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wefoardt/gdiau™ sam R

P264 TITA & d1G @dl DI 33! a8 Uil

P270 3 3G DI YN Hd THI GHT, T a7 YHaH 9d R |
3R:

P301 + P317 + P330 3R et feran g1: fafebean Fgraam ura
B3| g P U uRspR (R) B2
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3= grf=ar fore ufvomy Ty aeffewor 98t gl
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¢l & T JWb I TR AT A i STer 3R e A Ge! 81 gobell 2|
TR, TUTE T 30 WL & SR f[aehied Yd-arg fHreor s1 9ehd & |

3. 3AYQ! PT AYCA/SITTPTRI

g/ SR
3qgq
TORRS A H T (FY) - TR | TSI (HEH) (%
i
Metformin 1115-70-4 >= %WL 90
RG] 9004-34-6 >=10- < 20
AR e 557-04-0 >=1-<5
Ertuglifiozin 1210344-83-4 >=0.25- < 1
4. Wy Rifee & sur
g T8 . 3R gHeAT 81 I1 d8iad 3l A @ dl AfSHhd WIh I Jalg B
d &0 T6 38 1 bl o1 &R fRufa o fafeaita warg o
FRUMGRITGUIGI ST TS WY GRT TG0 &< fordl S, ot ol Geil gl § of S|
&1 Uhe B R il 9gai o |
3R @l § YU g oY D UM AT S e |
_ 0T Tehe B W fafeh ity wea oI
3R 3@ § YU g Sy : gfg offEl H I SE o U O 33t kg o ||
e S I 8 3R SRY IR, af Fafeaiia weam ||
3R fTet foran ome ; ;@WWW,WH&W$M,MW%
|
fafeeita Jgam o
THI & 1Y Yg 3] g el bRl |
IS fFT BT He b SRIG UH B $3 A S|
T HEdYU! A&l 3R e ¥ gfeR |

2/22



& seT e

TAlgd gRAMISSIS WHeH & 3R

TEHRT Ty &1 fafd:

30.09.2023

T30y, deR:
590555-00017

€3 MSD [} v

Ertuglifiozin / Metformin Formulation

3ifdH TR SR B3 BT TRRG: 04.04.2023
Ugd! gR SR} A &I dRIG: 01.04.2016

quTE, gl g SR 38 %aﬂﬁ%maﬁmaﬁﬁﬁw%amﬁ?wﬁw
|

¢ & I TS g4 TR 3 B iy ofa 8 Iabelt g1
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6. 3MH AP Reiier Iura

Jafdads AU, JReTETH
JUSHT TUT STATARTCN

TYTaR NG raerar

HHTS P 3R e A A
& uerd ud i

: Aol veTee IUHRUT YT &N |

R gSfeiT R (Ws 7 < ) 3R AfadTTd JREM IUHRON
& gTal (TS 8 ¢W ) BT fUTe B |
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HRIT G701 & "D & 1Y 3a9q

3{dyq

o T T (39)
- TR

T YR =0 Ut / YR

(3R BT
YbR)

RAATA
ST

Metformin

1115-70-4

TWA

1 mg/m3 (OEB 1)

9004-34-6

TWA

10 mg/m3

ACGIH

RN
DRI WhRe

557-04-0

TWA @

10 mg/m3

ACGIH

422
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SERIRCEEY)

TWA (3-1g | 3 mg/m3 ACGIH
S1R1)

Ertugliflozin

1210344-83- | TWA
4

10 pg/m3 (OEB 3) | 3fidRe®

Uig &1 U | 100 pg/100 cm? | 3fidR®
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9. Hifae ud varafA® ur

fearae . SRIa
1 D ST IUA TR
Ty D $e1 U TRl
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EARie]
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|
SaeRIdT (R uer) D STl ISy gl
3= fawpie a1/ I=R : 3T IUAs gl
Saa-RITEdT ST (3R
THadfaferd fadie)
FH famie dimr/ et D $e1 3UAs TR
Saa-RITAdT ST (TS8R
BHadfaferd fadie)
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3{Tee BT dIHH L 2 IuAsy g
BIEGINERSAISEN
. UaNg el
fqeplesd uRayTd . fawples w81
HTRABRU & ORIHTT ;g U a1 fiyul &t sfafieR® Fiifgd gt fovan T g
0T T A D 3l IUAsY g
10. =T 9yt ufafssadr
UfdeR . Siffspuriiddr & @R & ¥ H Fifed 8l
I RRET g iR A RR B
IREweryg ufafsparai ; ﬁgwwwww%aﬁmﬁuﬁwuﬁﬂ@ﬁww
|
A NTRfiPRS Tolel & 1Y UfAfhar B Tbd g |
29 uRfRufeal O o : M, SaTa ud Rt
4d B §9 I AP |
ST AT . 3NRfierufig Toleq
3ge yardf ¥ shied . I3 Ja} aId (FoReY) 3uge gy J1d gt
11. fwrasnfora g
TPHT 3REUT (THUIGR) P TR 1 gRT TG0 BT
O ISR @ § Iudh
foTer
i ¥ Tudh
W fauraaar
TR T g1fFeR® |
uerd:
g Mifae faradar : SfforaTcl fasTaRaT SIgHM: 1,337 mglkg
WIBT: TUHT RIbT
3dUdq:
Metformin:
g Mifae faradar ©  LD50 (JgT (X€)): 1,000 mg/kg

LD50 (¥ (HI3H)): 1,450 - 3,500 mg/kg
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LD50 (sia): 463 mg/kg
LD50 (JRNRM): 350 mg/kg
LD50 (=t foT): 500 mg/kg

EGGISE

g Mifae fasradar ©  LD50 (=TT (}2)): > 5,000 mg/kg

g o fawraaarn © LC50 (8T (RT)): > 5.8 mgll
foe wHg & ford Tues (Tawuior) §ofm: 4 h
URI&(0T ATATaRT: Yel/paiar

NEECEIRAELIESGII : D50 (JRIMRI): > 2,000 mg/kg

AR Wime:

GIEREITCERCLIERGI] . LD50 (IET (}2)): > 2,000 mg/kg

TPBT: OECD URTefur femmeer 423
3fiera: uard a1 fiigor ot pis Mae Siage fawraadr 781 8
fewguft: uer S IR & a1 W nuiRd

GEECEIRAELIESGII : D50 (JRIMRI): > 2,000 mg/kg
fewuft: ue SiRft Imfat & e wR sneia

Ertugliflozin:

g e fauTadar © LD50 (JgT (}T)): 500 mg/kg
SIEELEACLIESKII : fewgoft: o1 Sudsy Y
g = fauTedarn . feugft: Ser Suetsy 8T
O & oY eraeRSaT

JUAS BRI TR afiepd al|

AdYUd:

Metformin:

PG| GOSN )|

gfomy . A®! Il adl B ST
Afxforaw e

ToTfa G RO )

gRkomy G kAT E

fewuft . T oYl Al & ST WR Suid
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Ertugliflozin:
IRIE . UYR&
TR A7 afaksde
JUAS TSR TR aFfiepd al|
3dd:
Metformin:
Uit DN
gRome . gae! Il 3iiaE B oo
Afxforaw e
TSI SRC RN
giomH : 3TE A STa T8t
fRuguf) : TH oY gl & SeT wR suid
Ertugliflozin:
gikomy ;g ST
oI a1 UG GAT DRI
a1 B gUTSar
JUAS SHHRI TR aFiiepd al|
YIRI-TYT BT AR
JUAS TSR TR afiepd al|
AdYUd:
Afaforaw e
Tequr ot fber . ARNAEORE K
U (TaRTUIER) & I L gudh
PTIIT| : o foe
GRICT :  OECD Ustefur feenfder 406
giomH . BUTHSD
fewuft . T oY A & ST WR Suid
Ertugliflozin:
TRI&r B T L R fMp 1S TR (LLNA)
gRomm D I IRyeTgoR el B
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SHaTy] dd "ereHid
JUAS TSR R aFiiepd el

3HdUdq:

Metformin:

et 3 faer TRl o) e e e fausia ufvad= &t St (AMES)
TR Fond®

UJerur o1 fore: 3 fagt T
URI&01 YUITell: T8 fermh |1 HIRIST
Ruma: FBUMED

RI&U D1 fored: Ry fqu=
UR1&0 yuretl: J1d femprargey
URumy: BUTED

fSHcIHaRe 3 faar L IRIEU & h: TS higae™ i
TS g8 (H139)
TWHHIE & IR AAH
gRUMH: BUTHS

SB35 faer Tl o) e dadifear T fausta ufvads @t wira (AMES)
gfRumy: TS

TRI&UT DY T IRR & TT8R WAURAT B HIRIB13 BT i
IaRad= udtemr
Ry HUdS

fSHetRIct 3 faar L ORI &1 T TAUTRAT o TS gAY 1 TR1er
(Sifad uoft 7§ wrsciomies )
TS Ju& (H139)
TA R &b IR Sl
gfomy: UMD

ISEIMERILEESIEE] D ORIEOT Bt foheH: YRR o SRR XATUTRAT B DITRABTSA BT S
IaRad= udtemr
RIS IS
feuoft: T St it & a1 W nutia

TRIE0T D1 feT: HIHISIH TaRRM oXe S fagl
TPBT: OECD Ultequr femmfAewr 473

TR HUTE®

fewguft: ue S IRt & e W nmuTid
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Tteror @t fore: Sacian e faudia uftad &t Sig (AMES)
IR IR ED
feuoft: v S it & a1 W nutia

Ertugliflozin:

fSFICIBIRIE 3 fagr TRl o) e dadifear e fausta ufvad @t Wit (AMES)
gRumy: HBUdS
UR1&I0T 1 fore: shiHTelH TaRYH ¢ 34 fagl
TRUmY: Hund®

fSFeIpHifct 3= faar L Ul ot o TRt o TiiNIge YA g usiern
(Shfad gTof # ArscioiHicd IRW)
UoiTfar: <81 ()
IR KD

FESHBT

JUAS TSR TR aFfiepd al|

3dYd:

Metformin:

IPTIIT ¢ S (HISY)

P gg & ford Iudh . 91 9Wig

(TRIUISR) G

TRH : 1500 /T IRIRS YR

gikomy . BUTHD

groTIfer ;98I (Re), R (Ha)

TEHH A & I . Afae

P Tvg & ford Ius 104 T8

(TRIUISR) g

TQRH : 900 fArT/foT MRS YR

gikomy . BUTED

I ; (X<), TreT (ftria)

T IBRA & I ; %

P gmg & ford Tudh 104 T8

(TRTAISR) g3

LOAEL ;900 fiFm/faem IRiIR® HR

gikomy . BUTHD

N CRE] : yfRr @i Har gfed)

feauft . Uik a1 HRiATe! BT &7 I H URiffe 16T 81 gl ]
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LGS

LRI LRI Re)

A= o IR S OGRS

fram gg & ford Iudh . 72 9Wg

(TRIUISR) g

gikomy . BUTHD

Ertugliflozin:

G| i (H13¥)

TAIBTA & I ; %quw

frda Tvg & ford Tus . 29T

(TRIUIR) g

ko . BUTHD

Tty : X2)

TAIHTH & I ; %m

o g & ford Jus 29T

(TRIUISR) G

gfvomy . BUTHD

FIRSHdI - Ha L o DT Ied Fo fauTaRddT o forg arffervur &1 qade 8!
AT

3T fauTadr

AR SFBRI TR Fifpd el

3dYd:

Metformin:

3[Rl & YHTT . OYerur i fope: IR
goTfa: IeT (X©)
TEHH YA & I Hifkdd

JddT: NOAEL: 600 farm/fe smifves 1R
TR Yol &HdT IR UHTd e

MR & e wRuyEl © weo 3! fHw: o
goTfa: IeT (X©)
TEHHIH & I Hifkdd
fomraTd® fauTadar: NOAEL: 600 BT/ RIS 4R
gRUMH: REISHIe THIT T8t

Tieqor o1 fre: Yoy fRig) fawm |

AT TR

TEHHTH & I TEH

YOI RIg] fawTaan1: NOAEL: 140 fir/fa Ikifves YR
GIROMH: SISl THTd gl
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EGGISE

3(dRdT & UG L Ul ) o Ueh-tid) g dTe fasTaan sierae
goTfa: g7 (X©)
TEITHRH & I: 7 o
URUMe: BUTHS

TR RY & PR R uyE! : Ge0 3 [ BRI/ R™ &1 wi o
IoiTfar: <81 ()
TRIhRM & IR: 7 o1
gfRumy: BUTES

Afxforaw e

SRAT & THIE L ORI & T faNTaaar YA @I/ f[Adh T Sh1H URIEfuT & ary
S I arelt i W1 BT fAwTadr &1 st
Uit 8T (RT)
TRIHRH & IR: 7 o
TIBT: OECD TRIEUT feRmAGRT 422
gfomy: BUTES
fewuft: ue Sl gmfiat & et wR snefka

MR RY S AP RG] Geor o e Yoy Rig faem|
goTfa: IeT (X©)
TWIThRM & IR: F1a
gfomy: BUTES
fewuft: ue Sift gmfiat & e wR snenfka

Ertugliflozin:

3Rl & UHTE © U B fhe: Widfadt / 3R o1 Uit fasTg
Uit 8T (RT)
TSI & K Hifd
JdRdr: NOAEL: 250 farm/fesTn smsiRes UR
feuoft: O1q fawrdddr &1 sradie fasar T

Tl Aeayul ufdma uuTa 1 g e et

Teq0T bt foper: WEfrdt / 3IR™Y T Twsial Ty
TSI TR

TEHH YA & I AfGd

JddT: NOAEL: 200 farm/fe smsifves 1R

fewoft: fo<h deayul ufdea uuTE &1 a1 =g i

MR RYF AP RG] Gheor o e Yo Rig faem)
goiTar: <81 (<)
TEHHTH & I NAB
fapraTa® fauTedd: NOAEL: 50 fE/id T IRIRS YR
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TXHI T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 04.04.2023
4.1 30.09.2023 590555-00017 Ugall IR SR} A B dRIG: 01.04.2016

feauft: ufaga fawmarer® THTg 3t Tt

Tieor o1 foe: Yoy gy fasm |

ToTifa: TR

TRAIHIE & I AfED

famTITHS fauTadd: NOAEL: 250 /i IRIR® 4R
feauft: foedt Heayuf ufagd wvrE &t gemr 61 fireh

STOT - Uohd SiifEaH

JUAS SR TR aFfiepd al|

STOT - SIg3[T SfEaH

JUAS TSR TR aFiiepd al|

3dd:

Ertugliflozin:

U (THUIER) & I . A

L 3aTa DT, U, Ry .

i L 3t T TRIG 3ReMUT BN WR ST (3RIRY) B B Ugan
gparg|

U G faurear

3dYd:

Metformin:

Trrifat LRI (e

NOAEL . 125 mg/kg

TEHH A & I

fram gmg & ford duds 1 year

(TERIUTSR) g3l

femuft . ot meayul ufdged wHTa &t AT e et

TSlTfa ORI

NOAEL © 100 mglkg

TEHH A & I Afes

frda THg & ford Jud 1 Year

(TSRIUTSR) g3l

fewuft . ot TRyl Ui wHTa ot e e ot

PTIIT g

NOAEL ;50 mg/kg

TEAHRE & I Gl ko

fram g & ford Tudh : 2year

(TSRIUTSR) g3l

feouft . {5 Heayut ufdewa yuTa &t gaeT et e
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€3 MSD [} v

Ertuglifiozin / Metformin Formulation

TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023

4.1 30.09.2023 590555-00017 Ugall IR SRT A & dRIRG: 01.04.2016
EGGISE
PEIRE . gl (©)
NOAEL : >=9,000 mg/kg
T TH R & I S EE AGG |
faq gy & ford Tuds : 90 Days
(TRIUISR) g1
ﬁﬁrﬁwaﬁuﬁz
P . gl ()
NOAEL : >100 mg/kg
WW%W :
fram gg & ford Iudh : 90 Days
(THIUTSR) Gl
femqoft C T S R % ST IR yTiRd
Ertugliflozin:
gt LRI Re)
LOAEL : 500 mg/kg
TR B & I :
P gg & ford Iuds - 30d
(THIUTSR) Gl
yromfa LRI (e
LOAEL - 250 mglkg
TRHRH & I ;
frda vy & ford Jud © 30d
(TRTAISR) g3
&g 3aaq : 113]‘
PEIRE . gl ()
LOAEL . 25 mg/kg
TEAIHTH & &
P gg & ford Iudh 180 d
(TRTAISR) g3
&g 3auq © T, g3l Ue
verfd . g (T)
LOAEL . 25 mg/kg
fra g & ford duds © 90d
(TRIUISR) T
e 3aud L Tef, TREIgeRers—d une, R&Y
PG |
NOAEL . 150 mg/kg
T B &b T e

15/22



&1 SeT e
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€3 MSD [} v

Ertuglifiozin / Metformin Formulation

TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023

4.1 30.09.2023 590555-00017 Ugal IR SR R & dRIG: 01.04.2016
fpaq gmy & ford Tuds . 270d
(THIUISR) g3l
femuft - ot meayl ufdgd wHTa ot e e et
RG] - HUP (HIS3Y)
NOAEL ;100 mg/kg
TEHHRE & I ;
fpaq gmy & ford Tud : 90d
(THIUTSR) g3l
feauft . ot TRyl Ui wHTa &t AT e et
RG] - HUP (HIS3Y)
NOAEL ;100 mg/kg
UHIhRMA & I : Aife®
fpaq gmy & ford Tuds . 28d
(TRIUISR) g
&g 3{dad : g@"[
feaoft . ot Heayul ufdgd UHTa @t T et el
AT Rl
JUAS TSR TR aFfiepd al|
TG SIRaW & 1Y U
3dgd:
Metformin:
GEEEEED : fewoft: @ A e 8l gebd ©
3iE T Judh . fewuft: sifE) A oo 8 ol §
e o L IMNR: X, Tddl, I, grads JulTell debeiits, U GerT,
yfedgidr, ¥wae, RReg
Ertugliflozin:
IBUGESEI L SR UEY 3 gWHIG 8, RGeS, Few, g%, Hadll, T3 9y
TerHuT, AU § g¢, HURT 499 9y FHHul
12. uTRfRUfasTa Ja=n
urivfRufae fasmamar
AdUd:
Metformin:
QAT oel ol fawedar ¢ EC50 ( Pseudokirchneriella subcapitata (Bffﬁ?ﬂ?f (Qc_vﬁ)): >

100 mg/I
o g & ford Hudh (TaRdioR) g3 72 h
T 3 3.4 S & fAdwr 201
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TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Ertuglifiozin / Metformin Formulation

3ifdH TR SR B3 BT TRRG: 04.04.2023
Ugd! gR SR} A &I dRIG: 01.04.2016

TTHIl T o fafd:
4.1 30.09.2023

T30y, deR:
590555-00017

SHaTo[s & fors et

Teall o) fauTear (RReifee

SBT3 Je-xfed
ENERCLIESCINEREIINED

ASall ol fAuTadar

Aftforaw Whae:
IS & fauTedar

SHiT TE o Texfea
SR fasTaddn

PEIR SRR I AR CLIERG|

NOEC ( Pseudokirchneriella subcapitata (EQLT??[HTH (Q(Trﬁ)):
100 mg/I

o g & ford Hudhs (TaRUioR) g3 72 h

TpT: 3713 ... xe Fa=T 201

: EC50: > 1,000 mg/l

e T & R YU (TEINR) g3 3 h
RI&U DI fba: %rmmmﬁw
T 3 2.4 ). T g 209

NOEC: 10 mg/I

o wg & o) Hudhs (TaUioR) geim: 33 d
TSI Pimephales promelas (ﬁ'ﬁ%@' ﬁﬁﬁ)
T o W T = 210

: NOEC: 40 mg/I

o wg & o) Hudh (TaUioR) geim: 21 d
IS IIFoH Daphnia magna (dlc} Wﬁ)
T oft 3 3 B e A= 211

. LC50 (Oryzias latipes (GITCHT-ﬁ ﬁ%ﬁ)): > 100 mg/l

o g & ford Tudh (TaRTUioR) g3 48 h
fewoft: v St it & e W nutia

: LC50 (Leuciscus idus (& 3H)): > 100 mgl/l

o Tg & ford Tudh (TaRTUioR) g3 48 h
TWIPT: DIN 38412
fewuft: ver St gl & Ser W snuiRd

:  EL50 (Daphnia magna (dieR 1?IF\:T)) > 1 mg/l

o THa & o Wudh (THRITISR) §3T: 47 h
X forar oI a1er uerd: Sie it SR

BT e 67/548/5 3., T o, 4t 2.

fewuft: ver St IRt & Ser W snutid

facrad &) dar R S fauredar T8t

- EL50 ( Pseudokirchneriella subcapitata (Bﬁﬁiﬂﬂ (Qc_\rﬁ)): >1

mg/l

WW%%@W (THIUTSR) §3MT: 72 h
% fpar oI a1er uerd: Sie g i

T o 3.9 S T Adw 201

fewguft: ue S IRt & e W nmuTid

facar ot T R ®Is fauTeddr T8t
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Ertuglifiozin / Metformin Formulation

TTHIl T o fafd:
4.1 30.09.2023

TY.31.09. FeR; i IR SIRT R DI dRIG: 04.04.2023
590555-00017 Ugdll 9R ORI 3 B dRIG: 01.04.2016

SHarugedt o faureddn

Ertugliflozin:
IaTel/STeT el b fawTerar

SHtaTo[s & fosTerdd

Teall o) fauredar (RReifas

SHAT Td 3 AeMed
ENENCLIESCINEREIINED

NOELR ( Pseudokirchneriella subcapitata (Eﬁ?ﬁﬂa (E(Trﬁ)): >
1 mgl/l

o g & ford Wudh (TaRdioR) g3 72 h
X forgr oA a1l uerd: STe it SR

T 3 3.3 S e AW 201

feuoft: e S it & a1 W nutia

: EC10 (Pseudomonas putida (ﬁ@ﬁﬁl‘lﬁ[ UJ%ET)): > 100 mg/l

o g & ford Wudh (TaRUioR) g3 16 h
¥ a1 o STel Uer: STo SEmRiford ofRt
femuft: ue SiRft Imfiat & et wR snerika

:  EC50 ( Pseudokirchneriella subcapitata (EQLT??[HTH (Q(Trﬁ)): 77

mg/l
o g & ford Huds (TaRdioR) g3 72 h

et ot 3.4 & e Adw 201

NOEC ( Pseudokirchneriella subcapitata (Eﬁ‘aﬁﬂﬁ (Qc_\rﬁ)): 50
mg/l
o g & ford Hudh (TaRdioR) g3 72 h

et ot 3.4 & e Adw 201

. EC50: > 1,000 mg/l

P gmy & ford Huh (TaTdeR) g3 3 h
TRl B fHE: YI-TRaTY H FPHIac
T 3N 3 S e R 209

NOEC: 1,000 mg/l

o T & ford Hudh (TaUioR) g3 3 h
TRI&UT B fh e YT-IRa A T hac
T 3t 3 4 St 2w g 209

NOEC: 1 mg/l

o g & o Hudhs (TaUioR) geim: 32 d
IS IIFoH Pimephales promelas (ﬁv?%g ﬁﬁﬁ)
T ot 3 i & 2w A= 210

fewoft: facraar @t o iR B fawredar 7t

: NOEC: 2.14 mg/l

o Tg & ford Tudh (TauioR) g3 21 d
Uil Daphnia magna (dlc} tR’ﬂ’[)

I off 3. 8. e fdwr 211

fewoft: faciadr &t w R Pig fquTadar 78t
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Ertuglifiozin / Metformin Formulation

TXHI T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 04.04.2023
4.1 30.09.2023 590555-00017 Ugall IR SR} A B dRIG: 01.04.2016

TR 3R ORI
3dYd:

Metformin:
Sfdh STHHUIAT BT &HdT . gfvom: dtg ifa & srgefiford g9 areht
Sfdeh THHUET: 50 %
o g & ford Tuds (TaRTUIoR) §a: 2 hrs

Jqar:

A SGHHUT ST gTaT UNROTH: GHAT & A1 WIpTadh i o SashHubRI
CRISPSENHEEISI

A Wave:

Wfdh SOpHUAT B AT URUTH: SRAISUSsd el @
fewoft: T St it & a1 W eyt

Ertugliflozin:

I SHTHHOTAT BT & : ORI YT & H1Y Tl diids 8 SHIhHUTBRT
(ERfeTSiaa) 7 g arar
Sfde SasHHUET: 40.8 %

o Tg & o Hudh (TaUioR) g3 28 d

Tuifaa Sfae d=ua
3ddd:

Metformin:
ELISRRINICHCS] : log Pow: -2
SfgeHId/ar)

AR Wiwe:
fauTe Turies: (T . log Pow: > 4
SfgeHIa/a

Ertugliflozin:

fAUTS T[uTiep: (WA : log Pow: 2.47
SfgeHId/ar

fordt A wifer=fteran

34

Metformin:
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Ertuglifiozin / Metformin Formulation

TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023

4.1 30.09.2023 590555-00017 Ugal IR SR R & dRIG: 01.04.2016
TR0 Hal) B faaror . log Koc: 4.3
TIHT: OECD Utefur fE=mAd=r 106
Ertugliflozin:
TR0 Hal) T faaror . log Koc: 2.88
3= Ufapd gHTa
3T IUAs Tl
13. fAger= Hifgard
fAreR & 8%
/Y I 51 9 (e . e I A | A B |
RIF fafadf &g B |
afa ofdh D aTeh FSeal Bl IR B gISd B aralt halaic! B SArsdal a1
T & ford o Se|
TR 3= faffEy 7 fopan T sivgad IdTG & U |
fAueHE &9
14. URag= GaAT
Jrigia fafraw
UNRTDG
TR Il & =0 ¥ fafafig T8t
38 T & T-3Y oft 3R
R Il & w0 ¥ fafafid T8t
3mg uH St oil-@dls
GRS Il & w0 ¥ fafafid Tt
IMO JUHRUN & AR 4P A ufiagd o
3mfef faru MY trsae & forg @ et
IYUNTHl & fore faRw wraenfaai
PRI
15. fafrarae @

gerf a1 firyor & e Ren, Wy, ofR wafavor & fafufaam

39 IdTeH & 3aud fAfiaf@d sHa<e Ry A gRa §:
AICS : Fyffea T8t

DSL : fyffea &t
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Ertuglifiozin / Metformin Formulation

TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023

4.1 30.09.2023 590555-00017 Ugdll 9R ORI 3 B dRIG: 01.04.2016
IECSC : feffa T8
16. 3= AT
TR o fafy ! 30.09.2023
Sffaf¥ed SIS RY
3aT e & dhad & o . % HId SDSs, OECD eChem ¥ 3(idR® dd-Id! scl, Sl
AT fohd e adrast Ui Tiel TR quT QI ™™ Tord,
http://echa.europa.eu/
feie ey . Ao ay
3= SR & quf arey
ACGIH . gude| ACGIH AR M (TLV)
ACGIH / TWA . 8-Ye, HY- goi 3Ngd
AIIC - 3l Tl &t sifeferrs gal, ANTT - Wﬁw@u@mm ASTM -
3Tt At Uieror TR bw - Sial &1 9; CMR - BRI, Heol-d a1 Yo faveT; DIN -

THA AFSIHR0 GRH & U AFS; DSL - aiqwﬁﬂjﬂ(m) ECx - x% Wfdfehdl ¥ 9T
THe; ELx - x% UfAfehar I &t ST &X; EmS - ATUTqHIe- Uegd; ENCS - Ael 3R =Y
RS Uard (JTAM); ErCx - x% Jia a&x Uidihdl ¥ JST Hoba; ERG - MU Hidfshar
TES; GHS - WWWWW;GLP-&@TWU%H; IARC - ¥R TR 3fJHYM & forg
Toi; IATA - 91y uRagd THIRIURH; IBC - YR OE1 T WaRAdb -1 aral
ésﬁnfwsﬁwwésm HfgdT; 1IC50 - 31T Sffpad RIS ddha; ICAO -
RIS AR faA T3, IECSC - ﬁﬁwwﬁwﬁﬁsﬁaﬂmm i
WWWNO ST T S; ISHL - SMefeh JREM SR WA BT (SUT);
ISO - AM®IHRUN & T SIRIPRT 13, KECI - HIRAT HISET [T $de; LC50 - TRI&UT SHTarel
BT 50% 1 °GIdd Adbgd; LD50 - URIEUT 3METE B 50% 1 °dd GRIP (AT b1 WRID);
MARPOL - STgTall ¥ UGNUT &1 AU & o SfeRigha Ta; n.o.s. - 3T Ay 7T, Neh - feredt
f98; NO(A)EC - Sadib+ = fdar M1 (wfddd) WHE dda; NO(A)EL - 3fdaid- 9 foear T
@fdHe) THTT TR; NOELR - TR-3{JdIH-07 UG deM &X; NOM - RGN Afdem fad;
NTP - 81 faw-fax SRIH; NZIoC - 8T $1 et ofs $dedl; OECD - SR e IR
AT Tia; OPPTS - IMMAM® YRET 3R UGN AHUM HATAT; PBT - RIRR, Wd-THAHN 3R
fawmad uerd; PICCS - @A SR IS terdf @t et gded); (Q)SAR - (W) T
TfAfAfY Fee; REACH - TRIU T¥e 3R IR GoiRul, eidh, WRHGR R ufady aRug &1
fafa@= (EC) . 1907/2006; SADT - W-tigdl 3{Ude dIIHH; SDS - YR&T Sl /ie; TCSI - agd™

IS TSI sdesl: TDG - @RS HId ol URde: TECI - USds TG Sdell; TSCA -

fawrert uard Az s (3ge Isg SMReT); UN - §g Y; UNRTDG - NSRS 9HH &
URaET R TG WY BT BN, vPvB - Tgd R IR Tgd S1a-THAHRUT A-F; WHMIS - PT-

Y WARAID JrUt =1 Joret

T QRe&f ST e & 39 JHRH Bt dRiE B &l Tl STHER! §9R IH, STHGRT 3R Ay &
TR & § | STHHRI DY QR 71 | JHTTH, TART B3, Ufehal 3, Tad B, TRagT B,
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Ertuglifiozin / Metformin Formulation

TXHI T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 04.04.2023
4.1 30.09.2023 590555-00017 Ugall IR SR} A B dRIG: 01.04.2016

e o qUT s & fore Fad Arfex[ & wu § feuaA fosar mar § qur ford) yeR ot adt an
TOraTT &1 fAfERT 181 AT W | ety B Tl & RT 39 SDS & /Y W ugar! Tt Fad
faRry arRh § Tefid 8 9wt SDS wnft &1 fareht o aradt & Taem a1 fansht o ufshan °, 5|
T UTed § 1 ST 7 Y, TRINT $H’ WR 9 Ta] 81 Wahcll ¢ | ARht yaiadrsll &1 a8 W, yaiad
¥ oifad Iare B SDS-UFR & IUYHIdT BT e B Tled eod B, TN B, Ufehar dA
TUT TG TR & 3 3iE 1 & faRiy e & SHaRY SR Ry ot weften & =1ty |

IN/HI
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