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22 VYT SVNIN NPNN MNP DINN DY NN PNONN ,NDOY [, TY ,Nip>Ta (procurement) NOIN
DYV MNP DIRN - THIMYNYNI MISDI9NN 1Y XDV , 72101 07N

MNP OINND MNPV MDIND TITHN DY NPIDTYN NNTNNN,TPRNPRND NPYPNN YY DDA DY DN
European Directorate for the Quality of Medicines & YW DTN 221 W1DOWH DXTYPNN PWNIN NPHNI
MNP DINRN RYN MIDMNN NIV NMWIN DY NYTHN NN 9pwn 19) Health Care (EDQM)
.7 DINN MNIAN TIVND MYIYT NN NN DOV

ORI DOWSINNN NINPI IN DN NINIM NNINN I 1IN NY DN+

man .1
YN 9910 7D MNP DINN DY NN MDND DNPN DXND NN YN nvn 1.1
NP9IN ,DMNIDTY DXIVAN NNNTI) DPNIT DX NXOY X¥IN IIIND DIWHWNN
.D»YYP OMDN MIAIY , MNP DINN YODIN (MNTPNN

oV Iy 2
19397y HNRNPN APPn 2.1

2.1.1. Directive 2004/23/EC - on setting standards of quality and safety for
the donation, procurement, testing, processing, preservation, storage
and distribution of human tissues and cells.

2.1.2.  Directive 2006/17/EC - implementing Directive 2004/23/EC of the
European Parliament and of the Council as regards certain technical
requirements for the donation, procurement and testing of human
tissues and cells.

2.1.3.  Directive 2006/86/EC - implementing Directive 2004/23/EC of the
European Parliament and of the Council as regards traceability
requirements, notification of serious adverse reactions and events and
certain technical requirements for the coding, processing,
preservation, storage and distribution of human tissues and cells.

2.14. Directive 2012/39/EU of 26 November 2012 amending Directive
2006/17/EC as regards certain technical requirements for the testing of
human tissues and cells.

2.1.5.  Directive (EU) 2015/566 — implementing Directive 2004/23/EC as
regards the procedures for verifying the equivalent standards of
quality and safety of imported tissues and cells.

2.1.6.  Regulation (EC) No 1394,2007 of the European Parliament and of the
Council of 13 November 2007 on advanced therapy medicinal products
and amending Directive 2001/83/EC and Regulation (EC) No 726,/2004.

2.1.7.  Directive 2003/94/EC of 8 October 2003 laying down the principles
and guidelines of good manufacturing practice in respect of medicinal
products for human use and investigational medicinal products for
human use.
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2.2.1.  Guide to the quality and safety of tissues and cells for human
application, EDQM.
109997Y DYMINY P2 DPVITIVY 2.3
2.3.1.  NetCord- FACT international standards for cord blood collection,
processing and release for administration.
2.3.2.  FACT-JACIE international standards for cellular therapy product
collection, processing and administration.
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.1993-y1wnn 025000 OIMNN PN .2.4.19
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NN
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.1986
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PYY DTYPHN DNNND DIVININDID PN DTH DOLNXINVIN AN NN MY
Y1) ONRN 191 DMWY OINN MNPI,* N2V 07 08y NN ,(Donor Lymphocyte Infusion)
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Guide to Good Manufacturing Practice
.(GMP), Annex 1 and Directive 2003/94/EC
NN PPN NN NPNY NIMINN NDADN DY
12°209 N9YNN NN PHNIND ONNNA

.Grade D 02 mnady ,mnsnn

MIN NN NPVADRN NTIAYN YN WM W .6.2.2.2.1.5
M 1n2 Grade A -5 DM THINN DNINRA PNRD
NP0 NPTNAD NPLY DY N NIWIRNDN
.DYIPN MNHIN NIND MNLYN DPIPIN
DYININ NV DT TN WHNYND XONIN
oW TN MPTN 09N ,Grade B -5 o 1nn
DM TNNN OXNIN IV AN NI NPND NN
2 ysanny 798 Grade D - Grade C -5
D120 9177 MNIPYY ORNNA NTIAYN

SV D»PIN DMITNN DY ONIPIIPN NVN .6.2.2.2.1.6
9 DY YNINND TIX NN VN OXTINN
European Guide to Good Manufacturing
Tonna nwy> VN Practice (GMP), Annex 1
STIYN 9NN PPN TONNY TIYN

DM TN .6.2.2.2.2

TPNN DI DY MY NIPIAN NIV PINNY ¥ .6.2.2.2.2.1
oY) ODY TUN DMVIIPN DIVNNIIN/OININM)
DY WAVUNT (JPNNI NYXIANN DD NN 29
MNPIN DIRND MNP IN MIN

NN O1VIIPN DXVNNIN/DINNM TN DY .6.2.2.2.2.2
NIVNY IPIRIMY TN DY DIPININD) OIINDIN
2PN , 037N NIP0N NYIN DV YTYN 1D
DINNN YW MNPV MDNDY, D TWD ,NINN
mpam
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MNP DIRN DY MNPV MIN MYIT

Y b
N9 IDIN DY DNIPNDY NNPAY NONN DTN %33 ViYW DX TN DOWIN

EX-021/01 9901 500 33 7N 10 Ty

2”MHN 029190 .6.2.2.3
Sy MPYAYNN MY DOYNIND MWN MDAP DY NTIAY YD .6.2.2.3.1
(NPVLMIP MY) MNPIN DINNN DY MNVIN MND
M2N NN NITOM NPNY NIMN
TOAN 93 DV NPINKN NN NN MDONRDODHN PTHIND W .6.2.2.3.2
DIRN YVNY GONA ,DITININ
MN DY TTONIY DMINNI DOPTIAN IWIND DN YN OONIN - .6.2.2.3.3
NIIYN MYITY NT 5NN MYIT DY DMWY DN D RTND
AMNPIM DIRNN PNN) MPYN UPIN DY MDOND
951 19N5Y NHIWIL MPYN OPOD DY MINOVIN WY v .6.2.2.34
: 0N OVMIP POD
,07INY MP>T2 H910) MPIT2 MYSINN MTaYN .6.2.2.3.4.1
(M1PN20 MP T2 ORNY/MNPIY
NONROINY 7/ NPNN .6.2.2.3.4.2
MY Man .6.2.2.3.4.3
.DMVMP DXVNNN OININ ,TPY HY P .6.2.2.3.4.4
IN TIDY, MNP DINN NONNX D MPYOPID .6.2.2.3.4.5
NPy
MDINN NN HY MMV NPHRYI Hyn 6224
NPT NIYANNDT ,NIPIAN NIIWNI MUY N TN .6.2.2.4.1
MNPV MDN DY DMWIWNN DYDY YN INK APYM
22PN NN 22PN TV DNNNN MNPIN DIRNN
.DMNY NMINN
NUI MIPIAN NPND DXAYN DYV DYMN .6.2.2.4.1.1
S99 THOMN DTN YT DY DIVINDY
YN, DNV NP NTYNNN NN DY Mo v .6.2.2.4.1.2
, TN DMNNNA OMPY DY MIPIS NIVONND
YN ,INK VI DY MINI,D¥DHNNI , 07PN
DYNNN DY MNMDIN MIINN DY YWD O30y
mpam
NP IN RN ND DD MR OV PINY Y .6.2.2.4.1.3
NP2 MP>T20 OO ONNN NIN MK YVIMN
XM NINYSY MDN
NIN) OOV 10 TYVNY MIIND MINON IR NMIVO v .6.2.2.4.1.4
IN YIOWUN INND IV 50 TVNID MY Y0010
NPIAN OIRNN DY INAND TINN INND
IN NIVMNND NN MMVIN DN NMYY v .6.2.2.4.1.5
YTNRN NN PIN 29 DY Dwad v .0aTIN VYD
NYVINY ¥ .75 DMNVYPN DPNIND-PL DIPIN
IVMNNN NIIYNN DY GOIV M)
DNV YTNIY PN TN PNN DOWNNWNID DY) .6.2.2.4.1.6
DINAYD DONDIN
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NI MININ DY DNPND NNPAY NONN

MNP DIRN DY MNPV MIN MYIT
DTN 22 VINOWY DYTYPNIN DPYNN

EX-021/01 199910 501

33 7m0 11 Ty

: DYNAN DYINUNN NN, P2, 01995 TN T NN

DN YT 6.2.2.4.2.1

.DYVNNN OIMIND OV .6.2.2.4.2.2

MYAVNN NMDOYAN DD DIVIND NTIAY oM .6.2.2.4.2.3
5915 ,MNPIN DOXRNN DY MMNVLIN NMDNN DY
NXY MNN NNVIAN NIIYN DI

D120 NNNANY NN DINDO NN NI .6.2.2.4.2.4

YDONN TN DD, MNYIN YD NI TN .6.2.2.4.2.5
STY2YN

NINNN-RY DOPTIN ONNDND ,NNON TN .6.2.2.4.2.6

.DYT2IWN NNNPNI NI NIVIN NIMT .6.2.2.4.2.7

STYN HYHONNPN DD NONDN 000NN NN .6.2.2.4.2.8

(Qualitative MNP DINN HY MONOVIM .6.2.2.4.2.9
and quantitative specifications for tissues and
.(cells

62242

MINNIPY 6225

YTV DIRNND INDN I 2D NPVIND NTY MN NP2
NSO 510517 NOIN MK NIPA .LIIN MYIITA TV
.NP>12) DT (verification steps) NN Y5V PO, MNVY

.6.2.2.5.1

MINY 0N .6.2.2.6

99 VINAY 1Y 0N DY THYNI MNP DIRN NDYD W
DY ONINNRN T DY JPNININ NPPOI MYITIN MPrT1an
MINYN
: DYDY MY MNPIN OORNN NINY PONN NN YNNI ¥
NN ONNN MPYWI MX .6.2.2.6.2.1
Y NMINYVIAN MDINRN MYITA NPHY MIPON .6.2.2.6.2.2
LANIN VINN TN DNIXY MNPIN OINNN
»PIN NINY
DYNNA VINOWN DY ININNRD INIDT 157D ,000IN DMPNa
2Y MNP DIRN JPNN DY NNIDNY YIND 51D MNPID
VIDOY DVD 57771 V9N DXTRIY KOV MNP OIXRN NINY
D) WYPY’ 12,090 D12 TR0 HY NN .DNDN HNVNI
VIDOY ORI MOYYNN 910NN MNIY MINN NNV MNIVIN
.DONN/NNPI2
NPINNI DN DM NN NIWN NN .6.2.2.6.3.1
DN JPNNI DY IXINKD NNNNIN D900 NN
MpN
IINY DIV NIPOHRM YT IR TYNO v .6.2.2.6.3.2
0N DDA DY DINNN/NNPIN
INNODN NN AN IWRY HOVHPN RN DY .6.2.2.6.3.3
2NN MINYD
NP PONN DY HNVNN NN YTO/ANVYI ¥ .6.2.2.6.3.4
21905 1NNOON NYAP A, NNPONT MVONNIN
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NI MININ DY DNPND NNPAY NONN

MNP DIRN DY MNPV MIN MYIT
DTN 22 VINOWY DYTYPNIN DPYNN

EX-021/01 199910 501

33 7m0 12 Ty

0»357yN GMP-n 5559 Sy MNP OINN JONNRD v
9810 NNNNNA 0NNV DNDN NNVIAND DYDNPNN
LDINNNOYTN YT NPNTON DY DOINN

SV NTRYN NPITH NN I PYY MNP DINN JPNN DY
NN TYND W ONIDT YINOYH DN DINY MNPIN OINNN
,TRYNN TIND,DTRVNN AWURD ,NTHYND MON
TRVNN NV DY/YNINND

NOAN  .6.2.2.7
622.7.1

mmun  .6.2.2.8
622381

198 DNINHN NIV DIIINN PPN .6.2.2.9

990N NAYY DX2»N TPXN DINWN DNHNNNI DY DIPNNN
SPI/MNMPIN MY ,DIONMIYIVN DMWY DIV VIDIY DIV
STNND ORNNA PPN

IN2YY DN MNP DIRN DY NPYTIN TIDYN MIONN

DY INYIVN VNN NN TN TONN NNY DD . NPIN
STPONN NN OV NPPINN

.6.2.2.9.1

62292

DYIPY NYPa 6.2.2.10

NN DYV DM YNV MNP DINRN JPNN DY

JNSIN AIND MY YN DN DMIPN YNID WOIY MWD
IN TIDYN NV ,ONNNY TP PNDN ININN VIMD
SINX MY D IN,NPYTIAN

DY DYPIDN DINN) DN YD NVIAND NPV NIPAIIONN DY
8192 DYN DN DNITIVNIN DIIDNNN 2D NN TN
2099910 MYITA NTNRY

NMINN DY INRDN MDPY NOVIAND MNP DINN PN DY
12), 07N NMINN D2APNMY NN DAPND TV ONNNN
DY YIN DINAN TYNMNL(DOVNN) OMININD DI DY MDPY
.DNND IOV MPITAY WNIVY IX MNPIN OIRNN
:9Y 2APYN N MVLIND W
9 5515 ©NNY MMYPH MNMWIN 92 0NNN.6.2.2.11.2.1
TPNNMNNM NPRIDIN MNVOINN ,DNNN PO
A2)199%Y MPrTaN Yo MINNIN 19) 0NN DY
951 (DINNN ORIV MNP OINN) MIND.6.2.2.11.2.2
PNONXD ,TIYD ,IMIND MNYPH MMVIN
MNNTN 91 2N0N I DY NTHVYN IN NN
NPT TNND NMINNN IN ONNNIN NPV
.INM2) MN
MP T2 NYNINN NTIYNI DYSINHN 00NN .6.2.2.11.2.3
NINTN NYIAPY DT NNYPD TN : ONND
PNV NPYTAN MDY DY NN ,NTIYNI
MP>TIN MIRHN (9PN, IMNSN )IN) vidva
NYT DIV ON,NINN MP>T2 O
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NI MININ DY DNPND NNPAY NONN

MNP DIRN DY MNPV MIN MYIT
DTN 22 VINOWY DYTYPNIN DPYNN

EX-021/01 199910 501

33 7m0 13 Ty

22PN S MNT NTIVN DY) NMINN 52PN .6.2.2.11.2.4
S TINRD,2DI90/MNNN NO ,MNPIN/OINNN
(N2 D>NYNN ANRIDIN ¥IINN

29021 NPTIDA NPND ,TYND MNP DIXRN 1PNN DY
APYN DY 1IN WNHVLND YW TPIVANRT MPNNI NNONI
IMON2 NPNNIN NP
: OV MINDN PNIVNL NNPY ¥ MNON 190N YN
.DXNN DXIIN DY NNAVN M2 IN DN OMNNN.6.2.2.12.2.1
JNNOWUIN.G.2.2.12.2.2
LOWOY TN) NRIDIN DINN WNINPN OVIN.6.2.2.12.2.3
NINN MIPTNRA OO N8P OIVNNYN .6.2.2.12.2.4
.DYNVN.6.2.2.12.2.5

INNY MYNIM IMIN ,(non-conformance) MANNN-IN Y NYPN

SNLDMIND MYV ,DD7MN NPV M MNNNN-IN

IN N 0N MNIN ONND NIYOIND DN NIVY NINRNN
NPNN MW YN NPNY |, TYND ¥ 199 H9vNa

SN2 D190 THNN NN DN YHVLND NINPI DINN PN DY
95 NN TYNDY DIPIN ORND MYNN DV PR, MNNRNN
MW MIPONN ,WNYN DI NN ,NPPN D0 ,0PNN
AOPRIY NNPNND/MYNN

.DOPIN DWPRY MNRNND-IN DY ND) MPT TTIWY ¥

S YNINN H9VHI MNIN MPIN ORND MYNN DY NPPN
MNPINM DIRNN IPNNI ,2PNWNN KRNI NN DO1ON NN T
INOIAN TIWVN OT DY D) TNXD ONNNY,OMN PD IWUN

(Recall and Return) m9inn

NNND DYHNN NX DN YNIVNY MNP OIXRN 1PN DY

MYITI OXTIY RDD DXTIVN IN DMNDNI MNP OINN DY

MR IN MNVIN

2910 MNPOIN NTMNY DIRD/MNPI NIND NIMY PR : XD

INDN ATV 501D NNV N0

:XIN2 NNON

MNPI DY PIPYN IWIRN 933 NN ¥ .6.2.2.14.3.1

YTIY DD NNV N0 YO, MMPYN IITMNY
INON
PN ROV, MNPI OV NINN DX PNNN DNPNN
7P NOIYNA DXMN INN KDY WINdPwa
NOMN MNPIN D NIIND TN DY MDPY
/ 7119393 / 172N RO NPINNVY ,DXWITIN DONINI
N MNPIN DY NN MNMVIANYY NIOMN
NN TIVND YTIND NON DNIPNN DY .NYIN
DN KW YTNN PIPY MDA NN»PNN

Mon .6.2.2.12
6.2.2.12.1

6.2.2.12.2

62213
009N
.6.2.2.13.1

.6.2.2.13.2

.6.2.2.13.3
.6.2.2.13.4

.6.2.2.14
.6.2.2.14.1

.6.2.2.14.2

.6.2.2.14.3

Ministry of Health - Pharmaceutical Division
The Institute for Standardization and Control of
Pharmaceuticals

9th Eliav St. Jerusalem 9134302

Fax: 02-6551777 Tel: 02-6551717

NINPNA 28 — NINNAD Twn
ANI9N MNIN 7Y NNl NIERY [Dnn
9134302 p™win' 9 an™IX AV 2NN
02-6551777 :opo 02-6551717 :Mv



www.health.gov.il

AFNA1 YTA ,N1IN197 N1'1131120 NAun
AN197 *ININ YW 0N NS 13A0 | MRpnn qan
The Institute for Standardization and Control of Pharmaceuticals N 0veaa ovnd

MNP DIRN DY MNPV MIN MYIT
DTN 22 VINOWY DYTYPNIN DPYNN

EX-021/01 2900 50 33 TINN 14 Ty

NI MININ DY DNPND NNPAY NONN

DOYNIN TN DINMP YD PNSADY MDY
T RV D) TNNY D»OIMDI
12X0 DON , MMPIN 1ITMNY DIRN PNYD PN.6.2.2.14.3.2
ININ AT DD NONY
09850 DN B¥PTaN .6.2.2.15
YTY DY, MIDN YN NN, NPONS MNPIA YNNI PonY v .6.2.2.15.1
NINRNN NIYIN DY OITIV DTN
.DMVMIP MVYN YPAD/MYIAPY DOPNMPN DPTIN WO v .6.2.2.15.2
.DIWIN DPTANN DI AN TYNO v .6.2.2.15.3
MIIN IND NN’ .6.2.2.16
,IPYTAN , NOIRN PDDNND NOPN DN NOWN IO v .6.2.2.16.1
N MNTY 7N DY MNP DIRN KW NXONM NONND ,TIYN
DYYIT) DN DOV NN MIPA MYITI DN DAY
Part -2 X819 117 0120 5151775 NYMIN . NPIN MONN
III Q9 of the Rules governing medicinal products in the
EU, Volume 4: EU Guidelines for good manufacturing
practice for medicinal products for human and
.veterinary use
AYMN PO 6.2.2.17
D50NN XNNPN NN IPO TIYY MNPN ORN PN DY .6.2.2.17.1
MM MY JPNNI MYNINNDN MNDYIN D1V NN
DY, (MNTIP ONYD RNV MNYN MMV
, NP MY MPIN ,DONIN DIYIPN ,DPNMIVIYN
121 DPOIN ,TPNY DXIONN DTN MO DNV

NYTN NNV ,DIININIVID DN OV 6.3
NPPNIND Y9959 DY WY 0NN DIV MNP DIRN NOIX — DOPNN DVDN .6.3.1
.DMPN PIN 19 HY OONPNN

oMn nayn 6.4
SV N9PN NN DIVON MNP OORN DY NMIND THMN DI DW ndwnn - .6.4.1
TNXY (NMYDN PNOVDN THPANMIND PNVDN) TPYINRM NPRIDIN P NVDININ
,DMONMIVPA ,DMINTI) DMWY MONN YO2INN NIIYN DXNYPN DINIPON NYIAP
YN NYAP DYDY NPYPRNDND (D19, 0091719, 09NV ,D1DI0PIPN
NNAY DNPIVIIPN .GONIND DITNYY MNPIN DIRNN MINX NIIWNI YOOV
NPT DY DYOIAN (deferral) NS>0 IN (PAYN 29 DY NN IN ON) DN

- EDQM -n 7919 (Annex 1) 2006/17/EC moR9IND
v .Guide to the quality and safety of tissues and cells for human application
NNNRNN DY NOONN NDAP DYDY WITTN YTNIN 53 NOIN DXPOIVN DION) YWNIVLND
N 5O 5Y

- DY YN ONNN MPYWI NN TON NN PYD MNPN ORNIPINDY  .6.4.2
JININM ONND MPYI NWIAPY DNN NOIWN DN
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MNP DIRN DY MNPV MIN MYIT
DTN 22 VINOWY DYTYPNIN DPYNN

EX-021/01 9901 500 33 IN 15 Ty

NI MININ DY DNPND NNPAY NONN

MINSNND MPYT2 N9 NPXT,AND NIORY MYNNINI WD ONNN NOWN .6.4.3
NN 21990 DNNN NN DY .WITOY DD NINX NPT D) NPMINT MYNN
: DYNIN DXDOINN
LMYV MONN DY NPNNAVYNI MNVDIN H1D) PRI MV .6.4.3.1
.MYON NONOVDN PNNMINN PNVDN
DNNN MANNYNA PRI DX WO W —o»n onNn - .6.4.3.1.1
NNy
AV PINY OTX OY JPNIN IR TIWO ¥ —DNpn onPIn .6.4.3.1.2
IMPYI NYIAPA YHODY 12 WY OLINR YT 1D WY DNNN NN
ONY DTN IN INAYN 12 ,9MVY 5901 ROYI) DNNN DY
.(©YNN NN 2V
9N NPdTa .6.4.3.2
MP>TDY (MNOPIVP INDIID) MONN OINND MININNY MP>Ta .6.4.3.3
IO NYT DIPIYD DRNNA, MO NIDYOYN
N0 OX MNP DR NONY PR, 0NN DNNN HY NIPNI - oN yMPNn 6434
T2 Y NYANN TUN NOTIN MNIN NNYY) 19 DX RIN VYT MPNR NNNN
TIVIIN TR NPNNNN INY 9195w MDNN YHDINN NIAYND MDD PRY
NN N0 NN PNANN INNN INKOY NN
YOYPNN TPITH WD YN NN ,NINAY 500N ONNN MPYO Nown .6.4.3.5
NN YITIN YTID DOINT 2D TYN MNP DIRN DY NN MIND

.B noona
YVPRN TITRL YNNN YR NN ,NINAD 019> NN NPYTAN TN .6.4.3.6
YN WITIN YTINY NNIT IDTYN MNP DINN HY NINYVI NIDND

.Cnaon
.DNNN NOWN TONNN DIAPNNN DIRNNNN YA DY DND NI YN W .6.4.4
SNNND DMNDD NN PIND NI TIDYD MNP DORN IINYD PR .6.4.4.1

270y NTavn MPd1a 6.5
Hhs 651

TIVNA DY OMIOTY DX 29 DY NWY» ONNN OT MNMNT IO DWW .6.5.1.1
NN

NPNIDT MTIYN MYSIND ONNN DY OTN NIDNT HY NTIVHN M1 .6.5.1.2
NN TIVN T DY NN

199y, 0NNN DT NNNTI MYNINHDN DN NOVYN NOWO MPrTa .6.5.1.3
1NN DT P32 NYYON RYND NINIAN TIVN DY DMIDTYN DYMY DRNNA
DT MY

- MINIAN TIVN DY DMDTY DX 29 DY NWY» DNNN OT MMIT YV .6.5.1.4
TPNIDT MNAND NMNMNTY DMMINT DN DININ MINYD MNPV I
JONTIYN

DT NY)TAINIDT R¥NN DY (NN ONN OV NIPNRA) DNOWHR/ONNY NYyTN - .6.5.1.5
MDY O X212 NYYIN RYNA NINXIAN TIVN DM ORNNA Y¥INN ONNN
DT MY
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NI MININ DY DNPND NNPAY NONN

MNP DIRN DY MNPV MIN MYIT
DTN 22 VINOWY DYTYPNIN DPYNN

ND MINNIY NNNTN MWD NDON IN,ONNNN 0T NNDOXT NINPYI XD DN
ARYNN 17220 TY 0N 0N NINPIN DINNN IR NIYY ¥ NPT
MP>TaN D2 1NOVIN XY TIY 9D DN NMNPIM DIRNN NN NHYD v

NPVAN AT IWANN DI AP AT OTN MINT IR NINPO v .6.5.2.1.1
PVIN TIIND MYY 24 -1 ININY NI

YNY2 727N ON .IMINN NY2 DT MMNT AR NINPY v .6.5.2.2.1
TYN DM 7 DY NNV NINTH NN NNPY W VAN
Y9N DT DY NNH AN ORN NIMIN NNIN .IMINN

0NTN ,D3Y NN NONWNY Y970 DT IN ONY NN NN .6.5.2.2.2
.NYINN 292 O 30 TY DY NAPNA NPIINY NN

DT DY MPYTAN DX YXIAD v (WTIN D) TY) TN mIna - .6.5.2.2.3
STIDO0 TINYH MPITAN YININD NN DY DN

,OT NN 7Y 51T ONNN DT IWRD - NN 011N (haemodilution) o7 9197
212271 NN IVWIND DNINIR DDA ¥ DIPRIVVDMP IX DIPRINP ,0T 2230910

PYOI OOVNINT MINNKN YIDINND MINYDND ONNY MPITA YNNI NN
D»NNY DNNIN) 6.5.4.3 Py X ({ Allogeneic} ©NN) 6.5.4.2

NPT MDY WHRNYND ¥ .NNOYY IN DD N7 ({ Autologous }
2T MINXN A DY) NN TIVN T DY WINIWI MIVINDD

EX-021/01 9901 500 33 7N 16 Tny
.6.5.1.6
.6.5.1.7
RuR)hap)

DYXYTN NNPY TV .6.5.2

o' 0NN .6.5.2.1

OPN oMM .6.52.2

.6.5.2.2.2 YDA PINND

.6.5.3

PYTAN MNNN MPHN NN NPVIND T DY
ONNY DTN M1 .6.5.4

.6.54.1

.6.54.2

[(DMINONR) DNNND MYITIN IPON MP T
:HIV1and HIV2 .6.5.4.2.1
HIV2 -5y HIV1 -5 ooy mnsnnd npy1a .6.5.4.2.1.1
901 ,(anti HIV2 -y anti-HIV1)
0y (HIV1I NAT) HIV1-S o apdm npy1a .6.5.4.2.1.2
:HBV 65422
,(HBsAg) HBV a5 ypoinn mnsnnd np>1a .6.5.4.2.2.1
qoNN
anti- 0N OYTIND D9 MNINNY NP>PTL .6.5.4.2.2.2
HBcore
qon (anti-HBcore total, i.e. IgG and IgM)
.(HBV NAT) HBV -5 m 5 pom npp1a .6.5.4.2.2.3
:HCV 65423
S(anti-HCV) HCV -5 ooy mnsnnd np>1a .6.5.4.2.3.1
qo1"
(HCV NAT) HCV -5 m95pom npy1a .6.5.4.2.3.2
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: DD
LDDPDY PNV N IN TIPNID N1 .6.5.4.2.4.1
TPYONID XY IPO NPYTA2 NAVPN NIRNN .6.5.4.2.4.2
NYAPNN ONX NMIND NN NI NPN DIDPDY
treponemal-) NPPNID NPITAI TIDHY NINXIN
090Y (specific confirmatory test
:HTLV1,2
anti- HTLV1/2-5 070 mnsnnd np>1a .6.5.4.2.5.1
.(HTLV1,2)
anti-HTLV1/2 -5 npr1a 7253 nvap »mna .6.5.4.2.5.2
12N NPT NPN
2PN NN .NPDHY NP MIAMN IPON MPIT2 NINXIN
MNP IN/ DINNA YVINOWN IR NYDI 1PD NPrTaa
anti-HBcore -9 7210 9p0 np>T1a mxNIN vyny InImv
N2VN NYIAP 1N ,D¥DY MYNID KD 1P NP> T total
DN MPYI NYIAP TN NPPN TUNN NYINT 7IPN
NN (confirmatory test) NN MPI1T12 NOLLY NRNIN
NN IPON NPT IYND , NN VINOIYW NIVAND
IN/Y TN PPN YIIND WD NDID N INSIN .1APN
NINN MPYI NYIAP TN KDY 7292 ONND NMT

65424

.6.54.2.5

.6.54.2.6

.6.5.4.2.7

ATPNNVIN NMIN) OMNRY DINNND NTAVD MP>Ta .6.54.3

: MINAN NPNTION MPITAN NN OMNRY DINNND YNID v
:HIV1 and HIV2 .6.5.4.3.1.1
HIV2 -5y HIV1 -5 00710 mr8nnd npr1a
(anti HIV2 -y anti-HIV1)
:HBV .6.54.3.1.2
G202 PPOVIND MNINNY NPPTA .K.6.5.4.3.1.2
qon»1 ,(HBsAg) HBV
ONTIND DD MNINND NPPT2 .2.6.5.4.3.1.2
anti-) anti-HBcore »on
HBcore total, i.e. IgG and
.(IgM
:HCV .6.543.13
(anti-HCV) HCV -5 oy1n ninsnnd np>1a
;090 .6.54.3.14
D907 N0 NI IN NN NPT
HTLV1/2 .6.54.3.1.5
anti- HTLV1/2-5 070 mnsnnd np>1a
.(HTLV1,2)
HCV-yHBV HIV -5 nvanpom mp>1a 0) y¥1a5 X\onmn
.(HIV/HBV/HCV NAT)
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NI MININ DY DNPND NNPAY NONN

DYNNA VIV TUNN NX YINN NIONI XD MIAPN IRIN .6.5.4.3.3
NOYIN YT NVYNNN NNV NONYNN NN MNPI
290NN
PYOI VNND MP>TAN DI MOWVIN KD DN DMPHI .6.54.3.4
V9N NPINPIIN MPITA MY XD IN/N 6.5.4.3.1
VINOY 19INT MNPIN DIXNN NN NIV ¥ 6.5.4.3.2 Pyl
PPN MPPTIN INY DX D) 2918 O3
mooN MP>Ta .6.5.4.4
,Zika virus, WNV ,CMV EBV ) moon mpr1ayNavo v .6.5.4.4.1
avnnna (15 RhD ,Chagas disease ,nnoomomv ,non
DN DMIMINNN DMINNI,0NNN HY TINIDT NV
MNPIN IR/ DIXRNN DY DIMONNM IV NMY ,NNY
VINIVN 22)D NLYNNN ,NPYTAN NINXIND DXNNA .DMIININ
NN DAVNN RIN/TADIIN OINN T2 NN NN
.DMNDY0 DI TONN
DI NMXYTNPNY  .6.54.5
NNYYN NN ,TINY 79NN ONX,0NNN DY DIND MNNT NIYD v
TV NAPNAOTNY NP2 OV, MYITIN MPYTan Do Na
MNP OINN POIR 6.6
.AN52 NYTN NNODN NP INKD P TR IYY MNP IN DIRN PR .6.6.1
IPIN/ONRNN POON DIV DNNN MM AN NTYO YV .6.6.2
;0NN DNNNN MNP PN TN .6.6.3
NINA NPVIN TYINND MYY 24 TY YUY DINND DDNNN NPT PN .6.6.3.1
IN,NPVIN TVNND MNYRIN NMYYN 6 -2 NP NDIDNN NINNY
SNPPY NDIIN RY NANN DN ,NPVIN TINN MYV 12 /N .6.6.3.2
MNIN,NIPVAN INKD MYY 48 -5 TY NOIRN TVIN IR MNTO M) .6.6.3.3
MMM MDONN YD NNMVANN PN 1Y TIYN TONNY
D03 XD NNPIN DY TINDPIPINN
D) OWITIN DPNIIADN OINXIND DY NPNYY DINYPN DOOVNP DMIVNIS  .6.6.4
NN PONND TONN DIPIAN NN DN (NNITIY TPDMIVD NHIN,NNVINNY
JODNIY MNPIN DIRNN DY NDAINM
MYy 6.7
TIDYN TONN,NTIAYN NDAD ,TPNN,MIANN D NOVIND MPPN ORN P YY  .6.7.1
INMADY MDRD NPNVLININ MYIITN DI OXTNIW NIPAM NPINN INIM
DMK NN NYVIAND Y72 DIDINNND) DXITHIN OININA YNINNY 1N Y2V HS  .6.7.2
Y5V 53 NN TYND ¥ . 3PNNN INYOWIR DY D) 11D ,MNPIN DIRNN DY DNV
STV
.DXAPINN NN DN NDYNHOIHNN .6.7.3
TONNAINYII XMYNYN NPY NDIIN DIV NNY NIPA PONND DRNNA DWW v .6.7.4
STY2YN
TNYD DIPWNND BN YD MVIAND >TI2 TPNMNPN NN NIV DMI»N NDYNIIONIN  .6.7.5
AY1apIv mYTa
DMWY DNNNN MNP IN DIRN YV (pooling) DN Y8IY PR .6.7.6
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NI MININ DY DNPND NNPAY NONN

NN NP 6.8
NV NONRN ,TIDYN ,NDIND 220V DY IHINOPIIPIN NIPAD ONMONN Pyon  .6.8.1
NP OINN DY
NNOONPIN NPYTA KD, 1ONDPIIPINN NPITAN NVWI ND NX DRND ¥ .6.8.2
VIND AN NIDYN TONN ,MNPIM DIRNN NOY ,(OXRNN ONR) NIVPNPI
-2 NPIDTYN NPMINY ORNNA YXID ¥ NIRNND NPNIPDIPIIN MPITIN NN
,2.6.13,2.6.12 ,2.6.7 ,2.6.2 ,2.6.1 ©>19 ,(Ph. Eur.) European Pharmacopoeia
.2.6.27,2.6.14
02N DIV NPNRY NNPI TV WHNWYNY 1NN NPMINN YA DY DN ONPNN .6.8.3
DNINYDINIY DNINNNIIPINN NN PTHNN 3329 HNIND ONNNA D)
.DYIN VINOY NIVANND/NIDID
JADNIY MNPIDY DORND TONDPIPIN NPPTA .6.8.4
MNPIN DINNN DY NDOXNT DY YSINND NN OOV NidTa .6.8.4.1
ODNIVY
MY /NONN /NDVY IO NOXT HY NPT YNIY W Y OX - .6.8.4.2
Y8 W NDIND DY MNPIN IN DINNN DY DT YN \MIND ON .6.8.4.3
DY MY YINIA PNY DIRN IN NVY O DY DINT NNINTI XNON DINT
NADNIY MNPIN/DOINRNN
TIDYN TONNI NPNOPAIPID MP>TA .6.8.5
ONINIVIH DMP DN TIYN YAYW DMVIIPN DIADYN NN MAPO ¥ .6.8.5.1
DY TIdY PHD) DNNNA D10 NOIYN YNNI MDPIPM DI
(NN MNP TIIN ,D8Y NNV 70N VIDIY
D»VMNDIN DAVYWI NNPRNNT MPITAN NN YN ¥ DM NOWN 97y .6.8.5.2
S TONTY ,TIDYN TPONNA
DYPTON ,DMIN DPTHN) DNMNPNIMND YO NdTa .6.8.5.2.1
112720 1ND) MNVIN NP PONN M9 (NPIV DM ININ
2> PDNI NMNI/AND/APIN KD IWR ,(NPIPOPDVIN NDMINI
MO NX NNIYIL PTHIND ¥ NON DMIPNA .OMININ IND DY
00N NP TONNL IO NIDNA XOY DN
NONNN N7 PN DOPRININ NVM NPN DY INND  .6.8.5.2.2
JMON
DN DMPN2 TNPNI IOV HODIN NAONNL N NPVY IOV .6.8.5.2.3
0N NP PONN YN 1N KD
MWD IR NONRD MDD DX PITAD W MDY PONN NIPAN PoNd - .6.8.5.3
NNPIN N DIRNN DY YN INIY
YNON I OV NMIVPANIPIN MPPTL .6.8.6
910N I NN DINTY W IND NN NINYD NPIIVO NPT TN .6.8.6.1
DN INVINI/TIYN 22OV 55 DPD INND
YNRNYNY 1N MDD ININN NN DNTY MIVAN PR DN OPIN DMPN1 .6.8.6.2
PYTAN TN NOVYN IN NONNRD ,NNDOWN DI
DN, 02 MXXIN THO DY 1INYD J1) I8P 70 PN TN ODYI OINN  .6.8.6.3
NN DOVUND ¥ NOR DMIPNI .OTIP 25WN MIXNIN TR DY N, MN»P
NN MINY INKD NPIVON NPT
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5Y N9 (10199 MINY) 1252 PHIN NN HY THNDNN I NINY
TONN D2YN DININ P TR YSINNY 51D NPDIVD NPT NINSIN
DMVYMIPN DIDVN MADY 5D HY NPIN 2NN NPNDN DNIND 9D NPOY
ANDD 9NIPOIN) MPOYN TONN SV

.6.8.6.4

YD NPOY NDD NMND NOIYNIA 7Y

VY 9D MPYY NIY NNIND NOIYNI TIY TPONN ¥YSINN DN DIPNA
IWNY IN IXINT OY YIN INIY MDMINN XXM MIDIN NN 0T
PYDI ININNI YXINN NPITIN (VIO NONX ,NVY MDIIN) NVYY
.6.8.2

NPYTA YN YW IMN IPYY 1N XD INIDIVD NPNY 2N KD ININN ON
-1 2.6.12 ©p79 Ph.Eur -2 n»57yn n»ninm 29 5y 51210 onw
.2.6.13

.6.8.7.1

.6.8.7.2

:TIYN NXA0 OV OINDPAIPII NN

0>>% Grade D -1 Grade C -5 D719 0MINRN) 09T ,09P) DTN

.6.2.2.2.1.6 9yD2 DXONNN NINIPYN Y9 DY DIV NPND

N3N HY DMLV DAPIND NPNY DI TIDYY DIVNWNN DIPNN

APNNA VYN MDA RN PNNRD )PP NNT 2D NOPVIND

77PN .N2IN DN DTN DMPI DITND NINIVAIPIN NP2 NN

9 DY YNINND NN

European Guide to Good Manufacturing Practice (GMP), Annex 1

.ENISO 14698 Cleanrooms and associated control environments -3

: N91ON MNP NVNY NN DYDY 1PN MNP DIRN PN

action level; alert ) "YYayipym DIPT YW OYIPN MM .6.8.8.4.1
.(level

DWW MVTM DINT NON .6.8.8.4.2

PN OWTI MOYY - .6.8.8.4.3

T NVTN OW TN OV .6.8.8.4.4

2D MNP Y9I, DINNNN NOIWM M) .6.8.8.4.5

out of ) WapPIY M22INN MNNNN MINHINAINDL  .6.8.8.4.6
.(specification

oYY, mMNAd ,NMINY NMLINIY YNV dNDXAD 7V MINNT PXYTHY VW

MoyN 20-25 -1 O 3-5 5Y NNTN,NDINN .NPIVI DIPTAN NN

DYDY DD’ 2-3-H DPOYN MOYN 30-35 -2 NTN MINKD) DYOYY

PTRYTN PPIN NAYY N1N NINIVY NVIVN

VINIYWI IMNTY 117 XDV D01 DINNINIIPII NY¥DY MWY N2>101 ON

,6.8.8.5 PYDA MLNANN MINVINNVIA YNDIAD VN HVITIVD DTN

L7959 DRNNA NVLIVN NN DIRNND WO

21 Y3 5y NN DINTN ML NXIP ,INVIN NINYIN NN’ OVO

ATHM

9 DY PN DY IMNDPAIPIN NV NNON XA DY NUY MAWIND NN

European Guide to Good Manufacturing Practice (GMP) nynin

nx MMy v Grade B -y Grade A 7182 MY Mavn Annex 1

NI N0 DY NN DVNNNIPININ
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NIND MNPIN OIRNN NN TIND YW PR INNRD

%DM DI OINDPDN NNX I P2 NIWTIND NN
.N2>20M

NP0 NIND N0 MNPIN DX YITID MM 17125 v
2129y YNNY o2

MNPIDY DIRND 19) NIMIN DY MIW-TN-TN TP MNP ¥
MNPIM DIRNN JPNNAINX NOIRN TONN DIN HINIMY
NN MDPYN NN ONNN OV PPN N NPYVIANY 112
.DIMN IMNN

VYN P TPNYRIN NN YITIN PINDIN YTININ
Annex -1 (Labelling of the procured tissues) 1.6 ¢9>y02
NINNDD 1N G0N VN .2006/17/EC nd0op»T1ndv IV
Guide to the quality and safety of tissues and 777102
N9 o .EDQM -1 5w »57yn cells for human application
T2 P900 ¥ TINYNRIN NMIN YTNN DI NN NYIY 10N
M2 YN

NAYNMIN NN .6.9

.(qualification) N9¥51 MY NPT NPNY MM MAYNINND MIIYN

.NIVINN DIVVLO NX YTNN PNIAD YW MDIND NNV YNINND TYND

S0 THOIMN OTR YT DY MIAYMNNN MIIWNN DY NPNNPN MPIT1 YN v

International -2 XI5 117 MAYNMIN MDY NIYIN XWNA NPHDD NN

(ISPE) Society for Pharmaceutical Engineering

NV DY NON NPNY 25N MIAYNINNKN MIIYN NPYN YR DI - YN NN

DNVIINDI NINN NP VNN NN DY .TIY DINDINY N 1Yo

AN (0N) PO , NP

A7y v VW X Eurocode -1 8 ISBT128 Tymp noowa wnnwnb v .6.10.1

NKNHOWIN NOTTNA NDIN N0, TIDPPORUI DO v .6.10.2

2N P2 DIVIY NHINY PRIO IMNL NPV SN DY .6.10.3

NP DINRND NPNNT MPIND YOO V9 .6.10.3.1

,NPYTAN IR NPNIAN ,DNTN ,NONN NN ,NYAPN NN INNHDD TONN .6.10.3.2
IR PNDID MININA DDV NINYN

IND NP2 NN .6.10.3.3

JTIVD NPNNM NPIND DANND NPNIAD WINN TND N T .6.10.3.4

SIDYN POINRD TONNI MNPIM OIXRNN DY N NVIN .6.10.4

.DYADNIN MNPIN DIRNN DY IO TPNWURI NPIN .6.10.4.1

.6.104.1.1

.6.10.4.1.2

.6.10.4.1.3

.6.10.4.1.4

STIYM NOIRN TONNI MNPIDY DIRND TIIMY NI .6.10.4.2

MNPIYY DINNY NIV NHIND YIOW NYY) DN

93 YN 99 NN 21930 NNNX MHNNN ,OXTAIVNT/DONIN
ONYNRIN TINNI WNINY

NVIND NTHRIN NIPN,YITIN YTNRN OY ,NYNI ONN ONX
IV NDIND NNIN RSN W 1INIUNRIN

.6.10.4.2.1

.6.10.4.2.2

JADRIY MNPIM OIRNN DY TINNONN NPIRD PIYOY NDIR .6.10.4.3
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NI MININ DY DNPND NNPAY NONN

DYINRNNN DIDIN NHYINY DXAMN WINIY MNPN OXRN .6.10.4.3.1
MNPVIN DY OMNMIY TYNRI DN DIMIN MOVNID
NPIN IN OINNN DY MDINM

DINN JPNNY NOINRM PN DINIWI MNP NN IWRD  .6.10.4.3.2
9195 MOINN Y20 IOV WITIN MDDI1NN YR, MNPN
Labelling of the (shipped ) 1.7 9>¥02 V9D YN NN
VY19 .2006/17/EC n20p 1 YW Annex IV -2 tissues
Guide to the »57YN Y PNN TN KINND 1) GON
quality and safety of tissues and cells for human
.application

NINT PIND ¥ 7DD DIVLDA DY MNPIM DIRND YN .6.10.4.3.3
MY ROV NN VIDOY YNND NIVN,WITIN 19INI

.DYIINN MNP OINN XN HY NI NPIR .6.10.5
9 HY WY DN MNP DINRN XN DY MNYRIN NPIRD PO .6.10.5.1

N2VPTY 11 NdD) bv (Final labelling for distribution) E 99
Guide to »5TYN Y9INN TN NINHNY 1M G0N VIO .2006/86/EC
.the quality and safety of tissues and cells for human application
ND ,WITIN YN OY,TINUNRT THINN O : PNMIVN NDIRD PO .6.10.5.2
IVIND NN TNRNNY Y ONYDD N0N INYNIN DPIND NTHNIN
IVN
External labelling of the ) F 9993 Sy nwy> nonsonin nvann o .6.10.5.3
9O VY9 .2006/86/EC N2>0P 1o I NaDI YW (shipping containers
Guide to the quality and safety of »57yn *917RN 7702 NINNY 1)
.tissues and cells for human application
VANN DD D53 ROV YN H51ON YT 9T2/NO¥2 INDY XN0N N .6.10.5.4
19919, NP WNNWYN Y Y0P YT 51930 NHYN DY .ANINN DY
DN XN N NNPIN MTHN PO ONY, NN .6.10.5.4.1
INON PINN.6.10.5.4.2
DOMDT ONR,DMIINIPND OINNN NNINND .6.10.5.4.3
192N MMPIVIPY DNNND MOIWIN MP>TAN VI .6.10.5.4.4
DTN )22 NYNYNY DMINNN MNPIN IN OINNN D MINSN .6.10.5.4.5
.DMOIMDIN MONNN 2NN DY 1PTIN
NINWI/NNNN INNRD TN 1N TINR 191,90 »N .6.10.5.4.6
.(reconstitution)
2190 ,NTIN/Y0N NN, NONN ONIN YD NyMn .6.10.5.4.7
MNNY PVINDT DR NNPI/DIRNA
PR” RGP NI PO MTNPI NN NNIRNN MIMN .6.10.5.4.8
LV ON) 7NPOY IY NN IN NPYY MVYD
LDIRDN ORI AN OT DY WIDWI TYPN ISMNY NINNN - .6.10.5.4.9
STTI2 991V MDY TN WINIWD 1PN ANV NINNN .6.10.5.4.10
IN DINNN DY NNV NXPN WHRNWN NPINNA Y 19NN .6.10.5.4.11
.9NYNN D0 DIRNN OONINI MNPIN
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Regulation (EC) No 1394/2007 — Annex I -2 99005 (Minimal manipulation) 5991535 N899

Manipulations referred to in the first indent of Article 2(1)(c) 1394,2007.

— cutting,

— grinding,

— shaping,

— Centrifugation,

— soaking in antibiotic or antimicrobial solutions,
— Sterilization,

— Irradiation,

— cell separation, concentration or purification,
— filtering,

— Lyophilization,

— freezing,

— Cryopreservation,

— Vitrification.
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Reference - Guide to the quality and safety of tissues and cells for human application EDQM,

4th edition

SAMPLE DONOR ASSESSMENT FORM

Bload and Transplant

PATIENT ASSESSMENT oo L

Please print
Patient's name

Donor hospital

Pat:'em date of birth | [_‘,_| ‘

the best of your knowledge - about your relative’s medical and

Hospital/CHI number [ | I I J | l I | | I I Cause of death:

In order to proceed wkh organ and tissue donation It Is mcanary for us to ask you some questlonu which should be answered to
h: history. All i

will be treated with the strictest

confidence.

For children: has your child been breast-fed in the last twelve months?

required from the mother of the donor
For ALL female patients aged between 13 and 53 years of age
Is there a possibility that your relative could be pregnant?

For paediatric patients under the age of 18 months or those who have baen breast-fad in the past twelve months the mother is
required to answer these questions with regard to both her own and her child’s health.

Yes

NOTE: For all donors under the age of 18 months and any baby or child who has been breastfed in the last 12 months, a blood sample is

v [

No D Not applicable I:’
No D Unknown D

'GENERAL HEALTH INFORMATION

1 Has your relative visited his/her general practitioner in the last two years? Was
he/she cumently seeing or waiting to see their general practitioner or any other

]

No I:' Unknown D

If YES, give details

I

2 Did your relative have diabetes?

If yes, were they on insulin?
Is there a family history of diabetes?

If yes, is it insulin dependent diabetes?

3 Did your relative take regular medication?

No D Unknown D
No D Unknown ‘:‘
No D Unknown D
No D UnknownD
No I:] Unknown I:‘

||f YES, give details

4 Did your relative ever undergo any investigations for cancer or have they ever

|
ol ] unkoown [

been diagnosed with cancer?
|Il YES, give details

5  Did your relative recently suffer from any significant weight loss?

No D Unknown D

|nVES, give details

6 Did your relative have any signs of recent infection, eg colds, flu, fever, night
sweats, swollen glands, diarrhoea, vomiting or skin rash?

No D Unknown E‘

|I1YES. please specify

7  Did your relative come into contact with any infectious disease recently or have
any immunisations within the last eight weeks?

W[ ]  vneom| ]

If YES, give details

8 Did your relative ever have hepatitis, jaundice or liver disease?

No l:‘ Unknown ‘:’

If YES, give age and any diagnosis
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GUIDE TO THE QUALITY AND SAFETY OF TISSUES AND CELLS FOR HUMAN APPLICATION

Blood and Transplant

Patient Assessment Form

ODTDomrnumborl I I | | |

‘GENERAL HEALTH INFORMATION

9

18

19

20

Did your relative have a history of ocular disease or previous eye surgery or
corrective laser

v [ ]

No [:] Unknown I:I

I YES, give details

Did your relative aver suffer from any bone, joint, skin or heart disease, eg
rheumatic fever?

w[]

No I:‘ Unknown D

’WES. give details

Did your relative ever have any upera!bna or ilinesses including an organ or
tissue t? i no go to question 13.

wl ]

Nol:’ umnown[l

| If YES, give details

Did your for tumour or cyst of the

veo [ ]

No D Unknown I:]

ina/brain of im| nmmdduramrhofctaA ust 19927
If YES, please specify

Did your relative receive a blood, or blood product/component transfusion
(such as Fresh Frozen Plasma (FFP), Platelet, Cryoprecipitate or
Jlins) at any time 1980)7

ves ||

No D Unknown D

I IFYES, give details

Was your relative ever told never to donate blood?

vos ]

No D Unknown D

I If YES, give detalls of where, when and the reason

Did your relative suffer from any chronic or autoimmune iliness or disease of
unknown cause, eg inflammatory bowel disease, multiple sclerosis,
sarcoidosis?

Yes D

vl ] oo [ ]

It YES, give details

Did your relative suffer from any type of brain disease such as Parkinson's
disease, eimer’s disease, recent memory loss, ion or unsteady gait?

ves [ ]

No I:I Unknown D

Ilfves.gmamns

Did your relative have a family history of prion disease or do you know if they
were ever lold that they were at risk of CJD, vCJD, GSS or FFI?

v [ ]

No D Unknown D

IIH‘ES. give details

Did your relative ever receive human pituitary extracts, eg growth homanes,
fertility or harmone

wl]

wl] o] ]

}nves give details

Did your relative ever have any other serious infection such as tubarculosis,
malaria, West Nile virus, SARS, typhoid fever, toxoplasmosis, rabies,

v [

Nol:l Unkrmnl:l

alitis, Lyme disease or bruceliosis?
If YES, give details, and any treatment received

l

Did your relative have any acupuncture, tattooing, body piercing, botox,
\n]ocuor\sor cosmetic treatments that involves piercing the skin in the last six

s [

NOD unkmD

N YES give details

]
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SAMPLE DONOR ASSESSMENT FORM

NHS
Blood and Transplant

Patient Assessment Form

oorooornmber [ [ [ [ [ []

GENERAL HEALTH INFORMATION continued

21 In the last twelve months has your relative been in close contact with a bat
anywhere in the world or been bitten by an animal whilst abroad?

wl]

No D Unknown I:‘

If YES, give details of animal and place of treatment

22 Did your relative ever have a sexually transmitted infection e.g. syphilis,
gonorrhoea, genital herpes, genital warts?

No D Unknown D

If YES, give details of diseases, dates and treatment

TRAVEL RISK ASSESSMENT

23 Did your relative ever travel outside the UK?
(' NO or UNKNOWN, procead to 26b then continue with Behavioural Risk
K YES, tinue with below)

24 Has your relative travelled outside the UK in the last 12 months?

vo[ ] oo [ ]
o] oo []

Ill yes, give details of date of visit/return and destination.

25 Ever had a fever or received treatment for an iliness whilst abroad or within six
months of leaving an area where there is malaria or West Nile Virus?

No D Unknown D

’ If YES, give date of fever/illness and places visited

26 (a) Ever live or work in rural Central or South America
for a continuous period of four weeks or more?

No Unknown

‘ If YES, specify place and date of last visit, and details of living conditions

26 (b) Was your relative or their mother born in Central or South America?

(c) Was your relative ever given a blood transfusion in that country?
2

=

(a) Ever spend a continuous period of six months or longer in an area where
there is malaria at any time during his/her life?

(b} If YES, have they travelled to a malaria area since then?

No Unknown

No Unknown
No Unknown
No Unknown

‘ I YES, give details of where

BEHAVIOURAL RISK ASSESSMENT

28 Did your relative:
(a) consume alcohol?

No [_‘ Unknown l_

If YES, approximately how many units per week

(b)has ever injected or been injected with non-prescriptive drugs, including
body building drugs, even if it was a long time ago or only once?

(c) has ever been given payment for sex with money or drugs?

(d) (for male patients only) ever had sex with another man with or
without a condom?

(b} smoke tobacco or any other substance? Yes I | No ‘ | Unknown
If YES, give details
29 Isit possible that any of the following apply to your relative?
(a)is, or may be infected with HTLV, HIV or hepatitis B or C? No

Yes D
ves [ ]
ves [ ]
v [ ]

|:I Unknown D
D Unknown D
No I:\ Unknown D
O o]

FRM4211/1.1 Effective: 03/01/13
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GUIDE TO THE QUALITY AND SAFETY OF TISSUES AND CELLS FOR HUMAN APPLICATION

NHS
Blood and Transplant

Patient Assessment Form ODT Donor number I

BEHAVIOURAL RISK ASSESSMENT continued

(e) (for female patients oniy) had sex in the last 12 months with a man who has |:| D El
had sex with another man with or without a condom? Yoo Ne Unknoin

(f) been in prison or a juvenile detention centre for more than three consecutive
days within the last 12 months? Yes D No Unknown

NB: This excludes those who have been in a police cell for <96 hours.
(g) had sex in the last 12 months with:

(i) anyone who is HIV or HTLV positive? Yes D No D Unknown I:\

(i) anyone who has hepatitis B or C? Yes I:‘ No Unknown D

[ v ]
(iv) :me who has ever been given payment for sex with money or Yes [:‘ No D Unknown [:I

(iii) anyone who had a sexually transmitted disease? Yes |:| No

(v) anyone who has ever injected drugs? Yes D No Unknown i:l

Unknown ‘:I

(vi) anyone who may ever have had sex in any part of the world where Yes D
AIDSMHIV is very common (this includes most countries in Africa)?

Having d all the previous questi is there anyone Yes D
else who you think may provide more information?
If YES, please specify

Question Relevant additional information
number

Information discussed with

Please print ) Please print

o I |

 Signature of healthcare

Designation of heanhc_ars

Date of interview I it /20 | Time of interview

[
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Reference - Guide to the quality and safety of tissues and cells for human application. EDQM,

gth edition

SAMPLE DONOR PHYSICAL ASSESSMENT FORM

Sample Tissue Donor Physical Assessment Form

Recovery Agency ID#:

Recovery Team Assessment: (continued)

Key to schematics:

(A) Abrasion (J) Team blood draw site (T) Tattoo — requires description
(B) Bruise/Contusion (L) Laceration/Wound (U) Urethral catheter

(C) Cast/Ortho device (M) ID band/tag (V) Skin lesion

(D) Dressing/Bandage (N) Needle entry site (W) Scab

(E) ET tube/NG tube (O) Organ recovery incision )

(F) Fracture/Dislocation (P) Body Picrcing — requires description ()

(H) Hematoma (R) Rash

(I) TV/Arterial line (S) Scar (surgical/trauma)

Summary

A review of available medical records & physical assessment findings were completed & found to be

acceptable/not acceptable prior to recovery.

(Circle onc) (Responsible person) (Date/timc)

Source: American Association of Tissue Banks (AATB), United States.
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Identification
Name stated on Consent (Authorization) :

Age: Odays Omonths Oyears Recovery Agency ID#:
Sex/gender: OMale OFemale Race: ID#:
Weight: Olbs. Okgs Weightis: DOestimated/team Oreported (source: ) Oactual
Height: Oft. Oin. Ocm. Heightis: Oestimated/team Oreported (source: ) Dactual
Manner identified by: Ohospital ID band Otoetag  Oother (describe)
Identification Band/Tag

ID re-created as closely as possible,

or check here O if N/A (not present)

Personnel confirming donor identification: Date/time:

Evidence of Donation/Autopsy

Eye donor: Owholeeyes [Ocomeasonly ON/A; Organdonor: OYes ONo UNOS#:
Autopsy: tissue recovery is Opre or Opost autopsy (Ofull Olimited); Ono autopsy planned;
or, Oplan for autopsy unknown

Recovery Team Assessment:
Is there evidence of:

di OYes ONo
Genital lesions OYes ONo
Enlarged lymph nodes OYes ONo
Tattoo/piercing OYes ONo
White spots in the mouth OYes ONo. OUnable to visualize
Non-medical injection sites OYes ONo
Enlarged liver (hepatomegaly) OYes ONo
Insertion trauma/perianal lesions OYes ONo
Rash/scab/skin lesion (non-genital) OYes ONo
Blue/purple (gray/black) spots/lesions OYes ONo
Trauma/infection to potential retrieval sites OYes ONo
Abnormal ocular finding (e.g., icterus, scarring}—— OYes ONo OUnable to visualize

Notes/Explain if “unable to visualize”, or if any answers are “Yes™:

General Appearance
Cleanliness: OGood OPoor; Describe if “poor”

Personnel performing physical assessment: Date/time:

Name of Person Completing Form (Print) Signature Initials Date

AATB Guidance Document No. 1, v2 Tissue Donor Physical Assessment Form (June 27, 2005)
http://www.aatb.org/Guidance-Documents

Ministry of Health - Pharmaceutical Division

. o NINPNA 92X — NIXN2AD TWN
The Institute for Standardization and Control of a9 '
Pharmaceuticals ANI9Y "ININ YW NN NEAY [Dnn

. 9134302 p™win' 9 an™IX AV 2NN
9t Eliav St. Jerusalem 9134302 . ! .
Fax: 02-6551777 Tel: 02-6551717 02-8551777 :opo 02-6351717 =70



