MNP H(HYE)

EMA |8XH XIZHIQ X 2 A8 &
Q5= HIASAA0 Tigt J101=2k2

2025.10.31

LATIHLIIR : JHELOIE Aot
s A

HLI|# : cIMtetE Arety
notm Arete

) M

7 lsHZMHU

) HEEM

7 OHLAHIOIAHOIIA

o171
o171

x
T
rw |
o

JH JH oo
rorg Ja

At EQAA R ST A T B



A|EAH £00

1

[}

=5

FEAU(EGE)S BUSA R MELE 71 A

ol
oF

(b4 AL

N

RS-2023-KH141565)2] ZME& 2L

il
i

ol

EQ2

) 52
WA Y Y

1
[

7)aH

LEOIUH S T 7| T
e

SH%
=1

=9

of df

A

&olAl7| HFE L .
of et U

o

st
=

}.

AP EAS] Haf

(@)

.l

VS
4

O




Hl-7HE ol

re
rE

H-72l1™HHS | SolUX} Folg A
2025.10.31 hS(Es




%0
Hi
ol

ol
ml

oF

HE 20088 58 30Y

EMEA/CHMP/GTWP/125459/2006

[(CHMP)

|

st 7to| =2}l

70| CH

g

SHMX X7 o

ol oW oW oW |om |om |om | O
[\ [\ o ™ < N e —
S T B T B T B O B R . W B B
>~ o~ o~ o~ %] [e%e) o0 %0
(e} S (e} S () S () =)
S oS S S S S S S
(@] (@l (@] (@l (@] (@l (@] Q
ol oF
¥ To
ol ol
jol = _._._O
e ke - I\_W —_
|_./| od =3 .n_v._u |_./|
ke 10 l e
0 = = 0 —
u of |am |¥ U ol

) 3
RN RENE.

s |m K a |®
nH od K (_\ nH od e
“ Kl o Klo 2 Kl Qo an
Rl R w oo R R w fo
ok |3l |0 |%0 |OoF |&1 |O |m

SHXIX|E 9|

7l9l=




FHA X2 okFo AY ALE T 2R

e

HIY Y Aol Ciet 7tol=atel

=Xt
8 2% 3
1. 274(HHB) 3
2 Hel 3
3 Hy A 3
4. T2 710|EEIQl HAE 4
Bode ZEE BUE e 4
4.2,  LIZF DIEXfO) A HE AFESET] Fof GTMPO Lf3F B APE £/gF XL 27 ALE .4
4.3. AIEE GT ME ZEE HE RGO LHE HIGE FTesresssesssessssnssssssssssssssinsees 9
B30, EBFALIE [ ...oooooooeoeeeeeeeeeeeeeeeeeseeeee oo 9
4.3.20 HFOIBAL BYE] .....oooooooeeeeeeeeeeeeeeeeeeeeesseeee s 10
4.3.3. HJHFOIEJAL BE]..........ooooeoeeeeeeeeeeeeeeeeeeesseeee s 11
434 REIXL BIG BAZE...........ooooooeeeeeoeeeeeeeeeeeee e 11
L3 gn byl 14




e

.

il
¥lo

ra

b= AEAOA A
got7] Hof

Hi
At

M X2 9I4E(GTMP)E
2 |HX KB 9UES N

oF

.
o

o
=

&2

oju

=
=

HNZEL|CH O] 7}O|E2tQle A}

1 27HHE3)

QWA KR O/%B(GTMP)O

HFO| 2 A

At B

Al

o
T

|

A H
—

S H[HFO| 2

A

HFO| 2

(i

[}

-

AME

ILICE. GTMPE F0] HEAE E=5t7| {3l Y

SHE
= =

=

EUO| A

o
—_

o CHgt X|E(CPMP/BWP/3088/99)

M2

=
=

gL 3L o X =E= MENA cTMP

Ho

GTMP OtAE &{7F AIE Ao T

7 EAR AYE = A=K

so| =

M

Ol Ab
oo

oy o 17}

.
o

g

b1 o ot Aot

XNZ AHES

L Ct.

OF A
(k=1

AlSHA|

o

CHsi M=

At X|Eo| st ICH M3(M)

o g

=
[

otL{2f

Al

GTMPO]|

o

ShAL
o

20|

g G7Hof Chol 23 & Lt

X
(s

F

ol

gL,

fOF

of-
30

XA EUOIM =3t
of REA K= 2%EE

ks

M X2 oI%E(GTMP)2 Yst=

o
T

o| Jto|=a}

OH

ey 7o SN ASUCH

b7] o 2% H|

Hg AR

rJ
&l
3]

—_

._|m_
EN

2 ¥

-

P
O -

S o0
= %

2001/832| £ 1, #'E(EC) Ml 726/2004

g A

0lJ
il

il

FLiCt.

o
o
=

TH 81010t

I

e
o
]

TFHE(EC) M 1394/20075 (22 V)<t



<l

Ell
=

od

4.F8 7lo|=gt

23

8t

4.1.

AlAEHS YXHHEHO|E

]l
&

K

IH
I

J

1ol
Kr
ol

O

E~

GTMP2| %

]
i1

<l

]l
Kd

K

ol
Fr
1ol

4

a4

M0 BIRELC Wat oo & Ao

Ao
|

=0l

A A

Aoz ojaEULE ot -

SHE|
[==

BAZF BE =

=
s

m]
o U

SOt Es U B

st7|0f =

o =
= 23

fALE

A
o

Moz A ¢

ol

F

od

!

i

ol
0

Ede=

|EX‘|
= O

ELICE ZF GTMPL

A Ol
T AA

L|Ct.

I

AtZg€2 O|R0{Mot &

o
zye

=
=}

kS

o AM8E= 2

L=
—

s

.
o

__I.L

I.

Jd

<l

ol
i

e 52 2

HOF =fLIct.

.
o

= 39zt

#HEg

E‘"Ol
= —

L]

=
=

b

.
o
—

b

LS
AR

i

THA

HIC}
=2

A SHO| IE

L|C}.

I

L0{0F &

A
T

2 Eote

7tset o AFROIAIM Ol &El= efel

L ct

8

o
(=)
=

| Of OF

2RO Ml of

|OIA|-
O o

H

GTMP2| HIO|R H{ZIE

Bl
<r
K0
Kr
H
30
Hr

od
&r

O

fillll

<r

@

oM Z2LE

M

od

oI7E fB H2 BT MY

O/ AF
oo

At} Hof GTmPo L3t b

AtoAA A=

=2}
=

oIzt g

4.2.

o HE AEol o

Bots oH o

| Of

X Ol AF
oo

QX K=ol

stof g

St
=

So2 AL T2 ARe

ch

(K,

__I.I.

8l

J



Do Ao

t

ol

oK

7l

—_

ol
<

P
i

)
o

1of

-

<0

ol
Kr

KO
1l

Bl

4
<

FLICH YA LY

o
o
=

2498} 0f

£ Molel=E B)7t YSE0fof

x

[m]

L|C}.

I

=

o
o

Z7tslof

=

=

21t

PS|
S

i=

A
o

49

LICt cgTMPS| &% H|O|HE 7|dt
o

A

I

=

o
o

(i

—_

jol

X HiEOf o

A

=
[=)

A
o,

.
o

b OIOIEE XIS 3HoF

Aglol 2= 7|0 tieh

ﬂ
2

I, GTMP X|&
HE A 22 GOJEZX O|2{st

{

—

o
[

of-

RO

14

ojn

ol

4

ol

o

FotALKOl: 2ol U=

LT},

A
A
e

=

(o]}
A

L|Cf:

I

=

o
o

of 27 sHoF

St
S

Af

o

[mm]

ST S0l 2Fe of

L|CF.
A

s

=

e

o
NS

==

o
[=)

1% )

olzfst AFOM =HE HO|H= &4 2d HINERA)E 7|0 =+

2 of

(o]

0
190
%0

14

TSl SN OiA) A2t XA ZE22R

ol

P
=

f

Chy T

Of, HIO[2{ £ 2|

2 =
= =

ol 2210 ofsf s L of

P ESRERE

x
[ |

GTMP2|



al—l EI'. [[l_al_A_I

3

(=13

GTMP2|

= 1
] ]
= Ko o il o
- - |.._| ._nuuo X0 ) S
Il I [s) ) o MQ - ol J i -0
& Tl R m_r_ of = il 3 = 0
= = N Bom ® M E = g .. &
o 2 = I Wo =< N 2 ™ H U ¢ &
H = = = KO = [=[0) = &4
Hooxr = @ = o 80 B e r+ oz o .
o0 RO wm g oz T rt 5 W of 1 oK =]
MR E = S u N = ol 8l il = & X g T
oy B 5 Eom o~ o2 B oy RS D % 5 o e l
IS _ =10 o _ Wr Kkl 1o W = o =
R0l s o O s 5 4 X ) oo, = C KO
KO KH 70 _owm = o« =T & a B0 w0 0 7l
nH o ¥ oW < =
N ok oW = s < o~ dm 1ol
N 70 om  yr =2 1o u- = > % & % ol
_ R _ o mwo %0 P o X r o % o v o} [ =
or  om 5 R0 L s @ N <0 L T - T Al "
ko g o< - — ~ ol iy m= "oy = o
F o B R -] LR (I i GG o ~ an
L , Ko oo gon ™ oy o0& Jou B 50
HOR o 3 N or o DR 0 3 v i
H ol ol o ] ol oF o N T O < 20 = = =
uf = O U+ = w 7 RO O oF ¥t s <0 A
z 2l T o 2 o iy K & = B o0 =3 ol O
oo mo&Tom N~ 2 R Rl "o mw S o e o of
= o w0 OF  mp m KAow w_. = 4 = u_u 0 H o oE ! S
IH =5 __.M_.__ 0o T 7 of 10 on RO ~ ﬂm._ﬂ Wk © - .__uﬂl = =
= > [HI— = o i) gl N
) T = 0" A o~ a © WM om T - ol
A M <0 od rou| = KO o il H = ~N = An_ = =1
L o0 ol % N 20 I F g % WU = oF a
B ol m @ K W 0 - = © o W o oF X
& d mow Eoof g X ) o K © 5 T W
5 X s oM "o ¥ R X0 N I T i 1l
o ot ) T g @ T [s) W Wr @O R T . .%u_u =3
=N & 2 - 58 =
m._rg ~O o3 O_._ O_._ .n_u|/_| 2] or _._._._ T L J14 M °© [s) DI 1 a A_l
= T Kooy o @ 4 ¥ T S = b
g O ok H & o= wk S [ KM W < ~ — ol
o f e ag w3 T =5 a2f ° 5
B F < £ z < o > X =L ) o =y
- o T T L= T © T ke
s 5 mm 5 5 A - o o TR Em_LE + ™o = oﬁ_w
= ol L W o Y o = T % 7o U I i
o L - E & N Bz o S K ul anl o0 T - -
A Ik o 2 o & 1 . OF . o o 0l <l H o Bl <
=y uf . S — o s ~Nd by A\ = f— o _ S
s 9 T S < °© N RO N | r o = 9 — 0 c
= =) H o 2 ~ H_—I = l _|I|_ < il
KF ] 1l - = - po] ol = i Q 0 W -
T - o & R ey TR = = o LHr H
1 Ko m pI 8 T Tl ol [ J— A4 N oo T N
E iy 8l a S I+ e H_ S AO_. 2 — =) & 1 jod o
= o qLFMMto_Elcz;umoETM%m B U
I o o5 o2 L o B = 2 Y g & w owm ° "X =
oo 05 4 R T Ho® B o g 7 & oz o2 f L =
X M m N80 = W o4_=_u_ wk = u = K = m_AE
N o s & D o o W o - =
o bk ujn — [
o W = o ® Kio n
< n v Jod
r_ H



A

A7t

HHO| 2
st
=

—

—

L|Ct.

3

=

e

GTMPO|| CHsl &

=

—

7t8Hof

4

iTE

B TR AF2 2| (0]l

=

H

{

—

o
[e]

E)oll Chah

=

=

|
Of AbE)Of et =

4

—

.

e PA(HOlRIA £E T|E D|ME
HE}'O
M UHE F8A, MM ERE

=
o

t
=13

MAH PIX)2E &

Z HlolH

o

5t

(=]
=
L|Ct.

=

I

=

e

FL|CF.
o

=

L|C}.

—

3

=

.l

5
etA0| £

X

a
o

A

it

=

=)

E
L|Ct. GTMPQ]

JFsHof
BItdfof

s

2(O:

o

B

+
LI

e
o

=

=

H

E

te

to T /A X2 2

21t
C

.
o

k!

M2
- o=
ol-&!

=2

o

.
o
=

A
o

q

=

=
1 H|X|2

A28+ FHA|

tod)
[=

3

o
=

o
o

9

4

Ef
B

AH

=2 o
T S)o| MK L 2IHE WIS}

=d2 M= W fIX((H: B[EEE2(0F &

ofz 222 ==& 12{5|ot

g

i

L|Cct.

St
=1

b= dH L = AlFE W g7 HojE7t 2R

AN

L| C}.

b

=

e
o

L|C}.

3

A7t 2R

e
o

b

FLICE.

i OF

e
o

|
(0]

g}
b2l %

CPMP/BWP/3088/99 X| &l (EMEA/273974/2005)01 BA|=l CH2 £=3E|0{of

dH 22 H0IH o= GTMPZ} MEY E=

Hr

ar
&l

ok
%0
ol

&l

= g3y Ve Al EXE 2

ol



Jo!

50
o

ol

7t GTMPL| E2 MUY SE= MZE Oi7i o o

=1
=

St FTA

C|
=]

C

—_

| &

—

<Pt

L|Ct.

s

=

e

o
2 GTMP2| EZ HIO|HO|A| H]

Y=y a7t 2R

x

o
g

o]

el A2 2 LIE

AH A
O =

0

Kl

=M X4 7|1E

F

L Ct.

I

=

o
[=)

—

s
HOHE &

=
—

P21 EE 25| fist A7 2 EE UL
7]

—

HAS ABHOF

.

AT o= o]

A

FLICt.

=

1

Zof o

HHO| 2

o
=

(=1
S
51 OF
=)
—

e
o
T

L|Ct.

k=)

s

=

b

—

e
o
e
o

F0

M7t ol GTMPLL

ISSHA A
D GTMP A A|

—

4

=
A
o
[o}
o
o

olgf #
4716

e AT5Hof
LI

o

=
=

(o:]
o

o
o e
& lolgf

(o: ]
H
[

o
HISES -,

A

o

At
(=]

AEshs 20| HZELCH Hgy HY

HtO 2
Had 7t
o

.
o

oF-

N
mj

o

80| XA

o

o7

J

i

FL|CF.

e
(=)
=

M Al5HoF

=

=

A

—1
[

Kd

~NO

ojn
Wm

o
5 9

|

chet &%

7|20

24

ofd] of 7iE EHA O A

=
—

o A+

-2

=0

K,

)
o

mm

StL|CL GTM

AO{OF

F7] ®o| ICH M30|M Z=x38t=

o
o

=2
=)

At

o

[m=]

L 3l gt o2 ARZH|A A

PXI B

.
o

of thet ?Ig=S AlAL

| -

=

7



4

o

.
[=}

As H

=x

2 o
S

b

—

L Mol EX E= As0A
H

X
=

ey

—

LICt Od2{Lt GTMP XMEQ EHo =2 Qld|
C

Q%

= 0O

[k =1
, MZ AFZ Xp=0f Chet

oA
HFO}

o

29}X]
LI EH(Ol:
o|&Ed

b

=
—

|

L

=
e

o

e
o

E7t=| 0o

. 2lelg A= Ci

=
=

F

ICH Q5D, Eur. Ph. 04/2005:0153 Vaccines for human use 5! Eur. Ph. 5.2.3 Cell substrates for the

LEhol: 84 s

I

e
(=)
=

—

—

Carcinogenicity/oncogenicity/tumorigenicity &3¢
7}5H OF

production of vaccines for human useS & Z=¢tL|C},

GTMPL| e 7t5d2 insilicodl A

GTMP2]
H
=4). 0]

4

iTE

K
i
oF

RO
ol

L ct.

3

=

e
o

Y o7

=

=

(=

A K= ofefZFol &g flslld &7t

apAf

=
=

(@]
o
AIEEl GT HE E£= YE 250 of

(EMEA/CHMP/GTWP/125491/2006)0f HA|El CHZ 48| 0fOf

ol
4.3.
4.3.1.

2fA0/E 8! naked DNAO| X% %=

Hn
o

Qo= L3 €2 S8 7ls

HEEl= 13 A

o=

x

M LHO| A 20F S

H

Al
o

oY ArE)t £ L dH W =7

2 AL

it

=

Ag Lt
HE)0ll et

7t HZELICH

J

o

10

11
oF
ol

2 AHZSHA| sUCH =7t E%

ol



8%, M MZ2

=
—

2tAO =7t

==

o ZXHst
=

2x =2

7t

=
M

| ZatAn|E9t 240|

o
=

|

A

=
o

L
L|Ct.
2 X

8

.

S
=1

St
=1

L|Ct.

I

Atsifof

o1zt HMZOA W8 FEAS| o =X|
Atsifof

S35 of

)
._OL o
o L o {0
th- J o = O 1._ 1o
R {m N Y ] ol
.._An_._._ [H] —< ™ O._M_v A_I Mm _|_|_ _—
_._._.__| - o< I_ﬁl ﬂ H__._ ._o_“_ Hm.o W
. <+ = No= M B0 o
R % oo %! o Ko -
= T T ol 0| Hoour ﬂ
_ —~ - un| (e]
g I = oo % KP =B
J © o = N %o o H
i1 Ko Eil T = ) ] ~ - =
o o o =~ = ] ~
L 0] ST R L N AN ! o
B i o S s MR - o8 far
o 5% U - ooy o Aog % TT o
ol = o W 2B o T o il
) dJo ol ~ & o T oo L o & m S
% — - - - N R N MR ) bY
% = g oo @m oD oo ®m X T WD
oo ur no > RO T <
< 3 ot T o X K 20 i)
N ol A = K g7 o)
il - < ol o
- n e _ 0] =1 ol w I+ o ]
5 T 2 ol EL g T s o g
o T ofn 0 ® oo Koy ! M -
|rH_ H —_ i X H._u_l K = ™3 -
i | = o X — = K g
o A g S oy Fox L om H o i)
B TR H Ty o T 5 ., °o o2
o = u o
o .m. = % TR S 1) A_m Ki ﬁ Mw ulr o
= u = o - K
K TR %0 Hoe g R oo, K oy
« Hp  F oLairefEYo
= = - kT 3] 7 u -
= s V] s X 5 W Z R fir
<r o ol IF-_I il r il . © I+ (<) L_O
> i ol oA T . 2 - 1
Jo ¥ E n - od oo = K E3 101
_._._._ ™3 ~, ._oo o - S = _l_l
= Do B2 W 5 o B uio
= N 3 = Y b B o op &
r Hl | 0jo o - 10 o u ~
B = TR I S S TR L B 7 s
—_ - i - - IEI
0 N s S I T
0 2w T RO o B T O .
- q o = ur - N T o o o fol
M - - 1 |_%| i~ — p — N HI_ w E__O
= oo § oI W T EWSFBE D
oF Hn  ®o <~ ot ~ X I & T o K ol =

L CF.

b

=

o
o

sfiof

74
=

2 oM 2o = 3



o] #iEfof

=g
S T

(o: =21 Hio[2{ ), Of

I.

i) &E7|/A2dzt 2 Ho[ A0

wjr

LI J2ist 530l AALY,

K &EE[=R] Z=ALSHOF g

Lict, &=

I

HoF &

o
o

=Xl AFE =AL

X R= ZALSHOF 5HH, Of

otel =

of =

Sbk|0foF R L|Ct Ol

=k

i

afd

i

o2

A
e

= T ASHCH XA

ol5t7| o

2 WE

8

HlB10j2{ A HEf

4.3.3.

Shibnt 22 H|Ho[

SHAM
=]

B[ 2[OfFLt

I.

H
=

L|C}.

3

e
o
=

= [fetof

2%

olHA Of
= =

= =

Aol XX FuFLCh 2k 1EHA o Hol| ?{of KAl

Cte oorEo|Lt

U ol

(o]
AA

JJ

L|Ct.

8

o
(=)
=

o2 ZA|ot

HEAl
o™

A HIE|Q} B

H|BFO| 2

oF

A

EXI(Ofl: AFEEl HIB}O| 2

Hele

Z=obEA ELIL.

£

XA

At

.

R

Ok

4.34.

ol

0

ZAFE| O] Of

L|C}.

I

e
o
=

Atsifor

@

ojru



MZ7F dH W=

1|
<]

1X H

AH W ME WE WE o EXoz ol

0
K

J

ofl

LT} ol

8

=

e
o

3i{OF

ojn

ol

L ch Moz of7HH 2

Blo| HIE ZASHOF

L|C}.

I

=

.
o

HOF

.
o

(]
[

=13
=

150

HI X

L|ct.

3

=

e
o

5i{ OF

T8 Mg

&

g 39 4H U

s

t

ZARSH| ?lo] Al

ojxle g

A 2243Hof

10

Klo
<d
[y,
104

Eall]
ol
(o))

t

|=3HA| B2 O 71X

= 0
= =

2ot

Ct &
=2 T

Al

x

FLICE.

=

a
o

7t3i{ OF

o

B

pTE

2
=

P |
=

1 32 &

L|C},

I

=

o
(=)

4

of CHo =-g=tallof

—

=)

Mgt 7|

~
(<]

pil

LICH THE MZoM S|

St
=

ol 7I=00f

=
m

FHAS| B2 gztof St

=

, A A

A

L CF.

b

=

o

2 Ho| 2 A(0f: CHAFZ I Epstein-Barr HFO| 2
o

7&#
FLICE DRERZER| 2

CCS
Eoh
F
S
=

Ok

FL|CY.
L|C}.
|

=

s

e
o
=

e

o
ot= £l de|stHl st A8|of

FLICE.

=

7t&[ofof

5]
2

I
[=]
=13

0
|| Of O

—

"
o

(o]

!

| HlZo| X W %
=]
=

L4
-

b

(==
[=]|
=

q

o

HHO[ £&)7F A 2-gote|o] ZHEd Hiol2
A

el shels 82 Z=ALSHo

2ztg)oll B0

8 HE
X



o

j[K;

FLICE.

=

e
o

X & sHof

=
=

SIEN

AHEotEH FEOE M=o Chsl

i
H

Ko

a4
(W)

kfo
Ho

T Aon, 4N

7 gHERt

=

LCt Al

s

=
L|Ct.

o
o

I

=

e

St HlolE

HEXI
[ |

S| 0fOF
x
(=]

of

A
o] Mol SHY Ct3at Z2 E2ol7t A8xASL L

ol
=
A3l OF
2
o

o] =H|

iT
=

78 X2 MSat & AEEALE HET FHA K= F|

K0
o
hal

K

= 752 7t

—

P

.
o

ZUXIA

=
=

EXHOIA &H W R0

=)
—

2z,

= 2= =

T

= =2.

o olot=Zof Hots

!

.
(=)
=

= M=

or

9

25

2| 0]

=
=

Bl Al

[

Fal
7 X2 MEZS| DNA ME0| B ME SHA4H 2l DNA A0

In silico

%0
_II_
4
ol

s

<1

J4

BY MZO|AM

of

LHo

M=o ofst



HOXtE

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) No726/2004.

Directive 2001/83/EC of the European Parliament and of the Council of 6 November 2001 on the Community
code relating to medicinal products for human use. Consolidated Directive 2001/83/EC of the European
Parliament and of the Council of 6 November 2001 on the Community code relating to medicinal products for
human. In particular Part IV of Annex I, as amended.

Regulation (Ec) No 726/2004 of the European Parliament and of the Council of 31 March 2004 laying down
Community procedures for the authorisation and supervision of medicinal products for human and veterinary
use and establishing a European Medicines Agency.

EMEA/CHMP Note for guidance on the quality, preclinical and clinical aspects of gene transfer medicinal
products CPMP/BWP/3088/99

EMEA/CHMP Note for guidance on repeated dose toxicity CPMP/SWP/1042/99

EMEA/CHMP Guideline on non-clinical testing for inadvertent germline transmission of gene transfer vectors
EMEA/273974/2005

EMEA/CHMP Guideline on scientific requirements for environmental risk assessments of gene therapy
medicinal products (EMEA/CHMP/GTWP/125491/2006)

EMEA/CHMP Guideline on Adjuvants in Vaccines for Human Use (EMEA/CHMP/VEG/134716/2004)

ICH guideline Q5D: Derivation and Characterisation of Cell Substrates Used for Production of
Biotechnological/Biological Products

ICH guideline S8: Immunotoxicology Studies for Human Pharmaceuticals
ICH guideline M3: Non-Clinical Safety Studies for the Conduct of Human Clinical Trials for Pharmaceuticals
Eur. Ph. 04/2005:0153 Vaccines for human use

Eur. Ph. 5.2.3 Cell substrates for the production of vaccines for human use
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