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

€3 MSD /) e

Omarigliptin Formulation

i A &7 H BA: SDS %5 HIRAELT H H#H: 2024/09/28
5.0 2025/04/14 402449-00020 A gm i H 1 2016/01/07

1. AbE2 R AVARIR

FE AR Omarigliptin Formulation
& P B BE LR AR B
) e A I 7 44 R MSD
Hhhk SO 199
AKX, BN - #LA- CHINA 310018
HLE 50 +1-908-740-4000
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Omarigliptin Formulation

FRA (EANEE R SDS %5 BT AELT H #1: 2024/09/28
5.0 2025/04/14 402449-00020 A9 ] H 3: 2016/01/07
P '
P260 ANEIR AR B
B
P319 fnigne ik, EREE.
BB
P501 4 N ke / 75 351k B HAE R PRI AL ) Ab 3
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WRYEIAE B OFIAT K.
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Hor 2 5 R 42 i 2 S BOM U R 9
5 A R 2 S AU R T
TN AP EGHEAT HE R AT IR AT BT U M R IR A

3. B/ ARfER

YR/ IREW) D OREW
4H4y
12 S A4 FR =& k=alik=) WIEBIREVER (% w/w)
(CAS No.)
oo 2% 9004-34-6 >=10-< 20
Omarigliptin 1226781-44-7 >=10-< 20
4., 2REEE
— R L D S MEE ANE R, LRI
TESER LB A HH O, SRR o
LSON DN, BRI S AL
AR, Bl
J Tk fh D HKAR R R
AR, Bl
HER i 422 firh D WIEENIREE . FKFE bk
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Omarigliptin Formulation

i A BT H #: SDS %75 BT H#H: 2024/09/28
5.0 2025/04/14 402449-00020 A gm i H 1 2016/01/07

WAREIR, tEs.

FHZK A ek 1
H B E PR AN B D SR SRR R R TR

T2k 5 RIS A 2 T S U R
KM B R AT REARE 48

SRt R AL D AR TTIANER AN ALY, 7R BEAETE B R O N
RN ANB P 2% (S 005 8 1) .

X 5 2B FRE I $E R DOPRESBIRIT .
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KK TT 1L KK DOKWEE
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Rl ) e 65 1 D B IE AR SRR AR AR, AN RR AR BT A HR
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A ERRE ) DOBREY
ERANLY
RFIR K KI5 DR I DR BRI G K K i

WE 7K 7% FIAR AT IT I 245 o
FEZAEIEILT, BRI A4S .

HESI .
THBITN DR IR R4 e % DB KSR, A g RS -
A AR 2 4%

6. RN SALEE
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SRERRF MR A B (SIS T ) MADAB RS R (S 8
) o
BT ORI DRGSR

UNRERA PR % 4x, PSR EUHE It B LE 3t — 20 A ke st i
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3/17



tFmZEFARURHB Q MSD A"“""‘

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

Omarigliptin Formulation

i A BT H #: SDS %75 BT H#H: 2024/09/28
5.0 2025/04/14 402449-00020 A gm i H 1 2016/01/07
e B FH I Ak B A R By ibpr A2 S A (e EZE 2SS AR R &
M) .
By ibb e R TR, R BB KA I RIA B — e IR ) 2
IR IETIREY) .

Ty B ZE AT REE ] T XA AR REBOMAL &, DL B
HETB A P AR AN . S8 7R 2 B AT R & T RVE L.
A SDS (55 13 B0 MIER 15 #7040 1 e Hh oy B SR 1

HHIAZ H
7. BENE 5B
BAEAE
FAR it DR AR IR O R R R 2 M A R A
PRALFE TR Bt Gn e RS AN BR i, B RIS .
Jr E B 4 THI 3 R D HRETE RS IE R A R A
B oy I RE == 3] VN DN i o
AT
T 4, 5 FIR P 4 ik
T 5 7 K 3T B e 4 i
BT TR AT BB 45 R, F I8 R0 Tk P AR 22 4
TEIEAT A BE
B 2R = A AR SR R B B AR
A B R 2R 2 55 1A
0 B N KR
KBTI i T 575 11 i PR T
AN IR IR PR IR S B I H R R R
By 11 4% b 25 T 47 =i
g3
GAAEAE A D EAEE SRR RN
5 B F e BRI A7
) DB S A R AL E A
iR Al
AR DOARNEEHIMRL A WARIE.
8. Bl HFAMEREH
1 40 B e BRI B A BRAE
Moy i EAD | BUE MR | BRI E BRR | KR
5 (CAS No.) | (FEfiEaR) 3
Y2 9004-34-6 PC-TWA 10 mg/m? CN OFL
TWA 10 mg/m’ ACGIH
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Omarigliptin Formulation

i A BT H #: SDS %75 BT H#H: 2024/09/28
5.0 2025/04/14 402449-00020 A gm i H 1 2016/01/07
Omarigliptin 1226781-44-7 | TWA 10 pg/m WL
B IRE 100 pg/100 cm? R
THEd=H R R I X, AR P XA

AT BEFFAR AR B (e AR L

SR Tt 1 B AR A
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IR &R SR P USRS R R B HE R, B R R VL s R iR i
HEXF SR rE IO e (L, DU FH i £R 4
LRSI ok BY
HR THI 5 97 Ed ANk 2
e alEL:
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oS bitr &
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DA an ST R e R T RE AL 2, VEAE AR AT T B
HEHREE Mk RGN 2B = .
fEFHIE, AR R W
15 G A ARG T Ja A mT S s A .
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Omarigliptin Formulation
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FRAS & H : SDS % 5 BT BT H H: 2024/09/28
5.0 2025/04/14 402449-00020 A H 9 2016/01/07
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Omarigliptin Formulation

i A BT H #: SDS %75 BT H#H: 2024/09/28
5.0 2025/04/14 402449-00020 A gm i H 1 2016/01/07
S DR RN NG
faE COIEEAMH I REE.
YA 595 A DN AbERERET H e R B R AT eI OB E R R AR A
.
A] 555 AT R A N
I A [ 2% A s KERT KA.
TG By R A
L) =R il
& 16 0 =4 D BH B AR
11. BHEEER
iz PN
a3
agA
AR F F2 fit
SR
WA E BT TN,
4043
HEE:
S DR © LD50 (KR): > 5,000 mg/kg
SRR EE © LC50 (KEL): > 5.8 mg/1

T eI [A): 4 /N
IAFREL: Ky A2/ S5

PR R : LD50 (FKf): > 2,000 mg/kg

Omarigliptin:
S DR  LD50 (KH): 750 mg/kg

2 Bk B ok / B
RIEHE B LT IHIT .
445y

Omarigliptin:
| LR R

FEE AR/ AR
WRIEIA BT #ET 7K.
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Omarigliptin Formulation

i A BT H #: SDS %75 BT H#H: 2024/09/28
5.0 2025/04/14 402449-00020 A gm i H 1 2016/01/07

4045

Omarigliptin:

g DA

g D ToHRE R

I T8 B B R B0

B2 BRE#

WA G BT T K.

I T B

WA G BT IHIT K.

4143

Omarigliptin:

MR D JREBMRELE RS (LLNA)

g AN

PR N NCIF Y53 UK

gE R 2

A FE A B A

WA G BT AT oK.

4H 43

HEE:

R AN L R B DRSS AN [l 2 ARG (AMES)
gk 5 [H
RS AL A 4R 2L Bl P am B I (R 5 AR i 56
gk 5 [

ENDE-Y S R DRSS e LA AN AOZ AR (A PN 4 B s AL R 6D

Tl /I Bl
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gh 9

Omarigliptin:
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Omarigliptin Formulation

i A BT H #: SDS %75 BT H#H: 2024/09/28
5.0 2025/04/14 402449-00020 A gm i H 1 2016/01/07

2k H- [

R P L R B DA B (RIS B R AN AR RS, Gtk
T
g KR
YLRRIR AR B8 9 At
2k H [

o i

WA G BT IHIT K.
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HAER:

g N

PRIRE DA

T 3 I (1] D12

ghE R R

Omarigliptin:

g N

DA e D& n

T §E I (1] D24

;. 20 mg/kg HAE

ghE R 2

g VAN

PRIRE D& n

T §E I (1] D24

© 20 mg/kg A

g3 S 2

HEFEEM

WA G BT AT HE.
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Omarigliptin Formulation

i A BT H #: SDS %75 BT H#H: 2024/09/28
5.0 2025/04/14 402449-00020 A gm i H 1 2016/01/07
PRIRE AN
2k H- [
Omarigliptin:
ot BT M R 5 ] DOMNASEAEL: R B/ R A E
g KR

LR 40
£ & 877 NOAEL: 100 mg/kg 1AE

2k H
R LR B BI52 DAL MERA-IRILKRE
ME: X%
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R IR LR B IR

MR RBG-FRILR B

g KRR

RFiRE 40
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R AR ER IR, AN E R, B
o

VR M AE BHA SR M & N A .

FREESERATNE- —KEM
IRYE DA BT K.
FREESE RS- REEM
K B R T R4 2
Har:

Omarigliptin:

Bz DB

AR S TR 17 =

PEA D KHABUR BT RE I AR E

BERREEN
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i
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I
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g
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Omarigliptin Formulation

€3 MSD /) e

i A BT H #: SDS %75 BT H#H: 2024/09/28
5.0 2025/04/14 402449-00020 A gm i H 1 2016/01/07

Omarigliptin:

g N

NOAEL : 100 mg/kg

PLFFIRE AN

T TR} [A] D90 K.

HVE © W B EER RS

g N

NOAEL : 10 mg/kg

LOAEL © 100 mg/kg

PLIGIRIE Y|

FeFR I E] © 180 R

sngsE DM, H

g VN

NOAEL © 10 mg/kg

LOAEL © 75 mg/kg

IR 223 |

I F I ] ©40 K.

EE = . B

M VN

NOAEL © 10 mg/kg

LOAEL © 75 mg/kg

PRIRE 3N

T 3 I (1] D270 K

AU AR . B

g DOET

NOAEL © 9 mg/kg

A3 o 23!

e 5% T (1] D90 K.

- SES D R RIE R R

W fEE

WA E BT AT,

Nk BRI

447

Omarigliptin:

A ORI, BEANE, kE, BE, IRYE, BURESER,
i, MXek, FTVAED
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Omarigliptin Formulation

i A &7 H BA: SDS %5 HIRAELT H H#H: 2024/09/28
5.0 2025/04/14 402449-00020 A gm i H 1 2016/01/07
12. £EB2ER
HEEEMH
405
HEER:
pUREE AT LC50 (Oryzias latipes (HAFH)): > 100 mg/1
TR FRINHA]: 48 /NE
i BT R B
Omarigliptin:

b2

X KA

X SRIREE (1R 1R )

XARERAEAOKAE TR S

XA AR AT RS

EC50 (Daphnia magna (7Ki%)): > 100 mg/1
FFRIT A 48 /N
J71%: OECD M 5 U] 202

EC50 (Americamysis CBEHF)): > 100 mg/1
TR FRETA]: 96 /N
Jrik: FHEE A RE 850. 1035

EC50 (Pseudokirchneriella subcapitata (%R7)):> 100 mg/1
FRFErfE]): 72 /NE
J7i%: OECD ik F 0 201

NOEC (Pseudokirchneriella subcapitata (£%i)): 25 mg/1
TR ] 72 /N
714 OECD ik F 1 201

NOEC (Pimephales promelas (AESk#%f)): 11 mg/1
FFEM A 32 R
771 OECD k5 )0 210

NOEC (Daphnia magna (/Ki%)): 11 mg/1

HIEEE (185 1) SEFEINHA]: 21 K
J77%: OECD i 5: 00 211
A P B EC50: > 1,000 mg/1

FFRINTE]): 3 /N
PRSI I 41461
7712+ OECD M-S ) 209

NOEC: 0.1 mg/1
FRFRIFIA]: 3 /N
TR I 1011
J77%: OECD W3k 01 209
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Omarigliptin Formulation

i A BT H #: SDS %75 BT H#H: 2024/09/28
5.0 2025/04/14 402449-00020 A gm i H 1 2016/01/07
|
AR PR
405
HEER:
HE W) R fR gE R DAY AR
Omarigliptin:
HE W) R fR gE R AN G R .
YRR B0 %
FeFRI A 11 K
7715 OECD ik 5] 314
EERE S
H 4y
Omarigliptin:
||¢E4EE$/ﬂ<6}EEE%§& log Pow: 0. 525
TP REBEHE
oy
Omarigliptin:

“E%%ﬁﬁaﬁmmmﬁﬁ

log Koc: 4.01
714 OECD ik S 106

HAWIR A ELEAH
TEE R TR
13. KFALE
B 5
TR Ik 2 ANER R KHEN T /KB
¥ AL B
5 YLt ) K A 25 8% EVE ] IR R ST AL TR I B ARG SRR ) Ak
WITC A HNESR : F AR A P AL FE
14. BHER
H FRiEE
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Omarigliptin Formulation

A & H3: SDS %5 HI BT H #A: 2024/09/28
5.0 2025/04/14 402449-00020 EAIE| H #: 2016/01,/07
F#i3z (UNRTDG)
BB [ 4 DOANEH
B E iz % 4 FR o AEH
55 DOANEH
WEfaE C O REH
25 DOANEH
PR D AEH
S E K
233 (IATA-DGR)
UN/ID %5 COANEH
WAy [ iz 44 DOANEH
Z S N vy EE|
REfa Stk C O REH
(RS DOANEH
PR ©OANEH
A UL (Tis kL) DOANEH
UL (i kL) DOANEH
g1z (IMDG—-Code)
B B i DOANEH
B4 [ 18 % 44 Fk DOANEH
i CORE
B fa Sk DOANEH
(R DOANEH
PR D ANEH
EmS #£%5 COANEH
HPESY) GE/F) B
#% (MARPOL73/78 /A%)) FtW] 1T 1 IBC N
ANIE T BERL 2
HE EH
GB 6944/12268
BB E g 5 DOANEH
Fk A iz 44 DOANEH
Zl D OREH
B S DOANEH
2L DOANEH
% CORE
HVES Y G2//) >
RFER B T4 Bt
ANiE
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Omarigliptin Formulation

i A BT H #: SDS %75
5.0 2025/04/14 402449-00020

€3 MSD /) e

BT H#H: 2024/09/28
BW g H#H: 2016/01/07

15. FEHER
&M
BRI B IR

YN AR e g g S
fe Al 2 dh H sk

JEls a7 it R SE R (GB 18218)
U R R

R S A I A2 o S

T il S I A 2 i 44 5%

5 A SR AR5 B35 S Ry 2
R H %

2 B E G O R R M O B E
o ] PR A H 1A AL R

SR S

Gy AL i (70 AN A H 3%
KILRSE

U7 i A A A & TR IE fa e o
HFEREE YR A

B 2R AR R A

AR AR AR

HBARIIE

Pz o a4 %

B E TR RS

FERBRAE T HAFHHFLE R
AICS > S

R ARSI B, BERFEERLY
et FRD 58 SCRIAR & JEU) o

RIIN
RIIN
RIIN
RIIN

RIIN

RIIN

RIIN

RIIN
RIIN

RIIN
RIIN
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Omarigliptin Formulation

i A BT H #: SDS %75 BT H#H: 2024/09/28
5.0 2025/04/14 402449-00020 A gm i H 1 2016/01/07
DSL CORME
IECSC CORME
16. HAMbfERE
& H #A : 2025/04/14
HifE R
ERpul DR, KR T 5L SDS. OECD eChem 7" Ry

RER, DN F MBS, http://echa. europa. eu/

SR ISR L2k ool AT — PRA PO 2 47 T 1847

H % X . £/A/H

L S E I e e

ACGTH D SREEUF I DA R 2 (ACGTH) 2 B FR{E  (TLV)
CN OEL D LAE T FEIR RPN IRE - A ERER
ACGTH / TWA D8 /MR, BEDIIACTEME

CN OEL / PC-TWA D I AR

ATIC — WKAI TobAb 2 Fid e ANTT - B E R FEBE L, ASTM — SEEM RS2,
bw — {AH; CMR — #uE. SRS MY ; DIN - EEMRfE:2; DSL - IEKEN
MR 45 ECx — SIS %N HIMEE; ELx — SIS xRN A2, EnS — RNiafkit; ENCS
- HABARGHALEY R A5, Brex — 5l x%EKRN IR ; ERC - NATER; GHS - 43Rk
B RARREEHIEE ; GLP — RUFSLIGEMIE; TARC - EFRREAERT FEALM; TATA - EPrAis
B¥ith2; 1BC - EPrECE ISR AR IE A N ; TC50 — MRz ; 1CA0 - E
brICHAT A2, TECSC - HEBIAEYIR 45, MG - EFrfEis By, M0 - ERFrgH
M, ISHL - HATM 24 fM@EEZR, 150 - EErbrrElbH4; KECT - #EIIE LAY i 4 5t
LC50 — MR ANBEPLBESARE; LD50 — MK A HEtE CREESEE) ; MARPOL - [EHFrBi
IERRAE BRIs By AN ZY: nooos. — RBEHIBAM: Neh — BFAUE; NOWEC - B (BE) /EH
W NOMEL - Brf W CHS) YEAfIE; NOELR — Jonl WAEH a3 ,; NOM — S5 a2 A INIE;
NTP — EZHBEAHRIAL; NZToC — Hidi 2 L= 445%; OECD - & A1ES REAZL; OPPTS —
HYBG . REFIRE SRR AE; PBT - FEAME. AW RBUERSMHYI,; PICCS — FRfEEE
e SR A5 (QSAR - GER) 45— 1SR AR REACH - MMM H LTk
SESEEM . TR RACRIFR 7R (BC) 1907/2006 5 ; SADT — HMEMEIRE; SDS - %4
ARV TS, TCSI - GEEEALFEMRIEN; D6 — fakfewizi; TECI - REEA L FEYIRTE
By TSCA - EEB R IESNE; UN - BEAE; UNRTDG - BEA BT B e Wia i i @il 1 ;
vPvB — EREAMERN AR BRI ; WHMIS - AR P faR S E B R R

BIEH
TEBATTRIAE, A2 AEBORUWIAS (SDS) T4 2 H IR G IS B iR, thfE 8 A %
SRR L I A7 8. JCEMRATTER, AMUCRAEMESER K SRIE S s BB S
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Omarigliptin Formulation

i A BT H #: SDS %75 BT H#H: 2024/09/28
5.0 2025/04/14 402449-00020 A gm i H 1 2016/01/07

BROCARESL, IERRHEHIEE R 54 SDS TRl & Kk e M 5%, 24 SDS HHIAF R SARAT I
AR RN A (8 FT B TAEMTRAERS, PER S BT PR B o B AR BT i a5 11
BB A N TTAERE DT AR SC IR BRI, AR & SDS APRHRGIE IR TEAL (i
EHD .

CN/ZH
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