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HAPEOBA Ne 6 OT 5 MAPT 2007 I'. 3A YTB'bP2KIIABAHE HA
MEIQUIIHHCKH CTAHIOAPT 3A TPAHCILUIAHTALIMA HA OPI'AHH,
TBHbKAHH U KIIETKH

U3naneHa ot MUHUCTBPA Ha 34paBeoriasBaHeTo

O6H. [B. 6p.23 ot 16 Mapt 2007r., n3m. [1B. 6p.65 or 10 Asryct 2007r., uam. n gon. [1B. 6p.66 or 28
Asrycr 2012r., uam. v gon. AB. 6p.99 or 2 LlekemBpu 2014r., uam. n gon. B. 6p.25 ot 24 Mapt 2017r.

YneH eanHcTtBeH. (1) C Tasm Hapenba ce yTBbpX.AaBa MEAMLUUHCKUSAT CTaHOapT 3a
TpaHCcnnaHTaums Ha opraHn, TbKaHu U KNEeTKU CbrinacHo NPUNoXeHNeTo.

(2) DenHocTnTe No TpaHCMnaHTauumn ce ocblecTBaBaT Npu cna3saHe Ha cTaHgapTa
no an. 1 oT BCMYKM neyvebHn 3aBeneHns, KOMTO MM N3BbpLIBaT.

JonbnHUTEeNHN pa3nopenou

8 1. (Mam. - OB, 6p. 99 ot 2014 r., B cuna ot 02.12.2014 r.) Mo cmncbNa Ha TO3WU
CcTaHOaprT:

1. "BannoupaHe" e npouechT Ha BanuaupaHe No cmMucbna Ha § 1, 1. 3a ot
nonbnHuTenHara pasnopenba Ha Hapepnba Ne 28 ot 2007 r. 3a OeAHOCTM MO acuctupaHa
penpoaykums (LB, 6p. 55 o1 2007 r.) npu OENHOCTX NO TpaHCNNaHTaums.

2. "HapsBaHe Ha TbkaHn wn knetkn" e pobpoBonHOTO © 6e3BBHIME3LHO
npenocTaBsHe Ha TbKaHW 1 KNeTKW, NpefHasHayeHn 3a TpaHcnnaHTaums npy Yyoseka, Kakto
N 3a NPOMUWAEHM MNPOOYKTWU, KOUTO Ca MNPOM3BOLHM OT YOBEWKW TbKaHU M KNeTKW,
npenHasHayeHn 3a TpaHcnnaHTaumsa npu yoseka.

3. "KapaHTuHa" e nonoXxeHueTto, Mpu KOeTo B3eTUTe TbKaHu WM KNetkn ca
N30NIMPaHn Ype3 PU3NYEeCKn Unv gpyrn npunoXnmMm npouenypu o OKOH4YaTeNnHoTO B3eMaHe
Ha peleHne 3a TAXHOTO NpuemMaHe Nnm OTXBbpnsHe.

3a. (HoBa - [B, 6p. 25 o1 2017 r., B cuna ot 29.04.2017 r.) "EAHO 1 cbwo nevebHo
3aBeneHne" e ne4yebHoO 3aBefeHVe, B KOETO BCEKW eTan OT OOCTaBSHETO Ha TbKaHWUTe U
Knetkute Ao ynoTpebata UM npu 4yoBeka ce npocnensisa 0T €4HO M CbLO OTFOBOPHO NMue
no 4n. 15r ot 3akoHa 3a TpaHCMnaHTaumsa Ha opraHu, TbKaHW WU KNeTKW, Npu cnasBaHe Ha
eflHa 1 Cblla cucTema 3a yrnpasneHne Ha Ka4ecTBoTO.

4. "OpraHnsaumns, oTroBapsilia 3a npunoxeHne npu xopa" e nevyedbHo 3aBeneHue,
KOETO npucax.na opraHu, TbkaHu 1 KNneTkn Ha xopa.

5. "TlpocnegumocT” e Bb3MOXHOCTTa 3a JfiokanuavpaHe v naeHTuduumpaHe Ha
opraHute, TbKaHWTe U KNeTKUTe BbB BCAKa (pasa OT M3BbPWIBaAHE HA AENHOCTUTE Mo
TpaHcnnaHtTaumsa oT B3eMaHeTo OT [OOoHOopa L0 npucaxpnaHeTo MM Ha peuunueHtTa uau
YH/LWOXaBaHETO MM; Bb3MOXHOCTTA 32 WAEHTUdUUMpaHe Ha OOoHOopa, peuunueHTa u Ha
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ne4ebHUTe 3aBedeHMs 3a paboTa ¢ opraHu, TbKaHW WU KNeTKWU, y4acTBann B OeAHOCTUTE Mo
TpaHcnnaHTaums, KakTo 1 Bb3MOXHOCTTA 3a NlokanuanpaHe u ngeHTuuumpaHe Ha usanara
WHGOOPMaLMS, CBbp3aHa C OpraHuTe, TbkKaHUTe W KNEeTKMTe KU Mmatepuanute, BAu3alm B
KOHTaKT C TSX.

6. "Cuctema 3a kayecTBO" e opraHmsauusi Ha paboTa, KosaTo BK/I04YBA OTFOBOPHOCTMN,
npouenypu, Npouecu U pecypcu 3a BbBeXAaHe M OCbleCTBSBAHE Ha ynpaBneHue Ha
Ka4eCTBOTO, KaKTO M BCUYKM OEAHOCTN, KOUTO NPSKO NN KOCBEHO BINSAT Ha KA4eCTBOTO.

7. "CtaHpapTHu onepaTtusHu npouenypu” (COIN) ca NUCMEHU WHCTPYKUMW,
YTBBPOEHN OT W3NBAHWUTENHUA  OUPEKTop Ha W3nbnHuTenHata areHums no
TpaHcnnaHtTaums, KOUTO CbAabpXaT: OnMcaHue Ha nocnefoBaTeflHoCTTa M HayuHa Ha
N3BDbpPLIBAHE HA OEWHOCTMTE MO TPaHCMNaHTauus B CbOTBETHOTO NevyebHO 3aBedeHue 3a
BCEKM eOuH crneumdgonyeH npouec, matepuannute u MetoauTe, KOUTO lWe ce M3nonseart, U
oYyakBaHus pesyntar.

8. "YnpaBneHne Ha KayecTBOTO" € CbHBKYMHOCT OT KOOPAMHMPAHW OEWHOCTU Mo
yrnpaBneHne n KOHTPOJ1, KOUTO Ca HAaCOYEHU K'bM OCUTypsiBaHE Ha KayeCTBo.

§ la. (HoB - OB, 6p. 25 ot 2017 r., B cuna ot 29.04.2017 r.) C Hapenbata ce
BbBexaaT pasnopenbu Ha Oupektmea (EC) 2015/565 Ha Komucusta ot 8 anpun 2015 r. 3a
n3meHeHue Ha [upekTtmea 2006/86/EO NO OTHOWEHNE HA HAKOW TEXHUYECKUN U3NCKBaHUS 3a
KoOMpaHeTo Ha 4oBewkn TbkaHu n knetkm (OB, L 93, 09/04/2015) n Ha OwupekTtnea (EC)
2015/566 Ha Komucuata ot 8 anpun 2015 r. 3a npunaraHe Ha Oupektusa 2004/23/EO no
OTHOLWEeHNe Ha npouenypuTe 3a KOHTPOJ Ha CNas3BaHEeTO Ha eKBMBANEHTHUTE CTaHOapTu 3a
Ka4yecTBO 1 6e30nacHOCT Ha BHACSHUTE TbKaHu 1 kneTku (OB, L 93, 09/04/2015).

MpexoaHu n 3aknounTenHu pasnopenom

§ 2. Tasn Hapenba ce nspaea Ha ocHoBaHue 4n. 4, an. 1, 4yn. 15, an. 3 nyn. 158, an. 2
OT 3akoHa 3a TpaHCnnaHTauusa Ha opraHu, TbKaHW U KNeTKn BbB Bpb3ka € 4i. 6, an. 1 oT
3akoHa 3a ne4yebHMTe 3aBeOeHUs.

§ 3. B TpuMeceyeH cpok OT BnM3aHe B cuna Ha Hapenbarta neyebHuTe 3aBeneHUs
npvBexgaT OeinHocTTa Cu B CbOTBETCTBME C TO3U CTaHOapT.

MpexopHn 1 3aKknouYnTeNHU pasnopenom
KbM HAPELBA Ne 29 OT 27 FOHH 2007 I'. 3A YCJIOBHUSATA, PEIIA U PABMEPA HA
OUHAHCHPAHE HA ,[[EI7IHOCTI/I HA HAITHOHAJIHATA CHUCTEMA 3A
TPAHCIIIAHTALIUA OT MUHHUCTEPCTBOTO HA 311IPABEOIIA3BAHETO
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(OBH. - B 65 OT 2007 I"., B CUJTA OT 01.01.2007 I".)

8 7. Hapenbarta Bnun3a B cuna ot 1 siHyapwu 2007 r., ¢ n3kntoyeHune Ha § 4 n 5.

MpexopHn 1 3aKknouYnTeNHN pasnopenom
KbM HAPEOBA 3A UBMEHEHUE U O0OMBbJ/IHEHUE HA HAPELBA Ne 6 OT 2007 I'. 3A
YTBBPKIABAHE HA MEIUIIMHCKH CTAHIOAPT 3A TPAHCIIJNIAHTAIIUA HA
OPI'AHHM, TBKAHHU H KJIETKH

(OBH. - OB, bP. 66 OT 2012 T"., B CUJ1A OT 28.08.2012T".)

§ 9. Hapenbarta Bnv3a B cuna oT AeHs Ha obHapoaBaHeTo v B "[bpXXaBeH BECTHMK".

3akntounTenHu pasnopenom
KbMHAPELBA 3A UBMEHEHUE U 0ONBbJ/IHEHUE HA HAPELLBA Ne 6 OT 2007 I'. 3A
YTBbPKIABAHE HA MEIJHIIHHCKH CTAHIAPT 3A TPAHCIIVIAHTAIIUS HA
OPTAHH, TBKAHH U KJIETKH

(OBH. - OB, BP. 99 OT 2014 I'., B CUJ1A OT 02.12.2014T".)

8 4. Hapepnbata Bnu3a B cuna oT AeHs Ha obHapoaBaHeTo v B "[bpXaBeH BECTHUK".

MpexoaHu n 3aknounTenHu pasnopenom
KbM HAPELBA 3A UBMEHEHUE U OOMNBbJ/IHEHUE HA HAPELLBA Ne 22 OT 2007 I'. 3A
YCIIOBUSATA H PEIIA 3A PETHCTPHPAHE H OTUUTAHE HA ,HEFIHOCTI/ITE |1 (0)
EKCIIEPTHU3A, BBEMAHE, IIPUCAKIAHE, ObPABOTKA, IIPEPABOTKA,
CBXPAHSABAHE U ETUKETHPAHE HA OPTAHH, TBKAHH H KJIETKH H 3A
H3IOTBAHE HA E2KET'OIJHHA OTYETH OT JIEUEBHHUTE 3ABEJIIEHHU A

(OBH. - OB, BP. 25 OT 2017 T"., B CUJI1A OT 29.04.2017T".)

8§ 19. EpuHHMAT eBponenckum Kon He ce npunara 3a TbKaHW, KNeTku Wu
PEenpPoayKTMBHN KNEeTKN, KOUTO ca B3ETU 1 ca Ha CbxpaHeHne 0o 29 oktomepu 2016 r., ako
Te ce nycHaTt B obpaleHme B cpok 0o 29 oktomepu 2021 r.

§ 20. Hapenbata Bnu3a B cuna ot 29 anpun 2017 r.

I'Ipvlnoerme KBbM 4ieH ednHCTBEH

(N3m. n pon. - OB, 6p. 65 o1 2007 r., u3m. u gon. - [1B, 6p. 66 ot 2012 r., B cnna oT
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28.08.2012 r., gon. - OB, 6p. 99 ot 2014 r., B cuna ot 02.12.2014 r., gon. - B, 6p. 25 oT
2017 r., B cuna ot 29.04.2017 r.)

MeaonumnHckmn CTaHOoapT 3a TpaHCnnaHTaunsa Ha opraHn, TeKaHu N KNIETKU

1. To3n cTaHmapT pernameHTmpa u3mckBaHuaTa npy oCbleCcTBSABaHE Ha:

1.1. B3eMaHe Ha opraHn, TbKaHW U KNEeTKM OT YOBELWKU TPYn UAN OT XUB OOHOP U
npucaxaaHeTo UM Ha gpyro nuue ¢ neyebHa uen;

1.2. B3eMaHe Ha TbKaHW 1 KNeTKKn, npefHasHayeHn 3a asToTpaHcnnaHTaums, KkoraTto
TS Ce N3BbPLIBA B paMKUTE HA NOBEYe OT eHa MHBa3nBHa npouenypa;

1.3. (nam. - OB, 6p. 66 or 2012 r., B cuna ot 28.08.2012 r.) ocurypsieaHe,
ekcneptmnsa, obpaboTka, npepaboTka, OMakoBaHe, eTUKETWpPaHe, CbXpaHsiBaHe,
TpaHCNopTMpaHe W NpefocTaBsiHE Ha OpraHu, TbKaHW W KNeTKW, npefHasHayeHu 3a
n3non3saHe B XyMaHHaTa MeauunHa;

1.4. npoBexpaHe Ha HeobXxooUMUTE MEIOVMUMHCKW W3CNeaBaHns, CBbp3aHu C
TpaHCNNaHTaunaTa;

1.5. ocurypsiBaHe kayecTBO M 6e30MacHOCT Ha OpraHuTe, TbKaHUTE U KNETKUTE,
npenHasHayeHn 3a TpaHcnnaHTaums;

1.6. kpuTepunTe 3a NOAOOP Ha OOHOPU N PELIMNNEHTU N U3NCKBAHNS KbM NevebHnTe
3aBefeHns, KOMTO M3BbpLIBAT TPaHCMnaHTauus;

1.7. B3eMaHe Ha oOpraHW, TbkKaHW W KNETKW C XUBOTMHCKU Mpou3xond Wu
npucax.naHeTo UM B YOBELWKNS OPraHN3bM;

1.8. (Hoea - OB, 6p. 99 ot 2014 r., B cuna ot 02.12.2014 r.) peiHocTn no
narpaxgaHe Ha cMcTeMa 3a Ka4ecTBO W yrpaBfieHWe Ha KayeCTBOTO NpW M3BbplIBaHE Ha
TpaHcnnaHTaums OT opraHuMsaunmTe, KOUTO OTroBapsAT 3a MPUNOXEHVMETO Ha OpraHuTe,
TbKaHUTE N KNETKUTE Npu nauneHTuTe.

2. TpaHcnnaHTauus Ha opraHu ce npunara npy Hanuyne Ha 3abonsiBaHe MK yBpena
Ha CbOTBETHMSA OpraH Ha peuunueHTa, nopagu KOATO TOW He MOXe Oa (PyHKUMOHMpa U
OpyruTe MeToam 3a neyveHune ca c no-manka epekTUBHOCT U HE ca NPUNOXKUMN.

2.1. TpaHcnnaHTaumaTa Ha opraHy ce W3BbpWBa CaMO MO HAy4yHO YTBbPLAEHM
MEOMUMHCKN MEeTOAM C JoKasaH nonoxurteneH nedebeH egekt. Korato nevyebHusaT edoekt
He e JokasaH, TpaHcnnaHTauma Moxe ba ce u3sbplusa Nno pefa Ha rnaea cenma, pasgen 1V
OT 3akoHa 3a 34paBeTo.

3. TpaHcnnaHTauus Ha TbKaHu AN KNeTKK Ce npunara npu Hanuune Ha 3abonsizaHe
unn yepega Ha CbOTBeTHAaTa TbKaH WAM KNETKW Ha peunnueHTta, Koeto BOoAW [0
HapylwasaHe Ha HOPMAaNHUTE XWU3HEeHW (PYyHKUMM Ha MHOMBMOA WA 3acTpallaBa HeroBUS
XWBOT.

3.1. TpaHcnnaHTaumaTa Ha TbKaHM W KNEeTKM ce M3BbpWwBa CaMO MO Hay4yHO
YTBBPAEHN MEOMUMHCKM MeToaM C gJokasaH nonoxuteneH nedvebeH edpekt. Korato
ne4yebHMAT edpekT He e JokasaH, TpaHCnnaHTaumns MoXe [a ce U3BbpLBa Mo pena Ha rnaea
cenma, pasgen IV ot 3akoHa 3a 3gpaBeTo.

3.2. (Hoea - OB, 6p. 99 o1 2014 r., B cuna ot 02.12.2014 r.) Bcrykn nenHocTn no
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TpaHcnnaHTaumMs ce OokymeHTuMpaT. J[laHHMTe OT u3roTBeHata W CbXpaHsiBaHa
IOKYyMeHTaums TpsibBa ga ca [okasaHo HaOeXAHW M UCTMHHO Oa NpeacTaBaT pesyntatute
OT U3BDBPLIEHNTE OeHOCTK, Aa 6baaT YeTnMBW, Oa He noanexart Ha M3TpuBaHe, KaTo MoraTt
na 6baaT BNMCBAHM Ha pbka UMM NPEeXBbPASHU B Apyra BanuavpaHa cuctema (Hanpumep
KOMMIOT bpHAa NN MUKPOOUIIM).

3.3. (HoBa - 1B, 6p. 99 ot 2014 r., B cuna ot 02.12.2014 r.) Bcuuku nevyedbHn
3aBeOeHUs U Opyrn nuua, KOMTO M3NOoM3BaT YOBEWKM TbKaHW M KNeTku, cbobwasaT Ha
N3nbnHuTEenHata areHuMss No TpaHChnaHTauuMss u Ha nevyebHUTe 3aBedeHus, KOUTO
M3BbPLWBAT TpaHCnnaHTaums, Bcska OTHOCUMA KbM TsixHaTa OEeWHOCT mHdbopMmaums ¢ uen
ocurypsiBaHe Ha MPOCNeAsieMOCT W rapaHTUpaHe Ha KOHTpona Ha KayecTBOTO M
H6e3onacHoOCTTa Ha TbKaHUTE W KNEeTKUTe.

Kputepun 3a nonbop Ha TpynHW JOHOPU

4. Tonbop Ha TPynHW LOHOPU C HANM4yHa CbpAeYHa LEeNHOCT.

4.1. NMopbopbT Ha TPYNHUTE OOHOPM Ce M3BBbPWBA MNPV CnassBaHe Ha npuHuMna 3a
MakcuManHaTta non3a u MUHUMaNHUS PUCK 3a NOTeHUnanHuTe peuunueHTm u CTPoro
cbvbniopgaBaHe Ha nanckeanmaTano 1. 11 - 13.

4.2. OpraHnTte, TbKaHMTE U KNETKNTE Ce B3eMaT M cbxpaHsasaTt npu cbbniogasaHe
Ha CbOTBETHUTE OMONOrMYHM N MEOMLMHCKN W3NCKBAHUS C Orfef 3anasBaHe Ha TexHuTe
dpyHKUNN.

4.3. BpemeBute wuHTepBanu TpsibBa nga O6baar cbobpaleHM CbC CPOKOBETE,
HeobXx04MMM 3a M3BDBPLIBAHE HA BCUYKN OpPraHn3aunoHHN U MEOVNLMHCKU npoueaypu, 3a na
ce rapaHTmpa XW3HEeHOCTTa, Ka4yeCcTBOTO U He3onacHOCTTa Ha B3E€TUTE OpraHu, TbKaHu K
KNeTKu.

4.4, Nle4ebHNTe 3aBeOeHUsl, KOUTO B3eMaT OpraHu, TbKaHu WK KNeTKu, B3emat U
cbxpaHsBaT nNpobu OT KPpbB M 4acTM OT TbKaHW OT BCeku TpyneH moHop. lMpobute ce
CbXpaHsBaT He Mo-Manko OT Tpu roAvHW cnen pararta Ha B3eMaHeTo M criyxar 3a
npoBeXxaaHe Ha OONb/IHNTENHM M3cnenBaHus Nnpm HeobxoanMMocT.

4.5. Jlekap, npennonaraw, MO3byHa CMbBbPT NPW MNauUMEHT C HaiMyHa CcbpheyHa
LenHocT, He3abaBHO yBenomsasa nuueTto no 4n. 15r 3TOTK (korato B ne4ebHOTO 3aBeneHne
nMa Takosa nuue) nmunn N3nbnHuTenHarta areHums no TpaHcnnaHtTaums u npasu nposepka
B CNy>XeOHMSA perncTbp Ha nuuaTta, u3pasunm Hecbrnacme 3a B3eMaHe Ha opraHu, TbKaHu u
knetkn. Korato naumeHTbT ¢ npegnonaraema Mo3b4Ha CMbPT HE cpurypmpa B cnyxebHus
perucTbp Ha nuuara, u3pasunm Hecbrnacve 3a B3emMaHe Ha OpraHu, TbKaHW WM KNeTkw,
ne4yebHOTO 3aBedeHne, B KOETO € HAaCTaHeH NauneHTbT, Ocurypsisa HeobxoaMMmMTe yCnoBus
1 DOKYMEHTauMs 3a npeeex.aaHeTo My B ne4yebHO 3aBefeHne, 0TroBapswWo Ha n3nckBaHmaTa
no T. 4.7, OCBEH B CNy4yauTe, Korato ne4ebHOTO 3aBefeHMe B KOETO € HAaCTaHEH NauNeHT bT,
0TroBaps Ha Kputepunte no 1. 4.7.

4.6. 'lnueto no 4n. 15r 3TOTK n/mnm N3nbnHnTenHarta areHuns no TpaHcnnaHTauns
npeanpuemat Heo6x0AUMOTO 3a OpraHn3npaHe Ha BCUYKM AENHOCTM N0 TPaHCcnnaHTaums.

4.7. MopgobpXxaHeTo Ha BUTaANHUTE (PYHKLMM Ha TPyneH OOHOP C HANU4yHa CbpledHa
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LEeNHOCT 1 YCTAHOBSIBAHETO HA MO3bYHA CMBbPT Ce M3BDbPLLBA B Nle4ebHN 3aBeOEHUS, KOUTO
OTroBapsT Ha CnefHUTEe KPUTEPUN:

4.7.1. pasnonaraT C He MNO-Mafko OT TpuMa nekapw, KOMTo paboTST HAa OCHOBHO
TPYOOBO MpaBOOTHOWEHME B le4ebHOTO 3aBedeHne, C MpudHata chneumanHocTt
aHeCcTe3nonorma N UHTEH3NBHO NIeYeHue;

4.7.2. pasnonarat C anapaTtypa 3a [guarHoctuumpaHe Ha MO3b4yHaA CMBPT W
nogopbXka Ha XWU3HEHUTe QYHKUMW Ha [0HOpa, KakTo W 3a AmarHoctuumpaHe Ha
3abonsBaHNs, Npu KOUTO HE MOXE Aa Ce U3BBbPLM B3EMAHE Ha OpraHu, TbKaHn 1 KNeTKu.

5. Mon6op Ha TpynHu ooHopw 6e3 cbpaeyHa AEVHOCT.

5.1. Jlekap oT neyebHO 3aBedeHue 3a OONMHWYHA MOMOL, YCTaHOBUN HeobpaTuMo
crnvpaHe Ha CbpheyHa LEenHOCT npyv nauumeHT, KOMTO OTroBaps Ha W3NCKBaHWATaA 3a
LIOHOPCTBO HAa OpraHn w/vnu TbkaHu, He3abaBHO yBemomsiea nuueto no 4n. 15r 3TOTK
(koraTo B ne4yebHOTO 3aBedeHME MMa TakoBa nuue) wunu ManbnHuTenHata areHums no
TpaHCcnnaHTaums u npaBu MNpoBepka B CNyXebHMS pernctbp Ha nuuarta, uspasunu
Hecbrnacue 3a B3eMaHe Ha OpraHu, TbKaHu 1 KNeTKW.

5.2. Jlnueto no un. 15r 3TOTK w/vnu N3nbnHntenHata areHums no TpaHcnnaHTauns
npeanpueMat Heo6xoAMMOTO 3a OpraHn3npaHe Ha O4eNHOCTUTE MO TpaHCMnaHTauus.

Excneptraa Ha TpynHU AOHOPW

6. (m3m. - 1B, 6p. 66 oT 2012 r., B cuna ot 28.08.2012 r.) EkcnepTusara Ha TpynHu
JOHOPY Uuenn yCTaHOBSIBAaHE Ha Ka4eCTBOTO Ha AapeHUTe OpraHu, TbKaHu U KNeTKKn, KakTo n
N3KNIOYBAHE Ha eBeHTyanHu 3abonsBaHusi, KOMTO Ouxa npeacTtaBnsiBanM pucK 3a
peuunMeHTa. 3a ycTaHOBABaHe Ha Te3n OOCTOATENCTBa MEOUUMHCKUSAT — ekun,
ocbliecTBaABall, MoArotoBkara Ha JM[oHopa, MO CBOSA MpeLeHka MoXe [Ha W3ncksea
NHpopMaLMs 3a OOHOpPa M OT HEroBM POOHUHW, KATO M yBEOOMU 3a HeobxoOMMOoCTTa OT
6bpP30 NPefoCTaBsHE Ha U3BECTHUTE UM LAHHW.

7. Excneptmnsara tpsbea ga 6baoe OCHOBaHa Ha HayyHO YTBbPAEHM METoau W
npasuna 3a nobpa megmumHcka npakTuka.

8. EkcnepTuaara Bkno4sa:

8.1. pasroBop Cc 6nm3kum Ha poHopa 3a CbbupaHe Ha WHoOpMaUUs OTHOCHO
3abonsiBaHNS, pUCKOBO NOBELEHNE U BPELHN HABMLUM HA OOHOPA;

8.2. (mam. - OB, 6p. 66 oT 2012 r., B cuna ot 28.08.2012 r.) 3ano3HaBaHe C
MeouuMHCcKaTa [OKYMEHTaums Ha OOHOpa, KOATO 3a4b/IXWUTENHO CbAbpXa Hal-manko
cnenHarta vHgopmaums:

8.2.1. (HoBa - [IB, 6p. 66 ot 2012 r., B cuna ot 28.08.2012 r.) Tvn OOHOP (>XUB WK
TPpyneH), Non, KpbBHA rpyna;

8.2.2. (Hoea - [IB, 6p. 66 ot 2012 r., B cuna ot 28.08.2012 r.) npnynHa 3a CMBbPTTA,
fara Ha CMbpTTa;

8.2.3. (HoBa - 1B, 6p. 66 o1 2012 r., B cuna oT 28.08.2012 r.) gata Ha paxnaaHe, EMH
nnun npegnonaraema Bb3pacT;

8.2.4. (Hoea - [B, 6p. 66 oT 2012 r., B cuna ot 28.08.2012 r.) Terno, BMCOYMHA W
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OpYyrn aHTPONOMETPUYHN OaHHW;

8.2.5. (HoBa - 1B, 6p. 66 oT 2012 r., B cuna ot 28.08.2012 r.) nemorpadocki gaHHW
(koraTo e npunoXxmunmo);

8.2.6. (Hoea - 1B, 6p. 66 or 2012 r.,, B cuna ot 28.08.2012 r.) maHHM 3a
NHTPaBEeHO3Ha 3110ynoTpeba ¢ HAPKOTMYHM BELLECTBA;

8.2.7. (HoBa - IIB, 6p. 66 o1 2012 r., B cMna o1 28.08.2012 r.) faHHM 3a MUHANIN W
HaCTOSAWM 310Ka4eCTBEHN 3aD0NSABaAHNS;

8.2.8. (HoBa - 1B, 6p. 66 ot 2012 r., B cuna ot 28.08.2012 r.) gaHHM 3a MUHANM
TPaHCMUCUBHU 3ab0NsiBaHNS;

8.2.9. (Hoea - [1B, 6p. 66 o1 2012 r., B cuna ot 28.08.2012 r.) obcTOATENCTBA, KOUTO
6uxa Mornu Oa npeacTtasnsiBaT PUCK OT NpeaaBaHe Ha 3abonsiBaHuS;

8.2.10. (HoBa - 1B, 6p. 66 ot 2012 r., B cuna ot 28.08.2012 r.) naHHM 3a NPOBELEHO
fleYyeHne, KOeTo € OT 3HayeHMe 3a OueHKa Ha OYHKUMOHAaNHUS CTaTyC Ha opraHute,
npefHa3Ha4YeHn 3a OOHOPCTBO, MPEeAMMHO NleYeHne ¢ aHTUOMOTMUM, N30TOMHA Tepanus uan
BEHO3HW BNIMBAHUS.

8.3. (mon. - OB, 6p. 66 ot 2012 r., B cuna ot 28.08.2012 r.) 06CTOEH hM3MKaNEH U
KNMHWYEH nperneq;

8.4. nabopaTopHM WM3cCnenBaHWs 3a W3KNOYBAHE HA TPAHCMUCUBHU MHADEKUMM W
TOKCUYHW BELWECTBA, KOUTO MOraT fa npencraBnsasart pUck 3a 34paBeTo Ha PeunnmeHTa;

8.5. Npn HeobxoAMMOCT ce MpPoBeXAaT KOHCYyNTaumm ¢ obwonpakTuKyBawmsa nekap
n/nnun gpyru nekapw, 3ano3Hati CbC 34pPaBOCNOBHOTO CbCTOSHME HA OOHOPA.

9. (mam. - OB, 6p. 66 oT 2012 r., B cuna ot 28.08.2012 r.) 3anbnXUTENHO ce
npoBexnaaT Han-Manko cnegHUTe N3cnenBaHns:

9.1. HIV I-Il aHTnTena;
9.2. HBSAg,;

9.3. Anti HBc aHTUTena;

9.4. HCV aHTuTteEna;
9.5. Treponema Pallidum;

9.6. CMV aHTuTena, EBV aHTuTtena n Toxoplasma aHTutena npy uMyHocynpecupaHu
naumeHTu;

9.7. n3cnegeaHua 3a UMyHONOrMYHa TUNU3aAUMS CbrnacHoO MeauuMHCKUSa ctaHoapT
Nno UMYHOJIOrMYHA NOAroTOBKA 3a TPaHCMNaHTauMs Ha OpraHn, TbKaHu U KNeTKK;

9.8. MKPOBUNONOTrMYHN N3CNeaBaHUS;

9.9. (HoBa - [1B, 6p. 66 o1 2012 r., B cuna ot 28.08.2012 r.) obpasHu n3cnensaHus,
HeobXoOouMM 3a OueHKa Ha aHaTOMUMYyHMS CTaTyCc Ha opraHuTe, npefHas3HayYeHun 3a
TpaHcnnaHTauus.

10. (mon. - 1B, 6p. 66 ot 2012 r., B cuna ot 28.08.2012 r.) Lpyrn A[aHHW,
n3cnensaHus n npouenypw.

10.1. 3cnenBaHe Ha aHTuTena 3a HTLV-I ce n3sbpusa Npy BCUYKN OOHOPU, KOUTO
ca poOeHW WM ca XWUBENW B PErnoHM C BUCOK PUCK WUNM MMAT CeKCyalHu NapTHbOPW,
nponsnuaalM OoT Takmea PervoHu, KakTo W Korato poauMTennuTe Ha OoHOopa ca OT Takmsa
pernoHu.

W3rounuk: [IpaBHo-undopmanmonnu cucremu "Cuena" 17/12/2021 r.
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10.2. Korato Anti HBc e no3ntueeH M HBSAQ e HeratueeH, ce nposexnaar
JOMbHATENHN U3CcnefBaHNs 3a OLEeHKa Ha prcka 1 3a ycTaHOBsBaHe Ha NpuemMnnsBocTTa 3a
KNMHMYHA yrnoTpeba.

10.3. 3a nakno4BaHe Ha akTuBHa nHgekumnsa ¢ Treponema pallidum ce npunara Hay4yHO
YTBbPOEH anropuTbM 3a uacnensaHe. HepeaktveeH cneundunyeH nnn HecneundguyeH Tect
MOXe Aa Mo3Bonu TbkaHuTe ga 6baart ocsoboneHn. Korato ce m3sbpliBa HecneunuyeH
TECT, NO3NTUBHMAT pe3ynTar HAMa Aa nonpeyn Ha B3eMaHeTo unm ocBoboX.AaBaHeTo, ako
cneungunyHMAT TreponemanoTBbpaAUTENEH TECT e HeraTuseH. [JoHop, npu Koroto Treponema
cneunduyeH TECT € NO3NTMBEH, U3NCKBA 3a4bnboYeHa OueHKa Ha pucka 3a onpenensHe Ha
NPVMeMnMBOCTTa 3a KIMHNYHA ynoTpeba.

10.4. TMpu HAKkom obBCTOSAITENCTBA Ce NPOBeXAaT AOMNbAHWUTENHU W3CNnenBaHWs B
3aBUCMMOCT OT MeAmMumHcKaTa QOKYMeHTauusa Ha OoHopa M XapakTepuUCTUKUTE Ha fapeHuTe
TbkaHu n kneTkn (Hanpumep RhD, HLA, malaria, CMV, toxoplasma, EBV, Trypanosoma cruzi).

10.5. BapbnxnTenHy obwm N3MCKBaHNS 3a onpeaensiHe Ha 6UONOrNYHN MapKepu.

10.5.1. (n3m. - OB, 6p. 66 oT 2012 r., B cuna ot 28.08.2012 r.) acnenBaHusaTa ce
npoBexaT OT akpeamTupaHn nabopaTopum, KOMTO pasnonarar ¢ KBanmguuupaH n oby4yeH
nepcoHan, marvepuanHa 6asa u o6opyaBaHe CbrnacHO YTBbPAEHUTE MeOMLUHCKN
cTaHgapTu. M3non3eat ce MeOuMUMHCKM M3Oenus 3a WH BUTPO gumarHoctuka cbce CE
MapKUpOBKa, KOUTO OTroBapsT Ha U3NCKBaHUATA Ha 3akoHa 3a MeAMUUHCKUTEe nsgenus. 3a
rapaHtTMpaHe Ha Ka4yecTBOTO Ha M3CnefBaHMATa MeTogukara 3a TAXHOTO MposexpaHe
TpsibBa na 6bae HayyYHO YTBbpAEHA U Aa OTroBaps Ha MEANLMHCKMSA CTaHAApPT MO KJIMHUYHA
nabopartopusi, a cTepunusaumaTa M Oe3nHpeKkunsTa Ha MeaouUUHCKUTE W3penis u
anapartypa ce n3sbplBaT CbriacHo AerCcTBal0TO 3aKOHO4aTEeNCTBO.

10.5.2. MegnuunHcK1TE N3cnenBaHns ce nposexaart cbC cepyMm unu nnasma. He ce
Jornycka uscnefsaHe Ha Opyru Te4yHOCTUM WAW CeKpeTu, OCBEH Korato ca cneuwanHo
NPOBEPEHU KIIMHMYHO Ype3 N3MNO0N3BaHe Ha HAy4YHO YTBbPLAEHN TeCTOBe.

10.5.3. Korato noTeHUmManHnsT 4OHOP € 3arybun KpbB 1 € oCbluecTBEHA NHMPY3Us Ha
KPbB UNN KPBBHU CbHCTABKW, KONOUON NN KPUCTANouau, n3cneaBaHeTo Ha KpbBTa MOXe
ha 6boe HeBanMOHO 3apaaun xemoomnyuus Ha npobata. 3a ycTaHOBsIBaHe Ha CTeneHTa Ha
XeMoannyums ce npunara CboTBETHUAT anropuTbM, ako KpbBTa, KPbBHUTE CbCTaBKM U/Nnn
Konouaum ca BNvBaHW npes nocrnenHnTe 48 4yaca npeam cMbpTTa UM ako Kpuctanongurte ca
BNMBAHW B NOCNeOHUS Yac npeam CMbpTTa.

10.5.3.1. (mon. - OB, 6p. 66 ot 2012 r., B cuna ot 28.08.2012 r.) JleyebHute
3aBefeHusl, KouTo paboTAaT C opraHu, TbKaHW/KNeTKn He TpsibBa Aa rv npuemart, KoraTto
n3cnegsaHnsaTa Ha OOHOPUTE ca NPOBEOEHU Mpu paspexpaHe Ha nnasmara unm cepyma
noseye oT 50 %, OCBEH KOrato Metoaukara Ha uscnensaHe e yTesbpheHa 3a ToBa Unn ako e
Hann4yHa npoba, B3eTa Npean paspex.aaHeTo.

10.5.4. KpbBHUTE Npobu ce B3eMaT KONKOTO € Bb3MOXHO MO-CKOPO CNnef CMbpTTa U
BB BCUYKW CNy4am He No-K'bCHO OT 24 yaca cnepf Tosa.

10.6. (HoBa - 1B, 6p. 65 o1 2007 r.) KpbBHMTE NpobK MoraT Aa 6boart HeBaNUOHW,
ako MMa Xxemoaunyumst WAn Korato AOHOPBT € Oun noanoXeH Ha KMMyHOCynpecuBHa
Tepanus.
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10.7. (HoBa - [1B, 6p. 66 o1 2012 r., B cuna oT 28.08.2012 r.) JluueTo no 4n. 15r, an. 1
3TOTK BnnceBa BCMYKM OEAHOCTU MO XapakTepuanpaHe Ha AOoHOpPa, BKAKYUTENHO MO T. 4 -
10.5.3.1 n 1. 20 - 24.4, cbaobpXKallM ce B MeomumnHcka OOKYMEHTauus, KoaTo € HepasaenHa
4acT OT OOKYMeHTaumsaTa, CbnbTCTBALA AOHOPA U OpraHa 3a TpaHCcnnaHTauus.

10.8. (HoBa - OB, 6p. 66 oT 2012 r., B cuna ot 28.08.2012 r.) 3a cbOTBETCTBME Ha
ocblecTBeHnTe geriHocTu no T. 10.7 nuueto no 4n. 15r, an. 1 3TOTK mn3BbpwBa nposepka
Ha 3aBbpLIBAHETO Ha MpoLeca no xapakTepuampaHe Ha opraHa u goHopa.

11. AGCONOTHMUTE MEAMNLVNHCKN KOHTPanHAMKauumn 3a JOHOPCTBO BK/KOYBAT:

11.1. Hen3BeCTHa NpUYnHa 3a CMBbPTTA,

11.2. NONOXUTENHN Pe3ynTatnm OT MacnenBaHusata no T. 9 wunu Jpyrn gaHHW 3a
HocuTencTeo Ha HIV nnn Xenatut B/C;

11.3. naHHM 3a NpekapaHo MM akTUBHO OHKONOMMYHO 3abonsiBaHe, C U3KIOYEHNE Ha
6a3ouenynapeH KapumHOM Ha KoXaTa U MH-CUTY KapuMHOM Ha WuiikaTta Ha MaTkaTa;

11.4. TeXKN CUCTEMHU WHJOEKUUW, KOUTO HEe ca NeKkyBaHW WanM ca OT HernosHar
npounsxon;

11.5. 3abonsiBaHus, NpeamM3BUKaHW OT MPUOHM WA GaBHO OeWcTBalM BUPYCH,
BKNIlOUMTENHO 6onectTa Ha Kpoiiudena-skobc;

11.6. nporpecvBHa OEMEHUUs WU OereHepaTMBHM HEBPONOrnYHU 3abonsiBaHus,
KakTo 1 3abonsiBaHNS C HEM3BECTEH NPOU3X0A;

11.7. npoBeOeHO nevyeHWe C XOPMOHM, MOJly4EeHM OT YoBewka Xxunodomsa wu/mnu
rmpucageHn O4YHW TbKaHu wwunu pypa maTtep, KakTo U NpoBedeHW HEeBPOXUPYPruyHu
WHTEepBEHLUNK, 3a KOUTO HAMA OOKYMEeHTauus;

11.8. faHHM 32 XPOHWUYHW CUCTEMHM aBTOMMYHHM 3a60N1SBaHNS;

11.9. npucafeHn XMUBOTUHCKN OpraHn Uan TbKaHu,

11.10. npoBeneHN BakCUHaUUK C XUBA aTeHOMpaHa BMpPyCHA BakCuHa, Korato uma
puck oa 6bae npenaneHo 3abonsiBaHe Ha PELMNNMEHTA;

11.11. ycTaHOBEHA E€KCMOo3uuUMs Ha TOKCMYHM cybcTaHummn, kouTo morat ga 6bpat
npefaneHy Ha peumnmeHTa u ga npegusBmkaTt UHTOKCUKALUA.

12. OTHocMTeNnHa KOHTpaMHAMKAUMA 3a [OOHOPCTBO € YCTAaHOBEHO PUCKOBO
NnoBefEeHNe Ha [OHOpa, CBbP3aHO C MOBUWEH PUCK OT 3apassBaHe C 0COOEHO onacHwu
TPaHCMUCUBHU NHADEKLINN.

12.1. (HoBa - 1B, 6p. 65 oT 2007 r.) OTHOCUTENHA KOHTPaUHONKAUNS € N HANTMYNETO
Ha couanyeckn b6enesn BBHPXY TSNOTO HA LOHOPA, NMpennonarawmy puck oT TPaAHCMUCUBHU
NHApeKLnn.

12.2. (HoBa - OB, 6p. 65 ot 2007 r.) MNpn M3BBPWBAHE HA OLEHKA Ha pucka OT
TPaHCMUCVBHU MH(PEKUMN Ce OTYMTAT NMbTyBaHUATA HA LOHOPA M OAHHW 3a eKCno3vuus B
paioHn ¢ Nnpeobnanasawm NHPEKLMO3HN 3ab0NsBaHNS.

13. (u3m. - [1B, 6p. 66 ot 2012 r., B cuna ot 28.08.2012 r.) 3a Bcekn AOHOP Ce npasu
cneumgunyHa OLEeHKa Ha OpraHnTe N TbKaHUTE B 3aBUCMMOCT OT TAXHOTO CbCTOSHUE, KATo
Ce aHanuaupart pPUCKOBETE M MON3nTe OT TPaHCNnaHTaumaTa 3a BCEKM KOHKPETEH cny4yaw,
BK/IIOYNUTENHO HANM4yMeTo Ha OnacHOCT OT Bb3HWKBAHE Ha XMBOTO3acTpallasallm
CbCTOSIHUSA; MNpeLeHsiBa Ce CbOTHOWEHMETO Ha O4YakBaHUTE MON3N U CblleCcTByBalMTE
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pVYCKOBE MOpaiM Henmb/iHOTA Ha CblUecTByBawmTe OaHHW. M3Bbpwea ce obcbXxnhaHe Ha
Bb3MOXHOCTTA Ha MpPOBeXJOaHe Ha TpaHchnaHtauusa, OOpU WU Oa He € Hanuue uenuat
MUHVMManeH Habop OT AaHHWU Ha AoHopa no T. 8 1 22.

13.1. CneununyHN KpUTEepUnN, NP HANNYMETO HA KOUTO He ce Oonycka B3emMaHe Ha
6bbpexk:

13.1.1. aptepmanHa xunepTtoHus Han |l cteneH no NYHA, npeau3sukana
HeobpaTvMN CbAOBU NPOMEHM;

13.1.2. 3axapeH anabet ¢ gokasaHa Makpo- U MUKPOaHruonaTums;

13.1.3. CTOMHOCTM Ha ypes U NPOTEUHYpUs, KOUTO onpenensT yBpeneHa 6bbpeyHa
dPyHKUNS;

13.1.4. TexKku cneumgumyHn 6bbpeyHn 3abonsiBaHUs, nNonMkMcTo3a, Tybyno-
NHTEepCTUUMANeH HedpUT, raoMepynoHedpuT, Tybepkynosa v Opyrv BOAEWM OO0 TEXKWU
yBpeX.AaHusi, ookasaHu ¢ buoncus;

13.1.5. kpeaTunHuH Hag 300 mmol/l;

13.1.6. TeXKW HenekyBaHW WHMEKUNO3HM 3abonsiBaHus, 3acsarawm 6Obbpeuunte
(NnuenoHedpnT 1 Op.);

13.1.7. ycnoxHeHa Kankynosa, fnosena o yspexaaHe Ha 6 bOpeyHus napeHxumm;

13.1.8. aHaTOMNYHN aHOMaNMK, KOUTO MoraT Aa Bb3npenaTcTeaT TpaHcnnaHTaunaTa,;

13.1.9. Texka cTeHo3a Ha 6 bbpeyHaTa apTepus;

13.1.10. Texxka TpaBMaTunyHa yBpena Ha 6bbpeka;

13.1.11. cnep npeueHka OT MeOULMHCKNA eKun, KOWTO N3BbpliBa B3eMaHeTo, Morar
na 6bpart B3eTv NpeaBna U AONBIHUTENHN KPUTEPUN.

13.2. CneunuyHN KpUTEepun, Npu Hann4me Ha KOUTO He ce Aonycka B3emaHe Ha
yepeH opob:

13.2.1. BMpYCHN 3abonsBaHmMs, 3acsaraiyy Y4epHoAPOOHUS NapeHXNM;

13.2.2. napa3ntHu 3abonsiBaHns, 3acsrawm 4epHOAPOOHNS NapeHXUM;

13.2.3. yepHoopobHa LUMpPO3a C ankoxosiHa Unu apyra eTUonorns;

13.2.4. yepHoopobHa cTeaTosa;

13.2.5. xenatoneHTUKynapHa JereHepaums unu gpyrm 3abonsiBaHus, 3acsrawm
napeHxuma,;

13.2.6. MacTHa nereHepauus, punbposa n TeXKN aHaTOMUYHM aHOManK;

13.2.7. CTOMHOCTM Ha €H3MMWUTE, CBBP3aHU C YepHogpobHaTa COYHKUMS, KOUTO
nokassaT TeXKo HeobpaTUMO yBpeXaaHe Ha YepHus opob;

13.2.8. HanpegHan ctagui Ha nopTanHa XunepToHus;

13.2.9. TeXkn TpaBMaTU4HN YBPEXAaHUS;

13.2.10. cnep npeueHka OoT MeauUMHCKUA ekun, KONTO N3BbpliBa B3eMaHeTo, Morar
na 6baat B3eTV NpeaBua U 4ONbAHUTENHN KPUTEPUN;

13.2.11. 3a oLeHKa CbCTOSHNETO Ha YePHOAPOOHMS NapeHXUM ce npasu buoncusi.

13.3. cneunguyHn KpUTEepun, NPy Hanmyme Ha KOUTO He ce Oonycka B3eMmMaHe Ha
cbpue:

13.3.1. aptepuanHa xuneptoHus Hag Il c1. no NYHA, npeaunssukana Heobpatumu

CbA0BU NMPOMEHMN;
W3rounuk: [IpaBHo-undopmanmonnu cucremu "Cuena" 17/12/2021 r.
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13.3.2. kapanommonaTus, Texka xmnepTpous nnn gunataums;

13.3.3. TeXKMm aHaTOMWYHM aHOManuu, KOUTO Morat [ga Bb3npendarcrear
TpaHcnnaHTaumaTa,

13.3.4. BMPYCHW, WHMEKLMO3HM, NapasvTHU W gpyrn 3abonssaHus, 3acsrawm
CbpOeYHUS MYCKY;

13.3.5. 3abonsBaHMs Ha KnanHuMs anapaT, KOUTO OKasBaT CEPUO3HO BAWUSIHWE Ha
XemoanHammkara;

13.3.6. yBpexaaHua Ha nposogHata cuctema, npencrasngBalln cepuosHa pUTbMHa
1 NpoBOAHA NATONOrNs;

13.3.7. 3axapeH anabeT ¢ gokaszaHa Makpo- U MUKpOaHrmonaTums;

13.3.8. Texxka cTeHo3a Ha KOpoHapHUTe apTepuu;

13.3.9. cepro3Ha TpaBMa Ha CbpueTO;

13.3.10. cbpoeyHa HegocTaTtbyHOCT Hag Il PK;

13.3.11. cnep npeueHka OT MeOULMHCKUA ekun, KOWTO N3BbpliBa B3eMaHeTo, Morar
na 6bpat B3eTu NpeaBua U 40N bAHUTENHN KPUTEPUN;

13.3.12. 3a oueHKka Ha CbCTOAHMETO Ha KOPOHApHUTE CbOOBE Ce W3BbpWBA
KOopoHapHa aHrmnorpadgus.

13.4. CneumgunyHn KpUTEPUX, NPU HaNM4mMe Ha KOUTo He ce JoMnycka B3eMaHe Ha 64n
Lpob:

13.4.1. XpOHU4YHW 6enogpobHM BUPYCHW, WHAIEKLUMO3HKM, NapasuTHU U  Opyru
3abonsiBaHNs, BOAELWN 00 HeobpaTUMM NPOMeHN B 6en0apobHMS NApeHXNM;

13.4.2. TeXKM aHaTOMMYyHW aHomanuu, KOWUTO Morat ga Bb3npendarcrear
TpaHCcnnaHTaumaTa;

13.4.3. aKkTUBHA MHeKUNs Ha bennst opob;

13.4.4. cepvio3Ha TpaBma Ha 6enus opob;

13.4.5. cnepn npeueHka OT MEOVLIMHCKNA eKnn, KOUTO U3BbpLIBa B3EMaHEeTo, Morart aa
O6boaT B3eTU NPenBua 1 LONbAHUTENHN KPUTEPUN;

13.4.6. 3a oueHKka Ha CbCTOAHMETO Ha JOuxaTenHute nbTvwa ce npasu
BpoHxockonusi.

13.5. CneununyHN KpUTepun, Npu HanM4mMe Ha KOUTO He ce Oonycka B3emaHe Ha
naHkpeac:

13.5.1. BUpPYCHM, nNapasvTHM W JOpyrn 3abonsBaHWs Ha MnaHkpeaca, OOBENM 10
HeobpaTMMN NPOMEHUN B HErOBMS MAPEHXUM;

13.5.2. akTBHa abgomMrHanHa UHPEKUUS;

13.5.3. TexXKku aHaTtoMM4yHM aHomanuuM, KOWUTO Morat jpga Bb3npenarcresar
TpaHcnnaHTaumaTa,

13.5.4. 3axapeH anaber;

13.5.5. TeXXkn TpaBMaTUyHU YBPEXOaHUS;

13.5.6. cnen npeueHka OT MEOULIMHCKNSA eKnn, KOUTO U3BbpLIBa B3EMaHETO, Morat aa
6baat B3eT Npeasuna 1 4ONbAHUTENHN KPUTEPUN;

13.5.7. 3a oLeHKa CbCTOSHNETO Ha NaHKpeaca ce npasu broncus.

13.6. CneunuyHN KpUTEepun, Npu HanM4mMe Ha KOUTO He ce Jonycka B3emMaHe Ha
W3rounuk: [IpaBHo-undopmanmonnu cucremu "Cuena" 17/12/2021 r.
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TbHKM YepBa:

13.6.1. BMPYCHW, NapasnTHu 1 Opyrn 3abonsBaHMs Ha TbHKUTE 4epBa, LOBENN OO
HeobpaTUMN XUCTONOrNYHN NPOMEHN;

13.6.2. akTUBHa abaoMnHanHa MHPEKUNS;

13.6.3. TeXKuM aHaToMM4YHM aHomanuuM, KOWUTO Morat ja Bb3npenarcrear
TpaHcnnaHTaumaTa,

13.6.4. TeXXKn TpaBMaTU4HU YBPEXAaHUS;

13.6.5. cnen npeueHka OT MEOVLIMHCKNA eKnn, KOUTO U3BbpLIBa B3EMAHETO, Morat aa
6boaT B3eTU NPenBua 1 JONbAHUTENHN KPUTEPUN.

13.7. CneununyHN KpUTepun, Npu HannM4me Ha KOUTO He ce Jonycka B3emaHe Ha
KOCTHO-CYXOXWITHW TbKaHMU:

13.7.1. Bb3pacTt Hag 45 r. 3a B3emMaHe Ha XpPywsn, OCTEOXPYWANIeH CerMeHT WU
MEHUCKYC;

13.7.2. Bb3pacT Hafa 65 r. 3a B3eMaHe Ha dpacumsa narta n Cyxoxunus,

13.7.3. BMPYCHW, WH(PEKUMO3HWN, aBTOMMYHHM W Opyrn 3abonsiBaHus, 3acsrawm
OMOpPHO-ABUraTenHara CUcCTema;

13.7.4. npeOvwHN TpaBMW WUNN KOCTHWU PpakTypw, 3acarawm nognexaimrte Ha
B3eMaHe TbKaHu;

13.7.5. cnen npeueHka oT MEAULMHCKUS eKnn, KOMTO U3BbpLluBa B3eMaHeTo, MoraT na
6boaT B3eTU Npeasua 1 4pyrv KpUutepun.

13.8. CneundunyHn KpUTEpUK, NpU HanMyme Ha KOUTO He ce Oornycka B3emaHe Ha
CbpOeYHU N CbA0BUN TbKaHWU:

13.8.1. Bb3pacT - Hag 65 r.;

13.8.2. BMpPYCHW, OakTepuanHu, aBTOMMYHHU WAU Opyrn 3abonsiBaHus, 3acsrawm
KnanHusa anapart, CbOOBETE Ha CbpUEeTo Unn nepukapna;

13.8.3. aKkTMBEH eHOoKapanT, MMOKapaAUT U NepukapauT;

13.8.4. cnen npeueHka OT MEOVULIMHCKNA eKnn, KOUTO U3BbpLIBa B3EMaHeTo, Morat aa
6baaT B3eTU Npeasug 1 JONbAHUTENHN KPUTEPUN.

13.9. CneunuyHN KpUTEepun, Npu Hann4me Ha KOUTO He ce Aonycka B3emaHe Ha
OYHU TbKaHu:

13.9.1. BMpyCHW, bakTepuanHn nam opyru 3abonsiBaHust, 3acsraliy O4HUTE TbKaHu;

13.9.2. npeTbpnaHa XMpypruyHa MHTepBEeHUMS Ha porosuuara;

13.9.3. aKTMBHU NHAQDEKLIMN HA OKOTO UMW NpUnexawmte TbKaHu;

13.9.4. aHaTOMNYHM aHOManNUN, KOUTO 3acaraT noasexallnTe Ha B3eMaHe TbKaHu;

13.9.5. cnen npeueHka OT MEOVLIMHCKNA eKnn, KOUTO U3BbpLIBa B3EMaHETO, Morart aa
6boat B3eTU NPenBua 1 JONbAHUTENHN KPUTEPUN.

MooaobpXxaHe Ha XWU3HEHUTE (PYHKUMM NpU TPyneH AOHOP C HannyHa CbpheyHa
OenHoCT

14. NopgobpXaHeTo Ha XU3HEHUTE DYHKLMN HA TPYMNEeH OOHOP C HaNnyHa CbpledHa
JEeNHOCT e Haco4yeHO KbM 3anas3BaHe Ha Ka4yeCTBOTO W BMUTANHOCTTA Ha opraHuTe wu
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TbKaHuTe, NpefHasHayYeHn 3a TpaHcnnaHTauus.

15. NopgabpXaHeTo Ha XU3HEHUTE PYHKLUN HA TPYMNEeH OOHOP C HaNnyHa CbpaeyHa
JEeNHOCT BK/IOYBA MOHUTOPMPaHE U nogabpXaHe B PedepeHTHU rpaHuum Ha cnefgHuTe
napameTpu:

15.1. apTepunanHo HangaraHe;

15.2. yecTOoTa Ha cbpOeyHaTa OENHOCT;

15.3. enekTponnTeH banaHc (kanwi, HaTpuin, Kanumii);

15.4. ankanHoO-KNCENUHHO paBHOBECKE;

15.5. Temnepatypa Ha Tan0T0 (34 - 37 °C);

15.6. BbrnexmopateH Metabonmnabm;

15.7. pakTOpPM Ha Xemokoarynaumara,

15.8. BbHIWHO AuwaHe (anapatHa BeHTUnaums);

15.9. 6bb6peyHa PYHKLUS;

15.10. cnep npeueHKa OT MeOWMUMHCKMS ekun moraTt ga 6baoat MOHUTOpPMPaHu 1
noanbpXaHu OONbAHUTENHN NnapameTpu.

Kputepun 3a noabop Ha XnBK OOHOPW

16. MNpn noabop Ha XMBU [OHOPU OCHOBEH NMPUHLMMN € OTYUTAHETO HA PUCKOBETE MpU
JOHOPCTBO C Ornen MWHMMANHO 3acsaraHe Ha opraHuama Ha jJoHopa U HepornyckaHe
pasBUTUETO Ha 3abonsiBaHMSA, XMBOTO3acTpawasawm niM MHBannanN3npPaLLy CbCTOSAHNS.

17. XuBM [OOHOPWM Ha OpraHuW, TbkKaHW W KNeTku moraTt ga 6boat nmua, KouTo
LOOPOBOMHO M B MbJIHO Cb3HaHWE B3EMAT peLeHe 3a JOHOPCTBO Npu cna3BaHe Ha 3akoHa
3a TpaHcnnaHtauMsa Ha opraHu, TbkaHu U KNeTkn 1 HopMaTMBHUTE akTOBE MO npunaraHeTo
My.

18. Ha noTeHUunanHusa Xne OOHOP Ce U3BbPLWBAT BCUYKM MEOULMHCKN N3cnenBaHuns,
KOWTO Ce M3UCKBAT 3a TPYMNeH OOHOP C AONbJ/IHEHME HAa 0OCTOEH NMCUXUYEH CTaTycC, C ornen
nU3KNoYBaHe Ha 3abonsiBaHWsl, KOMTO MoraT fga Bb3npensaTcTBaT afekBaTHOTO
BOJIen3sBNeHne Ha goHopa.

19. OT X¥B OOHOpP MOXe fa Ce B3eMe caMO eduH OT YNAPTHWUTE opraHu, 4acTt OT
CaMOBb3CTAHOBABALY Ce OpraH, TbkaH Un KNeTku npu cnegHuTe ycnosus:

19.1. cnen npenBapuTeNHO YCTaHOBSIBAHE, 4Ye OpraHbT (TbKaHTa WM KNEeTKuTe),
CbOTBETHO HeroeaTa 4acT, KOUTO Ce B3eMarT, U OCTaBaluAT opraH (TbkaHTa unm Knetkute),
CbOTBETHO Herosara 4acT, MMaT Hanb/IHO 3ana3eHa PyHKUNS;

19.2. cnep npenBapuTENHO W3BbPWBAHE Ha HeobxoaMMnTe W3cnenBaHus 3a
N3KNKYBaHe Ha BB3MOXHOCTTA 3a MNpedaBaHe Ha WHMEeKuUMn U 3a ycTaHOBABaHe Ha
6ronornyHa CbBMECTUMOCT MeX Ay AOHOPa Y NOTEHUNANHUS PELNMNEHT;

19.3. korato cbllecTByBaT HEOCNOPMMU OOKA3aTeNCcTBa, Ye opraHuTe, TbkKaHUTe U
KNeTkute ca npefHasHayeHu 3a npucaxnpaHe, KOeTo LWe Ce M3BBbPWU CbriaacHo Hay4yHo
YTBbPOEHN METOAUKM C fOKA3aH NONOXMTENeH nevyebeH edekrT;

19.4. npn cvbnoaaBaHe Ha M3nMckBaHmusTa no 1. 22 - 27.
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EkcnepTusa Ha XuBu goHOPU

20. ExcnepTtmsarta uenn yctaHoBsiBaHe Ha 30paBOCNOBHOTO CbCTOSIHAE Ha OOHOPA,
BK/IIOYUTENHO KayecTBara Ha Moanexauwute Ha B3eMaHe OpraHu, TbKaHu U KNeTku, u
N3KMKYBaHEe Ha eBeHTyanHu 3abonsiBaHusl, kKouto Omxa npeacTaBnsiBanM puUcK 3a
peunnueHTa.

21. EkcnepTtusarta TpsibBa Oa 6bAe OCHOBaHa Ha Hay4YHO YTBbPAEHM MEOULMNHCKM
MeToau 1 npasuna 3a nobpa meomumHcka npakTuka.

22. EkcnepTmnsara Bknioysa:

22.1. aHamHe3a 3a CcbbupaHe Ha uHopMaumMsi OTHOCHO 3abonsiBaHUS, PUCKOBO
noeBefeHne N BpegHN HaBuLUKM Ha OOHOPA;

22.2. (n3m. - OB, 6p. 66 oT 2012 r., B cuna ot 28.08.2012 r.) 3ano3HaBaHe C
MeouuMHCcKaTa [OKYMEHTauus Ha OOHOpa, KOATO 3a4b/XWUTENHO CbAbpXa Hanl-manko
cnenHarta vHgopmaums:

22.2.1. (Hoea - 1B, 6p. 66 ot 2012 r., B cnna ot 28.08.2012 r.) TN AOHOP (XUB UNK
TPyneH), Non, KpbBHA rpyna;

22.2.2. (HoBa - [B, 6p. 66 ot 2012 r., B cMna ot 28.08.2012 r.) gata Ha paxaaHe,
ElMH;

22.2.3. (HoBa - B, 6p. 66 ot 2012 r., B cuna ot 28.08.2012 r.) Terno, Buco4nHa u
OpYrv aHTPONOMETPUYHU OaHHMU;

22.2.4. (Hoea - [1B, 6p. 66 oT 2012 r., B cnna ot 28.08.2012 r.) nemorpadpckm oaHHM
(korato e nNpuIoXmnMo);

22.25. (Hoea - B, 6p. 66 ot 2012 r., B cuna oT 28.08.2012 r.) maHHM 3a
NHTPaBEHO3Ha 310ynoTpeba ¢ HAPKOTMYHU BELLECTBA;

22.2.6. (HoBa - LB, 6p. 66 ot 2012 r., B cnna ot 28.08.2012 r.) gaHHM 32 MMHANN U
HacTOoSWM 3n0Ka4yeCcTBeEHN 3aboNsSBaHNS;

22.2.7. (HoBa - 1B, 6p. 66 ot 2012 r., B cuna ot 28.08.2012 r.) naHHW 3a MUHaNN
TPaHCMUCUBHN 3a60nsBaHNS;

22.2.8. (HoBa - [1B, 6p. 66 o1 2012 r., B cna ot 28.08.2012 r.) obcToATENCTBA, KOUTO
6vxa Mornu na npefctaBnsBaTt PUCK OT NpefaBaHe Ha 3abonsBaHus;

22.2.9. (Hoea - [1B, 6p. 66 ot 2012 r., B cuna o1 28.08.2012 r.) gaHHM 3a NPOBEOEHO
fleYyeHne, KOeTo € OT 3HayeHue 3a OueHKa Ha (OYHKUMOHAaNHUSA CTaTyC Ha opraHute,
npenHasHaYyeHn 3a AOHOPCTBO, MPEAMMHO NEeYeHMe C aHTMOMOTULN, N30TOMHA Tepanus Unn
BEHO3HU B/IMBAHWS.

22.3. (u3m. - 1B, 6p. 66 oT 2012 r., B cmna ot 28.08.2012 r.) 06CTOEH KAMHUYEH ©
NCUXMYEH nperneg;

22.4. nabopaTopHN TECTOBE 3a U3KJIKOYBAHE HA TPAHCMUCUBHN MHAEKLMN N TOKCUYHM
BElecTBa, KOMTO Morar na npeacrasnsasaT pUCK 3a 34paBeTo Ha PeunnmueHTa;

22.5. Npn HeobX0AUMOCT Ce MpPoBeXAaT KOHCynTauum ¢ obwonpakTukyBalns nekap
n/vnnn gpyru nekapu, 3ano3HaTu CbC 34paBOCNOBHOTO CbCTOSAHNE HA JOHOpPA.

23. (m3m. - OB, 6p. 66 oT 2012 r., B cuna ot 28.08.2012 r.) 3aabXUTENHO Cce
npoeexgaT Han-Manko cnegHnTe n3cnenBaHus:
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23.1. HIV |-l aHTKuTEna;
23.2. HBSAQ;

23.3. Anti HBc aHTUuTena;

23.4. HCV aHTUTENa;
23.5. Treponema Pallidum;

23.6. CMV aHTuTena, EBV aHTutena n ToxoplasmaaHtutena npy MMyHOCYnpecupaHu
nauneHTu;

23.7. IMYHOJIOTMYHA TMUMM3AUNSa CbrnacHo MeOULVHCKNA CTaHaapT Nno MMyHONornyHa
NoAroToBKa 3a TpaHcnnaHTaumsa Ha opraHu, TbKaHu u KNeTku;

23.8. MuKpoOMONOrMyHM W3CNedBaHWs 3a YyCTaHoBsBaHE Ha bHakTepuanHu
3abonsBaHus;

23.9. (Hoea - [1B, 6p. 66 o1 2012 r., B cnna oT 28.08.2012 r.) obpasHu nscnenpaHus,
HeoOX0OMMM 3a OUeHKa Ha aHaTOMUYHWS CTaTyC Ha opraHuTe, npeaHasHavyeHu 3a
TpaHcnnaHTauus.

23a. (HoBa - [B, 6p. 66 ot 2012 r., B cmna ot 28.08.2012 r.) MeanUMHCKUSAT ekun,
KOWTO NOAroTBSA XMBMS [OHOP, Cneasa fa nosyyy BCUYKM HEOOX0OMMY OaHHW 3a HEero, KaTto
My MpegocTaBs uanata uHdgopmauus, Heobxooumma 3a pasbupaHe Ha nocneguumnte OT
JOHOPCTBOTO.

24. [lpyrn nacnensaHus n npouenypu.

24.1.3cnepBaHe Ha aHTuTena 3a HTLV-I ce na3sbpwsa nNpy BCUYKN OOHOPU, KOUTO
ca POLEHN B PErMOHM C BUCOK PUCK UKW XWUBEAT B TakMBa, KakTo M ako MMaT cekcyasnHu
NapTHbLOPW OT TakMBa PErnoHn, UNN POAUTENNTE HA AOHOPA Ca OT TakMBa PErnoHu.

24.2. KoraTto Anti HBc e noautmeeH n HBSAQ e HeratmeeH, ce Hanara nposexaaHe
Ha OOMbJ/IHUTENHN U3CNeaBaHns C OLeHKa Ha pycKa 3a YCTaHOBSIBaHe Ha NpMeMInMBOCTTa 3a
KNMHMYHA yrnoTpeba.

24.3. 3a n3kn4YBaHe Ha akTuBHa nHdgpekumsa ¢ Treponema pallidum Hay4HO ce npunara
Hay4YyHO YyTBBPOEH anroputbM 3a wu3cnenBaHe. HepeakTuBeH cneunduyeH UIu
HecneumdgunyeH TeCcT MOXe Aa Mo3BONM TbkaHuTe aa 6baat ocsobomeHw. Mo3NTUBHUST
pe3yntar OT W3BbPWEH HecrneunduyeH TeCT HAMa fa Monpeym Ha B3EeMaHeTo Wau
0CcBOOOXdaBaHETO, ako CneumuyHuaT Treponema NOTBbPOUTENEH TEeCT € HeraTvBeEH.
[oHop, npu koroto Treponema crneuncuyeH TecT € NO3UTMBEH, U3NCKBa 3aabnboyeHa
OLIEHKA Ha pucka 3a onpefensHe Ha NPUEMANBOCTTA 3a KNMHMYHA ynoTpeba.

24.4. MNpwn HAKoM 06CTOATENCTBA € 3a4b/IXXUTENHO NPOBEXAAHETO HA AOMbIHUTENHN
nacnegsaHns B 3aBUCMMOCT OT  MeAMuMHCKaTa JOOKYMeHTauuMs Ha JgoHopa U
XapakTepuUCTUKNTE Ha JapeHuTe TbkaHm n knetku (Hanpumep RhD, HLA, maaria, CMV,
toxoplasma, EBV, Trypanosoma cruzi).

24.5. 3afbNXUTENHN 0OWN N3NCKBAHUS 3a OnpeaensiHe Ha BMONoOrMyHN Mapkepu.

24.5.1. (u3m. - OB, 6p. 66 oT 2012 r., B cuna ot 28.08.2012 r.) N3cnepsaHusaTa ce
npoBexaaT OT akpeauTupaHu nabopartopun, KOMTO pasnonarart ¢ KBanuguumpaH n obyyeH
nepcoHan, martepuanHa 6asa u 0600pydBaHe CbrNacHo MNPUIOXUMATE MEOULMNHCKA
cTaHgapTu. M3non3sat ce MeOuMUMHCKM M3genus 3a WH BUTPO AaumarHoctuka cbce CE
MapKMpoBKa, KOUTO OTroBapsT Ha U3NCKBAHWSATA Ha 3akoHa 3a MeguuuHckuTe nagenus. 3a
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rapaHTMpaHe Ha Ka4yeCcTBOTO Ha uM3cnefBaHMATa MmeTogukara 3a TAXHOTO nposexnaaHe
TpsibBa Aa 6bae Hay4yHO YTBBbPAEHA U Aa OTroBaps Ha MEAULMHCKUS CTaHAAPT MO KAVHUYHA
nabopatopusi, a cTepunMsaumMsita M LOe3MHpeKUMsTa Ha MeOuUMHCKUTE u3nenns wu
anapartypa ce n3sbpliBaT CbrnacHo 3aKkOHOO4ATENCTBOTO.

24.5.2. MeguumHcKknTE nU3cnenBaHNs ce npoeexnaar cbC cepyM unu nnas3ma. He ce
jornycka uscnefBaHe Ha Opyru Te4yHOCTUM WNN CeKpeTu, OCBEH Korato ca crneuuwanHo
NPOBEPEHU KIIMHNYHO, YPe3 NU3MO0JI3BaHE HA HAY4YHO YTBbPLEHM TECTOBE.

24.5.3. KoraTo noTeHUManHnsaT OOHOP € 3arybun KpbB U € 0CbLEecTBeHa UHAPY3MS Ha
KPBB WM KPBbBHU CbHCTABKW, KONOUAM UNN KpUCTanouaun, N3cneiBaHeTo Ha KpbBTa MOXe
na 6baoe HeooOCTOBEPHO 3apain xemoamnyums Ha npobarta. 3a ycTaHOBSBaHe Ha CTeneHTta
Ha xemoaumnyums na 6bae npunaraH CbOTBETHUAT anropuT bM.

24.5.4. Nle4yebHnTe 3aBedeHUs, KOUTO paboTAT C TbKaHW/KNeTKn He TpsbBa na
npueMar TbkKaHu WNN KNEeTKW, Korato u3crnegsaHusatTa Ha LOOHOPUTE ca MpOBEeAeHu npu
paspexpaHe Ha nnasmara unm cepyma rnoseve ot 50 %, OCBEH Korato merogukara Ha
n3crnegsaHe e HayyHO YyTBbpAeHa 3a npoBexphaHe Ha wuacnegsaHe npu  Takumea
paspexnaHnsa Unun ako e HanmyHa npoba, B3eTa nNpeamn paspexaaHeTo.

245.4.1. KpbBHUTE npobu Tpsbea pa 6boat B3EeTU HEMNOCPEOCTBEHO cnepn
hapsBaHeTo;

24.5.4.2. koraTo TbKaHWTe W KNeTkute MoratT pna O6boat cbxpaHsBaHM 3a
NPOABXUTENEH NEPMO, MOBTOPHO B3EMaHe Ha Npobu u uacnenBaHe OT B3€TUTE TbKaHW U
KNeTku ce npenopb4ea B MHTepean 180 oHW; Npu NOBTOPHO u3cnensaHe npobarta Moxe Aa
6bae B3eTa 8o 30 oHWU Npean U 7 OHU cneq, 0apsiBAaHETO.

24.5.5. Korato npobata npu napsisaHeTo € AOMbNIHUTENHO N3CNeaBaHa ¢ TeXHUKa 3a
amnnngomkauma Ha HyknewHosata kucenuHa (NAT) 3a HIV, HBV un HCV, nacnegsaHe Ha
HOBM KPBBHU Npobu He ce manckea. [MOBTOPHO M3cnenBaHe He Ce M3UCKBa U B CryyauTe,
KoraTo e u3BbplieHa BUpycHa nHakTmeaumnsa no Hay4yHo yTebpaeHa npoueaypa.

24.5.6. lNpn CTBONOBM KNETKU OT KOCTEH MO3bK U nepudpepHa KPbB KPbBHUTE
npobu Tpsibea aa 6baat B3eTU 3a M3cnenBaHe He No-KbCHO OT 30 OHU Npean B3EMAHETO.

24.5.7. lpn ooHopW Ha Bb3pacT o 3 MecelLa MeAMUMHCKUTE U3cnensaHnsa morar ga
6boaT U3BbPLEHN HA MaiikaTa, 3a aa ce nsberHe obpemMeHsiBaHe Ha OeTETO C Npouenypute
3a n3cnenBaHe.

24.5.8. (Hoea - 1B, 6p. 65 o1 2007 r.) KpbBHUTE Npobu MoraT ga 6baaT HeBannaHw,
ako vMa XemMoOuMNyumst MAM Korato [OOHOPB®T € Oun noanoXeH Ha WMMyHOCYynpecuBHa
Tepanus.

25. ABCONOTHNTE KOHTPanHAMKaLMM 32 [OHOPCTBO BKJOYBAT:

25.1. NONOXUTENHN pe3ynTaTn oT n3cnensaHuata no 1. 23 unu 24;

25.2. paHHW 3a NpekapaHo MM akTMBHO OHKOMOrMYHO 3abonsiBaHe, C U3KIIOYEHNE Ha
6asouenynapeH KapumHoOM Ha KoXara v UH-CUTY KapLUMHOM Ha Wwuiikata Ha MaTkara;

25.3. TEXKN CUCTEMHU WHAEKUUW, KOUTO He ca NleKyBaHW UM ca OT HenosHar
npounsxon;

25.4. 3abonsBaHMs, Npeau3BMKaHW OT MPUMOHM WAM 6aBHO AOeicTBalM BUPYCHU,
BK/IlOUYMTENHO 6onectTa Ha Kporudgena-Akobc;
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25.5. nMporpecvBHa [LOeMEHUMs UNu LereHepaTvBHM HEBPONOrUYHM 3abonsiBaHus,
KaKTo 1 3abonsiBaHNS C HEM3BECTEH NPON3X0A;

25.6. NpoBeOEHO NeYeHne C XOPMOHW, MOMlyYEeHU OT YoBewka xunodpusa wu/mnm
npucageHn O4YHW TbKaHu W/unu gypa Martep, KakTo W NPOBELEHU HEeBPOXUPYPruyHm
NHTEepBEHLNN, 32 KOUTO HAMA OOKYMEHTauus;

25.7. BaHHN 32 XPOHUYHN CUCTEMHU aBTOMMYHHN 3a60naBaHns;

25.8. npucageHn XUBOTUHCKN OpraHn, TbKaHn U KNEeTKK;

25.9. npoBegeHn BakCMHAUUW C XMBA aTeHloupaHa BMpyCHa BakCuHa, Korato mma
prck fa 6bae npenaneHo 3abonsBaHe Ha PELUNNEHTA;

25.10. ycTaHOBEHa €eKCno3unums Ha TOKCUYHM XMMUYECKM Uunm  BUonornyHn
cybcTaHumm, kouto Morat ga O6bpar npefageHu Ha peuunueHTa Mo ga npeaussukat
WHTOKCUKaLNS;

25.11. 6peMEHHOCT 1 Neproa Ha K bPMEHE;

25.12. ncnxmnyHm 3abonsiBaHNS, KOUTO BBbINPENATCTBAT aAeKBATHOTO BONEN3ABNEHNE
Ha OOHOPA M Bb3MOXHOCTUTE My 3a 0OEKTMBHA OLLEHKA HA OEACTBUTENHOCTTA;

25.13. npucageHn XeMonoeTU4yHW CTBOJIOBU KNETKW, KOrato CbluecTByBa PUCK 3a
npenasaHe Ha "yHacneammun'" 3abonsiBaHns Ha peuunmeHTa.

26. OTHOCMTENHA KOHTpauHAMKAUMS 3a [OOHOPCTBO € YCTAaHOBEHO PUCKOBO
noBefeHne Ha [OoHOpa, CBbP3aHO C MOBUWEH PUCK OT 3apassiBaHe C 0COOEHO onacHwu
TPAHCMUCUBHU UHADEKLINN.

26.1. (HoBa - 1B, 6p. 65 ot 2007 r.) OTHOCUTENHA KOHTPaNHAUKAUMS € U HanM4meTo
Ha omaunyeckn 6enesn BBPXY TANOTO HA AOHOPA, Mpegnonarawy puck OT TPaHCMUCUBHM
nHQeKunun.

26.2. (Hoa - 1B, 6p. 65 ot 2007 r.) MNpn M3BbPWBAHE HA OUEHKA Ha pucka oOT
TPaAHCMUCVBHU UHJPEKLMM Ce OTYMTaT MbTyBaHWATA Ha AOHOPA W OaHHW 332 eKcnos3vums B
panoHn ¢ Nnpeobnanasawm NHPEKLMO3HM 3ab0NsBaHNS.

27. 3a BCeKM OOHOP Ce npasu CneumguyHa oueHKa Ha opraHuTe U TbKaHuTe B
32BUCKMOCT OT TAXHOTO CbCTOSHME.

27.1. CneunduyHN KpUTEPUN, NP HaNN4YMe Ha KOUTO He ce Jonycka B3emMaHe Ha
6bbpexk:

27.1.1. aptepuanHa xunepTtoHus Han |l cteneH no NYHA, npeau3sukana
HeobpaTUMMN CbAOBU NPOMEHM;

27.1.2. 3axapeH gnabeT ¢ JokasaHa Makpo- U MUKPOaHTMonaTus;

27.1.3. CTO/HOCTW Ha ypes U NPOTEUHypus, KOUTO onpenensaT yBpeneHa 6bbpeyHa
dPyHKUNS;

27.14. Texkum cneundnyHn 6bOpeyHn 3abonsBaHMs, NONMKWCTO3a, Tybyno-
NHTEepCTUUMANeH HedpUT, raoMepynoHedpuT, Tybepkynosa v Opyrv BOAEWMW OO0 TEXKWU
yBpeX.AaHusi, nokasaHu ¢ buoncus;

27.1.5. kpeaTuHuH Hag 300 mmol/l;

27.1.6. TEXKM HENeKyBaHN NHAPEKLUNO3HM 3ab0nsaBaHns (MMenoHeqpuT);

27.1.7. ycnoXXHeHa Kankynosa, noBena Lo yBpeX4aHeTo Ha 6 bOpeyHns napeHxmm;

27.1.8. aHaTOMWYHW aHOManun, KOUTO MoraT Aa Bb3npenarcTBart TpaHCcnnaHTaunaTa;
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27.1.9. Texxka cTeHo3a Ha 6 bbpeyHaTa apTepus;

27.1.10. Texka TpaBMaTU4Ha yBpena Ha 6bbpeka;

27.1.11. cnen npeueHka OT MeOULUWHCKNA ekun, KOUTO U3BbpliBa B3eMaHeTo, Morar
na 6boart B3eTu Npeasua 1 JONbHUTENHN KPUTEPUN.

27.2. CneunduyHN KpUTEpUN, NP HaNN4YMe Ha KOUTO He ce Jonycka B3emaHe Ha
yepeH opob:

27.2.1. BMpYycHW 3abonsiBaHns, 3acsrain 4epHoApoOHMS NapeHXnM;

27.2.2. napa3uTHy 3abonsiBaHusl, 3acsraliy Y4epHOAPOOHUS NaPEHXNM;

27.2.3. yepHOOpOOHa LMpo3a C ankoxosiHa unu aopyra eTnonorus;

27.2.4. yepHoopoOHa cTeaTo3a;

27.25. xenaTtoneHTMKynapHa QgereHepauus unu npyru 3abonsBaHus, 3acsraiyu
napeHxuma,;

27.2.6. 3a OLleHKa CbCTOSIHUETO Ha YepHOAPOOHNS NapeHxMM ce npasu buoncus;

27.2.7. cnep npeueHka OT MEOULMHCKNSA eKum, KOMTO N3BbpLLBA B3EMAHETO, Morar aa
6boart B3eTn Npeasua 1 JONbHUTENHN KPUTEPUN.

27.3. CneundunyHn Kputepun, Npu Hann4ne Ha KOUTO He ce Aornycka B3emMaHe Ha
TBHHKW Yyepsa:

27.3.1. BUPYCHU, Napa3uTHX 1 Opyrn 3abonsBaHns Ha TbHKUTE YepBa, OOBENU A0
HeobpaTMM NPOMEHN B TEXHNS NAPEHXUM;

27.3.2. akTUBHA abaoMnHaNHa MHQeKUMS;

27.3.3. TeXKW aHaAaTOMWUYHM aHOManuuM, KOUTO Morat [ga Bb3npenarcrear
TpaHcnnaHTaumaTa;

27.3.4. TeXKN TpaBMaTU4YHU yBpEX AaAHUNS;

27.3.5. cnep npeueHka OT MeOULIMHCKUS eKum, KOUTO N3BbpluBa B3EMAHETo, Morart aa
6boart B3eTn Npeasua 1 JONbHUTENHN KPUTEPUN.

Kputepun 3a nonbop Ha peunnueHTm

28. PeuunveHtn Ha opraHm wmorat pga Obpar nvua, KOUTO OTroBapsAT Ha
nanckBanmatTa Ha 3TOTK u ca BkNOYEeHW B cnyxXebHust pernctbp Ha ManbnHuTenHarta
areHums no TpaHcnnaHTaums 3a noadbop Ha KOHKPETEH PELMNNEHT Ha OpraH.

29. MNpn nombop Ha peunnueHTV 3a TpaHCMAaHTauus Ha opraHu ce cnaseat
cnegHUTe MeoUUNHCKN KPUTEPUN:

29.1. lNpucaxpaHe Ha cbpue MOXe [a ce M3BbplBA HA MauMeHTU C TepMuHanHa
cbpheyHa HemoCTaTbyYHOCT, NMPW KOUTO HAMA CUCTEMHM 3abonsBaHuMs Ha CbhoBeTe B
HanpegHan cTaguiA, OHKOMNOrMYHW 3abonsBaHWs B KpaeH cTagui, KakTo W Opyru
3abonsBaHNs, KOUTO MOraT Aa KOMMPOMeTMpaT KpaHusa pedyntart OT TpaHcnnaHTaumsara.

29.2. MNpucaxpaHe Ha 65an opob MoXe Ja ce M3BbpWBa HA NAUWEHTUN C TEPMUHANHA
anxaTtenHa HemoctaTbyHOCT OT 6enompobeH npousxond, KOUTO He CTpamaTt OT CUCTEMHU
3abonsBaHNS Ha CbOOBETE M CHPLETO B HanpenHan Ctaavii, OHKONOrnyHu 3abonsiBaHus B
KpaeH ctanmini n gpyrn 3abonsiBaHUs, KOUTO MoraT ga kKomnpomeTtmpart pesyntara ot
TpaHcnnadtauunsaTa.
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29.3. MpucaxgaHe Ha YepeH Apob mnm YacT OT YepeH Apob Moxe Aa ce M3BbpLWBa
Ha MauMeHTU C TepMUHanNHa 4YepHoopobHa HeOOoCTaTb4HOCT, KOMTO He cTpapjart oT
OHKONOrnYHNM 3abonsiBaHWs B KpaeH cTaguii u gpyrm 3abonsiBaHus, KOUTO Morat Aa
KOMMpoMeTunpar pesynrara OT TpaHcnnaHtTauuara.

29.4. lNpucaxnaHe Ha NnaHkpeac MOXe da ce U3BbpluBa Npu NauneHTn, ctpajalm ot
Texka popma Ha 3axapeH gmabet, KOMTO He cTpagat OT OHKONOrMyHu 3abonssaHus B
KpaeH cTaiuvii, HAMaT CbAOBM MPOMEHW B HanpenHan cTaguin unu gpyrn 3abonssaHus,
KOMTO MoraTt Aa KOMIpoMeTupar KpanHusa pedyntar oT TpaHcnnaHTaumara.

29.5. NpucaxpaHe Ha 6bOpeK MOXe da ce M3BDBbPLIBA NPY NALMEHTW C TEPMUHANHA
6bbpeyHa HEOOCTAaTbYHOCT, MNOANOXEHU HA Xemoamanusa, KOWTO He cTpajar oT
OHKONOrNYHNM 3abonsBaHMs B KpPaeH cTtaaumin mnn gpyrun 3abonsBaHus, KOUTO Morat Aaa
KOMMpoMeTunpart KpanHus pedyntar oT TpaHcnnaHtaumsara.

29.6. lNpucaxpaHe Ha THHKO YepBO MOXE Oa Ce M3BbpWBa HA NAUMEHTWU, KOUTO
cTpagat oT 3abonsBaHns, BOAEWMN 00 TEXKM HAPYLWEHUS HA OYHKLMUTE Ha THHKUTE YepBa,
KOUTO HSIMAT OHKONOTMYHU 3abonsiBaHWs B KpaeH CTaguid M He cTpagaTr oT apyru
3abonsiBaHUS, KONTO Bxa KOMNPOMETUPANN KPanHWUSa pe3ynTart OT TpaHCcnnaHTaumsTa.

30. MNpucaxgaHe Ha opraHy UM 4acTu OT OPraHn Ha PeuUnUeHT ce U3BbpLBa cneq,
ycTaHoBeHa OwvonornyHa CbBMECTUMOCT MeXOy [apeHusi opraH WAM HeroBa 4acT MU
peumnneHTa, cnen npoBeXnaHe Ha BCUYKWU MMYHONOTMYHWU MU3CnenBaHua U pesyntatu oT
TSX, rapaHTupawm Heobxoommata CTEMeH Ha MMYHONOrMyHa CbBMECTUMOCT, Taka u4e
TpaHCNNaHTUPaHWAT OpraH UnM Heroeata 4acT Aa He 6baaT OTXBbPNEHN OT OpraHn3ma Ha
peumnmneHTa.

31. Mpwn noabop Ha peUnnUeHTN 3a TpaHCNIaHTauns Ha TbKaHu 1 KNeTKn ce cnaseat
cnefHNTE MeaNUMHCKN KPUTEPUN:

31.1. npucaxpgaHe Ha porosuua MoXe fa ce U3BbpluBa NMpwW NauneHTn, cTtpagawm ot
3abonsBaHNS Unu TPaBMU Ha porosmuaTa, KoMTo BOAAT OO0 TEXKO yBpeXAaHe Ha 3peHneTo;

31.2. npucax.pgaHe Ha KOCTWU, KOXa M CbedUHUTENHa TbKaH MOXe fa ce U3BbplBa
npu nNaumeHTn, cTpagawy ot 3abonsBaHusa UnM TpaBMU HA OMOPHO-ABUratenHarta cucTema
WK KoXHaTa TbKaH;

31.3. npucaxpaHe Ha CcbpOeyHn WU CbAOOBM TbKaHW MOXE [a ce WU3BbplBa npu
nauueHTun, cTpagjawm ot 3abonsBaHns Ha CbAOBETE UM CbHPLETO, KOUTO BOAAT A0 TEXKMU
HapyweHns B TAXHATa (OYHKLUMS M KOrato Nno MeauMuUMHCKM MPUYMHU He morat pa 6bpat
N3NoN3BaHV U3KYCTBEHN TbKaHW;

314. npucaxpgaHe Ha  XeMOrnoeTW4YHM  CTBONOBU  KNETKU  (BKJIIOYMTENHO
aBTOTpaHCMNaHTaumns) Moxe fa ce U3BbplwBsa Ha NauueHTu, cTpagawm oT 3/10Ka4eCTBEH
3abonsiBaHUs, NpyY KOWTO B XO4a Ha MpuUOXeHaTa Tepanus ce 3acsra TeXKo Wunnm ce
YHULWOXaBa XeMonoeTnyHata UM CUCTeMa; npucaxnaHe Ha XeMonoeTU4yHU CTBOSIOBU KNETKN
MOX€e [a Ce M3BbpWBA WM MPU NauUMeHTM C BPOLEHW UnM npuoobutn 3abonsiBaHus Ha
XemornoeTmyHata cuctema, Komto ca A0Benu OO0 TEeXKW HapyleHna Ha HeilHaTta (PyHKUuS;
npucax.mnaHe Ha XeMornoeTUYHU CTBONIOBU KNETKM MOXe [a Ce U3BbpLBa U Npu naumneHTn ¢
MeOMKaMeHTO3Ha WUNW gpyra WMHTOKCUKAaUWS, KOATO € OoBena OO0 TeXKO HapyweHue Ha
doyHKUMATA HA XeMOMoeTnyHaTa cucTema,
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31.5. anoreHHo npucaxpaHe Ha XeMOMnoeTMYHM CTBOJIOBM KNETKM MOXe pOa ce
M3BbplWBA Cnen ycTaHoBeHa OUMONorMyHa CbBMECTMMOCT MeXay AOHOopa U peuunueHTa,
cnepn nposexpaHe Ha BCUYKU UMYHONOrMYHU U3cnenBaHns U NonyYyeHn pesyntaTtu oT TSX,
rapaHtTMpawm HeobxogumaTta CTeMeH Ha WMYHONOrMYyHa CbHbBMECTUMMOCT, Taka u4e
TpaHCnNaHTUpaHUTE KNeTkn aa He 6baaT OTXBbPNIEHN OT OpraHn3Ma Ha PeunnmeHTa;

31.6. Ha peuunueHT Morart ga ce npucaxpart opyrv BuOOBE TbKaHW U KNETKU 1 npwu
apyrn 3abonsiBaHusl, OCBEH nocoyeHuTe B T. 31, Mo pena Ha rnaea cegma, pasgen IV ot
3akoHa 3a 34paBeTo.

BaemaHe n npucaxmgaHe Ha opraHu

32. lNMpeon npuctbneaHe KbM B3eMaHe Ha OpPraHN MeOUUMHCKUAT eKun, KOMTO
N3BbpLIBA B3EMAHETO, 3a4b/IXUTENHO NAEHTUMULMPA CAMONIMYHOCTTA Ha AoHOpPA.

33. MeOuMUMHCKMAT ekurn, KOMWTO M3BbplIBA B3eMaHeTO, MNpPOBepsiBa HanuyHarta
DOKYMEHTaums 3a CbOTBETCTBME C N3NCKBAHNATA HA 3aKOHa 3a TpaHCNNaHTaums Ha opraHu,
TbHKaHW U KNEeTKU 1 HOPMaTUBHUTE aKkTOBE MO NpunaraHeTo My.

34. MeOouUMHCKUAT €eKur, KOMTO M3BbplBa B3EMaHETO, NPenBapuTenHO pelasa
BbMNPOCUTE, CBbP3aHW C OpraHu3aumsaTa u nocnefoBaTtenHoOCcTTa Ha JOEeNnHOCTUTE Mo
B3eMaHerTo.

35. MynTuopraHHMTe eKcrnnaHTaumm ca NpuopuTeT Npu TPYMHU OOHOPW.

36. o Bpeme Ha ekcnnaHTaumsTa € HeobxoauMo Aa 6bOaT M3BBHPWEHN BCUYKM
OONbNHUTENHU U3cCnenBaHns, KOUTO UMaT OTHOWEHNE KbM YTOYHSABAHE HA CbCTOSHUETO Ha
opraHuTe, TbKaHUTe UM KNETKNTE, TAXHOTO Ka4ecTBO 1 6e30nacHOCT.

37. Bcuykm penHocT no B3eMaHe, MeOMUMHCKUTE CTaHOBMILA, KOHCynTauuu u
pesyntatute OT u3CnefBaHusTa CTPUKTHO ce AOokymeHTtmpat. J[lokymeHTaumsata ce
cbXxpaHsBa B ne4ebHOTO 3aBedeHne, B KOETO € W3BBbPLEHO B3EMAHETO, CboBpPasHO
N3NCKBaHUsATa Ha HopMaTMBHaTa ypenba.

38.1. (u3m. - [1B, 6p. 66 ot 2012 r., B cuna ot 28.08.2012 r.) Becuukm neidHocTn no
ocurypsiBaHe Ha opraHu, BK/YBawmM noobop, ekcrneptv3a, B3eMaHe, CbXpPaHeHue Wu
TpaHCcnopTMpaHe, Ce M3BbpWBAT B OpraHM3auum 3a OcurypsiBaHe Ha opraHu, KOUTo ca
neyebHn 3aBeneHus 3a OONHWYHA MOMOLL C paspelleHre 3a CbOTBETHUTE AENHOCTU Mo
TpaHcnnaHTaums cbrnacHo 4n. 48, an. 1 oT 3akoHa 3a ne4yebHUTe 3aBedeHus UK
neyebHUTEe 3aBedeHUs No 4n. 5, an. 1 oT 3akoHa 3a neyebHUTE 3aBefeHUs KbM
MuHncTepckusi cbBeT, MMHUCTEPCTBOTO Ha oTbpaHaTta, MMHUCTEPCTBOTO Ha BbTPEWHNTE
paboTun, Ha KOUTO CbOTBETHATa OENHOCT € BnucaHa B npaBunHuka no 4n. 35, an. 3, 1. 2 oT
3akoHa 3a ne4yebHNTe 3aBeOeHUS.

38.2. 3a ochbluecTBsiBaHe Ha geliHocTTa no T. 38.1 neyebHnTe 3aBeneHns Tpsibea oa
OTroBapAT Ha CNnegHUTe KpUTepumn:

39.1. 3a B3eMaHe Ha cbpue 1 651 opob:

39.1.1. B cbCTaBa Ha Ne4ebHOTO 3aBeeHNE MMa KIMHUKA MO Kap4NOXUPYPrus;

39.1.2. (u3m. - 1B, 6p. 66 oT 2012 r., B cnna ot 28.08.2012 r.) HanM4Me Ha He no-
Manko OT gOBe obopyOBaHW oOnepauuoHHU 3anu, BKJIYUTENHO C BbH3MOXHOCT 3a
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n3sbpweaHe Ha onepaumm ¢ EKK, konto ca npoekTupaHu, uarpageHu, nogobpXaHu K
ekcnnoatupaHn B CbHOTBETCTBME C W3UCKBAHWATA HA MeauMUMHCKUTE CcTaHgapTtyu Mo
XUPYPrusl, HEBPOXUPYPrus, rpbaHa XMpyprus, Kapanoxupyprus, cbaoosa Xvpyprus, gercka
XUPYpPrus, nnacTUY4HO-Bb3CTAHOBUTENHA W E€CTeTUYHA XUPYPrus, nNuLEeBO-4eniocTHa
XUPYPrus, Kapoaumoxmpyprus, W3NbJHEHWETO Ha KOWUTO rapaHTupa KayecTBOTO W
6e30macHOCTTa Ha OCUTYPEHUTE OpraHu;

39.1.3. HanunuMe Ha He no-Manko OT S fekapu € npusHata cneunanHoct
KapaMOXUPYyprus, Kouto paboTsST Mo OCHOBHO TPYAOBO MPABOOTHOWEHWE B KAMHMUKATa Mo
Kapanoxupyprus;

39.1.4. BCekn eamH OT nekapute no 1. 39.1.3 e yyactBan B OCbLECTBABAHETO HA HE
no-manko ot 120 cbpaeyHn onepauunm npes npenxonHara KaneHgapHa roguHa;

39.1.5. pevictBawm paboTHM rpadomum, yTBbPAEHN OT PbKOBOAMUTENS HA Ne4yebHOTO
3asefeHve, 3a popMupaHe Ha 4 CaMOCTOATENIHM eKuna Ha AEHOHOLWHO pPasnosoXeHwue,
KouTo BKoYsaT nekap no 1. 39.1.4 n 39.1.6, nepdy3nOHNCT 1 OBE onepaLmoHHN CECTPU;

39.1.6. B cbcTaBa Ha ne4yebHOTO 3aBedeHne UMa KanHMKa Nno Kapavonorus ¢ He no-
Manko oT 5 nekapu c npusHaTa crneumanHocT no Kapavonorua v npusHara ksanngukaums
No WHBA3MBHA KapAuonorus, Kouto paboTAT MO OCHOBHO TPYLOBO MPABOOTHOLWEHUE B
KNvMHMKaTa no Kkapamonorus;

39.1.7. BCekn eanH OT nekapute no 1. 39.1.6 e yyactsan B OCbLECTBABAHETO HA He
no-manko ot 150 nHBa3MBHW Npouenypun Npes npeaxonHara KkaneHgapHa roanHa;

39.1.8. cekTOp MO MHTEPBEHLMOHANHA Kapauonorus, pasnonarauw, ¢ He no-mManko ot
0Ba KapAnonornyHn aHrnorpadockn anapara;

39.1.9. B cbcTaBa Ha ne4yebHOTO 3aBedeHME UMaA KAUHMKA MO aHEeCTe3MoNorms u
WHTEH3MBHO NeYyeHne, CbC CEKTOP 3a TpaHCnnaHTupaHu naumeHTwn, pasnonarai, ¢ He mMo-
Manko oT ABe nerna u Heobxoammara anapaTypa;

39.1.10. ne4yebHOTO 3aBeleHMEe MMa CTPYKTypU 3a napaknuHW4yHa [UarHocTuka,
BKIOYUTENHO NO MUKPOOMONOrns, XNCTonaTonornus, UMyHONOrns U KNMHu4Ha naboparopus,
KOMTO PYHKLIMOHMPAT Ha OEeHOHOLWEH rpadouk UM nMa CKto4eHn OOroBopu C Takmea.

39.2. 3a B3eMaHe Ha YepeH Apob, naHkpeac 1 TbHKU YepBa:

39.21. B cbcTaBa Ha ne4yebHOTO 3aBedeHWE WUMa CTPyKTypa MO XAbYHO-
yepHoApPOOHa 1 NaHKpeacHa XMpyprus;

39.2.2. (u3m. - 1B, 6p. 66 ot 2012 r., B cnna ot 28.08.2012 r.) Hann4ne Ha He no-
Manko ot nBe obopydBaHM OMepauMoOHHU 3ann 3a XNbYHO-4epHoOpobHa M MaHkKpeacHa
XUPYprus, KOUTO ca MpOeKTMpaHu, W3rpageHn, nooabpXaHn W ekcnnoatnpaHu B
CbOTBETCTBME C U3NCKBAHNATA HA MEOULMHCKUTE CTaH4apTWN MO XUPYPrus, HEBPOXUPYPrus,
rpbOHA XUPYprus, KapaMoXupyprus, cbAoBa XUPYprus, OeTcka Xupyprus, nnacTuyHo-
Bb3CTAHOBUTENHA N eCTeTUYHa XMPYPrus, NUUEBO-4YentocTHa XUPYPrus, U3nb/IHEHUETO Ha
KOWTO rapaHTupa Ka4yecTBoTo 1 6€30NacHOCTTa Ha OCUITYPEHMTE OpraHu;

39.2.3. (n3m. - 1B, 6p. 65 ot 2007 r.) Hanuume Ha He Mo-manko oT 5 nekapu ¢
npuaHarta crneumanHocT No XMpyprus n ctax cnen npuaobusaHe Ha cneunanHocTTa noseye
OoT 5 roamHu, KouTo paboTAT MO OCHOBHO TPYOOBO MPABOOTHOWEHWME B KAUHMKATA MO
XUPYPrus;
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39.2.4. BCekM eaunH oT nekapute no 1. 39.2.3 e yyacTtean B OCbLUECTBABAHETO HA He
no-manko ot 10 YepHOOPOOHM pPEe3eKuUM WM MHTEPBEHUMM BDBPXY eKcTpaxenaTasHu
XNbYHM NbTUWA, abOooMMHANHM CbOOBE WU NaHkpeac Npes3 npeaxogHata KaneHaapHa
roaunHa;

39.2.5. Hannyne Ha oencTBalm PaboTHU rpacomumn, yTBbPOEHN OT PHKOBOANTENS HA
ne4yebHOTO 3aBeleHue, 3a POPMMPAHE Ha [OBa CaMOCTOSATENHW €Kuna Ha OEHOHOLWHO
pasnosioXeHne, KOUTO ga BKa4YBaT nekap no 1. 39.2.3, aCUCTEHT M [Be onepaunoHHU
cecTpu;

39.2.6. B cbCTaBa Ha ne4ebHOTO 3aBefeHWNe Mma CTPyKTypa no aHecTe3nonorus v
WHTEH3VBHO NeYyeHne, CbC CEKTOP 3a TpaHCnnaHTupaHu naumeHTwn, pasnonarai, ¢ He rno-
Manko oT 2 nerna u Heobxogumarta anapartypa;

39.2.7. B cbcTaBa Ha Nne4ebHOTO 3aBedeHME WMa CTPYKTypu 3a napakinHuyHa
AvarHocTtunka, yHKLoHMpally Ha OEeHOHOLWEH rpaduk.

39.3. 3a B3eMaHe Ha 6b6peun:

39.3.1. B cbCTaBa Ha Ne4ebHOTO 3aBeeHNe UMa KIMHUKA MO YPOosorns;

39.3.2. (u3m. - 1B, 6p. 66 ot 2012 r., B cnna ot 28.08.2012 r.) Hann4ne Ha He no-
Manko OT gABe 06opydBaHM OMNepaurMoHHM 3ann 3a YPONOrMyHW onepauuu, KOWUTO ca
NPOeKTUpPaHW, N3rpaneHun, NogabpXaHu 1 eKkcnnoaTupaHn B CbOTBETCTBME C U3UCKBAHMATA
Ha MeOuUMHCKUTE CcTaHdapTu Mo  XUPYPrus, HEBPOXUPYyprusa, rpbaoHa XUPYprug,
Kapavoxupyprusa, cbpoBa XWpPYprus, Aetcka Xupyprusg, nnacTUYHO-Bb3CTAHOBUTENHA U
ecTeTuyHa Xxupyprus, nuLEeBO-4eNloCTHA XUPYprus, yposiorus, U3nb/HEHMETO Ha KOMuTO
rapaHTupa Ka4ecTBoTo M 6€30MacHOCTTa Ha OCUTYPEHUTE OpraHu;

39.3.3. Hannyre Ha He No-Manko OT 5 fiekapw ¢ NpusHaTa cneunanHocT rno yponoruns
n cTax cnepn npuoobveaHe Ha cneumanHocTTa noBeye OT 5 roguHW, Ha3Ha4YeHU C OCHOBEH
TPYy.OOB OOrOBOP B KNUHMKATA MO YPONOrns;

39.3.4. BCcekn eanH oT nekapute no 1. 39.3.3 e yyacTBasn B OCbLECTBABAHETO HA He
no-manko ot 70 6b6peyHn onepaumu, B T. 4. HEPPEKTOMUUN C TPaAHC-NEPUTOHEANEH AOCT b,
npes3 npenxogHara KaneHgapHa rognHa;

39.3.5. Hannume Ha peicTawm paboTHY rpacpuum, yTBbpPAEHN OT PbKOBOAMTENS Ha
ne4yebHOTO 3aBedeHMe, 3a opMmMpaHe Ha 3 CaMOCTOATENHW ekuna Ha OEeHOHOLWHO
pasnosioXeHne, KOUTO ga BKa4YeBat nekap no 1. 39.3.3, aCUCTEHT U ABe onepaunoHHU
cecTpu;

39.3.6. B cbCcTaBa Ha ne4yebHOTO 3aBedeHUe nMMa KJIMHMKa Nno HedpPOoIorms ¢ He no-
MasnKko OT 5 nekapu ¢ npuaHaTa cneumanHocT no Hedponorug,

39.3.7. B cbcTaBa Ha ne4yebHOTO 3aBedeHME UMA KNUHMKA MO aHEeCTe3MoNorms u
WHTEH3VBHO NeYyeHne, CbC CEKTOp 3a TpaHCnnaHTupaHu naumeHTwn, pasnonarai, ¢ He mno-
Manko oT ABe nerna u Heobxoammara anapaTypa;

39.3.8. B cbcTaBa Ha Nne4ebHOTO 3aBedeHMe WMMa CTPYKTypu 3a napakinHuyHa
ANArHoCTMKa, BKJIOYMTENHO N0 MMKPOOMONOrvs, XMCTONaToNOrns, UMyHONOTMS U KJIMHUYHA
nabopatopusi, YHKLMOHMPALLM HA LEHOHOWEH rpadouk.

40. lMNpucaxpaHe Ha oOpraHM MOXE f[a Ce W3BbPWBA OT eKMnu Ha nedvyebHu
3aBeeHuns, KouTo oTroBapsT Ha Kputepunte no 1. 38 n 39.
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41. lpwn n3BbpwBaHE HA MyNTUOPraHHa ekcrnaHTaums yyactear He no-manko oT Asa
MeOULMHCKUN eknna, KOUTO OTroBapsT Ha nanckeaHmarta no 1. 39.

42. Mpyn MynTMopraHHa ekcnnaHtaums e HeobxoauMo Oa ce cbbnogaeBa cnemHUNAT
pen 3a nocneposartefniHa ekcnnaHTaunsa Ha opraHuTe:

42.1. nbpBO Cce ekcnnaHtmpat 6ennsat opod u cbpueTo (OCBEH KoraTo ce B3ema
yepeH apob (split), yacTn oT KoWTO We 6baoaTt NnpucadeHn Ha NoBeYe OT eOunH PEUUMUEHT, B
Te3n cnyyau, cnep nNpeLeHka, Moxe fa ce NpUCTbNM NbPBO KbM B3EMAHE Ha YepHMs Opob);

42.2. HernocpeacTBeHO Crnef ToBa Ce NPUCTbNBA KbM B3EMaHe Ha nognexawmre Ha
TpaHCcNNaHTaums UHTpanepuTOHeanHW KOPEeMHU opraHu (4epeH Opob, maHkpeac, TbHKO
4epBo);

42.3. excnnaHTupart ce 6bbpeunTe;

42.4. npucTbNBa Ce KbM B3EMaHe Ha TbKaHW, BKOYUTENHO N Takuea, Heobxoaumm
3a nposexjaHe Ha n3cnensaHus.

43. KoHcepBauusTa Ha opraHuTe ce OcCbluecTBsBa C pasTBoOpU, KOUTO ca
npegHasHayeHn 3a uenta, npu cnassaHe Ha BCUMYKM M3NCKBAHUSA 3a rOOHOCT U MEOULIMHCKM
WHOMKAUUK, MOHUTOPMPaAHE Ha TemnepaTtypara Ha oOpraHuTe W oKofnHarta cpepa cnep
B3EMaHEeTO 1 M0 BPEME HAa CbXPaHEHMETO, KakTO U CTPUKTHO Ccrna3BaHe Ha U3ncksaHuaTa 3a
TONNO U CTyAEHO NCXEMUYHO BPEME.

44. (n3m. - OB, 6p. 66 ot 2012 r., B cuna ot 28.08.2012 r.) OnakoBaHeTo W
eTVKeTMpaHeTO Ha B3eTUTE OpraHn ce u3BbplBa MNpW cnasBaHe Ha W3NCKBaHMATa 3a
acenTtuka, aHtMcentmka un 6e30MacHOCT, KakTo M CcbbnwgaBaHe Ha npouenypute 3a
NOEHTUPULNPAHETO N NPOCNeasiBAHETO UM.

45. ETMKeTbT Ha B3eTuTe opraHn Tpsibea fa cbabpxa:

45.1. yHUKaneH ngeHtugmnkaunoHeH Homep Ha ooHopa,;

45.2. MACTO Ha B3EMAHETO,;

45.3. pata v 4yac Ha B3eMaHeTo;

45.4. BpeMe Ha 3anoysaHe Ha nepgysnaTa n ekcnnaHtaumsaTa Ha CbOTBETHUS OpraH;

45.5. TOYHO HanMeHoBaHMe Ha opraHa.

46. [lokymeHTaumsTa, KoATo Npuapyxasa opraHuTe, cnefsa fa cbabpxa:

46.1. yHukKaneH ngeHtngvkaumoHeH Homep Ha AoHopa,

46.2. Konve oT uganara MeguumnHckaTa goKyMeHTauusa Ha 4oHopa;

46.3. BMAO 1 KONNYECTBO Ha N3MN0N3BaHNSA KOHCEpPBALMOHEH Pa3TBOP;

46.4. BpeMe Ha 3arnoysaHe nepgysmnara n ekcnnaHtaumara,

46.5. TpUTe MMeHa, cneuuanHoctTta W TenedoH 3a Bpb3Ka Ha MeauunHCKUTE
cneumannucTuy, yyacTsanu B ekcnnaHtaumaTa n obcnyxsaHeTo Ha AoHopa.

47. TpaHCNopTUpPaHEeTO Ha B3ETUTE OpraHy ce U3BbpliBa 3a Bb3MOXHO HaM-KpaTko
BPEMe Npu cnassaHe Ha U3NCKBaHMATA 3a TSAXHOTO Ka4yecTBO U 6e30MacHOCT.

48. TpaHcnopTupaHeTo Ha TPYMNHU OOHOPWU Ce M3BBbPLWBA 32 Bb3MOXHO Han-KpaTKo
Bpeme, Npu cna3saHe Ha nanckesaHnatano 1. 14 n 15.

49. (mon. - OB, 6p. 66 o1 2012 r., B cuna ot 28.08.2012 r.) JleuebHnTe 3aBEOEHUS,
KOUTO M3BBPWBAT TPaAHCMNaHTauMs Ha opraHu, Tpsbea Oa uMmaT CTaHOApPTHWM OnepaTUBHU
npouenypn (COI), yTBbpAEHM OT gupekTopa Ha WM3anbnHuTenHarta areHuuss no
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TpaHcnnaHTaums, 3a oUueHKa W rapaHTUpaHe Ha Ka4eCcTBOTO Ha BCUYKMW TpaHCMAaHTauNUoHHK
[EeAHOCTN, KaKTO 1 OCUrypsiBaHe Ha CBOEBPEMEHHO NpenaBaHe Ha MHgoopMaumusitTa 0THOCHO
XapakTepuanpaHe Ha opraHuTe U goHopuTe.

50. Mpu nombopa W nooroToBkata Ha MNOTEHUMANHUTE PEUMNUEHTU nevyebHuTe
3aBeOEHNs OCLWECTBST BCUYKM U3CNeaBaHUS CbrlacHO M3NCKBAHUSTA HA TO3M CTaHOapT.

51. Victopusita Ha 3abonsiBaHeTO Ha peumnueHTa TpsbBa ga cbAbpxa nogpobHa
MHpopMaums 3a NPeaTpaHCnIaHTaUuMOHHUSA Nepuon, AaHHW 3a BCUMYKU MNPOBELEHU
MeOMLVHCKN n3cnenBaHns, nogpobHO onucaHne Ha npoueayparta no npucaxnaHe, AaHHK 3a
CTYOEHOTO M TOMNOTO UCXEMUYHO BPEME HA MPUCAAEHWUTE OpraHu, Tuna Ha nepagysnsTta u
BMOA Ha pas3TBOpPUTE, aHanM3 Ha CbCTOSHMETO Ha OpraHuTe HEenocpPeacTBEHO npean
TpaHcnnaHTaumaTa n JaHHWU 3a CNeaTpaHCnNaHTaunoHHUS Neproa.

(v3m. - 1B, 6p. 66 ot 2012 r., B cuna ot 28.08.2012 r.) B3semaHe, npucaxaaHe,
ekcneptnsa, o0bpaboTka, npepaboTka, oOnNakoBaHe, eTUKEeTUpPaHe, CbXpPaHeHne Wu
TpaHCnopTUpaHe Ha opraHn, TbKaHu 1 KNeTKW.

52. (mon. - B, 6p. 65 ot 2007 r., n3m. - 1B, 6p. 66 ot 2012 r., B cuna ot 28.08.2012
r.) BsemaHeTo, npucaxaaHeTto, ekcneptmaarta, obpaboTtkara, npepaboTkara, onakoBaHeTo,
eTUKEeTUPaHETO, CbXPAHEHMETO, NPEAOCTABAHETO U TPAHCNOPTUPAHETO HA OpPraHun, ThKaHu
N KNeTKn ce n3sBbpwsa oT nevyebHn 3aBeneHns 3a 60NHNYHA MOMOL, NOYYUIN paspeLleHmne
no pena Ha 4n. 48, an. 1 o1 3akoHa 3a ne4yebHUTE 3aBELEHNS, B KOETO U3PUYHO Ca NOCOYEHN
LEeNHOCTMTE MO TpaHcnnaHTaums, KoMTo ne4yebHOTO 3aBedeHMe MMa MpaBo ba U3BbpLWBA.
B3emaHe, npucaxnpaHe, ekcneptnsa, obpaboTka, npepaboTka, onakoBaHe, eTUKeTUpaHe,
CbXpaHeHMe N NPeLOCTaBAHE HA TbKaHW U KNETKM Ce N3BbpwBa OT nevyebHn 3aBeneHns 3a
3B bHOONHNYHA MOMOLL, perucTpmpaHn no pena Ha 4n. 40, an. 3 ot 3akoHa 3a neyebHute
3aBeLeHNs, B KOETO W3PUYHO Ca MOCOYEHW [OEeWHOCTMTE MO TpaHCnnaHTauums, KOUTO
ne4yebHOTO 3aBedeHNe MMa NpPaBo LA U3BDBPLWBA, KAKTO U OT TbkKaHHM HaHkun. [eiHocTute
no B3emaHe, npucaxniaHe, ekcrneptunsa, obpaboTtka, npepaboTtka, onakoBaHe, eTukeTmpaHe,
CbXpaHeHne 1 NPenocTaBsHe Ha OpraHy, TbKaHW WM KNEeTKM Morat na ce U3BbplBaT U B
neyebHnTe 3aBepneHus kbM MwuHucTepckms cbBeT, MuHUCTEpPCcTBOTO Ha oTbpaHaTta,
MWHUCTEPCTBOTO Ha BbTpPEWHNTE pabotm n MUHUCTEPCTBOTO Ha TpaHcrnopTa. JleyebHute
3aBefeHus Tpsibea aoa pasnonarat ¢ U3roTBEHM OT TAX AEeACTBAWM CTaHAAPTHN OnepaTMBHU
npouenypu (COIM), konto NoapobHO onucBaT BCUYKW OEAHOCTU, CBBbP3aHU C B3EMaHe,
npucaxpnaHe, ekcrnepTunsa, obpaboTka, npepaboTtka, onakoBaHe, eTUKeTUpaHe, CbxpaHeHne,
NpenocTaBsHe 1 TPAHCMOPTUPaHe Ha OpraHn, TbkaHu u knetkn. CTtaHgapTHUTE onepaTuBHN
npouegypu NoAnexar Ha YyTBbpXQHAaBaHe OT  MW3MNbAHUTENHWS  OUPEKTOp  Ha
N3nbnHuTenHarta areHums no TpaHcnnaHTaums npeau n3gaBaHeTo Ha
paspelweHne/ynoCTOBEPEHNE 3a OCbliecTBABaHE Ha genHocT. CTaHOapTHUTE onepaTuBHU
npouenypu Tpsibsa na BKOYBAT:

52.1. nopeHTudurkaums Ha noHopa;

52.2. noApobHN AaHHM 3a CbrnacMeTo Ha JoHOopa UK HEroOBOTO CEMENCTBO;

52.3. oueHka Ha KpuTepumTe 3a Nnoabop Ha AOHOPA;
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52.4. oueHKa Ha 3a4bNXuUTenHMTe nabopaTtopHN N3cnenBaHns 3a AOHOPa;

52.5. (mon. - OB, 6p. 65 ot 2007 r., uam. - OB, 6p. 66 oT 2012 r., B cuna ot
28.08.2012 r.) npouenypu 3a ocurypsisaHe, B3emMaHe, npucax.gaHe, ekcneptuaa, obpaborka,
npepaboTka, onakoBaHe, eTUKeTUpaHe, CbXpaHeHne, NPenocTaBsHe U TPaHCNOpPTMpPaHe Ha
opraHn, TbKaHW WM KNEeTKNW B CbOTBETCTBME C M3NCKBAHWSATA Ha HOpMaTuBHaTa ypenba;
npouenypu 3a [OOCTaBsHe B Ne4yebHOTO 3aBefeHWe npu AUPEKTHO pasnpemnensHe Ha
opraHuTe, TbKaHUTe U KNEeTKUTe 40 MEeOULMHCKUS eKur, OTrOBOPEH 3a TAXHOTO npunaraHe,
1 B CNyYyauTe Ha OpraHHu, TbKaHHM U KNeTbYHM Npobu - 0o nabopatopusaTa 3a U3cnenBaHe;

52.6. (HoBa - B, 6p. 66 o1 2012 r., B cuna ot 28.08.2012 r.) onucaHme OT IMUETO No
yn. 15r, an. 1 3TOTK Ha BCMYKM OEMHOCTY MO XapakTepuampaHe Ha O0oHOopa, BKJIIOYUTENHO
KputepumTe 3a nonbop u ekcrneptnsa no 1. 6 - 10.5.3.1 n 1. 20 - 24.4, cbobpXawm ce B
MeOuumMHCKa OOKYMEHTaumMs, KOATO € HepasfenHa 4YacT OT AOKYMeHTauusaTa, CbhnbTcTBawa
[lOHOpa 1 opraHa 3a TpaHcnnaHTaumus;

52.7. (HoBa - [B, 6p. 66 ot 2012 r., B cuna ot 28.08.2012 r.) npoBepka Ha
3aBbpPWBAHETO HA XapakTepuauMpaHeTo Ha opraHa WM [OoHopa 3a CbOTBETCTBMETO Ha
OCbLECTBEHUTE OENHOCTM MO T. 52.6, n3sbpleHa ot nuueto no 4n. 15r, an. 1 3TOTK;

52.8. (Hoea - 1B, 6p. 66 ot 2012 r., B cuna ot 28.08.2012 r.) ocurypsiBaHe Ha
npocneaseMocTTa Ha opraHuTe, TbkaHuTe N KNeTknTe B CbOTBETCTBME C N3UCKBAHMATA Ha
HopmaTuMBHaTa ypenba;

52.9. (HoBa - OB, 6p. 66 ot 2012 r., B cuna ot 28.08.2012 r.) TO4YHO, 6BP30 K
[okasyemo foknadBaHe Ha CEepUO3HU MHUMOEHTUM UAW HA CEPUO3HU HeXenaHu peakuun B
CbOTBETCTBUE C HOpMaTUBHATA ypenba;

52.10. (HoBa - B, 6p. 66 ot 2012 r., B cuna ot 28.08.2012 r.) ynpaBneHme Ha
CEPVO3HN UHUMOEHTU N HA CEPUO3HU HEXENaHN peakuum B CbOTBETCTBUE C HOpMaTUBHaTa
ypenba;

52.11. (Hoea - [B, 6p. 66 ot 2012 r., B cuna ot 28.08.2012 r.) npouenypw,
ocurypsiawm LEenocTTa Ha opraHa no BPeEMe Ha TPaHCMOPTUPAHETO My, U NoAxoaswoTo
BPEMe 3a TpaHCnopTUpaHe 3a BCEKM BU OpraH.

53. JleuebHuTE 3aBefeHWs, KOUTO W3BBbPWBAT AeiHocTU no T. 52, cnegBa pa
pasnonaraT ¢ nogxoAswa matepuanHa 6asa 3a OCblECTBABAHUTE OT TSAX AENHOCTU, KOATO
OTroBaps Ha BCUYKMN U3NCKBAHWUS N OCUrypsiBa BCUYKM HEOOXOAUMM YCIIOBUS 3@ CTEPUNTHOCT,
BKJIOYNTENHO 3a NpenoTBpaTsiBaHe Ha bakTepuanHa Unm BMpycHa KOHTaMmHauusl.

53.1. Korato u3BbplwBaHETO Ha AelHocTy Bk4Ba obpaboTBaHe Ha TbKaHW U
KNeTku npu mMa3naraHeto UM Ha Bb3LENCTBMETO Ha OKONHaTta cpena, ToBa TpsibBa ga ce
M3BbpWBaA B cpela C OnpeleneHo KayeCcTBO M YUCTOTa Ha Bb3dyxa C Len ceexnaHe .no
MVHMMYM Ha puUcka OT 3apassiBaHe, B TOBA YUCNO NpefaBaHe Ha 3apasa OT efHa TbKaH Ha
apyra. EpekTuBHOCTTa Ha Te3nm Mepku Noanexu Ha yTBbpXAaBaHe OT MU3NbAHUTENHUS
anpektop Ha WAT npeon wnspaBaHe Ha paspeleHune/yaocTtoBepeHne 3a OEeWHOCT U Ha
NMOCTOSIHEH KOHTPON OT CNyXnUTenu Ha MIanbnHUTEenHaTa areHumsa no TpaHcnnaHtTauus.

53.2. MegnuuHCKUTE M3OENNSA, N3MNON3BAHU MPUN OCHILECTBSABAHE HA OENHOCTUTE MO
1. 53, TpsibBa nma nputexasat CE mapka. ObopynoBaHeTo, KOETO Ce M3Mon3ea npu
OCblUECTBABAHE Ha OelHOoCTMTE, TpsibBa LA OTroBaps Ha U3UCKBaHMATA Ha HopMaTMBHaTa
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ypenba.

53.2.1. (Hoea - OB, 6p. 65 ot 2007 r., gon. - OB, 6p. 66 ot 2012 r., B cuna ot
28.08.2012 r.) Bcuykm 4yneHoBe Ha nepcoHana, M3BbplBal, OEMHOCTU MO B3eMaHe Ha
opraHu, TbkaHu u KneTku, Tpsibea ga 6baoat obyd4eHn ga paboTaT ¢ MeAULNHCKUTE U3aenns
1 obopynBaHeTo.

53.3. (HoBa - B, 6p. 65 ot 2007 r., gon. - 1B, 6p. 66 ot 2012 r., B cuna ot
28.08.2012 r.) JleyebHuTe 3aBeneHMs, KOUTO MMAT HaAMepPeHne Oa CKNYBaT OOroBopu 3a
CBHBMECTHA OEeMHOCT MO TpaHCnaaHTaums Ha OpraHn, TbKaHu Unn KNetTkn, Tpsibea na oueHAT
npenBapuTenHO 1M Aa HanpasaT nonbop Ha Apyrara ctpaHa OTHOCHO CnocobHocTTa n Aa
cnasBa nauckeaHusaTa Ha 3TOTK 1 HopMaTMBHUTE akTOBE NO NpuiaraHeTo My.

53.4. (HoBa - [1B, 6p. 65 oT 2007 r.) B cknto4eHMTe OOroBopu 3a CbBMECTHA AENHOCT
no yn. 15a 3TOTK Tpsibea Aa ce 0Tpa3AaT OTFOBOPHOCTUTE HA CTPaHWTE M NoapobHocTuTe
No CbBMECTHO M3BbPLWBAHE Ha NpoLeaypuTe No TpaHCNNaHTaumns.

53.5. (HoBa - OB, 6p. 65 o1 2007 r.) MNpwn npekpaTsBaHe Ha OenHOCTTa cu nevyebHute
3aBefeHnsl, KouTo paboTST C TbKaHW U KNETKW, ca ANbXHU Oa CKYBaT AOroBOpw, KOMTO
[la rapaHTupart, Ye TbKaHUTe 1 KNeTKNTe, CbXpaHsBaHW OT TSX, We 6baaT NnpenocTaBeHn Ha
neyebHn 3aBeaeHNs, KOUTO OTroBapsT Ha n3nckBaHusaTa Ha 4n.13 3TOTK.

53.6. (HoBa - [B, 6p. 25 ot 2017 r., B cuna o1 29.04.2017 r.) Npn BHOC HA TbKaHU U
KNeTkn neyvyebHWTe 3aBedeHUs CKMIOYBAT OOrOBOPM C AOCTaBYMUM OT TPETU AbpXasu Mo
cmucbna Ha § 1, 1. 2 o1 Hapenba Ne 4 ot 2007 r. 3a ycnosmsita 1 pefa 3a U3BbplLBaHe Ha
MHCNeKuMn Ha nedvebHuTe 3aBedeHus oT Ma3nbnHuTenHata areHumst no TpaHcnnaHTaums
(OB, 6p. 19 o1 2007 r.).

53.6.1. HOorosopute no 1. 53.6 ce cknwoyBaT, Korato AENHOCTUTE MO OapsiBaHe,
[OCTaBsiHe, KOHTPON, npepaboTBaHe, CbXpaHsBaHe MAN M3HOC HAa TbKaHW M KNeTkn 3a
EBponenckunsa cbio3 He Ce n3BbpLlWwBaT B AbpXasu - 41eHKN Ha EBponerickms cbios.

53.6.2. B nporosopute no 1. 53.6 ce onpenensr:

53.6.2.1. n3MckBaHMATa 3a Ka4eCTBO U 6e30MacHOCT Ha BHACAHUTE TbKaHW 1 KNeTKW,
Konto TpsibBa oa cvoteetcTBat Ha 3TOTK 1 HOpMaTUBHMTE akTOBE NO NPUIAraHeTo My;

53.6.2.2. NpenoCcTaBsAHETO Ha MHGOPMALMS 32 HauyMHa Ha paboTa Ha M3BBHPWBAWOTO
BHOC Ne4yebHO 3aBefeHue, koeTo TpsibBa ga cbotBeTcTBaT Ha 3TOTK u HopMaTuBHUTE
aKTOBE MO npunaraHeTo my;

53.6.2.3. ycnoBmuaTa Ha TpaHCNopTMpaHe Ha TbKaHUTE N KNEeTKUTe;

53.6.2.4. npaBarta 1 3a4b/IXXeHnUATa Ha CTPaHUTe, KOUTO rapaHTupar, 4e BHEeCEeHUTe
TbKaHN W KNEeTKN OTroBapsAT Ha W3MCKBaHMSATA 3a KayecTBO M 6e30MacHOCT CbrnacHo
3TOTK n HopMaTUBHUTE aKkTOBE MO NpUiaraHeTo my;

53.6.2.5. 3a4bIXEHNSA Ha [OCTaBynka OoT TpeTarta AbpXasa:

53.6.2.5.1. pa NpenocTaBs Ha M3BBPLLBALLOTO BHOC Ne4ebHO 3aBeaeHne nHghopmaums
OTHOCHO CMa3BaHeTO Ha M3MCKBaHMATA 3a BHOC cbrnacHo Hapepba Ne 8 ot 2014 r. 3a
yCnoBusitTa 1 pefa 3a BHOC, U3HOC U 0OMEH Ha opraHu, TbkaHuu u knetku (OB, 6p. 41 ot 2014
r.);

53.6.2.5.2. ma yBedoMsiBa M3BbPWBALOTO BHOC ne4yebHO 3aBeleHMEe 3a BCUYKM
npegnonaraemMn wWnn OENCTBUTENHW CEPUO3HM HeXenaHu peakuunm wunm CepuosHU
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WHUMOEHTW, KOUTO MoraTt Aa MOBAUSAT Ha kKayecTBOTO M 6e3omacHoCcTTa Ha TbKaHUTe ”
KNeTkure;

53.6.25.3. pa opraHu3npa W O0TroBaps 3a BOAEHETO W CbXpaHsABaHETO Ha
NHpOpMaLMs 3a LOHOPUTE HA BHECEHUTE TbKaHW 1 KNeTkn 3a cpok oT 30 rogmHU CbrnacHo
Hapepnba Ne 22 ot 2007 r. 3a ycnosusita v pefa 3a peructpvpaHe M OT4yMTaHe Ha
IelAHOCTUTE Mo eKcrnepTna3a, B3eMaHe, NpucaxaaHe, obpaboTka, npepaboTka, CbxpaHsiBaHe
N eTUKeTUpaHe Ha OpraHu, TbkKaHMW W KNEeTKM U 3a M3roTBSHE Ha €XEerogHu oT4yeTu OT
neyebHnTe 3aBeneHus (OB, 6p. 39 ot 2007 r.);

53.6.2.5.4. na rapaHTupa npocneammocT Ha NHdopMauuaTa Ha BHECEHUTE TbKaHn U
KNneTku cnepn npekparsisaHe Ha AenHoCcTTa Cu;

53.6.2.5.5. oa npenocTaBsa nNpu NOUCKBaHe CTaHOAPTHUTE onepaTuBHU npouenypn 3a
paboTa, CBbp3aHn C Ka4eCcTBOTO 1 6e30NacHOCTTa Ha BHECEHUTE TbKaHW U KNETKMK;

53.6.2.5.6. pa ocurypsiBa OOCTbM Ha KOMMNETEHTHUTE OpraHn 3a W3BbplIBaHE Ha
WHCNEKUUKN, BKIOYMUTENHO M Ha MSACTO, 3@ Cpoka Ha Oorosopa W OBe roavHu cneg
N3TUYAHETO My;

53.6.2.5.7. na yBedoMsiBa M3BbHPLWBALOTO BHOC ne4yebHO 3aBeleHMEe 3a BCUYKM
CblUECTBEHM MPOMEHN B CBOATA OEMHOCT (KATO MbAHO UM YAaCTUYHO OTTErNSHE Ha NPaBoTo
My [a M3BbpWBa WM3HOC HA TbKaHW W KNETKW WAW Opyrn NpOMEHW no uHUumaTuea Ha
KOMMETEHTEH OpraH Ha CbOTBETHaTa TpeTa AbpXasa, CBbP3aHM C HapylwaBaHe Ha
N3NCKBaHMATA 3a Ka4eCcTBO M 6e30MacHOCT Ha TbKaHUTE U KNETKUTE, KOUTO Ca BHECEHW U
we 6baoat BHeceHu B Penybnuka bbnrapus);

53.7. (HoBa - 1B, 6p. 25 o1 2017 r., B cuna ot 29.04.2017 r.) norosopute no 7. 53.6
Ce U3MEHAT MMCMEHO MPW MPOMSHA B M3NCKBAHMATA 3a KA4eCcTBO M 6€30MacHOCT CbrnacHo
3TOTK v HopMaTBHUTE aKkTOBE NO NpUNaraHeTo my;

53.8. (HoBa - OB, 6p. 25 o1 2017 r., B cuna ot 29.04.2017 r.) KbM 4OroBOpPUTE MO T.
53.6 ce npunara CNUCHbK Ha CTaHOAPTHWTE oOnepatvMBHM Npouedypu 3a pabota Ha
[OCTaByYMKa OT TpeTarta AbpXasa, CBbpP3aHu C KA4eCTBOTO 1 6e30nacHOCTTa Ha BHECEHUTE
TbKaHu U KNeTKN.

54. (n3m. - [1B, 6p. 66 ot 2012 r., B cuna ot 28.08.2012 r.) BaemaHeTo Ha opraHwu,
TbKaHW N KNEeTKM Ce M3BbpPLLBA OT NeKkapu.

54.1. Jle4yebHOTO 3aBeneHne TpsbBa Aa MMa CKIOYEH TPYAOB AOroBOp C nvua no T.
54 n yTBBpLEH exeMeceyeH paboTeH rpadomrk, B KOWTO Te ca BKITIOYEHN.

54.2. (HoBa - [1B, 6p. 99 ot 2014 r., B cuna ot 02.12.2014 r.) BaemaHeTo Ha KpbB OT
nbnHa BPbB Ce M3BBbPWBA OT fekapu, paboTewm Ha TPyOoOB OOroBOp B Ne4yebHOTO
3aBefeHne, B KOETO Ce M3BbPLIBA B3EMAHETO, UM OT Nekapu, paboTewm Ha TpyLOB LOrOBOP
B 1e4ebHOTO 3aBelleHNe, B KOETO Le Ce M3BbPLLBA CbXPaHSBAHETO.

54.3. (HoBa - [1B, 6p. 99 ot 2014 r., B cmna ot 02.12.2014 r.) Jonycka ce nonbop Ha
[OHOPW Ha TbKaHu N KNeTKN 1 B3eMaHe Ha TbKaHu 1 KNeTku Aa ce U3BbpliBa OT nekapu no
rpax4aHcKo NPaBOOTHOWEHNE CbC CHOTBETHOTO Nle4ebHO 3aBeneHue.

54.4. (HoBa - [IB, 6p. 99 o1 2014 r., B cmna o1 02.12.2014 r.) B cnyyaute no 1. 54.3 B
[OroBopuTte ce ypexpaart npouegypute u Kputepumte, KOMTO cnefpa da ce cnassart no
OTHOLWEHNEe Ha TbKaHuTe M KNeTKNUTe, B CbOTBETCTBME C TO3M CTaHOapT.
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55. (mon. - OB, 6p. 66 o1 2012 r., B cuna ot 28.08.2012 r.) BaemaHeTo Ha opraHwu,
TbKaHW 1 KJNIETKM MOXeE [a Ce OCblueCTBABa CaMO KOraTo Te ca npegHasHayeHun 3a neveHve
MO Hay4YHO YTBbPAEHN MEONLMHCKA METOAMKMN C AOKa3aH NON0XUTENEH nevebeH eqpekT.

55.1. BaemaHeTo TpsibBa fa ce M3BBbPLWBA B NOAX0ASWO 060pyABaHN NMOMELLEHMS NPW
cnasBaHe Ha M3MCKBaHUSATa 3a CTEPUHOCT, 32 HamansesaHe Ha 6akTepuanHoTO MAU OpPyro
3aMbpcaBaHe.

55.2. (n3m. - OB, 6p. 66 ot 2012 r., B cuna ot 28.08.2012 r.) M3nonssaHute
MEOMUMHCKN M3OeNNs 32 B3EMAHe Ha OpraHu, TbKaHuW M KNeTkn TpsbeBa na OTroBapsAT Ha
n3nckBaHusATa Ha 3akoHa 3a MeNUNHCKUTE n3aenus.

55.2.1. (HoBa - [1B, 6p. 66 ot 2012 r., B cMna ot 28.08.2012 r.) Ctepnnmsauusita v
he3nHdekumaTa Ha MeguuMHCKUTE W3Oenusa W anapatypa Cce u3BbplwsaT CbriacHo
JeicTeawara HopmaTtmeHa ypenba, KoeTo rapaHTmpa TAXHOTO KayecTBo.

55.3. (mon. - 1B, 6p. 66 ot 2012 r., B cuna ot 28.08.2012 r.) BaemaHeTo Ha opraHwu,
TbKaHW 1 KNEeTKM OT XMBWU AOHOPK TpsibBa fa ce M3BDbPLUBA NPU CnasBaHe U3NCKBaHMATa 3a
3awuTa Ha 34paBeTo 1 NMYHUTE Npasa Ha AoHOopa.

55.4. lMpouenypw 3a B3eMaHe Ha TbKaHu N KNEeTKN.

55.4.1. MNpouenypnte 3a B3emaHe TpsibBa na Obpat NpuIoXuMmM 3a BuAa Ha
HapeHnTe TbKaHW/KNeTku.

55.4.2. MNpouepypute No B3emaHe TpsibBa Oa ca OPMEHTMPaHM KbM 3ana3BaHe Ha
Te3n XapakTepuCTUKU Ha TbKaHUTE N KNEeTKUTe, KOUTO ca 3a4bJ/IXUTENHW 3a TaAxHaTa
KNMHUYHA ynoTpeba, M CbLEBPEMEHHO Ja Hamanat pucka oT 6akTepuanHo UnvM BUPYCHO
3ambpcsBaHe, 0COOEHO KOrato TbKaHUTe M KNeTKNTe HaMa aa 6baat CTepunmanpaHi.

55.4.3. ocTbnbT OO0 MOMEWEHNATA, B KOUTO CE M3BbPLBA B3EMAHE Ha TbKaHu U
KNeTkn OoT TPynHW LOOHOopw, Tpsiba ma 6bae orpaHuuyeH. Tpsbea ma 6bae M3nNon3BaHo
CTEpPUNHO (POSIMO 3a JNIOKaNHO MOKpMBaHeE Ha MecTarta, KbAeTo Ce MpaBsAT paspesunTe.
MNMepcoHan®bT, KOMTO M3BBpPLWBA B3EMaHeTO, TpsibBa ga 6bae M3MUT, 0bneYeH B CTEPUIHN
NPECTUNIKN, CTEPUNHN PbKaBULN, NPennasHu WieMoBe N MacKu.

55.4.4. Cnep kaTo TbKaHUTe U KNETKUTE ca U3BAAEHM OT TANOTO HA TPYneH OOHOP,
TO TpsibBa Oa 6bhe Bb3CTAHOBEHO HaMb/IHO, Taka Ye Aa 6bhe Bb3MOXHO Hal-6nmM3ko [o
NbpBOHAYANHNSA CU aHATOMUYEH BUL.

55.4.5. BCMYKn CEPMO3HN HEXENAHN CHOUTUSA N MHUUAEHTN, NMPOSIBUNM CE MO BPEME
Ha B3emMaHeTo, Tpsbea na 6baat peructpupanHy, cbobwasaHn 1 pas3rnexnaHy NoBTOPHO.

55.4.6. TpsbBa na vma npoueaypu 3a cnasBaHe Ha CTEPUNHOCT 3a HamansBaHe Ha
pucka oT 3aMbpcsaBaHe Ha TbKaHUTE 1 KNIeTKUTE OT nepcoHana.

55.4.7. [lpn B3eMaHe Ha TbKaHW M KNEeTKW Ce WU3MN0n3BaT CTEPUNHN UHCTPYMEHTU ©
yCTpoiicTBa C LOOPO KAYECTBO 1 PELOBHO NOALbPXAHMU.

55.4.8. Korato ce u3nonseat WMHCTPYMEHTW 3a MHOrokpatHa ynoTpeba, TpsibBa na
nma yTBbpaeHa npouenypa 3a no4ymcTsaHe v cTepunmsaums.

55.4.9. Korato e Bb3M0OXHO, TpsibBa Oa ce manon3saTt MeauuuHcku mnspenus ¢ CE
mMapka.

55a. (HoBa - [1B, 6p. 99 oT 2014 r., B cnna ot 02.12.2014 r.) JleuebHnTe 3aBeneHus,
KOUTO M3BBPWBAT OLEHKa Ha AOHOpa, NPeaoCTaBAaT scHa M pasbupaema nHdopmaums 3a
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NOTBbPAEHUTE Pe3ynTaTh OT oueHKaTa Ha LOoHOpa Ha CbOTBETHUTE Nnua CbraacHo 4n. 27,
28, 28a 1 286 oT 3aKkoHa 3a 34paBeTo.

56. Bcuukun yneHoBe Ha nepcoHana, Kouto U3BbpWwBaT 4ENHOCTM NO B3eMaHe, TpsibBa
na 6boat obyyeHun ga paboTsT ¢ NPUNOXUMUTE MEANUNHCKN U30enuns.

57. lpucaxpaHe Ha TbKaHW U KNeTKN ce U3BbpLBa, Cneq Kato Ha NnoTeHunanHus
PEeLUUnMEeHT ca NPOBEAEHN BCMYKM HEOOXOOUMN MEOULMHCKM M3CNeaBaHns 1 ca My 00sCHEHN
npeouMmcTeara, HeJocTaTbUUTE M PUCKOBETE Ha npencroswara TpaHcnnaHtaums, Kakto u
anTepHaTMBHUTE BB3MOXHOCTW 3a leYeHue.

58. EkcnepTusara Ha TbkaHu 1 KNEeTKN Lenn yCTaHOBSIBaHe Ka4eCTBOTO Ha B3eTuTe
TbKaHN N KNETKM 1N U3K/OYBAHE Ha eBEHTyanHn 3abonsBaHns, kouto buxa npeacrasnssan
pUCK 3a peuunnueHTa.

59. JleyebHnTe 3aBeneHUs, 3BbpLBawm obpaboTka, npepaboTka U CbxpaHeHne Ha
TbKaHW N KNeTKW, M3BBbPLIBAT 324 b/IXUTENHO eKCnepTn3a, KoaTo BKAKYBA:

59.1. 3ano3HaBaHe C MeguumnHcKaTa JOKYMeHTaumsa Ha OOHOopPa;

59.2. nabopaTopHM TEcToBe 3a M3cnefdBaHe KayecTBaTta Ha B3eTUTE TbKaHU U
KNeTku;

59.3. u3cnenBaHus 3a MMyHONOrMYHa TUNM3auns, Korato € Heobxoammo;

59.4. MMKPOBUNONOrNYHN N3CNEOBAHNS.

60. Mo npeueHka Ha nuLETO, OTrOBOPHO 3a ekcrnepTmsara, T8 MOXe Oa BKJoYBa U
JOMbAHUTENHN U3CNeaBaHns 1 npouenypu.

61. TbkaHuTe 1 KNeTknte ce obpaboTeat, NpepaboTBaT N CbXpPaHSBAT NP crnaseaHe
Ha Hay4YHO YTBbPAEHW METOAMKW, KOUTO rapaHTupaT TSXHOTO KayecTBO M H6e3onacHoCT u
ocurypsisat HeobxoaMMMs Neproa 3a CbXxpaHeHue.

62. [lakeTnpaHeTo N eTUKETUPAHETO HA B3ETUTE TbKaHWN U KJIETKM Ce U3BbPLIBA MNpu
cnasBaHe Ha W3NCKBaHMATA 3a acenTumka, aHTucentuka u 6e3onacHoOCT M Kato ce
cbbniogasart M3MCKBaHUATA 3a MAEHTUOULMPAHETO U NPOCNEAABAHETO UM.

62.1. Bcmukn TbkaHu/knetkm Tpsbea ga 6bpat naketmpaHu cneg B3emMaHeTo Mo
HauuH, KOWTO Hamansea pucka OT 3aMbpcsBaHe, U cnefBa ga 6baat cbxpaHsBaHu npwu
Temnepartypa, KOATO Ocurypsisa 3ana3BaHe Ha HeobXxoOMMUTE XapaKTEepUCTUKM W
OMONOrMYHM OYHKLMN Ha KneTkuTe/TbkaHuTte. laketTvpaHeTo TpsbBa na npenoTepaTu
3apassBaHe Ha nuuara, KOMTO M3BbpWBAT OEVHOCTU MO nakeTupaHe, CbXxpaHsBaHe W
TPAHCMNOPT Ha TbKaHUTE U KNeTKnTe.

62.2. [lakeTupaHuTe KNeTku/TbkaHum TpsibBa pa O6boat TpaHcnopTUpaHu B
KOHTENHep, KOWTO e MOAXO4slW 3a NpeBo3BaHe Ha OMONOrMyHM maTtepvany U CbxpaHsiBa
Ka4yeCTBOTO Ha CbAbpXalnTe ce B HEro TbKaHu UM KNeTku.

62.3. Bcuukn npugpyxasawm npobu, KOUTO ca NpefHa3HayYeHn 3a u3cnenBaHe,
TpsibBa na 6bhoaT HaLNEeXHO eTUKETMPaHW 3a rapaHThpaHe Ha TaxHaTa uaeHTudukaums ¢
JoHopa.

62.4. (Hoea - [1B, 6p. 65 ot 2007 r.) ObpaboTeHnTe nnn nNpepaboTeHn TbKaHu Un
KNEeTKN He ce MpenocTaBAT 3a ynotpeba, AOKATO He Ce UBMbJIHAT BCUYKM U3UCKBAHMS Ha
3TOTK v HopMaTBHNTE aKkTOBE NO MpUaraHeTo My.

63. (mon. - OB, 6p. 66 o1 2012 r., B cuna ot 28.08.2012 r.) ETukeTbT Ha B3eTUTE
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opraHu, TbKaHu 1 KneTku TpsibBa na cbabpxa:

63.1. (mon. - OB, 6p. 25 ot 2017 r., B cuna ot 29.04.2017 r.) yHuKaneH
NOEHTUPMKALNOHEH HOMEP HA OOHOPA U €OUHEH €BPONENCcKN KO Ha TbKaHUTE U KNEeTKUTE;

63.2. MSICTO Ha B3EMAHETO;

63.3. maTta 1 yac Ha B3eMaHerTo;

63.4. (n3m. - [1B, 6p. 66 o1 2012 r., B cuna ot 28.08.2012 r.) TOYHO HAMMEHOBAHWE Ha
opraHute, TbKaHUTe NN KNeTKnTe;

63.5. (u3m. - 1B, 6p. 66 ot 2012 r., B cuna ot 28.08.2012 r.) CpoK Ha roOHOCT (ako e
NPUIOXNMO), a 3a OpraHnTe - NoAXo4sau0 BpeMe 3a TPaHCNopTUpaHe U TpaHcnnaHTupaHe.

64. ETukeTnpaHe Ha B3eTUTE TbKaHW/KNETKMW.

64.1. Bcekn nakeTt, KOATO CbAbpXa TbKaHW/KNETKW, Ce eTuketTupa rno BpemMe Ha
B3eMaHerTo.

64.2. Korato pasMepbT Ha naketra no3BonseBa, Ce ocurypsea cnegHara
nHpopmaums:

64.2.1. nata (1 Yac Korato € Bb3MOXHO0) Ha fJapsBaHETo;

64.2.2. npenynpexaeHue 3a onacHocTu;

64.2.3. BUO U KOMMYECTBO Ha CbAbpXawmte ce pobaBeHn BewecTBa (ako ca
N3MNoN3BaHn TakmBea);

64.2.4. B cnyyauTe Ha aBTOTPaHCNIaHTauus eTukeTbT TpsibBa oa cbabpxa "CAMO
3A ABTOTPAHCITTAHTALUNA (FOR AUTOLOGOUS USE ONLY)";

64.2.5. B cnyyauTte Korato gapeHueTo e npefHasHayeHO 3a KOHKPETEH PeUUnuneHT,
eTUKeTbT TpsibBa oa CbAbpXa MHGOPMaUUS 32 MOASHTUDUUMPAHETO MY.

64.3. AKO HSKOWM OT JaHHWUTe Mo T. 64.2 He MoraT aa 6baaTt BKIOYEHN B MbPBUYHMS
eTUKeT Ha onakoBkaTa, Te TpsbBa na Obhoat NpenoCTaBeHW Ha OTAEeNeH OOKYMEHT,
npuaopyxasal, TbKaHUTE UK KNEeTKUTe.

65. ETvKeTrpaHe Ha TPaHCNOPTHUS KOHTEHEP.

65.1. (n3m. - [1B, 6p. 66 ot 2012 r., B cuna ot 28.08.2012 r.) ETMKeTHT Ha BCEKM
TPaHCMOPTEH KOHTENHEpP 3a TPAHCMOPT HA OpraHun, ThkaHu UM KNeTkn TpsibBa ga cbabpxa
cnepHarta 3agb/XuUTenHa nHgopmauuns:

65.1.1. (u3m. - B, 6p. 66 o1 2012 r., B cuna ot 28.08.2012 r.) "OPFAHN LA

TBKAHU N KNETKN" n "OA CE TPETUPA BHMMATEJ/IHO (ORGANS OR TISSUES AND
CELLS, HANDLE WITH CARE);

65.1.2. noeHTMdmkaumsaTa Ha ne4ebHOTO 3aBedeHne, OT KOeTO Ce TpaHcrnopTupa
nakeTbT (adpec n TeneoHeH HOMEP), N N1Ue 32 KOHTaKTH;

65.1.3. naeHTndpukaums Ha ne4ebHOTO 3aBeneHne, paboTelo ¢ TbkaHK, 3a KOeTo e
npenHasHayeHa npartkara (agpec u TenedoHeH HOMep), 1 NnLe 3a KOHTaKTW;

65.1.4. pata 1 Yyac Ha Ha4anoTo Ha TPaHCNOPTUPAHETO;

65.1.5. cneundomnkaumna Ha ycnosmsata 3a TPaHCMopT, OTHACALWN Ce A0 Ka4yecTBOTO U
6e30nacHOCTTa Ha TbKaAHUTE U KNETKUTE;

65.1.6. unaukaums: "OA HE CE NOAONArCA HA OBNTbUYBAHE C VIOHU3WPALLO
NNBYEHWME (DO NOT IRRADIATE)", koraTto ce CbabpXarT KNeTb4YyHu KyNnTypu;

65.1.7. KOrato e N3BeCTHO, Ye NPOoOyKTbT MMa MNO3UTUBHN MapKepun 3a NHPPEKLNOIHM
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3abonsBaHusl, ce noctaBs cnegHata wHaukaums: "BNONOIMMYHA OIMACHOCT (
BIOLOGICAL HAZARD)";

65.1.8. B cnyyamTe Ha aBTONOXHO gapsiBaHe - cnepgHaTta mHaukauuws: "CAMO 3A
ABTOTPAHCMNNAHTALUMA (FOR AUTOLOGOUS USE ONLY)";

65.1.9. ykasaHne OTHOCHO YCNoBMATa 3a CbhxpaHeHue, Hanpumep "HE 3AMPA3SBAN
(DO NOT FREEZE)";

65.1.10. (HoBa - LB, 6p. 66 ot 2012 r., B cuna ot 28.08.2012 r.) ykasaHue 3a
CbXpaHeHne Ha KOHTelrHepa nNpv noaxoasiua TemMneparypa v nofioXeHune;

65.1.11. (Hoea - B, 6p. 66 ot 2012 r., B cuna ot 28.08.2012 r.) npenopbky 3a
ycnosusitTa 3a TPaHCNOPTUPaAHETO Ha OpraHnTe, ThKaHUTe U KNeTKuTe.

66. (oon. - OB, 6p. 66 ot 2012 r., B cnna oT 28.08.2012 r.) JokymeHTaumsiTa, KOATO
npuapyxasa opraHnTe, TbkaHUTe N KNeTKuTe, cnegsa ga cbaobpxa:

66.1. (mon. - OB, 6p. 25 ot 2017 r., B cuna ot 29.04.2017 r.) yHuKaneH
NOeHTUUNKALNOHEH HOMEP Ha AOHOPA M eMHEH eBPONENCKM KO Ha TbKaHUTe U KNIEeTKUTE;

66.2. (u3m. - B, 6p. 66 ot 2012 r., B cmna oT 28.08.2012 r.) konue oT usnarta
MeuuMHCKa OOKYMEeHTauns Ha foHopa C UHGpOpMauns 1 3a XapakTepuampaHeTo Ha opraHa
1N OOHOPA;

66.3. BUO 1 KONIMYECTBO Ha M3Non3BaHuTe 3a 0bpaboTka, npepaboTka n cbxpaHeHne
BelecTBa U MeToauTe 3a ToBa;

66.4. paHHM 3a ne4yebHOTO 3aBefdeHWe W Heroeata CTPYKTypa, W3BDBPWUIN
B3eMaHeTo, obpaboTkaTa, npepaboTkarta U CbXxpaHeHNeTo (HauMeHoBaHme, agpec, TeNegoH
3a KOHTaKT 1 ap.).

67. (u3m. - 1B, 6p. 66 ot 2012 r., B cnna o1 28.08.2012 r.) BaeTute opraHun, TbkaHu
N KNEeTKM Ce TpaHCcnopTupar npu crna3BaHe Ha M3NCKBaHMATa 3a KayecTBO U 6e30MmacHoCT.
TpaHcrnopTvpaHeTo Cce u3BbplBA B CneunanHo npefHasHayeHW 3a uenta KOHTerHepw,
KOWTO ocuUrypsiBat 3arnassaHe Ha CBOWCTBATa Ha OpraHuTe, TbKaHUTe N KNeTKUTe no Bpeme
Ha TpaHCrnopTMpaHeTo 1 NpefoTBpaTaBaHe Ha Bb3MOXHOCTUTE 3a TAXHOTO 3aMbpcsiBaHe.

67.1. (HoBa - 1B, 6p. 65 ot 2007 r., mon. - OB, 6p. 66 ot 2012 r., B cuna oT
28.08.2012 r.) Korato opraHuTe, TbKaHUTe/KNeTkute ce nony4aBaTr B neyvyebHOTO
3aBefneHue, TpsbBa oa ce npuapyxasaT 0T LOKYMEHTaums, NoTBbpXAasalla, Ye yCcnosusaTa
3a TpaHCnopTUpaHe, oNakoBaHe, eTUKETMPAHETO, NOKYMeHTaumaTa 1 Npobute 0TroBapsT Ha
N3NCKBAHMATA HA TO3U CTAHLAPT M yKasaHMsaTa Ha Nnosy4aBawoTo ne4yebHo 3aBeleHue.

67.2. (HoBa - LB, 6p. 65 o1 2007 r.) OTroBopHOTO Nuue B ne4yebHOTO 3aBedeHue
TpsibBa Oa rapaHTupa, 4Ye MONyYeHUTe TbKaHM M KNEeTKU ca NOCTAaBEHW MOL KapaHTWHA,
nokaTto 6baart NpoBepeHn 3a CbOTBETCTBUE C M3NCKBAHUSATA HA TO3M CTaHOApPT, 3aelHO C
npugpyxasawara pokymeHtaums. [poBepkata Ha npuapyxaeawara [OOKyMeHTauus u
NpUeMaHeTo Ha TbKaHWUTe/KNeTknTe TpsibBa fa ce M3BDBbPLBA OT OTFOBOPHOTO AMLE UM OT
YyMbIHOMOLWEHMN OT HEro nuua.

67.3. (HoBa - [B, 6p. 65 ot 2007 r., uam. - B, 6p. 66 ot 2012 r., B cuna ot
28.08.2012 r.) Bcsiko neyebHo 3aBefeHve, NonyyaBawo OpraHu, TbkaHu 1 KneTku, Tpsibea
na uma COIl 3a npuemaHe Ha KOHTEMHEpP C OopraHyW, TbKaHW W KNEeTKWU, BKOYMTENHO
npuapyxasawmute npobu. CrtaHmapTHaTa onepaTuBHa npouenypa TpsibBa na BKO4YBA
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TEXHUYECKU W3UCKBAHUS W MeOUUMHCKU KpUTepun, KOWUTO rapaHTupat KayecTBO U
6e30nacHOCT Ha MOony4yaBaHWTE OpPraHu, TbKaHu W KNeTku. JleyebHNTe 3aBeneHus, KOUTo
nonyyaeBaT oOpraHuW, TbkaHu K knetku, Tps6ea pa wmat COIl 3a wnoeHTupuumpaHe wu
N30nMpaHe Ha KOHTENHEepU, KOUTO He OTroBapsT Ha U3NUCKBAHNATA, UK TakmBa, KOMTO He ca
KOMMNIEKTOBAHM C HeobxoamMmaTa AOKYMEHTaUUS Unv Npuapyxasawm npobu.

67.4. (Hoea - OB, 6p. 65 o1 2007 r.) [JaHHMTe OT [OKYMEHTauusita, KOSTO
npuapyxaea TbkaHUTe/kneTkute, TpsibBa pna Oboat pernctpupaHn B nevyebHOTO
3aBefeHve, KOeTO r'v Nonyyasa, U ga BKI4YBaT:

67.4.1. (HoBa - [1B, 6p. 65 ot 2007 r., uam. - 1B, 6p. 66 ot 2012 r., B cuna ot
28.08.2012 r.) n3paseHo cbrnacme/nunca Ha Hecbrnacue 3a B3eMaHe (KOeTo € NpunoXxumo),
npegHasHa4yeHMeTo Ha B3eTUTE OpraHu, TbKaHW U KNeTKW (Hanpumep 3a nevyebHwu umnu
Hay4yHW uenn nnu 1 aseTe) U cneunduyYHN UHCTPYKLUMN 3a YHUWOXaBaHe, ako opraHure,
TbKaHUTE N KNeTKUTe He ca U3Non3saHu no npenHasHaveHune;

67.4.2. (HoBa - LB, 6p. 65 ot 2007 r.) OOKyMEHTUTE, CBBHP3aHN C B3EMAHETO, U
MeauumHcKaTa 4OKYMeHTaumsa Ha OoHopa, KakTo e nocovyeHa B T. 69;

67.4.3. (HoBa - [1B, 6p. 65 o1 2007 r.) pe3yntatnte oT oM3nKanHOTO n3cnemnsaHe, ot
nabopaTopHUTE M3cCnenBaHns U Opyru n3cnenBaHus (Hanpmmep ayToncuoHeH NPOTOKON, ako
nMa TakbB);

67.4.4. (HoBa - 1B, 6p. 65 ot 2007 r.) 3a anoreHHW [OHOPW - HaALNEXHO
LOKYMEHTUPAH Npernen Ha usnocTHaTa oueHKa Ha [oHopa, cnopen kputepunte 3a noabop,
nognucaH OT OTFOBOPHOTO NULE;

67.45. (Hoea - B, 6p. 65 ot 2007 r.) B cfny4aute Ha CTBONOBM KNETKMU,
npegHasHayeHW 3a aBTOTpaHCMNNaHTauus, OOKYMeHTaums 3a pucka oT aneprum (Hanpumep
K'bM aHTNOMOTULN);

67.4.6. (HoBa - 1B, 6p. 66 ot 2012 r., B cmna ot 28.08.2012 r.) uauckeaHmsaTa 3a
eTuKeTMpaHe Ha opraHum He ce npwunarar, Korato TpPaHCNopTMPaHeTo Ce M3BbpluBa B
pamMKnTE Ha e4HO U CbLo NevYebHOo 3aBedeHme.

MeaununHecka NHgopMaumsa 1 oOKyMeHTauus Ha JOHOPW Ha OpraHu, TbKaHu N KNeTku

68. MeonumnHcka nHgOpMaums 1 4OKYMEeHTaLmMsa Ha JoHopa.

68.1. MeonumHckaTta nHgopMauus Tpsibea fa cbabpXa (KoraTto € npuaoXnMo):

68.1.1. MeouUMHCKATa OOKYMEHTaumMsa Ha OOHOopa,;

68.1.2. MeOuUNHCKN OaHHW OT UHTEPBIO, NPOBELEHO C Nnue, KOeTo Nno3Hasa LoHopa
AoOpe;

68.1.3. Me QULIMHCKW OaHHW OT MHTEpPBIO, NPOBEAEHO C NleKyBallusa nekap;

68.1.4. Me AMLNHCKM OaHHM OT UHTEPBIO, NPOBEAEHO C 0OWONPakTKyBaWms nekap;

68.1.5. ayTONCMOHEH NPOTOKON (NpWU TPYNeH OOHOP).

68.2. Korato e HeobxoanMo, MOBTOPHO Ce M3BbpWBa (OU3MKaNHO M3cnenBaHe Ha
IOHOpa, 3a ha Ce OTKPUSAT HSAKOW MNpM3Hauu, KOMTO MoraT ga 6bhart nocTaTtbyHM 3a
N3KNIOYBaHE Ha [OHOpa WAM KOMTO MoraT ga [Ano0aBAT OOMbAHUTENHW [aHHW KbM
MeOuumHcKaTa OOKYMeHTaums Ha JoHopa.
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68.3. [NbNHaTa MegMuUMHCKa OOKYMEHTaumsa Ha goHopa Tpsiba Aa 6bae pasrnenaxa,
OLeHeHa 3a CbOTBETCTBUE U 3aBepeHa OT nekap.

68.4. (HoBa - [1B, 6p. 65 ot 2007 r.) MNpn X1BN OOHOPW MEOAULMNHCKUAT Crneumanuct,
OTFOBOPEH 3a CbCTaBAHETO Ha 34paBHaTa AOKyMeHTauus, Tpsbea pna rapaHtvpa, 4e
JOHOPBT:

68.4.1. (HoBa - [1B, 6p. 65 o1 2007 r.) pa3bupa npenoctaBeHaTa My MHOPMaLNS;

68.4.2. (Hoea - 1B, 6p. 65 o1 2007 r.) Ma Bb3MOXHOCT Aa 3a4asa BbMNpocKu 1 ca My
haneHn 3a00BOSIUTENHN OTrOBOPU;

68.4.3. (Hoea - 1B, 6p. 65 ot 2007 r.) noTBBPXAABA, Ye uUsnata npenocTaBeHa
MHQOpMaLMs € BSPHA, CbrfacHO HanpaseHata oOueHka B paMkKuTe Ha Herosute
BBH3MOXHOCTW.

69. [lokyMeHTaums Ha JoHopa.

69.1. 3a BCekM OOHOP Ce U3roTBS AOKYMEHTaLmMs, KOSTO CbabpXa:

69.1.1. noeHTUMKaUNS Ha foHopa (TPUTe UMeHa, faTta Ha pax.daHe - ako Mankara u
JeTeTo ca BK/NI0YEHN B fapsaBaHETo, UMe 1 farta Ha paXaaHe Ha markarta, U ako e U3BEeCTHO
- IMEe 1 JaTa Ha paxjaHe Ha 0eTeTo);

69.1.2. Bb3pacT, Nos, MeauumuHcKa M MNcuxonornyecka OokymMeHTaums (cbbpaHaTta
nHdopmaums Tpsibea na 6bhe LocTaTbyHa, 3a Aa MO3BOMM MpuUnaraHe Ha KpUtepun 3a
N3KNoYBaHe, KbOEeTo € HeobXxoanmo);

69.1.3. peayntatnte ot oU3NKaNHOTO n3cnensaHe Ha TAN10TO;

69.1.4. cTeneH Ha xemoaunyums, KbaeTo € NPUI0XMnMO;

69.1.5. HoTapmnanHo 3aBepeHO MUCMEHO Cbrnacve Mnpu Xus OOHOP WNN OOKYMEHT,
KOWTO yaocToBepsiBa Hannymne Ha obctoatencrteata no 4n. 21 3TOTK npu TpyneH foHOP;

69.1.6. KNIMHUYHWM OaHHW, pe3ynTatun oT nabopaTopHW M3CneaBaHns u pesyntaTn ot
Opyrvn nacnenBaHns;

69.1.7. aKko e npasBeHa ayToncus, NPOTOKONBT Ce BK/YBA B AOKyMeHTaumsaTta (3a
TbKaHW U KNeTKN, KOUTO He MoraT fa 6baaTt cbxpaHsBaHM NPOABIXUTENHO BpeMe, Tpsibea
na 6bae oTpaseH npeaBapuTeneH Aoknan 0T ayToncusiTa);

69.1.8. 3a OOHOPWU Ha XEMOMOETWMYHM CTBONOBU KNeTku TpsibBa na 6bae oTpaseHa
CbBMECTMMOCTTA Ha [OHOpPa KbM peuunueHTa; npu HEepPOLHVWHCKM OapeHus, KoraTo
ne4yebHOTO 3aBefeHne, OTroBapsllo 3a B3EMAHETO, MMa OrpaHMyeH OOCTbN A0 JaHHUTE 3a
peumnueHTa, TpsbBa oa NPenoCcTaBM CbOTBETHUTE AAHHM 32 CbBMECTMMOCT Ha OOHOPA, Ha
ne4yebHOTO 3aBefeHne, KOETO We M3BBPLWN NpucaxgaHeTo.

69.2. JleuebHOTO 3aBefeHMe, M3BDBPLIBALLO B3EMAHETO, CbCTaBA 4OKNan, KOWTO ce
npenasa Ha ne4yebHOTO 3aBeaeHve 3a paboTa ¢ TbkaHu. [loknanbT cCbabpXa:

69.2.1. noeHTMpUKaumsa, MMe 1 agpec Ha nevyebHOTO 3aBeneHne, paboTewo c
TbKaHW, KOETO We nony4m TbKaHuTe/KNneTkuTe;

69.2.2. oaHHW 3a uOeHTUUKauMs Ha [oHopa (BKAKYUTENHO Kak U OT KOro €
noeHTUUUMpPaH JOHOP®T);

69.2.3. onucaHne n naeHTuukauns Ha B3eTUTE TbKaHW U KNETKU (BKJTIOYUTESTHO
npobu 3a n3cnenBaHe);

69.2.4. noeHtTndukauma Ha nuueTo, KOeTo € OTroBOPHO 3a npouenypara no
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B3eMaHeTO, BKIOYUTENHO NOAMNUC;

69.2.5. nata, 4yac (korato e NpuIoXKMMO, HA4yano N Kpam) n MACTO Ha B3EMAHETO U
npouenypata (COIl), koATO € ua3non3saHa, BKAYUTENHO BCUYKM WHUWOEHTU, ako uma
TakmBa, YCNOBUS Ha OKOMHATa cpefa B MACTOTO Ha B3eMaHe (ONUcaHue Ha MOMELEHNNTa,
parioHa, KbLAETO € U3BBPLIEHO B3EMAHETO);

69.2.6. 32 TPYMHW OOHOPW YCNOBUSATA, NPU KOUTO € CbXpaHsaBaH TpynbT: oxnaxaaH
(MK He), BPEME Ha HA4YanoTo M Kpas Ha OXnaXaaHeTo;

69.2.7. MOEHTUPUKALMOHHN OAaHHW Ha peareHTuTe N pasTBopuTe, U3MON3BaHN Mpu
TpaHcnopTa.

69.3. [loknaabT no T. 69.2 TpsibBa ga cbAbpXa fata M 4yac Ha CMbpTTa, Korato e
NPUIOXUMO, KakTo 1 gataTta u yaca Ha B3eMaHeTo.

69.4. Bcuuky oaHHM TpsibBa fa ce CbCTABAT SCHO M YET/IMBO M Oa Ce 3aWuTSAT OT
N3BbPLBAHE HA NPOMEHN OT NMUa, HA KOUTO He ca NpefocTaBeHU Takuea npasa. [daHHuTte
ce cbxpaHsasat n npegoctasat cbrnacHo 3TOTK n 3akoHa 3a 3awmuTa Ha NIMYHUTE OaHHMW.

69.5. [lokyMeHTauMs Ha [oHOpa Ce CbxpaHseBa Hai-manko 30 roguHu cC ornep
ocurypsisaHe Ha nbfHa NPOCNeanUMOCT.

OpraHun, TbKaHW U KNeTKU C XWUBOTUHCKN MPOM3X0L 3a npucaxpnaHe B YOBELWKUS
opraHn3bm

70. BsemaHe Ha opraHu, TbKaHu M KNEeTKM C XUBOTMHCKM NPOM3XOL MOXEe Oa ce
n3BbpwBa OT neyebHn 3aBedeHus, KOMTO OTroeapsAT Ha wmanckeanuata no 3TOTK npwu
cnassaHe Ha Hapepba Ne° 15 ot 2004 r. 3a ycnosumsita M pefa 3a M3MON3BaHe Ha
XMVBOTUHCKW OpraHu, ThKaHu 1 KneTkn 3a TpaHcnnantaums (OB, 6p. 39 ot 2004 r.).

71. NeuvebHuTe 3aBefeHns TpsbBa AOa pasnonarat C [OencTBalM CTaHOApPTHU
onepatvBHU Npouenypwn, yTBbPOEHN OT U3NBAHUTENHUS AUPEKTop Ha M3nbnHuTenHarta
areHuMs no TpaHcnnaHTauus, KoUTo noApobHO onucBaT BCUYKU OEWHOCTW, CBBP3aHU C
B3eMaHeTo, ekcneptmsarta, obpaboTkaTa, npepaboTkarta M CbXpaHEHMEeTO Ha opraHuTe,
TbKaHUTE N KNETKNTE C XMBOTUHCKM NPON3XOL.

72. B3eMaHeTO Ha opraHn, TbkKaHu U KNEeTKU MOXE Oa CEe U3BBPLWBA OT XUBOTHMU,
KOMTO ca OTrNeXAaHW Mpu CTPUKTHO KOHTPONMPAH PEXWUM U MNP KOUTO Ca U3BBHPLIEHM
BCMYKM HEOOXOAUMUN BETEPUHAPHOMEAMLMHCKW NPErNean 1 n3cnenBaHns 3a uskysaHe Ha
3abonaBaHus.

73. JleuebHnTe 3aBeneHMsl, KOUTO EKCNiaHTUpaT opraHu, TbKaHu WU KNeTkKu OT
XVBOTHW, B3eMaT U CbXpaHsBaT npobu OT KPbB U YACTU OT TbKaHM OT BCAKO XMBOTHO.
Mpobute ce cbxpaHsBaT He NO-Manko OT TPW FOAUHM Crea fataTta Ha B3eMaHeTo W cnyxart
3a NpoBeXAaHe Ha AOMbHUTENHN N3CNeaBaHMS.

74. EkcnepTunsarta, obpaboTtkarta, npepaboTkarta U CbXPaHEHNETO Ha XMBOTUHCKUTE
OpraHu, TbKaHW N KNeTkn ce M3Bbpwsat Npu cnasBaHe Ha yTBbPAEHM METOAUKM, KOUTO
rapaHTupaT TSXHOTO Ka4yecTBO 1 6e30MacHOCT 1 He0BX0AMMMS NEeprOoL 3a CbXPaHEHME.

75. [lakeTmpaHeTo M eTUKeTMPAaHEeTO Ha B3ETUTE XWUBOTMHCKW OpraHu, TbKaHu U
KNeTkn ce n3BbpwBsaT Npu cnasBaHe Ha HOPMUTE 3a acenTuka, aHTucenTnka n 6e3onacHocT,
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KaTo ce cbbnoaaBaT N3NCKBaHUSATa 3a MASHTUPULNPAHETO 1 NPOCNEAsSBAHETO UM.

76. ETkeTbT Ha B3eTUTE XMBOTMHCKM OpraHu, TbKaHu K Knetku TpsibBa na
cbaobpxa:

76.1. N bAHN NOEHTUPUKALUNOHHN OAaHHW Ha XNBOTHOTO;

76.2. MACTO Ha B3eMaHeTo;

76.3. maTta 1 yac Ha B3EMaHerTo,;

76.4. TOYHO HAUMEHOBAaHWEe Ha OpraHnTe, TbKaHUTEe UMK KNEeTKUTE;

76.5. CpOK Ha rogHoOCT (ako € NPUNOXKMMO).

77. [lokyMeHTaumaTa, KoaTo npuapyxasa opraHute, TbkaHute N Knetkute, cnensa
Ja cbobpxa:

77.1. NbNHN NOEHTUPUKALUNOHHN OAHHN HA XWNBOTHOTO;

77.2. onycaHne Ha peXxuma 1 MACTOTO Ha oTrnexaaHe,

77.3. KOnuve OT usnara BeTepmHapHoOMeaMUMHCKa OOKYMEHTaUNs Ha XUBOTHOTO;

77.4. BUO N KONMYECTBO Ha MU3non3saHuTe 3a obpaboTka, npepaboTka N cbXxpaHeHne
BellecTsa U MeToau;

77.5. paHHM 3a ne4yebHOTO 3aBefeHWe W HeroBata CTPYKTypa, W3BDbPWNIN
B3eMaHeTo, obpaboTkara, npepaboTkarta n cbxpaHeHneTo (HauMeHoBaHue, agpec, TeNegoH
3a KOHTaKkTu 1 gp.).

78. B3eTute XWBOTUHCKW OpraHn, TbkaHW W KNEeTKW ce TpaHcrnopTupar npu
crnasBaHe Ha U3nckBaHMATa 3a ka4yecTBo 1 6e30nacHocCT.

79. B cpok 0o 7 OHW cnen B3EMAHETO Ha XWMBOTUHCKW OpraHu, TbKaHu KU KNETKMW,
npefHasHaYeHn 3a TpaHcnnaHTauMs B YOBEWKW opraHu3bMm, ne4ebHOTO 3aBedeHue,
M3BDBPWNNO B3EeMaHeTo, 3aAdb/XUTeNHo yeedomsaea WManbnHutenHara areHumss no
TpaHCcnnaHTauus u npegocTaBs Konme oT OOKyMeHTaumatano 1. 77.
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