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IR EEEERE 14 A
e D BELEEERIEIBESINGIAOT-
)0—X:
2 AV
NOAEL : >=9,000 mg/kg
BE52% D BRAHIAATEEE
YA 90 Days
Ertugliflozin:
& -
LOAEL : 500 mg/kg
BEZ2% ©#0
iR E= A% : 30d
|l= Iy bk
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RET—HRI—F

Ertugliflozin (K 5%) / Sitagliptin

€ MSD [} e

Formulation
&S }ETA: BEEE: BIEIZRET A: 2023/03/06
5.0 2023/09/30 240031600012 #EVERL B : 2018/02/01
LOAEL 250 mg/kg
BE5#2% #n
IR 55 B 30 d
IE R gz B Hiek
L Zv bk
LOAEL 25 mg/kg
BRERR #0
i % B 180 d
1RO ES BiEg & B
bzl Sk
LOAEL 25 mg/kg
IR 3% B 90 d
IZ R i 25 Zh&, HIEE, HILIR
2 X
NOAEL 150 mg/kg
BE5Z2% #n
IR 5 B 270 d
k3 BELAEEERIIRE I G-
2 <R
NOAEL 100 mg/kg
BE5Z% #0O
IR 55 B 90 d
w& BEELEHEEERIIRESINEN o1
& YR
NOAEL 100 mg/kg
BRERR #0
g 5% B 28 d
IZRORE AR B
e BEELEEERIIHE I EM o1

ATTVUBIITRII A

2
NOAEL
REEH
PR 55 e ]
ke

vk

> 100 mg/kg
A RAATEEE
90 Days

BT IMENSFEONT—RIZEDL

ZaElL 3.4 5-FYERAFIRYYI—}:

i

Jv bk
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R&T-—%—t CIMSD /A
Ertugliflozin (K 5%) / Sitagliptin

Formulation
&S }ETA: BEEE: BIEIZRETA: 2023/03/06
50 2023/09/30 2400316-00012 #¥EYERLA: 2018/02/01
NOAEL . 135 mg/kg
BE5#2% D BRAIAATEIEE
IREZE R 13 @
RAAFEN
FIATTRERIERICE DR Y DETEHLY,
AEIZH T B REERER
By
SRGYTFUY) ERIE:
®A DOEK: ESCERRERAE, 'REEL, DESE
AT EE CER EREREE, SMWEER, BEE HER BB OTH
Ertugliflozin:
AT EE COEWR L —BAEIER -, R, BER, OTHE, HER, R
B AR, EREREE

12. BRIERERE

RTYTFU URBIE:

asEn : LC50 (Pimephales promelas (77w kAw K3/ )):> 100
mg/ |
BREEREAE: 96 h
#i%: OECD HERA A F5 1 > 203

SOVAKEOKEEEHEY © EC50 (Daphnia magna (F#4 32> 1)) 60 mg/l
129 5&F M RREERR: 48 h
ik OECD RER A K54 > 202

. KEEMIZKT BEM ¢ EC50 (Pseudokirchneriel la subcapitata (#&%)):> 39 mg/|
RREERERE: 96 h
Hi%: OECD REEH A FS5 4 > 201

RANESZEEE (Pseudokirchneriella subcapitata (#%:%)):
2.2 mg/|

RREEEERE: 96 h

7% OECD ER A K54 > 201
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RET—HAI—
Ertugliflozin (K 5%) / Sitagliptin

€ MSD [} e

Formulation
RES ETA: BEERS BiiEkETA: 2023/03/06
5.0 2023/09/30 2400316-00012 #¥EYERLA: 2018/02/01
AEMN (IEHSEH) RAEZEREE (Pimephales promelas (77w kAY KI/

SOVAFOKEBREHRBY

[Zxd HEM (BHESET)

MEMICHT =M

£)O0—X:
ask
Ertugliflozin:

R KEEYICHT HEN

REME (BES)

TOVIFOKEEEHDY

X9 HF M (BESHE)

2)):9.2 mg/|
REEERFME: 33 d
#i%: OECD :RERAH A K51 > 210

BRANEZERE (Daphnia magna (4 32>10)):9.8 mg/l
RRERRER: 21 d
Fi%: OECD SRERH A K54 > 211

EC50: > 150 mg/|

RREERFRT: 3 h

HE&R S A T FEIRNH

A% OECD RE&H A K54 > 209

RAEZERE 150 mg/|
RREERFM: 3 h
RER A A 7 IREOR N

LC50 (Oryzias latipes (F1A & #)):> 100 mg/|
REEERFME: 48 h

#E: BT SMEILR/ONT—RIZE DL

EC50 (Pseudokirchneriella subcapitata (#k%)): 77 mg/|
BREEEER 72 h
7#i%: OECD HE&EH A K54 > 201

RAEEZERE (Pseudokirchneriella subcapitata (%%:%)):
50 mg/|

BREERER: 72 h

7% OECD FERAA K54 > 201

RKREZERE (Pimephales promelas (77 v bAy KX/
7)): 1 mg/l

RREERFME: 32 d

7#i%: OECD :RE&RH A K54 > 210

HE AHEERREICESTIEMEL

RAEEZERE (Daphnia magna (XA >0)):2.14 mg/|
RREREME: 21 d

#i%: OECD HE&H A K54 > 211

% BARERREICS TH5EMHEL
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R&T-—%—t CIMSD /A
Ertugliflozin (K 5%) / Sitagliptin

Formulation

RES %ETH: BEES: BIEIKXETA: 2023/03/06

5.0 2023/09/30 240031600012 #EERB: 2018/02/01
Wt B EM © EC50: > 1,000 mg/I

BRI 3 h
HERS 4 7 IEIRANE
75i%: OECD EXEBRH A K54 > 209

RAESZERE: 1,000 mg/l
BRI 3 h

HERS 4 T RIRANA

7i%: OECD HE&EH A K54 > 209

RTFVUEBRITRIIL

y: k= : LC50 (Leuciscus idus (34 ®—7&)): > 100 mg/|
RREERSME: 48 h
7% DIN (FA W I%EHK) 38412
HE EUIFsMELILB/ONT—FIZE DL

SOUaAKEOKEESHSY © ELS0 Daphnia magna (AA I 23)):> 1 mg/l
IZxtd &M REEERERT: 47 h
WERYE : KIEE 5
Hi%: ¥§45 67/548/EEC, Annex V, C.2.
HE BT 2MEMBONET—FIZE DL
RRERRBEICESTISHEL

R KEEWICHT HEM © ELS0 (Pseudokirchneriella subcapitata (#5%)):> 1 mg/|
BERERFME: 72 h
WERE: KiEE
A% OECD RE&H A K54 > 201
w5 BT sMmEITONT—2IZHEDL
REERFEICST2E5MHEL

NOELR (Pseudokirchneriella subcapitata (£k%)):> 1 mg/|
RN 72 h

HERME: KiEE S

7% OECD ERERA A K54 > 201

&5 BT MENMHTON-T—FITE DL

AWt BEM : EC10 (Pseudomonas putida (¥>a—FKEFR - FF4)):> 100
mg/ |
BRFERFR: 16 h
BERME: KiEE S
&% BT MEMHFON-T—FITE DL

JObElL 3,45-F)EROFIRYYI—}:

21/28



RET—HRI—F

€I MSD [ rune
Ertugliflozin (K 5%) / Sitagliptin
Formulation

&S

ETA:
2023/09/30

REES.
2400316-00012

AIEIET A: 2023/03/06
#EERLE: 2018/02/01

IZxt9 5&E %

M-270458— (KEREEE
tt &8 (R )
MEMIHNT H5EMHE

REE - SR
B

DETVITFU) VERE:
o

Kb THOREM
) 0—X:
oM

Ertugliflozin:
£

ARTTFIVIBRITRII L

SUOVIAFOKEESTHDY ¢

R KEEYICHT HEN

EC50 (Daphnia magna (F#4 =< > 1)):19.06 mg/|
BREERFME: 48 h

RERME: PRI G

7% OECD ERE&RH A K54 > 202

ErC50 (Pseudokirchneriella subcapitata (fk%)):0.37 mg/|
RRERRER: 72 h

HERYE: hFIE S

7% OECD ER A A K54 > 201

EC10 (Pseudokirchneriella subcapitata (%k%)):0.17 mg/|
BRERMAE: 72 h

RERME: PRI G

77i%: OECD ERERA A K54 > 201

1

EC50: 636 mg/|
BREEEER: 3 h
7% OECD :RERHA K54 > 209

R SENMETELL

E5fE: 39.7 %

RREERSME: 28 d

#i%: OECD :REEH A K51 > 314

K5 fR: 50 %401 d)
ik OECD ERA A K54 > 111

HR: ZOMEE,

R ZHAOMBETIEAEL,
H£5fE: 40.8 %
REEERFME: 28 d
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R&T-—%—t CIMSD /A
Ertugliflozin (K 5%) / Sitagliptin

Formulation

RES %ETH: BEES: BIEIKXETA: 2023/03/06

5.0 2023/09/30 240031600012 #EERB: 2018/02/01
SR DOHRR oML L

#E: HUT HMEI /LT —FIZE DL

ZOF)L 3,4 5-FYEROFIRYYI— |
oMY D RBR So@EETIEEL,
MR 49.4 %
REEERFME: 28 d
#i%: OECD :RERAH A K51 > 301F

SRGYTFU) UERIE:

|n—71‘7 B —IL/KDERFEE ¢ log Pow: -0.03
(log &)

Ertugliflozin:

n-#4%2 4%/ —JL/ KHEZRE :  log Pow: 2.47
(log &)

RATFTYVUBIITRIOY L

n-4%2 4%/ —JL/KHEZRE © log Pow:> 4
(log &)

ZabiL 3.4 5-FYERAFIRYYI—}:

n-#4%2 %/ —JL/ KHEZRE : log Pow: 1.8
(log 1) e =

TiEDOBEIM
B4

RGN FTFU) S
"Eﬁ¢®ﬁﬁ : log Koc: 4.37

Ertugliflozin:
"Eﬁ¢®ﬁﬁ . log Koc: 2. 88

T VE~DEEE
JEEZY
thDFEZE
T—A7L
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RET—HRI—F

Ertugliflozin (K 5%) / Sitagliptin

€ MSD [} e

Formulation
IRES HETA: BEES: ATEIZRET H: 2023/03/06
5.0 2023/09/30 2400316-00012 #E4ERLB: 2018/02/01
13. RELDZE
BEEFE
THREEY A BBAEOREIHENLSTT B,
BEYZ TKAHE LTG5 4,
BRERBRUAE TZORFBIX. UM I IILFELFIBEEDEOHIC, BAIEZIT1-
BEEVVEEEIZRTET 5,
HICIEENENMES, REARELTEET S,
14, X EDER
I R FR
e _E &z (UNRTDG)
EEES EEZE
[E&E#i% 4 (Proper shipping |
name)
E:&E 5 #8 (Class) JEZ Y
Bl R fERR M (Subsidiary risk) JE%E
B/ E#R (Packing group) JEEgY
Z AL (Labels) JEFZY
fi 22k (IATA-DGR)
UN/ID Z+& (UN/ID number) JEFZH
E&#i% 4 (Proper shipping EFKY
name)
[E# 548 (Class) JEEZH
B RfERR ™ (Subsidiary risk) Y
BEZE MR (Packing group) FEHY
Z ~JL (Labels) JEEL Y
HatET (EYH) (Pack- S
ing instruction (cargo air-
craft))
HEtET (REH) (Pack- S
ing instruction (passenger
aircraft))
& _E#ii% (IMDG-Code)
EEES ElE
E&E#E L E| 7
EE5 58 EZE
B RfER S FEEZH
BHRER FEEZH
R FERZH
EmS a—F E| 7
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R&T-—%—t CIMSD /A
Ertugliflozin (K 5%) / Sitagliptin

Formulation
RES %ETH: BEES: BIEIKXETA: 2023/03/06
5.0 2023/09/30 240031600012 #EERB: 2018/02/01

EEERWE (4 - ) RN
MARPOL 73/78 B/ 11 R UF IBC 31— Iz BIE S MAME SN B RAME (K - FHL)
B8 S MR EE DB I (S 3E R,

ERRH

EOREOERIE. HE 15 88T 5,

A DREXE
JEE& S

15, BRAZS

BEEER

HREE

ek, EERBRMICZE LGN,

L&EX

BELCEYME. EREFHE. BRFMIEEMEICKI LG,
FBRE/LEE

BEENBELESIIEEY

JEERY

BEDHERITEINEHED

JEERY

BEMEEN EHARYME

JEERH

ZEREDOEH oh=LEYE (BIFLEDR)
JEERH

ZEREORBH oA -ELFEYE FHHREHEFEDR)
JEE& S

BNEZBENTRERRVRVEEY

EE ST ED 2 (BITHRIRE 9

EZ EHE (%) Bz
RATFTY BRI RIY LA >=1-<10 -
JOEL=3,45-FJEROFIRLY >=0.1-<1 2025 % 4 B 1 ALK
77—k

BMFERTIRERBRVRVEEY

EHEOT & (HEITHE 18 %)

x4 BE
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R&T-—%—t CIMSD /A
Ertugliflozin (K 5%) / Sitagliptin

Formulation
RES %ETH: BEES: BIEIKXETA: 2023/03/06
5.0 2023/09/30 240031600012 #EERB: 2018/02/01

HRT7UoB= R4

BHELEMEEEFRHHRA
EZY

sechEFFRA

S

M7 LIt EFRHRAI
S

BHRERIPEF IR
IR
FEELLWEEBETE - NRE— (BIERWY)
IR

SR URIMEFE

EHE
LEMEHHINEERREE

B

BEHRARRE

JEERY

KRR HE

JEERY

kiR £

e e LTRElSh TLGW

22k

Ry e LTREISh TGN
BESRERUVBLLEDORLICEY 5k

(5 FEAHHE D AERAEYEICEFERE LGN
(EELE P DOBEERYEICEERS LGN
FREE R U AR FREE AR %

FREFFFHERA (@ - @AFFAD
JEE%H

FEMERBHERM (@ - @MAFFAD
JEERY
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R&T-—%—t CIMSD /A
Ertugliflozin (K 5%) / Sitagliptin

Formulation
RES %ETH: BEES: BIEIKXETA: 2023/03/06
5.0 2023/09/30 240031600012 #EERB: 2018/02/01

BEEVOLEE ERICET HER

EXRED
COHEBOEDIZOVWTEEAS VRV M) —~DEEIHER :
AICS N
DSL R N
IECSC N
16. ZDHhD1EHR
5| FscHk D B#E#IT—4. EHMESDS [CEDILF—4. O0ECD eChem
R—R2ILEIUVEIMIEEYER http://echa. europa. eu/ D&

URIN—C a3 U ERSNEHRBEANETE 2 KR THRARTINATLES,

B#72+r—<v bk . #/A/H
ZFDDREEEND £

ACGIH : KE, ACGIH[EFRAME (TLV)
ACGIH / TWA © 8 EfE. BEREMMETL

AlIC - A—R FSUTOIEERERA ARV ERY,; NNT - TS5 DILEREXEME; ASTM - XK
EMFRERGS, bw - AE; O - FHUHE, ZERME. £ESUELHLI LN DIME . DIN -
A URERIBEEE, DSL - ERMEIR L (hF4). ECx - FED XWORIGERIZT EEZ
LbNZEE: ELx - FED XWDORIEERIFTEEZONDIATEE, EnS - BEFORT P2
—JL; ENCS - I\t EBEZDEFILEHME YR b ErCx - 2D XWOREBZEZRIZT EEZZODNDR
K&, ERG - BEXIGDF5|E; GHS - HRFF L X7 L GLP - HERENERE, IARC - EF
MATFZEHEES; TIATA - EEMZEEERE: IBC - BRIEZRDIESEEZD-HDOMMDIEE
RUHRBICET 2EMEEA. 1650 - 50%fEEEE: ICA0 - EFRMEMZEHEE. [ECSC - hEEE
Hib2HmE L%, INDG - ERELEKRYMEIE, IN0 - EREEMEE. ISHL - FBReE4E %
(BAR); IS0 - EFFZ41eH4E, KECI - BREBFILEYME AR, LC50 - 50%EIERE,; LD50
50% e (FEEFE=) ; MARPOL - MAIC K B FBLDHIED-HDOEKRERN, n.o.s. - I
MANETREIN TS EDOEKRL; Neh - FURA] NOAEC - |MEEMHEZEERE, NOWEL -
BMETHEZELA)L; NOELR - BAEMHEEAREIE, NOM - A X2 anxXXFE, NTP - XKEE
ReMHETOT 5L NloC - Z2——5 2 RIEEMEEIR: 0ECD - #BF1H HBIRME . OPPTS
- tEYELELNE - AFHILR. PBT - HofEHEd - £AERM - A WE) ; PICCS - 2
1 VEEEMEAS RV E)—; QSRR - (F=M) #:EFMMEE, REACH - {tEMEDE
$%. FTME. 2 B L UEER (REACH) IZBE9 53#RAI (EC) No 1907/2006; SADT - B 2 hNEH7 fi#
BE; SDS - RET—RS— b TECl - A IZBEFOIEEMEDA R MY, TCSI - &k
MBS R ) —; TDG - fEf&WEE; TSCA - BEEWMEMRFE CKE); UN - E&E; UNRTDG
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R&T-—%—t CIMSD /A
Ertugliflozin (K 5%) / Sitagliptin

Formulation
RES %ETH: BEES: BIEIKXETA: 2023/03/06
5.0 2023/09/30 2400316-00012 #EERB: 2018/02/01

- Bt ESERYEEEE. VPB - FERICHIBEVERICEHERN WHNIS - ERGRIRE
EUMERR AT A

CDRET—HI— MU TSDS) £V D) TRET HIEMLUT TRER] &0 5)IF. KxEH®
BERICENT, BHOKREDOME. FHh. RPESTDLETEETHSLHMLEZIDTT,
AIEREZ. REOREGEREL., FA. LE, RE. #@X. BRERVRRICETIIAI TR E
LTOAMERENTEY . WHELRIEXEIRERBZLTLOTESHY FEA, KFEBIL.
SDS DEEIZRENTVARESN-HRAICEHTSLDOTHY ., ABRAFELN/RORRKEBAE
HET. XETOERPTHERASNDSEGEE. AXPITERNGVRY . ARICIETE oA VETEES
BAHYFT . ARGOERAFEMICEVTIE, FERERVHEREEZERT 5812, FRES
MDRBRERBITETEARHAOBYLGFHMEEH T, FRESLUOERT 5HETORENIRGR
CEITHERHGBDEIKL, FA, RE, ROREICOVT, HRBLET,

JP/ JA
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