3AKOH 3A TPAHCIIVIAHTALIUSA HA OPI'AHU, TBKAHU U KIIETKHA

B cuna om 01.01.2004 2.

O6mn. /IB. 6p.83 om 19 cenmemepu 20032., usm. /IB. 6p.88 om 4 noemepu 2005¢., usm. /[B. 6p.71
om 1 cenmemepu 2006e., uzm. /[B. 6p.36 om 15 mau 2009e., usm. /[B. 6p.41 om 2 rwonu 2009e., uzm. /[B.
op.98 om 14 oexemepu 20102., usm. /IB. 6p.9 om 28 anyapu 20112., usm. u don. /[B. 6p.60 om 7 aseycm
20122., uzm. /IB. 6p.15 om 15 ghespyapu 2013e., uzm. u oon. JIB. 6p.102 om 11 oexemsepu 2018e., usm. /[B.
op.17 om 26 gpespyapu 20192., usm. u don. /[B. 6p.54 om 16 ronu 2020e.

[MpoexT: 202-01-14/21.02.2002 r.

I'naBa nbpBa.
OB PA3IIOPEABAN

Yn. 1. (1) To3u 3ak0oH ypexaa yclIoBHATAa M pela 3a M3BBPIIBAHE HAa TPAaHCIUIAHTALUS Ha
OpraHy, ThKaHH W KJIETKHA B XyMaHHATa MEAHUIINHA.

(2) (Homa - 1B, 6p. 60 ot 2012 r.) llenTa Ha 3akoHa € Aa Ch37aje MpaBuja 3a OCUTYpsIBaHE Ha
CTaHJApTH 3a KauyecTBO M O€30MacHOCT Ha OpraHWTe, THKAHUTE W KIETKUTE, IpeIHa3HAuYeHH 3a
TpaHCIUIAaHTAllUA B XyMaHHaTa MEAMLMHA, U J1a rapaHTHpa BUCOKO PaBHMILE Ha ONa3BaHE HAa YOBELIKOTO
37pase.

(3) (IIpenumna an. 2 - /1B, 6p. 60 ot 2012 r.) He ca npeameT Ha TO3M 3aKOH:

1. (u3m. - IB, 6p. 71 ot 2006 1., B cuna ot 01.01.2007 r.) KpbBOAApPSBAHETO, NPETUBAHETO HA
KPBB U KPBBHU CHCTaBKU;

2. (m3m. - JIB, 6p. 71 ot 2006 r., B crima ot 01.01.2007 r., nom. - JIB, 6p. 36 ot 2009 r.)
acHCTUpaHaTa PENPOAYKIHUS U CBBP3aHUTE C HESl pEIPOYKTUBHU OPTaHU, ThKAaHHU U KIETKHU;

3. (mom. - JIB, 6p. 71 ot 2006 r., B cmma ot 01.01.2007 r.) aBTOTpaHCIUIAaHTAIIUATA, KOTATO
B3EMaHETO M MPHCAXKIAHETO Ca U3BBPILICHU B PAMKUTE HA €/1HA U ChIlla MHBa3HUBHA MIPOLEYPa;

4. UMIUTaHTaNUATA HAa U3KYCTBEHU THKaHU M OPTaHU;

5. (noBa - [IB, 6p. 60 ot 2012 r.) N3M0J3BaHETO Ha OPraHM 3a HAYYHOMU3CIIEJOBATEIICKU 11U,
OCBEH KOraTO OpraHUTE ca MpeAHa3HAUYEHHU 3a TPAHCIUIAHTALlMSA B XyMaHHATa MEIULIMHA.

Un. 2. (1) (dom. - AB, 6p. 36 ot 2009 r.) TpaHcIutaHTanusATa € ChbBKYITHOCT OT MEIUIIMHCKH U
JpyTU JEHHOCTH, CBbP3aHU C B3€MAaHE HA OPraHU, ThKAHU U KJIETKH OT YOBEIIKH WM KUBOTUHCKU TPYII WIH
OT *KHMBO JIUIIE U MPUCAKIAHETO UM Ha JAPYTO JIKIIE C IeueOHa Iell.

(2) TpancranTamusi € ¥ B3€MaHETO M NPHCAKIAHETO HA XEMOIIOETUYHH CTBOJIOBH KIIETKH,
KaKTO U Ha eMOPHOHAIHU OpTaHH, ThKaHU U KJIETKH.

(3) TpancrutaHTanus € ¥ B3€MaHETO HAa OPraHU, ThKAaHU U KIJIETKH C KUBOTHHCKH MPOU3XOM] U
MPUCAKIAHETO UM B YOBEIIKHS OPTaHU3bM.

(4) (HoBa - JIB, 6p. 71 ot 2006 r., B cuma ot 01.01.2007 r.) TpaHcmiadtauus € |
AaBTOTPAHCIUIAHTAIIUSTA, KOTATO B3€MAaHETO M MPHUCAXKIAHETO Ca U3BBPIIECHU B PAMKHTE Ha TMOBEYE OT €/IHA
WHBaH3MBHA MIPOLIETypa.

(5) (Ilpeauiuna an. 4 - 1B, 6p. 71 ot 2006 r., B cuna ot 01.01.2007 r., non. - /1B, 6p. 36 ot
2009 r., m3m. u mom. - JIB, Op. 60 ot 2012 r.) TpancraHTanusATa BKIOYBA U JCHHOCTHTE, CBBP3aHH C
JIOHOPCTBO, OCHUTYpsIBaHE, XapaKTepU3WpaHe, eKcrlepTusa, o0paboTka, MpepadoTKa, EeTUKETHUpaHe,
ChXpaHsBaHe, TPAHCIOPTUPAHE U MPEAOCTaBsIHE HAa OpPraHu, ThKaHU U KJIETKH, MTPeIHa3HauYCHH 3a MOJI3BaHe



B XyMaHHaTa MCAULUHA.

UYn. 3. TpancmiaHTanusTa ce U3BbPLIBA MPU YCIOBUS, KOUTO TapaHTHpaT paBHMU IpaBa Ha
HY)KJAeIllUTe Cce OT TpaHCIUIAaHTAlMs MAlUEeHTH, KaKTO M 3allluTa Ha YOBEUIKUTE MpaBa M CBOOOIM Ha
JeUCTBUTETHUTE U MMOTCHLUUAIHUTE JOHOPH U PELIUITUEHTH.

Yn. 4. (1) TpancmiaHTanusTa c€ OCHIIECTBSIBA CHIVIACHO MEIUIIMHCKH CTAaHAAPTH U KPUTEPUU
3a MoaA0op, YTBBP/ICHU C Hapeada Ha MHHHUCTBPA Ha 37JpaBeoNa3BaHEToO.

(2) TpancmnaHTamusaTa Ce U3BBPIIBA CAMO KOTaTo JPYTH METOIU Ha JICYEHHE ca C IMO-MajKa
e(eKTUBHOCT WU HE Ca MIPHUIIOKUMHU.

(3) TpaucmnanTaius ce W3BBPIIBA CaMO CJEJ] MPOBEXIaHE HAa HEOOXOIUMHUTE METUITMHCKH
W3CJICIBAHKSI CBIJIACHO YTBBPACHUTE MEIUIIMHCKUA CTAHJAPTH 3a TPAHCIUIAHTAIMS, TapaHTUPALIH
MaKCHMajHa CUTYPHOCT 32 3JIPaBETO Ha JIOHOpA M PEIUIHICHTA.

(4) MequIMHCKUTE CTICIMAINCTH Ca JUTHKHH JIa OCHTYPST YCIOBHUS 32 HAMAJISIBAHE HA PHCKA OT
Mpe/laBaHe Ha TPAHCMUCHBHU HH(EKIIUU U IPYTH 3a00JISIBAaHMSI OT TIOHOPA HA PEIUIHEHTA.

(5) (Homa - JIB, 6p. 71 ot 2006 r., B cria ot 01.01.2007 1.) MeauuHCKUTE CHCIIHAINCTHA Ca
JUTHKHH J1a OCUTYPAT YCIOBHUS 32 KAU€CTBO U O€30MAaCHOCT Ha ThKAHUTE U KIETKUTE MPU OCHIIIECTBABAHE HA
ABTOTPAHCIUIAHTAIIUS, TIPU KOSATO JCWHOCTHTE IO EKCIIepTH3a, B3eMaHe, o0paboTKa, ChXpaHSIBaHE WU
NpUCaXKIaHe Ce M3BBPIIBAT B pAMKUTE Ha TIOBEYE OT €/IHA HHBAH3MBHA TPOIIETypa.

(6) (Homa - 1B, 6p. 71 ot 2006 r., B cuna ot 01.01.2007 r., usm. - JIB, 6p. 60 ot 2012 r.)
W3uckBanusTa 3a KBaIM(UKAIUS W 3IPABOCIOBHO CHCTOSHHE HA JIMIATa, KOWTO H3BBPIIBAT B3EMaHE,
eKcrepTusza, 00paboTka, mpepaboTKa, ETHUKETHpaHEe, ChbXpaHSABaHE U TMPHCAKIAHE HAa OpraHU THKAHU U
KIIETKH, C€ ONPEISNIAT ¢ Hapea0a Ha MUHICTHPA Ha 3/IpaBeoOIa3BaHeTo.

(7) (Homa - JIB, 6p. 71 ot 2006 r., B cuna ot 01.01.2007 r.) Jlumara no an. 6 mpeMHHaBatT
3aJIBIDKUTENICH Kypc Ha O0yUueHUe Hail-MaJKo BEAHBK Ha JBE TOAWHHU MPHU YCIOBUS U TIO PEJl, ONPEIICICHH C
Hapezabara 1o ai. 6.

Y. 5. YoBemkuTe opraiu, ThKaHU M KJIETKHA HE MOTAaT Ja ObJIaT IPEeMET Ha Bb3ME3/IHA C/IEIKa.

Uin. 6. (M3wm. - JIB, 6p. 36 oT 2009 r.) 3a0pansiBa ce pekiiaMara 3a HAJIMYKUE HA OpTraHu, ThKaHU U
KJICTKH C IIeJl ThPCEHE Ha MaTephajHa W3roja, KakTo M TpeJlaraHeTo Ha MaTepualiHa obJjiara C Ie
MOJTy9aBaHe HA OPTaHU, ThKAHH U KIIETKH.

Y. 7. OpFaHI/I, ThbKaHU U KIICTKH, KOHUTO HC MOrar Jga C€ IIOJ3BAaT 3a HYXIWUTC Ha
TPaHCIUIaHTaOuATa 110 MEAUIMWHCKN IMPUYIWHHU, MOTraT Ja C€ NPCAOCTaBAT 3a APYyru J'I€'~I€6HI/I, JUAarHOCTUYHH
U HAYYHO-MCIHWIHWHCKHU LCJIU IIpU YCJIOBUA U IO PEHA, OIPECACICHU C Hapeﬂ6a Ha MHHHUCTBpA Ha
34paBCOIIa3BaHCTO.

Un. 8 (Hdom. - JIB, Op. 54 or 2020 r., B cuma ot 16.06.2020 r.) 3abpansiBa ce
Pa3NpoCTpaHsSIBaHETO HA TAHHH, MO3BOJISBAIIM HICHTU(PHUKALKS HA JIOHOpA WU PEIUITUCHTA, BKIFOYUTEIHO
IpU KPBCTOCAHO JOHOPCTBO.

I'naBa BTOpA.



HALIMOHAJIHA CUCTEMA 3A TPAHCIIVIAHTALIUA

Pazpen 1.
Opranusanus u aeitHocTy Ha HanmuonaiHaTa crucreMa 3a TPAHCIVIAHTAIIUSA

Y. 9. HaI_II/IOHaJ'IHaTa CUCTCMA 3a TpAaHCIUIAHTAlUs BKJIIOYBA ABPKABHU OPTraHU H JeueOHn
3aBCACHUA, HW3BbPIIBAIIIA I[CﬁHOCTH, CBbp3aH C OpraHu3anuAaTa, YIPABICHUCTO W KOHTpPOJIAa Ha
TPAHCINIAHTAIUOHHHS ITPOLEC.

Ui 10. (1) MuUHHCTBPBT Ha 3/[paBeolia3BaHETO MPOBEXkAA IbpyKaBHATA MOJUTHKA B 00JaCTTa Ha
TpaHCIUIAaHTALMATA.
(2) (U3m. - 1B, 6p. 36 ot 2009 r., oT™. - IB, 6p. 60 oT 2012 1.)

UYn. 10a. (Hos - [IB, 6p. 36 ot 2009 r.) (1) MUHUCTBPBT HA 3APABEOMA3BAHETO OMPEILIS ChC
3aroBe;] MyOJIMYHa JIOHOpHA O0aHKa Ha CTBOJIOBH KJIETKHM M KOCTEH MO3BK, KOSATO € CTPYKTypa Ha JeueOHO
3aBeieHMe 3a OOJHMYHA TIOMOIN, W3BBPIIBAIIO B3E€MaHE, eKCIepTu3a, o0padoTka, MpepaboTKa,
ChXpaHsBaHE, €TUKETUPAHE U TPAHCIIOPTUPAHE HA CTBOJIOBH KJIETKH U KOCTCH MO3bK 33 TPAHCIIAHTAIIHH.

(2) JleueOHoTO 3aBenEHME 110 all. 1 OTrOBaps Ha CIETHUTE KPUTEPHHU:

1. e cbe 100 Ha cTO IBPKABHO y4acTHE B KallUTAIA;

2. UMa paspelieHre 3a JEeMHOCTUTE Mo ai. |, u3gazgeHo mo pena Ha 4i. 47 oT 3akoHa 3a
nedeOHUTE 3aBEACHHUS,

3. (orm. - IB, 6p. 102 o1t 2018 ., B cuna ot 01.01.2019 1.)

(3) HonopHara 6aHka, ompezeneHa mo pena Ha an. 1 u 2, e Hanmonanna myOiaudHa TOHOpHA
O0aHKa W WMa 3a IIeNl Jla OCHTypsBa CTBOJOBH KJICTKM W KOCTEH MO3BbK B HAIMOHAJICH Mamad 3a
TpaHCIUIAaHTAILMs Ha JIMLA, CTPaJally OT 3a00JIsBaHus, IPU KOUTO JPYTH METOAM Ha JICYCHHE ca C IMO-MaJika
e(EKTUBHOCT WU HE Ca IPUIIOKUMHU.

Yn. 11. (1) (U3m. - [IB, 6p. 71 ot 2006 r., B cuna ot 01.01.2007 r., ot™m. - IB, 6p. 102 ot 2018
r., B cua ot 01.04.2019 1.)

(2) (OTm. - 1B, 6p. 102 o1 2018 1., B cuna ot 01.04.2019 1.)

(3) (Orm. - B, 6p. 102 ot 2018 ., B cmuta ot 01.04.2019 1.)

(4) (Homa - /IB, 6p. 71 ot 2006 r., B cuna ot 01.01.2007 r., uzm. - JIB, 6p. 102 ot 2018 ., B
cwia or 01.04.2019 r.) MsnbinuTenHara areHuus "MeIUIMHCKM HaA30p" € KOMIIETEHTHHUAT OpraH 3a
yIpaBJIeHNE, KOOPAMHAIMS W KOHTPOJI Ha TpaHCIUIaHTauATa B Penyoimka brirapust.

(5) (Ilpepumna an. 4 - JIB, 6p. 71 ot 2006 r., B cuna ot 01.01.2007 r., u3m. - JIB, 6p. 102 ot
2018 r., B cuna ot 01.04.2019 r.) U3npnaurennara areHuus "MeauunHcku Haazop':

1. KoOpAMHUpPa U KOHTPOJHMpA JEHHOCTUTE B 00JAacTTa Ha TPAHCIUIAHTAI[MUTE, U3BBHPILIBAHU B
JIeueOHUTE 3aBEICHUS;

2. mpenjara Ha MUHUCTbpa Ha 3/1paBEONa3BaHETO MEIUIIMHCKU CTaHIAPTU 3a TpaHCIUIAHTAIHs
Ha OpraHH, ThbKaHU M KJIETKHU, KAKTO U MEAULIMHCKU KPUTEPUH 3a 110100p Ha JTOHOPH U PELUIHUEHTH;

3. (mom. - IB, Op. 60 ot 2012 r., u3m. - IB, 6p. 17 o1 2019 1.) cb31aBa U noAbpHKa MMyOJIUYEH U
ciy)xe0eH perucTnbp, Kato chOupa, 00paboTBa, ChXpaHsABa M MpefocTaBs HHQOpMAIMs BHB BpB3Ka C
TPaHCIUIAHTAIMATA TIPH CTIa3BaHE M3UCKBAHMATA 32 3aIIMTA HA JINYHUTE JIAaHHH;

4. (moBa - JIB, Op. 71 ot 2006 r., B cria ot 01.01.2007 r., m3m. - JIB, Op. 36 ot 2009 r.)
OCUTYpsIBa JCHOHOIIEH JOCTBI Ha JIEKapuTe, MPSIKO Y4YacTBALIM B MEAUIMHCKOTO OOCIy)XBaHE Ha



MOTEHIMATHHUS JOHOP, A0 CIYXeOHUS PEeTUCThp Ha JHUIATa, KOUTO ca M3Pa3UiIM HEChIIIacHe 3a B3eMaHE Ha
OpraHy, ThKaHU U KJIETKU CJIeJ] CMBPTTa UM IMPH YCIOBUS U MO P, OMpeesieHn ¢ Hapeada Ha MUHUCTbpA
Ha 3/IpaBeora3BaHeTo;

5. (mpemumHa T. 4 - /1B, 6p. 71 ot 2006 1., B cuna ot 01.01.2007 r., u3m. - [IB, 6p. 36 ot 2009
I.) KOOPAMHHUPA BHOCA U U3HOCA HA OPTaHU, ThKaHU U KIIETKU;

Sa. (woBa - JIB, Op. 36 ot 2009 r., u3m. - JIB, 6p. 102 ot 2018 r., B cmma ot 01.04.2019 r.)
M3J1aBa pa3pelIeHUsITa U yI0CTOBEPEHUATA, TIOCOYCHH B TO3U 3aKOH;

6. (mpequmHa T. 5 - JIB, 6p. 71 o1 2006 1., B cuma ot 01.01.2007 r.) pasnpenens OCUTYPEHHUTE 3a
TpaHCIUIAaHTALMsI OPraHU M KOHTPOJIMPA PA3NPECICHUETO HAa ThKAaHUTE U KICTKUTE;

7. (mpenumiHa T. 6, u3M. - JIB, 6p. 71 ot 2006 r., B cuna ot 01.01.2007 r., uzm. - /1B, 6p. 60 ot
2012 r.) perucTtpupa, CbXpaHsiBa U aHaJIM3Upa HHPOpPMALMITAa OTHOCHO JAaHHUTE Ha JIOHODA,
3/[paBOCIIOBHOTO CBCTOSHUE HAa KUBUS JOHOP M pELMIHMEHTa [0 BpeMe Ha TpaHCIUIAHTalUATa U
CIICATPAHCIUIAHTAIIMOHHHS TIEPHOJ, KaKTO M CEPHO3HUTE HEXEJaHH PEaKIUH U CEPUO3HUTE WHIUICHTH,
CBBP3aHH C TPAHCIUIAHTALINATA;

8. (mpemummnua 1. 7 - IB, Op. 71 ot 2006 r., B cuia ot 01.01.2007 r.) mpoyuBa U aHanu3upa
MEIUIUHCKUTE, TPAaBHUTE, €THYHHUTE, DPEIUTHO3HUTE, MKOHOMHUYECKHUTE M COIMATHHUTE TOCIEIUIH OT
TpaHCIUIAHTAIIHTA;

9. (mpeaumna T. 8 - [IB, 6p. 71 ot 2006 1., B criia ot 01.01.2007 r.) uadopmupa 061IeCTBOTO 3a
TpaHCIUIAHTAIIMOHHUTE MPOIIECH C 11eJ1 TapaHTHPaHe Ha MPO3PAYHOCT M PaBEH JOCTHI Ha BCHUKH HYKJIAeIIH
ce JIMLa;

10. (mpemumua 1. 9 - JIB, 6p. 71 ot 2006 T., B cua ot 01.01.2007 r., uzm. - JIB, 6p. 36 ot 2009
r., gon. - JIB, 6p. 60 ot 2012 r.) KoopAHHUpPA CHTPYAHUYECTBOTO MEXIY E€BPOMNEHCKM OpraHU3alluM 3a
OOMEH Ha OpraHW, KOMIIETCHTHH OpPTaHW Ha JIbPXKABUTE - WICHKH Ha EBpomeicKus chbro3, Ha APyTUTE
IbpkKaBy - cTpanu o CriopazyMeHHeTo 3a EBponeiickoTo MKOHOMUYeCcKo MpocTpaHcTBo, Ha Kondenepanus
[lIBefiiapusi W Ha TPEeTH CTPaHU, ABPKABHU OpraHU, HAYYHH OpPTaHM3AallMd W HENPaBUTEICTBEHH
OpraHu3aliy B 00J1acTTa Ha TPAHCIIAHTALIUATA;

11. (mpemmmmua 1. 10 - 1B, 6p. 71 or 2006 r., B cuma or 01.01.2007 r.) y4actBa B
pa3paboTBaHETO HA HAIMOHAIHW CTPATETMH M MPOTPAMHU, MEXKIYHAPOIHH TPOCKTH, aHAIW3H M MPOTHO3U
OTHOCHO IPOLIECUTE HA TPAHCIIAaHTALUS;

12. (noBa - JIB, 6p. 71 ot 2006 r., B cuna ot 01.01.2007 r., mon. - B, 6p. 36 ot 2009 r.)
KOHTPOJIMpA JEHHOCTUTE M0 OCUTYpSBaHE Ha KaueCTBO M 0€30MacHOCT Ha OPTaHUTE, ThKAHUTE U KIETKHUTE,
NpeJHa3HAYCHH 33 IPUCAKIIAHE;

13. (noBa - JIB, 6p. 71 ot 2006 r., B cuna ot 01.01.2007 r., u3m. - JIB, 6p. 36 ot 2009 r.)
OCUTYpSIBa BB3MOXKHOCT 32 IIPOCIIEIIBaHE OT JOHOPA 10 PELUITMEHTa HAa BCHYKU OPTraHy, ThKaHU U KJIETKH U
BIIM3AINTE B KOHTAKT C TAX MaTepuald W MPOIYyKTH, KOMTO CE€ MOoydyaBar, oOpaboTBart, mpepaboTBar,
ChXpaHsBaT WU MPEJOCTaBAT Ha TepuTOpusaTa Ha PemyOnuka brirapus;

14. (woBa - JIB, Op. 71 ot 2006 r., B cuna ot 01.01.2007 r.) KOHTponMpa AEHHOCTUTE IO
B3€MaHe, MOCTaBsHE, eKCIepTH3a, 00paboTka U eTHUKETHUpPaHE U ChXPaHSIBaHE HA YOBEIIKUTE SIMIICKIICTKH,
CTIIepMaTO30MIM U 3UTOTH, MpPEAHA3HAYCHU 3a ACUCTHpaHATa PENpOaYKIHs, U OCHTYpsSiBa BB3MOXHOCT 32
TAXHOTO M Ha BJIM3AIIMTE B KOHTAKT C TAX MaTepUad U TMPOIYKTH U IpOcielsBaHe OT JOHOpa [0
PELUITUEHTA;

15. (noBa - /1B, 6p. 71 ot 2006 r., B cmiia ot 01.01.2007 r.) U3roTBs Ha BCEKU TPU FOJUHU OTYET
no EBporelickata KOMUCHS OTHOCHO M3BBpILIeHUTE B PenyOnuka bbiarapus eifHOCTH Mo nonyisipuzupaHe u
HachbpyaBaHe Ha JJOOPOBOIHOTO M OE3BBH3ME3THOTO JapsiBaHE HA THKAHH U KIETKHU;

16. (oBa - JIB, 6p. 71 ot 2006 r., B cuna ot 01.01.2007 r., mon. - JIB, 6p. 36 ot 2009 r.)
NPEeOCTaBs Ha BCEKU TPH TOAMHU J0KIaa B EBponeiickata KOMUCHS OTHOCHO M3BBPIIBAHUTE ACHHOCTH IO
OCHUTypsiIBaHE Ha KaueCTBO M 0OE30MacHOCT MpHU eKCIepTh3aTa, B3eMaHeTo, oOpaboTkara, mpepaboTkara,
€TUKETUPAHETO, ChbXPAHIBAHETO, IPEJOCTABSIHETO, IPUCAXKIAHETO, KOHTPOJIA U IPOBEAECHUTE NHCIIEKIIUH;



16a. (HoBa - /IB, O6p. 60 ot 2012 r.) mpemocTaBsi Ha BCEKU TP TOAUHM AO0KIa] B EBpomeiickara
KOMUCHSI OTHOCHO BCHUKH JIEHHOCTH IO TPAHCIUIAHTALIMS HAa OpraHu ¥ HATPYMaHUs ONMUT IPU U3BBPLICHUTE
TpaHCIUIaHTAIINH;

17. (moBa - IB, 6p. 36 ot 2009 r.) opranu3upa oOyd4eHHE MO Ka4yeCTBO M OE30MMACHOCT MPH
U3BBPIIBaHE HA JCHHOCTH MO TPAHCIUIAHTALIMS HA JILATa MO Wi. 15T U Ha NTKMIa, KOUTO U3BBHPILBAT B3EMaHe,
eKcrepTH3a, o0paboTka, mpepaboTka, eTUKETUpaHe, ChXpaHsSBaHE, NMPEAOCTaBsIHE M TPAHCIOPTHpAaHE Ha
OpraHu, ThKaHHU U KIIETKU;

18. (noma - [IB, 6p. 60 ot 2012 r.) npenoctaBs Ha EBponelickata KOMUCHUSI WIM Ha Ibp)KaBa -
yieHka Ha EBpormeiickus cbro3, Ha Jpyra abp:kaBa - crpaHa no Cnopasymenuero 3a EBporneiickoTo
MKOHOMHMYECKO TpocTpaHcTBO, 1 Ha Kondenepaums IlIBeiinapus npu mouckBaHe MHGPOpPMAIUS OTHOCHO
M3HMCKBaHUATA 3a WU3/1aBaHE Ha pa3pelieHus U YJOCTOBEPEHHs Ha JiedeOHHTE 3aBEJECHMs 3a JIEHHOCTU IO
TpaHCIUIAaHTAILMsI HA OpraHu, KakTo U MH(GOpMalus 3a Je4eOHUTE 3aBEACHUS, KOUTO U3BBPIUIBAT ACHHOCTH
0 TPaHCTUIAHTAIHS;

19. (soBa - JIB, 6p. 60 ot 2012 r.) u3gaBa pa3pemeHus 3a BHOC U MU3HOC HA OpraHU, ThKaHU U
KJIETKU OT U 3a TPETU CTPaHU;

20. (moBa - JIB, 6p. 60 ot 2012 r.) KOHTpONIHpPa OOMEHA HA OpPTaHU C JbPKABUTE - WICHKH Ha
EBpormeiickus cbto3, ¢ ApyruTe AbpKaBH - cTpaHu no Cropa3zymenunero 3a EBponelckoTo HKOHOMUYECKO
npoctpancTBo, U ¢ Kondenepauus lIBeiiapus, KakTo 1 BHOCAa M H3HOCA OT U 33 TPETH CTPAHHU.

(6) (Homa - /IB, 6p. 36 ot 2009 r., m3m. - JIB, 6p. 102 ot 2018 r., B cuna ot 01.04.2019 r.) Ilpwm
OCBILECTBSIBAHE HA JIEUHOCTUTE 1O al. 5, T. Sa M3mbanurennaTta areHnus "MeaunuHcku Haa3op" chOupa
TakcH B pa3Mmep, orpeneseH ¢ Tapuda, ogodpeHa or MUHUCTEPCKHSI ChBET MO MPENIOKEHUE HaA MUHUCThHPa
Ha 3/]paBeOIa3BaHETO.

Yn. 11a. (Hos - IB, 6p. 36 ot 2009 r., ot™. - JIB, 6p. 102 ot 2018 r., B cuna ot 01.04.2019 1.)

Ui 12. (1) Kem Munuctepckus cbBeT ce ch3aBa ETMuHa KOMHCHS 110 TPaHCIUIAHTALMS.

(2) Komucusra o an. 1 ce cbcTou OT 9 uieHOBE U BKIIOYBA 33 IbJKUTEIHO JIEKapH, ICUXO0JI03H,
T€0JIO3W MU IOpUCTU. CHCTaBbT HA KOMHCHSATA CE ONpEeNs C pelleHWe Ha MUHUCTEPCKHUS CBHBET 11O
MpeIoKeHNEe Ha MUHUCTbpa Ha 3/IpaBEO0Na3BaHETO 3a CPOK S5 TOUHU.

(3) Jluua, u3npaHSIBAIIM JSHHOCTH MO Wi. 2, HE MoraT Ja ObJaaT wieHoBe Ha ETuyHaTta komucus
10 TpaHCIIAaHTALMSL.

(4) ETnuHata KOMHCHS 1O TpaHCIUIAHTAIMs JaBa CTAHOBWILA IO JEOHTOJIOTMYHH U E€TUYHH
BBIPOCH B 0OJacTTa Ha TpaHCIUIAHTALMATa M pa3pellaBa B3€MaHEe HAa OpPraHd M THKaHW OT JIMIA B
MPEIBUJICHUTE B TO3U 3aKOH CIIyYaH.

(5) 3acenanusra nHa ETuuynaTa KOMUCHS 110 TPAHCIUIAHTALIUAS CA 3aKPUTH.

(6) MUHHCTEPCKUAT CHBET MO MPEAoKEHNE Ha MUHHCThpa Ha 37paBEONa3BaHETO OMpPENEs C
MIPAaBUJIHUK YCIOBUATA U pefa 3a paboTta Ha ETH4HaTa KOMUCHS 110 TPAHCIUIAHTAIUSI.

(7) (Homa - IIB, 6p. 71 ot 2006 1., B cuia ot 01.01.2007 1., u3m. - /IB, 6p. 102 ot 2018 1., B
cuna ot 01.04.2019 r.) dunancupaHero Ha JAeWHOCTTA Ha ETWYHaTa KOMHCHS IO TpPAaHCIUIAHTALUS CE
ocurypsisa ot 3nbianutennaTa areHus "MeaunuHCKU Haa30p'.

Yn. 13. (1) (M3m. u mom. - JIB, 6p. 36 ot 2009 r., u3m. - [IB, 6p. 54 ot 2020 r., B cuna ot
16.06.2020 r.) B3emane w/unmu excneptusa, 00pabOTKa, MpepaboTKa, ETUKETUpaHe, CbXpaHsABaHE,
NPEJIOCTaBsIHE W TPUCAKIAHE HA OpPraHU, ThKaHU M KICTKH C€ HM3BBPIIBAT OT JICYCOHU 3aBEICHUS 3a
OOJTHMYHA TTOMOIII, MTOTYYHIIM pa3pelieHne 1o pena Ha wi. 48, ain. 3 ot 3akoHa 3a JIeYeOHUTE 3aBEICHUS, B

KOETO U3PUYHO Ca MOCOYCHH ChOTBETHHUTE ICHHOCTH.
(2) (M3m. u pom. - /1B, 6p. 36 ot 2009 r., u3m. - [IB, 6p. 98 ot 2010 1., B cuna ot 14.12.2010 r.,



um. - IIB, 6p. 54 or 2020 r., B cuia ot 16.06.2020 r.) B3emane, excneptusa, oOpaboTka, mpepadoTKa,
eTUKETHpPaHe, ChbXpaHsIBaHe, MPEJOCTaBsIHE U NPUCAXKTaHE HA ThKAaHU U KJIETKH MOXE Ja C€ U3BbPIIBAT U OT
nedeOHU 3aBEACHUS 32 W3BBHOONHUYHA MOMOII, PerUCTpupaHu mo peaa Ha wi. 40, an. 13 ot 3akonHa 3a
Je4eOHUTE 3aBEICHHUS, B YHETO YIOCTOBEPECHUE 32 PETUCTPAIIUS Ca IIOCOYCHU CHOTBETHUTE JCHHOCTH.

(3) (M3m. - 1B, 6p. 88 ot 2005 r., mom. - JIB, 6p. 36 ot 2009 1., u3m. - JIB, 6p. 102 ot 2018 1., B
cwia ot 01.04.2019 r.) [eiiHoctuTe mo ai. 1 mMorar Ja ce U3BBPIIBAT U B JIEUEOHUTE 3aBEIACHUS KbM
MunucTtepckus chbBeT, MHHHUCTEPCTBOTO Ha OTOpaHaTa, MUHUCTEpCTBOTO Ha BBTPEHIHUTE PabOTH H
MUHUCTEpCTBOTO HAa TPAHCIOPTA, CJIEN IMOJTydaBaHE Ha YAOCTOBepeHHE OT M3mbIHUTENHATa arcHIIUS
"MenuuuHCKH Ha30p", 4e J1e4eOHOTO 3aBeIeHNE MOJKE Ja W3BBPIIBA TPAHCIUIAHTAIMS HA OpraHd, ThKaHU
U KJIETKU B CbOTBETCTBUE C YTBBPJACHUTE MEIUIIMHCKU CTaHAPTH.

(4) (Hosa - JIB, 6p. 71 ot 2006 r., B cuma ot 01.01.2007 r., nom. - IB, Op. 36 ot 2009 r.)
JleueOHute 3aBeneHus mo ai. 1, 2 u 3 U TbKAaHHUTE OAaHKU PETUCTPUPAT BCUYKU HM3BBPIIEHU OT TIX
JICHHOCTH TIO0 EKCIepTU3a, B3eMaHe, MpHcaXkIaHe, o0padoTka, mpepadoTKa, ChXpaHsSBaHE, NMPEIOCTABSHE,
TPaHCIOPTUpPAHE U TMOJy4YaBaHE W €TUKETHpAaHE HAa OpraHu, ThKAaHU MU KJIETKU IPH YCIOBUS U TO pE,
OTIpe/ieNieHU ¢ Hapea0a Ha MUHUCThPA Ha 37paBeONa3BaHETO.

(5) (Homa - JIB, 6p. 71 ot 2006 r., B cuna ot 01.01.2007 r., uzm. - IIB, 6p. 102 ot 2018 ., B
cuwia ot 01.04.2019 r.) JleueOHHTE 3aBEICHHS U3TOTBST €XKETOIHO OTUYET 332 U3BHPIICHUTE JCHHOCTH MO all.
4 mo oOpasen, ompeneneH B Hapeabata mo an. 4, ¥ ro NOPeACTaBAT B V3mbIHWTETHATa arcHIUS
"MeaunuHcku Haaz3op".

(6) (Hosa - IB, 6p. 71 ot 2006 t., B cuna ot 01.01.2007 r.) JlanHuTEe OT OTHYETa MO Al 5 Ce
BIUCBAT B perucThpa no 4wi. 39, an. 1, 1. 1.

(7) (IMpeguurna an. 4, gon. - 1B, 6p. 71 ot 2006 r., B cuna ot 01.01.2007 r.) TpancnopTupaHeTo
Ha JIOHOPW Ha OpraHW M Ha OPTaHU 3a MPUCAXKIAHE CE W3BBPIIBA OT IIEHTPOBETE 3a CIICNTHA MEIUIINHCKA
MTOMOIII.

(8) (ITpenumna an. 5 - 1B, 6p. 71 ot 2006 r., B cuna ot 01.01.2007 r.) TpancnoprupaneTo Ha
ThKaHU W KIETKU 3a MpHUCAXJaHE Ce M3BBpIIBA OT JeueOHUTe 3aBeAeHHs Mo ai. 1, 2 u 3, KakTo U OT
ThKaHHU OAHKH.

Un. 14. (U3m. - [IB, 6p. 71 ot 2006 r., B cuna ot 01.01.2007 ., u3m. - /1B, 6p. 36 ot 2009 1.) (1)
TekanauTe OaHKM MOTAT Jla W3BBPINBAT JCWHOCTH IO B3eMaHe, eKcrepTu3a, oOpaboTka, mpepadboTka,
CTHKETUPAHE, ChXPaHsABaHE, TNPEAOCTaBSIHE M TPAHCIOPTUpAHE HA THKAHM M KIETKH, KOUTO ca
NpeJHa3HAYCHH 32 PUCAXKIaHEe U MpepadboTKa.

(2) TpkanHuTe GAHKKM MOTaT Jia W3BBPIIBAT JEHHOCTH IO B3eMaHE, eKCIepTHu3a, nmpepadoTka,
eTUKETUpPaHEe, ChbXpaHSBaHE M TPAHCIOPTHpPAHE HA OPraHd camMoO KOraro Te ca MpeJAHa3HaueHU 3a
npepadoTka.

Un. 15. (1) (U3m. - [AB, Op. 36 ot 2009 r., u3m. u gomn. - /IB, Op. 54 ot 2020 r., B cuia oT
16.06.2020 r.) ThKkaHHO-KJIETHYHHU aNOrpadT MPOAYKTH MOTAT J1a C€ M3IMOJI3BAT KAaKTO 3a TPAaHCIUIAHTAIIUSA,
Taka M 3a IPOU3BOJICTBO HA JIEKAPCTBEHH MPOAYKTH U MEIUIIMHCKU U3JIETTUSL.

(2) (U3m. - B, 6p. 36 ot 2009 r., u3m. - JIB, Op. 54 ot 2020 r., B cma ot 16.06.2020 1.) 3a
MPOM3BOJCTBO HA JIGKAPCTBEHU MPOAYKTH U MEIOUIIMHCKU U3JeNUs JIedeOHUTE 3aBEelICHUs MOorar Ja
MPEAOCTaBAT MOJYUYEHUTE OT MpepaboTKa ThKAaHHO-KJIETHhYHU alorpadT MPOAYKTH HA MPOU3BOJIUTEIH HA
JIEKapCTBEHH MPOIYKTH U MEIUIIMHCKU U3ACTUSI.

(3) (M3m. - [IB, 6p. 71 ot 2006 1., B crma ot 01.01.2007 r., gom. - B, 6p. 60 ot 2012 ., u3Mm. -
1B, 6p. 54 or 2020 r., B cuna ot 16.06.2020 r.) YcimoBuaTa U peapT 3a €KCIEPTH3a, CTHUKETUPAHE,
o0OpaboTka, mpepaboTKka, ChXpaHSIBaHE, OCHUTYpSBaHE Ha KAauyeCTBO M O€30MAaCHOCT W TPEJOCTaBSIHE Ha
OpraHuTe, ThKAaHUTE M KIETKHUTE, KAKTO M Ha TMOJIyYECHUTE OT MpepadoTKaTa ThKaHHO-KJIEThYHU ajmorpadt



IPOAYKTH, C€ OIPEAEIAT ¢ Hapea0a Ha MUHUCTBPA Ha 3/[PaBEONA3BAHETO.

Yn. 15a. (Hos - 1B, 6p. 71 ot 2006 r., B cuna ot 01.01.2007 1.) (1) (U3m. - IB, 6p. 60 ot 2012
r.) JleueOHUTE 3aBeCHMS CKIIOYBAT MHUCMEHH JTOTOBOPH TOMEXIY CH, KOraTO HM3BBPIIBAT CHBMECTHO
JEHHOCTH MO 4. 2 Ha OpraHu, ThKaHU U KJIETKH.

(2) JleueObuute 3aBefeHUs] CKIIOYBAT MUCMEHHU JIOTOBOPU C TPETH JIUIA 32 OCUTYpSBaHE Ha
CTOKH M YCIYTH, KOUTO MOTaT Ja MOBJIHSIAT Ha Ka4eCcTBOTO M 0€30MacHOCTTa Ha OPraHHTEe, ThKAaHUTE WU
KIIETKHUTE.

(3) JleueOnuTe 3aBeieHNs Ch31aBaT U MOIbPKAT PETUCTHP HA CKIIOYEHUTE JIOTOBOPH 10 aj. |
u2.

(4) (U3m. - AB, 6p. 102 ot 2018 r., B cuna ot 01.04.2019 r.) JleueOHuTe 3aBeCHUS HU3MpaIiar
KOmusi OT JloroBopute 1o aji. 1 u 2 B M3nbiaHuTenHara arediusa "MeauimHcKu Haa30p" B 7-THEBEH CPOK
cJiell CKIIFOUBAHETO UM.

Yn. 156. (Hos - /IB, 6p. 71 ot 2006 r., B cuna ot 01.01.2007 r.) (1) (M3m. - B, 6p. 36 ot 2009
r., nom. - JIB, Op. 60 ot 2012 r., usm. - JIB, Op. 102 ot 2018 r., B cmia ot 01.04.2019 r.) JleueOuute
3aBeJIeHNs ca JUIbXKHU J1a choOIaT Ha M3mbiHuTenHata areHius "MeauuuHcKy Haa30p" B 7-AHEBEH CPOK
OT YCTAHOBSIBAHETO HAa BCHYKU CEPHUO3HH HEKEJIAaHW PEAKIWW WIM CEPHO3HW WHIMJIEHTH, KOraTto Te ca
pe3ynTaT OoT B3eMaHe, IpUCaXIaHe, OCUT'YpsBaHe, eKCIIepTU3a, XapakTepu3upane, oopaboTka, mpepadoTka,
CbXpaHsBaHE MPENOCTaBSHE W/WIM TPAHCIOPTUPAHE HA OpPraHM, ThKAHW W KIETKU, NpEAHA3HAYCHU 32
TpaHCIIaHTanus, HaOII0JaBaH! IO BpeMe Ha TPAHCIUIAHTALUATA U CJIel Hesl IPU JOHOPA U PEIUIHIEHTA, U
ca CBbP3aHHU C TAXHOTO Ka4eCTBO U 06€30IacHOCT.

(2) (dom. - B, 6p. 36 ot 2009 r., gom. - JIB, 6p. 60 ot 2012 r.) JleueOHuUTE 3aBEe/EHUS ca
IUTBKHH Jla Ch3aAaT M MpHjaraT CUCTeMa 3a He3a0aBHO OJIOKMpaHe, M3TETJISIHE WM YHHIO)KaBaHE Ha
BCHUYKH OpPTraHU, ThKaHHW M KJIETKH, KOUTO MOTAT Jla IOBEJIAT JI0 CEPHO3HA HEXellaHa PEeaKIus WM ca Ouin
IpeaMeT Ha CePUO3CH MHIU/ICHT.

(3) (Hom. - B, 6p. 60 or 2012 r.) YcnoBusita U peabT 3a ChOOIIABAHE, PETUCTPUPAHE,
JOKJIaIBaHEe W TIpeJaBaHe Ha MHPOPMAIUS 32 CEPUO3HUTE HEXKEJIAaHU PEaKIIMA M CEPUO3HUTE MHIUICHTH H
3a OJOKMpaHe, U3TerJIsTHe ¥ YHUIIOKAaBaHE HAa OpPraHuTe, ThKAaHUTE U KJIETKUTE Ce OINpeNeNAT ¢ Hapenda Ha
MUHHCTBPA Ha 3/[PaBEOIa3BAHETO.

Ui 158. (Hos - /IB, 6p. 71 ot 2006 1., B cuna ot 01.01.2007 r.) (1) (U3m. - [IB, 6p. 36 ot 2009
r.) JleueOHHWTE 3aBeJCHHUS €TUKETHpAT B3E€TUTE OPTraHW, ThKAaHW M KJICTKH CBHIVIACHO W3WCKBAHHATA Ha
MEJUIMHCKUS CTAaHAaPT 3a TPAHCIUIAHTAIIUS Ha OPT'aHu, ThKAHU U KJICTKH.

(2) (U3m. - JIB, Op. 36 ot 2009 r.) JleueOHMUTE 3aBEACHUS Ca JIBKHHU J1a Ch3IaaaT YCIOBHUS 3a
npoclie/isiBAHEe Ha OPTaHUTE, ThKAHUTE M KJICTKUTE OT JIOHOPA JO PEIMIMEHTa W OOpaTHO, KakTO M Ha
NPOAYKTUTE W MaTEPUAIUTE, KOUTO BIW3aT B KOHTAKT C TAX M Ca CBBP3aHU C TAXHOTO KadeCTBO H
0€30IMacHOCT, TIPH YCIIOBHS U 110 PEJI, ONPEICICHH ¢ Hape10a Ha MUHUCTBpa Ha 3/IpaBeoa3BaHeTo.

(3) (Homa - /IB, 6p. 36 ot 2009 r.) JleueOHUTE 3aBeeHUS ca JUTHKHH Ja Ch3AaAaT U Mpuiarat
CHCTEMa 32 KaueCTBO IMPHU M3BBHPIIBAHE HA BCUYKH JICHHOCTH 110 TPAHCIIAHTALIHS.

Ui 15r. (Hos - JIB, 6p. 71 ot 2006 r., B cria ot 01.01.2007 r.) (1) (Jom. - JIB, 6p. 36 ot 2009
r.) Besiko neueOHO 3aBefieHre, KOSTO U3BBPINBA JCHHOCTH 110 TPAHCIUIAHTAIIMS, OTPEICIIS JIUIE OT ChCTaBa
Ha CBOS TIEPCOHAN, KOETO OpPraHM3Mpa, KOHTPOJIMPAa M HOCH OTTOBOPHOCT 3a €KCIIepPTH3aTa, B3EMaHETO,
oOpaboTkaTta, mnpepaboTKaTra, ETHKCTUPAHETO, CHhXPAHSBAHETO, IMPEIOCTABIHETO W NPUCAKIAHETO Ha
OpraHd, ThKaHM U KJIETKH U ChOOIIaBaHETO HAa CEPUO3HU HEXKEIIAaHU PEaKIUU U CEPUO3HU MHIIHICHTH.



(2) JIunero mo an. 1 TpssOBa 1a OTroBaps Ha CICTHUTE YCIOBUS:

l. ma wmma 3aBBpIICHO BHCIIE O0pa3oBaHHWE C OOpa30BaTETHO-KBATU(UKAIIMOHHA CTETICH
"Maructep" 1o:

a) CHEeNUaIHOCT OT MPO(ECHOHAIHO HampaBieHue "MemunuHa" - B CIly4aWTe, CBBpP3aHU C
TpaHCIUIAaHTAIUATa Ha OPTaHy;

0) (m3m. - JIB, Op. 36 ot 2009 r.) crienmaHOCT OT podeCUOHATHO HampasieHue "MenumunHa",
"JlentaniHa meauuuHa" WK "buosiornyecku Hayku'" - B CIy4auTe, CBbpP3aHu C TPAHCIUIAHTAIUATA HA ThKaHU
U KJICTKH;

2. 1a ”Ma Hal-MaJKo JIBE TOAMHHU CTaX B 00J1aCTTa HAa IEHHOCTHUTE, 32 KOUTO OTIOBaps.

(3) (HoBa - IB, ©p. 36 ot 2009 r.) Jlunero no an. 1 mpemMuHaBa 3aJbJDKUTEICH KypC Ha
o0OydJeHne Hal-MaJIko BEAHBXK Ha JIBE TOJIMHU TIPH YCIIOBUS U IO Pejl, ONPEISIICHN ¢ Hapeaoara mo 4i. 4, a.
6.

(4) (IMpegumHa an. 3 - 1IB, Op. 36 or 2009 r., m3m. - JIB, 6p. 102 or 2018 r., B cuna ot
01.04.2019 r1.) JleueOHuTe 3aBenAeHUsT B 7-AHEBEH CPOK yBeAOMsBaT M3mbJIHWUTENHATAa arcHIUS
"MeaunuHCKN Haa30p" 32 UMETO, 00Pa30BAHUETO M MPOIBIDKUTEIIHOCTTA HA CTaXKa Ha JTUIETO 1o aj. 1.

(5) (Ilpeaumna an. 4 - /1B, 6p. 36 ot 2009 r., uam. - JIB, 6p. 102 ot 2018 r., B cuia ot
01.04.2019 r.) JleueOHuTe 3aBefeHHs yBenomsiBaT M3mbiaHuTenHaTa areHIus "MeIuIUHCKU Haa3op' 3a
MIPOMSIHATA WJIA 3aMECTBAHETO Ha JIMIIETO 10 al. 1, KaKTo W 32 MOMEHTA Ha HEHHOTO M3BBHPIIBAHE U 33 CPOKA
Ha 3aMECTBAHETO.

(6) (ITpequmina an. 5 - /1B, 6p. 36 ot 2009 r.) 3angbKeHUsATA U OTTOBOPHOCTUTE HA JIMIIETO 10
an. 1 ce onpenensr ¢ Hapeabara o wi. 156, ai. 3.

Un. 154. (Hos - IB, Op. 71 ot 2006 r., B cuna ot 01.01.2007 r., gom. - [IB, 6p. 36 ot 2009 1.)
JleueOHUTE 3aBeleHHs ChXPaHsABAT MH(OpMAIMITA, CBbpP3aHa C M3BBPIICHUTE OT TAX JCHHOCTH MO TO3HU
3aKOH, HE MO-MajKo oT 30 roJWHU W OCHTYpSBAT YCJIOBHUS 3a HEWHATa 3allUTa OT HEMPABOMEPEH JIOCTHII,
HEOTOPU3UPAHA MPOMSHA M YHHIIOXKABAHE.

Paszgea II.
DuHAHCUPAHE

Y. 16. (U3wm. - JIB, 6p. 71 ot 2006 r., B cruta ot 01.01.2007 r.) (1) (U3m. - [IB, 6p. 36 ot 2009
r., usm. - JIB, 6p. 60 or 2012 r.) MHHUCTEpCTBOTO Ha 3ApPaBEOINA3BaHETO BH3CTAHOBSBA HAIPABEHUTE
pa3xoau ot Je4eOHUTE 3aBEJICHNS 3a CIICAHUTE IeHHOCTH:

1. (mom. - JIB, 6p. 60 ot 2012 r.) opraHu ¥ BCUYKU CBBP3aHU C TOBA Pa3X0JH, BKIIOUUTEIHO 32
JOHOpa ¥ PEIHIHEHTa, KAKTO W Pa3XOJUTE 3a JIUArHOCTUKA W JICYCHHE HAa JOHOpA M PEIHIMCHTA B
CJIEATPAHCIUIAHTAL[MOHHUS IEPUOTT;

2. TPKaHU M KIJIETKH 3a JIeueHHe Ha 3a00JisIBaHUs, ONpEAETCHH C Hapenda Ha MHUHUCTHpA Ha
3/IpaBEONa3BaHETO.

(2) (Homa - 1B, 6p. 36 ot 2009 r.) MUHHCTEPCTBOTO Ha 3paBEOIa3BaHETO (PUHAHCHPA H:

1. cb3maBaHeTOo Ha MHGOPMALMOHHM CUCTEMH 3a HHTErpalus, perucTpalnus U KOHTPOJI Ha
TPaHCIUIAaHTAIIMOHHUS TIPOIIEC;

2. MEIMIIMHCKY HAYyYHH MTPOEKTH B 00J1aCTTa HA TPAHCIUIAHTAILIUSATA,

3. HALlMOHAJIHU 3PaBHU MPOrpaMu B 00JACTTA HA TPAHCIUIAHTALIUATA.

(3) (Hosa - JIB, 6p. 98 or 2010 r., B cuma or 01.01.2011 r.) JlekapcTBeHUTE MPOAYKTH,
NpeJHAa3HAYCHU 3a JICYEHUETO Ha CBhCTOSHUS Cie]l TpaHCIUIaHTalMs, ce 3amiamar oT HanuonanHaTta
3IpaBHOOCUTYpUTEIIHA Kaca M0 peJa Ha 3aKOHa 32 3JpaBHOTO OCUTypsIBAaHE.



(4) (Tpepumrna an. 2 - /1B, 6p. 36 ot 2009 r., npeaumua ai. 3 - JIB, 6p. 98 ot 2010 r., B cuiia ot
01.01.2011 r., m3m. - [IB, 6p. 60 ot 2012 r., B cuna ot 07.08.2012 r., usm. - JIB, 6p. 102 ot 2018 r., B cuina
o1 01.04.2019 r.) HantmonanxaTa 34paBHOOCUTYpPUTEINIHA Kaca U 3aCTPaxoBaTENINTE, JINLEH3UPAHU 110 pa3aei
II, 6yxBa "A", 1. 2 mu T. 1 u 2 ot nmpunoxenue Ne 1 kbm Konekca 3a 3actpaxoBaHeTo Morat 1a puHaHCHpAT
JNEHHOCTUTE MO TPAHCIUIAHTALIMS Bb3 OCHOBA Ha JOTOBOP C JIe4eOHOTO 3aBe/IeHUE, KOMTO MOopaXka AeicTBHe
cien ogoOpsiBaHe oT M3nbiHuTenHara areHnys "MeIunuHCKY Hai30p" 1 BIIMCBAHE B PETUCTHpa M.

(5) (ITpegumrna an. 3, usMm. - JIB, 6p. 36 ot 2009 r., npeaumna an. 4 - JIB, 6p. 98 or 2010 ., B
cuna ot 01.01.2011 r.) YcinoBusrta, penbT U pa3MepbT Ha Bb3CTAHOBSBAHE HA PAa3XOJUTE MO al. 1, KakTo U
OTHOCHUTEITHUSAT JIAJ1 Ha MOJIOKEHUSI TPYJ] CE ONPEIEIIAT ¢ Hape0a Ha MUHUCThPA Ha 3/IpaBeola3BaHeTo.

Uin. 16a. (Hos - [IB, 6p. 60 ot 2012 1., u3m. - JIB, 6p. 102 ot 2018 r., B cuna ot 01.04.2019 1.)
W3nbiinuTenHara areHims "MeaunnHCKU Haa3op" GUHAHCUpPA JEHHOCTH MO0 HAChpYaBaHE Ha JIOHOPCTBOTO
" U3pa34aBaHC HA ITOYUT U YBAKCHHUEC KbM INOUUMHAIUTC JOHOPU U TCXHUTC OJIN3KU.

Yn. 17. (U3m. - 1B, 6p. 71 ot 2006 r., B cuia ot 01.01.2007 r., u3m. - JIB, 6p. 102 ot 2018 1., B
cuna ot 01.04.2019 r., uzm. - IB, 6p. 54 ot 2020 r., B cuna ot 16.06.2020 r.) ®usnyecku U IOPUIUICCKU
JUIa MOXKe JIa 1apsBaT CPeCTBA 3a IEHHOCTH MO TPAHCIUIAHTAIIHSL.

I'naBa Tpera.
B3EMAHE HA OPTAHU, TBKAHU U KJIETKHA

Paznen 1.
B3emaHne Ha Opraiu, ThKaHHU M KJIETKH OT YOBEIIKH TPYNOBe

Ui 18. (1) B3emane Ha opranu, ThbKaHU M KJIETKHU C LI€J TPAHCIUIAHTALMS MOXE Ja CE U3BBPILU
OT YOBEIKH TPYI, CJIe] KaTO CMBPTTA € YCTAHOBEHA ChIVIACHO MEAULIMHCKUTE KPUTEPUH U PEJ, ONPEAEICHN
¢ Hapen0a Ha MUHUCTBpPA Ha 3/1paBeOIa3BaHETO.

(2) (M3m. - JIB, 6p. 102 ot 2018 r., B cuna ot 01.04.2019 r.) Ilpu HEeoOpaTuMO crimpaHe Ha
BCHMYKH (DYHKIIMM Ha TJIABHUS MO3BK M HAJIMYHA ChPJIEYHA JIEHHOCT CMBPTTA C€ YCTAHOBSIBA OT MOCTOSIHHO
JieiicTBaIla KOMUCHS B ChCTaB OT TpuMa Jiekapu. Kommcusita ce Ha3HauaBa OT AMPEKTOpa Ha JIe4eOHOTO
3aBeJIeHHE, B KOETO Ce B3eMaT OpraHM, ThKaHU U KIETKH, cJeJl 0JyyaBaHe Ha ChIVIACUE OT U3IIbJIHUTEITHHS
nupektop Ha M3nbeianurenHa areHius "MeauuuHCKU Haa3op'.

(3) Jlexapu, ycTaHOBSIBallld CMBPTTA IO ajld. 2, HE MOraT Ja yd4acTBaT B ChCTaBa Ha CEKHIIH,
M3BBPIIBAIIY B3eMaHe U MPUCAKIaHE HA OpTaHu.

Yn. 19. (1) (U3m. - IB, 6p. 71 ot 2006 1., B cuna ot 01.01.2007 r.) He ce nomycka B3emaHe Ha
OpraHd, ThKaHU | KIIETKH 33 MPUCAKIAHE, aKO JIUIIETO MPIKUBE € N3PA3UII0 TUCMEHO HEChITIaCHE 3a TOBA.

(2) He ce momycka B3eMaHe Ha OpraHH, ThKaHH M KJICTKH OT TPYyIN HA JUIe moxa 18-rogumrHa
BB3pACT WM HAa TOCTABEHO IOJ] 3alpelIeHUe JUIE, OCBEH C MUCMEHOTO ChIJIACHE HAa HETOBUTE POJUTEIH,
HACTOWHUWK WJIH TTOTICYHUTE.

(3) He ce nmomycka B3emMaHe Ha OpPTaHU, ThKAaHU W KIETKU 32 MPUCAXKAAHE OT TPYI Ha JIHIE C
HEYCTaHOBEHA CaMOJIMYHOCT.

(4) (U3m. - [IB, 6p. 36 ot 2009 r.) AkO TpyIbT MOAJICKH HA ChACOHOMEAMIIMHCKA EKCIIEPTH3a,
B3€MAaHETO HAa OPraHW, THKAaHW W KIETKM OT HEr0 C€ W3BBPIIBA CJEI IHCMEHO pa3pelicHue Ha



C'b[[e6HOMeI[I/IL[I/IHCKI/I CKCIICPT, KOMHTO HE ydacTBa B ,Z[GI\/JIHOCTI/I I10 TpaHCIIJIaHTal K.

Yn. 20. (1) (U3wm. - [IB, 6p. 71 ot 2006 1., B cuna ot 01.01.2007 r., m3m. - [IB, 6p. 9 ot 2011 1.)
Bcekn neecriocoOeH OBJITApCKH TpakIaHWH, KAKTO H  YYyXKICHEN, NpeOWBaBall MPOIBIIKUTEIHO,
IBITOCPOYHO WJIM MOCTOSIHHO B PemyOnuka bbiarapus, uma mpaBo MPHKKBE J1a U3pa3d U3PUYHO MUCMEHO
HEChIJIaCHE 32 B3eMaHE Ha OPTaHH, ThKAaHU M KJIIETKH CJIe]I CMBPTTA CH.

(2) (U3m. - JIB, 6p. 71 ot 2006 1., B cuna ot 01.01.2007 r.) M3pazeHoTo Hechriacue mo ai. |
MOJKE€ JIa C€ OTHACS JIO0 ONPECIICHU WM BCUYKH OPTaHU, ThKAaHU U KJIETKH, KaKTO M JIO0 B3€MAaHETO UM 3a
IpyTy JeueOHH, TUarHOCTUYHYU, HAYYHOMEAUIIMHCKY, Y4eOHHU U MPEnoJaBaTesICKH LIEH.

(3) (U3m. - 1B, 6p. 71 ot 2006 T., B cuna ot 01.01.2007 ., u3m. - /1B, 6p. 102 ot 2018 1., B cuna
ot 01.04.2019 r.) Hecprinacuero 3a B3eMaHe Ha OpraHW, ThKaHU M KJIETKH CE€ W3pa3siBa MUCMEHO TPe.
OOIIOMPAaKTUKYBAIIUsS JIeKap 4Ype3 IMOANKMCBaHE Ha JeKiapalus, YTBbpPAECHA OT MHUHHCTbpa Ha
3/IpaBeOoIa3BaHETO Mo MpeaiokeHne Ha M3mbiaHuTennara arenius "MeauImHCKu Haa3op'.

(4) (U3m. - ]IB, 6p. 71 ot 2006 r., B cruta ot 01.01.2007 r., uzm. - JIB, 6p. 36 ot 2009 r., usm. -
B, 6p. 98 or 2010 r., B cuna or 01.01.2011 r.) OOuIONPAaKTUKYBAIIKAT JeKap € JUTbKEH Ja BIIMIIE
He3a0aBHO M3Pa3eHOTO HECHITIACHE B 3JIPABHOOCUTYPHTETHATA KHW)KKA Ha JIUICTO W B CPOK IO 7 JHH Ja
nH(pOpMUpa MHUCMEHO TUPEKTOpa Ha ChOTBETHATA PETHOHATHA 3/[paBHA MHCTICKITHS.

(5) (Homa - 1B, 6p. 71 ot 2006 1., B cuia ot 01.01.2007 1., uam. - [IB, 6p. 102 ot 2018 r., B
cuta ot 01.04.2019 r.) Jluma, KOoWUTO ca C TPEKbCHATH 3JPAaBHOOCUTYPUTEIHM TIpaBa, HE ca
3IPaBHOOCUTYPEHH WJIH HE ca n30pann oOIIONpaKTUKYBAILl JIEKap, MOTaT Jia U3pa3AT HEChITIacHe 3a B3EMaHe
Ha OpraHH, ThKAaHU U KJIETKU CJIe/l CMBPTTa UM Ype3 MOJMUCBAaHE Ha JeKJIapalys, yTBbpJeHa OT MUHUCTBpA
Ha 37paBEeoONa3BaHETO IO TNpeqIiokeHne Ha M3mbiaHurenHara areHnus "MenWUIMHCKA HaA30p'.
JlexmapanusiTa ce 1ojjaBa B JIBa eK3eMIUIIpa B OOIIMHATA 0 MIOCTOSTHEH aIpec, KaTo SANHHST CK3EMIUISP Ce
JlaBa Ha JIULIETO, U3PA3UII0 HEChIUIacHe, a APYTUAT ce u3Mpaia 10 M3nbaHuTenHara areHuus "MeaulnHCKu
Haa30p" B CPOK /10 7 AHM OT MOAABAHETO M.

(6) (Ilpegumrna an. 5, u3Mm. - JIB, 6p. 71 ot 2006 1., B cuna ot 01.01.2007 r., u3m. u mom. - /1B,
op. 36 ot 2009 r., uam. - JIB, 6p. 98 ot 2010 r., B cuna ot 01.01.2011 r., usm. - /IB, 6p. 102 ot 2018 1., B
cuna ot 01.04.2019 r.) B cpok g0 7 nuu cnep mosrydaBaHe Ha HHGOpMaNMsITa 1o al. 4 3a JIHIaTa, U3pa3uiu
HEeChIJIacue, TUPEKTOPUTE Ha PETHMOHAIHUTE 3[PaBHU HHCICKIMH ca UTHKHU Aa MHPOPMHUpPAT MUCMEHO
M3nbanurennara aredius "MeaunuHCKU Haa30p".

(7) (ITpeaumrnaa an. 6, u3M. u goi. - JAB, 6p. 71 ot 2006 r., B cuna ot 01.01.2007 r., u3m. - /1B,
op. 102 ot 2018 r., B cuma ot 01.04.2019 r.) M3pa3eHoTo mrUCMEHO HechIIacue 1o aji. 1 u 5 ce BIuUCBa B
CyeOHust peructbp Ha M3mbaHuTenHata areHnus "MeTWIIMHCKM Haa30p" B CPOK JO TPU JHH OT
MOJIy4aBaHETO Ha ChOOIIEHUETO 10 ai. 6.

Yn. 21. (U3m. - [IB, 6p. 71 ot 2006 r., B cuna ot 01.01.2007 r.) (1) B3emanero Ha opranu,
THKAHU M KJIETKU OT MOYMHAIIO JIUIE MOXKE J]a C€ U3BBPIIH, aKO Ca U3IIBJIHCHH CIIECIHUTE YCIOBUS:

1. B 3apaBHOOCUTYpUTEIHATA KHIDKKA Ha JIMIIETO HE € BIHMCAaHO HEChIVIACHE 32 B3eMaHE Ha
OpraHu, ThbKaHU U KJIETKU CJIeJ] HeroBaTa CMbPT, B CIIy4auTe KOTaTo MMa U3/aJicHa TaKaBa,

2. (u3m. - IB, 6p. 102 ot 2018 r., B cruta ot 01.04.2019 r.) uMeTo Ha JIMIETO HE € BIUCAHO B
ciyxeOHust perucTbp Ha M3mbaHuTenHata areHius "Meaunuacku Hagzop” mo . 39, an. 1, 1. 2;

3. 3aIBDKUTEIIHO € CHOOIICHO 3a MPEACTOSIIOTO B3€MaHE HAa OpraHW, ThKaHU WIM KIETKU U
JUTICBA MPECTaBEeH MUCMEH 0TKa3 B pa3yMHO KPAaThK CPOK OT HETOBH:

a) CBIIPYT WU POJUTEN;

0) nmere;

B) Opar wim cecTpa;

r) (HOBa - /IB, Op. 54 0T 2020 1., B cuna ot 16.06.2020 r.) Apyru pogHUHU 110 ChpeOpeHa JTHHUS



JI0 YETBBPTA CTENEH, BKIIFOUUTEIHO MIPH POJICTBO, Bb3HUKHAJIO Bb3 OCHOBA Ha OCUHOBSBAHE, HO HE MO-PaHO
OT TPU FOJIMHU OT OCUHOBSIBAHETO.

(2) (Hosa - JIB, 6p. 54 ot 2020 r., B cuna ot 16.06.2020 r.) [Tucmenusr otkas mo ai. 1, T. 3 ce
u3passiBa oT:

1. nuuara no an. 1, 1. 3, 6yksa "a";

2. numata o an. 1, T. 3, Oyksa "0", ako MOYMHATIOTO JIUIIE HSAMA POAHUHU 1O ai. 1, T. 3, OykBa
nyn,

3. munata mo ain. 1, T. 3, 6ykBa "B", ako MOYMHATIOTO JIMIIE HAMA POJHUHM 10 al. 1, T. 3, OykBH
'a" u"0";

4. munara no an. 1, T. 3, 6yksa "r", ako MOYMHAJTIOTO JIMIE HAMA POAHMHM 1O ai. 1, T. 3, OykBu
"a","0" u "B".

(3) (Ilpeaumna an. 2 - JIB, 6p. 54 ot 2020 r., B cuna ot 16.06.2020 r.) PensT 3a ycTaHoBsiBaHe
U yJOCTOBEpsiBaHE Ha oOcTosTeNCcTBaTa TO ain. | ce ompenmenss ¢ Hapeada Ha MHUHUCThpa Ha
3/IpaBeoIa3BaHeTo.

Un. 22. (U3sm. - JIB, 6p. 71 ot 2006 r., B cuna ot 01.01.2007 r.) Crmen wm3BbpIIBaHE Ha
B3EMAHETO Ce MpearnpueMar BCHYKH HEOOXOIMMH MEPKH 32 BH3CTAHOBSBAHE BBHHILIHUS BHUJ Ha TSIIOTO Ha
MMOYUHAJIOTO JIMIIE.

Ui 23. (U3m. - B, 6p. 102 ot 2018 r., B cuna ot 01.04.2019 r.) Besiko neyeOHO 3aBeneHue, B
KOETO € M3BBPIICHO B3eMaHe Ha OPTaHU, ThKaHU M KJICTKU OT YOBCIIKH TPYII, € JUTBXKHO B CPOK JI0 7 JHH Ja
perucTpupa u3BbpIleHaTa npoienypa B smeaHurenHata areHus "MeaunnHCKa Haa30p".

Pa3nean 11.
B3emaHe Ha Opraiu, ThKAHHU U KJIETKH OT KHUB IOHOP

Un. 24. (1) B3emaneTo Ha opranu, ThbKaHU U KJIETKHU OT JOHOP C€ U3BBPIIBA CaMO MPU YCIOBUE
4e He MPEJCTaBIsBA OMACHOCT 32 )KMBOTA MY W € TOJIY4eHO HOTAPHAITHO 3aBEPEHO MUCMEHO ChIJIACHE OT
HEro, Clie]l KaTo MPEeIBapUTEIHO ca My OOSICHEHH Ha JIOCTBIICH €3UK PUCKOBETE, KOUTO IMOeMa.

(2) (HoBa - IB, 6p. 71 ot 2006 r., B cuna ot 01.01.2007 r.) Horapuannara 3aBepka Ha
ChIJIaCHETO MO aj. | ce W3BBpIIBa OT HOTApUYC, B YMMTO palioH Ha JEHCTBUE ce HamHpa Je4eOHOTO
3aBeJIeHUE, KOETO 1€ U3BHPIINY B3EMAHETO HAa OPTaHy, ThKaHU U/WIIN KIETKH.

(3) (IIpenumnua an. 2 - JIB, 6p. 71 ot 2006 1., B cuna ot 01.01.2007 r.) JloHOpHT TpsiOBa 1a Obae
uH(pOpMHUpaH 3a IMpaBaTa CH, MEIUIMHCKUATE MPOLEAYPH U MEPKUTE 3a O€30MacHOCT MO TO3M 3aKOH OT
JIeKap, KOWTO HE € BKJIIOYCH B €KHITa, U3BBPIIBAII B3EMAaHE WIIH ITPUCAKIAHE.

(4) (ITpenumna an. 3 - [IB, 6p. 71 ot 2006 r., B cuna ot 01.01.2007 r.) JloHOPHT MOXe naa
OTTErNIM JAJICHOTO ChIVIACHE IO BCSIKO BpeMe, MPEAr Ja € M3BBPIICHO B3€MAHETO HAa OpraHW, ThKaHU U
KIICTKU.

(5) (Ilpenumnaa an. 4 - JIB, 6p. 71 ot 2006 ., B cuna ot 01.01.2007 r.) He ce momycka
B3€MAaHETO Ha OpPraHu 3a TpaHCIUIAaHTAlMs OT Jule A0 18-rogumiHa Bb3pacT. BiemaHeTro Ha ThKaHU U
KJIETKY OT JIHIa oA 18-rouiiHa Bs3pacT ce AOMyCKa caMo B CIIy4auTe, TOCOUYCHU B TO3H 3aKOH.

(6) (Ilpequmna an. 5 - JIB, Op. 71 ot 2006 r., B cuna ot 01.01.2007 r.) He ce momycka
B3EMaHETO Ha OpraHu, ThKaHU U KJIETKH 3a TPAHCIUIAHTAIMS OT OCTABEHO IO/ 3alpelieHHe JHIIC.

(7) (Ilpegumna an. 6, usm. u gom. - JAB, op. 71 or 2006 r., B cuma ot 01.01.2007 r.)
OU3NYECKOTO U MCUXUYECKOTO 3/IpaBe Ha JIOHOpA C€ YCTAaHOBABA OT KOMHCHSI, HA3HAUE€HA OT JUPEKTOpa Ha
ne4eOHOTO 3aBEACHME, M3BBHPIIBAIIO B3€MAaHE HA OPraHu, ThKaHU M KIIETKH, ChCTOSIIA CE HaW-MaJKO OT



TpUMa JICKapH, KOUTO HE y4acTBAT B ChCTaBa HA €KUI IO B3eMaHE WJIHM MPHUCAXKIAHE C MPOTOKOJ, KONTO ce
MOJIMCBA OT BCUYKH YWICHOBE HA KOMHUCHSITA.

(8) (Homa - [IB, 6p. 71 ot 2006 1., B cuna ot 01.01.2007 r.) 3abpansiBa ce mpenjgaraHeTo Ha
MaTepuaaHa o0Jiara Ha JIOHOp Ha OPTaHH, ThKaHU U KJICTKH, KAKTO M IIPUEMaHEeTO Ha MaTepHuaiHa o0iara ot
JOHOpA.

(9) (HoBa - JIB, ©p. 60 ot 2012 r.) XuBure HOHOpPM Ha OpPraHM MOTAT Ja IOJydyaBaT
KOMIICHCAIMsSI CaMO aKO TS € CTPOro OTPaHWYCHA J0 BBH3CTAHOBSBAHE HAa CBBP3aHUTE C JIOHOPCTBOTO
pa3xou u 3ary6a Ha JTOXOJIH.

UYn. 25. (Jom. - IB, 6p. 54 ot 2020 r., B cuna ot 16.06.2020 r.) 3a TpaHCIIaHTALIUA MOXKE J1a Ce
B3€ME camo €JUH OT YU(PTHUTE OPraHU WM YacT OT CAMOBB3CTAHOBSBAIIl C€ OPTaH, KAKTO U MaTKa OT KUB
JIOHOD TIPH CICAHUTE YCIOBUS:

1. cnen mpeBapUTETHO YCTaHOBSABAHE, Y€ OPraHbT, ChOTBETHO HErOBaTa 4acT, KOUTO C€ B3eMar,
Y OCTaBAIIUAT OpraH, CbOTBETHO HETOBaTa YacT, MMaT HAITBJIHO 3arma3eHa (yHKIIHS;

2. cien TpeIBapUTEIHO H3BBPIIBAHE HA HEOOXOIMMHUTE H3CIEIBAaHUS 3a HW3KIIOYBAHE Ha
BB3MOXKHOCTTA 3a TpenaBaHe HAa WH(EKIMHW W 3a YCTAaHOBSBaHE HA OWOJIOTMYHA CHBMECTHMOCT MEXIY
JIOHOpA ¥ MOTEHLMAJIHUS PELUITUEHT.

Y. 26. (1) (dom. - 1B, 6p. 71 ot 2006 1., B crta ot 01.01.2007 1., nom. - JIB, 6p. 36 ot 2009 1.,
nom. - JIB, 6p. 54 ot 2020 r., B cuia ot 16.06.2020 r.) JloHOp Ha OpraHu M ThbKaHU MOXE Ja Oblie camo
II'BJIHOJIETHO JIMLIE, KOETO € CHIPYT UM POAHMHA Ha PEIUIMEHTA IO MpaBa JUHUS WIK M0 ChbpedpeHa JIMHUS
710 YETBBPTA CTEIEH, BKIFOUUTEIHO MIPH POACTBO, BE3HUKHAIIO Bh3 OCHOBA HA OCMHOBSIBAHE, HO HE MO-PaHO
OT TPU TOJUHU OT OCHHOBSIBAHETO, B CIIyYaWTe, KOTraTO PEIUIHUCHTHT € OCHHOBHUTEN, KOETO CE JIOKa3Ba C
oduIHManeH T0KyMEHT.

(2) (U3m. - [IB, O6p. 71 ot 2006 r., B cuia ot 01.01.2007 r., mon. - B, 6p. 36 ot 2009 r.) Ilo
U3KIIIOUEHUE ¢ pazpeuieHue Ha ETuunHaTa KOMHCHS TO TPaHCIUIAHTALMA CE€ JIOMYCKa JOHOpP Ha OpraHu U
TBHKAHU Ja ObJie JINIE, KOETO:

1. GpakTUYECKH CHKUTEIICTBA C PEeIUITMEHTa 0e3 CKITFOUSH TPa)TaHCKH Opak B MPOIBIKCHHE HA
MOBEYe OT JBE TOAMHHU U 33 TOBA Ca HAIHIIE OE3CIIOPHU J10KA3aTEIICTBA;

2. e OMOJIOTHYEH POANTEN HA PEIUITHCHTA U HE TO € TIPUITO3HAN 10 YCTAHOBCHHSI OT 3aKOHA e,

3. (aoBa - JIB, Op. 54 ot 2020 1., B cuna ot 16.06.2020 r.) € BKIIOYEHO B CIY>KEOHUS PETUCTHP
3a B3eMaHe Ha OpraH MpH YCIOBHUATA HA KPHCTOCAHOTO IOHOPCTBO;

4. (noBa - JIB, Op. 54 ot 2020 1., B cria ot 16.06.2020 r.) € OCBIIECTBIIIO pak/laHEe Ha KUBO
JIeTe ¥ € B MpeIMEHONay3aliHa Bb3pacT ChIIIaCHO KPUTEPUU 3a TIOJI00D, OMpeeNieHu B Hapeadara mo ui. 4,
ain. 1 - caMo npu B3eMaHe Ha MaTKa.

(3) (Ot™. - 1B, 6p. 36 o1 2009 1.)

Y. 26a. (Hos - JIB, 6p. 54 oT 2020 1., B cruta ot 16.06.2020 1.) (1) IIpu xpbCTOCAHO TOHOPCTBO
B3EMaHETO Ha OPTaHU CE U3BBPIIIBA, AKO Ca U3MBIIHEHU €THOBPEMEHHO CIICHUTE yCIOBUS:

l. TBpBHAT IOHOP € Jdajd HOTApUAIHO 3aBEPEHO NHCMEHO ChIylacue aa Objae IOHOD,
BKJIFOUUTEIHO TIPU KPBCTOCAHO JOHOPCTBO, W € TMOCOYMJI MBPBHS PEHUNHUEHT KaTo JIMIE, Ha KOETO €
ChIJIaceH Ja ObJie TOHOP, BKIFOUUTEIHO MTPH KPHCTOCAHO TOHOPCTBO;

2. BTOpHMAT JIOHOp € Jajdl HOTapHajJHO 3aBEPEHO IHCMEHO ChIjlackue Ja ObJie JIOHOP,
BKJIFOUUTEIIHO TIPH KPBCTOCAHO JOHOPCTBO, M € TOCOYMJI BTOPHUS PEIMIIMEHT KATO JIMIE, HA KOETO €
ChIUIaceH Ja ObJIe JIOHOP, BKIFOUYHUTEIHO MTPH KPHCTOCAHO TOHOPCTBO;

3. UBPBUAT U BTOPUSAT JOHOP M MBPBUSAT M BTOPHUST PEIMITMEHT Ca BKIIOYCHH B CIYKCOHUS



peructbp Ha M3nbnaurenna arenuus "Meaunuuacku Hag3op';

4. Hanuue ca OMOJOTMYHO ChbBMECTUMH IIbPBU M BTOPH PELUIMEHT Ha IIbPBUS U BTOPHSI TIOHOD,
KOUTO ca Jald NMHCMEHO HMH()OPMUPAHO ChIJIACHE 3a MpPUCAXKIAHE NPU YCIOBUATA Ha KPHCTOCAHOTO
JIOHOPCTBO;

5. mpeau B3eMaHETO MbPBUAT U BTOPUAT PELIUITUEHT Ca ONpe/ieeHn OT M3mbiIHUTEeNHA areHIus
"MeauuMHCKH Ha30p" ChINIACHO KPUTEPUUTE, ONPEENICHU B Hapeaourte no wi. 4, an. 1 u . 33;

6. U3MUHAJIN Ca HE MO-MAJKO OT JIBa Mecella OT BKJIIOYBAHETO Ha IbPBUS U BTOPHS JAOHOP U
II'BPBUSI U BTOPUS PELIMIIMEHT B CIIyKEOHUs perucTbp Ha M3nbiaHuTenHa areHuus "MeaunuHceky Haazop'.

(2) Ilpu kpBCTOCAHO JOHOPCTBO B3€MAHETO HA OPTaHU C€ M3BBPILIBA €JHOBPEMEHHO HA IbPBUS
U BTOpUS AOHOP.

Un. 27. (1) (Hom. - B, Op. 71 ot 2006 r., B cuma ot 01.01.2007 r.) B3emane Ha
CaMOBB3CTAHOBSIBAIM C€ THKAaHM OT JMLIA MOJA 18-roauiiHa BB3PACT Ce€ M3BBpLIBA CAMO KOTaTo
TpaHCIUIAaHTALMATA € MPEeAHAa3HAueHa 3a POJUTEIN, ChIIPYT, OpaT WIN CECTpa, CUH MJIU JIbIIEPS U ca HaJUIIE
CIIEZIHUTE YCJIOBUSL:

1. He e HanuIEe NOAXOoAA1l JOHOP Haj 18-roauiiiHa Bb3pacT;

2. TpaHCIJIAaHTALUATA € )KUBOTOCTIACABAILO JICUEHHUE;

3. (mam. - /1B, 6p. 102 ot 2018 r., B cuna ot 01.04.2019 r.) peuunueHTHT € BKIIOYEH B
city»keOHusl perucTbp Ha M3nbianuTenHara areHuus "MeauiHceKy Hai3op';

4. n3naneHo e paspeuieHre or ETHyHaTta KOMHUCHUS 1O TpaHCIIJIaHTALMS.

(2) (U3m. u gom. - [IB, 6p. 71 ot 2006 r., B cuna ot 01.01.2007 r.) B cinyganre mo an. 1 ce
M3UCKBA HOTApUAJIHO 3aBEPEHO ChIVIACHE HA POJUTENINTE, HACTOMHUKA WM TIONIEYUTEII Ha JOHOpA.

(3) (Ot™. - IB, 6p. 36 o1 2009 1.)

UYn. 27a. (Hos - JIB, 6p. 36 ot 2009 r.) (1) XemMonoeTuyH! CTBOJOBU KIETKU U KOCTEH MO3BK
MoraT Jia c€ B3eMaT OT BCSIKO JIEECIIOCOOHO JIMIE, HE3aBUCUMO OT POJCTBEHATa My BpB3Ka C PELUIHEHTA,
clie]] oJdy4yaBaHE Ha HETOBOTO MUCMEHO MH(OPMUPAHO ChIJIacHe.

(2) XeMOMOETUYHU CTBOJIOBH KJIETKH MOTaT J1a C€ B3eMaT OT MaJOJETHO JIUIE, HE3aBUCHUMO OT
pOJICTBEHATa My BPB3Ka C PEIUITUEHTA, CJIe/] TIoJlydyaBaHe Ha MUCMEHO WH(OPMHUPAHO ChIVIACHE OT JABamMaTa
POIUTENN WX HACTOMHHUIIM.

(3) Kocren M0O3bK MOKE Aa ce B3eMa OT MaJIOJIETHO JIMIIE CaMO IPHU HaJIM4Yue Ha POJICTBEHA
BpB3Ka C PEIUIHEHTa, CJIe] MoJlyyaBaHe Ha MUCMEHO MH()OPMHPAHO ChIVIacHe OT JBaMaTra POIUTENH WU
HACTOWHUILIH.

(4) Ceriaacuero Ha pPOIUTEIUTE WIM HACTOMHHUIIMTE HA MAJOJIETHOTO JIMIIE TpsOBa aa
MpeJICTaBiIsABa MperoaraeMara BoJisi Ha MaJIOJIETHOTO JIUIE M MOXKe J1a ObJIe OTTETIICHO MO BCSIKO BpEME.

(5) XeMoOmoeTHYHH CTBOJIOBH KJICTKH M KOCTEH MO3BK MOTAT Jia Ce B3eMAaT OT HEIBJIHOJICTHO
TUIE CNe] MoJly4aBaHe Ha MUCMEHO MH()OPMHpAHO ChIIache OT JHUIETO U OT JBaMaTa POIUTENH WU OT
TTOTICYUTEIIS.

(6) Cpriacuero Ha HEMBIHOJETHOTO JIMIIE, HA POAUTEINTE WM HA MOMEUUTENs MOXe J1a Obie
OTTETJICHO T10 BCSIKO BpeMe.

(7) Ha nuuara ce npenoctaBs nHGOpMaIHs 10 pa30dMpaeM 3a TSIX HAYMH OTHOCHO B3E€MAaHETO Ha
XEMOITOETUYHU CTBOJIOBH KJIETKU U KOCTEH MO3bBK.

(8) B ciywaute mo an. 3 u 5 AeiiHOCTUTE MO B3€MaHE HAa KOCTEH MO3BK CE€ M3BBPIIBAT CIEH
MoJTy4yaBaHe Ha paspenienue ot ETuuHata KOMUCHS 110 TpaHCIUTaHTaus o wi. 12, am. 1.

Y. 28. (U3m. u mon. - 1B, 6p. 36 ot 2009 r.) B3emaneTo Ha aMHHMOTHYHA THKaH, ThKaHH U
KJIETKM OT I'bITHA BPBHB M IUIAIICHTA C€ M3BBPILBA 32 LIEJIUTE€ HAa AJOr€HHA U aBTOJIOKHA TPAHCIUIAHTALIMS,



clies mojiyyaBaHe Ha MH(QOPMUPAHO ChITIacue OT OpeMeHHaTa WK POINIIKaTa.

Yn. 29. (U3m. - IB, 6p. 71 ot 2006 t., B cuna ot 01.01.2007 r.) (1) (U3m. - [IB, 6p. 102 ot 2018
r., B cuna ot 01.04.2019 r., uam. - JIB, Op. 54 ot 2020 r., B cuna ot 16.06.2020 r.) Bcesiko nmeueOHO
3aBe/ieHHe, KOETO III€ OCHIIECTBH B3€MaHE Ha OpraHH OT KHB JOHOp, € UIBKHO J1a YBEIOMH 3a TOBa
W3nbiautennara aredius "MeaunmuHCKy Haa30p" Hal-MajaKko 7 JHU IMPEABapUTEITHO.

(2) (U3m. - ]IB, 6p. 102 ot 2018 1., B cuna ot 01.04.2019 1.) B 7-nmHEeBEeH CPOK OT B3eMaHETO HA
OpraHd, ThKaHW WU KJIETKH OT JKUB JOHOP JIEUeOHOTO 3aBEICHUE € JTHKHO JIa PErUCTPUpPa U3BBPIICHATA
npoueaypa B M3nbiaHuTenHata areHuus "MeauuuHCcKy Haa30p'.

Pazpgeua I11.
B3emaHne Ha eMOPUOHAJIHU OPraHM, THKAHN U COMATHYHHU, IVIAIEHTHA U AMHUOTHYHHU KJIETKH

Y. 30. (1) EmMOpuonanan opranu, ThKaHW M COMAaTHYHH, TUTAIICHTHH U aMHUOTHYHH KJICTKH
MOraT Ja ce B3eMarT OT a0OpTUpaH IUIOJ C IeJ TPAHCIUIAHTAIUsS Cliel] MojixydaBaHe Ha WHGOPMHUPAHO
chIJIacHe OT JKeHaTa, KOsATO € abopTHpaia 1ioja.

(2) MUHHCTBPBT Ha 3paBEONa3BaHETO OMpEENsl ¢ Hapenda YCIOBHITA U pella 3a B3eMaHe Ha
e€MOpHOHATHU OpraHu, ThKaHU U COMATHYHU, TUIAIICHTHU ¥ aMHUOTHYHU KJIETKH.

Paznen IV.
B3emaHne Ha OpraHu, ThKaHM U KJIETKH OT KMBOTHHU

Un. 31. )KuBotuHcku OpraHv, TbKaHU W KJICTKKW MOraT Jia C€ U3IMO0J3BaT 3a TPAHCIIaHTAluA IMPU
YCJI0BUA U IO pel, OIIPEACIICHU C Hapez[6a Ha MUHHUCTBpA Ha 3/I[paBCOIIa3BAHCTO.

I'naBa yerBBpTA.
IMPUCAKJIAHE HA OPTAHU, TBKAHU U KIIETKHA

Y. 32. [IpucaknaHe Ha opraHy, ThbKaHU U KJIETKH C€ U3BBpILBA CaMO IIPU YCIOBHE YE:

. pemMNUeHThT WIM HETOBUTE 3aKOHHU IPEICTABUTEIH ca Jaid MHQOPMHUPAHO ChIiacue 3a
MpeJICTOosIIIaTa TPAHCIUIAHTAIMOHHA TTPOLIEAYPa;

2. (u3m. - 1B, 6p. 102 ot 2018 r., B cuna ot 01.04.2019 r.) peqUNMEHTHT HA OPraHU € BKIIOYEH
B CITy>KeOHUS perucTbp Ha M3mbiaHuTenHaTa areHnus "MeauimHcK Haa3op'.

Yn. 33. (U3m. - IB, Op. 102 ot 2018 r., B cuna ot 01.04.2019 r.) BxiroyBaneTo Ha suua,
HY)KJaellM ce OT INpUCAKIaHEe Ha OpraHv, B CIY)XeOHMS pErucTep Ha I3nmbiHUTENHAaTa areHus
"MeauuMHCKM Haa30p", KaKTO M MOJAOOPBHT HAa KOHKPETHHUS PELUIHUEHT HAa OpraH, ThKaH WIN KJIETKH, Ce
M3BBPILIBA [P YCIOBHS U IO PEJ, ONPEEICHN C Hape10a Ha MUHUCTBPA Ha 3/IpaBeola3BaHETo.

Yn. 33a. (Hos - IB, Op. 54 ot 2020 r., B cuna ot 16.06.2020 r.) IIpu xpbcTocaHO JOHOPCTBO
NPUCAXAHETO HA OPTaHU Ce U3BBPIIBA €HOBPEMEHHO Ha IIbPBUS U BTOPHUS PELIUITHEHT.

Un. 34. JleueOHute 3aBemeHus mo wi. 13, am. 1, 2 u 3 W3BBpHIBAT BCUYKH MEIUIIMHCKH



JICHHOCTH, CBBP3aHH ¢ M300pa ¥ MOJArOTOBKATa Ha TMOTEHIIUAHUS PEIUIHCHT, KAKTO U C MPOIBIKUTEITHOTO
HaOII0/ICHUE, KOHTPOJ Ha 37PaBOCIOBHOTO CHCTOSHUE U TIOTHPKAIIOTO JICUCHHUE Ha PEITUTINCHTA.

Un. 35. (U3m. - [IB, 6p. 102 ot 2018 1., B cruta ot 01.04.2019 r.) Besiko neuebHo 3aBeneHue, B
KOETO € M3BBPIICHO MPUCAXIAaHE HA OpTaH, ThKaH WM KJIETKH, € JUTbKHO B CPOK 10 7 JHU J1a pEerucTpupa
M3BbpIIEHATA TPAHCIUIAHTALMOHHA MTpoleaypa B M3nbiiHuTeNHaTa areHuus "MeauuHcKy Ha3op”.

I'nraBa nera.
BHOC U U3HOC HA OPTAHU, TBKAHUM U KIIETKH. KOHTPOJI (3ATI'JI. U3M. - IB,
BP.36 OT 2009T".)

Ui 36. (U3m. - IB, Op. 36 ot 2009 r., u3m. - /1B, 6p. 54 ot 2020 r., B cuna ot 16.06.2020 r.) (1)
BHoc Ha opranu 3a TpaHCIUIaHTAIUs OT TPETU CTPAHU Ce pa3pellaBa MpH CICAHUTE YCIOBHUS:

1. manuie ca ckiodeHu ot PenyOnwka bwirapus JoroBopu, B KOUTO M3PUYHO Ca MOCOYEHU
YCIIOBUSAATA U pEAbT 32 BHOC HAa OpraHH;

2. Opra"bT ce MPEeoCTaBs OT MHCTUTYLUS, KOATO € MpU3HATAa MO YCTAaHOBEHHUS B ChOTBETHATa
JIBbpKaBa pel M Mpuiara BCUYKHM M3UCKBAHUS 3a Ka4eCTBO, 0€30MACHOCT, MPOCIEAIEMOCT, TOKIagBaHe HA
CEepUO3HU WHIUICHTH M CEPUO3HU HEXKEJNaHW pEeaklMd, KaKTO M 3a MpeJoCcTaBsHE Ha HH(OpManuara
OTHOCHO XapaKTepU3UpaHE Ha OPTaHUTE U JOHOPUTE HA OPTaHH, YCTAHOBEHHU B TO3U 3aKOH;

3. B ciyxeOHusi perucTbp Ha M3mbaHuTenHa areHmus "MeaunMHCKA Ham3op" € BKIIOYCH
MOAXOMASII PELUUIIUEHT HA ChOTBETHUS OpraH.

(2) BHoc Ha opranu Mo’e Ja ce OChIIECTBsIBA OT:

1. neyeOHO 3aBenenue mo wi. 13, an. 1, KoeTo UMa pazpelieHre 3a MpUca)xaaHe Ha CbOTBETHUS
BHJI OPTaH, U3aJICHO 110 pena Ha wi. 48, at. 3 ot 3aKoHa 3a JIeUeOHUTE 3aBEICHHUS,

2. neyeOHO 3aBeAeHue 1o 4. 13, an. 3, KoeTo uMa yA0CTOBepeHue, n3aaaeHo ot 3mpaHuTenHa
areHuus "MenuIMHCKY Haa30p" 3a mpHCcaXKAaHe HAa CbOTBETHHS BHUJ OpraH M Ta3u JACHHOCT € BKIIIOUEHA B
CHOTBETHHS TIPABWITHUK 110 4. 35, at. 3, T. 2 oT 3aKoHa 3a JICUeOHUTE 3aBEICHMSI.

(3) 3a moyuyaBaHe Ha pa3pellieHre 32 BHOC HA OPTaHU PHKOBOJIUTENAT Ha JIEUeOHOTO 3aBEICHHE
Mo aj. 2 TojaBa 3asBJICHHE A0 H3IIBIHUTEIHUS AUPEeKTOop Ha M3mbaauTenHa areHmus "MeauuHCKH
HaJ30p" 3a BCEKU OTAENIEH JOHOP, KbM KOETO Mpujara:

1. TOKyMEHTH, KOUTO C€ M3UCKBAT ChIVIACHO JOTOBOPUTE 10 ail. 1, T. 1;

2. TOKYMEHTHU 3a ChOTBETCTBHE HAa MHCTUTYLHATA, KOSTO MPEAOCTaBs OpraHa, ¢ M3UCKBAaHUATA
Haan 1, T. 2;

3. undopManus 3a opraHa M JJOHOpA - JOKYMEHTH 3a KJIMHUKO-Ta00paTOpHU, BUPYCOJIOTHYHH,
CEpOJIOTHYHU, UMYHOJIOTUYHH, MUKPOOUOIIOTUYHHU U 00pa3HU U3CIIC/IBAHNUS;

4. TOKyMEHTH 3a ChOTBETCTBHE C M3UCKBAHUATA HA WI. 26 MPU BHOC HA OPraHU WJIM 4YacT OT
OpraH OT KUB JOHOP.

(4) M3nbanuTenHa areHuus "MeaUIMHCKU Han30p' pasriiexaa 3asBICHUETO U MPUIIOKEHUTE
KbM HEro JIOKyMEHTH, U3BBPILIBA CIyXkeOHa MpoBepKa 3a ChOTBETCTBHE ¢ ai. 1, T. 3, 3a HalIu4yue Ha
JOroBopH mo an. 1, T. 1, KakTo M 3a CHOTBETCTBME Ha IIPEJICTABEHUTE NOKyMEHTH mo ai. 3, T. 1 ¢
M3UCKBAaHMATA HA T€3U JIOTOBOPH.

(5) Usnbnautenna areHnus "MenuIMHCKA HaA30p" M3JaBa paspelleHre 3a BHOC MO oOpasell
WIH TIPaBU MOTHUBHUPAH OTKAa3 B CPOK, ChOOpa3eH ¢ MCXEMHYHOTO BPEeME Ha OpraHa, HO HE MO-ABIBr OT 24
gaca OT MOIaBaHETO Ha 3asIBICHUETO.

Ui 36a. (Hos - /IB, 6p. 60 ot 2012 r., u3m. - JIB, Op. 54 ot 2020 r., B cuna ot 16.06.2020 1.) (1)



OOMeH Ha opraHu ce M3BBPIIBA MEXIy Ibp)KaBU - WieHKHM Ha EBpomelickus cpio3 u Ha EBpomneiickoTo
WKOHOMHYECKO TIpocTpaHcTBO, M Kondenepamus [IBeiapus u BKIOUYBa:

1. monyyaBaHe Ha OpraHy 3a TPAHCIUIAHTALMS OT AbPXKABU - WICHKU Ha EBporneiickus cbio3 U Ha
EBporeiickoTo HKOHOMHYECKO NMPOCcTpaHCTBO, U oT Kondenepanus Iseiinapus;

2. IpeloCTaBsSHE Ha OPraHu 3a TPAHCIUIAHTALIMS Ha JbPKaBH - WICHKH Ha EBponeickus cbio3 U
Ha EBporneiickoTo nKoHOMUYecKO MpocTpaHcTBO, 1 Ha Kondenepamus LBeiinapus.

(2) O6meHbT Ha opranu 1o an. 1 ce U3BbpPIIBA MPU ClIa3BaHE Ha MPOLEAYPHUTE 3a MpeIaBaHe Ha
uHpOpMals, TapaHTUpaIla KauecTBO, OE30MaCHOCT, MPOCIESIEMOCT, JOKJIAABaHE HA CEPUO3HU WHIUICHTH
U CEpHO3HM HEKEJaHW pPEaKIMH, KaKTO U Ha IpOLEIypUTe 3a MpeAocTaBsHE Ha MH(OpMAIMs OTHOCHO
XapakTepU3MpaHe Ha OPraHUTE U JOHOPUTE HA OpTaHU, ONPEICIICHH B TO3H 3aKOH.

(3) OOMeH Ha opraHu ¢ AbprKaBa Ha M3MpaIlaHe ce U3BBHPIIBA MIPH YCIOBUITA Ha ajl. 2, KaKTO U
KOTraToO Ca U3M'bJIHEHU CIEIHUTE YCIOBUS:

l. opraubT € MNPHUAPYXKEH OT JOKYMEHTH 3a KIMHHUKO-JIA0OPAaTOPHHU, BHUPYCOJOTUYHH,
CEpOJIOTMYHU, UMYHOJIOTUYHH, MUKPOOUOJIOTUYHHU U 00pa3HU U3CJIe/IBAHUS;

2. B cIly’)keOHUSI perucTbp Ha M3mbiaHuWTEenHa areHius "MeIWIMHCKA Haa3op" € BKIOYEH
MTOAXOMSII PEIUNTUCHT HAa CHOTBETHHUS OpTaH.

(4) ObMeH Ha opraHM C IbpKaBa Ha MOJIy4aBaHE Ce W3BBPIIBA MPU YCIOBUATA HA all. 2, KAKTO U
KOIaTo ca U3MbJIHEHU CIEJAHUTE YCIOBUS:

l. opranbT € TpUIPYXKEH OT JOKYMEHTH 3a KIWHUKO-JIa0OpaTOPHHU, BUPYCOJOTHYHH,
CEepOJIOTHYHHU, UMYHOJIOTUYHU, MUKPOOHOJIOTHYHH U 00pa3HU U3CIIECIBAHMS;

2. B CykeOHUs perucThp Ha M3mbiaHuTenHa areHuus "MeauiuHCKA Haa30p" HE € BKIIOYCH
MOAXOMASAI] PEUUITUEHT HA ChOTBETHUS OpraH.

(5) OOMeH Ha opraHu C €BpPONEHCKH OpraHu3aliyd 3a OOMEH Ha OpPraHd C€ HM3BBPIIBA CIEH
CKJIFOUBAHE Ha cropazyMeHue Mmexay M3mbaHutenHa areHuus "MeOuUMHCKM Haa30p" M ChOTBETHATa
OpraHM3alysi, ako OpraHHu3alusATa TapaHTHpa Cla3BaHE Ha IPOLEIYpUTE 3a NpeJaBaHE HAa ChOTBETHATA
nH(pOopMalKs 32 Ka4ecTBO, 0€30M1aCHOCT, MPOCIEIIEMOCT, TOKIaIBaHe HA CEPUO3HU MHIUACHTU U CEPHO3HU
HEXKEIaHU pEakluu, KaKTo W Ha TMPOIEeHypuTe 3a TNpeaocTaBsHe Ha HWHPOpMAIUsITa OTHOCHO
XapaKTepu3upaHe Ha OPraHUTE U TOHOPUTE Ha OpTaHH, ONPEIENIEHN B TO3H 3aKOH.

Uin. 366. (Hos - JIB, 6p. 54 ot 2020 r., B cmwia ot 16.06.2020 r.) O6meH Ha opranu 1o 4. 36a,
asn. 3 MOXe J1a ce OCBHIIECTBSBA OT:

1. neyeOHO 3aBeneHue 1o wi. 13, an. 1, koeTo UMa paspeleHre 3a NPUCAXkIaHe Ha CbOTBETHUS
BH/JI OpTraH, U3/IaJIcHO 110 peaa Ha wi. 48, aji. 3 otT 3akoHa 3a JIeYeOHUTE 3aBEICHNUS,

2. neyeOHO 3aBeneHue 1o wi. 13, an. 3, K0eTo uMa y10CTOBepeHHe, n3aaieHo OT M3mbiIHuTeNHA
areHius "MenuuuHCKY HaA30p" 3a MpUCaXAaHe Ha ChOTBETHHUS BHJ OPraH W Ta3W JEHHOCT € BKJIIOUYCHA B
CHOTBETHUS MPAaBUIHUK 10 4Wi. 35, an. 3, T. 2 oT 3aKkoHa 3a JieueOHUTE 3aBEICHUS.

Y. 368. (Hos - IB, 6p. 54 or 2020 r., B cuna ot 16.06.2020 r.) (1) O6MeH Ha opranu no 4i.
36a, ann. 4 MOXKe Ja ce OCHIIECTBIBA OT:

1. neuebHO 3aBezieHue Mo wi. 13, an. 1, KoeTo uma paspelieHne 3a B3eMaHe Ha ChbOTBETHHUS BUJ
opras, U37aIcHO 10 pena Ha wi. 48, an. 3 ot 3akoHa 3a JIe4eOHUTE 3aBEICHUS;

2. nedyeOHO 3aBeAieHHe 1Mo Wi. 13, an. 3, KoeTo uMa yA0CTOBepeHue, U3aieHo oT V3mbaHuTenHa
areHius "MeauIMHCKU Haa30p" 3a B3eMaHE Ha CHOTBETHHUS BHUJ OpraH W Ta3u JEHHOCT € BKJIIOYCHA B
CHOTBETHHS IIPABWIIHHK T10 4. 35, at. 3, T. 2 oT 3aKoHa 3a JICUeOHUTE 3aBE/ICHHMS.

(2) JleuebnoTo 3aBeneHue npenoctaBs Ha M3mbiaHutenHa areHuus "MeaunMHCKM Hazazop'
JIOKYMEHTH 32 KIIMHUKO-JTA00PaTOPHH, BUPYCOJIOTHYHH, CEPOJIOTHYHU, UMYHOJIOTHYHH, MUKPOOHOJIOTHYHH
1 00pa3HU U3CIICIBAHUS.



Uin. 36r. (HoB - [IB, Op. 54 ot 2020 r., B cuna ot 16.06.2020 r.) (1) U3nbanutenna areHuus
"MenuuuHCKH Ham30p" € KOMIETESHTHUST OpraH 3a Bpbh3ka Ha PenmyOnmuka bbiarapus ¢ KOMOETEHTHUTE
OpraHd MO TPAHCIUIAHTAIMS B IbPXKABUTE HA W3MpallaHe U Ha TOJy4yaBaHE, OpraHMU3alnuTe 3a 0OMEH Ha
OpraHM WU JIeyeOHMTE 3aBEeJCHUS, Ha KOUTO c€ IpeAaBa HHPopManusTa N0 OOMEH Ha OpraHu u
MPOU3TUYAIIUTE OT TAX JEHHOCTH.

(2) M3nbauTenHa areHnus "MeauIMHCKUA Haa30p" OCUTYpsiBa JICHOHOIIHO Pa3MoOJIOKEHHUE 3a
U3MbJIHEHHE Ha (DYHKIMUTE CH MO al. |, CBbp3aHU C OpraHu3upaHe Ha OOMEH Ha OpraHu MpU CHEIIHU
CHUTYallUH.

(3) Undopmanuara oTHOCHO oOMEHa Ha OpPTaHM M XapaKTepU3MpPaHE Ha JIOHOpPA C€ TpelaBa
npeaBapuTesHo Mexxay M3mbianurenHa areHuus "MenuMHCKH Hax30p", OT elHa CTpaHa, U KOMIETEHTHHS
OpraH IO TpPaHCIUIAaHTAlUsl Ha Jbp’KaBaTa Ha M3IpalllaHe U Ha IMOJydyaBaHe, OpraHu3anusaTa 3a oOMEH Ha
OpraHu WM Je4eOHO 3aBe/IeHHe, OT Apyra CTpaHa.

(4) Madopmarusra mo an. 3 ce mpeaaBa He3a0aBHO Cie[ HEMHOTO MOJy4YaBaHE W MPOBEPKA B
nicMeHa popma 1o eeKTpOHEH BT WU 110 (akc.

(5) B cnemrnu cutyanuu ce Aonmycka uH(opMaIusaTa OTHOCHO XapaKTepU3UPaHETO HA OPraHuTe
U JIOHOPHUTE, KaKTO ¥ JOKJIAJBAHETO HA CEPHO3HW WHIMUACHTH W CEPUO3HH HEXKEIaHHW PEaKIHUh Ja ce
npeaze yCTHO, KaTo He3a0aBHO Cllef] TOBa ce MOATOTBS U MPEA0CTaBs U B MUCMeHa (opMa.

(6) Korarto wacT ot nHpopMaIusaTa 3a XapaKTepu3upaHe Ha OpraHa W/ JIOHOpa HE € U3BECTHA
KbM MOMEHTa Ha MpeAocTaBsiHE Ha MHopMausaTa Mo aj. 3, TS ce MpelaaBa BeJHara, ciel KaTo CTaHe
HaIMYHA, OT M3nbiiHUTEHA areHnus "MeIuIMHCKA Haa30p" WU OT ChbOTBETHOTO JIe4eOHO 3aBEICHHE.

(7) 3a ochmiecTBsiBaHe Ha 0oOMeHa Ha opraHu M3mbiaHuUTENHA areHnus "MenunuHCKA Haazop"
n3rotBs Onanka "MHQopmanus 3a oOMeH Ha opraHu" B TpU €K3eMIUIIpa, a KOraTo OOMEHBT Ce U3BBPIIBA C
nbpkaBa oT EBpormelickata acommaius 3a CBOOOJAHA THPIrOBUS - B 4 €K3eMIUIpa, KOATO IMPEIOCTaBs Ha
nedeOHOTO 3aBeieHHe 1o wi. 360 wnu ui. 36B. biankara chabpika cienHata nHGOpMaIus:

1. HauMeHOBaHWE U JAHHU 32 BPbh3Ka Ha LIEHTHPA 32 OCUTYPSIBAHE;

2. HaMMEHOBAHME U JIAHHU 33 BPb3Ka Ha IIEHThpa 3a TPAHCIUIaHTAIHS;

3. cienuduKays Ha OpraHa,

4. naTa Ha OCUTYPSIBAHETO;

5. HalMOHAJIEH UICHTU(PHUKAIIMOHEH HOMED Ha JIOHOPA;

6. HaIMOHAJIeH WJICHTU(HUKAIMOHEH HOMEp Ha PEIUIMEHTAa WM aKo OpraHbT HEe € Oui
TpaHCIUIaHTHpaH - HHopMalus 3a KpaiiHaTa My yrnoTpeoa;

7. laTa 1 4yac Ha MpeIaBaHETo;

8. maHHU 3a BpbB3Ka C JIULETO, OTTOBAPAIIO 3a MIPEIABAHETO;

9. nara Ha TpaHCIUIAHTAIUATA, KO € TPUII0KUMO;

10. madopmarnus, 4e ChabpKa JIMYHU JaHHU W CJE€IBa Ja C€ Mpeana3Ba OT HEpa3peuieHo
pa3KpHBaHe WIN JOCTBHII.

(8) Ilpu wu3BBpIIBAHETO HAa MUTHUYECKUTE NPOLEAYpU C JbpKaBUTEe OT EBpomneiickaTta
acouuanusi 3a CcBOOOJHA TBHProBHUS JIEUEOHOTO 3aBeleHHE mpeacTaBs ek3emmuisip Ne 4 or OnaHka
"Nndopmanus 3a oOMeH Ha opraHu’.

(9) Uadopmanmsita, cCBEp3aHa ¢ 0OMEHa Ha OpraHM, ce MpejaBa Ha €3WK, pa30upaeM U 3a JIBETE
CTpaHH, WM Ha aHTJIMHCKH €3HK.

(10) Usnbanutenna areHuus "MenuuuHCKM Haa3op" BOHMcBa HMHQOpManusITa Mo aji. 7 B
peructbpa mo wi. 39, an. 1, T. 2 Ha OBITAPCKU €3UK HE3aBUCUMO OT €3HMKa, Ha KOWTO € MOoJy4YeHa.

(11) IIpn oOmeH Ha opraHu C Ibp’KaBU Ha u3npamane M3nbnaurenna areHuus "MeaunmMHCKH
Haa30p" TpsiOBa /1a MOTBBP/AM Ha AbprKaBaTa Ha M3IpalllaHe MoJdyyaBaHETO HAa HHPOpMAIHITA.

(12) Ilpu oOMeH Ha opraHu ¢ Abp’kaBa Ha Moixy4aBaHe M3mbiaHuTenHa areHIMs "MeaUIMHCKA
Haa3op" TpsAOBa Ja OCHTypd OT JAbpKaBaTa Ha TMOJy4yaBaHE NOTBBP)KJIEHHE 3a TMOJIy4yaBaHETO Ha
u3npaTeHara nHpopMarus.



Un. 36a. (Hos - JIB, 6p. 54 ot 2020 r., B cuna ot 16.06.2020 r.) (1) U3meaHuTenHA areHus
"MenuuuMHCKH Haa30p" HM3MCKBA OT IbPKaBUTE HaA TMOJydaBaHe HWHGOpPMAIMs OTHOCHO Jjarara Ha
W3BBPIIICHATA TPAHCIIAHTAIMS HA OpPTraHu, KOUTO ca MpeaMeT Ha OOMEeH, KaKTO U 3a HAaMMEHOBAaHUETO Ha
Je4eOHOTO 3aBE/ICHNE, B KOETO TS € U3BBPIICHA, U JAHHU 33 BPB3Ka C HETO.

(2) Axo opraHbpT, KOWUTO € TpeaMeT Ha OOMeH, He ObJAe TpaHCIUIaHTHpaH, W3mbiHuTEnHA
areHius "MeauIuHCKH Haa30p" M3MCKBAa OT KOMIIETEHTHATa OpraHu3alyds Ha Jbp)KaBaTa Ha MOJIydaBaHE
uH(popMalus 3a KpaitHaTa My yrotpeoa.

Un. 36e. (HoB - JIB, 6p. 54 ot 2020 r., B cuna ot 16.06.2020 r.) (1) [Ipu BB3HMKBaHE Ha
Cepro3Ha HeKeJaHa peakuusi U CEepUO3eH MHUUICHT, CBbP3aH C OpraHUTe, KOMTO ca MpeAMET Ha OOMeH, U
noHopa, MambenHurenna areHmws "MeaMIMHCKM Haa3op" MOKJIaIBa 3a TOBa He3ab0aBHO HAa CHOTBETHHUS
KOMIIETEHTEH OpraH MO0 TPaHCIIAHTAIMs B IbpKaBaTa Ha U3MpalllaHe WK B JbpKaBaTa Ha MOJyYaBaHe MpU
yCIIOBUSITA U 10 peia Ha HapenOara mo wi. 156, amn. 3.

(2) Undopmanusta, cBbp3aHa ¢ 0OMeHa Ha OpPraHHW, c€ ChbXpaHsABa B V3IIbJIHUTENHA areHIUs
"MenuuuHCKH HaA30p" W MOXKe J1a ObJie MpeocTaBeHa MPH MOUCKBAaHE Ha JbprKaBaTa HAa M3MpAIllaHe WU
Ha MoJIy4YaBaHe.

(3) M3mbpnauTenna arennus "MeaunuHCKH Haa3op' cboOmaBa Ha EBporelickaTa KOMHCHS
JAaHHM 32 BpB3Ka C Hesl, KOUTO ChIbpPKAT Hali-MaJIKo: HAMMEHOBaHHe, Tee(oHeH HOMEp, EJIeKTPOHEH aJipec,
(hakc ¥ TIOIICHCKH aJipec.

(4) smpnauTenHa areHnus "MenuuuHCKH Haa30p" cBoeBpeMeHHO mHpopmupa EBponeiickara
KOMMCHS 32 TPOMEHHU B JIAaHHUTE T10 aJ. 3.

Un. 36x. (HoB - IB, Op. 54 ot 2020 1., B cuna ot 16.06.2020 r.) (1) M3Hoc Ha opraHu 3a
TpaHCIUIaHTAIUs 32 TPETH CTPAHU C€ pa3peliaBa IpH CIETHUTE YCIOBUS:

1. Hamune ca ckimoueHn ot PemyOnmka bvarapust moroBopu, B KOUTO U3PHYHO Ca MOCOYCHHU
YCIIOBUSITA U PEABT 32 U3HOC HA OPTaHU;

2. Opra"bT Cc€ MPEIOCTaBs Ha MHCTUTYLUSA, KOSITO € MpU3HaTa M0 YCTaHOBEHUSI B ChOTBETHATa
IbpKaBa pef;

3. B nObppxaBUTe - wieHKM Ha EBpomelickus cbio3 U Ha EBpONENCKOTO MKOHOMHUYECKO
npoctpancTBo, U B Kondeneparus [lIBeiapus HiMa mMoaXOS1II PEITUTIMCHT 32 ChOTBETHUS OPTaH;

4. B CbOTBETHATA JIbPKaBa UMa MOJIXOIAI PELIUITUECHT.

(2) M3HOC Ha OpraHu MoOe Ja ce OCBhLIECTBSIBA OT:

1. neyeOHO 3aBeneHue mo wi. 13, an. 1, koeTo uMa pa3pelieHue 3a B3eMaHe Ha ChbOTBETHHSI BUJ]
opras, U3JaICHO 10 pena Ha wi. 48, ain. 3 oT 3akoHa 3a JIe4UeOHUTE 3aBEICHUS;

2. neueOHO 3aBeqieHre 1Mo Wi. 13, ain. 3, KoeTo UMa yJI0CTOBEpEeHHE, U3AaICHO OT V3mbiIHUTETHA
areHuus "MenMUMHCKA Haa30p" 3a B3eMaHE Ha CHOTBETHHUS BUJ OpraH M Ta3u AEWHOCT € BKJIIOYEHA B
CHOTBETHHS IPABMWITHUK 110 4. 35, at. 3, T. 2 oT 3aKoHa 3a JICueOHUTE 3aBEICHHSI.

(3) 3a momywaBaHe Ha paspelIieHHe 3a M3HOC Ha OpPraHd PHKOBOJUTENAT Ha JeueOHOTO
3aBeJicHUE 1O aj. 2 T1oJaBa 3asBICHUE 10 HW3NBJIHUTEIHUA JTUPEKTOp Ha VI3IMbIHUTEIHA areHuus
"MeaunuHCcKu Ha30p" 32 BCEKHW OTIENICH JIOHOP, KbM KOETO Mpuiiara:

1. TOKyMEHTH, KOUTO C€ M3UCKBAT ChIVIACHO JOTOBOpPUTE 10 ai. 1, T. 1;

2. JOKyMEHTH 3a CBOTBETCTBHE HAa HHCTUTYLHATA, HAa KOSTO CE€ IMPEIOCTaBsi OPIraHbT, C
M3HUCKBaHMATA Ha al. 1, T. 2;

3. IJaHHM 3a CHOTBETCTBUE C all. 1, T. 4;

4. undopmanus 3a opraHa U JOHOpA, BKIIOYBAIIA JOKYMEHTH 3a KIMHHKO-T1a00paTOpHHU,
BHUPYCOJIOTHYHU, CEPOJOTUYHU, WMYHOJIOTUYHH, MUKPOOWOIOTHUYHH W OOpa3HH HW3CICABAHHS, KAKTO H
JaHHW, Y€ B3EMaHETO, EeKCIepTU3aTa, ETUKETUPAHETO, CBhXPAHSABAHETO U TPAHCIOPTUPAHETO ca
OCBIIIECTBEHH ChITIACHO HOPMATUBHUTE M3UCKBaHUs B PermyOnuka brirapus.

(4) UsmpaauTenHa areHnus "MeauIMHCKA Haa30p" pasriiek/ia 3asBICHUETO W MPHIOKCHUTE



KbM HETO JIOKYMEHTH M U3BBpIIBA IPOBEPKA 3a CbOTBETCTBUE C al. 1, T. 3, 3a HaJM4KE Ha JIOTOBOPU I10 all.
I, T. 1, KakTO W 3a CHOTBETCTBHUE HA MPEIACTABEHUTE JOKYMEHTH MO aji. 3, T. | ¢ M3UCKBAHUATA Ha TE3U
JIOTOBOPH.

(5) Uznbanurenna arenuus "MeauIMHCKY HaA30p" U3BBPILBA MPOBEPKA 32 CbOTBETCTBHUE C all.
1, 1. 3, KaTO OTHpPAaBs 3aAMUTBAHE A0 KOMIIETEHTHUTE CTPYKTYPH 110 TPAHCIUIAHTALIMS HA IBPKABUTE - YICHKU
Ha EBpomneiickus cpio3 1 Ha EBponeiickoTo MKOHOMHYECKO IPOCTpaHcTBO, U Ha Kondenepanus 11IBeinapus
U 10 EeBpOINEWCKUTE OpraHuM3alud 3a OOMEH Ha OpraHd OTHOCHO HaJIMYUe/MHUIca Ha MOTEHUUATHU
PELMIMEHTH B JIMCTUTE HA YAKalLIUTE 3a TPaHCILIAHTALIMSL.

(6) M3npnauTenHa areHnus "MeaumHCKH Haa30p" M3aBa pa3pelieHue 3a U3HOC WIW TPaBH
MOTHUBUPAH OTKa3 B CPOK, ChbOOpa3eH ¢ MCXEMMYHOTO BpEeME€ Ha OpraHa, HO He MO-IAbIbI OT 24 yaca OT
10/IaBAHETO HA 3asIBIICHUETO.

(7) Ilpu oOMeH, BHOC ¥ U3HOC HA OPTaHM 32 YCKOPsIBAaHE Ha ChOTBETHATA MPOLIEypa ce I0MycKa
JOKyMEHTaIMsTa Ja Ob/ie MpeaocTaBsiHa OT JIedeOHUTE 3aBeieHHs B M3mbiaHuTeNnHA areHus "MeTumHCKH
HaJ130p" ¥ 10 €JIEKTPOHEH ITBT.

UYn. 37. (M3wm. - JIB, 6p. 54 ot 2020 r., B cuna ot 16.06.2020 r.) (1) 3HOC Ha THKaHU, KJIETKU U
SIMTICKIICTKH, CIIEPMATO30MIN W 3WTOTH, HAPWUYaHMU MO-HATATBHK "PENpPOIYyKTUBHH KJIETKU', C€ pa3pelraBa
MIPH CJIETHUTE yCIIOBHUS:

1. 3apoBoneHu ca norpedHocTUTe Ha PeryOnuka brarapus;

2. ThbKaHUTE, KJIETKUTE U PEHPOAYKTUBHUTE KJIETKU CE MPEIOCTaBAT Ha MHCTUTYIUS, IPU3HATA
[0 YCTAaHOBEHUSI B CbOTBETHATA JIbPKaBa pe/l 32 OCHIIECTBSIBAHE HA TO3U BUJI ACHHOCT;

3. ThKaHUTE, KJIETKUTE U PENPOAYKTUBHUTE KJIETKH Ca B3€TH, ChXpPaHSIBAaHU U TPAHCIOPTUPAHU
CBITIACHO M3MCKBAHUATA HA TO3M 3aKOH M Ha 3aKOHA 3a 3JPaBETO, KAKTO M Ha YCTAHOBEHUTE MEIUIIMHCKHU
CTaHJApTH U MIpaBUJIa HA ChOTBETHATA IbPKABA;

4. TbKaHUTE U KJIETKUTE Ca BKJIIOYEHH B CIy)KEOHHUS PErucThbp Ha V3IMbIHUTENHA areHuus
"MenuuuHCcKU Haa30p".

(2) M3HOC Ha THKaHU U KIJIETKU CE€ OCHILECTBSABA OT:

1. neuebHO 3aBeneHue Mo wi. 13, an. 1, KoeTo uMa paspenieHue, u3AaIeHo Mo peaa Ha wi. 48,
an. 3 or 3akoHa 3a JIeYeOHWTE 3aBeleHUs, WU JieueOHO 3aBemeHue mo wi. 13, am. 2, Koeto uMa
yIOCTOBEepeHue, u3aaaeHo mo pena Ha wi. 40, amn. 13 ot 3akoHa 3a neyeOHUTE 3aBelEHUS, B KOUTO ca
BKJIFOYEHU JICHHOCTH 110 B3€MaHE Ha ChbOTBETHUS BUJ ThKaHHU U KJICTKU;

2. neyeOHO 3aBeAeHue 1Mo 4. 13, an. 3, KoeTo uMa yA0CTOBepeHue, u3aaaeHo ot 3mpaHuTenHa
arerius "MenuuMHCKH Haa3o0p" 3a B3eMaHE HA CHOTBETHUS BUJl ThKAaHU W KJIETKU W Ta3u JCHHOCT €
BKJTFOYEHA B CHOTBETHHS MIPABWITHUK 110 4. 35, at. 3, T. 2 oT 3aKoHa 3a JIeueOHUTE 3aBEICHMS;

3. TbkaHHa 0aHKa, KOATO MMa pa3pelleHue, M3AaJeHo No pena Ha wi. 48, an. 3 ot 3akoHa 3a
Je4eOHNTE 3aBEJICHUS], B KOETO Ca BKJIIOYEHH JCHHOCTH MO B3€MaHE WJIM ChbXpaHEHHWE HAa ChOTBETHHUS BHU]]
ThKaHU WM KIETKU.

(3) U3HOC Ha penpOayKTUBHHU KIIETKH CE€ OCBIIIECTBSBA OT:

1. neyeOHO 3aBeneHHe 3a OOJHMYHA TIOMOII M ThKaHHa OaHKa, KOMTO HMMAaT pa3pelieHue,
M3MIJICHO 110 pena Ha wi. 48, an. 3 or 3akoHa 3a Je4eOHUTE 3aBeJIcHNS, B KOCTO ca BKIIOYCHH JCHHOCTH 110
acUCTHpaHa pENpONyKIUs, OCUTYpsIBaHE, U3I0JI3BaHE WJIM ChXpaHSBaHE Ha CBHOTBETHUS BHJ
PENpOyKTUBHU KJIETKU;

2. neyeOHO 3aBeJICHHE 32 U3BBHOOJHUYHA TIOMOIII, PETUCTPUPAHO MO pena Ha ui. 40, an. 13 ot
3akoHa 3a Je4yeOHUTE 3aBEJCHUS, B YHUETO YJOCTOBEPEHHE 32 PETUCTpallvs ca BKIOYCHH JCWHOCTH IO
acuUCTUpaHa pENpoOAYyKIMs, OCUTYpsBaHE, U3MOJ3BaHE WJIM CbhXpaHSABAaHE Ha CHOTBETHHUS BHUJ
PENPOAYKTUBHU KIIETKU;

3. neyeOHO 3aBeneHue Mo wi. 13, an. 3, KoeTo UMa yJI0CTOBEpeHHE, U3AaAeHO OoT V3mbIHuTEeTHA
are”Huus "MeauIuHCKH Haa30p" 3a acuCTHpaHa PenpoayKLHs, OCUTYpsSBaHE, N3M0JI3BaHE WU ChXPAHIBAHE



Ha ChOTBETHMSI BUJI PEIIPOJYKTUBHU KJIETKHM U Ta3u JEHHOCT € BKJIIOYEHA B CHOTBETHHS MPABUIIHMK I10 YJI.
35, an. 3, T. 2 oT 3aKoHa 3a JcuecOHUTE 3aBEACHHUS.

(4) 3a nonyyaBaHe Ha pa3pellleHHe 3a M3HOC Ha THKAHU, KIETKM U PENPOIYKTUBHU KIIETKH
PBHKOBOJUTENAT Ha JIEUEOHOTO 3aBEJCHME 0 all. 2 U 3 1MoJiaBa 3asiBICHUE M0 00pa3el 10 U3MbJIHUTEIHUS
aupekTop Ha M3mbiHuTenHa areHuus "MeAMUIMHCKM HaJ30p" 32 BCEKM KOHKPETEH H3HOC, KbM KOETO
npuiara:

1. TOKyMEHTH 3a ChOTBETCTBME Ha MHCTUTYLMATA, Ha KOATO C€ MPENOCTAaBAT THhKaHUTE U
KJICTKUTE, C M3UCKBAHUATA Ha all. 1, T. 2;

2. JOKyMEHTH 3a HaulHa Ha B3€MaHE, CbXpaHsIBaHE U TPAHCIIOPTHUPAHE HA ThKAHUTE, KICTKUTE U
PENPOAYKTUBHUTE KIIETKU;

3. uHpopmanus 3a THKAHWUTE, KIETKUTE M PENPOAYKTUBHHUTE KJIETKH, KOSATO BKIIIOYBA
JOKYMEHTH 3a BUPYCOJIOTHUHU, CEPOJIOTUYHU U MUKPOOUOJIOTUYHU M3CIIEABAHUS, KAKTO U MH(POpMaLus 3a
HaunMHa Ha 0OpaboTkara, mpepaboTKaTa U €TUKETUPAHETO HAa ThKAaHUTE M KIETKHUTE, a 32 PENPOIYKTUBHUTE
KJIETKH - MH(OpMaIys 3a B3eMaHe, ChbXpaHsIBaHE U TPAHCIIOPTUPAHE.

(5) M3nbanuTenHa areHuus "MeauIMHCKU Han3op' pasriiexkaa 3asBJICHUETO U MPUIIOKEHUTE
KbM HEro JJOKyMEHTH U U3BbpIIIBa CITy’kKeOHa IpoBepKa 3a choTBeTCTBUE ¢ all. 1, T. 1 u 4.

(6) U3nbaauTtenHa areHuus "MeTUIMHCKA HaJq30p" HM3/1aBa pa3pelleHHe 3a U3HOC WIM MpaBu
MOTHMBHPAH OTKa3 B CPOK J0 7 THU OT IOJaBaHE Ha 3asiBICHUETO.

(7) Ilpu wu3BbBpHIBaHE HAa MHUTHHYECKUTE IPOLENYPH JEUeOHOTO 3aBEAECHUE IPE/CTaBs
€K3EMILIIP OT pa3pelIeHUETo 1o ail. 6.

UYn. 38. (U3m. - IB, 6p. 54 ot 2020 r., B cuna ot 16.06.2020 r.) (1) BHOC Ha ThKaHU, KIETKH,
THKAHHO-KJIETHUHU aNOTpadT MPOMYKTH M PENPOAYKTUBHU KIETKH OT TPETH CTPAHH CE€ H3BBPIIBA C
paspelleHre Ha U3MBJIHUTEIHUS JAupekTop Ha W3nbenHuTtenna areHuus "MeauuuHcku Hagzop". B
pa3pelIeHneTo ce BIUCBAT:

1. IbIHO HaMMEHOBaHUE Ha JIe4eOHOTO 3aBelieHue, TenedoH, (akc, eIeKTPOHHA MOIIA, KOJ 110
ykazatens Ha EBponeiickus cbio3 Ha JeueOHUTe 3aBeIeHHs 32 padoTa C ThKaHU U MHTEPHET CTPAHHULIA;

2. cenanuiie 1 aipec Ha yIpaBJicHNE Ha Je4eOHOTO 3aBe/ICHNE;

3. HaUMEHOBaHMWE U HOMEp Ha aKTa, IO CUJaTa Ha KOMTO JIedeOHOTO 3aBe/leHHE OCHIIECTBSIBA
JIeueOHa JEHHOCT;

4. TpuUTE UMEHA Ha JINLETO, MPEICTABIIABALIO JIEYeOHOTO 3aBEICHUE;

5. gppkaBaTa, KOSATO TPENOCTaBs THKAHUTE/KICTKUTE/THhKAaHHO-KIETBYHUTE anorpadt
POAYKTH/PENPOLYKTUBHUTE KIETKHU;

6. WHCTUTYLHMATA, BKJIIOUUTEIHO MOAMZIBIHUTENIAT/ IOTU3NBIHUTEINTE, KOUTO MPEJOCTaBsIT
ThKaHUTE/KJIECTKUTE/PETIPOTyKTUBHUTE KIETKH, TeNe(OH, (pakc 1 eIeKTPOHHA MO1Ia;

7. BHO W KOJIMYECTBO  HA  THKAHWUTE/KJIETKUTE/TbKAaHHO-KIEThYHUTE  ajorpadt
MPOAYKTH/PENPOTYKTHBHHUTE KIETKHU;

8. YHUKaJIeH UJIeHTU()UKALIMOHEH HOMEP Ha JOHOpa M YHUKaJEeH UJICHTU(UKALMOHEH HOMEp Ha
pPEeLMITMEHTa; 3a THKAHW/KIETKH/ThKaHHO-KIEThUHU ajorpadT MPOAYKTH - HAuMH Ha 00paboTka,
npepadoTKa, €TUKETUPaHEe, ChbXPaHABAHE M TPAHCIOPTHPAHE; 3a PEHNPOAYKTUBHHUTE KJIETKM - HA4MH Ha
B3€MaHe, ChbXpaHsABaHE U TPAHCIOPTUPAHE;

9. omnmcaHWe Ha TPWIOKEHUTE JOKYMEHTH 33 TbHKaHUTE/KIETKUTE/ThKaHHO-KIEThYHNUTE
asorpadT NpoAYKTH WU PEIPOAYKTUBHUTE KIETKH, ChIbPKAIY JaHHH 32 BUPYCOJIOTUYHHU, CEPOJIOTMYHH U
MUKPOOHOJIOTUYHU U3CIICBAHNS;

10. manmu paspelieHHeTo € €AHOKPATHO, KaTo c€ MONbJABAT JaHHUTE Ha PELMIHEHTa W/WIN
MHOT'OKpPaTHO - 3a IIOCOYECHUTE BUJIOBE THKaHH/KJIETKN/THhKaHHO-KJICTHYHH asorpadt
MPOIYKTH/PENPOIYKTUBHH KJIETKH U MPH AeUHUpPAHUTE 0OCTOSTENICTBA - C BB3MOXKHOCT 3a OTOENsI3BaHE Ha



IIPUIIOKUMOTO;

11. uMeHa Ha M3NBJIHUTEIHUA TUPEKTOp HAa M3mbiaHuTenHa areHius "MeauuuHCKu Haazop',
MOJAMKUC, JaTa M dYac, TedyaT, KaKTo M JaTa M 4Yac Ha TMPEeJOCTaBsHE Ha THKAHHUTE/KIETKUTE/ThKaHHO-
KIETHYHUTE aJlorpadT MPOIyKTH/PETIPOTYKTHBHUTE KIIETKH;

12. umeHaTa Ha IHMIETO, OTrOBapsIiO 3a MPEAABAHETO HA THKAHUTE/KIETKUTE/ThbKaHHO-
KJIETHYHUTE aJorpadT MPOIyKTH/PETPOYKTUBHUTE KIIETKH, TenedoH, (hakc 1 eJIeKTPOHHA TOIIa;

13. ycnoBusTa, ¢ KOUTO € 0OBbpP3aH BHOCHT, aKO MMa TaKHBa,

14. nepxaBuTe - uileHKM Ha EBpomelckus cbl03, B KOMTO 1€ C€ Pa3NpeAesiiT BHECEHUTE
ThKaHH, KJIETKH, ThKaHHO-KJIETHYHHU anorpadT NpoAyKTH, PEPOTyKTUBHU KIETKH, KOraTo ca U3BECTHH.

(2) UsuckBanusTa, Ha KOWTO TPsOBA 1@ OTroBapsi KadyeCTBOTO Ha THKAHUTE, KIETKUTE H
THKaHHO-KJIETBUYHUTE anorpadT OpoAyKTH Mo ai. 1, ce ompeaensT ¢ Hapeada Ha MHUHHCTbpa Ha
3/IpaBeoIa3BaHeTo.

(3) BHOC Ha ThKaHU, KJIETKH M THKAaHHO-KJIETHYHH alorpadT MPOAYKTH OT TPETU CTPAHH Ce
paspelaBa mpu CjIeHUTE YCIOBHUS:

1. Ka4ecTBOTO Ha THKAHUTE, KICTKUTE M ThKAHHO-KICTHYHUTE aorpadT MPOAYKTH OTTOBApS HA
M3MCKBaHUATA Ha Hapeadara 1o ai. 2;

2. TBKaHWUTE, KJIETKUTE W TBKAHHO-KJIETHYHHUTE anorpadT MPOAYKTH Ca OCUTYPEHH OT
MHCTUTYLMS, NPU3HATa M0 YCTAaHOBEHMSI B CHOTBETHATa JIbpKaBa peJl 3a OCBHIIECTBABAHE Ha TO3U BHJL
JIEMHOCT;

3. HayMIIE € JI0Ka3aH MOJIOXKHUTEICH e()eKT OT M3MOI3BAHETO Ha ThKAHUTE, KIECTKUTE U ThKaHHO-
KJICTRYHUTE anorpadT MPOIYyKTH, MPUAOOUTH U OOpabOTEHHW MO METOAM M TEXHOJOTHU, KOWTO HE C€
MPAaKTUKyBaT B JObpKaBUTE - YJICHKH Ha EBpomeiickus cbio3 W Ha EBpomeiickoTo HKOHOMHUYECKO
npoctpancTBo, U B Kondenepanus Llseiapus.

(4) BHoc Ha penpoIyKTUBHU KJIETKH Cc€ pa3pelliaBa Mpu ycIoBUsATa Ha al. 3, T. 2.

Y. 38a. (Hos - 1B, 6p. 54 ot 2020 r., B cuia ot 16.06.2020 r.) (1) BHOC Ha ThKaHH, KICTKH
WM ThKaHHO-KJIETBYHHU alnorpadT MPOAYKTH C€ OCHIIECTBSIBA OT:

1. neueOHO 3aBenenHue mo wi. 13, an. 1, KoeTo UMa pasperieHne, U3AaJACHO Mo peaa Ha i, 48,
an. 3 or 3akoHa 3a JieyeOHWUTE 3aBCACHUS WM JICUEOHO 3aBeAcHHMe mo wi. 13, anx. 2, Koero uma
yI0CTOBEpeHue, u3aaneHo mno peaa Ha wi. 40, am. 13 or 3akoHa 3a jedyeOHUTE 3aBEJEHHUSA, B KOUTO ca
BKJIFOUCHH JICHHOCTH 110 TIPUCAXK/IAHE WM ChbXpaHEHUE HA ChOTBETHHS BUJ] ThKAHU WM KICTKU;

2. nedyeOHO 3aBeAcHHE MO Wi. 13, ant. 3, KOeTo UMa yAOCTOBEpEHUE, U3aIeHO OT V3mbaHuTeHA
areHuus "MeauMHCKY Haa30p" 3a MPUCAXKIAHE WM ChXpPaHEHHWE Ha ChOTBETHUS BUJ ThKaHU WU KIIETKU U
Ta3W JACWHOCT € BKJIIOYEHAa B CHOTBETHHSI MPABHIHUK MO 4i. 35, am. 3, T. 2 or 3akoHa 3a Je4eOHUTE
3aBECHHS;

3. ThKaHHA 0aHKa, KOSATO MMa pa3pellieHue, U3AaaeHo Mo peaa Ha 4. 48, an. 3 oT 3akoHa 3a
Je4eOHUTE 3aBEJICHUS, B KOCTO ca BKIIOUCHH JCHHOCTH IO ChXpPaHCHHE HAa CHOTBETHUS BUJ THKAHU WIIH
KJICTKH.

(2) BHOC Ha penpoIyKTUBHU KJIETKH CE€ OCBIIECTBSBA OT:

1. meueOHO 3aBencHHWE 3a OOJHWYHA TOMOIN M ThKaHHA OaHKa, KOUTO MMAaT paspelnicHue,
U3MIAZICHO 110 pena Ha 4. 48, an. 3 oT 3akoHa 3a Je4eOHUTe 3aBEJICHHS, B KOGTO ca BKIIOYCHH JACHHOCTH 110
acHCTHpaHa PpENPOIYKIUs, OCHUTYpsiBaHE, W3IOJI3BAaHE WJIM ChXpaHsABaHE Ha CBOTBETHUS BH]I
PENPOAYKTUBHU KIIETKU;

2. neyeOHO 3aBEJICHHME 32 U3BBHOOJHUYHA IIOMOILl, PETUCTPUpPAHO MO pena Ha ui. 40, an. 13 ot
3akoHa 3a Je4eOHHMTE 3aBEJICHMs, B YHETO YJOCTOBEPEHHE 3a PErHCTpalMs ca BKIIOUYEHU JCHWHOCTH IO
acUCTHpaHa PpENPOIYKIUS, OCUTYpsiBaHE, WU3IOJI3BAaHE WJIM ChXpaHsSBaHE Ha CBOTBETHUS BHI
PENPOAYKTUBHH KIICTKH;



3. meyeOHO 3aBe/ieHUE 3a OOJHUYHA TIOMOII KbM MUHHCTEPCKHUS ChBET, MUHUCTEPCTBOTO HA
orOpanata, MMWHHUCTEPCTBOTO Ha BBTPEHIHUTE pabOTH, MMHHCTEPCTBOTO Ha MPaBOCBAUETO U
MUHHUCTEpCTBOTO Ha TpaHCHOPTa, HHPOPMAIMOHHUTE TEXHOJOTMH M CHOOIIEHUATA, KOETO HMa
YAOCTOBEpEHUE, U3AaJIeHO OT M3nbiHuTenHa areHuus "MeaulnHCKU Haa30p" 3a acucTUpaHa penpoayKIus,
OCUTYpsIBaHE, U3MOJI3BaHEe UM ChXpaHsIBaHE HAa ChbOTBETHHS BUJ PEMPOAYKTUBHU KIETKH U Ta3H ACHHOCT €
BKJIIOYEHA B CHOTBETHHS MPABMWIIHKK 10 4. 35, ait. 3, T. 2 oT 3aKoHa 3a JIeueOHUTE 3aBE/ICHUS.

(3) 3a mosyyaBaHe Ha pa3peIICHHUE 3a BHOC HA THhKaHW, KJIETKH, ThKaHHO-KJIETHUYHH ayiorpadrt
NPOAYKTH WM PENPOIYKTUBHU KJIETKH PBKOBOIMTENAT Ha JeueOHOTO 3aBelieHHe Mo ain. 1 m 2 mojaBa
3asBJICHUE J10 M3MBJIHUTEIHUSA JUPEKTOp Ha M3mbiHuTenHa areHuusa "MeauuuHCKH Haa3op', B KOETO ce
BIIMCBAT:

1. MpTHOTO HAMMEHOBAaHME Ha JIEYeOHOTO 3aBe/ieHne, TeneoH, (akc, eIeKTPOHHA TMOIIIa, KO 1O
ykazarens Ha EBpomneiickus cbr03 Ha JieueOHHUTE 3aBeIeHUs 3a paboTa ¢ ThbKaHHU, UHTEPHET aJpec, CeAATUIIIe
W aJgpec Ha ynpaBlieHUWE, HAMMECHOBAHWE W HOMEp Ha aKTa, M0 CWIaTa Ha KOWTO JICYEOHOTO 3aBEICHHE
OCBIIECTBIBA JIeueOHa JEHHOCT;

2. TpUTE UMEHA Ha JIUIIETO, MPEACTABIISBAIIO JIeUeOHOTO 3aBEICHHCE;

3. JbpKaBa, WHCTUTYLHUS, BKJIIOYHTEIHO ITOAW3IIBIHATEIIS/ TIOAU3IBIHATEIINTE, KOUTO
MPEIOCTAaBAT THKAHW/KIETKH/ThKAaHHO-KIEThYHN anorpadT MpOAYKTH/PENPOAYKTUBHH KIETKH, TeledoH,
(akc U eJICKTPOHHA IOIIA;

4. Me Ha JIMIIETO, KOETO MPEACTaBIsABa HHCTUTYIUATA, TeIe(OH, (DaKc M eJIeKTPOHHA TTOIIa;

5. BHO W  KOJIMYECTBO HA  THKAHWUTE/KICTKUTE/THKAHHO-KIETHYHHTE  ajorpadt
MIPOIYKTH/PETIPOTYKTUBHUTE KIIETKU;

6. yHUKaJeH UACHTU(UKAIIMOHEH HOMED Ha JIOHOpA U YHUKAJEH UACHTU(DHUKAIIMOHEH HOMED Ha
PEIUIKECHTa Ha ThKaHW W KIETKH; 3a ThKaHW/KJICTKHA/ThKAaHHO-KJICTHYHH aIoTpadT MPOIYKTH - HAYMH HA
o0paboTka, mpepaboTKa, €TUKETUpaHe, ChbXpaHSIBAaHE U TPAHCIOPTHUPAHE; 32 PEMPOAYKTUBHUTE KIETKU -
HAYHMH HA B3€MaHe, CbXPaHSIBaHE U TPAHCIIOPTHUPAHE;

7. onucaHue Ha JOKYMEHTH C JIaHHHU 32 BUPYCOJIOTHYHH, CEPOJIOTHYHH M MHKPOOHUOJIOTHIHH
W3CIICABAHUS;

8. IMeHa Ha JIIIETO, OTTOBAPSAIIO 3a MPEAABAHETO HA ThKAaHUTE/KIETKUTE/ThKaHHO-KIECTHhUHUTE
anorpadT NpOAYKTH/PENPOAYKTUBHUTE KIETKH, TeJIe(oH, (haKkc U eJIEKTPOHHA MOIIa;

9. ycioBusi, ¢ KOUTO € OOBBP3aH BHOCHT, KOraTO MMa TaKUBa;

10. nbp>kaBu - WIEHKH Ha EBpOIEHCKUs ChIO3, B KOUTO III€ C€ pa3NpenessaT BHECEHUTE ThKaHH,
KJIETKH, ThKAaHHO-KJICTHYHH aorpadT MPOIyKTH, PEIPOAYKTUBHH KIIETKH, KOTATO Ca U3BECTHU;

11. 3asBsiBaHe Ha >KEJaHWUS HAYMH 3a TIOJIydyaBaHEe Ha W3AAJCHHUS WHIWBHIyaJICH
aJIMMHUCTPATHUBEH aKT.

(4) KpMm 3asBienuero no ai. 3 ce npusarar:

1. TOKyMeHTH 3a ChOTBETCTBUE € Wi. 38, ain. 3 u 4;

2. 3aBepeH M0 HAJICKESH PEJl MPEBOJ OT Pa3pelICHHETO 3a JACHHOCT Ha JIOCTaBUMKA OT TpETa
CTpaHa;

3. KomHe OT MHCMEHO CIIOpa3yMEHHE C JOCTaBYHMKA OT TpeTara cTpaHa OTHOCHO CIa3BaHE Ha
M3UCKBAaHMATA 32 KAa4eCTBO M O€30MAacCHOCT Ha THKAHWUTE, KIETKUTE W THKAaHHO-KJIETBhUHUTE ayorpadrt
MPOJYKTH, MpeIHA3HAYEHH 3a BHOC, CHITIACHO MEIUIIMHCKHUS CTaHIApT 3a TPAHCIUIAHTAIUS HA OpTaHH,
THKAaHH U KJIETKH;

4. undopmanus 3a TbKaHHUTE, KIETKUTE, THKAHHO-KIETHYHHUTE ajorpadT MNPOAYyKTH WU
PENPOAYKTUBHHUTE KJIETKH, BKIFOUYBAIA JOKYMEHTH 32 BUPYCOJIOTHYHH, CEPOJIOTHYHU U MUKPOOUOJIOTHIHH
W3CIIe/IBaHMs, KakKTO M HWH(OpMalus 3a BCEKHM e€Tam OT JEeWHOCTUTE 1o o00paboTka, mnpepadboTka,
eTUKETUPAHEe, ChXpaHsSBAaHE W TPAHCIOPTHUPAHE HA THKAHUTE, KIETKUTE W THKAaHHO-KIETHUHUTE anorpadr
MPOIYKTH ¥ 32 HAYMHA HA TSIXHOTO W3BBHPIIBAHE, a 32 PEMPOAYKTHBHUTE KJICTKH - HH(pOpMAIHs 3a BCEKH
eTam Ha B3eMaHe, ChbXpaHsIBaHEe U TPAHCIIOPTHUPAHE;



5. omnucaHue Ha KpPUTEPUUTE, W3MOJI3BAaHU 3a OIpEIEIsHE U OLIEHKa Ha JI0HOpa, U Ha
nH(popmanuaTa, mpea0CTaBeHa Ha IOHOpa WM Ha Junara mo 4i. 21, aim. 1, 1. 3;

6. uHpOpMaLKs 32 LIEHTPOBETE 33 U3BBPILIBAHE HA KOHTPOJ, KOUTO JAOCTABUUIUTE OT TPETUTE
CTpaHu U3I0JI3BAT, U 33 U3CJIEIBAHUATA, KOUTO LIEHTPOBETE U3BbPLIBAT;

7. uHbopMalus 3a METOAUTE, W3MOI3BAaHU TpU MpPepabOTBAaHETO HA THKAHUTE U KIIETKUTE,
BKJIFOUMTENHO 32 BAJIMIMPAHETO HA MIPOLEAYPHUTE 3a NpepadOTBaHE HA ThbKaHU U KIIETKU;

8. omHMcaHMe Ha CHOPHKEHUATA, KPUTHUYHOTO OOOpYyIBaHE, KPUTUUYHHUTE MaTepHalld H
KpUTEPUNTE, N3IIOJI3BAHU 3a KOHTPOJI HA KAYECTBOTO M HA OKOJIHATA CPENa, 3a BCsAKa AEHHOCT, U3BBPILBAHA
OT JIOCTaBYMKa OT TpeTaTa CTpaHa;

9. mH(OpMaIUA OTHOCHO YCIOBHMATAa 3a OCBOOOXKJaBaHE Ha TBHKAaHU, KIETKM M THKAaHHO-
KJIEThUHU ajiorpadT NPOAYKTH OT JOCTaBYMKA OT TPETATa CTPaHa;

10. naHHu 3a TOAU3NBIHUTEINTE Ha JOCTaBYMKA OT TpeTaTa CTpaHa - HAMMEHOBaHUE,
UACHTU(PUKAIMOHHN JaHHU, MSCTO Ha PETHCTpalys M Ha JEHHOCT W ONUCAaHWE Ha W3BBPIIBAHUTE OT
MOIU3ITBIIHUTENUTE IEHHOCTH;

11. couchk Ha BHMJOBETE TBKAaHU, KICTKHM W THKAHHO-KJIETBYHU anorpadT NPOIYKTH U
nH(popMalus 3a AEUHOCTUTE 110 JapsBaHe, JOCTaBsIHE, KOHTPOJ, MpepaboTBaHe WM ChXPaHsBAaHE, KOUTO CE
U3BBPIIBAT NPEAM BHOCA OT AOCTaBYMKA OT TpeTaTa CTpaHa WM OT HEroB NMOAM3IBIHUTEN, KaKTO W Ha
IbpKABUTE, B KOUTO C€ U3BBPILIBAT;

12. cnuchk Ha BUIOBETE THKAaHU, KIETKM W THKAHHO-KIETHUYHU anorpadT NPOAYKTH U
uHpopManus 3a IEHHOCTUTE TI0 JapsiBaHe, JOCTaBsIHE, KOHTPOJ, IpepadoTBaHe WM ChXpaHsIBaHE, KOUTO IIe
ce U3BBPIIBAT ClIe]] BHOCA OT JIEUeOHOTO 3aBEACHHUE;

13. cnuChbK Ha CTAaHAAPTHUTE ONEPATHBHU MPOIEIYypH Ha JIeYeOHOTO 3aBEJCHHE, CBBP3aHH C
BHOCA, BKJIFOUUTEIIHO OTHOCHO MpujiaraHeTo Ha EQuHHNA eBpOoneicKy Ko, MOJIy4aBaHETO U ChbXPaHEHUETO
HA BHECEHHUTE ThKaHH W KJIETKH, yIPABICHUETO HAa HEXXENAHUTE WHIUACHTU U PEaKlUu U MPOCIeIUMOCTTa
Ha TbKaHWUTE U KJIETKUTE OT I0HOpA /10 PELUIIUECHTA,

14. n1BKXHOCTHA XapaKTEepPUCTHUKA HA OTTOBOPHOTO JiMIE o 4ui. 151, an. 1;

15. xonue Ha MBPBUYHMUSA E€TUKET HA THKAHWUTE, KIETKUTE M THKAHHO-KJIETBUHHUTE ajorpat
MPOAYKTH, €THKEeTa NpU TMPEONaKOBAaHETO, €THUKETa Ha BbHIIHATa ONAKOBKA W Ha TPAHCIOPTHUTE
KOHTEUHEpH;

16. 1OKyMEHTH 3a ChOTBETCTBUE C U3UCKBAHUATA HA Y. 26 MIPU BHOC Ha THKAHU OT KUB JOHOP;

17. 06o611eHre Ha pe3ynTaTUTe OT MOcieqHaTa WHCIEKIMs Ha JOCTaBUYMKa OT TpeTaTa cTpaHa,
U3BBPIIEHA OT CHOTBETHHUS KOMIIETEHTEH OpraH OT TpeTaTa CTpaHa, BKJIIOYMTENHO JaTaTa M BHAA Ha
MHCIEKIHUATA 1 OCHOBHHUTE 3aKJIIOUEHUS OT Hesl.

(5) Ilpu enHOKpaTEH BHOC KBbM 3as1BJIEHUETO CE IpuilaraT JoKyMeHTuTe no ain. 4, . 11, 12 u 16.

(6) M3nbanuTenHa areHuus "MeaUIIMHCKY Haa30p" pasriiexaa 3asBICHUETO U MPUIIOKEHUTE
KBbM HETO JOKYMEHTH M M3/1aBa Pa3pelleHUE 3a BHOC WJIM NPAaBU MOTUBHpAH OTKa3 B CPOK A0 7 JHH OT
[10/IaBAHETO HA 3asIBIIEHUETO.

(7) Tlpm wu3BBPLIBAHETO HA MHUTHHUYECKUTE TMPOLEAYypU JIe4eOHOTO 3aBeJCHUE IMPEACTaBs
€K3EMILLIP OT pa3pelIeHueTo 1o ail. 6.

(8) MzuckBanusta Ha wi. 38 W TO3W 4WIEH HE C€ Mpujarar NMpd BHOC HA THKAHH, KIIETKH,
THKAaHHO-KJIEThUHH aJorpadT NPOIYKTH U PENPOIYKTUBHU KIETKHU IIPU HEOTJIOKHA HEOOXOMMOCT.

(9) B ciydaure mo an. 8 ThKaHMTE, KJIETKUTE, ThKaHHO-KJIETHUHUTE ajorpadT MpOAYKTU H
PENpPOAYKTUBHUTE KIIETKH CE€ OCUTYpsIBaT OT JIe4eOHOTO 3aBe/ieHue Mo al. | u 2, KOeTO TH PerucTpupa u
yBenomsiBa M3mbiHuTeNHa areHIus "MeMIMHCKA Haa30p" 3a OCUTypsBaHE Ha TSIXHATA MPOCIEIUMOCT.

Un. 386. (Hos - [IB, 6p. 54 or 2020 r., B cuna ot 16.06.2020 r.) (1) MuTHHYeCKHTE OpraHu
yBEZOMABAT HE3a0aBHO U3IIBIHUTEIHUS TUPEKTOp Ha M3mbiHuTenHa areHuus "MeaunMHCKH Haazop' 3a



BCEKH CIIy4ail Ha YCTAHOBEHO HApYIICHHE MPU BHOC, M3HOC U OOMEH Ha OpTraHu, KAKTO M TPU BHOC U M3HOC
Ha TBKaHW, KJIETKH, THKAHHO-KJICTHYHH ajorpadT NPOAYKTH U PENPOAYKTHBHU KJIETKH, CBHIJIACHO
MIPABOMOIIMATA UM TIO WiI. 43, aj. 2, KaKTO U ChIIacHO MpaBOMOIIMATA 1o Wwi. 2296 ot 3aKoHa 3a 37paBeTo.
(2) 3agbpkaHUTE OT MUTHHYECKUTE OPTraHM YOBEIIKHM OPTraHH, ThKaHW, KJIETKH W THKaHHO-
KIEThbUHU anorpadT NPOAYKTH, MpeIHA3HAYCHH 3a TPAHCIUIAHTAIUS, M PENPOAYKTHBHH KIETKH,
MpeAHa3HAYEHU 32 aCUCTHpPaHA PENPOIYKIIMs, Ce MPelaBar 3a ChbXpaHEHHE O] KapaHTUHA U TOCIEABAIIO0
YHUIIIO’)KaBaHE OT JIEYeOHO 3aBEACHHE, IOCOUYCHO OT M3ITBIHUTEIHHUS TUPEKTOP Ha V3MbIIHUTETHA areHIIHs
"MenuuuHCKM Haa3op", 3a KOETO C€ ChCTaBd IMPEeAaBaTEIHO-IIPUEMATENCH MPOTOKOJ, ChIbPIKaILl
nH(popMaIys 3a BUAa, KOJIMYECTBOTO U YHUKATHUTE UACHTU(HUKAITMOHHN HOMEpa Ha JIOHOPA U PEIUITNCHTA.

T'1aBa mecra.
PET'HCTBHBP U KOHTPOJI (3AI'JL. AOIL. - IB, BP. 71 OT 2006 I'., B CHUJIA OT 01.01.2007
I.)

. 39. (1) (U3m. - [IB, 6p. 102 ot 2018 r., B cuisia ot 01.04.2019 r.) U3nbinuTennara areHuus
"MeaunuHcKu Ha130p" ch3aBa U MOAAbPIKA:

1. myGarueH perucTop;

2. (mom. - JIB, 6p. 71 ot 2006 t., B cmima ot 01.01.2007 r.) cioykeGeH perucTsp, B KOUTO ce
BIIMCBAT U MIMEHATa Ha JIMIaTa, U3Pa3iiIn HeChIIacue 3a B3eMaHe Ha OPTaHU, ThKaHU U KIIETKU.

(2) O6cTosITeNnCTBaTa U JAHHUTE, KOUTO CE€ BIUCBAT B PETUCTPUTE M0 aJl. 1, peabT 3a BIIMCBAHE U
MoJi3BaHe Ha MH(poOpManusiTa ce ypexaar ¢ Hapenda Ha MUHHUCTBpa Ha 3JipaBeorna3BaHeTo. B myOnuunus
perucTsp 1o ai. 1, T. 1 He ce chbAbpKAT JIMYHU JaHHU.

(3) JanHuTe B MyOJUYHUS PETUCTHP Ca JOCTHITHU 32 MMOJI3BaHE OT BCUYKH JIMIIA TIPH yCIIOBUSATA
Y TI0 pelia Ha 3aKoHa 3a JOCTHII 10 001ecTBeHa HH(pOpMaIIHs.

(4) (U3m. - IB, 6p. 71 ot 2006 1., B cumma ot 01.01.2007 r.) JlaHHUTE OT CITy’>KEOHUST PETUCTHP CE
cbxpansBaT 30 rogunau. ['paxkganute UMaT MpaBo J1a MPOBEPST JAau U3Pa3eHOTO HEChITIacHe 3a B3€MaHe Ha
OpraHd, ThKaHU W KIIETKH € TIPABHITHO OTPA3CHO B CIIY)KEOHUSI PETUCTHP.

(5) (U3m. - JIB, 6p. 71 ot 2006 r., B cuma ot 01.01.2007 r.) 3npaBHa wHpOpMAIHS OT
CITy>K€OHHUSI PETHCTBP Ce MPeIocTaBs Mo peaa Ha wi. 28 oT 3aKOoHa 3a 37paBeTo.

UYn. 39a. (Hos - IB, 6p. 71 ot 2006 r., B cuna ot 01.01.2007 1.) (1) (U3m. - B, 6p. 36 ot 2009
r., m3m. - [IB, 6p. 102 or 2018 r., B cuna or 01.04.2019 r.) M3neaauTenHata areHnus "MeIUIIMHCKHA
Haa30p" U3BBPIIBA MIPOBEPKHU Ha JIeYeOHUTE 3aBEICHUS, KOUTO OCHIIECTBIBAT IEHHOCTH MO TO3U 3aKOH U IO
paznen III "Acuctupana penpoaykuus'" oT rjiaBa YeTBbpPTa Ha 3aKOHA 3a 3/IpaBETO HaW-MaJKO BEIHBXK Ha
JIBE€ TOJIUHU.

(2) (M3m. - [IB, 6p. 102 ot 2018 1., B cuna ot 01.04.2019 r.) IIpoBepku ce mpoBexaaT Npu
BCEKM Ciy4yail Ha cepuo3Ha HEXKeJlaHa peaklMs WM CEePUO3eH HHUUACHT, KakTo U 1o Mojida Ha
KOMIIETEHTEH OpraH Ha Jpyra IbpKaBa.

(3) (M3m. - B, 6p. 102 ot 2018 1., B cuna ot 01.04.2019 r.) IIpoBepkure mo an. 1 u 2 ce
M3BBPIIBAT OT KBaTU(UIMPAHU CIYyXHTeIW Ha M3mbaHuTenHa areHnus "MemMIMHCKHA Hauzop" mpH
YCIIOBHS U TIO Pe/l, OTIPENIeIeH ¢ HapeadaTa 1o 4wi. 7B, all. 4 oT 3akoHa 3a JIe4eOHUTE 3aBEICHHUS.

(4) (U3m. - JIB, Op. 54 ot 2020 r., B cwma ot 16.06.2020 r.) Jlunara mo an. 3 mpeMuHaBaT
3aIBIDKUTENICH KypC Ha O0yueHue Hail-Majako BEAHBK Ha JABE TOAMHHU MPHU YCIOBUS U MO P, ONPEIEICHHU C
HapenoOara 1o an. 3.



I'maBa ceama.
AJIIMHUHHUCTPATUBHOHAKA3ATEJIHU PA3IIOPEJABU. IPUHYAUTEJIHHA
AJIMUHUCTPATUBHU MEPKU (BAI'JL. U3M. - JIB, BP. 36 OT 2009 1T'.)

Un. 40. (1) (U3m. - [IB, Op. 36 ot 2009 r., nom. - JIB, 6p. 60 ot 2012 r.) Koiito usBbpuiBa
JEMHOCT 10 B3€MaHe, eKCIIepPTH3a, OCUTypsIBaHE, XapakTepu3upane, o0paboTka, npepaboTKa, CbXpaHsBaHe,
TpPaHCHOPTHPaHE, MPEAOCTABsIHE WM MpPUCAXKIAHE HA OPraHW, ThKAaHW WIHM KIETKH WM pa3mpoCTpaHsIBa
MH(pOpMalKs B HapyIllleHHE Ha Pa3nopeIOUTe Ha TO3U 3aKOH MM Ha HOPMATUBHUTE AKTOBE IO MPUJIAraHEeTo
My, ce HakasBa ¢ r7106a ot 10 000 1o 30 000 nB., JOKOJIKOTO U3BHPIIEHOTO HE CHCTABISIBA MPECTHILICHUE.

(2) Koraro HapyuieHHeTo 1o ajl. 1 € u3BbpIIEHO OT IOPUINYECKO JIMIIE, C€ Hajlara UMyLIeCTBeHa
cauknus ot 20 000 mo 50 000 nB.

Y. 40a. (Hos - JIB, 6p. 71 ot 2006 r., B cuna ot 01.01.2007 r.) (1) Kolito Hapymm 3a0paHuTe
mo 4. 6 unu o 4i. 24, an. 8, ce Haxkassa ¢ rito6a ot 20 000 mo 40 000 xs.

(2) KoraTo HapymeHHeTo 1o aji. 1 € u3BBPIICHO OT IOPUANYECKO JIUIIE, CE Hajlara HMYIIeCTBeHA
cankuus B pazmep ot 30 000 o 50 000 ns.

UYn. 406. (Hos - JIB, 6p. 71 ot 2006 r., B cuna ot 01.01.2007 r.) Ha nedeGHO 3aBeneHNE, KOETO
Hapymw pasnopenoure Ha wi. 13, am. 4 u 5, un. 15a, 156, 158, 151, 150 unu 29, ce Haiara UMyIIecTBeHA
cankuug B pazmep ot 30 000 mo 50 000 nB.

Yn. 41. (1) (U3m. - [IB, 6p. 36 ot 2009 r., non. - [AB, 6p. 60 ot 2012 r., u3m. - JIB, 6p. 54 ot
2020 r., B cuna ot 16.06.2020 r.) KoiiTo n3BbpIilBa I€MHOCT 110 BHOC U U3HOC HA OPraHu, ThKaHU U KIIETKH,
BHOC Ha THKaHHO-KJICTHYCH aJorpadT MPOIyKT M OOMEH Ha OpraH B HAPYLICHHWE Ha pas3Nope0UTe Ha TO3H
3aKOH WJIM Ha HOPMAaTHBHHUTE aKTOBE MO MPHJIAraHeTo MY, ce Haka3Ba ¢ rioba ot 100 000 mo 500 000 ns.,
aKo He MOJJIEKH Ha MO-TEXKKO HaKa3aHHE.

(2) KoraTo HapymeHueTo 1o aji. 1 € u3BBPIICHO OT IOPUANYECKO JIUIIe, C€ Hajlara HMYIIeCTBeHA
cankuus ot 750 000 o 2 000 000 nB.

Yn. 41a. (Hos - JIB, 6p. 36 ot 2009 r.) (1) Koiiro Hapymm pa3nopeadure Ha TO3M 3aKOH WU
HOPMATHBHHUTE aKTOBE IO MPHJIATraHETO My, U3BBH ciydante 1o wi. 40 - 41, ce Hakaspa ¢ rioda ot 5000 1o
10 000 nB.

(2) Koraro napymeHusitTa mo ain. 1 ca W3BBpPUIEHM OT IOPUAMYECKO JIMLE, CE Hajara
uMmyiecTBeHa cankuus B pazmep ot 7000 qo 12 000 nB.

Un. 42. (1) (Jom. - AB, 6p. 71 ot 2006 r., B cuia ot 01.01.2007 r., u3m. - IB, 6p. 36 ot 2009 1.,
uM. - JIB, 6p. 102 ot 2018 r., B cuna ot 01.04.2019 r.) Hapymenusta mo ui. 40, 40a, 400 u 41la ce
YCTaHOBSABAT C AKTOBE, ChCTABEHH OT JIBKHOCTHM JIMLA OIpPENEICHH OT HM3IBJIHUTEIHUS AUPEKTOp Ha
M3nbanurtenna arennus "MeaguuuHCKu Haa30p'.

(2) (Hom. - IB, 6p. 71 ot 2006 t., B cuna ot 01.01.2007 r., uzm. - IIB, 6p. 36 ot 2009 r., u3m. -
B, 6p. 102 ot 2018 ., B cuna ot 01.04.2019 r.) HakazaTenHuTe MOCTAaHOBICHUS 3a HapyIICHUSATA IO Y.
40, 40a, 406 u 4la ce uznaBaT OT U3NBJIHUTEIHHUA AUPEKTOp Ha M3mbiaHuTenHa areHuus "MenuIUMHCKH
Ha30p".



Ui 43. (1) (U3m. - [IB, 6p. 102 ot 2018 1., B cuna ot 01.04.2019 r.) Hapymienusra mo ui. 41 ce
YCTAHOBSIBAT C aKTOBE, CHCTABEHW OT MUTHUYECKUTE OPTaHU WU OT JUIBKHOCTHH JIMIA OMpPEACIICHU OT
M3IBJIHUTETHUS JUPEKTOp Ha V3nbiiHuTeNnHA areHius "MeauuuHcky Haa3op'.

(2) (M3m. - 1B, Op. 102 ot 2018 r., B cuita ot 01.04.2019 r.) Haka3arennuTe nocTaHOBIIEHUS 3a
HapyleHusaTa no 4i. 41 ce uzgasar ot aupekropa Ha AreHuus "MUTHULM" WU OT ONPENETICHU OT HEro
JUTB)KHOCTHU JIUIA, CHOTBETHO OT W3MBJIHUTEIHUS NUPEKTOp Ha M3mbiaHuTenHa areHuus "MeauuHcKu
Ha3op".

Un. 44. YcTaHOBSIBAaHETO HA HAPYUIEHUATA, W3/IaBAaHETO, O0XKAJIBAHETO M M3IBIHCHHETO Ha
HaKa3aTeJIHUTE MOCTAHOBJIEHUSI CE M3BBPIIBAT MO pela Ha 3aKOHA 32 aJMUHUCTPATUBHUTE HAPYIICHUS U
HaKa3aHUS.

Un. 45. (HoB - IB, Op. 36 ot 2009 r.) [Ipuxoaure OT rio0M M MUMYIIECCTBECHH CAHKIMH 32
YCTaHOBEHW HAPYIICHHS IO TO3W 3aKOH WM TOJ3aKOHOBUTE HOPMATHBHU AaKTOBE IO MPHJIAraHETO MY
MOCTHIIBAT IO OIOJKETa Ha OpraHa, u31all HAaKa3aTeTHOTO MOCTAHOBJICHHE.

UYn. 46. (Hos - IB, 6p. 36 ot 2009 1.) (1) (U3m. - IB, 6p. 102 ot 2018 r., B cuna ot 01.04.2019
r.) 3nbanuTennusar nupektop Ha M3nbiaHurennaTta areHuus "MeaunuHCKU Ha30p" MOXKeE ChC 3alloBe] J1a
CIpe M3BBPIIBAHETO Ha JACWHOCT MO TPAaHCIUIAHTAIIMA 3a CPOK J0 6 Mecela, ako JIeYeOHOTO 3aBe/IeHHE He
Cria3Ba M3MCKBaHUATA Ha MEAWIIMHCKYS CTAHIAPT 1O TPAHCIIIAHTAIIMS HA OPTaHU, THhKaHU U KIICTKU.

(2) (A3m. - IB, 6p. 102 ot 2018 1., B cuna ot 01.01.2019 r.) 3a neuebHuTE 3aBeAeHMs O 4. 13,
an. 3 Komue OT 3aroBe/Ta 3a CIIMpaHe 1Mo ai. 1 ce u3mpaiia Ha ChOTBETHHSI ITBPBOCTETICHEH Pa3MOpeUTeN C
OIOJKET, KbM KOTOTO JIUPEKTOPHT Ha JIEYeOHOTO 3aBE/ICHHSI € BTOPOCTEIICHEH Pa3NopeIuTell C OIOIKET.

(3) (U3m. - 1B, 6p. 102 ot 2018 1., B cuna ot 01.04.2019 r.) Ako cien U3TUYaHE Ha CpPOKa IO
an. 1 nmedeOHOTO 3aBeieHWE TMPOABDKM J1a HE Cla3Ba W3MCKBAHUATA HAa MEIMIMHCKUS CTaHAApPT IO
TpaHCIUIAaHTALMsI HA OpraHH, ThbKaHU U KIETKU, U3MBIHUTEIHUAT TUPEKTOp Ha V3mbIHUTENHATa areHLUs
"MenuuuHCKU HaaA30p" MOXKe Ja:

l. (m3m. - 1B, 6p. 102 or 2018 r., B cunma ot 01.04.2019 r.) 3ammum nelHOCTTA IO
TpPaHCIUIAHTAIMsI OT pa3pelIeHHeTO 3a JieyeOHa JEeWHOCT Ha CHOTBETHOTO JIe4eOHO 3aBElEHUE - 3a
JIeueOHUTE 3aBeacHMS Mo 4. 13, ain. 1;

2. (m3m. - JIB, 6p. 98 ot 2010 1., B cunma ot 01.01.2011 1., m3m. - IB, 6p. 102 ot 2018 1., B cuna
ot 01.04.2019 r.) 3anuuu AEHHOCTTA MO TPAHCIUIAHTALUS OT yJIOCTOBEPEHHUETO 3a JIEWHOCT Ha ChbOTBETHOTO
JIeueOHO 3aBelieHNE - 3a JICUEeOHHUTE 3aBeaeHns 1o Wwi. 13, ai. 2;

3. (u3m. u jom. - IB, Op. 102 ot 2018 r., B cuza ot 01.04.2019 r.) oTHEME yJOCTOBEPEHUETO 3a
TpaHCIUTAaHTAMsA Ha JedyeOHWTEe 3aBeneHWs mo wi. 13, am. 3 Karo yBemoMH 3a TOBa CHOTBETHHS
I'BPBOCTENICHEH Pa3MoOpeuTeNl ¢ OIHKET, KbM KOTOTO AMPEKTOPHT Ha JIEYEOHOTO 3aBeACHHE €
BTOPOCTETICHEH Pa3IOpEaANTEN C OI0/HKET

(4) BamoBemure mo anm. 1 w am 3, T. 3 momIexkar Ha oOXajaBaHE IO peAa Ha
AIMUHUCTPATUBHOTIPOIIECYATHUS KOJIEKC.

(5) O6>xanBaHEeTO HA 3aMOBEIUTE HE CIIUPA U3ITBIHEHUETO UM.

JlonbJIHUTETHY pa3nopendu

§ 1. ITo cMuchia Ha TO3M 3aKOH:



1. "Knerka" e Haii-mMankata (QyHKIMOHAIHA EIWHMIIA, OT KOSATO Ca W3rPajJeHU THKAHHUTE U
OpraHmre.

2. "Tpkan" e Tpymna OT €IHOPOJHHU IO CTPYKTYpa U PYHKIIMH TETIECHH KJIETKH, KOSATO € ChCTaBHA
4acT OT OpraH WM UMa BB3MOXHOCT J1a pereHepupa.

3. (u3m. - 1B, 6p. 60 ot 2012 r.) "Opran" e yacT OT YOBELIKOTO TS0, ChbCTaBE€HA OT Pa3IMYHU
ThKaHHU, KOATO MOJIbpXKa CBOSTA CTPYKTYpa M CHJOBA CHUCTEMA M MOXKE Ja HU3MBJIHSIBA (PU3UOIOTUIHU
¢bynkuu. Opranu ca v 4acTUTE OT OpraHu, KOrato Te ca MpeAHa3HauYeHH Jla ce M3MOJ3BAT ChC ChIIATa el
KaTo LEJIUsl OpraH B YOBEIIKOTO TSJI0, IIPH 3alla3BaHe HAa HEroBaTa CTPYKTypa U ChIOBaTa My CUCTEMA.

4. "XeMONOoeTUYHU CTBOJIOBU KJIETKH'" Ca KJIETKHUTE, OT KOUTO MPOM3JIM3AT BCUUKU KJIETKH Ha
KpBBTA.

5. "Penuniuent" e nuiie, Ha KOETO ca MPUCAJIEHN OpraHu, ThKaHU U KJIETKH C 1IeTI JICUCHHE.

6. ")XKuB moHop" € (pM3MYECKO JHIE, OT KOETO C€ B3UMAT OPraHH, ThKaHHW WM KIIETKH C I
TAXHOTO MPHUCAXKIAHE HA IPYTO JIUIIE C JIeueOHa IIel.

7. "B3emane" € W3BaXKIaHETO YpE3 MEIUIIMHCKA METOAM HA OPTaHH, ThbKAHU U KJIETKU OT TSIIOTO
Ha JIOHOP, KOETO CE€ M3BBPIIBA C IIeNI MPUCAKIAHE WU 3a IPYrH JedeOHU, HAYYHU U y4eOHH HYKIU Ha
MEIUIIMHATA.

8. "llpucaxknane" € MOCTaBsSIHETO Ype3 MEIMLMHCKH METOAM HAa OPraHd, ThKAHM U KIIETKU B
TSJIOTO HA PEIUITUCHT.

9. "EMOproOHaTHM OpraHd, ThKaHU U KJIETKU'" ca OpraHd, ThKaHU U KJIETKH, B3ETH OT YOBCIIKH
3apOIMILL

10. "PenpomyKTUBHM OpraHu" ca TECTUCUTE W SUYHUIMTE, KOUTO Ca NpeAHA3HAYeHU 3a
Ch3/]JaBaHE HA MOTOMCTBO U Bb3IPOU3BOACTBO HA UHIUBUJIUTE.

11. "Sinexerka" e )eHCKa pernpoIyKTUBHA KIIETKA.

12. "CnepmaTo3ongu" ca MBbKKHUTE PENPOYKTUBHU KIETKH.

13. "HUudopmupano cwriacue" e T0OpPOBOTHO AaaeHO B THCMEHa Qopma chIacue 3a
U3BBPIIBaHE Ha OINpejesieHa MEeIUIMHCKA AeHHOCT. JIuiero, KoeTo 1aBa chriacue, TpsOBa Ja € MoJydusio
1sIaTa HeoOxoauma wWHQPOpMAIKS 32 M3BBpIIBAHATA NEHHOCT M OYAKBAHUTE PE3YJITATH OT Hes, KAKTO H
pa3siCHEHUS 3a CHIIECTBYBAIUTE AITEPHATUBHE HAUYMHU 32 pa3pelliaBaHe Ha MEIUIIMHCKUS TTPOOIEM.

14. (m3m. - [IB, Op. 54 ot 2020 r., B cuna ot 16.06.2020 r.) "ThkaHHO-KJIETBhUEH ajorpapt
MPOAYKT" € MPOAYKT, MOJIYUYeH OT 00paboTKa Uiy npepaboTKa Ha ThKaHU U KJIETKH OT YOBEIIKU MPOU3XO/I.

15. "buonornyHa ChBMECTUMOCT" € yCTaHOBEHATa 4Ype3 MEIMIIMHCKH METOJH BB3MOXKHOCT
MIPHUCAICHUTE OPTaHU, ThKaHU U KIIETKH OT €IVH WHIWBH]] HA JPYT J1a U3MBIHSABAT CBOUTE (QYHKINH, Oe3 1a
ce MpeAn3BUKA OCTPa peaKiysl Ha OTXBBPJISHE Ha MPUCAICHUTE OPTaHU, ThKaHHU WU KJIETKH.

16. "AMHuoTmuHa TbkaH" e MemOpaHa, CbCTaB€Ha OT  EHUTEIONOJOOHU U
ChEIMHUTEIIHOTHKAHHH KJIETKH, KOSTO 00TrpaXkaa eMOproHa U o0pa3yBa aMHMOHAJTHATa KaMepa.

17. (m3m. - JIB, Op. 36 ot 2009 r.) "ABTOTpaHCIUIaHTalus (aBTOJIOKHA TpaHCIUIaHTalusA)" €
B3€MaHe Ha ThKaHU U KJIETKH OT €HO JIUIE U MPUCAKIAHETO UM Ha JIPYro MSCTO B TSUIOTO HA CHIOTO JIUIIE.

18. "MMmianTanua Ha U3KYCTBEHH OpPraHU U ThKAHU'" € MOCTABSIHETO ¢ MEIMIIMHCKU METOIU B
TSJIOTO HAa YOBEK HA U3KYCTBEHU OPraHU U ThKAHU C 1] JICYCHUE.

19. "Pexnama" e BCSKO ChOOIICHHE, HAIPABEHO YPE3 CPENICTBATA 32 MACOBO OCBEIOMSIBAHE WU
10 IPYT HAa4YWH, 3a IPEAOCTaBsIHE HA OPTaHU, ThKaHU U KJIETKHU 3a MPUCAKIAHE.

20. "IlnaneHTHM KIJIETKM" ca KJIETKUTE Ha OpraHa, Mpe3 KOWTO IUIOABT IO BpeMe Ha
BBTPEYTPOOHOTO CH Pa3BUTHE MOEMa KUCIOPOJ M XPAHUTEIHH BEIIECTBA U OTIENs BBIVIEPOJICH IBYOKHUC U
JPYTH OTIAIHU TPOTYKTH.

21. "CamMoBB3CTaHOBSBAIIl CE€ OpraH'" € opraH, KOMTO MOKE J1a Bb3CTAHOBU HAITBJIHO CBOSITA Maca
1 QYHKIUS ClIe]] OTCTPaHsBaHE HA YacT OT HETO.

22. "CaMOBB3CTaHOBSABAIIA C€ THKAH" € ThKaH, KOSITO MOJKE Ja Bb3CTAHOBH ThKaHHATa CH Maca



CJIeJ] OTCTPaHsABAaHE HA YacT OT Hesl.

23. "Yopeurku Tpym'" € TAIOTO HA YOBEK CIIEJ CMBPTTA MY.

24. (noBa - JIB, 6p. 71 ot 2006 r., B cuna ot 01.01.2007 r.) "Cepro3Ha HexenaHa peakuus' e
HETpeIBUJICHa peaKkiys TpW JOHOp WM PEIMIIMEHT, CBbp3aHa C eKCIIepTH3a, B3eMaHe, 00paboTka,
npepaboTKa, ChbXpaHsIBaHE, TPAHCIIOPTUPAHE U MPHUCAKIAHE HA OpraHH, ThKaHU U KJIETKH, KOATO € JTOBEa
70 CMBPT WJIM JI0 3acTpalllaBallo XUBOTAa ChCTOSHUE, WIM JO IpeJaBaHe Ha 3apa3Ha 0oJiecT, 10 TpaiiHa
HepabOTOCIOCOOHOCT MK 3a00JIsiBaHe, BOJICIO A0 yIbKaBaHe Ha OOJHUYHHS MPECTOM.

25. (uoBa - IB, 6p. 71 ot 2006 r., B cuna ot 01.01.2007 r.) "Cepuo3eH MHIMIEHT" € BCAKO
HEXeJIaHO CbOWTHE, CBBpP3aHO C EKCIepTH3a, B3eMaHe, o0paboTka, mpepaboTKa, ChXpaHsIBaHE,
TPaHCIIOPTHPAHE W MPHUCAKIAHE HA OPraHH, ThKaHW U KIIETKHU, KOETO MOXE Jia JIOBEAE 0 CMBPT HIU 0
3acTpalliaBallo KMBOTa ChbCTOSIHUE, WIIN JI0 TIpeJaBaHe Ha 3apa3Ha 0oJIecT, 10 TpailHa HepaboTOCIIOCOOHOCT
wiu 3a00sBaHe, BOACIIO 10 YAbHKaBaHE HAa OOTHUYHUS TPECTOM.

26. (moBa - 1B, 6p. 71 ot 2006 r., B cuma ot 01.01.2007 r.) "JloHOp" € BCEKM M3TOYHUK Ha
OpraHu, ThKaHU WU KJIETKH OT YOBEIIKU MPOU3XO/I.

26a. (noBa - /1B, Op. 60 ot 2012 r.) "JloHOpCTBO" € AapsiBAaHETO HA OPraHM, ThKaHU U KIETKH 32
TPaHCIUTAHTAIIHS.

27. (noBa - 1B, 6p. 71 ot 2006 r., B cuia ot 01.01.2007 r.) "MHBa3uBHa npoueaypa" € BCAKO
MHCTPYMEHTAITHO HapyIlIaBaHe IEJOCTTa Ha KOXKaTa WU JIMTaBULIUTE, ITPH KOETO CE€ MPOHUKBA B YOBEUIKOTO
TAJIO 32 B3€MaHe U MpHCaKJaHe Ha OpTaHH, ThKaHU W/WIN KIETKH.

28. (noBa - /IB, 6p. 71 ot 2006 1., B crna ot 01.01.2007 1.) "Excnepruza” e neitHOCT, CBBp3aHa
C M3CJIEJIBaHUS 32 OLICHKA Ha CHhCTOSHUETO HA OpraH, ThbKaH WM KJIETKH, KAaKTO U 32 YCTAaHOBSABAHE Ha!
MMYHOJIOTHYEH CTaTyC, HATM4YKe Ha OOJIECTOTBOPHU OPTaHU3MU, XUMUYHH UM OMOJIOTUYHU BEIIECTBA, Upe3
KOUTO MOJKeE J1a Oblie TIpeaaieHo 3a0o0siBane, MHGEKITUS WM MHTOKCUKAIIUS.

29. (uoBa - 1B, 6p. 71 ot 2006 r., B cunma ot 01.01.2007 r.) "OOpabotka" e neiHOCT 3a
MOJrOTOBKA Ha B3€TH OPraHM, ThKaHU WM KJIETKH 32 MPHCAXJaHe Ype3 NpuiIarane Ha GU3NYHU, XUMHUYHH
WK OMOJOTHYHU METOM MO0 BpEME Ha B3€MaHETO WJIM HEMOCPEICTBEHO CieJl TOBA, BKIOYUTEIHO TIXHOTO
OIIaKOBaHe, IPU KOSTO HE CE M3BBPIIBA IPOMSIHA HA TEXHHS HHTETPUTET WIN (U3HOJIOTHYHO CHCTOSIHHE.

30. (moBa - [/IB, 6p. 71 ot 2006 r., B cmma ot 01.01.2007 r.) "IIpepaboTka" e meWHOCT 3a
MOJATOTOBKA HA B3€TH THKAHU WM KJIETKH 3a MPUCAXKIAHE WIM M3BIMYaHE Ha JIe4eOHU BelIeCTBa 4Ype3
npusaraie Ha GU3NYHHA, XUMAYHHA WA OMOJIOTHYHU METOJIH, BKIFOUYUTEIHO TSAXHOTO OIIAKOBAHE, P KOSTO
ce MPOMEHSI TEXHUSIT UHTETPUTET UIU (PU3NOJIOTUYHO CHCTOSHUE.

31. (moBa - IB, Op. 71 or 2006 r., B cuna ot 01.01.2007 r., u3m. - JIB, 6p. 60 ot 2012 r.)
"CoxpaHsiBaHe" € IEHHOCT 10 U3MOJI3BaHEe HA XUMUYECKU U (PU3MUECKH areHTH, IPOMEHHU B OKOJIHATa cpejia
WIK Ha JAPYTd CPEICTBa C IeJ NpeJoTBpaTsABaHE WM 3a0aBsiHe HAa OMOJOTUYHOTO WU (DU3HUECKOTO
YBpEX/IaHEe Ha OPTaHU, ThKaHH U KJIETKHA OT OCUTYPSBAHETO J0 TSAXHATA TPAHCIUIAHTAITHUS.

32. (uoBa - JIB, 6p. 71 ot 2006 r., B cuna ot 01.01.2007 r.) "PazymMHO KpaThKk Cpok" € BpeMeTo,
B KOETO OpPraHWTe, ThKAaHWUTE M KJIETKUTE 3ama3BaT CBOATA KM3HEHOCT M MOTAT Ja C€ H3IOJI3BAT 3a
TpaHCIUIaHTAIIMS.

33. (moBa - IB, Op. 71 ot 2006 r., B cuna ot 01.01.2007 r.) "Etukerupane" e meidHOCT 1O
0003HaUYaBaHE Ha OMAKOBKAaTa Ha OpraHH, ThKAaHU U KJIETKU C eJ TAXHOTO UACHTU(PUIIPAHE.

34. (uoBa - JIB, 6p. 71 ot 2006 r., B cuna ot 01.01.2007 r.) "OmakoBane" e m30IUpaHe C
MOMOINTa Ha TOAXOMAIIA MaTepualld OT OKOJHATa cpela Ha OpraHd, THhKAaHU WM KICTKH 3a
MPEeIOTBPATABAaHE HA TSIXHOTO 3aMbPCSIBAaHE WU YBPEXKIaHE.

35. (moBa - JIB, Op. 36 ot 2009 r.) "Tperu ctpanu" ca IbpkaBu, KOUTO HE Ca UYJICHKU HA
EBporneiickus cb103, EBponeickoTo HKOHOMHUYECKO MPOCTPAaHCTBO, U [1IBeinapus.

36. (HoBa - /IB, 6p. 36 ot 2009 r.) "Cucrema 3a kauecTBo" € HaOOp OT MUCMEHU TPaBUIIA, KOUTO
OTIpE/IECTIAT MOCJEAOBATETHOCTTa HA MPOLEAYPUTE M MPOLECUTE, BHIAa U KOJUYECTBOTO HAa PECypCUTE U



OTFOBOPHOCTTAa HAa BCEKM YYAaCTHUK B OpraHU3allMOHHATa CTPYKTypa, KOSTO W3BBPIIBA JACHHOCTH 110
TpaHcmanTanus. [IpaBunara TpsaOBa Aa ca IPUIIOKUMU 32 OCHIIECTBSIBAHE Ha yNpaBieHHE HA Ka4yeCTBOTO
Ha BCEKU €Tal U IPU BCUUKU JEHHOCTH, KOUTO MPSAKO WA KOCBEHO CE€ OTHACAT A0 HETO.

37. (moBa - JIB, 6p. 36 ot 2009 r.) "[IpenocraBsine" e mporiec Mo pasnpeaeisiHe, JOCTaBKa U
Mpe/laBaHe Ha OPraHH, ThKAHU M KIETKHU, MPEAHA3HAUCHU 32 TPAHCIIAHTALMS, OT €IHO JIeUeOHO 3aBEJCHHE
Ha JIpyTo.

38. (moBa - JIB, Op. 36 ot 2009 r.) "AnoreHHa TpaHCIUTAaHTAIMs" € B3€MAHETO Ha KIIETKH H
THKaHU OT €JHO JIMIIE U IPUCAXKAAHETO UM Ha APYTO JIUIIE.

39. (noBa - JIB, Op. 60 ot 2012 r.) "Xapakrepuzupane Ha TOHOP'" € JACHHOCT MO ChOMpaHe HA
uHpOpMalKs OTHOCHO MOTEHIMAJICH JJOHOpP Ha OpraHu, ThKaHW U KJIETKH, HEOOXOMMa 3a M3BBPIIBAHE HA
MIpelleHKa J1ajdu € MOAXO/AII 32 JOHOPCTBO HA OPTaHU, ThKaHU M KJIETKH, C LIeJ1 OLEHsIBaHE U HaMaJIIBaHE Ha
pHUCKa 32 PELUIIMEHTa, KaKTO U 32 ONTHUMU3MpaHE Ha Mpolieca Mo pasnpenesssHe Ha OpraHH.

40. (moBa - 1B, Op. 60 ot 2012 r.) "Xapakrepu3upane Ha opra"" € JCHHOCT MO ChOMpaHe Ha
nH(popMallisg OTHOCHO OpraH 3a TpaHCIUIAHTAIMs, HEoOXOoJMMa 3a M3BBPIIBAHE Ha MpEIeHKa Jald €
MOAXOJA] 3a IPHUCAXKIAHE, C L] OLECHJIBAHE M HaMaJIBaHE Ha PHUCKA 3a PELUUIMEHTA, KAaKTO U 3a
ONTHMHU3HMpPAHE Ha MpoLieca MO pa3npeessiHe Ha OPTaHu.

41. (noBa - JIB, 6p. 60 ot 2012 r.) "EBponeiicka opranu3zanus 3a oOMeH Ha opraHu" e myOJudHa
WM YaCTHA OpraHU3alusl C HECTOMAHCKa 1€, IpeHa3HaueHa 3a HallMOHAJIEH WM MEXKIYHapoJeH OOMEH Ha
OpraHi, B KOSITO MO-TOJISIMaTa YacT OT WICHOBETE ¥ ca IbP>KaBU - WieHKU Ha EBpornelickus cbio3.

42. (moBa - IB, 6p. 60 ot 2012 r.) "VHumoxaBane" € KpaiiHOTO MpeJHa3HAYCHHE HA OpraH,
KOTaTo TOM He € W3MOI3BaH 3a TPAaHCIUTAHTalUs.

43. (noBa - /IB, 6p. 60 ot 2012 r.) "OcurypsiBane" e nporec, npu KOHNTO TOHOPCKUTE OpraHH,
ThKaHU U KJIETKH CTaBaT HAJIUYHMU.

44. (noBa - JIB, 6p. 54 ot 2020 r., B cuna ot 16.06.2020 r.) "KpbcTocano 1oHOpPCTBO" € aeifHOCT
10 TPaHCIUIAHTALIMSL, IPH KOSITO Ca U3MbJIHEHU €THOBPEMEHHO CIIEAHUTE YCIOBUS:

a) e/IHO JIMLIE - IbPBU JOHOD, JKeJlae Ja CTaHe >KUB JIOHOP Ha OpraH Ha KOHKPETEH IMalHeHT -
II'BPBU PELIUIMEHT, IPU HATMUYUE HA YCIOBUATA HA wi. 26, ant. | nnu an. 2, 1. 1, 2 unu 4, HO IBPBUST JOHOD €
OMOJIOrMYeCKH HECHbBMECTUM C IMbPBUS PELUINEHT CHITIACHO KPUTEPUUTE, OTIPEICIIEHN B HApeIOUTE 110 YII.
4,an. 1 nun. 33;

0) eqHO JuIle - BTOPU JOHOD, XeJlae Ja CTaHe *KUB JOHOpP Ha OpPraH WM ThKAaH Ha KOHKPETEH
MAIMEHT - BTOPU PEIUIIUEHT, NP HAJIWYUE Ha YCIOBUSATA Ha 4wi. 26, an. 1 wim an. 2, 1. 1, 2 uim 4, HO
BTOPUSAT JIOHOP € OMOJIOTHYECKH HECHBMECTHM C BTOPHUS PELUIHEHT ChITIACHO KPUTEPUUTE, ONPENCIICHHU B
Hapeaobure 1o wi. 4, an. 1 u . 33;

B) I'bPBUAT JOHOP € OMOJIOTMYECKHM CHBMECTHM C BTOpPHUS PELUIHMEHT, a BTOPHUAT JOHOD €
OMOJIOrMYECKH ChbBMECTUM C ITbPBUS PELUITUECHT.

45. (noBa - /1B, 6p. 54 ot 2020 r., B cuna ot 16.06.2020 r.) "/IbpkaBa - ueHKa Ha U3npariaHe"
€ JbpXKaBa - 4WICHKa Ha EBponeickus Cbro3, EBpPONEHCKOTO HKOHOMHUYECKO IIPOCTPAHCTBO, U
Kondenepanus LlBeiiniapus, oT KOATO ce OCUTYpsIBAT OpraHu, KOUTO ca IpeaMeT Ha 0OMEH, 3a U3BBPILBAHE
Ha TPaHCIUIAaHTALUSI.

46. (noBa - JIB, 6p. 54 ot 2020 r., B cuna ot 16.06.2020 r.) "/Ibp>kaBa - ujieHKa Ha MoTy4yaBaHe"
€ JnOppkaBa - ujleHKa Ha EBponeiickus cbro3, EBpPONENCKOTO HMKOHOMHMYECKO NPOCTPAHCTBO, U
Kondenepanus [IBeiiapus, B KOSATO Ce U3MpaliaT OpraHuTe, KOUTO ca MpeaAMET Ha 0OMEH, MpeHa3HAYeHH
3a TpaHCIUIAaHTAIIHS.

47. (noBa - JIB, 6p. 54 ot 2020 r., B cuna ot 16.06.2020 r.) "EqHoxparteH BHOC" € BHOCHT Ha
crenu(uyueH BUJ ThKaHU, KJIETKU WIA ThKaHHO-KJIEThUHHU aorpadT NpoAYyKTH 3a JMYHO MMOJI3BaHe OT Jda/ieH
PELMITMEHT WM PEIMITMEHTH, U3BECTHU HA M3BBPUIBAIIOTO BHOC JIEYEOHO 3aBEJCHUE M Ha JOCTABUMKA OT
TpeTaTta CTpaHa Npeaud HM3BBPIIBAHETO Ha BHOCA. TakbB BHOC Ha cHelM@HUuUeH BUJ THKAaHU, KIETKH U



THKAaHHO-KJIETHUHU aOrpadT MPOIYKTH HE CE M3BBPILBA ITOBEUE OT BEAHBXK 32 JAAJCH PEeUUNHUEHT. BHOC OT
eIMH ¥ CBII JOCTABYMK OT TPETa CTpaHa, KOWTO ce M3BBPIIBA PEJOBHO WM C€ MOBTaps, HE CE€ CUMTA 3a
"eTHOKpaTeH BHOC".

48. (noma - JIB, 6p. 54 or 2020 r., B cuna ot 16.06.2020 r.) "Cnemna cutyauus" € Bb3HUKBaHE
Ha OOCTOSITEICTBA, KOWUTO 3acTpallaBaT KadyeCTBOTO HAa TPAHCIUIAHTALMATa M OE30IMacHOCTTA HAa JKUBHS
JOHOP W peIHWNUeHTa W KOUTO YBEJIMYaBaT BpPEMETO Ha CTyJeHaTa HCXeMHs Ha oOpraHa Haj
PEHOPBUYUTETHOTO.

49. (woBa - /1B, O6p. 54 ot 2020 r., B cuna ot 16.06.2020 r.) "HeoTnoxHa HEoOXoaumocT" €
HETIPEeIBUICHA CUTYalHs, B KOSTO HSMa JPYTO PEelIeHNEe OCBEH CIICIIEH BHOC HAa ThKaHM M KIETKH OT TpeTa
CTpaHa 3a He3a0aBHO M3IOJI3BaHE MPU KOHKPETEH PELUIUEHT WM KOHKPETHHU PELUITUEHTH, YHETO 3][paBe
01 OMIJI0 CeprOo3HO 3acTpalleHo 0e3 TaKbB BHOC.

§ la. (Hos - [IB, 6p. 71 ot 2006 T., B cmma ot 01.01.2007 r., mom. - /1B, 6p. 36 ot 2009 1., nom. -
1B, 6p. 60 or 2012 r., gom. - JIB, 6p. 54 ot 2020 r., B cuna ot 16.06.2020 r.) To3u 3akoH BBBEXKIa
pasnopenoute Ha Jupextusa 2004/23/EC na EBpomneiickust mapiameHT U1 CbhBeTa OTHOCHO YCTAHOBSIBAHETO
Ha CTaHIApTH 32 KAa4ecTBO M OE30MaCHOCT MpHU JAapsSBaHETO, HA0aBSHETO, KOHTpOJA, MpepaboTBaHETO,
ChXpPaHSIBAHETO, CKIAJUPAHETO U PaA3MpeesITHETO Ha YOBEIIKM ThKaHHU U KieTkd, Jupexrusa 2006/86/EO
Ha Kommucusita ot 24 oxromBpu 2006 1. 3a mpunarane Ha [upextuBa 2004/23/EO na EBpomneiickus
napiaMeHT U Ha CbpBeTa OTHOCHO YCTAHOBSIBAHETO HA M3MCKBAaHUS 3a IMPOCIEIUMOCT, ChOOIaBaHEe Ha
CEpUO3HU HEXEJaHW peaKkUWd U CHOUTHS U ONpPENEeNICHH TEXHUYECKH H3MCKBaHMS IO OTHOILEHHE Ha
KoJMpaHe, mpepaboTBaHe, ChbXpaHsIBaHE, ChbXPAaHEHUE W MPEIOCTaBSHE HA YOBEUIKM ThKAaHU U KIETKU U
HupextuBa 2006/17/EO nHa xomucusita oT 8 ¢eBpyapu 2006 T. OTHOCHO mpuiaraHero Ha JlMpeKTHBa
2004/23/EO na EBporneiickus mapiaameHT 1 Ha ChBeTa OTHOCHO YCTaHOBSIBAHETO HA CTAaHAAPTH 3a KA4€CTBO
1 0e30MacHOCT MPH JapsIBAHETO, TOCTABSIHETO, KOHTPOJIA, MPEepabOTBAHETO, ChbXPAHABAHETO, ChbXPAHEHHETO
W pa3npeiessTHeTO Ha YOBENIKM ThKaHW U KIeTkH, kKakTo u Ha JlupektuBa 2010/53/EC na EBpomneiickus
napiaMmeHT ¥ Ha CpBeTa oT 7 1011 2010 . OTHOCHO CTaHAApPTHUTE 332 KAYeCTBO M 0€30MaCHOCT Ha YOBELIKUTE
opranu, npeaHasHaueHu 3a tpanciurantaus (OB, L 207/14 ot 6 asryct 2010 r.) u J{upextusa 2012/25/EC
Ha KomucusTa ot 9 okromBpu 2012 r. 3a ycTaHOBsIBaHE HA MHGOPMAIIMOHHHUTE MPOIIEAYPH 32 OOMEH MEXTY
Ibp)KaBUTE YICHKHM Ha YOBEIIKM OpraHW, NpeaHa3HaueHu 3a Ttpancmiantanus (OB, L 275/27 ot 10
oktomBpH 2012 1.), kakTo u Ha [{upektuBa (EC) 2015/566 na Komucusra ot 8 anpun 2015 r. 3a mpuiarane
Ha J{upextuBa 2004/23/EO no oTHOIIEHHE HA MPOLEAYPUTE 32 KOHTPOJI Ha CIIa3BaHETO HAa EKBUBAJICHTHUTE
CTaHJApPTH 32 KAYECTBO M 0€30MaCHOCT Ha BHACAHUTE ThKaHH H KieTku (OB, L 93/56 ot 9 ampun 2015 1.).

3akII0uYNTeTHE pa3nopenou

§ 2.B CAHOMCCCUYCH CPOK OT BJIM3aHCTO B CHJIAa HAa 3daKOHaA MI/IHI/ICTepCKI/IHT CbBCT IIpUCMa, a
MHUHUCTBPBHT HA 3JPaBCONA3BAHCTO NU3/JaBa HOPMATHUBHUTC aKTOBC 110 IPUJIAraHCTO MY.

§ 3. B 3akona 3a HapoaHoto 31pase (00H., [IB, 6p. 88 ot 1973 r.; momp., O6p. 92 ot 1973 r.; usm.
u jot., op. 63 or 1976 1., 6p. 28 ot 1983 1., Op. 66 oT 1985 1., O6p. 27 0T 1986 T., Op. 89 OT 1988 1., Op. 87 M
99 ot 1989 r., 6p. 15 ot 1991 r.; momp., 6p. 24 ot 1991 r.; uzm., 6p. 64 ot 1993 1., 6p. 31 o1 1994 1., Op. 36
ot 1995 ., 6p. 12, 87 u 124 ot 1997 r., 6p. 21, 70, 71 u 93 ot 1998 r., 6p. 30, 62, 67,90 u 113 ot 1999 1.,
op. 10 u 36 ot 2000 r., 6p. 63 or 2002 T.) CE MPABAT CICTHUTE U3MEHEHHSI U JOTTBITHCHHUS

1. B un. 3acecn3gaBarT. 16:



"16. TpaHCIUTAaHTaLUsl HA OPTaHu, ThKaHU U KJIETKHU."
2. YUnenose 33, 33a, 34 u 35 ce oTMEHST.

§ 4. B 3akona 3a neueOnute 3aBeneHus (o0H., JIB, op. 62 ot 1999 r.; usm., 6p. 88 u 113 ot 1999
r.; momp., 6p. 114 ot 1999 r., uzm., 6p. 36, 65 u 108 ot 2000 r., 6p. 51 ot 2001 1. - Pemenne Ne 11 Ha
Koncturyumonnust b ot 2001 r.; u3m., O6p. 28 u 62 ot 2002 r.) ce mpaBsT CIEIHUTE U3MEHEHUS U
JOTTBTHCHHUS :

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

"6. TpaHCIJIAaHTAIIMS HA OPTaHU, ThKaHU U KJIETKH."

2.Bun. 10 ce cp3naBa 1. 7:

"7. ThKaHHa OaHKa."

3. B un. 19 ce cp3naBa T. 4a:

"4a. TpaHCIIJIAaHTALIUSL HA OPT'aHU, ThKaHU U KJIETKHU;".

4. Cp3naBa ce ui. 286:

"Un. 286. (1) TrrkanHaTa OaHka e JiedeOHO 3aBEACHHE, B KOCTO JIGKAp C IOMOINTA HA JIPYTH
CHEIMAMCTH B3€Ma, U3CJIeIBA, ChbXPaHABa U MpepadoTBa OpraHu, ThKaHU U KIETKU C MEAULIMHCKU LIEITH.

(2) TpkaHHHUTE OAHKK MOTAT JIa B3eMaT caMO ThKaHH ¥ KJIETKH 3a MPUCAXTaHe WIH MpepadoTKa,
a OpraHu - caMmo 3a npepadoTka.

(3) HelinocTTa Ha ThKaHHaTa OaHKa ce W3BBPIIBA CHIVIACHO MPABHIHUK 3a YCTPONCTBOTO,
NEMHOCTTa U BBTPELLHUS pell, yTBBPJIEH OT PbKOBOAUTENS Ha JieueOHOTO 3aBeeHue. "

5. Cp3maBa ce 1. 36a:

"Un. 36a. (1) TerkanHara 6aHka ce ydpeasiBa KaTo APY>KECTBO C OrpaHUYEHAa OTTOBOPHOCT WM
aKIMOHEPHO JIPYKECTBO U OCHIIECTBSIBA IEHHOCT ClIe] IOJyYyaBaHe Ha pa3pelleHue o pena Ha wi. Sla.

(2) B mpenmeta Ha IeiHOCT HA ThKaHHATAa 0aHKA 33BJDKUTEIIHO CE BIMCBA OCHIIECTBSIBAHETO
caMo Ha JEHHOCTHUTE 110 4. 280.

(3) Cobpebnata peructpanuss Ha (upmaTa 3aABDKUTETHO TpsOBa Ja ChIbpPKA IMTBIHOTO
0003HaueHne Ha J1eueOHOTO 3aBenenue."

6. Bun. 40, aim. 1 ce ce3maBa . 11:

"11. ynmocroBepeHue oOT M3mbiaHMTENHATa areHIUs MO TPAHCIUIAHTAIUSA, Y€ JIe4eOHOTO
3aBe/ieHHe MOJKE Jla U3BBPIIBA B3€MaHe U MPHUCAKIAHE Ha ThKAaHU U KJIETKH B ChOTBETCTBUE C YTBBbPACHUTE
MEIHUIIMHCKHU CTaHJAPTH B CIIy4auTe, KOTaTo Je4eOHOTO 3aBECHHE e U3BBPIIBA TaKaBa ACHHOCT."

7.Bun. 47 ce ce3maBa T. 12:

"12. ynocroBepeHue oT M3mbiaHuUTeNHATa areHuus TO TpPaHCIUIAHTAlMsA, Y€ JIeYeOHOTO
3aBEJICHUE MOJKE JIa M3BBPIIBA B3€MaHE U TMPHUCAXKIAHE HA OPTaHHU, ThKAHU M KJIETKH B CHOTBETCTBUE C
YTBBPJACHUTE MEAMIMHCKH CTaHIApPTH B CIydauTe, KOraTo JeueOHOTO 3aBelleHHE IIE W3BBPIIBA TaKaBa
nenHocT."

8. Cp3maBa ce wi. Sla:

"Un. 51a. (1) TekanauTe OaHKH OCHIIECTBABAT JCHHOCT Cliel] TOTyYaBaHE HA pa3pelieHUue OT
nupexTopa Ha M3mbJIHUTETHATA areHIIHS TI0 TPaHCIUTaHTaIHs.

(2) Pazpemienue o ain. 1 ce u3gaBa Bb3 OCHOBA Ha 3asBJICHHUE, KbM KOETO CE MpuIarar:

1. chIeOHOTO pelICHHE 3a PETUCTPAIHS, yIOCTOBEPCHHE 3a aKTyalHa ChAcOHA perucTparus,
YAOCTOBEPEHUE 32 JaHbYHA PETUCTPALMS U €AMHEH UICHTU(PUKAIIMOHEH KO,

2. y4peAWTEeTHHUAT aKT Ha JPYKECTBOTO W NPABHIHUKBT 3a YCTPOMCTBOTO, AEHHOCTTa M
BBTPEILIHUS pe]l Ha 1e4eOHOTO 3aBE/ICHME;

3. IUTUIOMUTE 32 CHOTBETHOTO BHUCIIIE 00Opa30BaHKE HA JUIATa, KOUTO IIe padOTIT B JIe€UeOHOTO
3aBeJICHUE;

4. cBUJIETEJICTBOTO 3a CHAMMOCT Ha JIUIIATa, IPEICTaBISIBAIIN JeUeOHOTO 3aBEICHUE;



5. XWIMEHHOTO 3aKJIIOYeHHE 3a O0EeKTa OT OpraHuTe Ha XWUIHEHHO-EMHIEMHUOJIOTMYHATa
MHCHEKHS.

(3) Ilpu HEMBIHOTA HA MPEACTABEHUTE AOKYMEHTH MO all. 2 AUPEKTOpHT Ha M3mbiaHHTETHATa
areHuus Mo TpaHCIUIaHTalus B 15-1HEBEH CPOK yBEIOMsIBA IMCMEHO 3asBUTENIS 32 TOBA U ONPEJENs CPOK 3a
OTCTPaHSIBAHETO M.

(4) B TpuMecedeH cpok OT MOJaBaHE HA JOKYMEHTHUTE 10 al. 2 TUpeKTopbT Ha M3mbiaHuTenHaTa
areHUus MO TPAaHCIUIAHTAIUS U3/1aBa pa3pellieHHe 3a OChIIECTBSIBaHEe Ha EHHOCTTA Ha ThKaHHATa OaHKa, B
KOETO C€ IO0COYBAaT BUJOBETE ACHHOCTH, KOMUTO TS I€ W3BBPIIBA, WIM IIpaBM MOTHUBUPAH OTKa3 3a
U3JIaBaHETO MY.

(5) Otka3pr mo an. 4 moasiexu Ha oOXalBaHe MO peAa Ha 3aKOHA 3a aAMHHHCTPATHBHOTO
IIPOU3BOJICTBO.

(6) HupextopsT Ha M3nmbiaHWTENHATa areHIUS MO TPAHCIUIAHTAIUS MOXKE CBhC 3aloBe] Ja
OTHEME U3Ja/ICHOTO Pa3peLIEHUE B CICAHUTE CIIy4au:

1. ako TbKaHHaTa OaHKa OCBIIECTBSIBA JACWHOCT B HAPYIIEHUE HA TO3U 3aKOH U HOPMATHUBHUTE
aKTOBE I10 IIPUIATaHETO MY WJIM U3BBPILIBA JEHHOCTU U3BBH TE3H, 3 KOUTO € U3/1aJIEHO Pa3peLIEHUETO;

2. [10 UCKaHe Ha ThbKaHHaTa OaHKa;

3. pu MIpeKpaTsBaHe Ha ThKaHHATa OaHKa.

(7) 3anoBeara Ha aupexkTopa Ha M3mbIHUTENHATa areHuMs MO TPaHCIUIaHTaus 1o ai. 6, T. 1
MOJJIEXKU Ha 00KaliBaHe MO pe/ia Ha 3aKoHa 3a aIMUHUCTPATUBHOTO MPOU3BOJICTBO.

(8) O6>xasBaHETO HA 3aMOBE/ITA HE CIIUPa U3ITBIHEHUETO M.

9. Bun. 63, an. 5 gymute "wi. 10, 1. 4, 5 u 6" ce 3amensar ¢ "uwn. 10, 1.4,5,6 u 7".

10. B un. 86, an. 1 nymure "M IMarHOCTUYHO-KOHCYJITATUBHUTE LIEHTPOBE" CE€ 3aMEHSAT C
" TMarHOCTUYHO-KOHCYJITATUBHUTE IICHTPOBE U ThKaHHUTE OaHKH".

§ 5. M3rbiHEHMETO Ha 3aKOHA CE Bb3J1ara Ha MUHHCTBpA Ha 3paBEONa3BAHETO.

§ 6. 3akoHbT BiM3a B cwiia ot 1 ssuyapu 2004 r.

3akoubT € nmpuer oT XXXIX Hapogno cwbpanue Ha 30 ronu 2003 r., npuer noBTopHO Ha 11
cenrremBpu 2003 r. 1 e moaneyarad ¢ opuuuanHus neyat Ha HapogHoTto crOpanue.

Ipexoanu u 3aKIIOYUTETHA Pa3nopeaon
KBbM 3AKOHA 3A UBMEHEHHUE U JOITbJIHEHUE HA 3AKOHA 3A
TPAHCIIJIAHTALIUSA HA OPTAHU, TBKAHU U KJIETKHA

(OBH. - 1B, BP. 71 OT 2006 I'"., B CWJIA OT 01.01.2007 I".)

§ 26. (1) MuHHCTEpCKUAT CBBET M3MEHS WU JONBIBA YCTPOMCTBEHHUs MpPaBWIHUK Ha
W3nbaHuTenHaTa areHUMs MO TPAaHCIUIAHTALMA B ChOTBETCTBHE C TO3M 3aKOH B €JHOMECEYEH CPOK OT
BJIM3aHETO MY B CHJIA.

(2) B 6-mecedeH cpok OT BJIM3AaHETO B CHJIA HAa TO3U 3aKOH MUHUCTBHPBHT Ha 3/IpAaBEOIA3BAHETO
U3/1aBa [10/13aKOHOBUTE HOPMATHUBHH aKTOBE 110 IIPUIIAraHETO MY.

§ 27. (1) MuHHCTEPCTBOTO Ha 37paBEOIa3BaHETO HHPOPMHUpA OBIATAPCKUTE TPAKIAHU TIO
JIOCTBHIIEH HAUMH 32 YCIIOBUATA U PE/ia 32 B3€MaHE U MPUCAXKIAHE HA OPTraHu, ThKaHHU U KJIETKU B CPOK 110 31



mapt 2007 r.
(2) Uadopmupanero mo am. 1 craBa mpu yCIOBHS W IO PEia, ONPEACIICHH C Hapeada Ha
MUHHUCTBpA Ha 3/IpaBEOMa3BaHETO.

§ 28. IIepBusaT noknax nmo wi. 11, am. 5, 1. 16 ce npencraBda Ha EBpomneiickata KoMucus ot
N3nbiHATENHATA areHIMs 110 TpaHCIUIaHTaus B ¢pok a0 7 anpuia 2009 r.

§ 30. 3akonbT Bim3a B cuia oT 1 sHyapu 2007 r., ¢ U3KIIIOUEHUE Ha pa3nopeaodure Ha § 4, T. 3,
OykBa "a" - OTHOCHO Ch37aBaHeTo HAa T. 15 u 16, u § 28, KOWTO BIM3AT B cUjla OT JaTaTa Ha BIM3aHE B CHJIA
Ha /loroBopa 3a npucbenunsBane Ha Peny6nuka benrapus kM EBponeiickus cbro3.

Ipexoanu u 3aKIIOYUTETHE Pa3nopeaon
KBbM 3AKOHA 3A UBMEHEHUE U JOITbJIHEHUE HA 3AKOHA 3A 3/IPABETO

(OBH. - 1B, BP. 41 OT 2009 I'"., B CWJIA OT 02.06.2009 I".)

§ 96. 3akoHBT BIM3a B cuUia OT JEHA Ha oOHapoaBaHeTo My B "JIbpXaBeH BeCTHHK'", ¢
U3KJIIOUYEHHUE Ha:

1. maparpadu 3, 5, 6 u 9, xouro Biu3at B cuia ot 1 suyapu 2009 r.;

2. maparpadu 26, 36, 38, 39, 40, 41, 42, 43, 44, 65, 66, 69, 70, 73, 77, 78, 79, 80, 81, 82, 83, 88,
89 1 90, xouTto BiM3aT B cuiia oT 1 romm 2009 r.;

3. maparpad 21, xoiiTo Bnu3a B cuna ot 1 rorm 2010 .

IIpexonnu u 3aKI0OUNTETHH pa3nopeaoun
KBbM 3AKOH 3A BIOJKETA HA HAIIMOHAJIHATA 3IPABHOOCUI'YPUTEJIHA
KACA 3A 2011T.

(OBH. - IB, BP. 98 OT 2010 T"., B CWMJIA OT 01.01.2011T".)

§ 15. 3akonsT Bau3a B cuia ot 1 suyapu 2011 r. ¢ uszkimtouenue Ha § 10, koiTO BM3a B cujia OT
neHs1 Ha oOHapoaBaHeTo My B "J[bpikaBeH BECTHHK'".

IIpexonnu n 3aKJIIOYUTEHU pa3nopeadu
KBHbM 3AKOH 3A UBMEHEHUE U JOITbJIHEHUE HA 3AKOHA 3A 3IPABETO

(OBH. - IB, BP. 98 OT 2010 T'., B CMJIA OT 01.01.2011 TI'.)

§ 118. B 3akona 3a TpaHCIUIaHTallMs Ha OpraHy, ThKaHU U KieTku (00H., [IB, O6p. 83 o1 2003 .;
u3M., op. 88 ot 2005 r., Op. 71 o1 2006 1. 1 6p. 36 1 41 oT 2009 T.) Ce MpaBAT CICAHUTE U3MEHEHUS:

2. HaBcsikpae gyMuTe "ChbOTBETHUSI PETMOHAJIEH LIEHTHP 10 37paBeona3BaHe’ u "pernoHaqiHuTe
LIEHTPOBE MO 3/paBeoNa3BaHe’" ce 3aMEHAT ChOTBETHO ChC ''ChOTBETHATa PErMOHAJIHA 3[paBHA MHCHEKIUS"



1 "peruoHaJHNUTE 3JpaBHU HHCHIEKIUN".

§ 121. 3akonbT Bru3a B cwia ot 1 sayapu 2011 r. ¢ u3kiItoueHue Ha:

1. maparpadu 1, 16, 20, 29, 30, 32, 33, 34, 35,42, 44, § 56, 1. 1 u 2, § 65, 68, 70, 76, 80, 81, 90,
92,96,§102,1.3,4,5,7u8,§ 105, 1.1,3u5,§ 107, 1. 1, 2, 3,4, 6, 6ykBa "a", 1. 7, 10, 11, 13 u 15, OykBa
"a", § 109, 110, 112, 113, § 115, 1. 5,§ 116, 1. 4 6, § 117, 7. 5u 7 u § 118, 1. 1, KOUTO BAM3AT B CUIa OT
JieHsl Ha 0OHapOIBaHETO Ha 3akoHA B "/IbpkaBeH BECTHHK";

2. maparpad 102, 1. 1, 2 u 6, kouro Biu3ar B cuia ot 1 mapt 2011 r.;

3. maparpadu 22, 1. 1 (otHOCHO Wi. 36, an. 1, uspeuenue BTopo), § 37, § 48, 1. 2, § 51 u 59,
KOUTO BiIM3aT B cwiia oT 1 roam 2011 r.;

4. maparpad 107, 1. 15, 6ykBa "6", koiTo Bimm3a B cuia ot 30 centemBpu 2011 r.

IIpexonnu n 3aKJIIOYUTEHU pa3nopeadu
KBbM 3AKOHA 3A UBMEHEHUE U JOITbJIHEHUE HA 3AKOHA 3A 3/IPABHOTO
OCUT'YPSIBAHE

(OBH. - 1B, BP. 60 OT 2012 I"., B CWJIA OT 07.08.2012T".)

§ 44. 3akoHBT BIM3a B CHJIa OT JeHs HAa oOHapoaBaHeTO My B "J[bpkaBeH BECTHHK'".

IIpexonnu n 3aKJIIOYUTEHA pa3nopeadu
KBbM 3AKOHA 3A UBMEHEHUE U JOITbJIHEHUE HA 3AKOHA 3A
TPAHCIIJIAHTAIIUS HA OPT'AHU, TBKAHU U KJIETKHA

(OBH. - JIB, BP. 60 OT 2012 T")

§ 19. JleueGHMTE 3aBEeICHNS, KOUTO ca MOJYYWIH pa3pelieHus mno wi. 36, 37 u 38 10 BiIM3aHeTO
B CHJIA HA TO3M 3aKOH, OCBLIECTBABAT JIEHHOCTTA CH Bb3 OCHOBA HA U3/JA/ICHUTE UM Pa3peLICHHUS.

§ 20. ITepBust moxnax mo wi. 11, am. 5, 1. 16a ce mpenocrass B EBpomneiickara komucus ot
W3nbiHUTENHATA areHIus 0 TpaHCIIaHTaus B cpok a0 27 aryct 2013 r.

Ipexoanu u 3aKIIOYUTETHA pa3nopeaon
KBbM 3AKOHA 3A IYBJIMYHUTE ®UHAHCHU

(OBH. - 1B, BP. 15 0T 2013 I'., B CMJIA OT 01.01.2014T".)

§ 123. 3akonbT BaM3a B cuina oT 1 sHyapu 2014 r. ¢ uzkimouenue Ha § 115, koiTo Bin3a B cuiia
ot 1 smyapu 2013 1., u § 18, § 114, § 120, § 121 u § 122, xouto Bim3aT B cuia ot 1 ¢pespyapu 2013 r.

IIpexoanu n 3aKJII0YUTETHE pa3nopeadou



KBM 3AKOHA 3A BIOJ’KETA HA HAIITMOHAJIHATA 3IPABHOOCHUI'YPUTEJIHA
KACA 3A 2019T.

(OBH. - IB, BP. 102 OT 2018 I'., B CHJIA OT 01.01.2019T".)

§ 41. B 3akoHa 3a TpaHCIUIaHTallMs HA OpPTaHU, ThKaHU U KiIeTku (00H., JIB, 6p. 83 ot 2003 r.;
u3Mm., op. 88 ot 2005 r., 6p. 71 o1 2006 1., O6p. 36 1 41 otr 2009 1., 6p. 98 oT 2010 1., 6p. 9 OT 2011 T., Op. 60
ot 2012 r. u 6p. 15 o1 2013 1.) cCe mpaBsT CIETHUTE U3MEHEHUS U JOIIBJIHCHHS:

10. (B cuna or 01.04.2019 r.) B ocrananuTe TeKCTOBe Ha 3akoHa aymute "M3mbiaHuTENHATa
areHuus 1o TpaHciiaHTauus" ce 3ameHsT ¢ "M3nbiHuTenHara arenuus "MeaunuHcKy Haazop'.

§ 43. 3akonsT Bim3a B cuia ot 1 ssayapu 2019 r., ¢ u3kiItoueHne Ha:

1. maparpad 29, T. 13, 6ykBa "06", 1. 14 u 15, § 30 u § 42, T. 2, KOUTO BIM3AT B CHJIA OT ACHS HA
oOHapoBaHETO Ha 3aKoHa B "JIbpKaBeH BECTHHK";

2. maparpad 28, 1.6 - 12 uT. 14 - 19, § 35, T. 3, ¢ U3KIIOYCHHUE HA Y. 7a, ain. 4 ¥ 4i. 7B, ai. 4, T.
S5u6,1.8-22urt.36-40,§41,1.2-8, 1.9, 0ykBu "a" u "B" u 1. 10, KOUTO BIM3aT B cMiIa OT | ampun
2019 r.;

3. maparpad 29, T. 5, 6ykBa "a" oTHOCHO nymmuTe "u upe3 OrKeTa HAa MUHUCTEPCTBOTO Ha
3/IpaBEOIa3BaHETO 3a 3aIulallaHe Ha MEAUIIMHCKUTE W3S, TTOMOUTHUTE CPE/ICTBA, IPUCTIOCOOICHHUITA U

non

ChOPBKEHUSATA 32 XopaTa ¢ yBpexaanus', T. 9, Oyksa "a" OTHOCHO AyMuUTE "KaKTO U MEAMIIMHCKH U3JENus,
MTOMOIITHYU CPEACTBA, MPUCTIOCOOICHUS M ChOPBKCHHSI 3a Xopara ¢ yBpexaanus', T. 9, Oyksa """ 0OTHOCHO
ayMUTEe "M TIOMOIIHHWTE CPEJICTBa, MPHUCTIOCOOJICHHATA W CHOPBHKEHHATA 3a XOpaTa C YBpEeXKIaHUA" U
OTHOCHO JAyMuUT€ "KaKTO W C JIMIATA, OCHILECTBSIBALM JACHMHOCTH MO MPEJOCTaBsSIHE W PEMOHT Ha
MEIUIIMHCKU W3/eNHs, TIOMOIIHU CPEICTBA, MPHUCIOCOOJEHUS M CHOPHKEHHUS 3a XOpa C YBPEXKIaHMUS,
pPErucTpUpaHd KaTO THPrOBIM M BIMCAHU B PErUCTbPAa HA JIMIATA, OCHILIECTBSBALM JEHUHOCTU IO
MPEAOCTaBsIHE U PEMOHT Ha MOMOIIHU CPEJICTBA, MPUCIIOCOOTIEHUS, ChOPHKEHUS U MEAUITUHCKHA U3IEITHS 32
xopata ¢ yBpexaanus" u T. 9, 0yksa "a" otHocHO ai. 15, T. 3 u ain. 16 OTHOCHO aymMuTE "KaKTO | C JIHIATa,
OCBILECTBSIBAIIM JCHHOCTH MO TMPEJOCTaBSIHE M PEMOHT Ha IOMOIIHH CpPEICTBa, MPUCIIOCOOJICHUS,
CHOPBKEHUS U MEAMIIMHCKHU M3JENUS 32 X0pa C YBPEXKAAHUS, PETUCTPUPAHU KAaTO THPrOBLUU U BIIMCAaHU B
perucTbpa Ha JUIATa, OCHIIECTBSABAIM JCMHOCTH MO MPEJOCTAaBSIHE W PEMOHT Ha IMOMOIIHH CPEJICTBA,
MIPUCTIOCOOJICHUS, CHOPHKEHUS W MEIUIIMHCKH HM3ICNHs 3a XOopaTa C YBPEXKIAaHWS - 3a 3aIUlalllaHe Ha
MEIUIIMHCKH U3JeNnsl, TOMOIIHH CPEACTBA, MPUCTIOCOOIEHHS U ChOPBIKEHUS 3a Xopa ¢ yBpexaanus", T. 25,
Oyksa "a" - an. 1, T. 13 OTHOCHO AyMuTE "TIOMOIIHU CPEIICTBA, IPUCITOCOOJICHUS U ChOPHKEHHUS 32 X0Opara ¢
yBpexaanus" u T. 25, OykBa "0" OTHOCHO ajl. 4 OTHOCHO JAyMHUTE "H JIMIIATa, OCHIIECTBIBAIIM ACHHOCTH T10
MPEIOCTaBsIHE M PEMOHT Ha MEIUIIMHCKU U3JICTIHS, TIOMOIIHU CPE/ICTBA, MIPUCIIOCOOTICHHS i ChOPBKEHUS 32
X0pa ¢ yBpEKIaHUs, PETUCTPUPAHU KAaTO THPrOBIM U BIMCAHU B PETUCTbpA Ha JIMIATA, OCHUIECTBIBAIIU
JNEHHOCTH M0 TPENOCTaBs IHE M PEMOHT Ha TIOMOIIHU CPEACTBA, MPUCHOCOONIEHUS, CHOPBHKEHUS H
MEIUIMHCKHN U3/IeNINA 3a XOpaTa ¢ yBpeKJaHus" U "M MOMOLIHU CPEJCTBA, IPUCIIOCOOJIEHUS U ChOPBHKEHUS
3a xopata ¢ yBpexaanus', § 36 u § 37 ornocHo un. 14, an. §, 1. 2, 6yksa "0", KouTO BIM3AT B cuia OT 1
aayapu 2020 r.

IIpexonnu n 3aKJIIOYUTEHU pa3nopeadu



KBbM 3AKOHA 3A UBMEHEHUE U TOITBJIHEHUE HA 3AKOHA 3A JIEHEGHUTE
3ABEJIEHUA

(OBH. - 1B, BP. 54 OT 2020 I'., B CWJIA OT 16.06.2020I".)

§ 38. 3akoHBT BIM3a B cuWia OT JEHA Ha OOHapoaBaHeTo My B "JIbp)KaBeH BeCTHHK'", ¢
M3KJII0YeHue Ha § 23, koilTo Biau3a B cuia ot 1 aayapu 2021 r.

PeneBanTHM akTOBE OT EBpONENCKOTO 3aKOHOAATEICTBO

Z!HQCKTI/IBI/I:

JUPEKTHBA (EC) 2015/566 HA KOMUCHUSATA ot 8 ampun 2015 roguHa 3a npuiaraie Ha
HupektuBa 2004/23/EO mo oTHOILIEHUE HAa MPOLETYypUTE 3a KOHTPOJ Ha CIAa3BaHETO HAa €KBHUBAJCHTHHUTE
CTaHJApTH 3a KAYeCTBO U O€30MAaCHOCT Ha BHACSIHUTE ThKAaHU U KIJIETKH

JUPEKTUBA (EC) 2015/565 HA KOMUCHUATA ot 8 anpun 2015 roauna 3a M3MEHEHHE Ha
JupektuBa 2006/86/EO mo OoTHOIICHHE HA HIKOM TEXHUYECKHM W3MCKBAHMS 3a KOJUPAHETO HA YOBEIIKH
THKaHU U KJIETKH

JUPEKTHUBA 3A W3IIBJIHEHUE 2012/25/EC HA KOMUCHUATA ot 9 oxromepu 2012
rofMHA 3a YCTAHOBSBaHE Ha HMH(OPMAIMOHHUTE MpPOLEAypu 3a OOMEH MEXAy IbpXKaBUTE WICHKH Ha
YOBEIIKH OpraHy, IIpeIHa3HauYeHH 3a TPAHCIUIaHTaIUs

JIMPEKTHBA 2010/53/EC HA EBPOIIEMICKHS TTAPJIAMEHT 1 HA CBBETA or 7 ronu
2010 rogrHa OTHOCHO CTaHAAPTUTE 332 KaUe€CTBO M 0€30MACHOCT Ha YOBEUIKUTE OpraHU, MPeJHA3ZHAUYCHU 32
TpaHCIUIaHTAIHs

JUPEKTHUBA 2006/86/EO HA KOMUCHUSATA ot 24 okromBpu 2006 roanHa 3a mpujaraHe Ha
Hupexktusa 2004/23/EO na EBponelickust mapiaMeHT U Ha CbBeTa OTHOCHO YCTAaHOBSIBAHETO HA M3MCKBAHUS
3a IPOCIEANMOCT, ChOOIIaBaHE HA CEPHO3HU HEXKEJIAaHW PEeaKIMHU M ChOUTHUS U OINpENeNIeHd TeXHUYECKH
M3HMCKBaHUS 10 OTHOILIEHUE Ha KOAMpaHE, NMpepabOTBaHE, ChXpPaHSABAHE, CbXPAHEHUE UM IPENOCTaBSHE Ha
YOBEIIIKU THhKAaHU U KJIETKH

JIUPEKTUBA 2004/23/EO HA EBPOIIEMCKUS ITAPJIAMEHT Y HA CBBETA ot 31 mapt
2004 romwHA OTHOCHO YCTAaHOBSIBAHETO HAa CTAHIAPTH 3a KAa4eCTBO M OE€30MACHOCT MpU JapsiBAaHETO,
JOCTaBsIHETO, KOHTPOJIA, MPepaboTBAHETO, ChXPAHSABAHETO, ChbXPAHEHUETO U PA3NPENEIIHETO HA YOBEIIKH
ThKaHU U KJIETKH

JIMPEKTHBA 95/46/EO HA EBPOIIEMCKHWS TIAPJIAMEHT W HA CBBETA or 24
oktoMBpu 1995 roamua 3a 3ammra Ha (QU3MUECKUTE JIMLA NMPH 00pabOTBAHETO HA JIMYHU JAHHU M 32
CBOOOJTHOTO JIBI)KCHUE HA TE3W JIaHHU (OTM.)

PeraamenTu:

PETJIAMEHT (EC) 2016/679 HA EBPOITEVICKIS TTAPJIAMEHT U HA CBbBETA ot 27
anpua 2016 romMHa OTHOCHO 3aIIUTaTta Ha (M3MYCCKHUTE JIMIA BBB BPB3Ka ¢ 00pabOOTBAHETO HA JIMYHHU
JAaHHA ¥ OTHOCHO CBOOOJHOTO JBIM)KCHHE HAa TaKWBa JaHHU W 3a oTMsHa Ha upektuBa 95/46/EO (OO0
pErJIaMeHT OTHOCHO 3allliTaTa Ha TaHHUTE)



