Re27—8o—t EIMSD /A

Ertugliflozin / Metformin Formulation

hR&E= HWETH: BHEES ATERETH: 2024/09/28
9.1 2025/04/14 590557-00020 #EYERHE: 2016/04/01

1. eZRREUSHITER

EZEHDET . Ertugliflozin / Metformin Formulation

HieEosHaH. EMAUVERES

HEAEDRTATT : MSD

£FRr © BER REA™ faR 810 MSD #X&tt FEETS
BRES . 048-588-8411

BFA—ILT LR - EHSDATASTEWARD@msd. com

RREREEES : +1-908-423-6000

HER AR U ERLOHR

AT D EEA

FEAEDOHIR .

2. BRABEHOEN

{EEHD GHS 788
SMEM (E0) . RH4

GHS 5 N ILEHR
BRIXIED VR

RIS %
BIRAE . H02 AR L HE.
REE RENE

P264 ERfk WRIIREBE K <HED C &,
P20 COHGRZFERAT HEEIT. REXFEREZ LGN
&O

R E:
P301 + P312 + P330 kA AATIEE - SONELE ZLEE
IERTHE, OFT T L,
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RET—2V—F

€3 MSD /) e

Ertugliflozin / Metformin Formulation

&S WETB:
9.1 2025/04/14

BERE:
590557-00020

BiIEIZRETH: 2024/09/28
#EERLHE: 2016/04/01

BE3E:
P501 N, B EZARBEIN-NIBERICEET H &,

GHS S HRIZEZY L B LMt fElR A Et

EEGHBEREVEESNDIE

BEREOHE

MLADRIZCAD L., BEMNBRIBNRELZEAHD,
MLALDERIZKY., REOYEBMGREEIIELZENASE
HEREMEL BB,

MI. N RY T3 LLIEZEDEIDMNIEBDMIZ, EHRHED
MLAZEEERT H2ETALHY FT,

3. MR URSTER

EEHME - EEMORI BEEY

5%

=22 CAS &5 E2HE (b w/w) EHRATERE
B85

Metformin 1115-70-4 >=170-<80 2-2883

)a0—X 9004-34-6 >=10-<20

ATTVUBERT RO L 557-04-0 >»=1-<10 2-611

Ertugliflozin 1210344-83-4 >=0.25-<1

FTILEREET R DL 151-21-3 >=0.25-<1 2-1679

4. HRHEE

— BRI 7 F/NA4 R

®A LI5S
REIZfE LI5S
RICA-E=BE

RAAATZIGE

ERDHZEPL. [NV T CNGNEERELICEEDSEE
%“J’éo

FERAREICIGE. FEIRMAHLHHRIT. EMDIERE
%“J’éo

RWVAATZIGE . FIBEEIDBERA~BET 5.

RV BN S ESICIXEREETEREEZIT 5,
KEBITATHERELTESL,

RV BN S ESICIXEREETEEEZIT 5,
BIZA-S=H\EICF. KTELTT

RFAH Y G 2HEEICTEREETERERZT 5,
BRARAATEGER., EREREEORTAGVRY BE(CHMAE
A AN

ERLEZEZZITS,

KTtOz&ELTT

BEIAGWNES, OroigdT@MbEZRN &,
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Re27—8o—t EIMSD /A

Ertugliflozin / Metformin Formulation

hR&E= HWETH: BHEES ATERETH: 2024/09/28
9.1 2025/04/14 590557-00020 #EYERHE: 2016/04/01

RMERRVEREERDE @ MLALOEMICEY. KEOYMENLGRIBFTIIEENE

HEELGHIRER EHAREENDH D,
BLANIRIZAD E. BBHLRIBNEEDLZEAHD,
RARAL ERE,

WREEEY S2EDRE D BaHAERERBLOREITERELL., HEIATLSLR

EREZFERATH L, BEORREMENHDISEEE. HESD
BYREANREREZSRBOCE (HE8Z23H) .
BRI HRFAGIEFE | XFRESIUMEREERTLSI L,

5 KKFrDHEE

S AT AP © KIEE
fit 7L a—ILiasE K
ZEbRE (C02)

B3R A
BEoTIHELHVEKE - MEHL,
BHEORBRESN] L MCADERERT S, TEHITHAEEOMEY CA DS

BLTHBYBNENFET HERMLABRKDBIRAH D,
RREERD~NDBREIRRICEEZRIETEENHD.

HERGEIED D RERIEY
EHREEY (NOX)
ERERIEY

BRDENTE D RESOINR ERIRKRICHE CTEYGHEXRFRZANS,
KAHDBERZAENT H-OICKZEET 5,
ZETHNIETKRIEBE IV THEZ XKBEENSBET
RN oRESED &,

HREITSBEDRE DORKEFICIE, BRRIRSFZEERT 5.
REEZERT .

6. WHFFDEE

MEICHT HEEHE. RE @ REEZERT D,
BERUVEAREE REGWMYHZELDT N4 R (HBTE3HR) . EBARHE
BEn#REEICEN (AE8ZSH) .

REBEICHT HFTEEE D READRHERTS &,
REEHRELTHL, bNPIEFENZELEDSD,
BRINEZEFKEREL. DT D,
RHEAZE L CERTERZVGHIE, A BRKIZEET 5.

HLADRTRHEDFERDY @ ZENFIDE, BEEHINERETHROERY . BYLTRR
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Re27—8o—t EIMSD /A

Ertugliflozin / Metformin Formulation

&S HWETA: BEES BiIEIZRETH: 2024/09/28
9.1 2025/04/14 590557-00020 #EERLHE: 2016/04/01
27 ICBL. BEI D,

BLADEIPADRBEEITD (TahE, BLADEREL
EREDEEZERICEDER)
BLANERFICHILGRETHREIND EBERIEDES
ERRTHDT, REICHLAZERSETIE LA,
AEMZERE. BETDIRICIE, SMFEBRESIUVEDOR
Bt~ TARET S &, TORBICERSAEYMEIZON
THLRHETHD. EORUNERSINLINZEHZET SREDN
H%

ASDSDIEB 13ELV152ENT, ABBREIUVED
EIRFDEEDY .

1. BEVWRURELOZEE

ks

BRI xR D BESNBEL., BFEBARMIBIALIERESISERIT &
nNHbd,
BERMGER, B, FRETEESESG EDOBEYL T
HEZHET 5,

BrER, 2FBK D BEULGBRSEEDOT TCOAERT .

ZeWFEEE D MLAZERALLEWNI &,
BRAAFERLLY,
REDIEfLZE TS,
RE~AODRPOE-IIREEMEE TS,
BIEWRIIEEZ L CES Z &,
BISBERAEOKERICE DS, EEHORFESLUREHD
EITHREICHVERYIKES Z &
MLADERLERBZIEBARITS,
FRALEWMESIZIXERRZHOTHE L,
BORNENSESITS,
HESHNEICH L TFHUEFEREEELS I L,
CHOHERZEFERATLHEEFIC, RERITEFEZLGEWNI &,
BN OCEEYEHLEL. RENOBREZH/NMRICT 5L 5
B9 5,

Y fih o] 6t D BRI

B ER D BEOFERATICEEMEADIEIEDOUHREENH D HZE L.
EEBFROELICTA ISV VI VRATLELUREV ¥
D—%FZEBELTLESLY,
FRATIEIRBERVBREEZZILT B,
FERINF-KRRIEBERT SENEET S &
27U TADHERMEARL—aVIClF, To2=7a
vho—)L, BULGEAESRE. BULKRLES K UE
EBREFIE. EXFLEER. EXERLEERATNOERDOL
Ea—%8T0ELNHYET,

4/ 26



RET—2V—F

€3 MSD /) e

Ertugliflozin / Metformin Formulation

hR&E= HWETA: BEES BiIEIZRETH: 2024/09/28
9.1 2025/04/14 590557-00020 #EYERHE: 2016/04/01
RE
REGRESH BENESRILDDONVEERRICANTEL,
FZEDHEIH > TRET 5
EMZEYE ROWYBEFEEVS>LLITRELGL
SRERE I
REGRBAEMH BSEOHE: FIRGL,

8. F<RMILERUVREIEE

ERREICE T IRIHRBRR/HFERRE

% CAS BE BE (REl | EERE/ RERE | Hf
7E) BB HREE
Metformin 1115-70-4 TWA 1 mg/m3 (OEB 1) | AEB
+/)0—2x 9004-34-6 TWA 10 mg/m* ACGIH
ATFTIVUBIT RO L 557-04-0 TWA (IR A2 | 10 mg/m’ ACGIH
)
TWA (BFRE | 3 mg/m’ ACGIH
)
Ertugliflozin 1210344-83-4 | TWA 10 ug/m3 (OEB 3) | AIZB
HEEYSIFR | 100 pg/100 cm® NER
B Pk HE. KXEFFLIUVREZRETLH-H. 2T00=TF Y
TEBIIRMBHRTIZKYERESN, WP EIICHLERES O
LLELHYET,
BRECOMFHES LI UVEBRTELVWIY 7ADEAYNDOBE %
Br<¢S5 AT, BEYOERICEVGIIFIEMABELLY F
T Bl A—TF T x4 RHEH T /AL X)),
A—Tono Ry EsIMELET,
RER
MR FARER B L BFAHFKEBEAFATELAWEES., FHIXELETE
THENA FS4 oOHEEANDEL BN REINBEIX, T
MREREEFFERALEL &S,
T4NE—847T WHFR2A T
FORER
#E MEREFR
&E FREZECTERTAIELEEBRHELELLS,
BRDRER Y4 Fo—IL FHERERED LLXT—T I EEFRT 5,

FEREL LIIEZERICROSVVRE, S X+, T70Y
W ENRET BHEIE, BULAI—JILEERT 5,

LA, SR, HLLEFI7OVILIZENEESLSND
AR HBIEAIE. T —XP—IL KL LLIZFDIEFELD
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RET—ZV—k €3 MSD /) e

Ertugliflozin / Metformin Formulation

&S WETB: BEES BiIEIZRETH: 2024/09/28
9.1 2025/04/14 590557-00020 #EYERHE: 2016/04/01

L7 z—REOTOFoavEBERALELLS,
RERUVEADRER D A7 —LBLKEIERERAI—FEFEALEL £,
EREAZBELLENWLSIC, EREINDIFIRVICEDE, K
EEOH— A rZEEMLTERALELLS (Bl, R1YU—T
Lyy, T70Y, BRFR, BLMETR—YRE) ,
FERINF-AEEDOHIKRER CIHEEIXEYLEHETT-

TLTZELY,
9. MEMHERTEZEHEE
YR IR AR R /IE S
& L T—A%L
KL L T—A%L
R LEVEDE L T—8EL
bR R E R L T—A%L

BRXINBRRPBEER @ T—24L0

AIRE (BR. KK DMIL AU RYUTLLLEZEDEFENONEDMIC. BFEHE
DR LAZEEHRRT 2EETNLHYFT,

AIAE GRAK) oT—ahL

BRETRARVERELRR AIHARR
BEHGEDOLR /AR ER @ T—52%L

&

IBREGFED TR/ AIRTR @ T—427%4L

&
EIPNg |
DERE T—HGL
pH T—51L
EFERE el
BRR AR D FanL
FhEE

BRRE (BhRhEER) DOFRERY
RRE
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RET—2V—F

€3 MSD /) e

Ertugliflozin / Metformin Formulation

RES HETA: BERE: HIEIZRETH: 2024/09/28
9.1 2025/04/14 590557-00020 PE{ERLA: 2016/04/01
KiBH T—R1L
n-A%4 %/ — )L/ IKHERRE JEEZY
(log f)
RRE JEzY
ZERV/XIIERNFE
HE T—R27IL
=E FT—REL
B HRAZE JEZY
IRFEE IBEETL
[ e ABRIFERIEEME L LTIEDEINEGL,
PIFHEE
PFHAX F—REHL

10. REMRVREHE
R TE

LR E N
fElR A ERIGAIREH

BT HNE&MH

RIGHERE LTIEDESI AL,
BEOIRETIEIRE,

MI. N YU TH LLIEZEDEFADNEDR I
DM LAZEERET TR HYET,
BOBRIERIERET DI ELNH D,

B, oK. KIE

. BEM

BMLADEEZEITS,
BfERmE E& L
BREELBERY BRAELBERDIIHMON TULEL,
11. FEHES

AR D % 5 REZBOFER

mA

RS

2351
RICA-=5B&

7126



R&T-8—b EIMSD /A

Ertugliflozin / Metformin Formulation

&S WETB: BEES BiIEIZRETH: 2024/09/28
9.1 2025/04/14 590557-00020 #EERLHE: 2016/04/01
=2EE (#&o) D RMEEMHEEE 1, 337 mg/ke

Ak HEICELDFE

B4
Metformin:
AMsEE #&o) : D50 (5 v k): 1,000 mg/kg
LD50 (w2 X): 1,450 - 3,500 mg/kg
LD50 (H-JL): 463 mg/kg
LD50 (774 %): 350 mg/kg
LD50 (EJLEY F): 500 mg/kg
+)L0—X:
2EEE &n) : LD50 (T F):> 5,000 mg/kg
24sE (RA) : LG50 (T k):> 5.8 mg/l
MREREERE: 4 h
HEBRRE MLCA/S Xk
2MEY BR) : LD50 ("7 ): > 2,000 mg/kg

ATFTP7YVUBTIRI9L:
2MENE @&O) : D50 (5 k): > 2,000 mg/kg
Hi%: OECD SHERA A K54 > 423
FEAAV M COYMEBFEILEAYTIEAMOEOSELE
LYo
BE BT APEIEON-T—FIZE DL

SMET BR) D50 (2H): > 2,000 mg/ke
wE BUTIMEM ST ONI-T—HRIZEDL

Ertugliflozin:

aMEE @&n) : LD50 (T w k): 500 mg/kg
SMEE (RA) D ®E T35 L
SMET BR) D wE T4 L

FFIVRERT R L
SMEME M : LD50 (5 k): 1,200 mg/kg
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RET—H—F EIMSD /A

Ertugliflozin / Metformin Formulation

hR&E= HWETH: BHEES ATERETH: 2024/09/28
9.1 2025/04/14 590557-00020 #EYERHE: 2016/04/01

7% OECD EHE&E A4 K54 > 401

SHEE BR) : LD50 (T k):> 2,000 mg/kg
7i%: OECD SRE& A K54 > 402
% BT 2mELI /O T—2IZE DL

REREM. flEE
FIRAATREIERICE DR Y DFETEALY,
7% 0

Metformin:

£ LS

R D BEOEERE

ATFT7YVUBTITRIODA

2 L YR

#HR D RERBGZL

e D T eamELILELONET—2IZE DL
Ertugliflozin:

HER D BEH

RFTFILEREET R U A:
i oYX
ER D ERIERIEE

BRIZx 9 5 ERGIRMGIE R
FAARELAERICEDCRYDETELL,

B4

Metformin:

i YR =

R D BREORRE

ARTTVUBRITRID L

L] R

R D BRA~ORIEA L

= D FERlT AMEL LB LN-T—FIZE DL
Ertugliflozin:

ot D ERE DRI
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R&T-8—b EIMSD /A

Ertugliflozin / Metformin Formulation

hR&E= HWETH: BHEES ATERETH: 2024/09/28
9.1 2025/04/14 590557-00020 #EYERHE: 2016/04/01

FTFIIEREET R U D A:

£ LS

R D BRICRT AR AR
ik : OECD :E&RHA K54 > 405
FOR 2% REAE 14 I3 B2 8 At

BB

FIRATRERIERRICEDCBR Y DETELHL,

Mo OR 2 AR 1

FIRARRERIERRICEDCBR Y DETEAL,

B

ATFTFTIVIBIITROILA

B ) D REXIUTAME—T 3 VR
REODIRE D RS Ef

& . EILEYE

Hik : OECD :HE&RHA K541 > 406
#HR Do e

e BT eamELILELONET—2IZE DL
Ertugliflozin:

HEgY AT © BT D/ NEEEER (LLNA)
#HR D REREME TIEEEND

FTYIVERERT 1) L

HEg4 AT D REXIUVAME—L 3 VR

REOIRE D RIS

2 D EILEYER

R Do e

e D T AmELALELONET—2IZE DL

SEMRERRY

FIFAARE R ERICE DK R Y NETELLY,

D%

Metformin:

in vitro TOEEE%E D RERAA T MAEMERWSEREALT EHER (AMES)
R 2

HRERR A T2 in vitro7vt4
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R&T-8—b EIMSD A

Ertugliflozin / Metformin Formulation

hR&E= HWETH: BHEES ATERETH: 2024/09/28
9.1 2025/04/14 590557-00020 #EYERHE: 2016/04/01

FARRT L RHR VB
R E

HEx2 1 T RBAKESR
FRAMRTL: ANED) 235k
R 2t

in vivo COEESHE D HRERA A T IMEEER
B vHX
BEREK &0
R e

)0—X:

in vitro TOEGEMN D HEBRA A T AN ERV S EIFEAZ EFER (AVES)
BR e

HERA A T in vitro HILBYMREEGFERRAR
mER R

in vivo TOE:EM D HERA 4 T A BMRMBR/MEERER (in vivo MifaEER
E&)
FB:.w9R
BERIE: RAAALEEE
R e

ATFT7YUBITIT RO A:

in vitro TOEEEENE D OHERA A T in vitro WA EYMIS S F T ESE
R e
BE BUIspanroBdont-7—42I12&2<

HREER A T in vitro 2EBHREEHER

7% OECD EERAA RS54 2 413

BR e

"% BUTIMEM ST ONI-T—HRIZEDL

HEBRY A T MAEME RV S EREBAZEHER (AES)
BR R
% BT IPEM ST ON-T—HRIZEDL

Ertugliflozin:
in vitro TOEEENE D HEBAA T AEMERNSEIREALT EHER (AMES)
R 2

HRERA A 72 in vitro ZBEEERAER
R 2
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Re27—8o—t EIMSD /A

Ertugliflozin / Metformin Formulation

IR&ES WETA: BRES RIEIZRETA: 2024/09/28
9.1 2025/04/14 590557-00020 #[E{ERB: 2016/04/01
in vivo TOEGHEM o HERA A T WELEMFRMmMER/MZERER (in vivo HERRSE
&)
B ovhk
R P2t

FToUBREET UL

invitro TOEEEME D REBRAA T MAEMERVWSEREALT EER (AMES)
7% OECD HERA A K54 > 471
R =t
HEEZ A T in vitro BELEYHRE T FERAR
R =t

in vivo TOEEEM D OREBRAA T FomEEERIERE (T  (in vivo)
. w9X
BERE A RAALTESE
R =t

EHRAE

FIFATEELIERICE DR Y DEETEALY,

D%

Metformin:

i DY R

IR EERFE 91,8

BE5=E . 1500 mg/kg AZE

#HR Do e

i DIy b AR

BREZ® N0

g 25 B 104 8

BE5E 900 mg/kg AE

R Do e

2 DT w bk, AR

B 5 R C#n0

g 25 B 104 @

LOAEL : 900 mg/kg AE

#HR X

R RS D FE (EHEED)

e D {EA#FIIE FTIREEALEWNEEZ BND,
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BEF—H—

€3 MSD /) e

Ertugliflozin / Metformin Formulation

&S METH: BERE: AiIEIERETA: 2024/09/28
9.1 2025/04/14 590557-00020 #E{ERKB: 2016/04/01

+)0—X:

i Zv bk

BEZK A IAATEIEE

A 25 R 12 &

R it

Ertugliflozin:

i DX IR

BEZH®K o8O

A% 55 ] 2%

R DR

i A

B 5 #RR © 0

A% 55 ] 2%

R DR

ENAE-TEXAD AHLDEEMA LT HE. EAAMYE L L THESIAGL

FTFOIIRET RS A:

i AN

B 5 R D BRFHFRAAREESE

PR 25 RF ] D2 F

Ak : OECD :HERHA K541 > 453

TR e

& T eamELILELONET—2IZE DL
ERESM

FIFARE R IERICE DR Y NETELLY,

B4

Metformin:

HER2 A4 T EREAD

Bovbk

BREZK &0

4 HEA: NOAEL: 600 mg/kg (A=
R SREICEEEL,

BEYRISH S HRE

HERA A T HRE

B oy

BE5RK #0

F A FE M NOAEL: 600 mg/kg AE
MR EFEEETL,
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RET—S>—F EIMSD /A

Ertugliflozin / Metformin Formulation

hR&E= HWETH: BHEES ATERETH: 2024/09/28
9.1 2025/04/14 590557-00020 #EYERHE: 2016/04/01

HEE2 4T ZENELUVHRERSE

& oy x

BE#Z &0

BE - BaIRE 1%, : NOAEL: 140 mg/kg AE
R EFTEIEE,

/)0—X:
BELRICXT T B8 D REBRA AT —HRERESEHER
B ovhk
BRERZW MARAATEIEE
R 2
REOEBE~DEE D HREBRA AT 2HEReS / MHIRERAE
B ovhk
BRERZW MARAATZEE
R 2
RTTVIBRIFII L
WERICH S 2 FE D BBRAA T AR/ REEERY V-V T ERERESENE
HEHEHE
B ovb

RERZE: SRAAATEIGE

755 OECD EERA A K54 422

BR e

®E: BUT IMEM ST ONI=T—HIZEDL

BIROFEE~DEE D HERAA T ZENSLUBRERE

B Sy bk

BRERE SRAHAATEEE

fER: 2

BE BT APEIEON-T—FIZE DL
Ertugliflozin:
HIRICX 9 HFE c HERA A T 2HERES / MIEIRERAE

Bovbk

BEZ® &0

S5 NOAEL: 250 mg/kg AE
EE BRI -BiFEN
BEELTEEERIERES G, o1

HERA 4 T 2FEEe S / MEHRERLE
& oUx

BEZK &0

S5 H: NOAEL: 200 mg/kg AE
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RET—ZV—k €3 MSD /) e

Ertugliflozin / Metformin Formulation

hR&E= HWETH: BHEES ATERETH: 2024/09/28
9.1 2025/04/14 590557-00020 #EYERHE: 2016/04/01

F5: HECHEEREIBEShGEN o1

BROEBE~DEE D HERAA T ZRMELUVRRERE
B ovhk
BERE &0
F A4 =14 NOAEL: 50 mg/kg AE
%5 REEZENBRINT:

HEA24 T RIS L UBREREE

B oUx

BER® &0

F A FE % NOAEL: 250 mg/kg AE

BE BELEEEREIRESAGELI 1=

FTFoILREET )L
HIRICX 9 HFE D HERA 4 T R EREEESER
B oy
BRERK SR AATEHE
Fi%: OECD RERAHA K54 > 416
R =2t
HE BT smEaIrBZEonfzT—2I2&E DL

RBRORE~DFE D HERAA T ZRNELUVRRERE
Bovbk
BERE RARAALTIGE
R et

®E: BUT IMEM ST ONI-T—HIZEDL

FERNEAENE (HEIETCE)
FAMRELERICEDCRYDETELL,
FERENEREE (REETCE)
FAARELAERICEDCRYDETELL,
B&:

Ertugliflozin:
BEODIRE 0O

Il 25 . B 8 AR

TERAD R D REICh=%, XIFIREIFKBIZLIEBOBEEDEFN,
REHREEH

D%

Metformin:
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REF—5y— b

€3 MSD /) e

Ertugliflozin / Metformin Formulation

BiIEIZRETH: 2024/09/28
#EERLHE: 2016/04/01

&S WETB: BBES:
9.1 2025/04/14 990557-00020

& Zv bk

NOAEL 125 mg/kg

BEZK #0O

A% 55 B ] 1 year

-5 BELAEERERES LGN -1
& oYX

NOAEL 100 mg/kg

BEZH®K #0O

A% 55 B ] 1 Year

e BELAEEREIRES LGN ST
i X

NOAEL 50 mg/kg

BEZHK BT

A% 55 FF ] 2 year

e BELAEEREIRES LGN ST
+Z)0—X:

i Zvk

NOAEL >= 9,000 mg/kg

BEZH®K RAIAATIEES

BR FE A 90 Days
ATFT7YUBITIT RO A:

i Zvk

NOAEL > 100 mg/kg

BEE®K RAIRAALTIEES

A% 55 R 90 Days

e BEUTIMEMSFON-T—RIZEDL
Ertugliflozin:

i Zvk

LOAEL 500 mg/kg

BREZ® #0

i 25 B 30 d

i Zvk

LOAEL 250 mg/kg

BREE®K #0

g 25 B 30 d

Z g2 EX i

2 Zvk

LOAEL 25 mg/kg
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RET—2V—F

Ertugliflozin / Metformin Formulation

RES ETH: BEES BIEIRETH: 2024/09/28
9.1 2025/04/14 590557-00020 #E{ERKB: 2016/04/01

B 5 #0o

A% 55 B 180 d

EriEs BEig & B

& Sy k

LOAEL 25 mg/kg

A% 55 B ] 90 d

EriERE B HIEE, AR

i PN

NOAEL 150 mg/kg

B 5 #RR #0o

A% 55 ] 270 d

= SBEELAEEREIHRESI NG, ST

i YR

NOAEL 100 mg/kg

B 5 R #n

A% 55 o R 90 d

5% SEELGAECRREIHRESIA G, -1

i <IR

NOAEL 100 mg/kg

B 5 R #n

g 25 A ] 28 d

ErfEas )

&5 BEELAEEEREIHREIA G, ST

FTIEREET UL
1

NOAEL

bR

R 25 e il

]

RAAVEEN

AN

488 mg/kg

A AATEIGE
90 Days

BT 2MEMLGFONI-T—FIZEDIL

FATRELAERICEDCRYDFETELL,

AEICHY HRBEER
H5:

Metformin:

oArg: 30
RIZA-=-1B&

BE REZRHT S EA”H D,
wE RERBT D ENDH D,
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REF—5y— b

€3 MSD /) e

Ertugliflozin / Metformin Formulation

hR&E= HWETH: BHEES ATERETH: 2024/09/28
9.1 2025/04/14 590557-00020 #EYERHE: 2016/04/01

RAAATZIGE

Ertugliflozin:
A IAATEIGE

fEK: THF, HER, B, BEOFRE,
%, EAIE

whm ENE, K

fER: &L —MREVGRIER -, BEfE. B TH, HER, IR
R, GAE ERERRE

12.

Metformin:

BEKEEYICHT HEN

REM (BUESH)

TOVAFOKEBEEHDY

[Zx9 HEM (BHEEN)

WMAEMIHT HEM

+)0—X:
y: k=

ARTTVUBRITRID L

EC50 (Pseudokirchneriella subcapitata (%k%)):> 100 mg/|
IREERFE: 72 h
7Ai%: OECD FHERH A K54 > 201

RAEEEEE (Pseudokirchneriella subcapitata (%) ):
100 mg/|

BREERFR: 72 h

Fi%: OECD HE&EH A K54 > 201

RAEFZERE Pimephales promelas (77w kAy K2/
)): 10 mg/|

MEERRER: 33 d

A% OECD REEHA K54 > 210

RAEEEER (Daphnia magna (A4 32> 3)): 40 mg/|
IRERFME: 21 d
75i%: OECD RER A K51 > 211

EC50: > 1,000 mg/|

BREBRF: 3 h

HERS A T IR

7% OECD BHERAHA K54 > 209

LC50 (Oryzias latipes (¥4 4 7)):> 100 mg/|
BREERFME: 48 h
& BT 2MEMSBOAT—RITE DL
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Ertugliflozin / Metformin Formulation

&S WETA: BRES RIEIZRETA: 2024/09/28
9.1 2025/04/14 590557-00020 #[E{ERB: 2016/04/01
y: &k : LG50 (Leuciscus idus (T4 M—F&)): > 100 mg/|

BREERFR: 48 h
A% DIN (FAYIEHRK) 38412
E5%: T 2MELI S/ ONFT—FIZEDL
SOVIAEDOKEELSHEY © ELS0 (Daphnia magna (A= >a)):> 1 mg/l
IZx9 5% BN 47 h
WERME: KHEE S
Hi%: #6455 67/548/EEC, Annex V, C.2.
B T 2MELI S/ ONFT—FIZEDL
REERREICESTAEHEL

B KEEWICKT HEM ¢ EL50 (Pseudokirchneriella subcapitata (f#%)):> 1 mg/|
MREREERT: 72 h
WERME: KEE D
7% OECD FHEEAHA K54 > 201
HE BT smEIEON-T—2IZE DL
AREERRMBEICHTA2EMHEL

NOELR (Pseudokirchneriella subcapitata (#%%)):> 1 mg/|
IREERFE: 72 h

WERYE: KIEE S

7Ai%: OECD FHERH A K54 > 201

HE BT smEaIrBZEonfzT—2I2&E DL

MEWIT BEMN : EC10 (Pseudomonas putida (a— KEFX - FF4)): > 100
mg/ |
BREERFRE: 16 h
BERE: KHEE S
% BT MEI /O T—2ITEDL

Ertugliflozin:

B KEEMIIT HEM © EC50 (Pseudokirchneriel la subcapitata (#%%)): 77 mg/|
IERERFME: 72 h
7% OECD HERAHA K54 > 201

BARESEERE (Pseudokirchneriel la subcapitata (#&%)):
50 mg/|

BREEREE: 72 h

7% OECD FHER A A K341 > 201

BEM (IBHEN) D BRKEEEEE (Pimephales promelas (77w kAW RKI/
2)): 1 mg/|

PR EEFfE: 32 d
75k OECD EHERAA K34 > 210
s BRERFEICSTH5EMHEL
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Ertugliflozin / Metformin Formulation

hR&E= HWETH: BHEES ATERETH: 2024/09/28
9.1 2025/04/14 590557-00020 #EYERHE: 2016/04/01

s
<

DUDEOKEEEHEY . RKXEFZEEE (Daphnia magna (XA I 0)):2.14 mg/l
x93 BEME (IBHESMH) RREERRT: 21 d

#i%: OECD HERA A K54 > 211

HE AREERREICEITS2EHEL

-
=
~
h

WMEYIZHT HEMH © EC50:> 1,000 mg/|
BRERFME: 3 h
SRER A A T RN
7% OECD FHERH A K541 > 209

BRESEERE: 1,000 mg/|
BRERFME: 3 h

HER A A 7 EEIRHNE

7% OECD REEAHA K54 > 209

FTFILBRERT YL
BEN : LG50 (Pimephales promelas (77w kAw K2/ ™)) 29

mg/ |
IREERFME: 96 h

SOUIHEDKEESHSY © EC50 (Ceriodaphnia dubia (X <> 3)):5.55 mg/l
IZxtd 5&FMH RREERRT: 48 h

B KEEMIIT HEM © ErC50 (Desmodesmus subspicatus (#%%)): > 120 mg/|
MEERRER: 72 h

RARESEEE (Desmodesmus subspicatus (fkE)): 30 mg/|

BREERFRT: 72 h
BEM (BESH) D RKEFERE (Pimephales promelas (7 7y kAw KX/

2)): >=1.357 mg/|
MREERSR: 42 d

SOVIAKEOKEESHEY | RKXESEEE (Ceriodaphnia dubia (22>3)):0.88 mg/l
12Xt 25 M (IBHESMH) RREERER: 7 d
WMEYIZHT HEMH : EC50: 135 mg/|
MEEERFME: 3 h
BRE - o
D%
Metformin:
R D RBR SEN TR
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Ertugliflozin / Metformin Formulation

hR&E= HWETH: BHEES ATERETH: 2024/09/28
9.1 2025/04/14 590557-00020 #EYERHE: 2016/04/01

H5 2 50 %
MEEEEFR: 2 hrs

) 0—X:
o R D FER SR,

ATFTPYUBTIT RO A
EoRE DR oML
BZ: LI 2ELhLELN=-T—2IZE DL

Ertugliflozin:

o D RR SomETIEAL,
HfE: 40.8 %
MRERRFR: 28 d

FTFILRET YD LA

ot DR SR,

HEofR: 95 %

MREERFME: 28 d

75i%: OECD RERAHA K> 4 > 301B

Metformin:

44942/ —IL/ KHEZRE :© log Pow: -2
(log f)

ATTPYUBTTRIOIL:

n-A49 3/ —IL/KHEEZRE : log Pow: > 4
(log &)

Ertugliflozin:

N~ 32/ —IL/ KSEZE : log Pow: 2.47
(log &)

FTFOILRERT R U D A:

n~#A%24%2/—JL/ KHEZRE © log Pow: 0.83
(log &)

TP OBEME
%8

Metformin:
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Re27—8o—t EIMSD /A

Ertugliflozin / Metformin Formulation

RES HETA: BERE: HIEIZRETH: 2024/09/28
9.1 2025/04/14 590557-00020 PE{ERLA: 2016/04/01
REROL : log Koc: 4.3

75i%: OECD EHERA A KS 4 > 106

Ertugliflozin:
RIEhOH . log Koc: 2.88

T U RAOHEEY
Y
moEELE
F—ahiL

13. BELDOIE

B’EAE

EREZEY DM BBEOBRHICHNLST S,
BEEYMET KA L TREGE LA,

BREBRRVOEE D EORBE. VYA VIIFERFREORLHIC, BRAIZZ(TT=
BEEYILEREICRTT 5.

FICHREARMES., RERRBELTRET S,

14, WX EDFEE

ERRRH

e _E #6i3% (UNRTDG)

EEES D JEERE
EE#i%4 (Proper shipping :  JEEZY
name)

=& 5>$8 (Class) o JESZY
BIX B (Subsidiary risk)  : JEEZY
A28 # (Packing group) A
Z AL (Labels) o JEERY
REEEM o JESZY

fin 228X (IATA-DGR)
UN/ID &S (UN/ID number) : 3JEEZY
EE#1%4 (Proper shipping : JEE%Y

name)

=& 548 (Class) © IERRE
B XRERME (Subsidiary risk) @ JEEZY
A E8E R (Packing group) A
S ~)L (Labels) D JEERE
WaEr (EYH) (Pack- © FEEH
ing instruction (cargo air-

craft))
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Ertugliflozin / Metformin Formulation

&S HETH: BEES: AIERETH: 2024/09/28
9.1 2025/04/14 590557-00020 #EERB: 2016/04/01

WafEr (REH) (Pack- : JEEH

ing instruction (passenger

aircraft))

i@ L #5i3% (IMDG—-Code)

EEES © O IEERE

EE#i%E4 (Proper shipping : 3EE&Y

name)

[E #4548 (Class) © O IERRE

Bl R fE kR D JEERZH

BHRER D OIEERH

X)L © O IEERE

EmS a—F © O JEERY

BEBEME &Y - EZY) 0 FEY

MARPOL 73/78 Kif@& [1 R U IBC A — FICX A [EoWMAMZE SIS BAEME (&Y - EFZY)
s S - REBORMIZITIEZS,

&l PR )

EnREDEEF L. HE 15 23R T 5,

RADRERE
JEER Y

15. ERZES

]

S

gy, EETRMICHS LG,
= 22

B SE B 2

LZE4 =

FrUSDL=FIXI) (C=8~18) =R T7—F 214

FEREEER

BEENRILShIFED

e

BEDHAIZRITHREREY

[

RIS L ast ARME

[

ERRMEOBOoh-tFYE (BIFLEHE)
JEERY
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Ertugliflozin / Metformin Formulation

hR&E= HWETH: BHEES ATERETH: 2024/09/28
9.1 2025/04/14 590557-00020 #EYERHE: 2016/04/01

EFERMOBOHONT-LEME (FHREBHIEEDE)
L

AMELEENITREEEMEVESY
EES5T7&MD2 (AI3MEMD?2 Rlk2)

L4 2EE (W) ikl
ATT7I VBRIV L >=1-<10 -

BAMEERTIRELRVRVEEY
EES5 75 (B30 AIk2)

e 4 el

ATT7IVEERTRIIL

BEREEE/LEYE (GEBRLSHERUELSMUED2)
JEE% Y

NARKEDE (FBHREBERNESTIEND2)
JES% Y

BELFEMEREE T HRAI

JES% Y

snchE FRAFRAI

JES% Y

m7 L)L sathEFRHAR A

JES% Y

FHBERPETRHRA

JES% Y

FEREWMEZETS - NERFE— (BIRW)
JES% Y

SV R UBIYERSSE

JES% Y

Y EE LR ERR X

JES% Y

BEHRABRZE

JEZY

NEEFRENREE

JEZY

A0 2 g b

B E LTREIShTULEN
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R&T-8—b EIMSD A

Ertugliflozin / Metformin Formulation

hR&E= HWETA: BEES BiIEIZRETH: 2024/09/28

9.1

2025/04/14 590557-00020 #EYERHE: 2016/04/01

=ik
fERYmE LTREISh TN
BESRERVBLEEOHILICEY 5ikE

[ 5 FEAENE 1 ERAMEICITEZELEL
(EERERES COEEEEMEICEERELEN
FEE R URR MRS
FRERBHERN G - @AZFA)
JEEZ S
HEMEMBAEZERE @ad - WA
JEEZ S
BREVOLBRVERICEAT 5k
EXREY
COEKOEFIZOVWTEEAS IR M —~DEEIELR :
AICS N
DSL AT
IECSC L ORE

16. T OO 1HEH

ADS I2HENTHBLREHAEZDBANAZRNEDRENERTOSEEE. BEXMWETHIEEE
BHET

5| R 3Tk D BHEMIT—42. BEAE DS I’ I F—4 . O0ECD eChem
R—2IILE L UVEMIEEYER http://echa. europa. eu/ D&
FRIER

BffZ7+r—<v k . #/R/H

ZTDHDEEDEX

ACGIH © KE., ACGIHPRSREME (TLV)

ACGIH / TWA . 8 E¥R]. BFMEIMMEEH

ALIC - A—R FSUTDIELFERA AU MY NIT - TS OIVEREEHES; ASTM - XK
EMHERHES bw - (KE; OR - BH UM, TRFEME. £ESUENHLESNLHE: DIN -
FAURBHEERE DSL - BERYMEV R+ (BF %) Ex - FED XDORIEZERIFT EEX
bNDHRE: Elx - FED XWORIEZRIFT EEZONDERFEE, InS - BAKOR 722
—JL; ENCS - {LTEDEEFLEME R b ErCx - FED XWDOREERIZFTEEZ ONDRK
R&E; ERG - BEMEOF5E; GHS - HRFM AT L GLP - HEREk RS [ARC - ER
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Re27—8o—t EIMSD /A

Ertugliflozin / Metformin Formulation

hR&E= HWETA: BEES BiIEIZRETH: 2024/09/28

9.1

2025/04/14 590557-00020 #EYERHE: 2016/04/01

NATREME, IATA - EEMZEEERS, IBC - BRILERKDESHEEEXZD-HDOMMODEE
EUREICEY 5 ERRHA 1050 - 50%fEFRE: [CA0 - EFREMMZERE . 1ECSC - hEIHR
FleEYERE: INDG - EELERYRIE. IN0 - EREEHE. ISHL - FBRE/EE
(BA); 1S0 - EFR#ELHE. KECI - BERFLFMESRE, L0 - 50%EHItiRE LD50 -
50%EtE (FHESLE) . MARPOL - fiefIC &k BB DMILED=HDEFRRES: n.o.s. - I
mMEBNATSIN TSI DZERRC: Neh - FURA NOAEC - EEZTHZEIRE, NOAEL -
BESMHZELAL, NOER - BEAEUHEZEAFTEIS: NOM - A5 a2XRA NTP - RKEER
REMETOT I L NZloC - —a—o—5 > MMEEHE RN, O0ECD - #FFIH HEAFME, OPPTS
- LEHMEREN - AFEWHLLE; PBT - #ORRMENE - £RERENE - HEE WEHE) © PICCS - 7
1 VEVEEMEA AR )= (SRR - (EEH) HEEMHIEE REACH - LFEYEDZ
. T, R WH I UEE (REACH) [ZBE¥ H#RAI (EC) No 1907/2006: SADT - B ChnZE5 A2
BE; SDS - RET—42L— b TECl - 24 ICEAFEDIEEMED A RV 1 TCSI - A&
FMEA R M) —; TDG - EEYEE, TSCA - HEMERAHE CKE); UN - E&; UNRTDG
- BESEIRYEEES. WPB - EREICHISRERVIERICESERNE. WIS - EXSEKRE
EUEVERHR X T L

CDRET—HI—FQEUT TSDS) &£VD) TREET H1FHRLUT TXRERI &0V I)1F, FEHE
BERIZEVNT, BHOREDHH. FH. RMESDLETEETHL LHHLEZIDTT,
AERIT. HEOZTLGEED., FA, LB, KRE. @X. EERVRRICETSIHIF VR E
LTOHERENTEY . WHELRERSRERBEZLT LOTESHY FEA, KF®IL.
SDS DEREICTRESNTVARESNHGICETSLDOTHY .. HEZAHRL/MORL EBAE
HET, XETOERPTHEASNDIEE, AXRITERNGVRY .. ARICEI LS A VERES
AHYFET., AHRGOFERAEBESFMICEVTIE, AERRVHEEZHEEERT 581, FRES
MOERREMIZE T EAREROBEYLGFMEEHT, FAERLUOERT 5HETOREDNIKR
[CETHARHADEKL., FA, LE, RUREICDONT, #BEBEVET,

JP /7 JA
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