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1. IIG T4 HHH! Bt Uga=

e A . Ertugliflozin (< 2%) / Sitagliptin Formulation

fFratansmyfdeat

ST MSD

adl . Briahnager - Off Pune Nagar Road
Wagholi - Pune - India 412 207

P RIrAC] © +1-908-740-4000

IR Salh I TR © +1-908-423-6000

S-Ad BT Ul ©  EHSDATASTEWARD@msd.com

TR R e o ufaey

RprIss yan 3wl

ITINT R Hfasy LTy el

2. @aX B! ugaH

fAmtor, YieRUT 3R & ST WaRATE THEA awTastt, 1989

TffmRor

SIgA-1 F T | F FuiRd AFES & SOR ¥aA1e & FU § Fiipd T8l §

it . ¥ -affevur

TUS! GABRITITIoH o faumtR

iR 3 efasae : faumR

DI (Uad) STl WeRT @ fAUmT 3
@I (o) S @ ¢ faumT 3

SI.T9.UY. d9d dd
SiReH &1 e : C
P s kil
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Ertugliflozin (< 2%) / Sitagliptin Formulation

TR TRMeE ot fafd:

6.1 11.08.2025

TY.31.09. FR; i IR SR TxA P! IRRG: 14.04.2025
595275-00021 Ugall §R SIR] 3R &I dRIG: 04.04.2016

B et sara™

Tgfaard/gdfau™ §aM

H315 + H319 @l 7 oieH 3R 3@l § TR e Uer Sar g
H412 STeTeR Sila TR o RIRH UHTG 3R 91U g BieRS |

" AT

P%64+P.265 TUTA & §1C BT I 3T dE T 44| 3iia ) Ad
£l
P273 dTdTaRUI § 1S J URER B |
P280 &/ XM 3TR 31 T/ &0 U |
3TN
P302 + P352 3R a1 W gl dl G IR UMl ¥ Y STel
P305 + P351 + P338 3R 3@ A Il S| Ps fHe d& urit 9
IREPR () H | 3FR Hicde AF T 8l @ 3= FHepra
3 81t e ¢
P332 + P317 3R &@d1 |R SaH g e Tgradr urd a3 |
gw + P317 3R 3{i@1 H e TR} Ye: foifdsedn weradT ur
|
;3%92 + P364 TGN HUS! &I I¥d IR & 3R T: TN U8
|

frarur

?ﬁsm . / f&s8 P FueRT Wigd de Svid HREH A
|

3=y giferat T ufvomy wawy affewor e garl
UfehaT, THIT 31 3 WL & SR fAhied Ya-arg o s Jehd g

3. 3[9UQ! BT HICA/SIHPTI

EEiER : fhson
3agq
=S I T (FY) - TR | ST (HETRH) (%
w)
Sitagliptin Phosphate 654671-77-9 >= ?\:\Cl)w< 50
. 9004-34-6 >=30 - < 50
Ertugliflozin 1210344-83-4 >=1-<25
nRifoRY ¥ave 557-04-0 >=1-<5
g 3,4,5-fcgragifaga~ite 121-79-9 >=0.25-<1
4. UTyfire RifeeT & U
M A8 D IR e 8 1 dEd 31 7 @ al AfSHhd TP I Jallg B
_ SIS T&(U1 € X I1 Xobl 1 &R FRUF H Frfpcdia Hare o |
IRIMGRITGUIBI ST IS T gRI UGUT P fordl Sl ofret Getl g1 # of S|
&0 Yehe B WR il gean ||
TR @ ¥ YU gl Sy . UUS B W, R 9 B HH F HH 15 B 9 X IR U
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TEHRT e & fafd: 3ifH TR SIRT 34 BT IRING: 14.04.2025
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TY.31.0Y. F:
595275-00021

3R 3T ¥ IS gl WY

3R T foram S

T AU T&0T 3R
TUTG, A1 ot 3R o
e fafdrer o TReur

ffercre o ford g

6 ) 3R 1Y g Tgfvd avd U4 ofd IR ¢
fafe iy Tgai |

YN ¥ Ugd a¥d g

QYT 9 Ugd ¥ Sd Bl 3wl ok Uil

 gWd B WR, A G B HH I HH 15 e IF X IR U

I U T g6 B
3R PITeH 51 U B, 3R I7eh! IARAT 3 81 IdR 2|
fafeaia ggan ol

: gfe Frar 9, 95 ORa Ad #R|

0T Yebe B W Tl ety Jgan o |
Ui & 1Y g 3wl ae Pl HRd |

Ll B e SR 3@l § TR Sie Uer BRdl B
L YT Fafored 3 aTell DI 3T GRET IR &I T 16T, a7

SNRIA BT FHTET 8 TR G T Jfadh GRETED USRI
BT ITINT BT A1eT (TS 8 < )|

D Eeifore 3R TN ¥ IURIR B

5. IR U™

IUGdd SR Hifsar

ST (31TT) G & HIeAH
IR & SR fafy waR

WARATPH Ggd IdIGf

(31T) g3 & o adias

3T g & fore fa=iy s=ma

A [ S|

TAwgia-UfaRIe ST
P SRAHIRS
/T T

I
L YT § O A%, TG Id Bl SURUTY A I o gaT § SR

HIB! 7 A THA 2Id) ¢ dl fIpie i Gura 81 gabdt 2
38 SUTC] BT YUD TR & To1Y Teh WeRT &l Febell g

. PR RS

Aed SNaTEey
BIRPRY & Sy

© g8 e I UanT B o R R 3R Sm-uy

qIATaRYT & 35 Bl |

§< fSeall Bl ST PR & o SA-BoR BT YANT R |

SR TN XA GRIEA B < ST & &3 F &ifdgH dHeR Fapra o
S8 & WTelt Hram |

L 3FT A O WR, W9U-FafEd 4 SUsRu ugH |

Al a1 IuHRUT UART 61 |

6. 3MHfRTE Nefier Iur

Jafade QAU RETHD

: Al ReTEHS IuERUT YR B |
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TEHRUT =AY i faf:

3ifdH IR OIRT FRA &t dRIG: 14.04.2025
Ugd! IR ORI &R & dRIG: 04.04.2016

JUHIT AT SMUTIBTA
Pl

TgiaR i Fraen=ar

HHTS B 3R e Y b
& Uard g4 i

RiEra Fefei R (WS 7 37 ) 3R fdarTa Jrem Iuaui
& gTal (TS 8 T ) BT ST DY |

: gIdeRY | Bie ¥ URER B

e AT QRI, SR 31 g a1 saema &1 A |

Ggd 4 T U 1 g1 Td FApTerT |

%@g{ﬁwmmﬁﬁ,ﬁwmﬁ
|

. BABE Bl B & (o, THS HR 1 d-gH gRT 3fod fSaa o

T Ad B
%mfrﬁwﬁamwﬁwﬁ(a@r%%ﬁw@rmﬁ
B B |

d P! gl W THHd 7 5 <, T I G T H araraxor 3
JAefer B WR fawpie o a9 Sar 8|

R a1 YT fafam 59 vard & fagf ok AueH &4 &
forT @] 8) Tohd 7, Iy & I IERIgey ok Sgeiy W o oY
9 uerf ) Refit 3t ITs B IUGHT A a1 o1 § 1 39
fufg e ghm b R fataw @ B 81

39 TSI & SFHTT 13 3R 15 F& R a1 15T Revrgri<
& IR A THSHR UM HRd g

7. TATA 3R HSRUT

T/ $d dfea’E
IRF& grua & forg
grayr=r

R SR Bt uRkfRyfar
39 yerf @ &

: faw faggd o1 81 et § SR Fefad ¢@ & SR fawwie 8

bl B
iferd yafur sad, S &) 3aacie MSSIT 3R dighnar
3ifeh T ATATaRT |

: Tt Iuged ardrE | JaRT 1|
. A A HUS R A1 RA T

el DI GG GRT U0 A B |

e 74|

3@t & 7 o T

AT & 916 @l I 33 g U]

33T M Taesdl SR JRET TUT3H & IR TUTS, o
PRIV THIUIGR STHT TR TR B

Yd BT IATG 3R SHE HH Y HH gH <

S UanT § A7 81, fosa ¢ [ |

1Y U4 Uoda & A 9 g X9 |

Rfas AR & ufided yafor e s
@mqé%%dfq‘@ﬁﬁ@r&qﬁ D Ay W, 3R wafaRor § w9 9
®H I

D 3B RE ¥ Aad ot gu fEea O T |

faiy It fafomt & IR HeR 1|

. Fufafed ueR & Meae & Iy 9 3@
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TXHIT TNy &t fafd:
6.1 11.08.2025

TY.31.0Y. F:
595275-00021

€3 MSD /) e

3ifdH IR OIRT FRA &t dRIG: 14.04.2025
Ugd! IR ORI &R & dRIG: 04.04.2016

g sheRfteuliyg Toieyq
8. Sifey famror / fAett JRem
FIIRS AU & AP & HIY 3qUq
3[qgd H T T (h¥) | G PR fg=or e / 3MYR
- TR (RSB | Wi
UPR) HYTCTA
Sitagliptin Phosphate 654671-77-9 | TWA 0.6 mg/m3 (OEB | 3fidRe
2)
I 9004-34-6 TWA 10 mg/m3 ACGIH
Ertuglifiozin 1210344-83- | TWA 10 pg/m3 (OEB 3) | 3dike
4
Uig &I AT | 100 pg/100 cm? | 3fidR®
Ry ©ae 557-04-0 TWA (@@ | 10 mg/m3 ACGIH
4 T 37
TWA (¥9-1g | 3 mg/m3 ACGIH
B
EEIRLIEURRLEL o gt SRR Fgan @) oRRR Sz gRT wraffad g
TR 3R Iare), Sl 3R gafarur ot 3em & o GMP &
Rygidl & SR Hanferd fasan ST arfgul
Hd R g a1 3R fEfa &3t (O, Siiu=-%9 sy
fSargw) # Al &1 RFTR Ae & e Iugad Abu™
Tenfifear St €1
Gl THTA B gAaq B |
froft aama &t IrEh
YT o s9a L TR YT W e dfedz Sudsy 78 @ a1 TeuieR
3TeHa SRR fA=n-Fce & a1eR TauieR vefRid HRdr e,
a1 4T GR& BT STANT B |
ek THR . EeuTeR
BTt At sama
garef D A gE
i D B9 T W fdUR SR
il daeft smma D I3 XS A1 TINTC o AT GR&M °I=AT UgH |
3[R PHTH & AR a1 Mafafd & ¢ ! fRufaal, S a1 TRIae
S g, ol IFred M7ed ugH |
3R Y, Y, T TR & Ira-T 1 WUeh bt GHra-1 &1,
THRICS 1Y A6X BT 3 TRE0T U |
T U9 TIRR e s © gl OT YNTRIE Bic H HTH B

ISR &1 B! Jdg! § §91d P 1T i off ! P P YR W
f&oEd o) |
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HW@H@@HWW%WWWWW
Wesdl T U™ : mws@v%%w%qﬁﬁaﬁﬁﬂm%

@ BT A & VM & B 3R 4= Bt yonferar 3R Jrem

R TeH TR |

TRINT & SR, SHT, YT a1 ¢HuH 7d $H1 |

fIgd PUS! Bl HRIVT Y FIER o SH DI A 7 ¢

TN HUS! B! O & a1g o R I SxaTd |

gfayT o gHTdt Yarad H SoaiaT Hdzor o) gdiern, Ifad

eI YR&M USRI, Ifrd ST 3R uik=ie= ufssanat,

N Tz AR, fafden IR ok aqrimest

=0T T SeaATe TN g Ul

9. Wifa® vd IWmafa® ur

feamae SN

[T TR T

Ty L 3l IuAsY gl

e Bt Gg : ST SuAsy gl

diwg L 3l Uy gl

frae/ds &1 araaE L 3l IuAsY ol

URfYS IdeH &1 fdg/Iaa- ST Suas gl

CaRksiEI]

aw fag ;U e

IRBRT BT R D Uy e

ST (319, 9T ) : ﬁgwwwwm%aﬁmﬁmﬂwsmmﬁrww

|

SaeRiTeraT (@R ard) A Ta R I

3= faumie 41/ TR D ST I g

SATRIeAr | (W

THadfafae! ferdie)

F fapie i/ et D STl U g

SaARITedT T (@8R
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Jroef I g . UOT el
e g : ST ISy gt
T ST Iuas gl
g A fagar : 82T IUds el
QU Ui (T D Uy gl
3faea/arn)
eI &1 argH ;3T Judasy gl
3T BT dgHH : 3T Iuas gl
BIESIREEEAIREE))
fampIfict © UaNY T8t
faepieed uRayd . fowples 8t
3NRABRUT P ORIHTT g9 uerd 1 iy @) SiiRfieRe Fiifed €t fvar mar g1
3MUIfaes HR : 8T U gl
CAURGRILGILY
U BT HIY : 8T U gl

10. fRRar ayr ufaferaar

gfd®R L SffiforaTRiieal & Wk & U H aiidd el |
TR fRRar g Rifufaa A fRR B
IRGH ey ufafsmarait : ﬁgwwwwm%aﬁmﬁmﬂwsmmﬁrww
|
Aot SfiRfierRe® Tolel & A1y fafsar &= gl g
3 gRfufoat 9 & . dTY, Saren U4 Ry
¢ DI - AP |
ST AR L SfeiteRufi ey
3gee yerdf § Sifey . PIs TR 1A (FORSY) 3uge yerd Fd gt
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Ertugliflozin (< 2%) / Sitagliptin Formulation

Sitagliptin Phosphate:

i AR fasTaddn

Jqae:
g A fawTadar

GIEERSERCLIESSI]

g g fauTadar

Ertugliflozin:
g M fawadar

GIEERSERELIESEI
g g fauTadar

Ao e
SIEREICEACLIEREI]

g g fauTadar

g Afae fawredarn
g g fauradar

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR OIRT FRA &t dRIG: 14.04.2025
6.1 11.08.2025 595275-00021 UBell IR SR} B &t dRIG: 04.04.2016

g fauradan

IUAS TSR TR aNpd Ta|

gerd:

GIER:IIREED : SfferaTelt fqsTarTar $FAM: > 5,000 mg/kg

I AT RIBT
3{dad:

LD50 (JgT (R<)): > 3,000 mglkg

LD50 ({8 (HI39)): 3,000 mg/kg

LD50 (JgT (R<)): > 5,000 mg/kg

. LC50 (I8T RT)): > 5.8 mg/l

feb e THE o ford Tueh (TarTUIoR) 3 4 h
URI&(0T aTTaRT: Ye/HaIar

LD50 (GIR0): > 2,000 mg/kg

LD50 (JgT (¥2)): 500 mg/kg

: feogolt: Ser Suas T8t
: feogolt: Se1 Suas T8t

LD50 (IgT (}<)): > 2,000 mg/kg

TRIeT: OECD TRIEfUT G 423

3fferer: gerd I firgor 3 B e siage fawdadar 8l 8
feoquft: wes Srit Il & S w snerRa

LD50 (WRIRD): > 2,000 mg/kg

e S T B T TR T
Uit 3,4,5-Rerasifag™-iee:

LD50 ({8 (H139)): 1,700 mg/kg

LD50 (IgT (¥2)): > 2,000 mg/kg
RIS OECD TRi&0T fe=mAERT 402
3ffera: Tard a1 firso] & Hig T e fawTeRddl gt §
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TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR OIRT FRA &t dRIG: 14.04.2025
6.1 11.08.2025 595275-00021 UBell IR SR} B &t dRIG: 04.04.2016
T & fore e
@1 B SfaH Ul R g
3{dad:
Sitagliptin Phosphate:
PG| R GER | 1|
GREa D YW
gfomg | =T G E
Ertugliflozin:
gRkome . RSP
Afiform e
I RS | 1
gRkome | =T G E A
fewut © TP o IR & el R eiRd
vt 3,4,5-Rgragifage~ice:
Rl L TAMTHT ATa SRl (3RUD-S)
GRICa :  OECD W& fe=nfcer 439
oy | =T G E e
TR A7 gfak<e
3@t o TolteT ST Idd Hal g
S CRCH
Sitagliptin Phosphate:
ToTta RSl | 1
GRER! D gV cE
gfomy : 3l o for S|
Ertugliflozin:
gRkome AN GE
Aforme Tae:
Sl R R
gfomg 3@ H e T8t
feaguft D U R R & SeT W Sneid
uifoe 3,4,5-Reragifag™-iee:
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Ertugliflozin (< 2%) / Sitagliptin Formulation

Sitagliptin Phosphate:

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR OIRT FRA &t dRIG: 14.04.2025
6.1 11.08.2025 595275-00021 UBell IR SR} B &t dRIG: 04.04.2016
I G R | 1|
RG] :  OECD Udlefur fe=mAcr 405
givome C 3G W URadHIg UHIG
O T THST AT DRI
AT B gITR AT
IUAS TSR TR aNpd |
YTI-UYT D GITeTdT
IUAS TSR TR aNpd Ta|
3dad:
Sitagliptin Phosphate:
Terur 3t fey Y s 18 IR (LLNA)
Pl ¢ U (HI3Y)
T :  OECD WRtefur femmfder 429
gRomy L SReESR T g
Ertugliflozin:
Terur 3t fey Y s 18 IR (LLNA)
gRomy L SReESR T g
Aforme e
e of forer . AGEHE Y o
U (TRIUIER) & I 9 ¥ gudh
o Ao
GRICa . OECD W& fe=nficer 406
gRome . BUTHS
fewut © T o IR & el R iRd
uﬁﬁusﬁgm@ﬁa,ﬁﬁhqz
Tigor o1 frer D R fOMh TS TR (LLNA)
YU (TRIUIER) & I 9 ¥ gud
PG| Y (HT3Y)
gRome . gRdld®
i OIS I & SHCReIR B YU (WiSsielel) a1 Ted
SHaTY] I JeToHRie
JUAS TSR TR i Ta|
3{dUd:
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TEHRT e & fafd: 3ifH TR SIRT 34 BT IRING: 14.04.2025
6.1 11.08.2025 Ugd! IR ORI &R & dRIG: 04.04.2016

TY.31.0Y. F:
595275-00021

IBEISERINEESAEE]

fomTeTERIct 3 fac!

~

ISEIEERILEESREC)

Ertugliflozin:
forIeIeiRe) 59 fagh

forICI Rt 3 faar

Afforam wave:
forIeIBRIct 3 fac!

~

: uﬂ&rmﬁ%m:wéﬁ

gRumH: FumdES

U101 $I fre: I TsRRH ¢Xe 34 fagl
TEef0T YO T RReR SHUSTI PHIRBTE
URumH: FUmEG

TRI&(U1 1 fober: SITAT &ifd Td YUR, TUIRIAT bt PIfRAebraft §
Jfgd ST TATUIRRR ¥ 916Y)

TRI&UT JUTTeR: X< gUICIgey

UfRumy: BUTdHS

D TR & e AP IgEN o

TSIfd: G (H139)
TRHHTE & K HikdD
URUMH: FUTEG

D TR 3t few: dadifear Teeh fausta ufad= &t S (AMES)

oM HUTd®

Tef01 &f fohed: YRR & F18R T RAT BT HITRIBI3MT BT S
IaRad= utemr
Rom: HUmd®

D TR0 @ e SRl o TERINTRE GEaTN ST URIefor

(SHfad ol § Wrgeionic® uvwa)
Tt G (T1349)
mfﬂémﬁéﬁmﬁr ﬁﬂ?«ra:n
R HUTHS

 qlternr ot fore: Sadian et fausta ufvad ot S (AMES)

R HUTHS

&1 BI fbe: hiHeNd TsRRH ¢¥e 34 fagt
R HUTHS

D TR B fee: Tl & TEiNITgE QeI ukie

(Shifad groft & ArgeioHfed wR)
gonfa: 8T (<)
R HUTHS®

. T ot frw: YRR & S8R UGl Bt BRI o1 SfiF

IARad Tiemr
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Ertugliflozin (< 2%) / Sitagliptin Formulation

TXHIT TNy &t fafd:
6.1 11.08.2025

TY.31.09. FR; i IR SR TxA P! IRRG: 14.04.2025
595275-00021 Ugall §R SIR] 3R &I dRIG: 04.04.2016

Hitua 3,4,5-Rgrasifaa~ige:
© TieT o fe: Sadiian Yeth faudia uRkadH &t S (AMES)

~

fSrICTIh Rt 3 faar

FASTTHT
JUAS TSR TR i Ta|
3d4d:

Sitagliptin Phosphate:

US|
TIHIH & IRA

fram 97g & ford 9uds
(TRTUTSR) gaT

URumH: FundES
fewgult: ue S IEfE & e W smuRd

G&(01 I fbe: hIHTeNH TsRRH e¥¢ o fagt
TBT: OECD Utequr femmAawr 473

URumH: FUmEG

fewgult: ue S a1 W smuRd

Theror o fore: Saian eidh faudia uftad &t sira (AMES)
URUTH: UMD
femult: ue Sft It & Ser wR semia

URUMH: FUTEG

TIUT Bt T IRR & 18R T UIRTT B HIRIB13 BT S
IaRad= utemr
Ry aRaldsd

TR0 3 fre: PN TREH X% 3 fag
gRumy: aRdfdd

G1&r0T ot fobe: SIEAY &ffd Ud GuR, W01 ot sbifRrepredl o
T SITT TRAUIRRR ¥ §16R)
UiRuma: UMD

Tefur &f fober: TR SIfere H IRR & aer Rex
pafes fafmy wa
Ry aRadidd

TR B fpe: T UTRal & TERiNIEE GerIeg uRiem

(Shifad gToft # ArgeioHied IR)

T % (A3 4) _
TEIp R & I SR T Foiae
giRumY: BUTED

T
PASIN|
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Ertugliflozin (< 2%) / Sitagliptin Formulation
TEHRUT =AY i faf: TH.31.0Y. AR: 3{fcr TR SIRY B3 B dRIG: 14.04.2025

6.1 11.08.2025 595275-00021 UBell IR SR} B &t dRIG: 04.04.2016

giomg . BUTHED

PSS RO

UGB & IR : Heg/mfae (dR o1 ar)

fra gHg & ford dud D 29d

(TEHUISR) g1

gRkome . aRdld®

e 3agd : R

fewoh L ORI H Sadid B s Agayqul fquTadar

HERSHHAT - e . o T Aad Yol fauTaddl & ol aefiepRor T T =gl
T

@

[CII] e

TEAIHTH & T ; NGl

P gHg & ford dud 72 98

(TEHUISR) g1

gRume FHUTHD

Ertugliflozin:

PG| ; (HI39)

TEAIHTH & T ; %EE

fra g9 & ford Iudh D 29|

(TEHUISR) §a3M

gRome FHUTHD

[CII] ; e

TAIHTH & T ; }rr%m

fra g9 & ford Iudh D 29|

(TUISR) g3

gRome FHUTHD

HIRSID - e © A9 P e Yol faNTaadT & g aifeor &1 wHede gt
GGl

ﬁﬁlﬁ345ﬁ?ﬂ@'@lﬁﬁﬁw
LRI Re)

Q@ﬂﬁﬂ%ﬂ@f I E R G Rl

P gy & ford Iudh © 103 g®

(TUISR) g3

gRome . BUTHS
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Ertugliflozin (< 2%) / Sitagliptin Formulation
TEHRUT =AY i faf: TH.31.0Y. AR: 3{fcr TR SIRY B3 B dRIG: 14.04.2025

6.1 11.08.2025 595275-00021 UBell IR SR} B &t dRIG: 04.04.2016
3 fauTadr
IUAS TSR TR aNpd Ta|
3dYd:
Sitagliptin Phosphate:
37dRdl & UHTT T ot fohe: widferdt / 3T &1 Tl faeg
TSTfd: 981 (X€)
TRHHTE & K HikGD

JdRdT: NOAEL Parent: 1,000 form/fam IkiRe 4R
R TS Tleur I SRal R B g T gl

TR RRY & AP W uyE - odem ot fow: yor-mier Ry fdem|
LRGN

SR LOAEL: 250 /b 2riRkes UR
IRUTY: M TR YOIfawTeiia THIE 3R TrsfuuTa e g,
SIS ie gHTE gl

Tigor 3t fve: yor-miw RE faem|

TSI @

YOI NOAEL: 125 firmm/fem IRiRe UR
RUMH: eIfSHId THTT T8t

I

3(ddr & YT TR0 & fhe: Tep-Ule! gedied favadan sieaa-
goTfa: 8T (<)
TR & IR: FTe o
RROTH: 0D

TR RS AFR W UUE! © IRIe0 &t e Bichkic! / IR™Y &1 Wil fdsm
goTfa: 8T (<)
TR & IR: Fre o
URUmH: 0D

Ertugliflozin:

AT F JHE L OYeT o fpe: WIEferdt / SRm &1 T fasey
goTifa: g7 (<)
TAHEA & I: AdD

JaRdT: NOAEL: 250 fIm/fas emiRe HR
fewoh: ATq fosTaddT &1 Siadie- foar T

forlt Tyl ufdea uuTa @1 a1 e et
terur i frer: BiEfIdt / 3IRmY o1 wwsial faeerg
UoTIfa: |

TEHHRA & I HifdD
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TXHIT TNy &t fafd: TY.31.0Y. F: 3ifaH IR SR} HRA BT IRIG: 14.04.2025
6.1 11.08.2025 595275-00021 UBell IR SR} B &t dRIG: 04.04.2016

T R & AR uUE]

Aforge e
Al & YHTE

T R & AF R uHE]

uﬁausﬁ%m@%aﬁﬁﬁqz
SARAT & YHTT

iR R & e R uHE]

STOT - Uhd SIfQH
IUAS TSR R i Ta|

STOT - SIgI/T SIfgH
IUAS TSR TR ifpd Ta|

JdRdT: NOAEL: 200 firm/fesT smiRes UR
fewqoft: fo<ht deayul ufdea TuTa &t gam et et

qigor 3t fpem: yor-miwy R faem|
yeiTd: 61 (e)

%rﬂwﬁmaam NOAEL: 50 firm/feem IR UR
fewoft: ufdea faemaras TvE ot T

TYeror & fore: Yor-miey g fasmm |
TTfel: @RI

wﬂ%m%m% nfas
fomITH® fauTadar: NOAEL: 250 T/ IRIR® 4R
feuoft: fbeft Hecaguf ufdee wura @t e et foreh

D OR1aI0T ot fo: fANTeRId GecdTe/fah e Thi- URIEu & 9ry

aﬁmaﬁaﬁzﬂﬁawaﬁﬁwm&rm

@I (R2)
El?ﬂ%m%m et o
TP OECD TRtefur femmfder 422
R e
feuof: v S it & Se1 W nutia

g 3t fpe: yor-miwy R faem|
UrSTIfel: 6T (<)
TEAIHYE & I AT a1

RO HUTHS

feuof: T S It & Se1 W mutia

D TR0 B [ a el oI fauTddar sreaae
TrSTIfer: 8T (32)

TR & IR: e o

UiRUma: 0D

qﬂ&mﬁm Yoy R o

51 (XC)
wﬂ%&m%mﬁ IEURANE
R HUTHS®
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Ertugliflozin (< 2%) / Sitagliptin Formulation
TEHRUT =AY i faf: TH.31.0Y. AR: 3{fcr TR SIRY B3 B dRIG: 14.04.2025

6.1 11.08.2025 595275-00021 UBell IR SR} B &t dRIG: 04.04.2016

AdYUd:

Ertugliflozin:

U (THRTUIER) & I . Oifde

T Sfaad D el U, R .

e ;& o1 TRIG SR&U 8 R T (RTY) Bl THEH uge
Tl B

U GRS faurerar

AdYUd:

Sitagliptin Phosphate:

I ¢ U (HI3Y)

NOAEL : 500 mg/kg

LOAEL : 1,000 mg/kg

T@IhE & IR ;

fram 97g & ford 9uds . >2y

(TRIUIR) g

&g 3(dyq DTl

BRI L g8 ()

NOAEL . 500 mg/kg

LOAEL 1,000 mg/kg

TENHRE & IR

fpa Tg & o duds 14 Weeks

(TRTUTSR) gaT _

e 3agd ;. foPR, Taf, faq, <fa

EEIIG] Lol

NOAEL . 10 mg/kg

LOAEL 50 mg/kg

TEHRE & IR ;

fpam Tg & ford duds : 53 Weeks

(TRTUISR) gl . o

&Y 3faud L o e d (Hed Rad dgeH)

R SR

femut : Ufgpar a1 SRiaTEl &1 & A § Ui T8 8t gl g

Pl Dol

NOAEL . 2mglkg

LOAEL ;10 mg/kg

TEHRE & IR :

fpam g & ol 9uds : 27 Weeks

(TFUIGR) B3

eI AT ;DT DI HIGURR, Berg TSl 77 (Fgdd Rag eH)

SR L g R

femft : Ufehan a1 SRIATE! BT &7 A H Ui et 81 Tehdl g
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TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR OIRT FRA &t dRIG: 14.04.2025
6.1 11.08.2025 595275-00021 UBell IR SR} B &t dRIG: 04.04.2016
I DR
NOAEL © 100 mg/kg
THAIPTH & T e
foam g & ford dush 14 Weeks
(URTATSR) o
fewoht ;o Hecgul ufagd UHTa St YT ot
JAqare:
Ty L 9EI Re)
NOAEL : >=9,000 mg/kg
TG & IR ;
e gHg & ford dud : 90 Days
(URTATSR) T
Ertugliflozin:
orofif L e (X9
LOAEL . 500 mg/kg
TEAIHTH & T ;
P gHg & ford Iudh © 30d
(TSRIUIGR) g3l
TRy L 98I Re)
LOAEL . 250 mg/kg
TAIHTH & T ;
fra g9 & ford Tudh © 30d
(TRITIR) G
&g 3aq . Tef
LS| LRI ()
LOAEL . 25 mg/kg
TAIHTE & T
fra gg & ford Iudh 180 d
(TRTATSR) o
&I 3auq : T, g, Ue
gt D g8l Re)
LOAEL ;25 mg/kg
fra gy & ford Iudh © 90d
(TRITIR) G
&I 3auq L TET, TREIZCwRTISAd YU, /Y
gafa |
NOAEL : 150 mg/kg
T P I . Afae
P gy & ford Iudh . 270d
(TRITISR) G
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Sitagliptin Phosphate:

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR OIRT FRA &t dRIG: 14.04.2025
6.1 11.08.2025 595275-00021 UBell IR SR} B &t dRIG: 04.04.2016

fewof . fordht Heayut ufddd UHId &t G e et

I LD (HISN)

NOAEL : 100 mg/kg

TP & T s || 157

fra grg & ford dud © 90d

(TRTUIGR) g

fewgut . fordht Heayut ufagd UHId &t g e et

I © HED (HI3N)

NOAEL : 100 mg/kg

TP & I s | 1

e gHg & ford dud . 28d

(TRIUISR) g3l

A& 3(qYud . g8l

fewoht ;o Hewgul ufagd UHTa St YT et

Afiform wave:

BIEII L 9RO

NOAEL . >100 mg/kg

T@IHE & IR ;

fpam g9g & ford dudhs : 90 Days

(TRIUIGR) gl

fewut © TP o IR & el R eiRd

witud 3,4,5-Rgrasifare~ige:

PIEII L 9RO

NOAEL . 135 mg/kg

T@IDHE & IR

fra g9 & ford Iudh 13 Weeks

(TRITIR) G

CIGEEGE

JUAS TSR R i Ta|

U9 AT & Q1Y 3gHT

3AdUd:

1Y GRT T80T BT L 3NIR: SO Y TY YhHUT, T MY, RRed

IBUEESEI D 3NR: SR 4T Uy AU, TBIRAeT, RRed, Ade,
IR Taeh <, g%

Ertugliflozin:

e o L NR: JY 3 GG §:, RRed, Fea, g, Haell, T Uy

TepHuT, AU § gc, SR 499 gy YhHu
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Ertugliflozin (< 2%) / Sitagliptin Formulation

TXHIT TNy &t fafd: TY.31.0Y. F: 3ifaH IR SR} HRA BT IRIG: 14.04.2025
6.1 11.08.2025 595275-00021 UBell IR SR} B &t dRIG: 04.04.2016

12. uTRfRAfa T a1

yiffRufae fauradarn
AdYUd:

Sitagliptin Phosphate:
TSl $I favradar

SHHY T4 3 JeMed

SR fasTaddn

RaTa/STl g Uit 1 fasTarddn

STraTupsfl A fosTera

Tl & fquredar (RRerfas

SHHTT Ud 3 Je-Ifgd
SR fasrear (RRep1ferd

Jqarer:
A3l Bl fauTear

. LC50 (Pimephales promelas (ﬁ*)?%@’ ﬁﬁﬁ)): > 100 mg/l

fohram g & ford Tudh (TaRUioR) 3 96 h
TRIPI: OECD WRtefun fe=mfder 203

EC50 (Daphnia magna (dTeR T<il)): 60 mg/l

| fordm THg & ol Tudh (TaRTUioR) g3 48 h

T 3N 3 S 2w Adw 202

EC50 ( Pseudokirchneriella subcapitata (8 a1 (Teoh)): >

39 mg/l

foram g & ol Tudh (TaRTUioR) 3 96 h
I oirg. .S e e 201

NOEC ( Pseudokirchneriella subcapitata (831 R1dTeT (TewiT)):
2.2 mg/l

fordm g & ford Judh (TaRTUioR) 3 96 h

TRIPI: 334 St. e Fd=r 201

EC50: > 150 mg/I

| fhdm g & ol Tudh (TaRTUioR) §3M: 3 h

TRI&UT & [ YT-IRa H & Hhac
1 3N 3.4 S e Adw 209

NOEC: 150 mg/l
fhdm g & ford Tudh (TaRTUioR) §3M: 3 h
TRI&UT & fhd: YT-TRa H & Hhac

NOEC: 9.2 mgl/l

fordm g & ford Tudh (TaRdioR) gam: 33 d
PIEIIGH Pimephales promelas (ﬂﬁ%@' ﬁﬁﬁ)
Rt N3 2 2w fdw 210

NOEC: 9.8 mgl/l

: foram g & ford Tudh (TaRTdioR) gam: 21 d

PIEIIGH Daphnia magna (dIlcX tF{'@ﬁ)
R ol 3 I, 2w Fdwr 211

:  LC50 (Oryzias latipes (STAFT HS®T)): > 100 mg/l

fra g & ford Tudh (TaRTUIoR) g3 48 h
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Ertugliflozin (< 2%) / Sitagliptin Formulation

TXHIT TNy &t fafd: TY.31.0Y. F: 3ifaH IR SR} HRA BT IRIG: 14.04.2025
6.1 11.08.2025 595275-00021 UBell IR SR} B &t dRIG: 04.04.2016

fewgult: ue S IEfE & e W smuRd

Ertugliflozin:

Qara/sed giel ol fauieddar ¢ EC50 ( Pseudokirchneriella subcapitata (8% R1aTd (Test)): 77
mg/l
foram g & ford Judh (TaRUioR) M 72 h
T 3.3 4 S e fAd=r 201

NOEC ( Pseudokirchneriella subcapitata (831 RidTeT (Tesil)): 50
mg/l

foram g & ford Judh (TaRUioR) M 72 h

T 3.3 4t St e fd=r 201

EICIYERACNIEREGI] : EC50: > 1,000 mg/l
fohrdm g & o WU (TaRTUioR) g3 3 h
T80T BI fohed: YTH-IRa | wplde
It 8i3. 4.8t & ™ 209

NOEC: 1,000 mg/|
fordm g & ford Tudh (TaRTUioR) g3 3 h
TRI&UN & [ YT-IRa H & Phac
Tt 33,3 S e Adwr 209

A3a &I f[auedar (RR&rfae : NOEC: 1 mg/l

fwTaraT) fordm g & ol Tudh (TaRUioR) e 32 d
PISIITE Pimephales promelas (ﬁﬁ%‘s’ ﬁ?ﬂ)
R 32 . e [z 210
femgoft: facad & Har R FE fsreaan T8t

SHRYTd 3 eed : NOEC: 2.14 mgl/l
SR ST (RRae1® fob e T & ford Tueh (TeUIoR) §a: 21 d
[ELIESED) USTfd: Daphnia magna (dTeR U<l

TRiepT: 33T . e Fdw 211
feuoft: facrar & T R #1F faraddr T8t

Ay e
Tl & fquTedarn © LC50 (Leuciscus idus (TS 31H)): > 100 mg/I
fordm g & ford Tudh (TaRTUioR) g3 48 h
AT DIN 38412
feoquft: wes Sit It & S w sneRa
SHHATTE 3 e-Ifed :  EL50 (Daphnia magna (dTcR Tl)): > 1 mgll
SereR fasTarar ford THg & ford Tudh (TaRTdioR) g3 47 h
¥ T o STel Uerel: STet SEmRiifoTd 3iR

T AW 67/548/3 3 41, Tag oY, Tt 2.
fewgult: ue S it & a1 W smuRd
faorgar &t I R PIs fawraddr T8t
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TXHIT TNy &t fafd: TY.31.0Y. F: 3ifaH IR SR} HRA BT IRIG: 14.04.2025
6.1 11.08.2025 595275-00021 UBell IR SR} B &t dRIG: 04.04.2016

RaT/STelg trelf o1 fasTadn

EICIYEREACNIEREI]

vt 3,4,5-Rgragifage-ice:
WA Td 3= Ye-fed :
SR fasrear

Qara/Sd gt BT fasmadarn

TH-Ur e (3T SieeR

STraTupaft A fosTertd

EL50 ( Pseudokirchneriella subcapitata (8% RaTd (Tesih): > 1
mg/l
foham g & ford Tudh (TaRTUioR) 3 72 h

X forar S a1l yerd: Sd qHTaIS Sfe
T 33 &S e Fdwr 201

feuof: v S it & Se1 W st
facradT &1 Fa R 1S fqredar 78t

NOELR ( Pseudokirchneriella subcapitata (Eﬁ ard (Qc_\:ﬁ)): >
1 mgl/l
foham g & ford Tudh (TaRUioR) M 72 h

% fpar oI a1er uerd: Sie gHTASIT i
T 3.3 4 St 2 A 201
fewgult: ue S IEfE & ST W smeRd

EC10 (Pseudomonas putida (JSHM Jf¢S): > 100 mg/!

| foham g & ford Tudh (TaRTUioR) 3 16 h

X a1 ST a1l ard: Sid SHmEifod 3R
feuoh: v S it & Se1 W nutia

EC50 (Daphnia magna (dIcX 13!('4’[)): 19.6 mg/l

| foham g & ford Tudh (TaRUioR) 3 48 h

e a1 o1 a1l yer: FsyTdt Idre tisae
RiepT: 3 3.4 S e Fdw 202
feoqoft: wteror femnfdsr & SuR S fasar mmam at

: 33RATYo ( Pseudokirchneriella subcapitata (8% RaTd (Teoil)):

0.22 mg/l

fohdm g & ford Tudh (TaRTUioR) M 72 h

X forar o arer yerd: Asridt Sare tiede

R 3N g . ¢ [dwr 201

feoqoft: wteror femnfAder & SrUR s fasar mmam at

EC10 ( Pseudokirchneriella subcapitata (Eﬂ AT (Qc_\sﬂ)):
0.096 mg/l

fohdm g & ford Tudh (TaRTdioR) 3 72 h

<% foan o a1a vard: gyl Iarg tisae

R ol 3. I, 2w Fdwr 201

feoqoft: wteror femnfAder & SUR smafd faar mmam ut

1

EC50 (Ffhgul Hlas (TeeT)): 636 myll

| frd g & ol TYudh (TaRTUIoR) 3 3 h
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T 3.3 3 S 2 Adw 209
TH-Tae (RR&ITS FaR 1
[ELRIESED]

TR 3R SrasHfoRIdr
3{dad:

Sitagliptin Phosphate:

Sfdh 3faghHUT Bt & . o dig Tfa & 2mehfora 89 arelt T8t
W9 ATHHUET: 39.7 %
foham g & ford Tudh (TauioR) e 28 d
TP OECD Wieun femnfder 314

U H RRAT D STeid faswon: 50 %(401 d)
aiepr: 341 Sl. o e 111

I
I SHTHHOCT BT & : uRume: YAl & 1Y UIhidd diid ¥ SahHuBR]
CRIERESERRIS]
Ertugliflozin:
I SHTHHOCT BT & © uRume: YAl & 1Y UIdhidd diid ¥ SahHuGR]
CRIEESEEEEIS!
S AHAUET: 40.8 %
fordm THg & ol Tudh (TaRdioR) e 28 d
Afformy e

é%sﬁwwa%&lw . gRUT: SRISSEd T8 8
fewh: ve Sf IRt & Ser W smeid

Uit 3,4,5-Rerasifaga-iee:
WIH SHTHHUCT BI & : URuITE: YA & 1Y UIHdd diicd § SahHUGR]
CRIEESEEEEIS!
S{AHAUT: 49.4 %
fordm g & ford Tudh (TaRdioR) gam: 28 d
TRIBT: OECD TRIETT feRMGRT 301F

TyTfad wifde J=u=
3d4d:

Sitagliptin Phosphate:
faureH Tuies: (T :  log Pow: -0.03
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3fgeAa/ar)
Ertugliflozin:
ICHISE] T[UTieh: (T . log Pow: 2.47
3faea/arn)
ARorgH Wwe:
ICHISE] TUTih: (T : log Pow: > 4
3faea/arn)
it 3,4,5- E‘gm@%laﬁﬁqz
fqUTISH Tutieh: (T log Pow: 1.8
icHIa/ar) fewoh: uReem
IEEE:RIGRIGE]
CCRCH
Sitagliptin Phosphate:
TR0l Fea) B faarur . log Koc: 4.37
Ertugliflozin:
TfaRur Heaf B fadvor . log Koc: 2.88
3= Ufdpd UHE
3T Iuasy gl
13. fuer= Hifgard
e & T6e
/N F w1 e (e . PHo P AR A AT B |
T fafFadt sy s |
gt af ; @Wﬁ%@ﬁéﬁﬁ%ﬂ@amaﬁﬁﬁﬂﬂ?ﬂﬂﬁmm
B o ol o oe |
3R 3T fafAfdy gt fova Tam: 31vRgad SdTe & ¥U H
fAueq
14. Ufkag= @
JieRfga fafraw
UNRTDG
GRS I & =9 # fafafta T8t
315 U &1 -8t &l 3R
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GaAID Il o &4 4 fafafid g1

313 T St ot dis

GaAID Il o =4 4 fafafid g1

IMO JUHRUN & TR b | UiRag B¢
3MYfe Py U tisae & forg omy 7et
IuaRTEat & e faRiy wraenfar

Ty gl

15. faframme gaaT

gerdf ar firgror & fere JRam, Wy, 3R wafavur & fafaw/fasm=
39 IATeH & 3rayq fAwfafaa sa<iiy § gia €

AICS : fyffea &t

DSL - Fyffea T8

IECSC : Fyffea &t

16. 3= I

e &t fafy © 11.08.2025

Sfafi¥ed JIHeRY

3l Xiie & b & ford . %= HId SDSs, OECD eChem ¥ 3{idlke ddb-ie! Sel, Il

TIRT fhd T G TIcd TSl TR a1 FRITEA e T,
http://echa.europa.eu/

faTies Ry . fAumad

3= AT & ot aTR

ACGIH . gudu| ACGIH IHRET /M (TLV)

ACGIH / TWA © 8-be, gHY- au 3id

AIIC - SN Ol &1 Siefemms gl ANTT - S1oid &1 P YH uRag Toil; ASTM -
et TR Tteror TR bw - SS &1 I9H; CMR - HIRAOH, TS A1 Uoi-+ favaT; DIN -

T AF®IHRUI TRM & U TF%; DSL - W Uarf gt (F181); ECx - x% Ufdfehar ¥ a1
THE: ELx - x% TR T FS AT &2; EmS - SIS JSIe; ENCS - Aol 3R =T
INAA® Terd (JUF); ErCx - x% Jfa & Ufdfehar § &1 e, ERG - Sfuasla Ufdafsar
MES; GHS - dffd TR W I77d ReH; GLP - 3=t YANTRITET UT; IARC - iR TR SFHYH & fog
ST THT; IATA - fRTEHT arg uRaeT THIRITRH; IBC - YR T B WaRd R ardt

TSl & fHfur 3R Iuesrur & fou TfRdT; 150 - 3neT 3ifesdH fARIUTdS Tdbhg; ICAO -

RIS AR A T6; IECSC - 1M H HiGl IMRH® Uardl &t $desl; IMDG - SaRigi

TS WARAD TIS; IMO - RIS Tl W16, ISHL - STeifie TR&T IR WA S (JTH);

ISO - FFaIHRU 3 fA1 SR TIa; KEC! - BIRaT Hiviel TR $9es; LC50 - RIS Srardt
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6.1

11.08.2025 595275-00021 Ul 9R SR} &3 B! dRRG: 04.04.2016

BT 50% DI Uldd Hdba; LD50 - URIEUN HTEIG] BT 50% &I Uldd WRIH (U1 °dd GRP);
MARPOL - STgTsil & UGNUT &1 AHUM F T SRS THe; n.o.s. - 3T Y 8T, Neh - faredt
a8, NO(A)EC - 3adidd = faar mar (ufded) Uua ddhsd; NOA)EL - 3@didb- = foar
(% d) TUE WR; NOELR - TR-3[Gd%-917 UHd daM &X; NOM - 3MiwTRe Bfdde faw;
NTP - J¥TI fIu-faq™ SRIsH; NZIoC - JTEHT B el o $desl; OECD - 3Hid FedNT 3R
fa@T W&, OPPTS - IS IREM 3R UG AHUH HTAfET; PBT - RITR, H9-THHAIH0T 3R
faured uer; PICCS - T 3R I yardf &t ety gde); (Q)SAR - (HETHD) TREAT
TfAfAfY Tee; REACH - TRIUR TG 3R IATI Uolihrvl, Hedid, TBR 3R Ufdsy aikee &1
fafaw (EC) F. 1907/2006; SADT - W-<itadT 3{qgc dYHM; SDS - YR&T Sl 2fie; TCSI - a=ar
IEfE yerd gdedt; TDG - WARATH Al &1 URde; TECI - 413as TG $-dex; TSCA -
fauTert gt iz siifas (Fged sy MR, UN - §ga X1Y; UNRTDG - BIH®RS JHH &
URaET W UgH Y ST RABIND; vPvB - Tgd VIR 3R Jgd SIa-THAPRU AFG; WHMIS - HT-
Rfe WARATD AUt =T JouTTet

9 QReT e Yite B 3% UHIRE & IRRE B & T STHSHRY §HR T, STHBRT 3R fayr &
IR 8! 8 | TSR Bl JRI&T ST Y JUTEH, TN HxA, UiehaT A, T &, URag &,
fAUer &7 auT Blea & fw daa Arfexi & wu # fesra= faar mar § qu fadt ueR & ardt ar
TUTeT T fAFGRT T8 AT STE | Juds St T TSR 39 SDS 3 XY R ggart TRt bad
faRry Tl @ Wefid € qur sps Il &1 farddt s et & oo | Ot fhsht o ufhar B, o
TP UTed H =1 ST T 81, YA $HRA W Y e 81 Thd! ¢ | It uaadisit & ] 8 W, Taie
¥ oifaw Iare § SDS-THH &t ST HT MHAT I Tled 88d B, AN HA, Ufehar A
TUT T XA & 30 31Ty &1 & fafkiy Tee! & THeRT 3R Rim1iei o weiten o= a1y |
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