HAPEJIBA Ne 6 ot 5.03.2007 r. 32 yTBbp:KIaBaHe HA MeAUMUMHCKHN CTAHAAPT 34
TPAHCIVIAHTAIIUA HA OPraHU, THKAHU U KJIETKH

N3nanena or MUHUCTBPA HA 3/IpaBeornas3BaHeTo, 00H., JIB, op. 23 ot 16.03.2007 r., u3Mm. u
nom., 6p. 65 or 10.08.2007 r., 6p. 66 ot 28.08.2012 r., B cmma ot 28.08.2012 1., 6p. 99 ot
2.12.2014 r., B cuna ot 2.12.2014 1., 6p. 25 ot 24.03.2017 r., B cuna ot 29.04.2017 r.

Ysaen exuncrBed. (1) C Ta3m Hapemba ce yTBBpXKIaBa METUIIMHCKHUAT CTaHIAPT 3a
TpaHCIIAaHTAIUS HA OPTaHH, ThKAHU M KJIIETKH ChITIACHO MPHIIOKECHHUETO.

(2) JlefiHOoCcTUTE TIO TPAHCIUIAHTAIIMU C€ OCBIIECTBSABAT MIPU CIIa3BaHE HA CTaHIApTa IO all.

1 oT BcuukH JieueOHU 3aBEJICHISI, KOUTO T U3BBHPIIBAT.
JOIN'bJIHUTEJIHU PA3IIOPEJIBU
(3ara. u3m. — 1B, 6p. 25 ot 2017 1., B cuna ot 29.04.2017 r.)

§ 1. (M3m. — [IB, 6p. 99 or 2014 r., B cwia ot 2.12.2014 r.) [lo cmucwia Ha TO3H
CTaHIIaPT:

1. "Banunupane" e npouechT Ha BaluAMpaHe 1o cMuchia Ha § 1, T. 3a oT JombIHUTENHATA
pasnopenda na Hapen6a Ne 28 ot 2007 r. 3a aeiiHOCTH MO acucTupana penpoaykius (B, 6p. 55
ot 2007 1.) mpu IE€MHOCTH IO TPAHCIIAHTAIIUSA.

2. "JlapsiBaHe HA THKAHW M KIJIETKH" € JOOPOBOJIHOTO M 0€3BB3ME3THO NPEIOCTaBSHE Ha
THKAHU W KJIETKH, IpPEeJHAa3HAYEHU 3a TPAHCIUIAHTALMS MPU YOBEKA, KaKTO U 3a MPOMMUILIEHU
MPOAYKTH, KOWUTO Ca TMPOU3BOJAHM OT UOBEIIKM THKAaHM M KIETKHU, I[peIHa3HA4YeHU 3a
TpaHCIUIAaHTALMsI IPU YOBEKa.

3. "KapanTtuHa" € moJyio)K€HUETO, IPU KOETO B3€TUTE ThKAHW WJIM KJIETKU Ca M30JIMPAHU
ype3 (GU3MYECKH WU APYTH MPHIIOKUMH TPOLEIYPH 10 OKOHYATETHOTO B3€MaHE Ha PELICHUE 32
TAXHOTO MPUEMaHE WM OTXBBPIISHE.

3a. (Hosa — JIB, Op. 25 ot 2017 r. , B cuna ot 29.04.2017 r.) "EnHo u cbiio jedeOHO
3aBeJieHHe" e JiedeOHO 3aBe/IeHUe, B KOETO BCEKU €Tall OT JIOCTaBIHETO Ha ThKAHUTE U KJIETKUTE
70 ynoTtpedaTa UM IPH YOBEKa Ce€ MpOCeAsBa OT €QHO U ChILI0 OTTOBOPHO JIUIE MO 4i. 15T ot
3akoHa 3a TpaHCIJIAaHTAlUsl Ha OpraHu, ThbKaHU U KJIETKH, IPU CIIa3BaHE Ha €JHA U ChIlla CUCTEMA
3a yrpaBJeHHe Ha Ka4yeCTBOTO.

4. "Opranuzanus, oTroBapsiia 3a NpUIOKEeHHEe MpH Xopa" e JiedeOHO 3aBefieHue, KOeTO
MpHUCcaXKJa OpraHy, ThKaHU U KJIETKU Ha Xopa.

5. "IIpocneauMoct” € Bb3MOXKHOCTTA 3a JIOKAJIM3UpaHEe U WACHTU(UIMPAHE HA OpPTaHUTE,
THKAHUTE U KJIETKUTE BBB BCSKa (pa3a OT M3BBPIIBAHE HA JIEWHOCTUTE MO TPAHCIUIAHTALUS OT
B3€MAaHETO OT JOHOpa A0 INPHUCAXAAHETO MM HA PELUIIMEHTa WM YHUIIOXKABAaHETO UM;
BB3MOXHOCTTA 32 WJEHTHU(UIMpaHE HAa JOHOPA, PELUUIIMEHTa U Ha JiedeOHUTE 3aBEACHMS 3a
paboTta ¢ opraHu, ThKaHM M KJIETKH, Y4acTBalld B JEWHOCTUTE IO TPAHCIUIAHTAIUSA, KaKTO H
BB3MOXHOCTTA 3a JOKaJM3UpaHe W HJAEeHTU(UIUpaHEe Ha LsiIara MHGoOpManus, CBbp3aHa C
OpraHuTe, ThKAaHUTE U KJIETKUTE U MaTepUAIUTE, BIU3AIIN B KOHTAKT C TAX.

6. "Cucrtema 3a kadecTBO" € opraHmsanus Ha paboTa, KOATO BKJIIOYBA OTTOBOPHOCTH,
IIPOLIEYPH, TIPOLIECH U PECYPCH 3a BBBEXKIAHE U OCBIIECTBIBAHE HA YIIPABJIECHUE HA KAYECTBOTO,
KaKTO U BCUYKH JIEHHOCTH, KOUTO MPSIKO UM KOCBEHO BJIMSSAT Ha KAU€CTBOTO.

7. "CranpgaptHu onepartuBHHu npouenypu” (COII) ca nmucMeHn MHCTPYKLUMHU, YTBBPAECHH OT
M3MBIHUTENHUS TUpeKTop Ha V3mbaHUTENHATa areHlMsl [0 TpaHCIUIAHTAIMsl, KOUTO ChAbPKAT:
OIMCaHUE Ha MOCJIEI0BATEIHOCTTAa U HAUMHA HAa U3BbPLIBAHE HA JEHHOCTUTE 110 TPAHCIUIAHTALUS
B CBHOTBETHOTO Jie4ueOHO 3aBEJCHHE 3a BCEKU €IUH CHEeHU(pHUYEH IMpolLec, MaTepualuTe u
METOJIUTE, KOUTO ILI€ CE U3I0J3BAT, U OYaKBAaHUS PE3yTar.



8. "VYmpaBieHue Ha KadyecTBOTO" € CBBKYMHOCT OT KOOPAMHUPAHU JIEHHOCTH IO
YIPABJICHUE U KOHTPOJI, KOUTO Ca HACOUEHU KbM OCUTYpsIBAaHE Ha KAYECTBO.

§ 1a. (Hos — /IB, Op. 25 ot 2017 1., B cuna ot 29.04.2017 r.) C napenbata ce BbBEKIAT
pasnopenou Ha JJupektuna (EC) 2015/565 na Komucusra ot 8 anpun 2015 r. 3a u3MeHeHne Ha
HupextuBa 2006/86/EO 110 OTHOIICHUE HA HAKOM TEXHWYECKH M3MCKBAHMS 3a KOJAMPAHETO HA
goBemku ThkaHu W kietku (OB, L 93, 09/04/2015) u na HupektuBa (EC) 2015/566 na
Komucusra or 8 anpun 2015 r. 3a npunarane Ha upextua 2004/23/EO mo oTHoOIIeHHE Ha
MPOLIEAYPUTE 3a KOHTPOJ HA CHAa3BaHETO HA CKBUBAJICHTHUTE CTAaHJIAPTH 32 KA4eCTBO U
0e30macHOCT Ha BHacsHUTE ThKaHu U kietku (OB, L 93, 09/04/2015).

MNPEXO/HU U 3AKJIFOYUTEJIHU PA3ITIOPEIBHN

§ 2. Ta3u Hapenba ce u3naBa Ha OCHOBaHME Wi. 4, ain. 1, wn. 15, aim. 3 u wi. 158, an. 2 or
3aKoHa 3a TpaHCIUIAHTAIMs Ha OpraHW, ThKaHH M KJICTKH BbB BPb3Ka ¢ wi. 6, ajl. 1 oT 3akoHa 3a
JIeYeOHUTE 3aBEICHUA.

§ 3. B TpumeceueH cpok OT BIM3aHE B CHJa Ha Hapeadarta JiedeOHUTE 3aBEIACHUS
HpI/IBC)K[[aT II€I>'IHOCTTa CHU B CBOTBCTCTBUEC C TO3U CTaH[[apT.

I[MPEXOAHU 1 3AKJIFOUUTEJIHU PA3IIOPEZIBU
kbM HapenOara 3a n3menenue u qonbaneHne Ha Hapen6a Ne 6 ot 2007 1. 3a
yTBbpK/IaBaHE HA MEIULIMHCKH CTAaHAAPT 3a TPAHCIUIAHTAIUS HA OPTraHu, ThKAaHU U KJIETKU
(B, 6p. 66 ot 2012 1., B cuita ot 28.08.2012 1.)

§ 8. (1) MuHUCTEPCTBOTO HA 3[IpaBEONa3BaHETO CKJIIOYBA JIOTOBOPH 3a ACHHOCTH 1O Wil 1,
an. 2, 1. 1, 6ykBa "r" (OTHOCHO BB3CTAaHOBSBAHE HA PA3XOJU 3a IUATHOCTHKA W JICUEHUE Ha
xuBUsA ToHOp) 1 1o OykBa "1" ot Hapenba Ne 29 ot 2007 r. 3a Bb3CTaHOBSIBaHE Ha Pa3XoJaUTe U
32 OTHOCUTEHHUS [ Ha CPEACTBATa 3a TPY/ 3a NEHHOCTHU MO TPAaHCIUIaHTaIusl, GUHAHCUPAHU OT
MuHHCTEPCTBOTO Ha 3/IpaBEONa3BaHETO 3a MEPUO/Ia OT BIIM3aHE B CHJIa HA Ta3u Hapeada 10 Kpas
Ha 2012 r. cien moxaBaHe Ha 3asABJICHUE OT JIeUeOHNUTE 3aBEICHUS.

(2) 3asBnenusTa no an. 1 ce mogasat B Cpok | Mecell OT BIU3aHe B CHJIa HA Hapeadara.

MMPEXOAHU 1 3AKJIFOUUTEJIHU PA3IIOPEZIBU

kbM Hapenbara 3a usmenenue u fonbsinenue Ha Hapen6a Ne 22 ot 2007 r. 3a

YCIOBUSATA U PE/a 3a PETUCTPUPaHE U OTYMTAHE Ha IEHHOCTUTE IO EKCIIEPTH3a,

B3eMaHe, pucaxaaHe, o0padoTka, mpepaboTKa, CbXpaHsIBaHE U €TUKETUPaHE Ha

OpraHy, ThKaHU U KJIETKU U 32 U3TOTBSIHE HA €XKETOJIHU OTYETH OT JIeUeOHUTE 3aBEICHUS

(B, 6p. 25 or 2017 1., B cuna ot 29.04.2017 1.)

§ 19. EnuHHUAT €BpONENCKN KOJ HE ce Ipuilara 3a ThKAaHM, KJIETKH U PENpOLyKTUBHU
KJIETKH, KOUTO Ca B3€TH M ca Ha chbxpaHeHue 10 29 okromBpu 2016 r., ako Te ce MycHAT B
oOpariieHue B cpok 10 29 okromBpu 2021 r.

IIpunoxenne
KbM YIEH €IMHCTBEH
(M3m. u mom. - JIB, 6p. 65 ot 2007 1.,
op. 66 ot 2012 1.,
B cmia ot 28.08.2012 r.,



not., op. 99 or 2014 r.,
B cmta oT 2.12.2014 r.,
op. 25 oT 2017 1.,
B cuiia ot 29.04.2017 r.)

MGI[I/II_[I/IHCKI/I CTaHAApT 3a TPAHCIIAHTAlHA Ha OpraHd, ThbKaHU U KJICTKU

1. To3u craHgapT perIaMeHTHpa U3UCKBAHUATA TIPU OCHIICCTBSIBAHE HA:

1.1. B3eMaHe Ha OpraHy, ThKaHH U KJICTKU OT YOBEIIKU TPYII WK OT )KUB
JIOHOP M MIPHUCAXKIAHETO UM Ha JIPYTO JIUIIE ¢ JiedueOHa 1e;

1.2. B3eMaHe Ha ThKaHU M KJIETKH, ITPETHA3HAUYCHH 32 aBTOTPAHCIUIAHTAIHS,
KOTaTo TsI CE€ U3BBPIIIBA B PAMKUTE Ha MOBEYE OT €/IHA MHBA3UBHA MPOIICIYpPa;
1.3. (u3m. - JIB, 6p. 66 ot 2012 r., B cuna ot 28.08.2012 r.)

OcUTypsBaHe, eKCIepTH3a, 00paboTKa, mpepadoTKa, ONaKOBaHE, ETUKETUPAHE,
ChXpaHsIBaHE, TPAHCIIOPTHPAHE U MPEIOCTABSIHE HA OPTaHU, ThKaHU U KJICTKH,
IpeIHa3HAYCHH 32 U3M0JI3BaHe B XyMaHHATa MEIUINHA;

1.4. npoBexxIaHe HAa HEOOXOJMMUTE METUIIMHCKU U3CIICBAHHS, CBBP3aHU C
TPAHCIUIAHTAIHSTA;

1.5. ocurypsiBaHe Ka4eCTBO U 0€30IIaCHOCT HA OPTraHHUTE, ThKAHUTE U
KJICTKUTE, MPEAHA3HAYCHH 32 TPAHCILIAHTAIINS,

1.6. kputepunte 3a MOAOOP HA JOHOPH U PELUITUCHTH M U3UCKBAHUS KbM
Je4eOHUTE 3aBE/ICHUS, KOUTO U3BBPIIBAT TPAHCILIAHTAIIHS,

1.7. B3eMaHe Ha OpraHy, ThKaHHU U KJICTKH C )KUBOTUHCKH TIPOU3XO]T U
MPUCAKIAHETO UM B YOBCIIKHS OPTaHU3bM;

1.8. (HoBa - JIB, Op. 99 o1 2014 1., B cuna ot 2.12.2014 r.) neliHocTH

10 U3rpaXK/IaHe Ha CHCTEMa 3a Ka4eCTBO M yIPaBJICHUE HAa KAYECTBOTO MPH
M3BBPIIIBAHE HA TPAHCIJIAHTALIMS OT OPraHU3aIMUTE, KOUTO OTTOBAPST 32
MPHJIOKEHUETO HA OPTAHUTE, ThKAHUTE U KJICTKUTE MIPH IMAIIUCHTHUTE.

2. TpaHcIIaHTalMs HAa OPTaHU ce Mpujiara Ipyu Halu4yue Ha 3a0osiBaHe WU

yBpe€Zla Ha CbOTBETHMSI OPraH Ha PELUIIMEHTA, IOPaaAH KOATO TOM HE MOXKE Ja
(GyHKIIMOHMpA U JPYTUTE METOIU 3a JICUEHHE ca C Mo-MaJika €(EeKTUBHOCT WJIH HE ca
IIPUIOKHAMHU.

2.1. TpancnaHTanusATa Ha OpraHy Ce U3BBPIIBA CaMO 110 HAYYHO YTBbPACHU
MEIUIUHCKN METOIU C J0Ka3aH MoJoXUTeNeH ededeH edekt. Korato neueOHUT
e(eKT He e JI0Ka3aH, TPaHCIUIaHTallks MOKe Jia Ce U3BbpIIIBA 110 Pella Ha IJ1aBa
cenma, paszaen IV ot 3akoHa 3a 31paBeTo.

3. TpaHcrutaHTaMs Ha ThKAaHU WIM KJIETKHU CE€ IpHUJIara npyu HaJIM4ue Ha

3a00Js1BaHe WIM yBpea Ha ChOTBETHATA ThKaH WM KJIETKHU Ha PEIMITUEHTa, KOETO

BOJIM JI0 HapyIlllaBaHe Ha HOPMAJTHHUTE U3HEHU PYHKIIMH Ha UHIUBUAA WM 3acTpaliaBa
HErOBUS KUBOT.

3.1. TpancnmaHTanuATa Ha ThKAHU U KJIIETKU CE U3BBPIIBA CaMO 110 HAYYHO

YTBBPJIEHN MEUIIMHCKU METO/IU C TOKa3aH MoJIoKuTeNeH jJeueden edext. Korato
Je4eOHUAT e(PeKT He € JOKa3aH, TPaHCIIJIaHTaIUs MOKe J1a Ce N3BBPILBA 110 pea Ha
ri1aBa ceama, paszgen IV ot 3akoHa 3a 3qpaBero.



3.2. (HoBa— IB, 6p. 99 ot 2014 1., B cuna ot 2.12.2014 r.) Bcuuku

JNEHHOCTH TI0 TPAHCIUIAHTAIUS CE€ JOKYMEHTUPAT. [laHHUTE OT M3rOTBEHATA U ChXpaHsIBaHA
JIOKyMEHTAIUs TpsIOBa Ja ca JOKa3aHO HAJACKIHU ¥ UCTUHHO 1A TIPEACTABST PE3yITaTUTE
OT U3BBPIICHUTE ICHHOCTH, a ObJaT YCTIMBH, Ja HE MMOAJICKAT Ha U3TPUBAHE, KaTO
MoraTt J1a ObJIaT BOUCBAHU HA PHhKa WM MPEXBBHPISHU B APYyra BAIUIUPAHA CUCTEMA
(HanmpuMep KOMITFOThPHA UITH MUKPO(DHUIIM).

3.3. (HoBa— JIB, 6p. 99 ot 2014 1., B cuna ot 2.12.2014 r.) Bcuuku neueOHu

3aBEJICHUS U JIPYTH JIMIA, KOUTO U3IOJI3BAT YOBEIIKM ThKAHU M KIIETKH, ChOOIABAT Ha
V3mbaHUTETHATA areHIIMS 110 TPAHCIUTAHTAIUS U HA JICUSOHUTE 3aBEICHUS, KOUTO
U3BBHPIIBAT TPAHCIUIAHTAIIMS, BCSIKA OTHOCUMA KbM TSIXHATa JCHHOCT MHPOPMAITUS C 1IeT
OCUTYpsIBaHE Ha MPOCIESEMOCT U TapaHTUPaHEe Ha KOHTPOJIA HAa Ka4eCTBOTO U
0€30I1aCHOCTTA Ha THKAHUTE U KIICTKUTE.

Kputepuu 3a nonbop Ha TpyIHU JOHOPHU

4. IToxOop Ha TPYITHHU JOHOPH C HAIMYHA ChpJICUHA ICHHOCT.

4.1. ITonGopbT HA TPYIMHUTE JOHOPU C€ U3BBHPILBA MPH ClIa3BaHE HA MPHUHIIUIIA

32 MakCHMaJTHATa [10JI3a 1 MUHUMATHHS PUCK 33 MTOTCHIIMATHUTE PEIIUITUCHTH U CTPOTO
cpOJIFOIaBaHe Ha U3McKBaHuaTano 1. 11 - 13.

4.2. Opranure, TbKaHUTE U KJIETKUTE CE€ B3€MaT U ChbXpaHABAT IIpU

cbOII0JTaBaHE HA CHOTBETHUTE OMOJOTHYHU U MEIUIIMHCKU U3UCKBAHUS C OTJIE]
3ara3BaHe Ha TEXHUTE (PyHKIIHH.

4.3. BpemeBuTe HHTEpBalU TpsiOBa Ja OBbAAT CHOOPA3EHH ChC CPOKOBETE,
HEOOXOIMMHU 32 U3BBHPIIBAHE HA BCHUKH OPTraHU3aIMOHHH U MEIUIIMHCKH MTPOLICIYPH, 32
Jla ce TapaHTUpa KU3HEHOCTTa, KAYECTBOTO U OE30MACHOCTTA HA B3€TUTE OPTaHU,
THKaHU U KJICTKH.

4.4. JleueOHuUTE 3aBEJICHNS, KOUTO B3€MaT OpPraHu, ThKaHU WJIH KJIETKH,

B3eMaT U ChXpaHIBaT MPOOU OT KPBHB M YACTH OT THKaHH OT BCEKU TPYIICH JJOHOP.
[TpobuTe ce chbxpaHsIBaT HE MMO-MAJKO OT TPU TOJMHH CIIE/ JaTaTa Ha B3EMaHEeTO U
CITy>KaT 3a MPOBEXKTAHE HA TOMBJIHUTEIIHN U3CIIEIBAHUSI IPU HEOOXOIMUMOCT.

4.5. Jlekap, mpeAnonarami MO3b4Ha CMBPT MPH MALUEHT C HATUYHA Chp/IeUHA
JIeHHOCT, He3a0aBHO yBeaoMsBa Jinieto 1o 4i. 15t 3TOTK (koraTo B ieueOHOTO
3aBe/IeHre UMa TaKoBa JuIle) W/uiK M3mbIHUTENHATA areHIUs 0 TPaHCIIaHTAlUs U
MIpaBy MIPOBEPKA B CITYKEOHUS PETUCTHP Ha JINIIATa, U3Pa3UIN HEChITIacHhe 3a
B3€MaHEe Ha OPTraHU, ThKaHM U KJIeTKU. Koraro manueHTsT ¢ mpenoiaraeMa Mo3b4Ha
CMBPT HE pUTypHpa B CIy>KEOHUS pErvCThp Ha JHIAaTa, U3pa3uiik HeChIacue 3a
B3€MaHEe Ha OPTaHU, ThKaHU WU KJIETKH, Ie4e0HOTO 3aBEJICHHE, B KOETO €

HACTAHCH MAaIMEHTHT, OCUTYPSIBA HEOOXOJUMHUTE YCIOBHUS U JIOKYMEHTAIIHS 32
MIPEBEKIAHETO MY B JIeueOHO 3aBe/ICHNE, OTTOBAPSIIO HA H3UCKBAHUATA 11O T. 4.7,
OCBEH B CJTy4auTe, KOraTo Je4eOHOTO 3aBe/IeHNEe B KOETO € HACTaHEH MaIllueHTHT,
OTroBaps Ha KPUTEPUUTE 10 T. 4.7.

4.6. JInueto 1o uit. 15r 3TOTK wu/vnu U3nbiaiHuTenHara areHIus mo
TpaHCIUIAaHTAIMS IPEATNPUEMAT HEOOXOIUMOTO 32 OpraHU3UpPaHe Ha BCHUKH JEHHOCTH
M0 TPaHCIUIAHTAIIUS.

4.7. llonabpkaHEeTo Ha BUTATHUTE (PYHKIIMU HA TPYTIEH JOHOP C HATMYHA

ChpJieUHa ACWHOCT U YCTAaHOBSIBAHETO HA MO3bYHA CMBPT C€ U3BBPIIBA B JICUCOHH
3aBE/ICHUs, KOUTO OTTOBAPAT HA CICAHUTE KPUTEPHUH:



4.7.1. pa3nonaraT ¢ HE MMO-MaJKO OT TpUMa JIEKapu, KOUTO paboTAT Ha

OCHOBHO TPY/JIOBO IIPaBOOTHOILICHHE B JICYeOHOTO 3aBE/ICHHE, C IPU3HATA CIICIIHATHOCT
AHCCTC3UOJIO0I'ud 1 UHTCH3UBHO JICUCHUC,

4.7.2. pasmonarar ¢ anmapatypa 3a JHarHOCTUIMPaHe Ha MO3bYHA CMBPT U

NOJ/IPHKKA Ha )KU3HEHUTE (PYHKIIMHU HA JOHOPA, KAKTO U 32 IMarHOCTUILIUPAHE Ha
3a00JIIBaHMs, IPH KOMTO HE MOXKE Ja CE M3BBPIIN B3€MaHe Ha OPraHu, ThbKaH! U
KJIETKU.

5. IMonGop Ha TpymHU JOHOPHU O€3 ChpAeYHa ICHHOCT.

5.1. JIekap oT neueOHO 3aBe/ieHHE 32 OOJTHUYHA MTOMOIII, YCTAHOBUII HEOOPATHMO
CIIUpaHe Ha ChpJCYHA ICHHOCT MPH MAIUEHT, KOWTO OTroBaps Ha M3WCKBAHUSATA 32
JIOHOPCTBO Ha OPTaHU W/WIM ThKaHU, He3a0aBHO YBEJIOMSIBA JIUIIETO 1O Wi. 15T
3TOTK (koraro B 1e4eOHOTO 3aBeICHUE UMa TaKOBa JIKIe) W/wim M3nbpaHuTenHara
areHIMs 10 TPAHCIUTAHTAIIMS U TIPABU IPOBEPKa B CIYKEOHUS PETUCTHP HA JIMIATA,
W3pa3niIv HeChITIaCue 3a B3eMaHe Ha OpPraHu, ThKaHU U KIICTKH.

5.2. JTuntero o ui. 15t 3TOTK wn/unu Usneanurtennara areHys mo
TpaHCIUIAHTALHS PEANPUEMAT HEOOXOIMMOTO 32 OpraHU3UPaHEe Ha IEHHOCTUTE TIO
TPaHCIUIAHTAIIUS.

Ekcneptusa Ha TpylnHU JOHOPHU

6. (U3m. - IB, 6p. 66 ot 2012 1., B cuna ot 28.08.2012 1.)

Excriepru3aTa Ha TpyIHU IOHOPH IIETTU YCTAaHOBSIBAHE HA KAYECTBOTO HA JIAPCHUTE
OpraHH, ThKaHU M KJIETKH, KAKTO ¥ U3KIIOYBAHE HA EBEHTYaJTHU 3a00JIsIBaHUs, KOUTO
Ovxa IpeCTaBISIBAIIA PUCK 32 PELUITUEHTA. 32 YCTAaHOBSIBAaHE HA TE3U

00CTOSITENICTBA MEIUIIMHCKUST €KUII, OCBHIIIECTBSIBAIIl TOATOTOBKATA Ha JIOHOPA, 110
CBOS MpEIeHKa MOKE JIa U3UCKBA MH(POPMAITUS 3a JJOHOPA M OT HETOBU POJHHUHU, KaTO
T'H YBEJIOMHU 32 HE0OOXOIMMOCTTa OT OBbP30 MPEIOCTABIHE HA U3BECTHUTE MM JaHHHU.

7. Excnieptusara Tpsi6Ba na ObJe OCHOBaHA HA HAYYHO YTBBPACHU METOJU U
npaBuiia 3a J00pa MEAUIIMHCKA MPAKTUKA.

8. Excrieptuzara BKJIIOYBa:

8.1. pa3roBop ¢ O6JU3KH Ha JOHOpA 3a chOUpaHe Ha HH(OPMALIHS OTHOCHO
3a00J151BaHMsI, PUCKOBO MOBEJICHHE U BPEHU HABUIIM HA JIOHOPA;

8.2. (u3m. - 1B, 6p. 66 ot 2012 r., B cuiia ot 28.08.2012 1.)

3aro3HaBaHe ¢ MEJUIIMHCKATa JOKYMEHTAllUs Ha JIOHOPA, KOSATO 33/bJDKUTEITHO ChIIbpKa
Hal-MaJKo ciieHata nHpopmaus:

8.2.1. (uoBa - IB, 6p. 66 ot 2012 r., B cuna ot 28.08.2012 r.) Tun

JOHOP (KUB WJIM TPYNEH), TI0JI, KpbBHA IPyTa;

8.2.2. (noBa - /IB, 6p. 66 ot 2012 r., B cuna ot 28.08.2012 r.) mpuunHa
3a CMBPTTA, J1aTa Ha CMBPTTA;

8.2.3. (uoBa - /IB, 6p. 66 ot 2012 r., B cuna ot 28.08.2012 r.) nata Ha
paxnane, EI'H wiu npennosaraema Bb3pacr;

8.2.4. (moBa - IB, 6p. 66 ot 2012 r., B cruta ot 28.08.2012 r.) Termno,



BHUCOYMHA U IPYTH AaHTPOIIOMETPUYHU JIaHHU;
8.2.5. (moBa - 1B, 6p. 66 ot 2012 r., B cruta ot 28.08.2012 r.) nemorpadcku

JTaHHU (KOTaTo € MPUII0KHUMO);

8.2.6. (HoBa - 1B, 6p. 66 ot 2012 r., B cruta ot 28.08.2012 r.) nanHm 3a
MHTPABEHO3HA 3J10yMoTpeda ¢ HAPKOTUYHU BEILECTBA;

8.2.7. (moBa - 1B, 6p. 66 ot 2012 r., B cruta ot 28.08.2012 r.) nanum 3a

MHUHAJU 1 HACTOSIIH 37I0Ka4eCTBEHH 3a00JI1BaHUS;

8.2.8. (moBa - 1B, 6p. 66 ot 2012 r., B cruta ot 28.08.2012 r.) nanHm 3a

MUHAJIA TPAHCMHUCHUBHH 3a00JISIBaHHUS,

8.2.9. (noBa - IB, 6p. 66 ot 2012 r., B cruta ot 28.08.2012 1.)

00CTOATENICTBA, KOUTO OMXa MOTJIM Jia MPECTABISBAT PUCK OT IpelaBaHe Ha
3a00JIsIBaHHUS;

8.2.10. (noBa - JIB, 6p. 66 ot 2012 1., B cuna ot 28.08.2012 r.) nanuu

3a MPOBEJICHO JICUeHUE, KOETO € OT 3HAUCHHUE 32 OIICHKA Ha (DYHKIIMOHAIIHUS CTATyC
Ha OpraHMTe, MpeIHA3HAYEHH 32 JOHOPCTBO, IPEANMHO JICUCHHE C aHTUOMOTHIIH,
M30TOITHA TepaIlvs WIK BEHO3HU BIMBAHUS;

8.3. (mom. - IB, 6p. 66 ot 2012 r., B cuna ot 28.08.2012 r.) obcTocH

dbusMKaneH U KIMHUYEH Mperiesn;

8.4. mabopaTopHH U3CIIeIBaHUS 32 U3KIIOUBAHE HA TPAHCMHUCHUBHU MH(EKIINU U
TOKCHYHHM BEIIECTBA, KOUTO MOTaT Jia MPEACTaBISABAT PUCK 3a 3[PaBETO HA
PEIUTINCHTA;

8.5. mpu HEOOXOIMMOCT Ce€ MPOBEXKIAT KOHCYITALMH C OOIIONPAKTUKYBAIIHS
JIeKap W/WIM IPYTHU JIEKapH, 3alI03HATH ChC 3JPABOCIOBHOTO ChCTOSIHHE HA JOHOPA.

9. (U3wm. - IB, 6p. 66 ot 2012 r., B cuna ot 28.08.2012 1.)

3a1bJDKUTEIHO € TPOBEXKAAT Hall-MaJIKoO CIIEAHUTE U3CIIEABAHUSA:

9.1. HIV I-1I autuTena;

9.2. HBsAg;

9.3. Anti HBc anTurena;

9.4. HCV anTuTena;

9.5. Treponema Pallidum;

9.6. CMV antutena, EBV antutena u Toxoplasma antutena npu
UMYHOCYIIPECUPAaHU NallUeHTH;

9.7. n3cnenBaHMs 32 UMYHOJIOTUYHA TUITU3AIMS ChITIACHO MEAUIIMHCKUS
CTaHJapT 110 UMYHOJIOTUYHA MOATr0TOBKA 32 TPAHCIUIAHTAIUS HA OPraHu, ThKaHU U
KJIETKH;

9.8. MUKpOOMOIOTHYHHU U3CIIE/IBAHNUS;

9.9. (noBa - /IB, 6p. 66 ot 2012 r., B cuna ot 28.08.2012 r.) 06pa3uu
u3cieBaHMsl, He0OOXOIMMHU 3a OLIEHKA Ha aHATOMUYHMSI CTaTyC Ha OPTaHUTeE,
npeHa3HAYeHU 33 TPAHCIUIAaHTaIUsl.

10. (Jom. - /1B, 6p. 66 ot 2012 1., B cuna ot 28.08.2012 r.) pyru

JTAHHU, U3CIICIBAHUS U MIPOLIEAYPH.

10.1. U3cnenBane Ha antutena 3a HTLV-I ce nu3pbpiiBa npu BCUUKH TOHOPH,
KOWTO Ca POJACHU WIH €A KUBEIU B PETHOHU C BUCOK PUCK WJIM UMAT CEKCYaJIHU



NapTHHOPH, IPOHU3IIN3ALIA OT TAKUBA PETUOHU, KAKTO U KOTaTo POIUTEIUTE Ha
JIOHOpA ca OT TaKWBa PETUOHHU.

10.2. Koraro Anti HBc e no3utuBen u HBsSAg e HeraTuBeH, ce MpoBexIaT
JOIBJIHUTEITHU U3CJIEIBaHNUS 32 OLICHKA Ha PUCKA U 32 YCTAaHOBSIBaHE Ha
PUEMIIMBOCTTA 32 KIIMHUYHA YIOTpeoOa.

10.3. 3a u3knrouBaHe Ha akTuBHA HHGeKIMs ¢ Treponema pallidum ce npuitara
HAY4YHO YTBBPICH AITOPUTHM 3a u3cienBane. Hepeaktusen cneunduyer win
Hecnelu(pUIeH TECT MOXKE J]a O3BOJIU ThKaHUTE Aa 0baat ocBoboeHu. Korato ce
U3BBPIIBA HECHICIM(PUYCH TECT, TOZUTUBHUAT PE3YNITAT HAMA /12 TIOMIPEYH Ha
B3€MaHETO WJIM OCBOOOXKIABAHETO, aKO crienuUYHUT Treponema moTBbPIAUTENIECH TECT
e "HeratuseH. /lonop, npu koroto Treponema crieriuduyueH TeCT € NO3UTUBEH,
M3HCKBA 33bJI00YECHA OIICHKA Ha PUCKA 3a ONpeeNisiHe Ha MPUEMIIMBOCTTA 3a
KJIMHUYHA yIIoTpeoa.

10.4. ITpu HAKOU OOCTOSITENICTBA CE€ MPOBEKAAT JOMBIHUTEIHU U3CIIECIBAHNUS B
3aBHCHUMOCT OT MEIUIIMHCKATA TOKyMEHTAINS Ha JOHOPA M XapaKTEPUCTUKUTE HA
JnapeHuTe ThbKaHu U kiaetku (Harmpumep RhD, HLA, malaria, CMV, toxoplasma, EBV,
Trypanosoma cruzi).

10.5. 3agbkuTeHd 00N U3UCKBAHUS 32 OMpeelisiHe Ha OMOIOTUYHI MapKepH.
10.5.1. (U3m. - [IB, 6p. 66 ot 2012 1., B cuyia ot 28.08.2012 1.)

W3cnenBanusiTa ce MpoBexkaaT OT akKpeAUTUPAHH TaOOPaTOPHUH, KOUTO pa3moiarar ¢
KBaJTM(HUIKPaH U 00y4eH IepCcoHal, MaTepraina 6a3a u 000pyaBaHe CHIITACHO
YTBBbPICHUTE MEAUIIMHCKU CTaHaapTu. M3mon3Bar ce MeAMIIMHCKY U3/1ETHs 32 UH
BUTPO nuarHoctuka cb¢ CE MapKupoBKa, KOUTO OTTOBApST HA M3MCKBAHUATA HA
3akoHa 32 MEIUIIMHCKUTE U3/IENusl. 3a TapaHTHpaHe Ha KaueCTBOTO Ha M3CJIEIBAHUATA
METO/MKATA 32 TAXHOTO MPOBEXIaHe TPsIOBa 1a Obe HAYYHO YTBBP/CHA U J1a
OTroBapsi Ha MEIUIIMHCKUS CTaHapT M0 KJIMHUYHA JIAOOpaTOpHs, a CTEPHIIN3aLUATA U
Ne3UHQEKIHsITa Ha MEAUIIMHCKUTE U3/IENUS U arapaTypa ¢e U3BBPIIBAT CHIIIACHO
JIeMCTBAIIOTO 3aKOHOATENICTBO.

10.5.2. MeaummHCKUTE U3CIIEIBAHUS CE MPOBEXKIAT ChC CepyM i miasma. He

ce JIoIycKa U3cie/IBaHe Ha APYrd TEYHOCTH WIIM CEKPETH, OCBEH KOraTo ca
CTENUAITHO MPOBEPEHN KIMHUYHO Ype3 M3MOJI3BaHe HAa HAyYHO YTBBPJCHH TECTOBE.
10.5.3. Korato noTeHUMAIHUAT JOHOP € 3aryOu1 KpbB U € OChIIECTBEHA

WH(QY3HS HA KPBB WIH KPBBHU ChCTABKH, KOJIOUIN FITH KPUCTAIOHU TN, N3CIIEIBAHETO
Ha KpbBTa MO’KeE J1a ObJie HEBAIMIAHO 3apajl XeMOAWIYIMs Ha mpobara. 3a
YCTAaHOBSIBAHE HA CTETICHTA Ha XEMOMIIYIHS Ce TIpUIara ChbOTBETHHUST AITOPUTHM,
aKo KpbBTa, KPbBHUTE CHCTABKH W/WJIM KOJIOM/IU Ca BIMBAHU Mpe3 MOCIETHUTE

48 vaca npeny CMBPTTa WM aKO KPUCTAIOUINTE Ca BIMBAHU B ITOCIIEIHMUS Yac MPean
CMBPTTA.

10.5.3.1. (Tom. - JIB, 6p. 66 ot 2012 r., B crita ot 28.08.2012 1.)

JleueOHuTE 3aBeICHHSI, KOUTO pabOTST C OpraHu, ThKaHW/KJIETKH HE TPsOBa Ja '
npreMar, KoraTo U3CJIeIBaHuATa Ha JJOHOPUTE ca MPOBEICHU NIPU pa3pexIaHe Ha
Iu1a3Mata uim cepyma noseue oT 50 %, OcBeH KOraro MeTo/IMKaTa Ha U3CleBaHe €
YTBBpJICHA 3a TOBA WM aKO € HaJIMYHa Mpo0a, B3eTa Npeau pa3pexkI1aHeTo.

10.5.4. KppBHUTE poOHU ce B3eMaT KOJIKOTO € Bb3MOXKHO MO-CKOPO el

CMBPTTa U BbB BCHUKH CIy4au HE MMO-KbCHO OT 24 yaca cieJl TOBa.

10.6. (Hosa - JIB, Op. 65 ot 2007 r.) KppBHUTE NTpoOM MoOTat ja Obaat



HEBAIHJIHU, KO UMa XEMOITYIIHSI HITM KOTaTO IOHOPHT € OUJI MOJUIOKEH Ha
MMYHOCYIIPECUBHA Tepamusl.

10.7. (Hosa - JIB, 6p. 66 ot 2012 1., B cmia ot 28.08.2012 r.) JIuniero

o wi. 151, ann. 1 3TOTK BnucBa BCUYKHM ACHHOCTH 10 XapaKTepU3MpaHe Ha JIOHOPA,
BKJIFOUUTENHO 10 T. 4 - 10.5.3.1 u 1. 20 - 24.4, chabpikally ce B MEIMIIMHCKA
JOKYMEHTAIs, KOSITO € Hepas/leliHa YacT OT IOKyMEHTalUATa, ChIIFTCTBAIA JOHOPA
Y OpraHa 3a TpaHCIUIaHTaIlusl.

10.8. (Hosa - /IB, 6p. 66 ot 2012 1., B cuna ot 28.08.2012 1.) 3a

CBbOTBETCTBHE Ha OCBHIIECTBEHUTE AeHHOCTH 110 T. 10.7 nuuero mo wi. 151, an. 1
3TOTK wu3BbpiIBa poBepKa Ha 3aBBPIIBAHETO HA MPOLIEca M0 XapaKTEePU3UpaHe Ha
oprasa U JJOHOpA.

11. AGcontoTHUTE MEAUIIMHCKY KOHTPaUHIMKAIIUY 32 JOHOPCTBO BKJIIOYBAT:
11.1. HeusBecTHA MPUUYKHA 32 CMBPTTA;

11.2. MONIOXKUTEIHU PE3yATATH OT U3CIEABAHMATA 110 T. 9 W/WIK APYTH JaHHU
3a HocuTesacTBO Ha HIV mm Xenarur B/C;

11.3. naHHM 3a MpeKapaHo WM aKTUBHO OHKOJIOTMYHO 3a00JIsiBaHe, ¢
M3KIIIOUEHHE Ha 0a3olennyapeH KapluHOM Ha KOXaTa U UH-CUTY KapIIMHOM Ha IIWHKaTa
Ha MaTKara;

11.4. Texxku cucTeMHU UH(PEKINU, KOUTO HE ca JICKYBaHU WJIM ca OT HEMO3HAT
IPOU3XOJL;

11.5. 3abonsBanus, IPEIU3BUKAHH OT MPUOHH UM OABHO JIEHCTBAIIN BUPYCH,
BKIIIOUUTENTHO Oonectta Ha Kpoindenn-Sdkooc;

11.6. mporpecuBHa AeMEHIIUS WIH JeTeHepaTUBHU HEBPOJIOTUYHH 3200 IsIBaHUS,
KaKTO U 3a00JISIBAaHUS C HCU3BECTCH MTPOU3XOT;

11.7. mpoBesieHO JIeueHUE C XOPMOHH, TTOTYYEHH OT YOBEIIKA XUMOpHU3a U/UITH
MPUCAZCHU OYHU ThKaHU W/WIHU Jypa MaTep, KAaKTO U IPOBEICHU HEBPOXUPYPTUYHU
MHTEPBEHLINHU, 32 KOUTO HSAMA JOKYMEHTAIUS;

11.8. naHHM 32 XPOHUYHU CUCTEMHH aBTOUMYHHU 3a00JIsIBaHNUS,

11.9. npucanenn KUBOTUHCKHA OPTaHU WU ThKaHU;

11.10. mpoBeieHN BaKCUHAIIMH C KMBA aTCHIOMPaHa BUPYCHA BaAKCHMHA, KOTaTo
uMa puck Ja Obe npeaaaeHo 3a00sBaHe Ha PELIUITUCHTA;

11.11. ycraHOBeHa €KCITO3UIIHMS HA TOKCUYHH CYOCTaHITUU, KOUTO MOTaT Jia
ObJIaT MpeaieHy Ha PelUNUueHTa U Ja PEAN3BUKAT HHTOKCHKAIHSI.

12. OTHOCUTEIHA KOHTPAWHIUKAIIHS 332 JJOHOPCTBO € YCTAaHOBEHO PUCKOBO
MOBE/ICHNE Ha IOHOPa, CBhP3aHO C MOBHUIIIEH PUCK OT 3apa3siBaHe C 0COOEHO OMacHU
TPAaHCMHCHBHH HH()EKITHH.

12.1. (Hogsa - /IB, 6p. 65 ot 2007 r.) OTHOCHTEIHA KOHTPAUHIUKAIUS € U
HATMYUETO Ha PU3NUYECKHU OeJe3n BBPXY TSIIOTO Ha JOHOPA, TIPEIOoJIaraiy puck oT
TPAaHCMHUCHUBHH HH(EKITHH.

12.2. (Hosa - JIB, 6p. 65 ot 2007 1.) IIpu u3BBpIIIBaHE HA OIICHKA HA PHCKA

OT TPAHCMHUCHUBHH WH()EKIIMH CE€ OTYUTAT ITbTYBAHUSATA HA JIOHOPA M JIAHHU 3a
€KCITO3UIIUs B PaliOHU ¢ MpeodiagaBany HH()EKINO3HH 3a00IsIBaHHSL.



13. (U3m. - JIB, 6p. 66 ot 2012 1., B cruta ot 28.08.2012 r.) 3a Bcekn

JIOHOp C€ IIPaBHU crielM(PUYHA OLIEHKA Ha OPIaHUTE U ThKAHUTE B 3aBUCUMOCT OT
TAXHOTO ChCTOSIHME, KaTO CE€ aHAJIM3UPAT PUCKOBETE U MOI3UTE OT TPAHCIUIAHTALUATA
3a BCEKU KOHKPETEH Cilyuyail, BKIIFOUMTEIHO HAJIMYUETO Ha OMTACHOCT OT Bb3HUKBAHE Ha
YKUBOTO3aCTpalllaBally CbCTOSIHUS; PELEHBA CE CbOTHOILIIEHUETO Ha OYaKBaHUTE I10JI3U
U CBIIIECTBYBAILUTE PUCKOBE MMOPAJH HE'BJIHOTA HA ChLIECTBYBAILUTE JaHHU. M3BbpIIBa
ce 00CHKIaHe Ha Bb3MOXKHOCTTA Ha MPOBEXK/IaHEe Ha TPAHCIIAaHTALUs, TOPH U J1a HE €
HaJIMLE LEIUAT MUHUMAJEH Ha0op OT JaHHM Ha JI0HOpa 1o T. 8 u 22.

13.1. Cneun¢uvnu KpuTepuu, MpH HATMYUETO HA KOMTO HE Ce JIOMyCKa B3eMaHe

Ha OBOpeK:

13.1.1. aprepuanna xunepronus Haj Il crenen no NYHA, npenusBukana
HEOOpaTHUMHU ChJIOBH IIPOMEHH;

13.1.2. 3axapen auaber ¢ JoKa3aHa MaKpoO- ¥ MUKPOAHTUOTIATHS;

13.1.3. cTOHOCTH Ha ypes U POTEUHYPHsl, KOUTO ONPEAEIAT YBpeAeHa

O0b0peunHa GpyHKIuUs;

13.1.4. Texxku cnenupuunu 6bOpeyHu 3a00IBaHuUs, TOJIUKUCTO3a, TyOyIo-
MHTEPCTULIMANIEH HEPPHUT, TIIOMEPYIOHEPPHUT, TyOepKyII03a U APYTH BOJCIIH 10 TEKKH
YBpEXKIaHUs, JOKa3aHU ¢ OUOIICHS;

13.1.5. kpeatuaud Hag 300 mmol/l;

13.1.6. Texku HeleKyBaHU WH(GEKIMO3HU 3a00JsBaHus, 3acaraiy Ob0penure
(muenonepuT u Ap.);

13.1.7. ycrnoxxHeHa KaJKyJ03a, J0BeJla JI0 yBpexJaHe Ha ObOpeuHus MapeHxuM;
13.1.8. aHaTOMMYHU aHOMAJIMM, KOUTO MOTAT /1a Bb3NPENATCTBAT

TPaHCIUIAHTALIUATA,;

13.1.9. Texka creHo3a Ha OBOpeUHaTa apTEPHUs;

13.1.10. Texxka TpaBMaTH4YHA yBpeaa Ha ObOpexa;

13.1.11. cnen mpetieHKa OT MEAUIIMHCKUS €KUTI, KOUTO U3BBPIIBA B3€MAHETO,

Morar fia ObJ1aT B3€TH MPEABU U TOMBIHUTEIHU KPUTEPUH.

13.2. CrneunuyHu KpUTEPHUH, IPU HAJTMYHUE HA KOUTO HE C€ JOIyCKa B3€MaHe

Ha yepeH JIpoo:

13.2.1. BupycHu 3a00JIIBaHUs, 3acATaIlld YePHOAPOOHHUS NAPEHXUM;

13.2.2. mapa3uTHM 3200 sIBaHKS, 3acCsTallld YepHOAPOOHUS MapEHXHM;

13.2.3. yepHOApPOOHA ITUPO3a C ATKOXOJIHA WU IPYTa €THOJIOTHS;

13.2.4. uepHoIpOOHA cTEaTO3a;

13.2.5. xenmaToneHTUKYIapHa JeTreHepalysl WM IPYTH 3a00JIsIBAaHNUSA, 3acsTalln
apeHxX1uMa;

13.2.6. macTHa aerenepanus, pudpo3a U TEKKU aHATOMUIHU aHOMAJIUH;

13.2.7. cTOMHOCTH Ha €H3UMUTE, CBBP3aHU C YepPHOAPOOHATa (PYHKIIHS, KOUTO
MOKa3BaT TEXKKO HEOOpAaTHUMO yBpeXAaHE Ha YepHUS Apo0;

13.2.8. Hanlpe1HaN cTaAuil HAa MOPTAIHA XUIIEPTOHHUS;

13.2.9. TexXKM TpaBMaTUYHU YBPEKIAHNUS;

13.2.10. cnen npelieHKa OT MEAUIIMHCKUS €KUII, KOMTO U3BBPILBA B3€MAHETO,

Morar fia ObJIaT B3€TH NPEABHU U TOMBIHUTEIIHU KPUTEPUH;

13.2.11. 3a o11eHKa CHCTOSIHUETO HAa YEPHOAPOOHUS TAPEHXUM C€ MTPaBU

ouoncus.

13.3. cienuuyHN KPUTEPUH, TIPH HATMYKE HA KOUTO HE CE JIOMyCKa B3eMaHe



Ha ChpIIE:

13.3.1. aprepuanna xunepronus Haf Il ct. mo NYHA, npenusBukana
HeoOpaTUMHM ChJ0BU IIPOMEHU;

13.3.2. xapauomMuomnaTusi, TeKKa XUMepTPOdHs I JUIaTAIHS;

13.3.3. TexKu aHATOMUYHHU aHOMAJIUU, KOUTO MOTaT J1a Bb3IIPEMSITCTBAT
TpaHCIUIAaHTAILUATA;

13.3.4. BupycHu, UH()EKINO3HH, TAPA3UTHH U APYTH 3a00JIBAaHUSL, 3aCATALIH
CHPIACUYHUS MYCKYIT;

13.3.5. 3a0ongBaHMsI Ha KJIAaIHUS aniapaT, KOUTO OKa3BaT CEPUO3HO BIUSHUE
Ha XeMOJMHAMHUKATA;

13.3.6. yBpexxaHus Ha MPOBOJIHATA CUCTEMA, IIPEACTABIISIBAIIM CEPUO3HA
PUTBMHA U TIPOBOJIHA ATOJIOTHS;

13.3.7. 3axapen aAuaber ¢ JoKa3zaHa MaKpo- ¥ MUKPOAHTUOTIATHS;

13.3.8. TexxKa CTeHO3a Ha KOPOHAPHUTE apTEPUH;

13.3.9. cepro3Hna TpaBMa Ha ChPIIETO;

13.3.10. cepaeuna Henocrarbunoct Hax I OK;

13.3.11. cnen mpetieHKa OT MEAUIIMHCKUS €KUII, KOMTO U3BBPILBA B3€MAHETO,
MoraTt a ObJIaT B3€TH MPEIBU U JOMBIHUTEIHU KPUTEPUH;

13.3.12. 3a o11eHKa Ha CbCTOSTHUETO HAa KOPOHAPHUTE ChJIOBE CE€ U3BBPIIIBA
KOpOHapHa aHTHOrpadus.

13.4. Cieun(uaHU KPUTEPHH, TIPH HATMIHE HA KOUTO HE CE JOITyCKa B3EMaHe
Ha Os1 1po0:

13.4.1. xpoununu 0enoApoOHN BUPYCHH, HHPEKIIMO3HH, TAPASUTHU U JPYTU
3a00JIIBaHUs, BOJICIIH 10 HEOOpAaTUMU IIPOMEHH B OEIOAPOOHUS TAPEHXUM;
13.4.2. TexKy aHATOMUYHHU aHOMAJIMK, KOUTO MOTaT J1a Bb3IPENSITCTBAT
TPaHCIUIAHTALIMATA,;

13.4.3. aktuBHa uHEKIMA Ha 6enus 1po0;

13.4.4. cepro3Ha TpaBMa Ha 6enust Jpo0;

13.4.5. cnen mpenieHka OT MEAUITMHCKHS €KUII, KOWTO U3BBPIIIBA B3EMAHETO,
Morar fia ObJ1aT B3€THU NPEABHU U TOMBIHUTEIIHU KPUTEPUH;

13.4.6. 3a orieHKa Ha ChCTOSIHUETO HA JUXATEIHUTE IIBTHILA CE PAaBU
OpOHXOCKOTIHS.

13.5. Cnenuduunu KpuTepuu, Npyu HATMIUE HA KOUTO HE Ce€ JOIMYyCKa B3eMaHe
Ha MaHKpeac:

13.5.1. BUpycHHU, Tapa3UTHU U APYTHU 3a00JsIBaHUS HA MAHKpeaca, TOBEJIH 10
HEOOpaTUMM IPOMEHHU B HETOBHS MAPEHXUM;

13.5.2. akTuBHa abJOMUHANIHA HHDEKIINS;

13.5.3. TeXKu aHAaTOMUYHU aHOMAJINHU, KOUTO MOTaT Ja Bh3IPENnITCTBAT
TpaHCIUIAaHTALUATA;

13.5.4. 3axapen nuaber;

13.5.5. TeXKM TpaBMaTUYHU YBPEKIAHNUS;

13.5.6. ciaen npenieHKa OT MEAULIMHCKHS €KUII, KOMTO U3BBpILIBA B3EMAHETO,
Morar fia ObJIaT B3€TH MPEABU U TOMBIHUTEIIHU KPUTEPUH;

13.5.7. 3a onieHKa ChbCTOSTHUETO Ha MaHKpeaca ce MpaBu OUOICHS.

13.6. CieunuyHN KpUTEPHH, IPH HATTUYKUE HA KOUTO HE ce JOIMYCKa B3eMaHe
Ha THHKH YepBa:



13.6.1. BUpyCHU, Mapa3UTHU U APYTU 3a00JIABaHUS HA THHKHUTE YepBa, JOBEIU
110 HeOOpaTUMH XUCTOJIOTUYHU ITPOMEHU;

13.6.2. akTrBHA a0JOMUHAIIHA HH(DEKINS;

13.6.3. TeXKM aHaATOMUYHU aHOMAJIMH, KOUTO MOTaT J1a Bb3IPENATCTBAT
TpaHCIUIAaHTALMTA;

13.6.4. TeXKU TpaBMaTUYHU YBPEKIaHMUS;

13.6.5. cnen nmpeneHka OT MEAUIIUHCKHS €KUIT, KOUTO U3BBPIIBA B3EMAHETO,
MoraT J1a ObJIaT B3€TH NPEABU U JOMBIHUTETHN KPUTEPHUH.

13.7. CneunuyHM KPUTEPHH, TIPH HATTUYHUE HA KOUTO HE C€ JOIMYyCKa B3eMaHe
HAa KOCTHO-CYXOXHWJIHU ThKaHU:

13.7.1. Bp3pacT Hax 45 1. 32 B3eMaHe Ha XYL, OCTEOXPYIISJIEH CETMEHT U
MEHHCKYC;

13.7.2. BB3pacT Hazg 65 T. 3a B3eMaHe Ha (acuus JlaTa U CyXOXKHITHUS;

13.7.3. BupycHu, nHGEKINO3HU, aBTOUMYHHHU U APYTH 3a00JsIBaHus, 3acATalln
ONOPHO-ABUTaTEIHATA CUCTEMA,

13.7.4. npeauiIHU TPAaBMU WM KOCTHU (PPaKTypH, 3acATally MOATIEKALTUTE Ha
B3€MAaHE ThKaHU;

13.7.5. ciaen mpelieHKa OT MEIULUHCKHSI €KHIT, KOWTO W3BBPIIBA B3EMAHETO,
Morar fa ObJIaT B3ETH MPEABUI U IPYTH KPUTEPHH.

13.8. CrneunuyH KpUTEPHH, IIPH HAJTMYKME HA KOUTO HE ce JOIMYCKa B3eMaHe
Ha ChPJICYHU U ChJOBH ThKaHU:

13.8.1. BB3pact - Hax 65 1.;

13.8.2. BUpycHHU, OaKTepraIHu, aBTOMMYHHU WIN APYTU 3a00JIBaHMUs,
3acAraly KJIamHus anapaT, ChIOBETe Ha ChPIIETO WK NEpUKap/a;

13.8.3. akTUBEH €HJOKApIUT, MUOKAPAUT WIH IEPUKAPIUT;

13.8.4. cnen nmpeneHka OT MEAUIUHCKHS €KUIT, KOUTO U3BBPIIBA B3EMAHETO,
MoraT /1a ObJIaT B3€TH NPEABU U JOIBIHUTEIHN KPUTEPHUH.

13.9. CnettupnuHu KpUTEpUH, IPU HAIMYKME HA KOUTO HE Ce JI0IYCKa B3eMaHe
Ha OYHU THKAHU:

13.9.1. BUpycHu, OaKkTepuaHU WU IpYTU 3a00IsIBaHNUs, 3acsrallyd OYHUTE
THKaHH,

13.9.2. nperppnsiHa XupyprudHa HHTEPBEHIIMS HA POTOBUIIATA;

13.9.3. akTuBHM HH(DEKIMHU Ha OKOTO WJIM MPUJIEKAIIUTE ThKaHH;

13.9.4. anaTOMUYHM aHOMAJIUHU, KOUTO 3acsraT MOJIeKAIUTE HA B3eMaHe
THKaHH,

13.9.5. cnen npenieHKa OT MEIULIUHCKHS €KHII, KOMTO N3BBpILBA B3EMAHETO,
MoraT /1a ObJ1aT B3€TH NPEABU U JOIBIHUTEIHN KPUTEPHUH.

[TopabprkaHe Ha )KU3HEHUTE (QYHKIMU IPU TPYTIEH JOHOP C HAJIMYHA Chp/IeYHA
JEHHOCT

14. TlogabprkaHeTo HA KU3HEHUTE PYHKIIMH HA TPYIEH JOHOP C HAJIMYHA
ChpJi€YHa JCMHOCT € HACOYECHO KbM 3alla3BaHE HAa KAYECTBOTO U BUTAJIHOCTTA Ha
OpraHUTE U ThKAaHWUTE, IPETHA3HAYECHU 32 TPAHCIUIAHTALIMS.

15. TlogabprkaHeTo Ha KUZHEHUTE PYHKIMH HA TPYIEH JOHOP C HAJIMYHA



ChpJICYHA JCHHOCT BKIIOYBA MOHUTOPUPAHE U TIOJIbPKAHE B pePEPEHTHU TPAHUIIHA HA
CJIETHUTE MapaMeTpu:

15.1. aprepuanHo HansAraHe;

15.2. yecToTa Ha ChpAeUYHATA ACHHOCT;

15.3. enekrponuteH 6anaHc (Kamuil, HATPHUMA, KA ),

15.4. ankamHO-KUCEIMHHO PaBHOBECHE;

15.5. remneparypa Ha Ts0T1O (34 - 37 °C);

15.6. BpraexuapaTeH MeTaboJIu3bM;

15.7. paxkTopu Ha XeMOKOAryJausTa;

15.8. BBHIIIHO JuIIaHe (armapaTHa BEHTUJIAINA);

15.9. 660peuna GpyHKIHS;

15.10. cnen mpeneHKa OT MEAUIIMHCKUS €KUM Morat Ja ObaaT MOHUTOPUPAHU U
MOJAbPKaHU TOM'BIHUTEIIHU [TapaMeTpH.

Kputepun 3a nonbop Ha )KUBU JOHOPU

16. IIpu monbop Ha KUBU JOHOPU OCHOBEH MPUHIUI € OTYUTAHETO HA PUCKOBETE

IIPU TOHOPCTBO C OIJIEJ] MUHMMAJIHO 3acsiraHe Ha OpraHu3Ma Ha JIOHOpa U

HEJOIyCKaHe pa3BUTHETO Ha 3a00JIIBaHMsI, )KUBOTO3ACTpAIlIaBaIM WU MHBAIUIU3UPAILIN
CbCTOSIHUS.

17. XXuBu 1oHOpY HA OpraHU, ThKaHW U KJIETKA MOTaT J1a Ob/aT JUIa, KOUTO
JTOOPOBOJTHO M B ITBJTHO Ch3HAHUE B3€MAT PEIICHHE 3a JOHOPCTBO IIPH CIIa3BaHE Ha
3akoHa 3a TpaHCIUTAHTAIlMS Ha OpraHHu, ThKaHU U KJIETKH U HOPMAaTUBHUTE aKTOBE I10
MPUJIATaHETO MY.

18. Ha MMOTCHIHAIIHUSA )KUB JOHOP CC U3BBPIIBAT BCUUYKU MEANIIUHCKHA
H3CJICABAaHNs, KOUTO CC U3UCKBAT 3a TPYIICH JOHOP C NOIIBJIHCHUC HA o0cToeH
IMCUXHWYCH CTATYC, C OIJICa U3KIIFOYBAHC Ha 336OJ'I$IBaHI/I$I, KOHUTO MOrart aa
BBIIPCIATCTBAT aACKBATHOTO BOJICU3ABJIICHUEC HA TOHOPA.

19. Ot %uB AOHOP MO’KE Ja c€ B3€ME CaMO €JUH OT YU(PTHUTE OPraHHU, YacT OT
CaMOBB3CTAHOBSBAILl C€ OPraH, ThKaH WM KJIETKH MIPU CIEHUTE YCIOBUS:

19.1. cnen mpenBapuTETHO YCTAHOBSABAHE, Y€ OPraHbT (ThKaHTA UITH

KJIETKHUTE), ChOTBETHO HETOBATa YacT, KOMTO CE€ B3€MaT, U OCTaBaILUAT OpraH
(TPKaHTa WM KJIETKUTE), ChOTBETHO HETOBAaTa YacT, UMAT HAITBJIHO 3alla3eHa
dyHKms;

19.2. cnen mpenBapuTETHO U3BHPIIBAHE HA HEOOXOAUMHUTE U3CIICIBAHUS 32
U3KIII0YBaHE Ha Bb3MOXKHOCTTA 3a Mpe/iaBaHe Ha MH(EKIIMU U 32 YCTAaHOBSIBaHE Ha
OHMOJIOTYHA CHBMECTUMOCT MEXTY IOHOPA M MOTCHITHATHUS PEIUITACHT;

19.3. koraro chIIecTBYBaT HEOCIIOPUMH J0KA3aTEJICTBA, Y€ OPraHUTE,

THKAHHUTE ¥ KJIIETKUTE ca MPETHA3HAYCHH 32 MPUCAXKTaHe, KOETO 1€ CE U3BHPIIN
CBIJIACHO HAYYHO YTBBPJCHU METOAMKH C JI0KA3aH MOJIOKUTEIIEH JieueOeH eeKT;
19.4. npu crOII01aBaHe HA U3MCKBAaHUATA 110 T. 22 - 27.



Excneprrsa Ha )XMBU TOHOPH

20. ExcniepTu3ara ey yCcTaHOBSIBaHE Ha 31PaBOCIOBHOTO CbCTOSIHUE HA

JIOHOpA, BKJIFOYUTEIIHO Ka4eCcTBaTa Ha IOUJICKAILUTE HA B3€MaHe OPraHU, TbKaHU U
KJIETKH, ¥ U3KJIIOUBAaHE HA €BEHTYaJIHH 3a00JI1BaHUs, KOUTO OMXa MPeICTaBIsABAIN
PHCK 33 PELIUIIMEHTA.

21. Excniepru3zara TpsiOBa 1a ObJic OCHOBaHA HA HAYYHO YTBBPJICHH MEAUIIUHCKU
METOJIY U TIpaBHJiIa 3a 100pa MEJUIMHCKA TPAKTHKA.

22. ExcniepTu3ara BKIIIOYBA!

22.1. anamHe3a 3a cbOupane Ha HHGOpPMaIUs OTHOCHO 3a00JIsIBaHNUs, PUCKOBO
MOBEJICHNE U BPETHU HABUIIM HA JOHOPA;

22.2. (u3m. - [IB, 6p. 66 ot 2012 r., B cruta ot 28.08.2012 1.)

3aI03HaBaHe ¢ MEIUIIMHCKATA JOKYMEHTAIUS Ha IOHOPA, KOSATO 3aIbJDKATEITHO ChABPKa
Hal-MaJKko clieqHara nHopManus:

22.2.1. (noBa - 1B, 6p. 66 ot 2012 r., B cmna ot 28.08.2012 r.) Tun

JTOHOP (KUB WM TPYIEH), TI0J, KpbBHA TPYIIa;

22.2.2. (noBa - 1B, 6p. 66 ot 2012 r., B cmna ot 28.08.2012 r.) nara Ha

paxnane, ET'H;

22.2.3. (noBa - 1B, 6p. 66 ot 2012 r., B cuia ot 28.08.2012 r.) Termo,

BHCOYMHA U IPYT'H AaHTPOIIOMETPUYHH JIaHHU;

22.2.4. (noma - 1B, 6p. 66 ot 2012 r., B cruta ot 28.08.2012 r.)

neMorpadcku JaHHU (KOTaTo € MPHIIOKHMO);

22.2.5. (noBa - 1B, 6p. 66 ot 2012 r., B cmina ot 28.08.2012 r.) nanau

3a UHTPaBEHO3HA 3JI0yMOTpeda ¢ HAPKOTUYHU BEIIECTBA;

22.2.6. (noBa - 1B, 6p. 66 ot 2012 r., B cmta ot 28.08.2012 r.) nanau

32 MUHAJIM U HACTOSIIH 37I0KaUYECTBEHU 3200 IsIBaHUS;

22.2.7. (voBa - 1B, 6p. 66 ot 2012 r., B cma ot 28.08.2012 r.) nanau

32 MUHAJIM TPAHCMHUCHBHH 3a00JIsIBAaHUS;

22.2.8. (noBa - 1B, 6p. 66 ot 2012 r., B cruta ot 28.08.2012 r.)

00cTOsITeNCTBA, KOUTO OMXa MOTIIU Ja MPEAICTaBIsABaT PUCK OT MpeaaBaHe Ha
3a00/11BaHHUS;

22.2.9. (noBa - IB, 6p. 66 ot 2012 r., B cuna ot 28.08.2012 r.) nanau

3a MPOBEJICHO JICYCHHE, KOCTO € OT 3HAYCHHE 32 OICHKA Ha (PYHKIIMOHATHUS CTaTyC
Ha OpTraHuTe, MpeAHa3HAuYeHHU 3a JOHOPCTBO, MPEAUMHO JICYEHHE ¢ aHTHOUOTHIIH,
W30TOITHA TePAITHs WIH BEHO3HU BIMBAHUS;

22.3. (m3wm. - 1B, 6p. 66 ot 2012 r., B cuna ot 28.08.2012 r.) o6cToeH

KIIMHUYCH U TICKXWYCH MTPETIIe]I;

22.4. nabopaToOpHU TECTOBE 3a U3KIIIOUBAHE HA TPAHCMUCHUBHU HH(EKIUU U
TOKCHYHH BEIIECTBA, KOUTO MOTAT Jia MPEACTABIIABAT PUCK 3a 37JPaBETO HA
PELUIHIEHTA;

22.5. mpu HEOOXOIMMOCT C€ MPOBEXKIAT KOHCYITALMH C OOLIONPAKTUKYBAIIHS
JIeKap W/WIK IPYTHU JIEKapH, 3alI03HATH ChC 3JPABOCIOBHOTO CHCTOSIHHAE Ha JOHOPA.

23. (U3m. - [IB, 6p. 66 ot 2012 1., B cuna ot 28.08.2012 1.)



3abIDKUTEITHO Ce TIPOBEKAAT HA-MaJIKO CIICAHUTE M3CIICABAHNUS:

23.1. HIV I-1I anTuTena;

23.2. HBsAGg;

23.3. Anti HBc antuTena;

23.4. HCV anturena;

23.5. Treponema Pallidum;

23.6. CMV anturena, EBV anturena u Toxoplasma anturena mnpu
UMYHOCYIIPECUPAHU MAI[HEeHTH;

23.7. IMYHOJIOTUYHA THUIHM3ALMS CHIIIACHO MEIUIIMHCKUS CTaHAAPT 1O
MMYHOJIOTYHA [TOJrOTOBKA 33 TPAHCIUIAHTALIUS HA OPTaHu, ThKaHU U KIICTKH;
23.8. MUKpOOMOJIOTHYHY U3CIIEIBAHUS 32 YCTAHOBSIBAaHE Ha OaKTEpUATHU
3a00JIsIBaHHUS;

23.9. (noBa - /IB, Op. 66 ot 2012 r., B cuna ot 28.08.2012 r.) 06pazuu
U3CIIe/IBaHMsI, HEOOXOMMH 32 OIICHKA Ha aHATOMUYHUS CTaTyC Ha OPTraHMTE,
NpeIHa3HAYCHH 33 TPAHCIUIAHTAIUS.

23a. (Homa - 1B, 6p. 66 ot 2012 1., B cmyta ot 28.08.2012 1.)

MeIUIUHCKHST €KUII, KOUTO TIOATrOTBS XKHUBHSI JOHOP, CJIEBA J1a TIOJTYYH BCUYKH
HEOOXOUMHU JIaHHU 3a HEeT0, KaTo My IIPEIOCTaBsl Isu1aTa HHpopMaIys, HeooxoauMma 3a
pa3OupaHe Ha MMOCIEAULIUTE OT JOHOPCTBOTO.

24. lpyru u3ciaeABaHus U MPOLICAYPH.

24.1. N3cneaBane Ha antutena 3a HTLV-I ce u3BbpuiBa npu BCUYKH JOHOPH,

KOUTO Ca POJICHU B PETUOHM C BUCOK PUCK WUJIU J)KUBEAT B TAKMBA, KAKTO U aKO UMaT
CEKCyaJIHU IapTHBOPU OT TaKUBA PETMOHU, WU POJUTEINTE HA JJOHOPA Ca OT TaKMUBa
pEruoHu.

24.2. Koraro Anti HBc e no3utuBen u HBsAg e HeraTuBeH, ce Hajara

IPOBEXAAHE Ha JOI'BJIHUTEIHY U3CIIEIBaHMS C OIICHKA Ha PUCKA 32 YCTAaHOBSIBAHE HA
NPUEMIIMBOCTTA 32 KJIIMHUYHA YIOTpeoa.

24.3. 3a uzkirouBaHe Ha akTuBHA UHGekus ¢ Treponema pallidum Hayuno ce
npusara HayqyHo yTBBpPJIEH aJropuThM 3a u3cieaBane. HepeaktupeH cnenuduyex nim
HecnelU(pUUEH TECT MOXKE J1a I03BOJIM ThKaHUTE Aa 0bAaT ocBo0oieHU. [103UTHBHUST
pe3yiTaTr OT U3BBPLICH HecTleU(pUUEH TECT HsIMa J1a MOMPEeYr Ha B3EMAaHETO MU
0CBOOOKJaBaHETO, aKo creunpuuHusaT Treponema NOTBBPAUTEIICH TECT € HETaTUBEH.
Honop, npu koroto Treponema cnenuduyeH TecT € MO3UTUBEH, N3UCKBA 331bJI00UeHa
OLICHKA Ha PHUCKa 3a OINpe/iesIsiHE Ha MPUEMIIMBOCTTA 3a KIIMHUYHA yrnoTpeoa.

24.4. TIpu HAKOU OOCTOSATENCTBA € 3aIbJKUTEITHO MPOBEKIAHETO HA

JOITBJIHUTENHU U3CJIEIBaHUS B 3aBUCUMOCT OT MEIMLIMHCKATa JOKYMEHTAIIUs Ha JOHOpa
U XapaKTEepPUCTUKHUTE HA TapeHUTe ThKaHu U kieTku (Hampumep RhD, HLA, malaria,
CMV, toxoplasma, EBV, Trypanosoma cruzi).

24.5. 3aabKUTETHU 00N U3UCKBAHUS 32 ONpe/ieNiiHe Ha OMOJIOTHYHU MapKepH.
24.5.1. (U3m. - [IB, 6p. 66 ot 2012 1., B cuita ot 28.08.2012 1.)

W3cnenBanusTa ce MpoBeXkaaT OT akKpeAUTUPAHH J1JabOpaTOpUH, KOUTO pa3moiarar ¢
KBaJTM(HULKPaH U 00y4eH NepcoHal, MaTepuaiHa 6a3a u 000opy/JBaHe ChIIIACHO
MPUIOKUMHUTE MEIULIMHCKU CTaHAAPTH. M3M0a3BaT c€ MEIULIMHCKU U3JIEIHSI 32 UH BUTPO



nuarHoctuka cb¢c CE MapkupoBKa, KOUTO OTTOBApST HAa U3MCKBAHUATA HA 3aKOHA 32
MEAMIMHCKUTE U3/IeHs. 3a rapaHTUpaHe Ha KaueCTBOTO Ha U3CJICIBAaHUATA
METOJIMKATa 32 TSIXHOTO MPOBEKIaHe TPSAOBa /1a Ob/ie HAYYHO YTBBPACHA U Ja
OTroBaps Ha MEIULIMHCKHS CTaHIApT MO KIMHUYHA Ja00paTopus, a CTepHIn3alusITa U
ne3nH(EKIHAITa Ha MEIUIIMHCKUTE U3JICNHsSI U anaparypa ce M3BBPIIBAT ChIIIACHO
3aKOHOJAATEJICTBOTO.

24.5.2. MeauuuHCKUTE U3CIeIBaHUS CE MPOBEKIAT ChC cepyM Wi mia3ma. He

ce JI0MycKa U3Clie[IBaHE Ha IPYTH TEYHOCTH WIIM CEKPETH, OCBEH KOraTo ca
CIIELUATTHO MPOBEPEHU KIMHUYHO, YPE3 U3IMOI3BaHEe HA HAYYHO YTBHPJACHHU TECTOBE.
24.5.3. KoraTo nmoTeHIHUaIHUAT JOHOP € 3aryOr KpbB M € OChIIIECTBEHA

nH(Y3Us Ha KPBB UM KPBBHU CHCTABKH, KOJIOWIU WIIH KPUCTAIOUIH, U3CIICABAHETO
Ha KPbBTa MOXKE J]a Ob/Ie HEJOCTOBEPHO 3apa iy XeMOAUIYLIHUs Ha Ipobara. 3a
YCTaHOBSIBAHE HA CTETICHTA HA XEMOJUIYIU Ja ObJie MPUIaraH ChOTBETHHUSAT
AITOPUTHM.

24.5.4. JleueOHUTE 3aBEICHUS, KOUTO PAOOTAT ¢ THKAHU/KIIETKH HE TPsOBa Ja
npreMaTr ThKaHU WM KJIETKHU, KOTaTo U3CIIeABAaHUATA HA JIOHOPUTE ca MIPOBEICHH MPHU
paspexaaHe Ha ria3mMata uin cepyma nosede ot 50 %, ocBeH KoraTo METouKara Ha
U3CTIE/IBAHE € HAYyYHO YTBBPJICHA 32 MPOBEXKIAHE HA U3CIIEABaHE MPU TaKHUBA
pa3pexXaaHus WK aKko € HaJIMYHa Tpo0a, B3eTa Mpeau pa3pek1aHeTo.

24.5.4.1. kppBHUTE TIPOOH TpsiOBa 1a OBAAT B3€TH HEITOCPEICTBEHO CIIE]
JapsIBAaHETO;

24.5.4.2. KoraTto ThKaHUTE U KJIETKUTE MOTaT Jia ObJaT ChbXpaHsIBaHU 32
MPOIBIDKUTEIICH TIEPUO/]I, TOBTOPHO B3eMaHe Ha MPOOH U U3CJIeABAaHE OT B3ETUTE
ThKaHU U KJIETKH ce IpernopbyuBa B uHTepBai 180 AHM; MPpU MOBTOPHO U3CIICBAHE
npobara Moxke 1a Obae B3eTa 10 30 THU mpeau u 7 THU CIIe]] TapsSBaHETO.

24.5.5. Korato mpobara mpu J1apsiBaHETO € TOMBbIHUTEIHO U3CIEIBAHA C

TEeXHMKa 3a amIuinukanys Ha HykienHoBata kucenuHa (NAT) 3a HIV, HBV u HCV,
U3CcTIeIBaHEe Ha HOBHM KPBBHU MIPOOH He ce n3uckBa. [loBTOpHO u3cnenBane He ce
M3HUCKBA U B CIIy4auTe, KOraTo € U3BBHPIICHA BUPYCHA WHAKTUBAIIUS 110 HAYYHO
YTBBPICHA NPOIEAYpa.

24.5.6. IIpu cTBOJIOBH KJIETKH OT KOCTEH MO3bK WM NeprudepHa KpbB KPbBHUTE
npoOu TpsiOBa 1a ObJIAT B3€TH 3a U3CNe/IBaHe HE MO-KbCHO OT 30 ITHU mpeau
B3EMaHETO.

24.5.7. Ilpn noHOpH HA BB3pacT 10 3 Mecella MEIUIIMHCKUTE U3CIIEIBAHUS

Morar Jia ObJ1aT U3BBPILICHU Ha MaliKaTa, 3a Jia ce u30erHe oOpeMeHsIBaHe Ha JIETETO
C IPOLIETYPUTE 32 U3CIICABAHE.

24.5.8. (Homa - [IB, 6p. 65 ot 2007 r.) KpbpBHUTE TpOOM MoOTAaT 1@ ObIaT

HEBAIHJIHU, aKO UMa XEMOIIIYIIHS UM KOTaTO TOHOPHT € OUJI MOJI0KEH Ha
MMYHOCYIIPECUBHA TEpaIus.

25. AGCONIOTHUTE KOHTPAaWHIUKAIIMH 32 JIOHOPCTBO BKJIFOUBAT:

25.1. NOIOKUTETHH PE3YJITATH OT U3CIEIBAHUATA 110 T. 23 win 24;

25.2. jaHHM 3a MpeKapaHo WM aKTUBHO OHKOJIOTHYHO 3a00JIsIBaHe, C

U3KIII0YEeHHE Ha Oa3oLenyiapeH KapliiHOM Ha KoXaTa U MH-CUTY KapLMHOM Ha IIHiKaTa
Ha MaTKara;

25.3. TeXKHU CUCTEMHU MH(EKIMH, KOUTO HE ca JIEKYBaHU MJIM ca OT HEMo3HaT



IIPOU3XOJL;
25.4. 3a0omnsBaHUs, TPEIU3BUKAHU OT MPUOHH UK OABHO JIEHCTBAIIM BUPYCH,
BKIIIOUUTENTHO Oonectra Ha Kpoiindenn-dkooc;

25.5. mporpecuBHa AEMEHIIUS WIH JereHepaTUBHU HEBPOJIOTUYHH 3a00IsIBaHMS,
KaKTO U 3a00JIsIBAHUS C HEU3BECTEH MPOU3XO/;

25.6. mpoBeEHO JeUeHUE C XOPMOHH, MOJIYUE€HHU OT YOBEIIKa XUMNodu3a u/uim
MPHUCaIeHU OYHH ThKAaHU W/WIIH Jypa MaTep, KaKTO U MPOBEICHU HEBPOXUPYPTUUHU
WHTEPBEHIINH, 32 KOUTO HSIMA JTOKYMEHTALIUS,

25.7. naHHM 32 XpPOHUYHU CUCTEMHH aBTOMMYHHHU 3a00JISIBAHUS;

25.8. mpucaeHu >KUBOTUHCKU OPTaHU, ThKaHU WU KJIETKH;

25.9. npoBeeHN BaKCUHALMY C KMBA aTCHIOMPaHa BUPYCHA BaKCHMHA, KOTaTo

uMa puck Ja ObJe npeaaeHo 3a00sgBaHe Ha PELUITUEHTA;

25.10. ycraHOBEeHa €KCIIO3UIIMS HA TOKCUYHU XUMUYECKU UM OMOJIOTUYHU
cyOCTaHIIMM, KOUTO MOTaT Aa 0bAaT NpeaaJeHH Ha PeLUIIUEHTa U J1a PeU3BUKAT
WHTOKCHKAITHS;

25.11. 6GpeMeHHOCT U Mepuoa Ha KbpMEHE;

25.12. ncuxuvHU 3a00J19BaHUSL, KOUTO BB3NPENSATCTBAT aJIeKBATHOTO
BOJICU3SIBJIICHHE HA JIOHOPA M Bb3MOXKHOCTUTE MY 32 OOEKTHBHA OLIEHKA Ha
JEUCTBUTEITHOCTTA,

25.13. mpucaieHu XeMOIIOETUYHU CTBOJIOBH KJIETKH, KOraTO ChIIECTBYBA PUCK

3a npejpaBane Ha "yHaciiequMu'" 3a00JIIBaHUS HA PELIUITMCHTA.

26. OTHOCUTEIHA KOHTPAUHIUKAIUS 32 JOHOPCTBO € YCTAHOBEHO PHCKOBO
MOBE/ICHNE Ha IOHOPa, CBbP3aHO C MOBUIIECH PUCK OT 3apa3siBaHe ¢ 0COOEHO OMacHU
TPaHCMHUCHBHU UH(EKITHH.

26.1. (Hosa - /IB, Op. 65 ot 2007 r.) OTHOCUTEIHA KOHTPaUHUKAIUS € U
HaJIMYMETO Ha PU3NYEeCKH Oee3u BbpXY TAIO0TO Ha JOHOPA, IPEANOoaraiy puck oT
TPAaHCMHUCHUBHH MH(EKITHH.

26.2. (Hosa - JIB, 6p. 65 ot 2007 .) [Ipu u3BbpiiBaHe Ha OI[EHKA HAa PUCKA

OT TPAaHCMHUCHUBHH MH(EKIINH ce OTUYUTAT MTYBaHUITA HA JJOHOPA U IaHHU 32
€KCIIO3UIUs B palloHH ¢ npeodiiagaBany HHOEKIIMO3HN 3200 IsIBaHUS.

27. 3a BcekH JJOHOp ce NpaBu crelu(puyHa OLleHKa Ha OPraHUTE U ThKaHUTE B
3aBUCHUMOCT OT TSXHOTO ChCTOSIHUE.

27.1. CneunuyHA KPUTEPUH, IPU HAJIMUUE HA KOMTO HE Ce JIONyCKa B3eMaHe
Ha OBOpeK:

27.1.1. aprepuanna xunepronus Hapx Il crenen no NYHA, npeaussukaia
HeoOpaTUMH ChJAOBU ITPOMEHU;

27.1.2. 3axapeH AuabeT ¢ J0Ka3aHa MaKpo- 1 MUKPOAHTUOMATHS;

27.1.3. CTOMHOCTH Ha ypesi U MPOTEUHYPHUsl, KOUTO ONPEIEIAT YBpEAEHa
O0b0OpeuHa GyHKINS;

27.1.4. Texxku cnenqupuyHu ObOpeuHn 3a00sBaHus, TIOJUKHUCTO3a,
TyOyJI0-UHTEpPCTULIMANIEH HEPPUT, TTIOMEPYIOHEDPUT, TyOEpKyI03a U APYTH BOJEIIH J10
TEXXKH YBPEXKIaHU, TOKa3aHU ¢ OuoIcus;

27.1.5. xpeatunus Haja 300 mmol/l;



27.1.6. TexKku HeNeKyBaHU WH(GEKIIMO3HH 3a00IIsIBaHus (TUEIOHEDPHT);
27.1.7. ycnokHeHa KajaKyyo3a, I0Beja 0 YBPEeKIaHeTO Ha ObOpeUHHs
MapeHXHM;

27.1.8. aHaTOMUYHU aHOMAJIMU, KOUTO MOTaT J1a Bb3IPENATCTBAT
TpaHCIUIaHTAIUATA;

27.1.9. Texka cTeHo3a Ha ObOpeYHaTa apTepus;

27.1.10. Texxka TpaBMaTHUYHA yBpeaa Ha ObOpeKa;

27.1.11. cien npeueHka OT MEIUIIMHCKUS €KUIl, KOUTO U3BbPIIBA B3€MaHETO,
MoraT Jia ObJIaT B3€TH NPEIBU U JOMBITHUTCITHN KPUTCPHH.

27.2. CnenuuvaHA KPUTEPUH, TIPH HATUYKE HA KOUTO HE CE JIOMyCKa B3eMaHe
Ha YepeH apo0:

27.2.1. BUpycHH 3a00JIIBaHUs, 3aCATallyd YePHOAPOOHUS TAPCHXHM;

27.2.2. mapa3uTHH 3a00JSIBAaHUS, 3acCsTallld YePHOAPOOHUS TAPSHXHM;
27.2.3. yepHOAPOOHA ITUPO3a C ANKOXOJHA WU APYra €THOJIOTHS;

27.2.4. uepHoApOOHA CTEaTO3a;

27.2.5. XxenaToJEHTUKYJIapHa AeTeHepalus WK IpYTrH 3a00siBaH s, 3acsraliu
MapeHXnma;

27.2.6. 3a OlleHKa CHCTOSIHUETO HA YEPHOAPOOHUS MAPEHXUM Ce TIPaBU
ouorcus;

27.2.7. cnen mpelieHKa OT MEIULMHCKUS €KHIT, KONTO U3BBPIIIBA B3EMAHETO,
MoraT Jia ObJIaT B3€TH NPEABU U JOIIBITHUTCITHN KPUTCPHH.

27.3. CneunuyHu KpUTEPUH, IPH HATTUYHE HA KOUTO HE Ce IOMYCKa B3eMaHe
Ha THHKU YepBa:

27.3.1. BUpyCHHU, TAPAa3UTHH U APYTU 3a00JsBaHUS HA THhHKHUTE YepBa,
JIOBEITN JI0 HEOOPATUMH TPOMEHH B TEXHUS APCHXUM;

27.3.2. akTBHa a0AOMUHAIHA WH(DEKIINS;

27.3.3. TeXKH aHATOMUYHHU aHOMAJIUH, KOUTO MOTaT J1a Bb3IPENsTCTBAT
TPaHCIUIAHTAIHSITA;

27.3.4. TeXKU TpaBMaTUYHU YBPEXKJIAHUS;

27.3.5. cnen npeueHka OT MEIUIMHCKUS €KUIT, KOWTO U3BbPIIBA B3EMAHETO,
MoTar Jia Ob/IaT B3E€TH MPEBUI U JOTBIIHUTEITHN KPUTEPHUH.

Kpurepuu 3a nogdbop Ha perunuenTu

28. PerunuieHTH HA OPTaHU MOTaT J1a ObJIaT JIMIa, KOUTO OTTOBAPSAT Ha

u3uckBanusaTa Ha 3TOTK u ca BkiItoueHu B ci1ykeOHUs perucTbp Ha M3mbaHuTeHaTA
areHIus Mo TPaHCIIAaHTAIH 32 MOA00p Ha KOHKPETEH PEIMITUEHT Ha OpraH.

29. Ilpu no6op Ha pEeUNHUEHTH 3a TPaHCIIAaHTAILUSI Ha OpTaHM Ce Cra3BaT
CJIEIHUTE MEIULIMHCKN KPUTEPHUU:

29.1. [lpucaxkiane Ha ChPIE MOXKE Ja CE€ U3BBPIIBA HA MAIUEHTH C TEpPMUHATIHA
ChpJeYHA HEAOCTATHYHOCT, IPU KOUTO HAMA CUCTEMHH 3a00JISIBaHHS HA CHIOBETE B
HaIpeaHaI CTaui, OHKOJIOTHYHHU 3a00JI5IBaHUsI B KPaeH CTaIUM, KAKTO U IPyTH
3a00JI1BaHUs, KOUTO MOTAT /1a KOMIIPOMETUPAT KpaitHUs pe3ynTar oT
TpaHCIUJIaHTAUATA.

29.2. Tlpucaxxaane Ha Osu1 IpoO MOXKE J1a C€ U3BBPIIBA HA TAIUEHTH C



TEpPMUHAJIHA TUXATEHA HEJOCTATHYHOCT OT OeNI0IpOOCH MPOU3X0/, KOUTO HE CTpaiaT
OT CUCTEMHH 3a00JI1BaHUs Ha CHJIOBETE M CHPIIETO B HAIIPETHAI CTa UM,
OHKOJIOTUYHHN 3a6OH$IBaHI/I$I B KpacH CTa,Z[I/Iﬁ " Apyru 3216OJI$IBaHI/I$I, KOHUTO MOTrarT aa
KOMITPOMETHUPAT pe3yJTara OT TPaHCIUIAHTALUSTA.

29.3. [Ipucaxkaane Ha YepeH Apo0 WK 9acT OT YepeH Apod Moke Ja ce

U3BBHPIIBA HA TAIIMEHTH C TEPMUHAIHA YSPHOPOOHA HEIOCTATHYHOCT, KOUTO HE
CTpaJiaT OT OHKOJIOTUYHHU 3200JIIBaHUS B KPA€H CTAIMH U APYTrH 3200 sIBaHUS, KOUTO
Morar Jia KOMIPOMETUPAT pe3yJiTaTa OT TPAHCIUIAHTAIIHATA.

29.4. IlpucaxknaHe Ha NaHKpeac MOXKE Jla CE M3BbPLIBA MPU NALUEHTH, CTpaJally
0T TeKKa (hopMa Ha 3aXapeH JuadeT, KOUTO He CTPAJaT OT OHKOJIOTUYHU
3a00J1s1BaHUs B KpacH CTaZ[Hﬁ, HAMAT CbAOBH NPOMCHU B HAIIPCAHAL CTaI[I/Iﬁ 150) 050
JpyTy 3a00JIIBaHuUs, KOUTO MOTAT Ja KOMIIPOMETUPAT KPaHUS pe3yaTar OT
TpaHCILNIaHTauuATa.

29.5. Tlpucaxknane Ha ObOPEK MOKE J1a CE U3BBPILBA IPHU MALIUEHTH C

TepMUHaJIHA OBOpEUHa HEAOCTATHYHOCT, TTOJIOKEHH Ha XEMOIUAIN3a, KOUTO HE
CTpaJiaT OT OHKOJIOTUYHHU 3a00JISIBAHUS B KPACH CTAJIMI WK APYTH 3a00JIsIBaHUS,
KOHUTO MOraT aa KOMIIpoMeTUupar KpaﬁHHﬂ PE3YITAT OT TpaHCIIaHTalUsATa.

29.6. Tlpucaxkaane Ha THHKO Y€PBO MOXE JIa C€ U3BBPIIBA Ha MAIIUCHTH, KOUTO
CTpajat OT 3a00JIIBaHMUs, BOJCIIH JI0 TEKKH HAPYIIEHUS Ha (YHKIUUTE HA THHKUATE
4yepBa, KOUTO HAMAT OHKOJIOTUYHH 3200 IsIBAHKS B KPACH CTAUI U HE CTPajar OT
JIpyru 3a00JiBaHMsl, KOUTO OMXa KOMIIPOMETUPAIU KpailHUsI pe3ysTaT OT
TPaHCIUIAHTAIIMATA.

30. IIpucaxxiane Ha OpraHu WIN 4acTU OT OpraHu Ha PELIUIIUEHT CE U3BBPIIBA

clle]l ycTaHOBEHa OMOJIOTMYHA ChbBMECTUMOCT MEX/1Y IapEHUs OpTraH WM HEroBa 4acT
U PELIUIIUEHTA, CJIE] IIPOBEKIaHE HA BCUYKM UMYHOJIOTUYHY U3CIICABAHUA U PE3YJITATU
OT TSX, FapaHTUpallX HEOOXO0AMMAaTa CTENEeH Ha UMYHOJIOTMYHA CbBMECTUMOCT, TaKa
4ye TPaHCIUIAHTUPAHUAT OPTraH MM HEroBaTa 4yacT Aa He Ob/IaT OTXBBPICHH OT
OpraHu3Ma Ha pEelHIIHEHTA.

31. Ilpu moabop Ha PEIUIMEHTH 3a TPAHCIIJIAHTALIMS HA ThKaHH U KIETKHU Ce
CIIa3BaT CJICTHUTE MEAUIUHCKH KPUTEPUU:

31.1. mpucaxaaHe Ha pOroBHIla MOXeE Jja C€ U3BbPIIBA IPH MALIUEHTH, CTPATAIIH

OT 3a00JIIBaHUS WIK TPAaBMU HA POTOBHUIIATa, KOUTO BOJAT /IO TEKKO YBPEXKIaHE HA
3PEHUETO;

31.2. mpucaxaaHe Ha KOCTH, KOKa U CheMHUTEIHA ThKaH MOXKE Ja Ce

W3BBPIIBA NPU MAIMEHTH, CTPAAAIIHU OT 3a00JIIBaHUS WM TPAaBMHU Ha
ONOPHO-/IBUTaTEIHATA CUCTEMA WJIM KOYKHATA ThKaH;

31.3. npucaxaaHe Ha CbPACYHH U ChJIOBU ThKaHU MOXKE J1a C€ U3BBPILBA MPU
MAIMEeHTH, CTPAIAIIU OT 3a00JIsIBaHMS Ha ChJIOBETE UM CHPIIETO, KOUTO BOJSAT J0
TEXKHU HAPYIICHUS B TAXHATA (QYHKIUS U KOTATO [0 MEIUIIMHCKH MPUYUHU HE MOTaT Ja
OB/IaT U3MOJI3BAaHU U3KYCTBEHU THKaHU;

31.4. mpucaxaaHe Ha XeMOMOETUYHH CTBOJIOBU KJIETKH (BKIIOUYUTEITHO
ABTOTPAHCIUIAHTAIMS) MOXKeE JIa Ce U3BBPIIBA HA MAIIUEHTH, CTPAIAIIHA OT
3JI0KaYeCTBEHM 3a00JsIBaHMsI, PY KOUTO B XOJIa HA MPUIIO’KEHATa Teparus ce 3acsra



TEXKO W/WIIM CE YHUIII0)KaBa XEMOIIOETUYHATA UM CUCTEMA; IIPUCAKIaHEe Ha
XEMOIIOETHYHHU CTBOJIOBH KJIETKH MOXE JIa CE M3BBPIIIBA U [IPH MALIUEHTHU C BPOJICHU
WM TIPUI0OUTH 3a00JIIBaHUS HA XEMOTIOCTUYHATA CUCTEMa, KOUTO Ca JIOBEJH 10
TEXKHU HapyIlIeHUs HA HelHaTa (YHKIUS; IpUCaXIaHe HA XeMONOETUYHH CTBOJIOBU
KJIETKM MOJKE JIa C€ U3BBPINBA U NIPH MAIUEHTH ¢ MEANKAMEHTO3HA UITH JIpyra
MHTOKCHKAIUS, KOSITO € TOBEJIa 0 TEKKO HapylleHHe Ha (yHKIUsATa Ha
XeMOIIOETHYHATA CUCTEMA;

31.5. ajloreHHo npucaxaaHe Ha XEMOIIOETUYHU CTBOJIOBU KJIETKH MOXKE Jia Ce
U3BBPIIBA CJIe]l yCTAaHOBEHA OMOJOTHYHA ChbBMECTUMOCT MEXKIY IOHOPA U PELUIHUEHTA,
cliell IpOBeXk/IaHe Ha BCUUYKH UMYHOJIOTUYHH U3CIICABAHUS U MOJIYYCHU PE3YyATaTH OT
TSX, TAPAHTUPAIIY HEOOXOAMMAaTa CTETICH Ha UMYHOJIOTMYHA ChBMECTHMOCT, TaKa 4e
TpPaHCIUIAHTUPAHUTE KJIETKH J1a He ObAaT OTXBBPJIEHU OT OpraHu3Ma Ha PEIUNHEHTA;
31.6. Ha peUMIMEHT MOTaT Aa ce NPUCAXKAAT APYTU BUJIOBE THKAHU U KIETKHU U

npu Ipyru 3a00JBaHMsI, OCBEH MOCOYEHUTE B T. 31, 1O pena Ha riiaBa ceama,

pasnen IV ot 3akoHa 3a 31paBero.

B3emane u npucaxaane Ha Opraiu
32. IIpeau npucThIBaHE KbM B3€MaHE Ha OPraHU MEIULMHCKUAT €KUIl, KOUTO
M3BBPIIBA B3EMAHETO, 33ABJDKUTEIHO HACHTU(PHUIMPA CAMOIMYHOCTTA HA IOHOPA.

33. Me,[[I/II_II/IHCKI/IHT CKHUII, KOWUTO HU3BbpHIBA B3EMAHCTO, IIPOBEPSABA HAJIMYHATA
JOKYMCHTAIMA 3a CbOTBCTCTBHUEC C U3MCKBAHUATA HA 3akoHa 3a TPaHCILIaHTallsA
Ha OpraHy, TbKaH! 1 KJICTKH U HOPMATUBHUTEC AKTOBC I10 IIPHUJIATaHCTO MY.

34, MeauIuHCKHUAT CKHII, KOMTO HU3BbPIIBA B3EMAHECTO, ITPEABAPUTCIIHO pCIIaBa
BBIIPOCUTE, CBBbP3aHH C OpraHu3aluAaATa U MOCJIACAOBATCIIHOCTTA HA JIEHHOCTHTE IO
B3CMAaHCTO.

35. MyntropraHHUTE €KCIIaHTAIlMK ca IPUOPUTET IPU TPYIHHU TOHOPH.

36. 1o Bpeme Ha eKCIUTaHTaIUATa € HE0OX0AUMO Ja ObJaT U3BBPIICHU BCUUKH
JOMBITHUTEITHU U3CJIeIBaHUs, KOUTO UMAT OTHOILIECHHE KbM YTOUHSIBAHE HAa ChCTOSIHUETO
Ha OpFaHHTe, TBKAHUTEC UIN KIICTKUTE, TAXHOTO Ka4€CTBO U 6€3OHaCHOCT.

37. Bcuuku IEHHOCTH IO B3EMaHE, MEAUIIMHCKUTE CTAHOBUILA, KOHCYJITALlUN U
pe3yNaTaTUTE OT U3CJIEIBAHUATA CTPUKTHO C€ JOKYMEHTupar. JlokymeHTausTa ce
ChbXpaHsBa B JIEYEOHOTO 3aBEJICHHE, B KOETO € U3BBPIICHO B3EMaHETO, CbOOPa3HO
M3MCKBaHUATA HA HOpMaTHUBHATa ypenoa.

38.1. (M3m. - IB, 6p. 66 ot 2012 r., B cuna ot 28.08.2012 r.) Benuku

JEIHOCTHU 0 OCUTYpsIBaHE HA OpPTaHu, BKIIOYBAIIN [10100p, €KCIEPTH3a, B3EMaHe,
ChXpaHEHME U TPAHCIIOPTUPAHE, CE U3BBPILIBAT B OPraHU3ALMH 3a OCUTYPSBAHE HA
OpraHu, KOUTO ca JieueOHU 3aBe/IeHus 32 OOJTHIUYHA TIOMOIIL C Pa3peLIeHHe 3a
CBHOTBETHUTE IEHHOCTHU IO TpaHCIUIAHTAIMs chIylacHO wi. 48, an. 1 ot 3akoHa 3a



J1eueOHUTE 3aBEICHUS WIN JISYEOHNUTE 3aBEIeHU 0 WI. 5, ain. 1 oT 3akoHa 3a
nedyeOHUTe 3aBeieHus KbM MUHUCTEpCKHsI ChBET, MUHUCTEPCTBOTO HA OTOpaHara,
MUHUCTEPCTBOTO HA BHTPEIIHUTE PAOOTH, HA KOUTO CHOTBETHATA JEHHOCT € BIHCAHA
B MMpaBUJIHUKA 110 WI. 35, ai. 3, T. 2 ot 3aKoHa 3a JIeYCOHUTE 3aBEICHHUS.

38.2. 3a ochliecTBABaHE Ha JeHOCTTa 1O T. 38.1 eueOHUTE 3aBeICHUS

TpsiOBa J1a OTrOBAPSAT HA CIEIHUTE KPUTEPUU:

39.1. 3a B3emane Ha chplie U 051 1po0o:

39.1.1. B chCcTaBa Ha J1e4eOHOTO 3aBEACHHE UMa KJIMHHUKA M0 KapAUOXUPYPIHS;
39.1.2. (u3wm. - [IB, Op. 66 ot 2012 r., B cuna ot 28.08.2012 1.)

HaJIMYUE Ha He M0-MaJIKO OT JIBe 000pyABaHH ONEPALIMOHHU 3aJIH, BKIIFOUUTEIIHO C
BB3MOKHOCT 3a u3BbpIBaHe Ha onepauuu ¢ EKK, kouto ca nmpoextupanu, U3rpajieHu,
MOIbPKAHU U €KCIJIOATUPAHU B ChOTBETCTBUE C M3MCKBAHUSATA HA METULIMHCKUTE
CTaHJAPTH 110 XUPYPTHUS, HEBPOXUPYPTHS, TPhIHA XUPYPTHUs, KAPAUOXUPYPTHs, ChI0BA
XUPYprus, 1eTCKa XUPYprus, MIaCTHYHO-Bb3CTAHOBUTEIHA U €CTETUYHA XUPYPT U,
JUICBO-YEIIFOCTHA XUPYPTHsl, KAPIUOXUPYPTHsl, H3TBIHEHUETO HA KOUTO TapaHTHPa
KayeCTBOTO U 0€30IaCHOCTTa Ha OCUTYPEHUTE OpraHu;

39.1.3. Hanuuue Ha HE O-MaJIKO OT 5 JIeKapy ¢ MpU3HaTa CIEUAIHOCT
KapAHUOXUPYPIHsi, KOUTO pabOTAT MO OCHOBHO TPYJIOBO MPABOOTHOIICHUE B KIIMHUKATA
0 KapIUOXUPYPTHUS;

39.1.4. Bceku enuH OT Jiekapure 110 T. 39.1.3 e yyacTBai B

OCBUIECTBSIBAHETO HA HE MO-MaJIKo OT 120 chpaeyHU olepalnu Mpe3 npeaxoaHara
KaJIeHJapHa rO/INHA;

39.1.5. neiictBamy paboTHU TpaduLy, YTBBPACHN OT PHKOBOIUTENS HA

7e4eOHOTO 3aBeieHue, 3a (hopMupaHe Ha 4 CaMOCTOATEIHH €KHUIa Ha JCHOHOIIHO
pa3noJoXKeHne, KOUTO BKITIOYBAT jiekap 1o T. 39.1.4 u 39.1.6, nepdy3noHucT u ase
OTIEpAIIMOHHU CECTPH;

39.1.6. B chCcTaBa Ha JIeueOHOTO 3aBEJICHUE UMa KIIMHUKA 110 KapIUOJIOTHS C

HE T0-MaJIKO OT 5 JIeKapu C MPU3HATA CIEeIMATHOCT 0 KapAHUOJIOTHs U IPU3HATa
KBaJTM(DUKAIIHSI TT0 HHBA3WBHA KapIHOJIOTHSI, KOUTO PabOTST 110 OCHOBHO TPYIOBO
MPABOOTHOIICHHE B KIIMHUKATA TIO0 KapAHOJIOTHS;

39.1.7. Bceku equH OT JiekapuTe 1o T. 39.1.6 e yyacTBan B

OCBIIECTBSIBAHETO HA HE MO-MalKo oT 150 HHBa3uBHU NPOIEAYpHU MIpe3 MpeaxoqHaTa
KaJIeHJIapHa TOJMHA;

39.1.8. cexTop Mo MHTEPBEHIMOHAIHA KapAUOJIOTHs, pa3Ioaranj c He

MO-MAaJIKO OT JIBa KapAHOJOTUYHU aHTHOTpad)CKH armapara;

39.1.9. B chcTaBa Ha 1e4eOHOTO 3aBeICHUE UMa KITMHUKA M0 aHEeCTE3UO0JIOTUS

Y UHTEH3HUBHO JIEYEHUE, CbC CEKTOP 3a TPAHCIUIAHTUPAHH MAIIMEHTH, pa3ojarail ¢
HE T0-MaJIKO OT JBE JIeTJIa U HeoOXoruMara anaparypa;

39.1.10. neyeOHOTO 3aBe/leHNE UMa CTPYKTYPHU 3a MapakIMHUYHA JUATHOCTHKA,
BKITFOUUTEITHO TI0 MUKPOOHOIIOTHS, XUCTOMATOIOTHsI, UMYHOJIOTHS M KIIMHUYHA
nabopaTtopusi, KOUTO (YHKIIMOHUPAT Ha JICHOHOIICH rpadyK WM UMa CKIIFOUYCHH
JIOTOBOPH C TaKHBA.

39.2. 3a B3emaHe Ha YepeH JIpod, MaHKpeac U ThHKH YepBa:

39.2.1. B chCcTaBa Ha J1e4eOHOTO 3aBEACHHUE UMa CTPYKTypa Mo
YKITHYHO-YEPHOIPOOHA ¥ MMaHKpeacHa XUPYPrusi;

39.2.2. (u3wm. - JIB, 6p. 66 ot 2012 r., B cuna ot 28.08.2012 1.)



HaJIMYMe Ha HE NI0-MaJIKO OT JIB€ 000pyABaHH OIIEPALIMOHHU 311 3a
AIIbYHO-YEPHOPOOHA U NMAHKPEaCHa XUPYPIus, KOUTO ca IPOEKTUPaHU, U3rPaJICHH,
HNOJIbPXKAHU U €KCIJIOATUPAHU B CbOTBETCTBUE C U3UCKBAHUATA HA MEIULIMHCKUTE
CTaHJAPTH 110 XUPYPIUsl, HEBPOXUPYPIHsl, TPbIHA XUPYPIHsl, KApIAUOXUPYPIHsl, CbIOBA
XUPYprus, 1eTCKa XUPyprus, MIaCTUYHO-Bb3CTAHOBUTEIHA U €ECTETUUHA XUPYPIHUs,
JIMLIEBO-YEIIIOCTHA XUPYPIUs, U3II'BIIHEHUETO HAa KOUTO I'apaHTUPa Ka4yeCTBOTO U
0€30MaCHOCTTa HAa OCUTYPEHUTE OpraHu;

39.2.3. (u3m. - JIB, 6p. 65 ot 2007 r.) HayIMUKE HA HE TTO-MAJIKO OT

5 nekapu ¢ mpu3HaTa CIEUATHOCT 110 XUPYPIrHs U CTax cjell NpuaoOuBaHe Ha
CHELMATHOCTTa [I0BEYE OT 5 TOAMHHU, KOUTO PabOTAT IO OCHOBHO TPYIOBO
IIPABOOTHOLIEHHE B KIIMHUKATA 110 XUPYPIHs;

39.2.4. Bceku eauH OT JiekapuTe 1o T. 39.2.3 e yyactBai B

OCBUIECTBSIBAHETO HA HE MO-MaJIKO 0T 10 4epHOIpOOHU pe3eKIUN UM UHTEPBEHIIUU
BBPXY €KCTpaxenaTaaHH *IIbYHU IbTUIA, a0JOMUHAIHY Ch/I0BE UJIU NTAaHKpeac Mpe3
IpeIXoHaTa KaJleHJapHa Ir'oAMHa;

39.2.5. Hanuuue Ha aedcTBaly paboOTHU rpadulM, YTBBPIAEHHU OT PHKOBOIUTENS

Ha JIeueOHOTO 3aBe/ieHue, 3a (hopMUpaHe Ha ABA CAMOCTOSATEIIHN €KUIa Ha ICHOHOIITHO
Pa3NoJI0KEeHNEe, KOUTO Ja BKIIOUYBAT JeKap 1o T. 39.2.3, aCUCTEHT U JBe
OIIEpALlMOHHHU CECTPU;

39.2.6. B chCcTaBa Ha JIeueOHOTO 3aBEICHUE UMa CTPYKTYpa 1o

AQHECTE3UOJIOTUS U MHTEH3UBHO JIEUEHUE, ChC CEKTOP 3@ TPAHCIUIAHTUPAHU MallUEHTH,
pasnoJaraill ¢ He I0-MaJIKo OT 2 Jierjia 1 HeoOXxoiumara anaparypa;

39.2.7. B chcTaBa Ha J€U€OHOTO 3aBEACHUE MMa CTPYKTYPH 32 MapaKIMHUIHA
JIMarHOCTHKA, (PyHKIIMOHUPAIIX Ha JEHOHOLIEH IpaduK.

39.3. 3a B3emane Ha ObOpeny:

39.3.1. B chCcTaBa Ha J1€4€OHOTO 3aBEJCHNE UMa KJIMHUKA MO YPOJIOTHS;

39.3.2. (u3wm. - JIB, Op. 66 ot 2012 r., B cuna ot 28.08.2012 1.)

HaJIMYMEe Ha HE MO-MaJIKo OT JIB€ 000PY/ABaHHU OINEPALMOHHU 3aJI1 32 YPOJIOTUYHH
orepaiuu, KOUTO ca MPOEKTUPaHU, U3TPaJIeHH, MOAAbPKaHU U €KCIUIOATUPAaHU B
CBHOTBETCTBUE C U3UCKBAHUATA HA MEIULIMHCKNATE CTAHJAPTH IO XUPYPrus,
HEBPOXUPYPIHsl, TPbIHA XUPYPTHUs, KApAUOXUPYPIHsl, ChJIOBA XUPYPTHs, 1€TCKa
XUPYprus, INIaCTUYHO-Bb3CTAHOBUTEIHA U €CTETUYHA XUPYPIHsl, TULEBO-YEIIOCTHA
XUPYPrusi, yposiaorusi, U3bJIHEHUETO HAa KOUTO TapaHTHpa Ka4yeCTBOTO U
0€30I1aCHOCTTa Ha OCUTYPEHUTE OpraHy;

39.3.3. HanMuue Ha HE TO-MaJKO OT 5 JIeKapy ¢ MpU3HaTa CHEIUAIHOCT 110
YPOJIOTHS U CTaX clie/l MpUI00MBaHe Ha CIIEUATTHOCTTA [TOBEYE OT 5 TOJIMHH,
Ha3HAa4Y€HH ¢ OCHOBEH TPY/I0B JOTOBOP B KIIMHUKATA MO YPOJIOTHS;

39.3.4. Bcexku equH OT JiekapuTe 1o T. 39.3.3 e yuyacTBan B

OCBIUIECTBSIBAHETO Ha HE MO-Mayiko oT 70 6b0peuHu onepanui, B T. 4. HEPPEKTOMUU
C TPaHC-TIIEpUTOHEAJIEH JIOCTBII, MIPe3 MIPEAX0IHATa KaJIeHJapHa TOANHA;

39.3.5. Hanuuue Ha JeicTBaM paboTHU rpauiy, YTBbPACHU OT PHKOBOIUTEINS

Ha JIeueOHOTO 3aBefieHue, 3a (hopMupaHe Ha 3 CaMOCTOSATEIIHU €KUIa Ha JIEHOHOIITHO
pa3MoJIoKEHNE, KOUTO /1a BKJIIOUBAT JieKap 1o T. 39.3.3, acCUCTEHT U ABe
OTIEpaIlMOHHHU CECTPU;

39.3.6. B chCcTaBa Ha JIeU€OHOTO 3aBEACHUE MMa KJIMHUKA IO HEPPOJIOTHUS C HE
MO-MaJIKO OT 5 JieKapHu ¢ IpU3HaTa CHEUAIHOCT 110 HEPpOoIoTHs;



39.3.7. B chCcTaBa Ha JI€U€OHOTO 3aBEACHIE NMa KIMHHUKA TI0 aHECTE3UOJIOTUS

Y MHTEH3UBHO JICYEHHUE, ChC CEKTOP 3a TPAHCIUIAHTUPAHU MMAIIUEHTH, pasIoiaraii ¢
HE TI0-MaJIKO OT JIBE JIETJIa U HeoOXOuMara anaparypa;

39.3.8. B chCcTaBa Ha JICUEOHOTO 3aBEJICHUE UMa CTPYKTYPH 3a MapakjInHUIHA
JIMAarHOCTHUKA, BKIIFOUUTEITHO 0 MUKPOOUOJIOTHSI, XUCTONATOJIOT s, UMYHOJIOTHS U
KJIMHUYHA JabopaTopus, GYHKIIMOHUPAILM Ha IEHOHOIIEH rpaduk.

40. [pucaskgane Ha OpraHU MOJXKE J1a C€ U3BBPIIBA OT SKUIH Ha JIe4eOHN
3aBE/ICHUs, KOUTO OTTOBapAT Ha Kpurepuute 1o 1. 38 u 39.

41. IIpu u3BBpIIBaHE HA MYJTUOPraHHA €KCIJIAHTAIMS Y4acTBAT HE MO-MaJIKO OT
JIBa METULIMHCKYU €KUIIa, KOUTO OTTOBAPAT HA U3UCKBAHUsATA 1O T. 39.

42. ITpu MynTHOpPraHHA eKCIUIAHTAIHS € He0OX0IMMO JIa c€ ChOJI0IaBa CIICTHUSAT
pen 3a moclieZjoBaTeIHa eKCIUIaHTaI|s Ha OpraHuTe:

42.1. mBppBO Cce eKCIUTAHTUPAT OeNHAT APoO U CHPUETO (OCBEH KOTaTo ce

B3eMa 4epeH apol (split), yacTu oT KOMTO 1Ie ObAT MPUCAZACHHU HA IIOBEYE OT

eIMH PEIUIKCHT, B TE3U CITydau, ClIe/ MPEIeHKa, MOXE JIa Ce MPUCTHITH IBPBO KbM
B3EMaHe Ha YepHUs 1po0);

42.2. HEMOCPECTBEHO CJIe]l TOBA CE MPUCTHIIBA KbM B3€MaHE Ha MOJJICKAIIUTE

Ha TPAHCIUIAHTAIUS HHTPANIEpUTOHEATHU KOPEMHHU Opranu (4epeH Ipo0, maHkpeac,
TBHKO Y€PBO);

42.3. excIiaHTUpaT ce ObOpenuTe;

42.4. npucThIiBa C€ KbM B3€MaHE Ha ThKaHU, BKIIOUUTEITHO U TAKUBA,

HEOOXOIUMHU 32 MPOBEXKIaHE HAa U3CIICBAHUSI.

43. KoHcepBanusTa Ha OpraHUTE CE OCBIIECTBSIBA C Pa3TBOPH, KOUTO ca
npeHa3HAueHH 3a LIeNITa, IPY ClIa3BaHe Ha BCUUKU M3MCKBAaHUS 33 TOTHOCT U
MCIUIMHCKU MHAWKAIIUU, MOHUTOPHUPAHC Ha TEMIICpAaTypaTa Ha OpraHuTC U OKOJIHATa
cpena ciel B3€MaHETO U 10 BpeMe Ha ChbXPaHEHUETO, KAKTO U CTPUKTHO CITa3BaHEe

Ha U3UCKBAHUATA 3a TOIUIO U CTYACHO HCXCMUYIHO BpEME.

44. (U3m. - IB, 6p. 66 ot 2012 1., B cuna ot 28.08.2012 1.)

OnakoBaHETO U €TUKETHPAHETO HA B3ETUTE OPTaHU CE U3BBPIIBA IIPU CIIa3BaHE HA
M3MCKBAaHUATA 33 ACENITHKA, aHTUCETITHKA M O€301MacHOCT, KAKTO M CHOJI0aBaHe Ha
MPOLEAYPHUTE 32 UACHTHPHUIIMPAHETO U TMPOCIEIIBAHETO UM.

45. ETUKeThT Ha B3€TUTE OpraHu TpsOBa Ja ChAbpKa:

45.1. yHuKaieH uIeHTH(PUKAIIMOHEH HOMEp Ha JIOHOPA;

45.2. MCTO Ha B3€MaHETO;

45.3. naTa ¥ yac Ha B3€EMAaHETO;

45.4. Bpeme Ha 3ar04YBaHe HA NepPy3usTa U eKCIJIaHTAlUATa Ha
CHOTBETHUS OpraH;



45.5. TOUHO HAUMEHOBAHHUE HA OpraHa.

46. JlokyMeHTauusITa, KOSATO MPUAPYKaBa OPraHUTE, CIIEBA 1A ChAbPXKA:
46.1. yHuKaneH HACHTU(PUKAIMOHEH HOMED Ha JOHOPA;

46.2. xonue OT LsJIaTa MEIUIIMHCKATa JOKYMEHTAIIUS Ha JIOHOPA;

46.3. BUJl ¥ KOJIMYECTBO Ha U3MOJI3BaHUS KOHCEPBAIIIOHEH Pa3TBOP;

46.4. BpeMe Ha 3amo4BaHe nepy3usaTa U eKCIUIAHTAIUATA;

46.5. TpuTe NMEHA, CTIEMATHOCTTa U Tele(OH 3a Bpb3Ka HAa MEIULIMHCKUTE
CHELHUATNCTH, YYACTBAJIH B EKCIUIAHTAIMATA U 00CTYKBAHETO HA JJOHOPA.

47. TpaHCIIOPTUPAHETO HA B3CTHTE OPraHH CE U3BBPIIIBA 32 BB3MOKHO
Hal-KpaTKoO BpeMe MPH Cra3BaHe Ha M3MCKBAHUATA 3a TSIXHOTO KaYeCTBO U
0€30I1aCHOCT.

48. TpaHcrOpTHUPAHETO HA TPYIHU JOHOPH C€ U3BBPILIBA 32 BH3MOKHO
Hall-KpaTKo BpeMe, IIpH Clia3BaHE HAa M3UCKBaHUATa 110 T. 14 u 15.

49. (Hom. - JIB, 6p. 66 ot 2012 1., B cuna ot 28.08.2012 r.) JIeueOHuUTE

3aBeJICHUS, KOUTO U3BBPIIBAT TPAHCILIAHTAIIVS HAa OpraHH, TPsiOBA J]a ©MaT
cTanaapTHu onepatuBHU npoueaypu (COII), yrBbpaeHu OT qupeKkTopa Ha
V3mbaHUTETHATA areHIIMS 10 TPAHCIUTAHTAIUS, 32 OIIEHKA U TapaHTHpaHe Ha
Ka4eCTBOTO HAa BCUYKH TPAHCIUIAHTAIIMOHHU JICHHOCTH, KAKTO H OCUTYPSIBAHE Ha
CBOCBPEMEHHO IMpeaaBaHe Ha HH(GOPMAIHATa OTHOCHO XapaKTePU3UPAHE HA OPTaHUTE U
JIOHOpUTE.

50. HpI/I noL[6opa " NMMOATOTOBKATAa Ha MOTCHIHUAIIHUTE PCHUTIMCHTU JeueOHUTE
3aBCACHHUA OCBIICCTBAT BCUYKH U3CJICABAHUA ChIJIACHO M3MCKBAHUATA HA TO3U
CTaHOapT.

51. Uctopusra Ha 3a00J5BaHETO Ha pEIMITUEHTa TPOBa J1a ChAbpKa OAPOOHA
uHpopMalus 3a NpeATPaHCIUIAHTALIMOHHUS IEPUO/I, TAaHHU 32 BCUUKH NTPOBEACHU
MEIUIIUHCKH U3CTIeIBaHus, TOIPOOHO OMMCAHNE HA TPOIlelypaTa 1o NpucaxaHe,
JTAaHHU 32 CTY/IEHOTO U TOIUIOTO UCXEMHYHO BpeMe Ha MPHUCAJeHUTE OpraHy, THIA Ha
nepdy3usaTa U BUIa Ha Pa3TBOPHUTE, aHAIN3 HA ChCTOSHUETO Ha OPTaHUTE
HEMOCPEACTBEHO MPeIu TPAHCIUIAHTALMATA U JJAaHHU 3a CJIEATPaHCIIIIaHTAl[HOHHUS
TIEPHO/T.

(M3wm. - IB, 6p. 66 ot 2012 1., B cuma ot 28.08.2012 r.) B3emane,

npucaxaaHe, ekcrepTusa, 00padboTka, mpepaboTka, OllakoBaHe, €ETUKETHPaHE,
ChXpaHEHHE U TPAHCIIOPTUPAHE HAa OPTaHU, ThKaHU U KJIETKH.

52. (dom. - 1B, 6p. 65 ot 2007 1., u3M., Op. 66 ot 2012 1., B cMIa oT
28.08.2012 r.) Bzemanero, mpucaxxaaHeTo, eKcrepTusara, oopadorkara,
npepadoTKaTa, OaKOBaHETO, ETUKETUPAHETO, ChXPAHEHUETO, IPEIOCTABSIHETO U



TPAHCHOPTHPAHETO HA OPTraHH, ThKaHU U KJIIETKU CE U3BBPIIBA OT JICUeOHH 3aBEJICHUS 32
0OJTHUYHA TTOMOIII, TIOJYYHJI pa3pelieHue 1mo peaa Ha wi. 48, an. 1 ot 3akoHa 3a
Je4eOHUTE 3aBEICHUS, B KOETO U3PUYHO Ca IOCOUYEHU JIEHHOCTUTE 110
TpaHCIUIaHTAIMsI, KOUTO JIeueOHOTO 3aBeICHHE MMa MPaBo J1a 3BbpIIBa. Biemane,
npucaxaaHe, eKcrepTusa, 00padoTka, mpepadoTka, OnaKoBaHe, ETUKETUPAHE,
ChXpaHEHHE U MPEIOCTaBsIHE HAa ThKAHU U KJIETKU CE U3BBPILIBA OT JeUeOHH 3aBEACHMUS
3a U3BBHOOIIHUYHA TIOMOIL, PETUCTPUPAHU 10 peaa Ha wi. 40, an. 3 ot 3akoHa 3a
Je4eOHUTE 3aBE/ICHUS, B KOETO U3PUYHO Ca MOCOYEHU JIEHHOCTHUTE I10
TPaHCIUIAHTAIMsA, KOUTO JIe4eOHOTO 3aBe/IeHIE UMa MPaBo Ja U3BHPIIBA, KAKTO U OT
ThbKaHHU O0aHkH. [leiiHOCTUTE 10 B3eMaHe, MpucaxIaHe, eKcrepTusa, oopadoTka,
pepaboTKa, ONAKOBAHE, ETUKETUPAHE, CbXPAHEHUE U NIPEAOCTaBsIHE HAa OPraHu, ThKaHU U
KJIETKH MOTaT J1a C€ U3BBPIIBAT U B JIeUeOHUTE 3aBEACHUSI KbM MUHUCTEPCKUSI CHBET,
MuHHCTEpCTBOTO HAa 0TOpaHaTa, MUHUCTEPCTBOTO Ha BHTPELIHUTE paObOTH U
MunnctepcTBOTO Ha TpaHcnopTa. JleuebHute 3aBeeHus TpsaOBa fa pasmoarar ¢
M3TOTBEHU OT TsX JeicTBalM cTanaapTau onepatuBHu npoueaypu (COII), kouto
MoJIpOOHO OMKUCBAT BCUYKH JEHHOCTH, CBbP3aHU C B3€MaHE, IPUCAKIAHE, EKCIIePTU3a,
00paboTka, mpepaboTKa, ONIaKOBaHE, ETUKETUPAHE, ChbXPaHEHHE, IPEIOCTABsIHE U
TpPaHCIIOPTUPAHE HA OPTaHH, ThKaHU U KiIeTKU. CTaHIapTHUTE ONEPATUBHU MPOLEAYPH
MOJJIEKAT HA YTBBPKIaBaHE OT U3IIBJIHUTEIHMS TUpEeKTOp Ha V3mbiaHUTENHATA areHIUs
M0 TPaHCIUIAHTAIIMs PEIN U3/1aBaHETO Ha pa3pelieHne/yI0CTOBEpEeHUE 3a
OCBIIECTBsIBaHE Ha JieiHOCT. CTaHIapTHHUTE ONIEPATHBHH MPOIETypH TpsiOBa aa
BKJIIOYBAT:

52.1. upeHTnUKaMs Ha JOHOPA;

52.2. noapoOHM TaHHU 32 CHIVIACUETO Ha JOHOPA WJIM HETOBOTO CEMEICTBO;

52.3. olleHKa Ha KPUTEPUUTE 32 TIOJ00P HA JOHOPA;

52.4. onieHKa Ha 3aIBJDKUTEITHUTE JJAOOPATOPHHU U3CIIEIBAHUS 32 IOHOPA;

52.5. (mom. - IB, 6p. 65 ot 2007 1., u3m., Op. 66 ot 2012 r., B cuiia ot

28.08.2012 r.) mporetypu 3a OCUTypsiBaHe, B3eMaHe, IpUCcax/1aHe, eKCIepTH3a,
o0paboTka, npepaboTKa, ONlaKOBaHe, ETUKETUPAHE, ChXpaHEHHUE, ITPEI0CTaBsIHE

U TPaHCIOPTUPAHE HA OPTraHu, ThKaHU U KIETKU B CbOTBETCTBUE C M3MCKBAHUATA HA
HOpMaTHBHAaTa ypeda; Mpole1ypy 3a JOCTaBIHE B JIeUeOHOTO 3aBEIACHHE ITPU
JUPEKTHO pas3NpeiessiHe Ha OpraHuTe, ThKAaHUTE U KIETKUTE O MEAULUHCKUS €KHUII,
OTTOBOPEH 3a TSIXHOTO NpUJIaraHe, v B cIy4yauTe Ha OpraHHU, ThbKaHHU U KJIEThbYHU
npodu - 10 1abopaTropusTa 3a U3CIe/IBaHE;

52.6. (noBa - /IB, Op. 66 ot 2012 r., B cuna ot 28.08.2012 r.) onrcanue

otr auuero no wi. 151, an. 1 3TOTK Ha Bcuukn neiiHOCTH MO XapakTepU3UpaHe Ha
JIOHOPA, BKJIFOUNTEIHO KPUTEPUUTE 3a oAdop u excneptuzano 1. 6 - 10.5.3.1 u

T. 20 - 24.4, chbabprKaly ce B MEAUIIMHCKA TOKYMEHTAIUA, KOATO € Hepa3AesHa YyacT
OT JJOKyMEHTAIUATa, ChIIBTCTBAILA IOHOPA U OpraHa 3a TPaHCIUIAHTaIUs;

52.7. (noBa - 1B, 6p. 66 ot 2012 1., B cuna ot 28.08.2012 r.) mpoBepka

Ha 3aBbPIIBAHETO HAa XapaKTEPU3UPAHETO Ha OpraHa U JOHOPA 3a ChOTBETCTBUETO HA
OCBILIECTBEHUTE JIEUHOCTH MO T. 52.6, U3BbpIIEHA OT JULETO 1o wi. 15r, ain. 1

3TOTK;

52.8. (noBa - JIB, Op. 66 ot 2012 1., B cuna ot 28.08.2012 1.)

OCUTYpsIBaHE Ha MPOCIIEISIEMOCTTa Ha OPTaHUTE, ThKAaHUTE U KIIETKUTE B

CHOTBETCTBUE C U3UCKBAHUATA HA HOPMATHUBHATA ypea0a;



52.9. (aoBa - [IB, 6p. 66 ot 2012 1., B cmiia ot 28.08.2012 r.) TO4HO,

OBP30 U JI0Ka3yeMO JTOKJIaJIBAaHE HA CEPUO3HU MHIIUACHTH MM Ha CEPHO3HU HEXKEIaHU
pEaKIuu B CbOTBETCTBUE C HOPMaTUBHATA ypeoa;

52.10. (avoBa - 1B, 6p. 66 ot 2012 r., B cruta ot 28.08.2012 r.)

yIpaBieHUE Ha CEPUO3HU WHITUICHTH U Ha CEPUO3HU HEXKEIIaHU PEAKIINH B
CHOTBETCTBUE C HOpMAaTHBHATA ypen0a;

52.11. (noBa - IB, 6p. 66 ot 2012 r., B cuna ot 28.08.2012 r.)

NPOIIETyPH, OCUTYPSIBAIIY IIEJIOCTTA HA OpraHa Mo BpeMe Ha TPaHCIIOPTHPAHETO MY, U
MOJIXOJIAIIOTO BpEME 3a TPAHCIIOPTHUPAHE 32 BCEKH BUJI OPraH.

53. JleueOHUTE 3aBeICHMS], KOUTO U3BBPILIBAT IEUHOCTH 10 T. 52, ciie/iBa Jia
pasrmosiarar ¢ HoJIXo/siia MaTepuaiia 0aza 3a OChIIECTBABAHUTE OT TAX JEHHOCTH,
KOSITO OTTOBapsl HA BCUYKW U3UCKBAHMSI M OCUTYPSIBA BCHYKUA HEOOXOIUMU YCIIOBHS 32
CTEPUITHOCT, BKIIIOYUTEITHO 32 NMPEAOTBpaTsIBaHe Ha OaKTepUaaHa UId BUPYCHA
KOHTaMHUHAIIHS.

53.1. Koraro u3BbpIIBaHETO HA AEWHOCTH BKJIIOUYBAa 00pabOTBaHE HA ThKAHU U
KJICTKY TIPH U3JIaraHeTO UM Ha BB3JICHCTBUETO HA OKOJIHATA Cpelia, TOBA TPOBa aa

Ce M3BBPIIBA B CPeJia C OMPEIETICHO Ka4eCTBO U YUCTOTa Ha Bh3lyXa C Lel

CBEXJIaHE JJO0 MUHUMYM Ha PHCKa OT 3apa3siBaHe, B TOBA YHCJIO MIPE/IaBaHe Ha 3apa3a
OT eJlHa ThKaH Ha japyra. EpekTuBHOCTTA Ha T€31 MEPKU MOJICKU Ha YTBBPKIaBaHe
OT M3MBIHUTENHUS JupekTop Ha AT npenu nznaBane Ha pa3pemieHne/y10CTOBEPEHIE
3a JICTHOCT M Ha MOCTOSTHEH KOHTPOII OT CIIYKUTENTH Ha V3mbIHUTENHATA areHIus 10
TpaHCIUIAHTAIIHS.

53.2. MenuUMHCKUATE U3/IeNNs, U3I0JI3BAaHH MPU OCHIIECTBIBAHE HA JICHHOCTHUTE

no T. 53, Tpsi6Ba na npurexasar CE mapka. O60pyaBaHETO, KOETO CE U3I0JI3Ba IIPU
OCBIIIECTBSIBAHE HA IEHHOCTUTE, TPSIOBA /1a OTTOBAaps HA M3MCKBAHUSTA HA
HOpMaTHBHATa ypeaoa.

53.2.1. (Hosa - JIB, 6p. 65 ot 2007 r., gom., 6p. 66 ot 2012 r., B cuna

ot 28.08.2012 r.) Bcuuku uneHOBe Ha IepcoHalla, U3BbPIIBAIL IEHHOCTH 110

B3eMaHEe Ha OpPTaHU, ThKaHH U KIIETKHU, TpsAOBa Aa 0baaT 00ydeHu Aa paboTsT ¢
MEAWIIMHCKUTE H3JICTUS B 000PYABAHETO.

53.3. (Hoga - /IB, 6p. 65 ot 2007 r., mom., 6p. 66 ot 2012 r., B cuiia

ot 28.08.2012 r.) JleueOuuTE 3aBEICHNS, KOUTO UMAT HAMEPEHHE J1a CKIIIOUYBAT
JIOTOBOPH 32 CbBMECTHA JCHHOCT MO TPAHCIUIAHTAIIMS HA OPTaHU, ThKaHU WU KJIETKH,
TpsOBa J1a OLEHAT IPEIBAPUTEITHO U J]a HAMPABAT MOJ00pP HA Jpyrara CTpaHa OTHOCHO
crocoOHOCTTA i fa cria3Ba u3uckBanuara Ha 3TOTK u HOpMaTUBHHUTE aKTOBE 1O
MPUJIATaHEeTO MY.

53.4. (Hosa - /IB, 6p. 65 ot 2007 r.) B ckiroueHuTe JOrOBOPH 32 ChBMECTHA

neitHoct no wi. 15a 3TOTK TpsiOBa fa ce oTpa3aT OTTOBOPHOCTUTE HA CTPAHUTE U
MOJIPOOHOCTUTE TIO CHBMECTHO U3BBPIIIBAHE HA IPOIEAYPUTE TIO TPAHCILIAHTAITHS.
53.5. (Hoga - /IB, 6p. 65 ot 2007 r.) Ilpu npekparsiBane Ha 1eHHOCTTA CU

Je4eOHUTE 3aBEICHUS, KOUTO PabOTIT ¢ ThKAHU M KJIETKH, Ca ITHKHU Ja CKIFOYBaT
JIOTOBOPH, KOHWTO J1a TAPAaHTHPAT, Y€ ThKAaHUTE U KJICTKUTE, ChXPaHABAHU OT THAX, ITE
ObJIaT Mpe0CTaBEeH! Ha JIeUeOHU 3aBEICHHSI, KOUTO OTTOBApsT HAa U3UCKBaHUATA HA
1. 13 3TOTK.

53.6. (Hosa — 1B, 6p. 25 ot 2017 r., B cuna ot 29.04.2017 r.) IIpu BHOC



Ha THKaHM U KJIETKH JICUEOHHUTE 3aBEJICHUS CKIIFOUBAT JJOTOBOPH C JOCTABUHUIIU OT TPETH
JIbpKaBH Mo cMuchaa Ha § 1, T. 2 or Hapen6a Ne 4 ot 2007 r. 3a ycimoBusTa U peaa

3a U3BbPIIBAHE HA UHCIIEKIIMY Ha JIeUeOHUTE 3aBe/IeHUs OT M3mbiHuTEIHATa areHIHs 10
tpancrianTamus (B, 6p. 19 ot 2007 1.).

53.6.1. Horosopure 1o T. 53.6 ce ckiIrouBar, KOrato A€HHOCTUTE 110 JapsiBaHe,

JIOCTaBsHE, KOHTPOJI, IpepaboTBaHe, ChXpaHsIBaHE WM U3HOC Ha ThKAHU U KJIETKH 32
EBpomneiickus cbr03 HE c€ U3BBPIIBAT B IbPKABU — WICHKU Ha EBponeickus cbro3.

53.6.2. B goroBopute 1o T. 53.6 ce onpeaesT:

53.6.2.1. U3UCKBaHMATA 32 KAYECTBO U 0€30IAaCHOCT Ha BHACSHUTE ThKAaHU U KJIETKU,

KouTo TpsiOBa na crorBeTcTBAT HA 3TOTK M HOpMaTUBHUTE aKTOBE IO MPUJIATAHETO MY;
53.6.2.2. mpepocTaBsiHeTo HAa MHGOPMAITUS 32 HAYMHA HA pad0Ta Ha H3BHPIIBAIIOTO BHOC
ne4eOHO 3aBe/ieHne, KoeTo TpsaoBa aa choTBeTcTBaT Ha 3TOTK M HOpMaTHUBHUTE aKTOBE

M0 MPUJIATAHETO MY;

53.6.2.3. ycioBusTa Ha TPAHCIIOPTUPAHE HA ThKAHUTE U KIETKUTE;

53.6.2.4. npaBata ¥ 3a/1bJDKEHUATA HA CTPAHUTE, KOUTO rapaHTUPAT, Y€ BHECEHUTE

ThKaHU U KJIETKH OTTOBapsT HAa U3MCKBAHUATA 32 KAUeCTBO M 0€30MaCHOCT ChITIACHO
3TOTK u HOpMaTHBHUTE aKTOBE I10 MPHJIATAHETO MY;

53.6.2.5. 3aabKEHUS HA IOCTaBYMKA OT TpeTaTa IbpKaBa:

53.6.2.5.1. na mpenocTaBsi Ha U3BBPLIBAILIOTO BHOC JIedeOHO 3aBeeHIE HH(OpMaLIUs
OTHOCHO CIIa3BaHETO HAa M3UCKBaHUsATA 32 BHOC chrylacHo Hapenba Ne 8 ot 2014 1. 3a
YCIIOBHATA M peJia 32 BHOC, U3HOC U OOMEH Ha OpraHH, TbKaHU U KieTku (/IB, 6p. 41

ot 2014 1.);

53.6.2.5.2. na yBeoMsiBa U3BBHPIIBAIIOTO BHOC JIEYCOHO 3aBECHUE 32 BCHUKHU
IpeoyiaraéMy Wi ISHCTBUTEIIHU CEPUO3HU HEXETIaHU PEaKlUy WIH CEPUO3HU
WHIUJICHTH, KOUTO MOTaT J1a TMOBJUSAT Ha KQ4eCTBOTO M 0€30MacHOCTTa Ha ThKAHUTE

U KJIETKUTE;

53.6.2.5.3. na opranu3upa U oTroBaps 3a BOJACHETO U ChXPaHSBAHETO HAa UH(pOpMaLUs

3a TOHOPHUTE HAa BHECEHUTE ThKaHU U KJIETKH 3a cpok oT 30 roaunu chriaacHo Hapenda Ne 22
ot 2007 1. 3a ycJIOBHSTa U peJia 3a pErUCTpUpPaHE U OTUUTAHE HA JEHHOCTHUTE 110
eKCIIepTH3a, B3eMaHe, pucaxkaaHe, 00paboTka,mpepaboTka, ChbXpaHsIBaHE U €TUKETUPAHE
Ha OpraHu, ThKaHU U KJIETKH U 32 U3TOTBSIHE HA €KETOAHU OTYETH OT JICYCOHHUTE 3aBEICHUS
(B, 6p. 39 or 2007 1.);

53.6.2.5.4. na rapa"THpa MNPOCIECTUMOCT Ha HHGOPMAIIUATA HA BHECEHNUTE ThKaHU U KIIETKH
cjel NMpeKpaTsBaHe Ha IEMHOCTTA CH;

53.6.2.5.5. na mpenocTaBs Ipy MOMCKBAHE CTAaHJAPTHUTE ONEPaTUBHU MPOLIETYpH 3a paborTa,
CBBP3aHU C KQUeCTBOTO M 0€30MaCHOCTTA HA BHECEHUTE ThKaHH U KIIETKU;

53.6.2.5.6. 1a ocurypsiBa 1OCTHI HA KOMIIETEHTHUTE OPraHU 32 U3BBPIIBAHE HA UHCIICKIUH,
BKJIFOYMTEIIHO U Ha MSICTO, 3@ CPOKA HA JOTOBOPA U JIBE TOJAMHHU CJIE]] U3TUYAHETO MY;
53.6.2.5.7. na yBemoMsiBa U3BHPIIBAIIIOTO BHOC JICYEOHO 3aBECHUE 32 BCUUKH

CBHIIECTBEHU IIPOMEHH B CBOATA ACHHOCT (KAaTO MBIHO UM YACTHYHO OTTETJISTHE Ha MIPaBOTO
MY J1a U3BBPIIBA H3HOC HA ThKAHU U KJIETKU WU APYTH MPOMEHU IO MHUIIMATHBA Ha
KOMIIETEHTEH OpraH Ha ChOTBETHATA TPeTa AbPKaBa, CBbP3aHH C HapyIlIaBaHe Ha
M3HMCKBAHUATA 32 KAYeCTBO M 0€30MaCHOCT Ha ThKAHUTE M KJIETKUTE,KOUTO Ca BHECCHH

i e Obaar BHeceHu B PenyOnuka bbarapus).

53.7. (Hosa — 1B, 6p. 25 ot 2017 1., B cuna ot 29.04.2017 r.) JloroBopuTte 10O

T. 53.6 ce U3MEHAT MUCMEHO NP MPOMSHA B U3UCKBAHUATA 32 KAUECTBO U O€30MaCHOCT



cbriaacHo 3TOTK 1 HOpMaTUBHUTE aKTOBE 110 MPUIIATAHETO MY.

53.8. (HoBa — /IB, 6p. 25 ot 2017 r., B cuna ot 29.04.2017 r.) KbM JOTOBOPHTE

1o T. 53.6 ce mpuiiara CUChK Ha CTaHAAPTHUTE OTNIEPATHBHU MPOIETypH 3a paboTa Ha
JIOCTaBYMKa OT TpeTara AbprKaBa, CBbP3aHU C KaueCTBOTO U 0€30M1aCHOCTTA Ha BHECEHUTE
THKaHH U KJIETKH.

54. (U3wm. - ]IB, 6p. 66 ot 2012 1., B cmuta ot 28.08.2012 r.) B3emanero

Ha OpraHH, ThKaHU M KIIETKU CE U3BBPIIBA OT JICKapH.

54.1. JleuebHOTO 3aBeieHUE TPSIOBA Aa MMa CKIIIOYEH TPYIOB IOTOBOP C JIMIA

10 T. 54 ¥ YTBBPJICH eXeMeceueH paboTeH rpaduK, B KOHTO T€ ca BKIFOUCHH.

54.2. (Hosa — JIB, 0p. 99 ot 2014 r., B cuna ot 2.12.2014 r.) Bzemanero

Ha KPBB OT IThITHA BPBB C€ U3BBPIIBA OT JeKapH, paboTeniu Ha TPYIOB JOTOBOP B
Je4eOHOTO 3aBe/IEHUE, B KOETO CE€ U3BBPIIBA B3EMAHETO, MM OT JIEKapH, padOoTeIn

Ha TPY/OB JIOTOBOP B JICYEOHOTO 3aBECHUE, B KOETO III€ CE U3BHPIIBA ChXPAHIBAHETO.
54.3. (Hosa — JIB, 6p. 99 ot 2014 r., B cuna ot 2.12.2014 r.) Jomycka ce

1o100p Ha IOHOPY Ha ThKaHM U KJIETKU M B3€MaHE HAa ThKaHM U KJIETKH JIa CE U3BHPIIBA
OT JIEKAapH T10 TPAXKITAHCKO MTPABOOTHONIEHHE ChC CHOTBETHOTO JIEYEOHO 3aBE/ICHUE.
54.4. (Hosa — 1B, 6p. 99 ot 2014 r., B cuna ot 2.12.2014 r.) B cnyuaure no

T. 54.3 B JOTOBOPUTE C€ YPEkKAAT MPOLETYPUTE U KPUTEPUUTE, KOUTO CIIe/(BA J1a Ce
Cra3BaT [0 OTHOIICHUE HA ThKAHUTE U KJICTKUTE, B ChOTBETCTBUE C TO3H CTaHIAPT.

55. (dom. - 1B, 6p. 66 ot 2012 r., B cuna ot 28.08.2012 r.) Bzemaneto

Ha OpraHu, ThKaHH U KJIETKU MOJKE JIa C€ OCBIIECTBIBA CaMO KOrarTo Te ca
MpeHa3HAYEHU 32 JICUCHHE 110 HAYYHO YTBBPJCHN MEIUIIMHCKH METOJIMKH C TOKa3aH
MOJIOKUTEJICH JieueOeH eeKT.

55.1. B3emanero Tpsi6Ba /1a ce U3BBPILIBA B MOAXOAAII0 000pyABaHH ITOMEIIECHUS
MpU Clla3BaHe Ha U3MCKBAHMSTA 3a CTEPUIIHOCT, 32 HaMallsiBaHe Ha

OaKTepHUaIHOTO UM IPYTO 3aMbPCSIBAHE.

55.2. (M3m. - IB, 6p. 66 ot 2012 1., B cua ot 28.08.2012 1.)

W3mon3BaHuTe METUITMHCKY U3JICINS 32 B3eMaHe Ha OpTaHH, ThKaHU M KJIICTKH TPsOBa
JIa OTrOBapsT HAa M3MCKBAaHUATA HA 3aKOHA 32 METUIIMHCKUTE U3ACITHSI.

55.2.1. (Hosa - 1B, 6p. 66 ot 2012 r., B cruta ot 28.08.2012 1.)

Crepunzanusta u Ae3uHPEeKInaTa Ha MeIUIIUHCKUTE H3ACNUs U armapaTypa ce
M3BBPIIBAT CHIJIACHO JeiiCTBalllaTa HOpMaTHBHA ypeada, KOeTo rapaHTupa TAXHOTO
Ka4yecTBO.

55.3. (dom. - IB, 6p. 66 ot 2012 r., B cuna ot 28.08.2012 1.)

Bsemaneto Ha opranu, ThKaHU U KJIETKHU OT KUBH JJOHOPH TPsOBa J1a Ce U3BBPIIBA MPU
CIa3BaHe M3MCKBaHUATA 3a 3alllMTa Ha 3[PaBETO U JUYHUTE MpaBa Ha JIOHOPA.

55.4. Ilpoueaypu 3a B3eMaHe Ha ThbKaHU U KJIETKH.

55.4.1. Ilpouenypure 3a B3eMaHe TpsAOBa a ObIaT MPUIIOKUMH 32 BUJA HA

JApPEeHUTE ThKaHH/KIETKH.

55.4.2. Ilpouenypure 1o B3emMaHe TpsiOBa /1a ca OpPUCHTHPAHU KbM 3ara3BaHe

Ha Te3U XapaKTEPUCTUKH HA THKAHUTE U KJICTKUTE, KOUTO Ca 33 IbJDKUTEITHH 32
TAXHaTa KIMHUYHA YyIOTpeOa, U CHIIEeBPEMEHHO J1a HAaMAJIAT PUcKa OT OaKTepUaTHO
WJIM BUPYCHO 3aMbpCsBaHE, 0COOCHO KOraTo ThKaHUTE M KJIETKUTE HsAMA J1a Ob1at



CTEpUIIM3UPAHHU.
55.4.3. JlocThI'bT 10 NOMEIIEHUSATA, B KOUTO CE€ U3BBPILIBA B3€MAHE HA ThKaHU

U KJIETKU OT TPYITHU IOHOPH, TPsiOBa 1a Ob1ie orpannyeH. TpsoBa na Obae
U3IOJI3BAHO CTEPUITHO (POTHO 32 JTOKAITHO MOKPUBAHE Ha MECTaTa, KbJETO CE MPABAT
pa3pesute. [lepcoHanbT, KOHTO U3BBPIIIBA B3EMAHETO, TPOBA 13 OB/IC U3MHT,
o0JiedeH B CTEpUIHU NMPECTUIIKH, CTEPUITHU PbKABUIIH, IPEANa3HH IJIEMOBE U MAacKH.
55.4.4. Cnen KaTo ThbKAHUTE U KJIETKUTE Ca U3BAJECHU OT TAJIOTO HA TPYIIEH

JIOHOD, TO TPsiOBa J1a ObJIe B3CTAHOBEHO HAITBJIHO, TaKa 4ue 13 0bJie Bb3MOKHO
Haif-0JIN3KO 10 MbPBOHAYAIHHUS CH aHATOMUYEH BH/I.

55.4.5. Bcuuku ceproO3HH HEXKETIaHU CHOUTHS M MHITUICHTH, IPOSBUIIU CE 110

BpEeMe Ha B3eMaHETO, TpsOBa Ja ObJIaT pETUCTPUPAHH, CHOOIIABAHU U PA3TICKIAHN
MOBTOPHO.

55.4.6. TpsiOBa na ©Ma MpoLeypH 3a ClIa3BaHEe HAa CTEPIITHOCT 32 HaMaJIsIBaHE

Ha PUCKa OT 3aMbpCsBaHE Ha ThKAHUTE U KJIETKUTE OT IePCOHAA.

55.4.7. Ilpu B3eMaHe HAa ThKaHU U KJIETKH CE U3I0JI3BAT CTEPUIIHU

WHCTPYMEHTH U YCTPOUCTBA C 10OPO KAYECTBO U PEJOBHO MOIbPKAHH.

55.4.8. Koraro ce u3moa3BaT HHCTPYMEHTH 32 MHOTOKpaTHa yroTpeba, TpsoBa

Jla IMa YTBbPJICHA MPOoLIelypa 32 TOYUCTBAHE U CTEPHIIN3AIINS.

55.4.9. Korato e Bb3MOKHO, TpsAOBa J1a c€ U3MOI3BAT MEIUIIMHCKU U3ICTUS

¢ CE mapka.

55a. (HoBa — IB, 6p. 99 ot 2014 1., B cuna ot 2.12.2014 r.) JIeueOHuTE
3aBeJICHUs, KOUTO U3BBPIIBAT OIICHKA HA IOHOPA, IPEIOCTABSIT SICHA U pa3Oupacma
uHpOpMaIUs 3a TOTBBPIACHUTE PE3YITaTH OT OlIEHKATa Ha JIOHOPA HA ChOTBETHHUTE
nuna ceraacHo wi. 27, 28, 28a u 286 ot 3akoHa 3a 3/1paBeTo.

56. Bcuuku uieHOBE Ha MEPCOHANA, KOUTO U3BBPIIBAT IEHHOCTH 110 B3EMaHeE,
TpsiOBa a ObJaT 00y4eHH Ja paboTAT C MPUIOKUMUTE METUIIMTHCKU U3EIH.

57. llpucaxknane Ha ThKaHU U KJIETKU CE€ U3BBPIIBA, CIIE] KaTO Ha

MOTEHIIMATHIS PEIUMHEHT ca MPOBEACHH BCUUKHU HEOOXOIUMHU MEIUIIMHCKY U3CTICIBAHUS
U ca My OOSICHEHHU MPEANMCTBATA, HEOCTATHIIMTE U PUCKOBETE Ha MIPEICTOSIIATA
TPaHCIUIAHTALMS, KAKTO U AJITEPHATUBHUTE Bb3MOKHOCTH 32 JICUYEHHUE.

58. EKcnemeaTa Ha TbKaHH! U KJICTKH LCJIN YCTAHOBABAHC KAYECTBOTO HA
B3CTUTC ThKAHU U KJICTKU U U3KJIIFOYBAHC HAa CBCHTYAJIHU 3360J’I}IBaHI/IH, KOHMTO OMxa
npeacTaBIsIBaJil pUCK 3a pCOUITUCHTA.

59. JleueOHuTE 3aBeACHMS, U3BbPIIBAILIN 00paboTKa, MpepadoTKa U ChXpaHEeHUE
Ha ThKaHH U KJIETKH, U3BBPUIBAT 33 JbJDKUTEIHO €KCIIEPTH3a, KOSTO BKJIIOYBA:
59.1. 3ano3HaBaHe ¢ MEIUIIMHCKATa JOKYMEHTAIUS HA IOHOPA;

59.2. naGopaTopHH TECTOBE 3a U3CJe/[BaHE KauecTBaTa Ha B3ETUTE ThKAaHU U
KJIETKWU;

59.3. u3cnenBaHus 32 UMyHOJIOTUYHA THUIHU3ALIKs, KOTaTo € He00X0AUMO;



59.4. MUKPOOMOIOTUYHY U3CIICBAHUSI.

60. I1o npenieHka Ha JIMLIETO, OTTOBOPHO 3a €KCIepTr3aTa, TS MOXKeE Ja
BKJTIOYBA U JIOITBIIHUTEITHN U3CIICIBAHHS U TIPOLICIYPH.

61. TpkaHuTe U KIETKUTE ce 00paboTBaT, MpepaboTBAT U CHXPAHSABAT MPH
ClIa3BaHe HA HAyYHO YTBBPJCHHU METOIUKH, KOUTO TapaHTUPAT TAXHOTO KaYEeCTBO U
0€30MacCHOCT U OCUT'YpsBAaT HEOOXOAUMMUS IIEPHOJ 3a ChXPAHEHHUE.

62. [TakeTHpaHEeTO U ETUKETUPAHETO HA B3CTUTE ThKAHU U KIIETKU CE U3BBHPIIBA

IPU CTa3BaHe HA M3MCKBAHMATA 32 ACENTHKA, aHTHCENTHKA U 0€30MacCHOCT U

KaTo ce CHhOJI0IaBaT N3MCKBAHUATA 33 UICHTH(MHUIIMPAHETO U MPOCIICIIBAHETO UM.
62.1. Bcuuku ThKaHW/KICTKH TPIOBa J1a ObJaT MAKSTUPAHU CJIE]] B3EMaHETO 110
HAYMH, KOUTO HaMaJIsiBa PUCKa OT 3aMbPCSIBAHE, U CIIe/IBa a OBbJIAT ChXpaHsIBaHU

IpU TeMIIepaTypa, KOsITO OCUTYpsIBa 3alla3BaHe Ha HEOOXOAUMHUTE XapaKTEPUCTHKH U
OnonornvyHu QYHKIIMU Ha KJICTKUTE/ThKaHuTe. [lakeTrpaneTo TpsaOBa J1a mMpeoTBpaTH
3apa3siBaHe Ha JIUIaTa, KOUTO U3BHPIIBAT JICHHOCTH MO TAKETHPAHE, ChbXpaHsIBaHE U
TPAHCIIOPT HA THhKAHUTE U KIIETKUTE.

62.2. [lakeTupaHUTE KICTKH/ThKaHU TPSOBA 1a ObJAT TPAHCIIOPTUPAHU B

KOHTEIHEp, KOWTO € MOAXO/ISII 332 IPEBO3BaHE HA OMOJIOTUYHN MaTepUAH U
ChXPaHsBa KAYeCTBOTO Ha ChIBPIKAIIMTE CE B HETO ThKAHH MJIH KIICTKH.

62.3. Bcuuku npuapyskaBaiiy npoou, KOUTO ca MpeIHa3HAYeHH 3a U3CIICIBaHE,
TpsiOBa J1a ObJAT HAJJIGKHO ETHKETUPAHU 32 TaAPAHTUPAHE HA TSAXHATA UIACHTU(DHKAIHS
C JIOHODA.

62.4. (Hosa - /IB, 6p. 65 ot 2007 r.) O6paboTeHute unu npepaboTeHu

THKaHU WIH KJIETKU HE CE TMPEIOCTABAT 3a YIoTpeda, JOKaTo HEe C€ U3ITBIHIT BCHUKH
usuckBanus Ha 3TOTK u HopMaTHBHUTE aKTOBE MO MPUTIATAHETO MY.

63. (Hom. - 1B, 6p. 66 ot 2012 r., B cruta ot 28.08.2012 r.) ETukersT

Ha B3€TUTE OpPTaHu, ThKaHU U KIJIETKU TPsOBa Aa ChAbPKA:

63.1. (mon. — JIB, 6p. 25 ot 2017 1., B cuinia ot 29.04.2017 r.) yHuKaneH
uACHTU(HUKAIIMOHEH HOMEp Ha JOHOPA U €IMHEH eBPOIEHCKH KO/l Ha ThKaHUTE U
KIICTKUTE;

63.2. MICTO Ha B3€MaHETO;

63.3. nata ¥ Jac Ha B3€MaHETO;

63.4. (u3m. - JIB, 6p. 66 ot 2012 r., B cuna ot 28.08.2012 r.) TouHO
HAaUMEHOBAaHHE HA OPTAHUTE, THKAHUTE WJIH KIICTKUTE;

63.5. (u3m. - JIB, 6p. 66 ot 2012 r., B cumna ot 28.08.2012 r.) cpok Ha

TOJTHOCT (aKO € MPHIIOKHUMO), & 32 OPTAHHTE - MOAXO/ISII0 BpeMe 32 TPAHCIIOPTHPAHE
U TpaHCIUTAaHTHUPaHe.

64. ETuketupane Ha B3eTUTE ThKaHU/KIETKH.
64.1. Bceku nmaker, KOMTO ChIbpKa ThKaHU/KIETKH, CE €TUKETUPA 10 BpeMe
Ha B3€MaHETO.



64.2. Korato pa3mepbT Ha MakeTa Mo3BOJISIBA, CE OCUTYpsIBa Clie/IHATA
uHpopmarus:

64.2.1. nara (1 yac KOrato € Bb3MOXHO) Ha JapsiIBAHETO;

64.2.2. npenynpexaecHre 3a ONacHOCTY;

64.2.3. BUJ ¥ KOJIMUECTBO Ha ChAbPXKAIIUTE ce J0OaBEeHU BelIecTBa (ako ca
U3IOJI3BaHU TaKUBA);

64.2.4. B c1y4anTe Ha aBTOTPAHCIUIAHTALMSA €TUKETHT TPsIOBA Ja ChIbpiKa

"camo 3a aBroTpanctanTamnus (FOR AUTOLOGOUS USE ONLY)";

64.2.5. B ciiy4auTe KOraTto JapeHUETO € NpeJHa3HAueHO 32 KOHKPETEH
PELUIHUEHT, ETUKETHT TPsIOBA J1a ChAbpxka UHPOpMAIIH 32 HICHTU(DUIUPAHETO MY.
64.3. Axo HIKOH OT TaHHUTE 110 T. 64.2 He MoraT J1a ObJIaT BKIIOYCHH B
I'BPBUYHUS €THKET HA OMIAKOBKATa, T€ TpAOBa Aa OBbAAT MPEIOCTaABeHH Ha OT/EJICH
JOKYMEHT, MPUPYKaBalll ThKaHUTE UITH KJICTKHUTE.

65. EtukerupaHne Ha TpaHCIIOPTHUSI KOHTEHHED.

65.1. (U3m. - IB, 6p. 66 ot 2012 ., B criia ot 28.08.2012 r.) ETHKETHT

Ha BCEKU TPAaHCIIOPTEH KOHTEHHEP 3a TPAHCIOPT HA OpraHu, ThKaHU WIN KIETKU

TpsiOBa J1a ChbpIKa ClIeAHATA 3aIbKUTETHA HH(DOPMALIUS:

65.1.1. (U3wm. - [IB, 6p. 66 ot 2012 r., B cuna ot 28.08.2012 1.)

"OPI'AHU UJIN TbKAHU U KIIETKU" u "JA CE TPETUPA BHUMATEJIHO (ORGANS
OR TISSUES

AND CELLS, HANDLE WITH CARE)";

65.1.2. naentudukamnusaTa Ha JIe4eOHOTO 3aBEICHHUE, OT KOETO CE

TpaHCIIOPTHUPA MAKETHT (azpec U TesneoHeH HOMED), U JIUIE 32 KOHTAKTH;

65.1.3. uneHTrdUKaIMsI Ha T1e9eOHOTO 3aBeICHIE, PabOTEIIo ¢ ThKaHH, 3a

KOETO € IpeHa3HavYeHa npaTkaTa (aapec u TenedOHeH HOMED), U JTUIIE 32 KOHTAKTH;

65.1.4. nara u yac Ha HA4YaJIOTO HA TPAHCIIOPTUPAHETO;

65.1.5. cnenudukanys Ha YCIOBUATA 332 TPAHCIIOPT, OTHACAIIH C€ J0

KayecTBOTO U 0€30I1aCHOCTTAa Ha ThKAHUTE U KIIETKUTE;

65.1.6. muaukamus: "JA HE CE IOJJIATA HA OBJIBYBAHE C WMOHU3UPAIIO
JIBYEHUE

(DO NOT IRRADIATE)", koraro ce cbIbpKaT KIEThUYHU KYIATYPH;

65.1.7. korato e U3BECTHO, Y€ NPOAYKTHT UMa MMO3UTUBHU MapKepH 3a

uHpeknno3Hn 3abonsBaHus, ce TmocTaBsd ciueqHata wuHAWKauus: "BUOJIOTMYHA
OITACHOCT

(BIOLOGICAL HAZARD)";

65.1.8. B ciryuauTe Ha aBTOJIOKHO JapsiBane - cieanara uaaukamus: "CAMO 3A

ABTOTPAHCIUIAHTALIUA (FOR AUTOLOGOUS USE ONLY)";

65.1.9. ykazaHHMe OTHOCHO yCIIOBHSTA 3a CbXpaHeHue, Harpumep "HE

3AMPA3SIBAM (DO NOT FREEZE)";

65.1.10. (noBa - /IB, 6p. 66 ot 2012 1., B cuna ot 28.08.2012 1.)

yKa3aHue 32 CbXpaHEHHE Ha KOHTEHepa MpHu MOAX0/s111a TEMIIepaTypa U MOJIOKEHUE;

65.1.11. (noBa - /IB, 6p. 66 ot 2012 1., B cuna ot 28.08.2012 1.)

MIPETIOPHKH 32 YCIOBHUATA 32 TPAHCIIOPTUPAHETO HA OPTAaHUTE, ThKAHUTE U KIETKUTE.



66. (Jlom. - 1IB, 6p. 66 oT 2012 1., B cuia ot 28.08.2012 1.)

JloKkyMeHTanusTa, KOSTO MPHIPYKaBa OpraHUTe, ThKAHUTE U KIICTKHUTE, CIIeBa Aa
ChIbpXKA:

66.1. (mom. — JIB, 6p. 25 ot 2017 1., B cuna ot 29.04.2017 r.) yHuKaneH
UICHTU(HUKAIIMOHEH HOMEP Ha IOHOPA U €IUHEH eBPOMNEHCKH KO/ Ha ThKaHUTE U KIETKUTE;
66.2. (u3m. - IB, O6p. 66 ot 2012 1., B cuiia ot 28.08.2012 r.) Komme OT

IsU1aTa MEJUIIMHCKA JOKYMEHTAIMUA Ha IOHOPa ¢ MH(OPMAIIHS U 32 XapaKTePU3UPAHETO
Ha OpraHa u JIOHOpa;

66.3. BUJ ¥ KOJIMYECTBO HA U3MOJI3BAaHUTE 32 00pabOTKa, MpepadboTKa 1

ChXpaHEHHE BEIECTBA 1 METOIUTE 32 TOBA,

66.4. naHHM 32 J1Ie4eOHOTO 3aBEICHUE U HETOBaTa CTPYKTypa, U3BbPILIMIN

B3E€MaHeTo, 00paboTKaTa, mpepaboTKaTa U ChbXpaHEHHETO (HaUMEHOBaHHE, aJIpec,
TesnedoH 3a KOHTAKTH U JIp. ).

67. (U3m. - JIB, 6p. 66 ot 2012 1., B cmita ot 28.08.2012 1.) B3eture

OpraHH, ThbKaHU U KJIETKH Ce TPAHCIIOPTUPAT IPH ClIa3BaHe Ha U3UCKBAHUATA 3a
KauecTBO U 0e30macHOCT. TpaHCIOPTUPAHETO CE U3BBPIIIBA B CIICIIUATHO
MpeIHa3HaYeHH 3a 1IeNITa KOHTeWHePH, KOUTO OCUTYpsIBAT 3ala3BaHe Ha CBOMCTBATa
Ha OpraHuTE, ThKAaHWUTE U KJIETKUTE 10 BpEME Ha TPAHCIIOPTUPAHETO U
MPEeIOTBpaTsABaHE HA B3MOKHOCTHTE 32 TAXHOTO 3aMbpCSBaHE.

67.1. (Hosa - /IB, 6p. 65 ot 2007 1., gom., 6p. 66 ot 2012 ., B cuima ot

28.08.2012 r.) KoraTo opranute, TbKaHUTE/KIETKUTE C€ TOTy4YaBaT B JIEUCOHOTO
3aBeJicHuE, TPAOBa J1a ce MPUAPYKaBaT OT JOKYMEHTAIMs, TOTBBPIK/1aBaIlla, 4e
YCIIOBUSITA 32 TPAHCIIOPTUPAHE, ONTAKOBAaHE, ETUKETHPAHETO, JOKYMEHTAIUATA U
npoOUTE OTTOBAPAT HA U3MCKBAHMITA HA TO3M CTAHIAPT M YKAa3aHUATA Ha
MOJTy4aBalioTo JIe4YeOHO 3aBEe/ICHHUE.

67.2. (Hosa - /IB, 6p. 65 ot 2007 r.) OTTOBOPHOTO JIUIIE B JICYUCOHOTO

3aBe/ieHre TpAOBa Ja rapaHTUpa, 4e MOTYYeHUTE ThKaHU U KJIETKH ca TTOCTaBEHHU MO
KapaHTHUHA, IOKAaTO OBJaT MPOBEPEHH 32 ChOTBETCTBHUE C M3UCKBAHUTA HA TO3U
CTaH/apT, 3a€JIHO C MpHUApYXKaBaliara JokyMeHTaius. [[poBepkaTta Ha mpuIpy)aBaiara
JIOKYMEHTAIMA U IPUEMAHETO Ha ThKaHUTE/KJIETKUTE TPsIOBA Jla CE U3BBPIIIBA OT
OTTOBOPHOTO JIMIIE WJIM OT YI'BJIHOMOIIEHHU OT HETO JIMLA.

67.3. (Hosa - JIB, Op. 65 ot 2007 r., u3m., 6p. 66 ot 2012 ., B cusa ot

28.08.2012 r.) Besiko neuebHO 3aBeieHNE, MTOTy4aBalo OpraHy, ThKaH! U KIETKH,
TpsioBa na uma COII 3a npueMaHe Ha KOHTEHHED C OPTaHU, ThKaHU U KIIETKH,
BKIIIOUMTENHO MpUpykaBamute mpodu. CTaHaapTHaTa ONepaTuBHA Mpoleaypa TpsiOBa 1a
BKJIFOYBA TEXHUYECKU U3UCKBAHUS U METUIIMHCKU KPUTEPUH, KOUTO TapaHTUPAT
KauecTBO U 0E30MAaCHOCT Ha MOJy4aBaHUTE OPTaHU, ThKaHH U KIeTKU. JleueOHUTE
3aBeICHUS, KOUTO MOJTy4YaBaT OpraHu, ThKaHU U KIeTKH, TpsioBa qa umat COII 3a
uacHTU(UIIMPaHE U N30JIMpaHe Ha KOHTEHHEPH, KOUTO HE OTrOBapsT HAa M3UCKBAHUATA,
WJIM TaKWBa, KOUTO HE Ca KOMIUICKTOBAHU C HEOOXoauMara TOKyMEHTaIlUs WiTn
MpUIPYXKaBaIIKd MPOOH.

67.4. (Hosa - JIB, Op. 65 ot 2007 r.) JlaHHUTE OT JOKYMEHTAIUATA, KOSITO
NpHUIpYyXkaBa ThKAaHUTE/KIETKUTE, TPAOBa Aa ObJAaT PETUCTPUPAHH B IEYEOHOTO
3aBe/ICHHUE, KOETO TH MOJy4yaBa, 1 Ja BKIIOYBAT:

67.4.1. (m3m. - [IB, 6p. 66 oT 2012 r., B cuna ot 28.08.2012 1.)



M3pa3eHO ChIVIACHE/TUIICAa HA HEChIUIache 3a B3eMaHe (KOETO € MPUII0KUMO),
IpeHa3HaYeHUETO Ha B3€TUTE OpPraHu, ThKaHU U KJIETKH (HampuMep 3a JIeYeOHU WU
HAYYHU IIeJTM WIH U IBETE) U Crieln(DUYHN HHCTPYKIIMH 32 YHUIIOKABAHE, aKO
OpraHuTe, ThKAaHUTE U KJIETKUTE HE Ca M3I0JI3BaHHU 110 MpeHa3HAUYCHUE;

67.4.2. TOKyMEHTHUTE, CBbP3aHU C B3€MAaHETO, U MEJIUIIMHCKATA JOKYMEHTAIUs

Ha JIOHOPa, KaKTO € MOCOYEeHa B T. 69;

67.4.3. pe3ynraTute OT (PU3UKATHOTO U3CIICBAHE, OT TA0OPATOPHUTE

U3CIIEIBAHMSI U IPYTU U3CTeIBaHusl (HaIpUMep ayTOIICUOHEH MPOTOKOJ, aKO UMa
TaKbB);

67.4.4. 3a aJJOTEHHU JOHOPH - HAJIJICKHO JOKYMEHTUPAH Iperiiesl Ha

ISJI0CTHATA OIEHKA Ha JIOHOPA, CIIOpEe]] KPUTEPUUTE 32 MOAO0p, OAMUCAH OT
OTTOBOPHOTO JIUIIE;

67.4.5. B cily4auTe Ha CTBOJIOBH KJIETKH, [IPEIHA3HAYCHH 32

ABTOTPAHCIUIAHTAIUS, IOKYMEHTALIMA 332 PUCKA OT aJlepruu (Hampumep KbM
AHTUOMOTHIIN);

67.4.6. (HoBa - JIB, O6p. 66 ot 2012 r., B cruta ot 28.08.2012 1.)

M3UCKBAHMATA 32 ETUKETUPAHE HA OpraHu HE CE MpujiaraT, Korato TpaHCIIOPTUPAHETO
Ce M3BBPIIBA B PAMKHUTE Ha €HO U CHIIO JIeueOHO 3aBe/ICHUE.

Menunacka nHGOpMAIFs 1 JOKYMEHTAIUS Ha IOHOPH HAa OPTaHH, ThKaHU U
KIIETKU

68. MenuiuHcka nHGOpMaIHs U JOKyMEHTAIUs Ha IOHOPAa.

68.1. MeauuumHckaTa nHpopManus TpsOBa J1a ChAbpKa (KOraTo € IPUI0KIMO):
68.1.1. MmeguuHCKaTa TOKyMEHTAlMs Ha JOHOPA;

68.1.2. MEAUIIMHCKY IaHHU OT UHTEPBIO, [IPOBEJICHO C JIMIIE, KOETO I03HAaBa
JIOHOpa 100pe;

68.1.3. MEAUIIMHCKYU TaHHU OT UHTEPBIO, IPOBEJIEHO C JIEKYBAIUs JIeKap;

68.1.4. MEOUIIMHCKYU TaHHU OT UHTEPBIO, IPOBEJICHO C OOMIONPAKTUKYBAIIHS
JeKap;

68.1.5. ayTONCHMOHEH MPOTOKOII (TIPU TPYIEH JJOHOD).

68.2. Koraro e He00Xx0/1uMO, TOBTOPHO C€ U3BBPILBA (PU3UKATHO U3CIIE/IBAHE

Ha JIOHOPA, 3a J1a € OTKPHAT HAKOM MPU3HALIM, KOUTO MOraT Jja ObJIaT 10CTaThbYHU
3a U3KJII0YBAHE Ha JOHOPA WJIM KOUTO MOTaT Ja 100aBAT JOIBIHUTEIHH JaHHU KbM
MeMIUHCKaTa JOKYMEHTALHs Ha JIOHOPA.

68.3. IIbiHaTa MeIMIIMHCKA JOKYMEHTAIIUS Ha JOHOpa TpsiOBa 1a Obae
pasriiefjaHa, OILICHEHa 3a CbOTBETCTBHE U 3aBEPEHA OT JIEKap.

68.4. (Hosa - /IB, 6p. 65 ot 2007 r.) Ilpu *K1BU 10HOPU METULIUHCKUAT
CHELHUAINCT, OTTOBOPEH 32 ChCTaBSHETO Ha 3[[paBHATa JOKYMEHTalLus, TpsiOBa aa
rapaHTupa, 4e JOHOPHT:

68.4.1. pa3zbupa npenocraBeHata My HHGOpMAaIIUS;

68.4.2. iMa Bb3MOXKHOCT Jia 33/1aBa BBIIPOCU U Ca MY JaJICHH 3aJI0BOJIUTEITHU
OTTOBOpH;

68.4.3. mOTBBpIKIABA, Y€ IIsUIaTa MpeocTaBeHa HHGOPMAIIHS € BApHA,

CBIJIACHO HalpaBeHaTa OLIEHKA B pAMKUTE HA HETOBUTE Bb3MOKHOCTH.



69. JlokyMeHTalus Ha IOHOPA.

69.1. 3a Bceku JOHOP C€ U3rOTBA IOKYMEHTAIUsI, KOSITO ChAbpIKa:

69.1.1. uneHTudukanus Ha TOHOPA (TPUTE UMEHA, JaTa Ha PAKIaHE - aKO

MalikaTta ¥ JIeTeTO ca BKJIIOYCHH B JIapsIBAHETO, UME U J]aTa Ha paKJIaHe Ha Maiikara,
M aKO € U3BECTHO - UME U JIaTa Ha paXkJaHe Ha JIETETO);

69.1.2. BB3pacT, noJ, MEAUUHCKA U IICUXO0JIOTMYECKA TOKYMEHTALIMS

(crOpanata nHpOpMaIus TpsOBa 1a Ob/Ie JOCTATHhYHA, 32 J1a TTO3BOJIM MIPHJIaraHe Ha
KPUTEPUU 33 U3KIIIOUBAHE, KBAECTO € HEOOXOAUMO);

69.1.3. pesynratute OT PU3UKATHOTO U3CIICBAHE HA TSAJIOTO;

69.1.4. creneH Ha XeMOJUITYILMS, KbJIETO € MPUIIOKUMO;

69.1.5. HOTapuanHO 3aBEPEHO NUCMEHO ChIJIACHE IIPH JKUB JJOHOP WU

JIOKYMEHT, KOHTO yA0CTOBepsiBa Hamnuue Ha oocrosTencTBarta o wi. 21 3TOTK npu
TPYIIEH JIOHOD;

69.1.6. KTMHUYHU JAaHHH, PE3yATATH OT TaOOPATOPHH U3CIICABAHUS U

pe3yaTaTH OT APYTH U3CIEABAHNUS,

69.1.7. ako e mpaBeHa ayTOICHsI, TPOTOKOIBT C€ BKIIIOUBA B JOKYMEHTAIIUATA

(3a ThKAHM U KJICTKH, KOUTO HE MOTAaT Ja OBJaT ChXpaHSIBAHU MPOABIKUTEITHO
Bpeme, TpsiOBa a ObJie OTpa3eH MpeABapUTEeIeH JOKIIA OT ayTONCHSITA);

69.1.8. 3a TOHOPH Ha XEMONIOCTUYHH CTBOJIOBH KJICTKU TpsiOBa Ja Ob1e

OTpa3zeHa CbBMECTHUMOCTTA Ha JJOHOPA KbM PELMITUEHTA; IPU HEPOJHUHCKH JTapeHHs,
KOTraro JIedeOHOTO 3aBE/ICHUE, OTTOBAPSIIO 33 B3EMaHETO, UMa OTPAaHUYCH JTOCTHIT 10
JAHHUTE 3a PEIUINHEeHTa, TPAOBa 1a MPEeI0CTaBH ChOTBETHUTE JaHHH 32
CHBMECTHMOCT Ha JIOHOPA, Ha JICYCOHOTO 3aBe/ICHUE, KOETO I¢ U3BBPIIN
MPUCAKIAHETO.

69.2. JleueOHOTO 3aBe/IeHNE, H3BBPIIBAIIO0 B3EMAHETO, ChCTaBs JOKIIA, KOUTO

ce mpejaBa Ha Je4eOHOTO 3aBe/IeHHe 3a paboTa ¢ ThKaHU. JJOKIaabT ChabpIKa:
69.2.1. uaeHTuduKaIms, IME U aJipec Ha JICUeOHOTO 3aBeICHUE, padOTEIIIO C
ThKaHHU, KOETO I1I€ TOyYH ThKaHUTE/KIETKHUTE;

69.2.2. nanHM 3a uAeHTUUKAIMS HA JOHOPA (BKIFOYUTEIHO KaK U OT KOTO €
UACHTU()UIIUPAH TOHOPHT);

69.2.3. onucanue U UAEHTU(UKALNS HA B3€TUTE ThbKaHU U KIIETKU

(BKJIFOUUTETTHO IPOOU 3a U3CIIe/IBaHE);

69.2.4. uaeHTUPUKAIUA Ha JTUIETO, KOETO € OTTOBOPHO 3a MpolieiypaTa 1o
B3€MaHETO, BKIIFOUUTEITHO MOIITHUC;

69.2.5. naTa, yac (Korato € mpuI0KHMO, Ha4ajlo U Kpai) u MICTO Ha

B3emaHeTo u npoueaypata (COII), kosSTo e U3MoN3BaHa, BKIFOUUTEITHO BCUYKHT
WHIIAJIEHTH, aKO UMa TaKWBa, YCJIOBHS Ha OKOJIHATA CpeJia B MSICTOTO Ha B3€MaHE
(omucaHMe Ha TOMEIEHUATA, pailoHa, KbAETO € U3BBPIICHO B3EMAHETO);

69.2.6. 3a TpYITHA JTOHOPH YCIIOBUATA, IIPU KOUTO € ChbXPAHSIBAH TPYITBT:

OXJIAKJaH (UM HE), BpeMe Ha HAYalIo0TO U Kpas Ha OXJIAXKIAHETO;

69.2.7. naeHTUPUKAUOHHN JaHHU HA PEareHTUTE U pa3TBOPHUTE, U3IOI3BAaHU

IIpH TPAHCIIOPTA.

69.3. loknaasT 1o 1. 69.2 TpsiOBa Aa ChIbpKa JaTa U 4ac Ha CMBPTTA,

KOTaTo € MPUJIOKUMO, KaKTO U JaTaTa M yaca Ha B3EMaHETO.

69.4. Bcuuku 1aHHU TpsiOBa J]a ce€ ChCTABST SICHO U YETJIMBO U J1a CE€ 3alUTST

OT M3BBPIIIBAHE HA TPOMEHHU OT JIMIIA, Ha KOUTO HE Cca MPEJOCTABEHU TaKUBa MpaBa.



Jannure ce cbxpansBat u npenoctassT cbriiacHo 3TOTK u 3akona 3a 3amura Ha
JUYHUTE JaHHHU.

69.5. loxymeHTalusa Ha JOHOpa ce ChbXpaHsBa Hail-mMaiko 30 roAMHM C OrJie]
OCHUTypsIBaHE Ha ITbJIHA TPOCIECANMOCT.

OpFaHI/I, ThKaHHU 1 KJICTKH C ) KUBOTHHCKH IIPOU3XO0J 3a NpHUCAXKIAHE B YOBCIUIKNA OPpraHu3bM

70. B3emaHe Ha opraHu, ThKaHU U KJIETKH C dKUBOTUHCKH IMPOU3XO0J MOXKE J1a Ce
M3BBPIIBA OT JICUSOHHU 3aBEICHUsI, KOUTO OTroBapsT Ha u3nckBanusTa o 3TOTK mpu
cna3Bane Ha Hapen6a Ne 15 ot 2004 r. 3a ycioBusiTa U pelia 3a U3M0JI3BaHE HA
JKUBOTHHCKH OpTraHH, ThKaHU U KJIETKHU 3a TpaHciuianTanus (B, 6p. 39 ot

2004 r.).

71. JleueOHuTE 3aBeieHMs TPAOBa J1a pa3Ioyarat ¢ AMCTBAIIM CTaHIapTHU
OIEPAaTUBHU MPOLEAYPH, YTBBPJCHH OT U3IIBIIHUTCIHHS TUPEKTOp HA V3mbIHUTEeTHATA
arcHuus 1o TpaHCIrulaHTanus, KOUTO HOI[pO6HO OIIKMCBAT BCUYKU HCﬁHOCTH, CBBbp3aHHn

C B3€MaHEeTO, CKCIepTH3aTa, 00paboTKaTa, mpepaboTKaTa U ChbXPaHCHUETO Ha
OpTraHuTC, TbKAHUTC U KJICTKUTEC C ) KUBOTHHCKHU ITPOU3XO.

72. B3emaneTo Ha OpraHHd, TbKaHU U KJIICTKHN MOXKEC 1a CC U3BbpPIIBA OT

JKMBOTHHU, KOUTO Ca OTIVICKAAHHU ITPHU CTPUKTHO KOHTPOJIUPAH PCKUM U IIPU KOUTO Ca
HU3BBPIICHHU BCUYKHU HCO6XOI[I/IMI/I BCTCPUHAPHOMCIAUIMHCKHU IIPCTIICAN U U3CJICABAHUA 3a
M3KJIIOYBAHE Ha 3a00JIIBaHUS.

73. JleueOHUTE 3aBEACHMSI, KOUTO EKCILUIAHTUPAT OPTaHU, ThKaHHU WU KJIETKH
OT )KMBOTHHM, B3€MaT U CbXPaHABAT MPOOH OT KPbB M YaCTH OT ThKAaHU OT BCSKO
XKHUBOTHO. [IpoOuTe ce chXpaHsIBaT HE TIO-MAJIKO OT TPH T'OJMHU CIIE] JaTaTa Ha
B3EMAHETO M CIIY’)KaT 3a MPOBEXKAAHE HA JOM'BIIHUTEITHU U3CIIeIBaHUS.

74. Excrieptusara, 0opaboTkaTa, mpepadoTKaTa U CbXpaHEHUETO Ha

YKUBOTHHCKHUTE OpraHy, ThKaHU U KJIETKH C€ U3BBPIIBAT MIPH ClIa3BaHE HA YyTBbPACHU
METOJIUKH, KOUTO TAPAHTHPAT TAXHOTO KAYECTBO U OC30MACHOCT B HEOOXOTUMUS
MEepUOoJ 32 ChXpaHEHUE.

75. HaKeTI/IpaHCTO U CTUKCTHUPAHCTO HA B3CTUTC JXKUBOTUHCKU OpraH, TbKaHU U
KJICTKHU CC U3BBPIIBAT IIPH CIIa3BAHC HA HOPMUTE 3a aCCIITUKA, aHTUCCIITHUKA U
6C3OHaCHOCT, KaTo CC C’b6JIIO)IaBaT HN3UCKBaHHUATA 3a I/II[CHTI/I(I)I/II_II/IpaHeTO n
MMPOCICASABAHCTO UM.

76. ETUKETHT Ha B3ETUTE )KMUBOTUHCKH OPTaHH, ThKaHH U KJICTKH TPsOBa aa
ChIbpIKA:
76.1. IBIHU UICHTU(PUKALMOHHH JaHHH Ha )KHBOTHOTO;



76.2. MSCTO Ha B3€MaHETO;

76.3. jaTta 1 4ac Ha B3€MaHETO;

76.4. TOUHO HAUMEHOBAHKUE HA OPTAHUTE, ThKAHUTE WU KIIETKUTE;
76.5. cpOK Ha TOTHOCT (AKO € MIPHIIOKUMO).

77. JJlokyMeHTanusATa, KOSITO IpUIpyKaBa OPraHuTe, ThKaHUTE U KIETKUTE,
ClIe[IBa 1a ChAbpKa:

77.1. mbaHU UACHTU(GUKAIMOHHH JAaHHU Ha KUBOTHOTO;

77.2. onucaHue Ha peXUMa U MICTOTO Ha OTTJIEXK/IAHE;

77.3. xomue OT 1LsJ1aTa BEeTepUHAPHOMEAUIIMHCKA IOKYMEHTalMs Ha )KUBOTHOTO;
77.4. BUI ¥ KOJIMYECTBO HA M3MOJI3BAHUTE 32 00paboTKa, MpepaboTka u
ChXpaHEHHE BEILECTBA U METO/IH;

77.5. naHHHM 32 J1Ie4eOHOTO 3aBEICHUE U HETOBATa CTPYKTYpa, N3BBPIIMIN
B3eMaHeTo, 00paboTkara, mpepaboTKaTa U ChbXpaHEeHUETOo (HaMEeHOBaHuUe, aJipec,
TenedoH 32 KOHTAKTH | JIp.).

78. B3eTnute JKMBOTUHCKH OpraHv, TbKaHU U KJICTKH CC TPAaHCIIOPTUPAT IIPpH
ClIa3BaHE HA M3MCKBAHMATA 34 KAUSCTBO M OE30I1aCHOCT.

79. B cpok 10 7 qHM cies B3€MaHETO Ha )KUBOTUHCKU OPTaHu, ThbKaHU U

KJIETKH, IPEHA3HAYEeHU 32 TPAHCIUIAaHTALUS B YOBELIKH OPraHU3bM, JIe4eOHOTO

3aBe/IeHNE, U3BBPILNIIO B3EMAHETO, 3a/IbJDKUTEIHO yBeIoMsBa M3nbiHurennara
areHIys 10 TPaHCIUIAHTAlMS U MPE0CTaBs KOIKe OT JOKYMEHTalMsTa o T. 77.



