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Rizatriptan Formulation
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FEh R : Rizatriptan Formulation
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ik : 30 Hudson Street, 33nd floor
Jersey City, New Jersey, U.S.A 07302
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Rizatriptan Formulation
&N &7 H 4 SDS %5 HIIETT H #: 2023/04/04
4.1 2024/04/06 402476-00020 A H#H: 2015/12/10

e B P 15 0  H361d PREEXT AR ) L3t pidsi 2
H373 K x Bl vl gE P E 4 5
Pt 1
P201 15 FH AT HUS & FHULH .
P202 £ [0 T BT e &R iRt ) 20 #Wsh .
P260 AN EI ARG A
P280 FBH T/ B iR/ FB 3 AR ER /5 i B
R R
P308 + P313 UnfEfh el E 5 & : RE/Hi2.
&7
P405 F7 AL AN »
RFME:
P501 K5 N 254/ 25 23 B HEUHE I IR D A BT Ab 3
LY By IRy IR
WA 5 B FHET 5.
BRfEE
REEXHIR LI G E . KB B AT RE M ELR T .
HIRfaE
WHEIA 15 BT #1793,
GHS R BEHFEHHEHAhEE

Hor 2B 55 R I 1A 2 S OV LB R
Sk B 2 5 AU A0 S R kT
TN AR PR B AT H e A 18] AT RETE OB KR o 22 2 R &4

3. B/ HRBMER

YIRS D OREW
Hoy
b2 fh 24 R A= 3E ] Eenlve=2 WRIZ B EILE (% w/w)
(CAS No.)
HFHEER 9004-34-6 >=50 -< 70
VEH 9005-25-8 >= 10 -< 20
Rizatriptan 145202-66-0 >=3-< 10
4. SFFEIE
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— R DS AN G, LR
FEREIRFF S AT $H0, R
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s
Bk A Do, SCRIAAE AT KB KL Rk .
i 25 5 G A AR AT 4
Hks.
HHT A AT 2 R R -
HHT A AT S Uk
HER 42 i DOWEENEREY, FHAKFE R
R RNBOR A RFEE, BER
A DOAE. AESInt.
HEs.
PR Ak 1
T LR RS DOMRBEXTIR ) LG R .
KB B AR A AT RE AR 5 4%
5k B 2 5 AU A B e kT
Bk 5 IR A 2 T EUE R
X ORI R DRSNS NGRS, E T BEAFAE 2R R I O T A
HEREIIA NP2 4 (S W5 8 1) o
xR A R AR R DOERBATT .

5. JHBHTE

R KI5 K K DKW
EIIRZZSIIMN
AR (C02)
T

S K K DR NARIE.

1R 31 e G 1 D PR S AR, VN IR AR TR B TE S IR
B, WERGIARAE S KR, IXE T R ER B
AR = ] R S @ A

qEREE DR

REIR K KT i DR I DU R AR G 6 K KA it
WK N ARITIF I A% -
FERZERFILT, BHRIURIIRS.
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Rizatriptan Formulation
&N &7 H 4 SDS %5 HIIETT H #: 2023/04/04
4.1 2024/04/06 402476-00020 A H#H: 2015/12/10

) o

BT ORI Bt DRI
UNRERA PR 224, FIREURE Ry 13k — 20 i B
TRBE AL B 3275 G iR K -
UURTCVE B A Y, BB R S R .

MR EE S YR TERRDT IR ¢ TR I R ) PSR G 2 A A T A AL B

L2 P A FH Ak B A R B iRy AR (e RAE RE R R AR IR
D -
B A AR I UUAR, BRIHREE R T Ik B — B IR BEIN 2
R EVEIR G

M7 B SR AT REIE T X PR R RO AL L, DA i
HEBCD I A3 FT AT AN it o 1875 2 E AT 40 58 1 RV
A% SDS [ 5R 13 E7r ANEH 15 #R 745 1 45 e U7 R 5K BRI
EESERSS

7. BIELESMHE

BB
HRH LR TR SR O A AT A
BRELTE A TG b S B RS, MR,
RS TS L BT TN R R,
2 4 b B B L ORER AR
REFIA,
i 5 5 IR
S8 5 5 B I 0 S
e 0 T B
BT T AR R TP (0055 5L, HUN B AP0 Toll T e
VEAEAT AL
AR AR ) G R
R PR (e 7 B A
320 5 R K
SR 44 619 1k 6 LR
{6 A7 R R K B
ANOBT IR TR SR SRR L IR B
B3 1k B b AR LA
f7F
% A7 M L AR IE MR R S
1 B
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A BT H 1 SDS 4% 5 HIIETT H #: 2023/04/04
4.1 2024/04/06 402476-00020 B g H #: 2015/12/10
e il

FLEER R ANEE AR R IR E .

8. Befh il A1 B

18 40 B S R b 4 o PR AL
H5y 22O EE | BUERIE R BHISE I Bk | KR
5 (CAS No.) | (BfiyE =) i3
AR 9004-34-6 PC-TWA 10 mg/m? CN OEL
TWA 10 mg/m? ACGIH
VER 9005-25-8 TWA 10 mg/m? ACGIH
Rizatriptan 145202-66-0 | TWA 10 pg/m3 (OEB 3) | WHBHY
R A 100 pg/100 cm? PR 1
TEEH FTA LR S il # N % % & tHAT, %25 AR P i B
FYE (GMP) R IR, DRI = dh . L ANFIIRSE .
B A E M E AR LSS, Tkt AT
BEAZERMT (Bl ORELR) .
] e Yk D I ISR
MERTH S
W 22 455 5 4 WSRBA R 1 R HE B R, B B R A R B R R
HEFEFR R MR e (E, A F I AR 4
U/ Er St Taokr 1Y
HR T B 3 A3 A AR 1) 2 4= IR BT Bl H 8%
R TAEMSEUEN IR A SR 5, 5 IS &1
P HE.
WG A AT RE E A B 2. R e, 1 R R R
o H AR A R R
J2 RN B AR [ TAERRER S A A .
R EHAT TS, FRAVMNIER (e, BE. —
PEARIRD DA G 57 kR R H oK
A5 FH O 24 A B AR S Bk m] BE 5215 G AW o
FBHP
Zps b F&
i Al E RN FE.
PA R SR AR S A AR R AT RE AL 2R N, TETE LAES P IR SE

HERR S ik RG22 .

RS, TR R .

A A AR Ve S5 5 T SR A .

BRI E, MO TREEHIESE . AEKAN BT H
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Rizatriptan Formulation
&N &7 H 4 SDS %5 HIIETT H #: 2023/04/04
4.1 2024/04/06 402476-00020 A H#H: 2015/12/10

A EOE A SRR . T A TSI BRT A

;%%ﬁﬁﬂo
9. Bkt

CIDYIRSEERIN EN
Hie, A
Sl b
AR E TEHE Bk
pH fH TCHUHE Bk
Hs s/ gt ] 5 T KR R
W1k AR T E R R
A A3
AR TEHHE Bk
DyRYE (B, <) %I\ﬁﬁﬁﬁﬁﬁ?ﬁﬁ%@ﬂ%é&@%ﬁ%&é%ﬁ%
Vi S ET L) TEHERE % R
BEE IR SR ERR Te B vk
BRIE TR/ SR IR Te B vk
ERE TE B Bk
i TEHHE B
HE TEHHE B
oy

K TEHHE B
TE /K 5 e R AL TeHHE vk
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Rizatriptan Formulation
&N &7 H 4 SDS %5 HIIETT H #: 2023/04/04
4.1 2024/04/06 402476-00020 A H#H: 2015/12/10
R
BRI D REIER R
TEVERRE N W YA
HAtE L IR BUR A IO AT .
nTE D REHE R
AR
K D RBR TR
10. Fase A NP
A LR N R
FeaE COIEEEAM R RE.
b 595 A DN, AbEREGHE AT HE AR BAE T RE T B SE R A S RIR S
1,
CIEST =A% Y- ey
I3 4 P 254 DG KJaRkIE.
BEGA A B
L) DAL
fes S (1) 73 it 7= 1) LB ERI A RE
11. FHEZER
B DA
Bk il
'gA
IR s 422 i
s
WA B BT AT 52K,
I
atg s D A THME: > 5,000 mg/ke
Jrivk
Hy
HFHER:
SES O EE : LD50 (K&): > 5,000 mg/kg
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&N &7 H 4 SDS %5 HIRIEIT H #: 2023/04/04
4.1 2024/04/06 402476-00020 s gm| H#H: 2015/12/10
SVER AT L.C50 (KER): > 5.8 mg/1
FREEIFTE]: 4 /N
TRIRET: M/ 0 %
SR R R LD50 (% %) > 2,000 mg/kg
e
SEL O LD50 (CKE): > 5,000 mg/kg
SR B LD50 (F): > 2,000 mg/kg
Rizatriptan:

atkz ot

B FRFEG ot/ Tk

RIEIAT 5 BT HEAT 2K

4H4y

Rizatriptan:

il

a5

F= B R 4R 4 / HR R

RIEIAF B FTRET K,

25y
R
&

+
45

Rizatriptan:

i)
#HUE

IR B B R I
45 VR

RIEIA F BT THET K,

LD50 (K f): 2, 227 mg/kg

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

EH
TE B R

e
TEHER i

A
o FEE PR I 5 0 385
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Rizatriptan Formulation
&N &7 H 4 SDS %5 HIIETT H #: 2023/04/04
4.1 2024/04/06 402476-00020 s gm| H#H: 2015/12/10
IR S A
WA B B LT IAT 5%k,
Hoy:
e
IR ait] & N3 VA i
Pefiig 1% D R kE
s DR
gh R i E
Rizatriptan:
Vi) N 5 N9 A 7 5
Hefig 1z D B
s DR
PPl D AR R
gh R DO
A FE 40 B oA 1
WAEIA E BT #7928,
Hay:
HER:
AR b I R B DR gHEA ) B AR RS (AMES)
gE - B
SR A4 L Bh 0 2 i 225 (R SR AR 1 56
gE - B
AR P F IR B S e i I EA R ) O A A G N B R U b W )
g /N
PRIRE BN
gE R
e
AR AR I R B DR giE [l B AR S (AMES)
gE R
Rizatriptan:
AR AR I R B DR gHE [0l B AR RS (AMES)
gh R

ISR B e ik
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Rizatriptan Formulation
&N &7 H 4 SDS %5 HIIETT H #: 2023/04/04
4.1 2024/04/06 402476-00020 A H#H: 2015/12/10
gE s
DR A4y L Bh 470 20 i 22 (R AR 1 56
gE s
M RFNe i TR A SR N RS W 3
s SRS
A P FE R F 1 iU R I EA R O G AR A G N B R o)

Tt /B

PRIRZ 41

e

BoE it

RIEIEE BT TFHT 9

Ha

HER:

g N

PR IR CBA

TR [A) 72

gk DOBAME

Rizatriptan:

s AN

REIRG 2y u

Er AN | D100 A

NOAEL © 125mg/kg {KE

R © BN

g ORR

VA B o 2w

TR [A) © 106

NOAEL © 106 mg/kg AE

4 DBt

EFEFM

PREEXT IR LI s 2 .

Hoy:

HER:

Xt EHE M B RS DDA R — ARG R A
Mg KR
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Rizatriptan Formulation
&N &7 H 4 SDS %5 HIIETT H #: 2023/04/04
4.1 2024/04/06 402476-00020 A H#H: 2015/12/10

XA LA E IR DMK A E /R A E

Rizatriptan:
PRy RN A COMRARA: AR/ R EME R E
s RER, mEPE
VA 30 e 2N
A BEJJ: LOAEL: 100 mg/kg 1R H
SR oA 1R T A
g KRR A B AR WIS K & 2.

MR A F /R RR R E

FhlE: R, Mt

PR 41

A H B /7 NOAEL: 250 mg/kg A H

R KRR A B AR RS & E R,

XTRR LR B R DA ERR-IRLR B
[N
PR 41
R E #PE: LOAEL: 10 mg/kg {AH
SRR LEEA ., WERR-RRJLERE.

TR EHG-R LR E

FlE: Kt

WRFIRFZ: 20

G E M LOAEL: 100 mg/kg AR
R EEREA . , EAR-RR LS.
i B AE R R P & R AT .

ATHTE - VPG CORAESYRAR, A XK A R IR .

RS E RAEN- —RkEM
RIEIA 5 BT REAT 2K

ZHA4:
Rizatriptan:
PEA D NREIE R B AR HE R AL
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Rizatriptan Formulation
&N &7 H 4 SDS %5 HIIETT H #: 2023/04/04
4.1 2024/04/06 402476-00020 A H#H: 2015/12/10

FrREHSE RASN- REEM
KM B R A Ak T BE AR A

44

Rizatriptan:

ARE DL RS

PFA s KR B e 0 g B R
BEYERN

445y

FER:

g N

NOAEL >= 9,000 mg/kg
REIRT TN

T b 1N [H] 90 K.

ER:

s N

NOAEL © >= 2,000 mg/kg
BT D BRIk

7 g ) (8] D28 R

VAR : OECD &t 3 ) 410
Rizatriptan:

g N

LOAEL © 1 mg/kg

PEIRT 2y

i I 1] D14

N COBESLBOR, BRIEINER, k4
Tl DR

LOAEL ©0.05 mg/kg
P DOk

T b 1N ] 2

N COBESLBOR, BRIEINER, k4
Tl DR

LOAEL © 0.2 mg/kg

PR IR 2w

7 B I8 [] S e S

SR o MEFLBOR
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Rizatriptan Formulation
&N &7 H 4 SDS %5 HIIETT H #: 2023/04/04
4.1 2024/04/06 402476-00020 A H#H: 2015/12/10
WMAFEE

WAEIA B BT H#AT 92K,
NER BARL
HA

Rizatriptan:

A

AR OIE RSR
RER: 2258, JET7, PO, SkE, KESS, VENE

12. E&BEER

HEEFN
A

HHER:
X8 R #

Rizatriptan:

xR

XA AR A TR HESh Y

K351
XSS/ KAE Y

xR REE (18 V1)

XA AR TR MY

MIEEE (M2 1)

LC50 (Oryzias latipes (HAFEM)): > 100 mg/1
FRFETE]: 48 /N
AR BT R ) s

LC50 (Pimephales promelas (fEkfi%fa)): > 1,000 mg/1
FLFEIS (] 96 /NS

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

EC50 (Pseudokirchneriella subcapitata (££#E)): > 100 mg/1
FRBEIFIA): 72 /N
J7 1% OECD il 5 ) 201

NOEC (Pseudokirchneriella subcapitata (£%7#)): 48 mg/1
FEFEIFIA]: 72 /N
J7¥%: OECD i 0] 201

NOEC (Pimephales promelas (AE3kfi%fA)):9.6 mg/l
FFEI ] 32 K
J3{%:: OECD Ml 500 210

NOEC (Daphnia magna (/K37#%)): 110 mg/1
FRERME]: 21 K
J5%:: OECD M 50 211
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Rizatriptan Formulation
&N &7 H 4 SDS %5 HIIETT H #: 2023/04/04
4.1 2024/04/06 402476-00020 A H#H: 2015/12/10

XA I : EC50: > 1,000 mg/1
FeFRI ] 3 /N
TR ST - IR 100 1)
J7¥2:: OECD iR S0 209

NOEC: 1, 000 mg/1
R IR 3 /N
TR : R 4]
J7¥%: OECD WK 5 01] 209

FEA AN R AR
5
HER:
A 5 fi D s YU A AR
Rizatriptan:
A W) P gt e VR Su sty S AR
EW RSB 50 %
FeFEI ] 13 K
J7 ¥ OECD Mk 3 0 314
EERE T
Hoy:
Rizatriptan:
1EFRE/ K7 e B30 : log Pow: —0. 649
e L elib e A
Hoy:
Rizatriptan:
ESHEE B E P94 log Koc: 3. 83
J7¥%: OECD W3-S90 106
HAWRBER EIERH
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Rizatriptan Formulation
&N BT H 1 SDS 4% 5 HIIETT H #: 2023/04/04
4.1 2024/04/06 402476-00020 A H#H: 2015/12/10
13. RFLE

WNEFE

JRFALAE D OREDR R KHEAN T KIE .

P2 24 My AL FE
15 4 EE W) D NOKE IS AR BRI B VF AT IR S AN B R AR AL E
WITC A ANESR : FAAH F = S AL

4. BHER

H b

Ffi3Z (UNRTDG)

A B 5 DOREH

B B I8 5 4 FR DORIEH

K5 DOAEH

IR fE ot CORE

(R T D REH

%ss D REH

SR E L

Z23% (TATA-DGR)

UN/ID w5 o ANEH

I A [E]32 i 44 R DORIEH

el D&

IR fE ot CORE

(R T D REH

% DOREH

ALEEBI (T2i2 KAL) DOREH

ALEEYI (12 KAL) © ANEH

¥§1Z (IMDG—Code)

BeA E 5 D REH

64 [z H 44 PR DORIEH

25 D REH

REfaR M L REA

.25 2 ) DOREH

PR D AEH

EmS £%5 OREH

WG Y G/ DR

% (MARPOL73/78 /A%7) B I1 F1 IBC #EN

AN FH AR 7 o

EWER
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Rizatriptan Formulation

A
4.1

BT H 1 SDS 4% 5
2024/04/06 402476-00020

Apuhlic

-5 ORGANON

HIIETT H #: 2023/04/04
B4 H H: 2015/12/10

GB 6944/12268

A B 5 AN H
BA E s i R C AEH
el DOREH
VR fe 6 1 D&
AL DORIEH
% DOREH
WG GE/T) S
FRERBH YT it
ANidE
15. ¥HfER
&RV
BNV R B ¥R v
5t AL S A&
Ty B2 i 0 20 R i b H 3% RIIN
KILARP
P2 i BT o AN B T 2R 18 fE A 2 b
FERERATE THZZFRFILER:
AICS CORME
DSL CORME
IECSC A 7
16. EfbfER
BT H 1 2024/04/06
HfEE
225 ik WA AR B, BE R UE T R SDS. OECD eChem [ W x4
REER, DR E PR, http://echa. europa. eu/
H HAA% = £/ H/H
FHEENE FEES
ACGIH D REBUF ML PA AR 2 (ACGTH) Z B FR{E (TLV)
CN OEL L TAE A FER RPN EMIRE - A FERER
ACGIH / TWA 8 /T, B TE AP AME
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Rizatriptan Formulation
&N BT H 1 SDS 4% 5 HIIETT H #: 2023/04/04
4.1 2024/04/06 402476-00020 B g H #: 2015/12/10
CN OEL / PC-TWA D EEDINBCE I A RIR

ATIC — WORFIE Tl Al 2 i 5 S ANTT — 7 [ RGOS LA . ASTM — SR AP RESEI8 42 ;
bw - AL, CMR - B, BCRAVESUERSMEYB; DIN - fEERHELES DSL - IEKENA
WP T, ECx — Bl xR ELx — SHE xRN Ffi3e; EnS — MEHHHE; ENCS
- HABA BSR4, ErCx - 5l x%EKERKREE; BRG - RIEJER; GHS - &Bkik
G 2P FMBRZEHIEL ;. GLP — RAFSEIGEML; TARC - HEPRREERT SN TATA - EERHIE
Zftha; 1BC - EEsECRIzMfaR b F A A IE B & U 1050 — H4MHIKREE; 1CA0 - H
PRICHALAE S TECSC — HEBLA #4456 — HErigiafahaley); Mo - HpsigH
1L TSHL - HATbZz MRS, 150 - EErbrifb42!; KECT - whEIA LEM R A%
LC50 — MR A AU LD50 — MR AFFF AR CEAEUBEE) ; MARPOL — HEERE)
IEFEAIIE S R AL ; noo.s. - RAFIBAR; Neh — FFRME; NOWEC - Tl CH#H) 1EH
W NOWEL — KR W (%) {EAFME; NOELR - Jorl AR fifiise; NOM — B af ¢ 4 Ak ;
NTP — [EZKHEFEE AL ; NZToC — Hrobh = # Wi 45k, OECD - b e 5K EALL; OPPTS -
TGOPIa . R HGIRE YR A S PBT - AN, AV RBHEM SRR PICCS - FEMR
S EMRAR; @QSAR - GER) Zf—3&PER AR, REACH - BRI S MBS LK T
SRR EVEM . PR BEBCRIBREIERL (BC) 1907/2006 5 ; SADT — H WU AEIESE; SDS - 24
FARVEMI A TCST - GEEEAFBLEMN; D6 - ARz, TECT - ZRE ALY R
B TSCA - REGHYFEHIE; N - BEE,; UNRTDG - BRE [E K T ek St iafm it g i 45
vPVB — ERFAMEME A RAERRT . WIMIS — TAE a5 B R4

I

BN IR AT, A R B S (SDS) A 2 H IR L5 BRI TE R . S5 B A R %
SRR ML NI Al sk, AEMRATIAER, AR MR B CRIESS s U W S
BROCAHLESS, BERFEMEREE R EA SDS TARH 2 KR € RHE <, 2 SDS ARG AR T
AP RHE & B SH] TAETARURE I, SRR IS B e R AR P S8 AR R E PR8N T 75 A5 A
BfEL A I T ANk TT SO RIS BRI, A 2 i SDS ARG FPEPEAY (A
EHD

CN/ZH
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