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Sitagliptin / Metformin Formulation

TeeHRT T=ned of faf: TY.31.09. FR; i IR SR TxA P! IRRG: 14.04.2025
4.2 11.08.2025 27110-00025 Ugell IR SR} B & dRIG: 31.10.2014

1. IIG T4 HHH! Bt Uga=

gerf 9 . Sitagliptin / Metformin Formulation
fFratansmyfdeat
ST MSD
adl . Briahnager - Off Pune Nagar Road
Wagholi - Pune - India 412 207
P RIrAC] : +1-908-740-4000
UTAHTAT TBH TR © +1-908-423-6000
3-0d BT Udl :  EHSDATASTEWARD@msd.com
7T U Rywerieer v ufadey
ReuTss yam : 3Nwey
IUGNT R Uidsy DTy TRl
2. W 9t ugg
fAmtor, YieRUT 3R & ST WaRATE THEA awTastt, 1989
TffmRor
SFTEN-1 & HIT | B FufRd AFds & STUR WeRe & w0 & aifiepd T8l &
it . ¥ -affevur
CICACRIESEIRCUTEED) . faumTy
oI, U9. 0. A9d
SR &7 femreRa : @
TP s IR
B =it e : H302 oM I g RS |
Tgferrdl/gdfay™ sam N N

P264 TATeH UYTd QU &0 J 814 41 |
P270 39 I DI TN HRd THI W1, UHT 1 4TI T He |
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Sitagliptin / Metformin Formulation

TeeHRT T=ned of faf: TY.31.09. FR; i IR SR TxA P! IRRG: 14.04.2025
4.2 11.08.2025 27110-00025 Ugell IR SR} B & dRIG: 31.10.2014

3TR:

P301 + P317 + P330 3R et fear g1: feifbean Igraen ured
B | Hg DI UM IRR (RF) P

fArameor

;501 . fess &1 FuerT Wied dw Svd sREM A
|

3= gIf~rar foresT uomA Tavey aeffewor 1) giani

Yel & 1Y JHD B W 3! A Fifepi Sfer gl Febell gl
Yd & 1Y TS g W @ A it S SR @ § Yt 8l ghall
TR, TUTE T 3 W1 & SR faThied Yd-arg o1 &1 Jad g

3. Y4l BT AICASTHBRI

Terd/fHyor . oo
3[agq
IS T F U () - TR | TS (FEAIH) (%
w/w)
Metformin 1115-70-4 >=70-<90
Sitagliptin Phosphate 654671-77-9 >=5-<10
_ 9004-34-6 >=1-<5
feetam eSrgeiiass 13463-67-7 >=0.1-<1
4. Tyt fRfee & U™
I IATS © 3R YT 81 U1 daidd 3id 7 ol O Afeshd Wi I T8 B

. SIS T&(01 € X 1 Vbl 1 &R FRUFA H Ferfebcdia Jare o |
TR G gRT UgUl 81 ¥Y © g Wi §RT U1 I fordT Y, df drell el a1 § of S|
T&IUT Udhe B IR Fafdbaiid wgan o |
3R @ ¥ ¥ 8l S D UMt AT Qe |
_ 0T Yebe B WR fafeheity Jgan o |
IR 31T ¥ YU g WY L gfe offal O Tl SIY o) U 9 3t avE o |
I ST I 81 3R IR ¥R, dt ety ggam o
3R ATt feram wme : gmmmmww$mma&am
|
fafeh it JganT o |
U1 & 1Y Yg 3] e Heell bRal |
SRR SAfek] bl He & SR U 1 $o AT Q|
T HedYU! A& 3R D Yd & O WD g4 WR 3fial § gitAes! ofa 3R @ A GRb!
THTE, QT AT TR 38 GEEDIE .
Yd & 1Y TP g W A A iyt sia- gf bl 71
fATTeH ¥ giReRS |
Ty e & TReor L YA Fafored R aTell DI ST GRE&T IR & o1 A1feT, a7
SN BT GG 8 R T T JAfdadh JRETEHD SUBIU
DT IGANT IR A11eT (TS 8 37 )|
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Sitagliptin / Metformin Formulation

TXHIT TNy &t fafd:
4.2 11.08.2025

TY.31.09. FR; i IR SR TxA P! IRRG: 14.04.2025
27110-00025 Ugall §R SIR] 34 &I dRIG: 31.10.2014

[EIESE A ANC R CRll ;eI SiR WanT ¥ IUAR R
5. SR IUT

IUger 31 Hifsar DoSa "
UeIpRIa- ORI
DA SISAID RS
/T T

ST (3FT) §FF & HIFH ¢ 3T

A F SRA TR TR Y@ 7 I Ao, STa WId Bt IURRUY A 7EH Yot ga1 A 3R
HI%! HET H T 8l 8 a1 fApie for THTaT 8 I 8
T8 G} BT Wb WA & 1T Ueb TeRT &) Yobell B

GRS a5 STl D HRE AZSY
1S¢IoH TS (NOX)
Ted RS eyq

(31FT) T2 & faRy adies . g8 TS U UANT B o R aRIRUfT iR mg-uy
JTATaRYT & 3D Bl
§< (Seall Bl TST PR o (o SIA-BoR BT YA bR |
3R VT BT RIS § Al 31T & &7 F eifqgq R Fara oI
EURCARCINIERE I

IFMgIH S U IRYTEE 3T o W, WI-HAAd 41 SUHR0 UgH |

ISR TSI T&TD IUBUT TRART e |

6. THTaTP fedie Sur
Jufdas ey, RemeTd ¢ Mol eTEd IuHR0T TN R |

JUDHRUT TUT TUTADRICHA

qgiaR oty Fraenar

HHTS B 3R e Y Ap
& Ut ud @i

e Fsfer sl (W 7 37 ) 3R fdrTa grem Iuson
& AA! (TS 8 ¢ ) BT SFUTEH DY |

! JTaTeRe H Ble 3 URER R

e AT QRI3r, 3R 31 g a1 saemd &l A% |

g U T g Bl @1 U e |

%@gwwwmﬁﬂ%ﬁwmﬁﬁ
|

. BADIA B B & A8, THT HR 1 369 gRT Ifad S &

THHAd B
w&wﬁ%ﬁﬁmﬁ(ﬁﬁ%%ﬁw@rmﬁ
T H) |

Y B! Udal R THHd 9 811 ¢, Fifes 3 gafe A & arararor &
3efiel 89 W fawmie fargor & i |
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Sitagliptin / Metformin Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR OIRT FRA &t dRIG: 14.04.2025
4.2 11.08.2025 27110-00025 Ugell IR SR} B & dRIG: 31.10.2014
QYT a1 AP fafam 59 vard & fasf ok AueH & &

o AN 8 Teha €, T € I AT 3R Mgy W o ot
@9 uerd @) Rells ot qwrg & IughT A d o d g1 39 Bt
fofar &A1 i 6 e faefiaw @ 81§

39 THSITH & IHIT 13 3R 15 $& RIFH A1 P Reprgri<
& IR W THHR T Hd g

7. JATA 3R USRI

THH! U : %@wé%%ﬁﬁﬁw%mﬁwa
Tl g
I YaTurd 9a, o &1 ol ASeiT SR diei ar
iy qTATeRTT |
R / Hd dfeaRHA ;s Iuged T § T #]
TRI&d gTueH & g D YA DI I GRT TGO A DR |
graytar BUEEG]
3ifEt & 1y g ¥ IRER B
A1 & 1Y TS G dF A1 IR IR Gudh H 3 ¥ URER Hr|
TATe & 916 @l Bl 3! dvg Ul
33T M Taasdl SR JRET TTSf & SFTUR TS, o
FHIIRIT TFIUISR T TR TR 81
Yd BT IATG 3R TG HH Y HH gH <
& TN § 1 81, fSaa 55 79|
d1Y U4 Usda & i 9 g X9 |
Rfas FARR0 & ufded yafur Iqreq s
Y I Pl TN HRd GHY T, UHT 1 §HIH T DR |
TAP, TaIG B T Ab Pt Iy T, 3R Fufaror § 9
&HH O
PRI verRu t uRfRUfr ¢ 33t ke I A9 fhu gu fesal H 3|
faR I fafodl & SFaR HeRT &1
S Ul 9 9 . FEfIied TeR & Uiede & 1Y |
GIEREIERICRUIRUS RS
8. Siifew ford=ror / Aot geam
PR a0 & WS & 1Y 3Gad
3T 9T (F) | TG UDHR gz gt / YR
- TR RV HT | WiHad
UHR) HIACIH
Metformin 1115-70-4 TWA 1 mg/m3 (OEB 1) | 3fidf¥®
Sitagliptin Phosphate 654671-77-9 | TWA 0.6 mg/m3 (OEB RIRIECD
2)
I 9004-34-6 | TWA 10 mg/m3 ACGIH
feefow sgeiaEs 13463-67-7 | TWA (§9-1d | 2.5 mg/m3 ACGIH
S1R1)
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Sitagliptin / Metformin Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR OIRT FRA &t dRIG: 14.04.2025
4.2 11.08.2025 27110-00025 Ugell IR SR} B & dRIG: 31.10.2014
| | | | sReifRES) |
Tg(Q) Uerd Ha-Iuasy 1 8 3R UMY e 499 F Wek | GNTeH 8l Heall
feefoy ez siiaurss

el fRrizror : W%@wwmﬁ%ﬁﬁwéﬁﬁﬁuﬁﬂw
BT SLIATA B |
Tt goitfafar o= &) uieR fewea gr1 s 89
T 3R IdTe), BT, 3R TTTaRUT Pt & & folT GMP &
Rygidl & SR Hanferd fasan S arfgul

foreht T &t areht

oA Gadft I=g D 3R Y R R Afed Iudsy 78! & I1 THueR
T SRR fa=m-Fce & a1eR TauieR UefRid R ¢,
AT S GRET BT STANT DR |

e UBR o U UBR
BT Haeht s=mg
Teref WA gwH

3iiay daeft sama L 13 XeS A1 TINTed o 1Y GR& °I=A1 UgH |
3R BT & AIGI a1 Tl & 4o o fRufaad, o a1 ey
I &, o S Ted ug |
3R Y, Y, I TR & ITH-T 1 WU ! FHa 71,
Trarfics T TR 6% BT ST TRV UgH |

@1 Ud IRR et s1a . gdf a1 yaTITen die H B B

g1 gadt Iu™ D 3R YT SUTNT & SR TG & Juh H 3 I UG ©,

@ PTH P P M S BT 31 4= B qonferar 3R Jrem
QR U BRI

TRINT % SR, ST, YT 1 45U Hd R |

gfvd HUS! Bl O & 91E &l R I SXaHT Y|

gy & WHIdT Tared d eiiana oo ot wHten, 3fea

AT TRET JUTHRUT, 3 SHNfeT iR ul=ied ufesarai,
NN Taegar AR, faferar FTRE ok sgawmuest

{207 T FEIHTS QA BT =BT
9. Wifaw wd Yamaf® qur
fegmae ©RAET
Rl © 32T U gl
Yy L STl SuAsy gl
Y BT ggae . 3T Ay el
dteE L 3T Sud et
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TR TRMeE ot fafd: Y. 81,09, 9 3ifH TR SIRT 34 BT IRING: 14.04.2025
4.2 11.08.2025 27110-00025 Ugell IR SR} B & dRIG: 31.10.2014
fUrgem/ds &1 aaHaH ST Iuasy gl
RIS I9a- ®I fdg /Ige © ST Suasy 7ol
ARSI
T fig © U e
1L E e rend L Uy Rl
SaAIdT (319, 19 ) ; ﬁéﬁwmmwa?%amﬁmﬂwqﬂmﬁrww
|
SRIEdT (@vd uer : 82T U gl
I fawple dmr/ IEdR ;3T Judasy gl
SR HHT (IR
Hanfaferdt ferte)
&Y fawpie dar / et : 3l Judasy gl
SATHRITAdT ST (TSR
Hanfaferdt forte)
I GE1d © TN TRl
e I T . YT e
BIPGERETS : 8T U gl
I : 3l Judsy gl
N
Tt facrar : 8T U gl
ELISRRINICERCS] D TR Tl
SNCEEIG I Bi))
3SR &1 argH © 3ol Judsy gl
3Ye &I dIIHA : ST U gl
qigd (fawpIRic) '
oIt wrgafe® : YT el
fqemics UG . fowpies 81
STRTTHRUT & ORIHTT L 39 uerd 1 iy & SiRieRS Jilidd el [T T |
3MUIfde HR L ST IS gt
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Sitagliptin / Metformin Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR OIRT FRA &t dRIG: 14.04.2025

4.2 11.08.2025 27110-00025 Ugell IR SR} B & dRIG: 31.10.2014
CQURCRINGILY
HUI BT AT TR EIE T

10. fRu=ar 9yt ufaferadr

ISR : ffrareitad & TR & w0 A Fiffea T8
T RRar : g R A RR R
RS eIy ufafaarait : géﬁummmwa?%amﬁmﬂwqﬂmﬁrww
|
Aol iR Toldl & Ty ufafear a Jobdl g
= uRfRUfoaT @ < . QU, Sarar ug oY
Y DI T4 A AP |
ST IR L 3faiepRulig Teleq
3ge gt ¥ shfew D iz WX A9 (FORSY) 3uge yard J1d A8t
11. fawrasnfaa =
TR 3RETT (THUISR) S IR ©  JIG gRT TG0 HRAT
T TSR CEIR LD
T
3ifE § Tudh
GIERGRIESEIE
e 9 g aRS |
LEACH
g mfee : SffraTelt fqsTarTar STAM: 1,380 mg/kg
SREIRIEBIIGRED
3dyd:
Metformin:
g M fauear © LD50 (JgT (¥2)): 1,000 mglkg

LD50 (HN® (A139)): 1,450 - 3,500 mg/kg
LD50 (daR): 463 mg/kg

LD50 (GT): 350 mglkg

LD50 (=t for): 500 mgrkg

Sitagliptin Phosphate:
g AR fawTeddr :  LD50 (FgT (}©)): > 3,000 mg/kg
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Sitagliptin / Metformin Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifH TR SIRT 34 BT IRING: 14.04.2025
4.2 11.08.2025 27110-00025 Ugell IR SR} B & dRIG: 31.10.2014

LD50 (H¥& (HI3H)): 3,000 mg/kg

JAqare:

g A faradar . LD50 (JgT (XT)): > 5,000 mglkg

GiEERERELI SR ; Lcso(?@&‘c’)) > 5.8 mgll
o Tra & ford Fudh (TaTioR) e 4 h
URI&0T ITTaRUT: Yel/HaIar

GIERCEIRAERIESGII © D50 (JXIRI): > 2,000 mg/kg

feefaaw s™eTTsS:

SIEREITCEACLIEREI] . LD50 (JgT (XT)): > 5,000 mglkg

g 49 fawTadar . LC50 (8T RT)): > 6.82 mg/!
o Tra & ford Wudh (TaTioR) e 4 h
TRI&(0T aTTaRT: Ye/HaIar
3ficpar: Teref T fEreiur Y IS 4R Sferge fawTera et &

1 & oY el S

JUAS TSR TR ANpd Tal|

CCRCH

Metformin:

I R GERl | 1

gRome . BAD! U @l B SeH

Sitagliptin Phosphate:

I RSl | 1]

Wi e el

gRomg L N o A

fefaum s=efRIES:

ToTta RSl | 1

gRomg . 9 e T8t

™R A7 gfak<e=

JUAS TSR TR i Ta|

3AdYUd:

Metformin:

SIS S R

gfkomy : ga®! I 3G Y STa
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Sitagliptin / Metformin Formulation

TeeHRT T=ned of faf: TY.31.09. FR; i IR SR TxA P! IRRG: 14.04.2025
4.2 11.08.2025 27110-00025 Ugell IR SR} B & dRIG: 31.10.2014

Sitagliptin Phosphate:

I G R | 1|

LRG| L gu e

gRume © 3l & for sifAfea

feefaaw s™eTwTsS:

EIIR) SRR

gRume : 3fRal A ofed T8t

4O T TS GAT DRI

1 B guTgar

IS TSR TR aNHd Ta|

YT-UYT F UTEHar

IUAS TSR TR aNHd Ta|

3(d4d:

Sitagliptin Phosphate:

Terur 3t fey Y s 18 IR (LLNA)

I ¢ o (HI3Y)

T . OECD W& fe=nfcer 429

gRomH D G SRR TR &

fefaum seifgS:

Ter0r 3t fed Y s 18 IR (LLNA)

U (TRIUIER) & e 9 ¥ gudh

I ¢ e (HI3Y)

gRome D BUTHD

SaTY] 99 "ereHRel

JUAS TSR R i Tal|

S CRCH

Metformin:

fSHeIGRE 87 fag D TR 3t few: dadifear Teeh fawsta ufvads @t S (AMES)
R HUTHS®
WRIef 3t fore: 349 fael U
TRI&I0T JuTTelt: Jo e foth T HIfRreT
R HUTHS
GRI&01 I fore: TurgH fau=
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Sitagliptin / Metformin Formulation

TR TRMeE ot fafd:

4.2 11.08.2025

TY.31.09. FR; i IR SR TxA P! IRRG: 14.04.2025
27110-00025 Ugall §R SIR] 34 &I dRIG: 31.10.2014

Sitagliptin Phosphate:

fomTeTh iRt 3 fact

forIeT Rt 3 fact

~

fSrICTIh Rt 3 faar

fefaum s=efRIEs:
Sy 5 fagr

~

forICIRIcT 3 faat

TRI&f0r qurTett: Ha ferp ey
gRumH: FumdES

TR Pl fE: AR gy ¢

Uolfd: G (H139)
TRHHTE & K HikGD
URumH: BUTHS

D TR B fhw: TRy o

URumH: FUmEG

TTeq07 &1 fore: hIHTelH TaRRH oXe 34 fag!
TSle/0r T TS BReR SUSTI BRI
URUMH: BUTHS

G1&r0T ot fobe: STEAY &ffd Ud GuR, W01 ot sbiiRreprell o
A SITU TRAUIRRR ¥ §16R)

TR&0T GUTTett: ¥ gUTCTZe ™

UfRuma: UMD

LRI & e ARdIgEN o

TIfd: g (T1349)
THHTE & IK: HikdD
UiRuma: UMD

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

R HUTHS

Tef01 &f fohe: YRR & S8R T RAT BT HITRIeB13MT 6T S
IaRad= gtemr
R HUTHS

TR B fee: T UTRal & TERiNEE GerIieg uRie

(Gﬁﬁauwﬁﬁﬂsaaﬁﬁiﬁw
Tt g (A3

TWHHRMA & IR ﬁmr«rém
giRumy: BUTED

D TR 3t few: dadifear Teeh fawsta ufvads &t S (AMES)

R HUTHS®

L TR Bl f: SA-dial AIShigad iy ¢

Tt G (H139)
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Sitagliptin Phosphate:

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR OIRT FRA &t dRIG: 14.04.2025
4.2 11.08.2025 27110-00025 Ugell IR SR} B & dRIG: 31.10.2014
URumH: FumdES

FHERSAPAT

IUAS TSR TR ANpd Tal|

3{dad:

Metformin:

PEIIG _ D Y (HISY)

frda g & ford Tudh © 91 9Wig

(TSRIUTSR) g3

EENED : 1500 fETI/Ade T IRRS YR

giomH : BUTHD

[CII] ; [e), R (@)

TGl & IR : %E

e gHg & ford dud © 104 ITE

(TSRIUTSR) g3

RIh : 900 fBRTI/fbTT IRIRS YR

gRume D BUTHS

Tl : (Xe), HreT (fr i)

TEAIHTH & T ; g%m

P gHg & ford dudh 104 T8

(TSRIUTSR) g3

LOAEL : 900 T/ IRIRS YR

gRome L BUTHS

&I 3auq : iR iz Har gfga)

feauft L ufshar a1 Hrfargl &1 & He § URife €Y 8 Tehdn 31

I ; %nm)
TAIHTE & T ;

fra g9 & ford Iudh D 29|
(TUISR) g3

gRome D BUTHS

I LTI Q)

TGIIHTH & IR . Yt (dH &1 ar)
P gy & ford Iudh D 29|
(TUISR) g3l

gRome . gRdid®

g 3dgq : R

femoft : ORI § S[aelid $I 7S He@qu! fasTadarn
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Sitagliptin / Metformin Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR OIRT FRA &t dRIG: 14.04.2025

4.2 11.08.2025 27110-00025 Ugell IR SR} B & dRIG: 31.10.2014
HERSDHAT - ST L o T Aed Yol fauTaddl & ford aefiepRor o1 wHed =18t
HIdl
Jqa:
BT L 9E (X9)
TR & IR N R AN
frda g & ford Tudh . 72 98
(TEHUISR) g1
gRkome . BUTHED
feefaaw s™eTTsS:
ST L TIRe)
TEHHRH & I DI T (Y TR H)
P gHg & ford dudh . 29|
(TEHUISR) g1
T :  OECD WRtefur femmfder 453
giomg . grid®
fewguft . yfchar a1 HRiaTE! BT & F H Ui TgY 81 gohdT g
g (@) Tard Sa-3Uas el & IR SHFY Y 47 & [k &
GG gl |
BRI - Sfiher : %@W%WWWW@WWWW
|
3T fauTadr
I SR R aiffepd TEl]
3dYd:
Metformin:
3(ARdT & THTT © Ol Y fpe: Idvan
goTifa: 8T (<)
TEHHIH & I AifdD

JdRdT: NOAEL: 600 farm/fesT smiRes 4R
URUMH: IS &HdT IR UG g

MR RY S AP uyEl : oiem ot e fas™
USTIfel: 6T (<)
THHTE & K HiRkdP
fomraTE® fauTaddr: NOAEL: 600 fim/fesm IRiRe 1R
gRUMH: ReIfSHI% THTT T8t |

Tier 3t frem: yor-miw R faem|
TSI @RI
TRHBTE & IK: HifkdS
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Sitagliptin / Metformin Formulation

TeeHRT T=ned of faf: TY.31.09. FR; i IR SR TxA P! IRRG: 14.04.2025
4.2 11.08.2025 27110-00025 Ugell IR SR} B & dRIG: 31.10.2014

YOI-TTHRY 1] fAWTerialI: NOAEL: 140 fHmm/fdm IRiRe® HR
TRUTH: R THTd T8 |

Sitagliptin Phosphate:

3(ARdT & UHTG © O3t B fhw: B / SRe o1 Ui famrg
TSI 8T (R€)
TSI & I: HifkdD
JdRdT: NOAEL Parent: 1,000 form/fam IkiRe 4R
TROIM: U] TR0 ¥ SR R HIg THIE T 2T |

MRS AP uyE @ gem ot fow: yor-mier Rig) fdem|
TSIt 8T (}€)
THHA &b I D
SRS LOAEL: 250 AT/ IfiRe UR
IR Y R YOITasTea HTd 3R T1efrHTa urg Tu|,
SRCISTID THTE Tt |

Tigor 3t fve: yor-miwy R faem|

TSI @

YOI NOAEL: 125 firm/fem IRiRe UR
RUMH: YeIfSHIe THTd T8t

JAqare:

3T & YT L TR0 & fh: Tep-Ule! gedied favedan sieaa-
USIfd: g1 ()
TEAIHYE & I AT T
R HUTHS

TR RRY S AFR W UUE! © IRIe0 i fheT: BiEhkIc! / IR™ &1 Wil fawm
goTifa: 8T (<)
TEAIHTE & I AT a1
R HUTHS

STOT - Uohd SIf@H

JUAS TSR R i Ta|

STOT - g™ SfaH

JUAS TSR TR i Ta|

U GRT® fauraaar

3AdYUd:

Metformin:

I L ggI Re)

NOAEL ;125 mg/kg

TP P I . Aife®
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Sitagliptin / Metformin Formulation

TeeHRT T=ned of faf: TY.31.09. FR; i IR SR TxA P! IRRG: 14.04.2025
4.2 11.08.2025 27110-00025 Ugell IR SR} B & dRIG: 31.10.2014

o T7g & ford dudhs 1 year

(TRTUIGR) g

fewoht ;o Hecgul ufagd UHTa &t YT ot e

PEIIG] DGR

NOAEL : 100 mg/kg

UGB & IR e

frda g & ford Tudh 1 Year

(TRTUIGR) g

fewof . fordht Heayut ufagd UHId &t g e et

Pl -l

NOAEL © 50 mg/kg

T@IhE & IR D @Al A

fram 97g & ford gudhs . 2year

(TRITIGR) Gl ‘

fewuht ;o Hewgul ufagd UHTa St YT el

Sitagliptin Phosphate:

I . NG (H139)

NOAEL . 500 mg/kg

LOAEL : 1,000 mg/kg

TEHRE & IR

fpa Tg & o duss >2y

(TRIUIR) g

&g 3dyd : Taf

BRI N

NOAEL . 500 mg/kg

LOAEL : 1,000 mg/kg

TEHRE & IR

fpa ag & o duds 14 Weeks

(TERIUISR) g ,

e 3agd R, T1af, feq, <fa

RG] Lol

NOAEL ;10 mg/kg

LOAEL 50 mg/kg

TEHRE & IR ;

P gy & ford Iudh : 53 Weeks

(TRITISR) g3 , .

eI AT L $HEg el o (Fed Ray WieH)

SR D g g

femt : Ufehar a1 SRIATE! BT &7 Al § Ui g g1 gehdl g

RG] |

NOAEL . 2mglkg

LOAEL 10 mg/kg
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Sitagliptin / Metformin Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR OIRT FRA &t dRIG: 14.04.2025
4.2 11.08.2025 27110-00025 Ugell IR SR} B & dRIG: 31.10.2014

T & IR . Al

frda g & ford gudh © 27 Weeks

(TRIUTSR) gaT _ . . .

&g 3auq . HpId Bl AGURT, HEF ST dF (Hed ARaY HiNeH)

SR N SRR

feamoht : Ufshar 1 Hrfarel &1 & Tl H URife A6 8 Tahdl Bl

I DdR

NOAEL © 100 mg/kg

TP & T e

foam g & ford dudh 14 Weeks

(TEUIOR) g1

femoft . fordht Heayut ufagd UHIa & g e et

@

eI L 98I Re)

NOAEL : >=9,000 mg/kg

TEAIHTH & T . T e

fram g9u & ford dudhs : 90 Days

(TEHUISR) g1

feefaaw s™eTTsS:

BIEII L 98 (X9)

NOAEL : 24,000 mg/kg

TAIHTH & T ;

fram 99u & ford 9udhs . 28 Days

(TEHUISR) g1

TRy L 9@ Re)

NOAEL : 10 mg/m3

TEHRH & T DI QT (YRR TRH)

fpam Tg & o duds Co2yr

(TUISR) g3

CIGEEGE

JUAS TSR R i Ta|

TG SRaH & 1Y 3gHa

3AdYUd:

Metformin:

T Hudh + fouoft: et & S 8 wad! B

3T J Iudh . fewguft: 3ifEt A S 8 Iohdl 8

IBUGASEI D NIR: T, AAd!, Ject, Urdd JuTel adbait, Ue BT,

fgaedr, ysrae, Rrad
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Sitagliptin / Metformin Formulation

TeeHRT T=ned of faf: TY.31.09. FR; i IR SR TxA P! IRRG: 14.04.2025
4.2 11.08.2025 27110-00025 Ugell IR SR} B & dRIG: 31.10.2014

Sitagliptin Phosphate:

Sitagliptin Phosphate:

1Y gRT T-UT AT TIR: HUR YT TY Ygh AT, T 2Ny, RS

e o D IR SR YT UY HHUT, TGN, RRed, A,
IR aeht o, g

12. gIiRfRufa@TT =T

uiffRufae faureaarn

AdYUd:

Metformin:

Qara/SeT gt &1 faumedarn EC50 ( Pseudokirchneriella subcapitata (8 a1 (Teoh)): >
100 mg/l
foram g & ol Judh (TaRUioR) M 72 h
I oirg. .S e e 201
NOEC ( Pseudokirchneriella subcapitata (831 R1dTeT (TewiT)):
100 mg/l
fordm g & ford Tudh (TaRUioR) 3 72 h
TRIPI: 3134 St. e Fd=T 201

SitaTugsfl B fosTera : EC50: > 1,000 mg/l
fordm g & ol Tudh (TaRTUioR) §3M: 3 h
U&7 o foh e 4T9-URaN B hldc
TR 32 . e Rz 209

Aol &l faureaar (RRep1feiee © NOEC: 10 mg/

RGO fordm g & ol Tudh (TaRdioR) e 33 d
gl Pimephales promelas (ﬁﬁ%‘s’ ﬁ?ﬂ)
TR 3. xRz 210

SHRYTd 3 Sefed : NOEC: 40 mg/l

SR fsredar (Rrefers ford g & ol Tudh (TaRdioR) e 21 d

ﬁmaa?n) Uil Daphnia magna (dIc} tFl'@ﬁ)

1 3N € e Adw 211

A3cl B fauTadar . LC50 (Pimephales promelas (ﬂﬁ%@’ ﬁﬁﬁ)): > 100 mgl/l
foram g & ford Tudh (TaRdioR) g3 96 h
RIbT: OECD Uigur fa=nder 203

SHHATTE 3 Je-Ifed . EC50 (Daphnia magna (dTeX Tei): 60 mgll

SereR fasTarar fordm g & ford Tudh (TaRTdioR) g3 48 h
R ot S I 2w Fdwr 202

Qara/sera arel &1 fasmaarn EC50 ( Pseudokirchneriella subcapitata (Eﬁ ard (Q’c_vﬁ)): >

39 mg/l
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Sitagliptin / Metformin Formulation

TeeHRT T=ned of faf: TY.31.09. FR; i IR SR TxA P! IRRG: 14.04.2025
4.2 11.08.2025 27110-00025 Ugell IR SR} B & dRIG: 31.10.2014

foram g & ford Tudh (TaRTUioR) 3 96 h
T 33 .S e Fdwr 201

NOEC ( Pseudokirchneriella subcapitata (Bﬁﬁ?ﬂﬁ (QcTri )):
2.2 mg/l

foham g & ford Tudh (TaRUioR) 3 96 h
T 33 S e Fdwr 201

Gﬂa'l'l]l&ﬁf[ﬁ'w : EC50: > 150 mgl/l
foham g & ford Tudh (TaUioR) g3 3 h
TRI&UT & [ YT-IRa H & phac
et 33 S e Adwr 209

NOEC: 150 mg/I
fohrdm g & ford U (TaRTUioR) 3 3 h
T80T BI fohed: YTH-IRa | wplae

A3a &I fauedar (RR&rfeie @ NOEC: 9.2 mg/l

IGRIES) foram g & ford Tudh (TaRuioR) e 33 d
P ISIITE Pimephales promelas (ﬂ?%g ﬁl?ﬂ)
I 3.3 W . o Fax 210

SHRYTd 3 Sefed : NOEC: 9.8 mg/l

SR fauTae (RRapferes e T o ford e (TaRIdIoR) §aiT: 21 d

[ELIESED) USTd: Daphnia magna (dTeR Uil
TRPT: 3.3 4 St e Fd=r 211

Tq@:

NI RCLIESKI] : LC50 (Oryzias latipes (STAHT HS®T)): > 100 mg/l
fohdm g & ford Tudh (TaRUioR) g3 48 h
femult. ue Sft g & e wR smemRa

fefaum s=efRIES:

Tl & fquTedarn © LC50 (Oncorhynchus mykiss (X8 €13¢)): > 100 mg/l
fordm g & ford Tudh (TadioR) 3 96 h
TRIeT: OECD TRIEUT fGRn-a=r 203

ST TE 3 Je-Ifed . EC50 (Daphnia magna (dTcR Til)): > 100 mg/l

KRERRELIESE] fordm g & ford Tudh (TaRTdioR) g3 48 h

Qara/sed gl &l favgaar ¢ EC50 ( Skeletonema costatum (ﬂ'ﬂ,’sﬂ B@Trf)): > 10,000 mg/I
fordm g & ford Tudh (TaRTdioR) g3 72 h

EICIYEREACNIESEI] :  EC50: > 1,000 mg/l
frd g & ol Tudh (TaRTdioR) §3M: 3 h
e ofl.3.30 S ¢ e 209
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Sitagliptin / Metformin Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR OIRT FRA &t dRIG: 14.04.2025
4.2 11.08.2025 27110-00025 Ugell IR SR} B & dRIG: 31.10.2014
TR 3R apAORET
3{dad:
Metformin:
Sfae 3raehHUIdT B & ;g fig Tfa @ sruefiforg @9 archt

Sitagliptin Phosphate:

e SAHHUET 50 %
foram g & ford Tudh (TaUioR) g3 2 hrs

9 SapHUAT B &FaT . URUMA: dig fa I 3rgefford g9 arelt et
Sfde THHUET: 39.7 %
foram g & ford Tudh (TaRdioR) e 28 d
TRIbT: OECD Ttefur fezmAd=r 314

L ICIR=A TR D STeid fasawon: 50 %(401 d)
aiepr: 3.E. 1Sl o M 111

I

I SHTHHOCT BT & : URume: YAl & 1Y UIhidd diid ¥ SahHuBR]
CRIERESERRIS]

Tyifad e Jaua

3dyd:

Metformin:

[ELISRRILICaRCE] : log Pow: -2

3faea/arn)

Sitagliptin Phosphate:

fqUTeH Tutiep: (T :  log Pow: -0.03

SNCAEIG I Bi))

gt o wfofteran

3dyd:

Metformin:

iRl dalt | fadvor : log Koc: 4.3

Sitagliptin Phosphate:
TITaR0T &l H faaRom

IRIPT: OECD TRtequr fe=nfder 106

: log Koc: 4.37
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Sitagliptin / Metformin Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR OIRT FRA &t dRIG: 14.04.2025

4.2 11.08.2025 27110-00025 Ugell IR SR} B & dRIG: 31.10.2014
3= Ufded gHTa
22T I Tl
13. fAger ifgard
fAreR & T 8e
QY I &1 9 (e . e @I ATel # 7d Bov |
R fafaHl o Fy thas |
gfa afd © el fSsst B e P gTsd B arelt Bieldl A SarsdwalT ar
T & fod o S|
AR 3T fafAfdy =18t fosan T SiRjed IdTg & U o
e &3
14. UREE a1
iRty fafram
UNRTDG
TaRATh Il & TU H fafafig T8t
318 U &1 -8t ot 3R
TaRATh Il & ¥U H fafafig T8t
313 TH Si Sit-Pis
WA Il & ¥U H fafafig 78t
IMO JUBRUN & IR UIh | UiRag B¢
3{Tfef 3T T tieae & forg oy et
IyURTHal & fore fa=iw wraenfaai
TS gl
15. fafram® g

gerf a1 frgor & g Rem, Ry, 9k wataror & faffmfaus
39 I & 3rayd FAmfafEd sra< Ny # gRa €

AICS S ERIRRE
DSL - fyiRa =gt
IECSC ;i T8t
16. 3= AT
=Y 3t fafy © 11.08.2025
Sifaf¥ed sHaRI
ST it & ddheH & o . % O1d SDSs, OECD eChem ¥ 3{idRd ddb-iid! sel, Scl
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Sitagliptin / Metformin Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR OIRT FRA &t dRIG: 14.04.2025

4.2 11.08.2025 27110-00025 Ugell IR SR} B & dRIG: 31.10.2014
TINT fhd e gRdmast OIcd GisT UROTH a1 R IR ToieT,
http://echa.europa.eu/
feri® Reu A Amad
3 SEIAERE & quf arRy
ACGIH . guE| ACGIH HHRET A (TLV)
ACGIH / TWA . 8-4¢, HY- 9o 39d

AIIC - 3R X! Bt SiReferars el ANTT - SIford 1 g HfH uRag Toiell; ASTM -
ST AHRR Tteror TR bw - el &1 I9H; CMR - SR, Jeoid A1 Toi-+ fauaT; DIN -
THA AF®HIHRUI TRM & U TF%; DSL - IR Uar gt (@181); ECx - x% Uifehar ¥ T
Tdhe; ELx - x% Uafehar ¥ J&F AET &R; EmS - SATITAHIH VSgel; ENCS - HiSal 3R -4
IMEAH® Uiy (SUH); ErCx - x% Jfa o URifshdl I JT Wdbad; ERG - SATUTI@®IcH Ufafshar
MEE; GHS - Afi® TR TR I77d ReH; GLP - 3=t TANTRITET UT; IARC - iR TR SFHYH & fag
RIS TOIT; 1ATA - SRS a1 URde TARIUTH; IBC - YR AET # Wk AT aret
SeToll & fAfor 3R Iuavr & g 3 TfgdT; 1C50 - 3T HfAHIH FRIUTE® g, ICAO -
i TR faHFA 16; IECSC - I # Hi@l I™® Uard T $dedt; IMDG - SiRigh
TS GARAD HIS; IMO - RIS Tl W16, ISHL - STeifie JR&T IR WA S (STUH);
ISO - AFSIHRUT & N SR WITSH; KECI - HINAT HIS[GT TR Sae; LC50 - TRI&IT et
B 50% P Gldd g, LD50 - GIEUT SHTEIEl BT 50% P Oldd TR (A1 °dd WRID);
MARPOL - SIgTall & UgHUl Ft AU F o Sierfgha e, n.o.s. - 3 fAfEy &Y, Neh - forcht
708, NO(A)EC - 3@didd A foar mar (wfded) UuEa ddhad; NOA)EL - 3@didb- = foar
UfdEd) THTT TR; NOELR - TR-3AAGH-0RG THId deM ax; NOM - 3MfsRe Afdye- fAam;
NTP - 1519 f4u-faq STishH; NZIoC - T8R! &1 =gell o $dedl; OECD - 3i® qganT 3R
9T W&, OPPTS - IS JREM 3R UGHUT ABUH HHfaT; PBT - RITR, Sa-THAIH0T 3R
fawred gerd; PICCS - WA 3R I Tenf Bt fheidig 39ed); (Q)SAR - (AETEE) T
T3 Yey; REACH - I T¥e 3R IWE Uoiiprul, Hedidh, WAeR iR ufase uikse &1
fafaH= (EC) . 1907/2006; SADT - -digdT 3qge digHM; SDS - YR&T 8al 2ie; TCSI - dgaH
IS erd 3d4est; TDG - WaRATd A1d &1 URag; TECI - U3As T $desl; TSCA -
fauTert gt iz s (Fged Irsg SR, UN - §ga X1Y; UNRTDG - BIH®GRS IHH &
URaET R UG Y ST RABIND; vPvB - Tgd VIR 3R Jgd 9a-THAPRU AFG; WHMIS - BT-
RI WeRATD HHU G- Yorel!

T JR&M ST =T B SUS THRA S IRNG I ot T THSRI AR IH, STHGRT 3R Iy &
SFTIR TE & | STPRT Y QRIET &1 J GHITH, TN =, TfhaT R, Ter A, IRag e,
fAe™ &1 quT Blsa & fo Had Anfex= & T # feomad far mar g qut et yeR &t arel ar
TUTaRTT T fAfFC=T T8 AT ST | Iuds SR TR TSR 39 SDS & XY R ggar TRt had
fafry Tl @ Tefda @ qur sps Il 1 fardt s Tl & TaeE ® Ot fesht o ufkar B, o
TP UTed H =1 ST T 81, YA 31 W I e 8 9hd! ¢ | It udadrait &l a8 W, Taie
¥ ifqw Iare T SDS-TMH &t IUYHIT HT SMHAH IR Tled 88d B, YA HA, Ufehar A
TYT T B & 3T 3ty 71 & fafiy ey o TFeRY ok Ry ien ot aeften o =nfey |

IN/HI
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