tFmZEFARURHB Q MSD A"“"“”

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

Sitagliptin Formulation

i A &7 H BA: SDS %5 HIAETT H #A: 2025/04/14
4.1 2025/08/11 17293-00029 A4 H 1Az 2014/09/30

1. AbE2 R AVARIR

FE AR : Sitagliptin Formulation
& P B BE LR AR B
1) 36 7 mARE N 7 44 A © MSD
Hbdik D 3B 199
AKX, BN - #LA- CHINA 310018
HLE 50 © +1-908-740-4000
N LR © 86-571-87268110
L R A b ' EHSDATASTEWARD@msd. com
W EARH &
HEFEH & DI
PR 1) FH id COARNEH
2. fEReMEAER
REBENMR
MRS PR OBR
Bt D RBHETERE
SBR D REHETORE
RO IR KA E I B KRR
GHS & K 1255
712 B HR 45 475/ HIR i R DA 2A
ark CEID KAEfGE S I
KWKAERE D2k 3
GHS I &ER
RILHE
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%8 GB/T 16483, GB/T 17519 4l

Sitagliptin Formulation

i A BT H #: SDS %75 HIABIT H#A: 2025/04/14
4.1 2025/08/11 17293-00029 A4 H 1Az 2014/09/30
(EREALI Eagery
fe B vt B D H319 i k™ F IR .

HAL2 P A B LA K S R

Pt | B
P264 1F b5 1) I e B ik«
P273 GBI B
P280 554 R 2 / 55 3 1 L
R
P305 + P351 + P338 Wik NARAG: FHZK/ N JLor . s
B RES T M, BURBRIEIRE: . dkalnhik.
P337 + P317 WIHRAIERF AR : S RISKEE
EFRE:
P50 K PN 259/ 25 42 BIHHE I R AL B T Ab 2.

RIS DA 5 B R HAT K.

RFEE

12 ™ H AR AR

2 yien o

MK T MKAELEYA T I RA KRR,
GHS REIFEHIFH At EE

A A F A 2 SRR R R T
TN AP ECHEAT HE AT A AT BT U M R IR A

3. Bur/HfER

YR/ IREW) L REW
44y
12 S A4 FR [ 8=23' ] konlin=2 WIZBIREVER (% w/w)
(CAS No.)
Sitagliptin Phosphate 654671-77-9 >=30-<50
AR 9004-34-6 >=20-< 30
T R FR R 557-04-0 >=1-<10
—EAAMER 13463-67-7 >=0.1<1
WE TR 121-79-9 >=0.25 < 1
4. 2REEHE
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%8 GB/T 16483, GB/T 17519 4l

€3 MSD /) e

Sitagliptin Formulation

i A BT H #: SDS %75 HIABIT H#A: 2025/04/14
4.1 2025/08/11 17293-00029 A4 H 1Az 2014/09/30

B
LN

S A% i

HER 422 i

TA

B L AR REDR A2 RS
X ORI R 1)
xR A R

H R AN E R, ST RIEEE .
TERERFFEEEE O, B

W\, Bt <AL

WAERER, Bilk.

Tndafl, 7RI AR SRR S K e B

Jit 22 Bl 45 G A AR RN

s

FOHTE AT A DA IR

T AT R e

WIANTE R, 2D KR K e AR I 20 15 434,
RS 8, Wir(E, RS

s

WA, A5k,

WA RER, .

FHZK Bk 1T

5k A B2z 5 MU R SRR R T8

34 ™ AR A

SR T AN RERE AN NGRS, (B AT BEAF 7R 2 22 1B DL T B Ad
HEFEIAN NP 225 (S 056 8 719) .
SRR TT o

5. YEBiTE G

KKTTHEIRK KA

AR K
Rl fe stk

A HREG )

REIR K K T3

I DNIATIBERR 7R S A2

e

PUA IR
AR (C02)
T8

ARIARIE o

B L AR S S AR R AR, AN R AR IR B 78 73 IR
FE, BRI R, XA I R AR G
MR M T RE 0 R T

AN
ERALY
A ERRER 7

AR F: 24 75 0 A ] B PR BR 3 4 B K S i
WK ENARAT I I A 4% -

FERZAERELT, BHRBIAHES.
WM

FEBRREUT, i A g PRS-
(A EROWNYIE A2
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%8 GB/T 16483, GB/T 17519 4l

Sitagliptin Formulation

i A BT H #: SDS %75 HIABIT H#A: 2025/04/14
4.1 2025/08/11 17293-00029 A4 H 1Az 2014/09/30

6. THIRN SR
NGBS DR o AN AR .

SHEREF WR A BB (S 7)) MNP @ (SIS 8
)
B R $ I DRGSR R

UNRERA PR 4z, TSR it B b3t — 20 itk s
DR B I AL B T Y I HERK o
GURTCIE B R, OB RS R R .

MR EE R O TERRTTE TR R R YRR 2 R A A AR

L P A FH I AL E AT R B LEdy ARAE A SR (e R4 S U T R AR R
T
B 1A AR R IR, BRI R R P A B — € iR I 2
T ARSI IR A -

Hi 5 B R VE AT BEIE X R R RO AL B, DL TE L
HERCYD I F AR RO o 168 55 35 19 47 340 5 38 FH R0
A SDS fEE 13 B4 FIEE 15 HB5r2h tH 1 4 e 7y BRE SRR 1

EESERSY
7. BRIELBE SR
BIELE
BRIt DR ARRO AT R AR AT A AR
BT a0 A EI AR i, B VRIS
Ja Bl B A T 3 X D RREAE RIS T A
Z AN BVE R F AN R IR AR A o
BRI
AT
AN B A AR o
VbR ARG e B K o
BT TAR P BB VP I A R, IR R I Tlk A A2 4 fi
AT AT
Rl 22 A7 AR AR R B B B AIRFR S
AN IS R A5 5 5 5 A o
28 8 AR KU
SR IO 75 T 977 L FEURE T
AN IS R B IR R R R R
B3 LE 4 Ak 2R FE A7) DAL
(252
B AR DA E SRR R
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%8 GB/T 16483, GB/T 17519 4l

Sitagliptin Formulation

i A BT H #: SDS %75 HIABIT H#A: 2025/04/14
4.1 2025/08/11 17293-00029 A4 H 1Az 2014/09/30

2 B SR B SR AT

SR DS A RS R A
5i S A
(ERYp DAEARA R RILGE.

8. EAmFEHIRAALTY

1855 40 R BR b Ao PR A
Moy 2D | BUERIRAE | WIS BVRR | KR
5 (CAS No.) | (H:flfER) i
Sitagliptin Phosphate 654671-77-9 | TWA 0.6 mg/m3 (OEB i)
2)
R 9004-34-6 PC-TWA 10 mg/m’ CN OEL
TWA 10 mg/m’ ACGIH
Tl iR R % 557-04-0 WA (AR | 10 mg/m? ACGIH
Pk
TWA (WPt | 3 mg/m? ACGIH
b
—EAMER 13463-67-7 | PC-TWA (&4} | 8 mg/m? CN OEL
7N
HoAbAE B G2B — WIEE AR EUEY)
TWA (WPREAE | 2.5 mg/mP ACGIH
A (ZHALER)
XM REE LR A, BEASERRLERAEE.
ZHAER
T DA AT LR, EOR R B> S A S Rl
B LR B S A% B & (BT BAT,  FF42h il A o & B
MG (GMP) R IERAE, DAORY =il L AMIEREL.
MR
LR ERN T DR R R OE R, B R R VT A N 2 R
HEFEFR P A, JUAE FH PRI fR A
R AR A DR
AR T 75 47 D A AR ) 22 4 IR B H R
WR TAEA B BOES) I B AR EmE 5, 1B IRIE &
P H B .
WA O] R B B 2 . SR a5, i I =
AR A W
B JRAN B A B 47 D LAFERESERR A .
TP
MR LB TE
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W2 ZEBAR U

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

€3 MSD /) e

Sitagliptin Formulation

i A BT H #: SDS %75 HIABIT H#A: 2025/04/14
4.1 2025/08/11 17293-00029 A4 H 1Az 2014/09/30
DAt n AT AR B RE ] RE AL 20, 1B AR AR AR T bR

PLARES Mt RGN 2 4R % .

I, AR SR

SR AR IRANG 5 T AR

15 R R U 4 T EBT A

AR B IZE, AR TREEHIPE . &R AN
s FIE A SRR T ARSI BT A
ig AT B .

Gy AT ([ 1k, <4K)

9. HALAFME
SIS TR AR
) Te B vk
|t TE B vk
SR B ToHE TR
pH {& TE B Bk
KA pii /R[] o Rl
W13 AN A ToBHE SR
I 5 A
HRIEFR A

TN KCEECHEAT HE AT IR W] R R E M R IR G
.

SR GRAO TEHHE R R
PENE_LFR 1 SR L RR ToHHE OB
BEIENIR 1 SR T IR ToHHE OB
AR A

R i

I/ RIX TR TR
B TR R
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W2 ZEBAR U

J 18 GB/T 16483, GB/T 17519 %t

Sitagliptin Formulation

€3 MSD /) e

i A BT H #: SDS %75 HIABIT H#A: 2025/04/14
4.1 2025/08/11 17293-00029 A4 H 1Az 2014/09/30
T
IRV ToE i vk
1EEEE /K e R 5L ANi&EH
ERSITES ToE i vk
WAy i ToE i vk
P
B ANiEH
PEVEREPE ToIRNE
Atk LW 5T BIR G D AE 4r SO SEA ]
T E ToEd vk}
VAR RS
K ToEd vk}
10. F&xe MR R B
S v AR N e B fi
faE IEHFMHTRE.
18 165 5 N7 IR AbEE BT HE B A R T R RS E R R IR S
.
n] 558 AL R A N
JEBE G A 2 A FN kmﬂkfc
Lﬁl’; /\/l
AR AL
FEE I i =4 WA FEIEI 0 iR =1 o
11. SHZER
BEfhig 1% N
J2 kB fh
TN
R A 2 ik
SHEEN

WP 5 BT AT 702K
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W2 ZEBAR U

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

Sitagliptin Formulation

€3 MSD /) e

i A BT H #: SDS %75 HIABIT H#A: 2025/04/14
4.1 2025/08/11 17293-00029 A4 H 1Az 2014/09/30
4045

Sitagliptin Phosphate:

kS O LD50 (CKER): > 3,000 mg/kg
LD50 (/NER): 3, 000 mg/kg

HFHEER:

2SO LD50 (KE): > 5,000 mg/kg

SVERNTEE LC50 (KER): > 5.8 mg/l
FEFRITA]: 4 /RS
DRI By 2/ 5

SMELE R LD50 (% %): > 2,000 mg/kg

ERRTRER:

g O

Ak R

ZEAE:
Ak O

LD50 CKH): > 2,000 mg/kg

J51%: OECD it 5: ) 423

PR R BOR S TC S DR R
FvE: BT R

LD50 (%X #): > 2,000 mg/kg
w BT SR R

LD50 (K &): > 5,000 mg/kg

SRR B LC50 (CKER): > 6.82 mg/1

FFEN ) 4 /N

MARIAEL: $y /%

PRAl: R BRI 2 RN B
BETRAEE:
St LD50 (“NiR): 1, 700 mg/kg
SR R LD50 (K HR): > 2,000 mg/kg

J51%: OECD M 5: 0] 402

VPR R BR A TG R
B R B o/ R

WRIEIA BT #ET 7K.
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W2 ZEBAR U

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

€3 MSD /) e

Sitagliptin Formulation

i A BT H #: SDS %75 HIABIT H#A: 2025/04/14
4.1 2025/08/11 17293-00029 A4 H 1Az 2014/09/30

4H4r

Sitagliptin Phosphate:

s KR

ik AR %) 35156 (Draize Test)
iR TG B2 FR A

TE R TREE:

s F

ghi i TG Bz R A

H/iE BT b o
&K

s F

g TG Bz kAl

BB TFRAR:

Mg i NAR K (RhE)
ik OECD M4t 1] 439
g TG 5z kAl

7 2 FIR A 45 1 / BRI

3 ™ o HR

o

Sitagliptin Phosphate:

g K

R T3 R s

J7 i IR )R 36 (Draize Test)
i JREREE:

g K

gk T HR i

HE TR R
&AL

i FH

g TG HR i

9/24



tFmZEFARURHB Q MSD A"“""‘

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

Sitagliptin Formulation

i A BT H #: SDS %75 HIABIT H#A: 2025/04/14
4.1 2025/08/11 17293-00029 A4 H 1Az 2014/09/30

BRFERNER:

g xR

gk D ORTHREE A AN AT R

ik : OECD MK 5 405

I T8 B B R B0

B2 BRE#

WA S B F T2,

I T B

WA G BT FHIT 9.

4143

Sitagliptin Phosphate:

IRF gt D JREBAMRELE RS (LLNA)

g AN

ik : OECD JMiX S 429

gER D AR REUE)

R PR RS

R D EBCRIONARES:

Befig 1% D

M DR

ik : OECD JMiX F: M 406

gk S 20

& DTSR R

ZEAER:

M7 gt D JREME SRS (LLNA)

BEfhig 1% DI

& DR

g3 2

BETFRA:

V7 gt D RERAMRE LRSS (LLNA)

BEfhig 1% DRk

g VAN

gk o

PP D ATREENE 1 E A NS R IR B
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tFmZEFARURHB Q MSD A"“"“”

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

Sitagliptin Formulation

i A BT H #: SDS %75 HIABIT H#A: 2025/04/14
4.1 2025/08/11 17293-00029 A4 H 1Az 2014/09/30

A2 B A R B R A

WA G BT HF Tk,

405

Sitagliptin Phosphate:

R AL R B D DRRSEAY: Ames REE

2k H [

MRS AR A G o AR B AR 3R G
MR ARG w6 R U0 S0
a5 B

MRARZEAY: WAL (4R4N) DNA #i5AMEE . FERF4N DNA
Ak

TR RS KR AT

a5 B B

A A JE R 7 1 DTSR IR
Tl /N B
Qedipis: 221

a5 B B

HER:
PRAN LR 1 D DA gH T Rl R R AREE  (AMES)
g 3 B

RIS A AN L 5h P2 o 32 [R] 58 A8 1R 56
a5 3 B

A A FE R 7 1 DR LA AL AR AR (A P R A A )
Tl /I Bl
PR A

e SRR

RARIRER:

PRAN D 51 D BRI AR A FL B B R PR R AR
g5 Bt
i TR R

WA R Ah et AR B AR 56
J7¥%:: OECD iR 50 473

g5 5 A

B BT
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tFmZEFARURHB Q MSD A"“"“”

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

Sitagliptin Formulation

i A BT H #: SDS %75 HIABIT H#A: 2025/04/14
4.1 2025/08/11 17293-00029 A4 H 1Az 2014/09/30

AR 405 A 2 RS (AMES)
a5 5
Ve BT R R

&R
PR R B s DA AY: GHTE R B RS (AMES)
g5 [
AP R R B 1 s DS R N %
g 7N R
g5 5 A
B R TFRAL:
RN R B 1 D DR gHE R RS (AMES)
g5 5 A
DA ARSI LB 2 i 2 ] 9 AR 1 56
gh 3L B
AR AY: AR A et A i AR G
gh 3L B
MR AL an e (R4 DNA i FE R . #2574 DNA
Bk
gE 5 P
DA ST A H NI 7L 30 200 0 g ok % £ PRLAAR A H 36
gE 3 B
R FE R D DA LA A A AR AR (R P A 8 AR )
FE: ZNER
Perpii i I VRS
gh 9
Bom
YRI5 BT AT 2K
oy
Sitagliptin Phosphate:
)& N =
A T 7y
R nx
R iR
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tFmZEFARURHB Q MSD A"“"“”

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

Sitagliptin Formulation

SO - WA

A & H3: SDS %5 HI BT H#: 2025/04/14
4.1 2025/08/11 17293-00029 s W4 i H Az 2014/09/30

s KR

P IRR FAR CGIRAAO

e AT 2 4

gER P4

LSS JH

% DI A A oW 82 2] 1 BH 2 2 1

LS A R ASCRPREAZ AR A SN B 5t

HAER:

g N

PRIRE DBA

FeFR ] S22

g R 2

ZE AR

g N

PRIRE S NIC Ve ES)

T FE N[ DO24F

WARES : OECD JUk 500 453

gEHR AT

% s AR B AT RE S AN RTE K.
X R A A AT R, R AN 2 i ok AN fE .

PO - PR D TESII IR NGRS TR R R B R S

BB TFRAE:

g N

PLRFIRAT BA

ez N [H] © 103 F

g3 N ER

HEFEEM

RAEIAE BT ATk,

447

Sitagliptin Phosphate:

S B A M R DR AR E/ R R A
AN

PEBIRE &0
4 FH fE /7: NOAEL Parent: 1, 000 mg/kg {4
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tFmZEFARURHB Q MSD A"“"“”

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

Sitagliptin Formulation

i A BT H #: SDS %75 HIABIT H#A: 2025/04/14
4.1 2025/08/11 17293-00029 A4 H 1Az 2014/09/30

SR BRI R AR ADXH AR RE T IR o

SRR LR B B2 DORRAL IER-IRILR B
T KR
LB 40
WA LOAEL: 250 mg/kg A
g R T AR E A EAREIER., JTCERER .

MR ER-RE LR B
g Ff
P4 NOAEL: 125 mg/kg 1A
g B TeEE A .

HAER:

Fof B M R RS DRSS — AR E RIS
Mg KR
PR A

a5 B B

xR LA DO A/ R
i) =HPN
QR IE BA

a5 3 B

E AR R
N B M R DDA AR YRR A A/ K A A I G
Mg KR
PEIRE A
7774 OECD ik 5 0] 422
g5 58 A
v TR B

X LA HS DR IRAR-R LK E
= RN
PR A
g5 B
ik TR s

TR TFIRANRE:

Xof B M ) 2 DAY AR B R
s KR
RBIRE BN
gL [
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W2 ZEBAR U

%18 GB/T 16483, GB/T 17519 Zmil

Sitagliptin Formulation

€3 MSD /) e

i A BT H #: SDS %75 HIABIT H#A: 2025/04/14
4.1 2025/08/11 17293-00029 A4 H 1Az 2014/09/30
KR IL R B BRI MR IRIE-TRILRE

e T RS EE- — ki

AR DA {5 BT/ AT 02K

R s RS EE- REEM

IREILA S B H AT 732K

HERGEEN
Ao

Sitagliptin Phosphate:

g
NOAEL
LOAEL
PRIRE
T g I [
LA

EE
NOAEL
LOAEL
/h'*ﬂtl%’fj:
T i N (7]
by

iR
NOAEL
LOAEL
AR
ST I
B
AR
ik

Gl
NOAEL
LOAEL
iR
ST
B
AR

g KRR
LIRS BN
2k H- [

/INER

500 mg/kg
1,000 mg/kg
2

> 2 4F

152
H

KR

500 mg/kg

1,000 mg/kg

(Z4 N

14 J&

fF, 5, OiF, TN

AN

10 mg/kg

50 mg/kg
(Zg|

53 Ji
XM RSt
NP ]

HAR FAHLAE] ST fE 5 AN TE K

AN

2 mg/kg

10 mg/kg

2

27 &

HENL, XA RS
I F VA
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tFmZEFARURHB Q MSD A"“"“”

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

Sitagliptin Formulation

i A BT H #: SDS %75 HIABIT H#A: 2025/04/14
4.1 2025/08/11 17293-00029 A4 H 1Az 2014/09/30
e s HAERMLUH e AT RE S ATk
g COET
NOAEL © 100 mg/kg
PLFFIRE Y|
A D14 A
% D R RIER RS
HAER:
g KR
NOAEL >= 9,000 mg/kg
PRIRE 'gA
T TR} [A] 90 K
AR EREE:
g N
NOAEL © > 100 mg/kg
AT S CBA
T 3 I (1] D90 K.
i DR T
—EAEK:
M N
NOAEL © 24,000 mg/kg
PRIRE AN
T §E I (1] © 28 K.
g N
NOAEL : 10 mg/m?
AT 3 DO OB/ EED
e 5% T (1] D2
BER TR
g N
NOAEL 135 mg/kg
PERRIBE TN
B BT [A] 13 JA
W faE

R DA {5 BT AT 02K

16/ 24



W2 ZEBAR U

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

€3 MSD /) e

Sitagliptin Formulation

i A BT H #: SDS %75 HIABIT H#A: 2025/04/14
4.1 2025/08/11 17293-00029 A4 H 1Az 2014/09/30

N2 B

405

Sitagliptin Phosphate:

LI ON AER: bIPmRE R ge, W5, SR

gA AER: LI g, SRS, Sk, WL, BESE, BRTS
12. AF%EERE

EAEME

4143

Sitagliptin Phosphate:
X} SR

XA AOKAE T AR

Rt

xR KA

xR (1R VERE)

XA AR AT AR

LC50 (Pimephales promelas (HESkf&f)): > 100 mg/1
T FRITA]: 96 /N
J51%:: OECD M 5: 1) 203

EC50 (Daphnia magna (7Ki#)): 60 mg/1
FEFEIT ] 48 /N
J7i%: OECD M 5 U] 202

EC50 (Pseudokirchneriella subcapitata (Z&3)): > 39 mg/1
FFaIS(A]: 96 /NS
J31%: OECD it 5 )0 201

NOEC (Pseudokirchneriella subcapitata (Z¢i#)): 2.2 mg/1
FFaIS(A]: 96 /NS
J31%: OECD it 5 )0 201

NOEC (Pimephales promelas (fE3k#%f)): 9.2 mg/l
FFEMTA]: 33 R
751 OECD Pt 5 )0 210

NOEC (Daphnia magna (7Ki%)): 9.8 mg/1

HIEEE (185 1) SEFEINHA]: 21 K
7792 OECD M-S0 211
A P R EC50: > 150 mg/1

FFEITTE]: 3 /N
TR I )
7792 OECD 3RS 1) 209

NOEC: 150 mg/1
FFRIT ) 3 /A

17124



W2 ZEBAR U

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

€3 MSD /) e

Sitagliptin Formulation

XA AOKAE TR

Rt

X KA

i A BT H #: SDS %5 HIABIT H#A: 2025/04/14
4.1 2025/08/11 17293-00029 A4 H 1Az 2014/09/30
A I k]
HEER:
X R LC50 (Oryzias latipes (HAFEH)): > 100 mg/1
BT 48 /NI
ik BT R B
T R ER S
Xf 8 2 )RR LC50 (Leuciscus idus (FiiAFEZ f)): > 100 mg/1

TR FRINHA]: 48 /NE
J7 vk A Tl kv (DIN) 38412
i BT R B

EL50 (Daphnia magna (7K#%)):> 1 mg/1
FEFRITIE]: AT /B

I KFLA 42 (WAF)

Jii%: 67/548/EEC 84, Bk v, C2.
FvE: BT R

TEAR B V5 i v P i e 3 1

EL50 (Pseudokirchneriella subcapitata (%87)):> 1 mg/1
TR E]: 72 /NI

AR K ELE 4 5) (WAF)

J7 1% OECD PG 0 201

w BT SRU HdE

TE IR BRI A FE I o 2R

NOELR (Pseudokirchneriella subcapitata (%)) > 1 mg/1
TR A 72 /NI

I K& 45 (WAF)

J7i%: OECD P 0 201

w BT SR R

SHEYIR R EC10 (Pseudomonas putida CGERARFHIE)): > 100 mg/1
I 16 /N
I KRL& 4Ly (WAF)
FelE: Fe TR i Bl

&AL

X R HRE LC50 (Oncorhynchus mykiss (HT4#%)): > 100 mg/1

XA A K AETCEMERN )

BB ITA]: 96 /NI
J79%:: OECD 3RS0 203

EC50 (Daphnia magna (/K¥#)):> 100 mg/1
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W2 ZEBAR U

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

Sitagliptin Formulation

€3 MSD /) e

&7 H #A: SDS %75 HIABIT H#A: 2025/04/14
2025/08/11 17293-00029 A4 H 1Az 2014/09/30
R &M BT 48 /N
X/ KA RE i EE EC50 (Skeletonema costatum (FEFEREHSE)): > 10,000 mg/1
FFRINTE]: 72 /N
XA i B EC50: > 1,000 mg/1
FFR IR 3 /NI
J79%: OBCD 35 1) 209
B TFRREER:

XK AT AR

b2

XK AR

M-RA7 (R KA EE)
V-7 (KRR AE S8 )
XA

R o e
E:

Sitagliptin Phosphate:
asy/\%5 s

KRR E T

EC50 (Daphnia magna (7Ki#%)): 19.6 mg/1
T FEITIE]: 48 /NET

WE: HAT T =

J3%:: OECD A5 10 202

e MR Fa AT

ErC50 (Pseudokirchneriella subcapitata (£%)):0.22 mg/1
FFalf(A]: 72 /NS

IR AT R

77 OECD P 1 201

wed: MR YRR B AT

EC10 (Pseudokirchneriella subcapitata (%%7)):0.096 mg/1
TR E]: 72 /NI

IR AT

J7i%: OECD P 201

wed: MR YR 4R B AT

1

1

EC50 (i 1i57e): 636 mg/1
Fega I A]: 3 /N

771 OECD k5 )0 209

g B AN AT B
EYIREAREYE: 39.7 %
FFEIT A 28 K

J7¥2:: OECD ik 5 1 314

KA 50 %(401 K)
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W2 ZEBAR U

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

€3 MSD /) e

Sitagliptin Formulation

i A & H3: SDS 4 5 HI AT HIH: 2025/04/14
4.1 2025/08/11 17293-00029 A4 H 1Az 2014/09/30

J79%: OBCD M S0 111

HEER:

AW gE R DAY AR

T R ER S

AW gE B ANa] A R R
v FET R B

B TFRREER:

W fEE g AN G R R
HEREARYE: 49.4 %
TGRS A 28 K
J79%: OECD iR 5] 301F

EERE S

H 4y

Sitagliptin Phosphate:

1E 3R /7K St 24 log Pow: —0. 03

E PR RS

1E /K 5 lie R 2L log Pow: > 4

BB TR

1E R /KR 25 log Pow: 1.8
KVE:

TP EEE

Ay

Sitagliptin Phosphate:

TE & IR 54y F1 25 6] o 1) 40 A5 log Koc: 4. 37

HAWIRIRA EEHA

TCEHE TR}
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tFmZEFARURHB Q MSD A"“""‘

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

Sitagliptin Formulation

i A BT H #: SDS %75 B RAETT H B 2025/04/14
4.1 2025/08/11 17293-00029 A4 H 1Az 2014/09/30
13. BHEAE

KBk

JR FEAL 2 DORNE RKHEN R KIE.

Y4 A LA FE
1593 DN SR AL BV R SR A B B AR F B E
W AINER : FEARAEH = AL B,

14. BEEE

HE FriEHt

[z (UNRTDG)

B E g5 COANEH

A E iz 4 FR COREH

25 DOARNEH

KGR CORE

FLEE T DOARNEM

% DOARNEH

POEZSREH G

Z21% (IATA-DGR)

UN/ID %% 5 COAREH

B sk 42 FR COREH

5] CORNEH

B fERTE COREH

(RS CORNEH

bR CORNEH

ALBE UL (TRi2 KAL) CORNEH

AU (i kL) COANEH

¥%1% (IMDG—Code)

BeA E g5 CORNEM

Ik A [ s 5 44 Bk COREH

el COREH

B SfE M COREH

FLEER T CORNEM

PR CORNEM

EnS #5 CORNEH

WY G2/ B

# (MARPOL73/78 A%1) PN I F1 IBC FLN]

AN TN 2

E N
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tFmZEFARURHB Q:g MSD A"“"“‘

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

Sitagliptin Formulation

i A BT H #: SDS %75 HIABIT H#A: 2025/04/14
4.1 2025/08/11 17293-00029 A4 H 1Az 2014/09/30

GB 6944/12268

Bty E g 5 DAEH
Bk I iz i 44 7 DOAREH
el DAEH
RESfa e DAEH
BRI DAEH
L D AEH
WP R G/ L5
KPR T4

AEH

15. EMER
B
BRI B i1

FERAL i R B A

fER LA H 3k DOWTRARIIANER, ERFEERLY
fin PR 58 SO 2 JEU ) o

a2 RS IR (GB 18218)  SPN
H R E R a4 % CORAIAN
el E s fa Ay it B 3% S N
Ty il 8 16 A 2 it 44 3% S N

158 P B R AL 35 T B AR 2 )
B H RS

WS E UG O R B A DR M
oo ] P4 R A E HE 1R A A R DORBIN

5 AL B A
Gy il T bt (K70 A i A H 3% DORBIN

KRS
B i T A A & T AR Is fa e o
ARV R E G
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%8 GB/T 16483, GB/T 17519 4l

Sitagliptin Formulation

€3 MSD /) e

i A BT H #: SDS %75 HIABIT H#A: 2025/04/14
4.1 2025/08/11 17293-00029 A4 H 1Az 2014/09/30
HEH O 2 E R R A Z R 4ok CORPIN
A HFER AR CORPIN
R
It Se 4 Bk = 44 5% CORPIN
T e CORPIN
FERBRASE FTHZXPHFLER:
AICS CORME
DSL N bt
IECSC N bt
16. HMfEE
BITHM . 2025/08/11
Hipfz 8
25k D ONEREAREE, BESKVE T JERL SDS. OECD eChem [ A3k 48
REER, DML & L5, http://echa. europa. eu/
H A H% 0 . F/HA/H
TR 2 RBES
ACGTH D REEUF I DA R 2 (ACGTH) 2 B PR (TLV)
CN OEL D TR FEIR RPN IRE - L EERER
ACGTH / TWA D8 /NI, BRI IME
CN OEL / PC-TWA D IR AR

ATIC — KA TAVAL MG B ANTT — BV B R G is L, ASTM — SEE AR S2I6 P2 ;
bw - R ; OMR - o, BHRBMESAEFEY; DIN - EERAMES2; DSL - IEKEN
MR 45 ECx — BIAE %N HIMEE; ELx — SIS xRN A2, EnS — Riafiiti; ENCS
- HABA R EY R 45, ErCx — 5l x%EKEMN IR E; ERG - NAaEr; GHS - 4xEkib
R RARR I GLP - RUFSEIG=MNG; TARC — EFRREER NI, TATA - EFrfins
Bt 1BC - EFrEcE i el S M A iE fs & 00 ; 1C50 - sk, 1cA0 - H
PriCH M2 ; TECSC - FHEIMA NI LZ 3, DG - HFrbsfalieyy; M0 - EfRiESH
M, ISHL - HATA 24 ffdEREZR, 150 - EErbrrElbH4; KECT - #E BG4 5
LC50 — MR ANBEPBESLA L ; LD50 — MK ANBE L H St E CEEESEE) ; MARPOL - EHFrB
ARG RIS A2 nooos. — REFIBHE; Neh — &FAGE; NOWEC - LA (FEE) /£
W NOMEL - BRI (A5 YERFfIE; NOELR — Jonl WAEH a2 ,; NOM — S5 EFZe 42 INIE;
NTP - [EZXEHE MK ; NZIoC - #iti 2 iisasx; OECD - &% &1E 5 k@A 4; OPPTS -
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tFmZEFARURHB Q MSD A"“"“”

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

Sitagliptin Formulation

i A BT H #: SDS %75 HIABIT H#A: 2025/04/14
4.1 2025/08/11 17293-00029 A4 H 1Az 2014/09/30

HYBE ARFFEFEY R AE,; PBT - FeAMk. AW RZPEMBER; PICCS - FEHEE
S S5 EY R A3 (QSAR - GEE) 450 -—1EMEK R, REACH - WS MBI FE STk
2SR VA . RACRIFR 3R (BEC) 1907/2006 5 ; SADT - HMIE/MMRIREE; SDS - %4
ARV F; TCSI - GEELALFYREN; D6 - G feick; TECT - & EELA YRS
B, TSCA - EEAEFYFEEHIE; UN - BKAE; UNRIDG - BEA E % Tk feyisimm il 4,
vPvB — EREAMERI S A RV WHMIS - TAE AT fEke 5 B R4t

RBEH

PEBATIFN BT, AL EBRUEHIAS (SDS) T 5 2 HARBLAE S IMEm LR, toE R R AfE%R
SRR L NI, AFE 2k, EMRATITER, AR K SRIES SUR B U S
BROCARUES, HERIRAEHIE R R 54 SDS TR E ke @M EHE 9%, 24 SDS AR SAE (T
AT RHE & 68 SO AR TIRAERS . BRIE EAG TR MR N B AR R E PR 58 T T/ A 1)
BB AT TR SR SIS BRI, BB ™ i SDS MPRHRE I PEVES (i
EHD .

CN/ZH

24124



