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Why a European Guide?

Transplant medicine and transplantation have progressed during the
last decades, in a way that nobody would have imagined before. Organ
transplantation is in many cases the only treatment for end-organ
failure. The numbers of transplantations performed are only limited by
organ availability, which is very much dependant on how criteria for
organ donation can be extended in relation to functional parameters
and the risks of disease transmission. The transplantation of organs,
tissues and cells offers major therapeutic benefits and improvements
in quality of life, but raises a number of questions of ethical principles.

The Council of Europe is the leading standard-setting institution in
this field. It approaches organ transplantation from an ethical and
human rights perspective, taking compliance with the principles of
non-commercialisation and voluntary donation of substances of
human origin as the basis for all ethical concerns in this respect. Its
work includes assuring the safety and quality of organs, tissues and
cells, tackling the organ shortage, promoting living donations and
preventing and minimising organ trafficking.

One priority of its work programme is the elaboration of the Guide to
the Safety and Quality Assurance for the Transplantation of Organs,
Tissues and Cells. The European Committee on Organ Transplantation
(CD-P-TO), the Steering Committee in charge of transplantation
activities for the European Directorate for the Quality of Medicines &
HealthCare (EDQM, Council of Europe), assisted by leading European
experts, is responsible for producing regular updates of the guide.

Who is the guide designed for?

The guide collates information to provide transplant professionals with
the most up-to-date information about the advances in their field. Its
aim is to provide guidance for all those involved in order to maximise
the quality of organs, tissues and cells and to minimise risks, and
thereby increase the success rate of transplants. It includes safety and
quality assurance standards for procurement, preservation, processing
and distribution of organs, tissues and cells of human origin used for
transplantation purposes. In order to increase safety for patients on
waiting lists and recipients of organs, it is essential that physicians
in charge of identifying potential donors, transplant co-ordinators
involved in managing the donation process, and transplant physicians
responsible for organ allocation, have easy access to this information.

What information is contained in the guide?

The guide applies to the donation and transplantation of organs, tissues
and cells of human origin for therapeutic purposes.

Publication and purchase of the guide

The guide is available in the two official languages of the Council of Europe
(English and French). Translations done on the initiative of external parties
and with the agreement of the EDQM are available in other languages,
such as Russian and Spanish. An online version of the guide is also available.

For more information, please visit the EDQM website:
www.edgm.eu or the EDQM Store at www.edgm.eu/store.

Subscribe to our free e-Newsletter
Sign up today to receive the EDQM's free e-mail newsletter, “Infopub”.
Information is emailed every month on the EDQM's activities, its
publications, services and upcoming events.

MoTVBbI M34aHUA €BPOMNENCKOro PyKOBOACTBA

3a nocnegHWe [ECATUNETUA Nporpecc B chepe TpaHCMIAHTaLMOHHOM
MeAVLVHbI 11 TPAHCT/IAHTOMOMM MPEB3OLLEN CaMble CMeSible OXKUAAHW.
TpaHcnnaHTauys OpPraHoB — 3TO, BO MHOMMX C/yuasX, €AMHCTBEHHOE
XKM3HECOXpaHsloLLlee JieueHne Mpy TEPMUHANIbHOM MOPaXXeHUV OPraHoB.
Yucno npoBoAvMbIX OMepauvii MO TPaHCMIAHTaLWMU  OrpaHWYMBaETCA
TO/NbKO AOCTYMHOCTBIO OPraHOB, YTO BO MHOTOM 3aBVCUT OT BO3MOMHOCTEN
pacWwupsATb  KPUTEPUU  JOHOPCTBA  OPraHOB  OTHOCWTENIBHO WX
bYHKLMOHaNbHbIX MapaMeTPOB 1 pycka nepeaaun 3abonesaHuii. lNepecagka
OpraHoB, TKaHel 1 KIIETOK 06/1aAaeT CyLLeCTBEHHbIM JIeYe6HbIM 3HaUeHVeM
1N MOXXET MPUBECTMN K YNyULIEHNIO KAUeCTBa »KM3HW MaLVeHTa, HO 1 CTaBUT
BOMPOChI STUYECKOTO NOpAAKa.

Coset EBporbl — 3T0 Begyllee yupexxaeHvie HOPMOTBOPYECTBA B AAHHOM
06nactn. C TOUKM 3pEHVIS STUKM TPAHCM/IaHTaLMsA OPraHOB PacCMaTpUBaETCs
CoBetom EBpombl B COOTBETCTBUMM C MPUHLMUMAMU  HEAOMYCTUMOCTM
KOMMepLUManm3aLmy, a Takke 6e3B03Me3[HOro [OHOPCTBA MaTepuranos
yenoBeyeckoro npovcxoxaeHus. B chepy pestenbHocty Coseta Esporbi
BXOAMT obecreyeHne 6e30MacHOCTM 1 KaYeCTBa OPraHOB, TKAHEN U KIETOK,
npeofoneHne npobnembl AeduuMTa OPraHoOB, [HasbHelillee pasBUTUE
CCTEMbl AOHOPCTBA OT MBbIX [JOHOPOB, a TaKXe MpefoTBpalleHue U
npegenbHOe COKPALLEHVe TOPTOB/M OpraHamm.

OpuvH 13 npuoputeToB peatenbHocTu CE B paccmatprBaemon obnactu
- 370 pa3spabotka «PykoBopctBa Mo obecneuyeHuto 6GesonacHocT u
KauyecTBa MpW TPaHCMIAHTALUM OPraHoB, TKaHEN N KIeTok». PerynapHoe
06OHOBJIEHNE PYKOBOACTBA MPOV3BOAUTCA cCuiamMu EBponeiickoro komuTeTa
Nno TpaHCcMIaHTaumm opraHoB (EKTO), KoopavHauvoHHOro Komuteta B
06MacT TpaHCMNaHTaumM Npyu EBponeickom AvpeKkTopate Mo KauyecTBy

: neKapcTBeHHbIX cpeacTs 1 3apaBooxpaHeHna (EOQKIIC) Coseta EBponbl 1

Beaywnx eBpOI'IGIZCKI/IX SKCMNepToB.

s Koro npeaHa3HaueHo PyKOBOACTBO?

MHbopmaumsa, cobpaHHaa B  PYKOBOACTBE, MpedHa3HayeHa Ans
CMeunanicToB B 06NacTVi TPAHCMIAHTONOMMM U MNpU3BaHa OCBETUTb
HOBeliLIVe AOCTVXKEHVISI B PacCMaTp1BaeMol 0611acTyi. PyKOBOLCTBO CIYKUT
CMPaBOYHbIM M3JaHNEM ANA BCEX CNELMANNCTOB 1 3aMHTEPECOBaHHDBIX ML
1 NpecreayerT Lienv NoBbIlEeHUA KaYecTBa CMosb3yeMblX OPraHOB, TKaHe!
N KIETOK, CHVXXEHUA COMYTCTBYIOLIErO PKCKa U, B OOLLEM, MOBbILIEHWS
YacToTbl YCMELLHbIX TPAHCMIaHTaLMiA. B n3aaHWm npeacTaBneHbl CTaHAapTbl
obecneyeHna 6e3onacHOCTY 1 KayecTBa npu 3abope, XpaHeHun, 0bpaboTke
M Bbldaye OPraHoB, TKaHell W KIETOK YesloBEYECKOro MPOVCXOXAEHUS,
MCNosb3yemblX B LenAX TpaHcrmnaHTaumm. C TOUKM 3peHust MOBbILEHNS
6e30MacHOCTI MALMEHTOB B CMMCKaX OXMAAHWA U PELIMNMEHTOB OpraHoOB
BaXKHO, YTOObI JOCTYN K 3TON MHbOPMaLUUM MMeny Bpauu, BOBMEYEHHble
B MpoLecc otbopa JOHOPOB OPraHOB, KOOPAMHATOPbI TPaHCMIaHTaLMu,
perynvpyowme  npouecc AOHOPCTBA, W BPauu-TPaHCMIaHTOMOrM,
OTBETCTBEHHbIE 3a Bbljayy OPraHoB.

MHdpopmaums, coneprallancs B pyKOBOACTBE

PyKOBOACTBO OXBaTblBa€T BOMPOCbl AOHOPCTBa W Nepecagkn OpraHoB,
TKaHem 1 KNeToK YeloBeYeCKoro NPONCXOXKOEHNA B neye6HbIX uenax.

My6nukauma n npuobpeTeHne pyKoBOACTBA

HacToslliee pyKoBOACTBO OMyGMMKOBAHO Ha ABYX OGULMANbHBIX A3bIKaX
Coserta EBponbl (@HrMincKom 1 GpaHLy3ckom). MNepeBogpl, BbINONHEHHbIE
Nno UHMLMATMBE TPETbUX CTOPOH 1 ¢ cornacua EAKIIC, pocTynHbl Ha Apyrnx
A3blKax, B YaCTHOCTW, Ha PYCCKOM W MCMAHCKOM. HakoHel, pyKOBOACTBO
[OCTYIMHO B ceTu IHTepHeT.

Bonee noppo6Hyto nHdopmaLmio Bbl MoXKeTe NnosyunTb NoceTviB BeG-calT
EAKJIC - www.edgm.eu — nnv UHTEpHeT-MarasvH: www.edgm.eu/store.

Moanuncka Ha MHGOPMaLIMOHHBIN GtofneTeHb

OTKpblTa MOAMMCKa Ha GecnnaTtHbI SNEKTPOHHBIN GrtonneteHb EAKIIC,
«MHponab». ExxeMecayHO Ha aApec 3SMEeKTPOHHOW MoYTbl MOAMMCYMKA
Bblcbinaetca nHdopmauma o geatenbHoct EKIIC, ero nsgaHuax, ycnyrax n
rOTOBALLMXCA MEPONPUATUAX.

www.edqm.eu
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