[Tpunoxenue KbM wieH enuHCTBeH KbM Hapen6a Ne 6 ot 5 mapT 2007 1. 3a yTBBbpXK/1aBaHE Ha
MEIULMHCKY CTaHAapT 32 TPAHCIUIAHTALUS Ha OPT'aHHU, ThKaHU U KIIETKH

(U3m. u gom. - IB, 6p. 65 or 2007 r., u3m. u gom. - JIB, 6p. 66 or 2012 r., B cuia ot
28.08.2012 r., mom. - /IB, 6p. 99 ot 2014 r., B cuna ot 02.12.2014 r., nom. - 1B, 6p. 25 ot 2017 .,
B cuia ot 29.04.2017 r.)

MCIII/IIII/IHCKI/I CTaAaHIAPT 3a TPAHCIVIAaHTAIlUsA HA OPraHd, TbKaHU U KJIC€TKH

1. To3u cTaHAapT perjaMeHTHpa U3UCKBAHUATA TIPU OCHIIECTBSIBAHE HA!

1.1. B3emaHe Ha OpraHd, ThKaHH M KJICTKM OT YOBCIIKH TPYI WM OT JKUB JIOHOP U
MPUCAXKIAHETO UM Ha JIPYTro JIMIIE ¢ JieueOHa 11e;

1.2. B3eMaHe Ha ThKaHH ¥ KJICTKH, IPEAHA3HAUYCHH 32 aBTOTPAHCILIAHTALIUS, KOTATO TS Ce
U3BBPIIBA B pAMKHTE Ha MIOBEYE OT €/IHAa MHBA3UBHA MPOLIEAYPa,;

1.3. (u3m. - JIB, 6p. 66 or 2012 r., B cua ot 28.08.2012 r.) ocurypsiBane, €KCIEpTH3a,
0o0paboTka, mpepabOTKa, OIAKOBaHe, CTUKETHPAaHE, ChXpaHsABaHE, TPAHCIOPTUpAHE U
NpPEJOCTAaBSIHE HAa OpPraHW, ThKAaHM M KICTKH, NMpEJHA3HAYeHH 3a HW3IO0J3BaHE B XyMaHHATa
METUIIMHA,;

1.4. mnpoBexaaHe Ha HEOOXOAMMHUTE MEIUIMHCKH W3CJICABAHUS, CBBpP3aHH C
TPaHCIIAHTAIIUATA;

1.5. ocurypsiBane Ka4yecTBO M OC30MACHOCT HA OPraHWUTE, THKAHUTE WU KIICTKHUTE,
npeHA3HAYCHH 32 TPAHCIUIAHTALIHS;

1.6. xpurepuuTe 3a MOAOOP HA JOHOPH M PELMIIMCHTH U U3UCKBAHUS KbM JICUCOHHTE
3aBeJICHHs], KOUTO U3BBPINBAT TPAHCILIAHTAIINS;

1.7. B3eMaHe Ha OpraHy, ThKaHH U KJICTKH C )KUBOTHHCKH MPOU3XO0J1 M MIPUCAKAAHETO UM
B YOBEUIKHSI OPTaHU3bM,

1.8. (HoBa - /IB, 0p. 99 ot 2014 r., B cuna ot 02.12.2014 r.) neiiHOCTH 1O U3rpaXKIaHe HA
cCHCTeMa 3a KayecTBO W YIpaBJICHHE HAa KAa4eCTBOTO NPH W3BBPIIBAHE HA TPAHCIUIAHTAIUA OT
OpraHM3alMUTe, KOUTO OTrOBApAT 33 MPWIOKEHHETO HAa OPTraHUTE, ThKAHUTE M KICTKUTE MpPU
MalyueHTHUTE.

2. TpaHCIUTaHTAIlMs HA OPraHu ce TpUiiara Mpy HaJM4Me Ha 3a00JsiBaHe WK YBpe/ia Ha
CHOTBETHHS OpPraH Ha PELUIHEHTa, MMOpaay KOSATO TOW HE MOXe Ja (YHKIHMOHHpA U JPYTHTE
METOJIU 3a JICYCHHUE ca C TI0-MaJKa e()eKTUBHOCT MJIH HE Ca MPHUII0KUMHU.

2.1. TpaHclutTaHTamUsATa Ha OpPraHM C€ H3BBPIIBA CaMO [0 HAay4YHO YTBBPACHU
MEJUIIMHCKH METOJH C JIOKa3aH MoJiokuTesieH yieueoeH edexrt. Koraro neueOHUAT edekT He e
J0Ka3aH, TPAHCIUIAHTAIIMs MOJKE J1a Ce M3BBPIIBA 110 Pea Ha IIaBa ceaMma, paszaen IV or 3akona
3a 37paBeTo.

3. TpancrnmanTanys Ha ThKaHU WIK KJIETKH Ce MpHjiara Mpy Haju4due Ha 3a00JIsIBaHe I
yBpe/la Ha ChOTBETHATA ThKAH WM KJICTKH Ha PEUHUIMEHTa, KOETO BOAM J0 HapyllaBaHEe Ha
HOPMAJTHUTE XKU3HEHH (QYHKIIMH Ha WHAWBU/IA WM 3aCTpaliaBa HETOBUS JKUBOT.

3.1. TpaHCIUTaHTAMATA HA ThKAHW M KJIETKH CE M3BBPIIBA CAaMO M0 HAYYHO YTBBPICHU
MEIUIIMHCKA METOIU C JIOKa3aH IMOJIOKHTENeH JeueOeH edekt. Korato geyeOHHAT epeKT He e
JI0Ka3aH, TPAHCIUIAHTAIIMS MOYKE Jla Ce M3BBPIIBA 110 Pejia Ha TaBa ceaMma, paszaeri IV or 3akona
3a 37paBeTo.

3.2. (woBa - JIB, 6p. 99 or 2014 r., B cuna ot 02.12.2014 r.) Beuuku aedHOCTH 11O
TpaHCIUTAHTALUSl C€ JOKYMEHTHpar. /laHHWTE OT M3rOTBEHATa M ChXpaHsBaHA JTOKYMEHTAIIHs
TpsiOBa J1a ca JIOKa3aHO HAJCKIHH M MCTHHHO Ja MPEICTaBAT PE3YATATUTE OT HM3BBPIICHUTE



JICMHOCTH, 1a ObJIaT YSTIUBH, J1a HE MOJIC)KAT Ha U3TPUBAHE, KATO MOTAT Jia ObJaT BIMCBAaHU HA
pbKa WK MPEXBBPJISHH B APyra BaauadpaHa cucTeMa (HarpuMep KOMITIOThPHA WIH MEKPO(QHIM).
3.3. (oBa - 1B, 6p. 99 ot 2014 r., B cuna ot 02.12.2014 r.) Bcuuku jieueOHU 3aBeICHUS
W JIPYTd JIUI, KOUTO H3IO0JI3BaT YOBEIIKK ThKAaHHM M KJICTKH, ChOOINaBaT Ha M3mbiIHHTEIHATA
arcHIMs M0 TPAHCIUIAHTAIMS W Ha JICUCOHUTE 3aBEJCHMS, KOUTO H3BBHPIIBAT TPAHCILIAHTAIHUS,
BCJAKAa OTHOCHMMA KbM TAXHATa JCHHOCT MH(OpPMAIHMS C IeJl OCUT'YPSIBaHE Ha MPOCIEASEMOCT U
rapaHTHpaHe Ha KOHTPOJIa Ha Ka4eCTBOTO M OE30MaCHOCTTA HA ThKAHUTE U KIICTKUTE.

Kpurepuu 3a nogOop Ha TpyNnHU JOHOPU

4. IlonOop Ha TPYNHU JOHOPU C HAIMYHA ChpJEYHA IEHHOCT.

4.1. TlonGopbT Ha TPYNHUTE JOHOPU CE€ W3BBPIIBA NPHU Cla3BaHE HA NPHUHLUMNA 32
MakCUMajiHaTa [0Ji3a W MHUHMMAJIHHUA PHCK 32 TOTCHIMAIHUTE PEHUNHEHTH M CTPOro
cb0Ir01aBaHe Ha u3uckBanuara no 1. 11 - 13.

4.2. Oprannrte, ThKaHUTE U KJICTKUTE CE B3€MaT M ChXPaHSABAT NpU CHOJIIOJaBaHE Ha
CbOTBETHUTE OMOJIOTMYHHU U MEIULIMHCKN U3UCKBAHUS C OIJIE]l 3alla3BaHe HA TEXHUTE (QyHKIIHH.

4.3. BpemeBuTe HHTEpBAIH TPsIOBa Aa ObAAT ChOOPa3eHH ChC CPOKOBETE, HEOOXOIMMH 32
U3BBPIIBAHE HAa BCHUYKM OPraHU3allUOHHM M MEJUIMHCKH TPOLEAYypH, 3a Ja ce rapaHTupa
KU3HEHOCTTA, KAUeCTBOTO M 0€30IaCHOCTTA HA B3€TUTE OPTaHU, ThKaHU M KIETKH.

4.4. JleueOHUTE 3aBeleHMs], KOUTO B3€MaT OpPraHM, ThKAaHM MU KJIETKH, B3eMarT U
ChbXpaHsABaT MPOOU OT KPBB M YaCTH OT ThKAaHHU OT BCEKH TpyIieH JAoHOp. [Ipobute ce chxpaHsBaT
HE IO-MaJKO OT TpU TOJMHM CJIeJ JaTaTa Ha B3€MaHETO U CIY)XaT 3a IMPOBEXKAAaHE Ha
JOM'BIHUTEITHH U3CIICIBAHUS IPH HEOOXOAMMOCT.

4.5. Jlekap, mpefnonarainl MO3b4Ha CMBPT MPH NALMEHT ¢ HAJMYHA ChpJeyHa JeHHOCT,
He3abaBHO yBenomsiBa smnero mo wi. 15r 3TOTK (koraro B jie4eOHOTO 3aBEJCHUE MMa TaKOBA
nuue) w/wnu V3mbiHUTENHATA areHIUsl M0 TPAHCIUIAHTAIMS W TPaBU MPOBEPKa B CIIYKEOHUS
pPEeTUCTHp Ha JIMIATa, M3Pa3WiM HEeChIJacHe 3a B3eMaHEe Ha OpraHW, ThKaHW M KieTku. Korato
NAIMEeHTHT ¢ IpeAroiaraeMa Mo3byHa CMBPT He (puUrypupa B ciyKeOHUS PETHCTBp Ha JIMIATa,
M3pa3wiii HechIlache 3a B3eMaHe Ha OPTaHH, ThKaHU WU KJIETKH, JIEYeOHOTO 3aBE/ICHUE, B KOETO
€ HACTaHEeH MallUeHThT, OCUTYPsSIBa HEOOXOTUMHTE YCIOBHS M IOKYMEHTAIIMS 32 IPEBEXKIAHETO MY
B JIe4eOHO 3aBEICHWE, OTTOBApSIIO HAa W3WUCKBaHUATa 1O T. 4.7, OCBEH B CIy4YaWTe, KOTraro
Je4eOHOTO 3aBE/IEHUE B KOETO € HACTAaHEH MallMeHTHT, OTroBaps Ha KpUTepuuTe 1o T. 4.7.

4.6. JTuniero mo wi. 15r 3TOTK w/wimm M3nbiHuTenHata areHIus M0 TPAHCIUIAHTAIINS
npeanpuemMar Heo0X0IMMOTO 3a OpPraHU3UpaHe Ha BCUUKH JIEHHOCTH 0 TPAHCIUIAHTALINS.

4.7. llonappkaHeTo Ha BUTAJIHUTE (YHKIMU Ha TPYNEH JOHOP C HaJM4YHA ChpJCUHA
JE€MHOCT M YCTAHOBSIBAHETO Ha MO3bYHA CMBPT C€ M3BBPIIBA B JIEYEOHU 3aBeNICHHs, KOUTO
OTrOBapsT Ha CICTHUTE KPUTCPHUH:

4.7.1. pa3znonaraT ¢ He IO-MaJIKO OT TpUMa JIeKapH, KOUTO pabOTIAT Ha OCHOBHO TPYJOBO
MPABOOTHOIIICHHE B JIEYEOHOTO 3aBeleHHe, C TMpH3HATa CIEIHATHOCT aHECTE3UOJIOTHS |
MHTEH3UBHO JICUECHUE,;

4.7.2. pa3nonarar ¢ armaparypa 3a IMarHoCTUIIMpaHe Ha MO3bYHA CMBPT U MOAIPHKKA Ha
KHU3HEHUTE (PYHKIIUHU Ha JOHOpPA, KaKTO U 3a JAMAarHOCTULMpPaHEe Ha 3a00JsIBaHUA, IPU KOUTO HE
MOJKE JIa C€ U3BBPIIHN B3€MaHE Ha OPTaHU, ThKaHU U KIIETKH.

5. Ilogbop Ha TpynHH JOHOPH O€3 ChpeyHa JEHHOCT.

5.1. JIekap ot neueGHO 3aBeieHHe 32 OOTHUYHA TOMOIII, YCTAaHOBHJI HEOOPAaTUMO CITUPaHe
Ha ChpJeYHa JAEHHOCT MPH MallMeHT, KOWTO OTroBaps Ha U3UCKBaHMITA 3a JJOHOPCTBO Ha OPraHU
u/vnu ThKaHu, He3abaBHO yBenoMsBa suieTo 1o wi. 15r 3STOTK (korato B 1eueOHOTO 3aBeieHNE



uMa TakoBa Jinlle) u/unu VM3mbaHWTENHATA areHIUs 10 TPAHCIUIAHTAIMS W TPaBU MPOBEPKa B

CITY»XKEOHUSI PETUCTHP Ha JINIIATA, U3PA3UIH HEChITIACHE 3a B3EMaHe Ha OpraHu, ThKaHU U KJIETKH.
5.2. Jluiero mo wn. 15r 3TOTK w/wnu M3nbiaHuTeIHATA arcHIMs 10 TPAHCILIAHTAIUS

npeAnpueMaTr Heo0X0IMMOTO 3a OpraHU3UpaHe Ha ACHHOCTUTE 11O TPAHCIUIAHTAIIHS.

Excrnieptu3za Ha TpyInHU JOHOPU

6. (u3m. - JIB, 6p. 66 ot 2012 r., B cuma ot 28.08.2012 r.) Excrieprusata Ha TPYyIHH
JOHOPH 1IeJIM YCTAHOBSIBAHE HAa KA4eCTBOTO HA JIAPCHUTE OPraHd, ThKAaHW M KICTKH, KaKTO W
M3KIIIOYBAHE HA CBCHTYAJIHU 3a00JIsIBaHUs, KOUTO OMXa MPECTAaBISBAIN PUCK 32 PEIUIHEHTA. 3a
YCTaHOBSIBAHE HA TE€3H OOCTOSTEICTBA MEAMIMHCKUAT CKHII, OCBHIIECTBSBAI MOJrOTOBKAaTa Ha
JIOHOpA, TIO0 CBOSI IPEIIEHKA MOJKE J1a M3MCKBa MH(OpMAIIHS 33 JJOHOPA U OT HETOBU POJTHHHU, KAaTO
T YBEJIOMH 32 HEOOXOJAUMOCTTa OT OBbP30 MPEAOCTaBSIHE HA U3BECTHUTE UM JIaHHHU.

7. Excnieptu3zata TpsiOBa 1a Ob/ie OCHOBaHA HA HAYYHO YTBBPJCHH METOH U MpaBHUIIa 32
no0pa MEIUIIMHCKA IPAKTHUKA.

8. EkcriepTH3ara BKIIIOYBA:

8.1. pasroBop ¢ OJIM3KHM Ha JOHOpA 3a ChbOMpaHe Ha HH(POPMAIIHSI OTHOCHO 3a00JISIBaHMS,
PHUCKOBO MOBEJICHUE M BPSTHU HABUIU HA JOHOPA;

8.2. (m3m. - [IB, 6p. 66 ot 2012 r., B crita ot 28.08.2012 r.) 3ano3HaBaHe ¢ MEIUIIMHCKATA
JOKYMEHTAIUS Ha JIOHOPA, KOSTO 3aIbJDKUTEITHO ChIbpPiKa HA-MaJIKO Clie/iHaTa HH(pOpMAaIus:

8.2.1. (noma - JIB, 6p. 66 ot 2012 r., B cuna ot 28.08.2012 r.) tun goHop (KMB HIIK
TpPYIIEH), TI0JI, KpbBHA TPYIIa;

8.2.2. (noBa - 1B, 6p. 66 ot 2012 r., B cuia ot 28.08.2012 r.) npuurHa 3a CMBPTTA, JaTa
Ha CMBPTTA,;

8.2.3. (noBa - /1B, 6p. 66 ot 2012 r., B cuiia ot 28.08.2012 r.) nata na paxaane, EI'H nin
npejroaaracMa Bb3pacT;

8.2.4. (noBa - JIB, 6p. 66 ot 2012 r., B cua ot 28.08.2012 r.) Terio, BUCOYMHA U IPYTH
AHTPOIIOMETPUYHH JTAHHU,

8.2.5. (moBa - 1B, Op. 66 o1 2012 r., B crta ot 28.08.2012 r.) nemorpadcku ganuu (korato
¢ MPUII0KUMO);

8.2.6. (noBa - /1B, 6p. 66 ot 2012 r., B cmia ot 28.08.2012 r.) maHHU 3a HHTPABEHO3HA
370ynoTpeda ¢ HAPKOTHYHH BEIECTBA,

8.2.7. (noBa - JIB, Op. 66 ot 2012 r., B cmia ot 28.08.2012 r.) maHHM 3a MHHAIH U
HACTOSIIH 3JI0KaYeCTBEHU 3a00JIIBaHUs,

8.2.8. (noBa - /IB, Op. 66 or 2012 r., B cuna ot 28.08.2012 r.) maHHHM 3a MHHAIIA
TPaHCMUCHBHH 3a00JISIBAHHS;

8.2.9. (noBa - /IB, 6p. 66 oT 2012 1., B cuia ot 28.08.2012 r.) oOcTOsTENCTBA, KOUTO OMXa
MOTJIM JIa IPEJICTABISBAT PUCK OT Mpe/iaBaHe Ha 3a00JISIBaHuUS;

8.2.10. (noBa - /IB, 6p. 66 or 2012 r., B cmia ot 28.08.2012 r.) naHHM 3a MPOBEICHO
JICYeHHUE, KOETO € OT 3HAUCHHE 3a OIIeHKa Ha ()YHKIIMOHAIHUS CTaTyC Ha OPTaHUTE, TPEJHA3HAYCHH
3a JIOHOPCTBO, MPEAMMHO JICYEHHE C aHTHOMOTHIIN, N30TOIHA TEPAITUSI WIIA BEHO3HH BIIMBaHHUSI.

8.3. (mom. - JIB, Op. 66 ot 2012 r., B cmia ot 28.08.2012 r.) o6cTtoeH (u3MKaICH U
KJIMHUYEH MPeTJies;

8.4. nabopaTopHH M3CIIEABAHMUS 32 H3KJIFOUBAHE HA TPAHCMUCHUBHU UHPEKITMHM ¥ TOKCUYHU
BEIIIECTBA, KOUTO MOTAT Jia PE/ICTABIISBAT PUCK 3a 3/[PABETO HA PEIMITUCHTA,;

8.5. mpu HEOOXOIMMOCT ce MPOBEKAAT KOHCYATAMU C OOIIONPAKTUKYBALIMS JIEKap
u/WIi IpyrH JIeKapH, 3all03HATH ChC 3/IPABOCIOBHOTO ChCTOSHUE HA JIOHOPA.



9. (u3m. - JIB, 6p. 66 ot 2012 r., B cuia ot 28.08.2012 r.) 3aab/KUTEIIHO CE MTPOBEKIAT
Hal-MaJIKoO CJIETHUTE U3CJICIBAHUS:

9.1. HIV I-1l auturena;

9.2. HBsSAg;

9.3. Anti HBc anTurena;

9.4. HCV anrurena;

9.5. Treponema Pallidum;

9.6. CMV anrtutena, EBV anturena u Toxoplasma anturena nmpu MMyHOCYIIPECHPaHU
MAIUEHTH,

9.7. u3cneaBaHus 3a UMYHOJOTMYHA THUMHM3ALUS CHIVIACHO MEAMIIMHCKUS CTAHIApT IO
MMYHOJIOTHYHA TIOJITOTOBKA 33 TPAHCIJIAHTAIIMS HA OPTaHH, THhKAHU U KJICTKH;

9.8. MUKPOOHOJIOTUYHH U3CIICIBAHUS;

9.9. (noma - JIB, Op. 66 ot 2012 r., B cmia ot 28.08.2012 r.) oOpa3Hu H3ClieABaHUSA,
HeoOXOIUMHU 3a OILIEHKa Ha AaHAaTOMUYHHS CTaTyC Ha OpraHuTe, NpeJHa3HAYeHH 3a
TpaHCIUIAHTAIIHSL.

10. (mom. - /1B, 6p. 66 ot 2012 r., B cua ot 28.08.2012 r.) JIpyru JaHHH, U3CIIEABAHHS U
POy PH.

10.1. Uzcnensane Ha antutena 3a HTLV-I ce u3BbpiBa npu BCUYKH JOHOPH, KOUTO ca
POJICHU WJIH Ca KUBEJIH B PETMOHU C BUCOK PHCK WJIM UMAT CEKCYATHU MAaPTHBOPH, ITPOU3IIN3AIII
OT TaKHBa PETHOHH, KAKTO U KOTaTO POJUTEINTE HA IOHOPA ca OT TaKHBa PErHOHHU.

10.2. Koraro Anti HBc e mo3utueen u HBSA(Q ¢ HeraTuBeH, ce IPOBEKIAT TOMBIHUTEITHU
W3CcIeIBaHM 32 OLIEHKA Ha PUCKA U 32 YCTAHOBSABAaHE HA MPUEMJIMBOCTTA 32 KIIMHUYHA yIIOTpeda.

10.3. 3a u3kimouBaHe Ha akTHBHA MH(ekuus ¢ Treponema pallidum ce npuiara Hay4HO
YIBBPACH AJITOPUTHM 3a u3ciensane. HepeaktuBeH cnenuduieH i HecriequpuyeH TeCT MOKE
Ja TO3BOJIM ThKaHWUTE na ObAar ocBoOoxeHu. Korato ce wu3BbpmIBa Hecmeuu(pUYeH TecCT,
MO3UTUBHUAT peE3yNTaT HsAMa Ja TONpeYd Ha B3EMAHETO WM OCBOOOXKIABaHETO, aKo
cnenupuUHUAT Treponema moTBbpAUTENEH TecT € HeraTuBeH. JloHop, mpu koroto Treponema
crnenuguUeH TecT € MO3UTHUBEH, M3UCKBAa 3aIbJI00UEHA OlEHKA Ha pPUCKa 3a OMpejAelsHe Ha
MPUEMITUBOCTTA 32 KIIMHUYIHA yroTpeoa.

10.4. Tlpu Hsxou oOOCTOSITENCTBA C€ TMPOBEXKAAT JOMBIHUTEIHA U3CIEIBaHUI B
3aBUCHMOCT OT MEIUIIMHCKATa JOKYMEHTAllds Ha JOHOPA W XapaKTePUCTUKUTE HA JapeHUTE
Thkanu ¥ kiaetku (Hanpumep RhD, HLA, malaria, CMV, toxoplasma, EBV, Trypanosoma cruzi).

10.5. 3agpmxuTenHr 00N N3MCKBAHUS 32 ONpEesTHe Ha OMOIOTUYHU MapKEpH.

10.5.1. (u3m. - JIB, Op. 66 ot 2012 r., B cuma ot 28.08.2012 r.) Uscnensanusta ce
MPOBEXKIAT OT aKpeAWTHPAHU JTabOpaTOpWH, KOUTO pasIoyiaraT ¢ KBATUQHUIUPAH U OOy4eH
MepcoHal, MaTepuanHa 0a3za ¥ 000pyABaHE CBHIVIACHO YTBBPJACHUTE MEIUIIMHCKU CTaHIApTH.
W3mon3Bar ce MEIUIIMHCKHA W3JENUs 3a WH BUTPO AuarHoctuka ¢cb¢ CE MapkupoBKka, KOWUTO
OTrOBapsT HA U3MCKBAaHUATA HA 3aKOHA 32 METUIIMHCKUTE U3/IeTHs. 32 rapaHTHpaHe Ha KAYeCTBOTO
Ha W3CJICIBAaHMSITa METOIMKATA 32 TAXHOTO IMPOBEXKIaHE TPsOBa Ja ObJie HAYYHO YTBBpJICHA U Ja
OTroBapss HAa MEAMIMHCKHS CTaHAApT MO KIWHUYHA JIabopaTopHs, a CTepHIn3aluira |
Ne3nH(EKIHITa Ha METUITMHCKUTE W3JICTU U anapaTypa ce U3BbPIIBAT CHITIACHO JCHCTBAMOTO
3aKOHOAATEJICTBO.

10.5.2. MenunuHCKATE HW3CICABAHMS CE TPOBEXKJAT ChC cepyM WM Iutazma. He ce
JIOTMyCKa M3CJIe/IBaHe Ha JPYTH TE€YHOCTU WM CEKPETH, OCBEH KOTaTO Ca CIEIHaTHO MPOBEPEHU
KIIMHUYHO Ype3 U3I0JI3BaHEe Ha HAYYHO YTBBPJICHU TECTOBE.

10.5.3. KoraTo noTeHIaIHUT JOHOP € 3aryOusI KpbB U € OChIIleCTBEHA HH(Y3Us HAa KPHB
WM KPBBHH CHCTaBKH, KOJIOWIW WM KPUCTAJIOWJIN, W3CJICJABAHETO HAa KPHBTA MOXKe Ja ObIe



HEBAJIMIHO 3apaJii XeMOAMIYIIH Ha ITpobaTa. 3a YyCTaHOBSIBAHE HA CTENICHTA HAa XEMOIMITYIIHS Ce
[puiiara CbOTBETHUAT aIrOPUTHM, aKO KPbBTA, KPbBHUTE ChCTABKH W/MIM KOJOUIM Ca BIMBAHU
npe3 nocneanuTe 48 Jaca mpeayu CMbPTTA MU aKO KPUCTAIOMINUTE Ca BIUBAHU B IMOCIICTHUS Yac
Ipeind CMbPTTA.

10.5.3.1. (mom. - JIB, 6p. 66 ot 2012 r., B cuia ot 28.08.2012 r.) JIcueOHuTE 3aBeiCHUS,
KOMTO pabOTAT ¢ OpraHd, ThKaHH/KJIETKH HE TPsAOBa Ja TM MPUEMaT, KOraTo U3Clie/BaHHsITa Ha
JOHOPHTE ca IPOBEACHH IIPU pa3pexkIaHe Ha TuIa3Marta wiu cepyma nmosede ot 50 %, ocBeH Koraro
METOJIMKaTa Ha M3CJe/BaHE € YTBBbpJEHA 3a TOBAa WM aKO € HaJluyHa npola, B3eTa MHpeau
pa3pekIaHeTo.

10.5.4. KpsBHHTE TIPOOH CE€ B3eMaT KOJKOTO € Bb3MOXKHO I10-CKOPO CJIe]] CMBPTTa U BbB
BCHUYKH CIIy4ad HE TIO-KBCHO OT 24 yaca clieji TOBa.

10.6. (noBa - IB, 6p. 65 ot 2007 r.) KpbBHHTE poOM Morar aa ObJaT HEBAIUIHH, aKO
MMa XeMOMITYIIHS T KOTAaTO JOHOPHT € OWJI TIOJI0KEH Ha UMYHOCYIIPECUBHA TePaITHsI.

10.7. (uoBa - JIB, 6p. 66 or 2012 r., B cuna ot 28.08.2012 r.) JIuuero mo wr. 15r, am. 1
3TOTK BmucBa BCHYKM JEWHOCTH IO XapaKTEpU3HpaHE Ha JOHOPA, BKIKOYMTEIHO MO T. 4 -
10.5.3.1uT. 20 - 24.4, coabpxaIy Ce B MEAUIIMHCKA JOKYMEHTAIHS, KOATO € Hepa3/IeJIHa 4acT OT
JOKYMEHTAIUATa, ChII'BTCTBAIIA JIOHOPA M OpraHa 3a TPaHCIUIAHTAIIUS.

10.8. (moBa - 1B, 6p. 66 ot 2012 r., B cuina ot 28.08.2012 r.) 3a chOTBETCTBHE Ha
ocpiecTBenute neitHocTH 1o T. 10.7 mumero no wi. 15r, an. 1 3TOTK wusBbpmBa mpoBepka Ha
3aBBPIIBAHETO Ha Mpolieca 0 XapaKTepu3upaHe Ha opraHa U JOHOPA.

11. AGComOTHUTE METUIIMHCKY KOHTPaAUHANKAILIUY 32 JIOHOPCTBO BKJIIOYBAT:

11.1. HeuszBecTHA IPUYHMHA 32 CMBPTTA;

11.2. MONOKHUTEIHU PE3YyJITaTH OT H3CIAeABaHUATA MO T. 9 w/WiaM OpyrH OaHHH 3a
Hocurectso Ha HIV unu Xenatur B/C;

11.3. maHHM 3a TpeKapaHO WJIM aKTUBHO OHKOJIOTUYHO 3a00JIsIBaHE, C U3KIIIOUYCHUE Ha
0azolenynapeH KapImHOM Ha KO)KaTa U MH-CUTY KaplIMHOM Ha IIUiKaTa Ha MaTKara,

11.4. Texxu cucTeMHU MH(DEKITMU, KOUTO HE Ca JICKYBaHU WJIM Ca OT HETIO3HAT MPOU3XO/I;

11.5. 3abonsBaHusi, NpeAU3BUKAHU OT MPHOHM WIM OaBHO JEiCTBAIld BUPYCH,
BKJTIOUUTENHO OoniectTa Ha Kpoitndena-Akolc;

11.6. nmporpecuBHa AEMEHIIUS UM IET€HEPATUBHU HEBPOJIOTHYHU 3a00JIsBaHUs, KAKTO U
3a00JIIBaHHSI C HEU3BECTEH TIPOU3XO]T;

11.7. mpoBeneHO JieYeHHE C XOPMOHH, MOJYYE€HH OT 4YOBeIIKa Xumodusa u/uimm
MIPHUCAJCHN OYHHU ThKaHH W/HUJIH Jypa MaTep, KaKTO U MPOBEICHH HEBPOXUPYPIrHYHU HHTEPBEHIINH,
3a KOUTO HAMA JOKYMEHTAIus,

11.8. nanHM 32 XPOHUYHU CHCTEMHH aBTOMMYHHU 3a00JISIBaHuUS,

11.9. npucaaeHu >KUBOTHHCKH OpPTaHu WIN ThKaHHU,

11.10. mpoBeieHN BaKCHHAIIMH C )KUBA aTCHIOMPAaHa BUPYCHA BAKCHHA, KOTATO UMa PUCK
na Obe npenaaeHo 3a00sIBaHe Ha PELUIIUEHTA,

11.11. ycraHOBeHa EKCIO3WIMS HA TOKCUYHU CYOCTaHIIMH, KOUTO MOrar jaa Objaar
MpeaJeHy Ha PEIUIUEHTa U 1a TPEIU3BUKAT MHTOKCHUKAIIHS.

12. OTHOCHTETHA KOHTPAWHIUKAIMS 33 JIOHOPCTBO € YCTAaHOBEHO PUCKOBO ITOBEACHHE Ha
JIOHOPA, CBBP3aHO C TIOBUIIIEH PUCK OT 3apa3siBaHEe ¢ 0COOEHO OMACHU TPAHCMHUCHUBHH UH(EKITHH.

12.1. (uoBa - JIB, 6p. 65 ot 2007 r.) OTHOCUTETHA KOHTPAWHANKAIMS € U HATMIMETO Ha
¢busnuecku Oene3u BbPXY TIIOTO Ha IOHOPA, MPEATNOIaraiiy pUCK OT TPAHCMUCHUBHU WH(EKIIHH.

12.2. (woBa - JIB, O6p. 65 ot 2007 r.) Ilpu u3BbpIIBAaHE Ha OIIEHKA HAa PUCKA OT
TPAaHCMUCHBHU MH(EKINH ce OTUMUTAT TbTYBAaHUATA HA IOHOPA M JIAHHU 32 €KCIIO3UIUS B PailoHU
¢ mpeo0OanaBamy HHPEKIMO3HU 3a00JISTBAHUS.



13. (u3m. - JIB, Op. 66 ot 2012 r., B cuna ot 28.08.2012 r.) 3a Bceku AOHOp Ce MpPaBU
crenuguyHa OllEHKa Ha OPTaHUTE M THKAHUTE B 3aBUCHUMOCT OT TSIXHOTO CHCTOSHUE, KAaTo Ce
aHAIM3WPAT PHUCKOBETE M TIOJN3UTE OT TPAHCIUIAHTAIUATA 32 BCEKM KOHKPETEH CIydYai,
BKJIFOUMTEIHO HAJIMYMETO HAa OMAcHOCT OT Bb3HHMKBAHE Ha >KMBOTO3ACTpallaBallld ChCTOSIHUS,
MPEICHsSIBa CE CHOTHOIICHUETO HAa OYAKBAHUTE IMOJI3M U CHINECTBYBAIIUTE PUCKOBE IOPATU
HEM'BJIHOTA Ha ChUIECTBYBAlUTe NaHHU. V3BbpiiBa ce oOCHXKIaHe Ha BH3MOXKHOCTTa Ha
MIPOBEXKIAHE HA TPAHCIUIAHTALINSA, JOPH U J]a HE € HAIUIIE [EIUIT MUHUMAJICH HAa0Op OT JIaHHU Ha
JIOHOpa 1o T. 8 u 22.

13.1. Cneun¢uunu KpuTepud, IpU HATUYMETO HAa KOUTO HE C€ JOMyCKa B3eMaHE Ha
OBOpeK:

13.1.1. aprepuanna xunepronus Haz |1l crenen mo NYHA, npeausBukana neoOpatumu
CHJIOBU IIPOMEHH;

13.1.2. 3axapen auader ¢ JokazaHa MaKpO- U MUKPOAHTHOTIATHS,

13.1.3. cToifHOCTH Ha ypes U MPOTEUHYpHUsS, KOUTO OMPENeNAT yBpedeHa ObOpeuHa
byHKIHS,

13.1.4. rtexku cnenuduuHu ObOpedHH 3a00NsBaHUA, MOJMKUCTO3a, TYOYso-
UHTEPCTULHANIEH HEeQpUT, TriIoMepyiaoHehpuT, TyOepKyjao3a U JAPYrd BOJAEUIM 1O TEKKH
YBpEXKIaHUs, TOKa3aHU ¢ OUOTICHS,

13.1.5. kpeaturun Hax 300 mmol/l;

13.1.6. Texku HenekyBaHM UWH(MEKIHO3HM 3abongBaHMs], 3acsramy ObOpenuTe
(muenonedpur u ap.);

13.1.7. ycnokHeHa KalKyo3a, 0Bela 10 YBpeKIaHe Ha ObOpEUHUS MapeHXUM,;

13.1.8. aHaTOMUYHN aHOMAJIMH, KOUTO MOTAT JIa BB3MPENATCTBAT TPAHCIUIAHTAIIUATA;

13.1.9. Texxka cTeHo3a HAa ObOpevHaTa apTepus,

13.1.10. Texxka TpaBMaTHYHa yBpeaa Ha ObOpeKa,

13.1.11. cnen mpeueHKa OT METUIIMHCKUS €KUIl, KOWTO U3BBPIIBA B3EMaHETO, MOraT Ja
OBbJaT B3E€TH MPEIBU U JOITBITHUTECITHN KPUTECPHUH.

13.2. Cneunduynu KpuTepuu, MpH HAIMYHE HAa KOUTO HE Ce JOMYCKa B3eMaHe Ha YepeH
npo0:

13.2.1. BupycHu 3a00J11BaHus, 3acATally YepHOAPOOHHS TAPEHXUM,;

13.2.2. mapa3utHU 3a00JIIBaHNs, 3aCSTAId YEPHOAPOOHUS TAPEHXIM;

13.2.3. yepHOIpOOHA 1IMPO3a € AITKOXOJIHA WIN APYTra €THOJIOTHS;

13.2.4. yepHonpoOHa cTeaTo3a;

13.2.5. xenaToNeHTHKyJTapHa JeTeHepanus Wik JApyrd 3a0o0isBaHMs], 3acsraiu
MapeHXuMa,

13.2.6. macTHa nereneparus, Gudpo3a v TeKKH aHATOMUYHHU aHOMAIIUH,

13.2.7. croitHOCTH Ha €H3MMHTE, CBBbP3aHU ¢ YepHOApOoOHAaTa (DYHKIMS, KOUTO TOKAa3BaT
TEXKO HeOOpaTUMO YBpEKIaHe Ha YepHUS APOO;

13.2.8. HanpeHAT CTaMid HA MIOPTATHA XUTIEPTOHNS,

13.2.9. TexXKH TpaBMAaTUYHU YBPEXKTAHUS;

13.2.10. cnen mpeneHKa OT METUITMHCKHUS SKUII, KOWTO M3BBPIIBA B3EMaHETO, MOTaT Jia
ObJaT B3E€TH MPEIBU U JOMBIHUTEIIHU KPUTEPUH,

13.2.11. 3a olleHKa CHCTOSIHUETO Ha YEPHOPOOHUS TTAPSHXUM C€ TIPaBU OUOTICHSI.

13.3. cneuuduuHu KpUTEPUH, IPU HAIMYKE HA KOUTO HE Ce JIOMYCKa B3eMaHe Ha ChpIIe:

13.3.1. aprepuanna xunepronus Han Il cr. mo NYHA, mpemnnsBukana HeoOpatuMu
CHJIOBU TIPOMEHH;

13.3.2. xkaparoMuonaThs, TeKKa XUIEePTPO(HS TN THIATAIINS;



13.3.3. TexXKH aHATOMUYHM aHOMAJMH, KOUTO MOTraT Ja BB3MIPEMATCTBAT
TPaHCIUIAHTALMATA,

13.3.4. BupycHH, HH(DEKINO3HH, TAPA3UTHH U IPYTH 3a00JSIBAHMS, 3aCATAIIH ChPIACYHHUS
MYCKYII;

13.3.5. 3a0onsBaHMsl Ha KIAHMSA amapar, KOWTO OKa3BaT CEPUO3HO BIMSHUE Ha
XEMO/IMHAMUKATA;

13.3.6. yBpexmaHus Ha MPOBOJHATA CHCTEMa, MPEJCTABISABAILM CEPUO3HA PUTHMHA U
IIPOBOJIHA MATOJIOTHS;

13.3.7. 3axapen auader ¢ JokazaHa MaKpO- U MUKPOAHTHUOTIATHS,

13.3.8. Texxka cTeHO3a Ha KOPOHAPHUTE apTEPHUH;

13.3.9. cepuo3Ha TpaBMa Ha CHPIIETO;

13.3.10. cepaeuna HepoctarpunocT Haf |l OK;

13.3.11. cnen mpeneHKa OT MEIUIIMHCKUS €KUIl, KOWTO M3BBPIIBA B3EMaHETO, MOTaT Ja
ObJaT B3€TU NPEABU/ U JON'BIHUTETHU KPUTEPUH;

13.3.12. 3a oneHKa Ha ChCTOSIHUETO HA KOPOHAPHUTE CHIIOBE CE M3BBHPIIBA KOPOHApPHA
aHruorpadusi.

13.4. Cneunuvyan KpUTEpHH, NIPH HATUYHE HA KOUTO HE C€ JO0MyCKa B3eMaHe Ha Osi
po0:

13.4.1. xponunynu OenoApoOHM BHUPYCHHM, HH(EKIMO3HH, TapasUTHH U APYTH
3a00J1s1BaHMsl, BOJICIIN 10 HEOOpAaTUMU MPOMEHH B O€JI0IpOOHUS TAPEHXUM,;

13.4.2. TexXkM aHATOMHUYHM aHOMAaJIMM, KOMTO MOTraT Jia  BB3MPENITCTBAT
TPaHCIUIAaHTALUATA,

13.4.3. axtuBHA WHpEKIHs HAa Oenus Apoo;

13.4.4. cepuosna TpaBMa Ha Oenus apoo;

13.4.5. cnen mperieHKa OT MEAWIIMHCKUS €KHIT, KOWTO M3BBHPINBA B3EMaHETO, MOTAT Jia
ObJaT B3€TH NMPEABU/ U JON'BIHUTETHH KPUTEPHUH;

13.4.6. 3a orieHKa HA CHCTOSIHUETO HA JUXATEITHUTE ITBTUIIA CE TPABH OPOHXOCKOITHS.

13.5. Cneunduunu Kputepuu, Npy HaJIMYUE HA KOMTO HE Ce JOINycKa B3eMaHe Ha
MaHKpeac:

13.5.1. BupycHH, apa3uTHU U APYTrH 3a00JsIBAaHKS Ha TAHKPeaca, JOBEJIN 10 HeOOpaTuMHU
MIPOMEHH B HETOBHSI TAPEHXUM,

13.5.2. akTuBHa abnoMuHaIHA UHDEKIINS;

13.5.3. TeXKM aHATOMHUYHM aHOMAaJIHMH, KOWTO MOTraT Jia BB3MPENsTCTBAT
TPaHCIUIAaHTALUATA,

13.5.4. 3axapen nuaber,

13.5.5. TexXKH TpaBMaTUYHU YBPEXKJAHUS;

13.5.6. crex mpeneHKa OT MEIUIIMHCKHS €KHII, KOHTO M3BHPIIBA B3€MaHETO, MOTaT Jia
ObJaT B3€TH NMPEABU/ U JONBIHUTETHH KPUTEPUH;

13.5.7. 3a o1leHKa CHCTOSTHMETO Ha TTAHKpeaca ce MpaBy OMOTICHS.

13.6. CneunduyHu KpUTEpHH, MPH HAJTMYUE HA KOUTO HE Ce JIOIYCKa B3eMaHe Ha ThHKU
JyepBa:

13.6.1. BupycHH, mapa3uTHU M JApPYrH 3a00JIsiBaHUS HA THHKUTE 4YepBa, JIOBEIH J0
HEOOpaTUMH XMCTOJIIOTUYHU TIPOMEHH,

13.6.2. akTuBHA abOMUHAIHA UHDEKIINS;

13.6.3. TeXKM aHATOMWYHM aHOMAJMH, KOWUTO MOraT Jia BB3MIPEMATCTBAT
TPaHCIUIAaHTALIMSATA,

13.6.4. TexXKM TpaBMAaTUIHH yYBPEKTAHHS;



13.6.5. cnex mperieHKa OT MEAWIIMHCKUS €KUIl, KOWTO M3BBHPINBA B3EMaHETO, MOTaT Jia
ObJaT B3€TU NPEABU U JOMBIHUTETHN KPUTEPHUH.

13.7. CnenuduuHy KpUTEpUH, IPH HATUYKE HA KOUTO HE CE IOITYCKa B3eMaHe Ha KOCTHO-
CYXOXKUJIHU ThKaHU:

13.7.1. Bp3pact Hax 45 T. 32 B3eMaHe Ha XPYILsyl, OCTEOXPYIISICH CETMEHT U MEHHCKYC;

13.7.2. Bp3pacT Haj 65 1. 3a B3eMaHe Ha (pacius J1ata U CyXOXKHUITHS,

13.7.3. BupycHHU, HHPEKIINO3HU, aBTOUMYHHH U APYTH 3a00JIIBaHuUs, 3acsATalll OMOPHO-
JBUTATEIHATa CUCTEMA,

13.7.4. npeauuIHu TPaBMHU WM KOCTHH (PaKTypH, 3acCsrally MOAJISKAIINTE HA B3eMaHe
THKaHU;

13.7.5. cnen mperieHKa OT MEAWIIMHCKUS €KUIl, KOWTO M3BBHPIINBA B3EMaHETO, MOTAT Jia
ObJaT B3€TU MPEABUA U JPYTU KPUTEPUHU.

13.8. Cneunduunu Kputepuu, NpH HAJMYUE HA KOMTO HE CE JOMyCKa B3eMaHE Ha
CbpJICUHU U CHJIOBU ThKAHU:

13.8.1. Be3pacT - Hax 65 T.;

13.8.2. BupycHu, OaxkTepuaniHH, aBTOMMYHHU WIH JpYrd 3a00isiBaHUS, 3acsraiu
KJIAITHUSA anapar, ChJIOBETE Ha ChPLETO WU MIepUKapa;

13.8.3. aKTUBEH €HIOKAPIUT, MUOKAPAUT WU TIEPUKAPIUT;

13.8.4. cnen mperieHKa OT MEAWIIMHCKUS €KHIT, KOWTO M3BBHPINBA B3EMaHETO, MOTAT Jia
ObJaT B3€TU NPEABU U JOMBIHUTEITHN KPUTEPHUH.

13.9. Cnenmduaar KpUTEPUH, IIPH HATMYUE HA KOUTO HE CE JOIMyCKa B3eMaHE Ha OYHU
ThKaHU:

13.9.1. BupycHU, OaKTepUATHH WIH IPYTH 3a00JIsIBAaHS, 3acCsTalli OYHUTE ThKaHHU,

13.9.2. nperpprsiHa XUpypruyHa HHTEPBEHIIMS HA POTOBUIIATA,

13.9.3. akTuBHM MH(EKIUN HA OKOTO MJIH MPHJISKAIINTE ThKAHHU,

13.9.4. anaTOMHUYHYN aHOMAJIUU, KOUTO 3acAraT MOAJIeKAIIMTE Ha B3eMaHe ThKaHH;

13.9.5. cnen mperieHka OT MEAWIIMHCKUS €KHIT, KOWTO M3BBHPIINBA B3EMaHETO, MOTAT Jia
ObJaT B3€TH MPEABUI U JOMBIHUTETHN KPUTEPHUH.

[MonabprkaHe Ha )KU3HEHUTE (PYHKIMH IIPU TPYIEH JOHOP C HAIMYHA ChpAECYHA JeHHOCT

14. TlonabpikaHeTO Ha KM3HEHHTE (DYHKIMM Ha TPYIEH JOHOP C HAIWYHA ChpJeyHa
JEHOCT € HACOYEeHO KhbM 3ala3BaHe Ha Ka4eCTBOTO M BUTAITHOCTTa Ha OPraHUTE W THKaHUTE,
IpeJHa3HauYeHH 33 TPAHCIUIAHTALUS.

15. TlogabpkaHeTo Ha KU3HEHWTE (DYHKIMU Ha TPYNEH JIOHOP C HAJMYHA ChpJeYHa
JeMHOCT BKJIIOYBA MOHHUTOPHUpPAHE W NOJAbp)KaHE B peQEepeHTHH TpaHUIM Ha CIEJHUTE
napameTpu:

15.1. aprepuanHo HausTaHe,

15.2. gecTora Ha ChpjAcYHATA JICHHOCT;

15.3. enekrponuten O6ananc (Kaiui, HATPUH, KAJIIHA);

15.4. anKamHO-KHUCEITMHHO PAaBHOBECHE;

15.5. remneparypa Ha Tsu10TO (34 - 37 °C);

15.6. BBraexupaTeH MeTaboIH3bM;

15.7. hakTopu Ha XeMOKoOAaryIanusTa,

15.8. BBHIIIHO JuIlaHe (arapaTHa BEHTHIIALN);

15.9. 6b0peuna ¢pyHKIMA;

15.10. cmem mpeneHKa OT MEIWIIMHCKHS €KHII MOoraT Ja ObJaT MOHHTOPHPAHH U



MOJTbPKaHU JIOIBIHUTEIIHU TTapaMEeTpPH.
Kpurepuu 3a non0dop Ha )KUBU JOHOPU

16. IIpu moadop HA KUBU JOHOPU OCHOBEH NMPHHIIMII € OTYUTAHETO HA PUCKOBETE MPHU
JOHOPCTBO C OTJIE]l MUHUMAJTHO 3acsraHe Ha OpraHu3Ma Ha JOHOpa U HEJOYCKaHe Pa3BUTHETO Ha
3a00JIIBaHUSI, dKUBOTO3ACTPAIIABAIIH WU MHBTUIUZUPAIIN CHCTOSHUS.

17. )KuBu TOHOpH Ha OpraHM, ThKaHU U KJIETKW MOTAT Jia ObJIaT JIMIa, KOUTO JOOPOBOIHO
U B ITBJIHO Ch3HAHHME B3EMaT PEIICHHUE 3a JOHOPCTBO MPHU Ca3BaHe Ha 3aKOHA 32 TPAHCIUIAHTALUS
Ha OpraHH, ThKaHU U KJIETKU ¥ HOPMATHBHUTE aKTOBE 10 MPUIIATAHETO MY.

18. Ha moTeHuuamHus XKUB JJOHOP C€ W3BBPIIBAT BCUYKUA MEAWIIMHCKH H3CIICIBAHUS,
KOUTO C€ W3UCKBAT 3a TPYICH JIOHOP C JOMBJIHEHUE HAa OOCTOCH ICUXHYECH CTaTyC, C OIJIe
M3KIIIOYBAHE Ha 3a00JsIBAaHUSA, KOUTO MOTAT J1a BB3MPEISATCTBAT aJeKBAaTHOTO BOJICHU3SIBICHUE HA
JIOHOpA.

19. Or xuB JOHOpP MOXE J1a C€ B3eME CaMO €IWH OT YH()THHUTE OpraHH, 4acT OT
CaMOBB3CTAHOBSBAIIl CE OPTaH, ThKaH WM KJICTKH MPH CIICTHUTE YCIOBUSI:

19.1. cnen mpeaBapUTENHO YCTAaHOBSIBAHE, Y€ OPraHbT (ThKAaHTA WM KICTKUTE),
ChOTBETHO HEroBaTa 4yacT, KOMTO C€ B3eMaT, W OCTaBalIUiT opraH (ThKaHTa WM KICTKHTE),
CBHOTBETHO HEroBaTa 4acT, IMAaT HAITBJIHO 3ara3eHa GyHKIuS,

19.2. cien npeaBapUTETHO U3BBPIIBAHE HA HEOOXOAUMUTE U3CIICIBAHUS 3a U3KITFOUYBAHE
Ha BB3MOXXHOCTTA 32 IIpeaBaHe Ha MH()EKINU U 32 YCTAaHOBSIBaHE HA OMOJIOTUYHA CHBMECTUMOCT
MEXy JOHOpA U MTOTCHIMATHISI PEIMITUCHT;

19.3. xoraTo chIIeCTBYBaT HEOCHOPHMH JOKA3aTENICTBA, Y€ OPraHUTe, ThKAHUTE U
KJICTKUTE Ca TPEHA3HAYCHHU 32 MPUCAXKIAHE, KOETO IIIE C€ U3BBPIIN ChIVIACHO HAYYHO YTBHPICHH
METOAMKH C JOKa3aH TMOJI0KHUTENEH JiedeOeH e(eKT,;

19.4. npu crOMI01aBaHE HA U3UCKBAHUSATA MO T. 22 - 27.

EKCHepTI/Ba Ha JXUBU NOHOpU

20. Excmeptuzata Imenu YCTaHOBSIBAHE Ha 3PaBOCIOBHOTO CBHCTOSHHUE Ha JIOHOPA,
BKJIFOUMTEITHO Ka4eCTBATa HA TIOJJICKAIINTE Ha B3eMaHe OpraHH, ThKaHU U KJICTKH, U U3KITIOYBaHE
Ha CBEHTYaIHH 3200 IsIBaHMsI, KOUTO OMXa NMPECTaBIISIBAIIA PUCK 32 PEIUITHCHTA.

21. Excrieptu3zata TpsiOBa J1a ObJic OCHOBaHA HA HAYYHO YTBHPJICHU MEIUIIMHCKH METO TN
W TIpaBWIIa 3a JI00pa MEAMIIMHCKA TPAKTHKA.

22. ExcniepTu3aTa BKJIIOYBA!

22.1. anaMHe3a 3a crOupaHe Ha HHPOPMAIUs OTHOCHO 3a00JIsIBaHUs, PUCKOBO MTOBEICHNE
Y BPEJIHU HABUIU HA JIOHOPA;

22.2. (u3m. - IB, 6p. 66 o1 2012 1., B crta ot 28.08.2012 r.) 3amo3HaBaHe ¢ MEIUIIMHCKATA
JOKYMEHTAITUs Ha JIOHOPA, KOSATO 3aIb/DKUTEITHO ChIbPiKa Hal-MaJIKo clieiHaTa HH()OPMAIIHS

22.2.1. (uoBa - JIB, 6p. 66 ot 2012 r., B cuia ot 28.08.2012 r.) Tun goHOp (KUB WK
TpPYIIEH), TOJI, KpbBHA TPYIIA;

22.2.2. (noBa - /IB, Op. 66 ot 2012 r., B cuna ot 28.08.2012 r.) nara na paxxnane, EI'H;

22.2.3. (uoBa - 1B, 6p. 66 ot 2012 r., B cuia ot 28.08.2012 r.) Teryio, BUCOUMHA U IPYTH
AQHTPOIIOMETPUYHH JTAHHHU,

22.2.4. (woBa - /IB, Op. 66 ot 2012 r., B cuia ot 28.08.2012 r.) nemorpadcku TaHHA
(koraTo € MPUIIOKUMO);

22.2.5. (noBa - JIB, 6p. 66 ot 2012 r., B cmia ot 28.08.2012 r.) naHHM 3a HHTPABEHO3HA



3moynorpeda ¢ HAPKOTUYHU BEIIECTBA,

22.2.6. (woBa - JIB, 6p. 66 ot 2012 r., B cuma ot 28.08.2012 r.) maHHM 3a MUHAIU U
HACTOSIIM 3]I0KaUYeCTBCHU 3a00JISIBAHMS;

22.2.7. (uoBa - JIB, 6p. 66 or 2012 r., B cuina ot 28.08.2012 r.) manHM 3a MUHAIU
TPAaHCMUCHBHH 3a00JISIBaHHS;

22.2.8. (noBa - JIB, 6p. 66 ot 2012 r., B cuia ot 28.08.2012 r.) o6G¢cTosATEICTBA, KOUTO
Ouxa MOTJIH J]a PEACTABIISBAT PUCK OT IpeaaBaHe Ha 3a00IsIBaHMS;

22.2.9. (noBa - JIB, 6p. 66 or 2012 r., B cuina ot 28.08.2012 r.) maHHM 3a MPOBEICHO
JIeYEHUE, KOSTO € OT 3HAUCHUE 32 OlIEHKA Ha (YHKIIMOHAITHUS CTaTyC HAa OPTaHHTE, IPETHA3HAYCHU
3a JOHOPCTBO, MPEIUMHO JICUCHUE C AaHTUOMOTHUIN, H30TOIHA TePaIys M BEHO3HH BIIMBAHUS.

22.3. (u3m. - J]IB, Op. 66 or 2012 r., B cuia ot 28.08.2012 r.) 0OCTOCH KIMHHYCH U
MICUXHYEH TIperJie];

22.4. n1abopaTopHU TECTOBE 3a M3KIIOYBAHE HA TPAHCMHCHUBHU MHQEKINH M TOKCHYHHU
BEIICCTBA, KOUTO MOTI'aT Jia MPEACTABIIABAT PHUCK 3a 37PAaBETO HA PCIIMITMCHTA,;

22.5. ipu HEOOXOJIUMOCT C€ TPOBEXKAAT KOHCYITAIIMH C OOIIONMPAKTUKYBAIIHS JIeKap
u/WIy IpyTH JIeKapH, 3al03HATH ChC 3PABOCIOBHOTO ChCTOSHUE HA JOHOPA.

23. (u3m. - /1B, 6p. 66 ot 2012 r., B cuita ot 28.08.2012 r.) 3aAb/DKUTEIIHO CE TPOBEXKIAT
Hal-MaJIKO CIEIHUTE U3CIEABAHMS .

23.1. HIV I-1l aaTnrena;

23.2. HBsAg;

23.3. Anti HBc anTuTena;

23.4. HCV aurturena;

23.5. Treponema Pallidum;

23.6. CMV anrtutena, EBV antutena u Toxoplasma anturtena mpu UMyHOCYIPECUPAHU
MMaIUeHTH;

23.7. UMYHOJIOTUYHA TUMHU3AIUsl CHIVIACHO MEAMIIMHCKHUS CTAaHAAPT MO MMYHOJIOTHMYHA
MOJITOTOBKA 32 TPAHCIUIAHTAIIMS HAa OpraHH, ThKaH! U KJICTKH,

23.8. MUKpOOMOIIOTUYHY U3CIIEIBAHUS 32 YCTAHOBsIBaHE Ha OaKTepUaNHU 3a00IIIBaHHUS;

23.9. (voma - JIB, Op. 66 ot 2012 r., B cuia ot 28.08.2012 r.) oOpa3Hu H3CIeaABaHUA,
HEeoOXOIUMHU 3a OIlIEHKa Ha AaHAaTOMUYHHS CTaTyCc Ha OpraHuTe, NpeJHAa3HAYeHH 3a
TpaHCIUTAHTAIIHSL.

23a. (HoBa - /IB, Op. 66 o1 2012 ., B cuita ot 28.08.2012 r.) MeTUIIMHCKHUAT SKHII, KOWTO
MOJTOTBS JKUBHSI JIOHOP, CJE/Ba Ja TOJYyYd BCUYKH HEOOXOAWMH JIaHHU 3a HETO, KaTo My
MpeIoCTaBs Is1aTa HHpopMaIus, HeoOXoauMa 3a pa3dorpaHe Ha MOCIETUIIUTE OT JOHOPCTBOTO.

24. JIpyru u3ciieIBaHus U TPOICTYPH.

24.1 V3cneasane Ha anTtuTena 3a HTLV-1 ce u3BbpiiBa mpu BCUHUKHM JOHOPH, KOUTO ca
POJICHU B PETUOHH C BUCOK PHCK WIIM KUBEAT B TAKUBA, KAKTO M aKO UMAT CEKCYATHU MAPTHHOPHU
OT TaKHWBa PETUOHH, UM POJIUTEINTE HA JIOHOPA ca OT TaKHBa PErHOHHU.

24.2. Korato Anti HBC ¢ mo3utuBen u HBSAQ ¢ HeraTuBeH, ce Hajgara MpoBeXaaHe Ha
JOMBTHATETTHU U3CTIEIBAHMSI C OIICHKA HA PHCKA 32 YCTAHOBSIBAHE HA MPUEMIIMBOCTTA 33 KIIMHUYHA
ynotpeoa.

24.3. 3a u3KiIroyBaHe Ha akTHBHA MHQeknus ¢ Treponema pallidum nayyno ce mpunara
HAy4YHO YTBBPJICH AJITOPUTHM 32 H3ciieBane. HepeakTrBeH crienuuveH Wi Hecrienn(puIeH TeCT
MOXK€ Ja TO3BOJM THhKaHWUTE Ja ObAaT ocBoOONeHU. [IO3UTHUBHUAT pe3ynTaT OT H3BBPIIEH
HecTeIM(pUICH TeCT HAMa JIa OTPEYH Ha B3EMaHETO WM OCBOOOX/TaBAHETO, aKO CITCITU(DUIHUST
Treponema moTBBpPAUTENIECH TECT € HeraTuBeH. JIoHOp, pH KOroTo Treponema cnenududeH TecT
¢ TO3UTHBEH, WU3WCKBa 3abJI0OYCHA OICHKA HA PHUCKA 3a OMpejeissHe Ha MPUEMIIMBOCTTAa 3a
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KIMHUYHA yIoTpeoa.

24.4. Tlpu HAKOU OOCTOATENCTBA € 33aBJDKUTEIHO IMPOBEKIAHETO HA JIOMBIHUTEIHU
M3CJIEIBAaHMS B 3aBUCUMOCT OT MEIMLIMHCKATA JJOKYMEHTAIMs Ha JJOHOpA M XapaKTEPUCTHKUTE Ha
napenute ThKanu W kietku (Hampumep RhD, HLA, malaria, CMV, toxoplasma, EBV,
Trypanosoma cruzi).

24.5. 3agpIoKuTeTHU 00IM N3UCKBAHMS 3a ONpe/IeisiHE Ha OMOJIOTHYHU MapKepH.

245.1. (u3m. - JIB, Op. 66 or 2012 r., B cuna ot 28.08.2012 r.) UscnenBanusita ce
MPOBEXKIAT OT aKpeAUTHpPAHU 1abOpaTOpuHu, KOUTO pasmosiaraT ¢ KBaduUIUpaH U O0y4eH
nepcoHasn, MaTepuanHa 6aza u 00OpyABaHE CHIVIACHO MPHIOKUMHUTE MEIUIMHCKH CTaHIAPTH.
W3non3Bar ce MEIMUIMHCKUA HM3JENUs 3a UH BUTPO AuarHoctuka cbc CE mapkupoBka, KOUTO
OTrOBapsT Ha U3MCKBAHUATA HA 3aKOHA 32 MEJMIIMHCKUTE U3ETHs. 3a TapaHTHPaHEe HAa KAYeCTBOTO
Ha U3CJIeIBAaHUITA METOAMKATA 3a TAXHOTO MPOBEXIaHE TpsaOBa na ObJie HAYYHO YTBBPJCHA U Ja
OTroBaps Ha MEIUIMHCKHSA CTaHAApT IO KIMHUYHA J1abopaTtopusi, a CTepUIM3alusaTa |
ne3uH(peKknusITa Ha MEIUIMHCKATE W3AeNus ¢ amaparypa ce€ H3BBPIIBAT CHIVIACHO
3aKOHOJIATEIICTBOTO.

24.5.2. MeauIIMHCKUTE W3CIEABaHUS CE€ MPOBEXKIAT ChC cepyM WM MmiaazMa. He ce
JIOTTyCKa M3CJIEIBAaHE HA JIPYTH TEYHOCTH WJIM CEKPETH, OCBEH KOTraTo Ca CICHUAIHO MPOBEPEHU
KIIMHUYHO, Ype3 U3I0JI3BaHe Ha HAyYHO YTBBPJCHH TECTOBE.

24.5.3. KoraTo nMoTeHIIHATHUSAT TOHOP € 3aryOr1 KpbB U € OChIECTBeHA HH(Y3HSI Ha KPBB
WIN KPBbBHU CHCTAaBKH, KOJOWAW WM KPUCTAJOW]HM, M3CIEABAHETO HAa KPHBTA MOXE Ja Obae
HEIOCTOBEPHO 3apaJii XeMOIITYLIUs Ha Tipo0aTa. 3a yCTaHOBSBAaHE HA CTENIEHTA HAa XEMOIMITYIIHS
na ObJe Mpuiiaral CbOTBETHUST aJTOPUTHM.

24.5.4. JleueOHuTe 3aBeICHUS, KOUTO PAOOTSIT C ThKAaHU/KJIETKHA HE TpsOBa J1a mpreMar
ThKAaHU WM KJIETKH, KOTaTO W3CJEABAHMITA Ha JOHOPUTE ca MPOBEACHH IMPHU Pa3pexJaHe Ha
ra3mara Wi cepyma mosede or 50 %, ocBeH Koraro MeToauKaTa Ha M3CJIEABAaHE € HAaydHO
yTBBpJICHA 32 MPOBEX/IaHEe Ha U3CIEe/IBaHE MPHU TaKHBa Pa3pexJaHMs WIM aKo € HaJu4yHa mpooa,
B3€Ta MPEIN PA3PEKIAHETO.

24.5.4.1. xppBHUTE NPOOH TpsiOBa /1a OBAAT B3ETH HEMIOCPEICTBEHO ClIE/ JapsiBaHETO,

24.5.4.2. xoraTo ThKaHHUTE U KJICTKUTE MOTAT Jia ObJaT ChXPaHSIBaHU 32 MPOIBIDKUTEIICH
NepuoJl, MTOBTOPHO B3€MaHe Ha MPOOU U U3CIeBaHE OT B3€TUTE ThKAHU U KJIETKU Ce MpenopbyBa
B uHTepBan 180 qHM; Mpu MOBTOPHO M3CieABaHe mpobaTa Moxe na Obae B3eTa 10 30 gHU peau U
7 OHU clel| JapsBaHETo.

24.5.5. Koraro npobata mpu JapsBaHETO € JONBJIHUTEIHO H3CJe/lBaHA C TEXHUKa 3a
amrundukarms Ha HykienHoBara kucenuHa (NAT) 3a HIV, HBV u HCV, uscrnenBane Ha HOBU
KPBBHH TIpoOW HE ce m3uckBa. [IOBTOpHO M3cienBaHe HE ce M3UCKBA W B CIy4YaWTe, KOTaTo €
U3BBpILIEHA BUPYCHA HHAKTUBALMS 10 HAYYHO YTBBpJIEHA MPOLeaAypa.

24.5.6. [Ipu CTBOJIOBM KIJIETKH OT KOCT€H MO3BK WJIH Nepu(epHa KpbB KPbBHUTE TPOOH
TpaOBa 1a ObAaT B3€TH 3a U3cielBaHe He O-KbCHO OT 30 THU Mpeu B3€MaHETo.

24.5.7. Ilpu noHOpH Ha BB3PACT JI0 3 MECella MEUIIMHCKATE U3CIICABAHNS MOTAT 13 ObIaT
U3BBPILICHU Ha MaliKaTa, 3a /1a ce u30erse oopeMeHsiBaHe Ha JIETETO C MPOLIEYypPUTE 3a U3CIIE/IBAHE.

24.5.8. (noBa - /IB, 6p. 65 ot 2007 r.) KpbBHUTE p0oOK MOTaT Ja ObJaT HEBAIUIHHU, aKO
¥Ma XEeMOIMITYLUS WIIM KOTaTo TOHOPBT € OMJI OJI0KEH Ha UMYHOCYTIPECUBHA TEPaITHsl.

25. AGCOIOTHUTE KOHTPAaWHINKAIIMH 32 JIOHOPCTBO BKITFOYBAT:

25.1. NONMOXKUTETHU PE3YNATATH OT U3CIEIBaHUATA 110 T. 23 unu 24,

25.2. maHHUW 3a TPEKapaHoO WM aKTUBHO OHKOJIOTUYHO 3a00JsiBaHEe, ¢ M3KIIIOYCHHE Ha
6a3orenynapeH KapuHOM Ha KoXaTa M MH-CUTY KapI[MHOM Ha IIMHKaTa Ha MaTKara,

25.3. TeXXKHM CUCTEeMHHU HH()EKIINU, KOUTO HE ca JIEKYBaHU MJIH Ca OT HEMO3HAT IMPOU3XO/T,
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25.4. 3a0onsBaHMs, NpPEAU3BUKAHM OT NPUOHM WM OaBHO JACWCTBAIlM BHUPYCH,
BKJIFOUMTENHO OosiectTa Ha Kpoitndena-Akooc;

25.5. mporpecuBHa IEMEHIIMS WK AETeHEPATUBHU HEBPOJIOTUYHU 3a00JIIBaHNUs, KAKTO U
3a00JsIBaHUS C HEU3BECTEH NIPOU3XOJ;

25.6. TpoBeACHO JIEYEHHWE C XOPMOHH, IMOJYYEHH OT 4YOBelKa xunodusa wu/wim
NpUCaJICHH OYHH ThKaHH U/WITH Iypa MaTep, KaKTo ¥ MPOBEICHU HEBPOXUPYPIHIHU HHTEPBEHIIHH,
32 KOMTO HAMA JIOKYMEHTAIIHS;

25.7. 1aHHU 32 XPOHUYHU CUCTEMHH aBTOMMYHHHU 3a00JIIBaHMUS,

25.8. mpucaneHy )KUBOTUHCKH OPTaHU, ThKaHU UITU KJICTKH;

25.9. mpoBeIeHN BaKCHHALMM C JKMBAa aTCHIOMpPaHa BUPYCHA BAKCHHA, KOraTO UMa PUCK
na Obae mpenaaeHo 3a00IBaHe Ha PELUITUCHTA,

25.10. ycTaHOBEeHa €KCMO3UIIMS HA TOKCUYHU XUMUYECKU WK OMOJIOTUYHU CYOCTaHIIMH,
KOUTO MOTrar Aa ObJar mpeaaieH! Ha PeUUINEeHTa U J]a TPEIU3BUKAT HHTOKCHKALIHS;

25.11. GpeMEeHHOCT U Meproa Ha KbPMEHE;

25.12. ncuxuyHM 3a00JIIBaHUs, KOUTO BB3NPEIATCTBAT a/IEKBATHOTO BOJICU3SBICHNUE HA
JIOHOpa U Bb3MOKHOCTUTE MY 32 OOEKTHBHA OLICHKA Ha JIeHCTBUTEIHOCTTA,

25.13. mpucaseHn XEMOIIOSTHYHH CTBOJIOBH KIIETKH, KOTaTO CBIIECTBYBa PHCK 3a
npeaBaHe Ha "'yHacleAUMH' 3a00JsBaHUs HA PELUITUEHTA.

26. OTHOCUTETHA KOHTPAHHIUKAIHA 33 IOHOPCTBO € YCTAHOBEHO PHUCKOBO IMOBE/ICHUE HA
JIOHOpA, CBBP3aHO C MOBUIIEH PUCK OT 3apa3siBaHe ¢ 0COOEHO OMACHU TPAHCMUCUBHU MH(EKLIUU.

26.1. (noBa - JIB, Op. 65 ot 2007 r.) OTHOCHTEIIHA KOHTPAUHIUKAIUS € U HAJTMYUETO Ha
¢dusnyecku 6ene3u BbpXy TAIOTO Ha JOHOPA, MPEAIoaraiy puck OT TPAHCMUCUBHU UH(EKIIHH.

26.2. (moBa - JIB, Op. 65 or 2007 r.) I[lpu u3BBpIIBaHE Ha OIICHKA HA PUCKA OT
TPAaHCMUCHBHU MH(PEKIUH C€ OTYMTAT MbTYBAaHUATA HA JOHOPA U JJAHHU 32 €KCIIO3ULUS B pallOHU
¢ npeobiagaBamy HHPEKITNO3HN 3200 ISIBAaHHS.

27.3a Bceku JOHOP ce MPaBH ClelU(pHYHA OLIEHKA HA OPTaHUTE ¥ ThKAHUTE B 3aBUCUMOCT
OT TSIXHOTO CHCTOSTHHE.

27.1. CietupruHU KPUTEPHH, IPH HAIMYHME HAa KOUTO HE Ce JI0IYyCKa B3eMaHe Ha OBbOpeK:

27.1.1. aprepuanna xunepronus Haj |1l cremen mo NYHA, npeansBukana HeoOpatuMu
CHJIOBH ITPOMEHH;

27.1.2. 3axapeH auabeT ¢ ToKa3aHa Makpo- 1 MUKPOAHTHOTIATHS,

27.1.3. cTOMHOCTH Ha ypesd W NPOTEUHYpHs, KOUTO OIpENeNiaT yBpeleHa ObOpeuHa
byHKIIHS,

27.1.4. Texku crnenupuuHu ObOpeuHHM 3a0o0NsABaHMs, IOJUKHUCTO3a, TYyOyso-
MHTEpCTULIMANIEH HeQpUT, riaoMepyiaoHedpuT, TyOepKyno3a U JAPYrd BOJAEUIM JO0 TEKKH
yBpEeXJaHUsl, JJOKa3aHU ¢ OUOIICHS;

27.1.5. kpeatunun Hajg 300 mmol/l;

27.1.6. Te)XKM HeNeKyBaHU HH(MEKIIMO3HH 3a00saBanus (muenoHedpur);

27.1.7. ycroskHEeHa KaJIKyJi03a, JoBeja JI0 YBPEKIaHETO Ha ObOPEUHUS TapEeHXHM,

27.1.8. aHaTOMUYHM QHOMAJIMU, KOUTO MOTAT J]a BB3NPENATCTBAT TPAHCIUIAHTAIIMATA,

27.1.9. Texxka creHO3a Ha OBOpeUHaTa apTepHs;

27.1.10. Texxka TpaBMaTH4YHA yBpea Ha ObOpeka,;

27.1.11. cren mperieHKa OT MEIUIIMHCKAS €KHIT, KOWTO M3BBHPINBA B3€MaHETO, MOTAT Jia
ObJaT B3€TU MPEABU/ U JOIIBIHUTETHN KPUTEPUH.

27.2. CnenupuyHE KPUTEPUH, TIPY HATMYHE HA KOMTO HE CE JIOMycKa B3eMaHe Ha YepeH
npo0:

27.2.1. BupycHU 3a00JIIBaHNs, 3aCsTalld YePHOAPOOHUS TAPSHXIIM;

12



27.2.2. napa3uTHH 3200 sIBAaHUS, 3aCsTalll YSPHOAPOOHHUS TAPSHXUM,;

27.2.3. yepHOAPOOHA ITUPO3a C ATTKOXOJIHA WU APYTa €TUOJIOTHSA;

27.2.4. uepHonpoOHa cTearosa,

27.2.5. XemaroJeHTHKYyJIapHA JIeT€HEpalus WIA JApyrd 3a00JIsIBaHUsA, 3acsralllu
MapeHXuMa,

27.2.6. 3a o11eHKa ChCTOSIHUETO HA YEPHOAPOOHUS APSHXUM CE€ MPaBU OUOTICHS;

27.2.7. crnen mpeleHKa OT MEIUIIMHCKUS €KHIT, KOWTO M3BBHPIIBA B3EMaHETO, MOTaT Jia
ObJaT B3ETH MPEABU M JOIIBIHUTCITHN KPUTCPHUH.

27.3. CnenuuyHy KpUTEpUH, IPH HAJTMUKE HA KOUTO HE CE JIOIMYCKa B3eMaHe HAa ThHKU
yepBsa.

27.3.1. BupycHM, Mapa3uTHU U JAPYrH 3a00JIIBaHUS HA THHKUTE 4YepBa, JIOBEIH JO
HeoOpaTHMH MPOMEHHU B TEXHHS TAPCHXUM,;

27.3.2. akTuBHa a0OMUHATHA UHDEKITHS;

27.3.3. TCEKKM aAHATOMMYHM aHOMAJWH, KOWTO MOTaT Ja BB3NPENATCTBAT
TPaHCIUIAHTAIHSITA;

27.3.4. TexXKU TpaBMAaTUYHU YBPEKIAHUS,

27.3.5. crmen mpenieHKa OT MEIUIIMHCKUS €KHIT, KOWTO M3BBHPIINBA B3EMaHETO, MOTaT Jia
ObJaT B3CTH MPEABU M JOIMBIHUTCIHN KPUTCPHH.

Kputepuu 3a mogbop Ha peUnUeHTH

28. PerunieHTH Ha OpraHu Morar Aa ObJaT Juia, KOUTO OTTOBApAT Ha U3UCKBAHUATA HA
3TOTK u ca BKJIIOUYEHH B CITy>KEOHHUS peruCThp Ha M3bIHATEHATA areHIHs 110 TPAHCTUIAHTAIUS
3a 1o00p Ha KOHKPETEH PELUIIMEHT Ha OpraH.

29. Ilpu noadop Ha PEUMITMEHTH 3a TPAHCIUIAHTAIMS HAa OPTraHHW Ce CIa3BaT CIICAHUTE
MEIULUHCKH KPUTEPUH:

29.1. Ilpucaxxaane Ha ChpIIe MOJKE J]a CE M3BBPIIIBA HA MAIMEHTH C TEPMHUHAIHA ChpJeUHa
HE/I0CTaThUHOCT, MPU KOMTO HSAMA CUCTEMHHU 3a00JIIBaHUS HA ChAOBETE B HAIlpeIHAN CTaIWH,
OHKOJIOTUYHH 3a00JsIBAHHMSA B KpaeH CTajWid, KaKTO W JPYTd 3a00NsIBaHUs, KOUTO MOTar Ja
KOMIIPOMETHUPAT KpaHUs pe3yaTar OT TPaHCIUIAaHTALUATA.

29.2. Tlpucaxmane Ha Osu1 po0 MOXKE J1a ce M3BBHPIIBA HA MAIMEHTH C TEPMUHAIHA
JUXaTelHa HEJIOCTaThYHOCT OT O0enoJpoOeH NpoHM3X0ja, KOMTO HE CTpajaT OT CHCTEMHH
3a00JsIBaHMS HA CHJIOBETE M CHPIETO B HANPEIAHAT CTaIWi, OHKOJOTHYHH 3a00JSIBAaHHUS B KpacH
CTaJuil U Apyru 3a00JsIBaHMs, KOUTO MOTaT J1a KOMIPOMETHPAT pe3ysTaTa OT TPaHCIUIAHTALUATA.

29.3. Ilpucaxxaane Ha YepeH ApoO WM YacT OT YepeH Apo0d MOoKe Ja ce M3BBbpIIBA Ha
NAIMEeHTH C TepMHUHAJIHA YEPHOJIPOOHA HEJOCTATHYHOCT, KOUTO HE CTPajaT OT OHKOJOTHYHU
3a00JsIBaHMS B KPaeH CTaui U APYrH 3a00JSIBaHUS, KOUTO MOTAT J1a KOMIIPOMETUPAT pe3yiraTa
OT TpaHCIUIaHTALUATA.

29.4. TlpucaxxmaHe Ha MaHKpeac MOXKE J1a Ce€ M3BBPIIBA NMPU TMANWEHTH, CTPAJAIld OT
TeXKa (opMa Ha 3axapeH aAuaber, KOUTO HE CTPaJaT OT OHKOJOTWYHM 3a00JsIBaHMS B KpacH
CTaJuii, HIMAT CHJAOBU ITPOMEHH B HANPEIHAJ CTaIUi WIH APYTH 3a00JSIBaHUs, KOUTO MOTaT Ja
KOMIIPOMETHUPAT KpaHUs pe3yaTar OT TPaHCIUIAaHTALIUATA.

29.5. Tlpucaxxnane Ha OBOpPEK MOXE Ja Cce W3BHPIIBA MPH MAIMEHTH C TEPMUHAIHA
ObOpevHa HeJOCTAaThYHOCT, MOJUIOKEHH Ha XEMOJHMAaIn3a, KOUTO HE CTpajaT OT OHKOJIOTMYHH
3a00JsIBaHMS B KPACH CTaIUi WITH JPYTH 3a00JIIBaHMUs, KOUTO MOTAT J]a KOMIPOMETUPAT KPaHUs
pe3yaTar oT TpaHCIUIAaHTALUsATA.

29.6. [IpucaxxmaHe Ha THHKO Y€PBO MOXE Ja Ce M3BBPINBA HA MAIIMCHTH, KOUTO CTPaaT
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oT 3a00JIs1BaHUs, BOJCIIN IO TeKKU HapylIeHHUs Ha (YHKIMUTE HA THHKUTE YepBa, KOUTO HAMAT
OHKOJIOTUYHM 3a00JIsIBaHUS B KpPacH CTaJUi M HE CTPAJaT OT APYTH 3a00JIsBaHUsA, KOUTO OMxa
KOMIIPOMETUPAJIA KPAHMS pe3yaTaT OT TPaHCIUIaHTALUATA.

30. Ilpucaxkmane Ha OpraHM HWJIM YacTH OT OPraHUW Ha PEIUIIMCHT Ce M3BBHPIIBA CIIC]T
YCTaHOBeHa 6I/IOJIOFI/I‘-IH3, CbBMECTUMOCT Me>1<,uy I[apeHI/ISI opraH HWJIN HECrosa 4acT nu peHI/IHI/IeHTa,
clIe]] MPOBEKIaHe Ha BCHYKH MMYHOJIOTMYHHU W3CJICABAHMS W PE3YJITaTH OT TAX, TapaHTHPAIIH
HCOGXOZ[I/IMaTa CTCIICH Ha I/IMYHOJIOFI/I‘-IHa CBbBMECTUMOCT, TaKa 4 TpaHCHHaHTI/IpaHI/IﬁT opraH NJIn
HEroBara 4acT Ja He ObJIaT OTXBBPJICHH OT OPraHW3Ma Ha PELMITUCHTA.

31. Ilpu moadop Ha PEUMIIMEHTH 3a TPAHCIUIAHTAIMS HAa ThKAaHU M KJIETKU C€ CHa3BaT
CIICTHUTE MEIUIIMHCKUA KPUTCPHUH.

31.1. mpucaxmaHe Ha POTOBHUIIA MOXE Jla CE M3BBPIINBA MPU MAWCHTH, CTPAJAIA OT
3a00JIIBaHMS WJIM TPAaBMHU Ha POTOBHUIATa, KOUTO BOJAT JIO TEXKKO YBpPEKIaHE Ha 3PCHHUETO;

31.2. mpucaxxgaHe Ha KOCTH, KOKa U ChEIMHUTEIIHA ThKaH MOXE Ja Ce M3BBPIIBA IPU
MAlMEHTH, CTpajalld OT 3a00JIIBaHMS WIM TPaBMH Ha OIOPHO-JABHIaTEIHATA CHCTEMa HJIH
KOXXHaTa ThbKaH,

31.3. mpucakaaHe Ha ChbPJCYHH U ChIOBH ThKaHH MOJXKE Jia C€ U3BBPIIBA MPU MAI[UCHTH,
CTpajamy OT 3a00JsABaHUS HA CHIOBETEC WIIM CHPIETO, KOUTO BOJIAT IO TEKKU HAPYIICHUS B
TAXHATa QYHKIHS U KOraTo MO MEIUIIMHCKH IIPUYMHU HE MOTaT Jia ObJaT U3MO0I3BaHH U3KYCTBEHU
THKaHU,

31.4. nmpucaxkgaHe Ha ~ XEMOIOETHYHH  CTBOJOBH  KICTKH  (BKIIOYHMTEIHO
aBTOTpaHCHHaHTaHI/DI) MOXE Ha c€ I/I3B"I)pHIBa Ha IIalMUCHTH, CTpaIIaHII/I OT 3JIOKAYCCTBCHU
3a00JIsBaHusl, IIPH KOMTO B X0/1a Ha MPUJIO)KEHATA TEPAIHs Ce 3acsira TeKKO U/WIIK Ce YHHUII0)KaBa
XEMOIIOCTUYHATaA UM CHCTEMA, HpI/Ica)KI[aHe Ha XCMOIIOCTUYHU CTBOJIOBU KJICTKH MOXKEC Ia CC
M3BBPIIBA U IIPH MALIMEHTH C BPOJICHU WU IPHUI00UTH 3a00JIIBaHHS HA XEMOIIOETHYHATA CHCTEMA,
KOUTO Ca OOBCIIN OO0 TCKKHU HapYIHeHI/ISI Ha HeﬁHaTa (1)yHKIII/I$I; HpI/ICa)KIIaHC Ha XCMOIIOCTUYHN
CTBOJIOBM KJIETKM MOXE Ja C€ HM3BBPIIBA M TPHU MAIMEHTH C MEIWKAMEHTO3Ha WU Jpyra
HUHTOKCUKAIIUA, KOATO € JOBCJIa OO0 TEXKKO HapyIHCHI/Ie Ha (1)YHKIII/I51T3 Ha XCEMOIIOCTHYHATa
CHCTEMA,

315 AJIOTCHHO npncamnaHe Ha XE€MOIIOCTHUYHHU CTBOJIOBHU KJICTKU MOKE J1a CC I/ISB”I)pIHBa
clie]] yCTaHOBEeHA OMOJIOTMYHA ChBMECTUMOCT MEXKTY JJOHOPA M PEIUITMEHTA, CJel MPOBEXkIaHe Ha
BCHUYKU I/IMYHOJ'IOFI/ILIHI/I HN3CJIICABAHUA U HOJ'IyquI/I pCSYJ'ITaTI/I OT THAX, FapaHTI/IpaHII/I H€O6XO)II/IMaTa
CTeTIeH Ha MMYHOJIOTMYHA ChBMECTUMOCT, Taka 4e TpPaHCIUIAHTUPAHUTE KJIETKU Ja He Obaar
OTXB”I)pJ'[CHI/I oT opraHmMa Ha peHI/IHI/IeHTa;

31.6. Ha peUUITUEHT MOTAT J1a Ce IPUCAXKAAT APYTH BUIOBE ThKAHU U KIIETKU U TIPU APYTU
3a0oJisiBaHMs, OCBEH TocoueHuTe B T. 31, mo pexa Ha miaBa ceama, pasmen IV or 3akonHa 3a
3JIpaBeTo.

Bzemane u MMpUCaAKAaHC Ha OpraHu

32. Ilpeau nmpucThIIBaHE KbM B3€MaHE Ha OPTaHU MEIUITMHCKUAT €KUIl, KOWTO U3BBHPIIBA
B3E€MaHETO, 3abJDKUTEITHO UICHTU(PHUITIPA CAMOJTUIHOCTTA Ha JOHOPA.

33. MenunuHCKUAT €KW, KOWTO W3BBPIIBA B3EMaHETO, MPOBEpsSBa HaIUYHATA
JIOKYMEHTalMs 3a ChOTBETCTBME C M3MCKBAaHUATA HA 3aKOHA 3a TPAHCIUIAHTAIUMS HAa OpPraHH,
THKaHU U KJIETKH U HOPMATUBHUTE aKTOBE IO MPHUIJIATAHETO MY.

34. MeaunWHCKUAT €KHII, KOWTO W3BBPIIBA B3EMAHETO, IPEIBAPUTEIIHO peIllaBa
BBIIPOCHUTE, CBBP3aHU C OPraHU3aLMATA U [TOCIEA0BATEIHOCTTA HA IEMHOCTUTE 110 B3EMAHETO.

35. MynTHopraHHUTE eKCIUIAHTAIMH ¢a TPHOPHUTET IIPH TPYITHU JJOHOPH.
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36. Ilo BpemMe Ha eKCIIaHTaUUATa € HEOOXOAWMO Ja OBIAaT W3BBPIICHH BCUYKU
JOIBTHUTEITHN H3CIICJIBAHUSA, KOMTO MMAT OTHOIICHHE KBbM YTOYHSBAHE Ha CHCTOSHHETO Ha
OpraHHTe, THKAaHUTE WJIHM KIIETKHUTE, TXHOTO KA4eCTBO U OE30MaCHOCT.

37. Bcuyku JCHHOCTH 10 B3eMaHE, MEIUIMHCKHATE CTaHOBHWINA, KOHCYJITAUHUUA U
pEe3yNTaTUTE OT MU3CIEABAHUATA CTPUKTHO C€ AOKYMEHTHpAT. JlOKyMeHTalusITa ce ChbXpaHsBa B
JIe4eOHOTO 3aBEJICHWE, B KOETO € H3BBPIICHO B3E€MaHETO, ChOOpa3HO H3HMCKBaHUATA Ha
HOpMaTuBHaTa ypenoa.

38.1. (u3m. - JIB, Op. 66 ot 2012 r., B cuma ot 28.08.2012 r.) Benuku aeiHOCTH 110
OCHTYpsSIBAHE Ha OpraHW, BKIIOYBAINM MMOAOOp, EKCHepTH3a, B3EMaHe, CBhXpAaHCHUE W
TPAHCIOPTHPAHE, C€ M3BBPIIBAT B OPTaHU3AIMH 32 OCUTYPSBAaHE HA OpraHd, KOMTO ca JICUeOHHU
3aBelleHUs 3a OOJHUYHA TOMOIIl C Pa3pelIeHHe 32 ChOTBETHHUTE JEHHOCTH MO TPAHCIUIAHTAIUS
chriiacHo wi. 48, ain. 1 ot 3akoHa 3a Je4eOHUTE 3aBEICHUS WIH JISUeOHUTE 3aBEACHU 110 Wi, 5, ail.
1 ot 3akoHa 3a ie4eOHHTE 3aBeieHUs] KbM MUHHCTEPCKHs ChbBET, MUHHCTEPCTBOTO HA OTOpaHaTa,
MUHHUCTEPCTBOTO HAa BBTPEIIHUTE pPa0dOTH, HA KOWTO CHOTBETHATa JCHHOCT € BIKMCAaHA B
MIpaBWIHKKA 110 9. 35, ai. 3, T. 2 oT 3aK0HA 32 JICYCOHUTE 3aBEACHHUS.

38.2. 3a ocemiecTBsiBaHe Ha jAciiHOCTTA 1O T. 38.1 nmedyeOHHMTE 3aBeAcHUs TpsOBa aa
OTrOBAPSAT Ha CICIHUTE KPUTCPUU:

39.1. 3a B3emaHe Ha ChplIe U 051 1p00:

39.1.1. B chcTaBa Ha J1€4€OHOTO 3aBEJICHUE MMA KIIMHUKA IO KapTUOXUPYPTHS;

39.1.2. (u3m. - JIB, 6p. 66 ot 2012 r., B cuia ot 28.08.2012 r.) Hamuune Ha HE IO-MAJIKO
OT JBE OOOPYIBaHU OIEPANMOHHU 3aJIH, BKIIOYUTEIHO C BB3MOXXHOCT 3a HM3BBPIIBAHE HA
omepaiun ¢ EKK, kouTo ca mHpoeKkTHpaHW, HM3rPajcHH, IMOJIbP)KAHU U CEKCIUIOATHPAHU B
CHOTBETCTBUE C HM3UCKBAHUATA HA MEIHMIIMHCKUTE CTAaHAAPTH TIO XUPYPrUsi, HEBPOXHPYPTHS,
IPBIHA XUPYPrHs, KapIUOXHPYPTUs, CBHIOBA XUPYPrHs, JCTCKAa XUPYPrHs, IUIACTHYHO-
BB3CTAHOBUTEIIHA M €CTETUYHA XHUPYPTUs, JHUICBO-YCIIOCTHA XUPYPTUs, KapIHOXUPYpPIHs,
W3MBJIHEHUETO Ha KOUTO rapaHTHpa KaueCTBOTO U 0€30M1aCHOCTTA HA OCUTYPEHHUTE OpraHy;

39.1.3. HanMuKe Ha He TI0-MAaJIKO OT 5 JIeKapH C MPU3HATA CIEIUATHOCT KapJUOXHPYPTHs,
KOUTO pabOTSAT MO0 OCHOBHO TPYJOBO MIPABOOTHOIICHHE B KIIMHUKATA M0 KapIUOXUPYPTHs;

39.1.4. Bceku enuH oT Jekapurte 1o T. 39.1.3 ¢ yyacTBa B OCHIIECTBIBAHETO HA HE TI0-
Maiko oT 120 cbpaednu omnepaiuu npe3 NpeaxoaHaTa KaleHJapHa TOuHa,

39.1.5. pelicTBamy pabOTHU Tpaduid, YTBBPJACHH OT PBKOBOIHUTENS HA JIEUeOHOTO
3aBeneHue, 3a ¢popMupaHe Ha 4 CaMOCTOSTETHU €KUIa Ha JIEHOHOIIHO Pa3MOJIOKEHUE, KOUTO
BKJFOUBar Jekap 1o 1. 39.1.4 u 39.1.6, mepdy3noHHCT U [BE ONEPAIIIOHHH CECTPH,

39.1.6. B chcTaBa Ha 1e4eOHOTO 3aBEICHHE MMa KITMHUKA 110 KapIUOJIOTHS C HE TT0- MaJIKO
oT 5 niexapu ¢ mpu3HaTa CIEMUATHOCT 110 KapAHOJIOTHSI U ITPU3HATa KBATH(DHUKAIS 110 MHBA3UBHA
KapAHOJOTUsl, KOUTO pPAa0OTAT TO OCHOBHO TPYAOBO IPAaBOOTHOIIEHUE B KIWHUKATa IO
KapHOJIOTHS,

39.1.7. Bceku equH ot jekapute mo T. 39.1.6 e yuacTBai B OCHILECTBSIBAHETO HA HE MO-
Maiiko oT 150 WHBa3MBHM MPOIIETYPH TIPe3 MPEIXO0IHATA KATICHIapHA TOJIUHA,

39.1.8. cexTop MO MHTEPBEHIIMOHAIHA KapAMOJIOT S, pa3nojarail ¢ He o-MajKo OT JBa
KapAMOJOTUYHH aHTHOTpa)CKH arapara;

39.1.9. B chcraBa Ha JIe4eOHOTO 3aBEACHHE HMMa KIMHHMKA II0 AHECTE3HOJOTHS H
WHTEH3WBHO JICYCHHE, ChC CEKTOP 32 TPAHCIUIAHTHPAHU MAIlMCHTH, Pa3rojarail ¢ He T0-MaJKo OT
JIBE JIeTJIa ¥ HeoOXOoAnMara anaparypa,

39.1.10. meyeOHOTO 3aBeleHWE WMa CTPYKTYPH 3a IapakjIMHWYHA JIMarHOCTHKA,
BKJIFOUUTETHO 10 MHUKPOOUOJIOTHSI, XUCTOMATONIOTHS, UMYHOJIOTUS M KIWHUYHA JIabopaTopwus,
KOUTO (DYHKIIMOHHUPAT Ha JICHOHOIICH rpadyK WK UMa CKIFOYCHH JJOTOBOPH C TaKHBA.
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39.2. 3a B3emMaHe Ha 4epeH JIpo0, MaHKpeac U ThHKH YepBa!

39.2.1. B cbcTaBa Ha JI€4€OHOTO 3aBEJCHUE MMa CTPYKTYpa 10 KIBYHO-YEPHOAPOOHA U
MaHKpeacHa XUpyprus,

39.2.2. (u3m. - JIB, 6p. 66 ot 2012 r., B cuita ot 28.08.2012 r.) Hamu4ne Ha HE MO-MAJIKO
OT JIB€ 00OpYy/IBaHU OTIEPAIIMOHHU 3aJIH 32 KJIBUHO-YEPHOAPOOHA U TAHKPEaCHA XUPYPTHUS, KOUTO
ca MPOCKTUPAHH, U3TPAJICHH, TOIbPKAHA M €KCIUIOATHPAHU B ChOTBETCTBHE C M3MCKBAHUATA HA
MEIUIIMHCKUTE CTaHAAPTH MO XUPYPTHUS, HEBPOXUPYPTHS, TPHIHA XUPYPTHUs, KapIUOXUPYPTrHs,
ChJIOBA XHPYPIHs, IETCKAa XHPYPIHsl, ILIAaCTHYHO-BB3CTAHOBUTEIHA WM €CTCTHYHA XHPYPIHs,
JUIEBO-YEIIFOCTHA XUPYPIrHsl, H3MBJIHEHUETO HA KOUTO TapaHTHpa KauyecTBOTO M 0e30MacHOCTTa
Ha OCUTYPCHHUTE OpraHy;

39.2.3. (u3m. - JIB, 6p. 65 ot 2007 r.) HanMuYKe HA HE MO-MAJIKO OT 5 JIeKapH ¢ MpHU3HaTa
CHCIMATHOCT [0 XUPYPrUs U CTaX ClIe] Npu00MBaHe Ha CIICIMATHOCTTA MOBEYE OT 5 TOIUHH,
KOUTO pabOTST MO OCHOBHO TPYJOBO MIPABOOTHOIICHUE B KIIMHUKATA 110 XUPYPTHS;

39.2.4. Bceku enuH OT Jekapute mo T. 39.2.3 e yyacTBal B OCHILECTBABAHETO HA HE TIO-
Manko oT 10 dYepHOIPOOHM pE3eKIUM WJIM WHTEPBEHIIMU BBPXY CKCTpaxenaTalHU >KIbUYHU
II'BTHINA, a0JOMHHAIHU ChIOBE MJIU MIAHKPEAac Ipe3 MpeaX0HaTa KaJeHaapHa rojInHa,;

39.2.5. nanmume Ha neiictBamm paboTHH Tpaduiy, YTBBPACHH OT PHKOBOIUTENS Ha
Je4eOHOTO 3aBeicHWe, 3a (OpMHpaHe Ha JiBa CAMOCTOSTCIIHM €KHIIA Ha JICHOHOIIHO
Pa3MoIOKEHHUE, KOUTO Ja BKJIFOYBAT JieKap 1o T. 39.2.3, aCHCTEHT | JIBE ONEPaIlOHHU CECTPH,

39.2.6. B chcTaBa Ha Je4eOHOTO 3aBElIEHME HMMa CTPYKTypa IO aHECTE3HOJOTUS U
WHTEH3WBHO JICYCHHE, ChC CEKTOP 32 TPAHCIUIAHTHPAHU MAIMCHTH, Pa3rojarail ¢ He T0-MaJKo OT
2 neryia ¥ HeoOXoMMaTa anaparypa,

39.2.7. B chcTaBa Ha Je4eOHOTO 3aBEACHHWE HMa CTPYKTYpPH 3a MapakIMHUYHA
JMAarHOCTHKA, (DYHKIIMOHHUPAIIX Ha ICHOHOIICH IpaduK.

39.3. 3a B3emane Ha ObOpeny:

39.3.1. B chCcTaBa Ha J1e4eOHOTO 3aBEJICHIE UMa KITMHUKA IO YPOJIOTHS;

39.3.2. (u3m. - [IB, Op. 66 ot 2012 r., B cuna ot 28.08.2012 r.) HanuuKe HA HE TTO-MAJKO
OT JBe OOOpYyIBaHU OMEPAIMOHHU 3all 3a YPOJOTUYHH ONEpallid, KOUTO ca MPOCKTHPAHH,
W3TPaJICHH, TIOJIbPKAHN U €KCIUIOATHPAHU B CHOTBETCTBUE C U3MCKBAHMITA HA MEIUITUHCKUTE
CTaHJapTH N0 XUPYPTHsl, HEBPOXUPYPTHUs, TPBIHA XUPYPTHSsl, KAPAHUOXUPYPTHUS, ChIOBA XUPYPTHS,
JETCKa XUPYpPrusi, IIACTHYHO-BH3CTAHOBUTEIIHA M ECTCTHYHA XHUPYPTHUs, JIUIIEBO-UEITIOCTHA
XUPYpPrusi, ypojorus, M3MbIHEHHETO Ha KOUTO TapaHTHpa KauyecTBOTO M 0O€30MacHOCTTa Ha
OCHTYpPEHUTE OpraHH,

39.3.3. HaMuyMe Ha HEe TO-MaJKO OT S JIeKapu C MPU3HATa CIEUATHOCT M0 YPOJIOTHS U
CTaX Clie]] MPUJI00MBaHe Ha CIICIMATHOCTTA MMOBEYE OT 5 TOAMHY, Ha3HAYCHH C OCHOBEH TPY/IOB
JIOTOBOP B KJIMHHUKATA 1O YPOJIOTHS,

39.3.4. Bceku enuH OT Jekapute 1o T. 39.3.3 € yuacTBaJI B OCHIIECTBIBAHETO HA HE TI0-
Masiko oT 70 6BOpeuyHH omepanuu, B T. 4. HEPPEKTOMHM C TpaHC-TIEPUTOHEANIEH JIOCTHII, Mpe3
MpeIXoTHaTa KaJIeHJapHa TOINHA;

39.3.5. nanuume Ha aeiicTBamy paboOTHU Trpaduild, YTBBPAECHH OT PHKOBOAMTENS Ha
Je4e0HOTO 3aBe/IcHHe, 3a (hopMHpaHe Ha 3 CAMOCTOSTETHH €KHITa Ha JICHOHOITHO Pa3IoJIoKEeHHE,
KOUTO JIa BKITIOYBAT Jiekap 1o T. 39.3.3, aCHCTEHT U JIBE OMEPAI[MOHHU CECTPH;

39.3.6. B chcTaBa Ha JIe4eOHOTO 3aBeIeHUE HMa KIIMHUKA TT0 HE(POJIOTHS C HE TTO-MAJIKO
oT 5 nekapu ¢ npu3HaTa CrenuaIHoCT o HedpoIorus,

39.3.7. B cbcTaBa Ha JIEYEOHOTO 3aBEIEHHE WMa KIMHUKA I10 AHECTE3UOJOTHS U
WHTEH3WBHO JIEYCHHE, ChC CEKTOP 32 TPAHCIUIAHTHUPAHU MAIMEeHTH, Pa3nojarai ¢ He T0-MaJlKo OT
JIBE JIeTJIa ¥ HeOOXOAMMaTa anaparypa;
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39.3.8. B chcraBa Ha Je4eOHOTO 3aBEACHHE HMa CTPYKTYpH 3a MapakIMHUYHA
JMArHOCTHKA, BKIIFOUUTEIHO [0 MHUKPOOUOJIOTHS, XUCTOMATOJNOTHS, UMYHOJIOTHS U KIMHUYHA
naboparopusi, QyHKIIMOHHPAIIHM HA JICHOHOIIICH TpaduK.

40. [Ipucaxxnane Ha OpraHM MOKE Jla C€ U3BBPIIBA OT EKUIIM HA JIeYeOHU 3aBEACHMUS,
KOUTO OTroBapAT Ha Kputepuute no T. 38 u 39.

41. Ilpu u3BbpIIBaHE HA MYJITHOPraHHA €KCIUIAHTAllMs Y4acTBAaT HE MO-MAaJKO OT JIBa
MEIHUIIMHCKH €KUTIa, KOUTO OTrOBapsT HAa M3UCKBaHUATA 110 T. 39.

42. Ilpu MmynTHOpraHHa eKCIIaHTalus € He0OXOMMO Ja ce ChOIIoaBa CISAHUST pell 3a
MOCIIEIOBAaTETHA EKCIUIAHTAIUS HA OPraHUTE:

42.1. mbpBO Ce eKCILIAHTUPAT OEUAT Ap0o0 U ChpIeTO (OCBEH KOIraTo ce B3eMa uepeH Apod
(split), vactu oT KO¥TO 1Ie OBJAT MPUCAICHN HA ITOBEYUE OT CIUH PEIMITUCHT, B TE3U CIy4aH, ClIe/I
MpEIeHKa, MOKE Jla Ce MPUCTHIN MMbPBO KbM B3eMaHe Ha YepHHS APOD);

42.2. HENOCPEACTBEHO ClieJ TOBa CE€ NMPHUCTHIIBA KbM B3eMaHE Ha MMOJICKANIUTE Ha
TPaHCIIAHTAIINS HHTPAIICPUTOHEATHU KOPEMHH opranu (depeH Apo0, maHKpeac, ThHKO Y€pBO);

42 3. excrma"Tupar ce 0p0penure;

42.4. nmpucThIIBa c€ KbM B3€MaHE Ha ThKaHHU, BKIIOYUTEIHO M TaKHBa, HEOOXOJUMH 3a
MIPOBEKIAHE HA U3CIIC/IBAHMSI.

43. KoHcepBanusTa Ha OpraHUTE C€ OCHILECTBSABA C PA3TBOPH, KOUTO Cca MpeAHA3HAYCHU
3a IenTa, NMPH Cla3BaHe Ha BCUYKH WM3WUCKBAHHUS 32 TOMAHOCT M MEIUIWHCKH WHIUKAIUH,
MOHHUTOPHpAHE Ha TEMIIEpaTypaTa Ha OpraHUTe U OKOJIHATA CPE/ia Ciie]l B3EMaHEeTO U M0 BpeMe Ha
ChXPaHCHHUETO, KaKTO M CTPUKTHO CIIa3BaHE HA M3WUCKBAHMSATA 32 TOIIO M CTYJACHO MCXCMHYHO
BpEMe.

44. (u3m. - /1B, Op. 66 ot 2012 1., B cuna ot 28.08.2012 r.) OniakoBaHETO U ETUKETHPAHETO
Ha B3€TUTE OPraHu C€ M3BBPIIBA NPU Cla3BaHE HAa U3UCKBAHMATA 32 aCENTHKA, aHTHCENTHKA U
0€30IMacHOCT, KaKTO U CHOJII0/IaBaHe HA TPOIICAYPUTE 32 UACHTH(DHUIIMPAHETO U TIPOCIICASIBAHETO
UM.

45. ETuKeThT Ha B3€TUTE OpraHu TpsiOBa /1a ChabpIKa:

45.1. yHuKaneH uaeHTU(PUKAIMOHEH HOMEp Ha JIOHOPAa,

45.2. MsICTO Ha B3€MaHETO;

45.3. nata 1 yac Ha B3EMAHETO,

45.4. Bpeme Ha 3amouBaHe Ha Mepy3usiTa U €KCIUIAHTALIUSITa Ha ChOTBETHHUS OPTaH;

45.5. TOYHO HaMMEHOBaHHUE Ha OpraHa.

46. JlokyMeHTanusITa, KOSATO MPUAPYKABA OPTaHHUTE, CIICBA A ChIAbpXKA:

46.1. yHukaneH uaeHTU(PUKAIMOHEH HOMEp Ha JIOHOPA,

46.2. komue OT IsTaTa MEAUIIMHCKATa JOKYMEHTAIUS Ha JIOHOPA,

46.3. BUJ ¥ KOTMYECTBO Ha M3MOJI3BaHUS KOHCEPBAIIMOHEH Pa3TBOp;

46.4. BpeMe Ha 3amoyBaHe nepy3usTa U eKCIUTAHTAIHATA,

46.5. TpuTe UWMEHa, CHeNHaTHOCTTa u TenedoH 3a Bpb3Ka HA MEAMIIMHCKHUTE
CTCIIMAIMCTH, YIaCTBAIN B CKCIUTAHTAIINATA U OOCITY’)KBAaHETO Ha JIOHOPA.

47. TpancmopTHpaHETO Ha B3ETUTE OPTaHU CE€ U3BBHPINBA 32 BH3MOKHO Half-KPaTKO BpeMe
TIPH CIIa3BaHE HA M3MCKBAHUATA 3a TIXHOTO Ka4eCTBO U 0€30ITaCHOCT.

48. TpaHCTIOPTHPAHETO HA TPYITHH JOHOPH C€ U3BBPIIIBA 32 BB3MOXKHO Ha-KpaTKO BpeEMe,
MIpH clia3BaHe Ha W3MCKBaHUsATa 1o T. 14 u 15.

49. (nom. - JIB, Op. 66 ot 2012 r., B cuita ot 28.08.2012 r.) JIeueOHuTE 3aBEACHUS, KOUTO
W3BBPIIBAT TPAHCIDIAHTAIMS Ha OpraHW, TPsOBa J1a MMAT CTAHJIAPTHHU OIEPATHBHH TPOIEAYPH
(COII), yrBbpeHu OT nupekTopa Ha V3MbIHUTEIHATA areHIUs 110 TPAHCIUTAHTAIIMSI, 33 OLICHKA U
rapaHTUpaHe Ha Ka4eCTBOTO Ha BCHUKH TPAHCIUIAHTAI[MOHHHU JCHHOCTH, KAKTO M OCUTYpPSIBaHE HA
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CBOCBPEMEHHO TIpeqaBaHe Ha WH(GOpMANUATa OTHOCHO XapakTepHU3MpaHEe Ha OPraHUTe H
JIOHOPUTE.

50. ITpu moxOopa 1 MOArOTOBKATA HA MOTCHIIMATHUTE PEIUITUCHTH JICYCOHUTE 3aBEICHUS
OCBILECTBAT BCUYKHU M3CIICIBAHUS ChIIIACHO U3UCKBAHUITA HA TO3U CTaHAAPT.

51. Ucropusta Ha 3a00NsIBAHETO HA pEUHUIIMEHTa TpsOBa Ja ChIbpkKa MOApoOHA
uHpOpMaIHA 33 MPEATPAHCILIAHTAIMOHHUS TIEPUOJ], TAaHHHU 32 BCUYKH MPOBEICHU MEIMIIUMHCKU
U3CIeBaHMs, MOAPOOHO OMHMCAaHUE Ha MpOLEAypaTa MO MPHCAXAaHE, JaHHH 32 CTYACHOTO U
TOILIOTO UCXEMUYHO BpEMe Ha MPHUCAICHUTE OPTaHy, TUMA Ha repdy3usTa u BUja Ha pa3TBOPUTE,
aHAJIM3 HAa CHCTOSIHMETO HAa OPTaHUTE HEMOCPEICTBEHO MPEIN TPAHCIUIAHTAIUATA W JaHHU 3a
CIICATPAHCIUIAHTAIIIOHHHUSI TIEPHO/I.

(m3m. - JIB, Op. 66 or 2012 r., B cuiaa or 28.08.2012 r.) Bsemane, mpucaxmane,
excriepTusa, 00padboTka, mpepaboTKa, OlakoBaHe, €TUKETHPAHE, ChXPaHEHUE U TPAHCIIOPTUPAHE
Ha OpPraHu, ThKaHW U KJICTKH.

52. (mom. - IB, 6p. 65 ot 2007 r., u3m. - JIB, 6p. 66 ot 2012 r., B cuna ot 28.08.2012 r.)
B3emanero, mpucaxmaHeTo, ekcrepTusara, o0paboTkara, mpepadoTKaTa, OINAKOBAHETO,
€TUKETUPAHETO, CHXPAHEHHETO, MPEAOCTaBSIHETO W TPAHCHOPTUPAHETO HAa OpPraHH, THKaHU H
KJIETKH CE U3BBPIIBA OT JICYCOHU 3aBeICHUS 32 OOJIHUYHA TTOMOIII, TIOTYYHIIA pa3pelieHue 1Mo peaa
Ha wi. 48, an. 1 ot 3akoHa 3a JeueOHUTE 3aBEJICHUS, B KOETO U3PUYHO €A MIOCOUEHHU JIEHHOCTUTE
M0 TpaHCIUIAHTAIMsI, KOUTO JIEYeOHOTO 3aBeJcHHE HMa TIpaBO Ja H3BBpIIBA. B3emawne,
npHcaxIaHe, ekcrnepTusa, oOpaboTka, mpepaboTka, OMakoBaHE, €TUKETHpaHE, ChbXpaHEHUE U
MPEIOCTaBsIHE HAa THKAHU W KICTKUA CE M3BBPIIBA OT JICYCOHM 3aBEJACHHS 3a M3BHHOOIHUYIHA
MOMOII], perucTpupanu no peaa Ha 4i. 40, an. 3 or 3akoHa 3a JeueOHHUTE 3aBEJCHUS, B KOETO
W3PUYHO Ca MMOCOYCHH JICWHOCTHTE 110 TPAHCIIAHTAIINS, KOUTO JICYCOHOTO 3aBEICHUE UMa MPABO
Jla U3BBPINBA, KAKTO U OT ThKaHHU OaHKU. JIeWHOCTHTE MO B3eMaHe, MpHUCaXJAaHe, eKCIepTH3a,
o0paboTka, mpepabOTKa, OMAKOBaHE, €TUKETUpaHE, ChbXpaHEHHWE W TPEAOCTaBsSHE Ha OpraHH,
THKAaHU M KIETKW MOTAT JIa C€ U3BBPIIBAT U B JIeUeOHUTE 3aBEACHHS] KbM MHUHHUCTEPCKUS CHBET,
MuHucTepcTBOTO Ha 0TOpaHaTa, MUHUCTEPCTBOTO Ha BHTPEIIHUTE pabOTH 1 MUHHUCTEPCTBOTO HA
TpaHcropTa. JleueOHUTE 3aBefeHUs TPsAOBAa Ja pasmoyiaraT C HM3TOTBEHU OT TAX JEHCTBAIU
crangaptHu omepatuBHu mnporeaypu (COII), kouTo moapoOHO OMUCBAT BCHYKH JACHHOCTH,
CBBp3aHM C B3eMaHe, MpHCAXKIaHe, eKclepTu3a, o0padoTka, MpepadoTKa, OMaKOBaHe,
STUKETUPAHEe, CHhXPAHCHHE, MPEIOCTAaBSIHE W TPAHCIIOPTUpPAHE HAa OpraHW, THKAHW U KIICTKH.
CraHgapTHUTE ONEPATUBHU TPOIEAYpU TOJJIe)KAT HA YTBBPKIAaBaHE OT M3MBJIHUTEITHUS
TUPEKTOp Ha VI3NBIHUTENHATA arcHIMsS 10 TPAHCIUIAHTANMS TPEAd H3JaBaHETO Ha
paspereHre/y0CTOBEpEHHe 3a OChIIeCTBIBaHe Ha JeiHocT. CTaHIapTHUTE ONEpPaTHBHH
MpoIIeAypH TPsIOBa J1a BKJIFOYBAT:

52.1. upentudukanys Ha JOHOPA;

52.2. moipoOHM TaHHU 3a CHIIIACHETO HA JJOHOPA MJIM HETOBOTO CEMEHCTRO;

52.3. olleHKa Ha KPUTEPUUTE 3a TIOI00P HA TOHOPA;

52.4. orieHKa Ha 33TLJDKUTEITHATE JTA00PATOPHU M3CIICIBAHUS 32 IOHOPA;

52.5. (mom. - IB, 6p. 65 ot 2007 r., u3m. - JIB, 6p. 66 ot 2012 r., B cua ot 28.08.2012
r.) TIPOLICAYPH 3a OCUTypsiBaHE, B3e€MaHe, MpHUCaXJaHe, eKCIepTu3a, o0paboTka, mpepaboTka,
OIIaKOBaHEe, ETUKETUPAHE, ChXpaHEHHE, MPEAOCTaBsIHE U TPAHCIIOPTUPAHE HA OpraHH, ThKaHU U
KIIETKA B CHOTBETCTBHE C M3MCKBAaHUATAa HA HOPMATHBHATA ypea0a; MPOIEIypH 3a JOCTABSHE B
ne4eOHOTO 3aBeJCHHE IMPU AUPEKTHO paslpelesiHe Ha OpPraHuTe, ThKAaHUTE U KIETKUTE M0
MEIMIIMHCKHUS €KHIT, OTTOBOPEH 3a TSAXHOTO INpHWJIAraHe, W B CIydauTe Ha OpraHHW, ThKaHHU U
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KJIETHYHU NIPOOH - 10 JaboparopusiTa 3a U3CIe/IBaHE,;

52.6. (uoBa - JIB, 6p. 66 ot 2012 r., B cuia ot 28.08.2012 r.) onmcanue OT JUIETO 1O YII.
15r, an. 1 3TOTK Ha BcHYKM JAEMHOCTH IO XapaKTepU3upaHE Ha JOHOPA, BKIIOUYUTEITHO
KpUTepuuTe 3a Moa00p U ekcrieptuzamo T. 6 - 10.5.3.1 u T. 20 - 24.4, coabpikaiy ce B MEIUIIMHCKA
JOKYMEHTAITHs, KOSITO € Hepa3/IeIHa 9acT OT JOKYMEHTAIMATa, ChITFTCTBAIIA JJOHOPA U OpraHa 3a
TpaHCIUIaHTAIVS;

52.7. (noBa - JIB, Op. 66 ot 2012 r., B criia ot 28.08.2012 r.) mpoBepka Ha 3aBbPILBAHETO
Ha XapaKTepU3MPaHEeTO Ha OpraHa U JIOHOpA 32 ChOTBETCTBUETO HAa OCBHIIECTBEHUTE JIEHHOCTHU I10
T. 52.6, m3BBpIIeHA OT JnieTo mo 4wi. 15r, an. 1 3TOTK;

52.8. (moBa - /IB, Op. 66 or 2012 r., B cuma ot 28.08.2012 r.) ocurypsiBane Ha
MPOCIEIIEMOCTTa Ha OPraHHUTe, THKAHUTE U KIETKUTE B CHOTBETCTBHE C HW3HMCKBAHUATA Ha
HOpMaTUBHAaTa ypenoa,

52.9. (noBa - /IB, 6p. 66 ot 2012 r., B criia ot 28.08.2012 r.) TouHO, OBP30 U AOKA3yeMO
JOKJIaJIBaHE HA CEPUO3HU MHUUICHTU WM HA CEPUO3HU HEXKEJIaHU PEaKlUd B ChOTBETCTBUE C
HOpMaTUBHaTa ypenoa,

52.10. (uwoBa - IB, 6p. 66 ot 2012 r., B cuta ot 28.08.2012 r.) ynpaBiieHHe Ha CEPUO3HU
WHITUACHTH U Ha CEPUO3HH HEXKEIAHU PEAKIIUN B ChOTBETCTBHE C HOpMaTUBHATA ypenoa,

52.11. (noBa - [IB, 6p. 66 ot 2012 r., B cuia ot 28.08.2012 r.) npotieaypH, OCUTypsIBAIIN
[[EJIOCTTa Ha OpraHa IO BpeMe Ha TPAHCIOPTUPAHETO My, M TOIXOJSAIIOTO BpeMe 3a
TPaHCIOPTHPAHE 32 BCEKU BUJI OPTaH.

53. JIeueOHMTE 3aBeICHUS, KOUTO U3BBPIIBAT ICHHOCTH 110 T. 52, cJie[Ba Ja pas3rnojarat
C MOAXO/IA1a MaTepraiHa 6a3a 3a OCBIIECTBSIBAHUTE OT TSIX AEHHOCTH, KOSITO OTTOBaps HA BCUYKU
W3WCKBAaHUS W OCUTYpsiBA BCHYKHM HEOOXOJUMH YCJIOBHS 32 CTEPHJIHOCT, BKJIIOYHTEIHO 3a
MpeI0oTBpaTsABaHE HA OaKTepuaTHa UM BUPYCHA KOHTAMUHAIHS.

53.1. Koraro u3BbpIIBaHETO HA JEHHOCTH BKJIIOYBA 00pabOTBaHE HA THKAHU M KIIETKU
MIPH M3J1araHeTO UM Ha BB3/ICHCTBUETO Ha OKOJHATa Cpejia, ToBa TPsOBa Ja ce M3BBPILBA B cpefa
C OTpEJeNIeHO KAaueCTBO M YHCTOTa Ha BB3JyXa C IEJI CBEXKJAaHE JO MUHUMYM Ha PHCKa OT
3apa3sBaHe, B TOBa YKCJIO Mpe/laBaHe Ha 3apa3a OT e€[Ha ThKaH Ha Apyra. EQeKkTUBHOCTTA Ha Te3U
MEpPKH TOJICKH Ha YTBBPXKIAABAHE OT M3MBJIHUTEIHHS Aupekrop Ha AT mpenn w3gaBane Ha
paspelieHne/y10CTOBEpeHre 3a JCWHOCT M Ha TOCTOSIHEH KOHTPOJ OT CIYXKHTEId Ha
W3mpaHUTETHATA areHITHS 110 TPAHCIUTAHTAITUS.

53.2. MeauuHCKUTe U3IeNHsl, M3I0JI3BaHH MTPH OCHIIECTBsIBAHE HA IEHHOCTHUTE 110 T. 53,
TpsOBa aa npurexaBar CE mapka. O0opyaBaHeTO, KOSTO C€ M3IOJI3Ba MPU OCHIIECTBIBAHE HA
neitHocTuTe, TpsOBa /1a OTrOBapsl HAa M3MCKBAHUATA HA HOPMATUBHATA ypenoa.

53.2.1. (uoBa - /IB, 6p. 65 ot 2007 r., mom. - /IB, 6p. 66 ot 2012 r., B cuta ot 28.08.2012
r.) Benuky 4ieHOBe Ha TMepcoHalia, W3BBPIIBAI JACHHOCTH 1O B3eMaHEe HA OpraHH, ThKaHU W
KJIETKH, TpsAOBa Aa ObaaT o0yueHu Aa paboTAT ¢ MEJUILIMHCKUTE U3AENUs U 000pYyIBaHETO.

53.3. (uoBa - /IB, 6p. 65 ot 2007 r., nom. - JIB, 6p. 66 ot 2012 r., B cuia ot 28.08.2012
r.) JleueOHMTE 3aBeIeHUs, KOUTO MMAT HAMEPEHHUE JIa CKITIOYBAT JOTOBOPH 3a ChbBMECTHA IEHHOCT
M0 TPaHCIUIAHTAIMS HAa OpPTaHH, ThKAaHW WU KJIETKH, TPsOBa Ja OIEHAT MPEABAPUTEIHO U 1A
HampaBaT Noa0Op Ha Jpyrara CTpaHa OTHOCHO CIOCOOHOCTTAa M Jia Cla3Ba M3WCKBAaHUATA Ha
3TOTK 1 HOpMaTUBHUTE aKTOBE 10 IPUTIATAHETO MY.

53.4. (uoBa - /IB, 6p. 65 ot 2007 r.) B ckitoYeHUTE JOrOBOPH 32 ChBMECTHA JICHHOCT 110
yi1. 15a 3TOTK Tps6Ba ga ce oTpa3aT OTTOBOPHOCTUTE HA CTPAHHUTE U TOAPOOHOCTUTE IO
CHBMECTHO M3BBHPIIBAHE HA TPOISAYPUTE IO TPAHCILIAHTALIHS.

53.5. (noBa - /1B, Op. 65 ot 2007 r.) IIpu mpekparsBaHe Ha AEHHOCTTa CH Je4eOHHUTE
3aBeJICHUs, KOUTO PabOTAT ¢ ThKAHMW M KIETKH, Ca JUTHKHHU JIa CKJIFOYBAT JIOTOBOPH, KOHWTO Jia
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rapaHTUpaT, 4€ ThKaHUTE U KICTKUTE, ChXPaHIBaHU OT TsX, IIe ObAAT MPEIOCTaBCHH HA JIeUeOHU
3aBeICHUS, KOUTO OTroBapsAT Ha u3uckpanusaTa Ha wi.13 3TOTK.

53.6. (noBa - J/IB, Op. 25 ot 2017 r., B cuna ot 29.04.2017 r.) [Ipu BHOC Ha ThKaHU U
KJIETKU JIeUeOHUTE 3aBEACHUS CKIIFOUBAT JOTOBOPH C JIOCTABUUIIM OT TPETH IbP>KaBU MO CMUCHIA
Ha § 1, T. 2 o Hapen6a Ne 4 ot 2007 1. 3a yclioBusATa U pela 3a U3BBPIIBAHE HA MHCIICKIIMHA Ha
JecueOHUTE 3aBeieHuUs OT M3mbanuTenHaTa areHnus no tpanciadranus (JIB, 6p. 19 or 2007 r.).

53.6.1. JloroBopwuTe 110 T. 53.6 ce CKIII0YBaT, KOraTo ISHHOCTHUTE I10 JapsBaHe, TOCTABSHE,
KOHTpOJ, pepadoTBaHe, ChXpaHsBaHE UM W3HOC Ha ThKAaHU U KIIETKU 3a EBponeiickus cbhio3 He
Ce U3BBPIIBAT B IbPKABU - WICHKU HAa EBPONEHCKUS CBIO3.

53.6.2. B noroBopute mo T. 53.6 ce onpeaensir:

53.6.2.1. U3KUCKBaHMATA 3a KA4eCTBO M O€30MIACHOCT HAa BHACIHUTE THKAHH M KIIETKH,
kouto TpsioBa na croTBeTcTBAT HAa 3TOTK M HOpMAaTHBHUTE aKTOBE 10 MPHJIATAHETO MY,

53.6.2.2. mpenoctaBsaHeTo Ha MHGOPMAaLKs 32 HAYWHA Ha paboTa Ha U3BBPILIBAIIOTO BHOC
nedyeOHO 3aBefieHHe, KoeTo TpsioBa aa cpboTBeTcTBaT Ha 3TOTK M HOpMaTHBHUTE akTOBE IO
MPUIIATaHETO MY;

53.6.2.3. ycnoBuATa Ha TPAHCIIOPTUPAHE HA THKAHUTE U KIJIETKUTE,

53.6.2.4. mpaBara W 3aqbIDKCHHUATA HA CTPAHHWTE, KOUTO TapaHTUPAT, Y€ BHECCHUTE
THKAaHU U KJIETKU OTTOBApPAT HA M3MCKBaHHATA 3a KauecTBO M Oe3omacHocT chriacHo 3TOTK u
HOPMATUBHUTE aKTOBE I10 TPUJIAraHETO MY;

53.6.2.5. 3aabJDKEHUS Ha JJOCTaBYMKA OT TPETaTa JbprKaBa.

53.6.2.5.1. ma mpenocTaBs Ha W3BHPIIBAIIOTO BHOC JIe4eOHO 3aBeAcHHE HH(DOpMAIUs
OTHOCHO CIa3BaHETO Ha M3MCKBaHUATA 3a BHOC chriacHo Hapenda Ne 8 ot 2014 r. 3a ycnoBusita u
pena 3a BHOC, M3HOC ¥ 0OMEH Ha opraHu, Thkauu u kietku (B, 6p. 41 ot 2014 1.);

53.6.2.5.2. na yBemoMsBa HU3BBPIIBAIIOTO BHOC JIe4eOHO 3aBEACHHE 3a BCHUYKHU
MpearnojgaraeMyi WIH JEHCTBUTEIHN CEPHO3HM HEKENaHW PEaKUWU MM CEPHO3HM WHIMICHTH,
KOUTO MOTAT Jia MOBJIHIAT Ha KAYeCTBOTO M 0€30MacCHOCTTa Ha ThKaHUTE U KIETKUTE;

53.6.2.5.3. na opraHusupa u OTroBapsi 3a BOJACHETO U ChXpaHsIBAHETO Ha MHPOPMALIUS 32
JIOHOPUTE Ha BHECEHUTE ThKaHM U KJIEeTKH 3a cpok oT 30 rogunu ceriacHo Hapenoa Ne 22 ot 2007
T. 32 YCIIOBHATA M pefla 3a PETUCTPUpAaHE M OTYHTAHE HA JEHHOCTHUTE 1O EKCIepTH3a, B3EMaHe,
npucaxaane, 00paboTka, mpepaboTKa, ChXpaHsIBaHE U €TUKETHUPAaHE HA OPTaHU, ThKAaHU U KIETKU
Y 32 U3TOTBSIHE Ha ©KETrOJIHU OTYETH OT JeueOHuTe 3aBeaenus (B, op. 39 ot 2007 r.);

53.6.2.5.4. na rapaHTHpa NpOCIETUMOCT Ha MH(OpMalLUsATa Ha BHECEHUTE ThKAHU U
KIIETKH CJIe]l IPeKpaTsBaHe Ha JeHHOCTTA CH;

53.6.2.5.5. na mpenocTaBsi MpU MOUCKBAaHE CTaHIAAPTHUTE ONEPATHBHU HPOLEIYpH 3a
paboTa, CBbpP3aHH C KAYECTBOTO M OE30MaCHOCTTa HAa BHECEHUTE ThKaHU U KIIETKH,

53.6.2.5.6. na ocurypsiBa JOCTbIl Ha KOMIIETEHTHUTE OpraHM 3a W3BBpPIIBAaHE Ha
WHCTIEKIIMH, BKJIIFOUMTEITHO M Ha MSICTO, 332 CpPOKA Ha JIOTOBOPA M JIBE TOJIMHU CJIE]] H3THYAHETO MY

53.6.2.5.7. na yBemoMsBa U3BBPIIBAIIOTO BHOC JIeYeOHO 3aBEACHHE 332 BCHUYKHU
CBIIIECTBEHHU MTPOMEHH B CBOSITA ICHHOCT (KATO ITBJIHO WIIK YaCTHYHO OTTETJISIHE HA MPABOTO MY J1a
M3BBPIIIBA U3HOC HA ThKAHU U KJIETKU WM IPYTH TPOMEHHU 110 MHUIIMATHBA Ha KOMIIETEHTEH OpraH
Ha CHOTBETHATa TpeTa IbpXKaBa, CBBbP3aHW C HapyllaBaHE HAa W3WCKBAHUATA 32 KAUeCTBO M
0€30MMacHOCT Ha THKAaHUTE U KJIETKUTE, KOUTO Ca BHECEHH WJIM Iie ObJaT BHeceHU B PemyOnnka
bwirapus);

53.7. (uoBa - JIB, 0Op. 25 or 2017 r., B cuna ot 29.04.2017 r.) noroBopure 1o T. 53.6 ce
M3MEHST MMMCMEHO TIPH MPOMSIHA B U3UCKBAHUATA 32 KauecTBO U Oe3omacHoCT chriacHo 3TOTK u
HOPMATUBHUTE aKTOBE I10 MPUJIATaHETO MY;

53.8. (noBa - /1B, 6p. 25 ot 2017 r., B cuiia ot 29.04.2017 r.) kbM goroBopure 1o T. 53.6
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Ce IpuJjiara CliMchK Ha CTaHJAPTHUTE OTIEPATUBHU MPOLIEAYpH 3a paboTa Ha JOCTABUHMKA OT TpETaTa
JbPrKaBa, CBbP3aHM C KAYECTBOTO U OE30IIaCHOCTTA HA BHECEHUTE ThKAaHU U KIICTKH.

54. (u3m. - JIB, Op. 66 ot 2012 1., B crita ot 28.08.2012 r.) B3emaHneTo Ha opraHu, ThKaHU
1 KJIETKH CE€ M3BBPIIIBA OT JICKAPH.

54.1. JleuebHOTO 3aBe/ieHUE TPsIOBA Jja MMa CKJIFOUEH TPYJOB JI0rOBOD € Jula 10 T. 94 u
YTBBPJICH €KeMeCceueH padoTeH rpaduk, B KOMTO T€ ca BKIIOYCHH.

54.2. (voBa - /IB, 6p. 99 ot 2014 1., B cuia ot 02.12.2014 r.) B3emaHeTo Ha KPBB OT ITBITHA
BPBB C€ M3BBPIIBA OT JeKapH, padOoTeNy Ha TPYJAOB JOTOBOP B JICUEOHOTO 3aBEACHHUE, B KOETO CE
W3BBPIIIBA B3EMAHETO, WK OT JIEKapH, paboTely Ha TPYIOB IOTOBOP B JIEUEOHOTO 3aBE/ICHUE, B
KOETO III€ C€ M3BBPIIBA ChbXPaHSIBAHETO.

54.3. (uoBa - JIB, 6p. 99 ot 2014 r., B cuia ot 02.12.2014 r.) JJomycka ce moadoop Ha
JIOHOPW Ha THKaHU M KJICTKM W B3eMaHE Ha ThKAaHM M KJIETKH JIa CE€ W3BBPIIBA OT JIEKapu I10
TPa)TaHCKO MPABOOTHOIICHHE ChC CHOTBETHOTO JIeYeOHO 3aBEACHHE.

54.4. (noBa - JIB, 6p. 99 ot 2014 r., B cuna ot 02.12.2014 r.) B cnyuaure mo 1. 54.3 B
JIOTOBOPHUTE C€ YPESKIAT MPOICAYPUTE ¥ KPUTEPUHUTE, KOUTO CIICBA JIa CE CIIa3BaT 110 OTHOIIICHUE
Ha ThKAaHHUTE U KJIICTKUTE, B CbOTBETCTBHUE C TO3HM CTaHAPT.

55. (mom. - /IB, 6p. 66 ot 2012 1., B crita ot 28.08.2012 r.) B3emanero Ha opraiu, ThKaHU
U KIJIETKA MOXKE JIa C€ OCBIIECTBSIBA CAMO KOTraTo T€ ca MpeJHa3HAYEeHM 3a JICYCHHE MO0 HAy4yHO
YTBBPJCHU MEIUITMHCKA METOIUKH C JOKa3aH IMOJOKHUTEICH JiedeOeH eeKT.

55.1. B3emanero TpsOBa aa ce U3BBPIIBA B MOAXOASAINIO 000PYIBaHU MOMEIICHUS MPU
Cra3BaHe HAa W3HWCKBaHUATA 3a CTEPHIHOCT, 3a HaMaJsBaHE HA OAKTEPHATHOTO WIHU JIPYTrO
3aMbpCSBaHE.

55.2. (u3m. - /IB, Op. 66 ot 2012 r., B cuita ot 28.08.2012 r.) M3mon3BaHuTe MEAUIIUMHCKA
M3JIeNMs 32 B3eMaHE Ha OpraHd, ThKaHW W KIETKH TPsOBa Ja OTroBapsT Ha M3UCKBAHUATA Ha
3aKoHa 3a MEAUIMHCKUTE U3CIIHA.

55.2.1. (woBa - JIB, 6p. 66 or 2012 r., B cuma ot 28.08.2012 r.) Crepunuszanusra u
ne3nH(eKIusITa Ha MEIUIIMHCKATE U3JISNIAS U armapaTypa ce U3BBPIIBAT ChITIACHO JCHCTBAIaTa
HOpMaTUBHA ypen0a, KOeTO TapaHTHpa TIXHOTO KayeCTBO.

55.3. (mom. - JIB, 6p. 66 ot 2012 r., B cuia ot 28.08.2012 r.) B3emanero Ha oprany,
THKaHU U KJIETKHU OT *KUBH JJOHOPHU TPsIOBa J1a ce U3BBPIIBA MPH CIIa3BaHE N3MCKBAHMITA 32 3allUTa
Ha 37[paBeTO M JIMIHHUTE IIPaBa HA JOHOPA.

55.4. Tlpouienypu 3a B3eMaHe Ha ThKaHU U KIIETKH.

55.4.1. Tlpoueaypute 3a B3eMaHe TpsiOBa 1a ObJAT MPUIOKUMH 3a BHUJIA HA JAPECHUTE
THKaHU/KIIETKH.

55.4.2. llponenypute 1Mo B3eMaHe TPsSOBa /a ca OPUEHTHPAHW KbM 3ala3BaHe Ha TE3U
XapaKTePUCTHKU HA THKAHUTE U KIETKUTE, KOUTO Ca 3aIBbJDKUTENHM 3a TAXHATA KIMHUYHA
yrnotpeda, U CHIIEBPEMEHHO Ja HAMaJsAT pHCKa OT OaKTepHAIHO WJIM BHPYCHO 3aMBPCSBaHE,
0COOEHO KOTaTO ThKAHUTE U KJIETKUTE HAMA Ja OBbAaT CTEPUITHU3UPAHH.

55.4.3. JIocTBITBT JI0 TOMENICHHSTA, B KOUTO CE H3BBHPINBA B3eMaHe Ha ThKaHU U KICTKH
OT TPYITHU JOHOPH, TpsAOBa aa Obae orpanuueH. TpsOBa ga Ob/e U3MOI3BAHO CTEPHIIHO (OO 3a
JIOKQJTHO TTOKPHBAHE HA MeCTaTa, KBJCTO Ce MpaBAT paspe3ute. [lepcoHaNbT, KOUTO M3BBPIIBA
B3EMaHeTO, TpsOBa Aa ObJe M3MUT, OOJIEYeH B CTEPUIIHH TNPECTUIIKH, CTEPWIHU PHKABHUIH,
MPEJIIa3HA MUIEMOBE M MACKH.

55.4.4. Cnen xaTo ThKaHUTE W KIETKUTE Ca U3BAJCHH OT TSUIOTO Ha TPYIEH JOHOP, TO
TpsiOBa na OBJ€ BBH3CTAHOBEHO HANMBJIHO, Taka Y€ Jaa ObJie BB3MOXKHO HaW-OIHM3KO /10
MI'bPBOHAYAITHUS CU AHATOMHUYEH BU].

55.4.5. Bcuuku cepro3HU HEXENIaHW ChOWTHS M WHIUJECHTH, MPOSBHIIN CE 110 BpeMe Ha

21



B3€MaHETO, TPsIOBa Aa ObJAT PETUCTPUPAHH, CHOOIABAHH U PA3TIIEKAaHU IIOBTOPHO.

55.4.6. TpsOBa na MMa MPOIEAYPH 3a Clla3BaHE HAa CTEPUIIHOCT 32 HAMAJIIBaHE Ha pUCKa
OT 3aMbPCSIBAaHE HA THKAHUTE U KJIIETKUTE OT MEPCOHAIA.

55.4.7. Tlpu B3emMaHe HAa THKAaHM W KJICTKH CE€ H3MOJ3BAT CTCPUIHU HHCTPYMEHTH H
yCTPOICTBA ¢ 100pPO Ka4eCTBO U PEJOBHO MOATbPIKAHU.

55.4.8. KoraTo ce m3Mmoi3BaT HHCTPYMEHTH 3a MHOTOKpaTHa yrmoTpebda, TpsOBa 1a uma
yTBBpJICHA MPOLEAYpa 32 OYUCTBAHE U CTEPHIIU3ALIHS.

55.4.9. Korato ¢ Bb3MOXXHO, TpsiOBa /1a ce u3noi3pat meaunuHcku u3aenus ¢ CE mapka.

55a. (noBa - /IB, 6p. 99 ot 2014 r., B cuiia ot 02.12.2014 r.) JIeueOHUTE 3aBEACHMUS, KOUTO
W3BBPIIBAT OIICHKA Ha IOHOPA, PEJOCTABAIT SICHA M pa3OupaeMa HHPOPMAIIUS 32 TIOTBBPICHUTE
pE3yNITaTH OT OLIEHKATa Ha JIOHOPa Ha ChOTBETHUTE JIUIA ChIiTacHo wi. 27, 28, 28a u 286 ot 3akoHa
3a 37IpaBeTo.

56. Bcuuku 4iieHOBE HA MMEPCOHANa, KOUTO U3BBPIIBAT ACHHOCTH IO B3eMaHe, TpsAOBa J1a
Obaat o0ydueHH Ja paboTAT C MPHIOKUMHUTE MEITUITUHCKH H3ICIHS.

57. Tlpucaxmane Ha THKaHW M KICTKH C€ HW3BBPIIBA, CJIEJ KATO HAa IOTCHIMATHUS
PCLMIIMEHT ca MPOBEJACHW BCHYKHA HEOOXOJUMH MEIUIIMHCKH W3CJICIBAHUS U ca My OOSICHCHHU
MPEIMMCTBATa, HEAOCTATHIIMTE W PHCKOBETE HA TPEACTOANIATa TPAHCIUIAHTANWS, KAKTO |
AITEPHATUBHHUTE BH3MOXXHOCTH 3 JICUCHHE.

58. Excriepru3aTa Ha THKaHM M KJICTKU IEIM yCTAaHOBSBAaHE KA4YEeCTBOTO HAa B3CTHUTE
ThKaHH U KJICTKH U U3KJIFOYBAaHE HA EBEHTYAJIHU 3a00JISIBaHUS, KOUTO OMXa MPEICTABISBAIN PUCK
3a peUINEHTA.

59. JleueOHuTe 3aBeACHUS, W3BBPIIBAIIM O00pabOTKa, NMpepadOTKa W ChbXPAaHCHHE Ha
THKAHU U KJICTKHU, H3BBPIIBAT 33BJDKUTEITHO SKCIIEPTH3a, KOSTO BKIIFOUYBA!

59.1. 3amo3HaBaHe ¢ MEIMITMHCKATA JJOKYMEHTAIIHS Ha JIOHOPA,;

59.2. mabopaTopHU TECTOBE 3a U3CIICABAHE KAUeCTBATa HAa B3ETUTE ThKAHU U KIICTKH,

59.3. uzcnenBanus 3a UMyHOJIOTUYHA TUIIM3AIINS, KOTaToO € He0OX0IMMO;

59.4. MUKPOOHOIOTUYHY H3CIICIBAHUS.

60. ITo mpeuieHka Ha JUIETO, OTTOBOPHO 3a EKCIEPTH3aTa, TS MOXKE Jla BKIIOYBA U
JOITBTHATEITHU H3CJICIBAHUS U IMPOIICTYPH.

61. TepkaHuTe U KIETKUTE ce 00paboTBaT, MpepadoTBaT U ChXpaHIBAT IpPHU CHa3BaHE Ha
HAy4YHO YTBBPIACHH METOJIUKH, KOWUTO TapaHTHUPAT TIXHOTO Ka4eCTBO M OE30MACHOCT U OCUTYpSIBAT
HE0OXOIMMUS TIEPUOJI 32 ChXpaHEHHE.

62. TlakeTHpaHeTO W STHKETUPAHETO HA B3ETUTE THKAaHW W KIETKU CE M3BBPIIBA TPU
Cria3BaHe Ha M3MCKBAaHUATA 3a ACENTHKA, aHTHCENTHKAa U OE30MacHOCT W KaTo ce ChOIIoaaBar
M3UCKBAHUSATA 32 WICHTUDUITUPAHETO U MIPOCIICASIBAHETO MM.

62.1. Bcuuku ThKaHU/KJIETKH TpsOBa Ja ObJAT MAKETUPAHH CIIE/l B3EMaHETO M0 HAYHH,
KOWTO HAMAJIsiBa PUCKa OT 3aMbPCSIBAHE, U ClIe/IBa JAa ObJaT ChXPaHIBAHH IIPU TEMIIEPATYPa, KOSTO
OCHUTYpsiBa 3ama3BaHe Ha HEOOXOAMMHTE XapaKTepUCTUKU ¢ OHONOTHMYHU (QYHKIUM Ha
KICTKUTe/ThKaHuTe. [lakeTHpaHeTo TpsOBa Ja MPEJIOTBpaTH 3apa3sBaHE Ha JIMIATAa, KOWTO
M3BBPIIBAT IEHHOCTH MO NMAaKeTUPAHE, ChXPaHsIBaHE U TPAHCIOPT HA ThKAHUTE U KIETKUTE.

62.2. [lakeTupaHuTe KICTKH/THbKAaHU TPsiOBa Ja OBJAT TPAHCIIOPTHPAHH B KOHTEHHE,
KOWTO € MOAXOMAIN 32 MPEeBO3BaHE Ha OWOJIOTMYHU MaTepHalid U ChXpaHsIBa KaueCTBOTO Ha
CHJIBPIKAIINTE CE B HETO THKAHM HJIH KJICTKH.

62.3. Benuku nmpuipykaBaiy npodu, KOUTO ca MpeAHa3HaYeH! 3a U3cie/lBaHe, TpsaOoBa
na ObJaT HAJICKHO ETUKETUPAHM 32 TapaHTHUPAHE HA TAXHATA WICHTU(UKAIHS C JJOHOPA.

62.4. (moBa - /IB, Op. 65 ot 2007 r.) O6paboreHuTe MM NPepabOTEHU THKAHU MU KIETKU
HE C€ TMPENOCTaBAT 3a yrmoTpeda, MOKAaTo He ce M3MBJIHAT Bcuuku m3nckBanus Ha 3TOTK u
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HOPMATUBHUTE aKTOBE I10 MPUJIATAHETO MY.

63. (mom. - JIB, 6p. 66 ot 2012 r., B cuia ot 28.08.2012 r.) ETHKETHT Ha B3€TUTE OpIraHH,
ThKaHU U KJIETKH TPSOBa J1a ChIIbpPKa!

63.1. (mom. - JIB, Op. 25 or 2017 r., B cuma ot 29.04.2017 r.) yHuHKaIeH
UICHTH()UKAITMOHEH HOMEP Ha IOHOPA U €MHEH €BPOIEHCKH KOJT HAa ThKAHUTE U KICTKUTE;

63.2. MsICTO Ha B3EMAHETO;

63.3. gaTa u yac Ha B3€MaHETO,

63.4. (u3m. - [IB, 6p. 66 or 2012 r., B cuia ot 28.08.2012 r.) TOYHO HAMMEHOBAaHUE HA
OpPraHHTe, THKAaHUTE UIH KJICTKUTE;

63.5. (u3m. - JIB, 6p. 66 ot 2012 r., B cuma ot 28.08.2012 r.) cpok Ha romHocT (aKo €
MIPUJIOKKMO), & 38 OPTaHKUTE - OJXO/ISAII0 BPpeMe 3a TPAHCIIOPTUPAHE M TPAHCIUIAHTHPaHE.

64. ETikeTHpaHe Ha B3CTHTE ThKaHU/KICTKH.

64.1. Bceku maker, KOHTO Chbabpka ThKAaHH/KJIETKH, CE ETUKETHpa II0 BpeMe Ha
B3E€MAaHETO.

64.2. Koraro pa3MepbT Ha IIakeTa MO3BOJISIBA, CE OCUTYpsIBA ClIeHATa HH(OPMAIIHS .

64.2.1. nata (1 yac KOrato € Bb3MOKHO) Ha JapsABaHETO;

64.2.2. mpenynpexacHue 3a ONMacHOCTH;

64.2.3. BUI 1 KOJIMYECTBO Ha ChABPIKAIIUTE Ce J0OaBEHH BelecTBa (aKo ca U3IM0J3BaHU
TaKUBa);

64.2.4. B ciiydyanTe Ha aBTOTPAHCIUIAHTALIMSA €TUKETHT TpsiOBa Aa chabpxka "CAMO 3A
ABTOTPAHCIIJIAHTALIMS (FOR AUTOLOGOUS USE ONLY)";

64.2.5. B cinyyamte KOrato JapeHHETO € NPEJAHA3HAYCHO 3a KOHKPETCH PELUITUCHT,
ETHKETHT TPAOBA J1a ChIbpKa HHPOPMAIUS 332 UACHTU(DUIIUPAHETO MY.

64.3. Ako HSKOM OT JAaHHUTE MO T. 64.2 He MoraT jna ObJaT BKIOYEHU B ITBPBHYHUS
STHKET Ha OIaKOBKaTa, T¢ TPsiOBa a ObJIaT MPEIOCTABCHH HA OT/ACICH JOKYMEHT, IPUIpPY KaBaIll
THhKAHUTE WA KJICTKHTE.

65. ETukeTnpane Ha TPaHCIIOPTHHS KOHTEHWHED.

65.1. (u3m. - JIB, 6p. 66 ot 2012 r., B cuina ot 28.08.2012 r.) ETukeTsT Ha BCEKH
TPAHCIIOPTEH KOHTEWHEP 3a TPAHCIOPT HAa OpPraHW, ThKAHW WU KJIETKH TPSOBa J1a ChIbpXKA
clieTHaTa 3aAbKUTEHA HHDOpMAIIHS:

65.1.1. (u3m. - /IB, 6p. 66 ot 2012 1., B crta ot 28.08.2012 r.) "OPT’AHU UJIN TBKAHU
N KIIETKN" u "IA CE TPETUPA BHUMATEJIHO (ORGANS OR TISSUES AND CELLS,
HANDLE WITH CARE);

65.1.2. uneHTHdUKaUATa Ha Te4e0HOTO 3aBEJICHUE, OT KOETO CE€ TPAHCIIOPTHUPA MAKETHT
(anpec u TenedoHeH HOMED), U JIMIIE 32 KOHTAKTH;

65.1.3. nneHTuuKaus Ha Je4eOHOTO 3aBeeHHE, PadOTEeIo0 C ThKaHHU, 32 KOETO €
npeaHa3HaueHa mparkara (aapec u TeneoHEeH HOMEp), U JIUIE 3a KOHTAKTH;

65.1.4. naTa ¥ yac Ha HA4aJOTO HA TPAHCIIOPTHUPAHETO;

65.1.5. cnenmdukanus Ha YCIOBHATAa 3a TPAHCIOPT, OTHACAIIM C€ JI0 Ka4eCTBOTO W
0e30IMaCHOCTTa HA ThKAHUTE U KJICTKHUTE,

65.1.6. urmukanus: "JIA HE CE ITOJJIATA HA OBJIBUBAHE C MOHU3ZUPAILIO
JIBYEHUE (DO NOT IRRADIATE)", xoraTo ce chbabpKaT KIECTbYHH KYJITYPH;

65.1.7. xorato € W3BECTHO, Y€ MPOIYKTHT UMa IMO3UTUBHH MapKeph 3a MHPEKIINO3HU
3abossiBaHMs, ce moctass ciaennata naaukanus: "BUOJIOTUYHA OIMTACHOCT (BIOLOGICAL
HAZARD)";

65.1.8. B ciaywyaure Ha aBTOJOXKHO JapsiBaHe - cienHata uHaukauus: "CAMO 3A
ABTOTPAHCIIJIAHTALIMS (FOR AUTOLOGOUS USE ONLY)";
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65.1.9. ykaszaHme OTHOCHO YCIIOBHSATA 3a chxpaHenue, Hanpumep "HE 3AMPA3SIBAI
(DO NOT FREEZE)";

65.1.10. (noBa - /IB, 6p. 66 ot 2012 r., B cua ot 28.08.2012 r.) ykazaHue 3a chbXpaHCHUE
Ha KOHTEIHepa MpH MOIXO/s1Ia TEMIIepaTypa U MOJI0XKEHHUE,

65.1.11. (uoBa - 1B, 6p. 66 ot 2012 r., B cua ot 28.08.2012 r.) mpenopbKu 3a yCIOBUSATA
3a TPaHCIIOPTUPAHETO HA OPTaHHUTE, ThKAHUTE U KIICTKUTE.

66. (mom. - JIB, 6p. 66 ot 2012 r., B cuia ot 28.08.2012 r.) JlokyMeHTanusTa, KOSITO
MPUIPYKaBa OPraHUTEe, ThKAHNUTE U KJICTKHUTE, CIIE/IBA 1a ChIIbpKa:

66.1. (mom. - JIB, Op. 25 or 2017 r., B cmwia ot 29.04.2017 r.) yHHKaJIeH
UACHTU(DUKAIIMOHEH HOMEP Ha JIOHOPA U €IMHEH €BPOIEHCKHU KO/ Ha ThKAHUTE U KICTKHUTE;

66.2. (u3m. - IB, 6p. 66 ot 2012 1., B cmita ot 28.08.2012 r.) komue OT HsijlaTa MEAUIUHCKA
JOKYMEHTAIMs Ha JIOHOpa ¢ HH(pOpMAaIUs 1 32 XapaKTepU3UPAHETO Ha OpraHa U JIOHODa,

66.3. BUI M KOJIMYECTBO HAa W3MOJBBAHUTE 3a 00paboTKa, mpepaboTKa M ChXpaHECHUE
BEIIECTBA M METOJMTE 32 TOBA,

66.4. nanHU 3a J1e4eOHOTO 3aBEJCHHWE M HETOBaTa CTPYKTYpa, M3BBPIUIMIN B3EMaHETO,
obpaboTkara, mpepaboTKaTa U ChbXpaHCHHETO (HAMMEHOBaHHWE, aapec, Teae(oH 3a KOHTAKTH U
ap.).

67. (u3m. - IB, 6p. 66 ot 2012 r., B cuma ot 28.08.2012 r.) B3eture opranu, ThbKaHH U
KIETKH C€ TPaHCIOPTUPAT TPU Cla3BaHE Ha M3UCKBAHUATA 32 KA4eCTBO W OE30MacCHOCT.
TpaHcropTupaHeTo ce M3BBPIIBA B CIICHUAIHO MPEJIHA3HAYCHU 32 IeJiTa KOHTCHHEPH, KOHUTO
OCHUTYpsIBAT 3ala3BaHe Ha CBOHCTBaTa Ha OPraHWTE, THKAHUTE W KICTKUTE IO BPEME Ha
TPAHCIOPTHPAHETO U NPEAOTBPATABAHE HA BH3MOXXHOCTHTE 32 TSIXHOTO 3aMbpPCSBaHE.

67.1. (uoBa - /IB, 6p. 65 ot 2007 r., nom. - JIB, 6p. 66 ot 2012 r., B cuina ot 28.08.2012
r.) Koraro opranure, ThKaHUTE/KJIETKUTE CE MOJIydaBaT B Je4eOHOTO 3aBeeHHE, TPsAOBA 1a ce
MPUAPYXKaBaT OT JOKYMEHTAIHs, TOTBBPIK/IaBaIla, U yCIOBUATA 32 TPAHCIIOPTUPAHE, ONTAKOBAHE,
€THUKETUPAHETO, TOKYMEHTAIUATA ¥ TPOOUTE OTrOBapsAT Ha M3MCKBAHUATA HA TO3HM CTAHAAPT W
yKa3aHUATA Ha MTOJIy4aBaIIoOTo JIeYeOHO 3aBEICHNUE.

67.2. (HoBa - JIB, 6p. 65 ot 2007 r.) OTroBOpHOTO JIHIIE B JICYEOHOTO 3aBeICHHE TPsAOBA
Jla TapaHTUPA, Y€ MOTYICHUTE ThKAaHW W KJICTKH Ca MMOCTABCHW IOJ KapaHTHWHA, JIOKATO ObIaT
MPOBEPEHU 3a CHOTBETCTBHE C M3UCKBAHHMATA HA TO3M CTAHIAPT, 3a€JHO C MPHUApYNKaBamiaTa
nokyMmeHtarus. [IpoBepkara Ha TpuIpyXaBaliara JOKyYMEHTAlWs W TMPUEMaHETO Ha
ThKaHUTE/KIIETKUTE TPSAOBA /1a Ce M3BBPIIIBA OT OTTOBOPHOTO JIUIIE HJIH OT YITBJIHOMOIIIEHH OT HETO
TIVTIA.

67.3. (HoBa - /1B, 6p. 65 ot 2007 r., usm. - IB, 6p. 66 ot 2012 r., B cuia ot 28.08.2012
r.) Besiko neueOHO 3aBesieHre, MOJy4YaBallo OpraHd, ThKaHu M KJIeTKH, TpssoBa aa uma COII 3a
npreMaHe Ha KOHTCHHEP ¢ OpraHd, ThKaHW W KIETKH, BKIFOYUTEIHO MPUIPYKABAIIUTE TPOOH.
CrangapTHaTa OIEpaTHBHA IMpoIeaypa TpsOBa Ja BKIIOYBA TEXHUYCCKH W3HUCKBAHHS H
MEIUIMHCKU KPUTEPUH, KOUTO TapaHTHpAT KauyecTBO M OE30MacHOCT Ha IMOJIyYaBaHUTE OpPTaHH,
THKAHU U KIJIETKU. JIeueOHHUTE 3aBe/ICHUs, KOUTO ITOJIy9aBaT OpraHu, ThKaHH M KJICTKH, TPsOBa J1a
umar COIl 3a wuneHTH(dUIMpaHEe W H30JMpPaHE Ha KOHTCHHEPH, KOUTO HE OTroBapsAT Ha
W3WCKBAHUATA, WM TaKWBa, KOUTO HE Ca KOMIUICKTOBAHH ¢ HEOOXOJMMATa JOKYMEHTAIUS MU
MPUIPYKABAIIH TPOOH.

67.4. (moBa - JIB, Op. 65 ot 2007 r.) JlaHHUTE OT AOKyMEHTAIMSITa, KOSITO TPUAPYKaBa
ThKaHUTE/KJIETKUTE, TPsIOBa 1a ObIAT PETUCTPUPAHU B JICUCOHOTO 3aBEJICHHE, KOETO TH TOJTy4aBa,
Y J1a BKJTFOYBAT:

67.4.1. (moBa - /1B, Op. 65 ot 2007 1., u3m. - [IB, Op. 66 ot 2012 1., B cuita ot 28.08.2012
I.) W3pa3eHo ChIilacHe/muIca Ha HechrylacMe 3a B3eMaHe (KOETO €  TPHIIOKHMO),
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peIHa3HAUYCHUETO Ha B3ETUTE OPTaHU, ThKaH! U KJICTKHU (HarpuMep 3a JIeueOHU WTH HAydHH TSI
WIK ¥ JIBETE) U Crielu(UYHU MHCTPYKIIUH 32 YHUIIO)KABAHE, aKO OPraHUTEe, ThKAaHUTE U KICTKUTE
HE ca U3MO0JI3BaHHU 110 MpeIHA3HAUYCHUE,

67.4.2. (moBa - JIB, Op. 65 or 2007 r.) mMOKYMEHTHTE, CBBpP3aHH C B3€MaHETO, U
MEIUIIMHCKATa TIOKYMEHTAIMs Ha JJOHOPA, KaKTO € MOCOYeHa B T. 69;

67.4.3. (HoBa - JIB, 6p. 65 ot 2007 r.) pesynrarure OT (PU3UKAIHOTO H3CIEABAHE, OT
1a00paTOPHUTE U3CIICBAHUS U APYTU M3clienBaHus (HapuMep ayTOIICHOHEH MTPOTOKOJ, aKO UMa
TaKbB);

67.4.4. (HoBa - /IB, Op. 65 ot 2007 r.) 3a ajoreHHHu JOHOPH - HAJICIKHO JOKYMEHTUPAH
mperyie/i Ha IUIOCTHATA OILEHKa Ha JIOHOPA, CHOpell KPUTEPHUHTE 3a IMOA00p, IMOAMUCAH OT
OTTOBOPHOTO JIUIIE;

67.4.5. (noBa - /IB, 6p. 65 ot 2007 r.) B ciiydanTe Ha CTBOJIOBH KIIETKH, IIPEeIHA3HAUYCHU
3a aBTOTPAHCIUIAHTAIINS, JOKYMEHTAIIHS 32 PUCKA OT aJIepruu (HarmpuMep KbM aHTHOUOTHIIN);

67.4.6. (moBa - JIB, 6p. 66 or 2012 r., B cuma or 28.08.2012 r.) u3uckBaHUATA 3a
STUKETUPAHE Ha OPTaHH HE Ce MpUIaraT, KOraro TPAHCIIOPTHPAHETO CE U3BBHPINBA B PAMKHUTE HA
€JIHO U ChIIO JIeYeOHO 3aBEJICHHUE.

MenunuHcka I/IH(bOpMaI_[I/ISI " JOKYMCHTAIMI Ha JOHOPU HA OpraHU, TbKaHU U KJIICTKH

68. MenunuHcka nHMOpMAIHS U JOKYMEHTAIIHS Ha IOHOPA.

68.1. MeauuuHckara uHpopMaIus TpIOBa Ja Chbpka (KOraTo € MPUII0KUMO):

68.1.1. MeauIIMHCKATa TOKYMEHTAlMs Ha JOHOPA,

68.1.2. MEIUIIMHCKK JaHHW OT WHTEPBIO, MPOBEICHO C JIMIE, KOSTO TMO3HaBa JOHOpA
nobpe;

68.1.3. MeUITMHCKY JaHHU OT WHTEPBIO, IPOBEJICHO C JICKYBAIIUS JICKap;

68.1.4. MeIUITMHCKYU JaHHU OT UHTEPBIO, MPOBEICHO C OOIOMPAKTUKYBAIIHS JIeKap,

68.1.5. ayroncroneH npoToko (Mpu TPYyIeH JOHOP).

68.2. Korato e He00X0A1MO, TOBTOPHO C€ U3BBHPIIBA (PU3UKAITHO H3CIEIBAHE HA JOHOPA,
3a Jla ce OTKPHUAT HAKOU TPU3HAIN, KOUTO MOTaT Jia ObJaT JOCTaThYHU 33 U3KIIFOUBAHE Ha IOHOPA
WIM KOWTO MOTarT Ja J00aBsT MOMBIHUTENHU JaHHU KbM MEAMIIMHCKAaTa JOKYMEHTAIus Ha
JIOHODA.

68.3. IIpnHaTa MemAMIMHCKA JOKYMEHTAlMsl Ha JOHOpa TpsAOBa na ObAe pasrieaaHa,
OIICHEHA 33 ChOTBETCTBUE M 3aBEPEHA OT JICKap.

68.4. (HoBa - JIB, 6p. 65 ot 2007 r.) Ilpu >KMBU JOHOPH METUIIMHCKHUSIT CHCIUAIHUCT,
OTTOBOPEH 3a ChCTaBSIHETO HA 3JI[paBHATA JJOKYMEHTAIIUs, TPSOBA J1a TapaHTUPA, Y€ JOHOPBT:

68.4.1. (HoBa - IB, Op. 65 ot 2007 r.) pa3bupa npenocraBeHaTa My nHGpOpMaIIus;

68.4.2. (HoBa - /IB, Op. 65 ot 2007 r.) uMa BB3MOXKHOCT Jia 3a/iaBa BBIIPOCH U Ca MY
JaJICHU 33JIOBOJTUTEIIHA OTTOBOPH;

68.4.3. (moBa - JIB, Op. 65 or 2007 r.) moTBBp)KIaBa, 4e IpUIaTa IMPEIOCTaBEHA
nH(popMaIus € BIpHa, ChIIAaCHO HAIIPaBeHATa OIICHKA B PAMKHUTE HA HETOBUTE Bb3MOKHOCTH.

69. JlokymMeHTaIus Ha JIOHOPA.

69.1. 3a Bceku TIOHOP C€ U3TOTBS IOKYMEHTAIIUs, KOSTO ChAbpKa:

69.1.1. uneHTHdUKaUs Ha TOHOpa (TpUTE MMEHA, JaTa Ha paXKJaHe - aKo Maikara u
JIETEeTO ca BKIIOYCHH B JapsSBaHETO, UME U JjaTa Ha pakJaHe Ha MailkaTa, ¥ aKko € U3BECTHO - UMe
M JlaTa Ha paXkJaHe Ha JeTEeTO);

69.1.2. BB3pacT, MOJ, MEOUIMHCKA M TICHXOJIOTMYEeCcKa JOKyMeHTamus (chOpaHaTa
nH(opMarnus TpssOBa ga Ob/ie TOCTATHYHA, 3 J1a TO3BOJIM ITPUJIaraHe Ha KPUTEPHUH 33 M3KITIOYBAHE,
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KBJIETO € HCOOXOIMMO);

69.1.3. pesynrarure OoT GU3MKATHOTO U3CIICIBAHE HA TSJIOTO;

69.1.4. cTenieH Ha XEMOWITYIIHS, KBJIETO € TMIPHIIOKUMO;

69.1.5. HOTapUaTHO 3aBEPEHO MUCMEHO ChIIACUE TIPH JKUB JOHOP WA JJOKYMEHT, KOWTO
yaocroBepsiBa Hanmuuue Ha o0ctosTencTBara o wi. 21 3TOTK npu Tpynen goHop;

69.1.6. KTMHUYHMA JaHHH, PE3YJITATH OT JJA0OPATOPHH U3CIICABAHUS U PE3YIITATH OT APYTH
W3CIIC/IBAHMS,

69.1.7. ako ¢ mpaBeHa ayTOICHs, IPOTOKOIBT CE BKJIIOYBA B IOKYMEHTANUATA (3a ThKaHU
Y KJIETKH, KOUTO HE MOTaT J1a 0b/IaT ChXpPaHsSBaHU MIPOIBIDKUTEIIHO BpeMe, TpsiOBa 1a Obe oTpa3eH
npeABapUTEIICH OKJIA OT ayTOINCHITA);

69.1.8. 3a mOHOpPM Ha XEMOIOSTHUYHU CTBOJOBH KJIETKH TpsiOBa Aa ObJe OTpazeHa
CBHBMECTHUMOCTTA Ha JIOHOPA KbM PEIUIHCHTA; NPH HEPOIHUHCKH JApPEHHUs, KOraTo JIe4eOHOTO
3aBeJIeHNe, OTTOBAPSIIO 32 B36MAaHETO, IMa OTPaHUYCH JIOCTHII 10 JAHHUTE 33 PEIUITUCHTA, TPSOBa
Jla IPEJI0CTaBH ChOTBETHUTE JTAHHU 33 ChBMECTUMOCT Ha JIOHOPA, Ha JIEYEeOHOTO 3aBEICHUE, KOETO
IIIe U3BBPIIU MPUCAKITAHETO.

69.2. JleueOHOTO 3aBelicHWE, M3BBPIIBANIO B3EMAHETO, ChCTaBs JOKJIAJ, KOWTO ce
npeaaBa Ha JIeueOHOTO 3aBeficHUE 3a paboTa ¢ ThbKaHu. JlokIaabT ChabpiKa:

69.2.1. uaeHTH(UKALMI, ©UME U aapec Ha JIeUeOHOTO 3aBelieHHE, PabOTEeIO C ThKAaHH,
KOETO IIIE MOJTYYd ThKaHUTE/KICTKUTE;

69.2.2. nmaHHM 3a uAeHTH(HKANKS Ha JOHOpa (BKIIOYHMTEIHO KAk M OT KOro €
UACHTUUIIMPAH TOHOPHT);

69.2.3. onucanue U uaAeHTH(PHUKALKMS HA B3€TUTE ThKAHHU M KICTKH (BKIIOYMTEIHO IIPOOH
3a u3CieBaHe);

69.2.4. upentudukays Ha JIUMIETO, KOETO € OTTOBOPHO 3a MpoIlelypaTa 1o B3eMaHETo,
BKJIFOUUTEITHO TIOJIITHUC;

69.2.5. nmara, yac (koraTo € TPHIOKHMO, HAYalo M Kpail) U MSICTO Ha B3EMAaHETO U
nporeaypara (COII), KoSITO € U3MoN3BaHa, BKIFOUNUTEIHO BCHYKHM WHIMICHTH, aKO NMa TaKWBa,
YCJIOBHSI HA OKOJIHATA cpe/ia B MSICTOTO Ha B3eMaHe (OMHcaHKie Ha MOMEIEHHUSTa, PailOHa, KbAETO
€ U3BBPIICHO B3EMAHETO);

69.2.6. 3a TpyIIHM JOHOPH YCIIOBHSTA, IPH KOUTO € ChXPaHsABaH TPYIIBT: OXJIaxaaH (MIn
HE), BpeMe Ha Ha4aja0To U Kpas Ha OXJIaKIaHEeTo;

69.2.7. uaeHTUUKAIMOHHY JaHHU Ha PEAareHTUTEe M Pa3TBOPUTE, H3MOJI3BAHU NpPU
TpaHCTIOPTA.

69.3. lokmaasT mo T. 69.2 TpsiOBa na chAbpkKa JaTa W Yac Ha CMBPTTA, KOTaTo €
MIPIJIOKUMO, KaKTO M J]aTaTa U yaca Ha B3EMaHETO.

69.4. Bcuuku naHHU TpsiOBa Ja ce€ CHCTaBAT SICHO M YETJIIMBO M Ja C€ 3alUTIT OT
W3BBpIIBAHE HA MPOMEHH OT JIMIA, HA KOWTO HE ca MPEJOCTaBeHW TaKWBa IpaBa. JlaHHWTE ce
cbxpansaBaT u npeaoctaBsaT cbriiacHo 3TOTK u 3akoHa 3a 3anuTa Ha TUYHUTE TaHHU.

69.5. JlokymeHTamusi Ha JOHOpa ce cCbhbxXxpaHsBa Haii-manko 30 ToaMHU C orien
OCUTYpsIBaHE Ha ITbJTHA MPOCIEANMOCT.

Opranu, TbKaHH M KJIETKHM C KUBOTMHCKHM MPOU3XOJ 32 MPUCAXKIAHE B YOBEIIKHUSA
OpraHu3bM

70. B3emane Ha OpraHH, TbKaHU U KJICTKH C JKUBOTHUHCKHU ITPOU3XO0J MOXKE Ja CEC U3BHPIIIBA

OT JiedeOHM 3aBeJICHHs, KOUTO OTroBapsat Ha uznuckBanusata o 3TOTK npu cna3zsane Ha Hapenoa
Ne 15 ot 2004 1. 3a ycioBusTa U pe/ia 3a U3MOJI3BaHE HA )KUBOTHHCKH OpTaHH, ThKaHU M KJIETKH 32
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tpaucruianTanus (JIB, op. 39 or 2004 r.).

71. JleueOHUTE 3aBeieHUS TPsIOBA J1a pasnojarar ¢ JACHCTBAIM CTaHAAPTHH ONEPAaTUBHU
MPOLEAYPH, YTBBPIACHH OT W3MBJIHUTEIHUS IUPEKTOp Ha V3mbIHWTETHATa arcHIus 10
TpaHCIUIAaHTAIMs, KOWUTO TMOJAPOOHO ONHWCBAT BCHUYKU JEHHOCTH, CBBpP3aHH C B3EMaHETO,
excriepTusara, oopaboTkara, mpepaboTKara U ChbXpaHEHUETO Ha OPTaHUTEe, ThKAHUTE U KIIETKUTE C
YKUBOTHHCKH TIPOU3XOI.

72. B3emaHeTO Ha OpraHu, ThKaHU U KJIETKH MOXE Jia C€ U3BBPIIBA OT )KUBOTHHU, KOUTO
ca OTIVICKIAHW TPH CTPUKTHO KOHTPOJUPAH PEXKUM U TPU KOUTO Ca H3BBHPIICHH BCHYKH
HEOOXOMMHU BETEPUHAPHOMEIUIIMHCKK TIPErJieqd W W3CICIBaHHUS 3a W3KIIOYBAaHE Ha
3a00/1IBaHMUSL.

73. JleueOHUTE 3aBelEHUS, KOUTO EKCIUIAHTUPAT OpraHW, THKAHH WU KJIETKU OT
JKUBOTHH, B3€MaT U ChbXpaHABAT MPOOH OT KPBB M YaCTHU OT ThKaHU OT BCAKO KUBOTHO. [Ipodute
Ce ChXpaHsBaT HE MO-MAJIKO OT TPU FOJIMHU CJIE]] JaTaTa Ha B3EMAHETO U CIYXaT 3a MPOBEKIAHE
Ha JONBIHUTENIHU U3CIIEIBAHMUSL.

74. Excneptusara, oOpaboTkara, npepaboTkaTa M CbXpPaHEHHETO Ha JKUBOTUHCKUTE
OpraHd, ThKaHU M KIETKM C€ M3BBPIIBAT MpPHU CIHA3BaHE Ha YTBBPACHU METOJIUKHU, KOUTO
rapaHTUPAT TIXHOTO KAUYECTBO M OE30MACHOCT ¥ HEOOXOIUMUS TIEPHOJ] 32 ChXPaHCHUE.

75. ITakeTupaHETO M ETUKETHUPAHETO HA B3CTUTE )KMBOTHHCKU OPTaHM, ThKaHU M KJIETKH
Ce M3BBPIIBAT MPHU Cla3BaHE HA HOPMHUTE 3a aCCNTHKA, aHTUCENTHKA W OE30MacHOCT, KaTro ce
ChOJIIOTaBaT M3MCKBAHUATA 32 HACHTH(PHUITUPAHETO U MPOCICAIBAHETO M.

76. ETUKeTHT Ha B3€TUTE JKUBOTHHCKU OPTaHU, ThKAaHH U KIIETKU TPsIOBa Ja ChIbpKA:

76.1. mbaHU UACHTU(UKAITMOHHY JIAaHHU HA )KUBOTHOTO;

76.2. MSICTO Ha B3€MaHETO;

76.3. nara 1 4yac Ha B3eMAaHETO,

76.4. TOUHO HAUMEHOBAHKE HA OPTAHUTE, THKAHUTE WM KJICTKHUTE;

76.5. cpok Ha roHOCT (aKO € TPHUIIOKUMO).

77. JlokyMeHTaIusTa, KOSITO MPHUAPYXkaBa OpraHUTe, ThKAHUTE W KJIICTKHUTE, CJIe/BA J1a
ChIBpIKA:

77.1. mbHU UAECHTU(UKAITMOHHY IaHHU HA )KUBOTHOTO;

77.2. omicaHye HA peXUMa U MACTOTO Ha OTIIIeXK/IaHe,

77.3. xomue OT IsU1aTa BeTePUHAPHOMEIUIIMHCKA JIOKYMEHTAIINS Ha )KHBOTHOTO;,

77.4. BUI M KOJIWYECTBO Ha W3MOJ3BAHUTE 3a 00paboTKa, mpepaboTKa M ChXpaHEHHE
BEIIIECTBA U METO/IH,

77.5. nanHu 3a ne4eOHOTO 3aBEJCHHE M HEroBara CTPYKTYpa, U3BBPIIMIN B3EMaHETO,
obpaboTkara, pepaboTkarta U ChXpaHeHHeTo (HaMMEHOBaHHUE, ajapec, TeaedoH 3a KOHTAKTH W
ap.).

78. B3eTuTe )UBOTHHCKH OPTaH!, THKaHW M KJIETKH CE€ TPAHCIIOPTHPAT TP CIIa3BaHE Ha
M3UCKBAHMATA 32 KAU€CTBO M 0€30I1aCHOCT.

79. B cpok nmo 7 mHW clie[] B3eMaHETO Ha JKUBOTHHCKU OPraHW, ThKAaHW W KIJICTKH,
MpeHa3HAuYeHU 3a TPAHCIUTAHTAIMS B YOBEIIKA OPTaHU3bM, JIEYEOHOTO 3aBEJCHHE, U3BBPIIIIO
B3EMaHETO, 3aIB/DKUTEITHO YyBeIOMsBa 3MbIHWTETHATa arcHIMS [0 TPAHCIUTAHTAIUS |
MPEIOCTaBs KOMKE OT TOKYMEHTAIUsATa 1O T. /7.
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