH pEell MPEBOJ OT Pa3pEIICHUETO 3a JCHWHOCT Ha JOCTAaBYMKA OT
TpeTa CTpaHa;

3. KOTIME OT MICMEHO CTIOPa3yMEHHE C IOCTaBYMKa OT TpeTaTa CTpaHa OTHOCHO CIla3BaHE Ha
M3UCKBAHMATA 3a KA4eCTBO U 0O€30IAaCHOCT HAa ThKAHUTE, KIETKUTE U THKAHHO-KICTHhYHUTE
anorpaT TPOAYKTH, TMPETHA3HAYEHH 3a BHOC, CBIVIACHO MEIAUIIMHCKHUS CTaHAapT 3a
TpaHCIIAaHTAIUSI HA OPTaHH, ThKaHU U KJIETKH,

4. madopmarus 3a ThKaHWUTE, KJICTKUTE, ThKAHHO-KJIETHYHUTE ajorpadT MPOAYKTH WIH
PENpONYKTUBHUTE KIJIETKH, BKJIIOYBAIla JAOKYMEHTH 3a BHUPYCOJOTUYHHU, CEPOJIOTMYHHU U
MUKPOOMOJIOTHYHH HW3CJICIBAaHMs, KAaKTO W WH(OpMaIMs 3a BCEKHM €Talm OT JACHWHOCTUTE IO
o0paboTka, nmpepadoTKa, ETUKETUPAaHEe, ChXPaHsIBaHEe U TPAHCIIOPTUPAHE HA THKAHUTE, KIETKHUTE



U THKAaHHO-KJIETHUHUTE ajorpapT MNPOAYKTH U 3a HAUMHA Ha TIXHOTO H3BBPIIBAHE, a 3a
PENPOAYKTUBHHUTE KJICTKM — HWH(OpMammsi 3a BCEKHM €Tall Ha B3EMaHE, ChXPaHSIBaHE U
TPaHCIIOPTUPAHE;

5. omnMcaHWe Ha KPUTEPUUTE, W3MOJ3BAaHU 3a OINpEJesHE W OlLEHKa Ha JIOHOpa, U Ha
nH(popManusTa, Ipea0CcTaBeHa Ha JOHOpa WM Ha Junara mo 4wi. 21, aim. 1, T. 3;

6. uH(popManusg 3a IEHTPOBETE 3a W3BBPIIBAHE HA KOHTPOJ, KOWTO JIOCTABUUIIUTE OT
TPETUTE CTPAHU U3IOJ3BAT, U 3a U3CIICBAHUATA, KOUTO LIEHTPOBETE U3BHPILIBAT;

7. nHbOpMAIUS 32 METOJUTE, U3TMOJI3BaHU TIPpU MPepabOTBAHETO HA THKAHUTE U KIICTKUTE,
BKJIFOUMTETHO 32 BAIMIMPAHETO HA MPOLIETyPUTE 3a MpepadoTBaHe HAa ThKAaHU U KIIETKH;

8. omucaHWe Ha CHOPBKEHUATA, KPUTHYHOTO OOOpYyJIBaHE, KPUTHUYHUTE MATEPHATU H
KpUTEPUUTE, U3MOI3BAHU 32 KOHTPOJ Ha KaueCTBOTO M Ha OKOJHATa Cpe/a, 3a BCSAKA JIEHHOCT,
M3BBPIIBaHA OT JOCTABYMKA OT TpETaTa CTPaHa;

9. uHdopmanus OTHOCHO YCJIOBHUATAa 3a OCBOOOXKJaBaHE Ha TbKaHU, KIETKH H
THKaHHO-KJICTHYHH aorpadT MPOAYKTH OT IOCTABUMKA OT TPETaTa CTPAHA;

10. gaHHM 3a MOAM3IBIHUTENIWTE HA JIOCTaBUYMKA OT TpeTaTa CTpaHa — HAMMEHOBaHUE,
UICHTH()UKAITMOHHN JaHHH, MSICTO Ha PETHCTPAIHs ¥ Ha ISHHOCT U OMKMCAHNUE HA U3BBPIIBAHUTE
OT MOJAU3MBIHUTENUTE IEHHOCTH;

11. cnMchk Ha BHUJIOBETE THKAHU, KJICTKH W THKAHHO-KJICTHYHHU ajorpadT NpOAyKTH M
uHdopmanug 3a JAEWHOCTUTE TO JapsiBaHe, [OCTaBsSHE, KOHTPOJ, TMpepadoTBaHE WU
ChXpaHsBaHE, KOUTO CE€ U3BBPIIBAT MPEIM BHOCA OT JOCTABUMKA OT TpETaTa CTpaHa UM OT HETOB
MOAU3IBIHUTEN, KAKTO U HA AbP)KaBUTE, B KOUTO C€ U3BBHPILIBAT;

12. cnMchk HaA BHUJIOBETE THKaHU, KJICTKH W THKAHHO-KJICTHYHHU ajorpadT NpOAyKTH M
undopmanug 3a JAEWHOCTUTE TO JapsiBaHe, [OCTaBsSHE, KOHTPOJ, TMpepadoTBaHE WU
ChXpaHsBaHE, KOMTO 1€ CE U3BBPIIBAT CJIE]I BHOCA OT JICYCOHOTO 3aBE/ICHHUC;

13. cnuchbK Ha CTaHJAPTHUTE ONEPATUBHU MPOIETypU Ha JIe4eOHOTO 3aBEJCHHE, CBbP3aHU
C BHOCA, BKJIFOYMTEIIHO OTHOCHO TMpHJIaraHeTo Ha EAuHHUS €BpONEMCKU KOJ, MOJy4aBaHETO U
CbXpPAaHEHHUETO HA BHECEHUTE THKAHW U KIIETKH, YNPABICHUETO HA HEXKEJIAHUTE WMHUUJEHTU U
pEeaKINu U MPOCIEIUMOCTTa Ha ThKAHUTE U KJIIETKUTE OT JOHOPA /10 PEIUITHUEHTA;

14. n1B)KHOCTHA XapaKTEPUCTHKA HA OTTOBOPHOTO JIMLE o wi. 15T, an. 1;

15. xonre HA MBPBUYHUS €TUKET HA ThKAHUTE, KIETKUTE U ThKaHHO-KJIEThUHUTE asiorpadt
MPOAYKTH, €TUKETA IIPH MPEONMAKOBAHETO, ETUKETA HA BHHIIIHATA OMAKOBKA M HAa TPAHCIIOPTHUTE
KOHTEWHEPH;

16. TOKyMEHTH 3a CbOTBETCTBHE C M3MCKBAHMATA HAa Wi. 26 MpU BHOC HA THKAHU OT KUB
JIOHOD;

17. 06obmieHue Ha pe3yaTaTHTE OT IMOCIEAHATa MHCIEKIMS Ha JOCTaBYMKa OT TpeTaTa
CTpaHa, W3BBPIIEHA OT CHOTBETHHUS KOMIIETEHTEH OpraH OT TpeTaTa CTpaHa, BKIIOUUTEITHO
JaTaTa ¥ BUJa Ha MHCIIEKUIUSITAa U OCHOBHUTE 3aKJIFOUEHUS OT HEs.

(5) Tlpu enHOKpaTeH BHOC KBbM 3asBICHUETO C€ MpujaraT JOKyMeHTHUTe 1o ai. 4, T. 11, 12
u l6.

(6) WMsmbpnautenna areHnms "MemMIMHCKHA Hamzop' pasriiekaa 3asBICHUETO W
MPUJIOKEHUTE KbM HEro JIOKYMEHTHU M M3/1aBa pa3pelleHre 3a BHOC UM MPAaBU MOTUBUPAH OTKa3
B CPOK JI0 7 JTHH OT TIO/IaBaHETO Ha 3asBJICHUETO.

(7) Ilpu u3BBpIIBAaHETO HA MHUTHUYECKUTE MPOIEAYpU JEUSOHOTO 3aBEACHHE IMPEACTaBS
EK3EMIUISIP OT Pa3pEIIeHUETO 10 all. 6.

(8) M3uckBanuaTa Ha 4. 38 ¥ TO3W YIEH HE C€ MPHUJIAraT Mpu BHOC HAa THKaHM, KIETKH,
THKaHHO-KJICThYHU  ajorpadT TPOAYKTH H PENPOAYKTHBHU KJIETKH TIpH HEOTJIOKHA
HE00XO0IUMOCT.



(9) B cnydaute no an. 8 ThbKaHUTE, KIETKUTE, ThKAHHO-KJIEThYHUTE ajorpadT mpoayKTH U
PENPOAYKTUBHUTE KJIETKH CE€ OCUTYpsIBaT OT JIe4eOHOTO 3aBeAcHHME IO al. 1 M 2, KOeTo I
peructpupa u yBenoMsaBa M3nmbiaHuTenHa areHuus "MeaulMHCKA Haa30p" 3a OCUTypsiBaHE Ha
TSAXHATa MPOCIEAUMOCT.

Y. 386. (Hos — /IB, Op. 54 ot 2020 1., B cmna ot 16.06.2020 r.) (1) MUTHUYECKUTE OpraHu
yBEIOMSIBAT He3a0aBHO M3MBIHUTEIHUS IUPEKTOp Ha M3mbiHuTENHA areHIus "MeIuIuHCKA
HaJ30p" 3a BCEKU CiIy4ail Ha YCTAaHOBEHO HApyllIeHHWE IPHU BHOC, U3HOC U OOMEH Ha OpraHu,
KaKTO W TPH BHOC M HM3HOC Ha THKAHU, KJICTKH, THKAaHHO-KJICTHYHH ajorpadt MPOIYyKTH H
PENpPOAYKTUBHU KIIETKH, CHIVIACHO MPABOMOILIUATA MM IO 4i. 43, an. 2, KakTO M CBIJIACHO
npaBoMoIIHATa 10 4. 2290 oT 3aKoHa 3a 3/IpaBeTo.

(2) 3agbpxkaHuTe OT MHUTHHUYECKUTE OPraHU YOBEIHIKM OpraHd, TbKaHW, KIETKU U
THKaHHO-KJIETHYHHU aorpadT MpoAyKTH, IPEIHA3HAYEHU 33 TPAHCIUIAHTALUS, U PEIPOAYKTUBHH
KJIETKH, NpeJHAa3HAYeHM 3a AaCHUCTUpaHa pPENpoAyKLHUs, Cce€ MpedaBaT 3a CbXpPaHEHHUE 0]
KapaHTHHA U IOCJIEBAI0 YHUIIOXKABaHE OT JIEUEOHO 3aBEJEHUE, IOCOYEHO OT U3IbJIHUTEIIHUS
oupekTop Ha V3nbianuTenHa areHnus "MeOMIMHCKM Haa3op', 3a KOETO Ce ChCTaBs
MpeJaBaTeIHO-TIPUEMAaTEeIeH TPOTOKOJ, ChIbpXKall HH(OpMAIMs 3a BHIA, KOJIMYECTBOTO H
YHUKQJIHUTE UACHTU(DUKAIIMOHHU HOMEpa Ha JOHOPA U PELUIHUEHTA.

I'naBa niecra
PET'UCTBHP U KOHTPOJI
(3ara. gom. - B, op. 71 ot 2006 1.)

Y. 39. (1) (U3m. — JIB, Op. 102 ot 2018 r., B cuna ot 1.04.2019 r.) U3nbaHutennara
areHius "MenuuMHCKY HaA30p" Ch3/1aBa U MOAAbpKa:

1. myGnuyeH perucTop;

2. (mom. - JIB, Op. 71 ot 2006 T.) ciny»)eOeH perucThbp, B KOWUTO C€ BIUCBAT U MMEHATa HA
JMIaTa, U3pa3uiid HeChIlacue 3a B3eMaHe Ha OpraHy, ThKaHU U KJIETKU.

(2) OO6crosiTencTBaTa U JAaHHWUTE, KOUTO CE€ BIKCBAT B PETUCTPUTE MO ai. 1, peabpT 3a
BIIUCBaHE M ION3BaHE Ha HH(poOpMalMATAa Cce YypexaaT ¢ Hapenda Ha MHHHMCTbpa Ha
3/paBeorna3BaneTo. B myOmuyHus peructsp mo an. 1, T. 1 He ce ChabpiKaT JUYHH TaHHHU.

(3) danHuTe B MyOJUYHUS PETUCTBP Ca JIOCTBHIIHM 3a IOJI3BAaHE OT BCHUYKH JIMIA TPU
YCIIOBHUSATA U 110 peJia Ha 3aKOoHa 3a JIOCThII 10 o0lIecTBeHa HH(OpMaIIHS.

(4) (M3m. - [IB, O6p. 71 ot 2006 r.) JlaHHUTE OT CIIy>K€OHUSI pErucTbp ce chxpansaBar 30
roguHu. 'pakgaHuTe MMaT NpaBoO Ja MPOBEPST Jajdd M3pa3eHOTO HEChIVIacHue 3a B3eMaHEe Ha
OpraHu, ThKaHH U KJIETKU € MPaBUIIHO OTPA3€HO B CIYKEOHUS PETHCTBHP.

(5) (U3m. - 1B, Op. 71 ot 2006 r.) 3apaBHa uHPOpPMAIUS OT CIYKEOHUS PETUCTBD Ce
IIPEIOCTAB 10 peja Ha wi. 28 oT 3aKoHa 3a 3APaBEToO.

Y. 39a. (Hos - /IB, Op. 71 ot 2006 r.) (1) (M3M™m. - [IB, 6p. 36 ot 2009 r., 6p. 102 ot 2018
r., B cuia or 1.04.2019 r.) Usnbanutennata areHuus "MeIMUIMHCKM Hag30p' U3BBpIIBA
MIPOBEPKHU Ha JiedeOHUTE 3aBEe/ICHUs, KOUTO OCHUIECTBSIBAT AEMHOCTH MO TO3M 3aKOH U I10 pa3fel
III "Acuctupana penpoaykuus" OoT IIaBa YETBBPTA HAa 3aKOHA 3a 3/IpaBETO Hal-MaJKO BEIHBXK
Ha JIBe TOJIMHHU.

(2) (U3m. — 1B, 6p. 102 ot 2018 r., B cuna ot 1.04.2019 r.) IIpoBepku ce npoBexxaaT mpu
BCEKHU Cllyyail Ha CepHO3Ha HEXENaHa PeakUusl WM CepHO3eH MHLMACHT, KaKTO U 1Mo Moyba Ha
KOMIIETEHTEH OpraH Ha Jpyra JbpKasa.

(3) (U3m. — IB, 6p. 102 ot 2018 r., B cumna ot 1.04.2019 r.) IIpoBepkute mo an. 1 u 2 ce



M3BBPIIBAT OT KBATU(UIIUPAHU CIY)KUTETU Ha M3mbiHUTENHA areHIus "MeaumuHcKku Haazop"
IIpU YCJIOBUS U TIO e, ONpeNeieHn ¢ Hapeadara mo wi. 7B, al. 4 oT 3akoHa 3a jeueOHuTe
3aBe/ICHUSI.

(4) (U3m. — AB, Op. 54 ot 2020 r. , B cuina ot 16.06.2020 r.) JIuuara no an. 3 npemMuHaBar
3aJIBJDKUTENIEH KypCc Ha OoO0ydyeHHe Hall-MalIko BeJIHBX Ha JIB€ FOJMHU NPHU YCIOBUS U MO pef,
oTpeJieNieHu ¢ HapezbaTa o ai. 3.

I'naBa ceama
AJIMUHNCTPATUBHOHAKA3SATEJHUA
PA3IIOPEJABU. IIPUHY IUTEJIHU
AJIMUHNUNCTPATHUBHUAU
MEPKHU
(3arJa. m3m. - /IB, op. 36 ot 2009 r.)

Y. 40. (1) (U3m. - B, 6p. 36 or 2009 r., gom., 6p. 60 ot 2012 r.) Koiito u3BbpIIBa
JIEHOCT O B3€MaHe, EKCIIepPTH3a, OCUTYpsBaHE, XapakTepu3upaHe, oOpaboTka, mpepadoTka,
ChXpaHsIBaHE, TPAHCIIOPTUPAHE, NIPEAOCTABSHE WM MPUCAXTaHe HA OPTaHU, ThKaHU WU KIETKU
WIA pa3npocTpaHsBa WH(GOpMANMs B HapylIeHHWE Ha pa3nmopenOuTe Ha TO3M 3aKOH WM Ha
HOPMAaTUBHUTE aKTOBE MO MpujaraHeTo My, ce HakaszBa ¢ rioba ot 10 000 mo 30 000 nB.,
JTIOKOJIKOTO U3BBPIIEHOTO HE ChCTABJISBA IIPECTHIUICHHUE.

(2) Koraro nHapymieHuero mo ai. 1 e HM3BBPIIEHO OT IOPUAMYECKO JHUIE, CE Hajara
umyiectBeHa cankuus ot 20 000 xo 50 000 nB.

Y. 40a. (Hos - /IB, 6p. 71 ot 2006 r.) (1) Koiito Hapymu 3a6panute o 4i. 6 WK MO Y.
24, an. 8, ce Hakassa ¢ 1i106a ot 20 000 go 40 000 aB.

(2) Korato nHapymenuero mo aj. 1 € U3BBPLIIEHO OT IOPUAMYECKO JIUIle, Ce Hajara
uMyIecTBeHa cankius B pazmep ot 30 000 mo 50 000 nB.

Ya. 406. (Hos - B, Op. 71 or 2006 r.) Ha neyeGHO 3aBeneHHe, KOETO HapylId
pasnopendurte Ha wi. 13, an. 4 u 5, wn. 15a, 156, 158, 151, 151 unu 29, ce Hanara umyiiecTBeHa
ca"kuus B pazmep ot 30 000 o 50 000 ns.

Yn. 41. (1) (U3m. - IB, 6p. 36 ot 2009 1., nom., 6p. 60 ot 2012 r., u3Mm., 6p. 54 o1 2020 T., B
cwia ot 16.06.2020 r.) KoiiTo n3BbpIIBa JEHHOCT IO BHOC U U3HOC HA OPraHy, ThKAHU U KIIETKH,
BHOC Ha TBKaHHO-KJIETbUEH ajnorpadT MNpOIyKT M OOMEH Ha OpraHd B HapylIeHHE Ha
pasnopenouTe Ha TO3M 3aKOH MJIM Ha HOPMATHBHUTE aKTOBE IO MPUJIAraHETO MY, C€ HaKa3Ba C
riao6a ot 100 000 go 500 000 nB., ako He MOAJIEKH Ha ITO-TEKKO HaKa3aHHE.

(2) Korato nHapymenuero mo aj. 1 € U3BBPLIIEHO OT IOPUAMYECKO JIUIlEe, Ce Hajara
umytectBeHa cakuus ot 750 000 go 2 000 000 xiB.

Y. 41a. (Hos - JIB, Op. 36 ot 2009 r.) (1) KoiiTo Hapymu paznopenduTe Ha TO3U 3aKOH
WM HOPMAaTHBHUTE AaKTOBE IO MPUJIATAHETO MY, M3BBH ciydauTe nmo wi. 40 - 41, ce Haka3Ba C
rino6a ot 5000 1o 10 000 nB.

(2) Koraro HapymieHusaTa mo ai. 1 ca U3BBpPUIEHH OT IOPUIMYECKO JIHIIE, CE€ Hajara
nMyIecTBeHa cankuus B pasmep ot 7000 go 12 000 nB.

Y. 42. (1) (Hom. - IB, 6p. 71 ot 2006 r., m3m., 6p. 36 ot 2009 r., O6p. 102 oT 2018 ., B
cuna ot 1.04.2019 r.) Hapymenusta mo un. 40, 40a, 406 u 4la ce ycTaHOBABAaT C aKTOBE,
CbCTaBEHU OT JUTBKHOCTHU JIMIA ONpEAENICHN OT U3IMBJIHUTENHUSA NUpeKTop Ha M3mbiaHuTeNnHA
are’ius "MenuuuHCKU Haa30p".



(2) (Hom. - AB, 6p. 71 ot 2006 r., u3Mm., 6p. 36 ot 2009 r., 6p. 102 ot 2018 1., B cuna or
1.04.2019 r.) HakazarenHuTe mocTaHoBIeHHs 3a HapymieHusTa mo 4wi. 40, 40a, 400 u 41la ce
M37aBaT OT U3I'BIHUTEIHUS TUPEKTOP Ha M3mbiiHuTenHA areHuus "MeauuHCKy Haa30p".

Y. 43. (1) (U3m. — IB, 6p. 102 ot 2018 1., B cmuta ot 1.04.2019 r.) Hapymienusita mo . 41
Ce YCTaHOBSIBAT C aKTOBE, ChCTABEHH OT MHUTHMYECKUTE OpPraHU WM OT JJIBKHOCTHH JIMIA
OIIpeENICHH OT U3II'BJIHUTEIHMS TUpeKTop Ha M3mbiaHuTenHa areHuus "MeaqunuHcky Haaz3op'.

(2) (Usm. — 1B, 6p. 102 or 2018 r.,, B cuma or 1.04.2019 r.) Hakazaremnure
IIOCTAaHOBJIEHMSI 3a HapylleHusATa 1o wi. 41 ce uzgasar or aupekrTopa Ha AreHuus "MuTHun"
WIH OT OMNpEAENEHU OT HEro AIBKHOCTHH JIMIA, ChOTBETHO OT W3MBIHUTENHUS TUPEKTOp Ha
M3nbanutenna aredmus "MenuuuHCKy Haa30p".

Y. 44. YcTaHOBSIBAHETO Ha HApYIICHUSTA, U3AaBAHETO, 00KaIBAaHETO U U3IIBIHEHUETO Ha
HaKa3aTeJIHUTE MOCTAHOBJEHUS C€ M3BBPIIBAT MO pela Ha 3aKOoHA 3a aJIMUHHUCTPATUBHUTE
HapyLICHUS U HaKa3aHMUSL.

Y. 45. (Hos - [IB, 6p. 36 ot 2009 r.) [IpuxomuTe OT T7100M ¥ MMYIICCTBCHH CAaHKIIMH 32
YCTaHOBEHU HAPYIIEHUS MO TO3M 3aKOH U MOJ3aKOHOBUTE HOPMATHBHU aKTOBE IO MPUJIATaHETO
My MOCTBIIBAT 1O OIO/KETa Ha OpraHa, U34ajl HaKa3aTeIHOTO MOCTAaHOBJICHHE.

Yia. 46. (Hos - JIB, 6p. 36 ot 2009 r.) (1) (M3m. — IB, 6p. 102 ot 2018 r., B cuia oT
1.04.2019 r.) U3nbaHuTenHusT nupektop Ha M3nbiaHuTenHara areHuus "MeauIMHCKu Haa3o0p"
MOJK€ ChC 3aMOBE]I J]a CIIPe U3BBPIIBAHETO Ha IEHHOCT 0 TPAHCIUIAHTAIUS 32 CPOK 110 6 Mecella,
aKo JIe4eOHOTO 3aBeJEeHHWE HE Cla3Ba M3UCKBAHUATA HA MEIUIMHCKUA CTaHAApT II0
TpaHCIUIAHTAIMs Ha OpTaHH, ThKaHU U KJIETKH.

(2) (U3m. - 1B, 6p. 15 or 2013 r., B cuiia ot 1.01.2014 r., 6p. 102 ot 2018 r., B cuna ot
1.01.2019 r.) 3a nmeueObHUTE 3aBeaeHMS M0 Wi. 13, ant. 3 KomMe OT 3amoBeATa 3a CIUpPaHe 1Mo al. |
Ce m3Mpaiia Ha ChOTBETHHS ITbPBOCTEIICHEH PA3IOPEIUTEN ¢ OFOKET, KbM KOTOTO JUPEKTOPHT
Ha JIe4eOHOTO 3aBe/ICHUs € BTOPOCTEIIEHEH Pa3IOPEIUTEN C OIOIKET.

(3) (U3m. — [IB, 6p. 102 ot 2018 ., B cuina ot 1.04.2019 r.) Ao cnea U3THYAaHE HA CPOKA
mo an. 1 nmedeOHOTO 3aBeAeHHME TPOABIKH Ja HE CHa3Ba W3HUCKBAaHHATA HAa MEIULUHCKUS
CTaHJApT MO TPAHCIUIAHTAIlMs HA OpPraHW, ThKaHU M KJIETKH, H3IIBIHUTEIHUAT IUPEKTOP Ha
W3nbaautennara areHius "MenIuuuHCKA Haa30p" MoXKe J1a:

1. (uam. — JIB, Op. 102 ot 2018 r., B cuma ot 1.04.2019 r.) 3anmuum aeWHOCTTa IO
TpaHCIUIAHTAIIHs OT Pa3pelIeHHETOo 3a JeueOHa qeHHOCT Ha ChOTBETHOTO JIedeOHO 3aBEICHHE - 3a
JIeueOHUTE 3aBeJeHus Mo 4. 13, an. 1;

2. (m3m. — JIB, Op. 102 ot 2018 r., B cuma or 1.04.2019 r.) 3anmuum AelHOCTTa MO
TPAHCIIAaHTAIUsI OT YJIOCTOBEPEHUETO 3a JIEWHOCT Ha CHOTBETHOTO JIEUeOHO 3aBElICHUE - 3a
JeueOHUTE 3aBeIeHus Mo wi. 13, ai. 2;

3. (u3Mm. u non. — JIB, 6p. 102 ot 2018 ., B cuna ot 1.04.2019 1.) OTHEME YAOCTOBEPEHUETO
3a TpaHCIUIAaHTAIlMs Ha JeueOHUTe 3aBeieHus 1Mo wi. 13, an. 3, KaTo yBeIOMH 3a TOBa CbOTBETHHS
IIBPBOCTETICHEH pa3NopeauTes ¢ OKET, KbM KOTOTO JTUPEKTOPHT HA JICUEOHOTO 3aBEJCHUE €
BTOPOCTETICHEH Pa3MOpPEaUTeN C OFOIKET.

(4) 3amoBemute mo ain. 1 um am 3, T. 3 moanexxar Ha oOXaJBaHe MO peda Ha
AMUHUCTPATUBHOIIPOIIECYATHUS KOACKC.

(5) O6xanBaHETO HA 3aMOBEIUTE HE CITUPA UBITBITHEHUETO UM.

JOIIBJHUTEJIHU PA3ITIOPE/IBHU

§ 1. ITo cmuchiIa HA TO3M 3aKOH:
1. "Knerka" e Haii-mankaTa (QyHKIIMOHAJIHA €IUHMIIA, OT KOSATO Ca M3TPaJCHU ThKaHUTE U



OpraHure.

2. "Tpkan" e Tpyna oT €AHOPOJHHU IO CTPYKTYpa U (PYHKIUH TEJIECHU KIETKH, KOSTO €
ChCTAaBHA YacT OT OPraH WM UMa Bb3MOKHOCT J]a pereHepupa.

3. (U3m. - JIB, 6p. 60 ot 2012 r.) "Opran" e 4yacT OT YOBEIIKOTO TSJIO, ChbCTaBEHA OT
Pa3IMYHU THhKAHU, KOATO MOJIbpKA CBOSITA CTPYKTYpa U ChJA0BA CUCTEMa U MOXE Ja U3II'bJIHIBA
¢usnonornunu ¢yHkuu. OpraHu ca ¥ 4aCTUTE OT OPraHM, KOraTo T€ ca MpeJHa3HAYCHH Ja ce
U3MOJI3BAT ChC ChIIATa IIeJl KaTo IIeNiisg OpraH B YOBELIKOTO TSAJIO, MPH 3ala3BaHe Ha HEropara
CTPYKTYpa U ChJIOBaTa My CHCTEMA.

4. "XeMOnoeTUYHU CTBOJOBU KJIETKU" ca KJIETKUTE, OT KOUTO MPOU3IU3AT BCUUKHU KIETKH
Ha KpbBTA.

5. "PeuunueHnt" e juie, Ha KOETO ca MPUCAJACHU OPTraHy, ThKaHHU U KJIETKH C 1€ JICUCHHUE.

6. "YKuB noHop" e pusuvecko auIe, OT KOETO Ce B3UMAT OPTaHU, ThKAHU W KIIETKU C eI
TAXHOTO MPUCAXKIaHE Ha IPYTO JIUIIE C JieyeOHa 1e.

7. "B3emane" e M3BaX/1aHETO Ype3 MEAULMHCKM METO/M HA OpraHM, ThKaHU U KJIETKU OT
TAJIOTO Ha JOHOP, KOETO C€ M3BBPILIBA C IeJI MPHUCAXKIAHE WM 3a IPYrd JiedeOHU, HAYYHH U
y4eOHU HYX/IH Ha MEIUIIMHATA.

8. "IIpucaxxknane" e MocTaBsSsHETO Ype3 MEIULIMHCKA METO/IU Ha OPTaHH, ThKaHU U KIIETKU B
TSJIOTO HA PEIUITUCHT.

9. "EMOproOHaNTHM OpraHd, ThKaHW M KJIETKU'" ca OpraHd, ThKaHU M KIETKH, B3ETH OT
YOBEIIKU 3aPOIUIIL.

10. "PenpoaykTuBHM OpraHu" ca TECTUCUTE W SWYHULNTE, KOUTO Ca MpPEIHAa3HAYCHH 3a
Ch3/IaBaHE HA MMOTOMCTBO M BB3IIPOU3BOJCTBO HA MHIAUBUIUTE.

11. "Aiinekierka" e ;eHCKA penpoIyKTUBHA KIIETKA.

12. "CnepmaTo3ouu" ca MbKKUTE PEIPOAYKTUBHU KIIETKH.

13. "Undopmupano ceriacue" € J0OpOBONIHO TaJCHO B MHCMeHa ¢dopma ChIVIacHe 3a
W3BBPIIBAHE HA OMpejeiieHa MEIUIIMHCKA ASHHOCT. JIMIeTo, KoeTo 1aBa chriacue, TpsOBa 1a e
MOJIy4nJIo Isjata HeoOxonuma wHHGOpMAIUS 3a H3BBPIIBaHATA JEWHOCT U OUYAKBAHHTE
pe3yATaTH OT Hes, KaKTO W pa3sCHEHMs] 3a ChHIIECTBYBAIIWTE AaJTEPHATUBHM HAUYWHU 3a
paspelaBaHe Ha MEIUIIUHCKUS TPOOIIEM.

14. (U3m. — JIB, 6p. 54 o1 2020 1., B cuna ot 16.06.2020 r.) "ThkaHHO-KIIETHYEH ajiorpadt
MPOAYKT" € MPOAYKT, MOIYy4eH OT 00paboTKa UK MpepadoTKa Ha ThKaHU U KIJIETKU OT YOBEUIKU
MIPOU3XO/I.

15. "buonornyHa CbBMECTUMOCT" € YCTAaHOBEHATa Ype3 MEIULUHCKH METOAU Bb3MOKHOCT
MPUCAZICHUTE OpPraHu, ThKaHU M KJICTKM OT €IWH WHIWBHUJ Ha JPYT J1a W3MBJIHIBAT CBOUTE
¢byHkIuy, 6e3 a ce mpeAn3BUKa OCTPa PEaKIIHsl Ha OTXBBPIISIHE HA IPUCAJICHUTE OpPTraHu, ThKaH!
WJTU KJIETKH.

16. "AmHuoTHMYHAa ThKaH" € MemOpaHa, CbCTaBeHa OT CMNHUTENONOAOOHH |
ChEIMHUTEITHOTHKAHHM KJIETKH, KOSATO 00rpaXkja eMOproHa nu 00pa3yBa aMHHOHAJIHATA KaMmepa.

17. (U3m. - JIB, 6p. 36 ot 2009 r.) "ABTOTpaHCIUIaHTalMs (aBTOJIOKHA TpaHCIIaHTaus)"
€ B3€MaHE Ha ThKaHU M KJIETKH OT €HO JHUIE U MPHUCAKIAHETO UM Ha JIPYyro MSICTO B TSJIOTO Ha
CBIIIOTO JIUILIE.

18. "MmnnaHTanuss Ha WM3KYCTBEHUW OpPraHU M THKAaHU' € MOCTaBSHETO C MEAUIUHCKU
METOAM B TSJIOTO HA YOBEK HA M3KYCTBEHHM OPTaHU U ThKAHMU C 11€J1 JICUCHHUE.

19. "Pexnama" e BCcIko choOIIeHNEe, HAMPABEHO Ype3 CPEICTBATa 32 MACOBO OCBEIOMSIBAHE
WJIU TI0 IpYT HA4MH, 3a NPEIOCTaBsHE HAa OpPTraHu, ThKaHU U KIJIETKH 3a MPUCAXKIAHE.

20. "IlnmaneHTHH KJIETKM' ca KIETKUTE Ha OpraHa, Ipe3 KOWTO IUIOJBT IO BpeMe Ha
BBTPEYTPOOHOTO CH pa3BUTHE MOEMa KHCIOPOJ M XPAaHUTEIHU BEIIECTBA U OTHENS BBIIEPOICH



JBYOKHC U APYTU OTIATHU MPOJYKTH.

21. "CamoBb3cTaHOBSBAIL c€ OpraH" € opraH, KOMTO MOKE J1a Bb3CTAaHOBH HaIlbJIHO CBOSTA
Maca 1 QyHKIHMS cie/l OTCTpaHsIBaHEe Ha YacT OT HEro.

22. "CamoBB3cTaHOBSABAIlA C¢ ThKaH" € ThKaH, KOITO MOXE JIa Bb3CTAHOBU THhKaHHATA CU
Maca cliefl OTCTpaHsIBaHe Ha 4acT OT Hesl.

23. "YoBeuku Tpyn" € TSUIOTO HA YOBEK CJE] CMBPTTA MY.

24. (Homa - JIB, 6p. 71 ot 2006 r.) "Cepuo3Ha HexelaHa peakiusa' € HempeaBHIACHA
peakiys Ipu JOHOP WIIM PELMIIUEHT, CBbp3aHa C eKCIepTH3a, B3eMaHe, 00paboTka, mpepaboTka,
CbhXpaHsIBaHE, TPAHCIIOPTUPAHE U MPHUCAKIAHE HA OpPraHu, ThKaHU U KJIETKH, KOSATO € JoBela A0
CMBPT WM JIO0 3aCTpalllaBallo >KUBOTAa CHhCTOSIHME, WM JI0 MpeJaBaHe Ha 3apa3Ha OoyecT, 10
TpaiiHa HepaboTOCIIOCOOHOCT WK 3a00JIIBaHe, BOJICUIO J0 yIbKaBaHe Ha OOJHUYHUS PECTOM.

25. (Homa - IB, 6p. 71 ot 2006 r.) "Cepro3eH MHIUICHT" € BCSIKO HEXEIaHO ChOUTHE,
CBBpP3aHO C €KCIIepTH3a, B3eMaHe, 00paboTka, mpepaboTKa, ChXpaHsBaHE, TPAHCIOPTHpPAHE U
IpUCAKIAHE HA OpraHd, ThKAHU U KJIETKH, KOETO MOXE Ja JOBEeAE J0 CMBPT WIH 10
3acTpalaBanio JKMBOTa CBCTOSHME, WM 10 TMpeAaBaHe Ha 3apa3Ha OolecT, A0 TpaiiHa
HepaboTOCIIOCOOHOCT WM 3a00JIIBaHe, BOJICIIO J0 yIbDKABaHE HA OOJHUIHHSI IIPECTOM.

26. (Hosa - JIB, 6p. 71 ot 2006 r.) "JloHOp" € BCEKM M3TOYHUK HA OpraHU, ThKaHHU WM
KJIETKH OT YOBEILLIKH ITPOU3XO/I.

26a. (Homa - 1B, 6p. 60 ot 2012 r.) "JloHOpCcTBO" € mapsABaHETO Ha OpPraHW, ThKaHU H
KJIETKU 32 TPAHCILJIaHTALIUS.

27. (Homa - [IB, 6p. 71 ot 2006 r.) "MHBa3uBHa mpoueaypa" € BCIKO WHCTPYMEHTAIHO
HapyllaBaHe LEJI0CTTa Ha KOXKaTa WIN JIMTaBULUTE, IPU KOETO CE NMPOHUKBA B YOBELIKOTO TSJIO
3a B3eMaHe U MPHUCAKIaHe HAa OPraHU, ThKAaHU W/WITU KIETKH.

28. (Homa - IB, 6p. 71 ot 2006 r.) "Excnieptuza" e neifHOCT, CBbp3aHa ¢ U3CIEABAHUA 3a
OLICHKa Ha CBCTOSIHUETO Ha OpraH, TbKaH WIM KIETKH, KaKTO U 3a YCTaHOBSIBaHE Ha!
UMYHOJIOTMYEH CTaTyC, HaJu4yhe Ha OOJECTOTBOPHU OPraHU3MM, XUMHYHU WIH OHOJOTUYHU
BEIIECTBA, Ype3 KOUTO MOXKe Jia ObJie npeaeHo 3aboisBane, HH(EKIUs UM MHTOKCHKALIUS.

29. (HoBa - JIB, 6p. 71 ot 2006 r.) "OGpaboTka" € HeWHOCT 3a MOATOTOBKAa HAa B3€TU
OpraHM, ThKaHM WIM KIETKH 32 MpHUCAKIAHE 4Ype3 MpuiaraHe Ha (QU3NYHH, XUMUYHH WU
OMOJIOTMYHN METOJU MO BpPEME Ha B3€MaHETO WJIM HEMOCPEICTBEHO CJE/ TOBA, BKJIIOUUTEIHO
TAXHOTO OMAaKOBaHE, MPH KOATO HE C€ U3BBPIIBA MPOMSHA HAa TEXHHUS WHTETPUTET WIH
(U3HOIOTMYHO ChCTOSIHUE.

30. (Hosa - IB, 6p. 71 ot 2006 r.) "[IpepaboTka" € NEHHOCT 3a MOArOTOBKAa Ha B3€TH
THKAaHU WM KJIETKHU 3a MpHCAXKIaHe WIM U3BJIMYAHE Ha JiedeOHU BEIECTBa 4pe3 MpuiiaraHe Ha
(GbU3MYHU, XUMUYHU WU OMOJIOTUYHHU METOJIH, BKIIFOUUTEIHO TAXHOTO OMAKOBaHE, MPHU KOSTO Ce
MIPOMEHS TEXHUSAT UHTETPUTET WM (PU3UOJIOTUIHO ChCTOSHUE.

31. (Homa - B, 6p. 71 ot 2006 r., u3m., 6p. 60 ot 2012 r.) "CexpansBane" e IeiHOCT 1O
U3MOJI3BaHE HAa XUMUYECKU U (PU3MUYECKU areHTH, IPOMEHU B OKOJIHATA Cpela WIM Ha Jpyru
CpezcTBa C 1ie]l IPeA0TBpaTsABaHe MU 3a0aBsHE Ha OMOIOTHYHOTO WM (PU3UYECKOTO YBPEKIaHe
Ha OpPraHu, ThKaHU U KJIETKU OT OCUTYPSIBAHETO JI0 TSIXHATa TPAHCIUIAHTALUS.

32. (Homa - /IB, Op. 71 ot 2006 r.) "Pa3ymMHO KpaThK CpOK" € BpeMeTO, B KOETO OpraHuTe,
THKAHUTE U KJIETKUTE 3ara3BaT CBOSATA )KM3HEHOCT M MOTaT Jia ce€ U3IMOI3BaT 3a TPAaHCIUIAHTaLUs.

33. (Homa - JIB, 6p. 71 ot 2006 r.) "ETnkeTupane" e AeWHOCT 1Mo 00O3HauaBaHE Ha
OTIaKOBKaTa Ha OpraHH, ThKaHU U KJIETKH C e TAXHOTO UAECHTHU(PHUIHPAHE.

34. (Hosa - 1B, 6p. 71 ot 2006 r.) "OnakoBaHe" € U30JMpaHe ¢ TIOMOIITA Ha TOIXOSIIH
MaTepuaIl OT OKOJIHATa Cpella Ha OPraHu, ThKaHU WM KJIETKH 3a MPeJOTBpaTsIBaHE HA TSIXHOTO
3aMbpCSIBaHE UM YBPEXKIAHE.



35. (Hosa - IB, 6p. 36 ot 2009 r.) "Tpetu crpanu" ca abp’kaBu, KOUTO HE ca YICHKHA Ha
EBporeiickus cb103, EBpOonerickoT0 HKOHOMHYECKO IPOCTPAHCTBO, U LIBenapus.

36. (Hosa - JIB, 6p. 36 ot 2009 1.) "Cucrema 3a kauecTBo" € HAOOp OT MMCMEHH ITPaBHUJIA,
KOUTO OIPEAEIAT MOCIEN0BATETHOCTTA HAa NPOLEIypUTE U IPOLECUTE, BUIA U KOJIMUYECTBOTO Ha
pecypcuTe M OTTOBOPHOCTTa Ha BCEKM YYAaCTHHK B OpraHU3allMOHHATa CTPYKTYpa, KOSTO
U3BbpUIBA JEWHOCTH MO TpaHcmaHTtauus. [lpaBuwiara TpssOBa 1a ca NIPUIIOKHUMHU 3a
OCBIIIECTBSIBAHE Ha YIIpaBJICHHE HAa KaYECTBOTO HAa BCEKU €Tal M MPU BCUYKU JEHHOCTH, KOUTO
IIPSIKO MJIM KOCBEHO CE€ OTHACHT JI0 HETO.

37. (Hosa - JIB, 6p. 36 ot 2009 r.) "[IpenocraBsine" e mporiec 1o pasnpeaensHe, J0CTaBKa
U IpefaBaHe Ha OpraHd, TbKAHU W KJIETKH, IPEJHA3HAYEHW 3a TPAHCIUIAHTAlUs, OT €IIHO
ne4eOHO 3aBe/IeHHe Ha JIPYToO.

38. (Hosa - IB, 6p. 36 ot 2009 r.) "AnoreHHa TpaHCIUTAHTALUA" € B3EMaHETO HA KJICTKH H
THKAHU OT €JJHO JIMIIE U MPUCAXKIAHETO UM Ha APYTO JIUIIE.

39. (Hoga - /IB, 6p. 60 ot 2012 r.) "Xapakrepusupane Ha JOHOP" € JCHHOCT MO ChOMpaHe
Ha MHOpPMAIUS OTHOCHO MOTEHIMAIEH JAOHOP HAa OpPraHd, ThbKaHW W KJIETKH, HEOOXOaAuMa 3a
U3BbPIIBAHE HA MPELEHKa Jau € MOAXO/AI] 3a JOHOPCTBO HA OpraHM, ThbKaHU U KJIETKH, C LeJl
OLICHSBAaHE M HAMaJsiBaHE Ha PHCKA 3a PEIUMHEHTa, KaKTO U 3a ONTUMHU3MpaHe Ha Mpoleca 1o
pasmpenessHe Ha OpraHH.

40. (Hosa - /IB, 6p. 60 ot 2012 r.) "XapakrepusupaHne Ha opran" e ACHHOCT 10 ChOMpaHe
Ha nH(pOpPMAIHs OTHOCHO OpPraH 3a TPAHCIUIAHTAIMS, HEOOXOMMa 32 U3BBPIIBAHE HA MPEICHKA
Jlaly € TMOIXOJSI 3a MPUCAXKIaHe, C 1Ie7 OICHsIBaHEe W HaMmallsiBaHE Ha PUCKA 33 PELUIUEHTA,
KaKTO U 3a ONITUMU3HMPAHE Ha IIpOLeca M0 Pa3NpeeIssHE HAa OPTaHu.

41. (Hosa - JIB, 6p. 60 ot 2012 r.) "EBpormeiicka opranu3anus 3a 0OMeH Ha opraHu" e
nyOJIMYHA WIIM YacTHA OpraHM3alys C HECTONAHCKa IeJ, MpeJHa3HauyeHa 3a HAIMOHAJICH WU
MEXAYHapoJeH OOMEH Ha OpraHH, B KOATO IMO-TOJsIMAaTa 4acT OT WICHOBETE i ca Ibp)KaBU -
WICHKU Ha EBponeickus cpro3.

42. (Homa - 1B, Op. 60 ot 2012 r.) "VYHumoxxaBaHe" € KpailHOTO NperHa3HAUYEHUE HA
Opras, KOrato TOM He € U3IMO0JI3BaH 3a TPaHCIUIAHTalUs.

43. (Hosa - JIB, 6p. 60 ot 2012 r.) "OcurypsiBane" e mpouec, Npu KOHTO JOHOPCKHUTE
OpraHu, ThKaHH U KJIETKH CTaBaT HAJTMYHU.

44. (Hosa — /IB, 6p. 54 ot 2020 r. , B cuna ot 16.06.2020 r.) "KpbcTocaHo 10HOPCTBO" €
JEMHOCT MO TPaHCIIAHTALIUS, IPU KOATO Ca U3ITBIHEHU €JHOBPEMEHHO CJIETHUTE YCIOBHUS:

a) €IHO JINIE — IbPBU JIOHOD, XeJlae Jla CTaHe JKUB JJOHOP Ha OpraH Ha KOHKPETEeH MaleHT
— I'bPBU PELMIMEHT, IPU HAJIM4YME Ha YCIOBHATA Ha wi. 26, an. 1 wimm an. 2, 1. 1, 2 unu 4, HO
I'BPBUAT JOHOP € OMOJIOTMYECKHM HECHhbBMECTHM C I'bPBUS PELMIMEHT ChIJIACHO KPUTEPHMTE,
ornpezeneHu B Hapeaodure no wi. 4, an. 1 u . 33;

0) eaHO JMIE — BTOPU JOHOp, JKejlae Ja CTaHe XUB JOHOP Ha OpraH WIM ThKaH Ha
KOHKpETEH NallMeHT — BTOPHU PELUIIUEHT, P HaJU4Me Ha YCIOBUATA Ha 4wi. 26, an. 1 wnu an. 2,
T. 1, 2 unu 4, HO BTOPHAT JOHOP € OMOJIOTHYECKH HECHbBMECTHM C BTOPUS PEIUIHUEHT CHITIACHO
KpUTEpUUTE, OIIpe/IeJIeH! B HapenouTe 1o 4ui. 4, an. 1 u wi. 33;

B) IMBPBUAT JOHOP € OMOJIOTMYECKH ChbBMECTHM C BTOPHS PELMIIUEHT, a BTOPUAT JOHOP €
OMOJIOTrMYECKH ChbBMECTHM C ITbPBUS PELUITUECHT.

45. (Hosa — JIB, 6p. 54 ot 2020 r. , B cuna ot 16.06.2020 r.) "/IppkaBa — 4ieHKa Ha
n3npamane” e appkaBa — wieHKa Ha EBpomneiickns cbro3, EBpONENCKOTO MKOHOMHYECKO
npoctpanctBo, U Kondenepanus IlBeiinapusi, oT KOATO c€ OCUTYpSBAaT OpraHH, KOWUTO ca
npeaMeT Ha 0OMEH, 3a U3BbpIIBaHE HAa TPAHCIIJIAHTALIMSL.

46. (Hosa — JIB, 6p. 54 or 2020 r. , B cuna ot 16.06.2020 r.) "/IppkaBa — 4ieHKa Ha



nojgydaBaHe" € IbpxkaBa — WwieHKka Ha EBponelckus cbio3, EBponeilckoTo MKOHOMHYECKO
npoctpanctBo, u Kondenepauus IIBeiiapus, B KOSATO ce H3MpaliaT OpraHUTe, KOUTO ca
IpeaMeT Ha 0OMEH, NpelHa3HaueH! 3a TPAHCIUIAHTALIUS.

47. (Hosa — 1B, Op. 54 o1 2020 r. , B cuina ot 16.06.2020 r.) "EaHokpareH BHOC" € BHOCHT
Ha cneuuduyeH BUJI ThKAHH, KJIETKU MM ThKAHHO-KJIETBUYHM anorpadT MPOAYKTH 3a JIMYHO
MOJI3BaHEe OT JaJleH PEIMIIMEHT WIM PElUNHUEHTH, U3BECTHU Ha W3BBHPIIBAIIOTO BHOC JEYeOHO
3aBeJIeHHE U Ha JOCTaBUMKaA OT TpeTaTa CTpaHa IpeJu W3BBPIIBAHETO HAa BHOCA. TaKbB BHOC Ha
cneun(UYeH BUJA THKAHU, KJIETKA M THKAHHO-KJIETHUHHU ajorpadT MPOAYKTH HE C€ M3BBPILIBA
[IOBEYE OT BEJIHBK 3a JAJCH pelMNUeHT. BHOC OT equH M Chl] JOCTaBYMK OT TpETa CTpaHa,
KOHTO c€ U3BBpILIBA PEIOBHO UJIU CE ITOBTaps, HE CE€ CUMTA 3a "€HOKpaTeH BHOC".

48. (Hosa — JIB, Op. 54 ot 2020 r. , B cuia ot 16.06.2020 r.) "Crnemrna cutyarus" e
Bb3HUKBAHE Ha OOCTOSTENCTBAa, KOWTO 3acTpallaBaT KayeCTBOTO HA TPAHCIUIAHTALMATA |
0€30I1aCHOCTTa Ha >KMBHS JIOHOp M PELUIMEHTa M KOWTO YBEJIMYAaBAT BPEMETO Ha CTyJeHara
HCXEMMsI Ha OopraHa HaJl IPenopbYUTETHOTO.

49. (Hosa — /1B, Op. 54 ot 2020 1. , B cuina ot 16.06.2020 r.) "HeoT:noxHa HEOOX01MMOCT"
€ HeNpeABUACHA CUTYyallls, B KOATO HSMa JIPYro PELIEHUE OCBEH CHEIIEH BHOC Ha ThKAHU U
KJIETKH OT TpeTa CTpaHa 3a He3a0aBHO M3IOJI3BaHE IIPU KOHKPETEH PELUNHMEHT WM KOHKPETHH
PEIUIMCHTH, YHETO 3paBe Ou OMIIO CEPUO3HO 3aCTPaIICHO 0e3 TaKbB BHOC.

§ 1a. (Hos - IB, Op. 71 ot 2006 r., nom., 6p. 36 ot 2009 r., 6p. 60 ot 2012 1., 6p. 54 oT
2020 r. , B cuia ot 16.06.2020 r.) To3u 3akoH BBbBeXkAa pasnopendure Ha JlupekTusa
2004/23/EC na EBpomneiickus mapinameHT 1 CbBeTa OTHOCHO yCTAHOBSIBAHETO HA CTaHIApTH 3a
KayecTBO M 0€30macHOCT TpH JapsBaHETO, HaO0aBSHETO, KOHTpPOJIA, NPepadOTBAHETO,
CbXPaHsBAaHETO, CKJIAJMPAHETO U Pa3lpelesIsHeTO Ha YOBEHIKM ThKAaHM W KJIETKH, J(upekTuBa
2006/86/EO na Komucusita ot 24 okromBpu 2006 r. 3a npunarane va Iupextusa 2004/23/EO na
EBpomneiickus mnapiameHT M Ha CbBeTa OTHOCHO YCTaHOBSBAHETO Ha W3HUCKBAaHUS 3a
IIPOCJIEIMMOCT, ChOOIIAaBaHE Ha CEPUO3HU HEXKEJAHUW peaklUuu U CHOUTHS U OIpEIeNIeHU
TEXHUYECKH M3MCKBAaHUS 110 OTHOILICHHE Ha KOJUpaHe, MpepaboTBaHe, ChbXpaHsIBaHe, CbXpaHEHHUE
U TIpeJ0CTaBsSHE Ha YOBEIIKM ThKaHW U KieTku u JupextuBa 2006/17/EO Ha xomucusara ot 8
deBpyapu 2006 1. oTtHOcHO mnpuiaraHeto Ha JlupexktuBa 2004/23/EO Ha EBpomneiickus
napiaMeHT 1 Ha CbBeTa OTHOCHO YCTaHOBSIBAHETO HA CTaHAAPTH 3a Ka4eCTBO M 0€30I1aCHOCT IIpH
JapsiIBAaHETO, [JOCTaBSHETO, KOHTPOJA, IpepabOTBAHETO, CbXPAHSABAHETO, CBXPAHEHUETO U
pasnpenenssHeTO Ha YOBEIIKM ThKAaHM W KIeTKH, kKakto u Ha [upektuBa 2010/53/EC nHa
EBpornelickust mapnameHnT n Ha CobBera oT 7 roiau 2010 r. OTHOCHO CTaHAAPTUTE 3a Ka4eCTBO U
0€30MacHOCT Ha YOBEIIKUTE OpraHM, MpegHazHaueHu 3a TpaHciutantauus (OB, L 207/14 ot 6
aryct 2010 r.) u [JupextuBa 2012/25/EC na Kommcusara ot 9 oxrtomBpu 2012 r. 3a
YCTaHOBSIBaHE Ha HMH(QOPMAIIMOHHUTE MpPOLEAYypHU 3a OOMEH MEXAYy Jbp)KaBUTE YJICHKU Ha
YOBEIIKH OpraHu, NpeHa3HayeHu 3a TpancuianTauus (OB, L 275/27 ot 10 oxtomBpu 2012 1.),
kakTo U Ha Jlupextusa (EC) 2015/566 na Komucusra ot 8 ampun 2015 r. 3a mpunarane Ha
HupextuBa 2004/23/EO 1o OTHOIIEHHE Ha MNPOLEAYPUTE 3a KOHTPOJ Ha CIa3BaHETO Ha
€KBUBAJICHTHUTE CTaH/IAapPTH 3a Ka4eCcTBO M 0€30MacHOCT Ha BHAcsSHUTE ThKaHu U KieTku (OB, L

93/56 ot 9 anpun 2015 1.).
SJAKIIOUYUTEJIHU PA3IIOPE/IBA

§ 2. B enHOMece4eH CpOK OT BIM3aHETO B CHJIa HA 3aKOHA MUHUCTEPCKUST ChBET MPHEMa, a
MUHHCTBPBT Ha 37[PaBEONAa3BaHETO U3/JaBa HOPMATHBHUTE aKTOBE 10 MPUIIATaHETO MY.
§ 3. B 3akona 3a HapogHoTO 31apaBe (00H., [IB, 6p. 88 ot 1973 r.; momp., 6p. 92 ot 1973 1;



U3M. U Jom., 6p. 63 ot 1976 r., 6p. 28 ot 1983 1., Op. 66 oT 1985 ., O6p. 27 o1 1986 1., Op. 89 OT
1988 1., 6p. 87 1 99 ot 1989 1., 6p. 15 ot 1991 r.; momnp., 6p. 24 ot 1991 r.; uzm., 6p. 64 ot 1993
r., op. 31 ot 1994 r., 6p. 36 oT 1995 1., Op. 12, 87 u 124 ot 1997 1., Op. 21, 70, 71 1 93 ot 1998
r., op. 30, 62, 67, 90 u 113 ot 1999 1., 6p. 10 u 36 or 2000 r., 6p. 63 ot 2002 r.) ce mpaBsr
CIIETHUTE U3MEHEHUSI U JOMIbIIHCHUS:

1. B un. 3a ce cp3naBa 1. 16:

"16. TpaHCcIIaHTALMS HA OPTaHU, ThKaHU U KJIETKH."

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

§ 4. B 3akona 3a yieueOHuUTE 3aBeaeHus (00H., JIB, Op. 62 ot 1999 r.; u3m., 6p. 88 u 113 ot
1999 r.; monp., Op. 114 ot 1999 r., u3m., 6p. 36, 65 u 108 or 2000 r., 6p. 51 ot 2001 r. -
Pemrenne Ne 11 na Koncturyunonnust ¢ba ot 2001 r.; u3m., 6p. 28 u 62 ot 2002 r.) ce npaBsat
CIICTHUTE U3MEHECHHUSI U JOITbITHCHUS

1.Bun. 2, anm. 1 ce cp3maBa T. 6:

"6. TpaHCIJIAaHTALMS HA OpraHy, ThKaHU U KJIETKH."

2.Bun. 10 ce cp3maBaT. 7:

"7. ThKaHHa OaHKa."

3. By 19 ce cp3maBa 1. 4a:

"4a. TpaHCIJIAaHTAIMS HAa OpPTaHU, ThKaHU U KJIETKH;'".

4. Ce3pnasa ce ui. 280:

"Un. 286. (1) Tekannata 6aHka € je4eOHO 3aBeJeHUE, B KOETO JIeKap ¢ MOMOIITa Ha JAPYTH
CHEIMAMCTH B3eMa, H3CJellBa, ChXpaHsABa M MpepaboTBa OpraHd, ThKAaHU U KIETKU C
MEIUIIMHCKY TICITH.

(2) Tokanaute OaHKM MOraT Ja B3eMaT caMO ThKAHM U KIETKHU 3a MPHUCAKIAHE WIH
mpepaboTKa, a OpTraHu - caMo 3a mpepadoTKa.

(3) HelinocTTa Ha ThKaHHATa OaHKa ce U3BBHPIIBA CHITIACHO MPABHIIHUK 32 YCTPOMCTBOTO,
JEMHOCTTa U BBTPEILHUS PEll, YTBBPJIEH OT PbKOBOJUTENS Ha JIEUEOHOTO 3aBe/ieHue."

5. Cp3pnaBa ce ui. 36a:

"Un. 36a. (1) TekanHata GaHKa ce yupensBa KaTo JIPYXKECTBO C OIpPaHUYEHA OTTOBOPHOCT
WJIM aKIIMOHEPHO JIPYKECTBO U OCHINECTBSABA IEHHOCT CIe/ ModydaBaHe Ha pa3pelleHne 1mo peaa
Ha wI. Sla.

(2) B mpeamera Ha JAeWHOCT Ha TbKaHHAaTa OaHKa 3aJb/DKUTEIHO C€ BIHCBA
OCBIIECTBIIBAHETO CAMO Ha JEHHOCTUTE 110 WI. 280.

(3) Cbnebnara peructpanus Ha Qgupmara 3aJbIDKUTETHO TpsOBa Ja ChIbpXKA ITBIHOTO
0o003HaUYeHHE Ha JIeueOHOTO 3aBesieHue."

6.Bun 40, an. 1 cecn3maBaT. 11:

"11. ymocroBepeHue oT W3mbaHUTENHATa areHUMs MO TPAHCIUIAHTALUS, Y€ JIeYeOHOTO
3aBe/ieHHEe MOXKE Jla U3BBPIIBA B3eMaHE U MpHUCAXKIaHE Ha ThbKaHU M KJIETKH B CHOTBETCTBHE C
YTBBPJCHUTE MEIUIIUMHCKN CTaHJAPTH B CIIy4auTe, KOTaTo JICYeOHOTO 3aBEJICHUE II¢ U3BHPIIBA
TakaBa JeiHoct."

7. B un. 47 ce cp3gaBa T. 12:

"12. ymoctoBepeHre OT V3MbJIHUTENHATA areHIUsS IO TPAHCIUIAHTAIMS, 4Ye JIEYeOHOTO
3aBeJICHUE MOJXKe Jla HW3BBpIIBA B3eMaHE W TPHCAKIAHC HA OPraHd, THhKAaHU W KJICTKU B
CHOTBETCTBHUE C YTBHPACHUTE MEAUIIMHCKU CTAHJIAPTH B CIydauTe, KOraTo JIedeOHOTO 3aBe/ICHHE
1€ M3BBPIIBA TAKaBa AEHHOCT."

8. Cp3maBa ce ui. Sla:

"Un. 51a. (1) TerkanHUTe OAHKK OCBHINECTBIBAT JACHHOCT CIie]] TOJIydaBaHE Ha pa3pellcHHe
OT JupeKkTopa Ha M3mbaHUTETHATA areHIIHs 110 TPAaHCTIaHTaIHS.



(2) Pa3permienue o azn. 1 ce u3naBa Bb3 OCHOBA Ha 3asBJIIEHUE, KbM KOETO C€ MpUJIarar:

1. cbEeOHOTO pelmieHHe 3a perucTpanus, yIOCTOBEpEeHHE 3a aKTyaliHa CbacOHa
peructpansi, y10CTOBEpEHHE 3a JaHbUHA PETUCTPALUS U €AMHEH UICHTU(UKALIMOHEH KOJ;

2. y4peIUTETHUAT aKT Ha APYKECTBOTO U MPABUIHUKBT 32 YCTPOHCTBOTO, AEWHOCTTA U
BBTPEIIHUS PeJ] Ha JIe4eOHOTO 3aBEICHUE;

3. JIWIUIOMHUTE 3a CHOTBETHOTO BHUCIIE OOpa3oBaHHME Ha JUIaTa, KOUTO IIe paboTAT B
J1e4eOHOTO 3aBE/ICHUE;

4. CBUJIETEIICTBOTO 32 CHAUMOCT Ha JIMIIATa, IPEICTABISABAIIN JIEYeOHOTO 3aBe/ICHHE;

5. XUTHEHHOTO 3aKJIIOYEHHE 3a 00EKTa OT OpraHuTe Ha XHUTMEHHO- €MUIEMHOJIOrMYHaTa
MHCHEKIUS.

(3) Ilpm HembIHOTa Ha MpPEACTABEHUTE JAOKYMEHTH IO al. 2 JUPEeKTOpbT Ha
W3nbaHuTenHaTa areHUMs [0 TpPAHCIUIAHTAaUus B 15-7IHEBEH CPOK yBEAOMsBA IHCMEHO
3asBUTEJIS 32 TOBA U OIPEAEIS CPOK 32 OTCTPAHSABAHETO i.

(4) B TpumeceueH CpoK OT I[O0JlaBaHE€ Ha JOKYMEHTUTE MO ajl. 2 JAUPEKTOPBT Ha
W3mbpnHuTenHaTa areHuus MO TpaHCIUIAHTAlUs M3/1aBa pa3pellleHHe 3a OChLIECTBABAHE Ha
JIeHOCTTa HAa THhKaHHaTa OaHKa, B KOETO C€ IOCOYBAT BHJIOBETE JCHHOCTH, KOUTO TS WIE
W3BBPILIBA, UM [IPABU MOTUBUPAH OTKA3 3a U3JJaBAHETO MY.

(5) OTka3zbT 1o ai. 4 moanexu Ha 0OKaJIBaHE MO peja Ha 3aKoHA 33 aAMUHUCTPATUBHOTO
IIPOU3BOJICTBO.

(6) HdupektopbT Ha M3mbiHuTENHATAa areHUUs [0 TPAHCIIAHTALMSI MOXKE ChC 3aloBe] Ja
OTHEME U3J1a/ICHOTO pa3pellieHne B CIEAHNUTE CIydau:

l. ako TpkaHHaTa OaHKa OCBIIECTBABA JACWHOCT B HApyLIEHHWE HA TO3U 3aKOH H
HOpPMAaTHBHUTE AaKTOBE IO MpPUJIAraHeTO My WJIM U3BBpPIIBA JEHHOCTH M3BBH TE3HU, 3a KOUTO €
U3/1aJICHO PAa3pELICHUETO;

2. 110 UCKaHEe Ha ThKaHHaTa OAHKa;

3. mpu npeKkparsiBaHe Ha ThKaHHaTa OaHKa.

(7) 3anoBeara Ha nupekTopa Ha M3mbiaHUTENHATA areHIMs 110 TpaHCIUIaHTaIMs 110 ail. O, T.
1 moasexu Ha oOkanBaHe 1O pea Ha 3aKOHA 32 A IMUHUCTPATUBHOTO POU3BOCTBO.

(8) O6>xanBaHeTO Ha 3aMOBEATA HE CIUPA U3IBIHEHUETO H.

9. B un. 63, an. 5 nymute "un. 10, 1. 4, 5 u 6" ce 3amensr ¢ "wn. 10, 1.4,5,6 u 7".

10. B ui. 86, an. 1 nymute "u AMarHOCTUYHO-KOHCYJATAaTUBHUTE LIEHTPOBE' CE 3aMEHAT C
" TMarHOCTUYHO-KOHCYJITATUBHUTE LIECHTPOBE U ThKaHHUTE OaHKU'.

§ 5. 3nbiaHeHneTo Ha 3aK0HA ce Bb3Jlara Ha MUHHCThpa Ha 3/1paBEOIa3BaHETO.
§ 6. 3akonbT Biu3a B cuia ot 1 ssHyapu 2004 r.

3akousT € npuet ot 39-to Haponno cwOpanue na 30 ronu 2003 r., mpuet nmoBTopHO Ha 11
centemBpu 2003 . u e mojaneyatad ¢ opunmanaus neyatr Ha Hapoanoro crOpanue.

MNPEXOAHU W 3AKIIIOYUTEJIIHU PA3IIOPEJIBM xbM 3akoHa 3a H3MEHEHUE U
JOIIbJTHEHHUE Ha

3akoHa 3a TPaHCIUIAHTALUS HA OpraHU, ThKaHU U KJIETKU

(B, 6p. 71 ot 2006 1., B cuna ot 1.01.2007 1.)

§ 26. (1) MuHHCTEpPCKUAT CBHBET U3MEHS M JONBJIBA YCTPONCTBEHHS MNPaBUIHHK Ha
W3nbaHuTeNnHaTa areHIyUs MO TPAaHCIIAHTAlUS B CHOTBETCTBHE C TO3M 3aKOH B €IHOMECEUEH
CPOK OT BIIM3aHETO MYy B CHJIA.

(2) B 6-meceueH cpoK OT BIM3aHETO B CWJIa Ha TO3M 3aKOH MHHHMCTBPBHT Ha



3/IpaBeolia3BaHeTO U3/]aBa MOJ3aKOHOBUTE HOPMATUBHU aKTOBE IO MPHUIIATaHETO MY.

§ 27. (1) MuHHCTEpCTBOTO Ha 3[paBeoNa3BaHeT0 MHPOPMUPA OBIATapCKUTE TPAXKIAHH TI0
JOCTBIICH HAUMH 32 YCJIOBHATA U Pella 3a B3eMaHe U MPUCAXKIAHE HA OpraHH, ThKaHHU U KJIETKHU B
cpok 10 31 mapt 2007 r.

(2) Unadopmupanero mo an. 1 craBa mpu yclIOBUS W 1O pel, ONMpeaesieHn ¢ Hapeada Ha
MUHHCTBpA Ha 3/[paBeONa3BaHETO.

§ 28. (B cuna ot 1.01.2007 r.) IIspBusar moknan mo wi. 11, am. 5, T. 16 ce mpexncrass Ha
EBporneiickara komucusa ot M3mpaHuTENIHATa areHUMs MO TPAHCIUIAHTALMS B CPOK 0 7 arpui
2009 r.

§ 30. 3akonsT Bau3a B cwiia ot 1 stayapu 2007 1., ¢ MU3KIIIOYEHHE Ha pa3nopeaoduTe Ha § 4, T.
3, 0ykBa "a" - OTHOCHO Ch3/1aBaHeTO HA T. 15 1 16,

§ 28, KOoUTO BIM3AT B CHJIAa OT JlaTaTa Ha BJIM3aHe B cuia Ha J[oroBopa 3a mpUCheIUHIBAHE
Ha Peny6nuka bbarapus keM EBporneiickus cbro3.

[MPEXOJHN 1 3AKJIIOYUTEJIHU PA3IIOPEJIBU xbMm 3akoHa 3a W3MEHEHHUE U
JOITbIHEHHUE Ha 3aKOHA 32 3/IpaBETO

(IB, 6p. 98 o1 2010 1., B cumma ot 1.01.2011 1.)

§ 118. B 3akona 3a TpaHCIUIaHTaIUsl HA OpraHu, ThKaHU U KIeTKu (00H., JIB, Op. 83 ot 2003
r.; u3M., op. 88 ot 2005 r., 6p. 71 or 2006 r. u O6p. 36 u 41 ot 2009 T.) ce mMpaBAT CICAHUTE
W3MEHEHUS:

2. HaBcsakbne naymute '"ChOTBETHHS PErHOHAJIIEH LEHTHP MO 3JpaBeonasBaHe’ W
"peruoHaqHUTE LEHTPOBE IO 3paBeona3BaHe" ce 3aMEeHSAT CHOTBETHO CbHC ''CHOTBETHATa
peruoHajHa 3paBHa HHCHEKIUA" U "pernoHaJIHUTE 3paBHU UHCIIEKIUN".

§ 121. 3akonsT Bim3a B cuina ot 1 aryapu 2011 r. ¢ u3kiroueHue 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,§ 105, 1. 1,3u5,§107,1. 1,2, 3,4, 6, 6ykBa "a", 1. 7, 10,
11,13 u 15, 6yksa "a", § 109, 110, 112, 113, § 115, 1. 5,§ 116, 1.4u 6,§ 117, T.5u7u § 118,
T. 1, KOUTO BIM3aT B CHJIA OT JeHs Ha 0OHAapOBaHETO Ha 3akoHa B "JIbpkaBeH BECTHHK";

IMPEXOJIHNU 1 3AKJIIOYUTEJIHU PA3IIOPEJIBU xbMm 3akoHa 3a W3MEHEHUE U
JOTTBJIHEHUE Ha

3akoHa 3a TpaHCIUIAHTAILUs Ha OpraHH, ThKaHU U KJIETKU

(B, 6p. 60 oT 2012 1.)

§ 19. JleueOHuTe 3aBefieHHs, KOUTO ca MOJY4YWIM paspemieHus mo wi. 36, 37 u 38 no
BJIM3aHETO B CHJIa HA TO3U 3aKOH, OCBHINECTBSIBAT JIEHHOCTTA CHM Bb3 OCHOBA Ha W3/IaJICHUTE UM
pa3penieHusl.

§ 20. ITspBudar goknan mo wi. 11, an. 5, 1. 16a ce npengocrassa B EBponelickata KOMUCHS OT
W3nbaHuTenHaTa areHIus 1o TpaHCIUIaHTalus B ¢pok 1o 27 asryct 2013 1.

IMPEXOIHN N 3AKJIFOUWUTEJIHNU PA3IIOPEJBU xpM 3akoHa 3a HU3MEHEHHE U
JObJIHEHUE Ha

3akoHa 32a 3/IpaBHOTO OCHUTypsIBaHE

(B, 6p. 60 or 2012 1., B cuna ot 7.08.2012 1.)

§ 41. B 3akoHa 3a TpaHCIUIaHTAlLlMsl HA OPTaHu, ThKaHU U KJeTku (00H., /IB, 6p. 83 ot 2003



I.; U3M., 6p. 88 ot 2005 r., O6p. 71 oT 2006 1., 6p. 36 U 41 o1 2009 1., O6p. 98 0T 2010 1. M1 6p. 9 OT
2011 r.) B wn. 16, an. 4 nymute "npykecTBara 3a JOOPOBOJIHO 3[PaBHO OCUTYpsiBaHE" CE 3aMEHST
chC "3acTpaxoBaTenuTe, IUleH3upanu no pasaen I, 6yksa "A", T. 2 wim 1. 1 ¥ 2 OT IpUIIOKEHUE
Neo 1 kM Kopekca 3a 3actpaxoBanero".
§ 44. 3akoHBT BIM3a B CHJIA OT JICHS Ha 0OHapoaBaHeTo My B "/Ibp)kaBeH BECTHHK'".
I[MPEXOAHU 1 3AKJIFOUUTEJIHU PA3IIOPEZIBU
KbM 3aKoHa 3a OropkeTra Ha Harmonanaara 31paBHOOCUTYpUTETHA Kaca 3a 2019 .
(IB, 6p. 102 ot 2018 r., B cruta ot 1.01.2019 1.)
§ 41. B 3akoHa 3a TpaHCIUIaHTAIMsl Ha OPTaHM, ThKaHU U KJIeTKu (00H., JIB, 6p. 83 ot 2003
r.; u3M., op. 88 ot 2005 r., 6p. 71 ot 2006 1., O6p. 36 U 41 ot 2009 1., 6p. 98 oT 2010 1., Op. 9 oOT
2011 r., ©6p. 60 ot 2012 1. 1 6p. 15 oT 2013 T.) Cce MpaBAT CACAHUTE U3MECHEHUSI M IOTIBJIHCHHS:
10. (B cmia ot 1.04.2019 r. - [IB, 6p. 102 ot 2018 r.) B ocTtananuTe TeKCTOBE Ha 3aKOHA
aymute "V3nbiHMTENHATa areHus O TpaHCIUaHTanus' ce 3aMmeHar ¢ "M3nbiaHurenHara
areHuus "MenuiuHcKy Haa3op".
§ 43. 3akonsbT Bim3a B cuia ot 1 ssayapu 2019 r., ¢ u3kitoueHue Ha:
1. maparpad 29, t. 13, 6ykBa "0", 1. 14 u 15, § 30 u § 42, T. 2, KOUTO BIAM3AT B CHJIA OT
JeHs1 Ha 0OHapoABaHETO HA 3aKoHA B "J[bpikaBeH BeCTHUK";
2. maparpad 28, T. 6 — 12 u 1. 14 — 19, § 35, 1. 3, c U3K/IIOUEHHE HA WI. 7a, an. 4 ¥ WI. 7B,
a4, 1.5u6,1.8-22uT.36-40,§41,1.2—-8,1.9,06ykBu "a" u "B" u 1. 10, KouTO BIM3AT B
cuna ot 1 anpuin 2019 r.;



