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HAPEOBA Ne 18 OT 1 ABI'YCT 2014 I'. 3A YTB'bP2KIIABAHE HA
MEIJUIIHHCKH CTAHIOAPT "UHMYHOJIOI'HUYHA ITIOAT'OTOBKA IIPH
TPAHCIIIAHTAIINA HA OPTAHHU, TBKAHHU U KIIETKH"

U3naneHa ot MUHUCTBPA Ha 34paBeoriasBaHeTo

O6H. [1B. 6p.70 ot 22 ABryct 2014r.

YneH enwuHcTtBeH. (1) C Hapembata ce yTBbpXAaBa MELMUUHCKUAT CTaHOapT
"MyHONOrM4yHa NnoaroToBka Npu TpaHCMnaHTauusa Ha opraHn, TbKaHu 1 KneTkn" cbrnacHo
NPUIOXEHNETO.

(2) HapenbaTa He ce npunara 3a B3eMaHeTo, CbXPaHEHMETO M NPenOoCTaBsSHETO Ha
CTBOJOBM KNETKWN OT MbMHA BPbB 3@ TpaHCnnaHTaums.

3aknryuTenHu pasnope.u.ﬁu

8 1. Hapenbata ce u3gaBa Ha OcHoBaHuWe 4n. 6, an. 1 oT 3akoHa 3a neyebHuTe
3aBedeHnss U otmeHss Hapepba Ne 43 ot 2010 r. 3a yTBbpX/AaBaHe Ha MeOMLMHCKU
cTaHpapTt "MIMyHonornyHa noAroToBka NpwW TpaHCMAaHTaumMs Ha OpraHu, TbKaHu 1 KneTkn"
(OB, 6p. 68 o1 2010 T.).

§ 2. YkasaHus no npunaraHeTo Ha Hapepbata ce paBaT OT MUHUCTbpPa Ha
30paBeonasBaHeTo.

MpunoXeHne KbM YeH eANHCTBEH, an. 1

MEONUMHCKW  CTAHOAPT  "MIMYHONOI'MYHA  MOAIrOTOBKA  TIPU
TPAHCIJTAHTAUUA HA OPI"AHN, TBKAHW U KJTETKI"

Paspen |

O61wWw¥ NonoXxeHus

1. MeOuUMHCKUSAT cTaHOapT Lenu OoCcurypsiBaHe Ha KpUTepuu 3a MnocTuraHe Ha
BMCOKO Ka4yecTBO Ha WMyHONOrMYyHata AuarHoCTUKa MNPW TpaHChNaHTauus Ha opradu,
TbKaHW U KNeTKKn, 0TroBapsllo Ha CbBPEMEHHOTO Pa3BUTME Ha HayKkaTa.

2. CTpykTypata nNo KAUHWYHA WMYHONOrMSl, KOSITO W3BDBPLWBA WMYHONOrUYHU
N3cnefBaHNs Ha PeuunuMeHTn U OoHopu, TpsibBa Oa OTroBaps Ha MeoMUMHCKMS cTaHaoapT
"KnuHMyHa wmMyHonorms", QOga crnasBa W3UCKBaHMATA 3a TbkKaHHa CbBMECTUMOCT W
MUMyHOTreHeTUYHM n3cnensaHns Ha EBponelickata goegepaumnsi No UMyHoreHeTuka, KakTo u
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na 6bae akpeamTtupaHa ot EBponeiickaTta doenepaums no UMyHoreHeTuka 3a CbOTBETHUTE
BMIOBE TpaHCNNaHTaums u 3a cnefHuUTe Kateropum:

2.1. TpaHcnnaHTaumsa Ha opraHu - TUNU3NpPaHe Ha PeUnnmMEeHTN N GOHOPU, CKPUHWUHT U
onpeLnensHe Ha anoaHTuTenHara cneunuyHoCT, KpocMadpeakLuns;

2.2. TpaHcnnaHtaumss Ha XeMOMOeTWYHW CTBOJNIOBU KNEeTKU - TunuanpaHe Ha
peunnMeHTn, PoOCTBEHN N HEPOACTBEHW OOHOPW, OOHOPM 3a BK/OYBAHE B PEructbp Ha
noTeHumnanHuTe OOHOPU, KPpbB OT N'bMHA BPbB, KpOCMaypeakLumns, XuMepunsbM.

3. IMyHOonornyHata guarHoctvka Ha peuunueHTUTe U OOHOpUTE Ce M3BbplBa OT
efHa 1 cbla CTPyKTypa.

4. CtpykTypata no KJIMHWYHA MMYHONOTMS yyacTBa 4pe3 HayyHu pas3paboTku B
pPasBMTMETO HA TPaHCMNAHTONOrMaATa, KakTo M B NOAroToBKaTa U YCbBbHPWEHCTBAHETO Ha
MEONLMHCKN N HEMeAMLUMHCKN cneunanicTun 3a Tesun 4enHOCTW.

Pasgen Il

VIMyHONOrnyHa noarotoska npu TpaHcnnaHTauns Ha opraHu

5. PeunnueHTtn

5.1. VIMyHONOrm4yHoTO M3CnenBaHe Ha pafeH nauveHT npeau TpaHcnnaHTauus
3anoYyBa CbC CHEMaHe Ha aHamMHe3a 3a Bb3MOXHM CeHcMbunuaaumm (XxemoTpaHcqysus,
6peMeHHOCT, NpeawecTBalla TpaHcnaaHTaums).

5.2. VMyHonormyHata noAaroToBka Ha MauMeHT, HyXJpjaew, ce OT opraH 3a
TpaHcnnaHTaums, obxeaa nacnensaHe Ha HLA cuctemaTa v gokassaHe Ha anoaHtuTena.

6. HLA TunusmnpaHe

6.1. Ha noteHuuanHnsa peuunueHT ce masbpwsa HLA Tunmnsaums OByKpaTHO 4pes
N3non3BaHe Ha ABE PasnnyHN KPpbBHY NPoow.

6.2. Tunnsnpaxe 3a nokycute HLA-A u -B (knac 1) ce nssbpusa 4pes ceponornyeH
NMMOLIMTOTOKCUYEH M/UNK Ype3 MONEKynspHo-buonornyeH metod. Mpu HeobxoomMmocT ce
nacnensa HLA-C nokyca 4pe3 MonekynsipHo-6nonormyeH MeTtoa.

6.3. TunnsunpaHe 3a HLA-DRB1 u HLA-DQB1 nokycute (knac Il) ce nssbpsa 4pes
MONEKY NSPHO-BMONOrNYHMN METOOM.

6.4. Ako pe3yntatute ot macnensaHeto Ha HLA-A, -B, -C, -DRB1, -DQB1 nokycute
nokaxart caMO eguH anen oT JIOKyC, Ce M3BbplBa Bepuduumpallo TUNmnanpaHe 4Ypes
MONEKYNSPHO-OMONOrMyYeH METOA.

6.5. XOMO3MroTHOCT Ce [JokasBa CcamMo 4Ype3 u3cnegsaHe Ha amunusata 4pes
MONEKYNSApPHO-6MONOrNyYHM METOOM M ONPefENsHE HA XannoOTUMNHOTO yHacneasBaHe.

6.6. 3anucBaHeTo Ha pesyntara oT HLA TunusnpaHeTo 3aObfiIXUTENHO ce
cbobpassBa ¢ akTyanHata HoMeHknatypa Ha CeeToBHaTa 3apaBHa opraHusaums (C30) 3a
goakTopute Ha HLA cuctemara.

7. loka3saHe Ha anoaHTuTena

7.1. Tlpn naumeHTW, KOUTO NOANEeXaT Ha TpaHCnnaHTauusa Ha opraHu, npenu
BK/IIOYBAHETO MM B peructbpa Ha W3nbnHutenHarta areHums no TpaHchnnaHtauus ce
nacnensa Hanuumeto Ha HLA aHTuTena. 3a TpaHcnnaHtaums Ha 6bbpeum n naHkpeac
n3cnenBaHusATa ce NOBTAPSAT NEpPUoaNYHO Han-Manko gsa NbTU roAULWHO.

7.2. Cnen ceHcmbunuavpawm cbbutus (xemoTpaHcdysnsi, BpeMeHHOCT) n cneg
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HeobpaTMMO OTXBBPNsSIHE Ha opraHa HLA aHTuTenata ce nacneneat Ha 14-us OeH.

7.3. Onpenensat ce n ce gokymeHTupat HLA aHTUreHHUTe cneunguruyHOCTr, cpeLly
KOMTO Ca Haco4YeHU OTKpUTMTe aHTuTena. Heobxoommo e pa 6baat pasrpaHuyeHu
aHTuTenara cpeuy HLA aHTUreHn ot aHTuTena ¢ gpyra cneunguyHocT.

7.4. Cepymute cnep BCSKO CeHCMOMNu3Mpawo cboutve M MNONOXWUTENHWUTE 3a
anoaHTMTENa CEPYMM Ce ChXpaHsaBaT 3a 6bael kpocMay.

7.5. M3nonaBar ce TEXHWUKW, KOMUTO JgJaBaT BbH3MOXHOCT 3a OnpenensHe Ha
KOMMNeMeHT-pukcupaLm, KoMnieMmeHT-Hedukecupawm n HUCKOTUTbpHU HLA knac | v knac |l
aHTuTena.

8. TpyneH ooHop

8.1. ExmnbT Ha CTpykTyparta, OCblecTBsABalla WMMyHONOrM4yHa noarotoeka npu
TpaHcnnaHTauus OT TPyrneH OOHOP, € Ha pasnofioxXeHne 24 yaca B OEHOHOWWMETO 7 OHU B
ceaomumuarta. Msrotes ce MeceyeH rpaduk 1 akTyaneH Cnvcbk ¢ MMeHaTta u teneoHnTe Ha
ekuna.

8.2. Npwunara ce obwonpreTusaTt (6asvpaH Ha Hay4yHW LoKalaTencTsa) NPUMHUMN 3a
cbBMecTUMOCT No HLA cuctemata Ha OoHopa M peuumnueHTa C ornen ontumMusmpaHe Ha
MporHo3arta, MMHUManuanpaHe Ha pucka OT OTXBbp/sHe U u3bsireaHe Ha ceHcubunmnsaums
KbM HLA aHTureHn. VIMyHONOrnyHoTO wu3cnensaHe Ha TpyneH OoHOp Bkouysa HLA
TUNM3npaHe.

8.3. Ha noTteHuunanHusa noHop ce n3BbplwBsa ABykpaTtHO HLA Tunusnpaxe.

8.4. Tunnsupare 3a nokycute HLA-A n -B (knac |) ce nssbpluBa 4pes3 ceponormyeH
NMMPOLIMTOTOKCUYEH U/MNN YPE3 MONEKY NIAPHO-OMONOrNYeH MeTOA,

8.5. Tununaupare 3a HLA-DRB1 n HLA-DQB1 nokycute (knac Il) ce nssbplea 4pes
MONEKY NSIPHO-BMONOrNYHM METOOM.

9. XwuB ooHop

9.1. BxomoswmTte KpuTepuM 3a XuB [OHOP ca cbeBMmecTumoct no ABO c
NMPOCMNEKTMBHUSA PELUMNNEHT Ha OpraHnm um cbobpassBaHe Ha OaHHUTE OT WMHAEKLMO3HMS
crartyc.

9.2. HLA TunnuampaHe Ha XuB AOHOP Ce U3BbpLIBa CbrnacHo 1. 6.1 - 6.6.

10. MNMpoba 3a kpbCTOCaHa PEAKTMBHOCT (KpOCMay peakumns)

10.1. lNpoeepkata Ha CbBMECTMMOCTTa npu u3bopa Ha XUB OOHOP WAM Ha
PeunnreHTn 3a TPyrneH AOHOP Ce M3BDbpPLIBA YPE3 CEepOnornyHa kpbcrtocaHa npoba mMexay
peuunueHTa/ute n NPOCNeKTUBHUS XUB/TPYNeH OOHOP Ype3 dIOYLUUTOMETPUYEH METOL UK
Opyr BUCOKOYYBCTBUTENEH TECT.

10.2. MNMpobaTta 3a KpbCTOCaHA PeakTUBHOCT Ce M3BbPLBA C npeceH cepyM. [pu
nokasaHnm HLA aHTMTena y peuunveHta npobaTa ce n3sbplwsa U C NCTOPUYECKN CEPYM/W.
B3etute Ha 14-us poeH cnepn ceHcubunmampalwo cbbuTme CepyMu CbLO Ce BKMOYBAT B
KpocMay peakuusta npeau TpaHcnnaHtaums. CTpykTypaTta, KOSITO M3BbplBa Kpocmad
peakuus, TpsbBa fa MMa yTBbpAEHA NOAUTUKA 3a NOAOOP HA MONOXUTENHUTE NCTOPUYECKN
CEPYMMW.

10.3. CtpykTypaTa TpsibBa na Moxe ga onpegens T- n B-knetbyeH kpocMay v na
oTangoepeHUMpa NoONOXUTENEH KpocMaY, ObJiXal, ce Ha anoaHTuTtena, oT 103w, Abnxatl
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Ce Ha aBToaHTuUTENa.

11. 360p Ha OBoViKa AOHOP/PELMMUEHT NPW TPaHCNNaHTaums Ha opraHu

11.1. WVs3BbpwsBa ce nmMpoBepka Ha CbHBMECTMMOCTTA Ha KpbBHaTa rpyna,
CbBMECTMMOCTTA Ha MHCPEKLIMO3HNTE MapKepu, KpocMay peakumaTa u cTteneHTa Ha TbKaHHa
CbBMECTMMOCT B TSACHA 1 TOYHA 3aBMCUMOCT C TpaHcnnaHTaumara.

11.2. imyHONornyHa gmarHocTuka npu TpaHcnnaHTaumsa o1 TpynHU 4OHOPU

11.2.1. myHonornyHaTta guarHoctmka obxsalia mpoBepka Ha KpbBHaTa rpyna Ha
IoHopa, HLA TunnsmnpaHe n npoba 3a KpbcTocaHa peak TUBHOCT.

11.2.2. ImyHonornyHaTta npeueHka 3a usbopa Ha ABoikata AOHOP/PEUMMNUEHT ce
6asvpa Ha cTeneHTa Ha TbkaHHaTa CbBMECTMMOCT, pesynrtata OT KpocMay peakuusta u
UMyHONOrMYyHaTa wuHdopMauma 3a peuunveHTa (npeguwHa ceHcnbunmnzaums m HLA
HEeCbBMECTUMOCT MNPV NPeavWHN TPpaHCNnaHTauum).

11.3. iMyHONoOrnyHa gmarHocTmka npy TpaHcnnaHTauus ot Xnsmn OHOPU

11.3.1. lpoBepsiBa ce m3yepnaTenHOCTTa Ha WMHopMauMsaTa 3a UMyHONOrnyHaTa
CbBMECTUMOCT Ha nsbpaHaTa ABoiKa XMB [OHOP/PELMNUEHT HA opraH cbobpasHo 1. 9 1 10
1 ce oonbBa Npy HEOHBXOAMMOCT C HOBA MHCPOPMALMS U U3CNELBAHUS.

11.3.2. MoTBBPXAaBa Ce MMYHOOrMYHaTa CbBMECTMMOCT Ha n3bpaHaTa ABOMKa XMWB
JOHOP/peunnmneHT HenocpeaCcTBEHO Npeaun TpaHcnnaHTaunaTa 4ypes NoBTOPEHNEe Ha KpocMay
peakumsTa.

11.3.3. CepyM ce nony4vaea OT NPSICHO B3eTa KpbBHa npoba.

12. Bucoka cteneH Ha TbkaHHa CbBMECTMMOCT

12.1. lpexunBsieMoCcTTa 3HAYNTENHO Ce yBenn4yasa npu naumeHTu, KOUTO nonyyasart
opraH C BMCOKa CbBMECTMMOCT. Bucoka cteneH Ha CbBMECTMMOCT € Tasu, Npu KOATO HaMa
HLA-DRB1 HecbBnageHne n e Hanumue Hah-MHOro eauH HeCbBMECTMM aHTureH B HLA-A
n/mnn HLA-B nokycbT.

12.2. MNpun Bb3MOXHOCT ce 13bsrsa HECbBMECTUMOCT MO OCHOBHUTE HLA aHTurexu, o
cobeHo nMpu MNaguTe peunnueHTu, 3a ba ce MUHMMann3npa BeposTHOCTTA 3a nocnensawo
doopMumpaHe Ha cneundunyHn HLA aHTuTena.

12.3. lanon3saHeTo Ha HLA-CBHBMECTMM OpraH € OT WU3K/I0YMTENTHO 3HaYeHue npu
Jeua c ornep nonobpsisaHe Ha NPeXMBSEMOCTTA U HaMansiBaHe pucka oT CeHcnbunmaaums.
[NpenopbyBa ce geua, KOUTO ca C rofsMa BEpPOSATHOCT Aa nofiyyart opraH C BMCOKa CTeneH
Ha CbBMECTMMOCT, Ha He Obpar TpaHCMNaHTMPaHUW C TaKbB C HUCKA CTeneH Ha
cbBMecTUMocCT. Llenta e noHe 60 % oT 6b6peyHNTE TpaHCNNaHTauMmM na ca ¢ BMCoKa CTeneH
Ha HLA cbBMeCcTMMOCT.

Pasnen 111

MIMyHONornyHa noarotoeka Mpv arnoreHHa TpaHCnnaHTaums Ha KOCTEeH MO3bK,
nepugoepH XemMonoeTn4HM CTBOJIOBU KJIETKM U CTBOJSIOBUM KNIETKM OT MbMHa BPbB

13. TbpceHe Ha OoHOP

13.1. VIMyHONOrMYHOTO THPCEHE Ha [HOOHOP Ce uM3ucka OT nekap C npusHata
MeaMuMHCKa crneumanHocT oT nevyebHo 3aBefeHve 3a G60NHMYHA MOMOLW, C paspeleHne 3a
LenHocT no yn. 48, an. 1 ot 3akoHa 3a nevyebHMTE 3aBeEeHNS, B KOETO € BK/oYeHA AEAHOCT
Nno TpaHcnnaHTaums Ha CTBOJIOBU KNIETKM U KOCTEH MO3bK.
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13.2. VIMyHOreHeTM4yHOTO TbPCEHE Ha AOHOP Ce M3BbpLBA CaMO OT CreunanncTm c
ONMT K KBanuukaums B obnactta Ha TbpPCeHe M onpenensiHe Ha CbBMECTUMOCT Mpu
POOCTBEHM N HEpOACTBEeHW OoHopwu. HLA Tunu3mpaHeTo 3aOb/IXXUTENHO Ce M3BbpluBa OT
CTPYKTYpa, akpeanTupaHa kbM EBponerickata doegepaums no MMyHoreHeTumka.

14. AnropnTbM Ha TbpceHe

14.1. TbpceHeTo Ha JOHOP BbB haMmnns e TbpceHe npu 6pats, CECTpY U POANTENN.

14.2. Pa3wmpeHo TbpceHe Ha LOHOP BbB paMunnsata € TbpceHe Mnpu ocTaHanute
KPbBHW POACTBEHMUM HA NauneHTa.

14.3. TbpceHe Ha OOHOP MO PErmcTbp € TbPCeHe Cpel HEPOACTBEHOTO HAaceNeHne B
6a3a [aHHM Ha OOHOPW Ha KOCTEH MO3bk B bBbnrapuss m mexapy WHTEpHaUMOHANHU
perncTpupaHn 4OHOPMW.

15. BuooBe TbpceHe

15.1. TbpceHe Ha OOHOP BbB hamMununs

15.1.1. TbpceHeTO Ha OOHOP 3a4b/IXWUTENHO 3ano4YBa C TbpCeHe Ha AOHOP BbB
amunuata. Miscnegsat ce 3agbNXUTENHO POOUTENNTE HA NauuveHTa, 3a Aa MoXe ga ce
onpenensit HeaBYCMUCNEHO MalymMHUAT u bawmHusat HLA-A, -B, -DRB1 xannotun Ha
nauneHTa 4Ypes cerperaumoHeH aHanums.

15.1.2. B cnyvai 4ye TbpceHe Ha OOHOP BbB hamunusita e be3pesyntaTHo, Tpsibea
BbB puwa c pe3ynrtatute ga ce MHopMMpa NekyBawWmaT nekap 3a Bb3MOXHOCTTA U WaHca
3a ycnex Ha paslnpeHo TbpceHe Ha OOHOP BbB hamunus.

15.1.3. AKO B CEMEeNCTBOTO Ce YCTaHOBM caMO eauH 4actuyHo HLA-cbBMecTUM
LOHOp, TpsibBa NMUETO, U3BBPWMIO/M3NCKANO TbPCEHETO, Aa M3ACHWM B CbTPYLHUYECTBO
CbC CTPyKTypara, KOSATO e U3BbpLlK TpaHcnnaHtTaumara, ganm To3n OOHOp € noaxonsu 3a
nauueHTa, unm TbpceHeTo Tpsbea fa NpoAbAXM NoA4 hopMaTa Ha PasWMpPEHO TbPCEHE Ha
[OHOP BBbB pamMnnms n/mnn TbpceHe Ha AOHOP MO PerncTbp.

15.2. PaswupeHo TbpceHe Ha LOOHOP BbB paMmnnsata U TbpCeHe Ha OOHOpP No
perncTbp

15.2.1. 3a nauueHTW OT eBponeugHaTta nonynaums TbPCEHETO Ha LOHOP BbB
damMnnuaTta mMma 3HadMTenHo MNo-BMCOK wWaHC 3a ycnex (80 %), OTKOAKOTO paswunpeHoTo

" toBa,="" cnen="" HeycnewHo=
TbpceHe="" Ha="" noHop="" BbB="" pamnnuata,="" TbpceHeto="" Ha="" noHop="" cnenBa=
na="" npoaobnxu="" camo="" nog="" gopopmara="" Ha="" TbpceHe="" Ha="" noHop="" no="">

15.2.2. PaswuvpeHo TbpceHe Ha LOOHOP BbB pamunuaTa U TbpCeHe Ha OOHOp Mo
perucTbp ce npennpuemar napaneniHo, B cnyyanm 4ye:

15.2.2.1. TpaHcnnaHTaumsaTa Ha XeMOrnoeTWUYHW CTBOJSIOBU KNEeTKM € crewHa no
KJIMHWYHW nokasartenu,

15.2.2.2. wWwaHCHT 3a ycrnex Ha TbPCEHEeTO Ha OOHOP BbB (paMunng v paswmpeHoTo
TbPCEHe Ha OOHOP BbB paMmnnaTa € rnoyvTv eOHakBO OrpaHuyeH nopanu MHOro Huckara
HLA-beHoTMNHA YecToTa (pedku anenu nav xannoTunu) Ha peunnmneHTa.

15.3. TbpceHe Ha cCbBMeCTMMA eAnHMLA KPbB OT NbMHa BPbB

15.3.1. 3a nauneHTn C peoku anenn n XannoTunu, NpyM KOUTO BEPOSATHOCTTA 3a
HamnpaHe Ha HLA-cbBMecTMM [OOHOpP € Masnka, Kakto W npu KINHWYHWM nokasatenun 3a

W3rounuk: [IpaBHo-undopmanmonnu cucremu "Cuena" 17/12/2021 r.

TbpCeHe Ha OOoHOpP BbB (hamunuata (<10 %).="" nopaon=



Crpanuna 6 ot 11

CrhewHa TpaHcnnaHtaums, napanenHo 3anoysa TbpCeHe UM Ha  CbBMecTuMma
eanHnua/e aMHULUN KPbB OT NbMNHA BPbB.

16. 3Ha4yeHne Ha HLA cbBMecTUMOCTTa 3a 1n360p Ha OOHOP

16.1. OCHOBHU @HTUrEHN Ha TbKaHHaTa CbBMECTUMOCT

16.1.1. Pewasalyo 3a KIUHUYHUA yCNexX Ha afnoreHHUTe TpaHcnnaHTauum e OOHOPb®T
M NauMeHTbT Oa ca CbBMECTUMU HaMbIHO UK B TONISiMA CTEMNEH Mo OCHOBHUTE aHTUreHn Ha
TbkaHHa CbBMeCTMMOCT (HLA aHTuUreHn).

16.2. HLA noeHTun4HoCT

16.2.1. HLA MOEHTUYHOCT € MbJIHO CbBNALEHMe MeXay OoHopa W peuunuveHTta no
aMVHOKNCENNHHN CEeKBEeHUMN Ha aHTureHute, koampaHm ot HLA-A, -B, -C,- DRB1, -DQB1
reHuTe.

16.2.2. HLA nOeHTU4YHOCT ce npuemMa, Korato OOHOP W PeunnueHT ca KPbBHU
POLCTBEHULM W CMOPEL CErperauMoHHMS aHanm3 ca Hacneoumnu envH u cbly bawmH u
manymH HLA xannoTun, 1.Hap. reHotunHa HLA noeHTU4YHOCT.

16.2.3. V3BbH cnyvaute no T1. 16.2.2 HLA wunOoeHTMYHOCT Cce [JokassBa u4pes
CekBeHMpaHe Ha BCUYKW ropernocoYeHn reHu, 1. Hap. oeHotunHa HLA naoeHTn4HoCT.

16.3. HLA cbBMecTUMOCT

16.3.1. 3a m3xoda Ha TpaHcnnaHtauuaTa ca NPeaukTUBHU MNONMMOPM3MUTE Ha
reHnte HLA-A, -B, -C, -DRB1, -DQB1.

16.3.2. B cnyyai 4e rnoee4ye OOHOPWU Ca CHBMECTUMMU C NauueHTa no OTHOWEHWE Ha
cnegHute nokycu: HLA-A, -B, -C, -DRB1, -DQB1, TunusnpaHeto Ha HLA-DPB1 nokyca mMoxe
[a nosene 4O OonbnHUTENEH nogbop Ha AOHOP.

16.3.3. Kato HLA-CbBMeCTUMU Ce onpenensaT OBOMKU OT AOHOP U PEUUMUEHT, KOUTO
ca CbBMECTUMU MO OTHOWEHME HAa TpaHCNNaHTaunoHHo 3Ha4ymmute HLA nokycwu (-A, -B, -C, -
DRB1, -DQB1).

16.4. HYactnyHa HLA cbBMeCcTUMOCT

16.4.1. Ako 3a naumeHT HaMa HLA-CbBMeCTMM [OHOP, MOXeEe Mpu onpeneneHu
KAMHUYHM obcToATencTea (CnewHa TpaHcnaaHTaums, nopagu HernocpencTBEH PUCK OT
HebnaronpmMaTeH M3x04 Ha OCHOBHOTO 3abonssaHe) pa ce npueme 4YactmyHo HLA-
CbBMECTMM [OHOpP, a WMEHHO [0HOp, KOWTO € pasnnyeH Mo eauH WUAn noseyve
TpaHcnnaHTaunoHHo 3Ha4ymmm HLA anenu (-A, -B, -C, -DRB1, -DQB1) ¢ nauneHTa.

16.4.2. AKO 3a MauMeHT uMa Ha pasnonoXeHue noseye OT €OuH LOHOP C edHakBa
CTeneH Ha CbBMECTUMOCT Mo OTHoweHue Ha HLA kputepunte 3a nsbop, ce B3emart nog
BHUMaHWe CnegHNTe AONbHUTENHN KpUTEpUM 3a N360p HAa OKOHYaTeneH AOHOP:

16.4.2.1. non - ako € Bb3MOXHO 3a NaumMeHT MbX Aa ce n3berHe AOHOP OT XEHCKU
non,;

16.4.2.2. Bb3pacT - No-Mn1ann ooHOpU ca 3a npennovymTaHe npen no-sb3pacTHu,

16.4.2.3. CMV cTaTtycC - ako € Bb3MOXHO 3a CMV-HeratmBeH nauveHT ga ce nsbepe
CMV-HeratnseH OoOHOpP;

16.4.2.4. ABO kpbBHa rpyna: npeaMMcTBo MMaT OOHOP U PEeuunueHT ¢ egHa u cblua
ABO kpbBHa rpyna.

17. HLA TnnuaunpaHe u TbpceHe Ha JOHOP
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17.1. TbpceHe Ha OOHOP BbHB pamMunuaTta M paswurpeHo TbpCeHe Ha OOHOP BbB
doamununaTa

17.1.1. T'bpBOHAYanHu nscnensaHns

17.1.1.1. MauneHTUTE, TEXHUTE BpaTs, CECTPU M POOUTENN € 3aLbIIXUTENHO Oa Ce
nacneneat 3a HLA-A, -B, -DRB1 nokycute. TunuampaHeTo Ha HLA 0EHOTUMNHO UAOEHTUYHU
bpaTs/cecTpn TpsibBa Oa BKIOYBA CHOTBETHO TECTyBaHe 3a MNOTBbpX.AaBaHe Ha HLA
MOEeHTUYHOCTTa BB3 OCHOBAa Ha yHacnegssaHeTto mnu knac | un Il TMnn3mpaHe c Bucoka
pasrpaHn4mMTenHa cnocobHoCT.

17.1.1.2. HLA tynuavpaHeTo Ha nauuMeHTa M MNOTEHUManHO CbBMECTUM pamuneH
LIIOHOP, KOMNTO He e oeHoTunHo/reHoTunHo HLA wnaoeHTnyeH Opat/cectpa, TpsibBa na
Bkntoyea HLA-A,-B,-C,-DRB1,-DQB1 reHoTunu3vpaHe C BUCOKA pasrpaHu4mtTenHa
CNocobHOCT.

17.2. Bepudomnumpauwo HLA TrnnsuvpaHe

17.2.1. Cnep ycnewnun TOP/PTOD e 3aabnxutenHo ga ce n3sbpwm HLA-A, -B, -C, -
DRB1, -DQB1 n3cnensaHe Ha peuunMeHTa U Herosust noTeHumaneH A4OHOP C HOBU KPbBHU
npobu npeamn TXCK.

17.3. TbpceHe Ha OOHOP BbB hamunuaTa

17.3.1. ['bpBOHAYaNHM n3cnegsaHns

MNoTeHunanHNTe OOHOPW, BKOYEHU B HasaTta AaHHM Ha HEPOACTBEHW OOHOPM Ha
KOCTEH MO3bK U/MNKN nepuddepHn CTBONOBM KNEeTKK, TpsibBa 3aabnxutenHo ga 6bvaat HLA-
TMNn3mpaHn Ham-manko 3a HLA-A, -B, -DRB1 nokycute B akpeautupaHa ot EBponeickaTa
doenepaumnsa no MMyHoreHeTmka CTpykTypa.

17.3.2. CTBONIOBW KNETKM OT KPbB OT MbMNHA BPbB

17.3.2.1. EpuHnumTe KpbB OT nNbhnHa BpbB Tpsba pna 6boat um3cnenBaHu
NbpBOHAYaNHO MMHUManNHo no HLA-A, -B ¢ Hucka pasrpaHunymtenHa cnocobHoct u -DRB1
flokyca C BMCOKA pasrpaHuyYuTenHa crnocobHocT B akpeamtmpaHa oT EBponeiickata
doenepaumns no UMyHoreHeTmnka CTpykTypa.

17.3.2.2. TwnuaupaHe N0 [JOMNBbAHUTENHM JNIOKYCM WAM C  APYro HMBO Ha
pasrpaHnyMMOCT Ce M3BDbPLIBA MPW MOUCKBAHE OT NeyebHO 3aBefeHne, KOeTo U3BbplBa
JeHOCTM Mo TpaHcnnaHTaums.

17.3.2.3. Bepucpmumpawio TtunusvpaHe ce wu3BbpwBa C HoBa npoba, B3eta OT
CbY/IEHEHOTO C eluHMuata cakye C MONeKynspHo-bmonornyeH MeTon C  Bucoka
pasrpaHmynTenHa cnocobHoct no HLA-A, -B, -C, -DRB1 n -DQBL1 nokycuTe.

17.3.2.4. lNMpnemnuen ca pasnuyua no 1 nnn 2 HLA-A, -B aHTureHa/anena.

17.4. HLA Bepudouumpaly, TECT Ha NauMeHTa

17.4.1. lNpeon 3ano4yBaHe Ha TbPCEHE HA OOHOP MO PErUCTbp Ce nposexnaa
3a0bNXUTENHO MonekynspHo-buonornyHo HLA-A, -B, -C, -DRB1, -DQB1 TecTyBaHe Ha
naumeHTa C BUCOKA pasrpaHMynTenHa CnocoBHOCT (Ha anenHo HUBO). AKO HSIKOW anesiHu
KoMOrHaumm He moraT oa 6baat M3KNYeHW, TOBA Ce 0TpassiBa B pe3ynrarta Ha nauueHTa.

17.4.2. Tpean TpaHcnnaHTauus ce u3sbplwsa Bepudpuuupawo HLA TunusaupaHe B
akpeouTtupaHa ot Eeponeickara penepaums no UMyHoreHeTnka CTpykTypa ¢ HaQHOBO B3eTa

KpbBHa npoba oT naumeHTa.
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17.4.3. HLA Bepudomumpaly, TeCT Ha NnoTeHunaneH noHop

17.4.3.1. Tpn Hannume Ha HLA-A,-B,-DRB1-CbBMeCTMM MOTEHUMANEH [LOOHOP ce
n3sbpwea pasrbpHato HLA (-A, -B, -C, -DRB1, -DQB1) tunusnpaHe Ha anenHo HUBO.
N3uckBaHeTo Ha kpbBHaA Npoba OT 4YacTnyHo HLA-CHBMECTMM [LOHOP 3a OONbAHUTENHO
pasrbpHaTO TUNU3NpaHe ce npeLeHsBa, korato Hama nogxoasu, HLA-cbBMeCcTUM OOHOP.

17.4.3.2. Bepupumumpalloto TUnNu3vpaHe Ha noTeHumanHu OOHOPM Ce M3BbpLBa C
HOBa KpbBHa npoba nO MONEKYyNsApPHO-OMONOrMYHM MeToan B  aKkpeouTMpaHa oT
EBponenckarta dgegepaums no MMyHoreHeTuka cTpyktypa. TectysaHe Ha HLA-DPB1 nokyca
MOXe [a Cce WU3BBbPWU B Clyyan, Ye ca Ha pasnonoxeHue noseyve HLA-A, -B, -C, -DRB1, -
DQB1-cbBMeCTUMN OOHOPW.

18. Mi3anckBaHa pasrpaHmymTenHa cnocobHocT Ha HLA TunusmpaHeTo

18.1. MeTtoamn 3a HLA TunusunpaHe

18.1.1. MonekynsipHo-6buonornyHo HLA  TunuaupaHe ce wu3BbpWBa  4pes
nonumepasHo-sepuxHa peakumsa (PCR) ¢ npainmepu, cneumpuyHm 3a gageHa cekBeHums (
SSP), ¢ ONMUFrOHYKNeoTuOHW npobu, cneunduyHn 3a gageHa cekBeHums (SSOP), nnmn ypes
cekBeHnpaHe (SBT). Ham-npeumsHata Bucoka pasrpaHnyutenHa TexHuka e [OHK
CeKkBeHMpaHeTo. T4 no3sonsasa ga ce ngeHTuuumMpar n ga ce xapakrepuavmpar n Hosu HLA
anenw.

18.1.2. Mpu TMNU3NpaHeTO C BMCOKA pasrpaHuymTenHa crnocobHOCT ce onpenensTt
HLA anenute, koompawy pageHa 6entbyHa MOCNenoBaTeNHOCT B @HTUMEH CBbP3BalLUS
y4acTbK Ha Monekynara. Anenute ce geuHmpar 4pes3 NbpBOTO U BTOPOTO MoJe (Hanpumep
DRB1*13:01) cbrnacHo HomeHknatypata Ha C30 u ypes:

18.1.2.1. pa3rpaHnyaBaHe Ha BCUYKM HepasrpaHnyuMm KombrHaumm, onpeneneHn ot
nonumopdunamm B ek3oHu 2 n 3 Ha HLA knac | nokycute n ek3oH 2 Ha HLA knac Il nokycuTe;

18.1.2.2. pasrpaHMyaBaHe Ha BCWMYKM HepasrpaHvyMmyM KombuHauuw, BKKOYBALLW
HyneB anesn, He3aBMCUMO OT TOBA, Kbhe € Nlokannu3npaH noMMopdPn3mMbT, OCBEH KOraTto e
[0Ka3aHo, Ye aHTUreHbT e ekcrpecupaH BbpXy K/ieTbyHaTa NOBbPXHOCT.

18.1.3. Ha BcsIka CTpyKTypa rno KJVHMYHa MMYHOJNIOrMsa ce npenopbysBa Aa M3BbpLBa
TunuanpaHe 4ped PCR-SSP nnu PCR-SSOP meTton, 4Ype3 KOUTO Oa ce onpefnensat BCUYKU
nybnukyBaHn cneumuyHocT, kakto u SBT wmeTog 3a TunuM3MpaHe C BUCOKa
pasrpaHuynTenHa CrnocobHOCT, B Chyyail Ha HepasrpaHuyinuma anenHa kombuHaums wnm
Bb3MOXHO Hannymne Ha HoB anen.

19. Npuemnusn HLA pasnnyus

19.1. O6wm KpUTEPUN 3a PELIEHNE

19.1.1. B cnyyan 4e HAMa UnM B MOMEHTA He € Ha pasnonioxeHve HLA-cbBMeCTUM
OOHOpP, MOXe aa ce npueme 4actnyHo HLA-CHBMECTUM OOHOP Bb3 OCHOBA Ha:

19.1.1.1. cteneH Ha HLA pa3nnyuneto: CeKBEHUMOHHA XOMONOXHOCT Ha pas3nnyHuTe
HLA reHn, nocokarta Ha WMyHOJNIOrM4YHa peakuus: Ha TpaHcnnaHTaTta cpeuwy peuunueHTa
GvH- n/mnn peakuusa Ha peuunueHTta cpewy npucagkara HvG-HanpaeneHuwe (Hanpumep
Hanuue e KoHcTenaums: nauweHT HLA-B*27 xomosuroteH / poHop HLA-B*27, *44
xeTepo3uroteH 3a HLA-B nokyc - HAMa HecbBMecTMMOCT B GvH-HanpaeneHue, HO uma 1
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HeCcbBMeCcTUMOCT B HvG-HanpasneHue);

19.1.1.2. oCHOBHO 3abonsiBaHe U KNMHNYHA CMELWHOCT Ha TPaHCNNaHTaunaTa;

19.1.1.3. Bb3pacT Ha naumeHTa;

19.1.1.4. cbnpoBOXAalWM OCHOBHOTO 3abonsBaHe W npeaxoxpiawara Ttepanus
YCNOXHEHMS 1 OpYrn CTpafaHns npu nauneHTa (KoMopbuaHocT);

19.1.1.5. noCTbMNEeH U3TOYHUK Ha CTBONOBM KNETKN (KOCTEH MO3bK, NepudpepHa KpbB.,
NbrnHa BPbB);

19.1.1.6. Bb3MOXHOCTM 3a foOMBaHe Ha TpaHCMnaHTaT C BUCOK OO XxeMomnoeTUYHN
CcTBONOBU kNneTku (CD34+);

19.1.1.7. Bb3MOXHOCTM M NoKasaHus 3a T-kneTbyHa genneums Ha TpaHcnnaHTaTa;
WHTEH3NTET Ha KOHONLMOHMPALUNS PEXUM;

19.1.1.8. n3bpaHn MeIOMUMHCKM MNPOTOKONM 3a npodunakTuka Ha peakumsaTa Ha
npucagka cpewy npuemarten (GvHD);

19.1.1.9. noHopHo-peumnnmeHTHa NK-anopeakTuBHOCT, Hann4ne Ha aktusmpawm KIR
reHu y goHopa.

19.2. TlaumMeHTM C ManuUrHeHW XematonornyHn 3abonsBaHus  (neBKeMuw,
MUENoAMCMNacTUYeH CUHAPOM, MANUrHEHN NTUMADOMU, BKJTIOYUTENHO NNasMoLUTOM)

19.2.1. lNpenopbkn 3a npuemnueum HLA pasnuums Morat ga ce papjat camo 3a
nauneHTn, KOMTO cnen MuenoabnaTtuMBHO KOHAMLUMOHMPAHE MNOJsydYaBaT HeMaHWnynmpaH
TpaHcnnaHrar.

19.2.2. HYactnyHo HLA-CbBMECTMM POLACTBEHN LOHOPU

19.2.2.1. YactnyHo HLA-CbBMECTMM pPOAOCTBEH OOHOP MOXe Oa ce npennoverte,
KoraTo HsMa Ha pasnofioxeHne 3a MomeHTa HLA cbBMecTMM HepoacTBeH OoHop. CumTa ce,
4Ye B POACTBEHa KOHCTenauus [OOHOP/peumnueHT no NpuHUMn e npuvemnvmeo enHo HLA
pasnuyue (rnaeHa rpyna unu nogrpyna) Ha nokyc HLA-A vnun HLA-B nnn HLA-C unn HLA-
DRB1 nnn HLA-DQB1 B GvH- n/mnn HvG HanpaeneHne (kato A*02 vs.A*03, B*07 vs. B*27,
B*40(60) vs. B40 (61), DRB1*01 vs. DRB1*03, DRB1*15 vs. DRB1*16 wnun DQB1*02 vs.
DQB1*03).

19.2.2.2. lNpenBaputenHnTe gaHHm no 1. 19.2.2.1 He n3kn4YBaT Bb3MOXHOCTTA NpU
WHOMBUAYANHW CnyYaun ba ce npusniekaT OOHOPU C HECbBMNAAEeHWe no noseye NoKyCcHu.

19.2.3. HactnyHo HLA-CbBMECTMM HEPOLACTBEHN LOHOPU

19.2.3.1. AKO Mpu KAUHWUYHU MOKasaHWs 3a HEeOTNOXHa TpaHCnnaHTauus HsaMa Ha
pasnonoXxeHue nogxonsu, poactseH n/mnn HLA-CbBMECTUM HEpOOCTBEH AOHOP, 3a BCEKU
nauneHT NHONBMAYaNHO NeKyBawWwmnaT nekap 3aegHo CbC CrneumanmcTuTe - TPaHCnIaHTono3u
1 VIMYHONO3W, NpeueHsaBaT nanv e npuemMnms 4actn4yHo HLA-CbBMECTMM HEPOLCTBEH LOHOP.
[MpenopbynTenHo e camo enHo pasnuyne Ha HLA-A, -B, -C unm -DQB1 nokyc, npu KoeTto
BbnpocHuTte HLA anenn no BB3MOXHOCT TpsbBa [Hga mnokaxaTr aMUHOKMCENMHHA
CEeKBEHUMOHHA  XOMOMOXHOCT Ha anenHuTte cekeBeHumn. Bcsko  gonbAHUMTENHO
HecbBMnafeHne No cnenpal Nokyc NnoHnxasa obwara npexwussemocT (0S) ¢ 10 %. Cnenea
ha ce vMa npensun Bb3MOXHOCTTA 3a TpaHCnnaHTauusa ¢ egHa unm nosevye eanHMLN KPbB
OT MbNHa BeHa KaTo anTepHaTmBa.

19.3. MaumeHTn ¢ BpOAEH TEXbK KOMOMHMPAH UMYHEH OedouunTt
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19.3.1. Npwn 3abonasaHmaTa no 1. 19.3 pUCKbT OT OTXBBPJISIHE € HUCHK, a PUCKDBT OT
GvHD e MHoro Bucok, nopann koeto HLA pasnuumara B HvG-HanpasneHwe moraTt ga ce
nurHopupar.

19.3.2. HenocpencTBeHO cnep nocTaBsHe Ha AuarHosara HayYMHbT 32 TbpCeHe Ha
IOHOp Ce cbrnacysa CbC CTPyKTyparta, KoATo LWe N3BbPLWKN TpaHchnaHTauunaTa.

19.3.3. M1360opbT Ha OOHOP Ce pbKoBOAM M ce CcbobpassBa ¢ NybnvMkyBaHUTE OaHHU
OT Mpoy4YBaHWs B fe4yebHM 3aBedeHus, B KOUTO Ce M3BbpWBAT HOEWHOCTM MO
TpaHcnnaHTauus.

19.3.4. MNpn TeXbK KOMOMHMPAH MMyHEH OeuunT MoXe ga ce npvemat u HLA-
XannongeHTUYHN POACTBEHN OOHOPW.

19.35. lMNMpun poHopute no 1. 19.3.4 ce npasn T- n B-knetbyHa pgenneums 3a
npodounakTmka Ha GvHD.

19.4. MNauneHTn ¢ ppyrn HemanurHeHn 3abonsBaHWs ¢ HebnaronpusTHaA NPOrHo3a
(npnoobuTta Texka annactvyHa aHemus, aHeMus Ha Fanconi, KOPTUKOPE3UCTEHTHA aHEMUS
Ha Blackfan-Diamond, peancteHTeH Ha G-CSF cuHgpom Ha Kostmann, xomo3urotHa goopma Ha b
-TanaceMmyeH CUHOPOM, MapoKCM3MasHa HoWHa XEeMornobuHyprMss U HSKOW BPOOEHM
negekTn B obMsaHaTa Ha BewecTsara).

19.4.1. NpennoynTta ce TpaHcnnaHTauusa ot pamMmmiHO CbBMECTUM OOHOP C Matepuan
OT KOCTEeH MO3bK. [lopy npyv Hanuyine Ha HanbfMHO CbBMECTUM [OOHOP PUCKDBT OT
OTXBbPNSHE Ha TpaHCnnaHTata € NoBulleH. 3a pasnuka OT ManurHeHuTe 3abonsiBaHUs Ha
Xxemornoesarta gmanas3oHbT 3a npuemaHe Ha HLA pa3nunyms B HVG- n B GvH-HanpasneHue e
orpaHuyeH. MisknioyeHme npencraBnsaea BpogeHara Texka annactuyHa aHemus, npu KosiTo
MOXe da ce MnpvemMe HanbJ/IHO CbBMECTMM HEpPOLACTBEH LOHOP Mpu Mnagum naumeHTtu (<40

r.)="" c="" MHoro="" HebnaronpuaTHa="" nporHosa.="" npu="" fanconi="" n="" Tanacemnsa=""
moxe="" pa="" ce="" TpaHcnnaHtMpa="" kpbB="" O0oT="" nbnHa="" BpbB="" CBC=""
3HaumtenHo="" nosuweH="" puck.="" unHOnkaumute="" 3a="" TpaHcnnaHtauma="" ce=""
npeueHssar="" wuHomsmpyanHo,="" B="" 3aBucumoct="" oT1="" TexectTa="" Ha=""
3abonsiaHeTo,="" puckoBeTe="" oT="" MaHunynauusita,="" B="" KOHTekcTa="" Ha=""
oyakBaHua="" pbnroTpaeH="" edgekt="" (Hanpumep="" nporHocTuyeH="" knac="" no=""
pesaro="" npu="" Tanacemus,="" puck="" ot="" gpyro="" ManurHeHo="" 3abonsiBaHe=""
npun="">

20. 3HA4YMMOCT Ha KNeTbYyHUTE TECTOBE, Ha CeponornyHaTa Kpocmay peakums n Ha
TeCTyBaHeTO Ha BTOPOCTEMNEHHN aHTUTeHN Ha TbKaHHaTa CbBMECTUMOCT, LIMTOKNHOBU FEeHM,
TexHuTe npomoTopu n KIR reHnte

20.1. B cny4yah 4e poHOp W peumnueHT ca HLA-pasnuyHu, ce npenopbysa
n3cnefnBaHe Ha anoaHTMTena M Kpocmad npoba C uUen na ce u3Kwyat/mokaxar npwu
naumeHTa npegopmMupaHn cneundonuyHmn 3a goHopa aHtutena.

20.2. Mpun nonoxuTenHa KpbcTocaHa Npoba TpaHCMNAHTAUNOHHUAT €KUM NpeLeHsiBa
Han-npueMnuBmS cpen noTeHunanHnTe LOHOPMW.

20.3. TecTyBaHeTO Ha BTOPOCTEMNEHHN aHTUMEHW Ha TbkaHHa CbBMecTuMocT (MHAQ)
He ce npenopbyBa 3a N36op Ha LOHOP Nopagu TOBa, Ye MOBEYETO OT THAX HEe ca AOCTaTbyHO
neduHMpaHu npun 4Yoseka.
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20.4. KnvMHMYHOTO 3HayeHWe Ha uacnegsaHeTo Ha Bedve gedpuHupaHute mHAQ (
Hanpumep CD31, HA-1 no HA-P) He e ¢ fokasaHo 3HavyeHune npu n3bopa Ha OOHOp.

20.5. '3acneneaHeTo Ha nonvMmopdumama Ha LMTOKUHOBUTE reHN, TEXHUTE NMPOMOTOPK
n KIR reHnTe He ce npunara Kato 3aAb/IXUTENEH KpUTepuid Npu UMyHoreHeTn4eH n3bop Ha
JOHOp.

20.6. lNpenopbyBa ce u3BbpwWBaHETO Ha KIR reHoTunuavpaHe npwv Hanuvyne Ha
noseye ot eauH HLA-nopxoasu, oOHOP.

21. \acnenBaHe Ha XUMEPU3BM

21.1. XviMepn3bM cnef TpaHCrnaHTauus Ha XeMOMOEeTUYHW CTBOJIOBU KNEeTKU €
CbOTHOLWEHMETO HA KNETKN Ha fOHOpa v peunnueHTa. Mpean TpaHcnnaHtauusata Tpsbea na
ce 3anasum [HK Ha poHopa u peuunueHTa 3a wu3cnegBaHe Ha XUMEPU3BM B
crefTpaHcnnaHTaunoHHNa nepuoa, KoetTo ce U3BbpluBa Ha ABe ceaMuunm OO0 2-pus Mecel,
Ha 3-TnS MeceL 1 cnef ToBa Ha TpUMMeceYHn nHTepsanu o 18-ua meceu. B 3asncumocT ot
KOHOMLUMOHUPpALWMSA PEXUM KIIMHUYHOTO CbCTOSIHME Ha nauveHTa W pesynratute orT
XVIMepn3ma ce U3BbPLIBAT U MEXONHHW U3CNeaBaHns.

21.2. OnpepensHeTo Ha XMMEPU3BM Ce U3BbPWBA OT akpeauTupaHa oT
EBponerickata cegepaums No UMyHOreHeTMka CTPyKTypa Mo yTBbPOEHW M BanuampaHu
MeToau.

21.3. TlonuMOpgHNTE TEeHeTUYHU CUCTEMU, W3MON3BaHM 3a oOnpegensHe Ha
XMEPU3bM, Ce LOKYMEHTMpaT.

21.4. MNpwn n3non3saHe Ha pa3paboTeHn OT CTpyKTypata Mo KAMHUYHA UMYHONOrMS
ONMrOHYKNeoTNAN/Npobun TaxHaTa CEKBEHLNS 1 CNeumnunyHOCT ce OKYMEHTMparT.

21.5. OHK npobute OT peuunveHTa npeau TpaHCnnaHTauuMs u LOOHOPBLT ce
na3crnensar 3a onpenenaHe Ha UHPOPMAaTUBHUTE anenw.

21.6. OnTuManHu rpaHnumM Ha Kkonn4ecTBoTo M yuctotara Ha JHK ce onpenenat u
LoKyMeHTupart. MNpobu, n3nnsawm N3BbH TE3N rpaHuLn, ce AOKYMEHTMpaT.

21.7. 3a wvH(opMaTMBHW Cce npuemaTr Te3n JNoKYyCu, 3a KOUTO [OHOPBHT MU
PELUUNUEHTBT MMAT pasnnyHn (cneundonydHmn) anenHun npodounu. MNpu nanonssaHeTo Ha STR (
KbCW TaHOEMHW noBTopu) 6asupaHusT Mmeton € HeobxoAuMMO [Oa uMma Halh-manko 3
NHJOPMATMBHN NOKyca C Ornen nonyyaesaHe Ha HadeXnOHW pesyntatu (Npu reHeTuyHo
6nm3kn nHamemam 6m Morno ga ce npueme pesyntar C no-Manbk Opoilt MHOpMaTMBHU
nokycu). lMpn unanonssaHeto Ha SNP (€OMHUYHU HYKNEeOoTMAHM nonumopdomamn) 6asupaH
MeTon ca HeobxoamMmuM ABa UHCPOPMATUBHM NOKYCa, MO eMH 3a LOHOpa U peumnnmueHTa.
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