ornsaau

YIIK: 616.155.392-089.843:611.018.46]:330.34(477)+615.361
doi:10.22494/cot.v6i1.80

AHani3 MDKHapOTHUX

Ta HAlIIOHAIbHUX HOPM IPAaBOBOI
pernmamMeHTanii y cpepi TpaHCIIaHTALIiT
TKAaHWH 1 KTITUH Ta MOXK/IMBOCTI
IMOKpallleHHA HOPMAaTUBHO-IIPABOBOTr0

3a0e3nmevYeHHs TPAHCIUIAHTAIII]

I'EMOIIOCTNYHUX CTOB6YPOBI/IX KJIITHH

B YKpaiHi

Xomenko B. L.

Kuiscokutl yenmp mpancnnanmauyii kicmxosozo mosky, Kuis, Yxpaina

e-mail: vikhom@i.ua

BaHHA TpaHcnnaHTayii ctoB6ypoBuX KiitnH

N

Y cTarTi npoBefeHO aHania cy4acHnx MKHapogHNX Ta HaLioHalbHUX HOPM MPaBOBOI pernameHTalii B rasnysi TpaHCAaHTalii TKAHWH i KIiTUH.
JeranbHo po3rnsiHyTo Ta NOPIBHAHO 0CO6MBOCTI HOPMATUBHO-NPABOBOI0 PEry/toBaHHSA TPAHCNNAHTALI reMOonoeTnYHNX CTOBOYPOBUX KIITUH
(TFCK) B kpaiHax €sponevicbkoro Cow3y, CLLIA, KaHaai, ABcTpanii, a Takox B YkpaiHi. YBara 30cepespxeHa Ha aHaniai 3araibHux NpUHUNMIB
PErynoBaHHs Ta NPaKTUYHNX aCMeKTax, MoB A3aHNX 3 rapMOHI3aLjier0 3aKOHOAABCTBA, CTAHAAPTIB | NPAKTUYHNX KEPIBHULTB PI3HNX KPaiH B ra-
n1y3i TTCK 3 icHyo4nmu yHighiKoBaHUMU MDKHAPOZHUMY CTAHAAPTaMu, SKi MaroTb MOErLINTY MIKAEPXKABHWI 00MIH SKICHUMY | 663MeYHUMU
TPaHcnnaHTaTamMm reMonoeTUYHuX cTOBOYPOBUX KIITUH, & TAKOX NOKPALUUTY JOCTYNHICTb UbOro METOAY JiKyBaHHS B YkpaiHi Ta cBiTi. lloka-
3aHO MPo6sIeMy Ta HEZOMIKN BITINIHAHOMO 3aKOHOAABCTBA LLOJ0 HOPMATUBHO-NPABOBOIo 3abesneyeHHs y cgpepi TICK. HagaHo npono3nyii
L1010 YBOCKOHANEHHS Ta NOKPALLYEHHS JIEBOCTI HOPMATUBHO-NPABOBOI 6a3n B rany3i TICK B Ykpaiti.

KJIHOY0BI CJIOBA: remonoetnyHi cToBOYPOBI KIITUHM; TPDAHCMNAHTALS FeMOMOETUYHUX CTOBOYDOBUX KITITUH; HOPMATUBHO-NPABOBE PEry/ito-

y

CbOrogHi y CBiTi TpaHCMNaHTaLi PO3BMBAETLCA 32 TPbOMA HANPAMKa-
MU — TPAHCMNAHTALA OPraHiB, TKAHWH i KNiTUH. [10 OCTaHHLOrO BapiaHTy
HaNeXuTb, 30KPeMa, TPAHCMNAHTALIA reMONOETUYHUX CTOBOYPOBMX/MPO-
reHiTopHux knitun (TFCK). BuiieHaBefeHi HaNpAMKM MaioTb SK 3aranbHi
pucw, TaK i CBOT NPUHLMNOBI 0COBNMBOCTI MEANYHOIO, iIHPPACTPYKTYPHOTO,
OpraHi3auiiHoro Ta HOpMaTMBHO-NPABOBOr0 XapakTepy. HuHi icHye notpe-
6a y NPOBELEHHI KOMMEKCHOT0 aHanisy HopMaTuBHO-NPaBOBMX NPOGIEM,
IKi MOXYTb BNIMBATW HA PO3BUTOK cuctemu TICK B YkpaiHi. JocnimkeHHs
MiDKHApOAHUX i nepesoBMX HaLiOHaNbHUX HOPM NPaBOBOi pernameHTaLii
B ranysi TTCK moxe fonoMorTv y Bu60pi ONTUManbHUX pilleHb npu pos-
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po6ui BigMNOBIgHMX HOPMATWBHO-NPABOBMX AOKYMEHTIB B Halliil KpaiHi.
[MpoBigHi NO3nLii B po3po6Li i BIPOBAMKEHHI TakuUX LOKYMEHTIB Hanexarb
KpaiHam €sponericbkoro Cotody (EC), CLUA, Kanagi, ABcTpanii Ta iHWuM.

AKTyanbHUM € NPOBEAEHHS MOPIBHANLHOMO aHanidy MiXXHapoAHMX Ta
HaLiOHANbHIX HOPMATMBHO-NPaBOBMX aKTiB y cpepi TTCK Ans BU3Ha4eHHst
CNINbHUX PUC Ta BiAMIHHOCTE 3 BiAMNOBIAHUMM HOPMATUBHO-NPABOBUMM
AOKyMeHTamu B YKpaiHi, Lo [JO3BONNTL BUSBUTW HEAOMIKM Ta HafaTh npo-
no3unuji OO0 NOAANbLIOIO YA0CKOHANIEHHA Ta Ai€BOCTI HOPMATUBHO-Mpa-
BOBOI 6231 YkpaiHu y cchepi TTCK 3 ypaxyBaHHAM NONOXEHb MDKHAPOAHMX
Ta NepefoBuMX HaLioHaNbHUX HOPMATUBHO-NPABOBUX JOKYMEHTIB.



AHANI3 MDKHAPOOHUX TA HALIOHANbHUX HOPM MPABOBOI
PETNTAMEHTALIT Y COEPI TPAHCMNAHTALN TKAHWH | KNITUH,
BKNHOYAHYN TICK

Y cy4yacHOMYy CBIiTi TpaHCNNaHTaLis OpraHis, TKAHUH i KNITUH 6asy-
€TbCA HA PAdi 3arafibHUX NPUHLMNIB, AKi MOXHA BBAXATKW r106anbHAMM
cTaHpaptamu. BeecBiTHA opradisauis oxopoHu 3gopos’s (BOO3) € ke-
PiBHUM | KOOPAMHYIOYNM OPraHOM B rasy3i OXOPOHW 340POB’S B paMKax
cuctemmn 06’egHanmx Hauiid. Y 1991 poui pesontouieto WHA44.25 Bce-
CBiTHbOI acambrnei OXOPOHW 3L0POB’A BYN0 ynepLue NPUAHATO KepiBHi
npuHumnu (KM) BOO3 no TpaHcnnaHTauii NoAcbKux opraHis. Lied foky-
MEHT BK/t04aB [eB’ATb NonoxeHs [1].

BuieHaBeigHi NpuHUMNW nepernaaanncs i 4ONOBHIOBANMCA MO Mipi
3MiH, fKi BigbyBanucs B ranysi TpaHcnnauTtauii. BOO3 3BepHyna oco-
6MBY yBary Ha TPaHCMNAHTaLil0 JIIOACLKUX KNITUH i TKAHWH B NpPOLECi
0HOBNeHHA KI1. HopmaTueHi BUMOrW [0 TPAHCNAHTaLi TIOACBKMUX KNITUH
i TKQHWH LIMPOKO 06rOBOPIOBANMCH HA JBOX MMO6ANLHUX KOHCYNbTALifX,
nposeaeHux nig erigoto BOO3 B 2004 i 2006 pokax [2-4].

B ocTaHHiii pepakuii «KepiHi npuHuunu BOO3 no TpaHcnnaHTauii
NACHKUX KITITUH, TKAHWH Ta OpraHis» 6ynu 3ateepixeHi 21 TpasHa 2010
POKy Ha 63-i1 cecii BcecBiTHbOI acambnei 0XOpOHM 340POB’ PE30HOLLI0
WHA63.22. Lleit noOKyMeHT BKNo4ae oauHaauate KI, aki aBnstoTh co-
6010 ynopsiAKOBaHy, CMCTEMATM30BaHY CTPYKTYPHY OCHOBY [Nl CTBOPEH-
HAl MEXaHi3MiB OTPUMaHHS, PO3NOAINY Ta TPaHCNNAHTALi KNiTUH, TKAHWH
i OpraiB MoAUHN 3 NiKyBanbHOW METOK Ta 3 JOTPUMAHHAM ETUYHNX
npuHuMnie. Lli npuHUMNN He PO3MOBCIOMKYIOTLCA HA TpaHCNIaHTaLilo
emM6pioHanbHuUX a0 CTaTeBUX KNITUH, TKAHWH 3 PENPOAYKTUBHOIO METOHO,
a TaKoXX Ha KpOB Ta ii KOMNOHEHTW, AIKi NPU3Ha4YeHi Ans nepennBaHHa [5,
6]. KIN cnpasunu BenunKuii BNaue Ha hoOpMyBaHHA MiXXHAPOLHOI NPaBoBOi
6a3n B ranysi JOHOPCTBA i TPAHCMMAHTALi KNITUH, TKAHWH Ta OpraHis, a
TaKOX NArNW B 0CHOBY 3aKOHOAABCTBA KpaiH-4neHis BOO3.

3rigHo 3 KM Ne 1, KNiTWHK, TKaHWHW i opraHu (KTO) MoXyTb 6yTu
BUITYHeHi 3 Tin nomepnux, KO 0TPMMaHO 3rogy y opmi, sika Bumara-
€TbCA 3riHO 3 3aKOHOM, Ta HEMae MiJCcTaB BBAXATH, L0 NOMep/a 0coba
3anepeyysana LLoS0 Takoro BUny4YeHHs [5].

VY signosigHocTi 3 KIM Ne 2 nikapi, siKi 3acBifuytoTb hakT cmMepTi no-
TEHUINHOrO0 JOHOPA, He MOBUHHI 6PaTh y4acTb Y BUNY4YeHHi Y Hboro KTO
a60 6paTn y4acTb y HACTYNHUX Nepecaakax. BoHM TaKoX He NOBUHHI 6yTK
NiKYYUMU NiKapsMM NOTEHLiIAHNX peumnnieHTiB [5].

KIM Ne 3 cToCcyeTbCA NPUXMTTEBOrO AOHOPCTBA, 2 CAME — MOXJIMBOC-
Ti BunyyeHHs KTO y NOBHOMITHIX Ta Aie3naTHMX 0Ci6, SIKi 3HaxoasaTbea y
reHeTUYHOMY, NPaBOBOMY ab0 eMOLiAHOMY 3B’I3KY 3i CBOIM peLmnieH-
TOM. O60B’A3KOBOK YMOBOIO MPWXUTTEBOrO AOHOPCTBA € A0OPOBiNbHA
iH(hopMOBaHa 3roja Aie3faTHoro [oHopa, fka oTpumaHa 6e3 Tucky aéo
npumycy, 3a yMOBW BUYEPMHO i B 3p03yminiit hopmi NpoiHhopMOBaHOT
0c0o6M W00 MOXIMBUX PU3NKIB, 3a6€3MNEYEHHS CYMMIHHOMO BMKOPUC-
TaHHA KpUTepiiB Big60OPY, HANEXHOro NPogecinHoro Aornaay Ta Hactyn-
HOrO (MiCns BUIY4eHHs) CrOCTepexXeHHs [5].

KM Ne 4 pekomeHaye 3260pOHUTYM BUNYYeHHs KTO y )XMBUX HEMNOBHO-
NiTHIX 260 Heaie3[aTHUX AOHOPIB, 3a AEAKUMM BUHATKAMU, SIKi JO3BOSEHi
B PaMKax HaLlioHaNbHOro 3akOHOAABCTBA. KOMEHTap [0 BULLEHABEAEHOT0
NPUHLMMNY NOSACHIOE, LU0 OCHOBHI BUHATKN MOXYTb 6YTW 3p06MeHi Ang Ci-
MeHOro [JOHOPCTBA PEreHepyUNX KNiTUH (KOMKW BiACYTHI MOBHOMITHIN
LOHOP, AKWA NigX0AUTb B MEAWYHOMY MnaHi) Ta nepecajky HUPOK Bif
OLHOANLEBNUX BJIU3HIOKIB (BiACYTHA HEOOXiAHICTb B iIMYHOCYNpPECUBHIN
Tepanii y peuuniexta) [5].

KM Ne 5 pekomeHaye 3a60poHuTH Kynisnio Ta npogax KTO. ix Ha-
[AHHSA MOXXNUBE NuLLe Ha 6e30N1aTHi 0CHOBI, 63 6yAb-AKOT rPOLLIOBOI
BUNNaTK abo iHLWOi BMHAropoau y rpoLloBOMY BUpaXeHHi. Heobxin-
HO 3a60poHMTK KyniBno ab6o npono3uuito woao Kynisni KTO, a6o ix
NpoLaX XXMBUM JOHOPOM, a60 HANOGNMXYMMMU POAMNYAMM NOMEPSIOro.
Pasom 3 TUM Leli NPUHLMN HE BMKMIOYAE BifLWKOLYBAHHA PO3YMHUX
i TaKUX, W10 NiAAAKTHCA KOHTPOM BUTPAT, NOHECEHUX JOHOPOM, BKNHO-
4ao4u BTpaTy JOX0AY, a60 onnarty BUAATKIB, AKi NOB’A3aHi 3 4OMMALOM,
06po6Kot0, 36epiraHHAM Ta nepefayero NOACLKUX TpAHCNIAHTATIB Ans
nepecagku [5].
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KM Ne 6 pekomeHaye cnpusTv 6e30nnaTHOMY LOHOPCTBY Yepes3 Bu-
KOPWUCTaHHA peknami abo 3BepPHEHHs 40 rpomagcbkocTi. Lli 3axoan mo-
XYTb 34iICHIOBATICH Y BiANOBIAHOCTI 3 HOPMaMK i NpaBunamu, AKi LilTb
y NEeBHiN KpaiHi. Ane cnig 3a60poHNTI peknamy Loao notpedéu B KTO a6o
iX HassBHOCTi 3 METOI NMPONO3unLii oniatk, abo 3 METOK MOLLYKY KOLUTIB
ans onnatu ocobam 3a ix KTO, a6o Haiibnmwk4um pofnyam (y Bunagky
nomepnoro [oHopa). TakoX cnif 3a60pOHUTM NOCEPEeaHULTBO 3i 3Mill-
CHEHHsi BUNMAT TakUm 0co6am abo TpeTiit CTOPOHI [5].

KM Ne 7 pekomeHZyE NikapsAM Ta iHLWKUM NPOdeciitHUM npaLiBHUKam
CUCTEMM OXOPOHM 3[0POB’A He 6paTi y4acTb B npoLiefypax TpaHcnnaH-
Tauii, a MeAUYHMM CTPAXOBMKAM Ta iHLIMM MOXNUBUM MaTHUKaMm no-
KpMBATW BUAATKM, NOB’A3aHi 3 HELO, ¥ BUNALKAX KOMW TPAHCNAHTaTU AN
nepecagku 6ynu 0TpUMaHi B pesynsTati He06POCOBICHOTO BUKOPUCTAH-
HS1 260 NpuMycy, 260 ONNaTh NOCNYT XWUBOro AOHOPA, a60 HANBNNKYOr0
pOAMY4a NOMepNoro AoHopa [5].

KM Ne 8 pekomeHfye, LU0 YCiM MeLMYHUM 3aKnadam Ta cnewjanictam,
NoB’A3aHUM 3 NpoLielypamm NnocTaBKy i TpaHCnnaHTawii, cnig 3a60poHu-
TV OTPUMYBATU BYAb-AKY ONNATy, IKa NepeBuLLYe 06rpyHTOBaHNIA PO3MIp
BWHArOpOAM 3a HafaHi nocnyru [5].

KM Ne 9 pekomeHgye npu po3nogini KTO kepyatucs KniHiYHAMMN
KpUTEpPIAMN Ta €TUYHUMU HOPMaMK, a He MipKyBaHHAMM (DIHAHCOBOO
260 6yab-AKOro iHWOro xapaktepy. Mpasuna po3noginy, ski BCTaHOBNEHi
HanNeXHWM YMHOM CHOPMOBAHUMI KOMITETaMMU, NOBUHHI BYyTU CripaBej-
NNBUMU, BUNPABAAHUMI 3 TOUKW 30pY 30BHILLHIX YMOB i npo3opumu [5].

KM No 10 pekomeHAye 3acTOCOBYBaTW BUCOKOSKICHI, 6e3neyHi
Ta e(PeKTUBHI Npoueaypu, AKi MalOTb HaNBAXIIMBILLE 3HAYEHHA AK ANns
[IOHOPIB, TaK i AN PeumnieHTiB. K No BiAHOLUEHHIO [0 XXMBOMO [OHOPA,
TaK i NS peumniexTa chifl NPOBOAMTY OLHKY BiaaaneHnx Hacniakie suny-
yeHHs KTO Ta ix TpaHcnnaHTauii s Toro, Wo6 JOKYMEHTYBATU KOPUCTb
i Wwkopny. Cnig nigTpumyBaTy Ta ONTUMI3YBATW HA NOCTIlAHil OCHOBI PiBEHb
6e3neku, eqheKTUBHICTb i AKiCTb NtoAcbKNUX KTO ans TpaHcnnaHTauii, ska
€ MeIMYHOI0 NPOAYKLIE HACTINbKKU BUHATKOBOrO xapaktepy. [Ans Ubo-
ro CfiJ 3acTtocoByBaTW CUCTEMM 3a6€3MeYeHHN AKOCTi, BKITHOYA0YM TaKi
aCneKTy, K BiICTEXEHHSA Ta NUbHICTb, 3 NOBIJOMIIEHHAM NPO Hebnaro-
MonyYHi noAii abo peakuii K LLOA0 NOACLKOro matepiany, AKuii BUKO-
PUCTOBYETLCA B KPaiHi, TaK i LWOJO eKCNOPTOBaHOI NpoAyKuii [5].

KM Ne 11 pekomeHaye, L0 OpraHisauis Ta 34iliCHEHHS 3aX0fis,
MOB’A3aHNX 3 JOHOPCTBOM i TPAHCNNAHTALiE, TaK CaMO AK i KMiHi4Hi
pe3ynbTaTit, NOBMHHI 6YTV NPO30PUMU Ta BiAKPUTUMU NS YBAXKHOTO BU-
BYEHHSA npu 3a6e3neyeHHi 0COBMCTOI aHOHIMHOCTI i KOHDIAEHUIAHOCTI
[0HOPIB Ta peumnienTis [5].

KopoTKo CyTb BuULLiEHABEAEHUX KepiBHMX npuHuunie BOO3 moxHa
ChopMynoBaTU HACTYNHUM YMHOM: 1) 3rofa momepnoi 0cobu Ha fo-
HOPCTBO; 2) BiACYTHICTb KOH(DMIKTY iHTEPECiB MpW BU3HA4YEHHI CMepTi
[0HOPa; 3) 3rofa XmMBOi 0CO6M HA JOHOPCTBO; 4) 3aXUCT HEMOBHOMITHIX
i HediesgaTHUX 0Ci6; 5) 3a60poHa NPoAaXy abo KyniBni TPAHCNNAHTATIB;
6) nponaranza 6e30nnaTHoOro JOHOPCTBA, 3a60poHa peknamu i nocepea-
HULTBA Ans KyniBni-npojaxy TPaHCNNaHTatis; 7) 3a60poHa y4acTi y He-
[06POCOBICHUX nepecagkax; 8) 06rpyHTOBAHICTb NPOMECIAHUX nocayr
Ta BuHaropoaw; 9) npasuna posnoginy; 10) akictb, 6e3neka, eqekTns-
HiCTb npoLenyp Ta TpaHcnnadTadii; 11) npo3opicTb i KOHMILEHLiAHICTD.

KM BOO3 Ne 1 i Ne 2 He matoTb 6e3nocepeHboro cTocyHky o TICK,
OCKIiNbKW al0Th pPeKoMeHAallii LioA0 OCHOBHMX YMOB BMnyveHHs KTO
y nomepnux oci6. IHwi KIM nos’a3axi 3 TTCK, ocKinbku ix MOXHa 3acT0-
cysati 1o npwxutTesoro goHopctea. KM BOO3 Ne 8 nocuntoe KIM Ne 5
i Ne 7, 3260pOHA04N BUITYHEHHSA Ta 3acTOCYBaHHA KTO 3 METOK HaXuBW.

[yxe BAanUMU MKHapOLHUMU JOKYMEHTaMW B ranysi TpaHcnnaH-
Tauii € ctaHgapTu, gki 6ynun po3pobnexi B pamkax Pagu €sponun (PE).
Lle KoHBeHLis Npo 3ax1cT npas i FifgHOCTI NHOANHK W00 3aCTOCYBAHHS
6ionorii Ta MeanunHL: KOHBEHLS Npo Npasa NANHM Ta 6iOMeANLIMHY Bif
4 kBiTHA 1997 poky (KoHseHuis) [7] Ta Jonartkosuii npoTokon Ao KoH-
BEHL,i Npo NpaBa NANHN Ta 6ioMeMLUHY W00 TPAHCNNAHTaLli opraHis
i TKAHUH nanHK Big 24 ciyHs 2002 poky (Lopatkosuii npotokon) [8].
MpaBoBi HOpMU «KOHBEHLi» IPYHTYIOTLCA HA 3aranbHii feknapadii npas
noauHn O0H Ta KoHBeHLji npo 3axucT npae NHOANHN | 0CHOBOMONOXHIX
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cBo6oa PE, patudikosaHoi YkpaiHoto B 1997 poui, a TakKoX iHLWMX HOP-
MaTuBHUX akTax [9-11].

Po3rnaHemo ocHosHi nonoxeHHs KIM BOO3J, ski MoxHa 3acTocyBa-
™ o TICK, Bigo6paxeHi B BULLEHaBeAEHUX AOKYMeHTax Paau €sponu
Ta iHWKUX HOPMATMBHO-NPaBOBUX akTax. AHanoriyni 3 KIM BOO3 Ne 3 Bu-
MOTU LLOJI0 NOBHONITHIX Aie3daTHNX 0Ci6 HaBefeHi y rmasi VI «BuganeHHs
OpraHiB i TKaHWH Yy XWBWX AOHOPIB ANA Linen TpaHcnnaHTauii» KoHseHuji
Ta masi lll «BuganeHHs oprais i TKaHWH Y XuBOi 0co6u» [JoAaTKOBOro
npotokony. Lle ct. 19 «3aranbHe npasuno» KoHBeHLji Ta ¢T. 9 — «3aranbHi
npasuna», ¢T. 10 «MoTeHUjiiHi JOHOpWM opraHi», ¢T. 11 «OuiHka pu3nky
Ans aoHopa», cT. 12 «lHdopmauis gnsa goHopa», cT. 13 «3rofa *uBoro
[O0HOpa», CT. 15 «Buny4eHHs KNiTUH Y XMBOr0 JOHOPA» Ta CT. 7 «HacTynHe
mMeanyHe 06¢nyroByBaHHs» [JoAaTkoBOro npotokony [5, 7, 8].

B 3aranbHuX npaBunax HarofoLYeTbCA, WO BUYYEHHSt OpraHiB
i TKAHWH Y XNBOT 0CO6U MOXKe 6YTW 3LINCHEHO NULLE 3 METO0 NiKyBaH-
HA peuunieHTa i 3a yMOBW BiiCYTHOCTI HEO6XiAHOr0 opraHa abo TKaHWHW
nomepsioi 0CO6M Ta iHLLOMO anbTepHATUBHOMO METOAY JliKyBaHHSA NOpiB-
HAHHOI eCDeKTUBHOCTI. bylb-ske BTPY4aHHA y CAoepy 3[0POB’'A MOXe
3[iNCHIOBATUCA TiNlbKK Nicns f06pOBiNbHOI Ta CBIOMOI 3rofin Ha HbOIO
BiZANOBIAHOI 0COOM, fiKa MOBMHHA HAABATUCA YiTKO Ta KOHKPETHO abo y
nUcbMOBIN hopmi, a6o y BignosigHOMY odpiLiiHoMy oprani. Takiit oco-
6i 3a3fanerifb HafaeTbCA BiANOBIAHA iHpOPMALif NPo MeTY i XxapakTep
BTPYYaHHS, a TaKOX Npo MOro Hacnigku Ta puamku. BignosigHa ocoba y
Oyab-aKNiA 4ac MoxKe 6e3nepeLKoAHO BiAKNNKATK CBOK 3rody. Lle cTo-
CYETbCA AK JOHOpa, TaK i peunnienta. CT1. 13 [logatkoBOro npoTokony
nepenbayae npu JOTPMMaHHI nonoxeHb cT. 14 i 15, aki 6yayTb HaBefeHi
HUKYeE, L0 OpraH abo TKaHWHA MOXXYTb BYTW BUAANEHI Y )XMBOIO JOHOPa
nnwe nicng TOro, AK BiANoBigHA 0co6a HafacTb BifbHY, iHPOPMOBaHY
i KOHKPETHY 3rody Ha Le y nucbMoBiil (hopmi a60 OiLiiitHOMY OpraHy.
BignosisgHa ocob6a Moxe y 6yab-aKUA MOMEHT Bifiknukatu arogy [7, 8].

CT. 20 «3axucT 0oci6b, AKi HeCNPOMOXXHI AaTL 3rofly Ha BUAANIEHHS Op-
raHy» KoHBeHLUii Ta cT. 14 «3axuct ocib, ki HeCMPOMOXHI AaTi 3rofy Ha
BUJANEHHA OpraHy abo TKaHWHW» [104aTKOBOro NPOTOKOIY 3260POHAIOTH
BUYYEHHS TPAHCNNAHTATIB Y HEMOBHONITHIX Ta HeAie34aTHUX 0Ci6, Kpim
BUHATKOBWX BUNaaKiB. Ha BiaMiHy Bif komeHTaps go KM BOO3 Ne 4, ui
J0KymMeHTV Pagmn €sponu nepeabayaroTb NULLE OAWNH BUHSTOK — AN1S BU-
NYYEHHA pereHepaTMBHNX TKAHWUH. 30Kpema, NyHKT 2 ¢T. 14 [loaaTkoBoro
npoTOKONY Nepefdayac MOXMUBICTb BUYYEHHS pereHepaTuBHUX TKaHWH
y Takmx 0Ci6 3a YMOBW LOTPUMAHHSA HACTYMHWUX BUMOT: i) He iCHye Cy-
MiCHOr0 [JOHOPA, CNPOMOXXHOr0 AaTu 3rofy; ii) peuunieHT € 6patom a6o
CeCcTPOI0 AA0HOPA; iii) NOXepTBa OpPraHy € XWUTTEBO HEOOXIAHOW Ans pe-
uMnieHTa; iv) cneuianbHUi Jo3BiN 1oro abo ioro npeacTaBHWUKA, BRaau,
0co6u abo opraHy, nepefbayeHnx 3aKOHOLABCTBOM, fKi HaflaHO B MUCb-
MOBIl (DOPMi Ta 3aBiPEHO KOMMETEHTHUM OPraHoM; V) BifnoBigHUA No-
TEHUiIRHWA JOHOP He 3anepeyye [5, 7, 8].

3rigHo 3i cT. 15 [loAaTKOBOro NPOTOKONY «BUAayYeHHS KNITUH Y XN-
BOr0 JOHOpPa», 3aKOHOAABCTBOM MOXXe 6YTU nepefbayeHo, LU0 MOMOXEH-
HA NiANYHKTIB (i) Ta (i) NyHKTY 2 CT. 14 He 3aCTOCOBYIOTHCA [0 KNITUH
B Till Mipi, SIK Lie BKa3aHO BULLE, SKLLO iX BUAYYEHHS nepepbdayae nuuie
MiHIManbHWI pU3NK Ta MiHIMaNbHY TSXKICTb ANns foHopa [8].

Mopi6Hi 3 KM BOO3 Ne 5-8 monoxeHHs micTuTb CT. 21 KOHBEH-
Ui «3a60poHa OTPMMAHHS (DIHAHCOBOI BUTOAM», A TAKOX OJHOAMEHHA
ct. 21 [loaatkoBoro npoToKony Ta CT. 22 «3a60pOHa TOPriBAi OpraHamu
i TKAHMHamK». BuileskasaHi 3a60poHK, 3rifHo 3 nyHkTom 1 ¢T. 21 Jopat-
KOBOr0 NPOTOKOMY, He NEPEeLUKOMKAOTh Niatexam, sKi He YTBOPIHOTh
(hiHaHcoBY BMrody ab0 MOPIBHSHI 3 HEl0 nepesari, 30Kpema: KOMMeH-
cauisi BTpar 3apo6iTKy Ta iHWKUX 3aKOHHUX BUTPAT XXMBMX AOHOPIB, AKi
BUKITMKAHI BUTy4EHHAM a60 NOB’A3aHi 3 MEANYHUMUN 06CTEXXEHHAMM; BU-
nnata 3akoHHUX 360piB 3a 3aKOHHI Men4Hi a60 NOB’A3aHi 3 HUMI TEXHIY-
Hi NOCNYrn, AKi HAZAKTLCA Y 3B'A3KY 3 TPAHCMAHTALIED; KOMNEHcaLlis
y BUNagKy HenepenbadyBaHoi WKOAU, OTPUMAHOI B Pe3ynbTati BUNYYeHHs
OpraHiB abo TKaHWH Y XuBoi ocobwm [5, 7, 8].

Ananoriyni 3 KM BOO3 Ne 6 nonoxeHHs icHyloTb y ¢T. 19 «3aoxo-
YEHHS A0 MOXEPTBYBaHHs» Ta CT. 21 «3a60pOHA OTPUMAHHSA (PiHAHCO-
BOi BUroan» [1oAaTkoBOro npoToKony. 3rigHo 3 NyHKTOM 2 CT. 21 Uboro
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NPOTOKOJ1Y, Oro/0LEHHs NPO HeOOXiAHICTb 260 AOCTYNMHICTb OpraHis aéo
TKaHWH 3 METOK NPOno3uii a60 0TPUMAHHS (PiHAHCOBOI BUroAmM Ta no-
PIiBHAHUX 3 HEl nepesar 3a60POHeEHO [5, 8].

PekomenposaHi KM BOO3 Ne 10 ta Ne 11 nigxoam 6ynu BnpoBagxeHi
B 3aKOHOAaBYi akTy KpaiH €C, CLUA, KaHagu, AscTpanii Ta iHwwmx. Mposig-
Hi KpaiHu CBIiTY BXXW/N 32X0AiB LLOJ0 CTBOPEHHSA cucTem 6e3neku i AKocTi
KNiTUH, TKAHWH Ta NPOLYKTIB Ha iX OCHOBI, IKIi FPYHTYIOTbCS HA PU3KKY,
NoB’A3aHOMY 3 NPOAYKTAMK KNITUHHOT/ TKAHWHHOI Tepanii.

€C BBIB B [Jit0 TPU ANPEKTUBM, CNIPSMOBAHI Ha 3a6e3Mey4eHHs AKOCTI
Ta 6e3neKu NIIACLKUX TKaHUH i KNiTuH. Lie Qupektusu 2004/23/EC Big 7
kBiTHA 2004 poky, 2006/17/EC Big 8 ntotoro 2006 poky Ta 2006/86/EC
Bif 24 »x0BTHA 2006 poky [12-14]. OcHoeHa [upekTnsa 2004/23/EC BcTa-
HOBNIOE CTAHLAPTU AKOCTi Ta 6e3neku A1 AOHALl, NOCTa4aHHs, TecTy-
BaHHS, 06P06KM, 36epexKeHHS, 36epiraHHs Ta PO3NOAINY NOACLKUX TKa-
HUH | KNiTWH. [ig Wiei MPeKTUBM PO3NOBCIOLKYETLCA HA FEMOMNOETUYHI
KNiTUHU NepueepryHOi KpoBi, NYyNOBUHHOI KPOBi Ta KICTKOBOr0 MO3KY,
PenpoayKTUBHI KNITUHK, a TAKOX Ha eMOPIOHaNbHI TKaHWHM Ta CTOBOY-
POBi KNITUHW JOPOCNMX T2 eMOpioHiB. ig Aito ANpeKTUBK He NignagarTb
KPOB Ta ii NPOAYKTN (KpPiM reMOnOeTU4HUX NPOreHiTOPHUX KNITUH), N04-
CbKi OpraHu Ta TKaHUHWU TBAPUHHOTO NOXOMKEHHS. BUHATOK CTaHOBNATL
TaKOX TKAHUHW | KNITUHK, IKi BAKOPUCTOBYIOTLCA SIK ayTOTPAHCNNAHTATH
B MeXXax OJHiel XipypriyHoi npoLeaypu, Aki He 3a3Hat0Tb 6YAb-AKOro Npo-
Lecy 6aHkiHry [12].

3 MeTow peanisauii ocHosHoOi dupekTtuen 2004/23/EC 6ynu po3po-
6neHi ABi HACTYNHi «4o4ipHi» aupekTuen — Qupektnea 2006/17/EC woao
MEBHNX TEXHIYHUX BUMOT [0 JOHOPCTBA, NOCTAYaHHS: i TECTYBAHHA NOJ-
CbKux TKauuH i knitud [13], a Takox Oupektusa 2006/86/EC wwono Bu-
MOT [10 BiACTEXEHHS, MOBIAOMMEHHS NPO BaXKi N06iYHI peakwii i noaii Ta
3anpoBaKEHHA NEBHUX TEXHIYHMX BUMOT [0 KOLyBaHHS, 06p06KM, 36€-
pexeHHs, 36epiraHHs Ta po3noginy TKaHUH i Knitud noauau [14]. Mono-
)KEHHA OCTAHHbLOI [IMPeKTMBM, AiKi CTOCYIOTLCS BICTEXEHHS Ta 3BITHOCTI
00 Cepio3HMX NOBIYHMX PeakLii i Nodin, 3aCTOCOBYIOTLCA TaKOX L0
JOHOPCTBA, NOCTAYaHHS Ta TECTYBAHHSA JIIOLCbKMX TKAHWH i KNITWH, pery-
nbosaHux [dupekTtneot 2006/17/EC. Y BuuieHaBefeHux anpektusax €C
[12-14] BpaxoBaHo NonoXeHHs KOHBEHL,i Npo 3axuCT npas i FigHOCTI Nto-
OVHW LWOJ0 3aCTOCYBAHHA BGionorii Ta MeanuuMHW: KoHBEHLIs npo npasa
NANHN Ta 6ioMeaMLMHY (MignucaHa, ane He patudikosaHa YKpaiHow)
[7], DopaTkoBoro npotokony [0 KoHBeHLii npo npasa NoauHN i 6iome-
ONLMHY LLIOAO0 TPAHCNIaHTAaLi OpraHis i TKaHWH NloauHK [8], KepiBHuuTea
3 3a6e3neyeHHs AKOCTi i 6e3rnekn Ans Oprawis, TKaHWH i KNiTuH [49]
TaKoX 3HaiLwnu csoe BigobpaxeHHs KI ta pekomengadii BOO3 [5].

Kpim BuLLeHABEAEHUX OUPEKTUB, ANA NIOACKUX KNITUH i TKaHWH,
LU0 BUKOPUCTOBYIOTLCA SIK BUXiHI MaTepianu Ans BUrOTOB/EHHS Jlikap-
CbKUx 3ac06iB nepenoBoi Tepanii (advanced therapy medicinal products —
ATMPs), fika BK/It04A€ reHHy Tepanito, Tepanito CoMaTu4HUMU KAiTUHaMK
a60 TKaHWHHY iHXeHepito, 3acTocoBytoTbes MocTaHosa (EC) 1394/2007
ans ATMPs, a takox [Oupektusa 2009/120/EC, skumn 6yno BHECEHO
3MiHW B paniwe npuinaTy Oupektusy 2001/83/EC Ta MoctaHosy (EC)
726/2004 [15-18]. Knituuu i TkaHuHW pns ATMPS 3a3HatoTb iCTOTHUX
MaHinynauin, aKi 3MiHIOTL X 6i0S10riYHI XapakTepucTuku, goisionoriyxi
(PyHKLii 260 CTPYKTYPHi BNACTUBOCTI. B opraHiami peumnieHTa BOHU MO-
XKYTb BUKOHYBATW iHLLUI OCHOBHI (PYHKLLi, HDX Ti, LLLO BOHU BUKOHYBANM y
AoHopa. B €C Bupo6HNLTBO i 06ir ATMPS peryntoeTtbcs €Bponencbkum
meauyHum areHtcTeom (European Medicines Agency — EMEA) ak Bupo6-
HULTBO NiKapCbKKUX 3ac06iB, L0 BUMArae AOTPUMAHHS NpaBui HaNeXHOoT
BUPOBHKYO0i npakTuku (Good Manufacturing Practice — GMP) Ta oTpu-
MaHHs [03BONYy Ha MapkeTuHr [15-18].

Bci pasom BuLLeHaBefeHi UPEKTUBYM CTBOPIOKTb MiHiManbHi CTaH-
[apTu AKOCTi Ta 6e3nekn Ansa [OHALii, OTPUMAHHSA, BUNPOBYBaHHS, 06-
po6Ku, 36epexeHHs, 36epiraHHs, po3noginy, iMnopTy/eKCnopTy TKaHWH
i KNITUH NOAUHK, @ TAKOX NPO30POCTi Liei AisNbHOCTI Npu 36epeXxeHHi
KOHDIAEHLIAHOCTI foHopa i peunnieHTa. LisnbHicTb, NOB’A3aHa 3 Kni-
TUHaMK | TKaHuHamn gna ATMPS, 3a3Hae 6inbll CyBOPOro peryntoBaH-
HA | KOHTpONO. 3a yyacTio EMEA 6yno po3po6neHo KepiBHUUTBO ans
nikapcbKunx 3aco6iB Ha OCHOBI NIOACLKUX KNiTUH [19], ike BpaxoBye



NONOXeHHs BuLleHaBeaeHnx AokymeHtie €6C (Qupektusn 2001/83/EC
3 nonpaekamu, MMocTaHoBu (EC)1394/2007ans ATMPs, [upektus
2004/23/EC, 2006/17/EC T2 2006/86 /EC).

B CLUA 3akoHofaBye peryntoBaHHS BUrOTOBMEHHS Ta 006iry npena-
partiB NIOACLKNUX KNITUH, TKAHWH Ta NPOAYKTIB HA OCHOBI KIIITUH | TKAHUH
(Human Cells, Tissues, And Cellular And Tissue Based Products — HCT/P),
a TaKOX KiCTKOBOr0 MO3Ky 6a3yeTbCs Ha BaraTopiBHEBOMY NifX0Ai, AKMA
BPAxXOBYE NOTEHLAHI PU3MKK Bifl 3aCTOCYBAHHA TEXHONOTIi 260 Tepanii Ha
OCHOBI TUX Y iHLIMX KNITWH, TKAHWUH a60 iX NpoaykTis [20-25]. MpoaykTu
3 BUCOKIM PU3MKOM HECMPUATIIMBUX KIiHIYHNX pe3ynbTaTiB NoTpebyoTh
KpaLLoro KOHTpOso, Gifbll CyBOPOro PerynioBaHHA Ta Harnsgy. [po-
AYKTU KNITUH | TKAHWH 19 TOMOJIOTYHOr0 BUKOPUCTAHHSA, SKi OTpMMaHi
3 3aCTOCYBAHHAM MiHIMaNbHUX MaHinynsauiid, BBAXAOTLCA MPOAYKTaMM
3 HU3bKUM piBHEM pu3uky. Mig MiHiManbHOW MaHinynauieto po3ymiloTb
06p006KY, IKa He 3MIHIOE BiANOBILHMX BI0NOTIYHUX XApaKTEPUCTUK K-
TWH, TKAHUH 260 NPOLYKTIB HA iX OCHOBI. TOMOJOTi4YHE BUKOPUCTAHHS Ne-
peabadae yCyHeHHs NOLWKOLKeHb, PEKOHCTPYKLLO, 3aMiHy a6o J0faTKo-
BE BBEJEHHA KNiTUH, TKAHUH a60 NPOAYKTIB HA iX OCHOBI, AIKi BUKOHYIOTb
TY X POJib T2 OCHOBHI (OYHKLi y peumnienTa, Wwo i y goHopa [21].

KicTKoBWiA MO30K [/ TOMOJIOTHHOrO BUKOPWUCTAHHS, SKNA 3a3HaB
MiHIManbHUX MaHinynsuii, T06T0 Ans «3BMYaNHOI» TpaHcnnaHTauii, nig-
nagae nig OPUCLMKLIO YnpaBniHHA pecypcamu i cnyx6amn 0XOPOHU
310poB’a (Health Resources and Services Administration) 3rigHo 3 po3gi-
nom 379 3akoHy npo cycninbHy 0X0poHy 340poB’a (Public Health Service
Act — PHS Act) [22]. HauioHanbHuMiA 3akOH NP0 TPaHCNAHTALit0 OpraHiB
(National Organ Transplant Act — NOTA) [20] Ta po3gin 371 PHS Act Bu-
3Ha4al0Tb KiCTKOBMIA MO3OK K «/IOACLKUIA opraH» [23].

Ha BigMmiHy Bif KiCTKOBOrO MO3KY, HOPMAaTUBHE PErystoBaHHA BUMO-
TOBNEHHSA Ta 06iry NOACLKNX KNITUH, TKAHWH Ta NPOAYKTIB HA iX OCHOBI
3iICHIOETLCA YNpaBMiHHAM MO KOHTPOJK 3a Xap4yoBUMMW MPOAYKTaMu
i nikapcbkumm 3acob6amm (Food and Drug Administration — FDA) 3rigHo
3 posginammn 351 1a 361 PHS Act [24, 25].

besnocepeaHb0 UMM 3aiimaetbes LieHTp 6ionoriYHoi OLiHKK Ta Jo-
cnimxeHb (Center for Biologics Evaluation and Research — CBER) FDA,
AKUIA PEryNIOE 3aCTOCYBAHHA MIOACBKUX KNITWH, TKaHWH i NPOJYKTIB Ha
iX OCHOBI, NPU3HAYeHNUX AN iMNNaHTauii, TpaHcnnaHTauii, iHdysii aéo
nepeHoCy B NIIOACHKUIA Oprani3m, Bknoyarouu ICK. [lenaptameHT oxopo-
HU 300poB’s i couianbHux cnyx6 CLUA (U.S. Department of Health and
Human Services) Ta CBER FDA ony6nikyBanu komnnekcHi Bumorun «Ke-
PiBHULTBO Ans NPOMUCNOBOCT MOTOYHA HaneXHa TKaHWHHA NpakTuKa
(CGTP) i ponatkosi BUMOrY Ans BUPOOHUKIB NHOACHKUX KITITUH, TKAHWH Ta
NPOJYKTIB HA OCHOBI KNiTUH i TKaHWH (HCT/PS)», fiKi BKNKOYaKOTb BUMOTU
[0 NPUMiLLeHb, 0651afiHaHHSA, BUTPATHUX MaTepianis, peareHTis, npowe-
CiHTy, YNPaBJiHHA TEXHONMOMYHUMM NPOLIECaMK, MAPKyBaHHSA, 36epiraH-
HA, CKPUHIHTY i TeCTYBaHHS AOHOPIB 415 3an06iraHHa nepeaadi Ta po3no-
BCHOKEHHA IHEKLINHNX 3aXBOPHOBaHb, @ TAKOX iHLUNX npouecis [26].

Takum ynHom, FCK nepuchepuyHOi Ta MynoBUHHOI KPOBI, fiKi 3a3Ha-
NN MiHIManbHUX a60 6inbLUMX HXX MiHIManbHi MaHinynaiin, JOHOPCbKI
nimcounTn (neiikountnn) Ans iHdysiin, peryniototbes CBER FDA 3rigHo
po3ainis 351 ta/a6o 361 PHS Act. Posainom 361 PHS Act perynioeTtbcs
06ir TKaHWH i KNiTUH, AKi He NOTPe6YIOTb A03BOMY HA MAPKETUHT Ta Bif-
nosigatotb BuMoram po3sginy 21 Kogekcy depepanbHux npasun (Code
of Federal Regulations — CFR) yactuin 1271 «Current Good Tissue
Practice for Human Cell, Tissue, and Cellular and Tissue-Based Product
Establishments; Inspection and Enforcement» (mani — 21 CFR 1271).
Kputepiam 21 CFR 1271.10 Bignosigaiots [CK nepudepnyHoi i Kopao-
BOi KPOBI, NPU3Ha4eHi Ans ayTonoriyHoro abo anoreHHoro BUKOPUCTaHHS
Y POAMYIB NepLIoro abo Apyroro CTyneHs CnopiAHEHOCTI, AKi 3a3Hanu
MiHIManbHWUX MaHinynsuiii Ta NPU3HadYeHi ANS rOMOMOMiYHOr0 BUKOPUC-
TaHHd, Y Npoueci BUPOOGHULTBA AKUX HE Mano Micus KOMOGIHYBaHHA iX
3 iHLMMW PEYOBMHAMM, 32 BUHATKOM BOAW, COMbOBUX PO3YMHIB, CTEPU-
Ni3yto4mnx a0 KOHCEPBYHOUMX areHTiB, i NpU LbOMY He BUHUKAE Npo6siem
3 6e3neKot0. Taki NpOAYKTM MatoThb BianoBigaT Bumoram CGTP.

IHwWi [CK, fiki He BiaNOBiAa0Tb BULLEHABEAEHUM KPUTEPISM, Perynto-
toTbCs po3ginom 351 PHS Act. B pesynbrari Takoro nigxofy npogykTu
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3 BICOKUM CTYNEHeM pu3nky nignaratoTb 6inbLL CYBOPOMY PErymnioBaHHIO,
ke nepeabayeHo poaginom 351 PHS Act, a npoayKTn 3 HU3bKUM pU3n-
KoM — po3gifnom 361 uboro 3akoHy. [lo «npoaykTie 351» 3aCTOCOBYOTh-
CA Ti X BUMOTH, LLO i A0 NiKapCbKuUX 3ac06iB, Mean4HUX BMPOG6iB Ta/abo
6ionoriyHmx npoaykTie (Federal Food, Drug, and Cosmetic Act). Bonu ma-
t0Tb MPOJEMOHCTPYBATM 6e3MeKy, e(DEKTUBHICTb Ta BiANOBIAATM BUMOram
GTP i GMP (21 CFR 210, 211 Ta 820), a Takox Bumoram Investigational
New Drug Requirements — IND (21 CFR 312) Ta Investigational Device
Exemptions — IDE (21 CFR 812). OTxe, HopmaTusHi Bumoru 1o MCK Big
HEPOANHHUX AOHOPIB ANA aNOreHHNX TpaHCMaHTaLii WupLwi i cyBopiLwi,
HXXK ANs ayTONOriYHMX Ta anoreHHnx poanHuux TrCK [21, 26, 27]. Cno-
CTEPIraeTbCA CX0XICTb MiAXOLIB LLOAO PErYMIOBAHHA MiXK «MPOAYKTamm
351» B CLLIA Ta ATMPs 8 €C.

Y KaHapi BUpo6HULTBO Ta 06ir KNiTUH, TKAHWH | OpraHiB perynioeTbes
B paMkax 3aKOHOLABYOi CUCTEMU, SiKa PO3MOLINAE NOBHOBAXEHHS MiX
(heaepanbHUM ypagoM Ta ypsaamu nposiHuii/TepuTtopii [28, 29]. 3rig-
HO 3aKOHY Npo XapyoBi NPoAyKTW i nikapcbki 3acobu (Food and Drugs
Act) [32], bepgepanbHuil ypsag Mae npaso peryntosatu 06ir 6ionpenapa-
TiB, BKMto4ato4m KTO, 3 MeToto 3abe3neyeHHs ix 6e3neku, epekTMBHOC-
Ti i AKOCTI. Peryniotody ponb BUKOHYIOTL «[1pasuna 6e3nekn noacbKux
KNITUH, TKAHWH | OpraxiB Ans TpaHcnnaxTauii» («Safety of Human Cells,
Tissues and Organs for Transplantation Regulations» (CTORS) — lMpasu-
na CTO) [30] Ta «[Mpasuna woao meanyHux Bupob6ie» (Medical Devices
Regulations — MDRs) [31]. Lli HopmaTuBHi akTu BCTaHOBMIOKOTb MiHi-
ManbHi cTaHaapTh fKocTi i 6e3nekn ans sukopuctaHHa KTO, a Takox
MeAnYHNX BuUpo6iB. MpoBiHLii i TepuTOpii, 3 IHWOro 60Ky, HECYTb CBOK
BiZlNOBIZANbHICTb 3@ OXOPOHY 3[0POB’A T2 MeANYHY NPAKTUKY B Mexax
CBOEI OPUCAMKLLT LLNAXOM PEryntoBaHHs [03BONY HA AOHALI0 | MeaUYHY
NPaKTUKY, a TakoX (DiHAHCYBAHHA OpraHi3awiii NPOBIHLA Ta TepUTOPIlA,
BiZANOBIJANbHMX 3a OTPUMAHHA TpaHcnnaHTaris [28-32].

Mpasuna CTO, gki Habynu YuHHOCTI B 2007 poui, NOWMPIOKTLCS Ha
YCiX 0Ci6 i yCTaHOBW, NOB’A3aHi 3 OTPUMAHHAM, 06POOKOID, AMCTPUOY-
uieto a6o imnoptom ntoacbkux KTO ans TpaHcnnaHTauii iHWIA NAWHI,
AKi 3a3HaNN MiHiManbHUX MaHINynALii i NpU3HaYeHi 41 roMoNnorivYHoro
BUKOpPUCTaHHA [28-30]. SAKLLO KMiTMHW 60 TKAHUHWU 3a3HanV BinbLuKX,
HXK MiHiManbHi MaHinynauiin Ta/abo npu3HadeHi Aas HeroMosoriv4HoOro
BWKOPWUCTAHHA, TO BOHU PEry/toOlOTbCA AK MeauyHi BUpO6M BiANOBILHO
no MDRs [28, 29, 31]. V MNpasunax CTO BuknageHi craHgaptu 6esne-
KW, NOB’A3aHi 3i CKPUHIHIOM, TECTYBAHHAM, OLIHKOK MpUAATHOCTI A0-
HOpiB; BUNPOOYBaHHAMM Ta BUMIPIOBAHHAMM, AKi BUKOHYIOTbCS Ha KTO
Micns TOro, K BOHW BUNYYAOTLCSA; NiArOTOBKOK AN iX BUKOPUCTAHHSA
npu TpaHcnnaHTauii; 36epexxeHHAM; KapaHTUHi3auiet; 6aHKIHOM; naky-
BaHHAIM Ta MapKyBaHHAM; (hikcallieto Ta 3BITHICTIO LLOAO NOMMIOK, He-
LIACHUX BMNALKIB i HecnpuATIMBNX peakLiid. Mpasuna CTO 3a60pOHAOTL
TpaHcnnaTauio a6o imnopt 6yab-akux KTO, AKLL0 BOHK 6ynu 0TPUMAaHi
a6o 06po6neHi 3a Mexamn 3aknagis, 3apeecTpoBaHux MiHicTepcTBOM
0xopoHu 3a0poB’s Kanagw [30]. Mpasuna CTO rpyHTyOTbCA Ha Hauio-
HanbHNX cTanfapTax Kanagm (National Standards of Canada), siki Bknto-
yaroTb 3aranbHi ctaHaapt CAN/CSA Z900.1 (General Standard CAN/CSA
Z900.1) ana KOHKpPeTHWUX NpOAYKTiB — «KNiTUHW, TKAHWHK i OpraHn ans
TpaHcnnaHTauii Ta BONOMKHOT penpofyKuii: 3aranbHi Bumoru» [33].

Cranpgapt Z900.2.5 po3rnsaae NUTaHHA, NOB’A3aHi 3 6e3MeK00 Nof-
CbKWX anoreHHUX Ta ayTonoriYHux NimgoreMatonoeTUyHNX KMiTuH ans
FOMONOrYHOT0 BUKOPUCTAHHS, SIKi BUKOPWUCTOBYIOTHCA AN TPAHCMNaHTa-
LiT NFOAMHI, | BKIKOYA€E BUMOTY 0 CUCTEMU SKOCTi (acnekTu 6e3neku ans
NOTEHUIAHUX | (DAKTUYHMX AOHOPIB, @ TAKOXX PELMMIEHTIB, NepCOHaNy Ta
iHLLKX OCiB, SIKi MOXYTb OTPUMYBATU TPAHCNJIAHTALiI0 260 NOCTpaXAaTu
B pesynbrati nepecagku umx Knitue). YV Kanagi nimgorematonoetuyHi
KNITUHKU AN HErOMOJOriYHOM0 3acTOCYBaHHA NignagarTb nig aito Food
and Drugs Act Ta BianoBigHMX HopmaTuBHKX akTiB. CtaHaapT Z2900.2.5
3aCTOCOBYETbCA [0 YCTAHOB, LU0 3AINCHIOIOTL TpaHCNIaHTauilo nimdo-
reMaTornoeTUYHNX KNITUH, @ TAKOX YCTaHOB Ta 0Ci6, AKi 6epyTb y4acTb
y 3axofax, nos’a3aHux 3 NiMgoremMaTonoeTUYHUMM KNiTUHAMM, NpU3Ha-
YeHUMN ANs TPaHCNaHTaLii: NPOLECIHT (BKMKYAKYM CKPUHIHT LOHOPIB,
TECTYBaHHA i OLiHKY NPWAATHOCTI, a TakoX 3abip KiCTKOBOr0 MO3KY,
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ornsaau

MynoBWHHOI KPOBi @60 OTPUMAHHSA KNITUH NS TpaHCNaHTauii 3 nepude-
PUYHOI KPOBI); OLiHKA 6e3MeKn KNiTUH nepes TpaHcrniaxTauieto; npoLe-
QypW TpaHCNNaHTaLii; BefIeHHs 06MiKy; AOCNIMKEHHS Ta 3BITHICTb 00
NOMWIIOK, HELACHWX BWUMNALKIB i HECMIPUATINBUX Peakuil; imnopT/ekc-
MOpT; CKapru Ta BiAKIMKaHHA.

Jis ctangapty 2900.2.5 po3n0BCIOMKYETLCA HA YCTAHOBU, AKi BU-
KOHYIOTb KIiHIYHI nporpamMu TpaHcnnaHTauii, 3a6e3neyyioTb YMOBU A1
KONeKLii Ta NPOLECiHry niMgooremaTonoeTuyHnX KiituH. [lepeniveHi
YCTaHOBW MOXYTb 6yTW PO3TaLLOBaHi B OAHOMY MicLi a6o 6yTn TepuTo-
pianbHO BiAOKpeMeHMI Ta/abo He3anexHo aitouumn. Ctangapt 2900.2.5
NPU3HAYeHUIA LA TOro, o6 cnyryaty eTanoHoM i 3a6esnedyBartn MiHi-
MaJibHi BUMOTM AN KOHTPOSK0 6€3MeYHOi NPakTUKK Yy KOXHOMY 3 nepe-
NiYeHNX BUAiB AisnbHOCTI. [if cTaHAapTy He NOWMPIOETLCS Ha 36UPaHHS,
06p06Ky ab0 BBEEHHS ePUTPOLMTIB, 3PiNuUX rpaHyNoUuMTIB, TPOMBOLWTIB,
nnasmm abo NpoAyKTiB Niasmu, NPU3Ha4YeHNX 4as TpaHcdysin [34].

Omxe, ans eeKTMBHOI TpaHCNaHTaLii ycTaHoBW 3060B’'d3aHi MaTu
cucTemy 3a6e3neyeHHs AKOCTI, AKa BifnoBifac BMMOram BULLEHABEAEHUX
npasun. BaXnueumu KOMMOHEHTaMW CUCTEMM 3a6e3Me4eHHs AKOCTI €
CTaHLaPTHI onepaviiiHoi npoueaypw, SKi NOBUHHI 6YTW akTyanbHUMN i 3a-
TBEPKEHI MeaNYHUM ab0 HAyKOBUM KepiBHUKOM. lepenik BUMOr 100
06p06KK KoHKpeTHUX KTO, BKAKOYAK0UN NiMKDOreMaTonoeTnyHi KNiTuHwm,
rPYHTYETbCS Ha BULLeHaBeaeHnx cTangaptax CAN/CSA Z900.1, a Takox
KepiBHWULTBI Ans ycTaHoB 3 6e3neku noacbkux KTO ana TpaHcnnaHTauii,
sike ony6ikosaHo MiHicTepcTBOM 0X0pOHM 340p0B’s Kanaaw [35].

B AscTpanii perynoBaHHA RiANbHOCTI 3 TKAHMHAMU, KNiTUHAMK Ta
NPOAYKTAMM Ha iX OCHOBI ANA TpaHCMIaHTaLii 3LiINCHIETLCA YNpaBIiH-
HAM TepaneBTu4HMX ToBapiB (Therapeutic Goods Administration — TGA).
TGA ¢ nigposginom [lepxaBHOro fenapTamMeHTy OXOPOHM 3A0POB’S
ypsgy Asctpanii (Australian Government Department of Health), akuii
BiINOBIZAE 3a PErynoBaHHsA NiKapCbKUX 3aC006iB, MeJUYHWUX BMPOOIB
i 6ionoriyHux npenaparis. [1o Kona 060B’A3KiB TGA He BXOAUTb perynio-
BaHHA MeaunyHoOI npakTukn. Meguyna komicia Asctpanii (Medical Board
of Australia) 3a niaTpuMkn ABCTpPaniiicbkKoro areHTCTBa 3 PerynioBaHHA
NpakTUKU 0X0poHW 3a0poB’s (Australian Health Practitioner Regulation
Agency — AHPRA) perynioe mMeau4Hy npakTuKy 4epe3 po3pobKy CTaH-
[ApTiB, KOLEKCIB i KePiBHUX NPUHLUNIB 4115 MeLUYHUX NPOdeciit.

Po6ota TGA 6a3yeTbCsi HA BUKOPUCTAHHI HAYKOBOrO i KNiHi4HOro
JOCBIZY NPW NPUIAHATTI pilLeHb, Wo6 rapaHTysaTu, WO BUrogu Ans cno-
XnBadiB nepeBaxarTb HaL OyAb-AKUMU PU3MKAMK, NOB’'A3AHUMMN 3 BU-
KOPMCTaHHAM nikapcbKux 3aco6iB, 6i0noriYHnx npenaparis i MeauqHnX
BUPOGIB. Y cBOIlN AisnbHOCTI TGA KepyeTbCs 3aKOHOM NP0 TepaneBTUYHi
ToBapyn (Therapeutic Goods Act — TG Act) 1989 poky [36], Mpasunamu
npo TepanesTnyHi ToBapu 1990 poky (Therapeutic Goods Regulations —
TG Regulations 1990) [37], Bumoramu [o TepanesTU4HUX TOBApiB
(Therapeutic Goods Orders — TG Orders), sKi AeTani3yloTb TeXHi4YHi BK-
MOrW 10 KOHKPETHWX NPOAYKTIB, BKOYAKYM FEeMOMOETUYHI MPOreHiTOpHi
knitudwn (IMK) [38], a Takox ABCTPaNiiCbKUM KOLLEKCOM HanexHoi Bu-
po6Huyoi npaktukn (Australian Code of Good Manufacturing Practice —
kogekc GMP) ans kposi Ta TkaHuUH 2013 poky [39]. BuiieHaBeeHuMin ko-
aekc GMP pa3om 3 BifnOBiAHMMI AOKYMEHTaMN OXONOE NOLACHKY KPOB
Ta il KOMMNOHEHTU, TKAHUHU NKOANHK, NPOLYKTU ANs KNITUHHOI Tepanii Ta
MK [39-41].

[nsa 3a6e3neyeHHs 6e3nekn Ta AKOCTI MPOAYKLUIi BCi TepaneBTUYHi
TOBApW MOBUHHI 6YTW BUTOTOBJIEHI BUPOGHUKAMU, fiKi BiANOBIAA0Tb BU-
moram TG Act i TG Regulations Ta 3 4OTpMMAHHAM NPUHLKUNIB KOLEKCY
GMP [39-41]. Kpim TOro, MoXyTb 6yTit i BUMOTW, cneundiyHi Ans KOH-
KPeTHOro NpoAaykKTy, siki A0KNaaHO BM3HadeHo B TG Orders. Hanpuknag,
B 2017 poui ana MK kopnoBoi kpoBi 3amicTb ckacosaHoro TG Order
Ne 75 BBeaeHo B fito TG Order Ne 94 2017 CtanmapT Ans remonoeTtiy-
HUX NPOTEHITOPHNX KNITUH KOPAOBOI KpoBi [42]. 3rigHo 3 Hum, [TIK, fki
OTpUMaHi 3 KOPL0BOi KPOBI, NOBUHHI Bignosigatn «MiXHapoAHUM CTaH-
naptam NetCord-FACT ans 360py KOpAOBOI KPOBi, 6aHKIHIy Ta peanisa-
Ui [ng 3aCTOCYBaHHA», LIOCTE BUOAHHA, faToBaHe vyepBHeM 2016 poky,
sike onybnikosaHe NetCord Ta ®oHaom 3 akpeauTalii KniTuHHOI Tepanii
(NetCord-FACT International Standards) [53].
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ABCTpanincobki BUPO6GHNKN NOBUHHI MaTK NiLLEH3it0 HAa BUPOBHMLTBO,
BuaaHy TGA. JliueHsis BUAAETLCA Micna TOro, IK NPOAeMOHCTPOBAHO [10-
TPUMaHHS BignoBigHUX BUPO6HWYMX npuHumnis. Ans MK Le fOTpUMaHHs
icHyro4oro koaekcy GMP [39, 40, 41]. 3adBa Ha BK/KYEHHS Tepanes-
TUYHOTO TOBApy [0 ABCTPANiNCbKOro PeecTpy TepaneBTUYHWUX TOBApiB
(Australian Register of Therapeutic Goods — ARTG) nepea6ayae HajaH-
HAl JOCbE, SKe BKMKYAE LeTanbHy HayKoBY i KNiHiYHY iHChopmaLito npo
npoaykT. GTyniHb Heo6XigHOi iHdhopMaLii 3anexuTb Bif PiBHA PU3NKY,
MOB’A3aHOr0 3 NPOAYKTOM. TGA OUiHKE A0CbE HA BIAMOBIAHICTb CTaH-
JapTaMm i KepiBHUM MpuHLMNAM, SiKi iCHYlOTb B ABCTpanii. TifbKn CXBa-
neHuin TGA Ans BUKOPMCTAHHSA Ha aBCTPaninCbKOMY PUHKY i BKIHOYEHNI
10 ARTG npoaykT Mae npaBo Ha BMKOpUCTaHHs B ABcTpanii. Kpim Toro,
TGA 6epe Ha ce6e NOCTMAPKETUHOrOBE PEryntoBaHHS, CMOCTEPEXEH-
HSl Ta MOHITOPUHT. Lli 3ax04n MOXYTb BKAKOYATM iHCMEKLT BUPOBHUYNX
06’eKTiB, 30ip i OLiHKY 3BITiB NP0 HECNPUATINBI NOLIT, a TaKOX nabopa-
TOpHi BUNpo6yBaHHA 3pa3kiB npoaykuii. TGA npaue 3 MXKHapOAHUMU
pErynaTopamm Ans BUSBMEHHSA CUTHANIB, Ki MOXYTb BKa3yBaTi Ha Npo-
6nemu 6e3nekun, NoB’a3aHi 3 TepanesTU4HUM TOBAPOM. Y pasi BUSABIIEH-
HA curHany TGA npuiimae BignoBigHi perymotodi dii. Bumorn cuctemu
AKOCTi CNPSMOBAHI Ha OpraHisauiitHy CTPYKTYpY, CUCTEMY MOHITOPUHIY
Ta aHaniay 3 60Ky KepiBHMUTBA. BOHM BKOYAOTL B cebe 6arato enemeH-
TiB cTaHAapTie cuctemu akocTi cepii 1ISO 9000.

3a aHanorieto 3 HOPMaTUBHO 623010 ANA NIOACLKNX TKAHWH, KNITUH
i NPOAYKTIB Ha iX OCHOBI, NPMIAHATO B AMepuLi Ta EBponi, TpaHCNNaHTa-
TN MOXYTb pPeryntosartucsa B ABCTpanii Ak nikapcbki 3acobu, 6ionpenapa-
T a60 MeuyHi BUPO6K, 3aN1eXHO Bif iX 6i0N0riYHNX/MEXaHI4YHUX BNaC-
TUBOCTEN ab0 0COBNMBOCTEN TEPANeBTUYHOIO 3aCTOCYBaHHA. B ABcTpanii
3 ypaxyBaHHAM pU3KUKY NPOAYKTY ANs nauieHTa 6ynu po3po6neHi 4otupu
6i0NI0riYHMX KNacu, AKi BPaxoByKTb CTYNiHb MaHiNynauiin 3 NpoAaykTom
i Y1 € 11010 3aCTOCYBAHHSA FOMOJIOTiYHUM a60 Hi [43].

Knac 1 3ape3epB0oBaHO [/ HAMMEHLL perynboBaHNX NpOAyKTiB. Bu-
po6HuKam Gionpenaparis knacy 1 He noTpi6Ha BUPOOGHMYA NiLeH3id. Knac
2 BKJIK04A€E NPOAYKTU, SIKi NPUSHAYEHI L1 FOMONOriYHOr0 BUKOPUCTAHHA
Ta 3a3HanN MiHiManbHUX MaHinynauin. BoHu noTpebyoTh OLiHKN BUPO6-
HWUY0i BIANOBIAHOCTI NPOAYKTY Ta AOTPUMAHHS iHLIMX 060B’AI3KOBUX HOPM
ans Bknto4eHHs B ARTG. Mpoaykti knacy 11 2 npeacTaBnsitoTb HU3bKNIA
pu3uK ana nauieHTa. o knacis 3 i 4 BigHOCATb NPOAYKTY, AKi 3a3Hanu
OinbLIMX HX MiHIManbHi MaHinynauiin Ta/abo Nnpu3HaveHi Ans Heromo-
NOriYHOro BMKOpMCTaHHA. [lo knacy 3 BiAHOCATb NMPOAYKTU, AKi 3a3Hann
GiNbLWIMX HXX MiHIManbHi MaHinynauii, ane npu UboMy He 3MiHUANCS iX
6GioximiyHi, izionoriyHi a6o iMmyHonoriyHi BnactueocTi. [lo knacy 4 Ha-
nexarb NPOAYKTW, AKi 3a3HanM BiNbIMX HDK MiHIManbHi MaHinynsauin,
TaKUM YUHOM, L0 3MiHUANCA X BiOXiMiYHi, i3ionoriyHi a6o iMYHONOTIYHiI
BnactueocTi. Cepen UMX NPOAYKTIB HANBINbLUMA NOTEHUIAHWA PU3UK Ans
nawieHTa npeacTaBnAtoTh NPOAYKT Knacy 4. BoHn notpebytoTb 403BiMb-
HUX JOKYMEHTIB aHaNorivyHuX Ans nNpoaykTiB Knacy 2, ane 3 4o4aTKOBUMU
BUMOraMu KOMMJIEKCHOI OLIHKM 1OCHE LOA0 AKOCTI, 6e3Mnekmn Ta eqpekTuB-
HOCTI MPOAYKTY i NOB’A3aHNX 3 LM PU3KKIB. 3aranbHuii CTYNiHb PUNKIB
Ans NPOAYKTIB KNnacy 4 € BULLWM, HXX Ans NpoAyKTiB knacy 3 [43].

AscTpaniicbke 3akoHogascTBo posginge [MIK ansg nikyBaHHs XBO-
pux Ha Tpu rpynu. ITIK, ki 3aCTOCOBYHOTHCA 3 iHLLOK, HXK BiHOBJIEHHA
remonoesy MeTol, perynotTses gk 6ionpenapatu [43]. CBixi XuTTe-
3parHi MK (Hanpuknag, KicTKoBOro Mo3ky a6o nynoBUHHOI KPOB), fKi
BMKOPWCTOBYIOTBCA 3 METOK BiAHOBNIEHHS KPOBOTBOPEHHS, BMKITOYEHi
3 PerynoBaHHA K TepaneBTuyHi ToBapu [43, 44]. TTIK, Wwo 3acTocosy-
0TbCS ANs BiAHOBMEHHS remMonoesy (KpiM BULLEHABELEHUX, AKi BUKNIO-
YeHi 3 perynioBaHHs), PErymnilTbCa AK TepaneBTUYHI TOBapW, ane He
fK 6ionpenapati. Y BiANOBIAHOCTI 3 Ail0YMMU CTaHZAPTaMU, KICTKOBUI
MO30K, NpuU3HaYeHnii 6e3nocepeHbo AN TpaHCNnaHTauii Bif JOHOpa
[0 peuunnienTa, a Takox [MIK, aKi BUKOPUCTOBYIOTLCA A1 BiHOBIIEHHS
KICTKOBOr0 MO3KY, BUpOONeHi 3rigHo koaekcy GMP, peryniowTbeca sk
nikapcbki 3acobu i 3BiNbHAOTLCA Bif peectpauii B ARTG [43, 44, 45].
Lle noB’A3aHo 3 TUM, WO AN «3BMYaAAHOI» TPaHCNIAHTALT 3aCTOCOBY-
toTbea [TIK, sKi 0TpuMaHi, 36epiratoTbes i NocTa4alnTbcs 6e3 cnewjianib-
HOT 3MiHWM iX 6i0NOriYHUX, MEXAHIYHUX Ta iIMYHONOTIYHUX BNACTUBOCTEN.



Ha cboroaHiwHin geHb B Asctpanii TTCK ans pereHepalii KicTKOBOro
MO3KY € 3BNYaiiHNM METOJJOM JliKyBaHHS 6araTbox XBopo6. Cnig 3as3Ha-
4nNTK, WO BUKNKOYEHHA TTIK ans TpaHcnnaHTauii 3 nepeniky TepanesTny-
HUX TOBApIB HE MOLUNPIETLCH HA 06NafHAHHA Ta mMaTepianu, fKi BUKO-
PUCTOBYIOTLCA N4 iX BUTOTOBNEHHS [45].

BuuieHaBeeHi HOPMATUBHO-NPABOBI JOKYMEHTU MPOBIAHWX KpaiH
CBITY PerynioloTb 3arafbHi MUTAHHA BUrOTOBMIEHHSA Ta 06iry TKaHWH, KNi-
TWH Ta NPOAYKTiB Ha ix ocHOBI, BkAo4ato4m FCK/TTIK KicTKoBOrO MO3-
Ky, nepudepuyHoi i mynoBUHHOI KPOBi Ans TpaHcrnnaHTauii. CborofHi
Yy CBITi PO3p06JIeHi MiDKHAPOAHI CrewjianbHi CTaHAApTW Ta KepiBHULTBA,
fKi 6esnocepefHbo ctocytotbess TICK. BOO3, €C Ta MiXHapogHUMK
i HauioHanbHUMK NPOCIECIAHNUMM CNIBTOBAPUCTBAMM, LiANbHICTb AKX
nos’asaHa 3 TICK, BegeTbCca poboTa No rapmoHisauii Ta yHicikauii uux
CTaHAaPTIB, a TAKOX TEPMIHONOrIT B rany3i AOHOPCTBA i TPAHCMNAHTAL.

BO0O3 6ynu onpunioAHeHi ABi mam’ATHI 3aMUCKM LLOAO OCHOBHMX
BUMOT [10 3a6e3ne4eHHs 6e3nekn Ta eqeKTUBHOCTI KNITUH | TKAHWUH Ang
TpaHcnnaTauii [46, 47]. OaHa 3 HuX — «[lam’aTHa 3anucka WoAo Kito-
4OBUX BUMOT 6e3neKn 419 He3aMiHHUX MiHIMalbHO 06p06MEHNX KNITUH
i TKAHUH NMIOAMHN ANS TPAHCNAHTaLii» — MiCTUTb BUMOTM [0 aNlOTpaHC-
nnauTatis cBiXux [CK KicTKOBOro Mo3Ky a60 nepncepuyHoi KpoBi, 0Tpu-
MaHWX Bif XKMBOro AOHOPA Ans TpaHCNAHTaLi, a TaKOX KPiOKOHCEpPBO-
BaHWX KITUH KOPAO0BOI KpOBi [46].

BincyTHiCTb 3aranbHOBM3HAHOI TEPMIHONOTIT i BU3HAYEHb B ranysi
TPpaHCNNAHTALi KNITUH, TKAHWH i OPraHiB, a TakoX noTpeda B €4UHOMY
PO3YMiHHI NOHATL ANA 360py faHUX Ta iHGhopmaLii ana rnobanbHoi 6asu
JaHuX LWOAO AOHOPCTBA i TpaHcnnaHTauii cnoHykanm BOO3 oo cTBOpeH-
HS [106anbHOr0 CNOBHMKA TEPMIHIB | BU3HAYeHb AN AOHALi Ta TpaHC-
nnaHTauii [48].

Papoto €sponu 6ynu onybnikoBaHi «KepiBHULTBO 3 3a6e3Me4eHHs
AKOCTI | 6€3MeKN 40151 OPraHiB, TKAHWH i KNITUH» Ta «KepiBHULTBO 3 AKOCTI
Ta 6e3NeKuN TKAHWH i KNITUH AN 3aCTOCYBAHHA NIOAMHI», FKi MICTATb BU-
MOr¥ LOAO LOHOPIB Ta 3a6e3neyeHHs sKocTi i edpekTnBHOCTI [CK KicT-
KOBOro MO3KY, nepuchepunyHoi Ta kKopAosoi Kposi [49, 50]. Lli nokymeHTu
MICTATb MONOXEHHA, AKi BBAXKAKTLCA «MiHIMaNbHUMKU CTaHAAPTaAMM»,
LU0 BiANOBIAAIOTb NPUHLMNAM, BUKNALEHUM Y BiNOBIAHUX BULLEHABEE-
Hux aupektneax €C. 3a3HayeHi KepiBHMLTBA HAJAOTb TEXHIYHY MiATPUM-
Ky fK KpaiHam-4neHam €C, siKi BIpoBagunu/BnpoBaixXyTb AUPEKTUBH,
TaK i TUM KpaiHam, siKi He € yneHamn €C, ane po3rnagatoTb iX NPUAHATTA
3 MeTOH YHidDikauii cTangapTis i3 3a6e3neyeHHs AKOCTI Ta 6e3nekn Tka-
HUH | KNITUH ANs TpaHcnnaHTalii, Bknoyaroum I'CK 3 yeix mkepen.

Cepen MiXXHapOAHWUX NPOMECIAHMX OpraHi3aLiin nNpoBigHy posib npu
po3pobui Ta yHidikauii ctaHaapTie Bigirpanu AMepuKaHcbke TOBapw-
CTBO 3 TpaHCnnaHTauii KpoBi Ta KiCTKOBOro mo3Ky (American Society
for Blood and Marrow Transplantation — ASBMT), AmepukaHcbka aco-
uiauis 6aukis kposi (American Association of Blood Banks — AABB),
®onp no akpeauTawii knituuHoi Tepanii (Foundation for the Accreditation
of Cellular Therapy — FACT), FACT-Netcord, MixHapoaHe TOBapuCTBO
3 KniTuhHoi Tepanii (International Society for Cellular Therapy — ISCT),
ISCT-EBpona, €Bponeicbka rpyna no TpaHCNAaHTawii KpoBi Ta KiCTKO-
goro mo3ky (European Group for Blood and Marrow Transplantation —
EBMT), BcecsiTHa acouiallis AoHopis KictkoBoro mo3ky (World Marrow
Donor Association — WMDA), E€sponeiicbka heaepauisi 3 iMyHOreHeTUKM
(European Federation for Immunogenetics — EFI). BuiieHaseneHi opraHi-
3auii cTopunn AnbAHC Ang rapMoHi3auii akpeauTauii KniTMHHOI Tepanii
(Alliance for Harmonisation of Cellular Therapy Accreditation — AHCTA),
fKui npeactasnsie 06’egHaHWit akpeauTauinHnii komitet ISCT-EBMT
(Joint Accreditation Committee ISCT-EBMT — JACIE). AHCTA 6ys onpu-
NOAHEHNIA rnobanbHWiA cTaHaapT Ana AoHauii, 36opy, TeCTyBaHHSA, 06-
po6KK, 36epiraHHs Ta po3noginy anoreHHux MCK Ta noB’sa3aH0T KNITUHHOT
Tepanii [51].

MixxHapoHi npodpeciitHi opradisaii 3anponoHyBanu MiHiManbHNi
Habip cTaHAapTiB ANA rapmoHi3aLii AianbHOCTI, NoB’a3aHoi 3 TICK — Mix-
HapOAHi CTaHfapT Ansa 3abopy, 06pO6KM Ta 3aCTOCYBAHHA NMPOAYKTIB
kniTunHoi Tepanii FACT-JACIE (FACT-JACIE International Standards for
Cellular Therapy Product Collection, Processing, and Administration), siki
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3aCTOCOBYIOTLCA A0 TCK HesanexHo Bif [mKepena, 3 SKoro BOHW 6ynu
OTpUMaHi (KiCTKOBUIA MO30K, nepudepuyHa Ta nynoBWHHA/mnaLeHTap-
Ha KpoB). Lli ctaHaapTu 3acToCOBYHOTLCS [0 BCix ha3 3a6opy, 06po6Ku,
36epiraHHs Ta BBEJEHHS KNITWH, AKi 6ynM OTPUMAHI 3 KICTKOBOrO MO3KY
a60 nepudepuyHoi KPOBi, B TOMY YUCITi PISHUX MaHIiNynALuin, Takux aK
BUAANeHHs ab0 36arayeHHs PiSHUX KNITUHHUX NOMYNALiA, eKCnaHcii re-
MOMOETUYHUX KNITUHHUX NONYNALIA i KPiOKOHCEPBYBaHHA. AkpeauTauis
KNiHiYHMX nporpam 6yna po3pobfeHa AN anoreHHoi TpaHcnnaHTauii,
ayToJIOriYHOI TPAHCNNaHTauii abo ix 060X. AKpeauTalis MOXe 0X0no-
BaTU KIITUHK, OTPUMAHI 3 KICTKOBOr0 MO3KY Ta/a60 nepucepuyHoi KpoBi.
TpaHcnnaHTawis nynoBUHHOT/NNALEHTAPHOT KPOBI BXOAMTb [0 CTaHAAPTIB
aJ10reHHoT a60 ayTomorivyHoi TpaHcnnaHTawii. IcCHyHTb nporpamn akpegu-
Tauii ana TICK y nopocnux XBopux, nefiaTpudHNX nauieHTiB a6o 060X
rpyn [52].

[ns akpeauTauii 3aknagis, ki 3aiiMa0Tbcs 3a60pOM Ta/ab0 BaHKiH-
rom nynosuHHoi Kposi NetCord-FACT, pospo6neHo MixHapogHi cTaH-
[apTu no 3a6opy, 6aHKiHry Ta BiANycKY 415 3aCTOCYBaHHA MYNOBUHHOI
kposi (Sixth Edition NetCord-FACT International Standards for Cord Blood
Collection, Banking, and Release for Administration). Lli craHaapTu He
OXOMNJOK0Tb KNiHiYHY TPAHCMNAHTALiK KNITUH NYNOBUHHOI/ NNaLeHTapHOi
KpoBi [53].

WMDA 6yB po3p0o6ieHuii Mi>KHapOAHWIA CTaHAAPT AN PEECTPIB He-
POLVHHUX AOHOPIB reMOMOETUYHIUX NPOreHITOPHUX KNiTWH (International
Standards for Unrelated Hematopoietic Progenitor Cell Donor Registries)
Ta KepiBHULTBO AN Kyp'epiB i TPAHCMOPTYBaHHS FEMOMOETUYHUX Npo-
reHiTopHnx Knitud (Guidelines for couriers and the transportation of
haemopoietic progenitor cells (HPCs-BM, apheresis and the terapeutic
cells — T Cells) [54, 55].

LLle ofHiet0 MidKHapOLHOO HEeNpUBYTKOBOIO HEYPSAOBOI OpraHisauieto
€ MixxHapopzHa pafia 3 yHicbikauii asTomarusadii 6aHkis kposi (International
Council for Commonality in Blood Bank Automation — ICCBBA), sika Bia-
nosifgae 3a po3po6Ky, ynpasniHHA Ta PO3BUTOK IHCHOPMALAHOrO CTaH-
JapTy Ans Kposi Ta TpaHcnnauTaris (Information Standard for Blood and
Transplant — ISBT 128). ISBT 128 € mi>kHapoHNM CTaHAAPTOM 3 TEPMiHO-
norii, igeHTndikadlii, KogyBaHH:, MapKyBaHHSA NiKapCbKMX 3ac06iB N04-
CbKOr0 MOXOMKeHHS, BKtoyatouu MCK. BiH BUKOPUCTOBYETLCS Y MOHAA
77 KpaiHax cBiTy. CTangapT 6yno po3pobneHo ans 1oro, Wwob 3abesneyu-
TV BUCOKMIA PiBEHb TOYHOCTI, 6€3MeKN Ta eeKTUBHOCTi TPAHCMIAHTATIB,
a TaKOX BiAICTEXEHHA noxomKkeHHs KTO ansa TpaHcnnaHTauii [56, 57, 58].

Takum 4uHOM, BuLLEHaBeLEeHI MiDKHAPOLHI NPOecinHi opraHisavii
B3NN Ha ce6e po6OTY NO rapmoHi3auii Ta yHichikauii Ha rmo6ansHomy
PiBHi BiANOBIAHNX CTAHAAPTIB | KEPIBHULTB 3 METOK CTBOPEHHS EANHOIO
Habopy NPOMECiiHNX BUMOT LLOA0 AKOCTI Ta 6e3nekn KNiTUHHOI Tepa-
nii, BKN04ato4m 3actocyBaHHs [CK, siki NoXoasaTb 3 KICTKOBOr0 MO3KY,
nepudepuyHOi i MynoBMHHOI KPOBi. K npasmno, ix Bumorn go CK, aki
3a3HaNM MiHIManbHUX MaHinynAuin Ta NpU3Ha4YeHi AN romMosoriyHoro
3aCTOCYBaHHs, BiANOBIAAKOTb BiANOBIAHUM HOPMATUBHO-NPABOBUM LOKY-
meHTam €C, CLUA, Kanaaw i AcTpanii. Lle BaXnMBO Ans MiXKHApOAHOO
06MiHy TpaHcnnaHTaTamu, Tak Ak noHan 40 % TICK y cBiTi Big6yBaeTbCA
3aBAAKM 3any4eHHI0 JOHOPIB 3-32 KOPLOHY [51]. BuwieHasefeHi peryns-
TOPHi AOKYMEHTW y3aranbHeHi B Tabnuui 1.

AHANI3 HOPMATUBHO-NPABOBOI 5A31 YKPAIHW Y COEPI

TPAHCIJTAHTALIT TKAHUH | KJITUH, BKJTHOYAHYM TICK

Ha cborofHi YkpaiHa mae 06MexeHy KinbKicTb 3aKOHOAABYMX i Nifl-
3aKOHHUX aKTiB, AKi 6€3M0CepeHbO PEerymioTh AifNbHICTb, NOB’A3aHY
3 TICK. [isnbHicTb, N0B’A3aHa 3 TPAHCNAHTALIE OPraHiB, TKaHWH i Kni-
TWH, PErynioeTbCs 3aKOHOAABCTBOM YKpaiHW NpO TpaHCMiaHTawiio, fke
cknagaeTbes 3 OCHOB 3aKOHOAABCTBA YKPAIHW NP0 0XOPOHY 340POB’S Bif
19 nuctonaga 1992 poky Ne 2801 XlI (gani «OcHOB 3aKOHOAABCTBA NPO
0XOPOHY 310p0B’s») [59], 3akoHy YkpaiHu «[1po TpaHcnnaHTauito opra-
HIiB Ta iHLIUX aHATOMIYHMX MaTepianis noauHi» Big 16 nunHa 1999 poky
Noe 1007-XIV (mani — 3akoH YkpaiHu «[1po TpaHcnnaHTawuil»), a Takox
iHLIMX NPUIAHATMX BIZNOBIAHO 40 HWX MiA3aKOHHWX HOPMATUBHO-MNPABO-
BUX aKTiB YKpaiHu [60].
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Ne HA3BA [JOKYMEHTY PIK BUAAHHS  MOCHNAHHA
1. BCECBITHAl OPTAHI3AL|I1 0XOPOHW 340P0B’A
11 PykoBoasLme npuHumnbl BO3 no TpaHcnnaHTaUmn YenoBeHeCcKNX KNeToK, TKaHe! 1 OpraHoB 2010 [5]
1.2 Aide Mémoire on Key Safety Requirements for Essential Minimally Processed Human Essential Cells 2004 [46]
: and Tissues for Transplantation
1.3 Aide-Mémoire on Access to Safe and Efective Cells and Tissues for ransplantation 2006 [47]
14 Global Glossary of Terms and Definitionson Donationand Transplantation 2009 [48]
2 E€BPONEICbKMIA COHO3
21 KOHBEHL|if NP0 3aXMCT MpaB i MigHOCTI NOANHN LLOA0 3aCTOCYBaHHA 6ionorii Ta MeauLMHN: KOHBEHLis 2005 7]
. Nnpo npasa JiloanHn 1a 6iomeanumHy Bif 4 kBiTHa 1997 poky
29 [lopatkoBuiA NnpoToKON A0 KOHBEHL,iI Mpo npasa JIAnHM Ta 6ioMeanLMHY LWOAO TPAHCMIAHTaLli opraHis 2002 8]
. i TKQHWUH NIOANHN
Directive 2004/23/EC of the European Parliament and of the Councilof 31 March 2004 on setting
2.3  standards of quality and safety for the donation, procurement, testing, processing, preservation, storage 2004 [12]
and distribution of human tissues and cells
Commission Directive 2006/17/EC of 8 February 2006 implementing Directive 2004/23/EC of the
2.4  European Parliament and of the Council as regards certain technical requirements for the donation, 2006 [13]
procurement and testing of human tissues and cells
Commission Directive 2006/86/EC of 24 October 2006 implementing Directive 2004/23/EC
25 of the European Parliament and of the Council as regards traceability requirements, notification 2006 [14]
: of serious adverse reactions and events and certain technical requirements for the coding, processing,
preservation, storage and distribution of human tissues and cells
26 Commission Directive 2001/83/EC of the European Parliament and of the Council of 6 November 20010n 2001 [16]
: the Community code relating to medicinal products for human use
Regulation (EC) No 726/2004 of the European Parliament and of the Council of 31 March 2004 laying
2.7  down Community procedures for the authorisation and supervision of medicinal products for human and 2004 [17]
veterinary use and establishing a European Medicines Agency
Regulation (EC) No 1394/2007 of the European Parliament and of the Council of 13 November 2007
2.8  onadvanced therapy medicinal products and amending Directive 2001/83/EC and Regulation (EC) No 2007 [15]
726/2004
Commission Directive 2009/120/EC of 14 September 2014 amending Directive 2001/83/EC of the
29 European Parliament and of the Council on the Community code relating to medicinal products for 2009 [18]
human use as regards advanced therapy medicinal products
210 Guideline on Human Cell-based Medicinal Products /(EMEA/CHMP/410869/2006) 2008 [19]
211  Guide to safety and quality assurance for organs, tissues and cells, 2" edition 2004 [49]
212 Guide to the quality and safety of tissues and cells for human application. 3" Edition 2017 [50]
3. MDKHAPO[HI NPO®ECIAHI OPTAHISAL|IT
31 Towards a Global Standard for Donation, Collection, Testing, Processing, Storage, and Distribution 2008 [51]
) of Allogeneic HSC and Related Cellular Therapies
3.2  Circular of Information for the use of cellular therapy products 2009 [2]
33 FACT-JACIE International Standards for Hematopoietic Cellular Therapy Product Collection, Processing, 2015 [52]
: and Administration, Sixth Edition — Version 6.1
34 Sixth Edition NetCord-FACT International Standards for Cord Blood Collection, Banking, and Release for 2016 (53]
: Administration
35 World Marrow Donor Association International Standards for Unrelated Hematopoietic Progenitor Cell 2014 [54]
. Donor Registries
36 World Marrow Donor Association (WMDA) Guidelines for couriers and the transportation of 2009 [55]
: haemopoietic progenitor cells (HPC-BIM, apheresis and therapeutic cells-T Cells), Version 5.4
3.7 Introduction and Importance of a Globally Unique Identity and Labeling Format (ISBT 128) 2011 [96]
3.8 ISBT 128 Standard. Standard Terminology for Medical Products of Human Origin For Use with Product 2010 [57]
: Description Code Database. Version 7.10
>
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Ne HA3BA JOKYMEHTY PIK BAAAHHSI  MOCHNAHHA
4, CLUA
41 National Organ Transplant Act / Public Law 98-507 1984 [20]
42 21 CFR Parts 16, 1270, 1271: Current good tissue practice for human cell, tissue, and cellular 2004 [21]
" and tissue-based product establishments; Inspection and Enforcemen; Final rule
4.3 Public Health Service Act. Part | — C.W. Bill Young Cell Transplantation Program. Section 379 2011 [22]
44 Public Health Service Act. Part H — Organ Transplants. Organ procurement organizations. Section 371 2011 [23]
45 Public Health Service Act. Part F — Licensing — Biological Products and Clinical Laboratories. 2011 [24]
- Subpart 1 - Biological Products. Regulation of biological products. Section 351
Public Health Service Act. Part G — Quarantine and Inspection. Control communicable disease.
4.6 : 2011 [25]
Section 361
47 Guidance for Industry Current Good Tissue Practice (CGTP) and Additional Requirements for 2011 [26]
. Manufacturers of Human Cells, Tissues, and Cellular and Tissue-Based Products (HCT/Ps)
5. KAHAJIA
5.1 Background Paper for the OTDT Committees: Organ and Tissue Donation and Transplantation Legislative 2011 [28]
; and Legal Framework
5.2 Background Paper for the Tissue Expert Committee: How can the Canadian tissue donation and 2011 [29]
) transplantation system best ensure consistent safety and quality?
5.3 Safety of Human Cells, Tissues and Organs for Transplantation Regulations. SOR/2007-118. 2017 [30]
54  Medical Devices Regulations. SOR/98-282 2017 [31]
55  Food and Drugs Act. R.S.C., 1985, c. F-27 2017 [32]
56  CAN/CSA-Z900.1-17 — Cells, tissues, and organs for transplantation: General requirements 2017 [33]
5.7  CAN/CSA-7900.2.5-17 — Lymphohematopoietic cells for transplantation 2017 [34]
5.8 Guidance Document for Gell, Tissue and Organ Establishments: Safety of Human Cells, Tissues 2017 [35]
: and Organs for Transplantation
6. ABCTPANIA
6.1 Therapeutic Goods Act 1989 2014 [36]
6.2  Therapeutic Goods Regulations 1990 2017 [37]
Therapeutic Goods Order No. 88 — Standards for donor selection, testing and minimising infectious
6.3 disease transmission via therapeutic goods that are human blood and blood components, human tissues 2013 [38]
and human cellular therapy products
Therapeutic Goods Order No. 94 (Standard for Haematopoietic Progenitor Cells derived from Cord
6.4 2017 [42]
Blood) 2017
6.5 Australian Code of Good Manufacturing Practice for human blood and blood components, human tissues 2013 [39]
: and human cellular therapy products. Version 1.0
6.6  Therapeutic Goods (Manufacturing Principles) Determination No.1 of 2013 2017 [40]
6.7 Guidelinefor the Preparation of Technical Master Files for Blood, Blood Components and Haematopoietic 2008 [41]
: Progenitor Cells. Third edition, 2008
6.8 Australian Regulatory Guidelines for Biologicals. Part 1 — Introduction. Part 1 — Introduction 2017 43]
: to the Australian Regulatory Guidelines for Biologicals. Version 2.0, June 2017
6.9  Therapeutic Goods (Things that are not Biologicals) Determination No. 1 of 2011 2011 [44]
610 Excluded Goods Order No.1 of 2011.Guideline for ltems 4(0), 4(p), 4(q) and 4(r).Version 1.1, 2013 [45]

March 2013

Y 3akoHi YkpaiHu «[po TpaHCnnaHTawito» BiACYTHI Taki BU3HAYEHHS,
IK «reMOMNOEeTUYHi CTOBOYPOBI KNiTMHW» (TCK) a0 «remonoeTuyHi npore-
HITOPHI KNiTUHK» (TTIK), a TakoX [Kepena ix NoXomKeHHs. Y BignoBigHOCTI
3 TepmiHonorieto 3akoHy Ykpainu «[1po TpaHcnnanTauio» (c1. 1) ICK KicT-
KOBOr0 MO3KY, nepuchepuyHoi i NynoBUHHOI KPOBi NOTPansoTh NiJ BU3HA-
YEHHS «@HATOMIYHi MaTepianu» (OpraHun, TKAHWHW, aHATOMI4HI YTBOPEHHS,

KNiTUHW NIOANHY 260 TBApUHW) Ta «FOMOTPAHCI/IAHTATU» (AHATOMIYHI Ma-
Tepianu NIOAUHY, NPU3HAYEHI ANA TpaHCnNaHTauii). Baxnueoro BnacTtumeic-
TIO MX FOMOTPAHCNNAHTATIB € iX 30aTHICTb 40 pereHepaLii.

3acTocyBaHHs MeTOfy TpaHcniaHTauii Bif AOHOpa A0 peuumieHTa
AHATOMIYHUX MaTepianis 3AINCHIOETLCA Y BU3HAYEHOMY 3aKOHOM NOPASKY
NPy HAABHOCTI iX 3roan abo 3roAu ix 3aKOHHUX NPeLCTaBHUKIB 32 yMOBH,
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AKLLO BMKOPUCTAHHA iHLWMX 3ac06iB i METOAIB AN NIATPUMAHHSA XUTTS,
BiHOBNEHHS 260 MOMINWeHHS 3[40POB’'A He Jae 6aXaHuX pesynbraris,
a 3aBfjaHa Npu LbOMY LIKOAA JOHOPY € MEHLUOH, HiX Ta, L0 3arpoxyBa-
na peumnieHTy. 3akoH YkpaiHu «[1po TpaHCnnaHTauito» 3 ypaxyBaHHAM
CY4aCHOro cTaHy Hayku i pekomenzadiin BOO3 Bu3Hayae ymoBHM i nOpsAf0K
3aCTOCYBAHHA TpaHCMMaHTaLii K cnewianbHOro MeTody NiKyBaHHs, 3a-
6eanedye AoaepKaHHA B YKpaiHi npas MOANHN Ta 3aXUCT HOLCLKOI M-
HOCTi MpW 3aCTOCYBAHHI TpaHCNaHTaLi Ta 34iliCHEeHHI iHLIOI, NOB’A3aHOI
3 Helo AiNbHOCTI.

Ct. 1 3aKkoHy YkpaiHu «[1po TpaHcnnaHTawil» BU3HA4Yae TpaHCMIaH-
Tauito AK cnewianbHUA MeTOA NiKyBaHHSA, L0 NONArae B nepecagui peum-
MieHTY opraHy abo iHLWOro aHaTOMiYHOro martepiasny, B3ATuX y NIOANHN YK
y TBapuHu [60]. 3rigHo 3i cT. 3, chepa Aii 3akoHy Ykpaitu «[1po TpaHc-
nnaHTaLito» NOWMPIETLCS HA AIANbHICTb, NOB'A3aHY 3i B3ATTAM, 36epi-
FaHHAM, NepeBe3eHHAM OPraHiB, iHLLUX aHATOMIYHIUX MaTepiasniB I ANHY
Ta X TpaHCNNaHTALi€elo, BUTOTOBMIEHHAM 6i0iMNNAHTATIB, OTPUMAHHAM
i BUKOPUCTAHHAM KCEHOTpaHCNNaHTatis. [is uboro 3akoHy He noLunpio-
€TbCA: HA JOHOPCTBO KPOBi Ta/a60 il KOMMNOHEHTIB i AiANbHICTb, NOB’A3aHY
3 iX BUKOPUCTAHHAM; ayTOTPaHCNaHTaLilo — nepecajky JIoAnHi B3FTO-
ro y Hei aHaTOMIYHOro Marepiany; LifNbHICTb 6aHKIB NYNOBUHHOI KPO-
Bi, iHLUMNX TKAHWH i KNITUH NIOAMHM 3TiGHO 3 Nepenikom, 3aTBepaXeHUM
LLleHTpa/IbHM OPraHoM BUKOHABYOT BNlaam, Lo 3a6e3nedye hopMyBaHHs
[epXXaBHOi MONITUKM Y chepi 0XOPOHM 340POB’S.

OKpemo cnifi 3a3Ha4uTK, WO AIANbHICTL 6aHKIB MYNOBUHHOI KPO-
Bi, IHLUMX TKAHWH | KNITUH NIOAUHN 3TiLHO 3 Mepenikom, 3aTBepaKeHUM
MiHicTepcTBOM OXOPOHW 340P0B’A YKpaiHu, nignsarae niyeH3yBaHHIo Bif-
noBifHO A0 3akoHy YKpaiHu «[po niLeH3yBaHHs BUAIB roCnofapcbkoi
fisnbHocTi» [61]. NiLeH3iliHi yMOBM NPOBaKEHHS rocnoAapCcbKoi fisfb-
HOCTIi LMX BaHKiB 3aTBEpAKEHO nocTaHoBOK KabiHety MiHicTpis Ykpainu
Bifl 2 6epe3Hs 2016 p. No 286 «[po 3aTBepXeHHA JliLeH3iHNX yMOB
NPOBAKEHHA FOCMOAAPCLKOI AifNbHOCTI 6aHKIB NYNOBUHHOT KPOBI, iH-
LUNX TKAHWH i KNiTUH NIOAWHN 3Ti4HO 3 Nepesiikom, 3aTeepmxeHum MiHic-
TEepCTBOM OXOPOHU 3[0POB’A» [62].

Takum 4uHoM, fis 3akoHy YKpaiHu «[po TpaHcnnaHTawilo» nowupro-
€TbCA NIMLLIE HA anOreHHi TpaHcnIaHTawii aHaTOMiYHUX MaTepianis Bif po-
AVNHHNX | HEPOAMHHNX JOHOPIB. 3rigHo 3i cT. 290 «[1paBo Ha AOHOPCTBO»
LinsinbHOro Koaekcy YkpaiHu, NOBHONITHA Aie3aaTHa (isnyHa ocoba Mae
npaeo 6YTW LOHOPOM KPOBI, ii KOMMOHEHTIB, @ TAKOX OpraHis Ta iHLNX
aHATOMIYHWX maTepiani Ta penpofykTUBHUX KNiTuH. Ocoba AoHOpa He
MOBMHHA BYTU BIZOMOK peuunieHTy, a 0coba peuunieHTa — poauHi Ao-
HOpa, KPiM BUNAJKIB, KONW PELMNieHT | AOHOP NepebyBatoThb Y WN6i a60
€ 6nm3bKuMN poauyamm [63].

Ak goHopis TCK nepudepnyHoi KPoBi Ta/abo KiCTKOBOTO MO3KY BM-
KOPUCTOBYIOTb JIMLLIE XKMUBUX POSUHHUX a60 HEPOAUHHUX LOHOPIB. 3rif-
HO 3i CT. 12 3akoHy YkpaiHu «[po TpaHCcnaHTawil0», XXIBUM LOHOPOM
MOXe 6yTU JiLLIe NOBHOMITHA Jie3faTHa 0coba. BaaTTd romoTpaHcnnian-
TaTa y XWBOro JOHOPa J03BONAETLCA HA NiLCTaBi BUCHOBKY KOHCUMNiyMY
nikapis BiNOBIAHOr0 3aKnagy 0XOPOHW 340POB’S YK HAYKOBOI YCTaHOBU
nicns Moro Bce6i4HOro MeANYHOro 0BCTEXEHHS i 3a YMOBM, LU0 3aBAa-
Ha 3[0pOB’I0 OHOPa WKoAa 6yae MEHLLOI, HX Hebesneka 4N XUTTa,
L0 3arpoXye peuwnieHty. [na B3ATTA rOMOTPAHCNNAHTATIB, 3HATHUX
N0 pereHepaujii, peLuunieHT i JOHOP He 060B’A3KOBO MalOTb nepebyBatit
y wito6i a6o 6yt 6nM3bKUMKU pognyamun. He [LONYCKAETbCA B3ATTA r0-
MOTPAHCMNNAHTATIB Y XMBUX OCi6, AKi yTPUMYIOTLCA Y MiCLAX BifOYyBaHHA
noKapaHb; CTPXAAIOTb Ha TAXKKI NCUXIYHI PO3NaaMW; MaKOTh 3aXBOPHOBAH-
HA, L0 MOXYTb NepeaaTucs peumnieHTy abo 3alKOAUTA HOro 3L0POB’H;
Haflanu paniwe opraH abo YacTMHy opraHa ans Tpancnnaxtadii [60].

TakuM 4YMHOM, YKpPAiHCbKe 3aKOHOAABCTBO XXOPCTKO (6€3 BUHATKIB
ANS KNITUH | TKAHWH 34aTHUX [0 pereHepauii) 3a60poHse JOHOPCTBO ANs
HEMNOBHOMITHIX i Hedie3faTHMX 0cCi6. Xo4a iCHYHYi MiXXKHApOAHO-NPaBOBI
JOKYMEHTW [0MYCKaKTb TaKi BUHATKW ANS POAUHHOTO AOHOPCTBA pere-
HEPYIUNUX KNITUH (KONW BIACYTHIA NOBHONITHIA LOHOP, KW NIgX0ANTb
B MeanyHomy nnadi). Lli BUHATKM HaBefeHi y komeHTapi fo KM BOO3
Ne 4, nyHkTi 2 cT. 20 KoHBeHuii Ta ¢T. 14 i 15 [JogatkoBoro npotokosny
[5,7, 8]. NMpu LbOMY HaroNOLYETLCA, LU0 Y OYAb-SKOMY BUNAZKY 3anepe-
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YeHHA HeMOBHOJMITHLOI 0CO6M LLOAO NPOBEAEHHA NPOLeAYpyU LOHOPCTBA
NOBUHHO MepeBaXaTW Haj 3rofo, HafaHOW Oyab-AKOK iHLIOK CTO-
POHOK. [JyMKa HenoBHOMITHbOI 0COO6W BPAXOBYETLCA SIK BU3HA4aANbHIA
YUHHUK, BOXNUBICTb AKOr0 36iMbLUYETLCA NPONOPLIAHO BiKY Ta CTYNEHIO
3pinocTi uiei ocobu. MonoXeHHs, AKi 3aCTOCOBYHOTLCA 40 HEMOBHONITHIX,
TaK0X 3aCTOCOBYHOTbCS [0 6Yab-AKOI HeJie3faTHoi ocobu [5, 7, 8].

BignosigHo o cT. 13 3akoHy YKpaiHu «[1po TpaHcnnaHTaLito» y Xu-
BOr0 AOHOPa MOXe 6YyTU B3ITO FOMOTPAHCMNAHTAT NIMLLE 32 HAABHOCTI
/A0ro NMCbLMOBOI 3as1BM NPO Le, NigNUcaHoi CBIAOMO i 683 NPUMYyLLYBaH-
HS NiCNs HanaHHA oMY NiKY4YUM nikapem 06°eKTUBHOI iHopMmaLii npo
MOX/IUBI YCKNALHEHHA 4NnA AOro 340p0B’A, a TaKOX NPO ioro npasa
y 3B’A3KYy 3 BMKOHAHHAM [OHOPCbKOI (OYHKLUii. Y 3asBi JOHOP MOBUHEH
BKa3aTh NPO CBO 3rofly Ha B3ATTA Yy HbOTO rOMOTPAHCNNaHTaTa Ta npo
CBOI MOIHGYOPMOBAHICTb LL0A0 MOXANBUX HACMiAKIB. MTignnuc foHopa Ha
3aBi 3aCBIf4YYETbCA Y BCTAHOBIEHOMY 3aKOHOJABCTBOM MOPAAKY, a 3a-
fBa [0AETbCA 0 MOro MeuYHOi JoKymeHTauii [60].

Oco6nnBoCTi AOHOPCTBA | TpaHCNNaHTauii KiCTKOBOr0 MO3Ky Ta
iHWKUX 34aTHUX [0 pereHepauii aHaTOMiYHUX MaTepianiB BU3Ha4eHi
y ¢T. 14 3akoHy Ykpainu «[1po TpaHcnnaHTauito». Y BigNoBigHOCTI [0 Hef,
B3ATTA Y XKMBOrO AOHOPA KiCTKOBOTO MO3KY Ta iHLUNX 3[aTHWX [0 pere-
Hepawii aHaTOMiYHUX MaTepianiB NPOBOAUTLCA 3 AOLEPKAHHAM BUMOT,
BULLEHaBeeHuxX ¢T. 12 i 13 uboro 3akoHy. 3a 3rofot AOHOpa Ta npu
BIfICYTHOCTi Y HbOr0 MeAMYHUX NPOTUNOKA3AHb KICTKOBMIA MO3OK, iHLUi
3[1aTHi 10 pereHepadii aHaToMi4Hi maTepianu MoXXyTb 6paTucs NOBTOPHO.
3a 6aXaHHSM NOBHONITHLOI Aie3AaTHOI 0CO6W Y Hei MOXKe ByTI B3ATO Ha
36epiraHHa 3a i paxyHoK KiCTKOBWIt MO30K 3 METO0 BUKOPUCTAHHA Y pasi
noTpebu Ana aytoTpaHcnnaHTauii. 3a 3rofol [0HOpPa WOro KiCTKOBWIA
MO30K MOXe 6yTI HaaHo 6e30nnaTHO abo 3a nnaty Ans TpaHCNNaHTawii
iHWin 0co6i. [na npauiBHKKIB, 3aNHATUX HA pO6OTAX i3 NiLBULLEHUM PU-
31IKOM YPaXXeHHS KDOBOTBOPHOI CUCTEMMU, B3ATTS KICTKOBOrO MO3KY iA0ro
30epiraHHs 3AiACHIOTLCS 3a paxyHOK po6oToAaBLs. MopsaaoK B3ATT,
30epiraHHs i BUKOPUCTAHHA KiCTKOBOr0 MO3KY BCTAHOBIIOETLCA KabiHe-
ToMm MiHicTpiB Ykpaiuu [60].

CT. 18 3akoHy YkpaiHn «[po TpaHcnnaxTawiln>» 3a60POoHSE TOPriBNio
OpraHamu Ta iHWWMKU aHATOMIYHUMK MaTepianamm noguHu. B YkpaiHi
yKnafjaHHa yrog, Lo nepea6adaroTb KyniB-npogax opraHis abo iHWmx
aHATOMIYHWMX MaTepianis NAUHK, 32 BUHATKOM KiCTKOBOrO MO3KY, 3a-
6opoHseTbea [60]. MoxAuBiCTb KyniBAi-Npoaxy KiCTKOBOTO MO3KY, iKY
A0nyckKae yKpaiHCbKe 3aKoHOAaBCTBO B CT. 14 i 18, cynepeyntsb KIMBOO3
Ne 5, c¢1. 21 KoHBeHuji Ta ¢T. 21 i 22 [logaTkoBOro npoToKosy, sKi 3a60-
POHAKOTH KYNiBMO 260 NPONO3ULIK0 KyNiBAi KIITUH, TKAHWH 260 OpraHis
ANs TpaHcnnaxTawii, a6o ix NpoAaX XMBUM JOHOPOM ab0 HaNBAMKYMMU
poanyamu nomepnoro. Pasom 3 Tum 3a60poHa Ha NpoAax abo Kynisswo
KNiTUH, TKaHMH 260 OpraHiB He BUKMIOYAE BifLLKOJYBAHHS PO3YMHUX Ta
JOCTYMHUX KOHTPONIO BMAATKIB, MOHECEHWUX AOHOPOM, BK/O4ato4n BTpa-
Ty Joxody, abo onnarty BUAATKIB, NOB’A3aHMX 3 AOMMAA0OM, 06p06KOIO,
30epeXeHHAM Ta nepefadetd NIOACbKUX KITUH, TKaHWH abo OpraHis
QNS TpaHcnnaHTauii. Takmid nigxig n03BONSE KOMMEHCYBATU MOB’A3aHi
3 JOHOPCTBOM BUTPATM (BKNHOYAKOYM MEANYHI BUAATKN Ta BTpaTy LOX04Y
XXUBUM [OHOPOM) N9 TOro, W06 Ui hakTopu He CTBOPIOBANW JOHOPY
NepeLuKoA ANna 34iliCHeHHs oro Hamipis [5, 7, 8].

[paBa ocobu, fiKa Aana 3rody ctatu JOHOPOM, i XWBOro 0HOPA Ha-
BeAEHi B CT. 22 3akoHy YKpaiHn «[1po TpaHcnnaHTauilo». 3rifHo 3 uieto
cTatTeto, 0co6a, ska fana 3rogy cratu JOHOPOM, [0 B3ATTA FOMOTPAHC-
nnaHTaTa Mae NpaBo BiAMOBMTUCA Bif AaHOI HEW) paHille Ha Le 3roau.
Ha Bunagok cmepTi JOHOPA, 3apaXeHHs ioro iHGeKLiliHOI XBOPO6OIO,
BWHUKHEHHS Y HbOr0 iHLWMWX XBOPO6G 4K po3nafiB 3[0POB’'S Y 3B’A3KY
3 BMKOHAHHAM HUM JOHOPCbKOI (OYHKLIi BiH miansrae 0608’3KOBOMY
QIepXXaBHOMY CTpaxyBaHHI0. [IoOHOpY B NOPAAKY, BCTAHOBIEHOMY 3aKOHOM
YKpaiHu, BiAWKOAOBYETLCA LWKOAA, 3aN0AisHA YLWKOMKEHHAM 340P0B’S
y 3B’A3KYy 3 BUKOHAHHAM HUM [OHOPCHKOI OYHKLIi 3 ypaxyBaHHAM [0-
JIaTKOBMX BMTPAT Ha NiKyBaHHS, NOCUNEHe XapyyBaHHS Ta iHLLI 3aX0AMm,
CNPAMOBAHI Ha WOro couianbHO-TPYAOBY Ta NpodeciiHy peabinitauito
[60]. ®aKTU4HO NONOXKEHHS Li€i CTATTA He BUMKOHYIOTbCA. HUHI BifgcyT-
Hilh nopsanoK 060B’A3KOBOr0 18PXKABHOM0 CTPaxyBaHHSA AOHOPIB, a TaKoX



NOPAAOK BifLLKOAYBAHHSA LLIKOAM, 3aN0LisHOI 3OPOB’I0 JOHOPA Y 3B’A3KY
3 BUKOHAHHAM HUM [OHOPCHKOT (DYHKLI.

Buxopaum 3 cT. 22, 0co6a, sika Aana 3rofy cTatm A0HOPOM, A0 B3ATTA
'CK nepudhepnyHoi KpoBi abo KICTKOBOTO MO3KY Mae npaBso BigMOBUTUCA
Bif] JAHOI Heto paHille Ha Le 3roau. Lia Hopma He BpaxoBye cnewmaiky npo-
BeaeHHs TTCK. AmKe KLLO AOHOP BiAMOBUTLCA Bif AOHALji nig Yac npo-
BEJIEHHA 260 NiCNs 3aBEPLUEHHS PELMNIEHTY PEXUMY KOHAULIOHYBAHHS, TO
Lle MOXXe NpW3BECTU [0 CMEPTi XBOPOro. TakuM YMHOM, B LOOPOBINbHI
3rogi noHopa 'CK Takox MatoTb iCHYBaTU BiAMOBIAHI MONOXEHHS, AKi ne-
penbadaoTb MOXNMBICTL BiAMOBW Bifl AaHOI 3roau aX A0 TOF0 MOMEHTY,
NOKW MeJN4HE BTPYYaHHS N0 BiZHOLLIEHHIO IO PELMMIEHTA He JOCATHE CTa-
Jii, Ha Akii y Bunagky npunuHeHHs TFCK peuunieHT 3a3Hae Hebesnekn [5].

Ct. 23 3akoHy YkpaiHu «[po TpaHcnnaHTauito» nepefbéayae co-
LianbHWA 3aXMCT AOHOPA Ta YNeHiB MOro CiM’i. IHBaNiAHICTb [OHOPA, Lo
HacTana y 3B’3Ky 3 BUKOHAHHAM HWUM [OHOPCHKOI (OYHKLi, NpUpiBHIO-
€TbCA [0 iHBANIAHOCTI BHACNILOK TPYAOBOIo KaniuTea abo npogeciiiHoro
3aXBOPOBAHHA. Y pasi CMepTi JOHOPA, L0 HacTana BHACNILOK BUKOHAH-
HA HUM JOHOPCbKOI CDYHKLI, YnieHam cim’i momepnoro, ski 6ynu Ha inoro
YTPUMAHHI, NPM3HAYAETLCA NEHCIA Y 3B’A3KY 3 BTPATOK roAyBanbHMKA.
lMpu3Ha4eHHA TaKoi NEHCIi 3NiCHIOETLCA Y NOPAJKY Ta Ha yMOBaX, BCTa-
HOBNEHMX 3aKOHOAABCTBOM YKpaiHW A1l NPU3HAYeHHS NeHcii ciM’i roay-
Ba/IbHUKA, AKUIA MOMepP BHACNIAOK TPYAOBOr0 Kaniutea abo npodoecinHo-
ro 3axsoptoBaHHs [60].

Ct. 17 3akoH YkpaiHu «[po TpaHcnnaHTauitlo» BW3HAYaE NOPsaa0K
BWKOPWUCTAHHA 1A TPAHCNIAHTAL,iT OpraHis NnoMepnx SOHOPIB, a TaKoX
MKOEpXXaBHMA 06MiH FOMOTpaHCMIaHTaTamMu. 3rigHo 3 L€l CTaTTelo,
B YKpaiHi gie €auHa aepxxaBHa iHchopmauiiiHa cuctema TpaHcnnaHTawii
(ELICT), po sKoi BHOCATLCA BiAOMOCTI MPO PELMMIEHTIB, a TakoX Npo
0Ci6, AKi 3asBMN NPO CBOK 3rody abo He3rofy CTaTv fOHopamu y pasi
cmepri. Lli BinoMocTi € KOH(iAeHUINHAMK, CTAHOBNATL NiKAPCbKY TaEM-
HULIO | MOXYTb BYTW PO3rOMOLLEHI NINLLE Y BUNALKAX, NepesdaqeHmnx Lum
3akoHoM. LieHTpanbHWii opraH BMKOHABYOi BNaam, Lo 3abe3nedye gop-
MyBaHHA [eP>XXaBHOI NOMITUKM y crepi 0XOPOHU 3[0POB’S, 3aTBEPAXKYE
MonoxeHHs npo EOICT Ta 3a6e3neyye AianbHICTb TAaKOI CUCTEMMU.

Y BigNOBIAHOCTI 3i CT. 17, AKWO 6i0NOMYHO CYMICHOro 3 OTpUMa-
HUM OpraHom peuunieHTa B Mexax YKpaiHu He 3HanfeHo, LeHTpanbHNi
OpraH BUKOHABYOI Baau, Lo 3abesnedye POpMyBaHHS AepXaBHOI No-
NiTUKN Y cpepi 0XOPOHKM 3[40POB’A, Hafae iH(hopMmaLito Npo Lei opraH
BiZANOBILHMM YCTAHOBAM i OpraHisauiam iHWWX Kpaid, 3 akumn YkpaiHa
yKnana MixXHapOAHi [OroBOPM 3 NMUTaHb TpaHcnnauTauii. OpraHu, B34Ti
y NOMEPNNX 0CiB, a TaKOX KiCTKOBMIA MO3OK, B3ATWUIA Y XUBUX OHOPIB,
MOXYTb NepefaBaTUCs iHLIKMM KpaiHam NuLie Ha YMOBAX PIBHOLIHHOMO
06MiHY B NOPSAAKY, BU3HAYEHOMY BiANOBIAHUMU MDKHAPOLHUMU [Or0-
Bopamu Ykpainu [60]. ®aktnyHo nepepbayeHa cr. 17 3akoHy YkpaiHu
«[1po TpaHcnnaHTauito», €ICT ctaHoM Ha noyatok 2018 poky He CTBO-
peHa i He (hYHKLiOHYE.

[pyry rpyny HOpMaTuBHUX aKTiB CTAHOBNATb NOCTaHOBU KabiHeTy
MinicTpis YkpaiHu Ta Haka3u MiHicTepcTBa OXOPOHK 340POB’S YKpaiHu
(M03), nonoxeHHs, iHCTPYKLUii TOwWO0. PO3rnsHeMO Hai6inbLL BaXuBi
NiA3aKOHHI aKTK, IKi PernameHTyioTb fisNbHICTb, nos’a3aHy 3 TICK. Ce-
ped HUX 0cobnuBe micLe 3anmae MoctaHosa KabiHety MiHicTpis YkpaiHu
Bif 24 kBiTHA 2000 p. Ne 695 «[leski nutaHHs peanisauii 3akoHy YkpaiHu
«[Tpo TpaHcnnaHTaLilo OpraHiB Ta iHWKUX aHATOMIYHUX MaTepianis NHOAN-
Hi» [64]. Amxe 3rigHo 3i cT. 8 3akoHy YkpaiHu «[1po TpaHcnnaHTawio»
JiANbHICTb, NOB’A3aHY 3 TPAHCMAHTALIE0, MOXYTb 3[iliCHIOBATU aKpe-
ANTOBaHi B YCTaHOB/IEHOMY 3aKOHO[ABCTBOM YKpaiHW NOPSAKY fepXKaBHi
Ta KOMYHanbHi 3aKnagu 0XOpoHM 30POB’S | AePKaBHI HAYKOBi YCTaHOBW
3a nepenikom, 3aTepmxeHnm KabiHetom MiHicTpi Ykpainu. BuiieHase-
[EHOI0 NOCTAHOBOK 3aTBEPKEHO NePesTiK AepXKaBHUX Ta KOMYHaNbHMX
3aKnagiB 0XOPOHM 3[40PO0B’A | AepXKaBHMX HAYKOBUX YCTAHOB, K MalOTb
npas0 NPOBAAUTY JiANbHICTb, NOB’A3aHY 3 TPAHCMNAHTALIIEI0 OpraHis Ta
iHLUWX aHATOMiYHUX MaTepianis NoAuHi B YKpaiHi. BkazaHuit nepenik mic-
TWUTb CiM PO3LiniB, AKi NOZINAOTL 3aKNa4N OXOPOHK 3L40POB’A | HAYKOBI
YCTAHOBW Ha Taki, L0 MaTb NpaBo NPOBALUTW: AIANbHICTb, NOB’A3aHY
3 TPaHCNNaHTaLiel0 OpraHiB Ta iHLWWUX aHAaTOMIYHWUX maTepianis NIOANHI;
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[iANbHICTb, NOB’A3aHY 3 TPAHCNMAHTALIED OPraHiB NIIOANHI; AiANbHICT,
NOB’A3aHY 3 TPAHCMMAHTALIED TKAHUH JHOLUHI; BiANbHICTb, NOB’A3aHY
3 TPAHCNNAHTALE0 KNITUH NIOANHI; OiSNbHICTb, NOB’A3aHy 3 TPaHCNNaH-
TaUiel0 TKaHWH Ta KNITUH NIOAKHI NPY ONIKOBNUX YPAXKEHHAX; BUNYYEHHS
OpraHiB y [OHOPIB-TPYNiB; 3AINCHIOBATU BWJTYHEHHS aHATOMIYHUX Ma-
Tepianie y AOHOPIB-TPYNiB ANd Nofanblwoi TpaHcnnaHTauii TKaHUH Ta
BUrOTOBMEHHS GioiMnnaHTaHTiB [64]. [o po3giny «3aknagn 0XOpOHM
3[J0POB’A | HAyKOBi YCTaHOBW, fIKi MalOTb NPABO NPOBALUTM AiANbHICT,
MOB’A3aHY 3 TPAHCNJIAHTALE0 KNITUH NOLUHI» BKOYEHO, B TOMY YMCHi,
3aK/1au OXOPOHU 3[0POB’A Ta HAYKOBi YCTAHOBU, AKi MaloTb MpaBo Bu-
KoHyBatu TICK [64].

[HWMM HOPMATMBHO-NPABOBUM aKTOM, KA 6€3N0CEepeaHbO CTOCY-
etbes TICK, € Hakaza MO3 VYkpaiHu «[1po 3aTBepKeHHs HOPMATUBHO-
NPaBOBUX aKTiB 3 NUTaHb TPAHCMAHTALIT OPraHiB Ta iHLWKUX aHATOMIYHNX
marepianis noauHi» Big 4 TpasHa 2000 poky Ne 96 [65]. Lium Hakasom
6yno 3atBepikeHo MMopsaok y3aTTs, 36epiraHHs i BUKOPUCTAHHA KiCTKO-
BOro MO3KY [66].

3 MeTot0 3anobiraHHsa nepefadi iHPeKUiliHUX 3aXBOPOBaHb Bifl [0-
Hopa ;o peuunienTa Hakasom MO3 VYkpainu Big 10 4epBHs 2004 poky
Ne 294 6yB 3aTBEpAXKeHWIA «[Tepenik 3ax0fiB LLOA0 NONepPemKeHHs ne-
pefiadi iHGeKLiNHNX 3aXBOPHOBaHb NPU TPAHCNNAHTAL|i OpraHiB Ta iHLINX
aHATOMIYHNX mMaTepianis NoguHi» [67].

Lo cTocyeTbcs 0CO6NMBOCTEN BUKOPUCTAHHSA MYNOBUHHOI KPOBI AK
mxepena [CK ans TpaHcnnaxTauii, To B JaHWiA Yac B YKpaiHi npoBeaeH-
HSl TAKOrO BTPYYaHHS MOXIMBE NULLE B paMKax KMiHIYHMX BUNPOOYBaHb.
«[TopsaoK NPOBeAEHHs KNiHIYHUX BUNPOOYBAHb TKAHMHHUX i KNITUHHUX
TPaHCNNAHTaTIB Ta €KCMepTu3n Marepianis KmiHiYHUX BUNPOOYBaHbL>,
BK/IK0Yato4mM TpaHcnnaxTadito FCK nynoBUHHOT KPOBI, 3aTBepAxXeHo Ha-
kasom MO3 Vkpainm Big 10.10.2007 poky Ne 630 «[Tpo 3aTBEpAKEHHSA
MopsaKy NpoBedeHHs KIiHIYHUX BMNPOOBYBAaHb TKAHWHHUX i KNITUHHWUX
TPaHCNNAHTATIB Ta eKCnepTu3n Mmatepianis KiHiYHUX BUNPO6YBaHb
it yHeceHHs 3MiH o MopAagky NpoBeAeHHs KAiHIYHUX BUNPOGYBaHb Ni-
KapCbKux 3ac06iB Ta eKcnepTu3n martepianis KniHiYHWUX BUNPOOBYBaHb,
3aTBepmKeHoro Hakazom MO3 VYkpainu Big 13.02.2006 poky Ne 66,
3apeecTpoBaHoro B MiHictepctsi toctuuii YkpaiHum 10.03.2006 poky
3a Ne 252/12126» [68].

3 METOH YAOCKOHANEHHS HafaHHA Mean4HOi AONOMOri neaiaTpuy-
HuUM xBopum Hakazom MO3 VYkpaiHu «[1po 3arBepiKeHHs KMiHiYHOro
NpOTOKONY «AnOreHHa Ta ayToONoriyHa TPaAHCNNaHTALi CTOBOYPOBUX
reMornoeTUYHNUX KNiTUH y AiTeid. MNokasaHHA Ta NPOTMUNOKa3aHHA» Bif
23.07.2010 poky Ne 619 6yno 3aTBepAXXeHO BULLEHABEEHMIA NPOTOKON,
AKWA IPYHTYETBCA HA HAYKOBMX AaHux EBMT LWof0 KNiHIYHOI NpakTukm
B ranysi TTCK B €sponi [69].

3 MeTOK opraHi3auji nowwyKy HEepOAWHHUX AOHOPIB ANS aNoreHHoi
TrCK, signosigHo cT. 17 3akoHy YkpaiHu «[1po TpaHcnnaHtauiio» [60]
Ta Kepyrouuch Monoxexusam npo €OICT [73], Hakazom MO3 Vkpainu Big
28 BepecHs 2009 poky No 247-0 «[1po BHeceHHs 3miH go Ctatyty [ep-
XXaBHOro nignpuemcTea «[lepxaBHuii hapmakonoriyHnid ueHtp» MO3
YkpaiHu» 6yno cTBOPEHO «BceykpaiHCbKWMIA PEECTP [OHOPIB reMOonoeTny-
HWUX CTOBOYPOBMX KNiTUH (KicTkoBOro Mo3ky) MO3 Ykpainu» (aani — «Bce-
yKpaiHcbkuii peectp goHopie MCK»), skuii € 6a30BMM HayKOBO-METOANY-
HAM LEHTPOM 3 MNUTaHb OpraHisauii noLuyky BCiX MOTEHLiAHUX LOHOPIB
I'CK (kicTKOBOrO MO3Ky) B YKpaiHi, L0 CNiBNPALIOE 3 TPAHCMNAHTALiHN-
MU LEHTPaMK Ta KOOPAMHYE HiANbHICTb LeHTpiB 3abopy MCK KicTKoBOro
mo3ky i HLA-na6opartopiit. BignosigHo A0 Haka3dy Ha HbOrO MOKNageHo
3[iICHEHHSA HACTYMHUX (DYHKLiA: CTBOPEHHSA Ta iH(hopMaLiiiHe HanoBHe-
HHA 6aHKy AaHux «BceykpaiHcbkoro peectpy AoHopi TCK»; oTpumaHHs
3anuTiB Ha NOLLYK CYMICHUX HECMOPIAHEHNX [LOHOPIB KICTKOBOr0 MO3KY Bifl
TPaHCNNAaHTALiAHNX LIeHTPIB Ta/ab0 MOLLYKOBUX LIEHTPIB; NOLLIYK CYMiCHUX
JIOHOpIB Y 6a3i AaHux «BceykpaiHCbKoro peectpy AoHopis [CK» Ta ix akTu-
BaLlif; KOOpAWHaLiA fiii no 3a60py AOHOPCHKOr0 NPOAYKTY Y LEHTpi 3a60py
KICTKOBOrO MO3KY; OpraHisalis TpaHCrnopTyBaHHS NPOAYKTY OOHOPCHKUX
'CK i3 ueHTpy 3a6opy I'CK [0 TpaHCMNaHTaLiRHOrO LEHTPY; KOOpAMHaLis
PO6IT, NOB’A3aHMX 3 BUKOHAHHAM anoreHHoi TTCK. Ane MiHapogHui 06-
MiH TpaHcnnaHTatamu I'CK 6yme MOXNVBUIA IULLE 32 YMOBYW BNPOBAKEHHS!
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«BceykpaiHCbkuM peecTpoM AoHopiB [CK» MiKHapoAgHWX CTaHaapTis
i Bumor WMDA ta BMDW T1a BCTYNY A0 LMX OpraHisauii .

Oco6nnBe MiclLie B CUCTEMI HaJaHHA TPaHCMNAHTaLINHOI AonomMoru
BiZBeleHO KOOpAMHALiiHOMY LEHTPY TpaHcnyiaHTawii opraHis, TKaHUH
i Knitud MO3 YkpaiHn (gani — KoopanHauiiiuii LeHTp) Ta nignopsakoBa-
Hin inomy €0ICT. Ha KoopamHauinHuid ueHTp 3rigHo MoctaHoBu KabiHeTy
MinicTpis Ykpainu Big 27 kBiTHA 1994 p. Ne 257 «[Tpo cTBOpeHHs Koopau-
HAUiMHOrO LeHTPY TPaHCNAHTaLii OpraHiB, TKAHWH i KNITUH» MOKNAAEH0
NPOBEAEHHA OPraHi3auiitHoi, KOHCYNLTATUBHOI T HAYKOBO-METOANYHOI
po60TU B ranysi TpaHcnnaHTauii opraHie, TKaHWH i KNiTWH [70]. 3rigHo
3 Hakazom MO3 Ykpainn «[po 3atBepmkeHHs MonoxeHHs npo Koopam-
HaUiMHWIA LeHTP TPAHCNMAHTALii OpraHis, TKAHWH i KNiTUH» Big 11 rpyaHs
2006 p. No 812, ocHoBHUMM 3aBJaHHAMM LleHTpy €:

. OpraHizauifiHo-MeTOAMYHe  KepiBHUUTBO, iH(opMmaliiHe 3a-

6e3neyeHHs, KOHTPOSb, 3a6e3neyeHHs B3AeMOfii 3aknagis,
YCTAHOB Ta OpraHisauin, Lo 3AiACHIONTb AIANbHICTb, NOB’A3aHY
3 TpaHCNNAHTaLiE;

. 3[INCHEHHSA HAYKOBMX LOCIiIKEHb | BNIPOBAMKEHHS Y NPAKTUY-
HY MeJMLMHY HayKoBWUX PO3P06OK Yy ranysi TpaHcnnaHTadii op-
raHiB, TKAHWH i KNITUH;

«  3a6esneyeHHs pisanbHocTi EOICT [71].

Kpim Toro, MoctaHosoto KabiHety MiHicTpis YkpaiHu Big 5 BepecHs
2007 poky Ne 1100 «[Tpo 3axoay LOA0 OpraHi3auii AianbHOCTI 3aKknagis
OXOPOHW 3[0POB’s Ta HAYKOBMX YCTAHOB, MOB’A3aHOI 3 TPAHCMNAHTALE
OpraHiB, TKaHUH i KNITUH» YCTAHOB/EHO, LU0 KOOPAMHALINHWIA LeHTP:

*  €TONOBHOK HAyKOBO-NPAKTUYHO YCTAHOBOH), IKA OPraHi3oBye

Ta NPOBOAUTbL KMiHiYHI BUNPOOYBAHHA TKAHWHHUX i KNITUHHUX
TPaHCNNAHTaTIB 3@ PaxyHOK [O6POBINbHUX BHECKIB, L0 HAAX0-
OATb Bif OPUANYHNX | (I3NYHNX 0Ci6, iHLWKMX [Kepen, He 3a-
6OPOHEHUX 3aKOHOJaBCTBOM;

«  3[iliCHIOE KOHTPONb 3a AiNbHICTIO 3aKNajiB 0XOPOHU 30POB’S
Ta HAayKOBMX YCTAHOB HE3aNeXHO Bif iX NignopsaakyBaHHS,
MOB’A32HOI0 3 TPAHCMN/AHTALLIEI0 OPraHiB, TKaHWH i KIITUH [72].

3 MEeTO 3[iCHEHHS e(heKTUBHOr0 Ta OMepaTUBHOMO iHdopMaLiii-
HOro 3a6eaneyeHHs CUCTEMW TpaHcnnaHTauii B YKpaiHi, 3a6e3ne4eHHs
iHdhopmaLinHOT B3aEMOZIi i3 BifNOBIAHMMU YCTAHOBAMM iHLUMX KpaiH Ta
CnewianiaoBaHNMN MiXXHApPOAHUMI OpraHi3auisMu, DOPMYBaHHSA crellia-
Ni30BaHNX iHOPMaLiRHNUX pecypciB Ta HafaHHS iHGhOpMaLIRHNX nocyr
y pamkax KoopauHauinHoro ueHTpy 6yno nepefndayeHo OyHKUIOHYBaHHS
€LICT, saKa Ha CbOrofiHi He CTBOPEHa.

3rigHo 3 Hakazom MO3 Ykpainm Big 29 nuctonaga 2002 p. Ne 432
«lpo 3aTBepmKeHHN MonoXeHHs Npo EanHY AepXxaBHy iHopMaLiiiHy
CUCTEeMy TpaHcnnaHTauii» [73], OCHOBHUMM 3aBAAHHAMMW L€l CMCTEMM
€ 3a6e3Me4eHHs:

+  iH(hopMaUiAHOT NISTPUMKM 3aX04IB LLOA0 PO3POOKK i peanisavii

[epXaBHOI NONITUKKN y cdpepi TpaHcnaHTaLii;

. BLLOCKOHA/IEHHsA MexaHi3MiB 36MpaHHs, apXisauii, onepaTuBHOI
06po6KK Ta nepefadi iHhopmauii Npo peuunieHTiB Ta JOHOPIB,
3rofly abo He3rody ctati AOHOpPamm y pasi CMepTi, aHaTOMiYHi
marepianu, 6ioiMnniaHTaTit i iX BUKOPMCTAHHA AN TpaHcnnaHTa-
LN Ta iMNNaHTaLii Towo;

. KOHMDIAEHLIAHOCTI BiAOMOCTE NP0 PELMNIEHTIB, @ TakoX Npo
0Ci6, AKi 3a9BKUIX NPO CBOKO 3rofy abo He3rofy cTati AOHOpa-
MUy pasi CMepTi;

e 0MepaTUBHOrO NOLUYKY peuunieHTiB B YKpaiHi Ta iHDOpMyBaHHA
BILNOBIAHMX YCTAHOB i OpraHisauii iHLWKX KpaiH, 3 aKkumun Ykpai-
Ha yKnana mi>KHapofHi 4OroBOpY 3 NUTaHb TPaHCNNAHTALi;

e MOHITOPUHTY CTaHy 3[10P0OB’S PELMMNIEHTIB B NicnaonepawinHomy
nepioai;

e BNPOBA[PKEHHA CTAHLAPTM30BAHOIO Ta CEPTM(IKOBAHOIO iH-
(hopmaLiiiHo-aHaNiTM4HOrO 3a6e3MeYeHHs A9 YCiX NAHOK CUC-
TeMW TpaHcnaHTaLii;

. €0VHNX CTaHAApTIB Ta iH(hOPMALNHUX TEXHONOTIA eNneKTPOH-
HOr0 JOKYMEHTOOG61iKY B YCTaHOBAX i 3aKnajax CUCTEMM TPaHC-
nnaHTauji;
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*  iH(hopMaLifHOT NILTPMMKK PO3PO6KM Ta peanisaii AepXaBHMX
i MDXKHApOLHUX Nporpam 3 NuTaHb TPaHCMNAHTAL;

. peanisaLlii KOHTPOMbHO-aHANITUYHUX NpoLeayp W00 3abe3ne-
YEeHHA JiANbHOCTI CMCTEMMN TPaHCNaHTaLii;

e onepatmBHOro iHchopmysaHHs MO3 VkpaiHn 3 nuTaHb Jisinb-
HOCTI, NOB’A3aHOI 3 TPAHCMNAHTALLE;

e JiNbHOCTI CMCTEMMW LiNbOBOrO HaBYaHHA Ta aTecTauii kaapis
AN CMCTeMW TpaHcnnaHTauii, B TOMy Yucni Ha 6asi aucTaHuii-
HWNX METOAIB HAaBYaHHSI.

[ns peanisauii BuLLeHaBeAeHUX 3aBAaHb A0 cknagy EOICT maTb

BXOAMTH:

«  0asu JaHux Ta PeecTpu OpraHie, aHaTOMi4HWUX mMaTepianis, 6io-
iMNNAHTATIB; AOHOPIB i peLuunieHTiB; 3rof Ta BiAMOB Ha JOHOP-
CTBO; BMKOHAHWX TPAHCMNaHTaLin; (hopM Ta BUAIB AifNbHOCTI,
MOB’A3aHOI 3 TPAHCNMAHTALIE0; AEPXABHUX Ta KOMYHAJIbHUX
3aKNafiB OXOPOHW 3[0POB’A, AEPXaBHWUX HAyKOBUX YCTaHOB,
SKUM [103BONEHA AiNbHICTb, NOB’A3aHa 3 TPaHCNNAHTaLie,
HOPMaTUBHO-NPaBOBMX, HOPMATUBHO-METOANYHUX [OKYMEHTIB
Ta iHdhopMaLinHNX pecypcis;

e (byHKLUiOHA/bHI NIACUCTEMMW TUMYBAHHA OPraHiB Ta iHLWKUX aHa-
TOMI4HWUX MaTepianis, ONepaTuBHOIO NOLUYKY (Cenekwii) peuuni-
€HTIB B Mexax YKpaiHu, HafaHHA iHdhopmaL,ii BignoBigHUM yCTa-
HOBAM i OpraHi3alism iHWKWX KpaiH, Bepudikavii, apxiByBaHHs,
aMIHICTPYBaHHSA, akpeguTauiii, cepTudikauiin, martepianbHo-
TEXHIYHOr0 3a6e3neYeHHs, TeNIEKOMYHiKaLlin Ta 3B’A3KY;

«  iHdopmauiiHi cuctemn (6a3n SaHWUX, PEECTPU, (DYHKLiOHANbHI
NiZCMCTEMN) AEPXKABHUX Ta KOMYHaNbHUX 3aKnafiB OXOPOHM
3[10POB’Al, IEPXKABHUX HAYKOBWX YCTAHOB, IKUM [03BOSIEHA Li-
ANbHICTb, NOB’A3aHa 3 TpaHCNNaHTauieto [73].

Ananis BuileHaBefieHux Ta iHWUX [74-76] HOpMATUBHO-NPaBOBUX
aKTiB rOBOPMTb NP0 Te, L0 BOHW PEryNOKTb B OCHOBHOMY AisNbHICTb,
NOB’A3aHY 3 TPAHCNJIAHTALLiEl0 OPraHiB, i He BPaxoByOTb 0CO6IMBOCTI Ta
cneundpiky TICK.

B Hawin kpaidi 16.09.2014 p. 6yno npuinHATOo 3aKoH YkpaiHu «Mpo
paTtudikauilo Yrogn npo acouiauito M YKpaiHoto, 3 OAHI€EI CTOPOHK, Ta
€sponeiicbkum Coto3om, €BpONeicbKMM CMiBTOBApUCTBOM 3 aTOMHOI
eHeprii i IXHIMWU JepxaBamu-4neHamu, 3 iHLWOI CTOPOHU» (Jani — «Yro-
Aa npo acouiauito») [77]. Y BignoBigHoCTI 3i ¢T. 427 i 428 «Yroan npo
acouiauito» cnisnpaus M YkpaiHoto Ta €C oxonntoe i Taki cdepu, Ak
AKICTb Ta 6e3MeyHiCTb Cy6CTaHLiil NIOLCLKOTO MOXOMKEHHSA, 30Kpema
KPOBI, TKaHWH Ta KNiTWH. YKpaiHa NOBUHHA NOCTYNOBO HAGNMXYBATU CBOE
3aKOHOLABCTBO Ta NPaKTMKY A0 npuHUMNiB acquis €C, 30kpema y cdepi
iHheKLiMHNX XBOPOO, CNYXXO6 KPOBI, TPAHCNNAHTALLT TKAHWUH | KNiTUH [78].
MMepenik BignoBigHWX akTiB acquis €C Bu3HayeHo y Jopatky XLI oo uiei
Vrogwm [79].

Patudikysaswm «Yrogy npo acouiauito», YkpaiHa nigrsepauna csoi
HaMmipu 00 NOCTYNOBOr0 HA6NMXEHHs CBOr0 3aKOHOAABCTBO [0 3aKO-
HogascTea €C. poTarom 2 poki 3 AaTi HaBpaHHA YMHHOCTI «Yrogot
npo acouiauito» MalTb 6yTW BNpoBamKeHi B YKPaiHi NONOXEHHs psagy
Oupextu €C y cchepi TpaHCnNaHTaLi TKaHWH i KNITUH, @ came: JupekTu-
Ba Ne 2004/23/EC €Bponeiicbkoro MapnameHty 1a Paau Big 31 6epesHs
2004 poky Npo BCTAHOBMEHHS CTaHAAPTIB AKOCTi Ta 6e3nekn Ansg [o-
HOPCTBA, OTPUMAHHSA, NepeBipku, 06p06KK, KOHCepBaLlii, 36epiraHHa Ta
PO3MOBCIOIKEHHS NIOACLKUX TKaHUH | KniTuH [12]; Oupektusa Komicii
Ne 2006/17/EC Big 8 ntotoro 2006 poky, ska BCTAHOBMOE Npasna BNpo-
BafxeHHs [upekTueu Ne 2004/23/EC 040 AEAKNUX TEXHIYHUX BUMOT A0
[IOHOPCTBA, OTPMMAHHA Ta TECTYBAHHA JIIOACBKUX TKAHUH i KNiTWH [13];
Nupektuea Komicii Ne 2006/86/EC Big 24 »xoBTHS 2006 poky, L0 BMpo-
Bapxye [upektuey Ne 2004/23/EC cTOCOBHO BUMOT [0 BiACTEXEHHS, NO-
BiZJOMJIEHHS NPO CEPWO3HI HEraTMBHI peakLii Ta NoAii, a TakoX CTOCOBHO
MEeBHNUX TEXHIYHWX BUMOT LLOJ0 KOLyBaHHs, 06p06KM, 36epiraHHs, HaKo-
NUYEHHS Ta PO3NOBCIOIKEHHS NIOACLKUX TKAHWH | KNiTUH [14].

[lis BuLLEHaBELEHUX OUPEKTUB MOLUMPIOETLCA HA ayTONOrivHi Ta
anoreHHi TCK kicTkoBOro Mo3Ky, nepuchepnyHoi KpoBi i MymoOBMHHOI
KpoBi [12-14]. BnpoBafKeHHS NONOXeHb LUX AUPEKTUB B HOPMATUBHO-
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Ne HA3BA [JOKYMEHTY MOCUIAHHA
1 OcHoBM 3aKoHOAABCTBA YKpaiHK Npo 0XopoHy 340poB'a Big 19 nuctonaga 1992 p. Ne 2801 Xl [59]
2 3akoH YKpaiHn «[1po TpaHCnnaHTaLito OpraHiB Ta iHLWKWX aHAaTOMIYHUX MaTepianis noguHi» Big 16.07.1999 p. Ne 1007-XIV [60]
3. LinsinbHun Kogekc Ykpainu Big 16.01.2003 p. Ne 435-1V [63]
4 3akoH YkpaiHn «[1po niLeH3yBaHHs BUAIB rocnofapcbkoi giansHocTi» Big 02.03.2015 p. Ne 222-VIII [61]

3akoH YkpaiHn «[1po patudpikalito Yroam npo acouiauito Mixx YKpaiHoto, 3 0AHiei cTopoHu, Ta EBponencbkum Coo3om,
5. €BPONENCHLKIM CMiBTOBAPUCTBOM 3 aTOMHOI EHEPTil i iXHIMM JepXXaBaMu-4neHamu, 3 iHLWoi cTopoHu> Bif 16.09.2014 p. [77]
No 1678-VII
Yroaa npo acouiauito Mix YkpaiHoto, 3 oaHiei cTopoHu, Ta Eponeiicbkum Coto3om, EBponencbKUM CMiBTOBApUCTBOM

6. 3 aTOMHOI eHeprii | iXHiMK fepXKaBaMu-4sieHamu, 3 iHLWoi cTopoHu, Big 30.11.2015 p. Jopatok XLI go Mmasm 22 [78, 79]
«[pomagacbke 340poB’s», Po3gin V «<EKOHOMIYHE i rany3eBe CMiBpOBITHULTBO>.

7 Mocranosa KabiHety MiHicTpis Ykpainu Big 27.04.1994 p. Ne 257 «[Tpo cTBOpeHHs KoopAnHALiHOTO LEHTPY [70]

. TpaHcnNaHTaLjii OpraHie, TKaHWH i KNITUH>»

8 MoctaHoBa KabiHeTy MiHicTpiB Ykpaitu Big 24.04.2000 p. Ne 695 «[lesiki nutaHHs peanisauii 3akoHy YkpaiHu [64]

: «[po TpaHCNNAHTaLi0 OPraHiB Ta iHLUNX aHATOMIYHUX MaTepianis JOANHI»

9 lMoctaHoBa KabiHeTy MinictpiB YkpaiHu Big 05.09.2007 p. Ne 1100 «[1po 3axoau 100 opraHisalii AifanbHOCTI 3aKnamis [72]

: OXOPOHW 3[J0POB'S Ta HAYKOBWX YCTAHOB, MOB'A3aHOI 3 TPAHCMIAHTALIEI0 OPraHiB, TKAHWUH i KNITUH»

Mocranosa KabiHety MiHicTpis Ykpainu Big 02.03.2016 p. Ne 286 lMpo 3aTBepmxeHHs JTiLeH3iitHX YyMOB NPOBaLKeHHS!
10. rocnoaapcbKoi AinbHOCTI 6aHKIB MyNOBUHHOI KPOBI, iHLLMX TKAHWUH i KNITUH NOAWHW 3TiAHO 3 NEPEeNikoM, 3aTBEPIKEHUM [62]
MinicTepcTBOM 0XOPOHM 340POB’S
1 Haka3 MinicTepcTBa 0XOpOHU 340p0B's YkpaiHu «[po 3aTBepmKeHHs HOPMATUBHO-NPABOBMX AKTIB 3 MUTaHb [65]
* TpaHcnnaHTawii opraHis Ta iHWWX aHaTOMiYHWUX marTepianis noanHi» Big 04.05.2000 p. Ne 96
12. Mopsnok y3aTTs, 36epiraHHs i BAKOPUCTaHHSA KICTKOBOrO MO3KY [66]
13 Haka3 MiHicTepcTBa 0X0poHu 340p0B'a YkpaiHu «[1po nepenik 3axoAis LLOA0 NonepemKeHHs nepegadi iHgekwuinHux [67]
* 3axBOPOBaHb NMPW TPAHCMIAHTALi OPraHiB Ta iHLWMX aHATOMi4HUX MaTepianis noauHi» Big 10.06.2004 p. Ne 294
Haka3 MinictepctBa 0xopoHu 3a0poB's Ykpaiu Bifg 10.10. 2007 p. Ne 630 «[1po 3atBepmKeHHs Mopsaaky NpoBeaeHHS
KNiHIYHUX BUNPOO6YBAHb TKAHWHHUX | KNITMHHUX TPAHCM/IAHTATIB Ta eKCNepTM3n matepiasniB KNiHi4YHUX BUNPO6YBaHb
14. i YHECEHHSA 3MiH 0 MopsaKy NpoBeAeHHs KIiHiYHUX BUNPOOYBaHb NiKapCbKMX 3aC06iB Ta eKCnepTu3n matepianis [68]
KNiHiYHUX BUNPOBYBaHb, 3aTBEPLKEHOr0 Haka3oM MiHicTepcTBa oxopoHu 380pos'a YkpaiHu Big 13.02.2006 p. Ne 66,
3apeecTpoBaHoro B MiHictepcTBi tocTuuii Ykpainn 10.03.2006 p. 3a Ne 252/12126»
15 Haka3 MiHicTepcTBa 0X0pOHM 340p0B's YKpaiHu «[1po BHeCeHHs 3MiH 4o CtatyTy [lep>XaBHOro NignpuemMcraa )
: «[lep>xaBHuin hapmakonorivHnin Lentp» MO3 Ykpainu» Big 28.09.2009 p. Ne 247-0
16 Haka3 MinicTepcTBa 0XOpOHU 340p0B's YkpaiHu «[1po 3aTBEpMKEHHS KNiHIYHOrO NPOTOKONY «ANOreHHa Ta ayTonorivyHa [69]
*  TpaHcnaHTauis cToB6YpOBMX FrEMOMNOETUYHUX KNITUH Y AiTei. [TokadaHHs Ta npoTunokasanHs» Bif 23.07.2010 p. Ne 619
17 Haka3s MinicTepcTBa 0xopoHu 340p0B'a YkpaiHu «[1po 3aTBepxeHHs MonoxeHHs npo KoopanHaLinHWA LeHTp (7]
*  TpaHcnnaHTawuii opraHis, TKaHUH i KNiTuH» Big 11.12.2006 p. Ne 812
18 Haka3 MiHictepcTBa 0Xx0poHM 340p0B's YKpaiHu «[1po 3aTBepMxeHHS [ToN0XeHHS npo EAnHY AepXaBHY iHhopMaLiiiHy (73]
* cucTemy TpaHcennaHTadii» Big 29.11.2002 p. Ne 432
19 Haka3 MiHicTepcTBa 0X0pOHM 340p0B's YKpaiHu «[1po pernameHTaLlito TpaHCcnnaHTauiinHoi cny»6u YkpaiHn» (74]
* Bif 24.05.2004 p. Ne 261
20 Haka3a MinictepcTBa 0x0poHu 340p0B's YKpaiHu «[1po MeuyHi LeHTPK (BiAAiNeHHs) TpaHcnnaHTauii opraHis (75]
* Ta iHWWX aHaTOMiYHNX MaTepianis» Bif 26.07.2004 p. Ne 374
21 Haka3 MiHicTepcTBa 0XOpOHU 340p0B's YKpaiHu «[1po 3aTBepaXeHHs HOPMATUBHO-NPABOBMX LOKYMEHTIB [76]

3 NuTaHb TpaHcnnaTauii» gig 25.09.2000 p. Ne 226

NpaBoBi [OKYMeHTU YKpaiHu B ranysi TPaHCnAaHTalii TKaHWH i KNiTUH
[03BONUTb YHichikyBaTK 3 BiANOBIAHMMI cTaHgapTamu €C BUMOTW LLOAO
3a6e3neyeHHs akocTi i 6esnekm ang ICK kicTkoBoro Mo3sky, nepudepuy-
HOi | MyNOBMHHOI KPOBI. BULLieHaBeAeHI HOPMATUBHO-NPABOBI JOKYMEHTH
YKpaiHu, AKi peryntoTb TPAHCNaHTaLil0 TKAHUH i KITITUH, BKITKO4a04K
TrCK, y3aranbHeHi B Tabnuui 2.

Takum YMHOM, aHani3 3akoHoAaBcTBa YKpaiHu Npo TpaHCMnaHTawio
rOBOPUTb MPO Te, L0 3aKoHOM YKpaiHu «[1po TpaHcnnaHTaLito» Ta iHWWMN
HOPMATWUBHO-NPABOBUMU AKTAMW PErYNHETbCA B OCHOBHOMY AifNbHICTb,
noB’a3aHa 3 TpaHCnnaHTauiero oprawis, a ocobnusocti TTCK He Bpaxo-
BYIOTbCA. CbOrOAHI BMKOPWUCTOBYETLCA PAA TEPMIHIB, AKi He 3aKpinneHi

B HOPMATWBHO-NPABOBMX aKTaX, L0 MOXE CTaTh MPUYUHOIO Pi3HOMAHIT-
HUX NPaBOBKX KONi3ii. 3aKoH Ykpaitu «[1po TpaHcnnaHTauito» MiCTUTb Taki
TepMiHU, K «ayTOTPAHCNNAHTALif» | «TPAHCMIAHTALs KICTKOBOr0 MO3KY»,
ane Taki 3arafbHOMNPUIAHATI MOHATTS, AK «alOreHHa TPaHCMaHTavis» Ta
«TPaHCNIaHTaLis reMonoeTUYHNUX CTOBOYPOBMX (MPOTEHITOPHUX) KNITUH»
He BXWBaKOTbCA. B 3akoHi YkpaiHn «Mpo TpaHcnnaHTavio» BigCyTHI Taki
BU3HAYEHHS, K «reMONOETUYHI CTOBOYPOBI KNITUHWU» a60 «reMOnOeTUYHi
MPOreHITOPHI KNITUHM», @ TAKOX HE 3aKpinneHi mKepena iX NOXOMKEeHHS
(KiCTKOBMI MO30K, NepUEpUYHa i nyrnoBUHHA KPOB).

[is 3akoHy YkpaiHu «[1po TpaHcnnauTauiio» NOWMUPKETLCA NuLLe
Ha anoreHHi TpaHcnnaHTauii. Mo3a yBaro 3aKoHY 3aNnMLLIAETLCA CaMUii
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macoBuii Tun TICK — ayTonoriyHa TpaHcnnaHTauis, fka He nignagae nig
ioro pito. dikcauis ysarum Ha Lpyromy 3a 3HauyeHHamMm mxepeni [CK —
KiCTKOBOMY MO3KY 3aN1LLa€ N03a yBarow ronoBHe i HanbinbLl BXXUBaHe
mxepeno MCK — nepudbepnyny KpoB. LLlo cTocyeTbCs TpeTbOro 3a 3Ha-
yeHHsm gxepena ['CK — nynoBMHHOI KPOBI, TO Ha Cy4acHoMy eTani, ii 3a-
CTOCYBAHHA B YKpaiHi MOXXNUBE NULLE B paMKaXxX KRiHIYHUX AOCTIIKEHb.
[lis 3akoHy YkpaiHn «[po TpaHcnnaHTauilo» He MOLMPHETLCA Ha Ai-
ANbHICTb 6aHKIB NYNOBUHHOI KPOBi — 3ak/afliB OXOPOHM 3[0POB’A, AKi
3[INCHIOTb JifNbHICTb, NOB’A3aHY i3 TPAHCMNOPTYBAHHAM NYNOBUHHOI
KPOBI, BUAINEHHSAM 3 Hei CTOBOYPOBMX KNiTWH, IXHbOI KPiOKOHCepBaLli-
€10 Ta 36EPEXEHHAM.

HuHi B YKpaini BigcyTHiln nepenbadeHuint 3akoHom YkpaiHu «[po
TpaHCnnaHTauito» NopsAcK AepPXKaBHOTO CTPaxXyBaHHK XMBUX [OHOPIB
rOMOTPAHCNNAHTATIB HA BWMALOK CMepTi AOHOpa, 3apaXeHHs WOro iH-
(hekuiiiHo XBOP060t0, BUHUKHEHHS Y HbOrO iHLIMX XBOPOO 41 po3na-
DB 3[0POB’A Y 3B’A3KY 3 BUKOHAHHAM HUM JOHOPCbKOI (DYHKLIi, a TAKOX
nopAfOK BiALLIKOAYBAHHS LIKOAW, 3anOAISHOI YLWKOMKEHHAM 3L40p0B’A
y 3B’3KY 3 BWKOHAHHAM HWUM AOHOPCLKOI (OYHKUii 3 ypaxyBaHHAM [0-
JaTKOBWX BUTPAT Ha JiKyBaHHSA, NOCWIEHE XapyyBaHHA Ta iHWIi 3axX0Au,
CNPAMOBAHI Ha 110r0 COoLianbHO-TPYA0BY Ta NPodeciitHy peabinitavito.

MepenbayeHa 3akoHom YkpaiHu «Mpo TpaHncnnauTauio» EOICT He
ctBopeHa. O6miH TpaHcnnaHtatamu [CK 3 MiKHapogHUMU CTPYKTYpamm
no3a mexamn ELICT Hemoxnueuii. He HanarofkeHa edekTUBHA Po-
60Ta BceykpaiHCbKOr0 peecTpy AOHOPIB reMOMNOETUYHUX CTOBOYPOBUX
KniTuH (Kictkooro mo3ky) MO3 Vkpainu sik nigcuctemu €LICT, signo-
BiflanbHOi 32 HANOBHEHHS PeecTpy ricToTunoBaHumu foHopamu [CK,
a TaKOX MOLUYK ricTocymicHux goHopis MCK Ta 06MiH TpaHcnnaHTatamu
y Mexax YkpaiHu 1a 3a KopaoHom. Po60Ta BULLIEHABELEHOMO PEECTPY Mae
6yTn nobynosaxa y BignosigHocTi Ao craHaaptis i sumor WMDA, BMDW
Ta AnpekTuB €C W00 AKOCTi | 663NeKN TKAHWH | KNITUH NIOANHNA.

Mae 6yTn nepernsHyTe nonoXeHHs 3akoHy YkpaiHu «[po TpaH-
CNNaHTaLit0>» LOA0 MOXNMUBOCTI KyniBi-NpoAaxy KiCTKOBOr0O MO3KY fK
Take, WO CynepeynTb MiKHAPOAHWM HOpMaMm B ranysi TpaHCniaHTauji.
JlouinbHille roBoputn Npo KomneHcauilo goHopam [CK 3a BMKOHaHHS
HUMKU JOHOPCbKMX (PYHKLiA. Kpim TOro, BifCYTHI YiTKi KpuTepii akpeau-
Tauii ueHTpie i BingineHo TICK, yHichikoBaHi nigxoam [0 TUNyBaHHs Ao0-
HOPIB Ta PeuMNieHTIB, a TaKOX CTaHAAPTW HafaHHA TPaHCNAaHTaLINHOI
A0MOMOTI NPYK Pi3HUX 3aXBOPIOBAHHAX. ICHYE noTpe6a B po3po6bLi KoMM-
NEKCHNX MeXaHi3MiB 3a6e3ne4eHHs HaNeXHOi AKOCTi TpaHCNIaHTaLinHOI
QIONOMOrY Ta KOHTPONO 3a i 3acTocyBaHHAM. HeobxiaHa po3pobKa cTaH-
AapTiB AKocTi Ta 6e3nekn TpaHcnnantatie [CK. HuHi BigcyTHiln nopsaok
BBE3EHHA HA MUTHY TepuTOpito YKpaiHu Ta BUBE3EHHA 3a ii MeXi TpaHc-
nnaHTatiB ['CK, a TakoXX Nopsa0K onniati NOCnyr MXKHApOAHNX PEECTPIB
noHopis 'CK 3 noLUyKy ricTOCyMiCHIX [JOHOPIB 32 KOPJOHOM, OTPUMAHHS,
nepesipku i 06p06KM TPAHCNNAHTATIB, @ TAKOX iX JOCTABKM B YKpaiHy.

BWCHOBKU

[TlincymoBytouM BULLECKA3aHE, MOXHA 3POGMTU BWUCHOBOK NpO Te,
L0 B LiNOMy HOpMaTMBHO-NpaBoBa 6a3a YkpaiHu B ranysi TTCK notpe-
6ye YAOCKOHANEHHSA 3 METOK YCYHEHHS NporanuH, HefoniKiB i NpoTmMpiY,
a TAKOX KOHKPETMU3aL,ii OKpeMuX NoSIOXKEHb | TEPMiHiB. Y CBOIO Yepry, Bif-
CYTHICTb €AMHOI0 NMOHATINHOIO anapaty Ta YiTKOro NpaBoOBOro Perysio-
BaHHS HEraTMBHO BNMBAE Ha PO3BUTOK cuctemu TICK B VKpaiHi, NoCKinb-
KW CTBOPIOE CYTTEBI OpraHi3aLiinHO-npaBoBi NPo6GNEMN, fKi ranbMyoTb
PO3BUTOK ranysi B LifIOMY Ta MOXYTb CTaTW NPUHUHOK NPABOBUX KONI3ili
B MaiibyTHbOMY.

3 METOH0 Y0CKOHAMNEHHS Ta [1iEBOCTi HOPMATMBHO-NPABOBOI0 3a6e3-
nevyeHHs AisnbHOCTI, nos’a3aHoi 3 TTCK B YKpaiHi, 4oUiNnbHO:

1. BBecTn B NOHATIHMIA anapat 3akoHy YkpaiHu «[po TpaHcnnaH-
Tauilo» Ta iHWKUX HOPMATUBHO-NPABOBUX AOKYMEHTIB 3aMiCTb TepMiHy
«KiCTKOBUIA MO30K» TEPMiH «reMOMnoeTUYHi CTOBOYPOBI KNITUHWU» 3 10-
NOBHEHHAM (TaMm, [ie Le LOLINbHO) «KiCTKOBOTO MO3KY», «Meputepu4Hol
KpOBi», «MyNOBUHHOI KPOBI».

2. CTBOpUTYK | 326€3MeYMTU HanexHe OYHKLIOHYBaHHS €AMHOI Aep-
)KaBHOI iHCDOPMALiAHOT cUCTEMM TpaHCNNaHTauii, ska nepeabadeHa 3a-
KOHOM YKpaiHn «[1p0 TpaHCnNaHTauil0 OpraHis Ta iHLWMWX aHATOMI4HWUX
matepianiB NIOANHI», a TaKOX eDEKTUBHY po6OTY BXe CTBOpPeHOro Bee-
YKPAiHCbKOr0 PEEcTpy [OHOPIB TEMOMOETUYHUX CTOBOYPOBUX KNITWUH
(kicTkoBOro mo3ky) MO3 YkpaiHu.

3. Po3po6utyt i BNpoBaaMTK BNAcHi HOPMATMBHO-NPABOBI JOKYMEHTH
1100 AKOCTi Ta 6e3nekn Ans AOHOPCTBA, OTPUMAHHS, NepeBipkn, 06po6-
KM, KOHCepBaLlii, 36epiraHHs, TpaHCNOPTYBaHHA Ta pPo3noBClomKeHHs [CK
3 pi3HUX IXepen (nepucepuyHoi KPoBi, KICTKOBOr0 MO3KY Ta MynoBUHHOI
KPOBI), fIKi YHihiKOBaHi 3 BiNOBIAHUMI MiXXHAPOAHUMU T2 EBPONENCHKU-
mu cTaHgaptamu (Qupektusu €C 2004/23/EC, 2006/17/EC Ta 2006/86/EC).

4. Po3pobuTu:

4.1. NMonoxeHHs npo Peectp foHopie I'CK B YkpaiHi.

4.2. Mopagok komneHcauii aoHopam CK B 3B’A3KY 3 BUKOHAHHSAM
HUMU LOHOPCbKMUX QOYHKLA.

4.3. TNopsAfoK [epXXaBHOr0 CTPaxyBaHHA XMWBWUX JOHOPIB rOMOTPAHC-
MNaHTaTiB Ha BMNAAOK CMEPTi [OHOPA, 3apaXeHHs MOro iHEKUINHOW
XBOPOOOI0, BUHUKHEHHS Y HbOMO iHLWIMX XBOPO6 41 po3najis 340POB’s
y 3B’A3KY 3 BMKOHAHHAM HWUM [LOHOPCbKOI (PYHKLii, a TaKoX NOpPALOK
BiAILLKOZlyBAHHS LUKOAW, 3aMOAIAAHOI YLLKOIKEHHAM 3[0POB’S Y 3B’A3KY
3 BUKOHAHHAM HUM JOHOPCHKOI (DYHKLi 3 ypaxyBaHHAM 40AATKOBUX BM-
TPAT Ha NiKyBaHHA, NOCUIIEHE Xap4yBaHHA Ta iHLLI 3aX04W, CNPAMOBaHi Ha
1i0ro couianbHO-TPYA0BY Ta NpodeciiHy peabiniTauito.

4.4, TlopsafoK BBE3EHHS HA MUTHY TEPUTOPI0 YKpaiHW Ta BUBE3EHHA
3a ii Mexi TpaHcnnauTaris [CK.

4.5, Mopsaok onnat NOCAYr MidXKHApOAHMX peecTpiB foHopie [CK
3 MOLLYKY FiCTOCYMiCHWUX LOHOPIB 3a KOPAOHOM, OTPUMAHHS, NepeBipKu
i 06p06KM TPAHCMNAHTATIB, a TAKOX iX AOCTABKM B YKpaiHy.

N

1. AHani3 HopmaTHBHO-NPaBoBMX JOKYMEHTIB EC Ta pagy npoBigHuX KpaiH CBITY, AKi PErynro0Ts BUPOGHHYTBO i 06ir npenaparip NOACLKNX
KNiTHH, TKAHUH Ta NPOAYKTIB Ha iX OCHOBI, NPU3HAYEHNX ANA NiKYBaHHA, BKtoYaroyn TICK nognHi, cBigYnTs Npo Te, L0 BOHH I'PYHTYIOTbCA
Ha KepiBHuX npuHyMnax Ta pexomengayisx BO03, nonoxeHHsax KoHBeHYii npo 3axucT npas i rigHoCTi OAMHN WOJ0 3acTOCYBaHHA Gionorii
14 megnynnn: KoHBeHYia npo npasa nognHn 1a Giomegnynry, JJogatkoBoro npotoxony Ao KoHBeHYiT npo npasa nrognHu i 6iomeanynHy WoRo
TPaHCNNAHTALIT OPraiB i TKAHNH JIOANHH, @ TAKOX iHWKX JOKYMEHTAX LYOJ0 AKOCTI Ta 6e3neKn ANA OPraHiB, TKaAHWH i KNiTHH.

2. lpnuynnyn perynoBaHHs BUroTOBNEHHSA Ta 06iry NHOACLKNX KNITHH, TKAHWH Ta NPOJYKTIB Ha iX OCHOBI, BKNoYaron TCK ana TpaHcnnanTayii,
MatoTb CBOK cneynghiky, Ha BIgMiHY Big perynaTopHux nigxogis 4o TpaHcnnanTayii oprauis. ICK KicTkoBoro mMo3ky, nepughepuynoi i nyno-
BHHHOI KpOBi, K NPaBHo0, PEryorTLCA OKPEMUMH Bifl TPAHCNNAHTALIT 0praHiB HOpMaTHBHO-NPaBOBHMY aKTamu. Sk BUHATOK, B CLUA NOTA
BH3HAYaE «KicTKOBUI MO30K» SIK «OpraH», a F'CK nepughepnyHoi i nynoBuHHOI KpOBI NOTPANNAKOTL Nif BUSHAYEHHS «<JIHOACHKI KITITHHH, TKAHWHN
Ta NPOAYKTH HA iX OCHOBI», TOMY perymoroTbcs FDA okpemo Big KicTKOBOro MO3Ky.

3. 3aranbHi npuHYMIY PErynoBaHHA BUroTOBNEHHSA Ta 06iry MOACLKNX KIITUH, TKaHUH Ta NPORYKTIB Ha iX ocHOBI, BKMtoYaroyn I'CK ana TpaH-
cnnaHTayii, rpyHTYOTbCA Ha 6araTopiBHeBoMy NigXoAi, AKniA BpaXoBYE NOTEHLIHI PU3NKK Bif i 3acTocyBaHHA. PeryntoBaHHsA Ha OCHOBI PH3n-
KiB nepepgbayac, Lyo piBeHb HOPMATHBHOI 0 KOHTPOJIH0 Ma€ BYTvH NPonopLiiHuM 3 PiBHEM PHU3HKY.

~
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BUCHOBKU

4. Sl npasuno, ayronoriywi i anorexni I'CK gna «3Bu4aiHoi» TpaHcnnaHTayii, aKi B npoLeci BUPOGHALTBA 3a3HaNMN MiHIMaNbHNX MaHInynayii Ta npu-
3Hay4eHi AN roMonoriyHoro BUKOPUCTAHHS (BiHOB/IEHHS reMON0E3y), BU3HAYatoTbCA AK MPOJYKTH 3 HU3bKUM PIBHEM PH3HKY. ANE iCHYIOTb BHHATKH.
Hanpuxnag, FDA B CLLUA BigrHocuts I'CK Big HepoauHHNX LOHOPIB AN anorexHoi TpaHcnnanTayii 4o npogykTie 3 BUCOKHM PU3HKOM.

5. I'CK, aKki 3a3Hann MaHinynayin GinblumX HiX MiHiManbHi Ta/abo npn3HayYyeHi AN HEroMonoriY9Horo BUKOPUCTAHHA, BU3HAYAIOTLEA AK NpO-
AYKTH 3 BHCOKHM PIBHEM PHU3HKY.

6. [ina rpynn peryntoBaHHs NPoAYKTIB 3 HU3bKUM PIBHEM PU3UKY OCHOBHA yBara npuAinaeTocsa HeoOXigHocTi 3anobiranna nepegayi Ta pos-
NOBCIOJXEHHA iHGhEKYiiHNX 3aXBOPIOBaHD Bifj JOHOPIB A0 PEYNNICHTIB, a TAKOX 3a6€3NeYeHHs 6e3NeKn Ta AKOCTi TKAHUH | KNITUH JIHOANHN
B npoyeci ix 3a6opy, 06po6ky, 36epiraHHs Ta po3noginy 3 METOH 3acTOCyBaHHA. JIna rpynu BUCOKOro puU3nky noTpiGHO, KpiM TOro, npo-
JAEMOHCTPYBAaTH PETYNIoY0My OpraHy 6e3nexky Ta eqheKTHBHICTb MOACLKHX TKaHUH | KNTHH ANA iX 3aCTOCYBAHHA NIOANHI, & TAKOX OTPH-
Matu JO3Bin PErynror040ro opraxy ANns ix BUKOPUCTAHHA Y JIOAUHN NEPES MapKeTHHrom. pyna BUCOKOro pU3NKY PErYNOETLESA BifNoBIgHO
/10 3aKOHO[aBCTBA ANA BionoriyHnX npogyKTiB, NikiB Ta/abo megnyHnx BnpoGis, o BUMarae oTpumanHsa npasun GMP Ta oTpuMaHHA O3B0y
Ha MapKeTHHr .

7. Bumory wjofo sKocti Ta 6e3neKkn KniTHHHOI Tepanii, BKntoYaroyn FCK KicTKOBOro Mo3ky, nepughepuyHoi i nynoBUHHOI KPOBi, AKi po3po6neHi
MixHapogHumu npogheciinnmn opranizayiamn (ACHTA, FACT, JACIE, WMDA, Netcord, AABB), BignoBigatots Bumoram BignoBigHux HOpMaTne-
Ho-npasosux aktig EC, CLUA, Kanagw i Asetpanii gna ICK, ki 3a3Hanu MiHiMansHuX MaHinynayii Ta npu3HaYeHi 4ns romonoriyHoro 3acro-
CYBaHHA.

8. B Yxpaiti y cehepi TTCK Ha cb0rofHi BifcyTHA 3aKOHOaBYa PErnaMeHTalia aHanoridna Tif, o 3acTocoByeTbCA B NPOBIJHNUX KpaiHaxX CBITY.
IcHyto4a 3aKoHofaBYa i HOpPMAaTHBHO-NPaBOBa 6a3a Perynoe B 0CHOBHOMY JifNbHICTb, NOB’A3aHy 3 TPAHCNAHTaLIE0 OPraHis, i He BpaxoBye
cneyndhiky Ta ocobnnsocti TTCK, ToMy € HEOCKOHANOH, (hparMEHTaPHOIO | YaCTKOBO Ail0Y40H0.

9. Yuacts y cnctemi mixnapogroro o6miHy Tpancnnantatamu I'CK nepegbayae, 1o Ykpaina mae y[OCKOHaINTH Ta rapMoHi3yBaTH 3 Bignosig-
HUMK MiIXHAPOJHNMK Ta EBPONEACLKnMA cTaHgapTamu (Aupektusn EC 2004/23/EC, 2006/17/EC 1a 2006/86/EC) cBOH HOpMATHBHO-NPaBOBY
6asy wopo AKocTi Ta 6e3nexkn AN JOHOPCTBA, OTPUMAHHSA, NEPEBIPKH, 06PO6KH, KOHCEPBAUiT, 36epiraHHs, TPaHCNOPTYBAHHA Ta PO3NOBCH-
Axenns TCK 3 pisunx axepen (nepnghepnyHoi KPoBi, KICTKOBOro MO3Ky Ta nynoBHHHOI KPoBi).
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