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Rizatriptan Orally Disintegrating
Formulation
BT H: SDS %5 R AEIT H: 2023/09/30
2024/04/06 809062-00018 B 9w H B: 2016/07/22

FIEKE : %
(ER=at] Do Ek
£ 56 1 35 B : H316 i s R

H317 W] 638 Bl B kst s o
H373 K HA s 2 b T BE R E 2 B

it ' Fbh
P260 NN B o
P272 SZ5 G TAR IR AN H TAE
P280 Wi F& .
e B
P302 + P352 WIRZIRIGGs: FHIKFE /G Ve
P314 WK ANE, AUKREE/H2 .
P333 + P313 WA RIBELE 2 KE/ 2.
P362 + P364 Bipailivs AR, JEPEE 7T BRI
EFAE:
P501 ¥ PN 2E4) /25 d 1% B HE 1) R AL R T Ab B

WENLEER

RAEIAF B RTRET K,

R faE

TR MR R T RE I BRI U R . KB R T RESRE AR
HEfEE

RIEIA 5 BT REAT 2K

GHS AT K H At &

Ao 242 55 AR H 422 fh 2 3 SO L R 3
TN AR PR B AT H e A 18] AT RE TR OB KR Mo 22 2 R &4

3. Bar/HEMEE

IR /A LAY
1%
TR T WFWEIRS | REREETEH (% v/v)

(CAS No.)
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- ORGANON
Rizatriptan Orally Disintegrating
Formulation
&N &7 H 8 SDS % 5 RIVRAEAT H #: 2023/09/30
3.2 2024/04/06 809062-00018 V) 4m | HH: 2016/07/22
AR 9004-34-6 >=10-< 20
VAT 2 8006-90-4 >=2.5-< 10
VER 9005-25-8 >=1-<10
Rizatriptan 145202-66-0 >=1-<3
4. B¥IEHE
— AR D MEUR AN E R, SLRIEE .
TEREIRFELE A 50, BilE .
U'IN DR, BEBHEESSA.
.
J IR e o hnEfl, LRI KR KR R k.
Jit 2 1 45 e A AR
.
TS AT DR R
TS ATATI RS e
LI 4 f D WEENERES, FKFE SRR
W ROR AR IR RRSE, BREE.
TA DO A,
.
FH KAk 11
Fot FL BT PR R {5 1) G IR R
A eI R R R I B Y
K E s B el mT REP T AR
W28 5 R A i 2= 5 SN U S
X PR A it R 1) D BRI T NRE A NGRS, TE T REAEAE 5 57 115 L LA
HEAEMAN NP 345 (S 0 8 719) o
XA R 3R D ORPRERBNIET .
5. JHBITEHE
RRTTIE K KT I
PURIRIK
“E K (C02)
T
AN TR K DR MARGE.
R 5l fe B D BRSSP ORI AR R, VN IR ANIE B 7R (R
FE, WERG AR SR, XE B RIRBERfER .
Bl ke r= T Be 2 0 g R 5
BEBRET) CORREAMN

RAND
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Rizatriptan Orally Disintegrating
Formulation
&N &7 H 4 SDS %5 HIIETT H #: 2023/09/30
3.2 2024/04/06 809062-00018 B 9w H B: 2016/07/22
IR K K 715 D AR E M ORI R & A 1 K K e
WEKAHI AR FT 4%
EZEWEN T, BHARBIRHER.
RS .
T BN D PR R PR 2 2% DOEEKENT, WA SRS .
E A RN TEak: 2 I
6. RN SALE
NGB s B & Mmn o AN AP35,
SR ERET B BRI (SIS 7T NG ESEE (S IE 8
) o
BRI 18 e DOBERBR RIS .

WNRERA IR 224, AIREURE By 1k — 20 iR Bt
TR AL B 205 YR ER K -
UNERTC I B B Y, RO AR M )R

MR SE SRR TERRDTIE ¢ T A R ) SR A 2 A A P AL B

L2 P A FH (0 Ak B A R B 1Ry AR AE A SO (e RS 2 s iR BRI R
TP
B BB B AE RO, LRI R A 31— e IR 2
R EVER G-

M5 8% SRR AT REE A T X R AR ORI AL B, DL FE
HEBC A8 F AR B o 168 75 AT 4 5 D 9
7% SDS [RES 13 S A2 16 025 T e Hh 7 B E R ZR 11
LEPSEISE

7. BELE SR

BiELE
PR fi it D ERHA AR IR IT SR AR A AT 3 AR A
et e TP 1t RS EEHIMI BRIk, B PRI
ol B A T 3 X D AR RS XU A TN
E7GE I REF=E U DB R R
ANEGNHTE
ANEEAFIH o
T A 5 IR 4 i
b J5 AR T 8 B2k o
Bt TARS P BV I EE IR, 15 R 0 Tl AR A 22 4 i
IRHEAT A
Heobr AR 7 A RIAR IR e B i IR 2
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-5 ORGANON
Rizatriptan Orally Disintegrating
Formulation
&N BT H 11 SDS %5 HIIETT H #: 2023/09/30
3.2 2024/04/06 809062-00018 B 9w H B: 2016/07/22
AN FH B DR 5 25 2 2 1A o
76 3 FAYE N K YR
R ETT 48 e By 1 e R o
{E A = S AN B . ROK B
AN T IR TR R IR R B Ik R R
By 1 FE A 2 i A
(g3
G ARG AR & AP IR AR .
¥ B F A e i MR A7
LTy B2 5 T A iR I F g A7
o SE A )
FLEER R ANEE MR & WRIE .

8. Befh il A1 B

16555 20 R S BRIV ik PR B
Hoy =gl | BUE A RIS BV | K
5 (CAS No.) | (¥fbiX) 3
AR 9004-34-6 PC-TWA 10 mg/m? CN OEL
TWA 10 mg/m’ ACGIH
TEH 9005-25-8 TWA 10 mg/m’ ACGIH
Rizatriptan 145202-66-0 | TWA 10 pg/m3 (OEB 3) | HEBIK
PERRAE 100 pg/100 cm? 40
T s FTE TREF B N 2 % & BT AT, e 2 i AR 77 R i
e (GMP) I JE HERAE, DAMRIF =4, T AFIIREL,
T B Gl ) B AR ARE RS R E Y, H P b EiT
RN T (Flansr o AEL) .
JRT g gk I A
MBI
IR 22 3 Bl 4 WSS R 1 R S HE B R, B 2 TR P A s 2R R R
HEFEFR R EAE, A R IR AR
TEAR R Tl 4
HIR T 5 47 (S8 A 4 AR 1 2 4= IR BT Bl H 8%
R TAEMEEUESN IR A ZRYEm 5, & IS S
FHE.
WS GE A AT RE B A B . R e, 1 R
s A LR A I TR 15 45
g UNYE TAEARESEIE A A

MRPERE AT S, FRASMER (s, B, R
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Rizatriptan Orally Disintegrating
Formulation
&N T H i SDS % 5 RIAEIT H 1 2023/09/30
3.2 2024/04/06 809062-00018 S gn H 1 2016,/07/22
PEACHRD DL 7 R AR 5 ok .
1 FHIE M R4 AR BR T g 5275 G (RAR W) o
F Bt
Mk L B FE
#VE D A HEBHUFE.
PA#EE D D SR MR P R R AT R A AR S, A CE LRSS T AR
BEEREE PP RGN 2 A %
fHEFI, AR R
S Y TAERRANG 1 H T AR M
W R A IR eSS 5 T R .
ARG, N TR &R AR H
M AE AR SRR . T PAERE SR, By i An
& AT BUE .
9. FALREME
CINIESTERIN S ES
Hith D REE TR
Ak D R R
AR EE D REE TR
pH {f D REE TR
J5 R/ [ D R R
135k s A A N WA E A
AP Y N
FRR TR N S AE A
Gy (A, S A4) DN AR EREHAT HE AR R T BE T BB ME TR AR s RIR A
.
GHRYE (A DR R
PRIE LIR 1 S8 IR N S V€ TR AT
PRIE IR 1 SR FIR N S VE A
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Rizatriptan Orally Disintegrating
Formulation
A BT H A SDS %5 R VRIETT H #: 2023/09/30
3.2 2024/04/06 809062-00018 B 9w H B: 2016/07/22
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-5 ORGANON
Rizatriptan Orally Disintegrating
Formulation
&N BT H 11 SDS %5 HIIETT H #: 2023/09/30
3.2 2024/04/06 809062-00018 B 9w H B: 2016/07/22

11. FHEHZER

B e /N
B P
A
LI 42 f
SHEEH
R (5 BT AT 2
e
st ndE D SEEYEAETHE: > 5,000 mg/kg
Jiid WEITE
HA
TFHER:
angnEs : LD50 (KE): > 5,000 mg/kg
TERN L : LC50 (KEL): > 5.8 mg/l

FRFEMIIA]: 4 /N
TR 558 K 2/ M 2%

DL R EEE © LD50 (% fh): > 2,000 mg/kg
HAT R

Skg N © LD50 (KR > 2,000 mg/kg
SRS A  LD50 (K H): > 5,000 mg/kg
TER:

aMg s : LD50 (KR): > 5,000 mg/kg
S B Rt : LD50 (FKf): > 2,000 mg/kg
Rizatriptan:

aMg s : LD50 (KR): 2,227 mg/kg

LD50 (/INEL): 700 - 1,631 mg/kg

BRI B ok /R
I AR R IR
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Rizatriptan Orally Disintegrating
Formulation
&N &7 H 4 SDS %5 HIIETT H #: 2023/09/30
3.2 2024/04/06 809062-00018 B 9w H B: 2016/07/22

Hoy:

R

e KR

ghE R B

e FTF 2R H B

Rizatriptan:

e KR

ghE R TRz IR

2 25 HRL B 45495 / G 3R

WA 15 BT iHIT 5.

Ha

TR

R &

gk D ORBRRE, 21 RAKE

#E DRI E s

ek

R &

gk D JCHR I R

Rizatriptan:

e A AR

&E FH R F1 IR G 70 38

TP R 5% 7 kit fgit

B kit

AT BE R R BB M

PR st 88

WA 15 BT #1793,

Hoy:

TR

IR ait] SRR S5 RS (LLNA)

Befuig 1z B A
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-5 ORGANON
Rizatriptan Orally Disintegrating
Formulation
&N BT H 11 SDS %5 HIIETT H #: 2023/09/30
3.2 2024/04/06 809062-00018 B 9w H B: 2016/07/22
g R
Tk . OECD JMk-5: 0 429
ghE R DM
e DT R R
PPl D ATREEE e AR R R
VR
7Y D RN
Pefiig 1% D R
e DR
g D OBAME
Rizatriptan:
7Y &N d VAR
PR Y58
s OBER
PEAR D AR R
gh R DB
A FE 40 B oA 1
WA 5 B FHEIT 5.
H4
HFHR:
AR AL DR B D DAY g (e B2 R AR IS (AMES)
ZE 5L B
TR AL : A A 7L 3 4 240 i 32 PR 92 A 1 6
gE R M
AR P F IR B D AR AL WAL A B RAZ RIS (IR N 4R B IR
ME: MR
PEBRE: A
ZE L B
R
AR A IS DR B D MRS gH e [0l B ARG (AMES)
75 B
Rizatriptan:
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-5 ORGANON
Rizatriptan Orally Disintegrating
Formulation
&N BT H 11 SDS %5 HIIETT H #: 2023/09/30
3.2 2024/04/06 809062-00018 B 9w H B: 2016/07/22
PR AN FE R T 1 D AT g (R 2 R AR KIS (AMES)
gE 5 [
DRI s Bl e v 4K
e
TR ZEAY s A4y L sh 47 20 il 35 DR 28 AR 3R 56
e
TR s A A b e o R iy AR 1 56
s MRS
A P FE R F 1 iU B I EA R ) O G AR A G N B s o))
Mg N
DA R Gl 2
e
et
WRAEBAG 5 B L F T 9%,
Ha
HFHR:
s N
PR IR COBA
TR [A) 72
gh R DO
Rizatriptan:
e AN
VA B o 2w
BRI [A] © 100 A
NOAEL © 125 mg/kg fKE
gh R DA
e N
VA B o 2w
% FE ) 1A : 106 &
NOAEL © 106 mg/kg K E
gh R DA
EFEFM

RIEIA 5 B EFTHEAT 2K,
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- ORGANON
Rizatriptan Orally Disintegrating
Formulation
&N BT H 11 SDS %5 HIIETT H #: 2023/09/30
3.2 2024/04/06 809062-00018 B 9w H B: 2016/07/22
Hoy:
HFHER:
SoF A R0 COMRRSEA B A R
Fhlg: KR
PRIRT BN
s SRS
KR LR B 2R DOMNRSRA: A F / RWIIER R E
g KR
PRIRT BN
25 0 B
Rizatriptan:
S B 1 PR R i DOMNRSRA: A F / RWIIER R E
g KR, e
PRFIRF: 20
A HHEJ7: LOAEL: 100 mg/kg A
MR e KA
gE L KRR A B ARG R & R,
MR A5/ R WRARE
g KR, B
PRI 20
A H B8 7: NOAEL: 250 mg/kg A
gE W KRR A B ARG K & R,
G LR B 52 DA ERR-IR LR E
Mg KR
WEIRS: 20
KB B LOAEL: 10 mg/kg fRER
aE9 EEEER ., RBR-RRJLEEME.
MRZRAL: BR-FR LK B
Mg 54
WEIRL: 40
G B LOAEL: 100 mg/kg AR
gE EEER ., RBR-RRJLEEME.
v MR RHAR R M= IR L.
AR - TR COMIEERES, AR R B A R .
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-5 ORGANON
Rizatriptan Orally Disintegrating
Formulation
&N BT H 11 SDS %5 HIIETT H #: 2023/09/30
3.2 2024/04/06 809062-00018 B 9w H B: 2016/07/22

RS E RAENE- —RkEM
RIEHIA 5 BT HET K.

A
Rizatriptan:
PEA AT REE AN R AR AL =

RRGEESE RAEN- REZM
KBS B T REAR AR E

HA

Rizatriptan:

A DL RS
PP s KIHE R BBl 0 g B R
BERELEEN

4H4y

HER:

s N

NOAEL © >= 9,000 mg/kg
PeEmIis BN

TR [A) © 90 K.

ER:

& VN

NOAEL T >= 2,000 mg/kg
PeRRIBR DR

e FR I [A] © 28 K

WAR/A : OECD #8530 410
Rizatriptan:

s N

LOAEL 1 mg/kg

PRRIBR 20

F R I [A] 14 J

SR MEFLBOR, MkEml, K4
s X

LOAEL 0.05 mg/kg
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Rizatriptan Orally Disintegrating
Formulation
&N &7 H 4 SDS %5 HIIETT H #: 2023/09/30
3.2 2024/04/06 809062-00018 B 9w H B: 2016/07/22

PR IR Frlik N

SR IN[A] 2 Jd

R LR, Mk, K4

e N

LOAEL 0.2 mg/kg

PR IR 2

SEERIN ] 1 4

JER i FLICOR

WAEE

RAEIAF BT AT 2
N R TR

Hay:

Rizatriptan:

SN smegsEr LI RS
SR 5, %57, KIE, ckw, KB5S, WEhE

12. &F%ER

EEEH

H4

HFHR:

POREE N LC50 (Oryzias latipes (HAFEM)): > 100 mg/1
T FRI ] 48 /N
AR BT IR ) s

HER R

xf ) B LL50 (Danio rerio (BfEf)):> 10 - 100 mg/1

XA AR A TR HEsh Y

rr 1k

XK/ IKAE YRR

FEFRINIE]: 96 /N
v TR R s

EL50 (Daphnia magna (/K#%)):> 10 - 100 mg/1
FeFEIN R]: 48 /N
vk BT R

EL50 (Desmodesmus subspicatus (£%#)):> 10 — 100 mg/1
FEFRIR): 72 /N
i BT R b e EdE
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XA AR A TR MY

8k
XK AR T

xR (18 1k REE)

XA AR AT MY

gt (e EsrE)

XA BRI

R A NEAT R
Aoy

HeER:
AR

R R TR A
28 GB/T 16483, GB/T 17519 i '
-5 ORGANON
Rizatriptan Orally Disintegrating
Formulation
&N &7 H 8 SDS %5 HIIETT H #: 2023/09/30
3.2 2024/04/06 809062-00018 B 9w H B: 2016/07/22
XA EE EC10: 51 mg/1
TR 3 /N
B HE TR s
Rizatriptan:
xof 1 2R [ EE LC50 (Pimephales promelas (fEk#%fa)): > 1,000 mg/1

RIS Al 96 /N

EC50 (Daphnia magna (/K#%)): 1, 000 mg/1
FRFEIT [A]: 48 /NS

EC50 (Pseudokirchneriella subcapitata (%%#:)):> 100 mg/1
TRGRINE]: 72 /NS
J7i%: OECD i & ] 201

NOEC (Pseudokirchneriella subcapitata (£%#:)): 48 mg/1
FFEI A 72 /NES
5% OECD ik 30 201

NOEC (Pimephales promelas (AE3kfi%f4)):9.6 mg/l
FRERRT ] 32 K
731 OECD Ml 50 210

NOEC (Daphnia magna (7K#%)): 110 mg/1
TN 21 K
Jii2:: OECD M5 0] 211

EC50: > 1,000 mg/1
TRERIFTE]: 3 /A
DRSS - TR R 0 |
J71: OECD Wil ) 209

NOEC: 1, 000 mg/1
FFENfIE]: 3 /N
DR FL IR 17 1)
J79%: OECD ik 5] 209

i

Reo PRI AR -

R
+

=
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-5 ORGANON
Rizatriptan Orally Disintegrating
Formulation
&N &7 H 4 SDS %5 HIIETT H #: 2023/09/30
3.2 2024/04/06 809062-00018 B 9w H B: 2016/07/22
TR
A 5 fi gE WL HUEAEY R AR
AR TR ) s
Rizatriptan:
A 5 fi 1 gL AN G AW R AR
LEW RSB 50 %
WA 13 K
J71%: OECD Ml 5 ) 314
BRI
HA
R R
1EFBE/ K5 B R 5 log Pow: > 4
VR BT R R B
Rizatriptan:
1EFBE/ K5 R 5 log Pow: —0. 649
TIEPRER A
H4
Rizatriptan:

2 I8 73 #1023 18] o (1 0 A

log Koc: 3.83
J79%: OECD ik 5] 106

Hi3rEaEEH
T R
13. RHELE
hB 58
JRFEAL 2 AN K HEN T 7KGE .
¥ G L AL TR
15 Y35 W) P S R 15 B O] IR A B BT A R B AL B .

WIE AR FEARAE 7 AR
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-5 ORGANON
Rizatriptan Orally Disintegrating
Formulation
A BT H 11 SDS 4% 5 HIIETT H #: 2023/09/30
3.2 2024/04/06 809062-00018 B 9w H B: 2016/07/22
14. BHEER
H b
F:3Z (UNRTDG)
B [ g 5 D OREH
i SN ESp R TR D REH
ZH DOREH
VR fe 6 1 CRNEH
L2555 DOANEH
bR D AEH
MR A S
Z23% (IATA-DGR)
UN/ID 45 o ANEH
B4 iz f 2 Fk C O ANEH
25 DOAREH
TREL S G D&
AL DOANEH
bR © O ANEH
AL (Tri2 kL) ©ANEH
AL (32 /L) C O ANEH
#5313 (IMDG—Code)
BA E 5 D OAEH
Ik A5 ] 3 B 44 DORIEH
5] DOANEH
R G I 1 COANEH
(kTS| C O ANEH
Pr2& D REH
EnS &5 OANEH
WY /) N
# (MARPOL73/78 A%1) BM] 11 F1 IBC FLN
ANIE FH A8 72 i o
H NER
GB 6944/12268
A E w5 DOREH
164 [ i i 44 DOREH
5 D&
VR fi5 6 1 COANEH
A5 2555 DOAEH
bR DOREH
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WER L EBAR YA

G

GB/T 16483, GB/T 17519 %k

-5 ORGANON

Rizatriptan Orally Disintegrating

Formulation

A
3.2

BT H 11 SDS 4% 5 HIIETT H #: 2023/09/30
2024/04/06 809062-00018 B 9w H B: 2016/07/22

WG GE/T) 5
FFER BV it
ANigE
15. ¥HfER
&RV
BNV R B ¥R v
5t B AL L AR
T B2 i 1 20 R i b H % KIIN
KT
P2 i BT o AN B TR s fE A 24
FERERATE THZZFRFILER:
AICS CORME
DSL AW
IECSC A 7
16. HAERE
1E1T H 1 2024/04/06
HmER
SR WA AR B, BERUE T R SDS. OECD eChem [ WX x4
ReER, DR E PR, http://echa. europa. eu/
H HAA% = F£/H/H
FHEENE FEES
ACGIH 5 E BURF Tk B A5 230 (ACGTH) 2 BIFRAE  (TLV)
CN OEL TAE A HER RPN EAIRE - (A ERE
ACGIH / TWA 8 /T, BT IIACEAME

CN OEL / PC-TWA

IS AL AN 22 VR L

ATIC — BRI Tk AL G5 5 S ANTT — DSV [ KRBz e ; ASTM - SEEAPRLSRIG b2 ;
bw - MRHE; CMR - Bhe. BURARMSUEEBMEN; DIN - fEERHEES; DSL - s KEN
WEMIR 5% ; BCx — 5l xR EE,; ELx — 51 xRN, EmS — N adii; ENCS
- HAMANFA YR A5, ErCx - S0 x%ERKUAIKEE ; ERC - METEF; GHS - 43Rkt
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H2 % S BRI A

%8 GB/T 16483, GB/T 17519 4wl

-5 ORGANON
Rizatriptan Orally Disintegrating
Formulation
&N BT H 11 SDS %5 HIIETT H #: 2023/09/30
3.2 2024/04/06 809062-00018 B 9w H B: 2016/07/22

R RARR R T, GLP — RAFSRIG =N ; 1ARC — EFRRER 7N TATA - EFrfn s
Bt 1BC - [Hbriisiz i fa ki S S A s F v & B0 1C50 — il B, 1CA0 - [H
PrECH MU Z; TECSC - FHEIAIFR L5, IMDG - FEFrifzsaiey; M0 - EiRiEE
M ISHL - HATI 4 g dEikz,: 150 - EPrbrefb 2, KECT - #hEI A LY 4 5% ;
LC50 — MR NFEPEBOLIREE ; LD50 — MR AFF LBt E CEEEIEE) ; MARPOL - ERRE
IS RS AT noo.s. — RAFIBAK; Neh — FHFHAIE; NOWEC - AW, CHE) 1EH
WP, NOWEL - IErl L () fERFIE,; NOELR - FEr] WAEH ff %, NOM — S af 22 45AiE;
NTP - EZFXEHEZEHEIALL,; NZToC - Fiti =Y i, OECD - @B GES KA, OPPTS -
GG ARFIRAHFIRIIAZE; PBT - FEAME. AR ERYR; PICCS - FEHIE
e 5EY R A, QSAR - CGE&E) M —IiEMEXR; REACH - BRI SAHEE ST
SEEEM . AL BBURIR&VEAEE (EC) 1907/2006 “5; SADT — HMNGES RIS ; SDS - 44
HARBI T TCSI - SISEEA LA YRIEM: TDG — fERWigi: TECI — 22 B L= ms
B, TSCA - EEAFEYFRIEHIEE; UN - BCAE,; UNRIDG - BES E e TGk S s i g il 45
vPvB — ERFAMERIE A RAED T, WHMIS - TAEgFTak G B R A

I

BN IR AT, AR U S (SDS) A 2 H IR L5 BRI TE R . S5 B A R %
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