(@) TakaRa

ZET—3—F

CORET—FV— MIUTOEHICERL TS :

JIS Z 7253:2019

WETA  2025-06-06
HE: 2= 21
| 1. EFRRUEHIER |
LERDBT Lyophilized AAV8 Empty Particle Control
S2Ha2—F S5252
EHES ] 7 L
dticE
=
9ﬁ7m4##13ﬁ
T 525-0058
BEREENEHRR LT H4EIBS
EEE - +81.77.565.6999
eb : www.takara-bio.co.jp
FE :
Takara Biomedical Technology (Beijing) Co., Ltd.
Life Science Park, 22 KeXueYuan Road, Changping District,
Beijing 102206, China
TEEE : +86.10.8072.0980
eb: www.takarabiomed.com.cn
o= E D F I
R MR HEARICRSD, BHICEBEALEVCE
ERAEOHR 1L L
| 2. BRAEEEDELN
GHS 4
HRFIN R T L GCHS) IS BBEMBEEROYETLESYTEL AL
SEEE EEO) DETELEL
SRS (BR) DETELL
SiEEE RA) - l: SNSRI LA
SEEHE (RA) - 7‘*‘\. NETELGL
S RA) - H#LASSRXE ﬁiﬁ‘é%tit\
&Fé‘ﬁéﬁﬁﬁ/ﬂ%ﬂi NETELL
BRIcxid 2 EEAISEE RRIHME 6:‘%5’6%73‘1,\
PR 25 BRI DETELGLY
CAEEEE "?E’C%?&L\
ER e NETELZL
FEHAME ﬁ:‘iﬁ,?%ﬁt\
ETEEE NETELGL
BI T AN ERAEN LI ;Q?LI IR HENIEIIBEEN LI-ET
d~ \
FEZMfES S (EE L < 5 NETELL
FEEMESESE (REE<FE) 6:‘325'6%7‘;“
ExABEH ﬁ‘iﬁ’@%?ﬁ;t\
KEREREME - St PETELL
KEREEEN - B l: TEE LA
ATV VE~DEEH PFETELLY
GHSTRIEFR
ERAETER
HARAMATLGHS) IS 2 ERMEELEOHMETLREMTL AL
REXE

S BEHLEV

R—T 1/7


www.takara-bio.co.jp

S5252 - Lyophilized AAV8 Empty Particle Control ETA 2025-06-06
EEE
e LAL
RE
- EE LA
B

ZE LA

=

1F#EA L,
| 3. HARKR PR 1EER
LEhE ESMORH BEY
WAL, EEDRETRERIZHLT aﬂﬁﬁ%ﬁfﬁ)ét%i%hé%%liﬁihfb\tﬁuo
LB IR ER{RE L PRTRIE)
ZE LA
SR URIEREE
ZAELGL
| 4. IGEEE
A LI5S EROFETIGERITET &,
BEICH&E LI5S KREZRAITA @R EKTHS Z &,
RICA-f-15E ;Iwiw_ ) ZH5 LT RN ORIEISHMEEOKTLCHES Z &, EMICHEKT S
RARANTERE AzgI<Cles

SMERKRVERMERORLEELS HFHLL.
BiismER

EMcxd SRAGETEFEER FERIZIS CTRET S &,

| 5. KREDEE

ML 75 5H A R DRR RO EFRBICE L-EAAZERNS L,
o TIXAE S AR ULE kH BEKTREMEREIELRNI &,
BEOREEN 1HERAE L,
HADHENAE KEBETFSLZANTS
FHRAE K 5K - ;*:517J<’Cli+$:‘t+ ﬁkw;ﬂ%b\% LNEWNGELH B,
HUEHETIEORANGTRERERY HMNET 5%l:tEﬁﬁitm)}c%%&mﬁA,ﬁﬂfﬁ@mé**fft’é%}ﬁ LiEFnEEsin, @A
PHisE RREEZFERIT S &,

| 6. mEEDBE

AMEICHT HEREER. REARUR +OBISATVOINERT S &,

SEHEE

R—T 2/ 7



ﬂ‘L||II

S5252 - Lyophilized AAV8 Empty Particle Control ETA  2025-06-06

REMLZTS5HO-HDORER IHESTHESN TV SEANRRERZERT S &,

RIEICHT HIBER REZEZEROFHEMBERICOVTIIERREZSEOC L,
#HLAOAHZE REITHVTESLELIE, TRLULDORA VDGR RIFF/EEHKCZ &,
b X | aps S EUR L TEYIICRTSNE=BR/ICBT &,

REEORAIEEK BRINEPERRUVREBZRERICH > THRITHEET S &

| 7. RIELWVRUREELEDIE

E&i& Ly

REMRERSEHR EEHERERRRBITH>TIYKS S &,

REGRESEH FHREFHALTHBELEZRLBIOLWERICRET 5 &,

| . (FLEMIER U REEE

HiER R Ly )—
FEARIG

) MRVAT L

HERRE COHEGIT, BIESh-ETETOREL S, MigiHEORBEAERIHIE L BERELBRR
NRE SN -RRETNEEZ—DEATLEL,

PP EE CORGE, FRINI-EEOREL S, ik EORHFAHFIE L= EWFHFIRE
NREENERRAENEZ—YEATHEN

RIIE < ERLE HE#A Lo

REE

MR FRRER BEOERAFHTCHREEILELRL, F<ERELZBZ5MREAELDHBEICE.

) B|EROHRABEIZLS,
REU/XISEEDRER BAGREERIBEL SNEL,
KERUVEHORER BAGREEIDEE SNEBL,

| 9. MEMRCILEMER

BAER LT —%
B

YRtk e
1EH]A L

2 i
R\ LELME E¥RA L
Bt B wE - sk
B 2 F—4anL FEBR7 L
%ﬁx&@%ﬁ&ﬁﬁﬁﬁl F—a70 ER7E L

Ry g2 T=RIL {47 L
ﬁ%?ﬁﬁ&ﬂﬁ%tﬁﬁ/?ﬁmﬁ

REXETRO LRR F—atL

REXLTTRO TRA F—Aa1L

Bl A F—a7L ASTH (R EISRERFHEHEBR) D 56
m%ﬁﬁ F—a71L FESR7E L
BAENS 7_'—’5! gL .I%#&j« L
ARRE F—275L 152575 L
pH F—A1L 1HHRA L
FhE

khtEE F—427%L 1EH]RA L
EROFLEE 1EHRAE L

R—=Y 3/7



S5252 - Lyophilized AAV8 Empty Particle Control ETA 2025-06-06
BERE T2 L &R L
n—#494%/—IL/K3EFEE (ol T—427% L &7 L
AT F—4ariL &8R4 L
X AREE T—3%L E
HAXEE T—37%EL FHRa L
AT
iz T—RL Za LA
RESH T—57%L ZELGL
ZOthotER
IR 1B L
et TRERA L
| 10 : *EHRUREHE
RISt 1B Lo,
EZEHREY BEOEHTTHE,
ERBEERIETTHEM BEDEHTTEE,
BTN EEN B8 Lo,
RERME REESN-ERICESTHMREL,
BRAELSRERD RItIn-ERICEDZHMRAL,
BRET—4
HEREICNT HBE L,
BMERIC T HRRE L,
| 11. AEHER

SHORERE - HRER

EAYOATEHERTROEEYHEHSh TS

ATEmix (#0)

BB

AR 3
RERERE/RIEE
RIZx T 2 ERGHEGEE RFIHM
FEOR AR A 1 XS BB AR 1
4T RR Y

6,513.20 mg/kg

B8 L,

CDILENERTEEMOFEART —2 (T2,
COILENERTEEMDOHERART —2 TG0,
COILENERTEEMDOR/ERART —2 TG0,
COIEEHERITEEMORERART — 2 [E20,
DEREEEB-STL,
DREBEEEW=STL,
DREEEEH/-ST,
DEBEEBSTL,

FIAMREGT— IR DE,
FIARIRELGT—RICEDE,
FIAMRELGT—RICRTE,
FIARIREAGT—RICEDE,

NEETERL,
DETELL,
NETELL,

SETERL,

R—2 477



S5252 - Lyophilized AAV8 Empty Particle Control ETA 2025-06-06

FEh A FAMTRELT—2ICEDE, NEEEEFE-IHL, SETERL,
E2TES S MATRELZT—2ICEDE, NEREFFEEIAL, SETELL,
HEEZNESRSE EEECE) MATRELAT—2ICEDE, NEEEEZFHEIAL, FETELL,
HEENERST (REECE MATRELZT—2ICEDE, NEREFFEEILL, SETELL,
BRIABEN MATRELAT—2ICEDE, NEREEEFHEIAL, SETELL,
| 12. IREBEEEIER

SRESH SETELL,

BB MR 1EE8|RAE Lo

HREETEN 1ERAE Lo

THEDOBEME 1H8|AE L, _ . )
tfzﬁﬂwﬁiﬁ NETEHL, FATREGT—RICEDE, SEEEZHE-IHEL,
thnEEELE 1HE8|AE Lo

R4 ih < ELMETESR

| 13. EELDIE

BERED HDOMRACR > THEET DI L, REZBITHH>TEEMERET D L,
FERBRUEE EARBEFIALLZNI &,

| 14 iﬂ'l J:o)lin_.\

IMDG R R

ADR_ bLiborE L))

IATA R POET)N

| 15. WAZES

BN

LY E B BE E R % (PRTRE)

ZL L0

HELTEEHEER

ﬁﬂﬂﬁmﬁux77txxzhﬂﬁmﬁ

ZA LA

RTEAENE

ZH LA

%%&Uﬂ%mﬁ&

B L LY

s

LEMENBERVEEFORHICET 5i1E (LEER)

ZELign

&ﬁﬁ%&Uﬁii$®M¢(ﬁ¢6£ﬁ

Z LA

R—Y 5/7



S5252 - Lyophilized AAV8 Empty Particle Control

ﬂ‘L||II

H

2025-06-06

EREERH

BRMESEEMBEICET IR Py I RILLER ZELAL
Oy TILFLEHN ZBLAWL

EEA R B —

TSCA AR M) —ERRRIZDOVWTIIRBEETHVEDESZ &,
DSL.~NDSL XRHEE

EINECS.ELINCS RFEE.

(o5 3 G2a N ) i L,

1ECSC o

KECL XRHERE,

PICCS KHMEE,

AlIC RHERE,

NZ1oC AR M) —ERRRIZDOVWTIHRBEETHVEDOES &
TCSI AR M) —ERRRIZDOWTIIRBEZTRVEDEDZ &

FLGI: . .
TSCA -*@ﬁ%%ﬁﬁﬂ%tb&aya%\4>&>hu—

DSL/NDSL - A+ ZEAYEY X b IEE BYX b+

EINECS/ELINCS - ERINERETFREEILSEMEA URY M) — BRMNFEEHEERLEEYMEY X +
ENCS - {eEEBFME

IECSC - FEBRFILFMERF

KECL - BREBFILEYMES AV L —

PICCS - T4 UELER LEMEA( RV b —

AICS - #—ZR |~7 YTIEEMEA VR ) —

NZIoC - Za—3—5 2 MMEEYE A R b —

TCSI - ulgﬂiﬁﬂs%mﬁff YRR —

16. ZDHDIFH

2025-06-06
Bk TB#HRA Lo
RET—AL— FCHERASN TV IER UBEXFOF—XIEAH
| 5328 F<LEHRIERVEEEE
TWA INEFH XFHE RARFE
* #2 B % IR + RAEE Y E

ICEALA-FESEXRMRUT 4R
B IR E 48R (Agency for Toxic Substances and Disease Registry, ATSDR)
ZErChenViewT —42 XN—2X

%
G4

i
i

ASDS DR
REE!

*
RN
KRN

i

IE

8 Kb T M B
Sk s~ S B0k SR E
> 0 A

B8 (EFSA)
(Environmental Protection Agency)
K34 /I/’\)L(AEGL)
___L?K XREl, REH. REHE
ﬁifiiﬂ.ﬂ%%ﬁ
<+ —74 )L (Food Research Journal)
& T—AR—X
EE#H— L FERT —2 X—X (1UCLID)
B AR &Rl i E B 444% (National Institute of Technology and Evaluation, NITE)
A—2 51 7 ER TR mEHEEME NICNAS)
NIOSH CRE 778 & £ BT £ 3 A
KEEFREEEChenID Plus(NLM CIP)
KEEZREZEEDPubMed T — 4 A—X (NLM PubMed)
KEERE E7D77AWW)
Za—U—=5 MEEME R F/T—2 X—X (CCID)

[

S8R 0

S SHlh ok
HE

J
I
.
=
¥ SH R B0 S S

“EMRS |

=
S
o
i
v HE
mmm*mm«mﬁ

%]

3

K

E 4R %17 B #4448 (International Organization for Economic Co-operation and Development, OECD) DIZiE. FREBEURE

(ZB89 5 HhRY

I%II?%%E}%T{HJI?J%#%E(International Organization for Economic Co-operation and Development, OECD) &4 EELFEHYWE IO
E)
IEII!’%%,%T{,’JJIE'#J%#E%(Internatlonal Organization for Economic Co-operation and Development, OECD) R4 \J—=> 5 1&EHT

ty
IEIB%SJE SRR HEEES (World Health Organization, WHO)
KRESIE

R—=Y 6/7



HETA  2025-06-06

Lyophilized AAV8 Empty Particle Control

55252 -

B
BiHT

=]
AR

ERENTVWDIARE, RITHRROME,
EZ95LDTIFEL, Ff=

MDSDSIZ

MOREGEFL, FA. MTMNE, RE, Sk,

s LWAEHR

HAAHETHEALEGE, RITFAoADTOERI

O&."-NE“/IC

T .0
#eoE
usue
oVEE
Ssm .
N .
B e § &4
NS ENET
Z.L:CA_HH/

RET—HV—FDEDY

777

s

=



