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Z ez & o THLS O VBB A RIE T AR
b B0, 3 AN R B,
#, B 2T EhEIRET L2012, WMl
JROFIMFAET B A L RINL TW 34T, JEM
aRE o DL % G4 2 B b 5. BBOT
X A= FFar 20 U CIRMBRR 3 ORI R & L
BBG, MNERSY £ 721305 (O fisdig b kO
bHTITF 256, HEEw) (SBT3 UMD
W E I IR O R & G 2 BB &
3. RGBSR OHWAFHE IS H < h B — i
HliZ &7, CBMP COfiHIZx L TR Eh b
BRI ORI 8 @A T2 Z &2 TES. 20D
&9 mEMIZ IR, ARG A LR D
BEZOMBRE LRI 245§ 5 200D
o 7Tar s 4, BESLCHREOT -4 0
RELAEENS. ThooINIE, [EEE %5
AR ISO 10993 Part 1 ®lck W TRE SN
LDOTH 5. FEHERKDISO 10993 > 1) — X DAth
D& T, MR EEEE S TR & 3 RO
R, AR O4EM PR M B KO RO
IZFEY L TWE 2 LAk hEEREL TV
. B aige X, Mieas e, B

W228) A3, ML D TSNS U TR B 227k
Y RE A PEO M 2 78§ DI T B 2 5585
H%.

3. e

Wolzh TR, TabbBigERoREy
2T LWHELE N D &, B ORI OIS L O
FHNT, MERYEORE &R DU % R E T
5720037 X =B EEORTIUEN D B.

BT — & LA 2 B SR & B L
T, FEREMOVERERBRD 720 IZ FH /85 A — 4
BIEMLT 2 ME D 5. FAKPOAN,#EiE
2T b A O in vitro ¥ & Win vive ik 5R %
BOIENEYTHE2E Lk,

4.2.7 BB ATGELE

B & 2 OFREG L RIS, BEORELIE
WRATRERE 2 ATREIC 5 & 2 7 2103, MifarkRsE
MOREVEENRET= L) VT B DI ARA]
KTHB. $642004/23/EC * I & U454 2006/17/
EC ° % & 1°2006/86/EC °, ¥ L OHI (EC) No
1394/2007 * D515 5 BE X T 2 BT RE
L BRI e O —EM LA AR L S
DEFTBHET, FOY AT LD L HEF: %X
DN D B,

JH] (EC) No 1394/2007 20551551, il
it K OWE (Dir 2004/23/EC) » 6 BG4
R =Y FbtE 2213328 FTICERENT
WA ATREME ISR U 72, 2ERRE AR A ER L
23D ThD. ThiE, EAESRIEEHhD B L
WH ZEERBKT S, MO EIERTIE, Fh—
EAR R & ORI BMPE S T AU B vy, Bl
ficik, Rt BB OMICEEELN 2T I LS
L, Wbt BRI TR, BRIy b
EDORNZBEMEA T IULE 6 . Y AT A
ELOFFLy 2T 452ELT, FFr—2561Y
YLy b CORKROBEITREN: & TTREIC T 5
MR DB, BEFHE, MO HEEROFS Y
AT L HREEL, BERREENORME OGN %
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RHIZTBHEICENETFA v Lans, A8
W FETHSIY 2T 25 RETHHEND
5. N=—a— MMtk E L R RIE, B
FHEHMOHMII L CEbIRY =L Thh S 5.

4.2.8 L TRETE

AN e RS S O BRFE 1L, IRl s A 5.
Z508 LhanWEETRICKT 2EHE 2500
HEMED & 5. CBMP O #iH TEIN 2B %5 2
% &, BARDTNTORR & A EHE L B fRE
MM TEYT 2 ZENRHCEHEETH 5. KR
BAWSARESE, ZOZLRFICEETH
3. FREL ORISR U 7 SRR A A 1
LS 3789, B Lo7Ta 24 TOWE LR
PEICB4 27 — 2 2R FT 208N H 5. HEX
R R GBI R b, B8 TR & i B N 25 & R
CXEBNETIIAEN,

BLEIC B 5 —EBMORMA R E 55 K5
12, HRIRERER R & B R A R b3 %
WM BB, BATEA ML TR 5 B il helk
WIS BB AT — L 2§ 5 7212, B
FiE, HEBORE LS5 & e h 2 EE KT
A= R EEETHBEND S, T &N ERR
BNy FICBEE LT, ZAS6DOEFEL, HEL T
2 BT 5 LRl ol BEVERT R & AT 3 5 LR
b5, AL EEFEIO ICH Q5E Mk v hE
P B K OB T 5 454 &Y AET, wWas
ARZVAERDFTEIENTES.

AT LB KO F IFIEREIR L XLz B
3 AT REME S . S M TV B WA I WD T
b, BIKT— 212k > TEhERTBENRD S,

4.3 FFE b

FEEG IR GBI R I m H & h B RIS, e
RSN (CBMP) OB ZZREIZAN S BB
RHY, ZHIEHRFEICEELZ3DTH S &
T2 ) 22 IZHBIL7ZEDTH S BENH
3.
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MR RS S O P2 VEE,  JRRRPR AR 12 M
SNBRENRD B, RN O I X OB
RERIZ LT, BV 2 —NATHLLDRE N T
WB KD BIEROBERFELA LY LY TH B
EVI DI TIE AWV, ZheOERFIE L L DON
MM L4 k428 DEd 5. CBMPHO
HE B ER B X T B 8A,  JEERIRER %
i, BEEARKENC O CRIHATRE R 7 A &
VABEMETFLET LD TEF L L S 500,

FERGIRERER O H 1%,  BERRER O BRAGTHT 721 T
L, EIRBEAEL Y, FHEOMHERT
ZEeThD, v rORIBETHITE ZHRMEER B
JUFMEHA2ER TS THS. Z2hoDik
BoRiE, UTa2at. $habb, HIKRERIC
XU TR LG 82BN 3 720 O 4 f{t
T35ZL, BHRIEEEHA T Y 2 — L& LT
3700 REEMT 22, BBEOME L XV
A& BT 2800 % XFd 5 720100
WAERMfT 228, ZhoDRKEZ T HBET
WL S X =2 DE= 52 V7 &7 D FE A
ERETHIETH 5.

JERIRRERZ, ML TV 38T F L TR
FTELEND D, ZM LT BREMET LR
FTBEIENTEROEA, in vitro ikl 2 B PR
BRIZH > Tib B2 e Lhvkw, Hreo@ime s
U B 2 Ol & 72 JERGER B 56 & SRAT A
AT amilla, EMLL Thradhidh
5. YRS S 1 O R BUKHE, Gl
XN R e EIL, L ENRETSE
XX NEREE ML 728D TH B BENDH
3.

ICHS644 Fo4 vo D sZET50%H
Nbd BELLNIHAFEMERIET -0,
oK, MR, T &) 7 OB B X IR
M, WYTHEBEND S.

YIBRIN, 1%, LRI K O Re &
ERIZANEZ LT, BREh-HEEEICRT 59X
TOWBEMBOLREEEEEEETRTBENDH
3. (4.2.6 DEOHRHEAIZ 2SI NI20).
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4.3.1 P

ERE Yk

JEEG R AR BR X, CBMP O EPLDFEI] & /Rd 7=
DIZTHYITH ADBEN D 5. In vitro % 7213 in vivo
DY) 7€ 7V OIEEHIKERER T, FEARERE
ETHLEND 5.

1 v 0 CBMP O 32 )57 19 1 F % 388 U) 12 R o
T 572002, EVEEOABIZIEYt XN
V= —EHHTANEND .

Bl 21X, CBMPOREX X h7zflifHA, KRIEHL
7ol AR ORERE A ITH 3 5 Z & (L 2E)
THIBE, TORESME LI L ERT2D
ICHERE T 2 M 2 E T 20 H 5. B2,
CBMP D FEX & 7= i 23 2 A D 38+ i)
LT B 534, CBMP O ®IEFIEHIZ OV
THML TV B 7 — 2 TEWFERIEM %2 X4 5
DD B,

BIREN T TSR RIEARE, /9o T
YN ERR NI VAV 2w v BN EE B Y
ENbH5H. BEEFLICEOCEE S 2HEE
TATHRLD in vivo TOZEENL, FEFFEAAEAIZ
K ODENT UMD DH 5D T, FFOETF I
HRTH B0 E Lasn, Bl bowrsei
LT, FEOETLNAEZBERTSZ2LELRHD. In
vitroakBR T, ML & MR RES:, BahE, &R
B X OSHEDO L AT B 2 b s, 5
TR ERTO—EBE D78 Lk,

AHETHIUL, PELWIIREERTIOICH
T dH % CBMP D/ & 7z 13w & A3 E %
WET 5720012, AT H UEBH 5.

il YR I 58 P2

WY g T, AREEEN A& e b
O CBMP OB AERNIZAF £ L < W AEREM %
HIHBEND B, MIEEX S h 2G> 68
BFIa,2E Ly, %R, BXShE
i OHEOMONERR ST 2728 Lhkwv, %
72, RHIEE LD B B 2 Vo8 2 DAz, B

KAEPFEMZEENED & 5 52 s 208
Lhswn, 72, BELods 208271, HNE
95 & DO S IENN 2 B A O R &
5.

AT

CBMP OFFPEICARAF L a3 5, (5] &2 HA L
U CREMNHMEE2E L 208235 5. Mgk
CNS, D, PFWkEy, B % 2213 H B oA
BB B I LNENE A W 528 L
. »530EMREER?, FlAE, DiEORE
FEREI IS RO & 7wl & 72 I3 O X 5
BREREGIZEI TN TSNS,
HTIXEBLE, CokbdHA4 LY 2IZELT
&, ICHSTAH A FI4 v &M hiu,

g, BH, IO

#EH D ADME GRB& %, W%, & b O CBMPIC
HMTELOTIE AN, LA2ALENL, HrLVE
BOZ I 2 EEMBIN & 7 5 Mo A, L
Bk, MERE, KB BRI OERBROWD K B4
RELRNT 2O, RBEEFEITTIULELD 5.

MladmENTEEHT I 2L LAY, ZOH
BOEMRLEZBZ 5 IS TV A, 54
U5 HERIBET 2 BIRN 2 BE47T 5.
T, MIREOREEI 2R E O 72 8 O Y] 25 75 ik
AT AZLT, BB TEHiE bR
Thb.

AR ARIZBI L Cid, AN A BRI,
DOFEEEL-> Tz 22 &nTE S
2, KO KRMOBMIZ A B L, FEEIZIZ XD K
IZEB5ThHA.

EEHTEEER G FEPER LT 5 e O CBMP
KL TIE, ZTheonToORBEIME &,
TR EBRT 12 F6 13 B Al oD 2 A7 1T ] Ro A RE 1 222
kBT NETH B,

MHAEH
JRA A +5 & OSCBMP DA & [RIAR IS, il
SN MiE & 72 3SR & JERIIE O R o
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LML DAERTE M T OMEfFHEE=2 ) ~
T HMEND .

4.3.2 B1E¥

RO BEMIERICKAET 5. Lk
B, PERORBT A Vil canwrg Lha
BT, HHT 2 EF ST 5 R0 IE 41t
FEHBOAS R E SN2 DET 5.

Wk, Bz, 2L Pt s g — v R,
D 73 bIZ & % in vivo TOZEHO X 5 724558 T
OHIEPRIZRILL T 5, RAOMIaDZ B
B> TR AREME N 5. Wtk &5l &R §
e L OO BAER 2 BEIE, B O [F FEf#
H, BUETHETHH NS, 23—
T h BIKAMBOGIE, 7218, KvshTn
AOEFAEIRD SN TOEWETHEIE NS
MRl DRIl 2 & 2.

2 b6, A, CBMP AMtto K3
R R = e AR e AR 1K ili1:)F ey e B N A 3
TGRSO & O BikEEE D S h B MR
BRI LT, fEkomMEREAER XN B 5
& Lz, [RSES O H AR B O 26 SIS,
M R B O FEIX] X 7= i & SIS ARAE L C
BY, HEROVENDS D,

MR B RIC R 3 RIER IS F KO & 72134
Jla Hk D SEP 2SBS0 2 R RIS D %
HX, CBMPO®IRZ#E T 578 Lirkn.
L7735 T, CBMP O %M % £ D gtk %
EEINETH 5. Yl S 7-WE O RPZR M
BUFBHA XY AL TIZ, ICH S6DH A F
T4 VP EBRI N0,

Bl 21X, Ml 2 A A RIERPEIED & 5 7k RyE
HHICH LT 254, ACEEEET
NETH5.

Bl -3 & OV B G- PR AR

AEVERBRISRL Y L 2B 7 L TRITTRET
»%. b oMl <IcHEiE s hanga, )
S e R EEARE, R, BEE & R
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OFEFERBR E PR X B2 8 Lhswy, 3 <ICHE
e WA, [FfEOCBMPIZX LT 141
FEEAL & 72 JE Lo By ok O e % 5 % 22
gLk,

AL R RERE T 2, -3 EENAME L
BlEZTI3Fa0T, ZOLI HRERIZK TS
BEHINE, FEHEQ IR 5B &L D 132 2 Ic R
X EBUBEMERH D, ZhoOREET¥FA VIZZ
DZEHEKMTRETH S, 5L KRS Hm
3, BRENZEIRHEERMTRETH 5. il
IRF&IC KR G- RE Eh 256, KIE&R5E
FRER A MIRFEY T 5.

Jrg T

R RIEEA SR S, EUI s TER S E» 8 L
o, HEEES & 7213 RKIE RS- R T,
KA, PEHY X M7= B R T IE,  HLRE
WA, b KO 2 A9 5 wTRETE A E .

e Pk R

i M1 & CBMP Hi Sl i oD SRR B din a1 2
&0, EEBKRESIERITENS ) 2T &
RN ZETNETh . kO AFERER L
FITAHECII AV S Lk, TEE, W@
DAl ORATH MM T, F7213 7 DRRA
EHATET, HEERRBEERITIRETH
3. RN AEREAR S, WA X h Bl &
T RET AWE R & Z L VHI L 2R
7o, NEEEHGAB T IIRHCES 2 W Tl s h
LRETH5.

W B REMOME S, DNA F 2 idfhoye
GRFR e BENICHAEER 2R E hnhh, b
F D CBMP 25t U CEIZHMEABR A LT H 5
EIEFE I g0,

ARGl AR O MM IE CBMPICIKTF L TH D,
AN ZESTRETH 5.
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4.4 Mk bE7E

4.4.1 —A15 1 E

— RIS, MfaHRIZES S (CBMP) ASEEIRBE
FEXPEICA D &, DRI/ LT &R UK
By S 5. IR m s
2001/20/EC ¥, B LU, i X h B IRBEISH L
TREGED MW 4 XY ALEEDHA XV

6> T, ITFER, SEVEIRERER, 1FEH
FEikER, MEZERR, B0 v 2 a{LiERR
BRNEGENDEIRETH S.

Y4 h 3 %518, CBMP D@ D4
RIS & D, B T MRS 2 5 55 MAHER ARG
BRAOREN 7 7o —F5, HKERICEHTYS
BWTHOZITANTARETH S, Lhan, [
BOGEH | O3EEE, B X OReM &R ORHT O
72ODMIKMIZERZRDOH BT FEAL V FOFER
D=9, #4243 2 IEERREAEE,  LURT O BRAAE SR
DIBFLHRH, T K OCRYIOEERATFR 2 E@H &
5 5. IEVBOERSEIZ I 5 CBMP OB ¥ D
G 30 W TORIARE X A3 b BIGEITIE, RRINEESE
BT OREN BB &2 5 2 L &< HESE
5.

B h 72w R e85 72912, CBMP I3,
FeE QOB 50 E 7230 REO AT
FIZEBHERME»E Lk, CBMPOE
PR L in vivo DERIZIC A DIRTF L TH
D, BHF 23RS EEOWT L, S DO
TR E 2 I RIERIBIZ & > THEEZ T 508
Ly, Zho OB O RN Z#HHICL
T, KRR » S 72635 Zh 5 OERHEIH
EEBIZANENETH S, UL & ol ki
Hifh AR B FE I 28 D AN W] R D 5 43 f%é«%f@%
BEL T, SPEIIHIEEED & 5 & 55k b Hk
DFHEE A2 GORRADRE 21TV, 2hz 8RE
W, L0 DbTEBREME (SPC) TihdT 3
MENRDH B,

4.4.2 FET)5

EFB T DN E R T WA TS,
CBMP D E LR ERMOEDEFTRETH 5.
CBMP @D HIg A, RIAL 72 F 72130588 X 7= 4l
fla RO REZ B IET 5 Z & Toh 540, e
TADMEFEITIXRETHS. CBMPOREXK &h
AN T N2 JEIC D 2R L & &1
Mille, WAk z ol 5T 4 5 Z & Th 56, M
T HAR S AR A AL 2 R )~ — o —
B e Lk, SIS, MR, 4 £ —
VY HEE IR Lo TEHKEND K
5 7%, WUIAIENEN~ — A —BEHE NS 3.

CBMP 2 JEMlark 7 & G A TS 54, EE
Vi, SIREE, Fo X OBREMEICEL T, Zo#A
B EEHRMIZFHITRETH 5.

4.4.3 W B)EF

B3k o> ADME iklif i, WH, & O CBMPIC
FM L2 OTIE R, REBRESRFE, WEeA s
Wi KO NS OFEBIATREEIZ D Td akaR &
N3LDET5. LA, Bl R0
X & BB R DR N A BBl ks & OHRE
Mo'=421) V22, HEDPATONEEDET 5.

CBMPO# K0 (KiE) 5% ZE$ 55
&, AT Y 2 —IZDOWTCBMP Ol X -2
RNTOFFME VI BUE» S RO VEN 5 5.

4.4.4 JH 7€ il

BEEORENNL, WEICBWTESX R
B L UEEBOIEEHIRFRICEDOIRETH D, #
MO IR T 2 RETH B, MH B,
IZxb 2 5EIE, BRI 2 EBE O 4 DR
(Tabb, (KEY7-D OMIBERMKEMRED
RRERIERR) ISk TREI NS 28 Lk
WS, BRI THREEX M B N X 5T, B
I/ TAGRERIC & > Tt S M BREIUIC X > TX
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FEhaRxThs.

BRI &N A28 57200k EKEGHEE
EF XN B iMaRhE (Minimal Effective Dose),
F 73R & HEMEITH T B IR RICHED <,
BRI N ROMWEHRES S -0 IC BB i A
HiiH e BRSNS REAR R (Optimal
Effective Dose Range) ZHiEdT 5 k512, 1
SRR E T A VI REThH S, ARETHN
L, AT EZAFEMFM A L ORI
HEOOWTHEEINImAREERSNILRERK
Jl & (Safe Maximal Dose) & F7zff#&3 N& T
b 5.

4.4.5 IIKRZIR

BRI RARERIE, BIRMICEFOH 5T Pk
AV FEFHATAZ LIk 5T, BoEOBEE
- 0TEY) AR GEtm AR TR, B Eh
7o B O RSH RO WM 2 5Hil L, FERERIO 7=

IZBEFEDWBRONEFEAZIRICAN LS
VA -X2T7 4 il & WTeEIC 37 )<, Y
BEENICB T 2R 21T L TEHYTH B NE
Tdhb. BEbERENL, Daficiddxh T2
D, FHIi X BIREICBE L T, RO /%0 &
HARITAVEBIORHEDHTA FIA4 VIZHESI N
XTh5.

ZNE 5 OBMBITIZIEY & ¢ 2P ME &
B5THA5. HlAiX, CBMPDOME & 1F %
JFIREEICH D LD TH e LhknEnd
[, BHFLE, BHEOERRFRNTA F 54
VRN B LD LIRS/ Y FERA Vb
Bl 7, 75=F vy VIRICx LT o RS S
Hafshl) 12k -, HEIREZUWETRETH S
VWS ZEEBIKRL LW,

HIR X 7254 & ZDBFA£T % CBMP O Hr
B FE ISR L T, REERREBE A0 T
SR BRI G J6 1) 2 MM 5 & D Wik & o < e
B"T B,

BEIRIIZEFH DD DT Y FEA Y E3ROM
BIME XD 5 ERET 2561213, DIENMHR
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FEE N7z, FFMICIZT ARG THBER
MLy FARA Y PO 5 5. e LT
BEED TP E DX IZUE Eh Th 3K
VERA YV ME, BROBHFEERICOAZD SN
5. ZO &I B, REERIINREE~Y -7 —1C
T WEEMER B 5. IR A B O RIHFHE I 1k
FLTWBA, BEORMOEHEEZ R4t 4
RETHDH. ZOXIIZL T, [ELAPIHEIFHE
THLAE, FHOBZOHLTY FEAL VD
L, MR THOhZOMThINTEINS.

4.4.6 KL 2 1E

TEMT -4 R= 21, WBEOAEHEHRLOMKMN
NHBETHEINETHD. 72, T—4ARX=2D
K X2, JELLR TORIOERRERD By 54
EXNEE Lk,

LT, WEE0Y 22, fHliiX, CBMP %
859 2 7= I BB SRR, & 72 i3 SR P
EEAE, EIRAER F & O B R O B IR % I
Y d 2 72DIFHli S hFEH SN2 DL T 5.

HERRBITE 2 54 L T 3 TR TOREMER
R, PR, BRI REEOBHE T LS R0,
F 23BN LB AFE T 256, HoS)
WET L PHIEZRE L CLERETH 5.

ST FR A [ 38 5 D B JE & Tl % oD B B C oD g
RS, &Gy, YRR, b K ODFREREE &
BT, TNEDEYEN T ax 21N s 1S %
M A RETH 5.

BHAGER Pl 2 B ICBE L T, B

B L 2 RO Rh R & AV E A RS 50
ICREHEOBEMHENDETH B.

RAEEG-C B § % EIR R, SBIZD
CTY AT IRITIZ & > CHRITIRETH S, £z,
RRLREFROERICIE, KIEHR5OTHEERZ
BIZANDRXTH 5.

4.4.7 B L B VEE P B L O R E B i

b ENRETHREMOFEHKEY 27 412
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M¥254 Fo4 v oidiciohsdn, @
fm O 3 i O RS 2 A PERE A & B BRI RIS D
T, EUD f& #% 4% 28 3 @ (Risk Management
Plan - RMP) Tialdlid X% Tdh 5. CBMPII,
SIROBRE GURFEORENMEEE=4 ) ¥
755729012, ¥k REBIMOMR A BEE 32
e Lhan,

B D & 5 EF A RN & 2 o
DAEATOMANE L [FRRIS, BB, ERME
TP 5 & OB RO & 5 R O%
EMEMEZ, RMPICEEHRTRETH S, RED
RPN L D50 5 5. REDOHEK
HIEE, MRS O W R & B
bNeDTHD. FF—-#y-revxy
fco, FFARMBREMNCIHTIRHL VY
IV b OBFATRETEE, $642004/23/EC ‘F &
O ERRESE R IZ B3 2 KA (EC) No.2007/
1394/EC * Ttk Eh 3§ X TORMIT BT
HTH 5.

SEW FeB L0 3 mBR)

1 Directive 2001/83/EC of the European Parlia-
ment and of the Council of 6 November 2001 on
the Community code relating to medicinal prod-
ucts for human use.

2 Regulation (EC) No 1394/2007 of the European
Parliament and of the Council on advanced ther-
apy medicinal products and amending Directive
2001/83/EC and Regulation (EC) No 726/
2004.

3 Ph. Eur. General Chapter 2.7.29: Nucleated cell
count and viability. (01/2008:20729)

4 Directive 2004/23/EC of the European Parlia-
ment and of the Council of 31 March 2004 on
setting standards of quality and safety for the
donation, procurement, testing, processing, pres-
ervation, storage and distribution of human tis-
sues and cells.

2006/17/EC  of 8

Commission Directive

10

12

14
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February 2006 implementing Directive 2004/23/
EC of the European Parliament and of the
Council as regards certain technical require-
ments for the donation, procurement and testing
of human tissues and cells.

Commission 2006/86/EC of 24
October 2006 implementing Directive 2004/23/
EC of the European Parliament and of the

Directive

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.
EMEA/CHMP Guideline on risk management
systems for medicinal products for human use
(EMEA/CHMP/96268/2005)

Directive 2003/94/EC laying down the princi-
ples and guidelines of good manufacturing prac-
tice in respect of medicinal products for human
use and investigational medicinal products for
human use.

Annex 2 of Directive 2003/94/EC: Manufacture
of Biological Medicinal Products for Human
Use.

ICH Q5D, Derivation and Characterisation of
Cell Substrates Used for
Biotechnological/Biological Products (CPMP/
ICH/294/95)

ICH Q5A Guideline on Quality of Biotechno-
logical Products: Viral Safety Evaluation of

Production of

Biotechnology Product Derived From Cell Lines
in of human or animal origin (CPMP/ICH/295/95)
EMEA/CPMP Note for Guidance on Virus
Validation Studies: The Design, Contribution
and Interpretation of Studies validating the
Inactivation and Removal of Viruses (CPMP/
BWP/268/95)

Eudralex Vol. 2 B, Notice To Applicant, part
II-V : virological documentation

Ph. Eur. General Text 5.1.7: Viral safety



15

16

17

18

19

20

21

22

23

24

25

(01/2008:50107)

EMEA/CPMP/CVMP Note for guidance on min-
imizing the risk of transmitting animal spongi-
form encephalopathy agents via human and
veterinary medicinal products (EMEA/410/01
rev.2)

Guideline on Production and Quality Control of
Medicinal Products Derived by Recombinant
DNA Technology. (3AB1A)

EMEA/CHMP Note for Guidance on Production

and quality control of Monoclonal Antibodies

(CHMP/BWP/157653/07)
EMEA/CPMP Note for guidance on plasma-
derived medicinal products (CPWP/BWP/

269795, rev.3)

EMEA/CHMP Points to consider on Xenogeneic
Cell Products (CPMP/
1199/02)

EMEA/CHMP Note for Guidance on Use of
Bovine Serum in the Manufacture of Human
Biological Medicinal Product (CPMP/BWP/
1793/02)

Eudralex Vol. 7Blm10a Table of extraneous

agents to be tested for in relation to the general

Therapy Medicinal

and species specific guidelines on production
and control of mammalian veterinary vaccines
EMEA/CPMP Note for Guidance on Production
and Quality Control of Animal Immunoglobulins
and Immunosera for Human use (CPMP/BWP/
3354/99)

EMEA/CHMP Note for Guidance on the qual-
ity, preclinical and clinical aspects of gene
products (CPMP/BWP/

transfer medicinal

3088/99)

Council Directive 93/42/EEC of 14 June 1993
concerning Medical Devices

Council Directive 90/385/EEC of 20 June 1990
on the approximation of the laws of Member
States relating to Active Implantable Medical

Devices

26

27

28

29

30

31

32

33

34

35

36

37
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EN/ISO 10993-18:2005 Biological evaluation
of medical devices- Part 18: Chemical charac-
terization of materials

EN/ISO 10993-19:2006 Biological evaluation
of medical devices- Part 19: Physico-chemical,
morphological and topographical characteriza-
tion of materials

Ph.Eur. Text 5.1.6: Alternative methods for con-
trol of microbiological quality (01/2008:50106)
and General Method 2.6.27: Microbiological
control of cellular products.

ICH Q6B Note For Guidance on Specifications:
Test Procedures and Acceptance Criteria for
Biotechnological/Biological Products. (CPMP/
ICH/365/96)

EMEA/CHMP guideline on potency testing of
cell-based immunotherapy medicinal products
for the treatment of cancer (CHMP/BWP/
271475/06).

Ph. Eur. General Text 5.2.3: Cell substrates for
the production of vaccines for human use (01/
2008:50203)

EMEA/CPWP Note for Guidance on Develop-
ment Pharmaceutics for Biotechnological and
Biological Products (CPMP/BWP/328/99)
EN/ISO 10993-1, Biological evaluation of med-
ical devices - Part 1: Evaluation and testing
ICH Q5E, Comparability of Biotechnological/
Biological Products (CPMP/ICH/5721/03)
ICH S6; Preclinical safety evaluation of biotech-
nology derived products (CPMP/ICH/302/95)
ICH S7A, Safety pharmacology studies for
human pharmaceuticals (CPMP/ICH/529/00)
Directive 2001/20/EC of the European Parlia-
ment and Council of 4 April 2001 on the approx-
imation of the laws, regulations and administrative
provisions of the Member States relating to the
implementation of good clinical practice in the
conduct of clinical trials on medicinal products

for human use.
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