W2 ZEBAR U

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

Ertugliflozin (< 5%) / Sitagliptin
Formulation

hi A BT H #: SDS %% 5
4.1 2025/08/11 2400334-00018

€3 MSD /) e

HIRAETT H #A: 2025/04/14
B g H 1 2018/02/01

LEA S Ertugliflozin (< 5%) / Sitagliptin Formulation
& P B BE LR AR B
) e A I 7 44 R MSD
Hodk SO 199
LB KX, B - WiiL4 - CHINA 310018
HLE 50 +1-908-740-4000
N LR 86-571-87268110
L R b EHSDATASTEWARD@msd. com
HEFE AR A PR 1 A i
HEPE & i 25 1
PR 1) FH id ANiE A
2. fEReMEAER
REBENMR
A5 R R
Bt ToEHE TR
SBR DR TR
MR . SR E IR . SR AR A I B KA
GHS & K 1H: 25
T2 R T o/ S HH 2
7 i IR A 477/ AR A e ZH 1
S GElD KAERE 25 3
KWK AERE 25 3
GHS & ER
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W2 ZEBAR U

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

Ertugliflozin (< 5%) / Sitagliptin
Formulation

€3 MSD /) e

hi A BT H #: SDS %5 HIRAETT H #A: 2025/04/14
4.1 2025/08/11 2400334-00018 A gm | H #A: 2018/02/01
FIEE
g
(EREALI D fak
fe B vt B o H315 3 e sl
H318 i B ™ E AR 42 475

H412 XK AEAYA T BA KRS .

B0 .9 S

P264 f A J5 W TR YL Bk o

P273 WGBS .

P280 W4 T /i i IR =/ 3B L

B B

P302 + P352 G p katide: F/K 7R 4rid k.
P305 + P354 + P338 + P317 ik NARME: SEBIF KM J L
B, WIS IREL R AT s, BUHBRIE IR B, 4kakiit.

SRR PR

P332 + P317 nk B Bk SRR E:S.
P362 + P364 Wihavtiis ARk, &0 T E A .

N

P5O1 K A R/ A i BHEHE A R AE PR Ab FEL

WEALE TR
RIEPAE BT HT K.

RFEEE
TR IR ™ R
HE5iuE

MREEWA T WIKEAYA FIFRA KR

GHS REFEHHABBEE

TN AP EHEAT HE A IR AT BT U M R IR A

3. muor/HRfER

Y/ IREW) D OREW

oy

RSB WA RIS WP B FEYE R (% w/w)
(CAS No.)

2127




W2 ZEBAR U

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

€3 MSD /) e

Ertugliflozin (< 5%) / Sitagliptin

Formulation
hRA &1T H 3
4.1 2025/08/11

SDS %% 5 HIRAETT H #A: 2025/04/14
2400334-00018

B g H 1 2018/02/01

Sitagliptin Phosphate 654671-77-9 >=30-< 50
o % 9004-34-6 >=20-< 30
Ertugliflozin 1210344-83-4 »>=3<5
i i PR 557-04-0 >=1<10
WE TN 121-79-9 >=0.25-< 1
4. 2L
— M H R ANE R, ST RIEEE .
TERERFFSE B A O, Bk
N W, FEHEEs S AL,
wAERIR, k.
Bk i WAL, STRIUF R E K Ik E 0 15 20%f, [FI I 2295
e A AR A
s
BT AT A VA R
TS A RIS Y
IR R 42 ik WIAEEE ik, SLEDH KSR R ARG 220 15 4040,
BRI B, Wi (E, BURE
S RPEREE
T WA ANEGnt,

WAREIR, s

FHK AV JECHK 1T

T HE B RPRE IR A R 52 I8 B
i ™ B R A5 A

KRG b RCE s SR T AR NG, 75T BEAF AT 2 55 115 DL R R F
WER NN (S HE 8 1) .

X B2 A R Al B XHE S BTG TT -

5. HBHTEE

R KT RK K F KIS %
ETIR/2 SR
ALK (C02)
TH

ANEIE R KA AR ILHRIE .

Rl fa kit By ik AR = S E P AR R 2R, /N AR AR IE B TR 4 IR
B, BRI KR, X E BRI R E R fa k.
B fuhBRIGe =] Be 2 il B 5

B EREEr=Y) EAD
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W2 ZEBAR U

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

€3 MSD /) e

Ertugliflozin (< 5%) / Sitagliptin

Formulation
hi A BT H #: SDS %5 HIRAETT H #A: 2025/04/14
4.1 2025/08/11 2400334-00018 A gm | H #A: 2018/02/01
&EJRANY)
A
REIR KK T 1k FR R 2 s 7 o R0 ) B PR K 3 1R K K i it

WK HARITIF I A 4%
FEZEIEILT, B HRIIRN RS .

eI .
HEL DAL TR S 27 RS Ak S FEEKIGUUT, ik B 25 PR
A N2 4%
6. RN ALE
NRAB . B fn (AN AR 24

SIS E

B PR T

RS R TERRTTE

L P A FH A BT R

W Z A EEW (S 7)) MADAP &R (S I 8
) o

BRI EIA

INREM TR 22 4z, AT SREUCHE Tt B 1B — 2 B ke B H
TR AL B SZ TR BEER K

AR TCIE B T A Y, O AR Y A )R

TEH B AW R R BRI 2 ) A A P AR AL EE

B B ARAE A S (e R4 2 SOER ARARR I R
i) -

B by A AE R MU, BRI KA AR — e IR &
TE R NE IR B -

iy B S92 AT e 3E A T X MR R R ORI AL B, DL R
HETBCD IS F R4 BRI o 575 T [ 473 5 33 P R
A SDS (P56 13 FA-FIEE 15 F0or4h T 4 e Moy BUE K EE K 1)
EESENSY

7. BIERE SR

BIELE
oA it

Ja il G 2 T 3 X
AL B S I

i P T ARUR I AR AR A AT A B AR

MR TR It 0 SRR NI BRAl,  BS ERA A
HARELE 0l XA 26 T A

AN B fih BB BRAR R o

LN i

ANEAI
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W2 ZEBAR U

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

€3 MSD /) e

Ertugliflozin (< 5%) / Sitagliptin

Formulation

fA BT HiY
4.1 2025/08/11

SDS %% 5 HIRAETT H #A: 2025/04/14
2400334-00018 M gm | H #A: 2018/02/01

B LE 4 A AR 4

22
BB AT

A

(AR TR

AN B AR o

TRV JE R P B Kk -

BT TAE P B EE VPG IO EE R, 4L R 10 Tk AR 22 24l
AT A

RIFA S E A .

Kb 22 07 AR AR R B B AR S

AN I DR 25 2 8 A

28 2 AAIEAN KA

SRICTRSI7 4 Tt o 1 FELRE L o

NP IEE L TR SRR B A R A S
HAA

TR E SRR AR N
PRI A o

2 R R SR A
B2 5 T AP SRR A A
5 A AL 7

AIEE REE: R IARIE.

8. B HIAAMERT

18 3 40 e S BRI B i PR AR
Hoy sl | BERE | EHSE BRR | KR
5 (CAS No.) | (BefuhfE=) i3
Sitagliptin Phosphate 654671-77-9 | TWA 0.6 mg/m3 (OEB P EB
2)
YR 9004-34-6 PC-TWA 10 mg/m’ CN OEL
TWA 10 mg/m’ ACGTH
Ertugliflozin 1210344-83-4 | TWA 10 pg/m3 (OEB 3) | MBI
BERR1E 100 pg/100 cm? PRI
il JlE PR 557-04-0 WA (\JWe N | 10 mg/m? ACGIH
PER 22)
TWA (WPt | 3 mg/m? ACGIH
)
TR B TARE AR R 54 BT AT, %2 i A= i B

RFE (GMP)  ABRIAE,  BLORY = ah . TANRIREE.

i B A I BB P BORAE LRI &4, PR L& it
B EAZIERIHTT (BT AR

ISTN: IV UPlY %2 2 (B
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tFmZEFARURHB Q MSD A"“"“”

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

Ertugliflozin (< 5%) / Sitagliptin

Formulation
hi A BT H #: SDS %5 HIRAETT H #A: 2025/04/14
4.1 2025/08/11 2400334-00018 A gm | H #A: 2018/02/01
AMER T3 A
R N COnREA R R HERE R, B R R VA TN B R
HEFESR R AL e (E, T FH I AR
LIRS T Dok Ay
HR THI 5 9 D REA A AR B 7 A IR B e H B
MR TAEMIR BRI B R SR Eimi 5, HREE ST
P HE.
UG ERA AT R EL R B AR . BRI B 5, 1 R i
YA PR R 1 15 7% o
4GB EUNIE D LAEARBRSEIG AN
WG BEPAT LS, FRAVMOEER (e, BE. —X
PR R , DAk i BRI 5 ok
5 FHE&E A 3B AR FEBR n] RESZ 15 G A W) o
FHi4
oS L B FEE
i DA EBHUTFE.
DA D R SR A R R AT RE R AL s, TETE AR R He
HLAR G e RGN B = .
fEFHIE, AR R TR
2 YL TAE BRA 47 B AR .
15 G I ARG e Ja A T S B fd A .
BRI BIZE, NAMHE: TREEHIEh. A& AB5H
Ehy BIE IHRAR R AIRRE . T BAE TS s . BEyT s A
i AT EEE #
9. FLEFME
CAVIRSEER TN N N
i DR TR
LS D REHETORE
ARERE D R TR
pH{H DR TR
I 55/ kT S D REHETR
W1 R A D REEGRE
A A DOREH
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W2 ZEBAR U

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

€3 MSD /) e

Ertugliflozin (< 5%) / Sitagliptin

Formulation

hi A BT H #: SDS %5 HIRAETT H #A: 2025/04/14

4.1 2025/08/11 2400334-00018 A gm | H #A: 2018/02/01
R ITRR ANiEH

Gy RATE ([, “<4E)

PN AP AT HL R A HIR] R] BE T R A
.

P/ YELA
PEEIRA

SR GRAR) TR %R
BRYE FBR /S0 FBR TEHAR Bk
FRYETRBR 1 SRR TEHAR B R
RUE R
Rt A&
/AR Te K R
HE TEHAE B R
TR
IKVEE ToHE TR
1ESFIE /7K 3 BE AR 8 AN
R TS
O3 Ml TEHA B R
R
IBE)FE A3
TR TCRRIETE
AT e T R S AR 7 S A
NTR TEHR VR
LA
K AR TR
10, FasE A R
S Rt RBIY A B fE

7127



W2 ZEBAR U

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

€3 MSD /) e

Ertugliflozin (< 5%) / Sitagliptin

Formulation
hi A BT H #: SDS %5 HIRAETT H #A: 2025/04/14
4.1 2025/08/11 2400334-00018 A gm | H #A: 2018/02/01
faE IEH M T E .
YA 595 A RS AbEE BT e A E R AT REFE BB S E R R B RIR S
.
] 5T R A N .
I A [ 2% A e KIAFKIE
WEGH AR A K
ARECH) A
& 16 0 =4 B TG0 fRr=4 -
11. BHEEER
iz LN
a3
A
AR F F2 fit
SR

WRYE DA 5 B R HAT K.

FERh:
Atk O

A5y

Sitagliptin Phosphate:
arg st

FER:
Atk DR

AL HE: > 5,000 mg/kg
VAR SRAR WaReS

LD50 (KBR): > 3,000 mg/kg

LD50 (/NE): 3, 000 mg/kg

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

SV N B LC50 (CKHR): > 5.8 mg/l
TR E]: 4 /N
MARIAEE: k2 /0%

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

Ertugliflozin:

S O LD50 (KHR): 500 mg/kg

8127



tFmZEFARURHB Q MSD A"“""‘

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

Ertugliflozin (< 5%) / Sitagliptin

Formulation
hi A BT H #: SDS %5 HIRAETT H #A: 2025/04/14
4.1 2025/08/11 2400334-00018 A gm | H #A: 2018/02/01
SAPEIR N B DR TedE R
Ak i E DR e R
T R ER S
kS D © LD50 (KR): > 2,000 mg/kg
J79%: OBCD iR 5 ) 423
VRS R EGR A e A D AR EE
i BT R B
SMEZE B © LD50 (K fh): > 2,000 mg/kg
i BT R B
B TR
S DR © LD50 (/MER): 1, 700 mg/kg
S A : LD50 (KE): > 2,000 mg/kg
J79%: OECD A5 0] 402
PRl SE R BOR AT S B
2 IR B L/ 38 B
I8 R
oy
Sitagliptin Phosphate:
M &
Fik o BRI ES (Draize Test)
ghE R D BRI
Ertugliflozin:
g3 DR
EAREREE:
s R R
ghE R C BRI
& DT R
BRETFRA:
g DO EEAEEKRE (RhE)
Fiik © OECD I M 439
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W2 ZEBAR U

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

Ertugliflozin (< 5%) / Sitagliptin
Formulation

€3 MSD /) e

hi A BT H #: SDS %5 HIRAETT H #A: 2025/04/14
4.1 2025/08/11 2400334-00018 A gm | H #A: 2018/02/01

gER N W5 87 b

2 R S a5 / HRORI B

i ™ AR 4%

405

Sitagliptin Phosphate:

g &

g R D BIPEAR Y

vk o RS (Draize Test)

Ertugliflozin:

gER D RIZ R

R PR RS

g R R

ghE R D ToHRE R

i DR T

BB TR

E DR R

gk D ORTHREE A AN T I 15

WARES : OECD Mk F M 405

N T B R R B

2 RRB

RAEIAE BT AT,

ISP R 38 50

WRAEIAE BT AT,

447

Sitagliptin Phosphate:

VR gt D RERAMRE LIRSS (LLNA)

g VAN

Jiik : OECD Ut 5 00) 429

g D AR REUW)
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tFmZEFARURHB Q MSD A"“"“”

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

Ertugliflozin (< 5%) / Sitagliptin

Formulation
hi A BT H #: SDS %5 HIRAETT H #A: 2025/04/14
4.1 2025/08/11 2400334-00018 A gm | H #A: 2018/02/01
Ertugliflozin:
MR7 v apiA D RESMRE SRS (LLNA)
gER D AR AREUE)
T R ER S
M R7 e apiA DRSS
iz D
g DR
ik : OECD MR 5 406
g R DM
HVE DT S
B TFRREER:
pIRF gt D JREBAMRELE RS (LLNA)
stz DR R
g AN
gER e
PR D ATREENE T E R NS R IR EUE
A FE A B A
WA G BT TN,
4H 43
Sitagliptin Phosphate:
A AhFE TR B 1 DORRAZEA: Ames IREG
gk 5 [

DR PRSP Gt AR AR
MR Z S8 o [ B 0 554 i
g5 B

DR WG FLZh AL (41D DNA BifAMER . FE/FAh DNA
Bk

MR FR G KR AT

g5 B

PR A ZE D 1k D DR R
il /N B
Jergie 4n

gk 1 A
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tFmZEFARURHB Q MSD A"“"“”

218 GB/T 16483, GB/T 17519 il
Ertugliflozin (K 5%) / Sitagliptin

Formulation

hi A BT H #: SDS %5 HIRAETT H #A: 2025/04/14
4.1 2025/08/11 2400334-00018 A gm | H #A: 2018/02/01

HAER:
RN R B 1 DDA gH e 2 R AREE  (AMES)
25 B

DRSS AR AN L Bh P2 o 35 TR 5 48 1R 56
25 5

A P4 3 (R g DRSS AY: WAL A RS (A A 4R AR D
T /NER
PR A

a5 B

Ertugliflozin:

PRANEE R 1 D DIAASRA: g (Rl R AR IS (AMES)
a5 B B

MRS AR A G o AR B AR IR G
a5 B B

ENDE-YiS kR D DNRSRAL: i AL Sh P A A ARG (R P 4 P R AR D
Mg KR
gk 5 [H

E AR R

PRANEE R R D INARSEAY: A AR L Bh A o 3 R 5 AR TR 5
g 3 B
BE: FET R A

RIS b Yo 0k i AR 156
7775 OECD Wik 0] 473

g5 58 A

v TR B

DR 207 [ 2R AR (AMES)
g5 B
ik TR s

BRTRAR:
PRANE D 51 DRI AR (Rl R RAR IR (AMES)
g5 B

DRI R BRI L B A0 D 2 [R] 9 AR X

12 /27



tFmZEFARURHB Q MSD A"“"“”

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

Ertugliflozin (< 5%) / Sitagliptin

Formulation
hi A BT H #: SDS %5 HIRAETT H #A: 2025/04/14
4.1 2025/08/11 2400334-00018 A gm | H #A: 2018/02/01
ok B A
N RN i N NP SR N VR W
ok B A
TR i FL AP anie (f4h) DNA {AFAEE . FEF4 DNA
Al
2k H
TR Y A2 4 Mg 7L 3 40 200 B b de G € FRAZR A i B
ok B A
R P 3 R B S5 v Bt B B i AR 0K o U A ol G N R b i e e )
g /N
YRRIRAR: HE S NV
2k o Ik
HoE
WA E BT AT K.
4143
Sitagliptin Phosphate:
M VAN
PRIRE C£0
e 7% I 1] D24
ghE R 2
= KR
PRIRE DOOER GO
e 5 T (1] D24
gE ] e
AN E COHF
& DR A oA B B Y B I
FUEME - T DR IR A R PSRRI A SN B Y R
HER:
g KR
PREIRIE N
B BT [A] T2
gE R 2

13/27



tFmZEFARURHB Q MSD A"“"“”

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

Ertugliflozin (< 5%) / Sitagliptin

Formulation
hi A BT H #: SDS %5 HIRAETT H #A: 2025/04/14
4.1 2025/08/11 2400334-00018 A gm | H #A: 2018/02/01
Ertugliflozin:
g N
PLFFIRE Y|
A D24
g iR
g N
PLIGIRIE Y|
Fe e 1] P2
gk DM
FUEE - VY DOEEROIAS B LSRR Z A 5 VA 2N BUE Y
B TFRREER:
g N
DA S CBA
I FE ] D103
gk COBAME
HFEEN
WA G BT AT oK.
4H 43
Sitagliptin Phosphate:
ot ST I 1 5 DAL A E/ R A E
g K

PR 40
& f8 /7 NOAEL Parent: 1, 000 mg/kg A
gE B SR EG AR WATAT A2 B fE T 52

xR LA HI5 DR IRAR-R LK E
Tl K
Jeigtt 4N
W4 LOAEL: 250 mg/kg 44
SR KRBT ERRREVEAE AN SIS ARHIEIE ., TR .

MAREAL: eI ILK B
FiE: & %

B WA 4 NOAEL: 125 mg/kg A=
gES: EERE A .

FHER:

14/ 27



tFmZEFARURHB Q MSD A"“"“”

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

Ertugliflozin (< 5%) / Sitagliptin

Formulation
hi A BT H #: SDS %5 HIRAETT H #A: 2025/04/14
4.1 2025/08/11 2400334-00018 A gm | H #A: 2018/02/01
ot BT M R 5 ] s DRSS — AR F IS
g KR
PRIRE AN
2k H- [
KR IL R B IR DOMNASEAL: R B/ R A E
g KRR
PR BN
2k H
Ertugliflozin:
o BT I B 5 DOMNASEAEL A B/ R E
g KRR
PRIRE &1
A= F fE /1: NOAEL: 250 mg/kg 1A
ik MR B AR R
JC BH & EIE
MR A F /R R E
Mg Fh
PR 40
£ B fE )7 NOAEL: 200 mg/kg A
&vE: L ERERRE
KR ILR B BRI DR RRR-RRLRE
Mg KR
PR 40
%% B % NOAEL: 50 mg/kg /A
VI PP T REA R
WA AR-RRILR &
Mg K%
PRI 40
9% B F: NOAEL: 250 mg/kg A
v o B EIE s
EAREREE:
o ST T PR R M) DRSS EE YRR MR &I/ K E R ki

& KRR

PEBE A

J7¥2:: OECD iR 5 ) 422
2k - B

B BT

15/27



tFmZEFARURHB Q:g MSD A"“"“‘

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

Ertugliflozin (< 5%) / Sitagliptin

Formulation
hi A BT H #: SDS %5 HIRAETT H #A: 2025/04/14
4.1 2025/08/11 2400334-00018 A gm | H #A: 2018/02/01
KR IL R B IR DO BRS-RLKE
g KR
PRIRE AN
2k H
vk BT R B
B TFRREER:
o BT I B 5 DA AR A B A
g KRR
YIRS A
2k B
KR ILR B IR DM BES-RRLKE
Mg KR
PEIBA A
2k o

RREESE RGN — k&M
RIS DA 5 B R HAT K.
FREESE RGN REEM
RIS DA BT K.

4H 43

Ertugliflozin;

Bflis sz Rz

A E DOH, B, R
PP D KHABUR BT RE I A .
BEE QRN

44y

Sitagliptin Phosphate:

g AN Y

NOAEL © 500 mg/kg
LOAEL : 1,000 mg/kg
A 2.

i I (1] D> 2 4

AR DH

16/ 27



W2 ZEBAR U

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

Ertugliflozin (< 5%) / Sitagliptin
Formulation

€3 MSD /) e

A & H3: SDS %5 HIAEAT HIH: 2025/04/14
4.1 2025/08/11 2400334-00018 W4 H Az 2018/02/01

s NN

NOAEL ;500 mg/kg

LOAEL © 1,000 mg/kg

PRI AN

T a0 [H] D14

LSS OB, IE, T

s R

NOAEL © 10 mg/kg

LOAEL © 50 mg/kg

PFIRIE &0

T FE [H] © 53 JH

A DX RS

REAR DRV

H/iE s AR BT RS A RTE K.

s VN

NOAEL © 2 mg/kg

LOAEL : 10 mg/kg

P IBRE D& n

e F2 I [H] D21

AN E COEEIL, PR RS

SER DRVl

HiE o AR B AT RS A RTE K.

e DT

NOAEL © 100 mg/kg

A3 e Nz

e FRIN R 14

H/iE C B EER RS

HER:

g N

NOAEL >= 9,000 mg/kg

A TN

R FRINH] 90 K

Ertugliflozin:

g N

LOAEL © 500 mg/kg

A T 223 B

B BT |A] D30 R

17127



W2 ZEBAR U

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

Ertugliflozin (< 5%) / Sitagliptin

€3 MSD /) e

Formulation
A & H3: SDS %5 HIAEAT HIH: 2025/04/14
4.1 2025/08/11 2400334-00018 W4 H Az 2018/02/01
s KR
LOAEL 250 mg/kg
PEIRR Zu
e AT 30 K
A (=1
s KR
LOAEL 25 mg/kg
A3 e 2
FeFR I E] 180 K
A H, B B
s N
LLOAEL 25 mg/kg
e FRIN ] 90 K
A &, BWWiE, mrg
s AN
NOAEL 150 mg/kg
A3 e 20
FeFRIN ] 270 K
HiE JC B i RIE R
e /IR
NOAEL 100 mg/kg
A3 e Z 4
T R I (1] 90 K
HiE JC B i RIE RS
g /INER
NOAEL 100 mg/kg
Reiigfz 2
e FRIN R 28 K
LA E ik
H/iE TG B BIAE AR
iE JREREE:
g N
NOAEL > 100 mg/kg
A TN
R FRINH] 90 K
AiE TR s

18/ 27



W2 ZEBAR U

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

€3 MSD /) e

Ertugliflozin (< 5%) / Sitagliptin

Formulation
hi A BT H #: SDS %5 HIRAETT H #A: 2025/04/14
4.1 2025/08/11 2400334-00018 A gm | H #A: 2018/02/01
BRTFRANEE:
g KR
NOAEL 135 mg/kg
PRIRE TA
ExyAng] 13 J
W fasE

WIBA S R L FHT K.
NERBAY
4143

Sitagliptin Phosphate:

LN EAR: bIPIR e, WA, SRR
gA SER: BRI R, S, SR, R, FBEUWE, BRYS
Ertugliflozin:
gA SER: Bl WRIWER R, S, (B8, BEY5, &b, WIRIERK
g, WIRYRSE, 0P ke
12. EFTERER
HEEN
o

Sitagliptin Phosphate:
X 2R

XA AR AT RS

LC50 (Pimephales promelas (fEkf%&)): > 100 mg/1
FEFEITIE]: 96 /NS
771 OECD k5 )0 203

EC50 (Daphnia magna (/Ki#%)): 60 mg/1

() EE LRI A]: 48 /N
J5i%:: OECD Mt 3 0] 202
X S IK A AEY B B EC50 (Pseudokirchneriella subcapitata (£%:)):> 39 mg/1

B FEITA]: 96 /NI
77922 OECD 3RS0 201

NOEC (Pseudokirchneriella subcapitata (4k§#)): 2.2 mg/1
GRS E]: 96 /N
J71%: OECD 850 201

19/ 27



W2 ZEBAR U

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

€3 MSD /) e

Ertugliflozin (< 5%) / Sitagliptin
Formulation

1ET H #A:
2025/08/11

SDS 5
2400334-00018

HIRAETT H #A: 2025/04/14
B g H 1 2018/02/01

xR (B YERE)

XA AN KA TR HES )

MIBETE (1 1R 1)

XA 2

HER
M REE NG e

Ertugliflozin;
XTI /K A A

xR (R VERE)

XA AR AT RS

MEtE (e rEaett)

XHMEI R

NOEC (Pimephales promelas (JEk#fa)): 9.2 mg/1
FFEHA 33 K
J5i%: OECD M3 U 210

NOEC (Daphnia magna (7Ki&)): 9.8 mg/1
TR 21 K
J7i%: OECD M3 ) 211

EC50: > 150 mg/1
FRFEf A 3 /N
ARSI I 1711
J79%: OECD 3RS 1) 209

NOEC: 150 mg/1
T FRIE]: 3 /N
TR T I 171 ]

LC50 (Oryzias latipes (HZARFH#)): > 100 mg/1
T FRITA]: 48 /N
v TR

EC50 (Pseudokirchneriella subcapitata (%¢§#)): 77 mg/1
TR ] 72 /NS
7372 OBCD P33 )0 201

NOEC (Pseudokirchneriella subcapitata (£k#:)): 50 mg/1
TR A 72 /NI
J7i%: OECD P 0 201

NOEC (Pimephales promelas (AESk#5f)): 1 mg/1
FFEM A 32 R

751 OECD Pt 5 )0 210

B TEAR PR VA AR B I o 2

NOEC (Daphnia magna (/K3&)): 2. 14 mg/1
FFIE: 21 R

7512 OECD M 500 211

PEVE: FEAR PR VA ARk FE I o B 1

EC50: > 1,000 mg/1
FEERT]: 3 /N
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tFmZEFARURHB Q MSD A"“"“”

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

Ertugliflozin (< 5%) / Sitagliptin

Formulation
A 3T H: SDS 4 HTVUIEAT B 9 2025/04/14
4.1 2025/08/11 2400334-00018 A H HH: 2018/02/01
TR IR A4
J5i%: OECD M 5 U] 209
NOEC: 1, 000 mg/1
LRI AL 3 /NS
TR ISR A4
J51%: OECD M 5 U] 209
TE R MR EE:
X} SR © LC50 (Leuciscus idus (MR f)): > 100 mg/1

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

KR AN AR K AE TCEHESY) ¢ EL50 (Daphnia magna (ZK#%)): > 1 mg/1
() EE FeFRIFIH]: AT /NEF
I KFLA 45 (WAF)
J7i%: 67/548/EEC 484, Mi3% V, C2,
vk TR
TEAR B V5 i vk P i e 1

YRS /K AR ) B . EL50 (Pseudokirchneriella subcapitata (Z&#)):> 1 mg/1
TR A): 72 /NI
IV KEL& 415 (WAF)
77 OECD ik 0 201
vk FET I I HE
TEAR FRVA AR FE I Jo etk

NOELR (Pseudokirchneriella subcapitata (%k3#)):> 1 mg/1
TR A 72 /NI

I KRL& 45 (WAF)

J7i%: OECD P 0 201

w BT SR R

SHEYIR R : EC10 (Pseudomonas putida C%RARFMLE)): > 100 mg/1
FRFRENIE]: 16 /N
RIS 7K fbA 2H ) (WAF)
VE: BT R B HdE

BRTFERAE:
Sof K A AR KA T HESY) ¢ EC50 (Daphnia magna (K¥%)): 19.6 mg/1
Rt RFEIFIA]: 48 /NI

BRI AN TR
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%8 GB/T 16483, GB/T 17519 4l

€3 MSD /) e

Ertugliflozin (< 5%) / Sitagliptin

Formulation
hi A BT H #: SDS %5 HIRAETT H #A: 2025/04/14
4.1 2025/08/11 2400334-00018 A gm | H #A: 2018/02/01
J79%: OBCD i 5 1) 202
vk MR 4 $8 w12 AT
XTEER /7K A A B ErC50 (Pseudokirchneriella subcapitata (£%#)): 0.22 mg/1

M-PA7 (B KA EE)
M-FA7 (RIIKAEfEE)
XA 2

FEA MR 1
2

Sitagliptin Phosphate:

Gyl (3ed

KRR E Tk

HER
R A

Ertugliflozin:
asy/\%5 s

FFRINTE]: 72 /N
REEW: FA T PR
J79%: OBCD ik 50 201
vk MR 4 1 e AT

EC10 (Pseudokirchneriella subcapitata (£%7)):0.096 mg/1
FFaf(A]: 72 /NS

IR TR TR

J7i%: OECD P 0 201

#d: MR YR 4R B AT

1
1

EC50 (35 PEi57E): 636 mg/1
FRFErfE]: 3 /N

J7¥%: OECD i 5 1) 209

g W AN AT P
EWREfEYE: 39.7 %
TR IE): 28 K

J77%: OECD ik 5: 00 314

KA 50 %(401 K)
J7¥%:: OECD Wl 3 ) 111

4R G IR

g B AN G R
YRR ARYE: 40.8 %
RFRINE): 28 K
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%8 GB/T 16483, GB/T 17519 4l

Ertugliflozin (< 5%) / Sitagliptin

€3 MSD /) e

Formulation
A &7 H #: SDS % 5: HIAEAT HIH: 2025/04/14
4.1 2025/08/11 2400334-00018 W4 H Az 2018/02/01
T R ER S
HE W) R fR gE R ] AW AR
ik BT R B
BRTFRAEE:
HE W) R fR (ol VN Ra sty 5
HEREARYE: 49.4 %
FRFEI ] 28 K
J79%: OBCD iR 5] 301F
EERE S
453
Sitagliptin Phosphate:
1EE/E /K lie R 2L log Pow: 0. 03
Ertugliflozin:
1EE/E /K lie R 2L log Pow: 2. 47
E PR RS
1E ]/ K e R 3L log Pow: > 4
BB TFRAE:
1EE/E /K it R 5L log Pow: 1.8
vk e
TP EEE
04
Sitagliptin Phosphate:
TE & IR 54y B 25 |6) o 1) 40 A5 log Koc: 4. 37
Ertugliflozin:
TE & IR 54y B 25 |6) o 1) 40 A5 log Koc: 2. 88

FAtIR A E1EA
TeHpE B
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%8 GB/T 16483, GB/T 17519 4l

Ertugliflozin (< 5%) / Sitagliptin

Formulation
hi A BT H #: SDS %5 HIRAETT H #A: 2025/04/14
4.1 2025/08/11 2400334-00018 A gm | H #A: 2018/02/01
13. BFAE

KBk

JR FEAL 2 DORNE RKHEN R KIE.

Fi A M AL FE
159 DN SR AL BV R A B B A AR F B E
WITC A ANE SR Fo AR P2 A2

14. BEEE

HE FriEHt

[z (UNRTDG)

A E g DOANEH

B Eis i 42 FR COAREH

el D OAREH

KGR CORE

A2 25 DOANEH

% D OAREH

POEZSREH G

2427% (IATA-DGR)

UN/ID %% 5 COAREH

B iz 4 FR COREH

5] COREH

B G RTE COREA

(RS COARNEH

bR COREH

AU (Thi2 KAL) COANEH

AU (%1 kL) COANEH

¥%1% (IMDG—Code)

BeA E g5 DOREH

Ik & [ i85 4 Bk DOREH

Z5 COREH

IR G COREH

FLEER T COREH

PR COREH

EnS #5 CORNEH

WY G2/ S

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

AN TN A2

E N
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tFmZEFARURHB Q:g MSD A"“"“‘

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

Ertugliflozin (< 5%) / Sitagliptin

Formulation
hi A BT H #: SDS %5 HIRAETT H #A: 2025/04/14
4.1 2025/08/11 2400334-00018 A gm | H #A: 2018/02/01

GB 6944/12268

A PRl L EN
A [El 3240 44 S
K51 L EN
WE SRt L EN
R L REH
bR L EN
WS (/) "
BRI T

il

15. EMER
B
BRI B i1
FERAL i R A

fERr A H 3k DOWTRARIIANER, ERFEERLY
fin PR 58 SO 2 JEU ) o

A 2 5 B K SERYRFFN (GB 18218) DORFIN
B T SR A 4 5 1IN
R S A I A2 o I S DORFIN
5 il S A 2 i 44 5% DORFIN

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

WS E UG O R B A DR M
TP PR ) E H T FR A B AL S E R DORIIA

5 AL S KA
Gy il EE A bt (K070 A i Al H 3% DORFIA

KILRY %
U= b g L BN & T A s fa b7 dh
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W2 ZEBAR U

1%

GB/T 16483 GB/T 17519 4l Q MSD Amuc

Ertugliflozin (< 5%) / Sitagliptin

Formulation
hi A BT H #: SDS %5 HIRAETT H #A: 2025/04/14
4.1 2025/08/11 2400334-00018 A gm | H #A: 2018/02/01
HRREEYFRE AP
HEH D2 E R R A Z PR 4ok CORPIN
ZIEWEFEREEY RS R CORPIN
R
e Hik i 4 o DRV
T e DRV
FERBRASE FTHZXPHFLER:
AICS CORME
DSL DR E
IECSC DRE
16. HMfEE
BITHM . 2025/08/11
Hifz B
SR D AR EE, BEkVE TR SDS. OECD eChem |77 3k %
REER, DRI & #L 5, http://echa. europa. eu/
H % X . F/HA/H
TR 2 RBES
ACGTH D REEUF I AR S (ACGTH) 2 B PR (TLV)
CN OEL D TR ER RPN MR E - (LFEERR
ACGTH / TWA D8 /NI, BRI IIME
CN OEL / PC-TWA D IR AR

ATIC — KA TAAL 2 SE B ANTT — BV B R G is L, ASTM — SEE AR SZI6 P2 ;
bw - /KE; CMR - FUE. BRADHESAEBEEYR; DIN - fEE LSS, DSL - INERKERN
MR 455, ECx — SIS xR M ELx — 9l x%N I AAFZe, EnS — MWafkiti; ENCS
- HABA R EY R4, BrCx — 5l x%EKEMN IR E; ERG - NAaEr; GHS - 4xEkib
R AR GLP - RUFSEIG=EMNG; TARC — EFRREER NI ; TATA - Rz
Bt 1BC - EFrEcE i el M A iE fs & 00 ; 1C50 - ik, 1cA0 - H
PrECH M AL ; TECSC - FHEIA I A 3, DG - [Hfrzsfalieyy; Mo - EfriES
ML, ISHL - HA TNz ffdfiks; 1S0 - EFrbrrEfLd gy, KECT — SEBIA Y4 5% ;
LC50 — MR N HEICIKE; LD50 — MK ANBEEHBULE CREEUERE) ; MARPOL — EFREE
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1%

2 R EBAR UL 5
GB/T 16483 GB/T 17519 4l Q MSD Amn:

Ertugliflozin (< 5%) / Sitagliptin

Formulation
hi A BT H #: SDS %5 HIRAETT H #A: 2025/04/14
4.1 2025/08/11 2400334-00018 A gm | H #A: 2018/02/01

IEARAE BS G AT noo.s. — RAFIAK; Neh — BFHAE; NOA)EC - BT (CHE) {EH
WSE; NOWEL — R0, CHE) fEMFIE; NOELR — L] WAEF g2, NOM — BpGaF240iAiE;
NTP - [EZXEHE MR ; NZIoC - i bW ik, OECD - @B &/E S KB4, OPPTS -
SYBHIE ARFFEFEY R AZE,; PBT - FeAM. AW RZPEMBERYR; PICCS - FEHEE
S S5 EY A3, (QSAR - GEE) 45 —iGMEK R, REACH - WS MBI FELS T
SESIEM . VA . RAURIFR 3R (BC) 1907/2006 5 ; SADT - HMIE/RIREE; SDS - %4
ARV F; TCSI - GEELALFYREN; D6 - G eyici; TECT - & EELA YRS
B, TSCA - EEFHFEYFEEHNE; UN - BEAE; UNRTDG — BEAE TG I i f i) @ i ;
vPvB — EREAMERI S A R WHMLS - TAE AT a5 B R4t

RITEH

FEBATIFN B b5, AL EBRUEHIAS (SDS) T 5 2 HAR BLAME B IMEm LR, thE R R AE%R
SRR L NI, A6k sk, EMRATITER, AEREMSER K SRIES SUR R U S
BRSCAREE S, IR IE S R 54 SDS T E RrE M BT OC, 2 SDS skl SAFf H
AT RHE & 68 SO TR FTRAERS, R AE SR TCR MR o B AR E PR 5T T s i 1
BB A INTTAERE DT AR SCHE BRI, BRI 4™ SDS AMPRHRGIE IR TEAS (i
EHD .

CN/ZH
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