& et e €I MSD [ .

Sitagliptin / Metformin Formulation

TTHI] T=neE o fafdr: TY. 31U, Je: 3ifdH IR SR B Dt dRIG: 01.10.2022
3.0 04.04.2023 27110-00021 Ugal! gR SR} A Bl dRIG: 31.10.2014

1. ITE T4 HHI Bt ggar-

LEREIE] * Sitagliptin / Metformin Formulation
frafansmyfdeat

ST MSD

Yl - Briahnager - Off Pune Nagar Road

Wagholi - Pune - India 412 207

THHE ! +1-908-740-4000
JMUTABTA CAHTBI TR I +1-908-423-6000
S-Hel 1 Udl '  EHSDATASTEWARD@msd.com
TR R RreTier iR ufady
Repres wam T i
I R Ufaeey ;
g el
2. @R &I ygaH

frrgtor, YR 3R & SmaTd WavATe A FrgETaed, 1989

affaor
g1 & urT | B Fufika Ards & SguR Tave & & & iffpd T8 7

oI ¥, e-aeffeor

g fawTeaar @fa®) ;. faumTy
SI1.U9.TY. d9d dd

SRaH &1 feErera ; ::

Hhd e D dTaAt

BT =i sare © H302 fRTem @ gifReRS |
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Sitagliptin / Metformin Formulation

TTHI] T=neE o fafdr:
3.0 04.04.2023

3ifdH R SR 31 BT aRIG: 01.10.2022
Ugal! gR SR} A Bl dRIG: 31.10.2014

TY. 31U, Je:
27110-00021

wgfaard/gafay™ s

: APYTH:

P264 I & §1G @dl DI D! ag Uil
P270 3 3G DI TN Hxd THI GHT, 1 a7 YHaH Jd |

3

P301 + P317 + P330 3R fret fora g: ferfere oo ured
B | 4g ! U § URDR (RY) B

fraror

Pso iy S P o e S oS
|

3= giferat Rt ufvomy Wy affewor & giarl

YT P T TP G WR 3Gl | Fifd! Se gl wapell gl

& & I TS g4 IR 3@l A it STa iR a1 A gt gl gt ol
TishaT, YHTE 31 30 T P SR fables Ydl-arg Ao s 9ahd & |

3. 3AUq! HT AISA/SITHPTRI

e/ fersyor ;oo
3quq
GICIEEAE ] W T (F9) - TR | TS (FIAH) (%
w/w)

Metformin 1115-70-4 >=70 - < 90
Sitagliptin Phosphate 654671-77-9 >=5-<10

. 9004-34-6 >=1-<5
feef oy SRaiwRs 13463-67-7 >=0.1-<1

4. yyfie Rifesr & surg

T I8 : 3R gHeAl Bl I ddidd 31 9 T ) Afshd Wb I JaTg B
S T&U1 TG e T XobT i R (RUfd H fafb it gerrg o
3R G gRT TgUI & ST L G W RT UGN R foram ST, f ofrent getl gaT & o Sd |
eI Yahe g4 WR ey IgarT o
SR @l ¥ U g1 oY D U I A |
' T Yehe g1 W Fafdb g Tgai |
3R 3@ T YU g T : gfe il o I St ol ¥ 33t avE o
Tfe Sa I 81 3R 9RI TR, I Fafeiia gganT o
3R 1 form Sme ; gﬁ%ﬁwmmﬁrWﬁm$m,waﬁam
|
fafr it wga o
U1 & 1Y Yg 3] e Ppeell bRal |
SRI ofekd 1 He P S U 1 p AT <
T Hg@yuf deor 3R LYW & 1Y G g TR 3 A AT S SR o B g™
UG, 1 dig 3R 3 BEEnI
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Sitagliptin / Metformin Formulation

TTHI] T=neE o fafdr:
3.0 04.04.2023

Y3109, AR 3ifcH IR ORY 31 & dRIG: 01.10.2022
27110-00021 Ugal §R ORI 3 & dRIG: 31.10.2014

e & T JHH A W 3@l B TifAdst STer gl Jabel g
A77e ¥ g RS |

Ty fafde & TReor D YA fefdrct 3 aTell ! ST YR&M IR & &1 a1fg T, al
SNREH Bt FUTTT B TR YT Y FAfID JREfTETH IUDHRUT
PT IUUNT HAT AT (WS 8 W )|

fafrcre & ford g L Qe SR HEIRT § SUER X

5. R IUNT

Iy i Hifgar S RE:]
Tapgra-ufaRre S
Fa SRAHURZS
/T T

T (T IR S HEH ¢ 3T

A FH GRA R IR 4d T Y Uh, Sqa WId $1 SURUFT B AL 4T g1 & 3R
BB HET § THA 8l § dl fawmie for Su1a-T 81 o g
T8 IdIE] &1 YU W & il T WaRT g1 Ghdl g

QAP G- TGl I BRE RSy
qISCIoM A8y (NOX)
Ted RSy

(31FT) G2 & faRy adies . g ARSI YT B o R ORI 3R Smg-ur
IR & 3IHd Bl
g fSsdl Bl 381 A & ol TA-BeR b1 TIRT Y |
SR U1 BT YRIE § Al 3T & & I &g = de-R Hevrd o
SHTE & Wil Hram |

MY S Ul Sad  © 3 o1 oM R, W93-FRifAd 41 Iuaor ugH |

IR ST Y& FUBIUT TRINT D1 |

6. THTRT frefier sura
A AU, ReMATd ¢ (Aol IETAS IUSR0 TART He |

JUBOT qUT STATIDBTATT

TRl Araen=ar

HBTS P 3R e A A
& uerd ud i

R gSfeiT R (Ws 7 < ) 3R AfadTTd JREM IUHRON
& gATal (TS 8 ¢ ) BT fUTe B |

: gIdTaRu § Bie ¥ URER & |

e BT JRIEE, SR T 9 a1 Feh1d B A |

T ¢ T U Dl g1 Td AT

%ﬁwwmmﬁﬁ,a‘rwmﬁﬁaﬁ
|

. AP B hop P o, JHT HR 71 dgH gRT Ifd fess o

THHd B
%frﬁwﬁﬁmﬁﬁwﬁ(@@rﬁmﬁ@ﬁw@rw@ﬁ
TP HY) |

od Bl Idg! IR TS 1 G <, Rl I TAMY [T H qTdraror §
i 81 WR fawwie fygor a9 Sar g
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Sitagliptin / Metformin Formulation

THRT Tened &1 fafd: T9.81.u9. Fa: 3ifdH R SR 31 BT aRIG: 01.10.2022
3.0 04.04.2023 27110-00021 Ugal §R ORI 3 & dRIG: 31.10.2014
R a1 1P faf e 39 vard & fai ik MueH &= &

fore AN 81 Uhd €, I1Y 8 39 AeRIgey 3R sigery wR ot St
&9 yerd Ft) Refiel o Iwrs & ST A 9/ 9 §1 39 &Y
fofa &= g1 6 e faefiom amp 8 ]

U THSITH & SIHIT 13 3R 15 $© RIFT AP Reprg<
F IR A THSHR T B & |

7. TATAT 3R USRI

R / $d dfee=E
JRf&rd grye & forg
BIECIERI]

Wi Hesrur ot ufefRufear
MU RCE]

: Qfaes faggd o 81 et § 3R Fdfad 4@ & sRur fawpie 8

Tl g
gifed yafur s, S ) saad e ISSIT 3R | ar
3Ty arara |

: Ryt Iugad I 8 TN B
L Yd Bl Y GRT TG0 4 B

e 7|

3@ & Iy I J URER B

TP Y T JHY dP IT IR IR U H 3 J URER B
AT & 916 @l &l 33T g Y|

3T SIS TaFar 3R GR& TUTSH & SR JUTd,
PRIRIT TRIUIGR 3T TR SR B

d HT I 3R HId HH J HH gH < |

S ganT § A1 71, fos g 9|

dq1Y U4 Toda & 9did 9 g X9 |

Rfas R & ufded yafur Qe s

S IdIG ! YA HRd T8I 1, UHT T WU Td D |
w?ﬁ%ahaﬁﬁﬁﬁﬁwwﬁ@,sﬁ?m‘mmﬁm@
DH I

L BT RE U ded by gU & I |

fa=iy ISty fafodl & SR YeRU &

- fFufafed teR & Uigde & 91 9 39

e 3ieRiepRUg Teiey|

8. sy forimror / freft R

HRIRA A7 & AEPI & 1Y 39Uq

3{dyd

T T (P9) | T THR
- TR (3IRET0T T

= ur=e / 3MYR
ERERIC]
UPHR) HIACIA

Metformin

1115-70-4 | TWA 1 mg/m3 (OEB 1)

Sitagliptin Phosphate

654671-77-9

TWA

0.5 mg/m3 (OEB
2)

SENE

9004-34-6

TWA

10 mg/m3

ACGIH

feefon sgeitase

13463-67-7

TWA (48T

2.5 mg/m3

ACGIH
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Sitagliptin / Metformin Formulation

TTHI] T=neE o fafdr: TY. 31U, Je: 3ifdH IR SR B Dt dRIG: 01.10.2022
3.0 04.04.2023 27110-00021 Ugal! gR SR} A Bl dRIG: 31.10.2014

Il | | EEERIES) |

g() uerd SAa-3udsy Tl & 3R U Yo 47 & T | S 81 Bl
feetan Sz siiass

goif=afeT fFasor : Wﬁ@&;@wwmémﬁwé@ﬁnﬁﬂﬁw
BT AT DRI
it SSifafi fdzon &) oReR feus grt erffd e
BT 3R ITa!, ST, 3R Tufarr & &1 & fole GMP &

Rgidl & R Haferd foar ST =gl
EEIEEICEIRIEPl
o Yaeht s=g L 3R A R e dfede Suds 8T § a1 TaRIaeR
3MTeher SRR fe-FE % STex TaquioR Ueiid #Rdr g,
Al T GRET BT SUANT DR |
e’ UhR ;D UBR
IR EUICEIC)
Bk A g
it ot srema D IgS Tiies AT & 1Y PRETIATUGH |
3R HTH & HIETd a1 Tfafafy & oot ot fRufaar, o a1 wRied
e &, ot Sfre Tred U |
IR Yd, ¢, T TR & AT Y Gudh &1 GHIET g1, ol
ToRiies 1 IR AeX BT 3= TR0 UgH |
9T g IRR Taeht T . qel a1 TR Hie B B B
el Yadt Iu™ L 3R UMY IUANT & SR WA & JUd T 3 Bt YU €,
@ HTH B & WM & AT 3RS 9 B yonferar iR R
QMR UG DI |
TN % R, ST, FHT 31 Yoa™ 7d |
U HUS! B U & 916 B [ I STaTd |

e & gHTdT e H SolifgRaT = 6 Htar, Sfd
ST GR& IUHRT, IIa ST SR ufk=iie= ufesanat,
N Tzl AR, fafde FTRE ok arimes

=01 1 ST T BT A1
9. Hifae ud varafA® ur
fagrae SN
a1 D Se1 Uy e
Tigy D 3l Uy gl
7Y PGBl L 3T IUA el

fiw ;3T IuAs gl
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Sitagliptin / Metformin Formulation
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BT T=neE ot fafd: Y. 8109, AR 3ifdH IR SR = &1 dRIG: 01.10.2022
3.0 04.04.2023 27110-00021 Ugall IR SR R &1 dRIG: 31.10.2014
fraa/ds &1 agaE L SeT Uy gl
IR Ida- 1 fdg / Iga-  © el Sudsy g
o A
e fag D U e
IR BT R R
SaeTRAEdT (31, T ) : ﬁ%ﬁwmmwmﬁwwsmmﬁww
|
SqeRiedT (@R uerd) D 3T IUAs el
3 fawpie T/ I=dR D SC1 3UA gl
SR THT (30
THadfaferd fadie)
HH fawmie T/ D 3l Iudsy gl
Saa-RITadT ST (TSR
THadfaferd fadie)
Iy ga1a D TSy e
qug A g U el
TTae g Ta ;3T I e
T D SeT Iudasy gl
o= B fdar : SeT Uy gl
fquTe Tuies: (T R
3faeHIa/a
ISR &1 auH= SESTUIREREE ]
3UYeH &1 dIHH L SeT Iudsy gl
Higdr (fapifich)
frpifyct L YA el
fqepies oRayT . fowples T8t
SIRFHIUT & TURGHTT : g uerd a1 iyl &t sfafieR® aiifed 8t fovan T 5|
D SeT Uy gl

"&nwmuw
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Sitagliptin / Metformin Formulation

TTHI] T=neE o fafdr: TY. 31U, Je: 3ifdH IR SR B Dt dRIG: 01.10.2022
3.0 04.04.2023 27110-00021 Ugal! gR SR} A Bl dRIG: 31.10.2014

I BT HY : 82T IUA el

10. fRu=ar aur ufaferaar

UfdeR . Siffsareiidar & TR & ¥ § FEifepd el
T R D I fRufem A RR B
uRRiBery ufafharai : ﬁgwwwww%aﬁwﬁwﬁwwﬂgﬁww
|
A STl R Tolcl & 1Y ufafehar R Tebdl g |
g yRfufaal 9 o< : Y, SaTe Og
4d B §99 I AP |
ST AT . 3NRfierufig Teleq
3gee yerdf ¥ shfaw D PIs TR 1A (BoRSH) 3fuee et 1 gt
11. fwmasnfora g
TPHF 3REUT (THUIGR) P TR 1 gRT TG0 BT
O ISR @ § Iudh
fTerT
i ¥ Tudh
W fauraaar
oM © sifeR® |
LIAKH
g Mifae fasmadar : 3t fasTaraan SIFHM: 1,380 mglkg
SRERRIUEIGRED
3{d4q:
Metformin:
SIEREIECEACLIEREI] : LD50 (JgT (X€)): 1,000 mg/kg

LD50 (AN (H139)): 1,450 - 3,500 mg/kg
LD50 (dax): 463 mg/kg

LD50 (BRNRM): 350 mg/kg

LD50 (Rt fi): 500 mgrkg

Sitagliptin Phosphate:
SIERITCEACRIESEI] ©  LD50 (JgT (X€)): > 3,000 mg/kg

LD50 (¥ (AT3)): 3,000 mg/kg
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Sitagliptin / Metformin Formulation

3ifdH R SR 31 BT aRIG: 01.10.2022
Ugal! gR SR} A Bl dRIG: 31.10.2014

THRT Tened &1 fafd: T9.81.u9. Fa:

U TSR R Fiffepd 78]
SdYd:

3.0 04.04.2023 27110-00021
Jqar:
g A fauradar LD50 (IgT (X€)): > 5,000 mg/kg
SIEERBACLIESE © LCS0 (8T (R)): > 5.8 myll
e THa & ford Tuh (TFITIoR) gafm: 4 h
TRI&I0T ATATaROT: Ye/FHa
SIERCEIRAELIESGI LD50 (JRTR): > 2,000 mg/kg
feefraw seiasS:
g A fawradar LD50 (JgT (X€)): > 5,000 mg/kg
SIEEREAELIESEI © LCS0 (8T (RT)): > 6.82 mgll
e T & fordl Tudh (TaUIeR) §aiT: 4 h
TYeq07 ITTERUT: Y/
3ficherT: gerd aT e Bt B 4T siage fywIaddr gt §
U1 & T ereRee

Metformin:

PEIIGE G RO ]

BIELIE] ;. gAP! Ol I B oiad
Sitagliptin Phosphate:

PG GOSNl

RG] v fror ol

qRomH . 9 A S et
feefraw seiisS:

PG G RRI )|

SIEWIE] . @9 A Sad et
TR A7 efaksdeH

JUAS TSR R aFiiepd el

3dd:

Metformin:

ELG] GRS
qRomH . ! It 3iREl Bl S

Sitagliptin Phosphate:

8/21



& et e €I MSD [ .

Sitagliptin / Metformin Formulation

THRT Tened &1 fafd: T9.81.u9. Fa: 3ifdH R SR 31 BT aRIG: 01.10.2022

3.0 04.04.2023 27110-00021 Ugal §R ORI 3 & dRIG: 31.10.2014

TSt G RO ]

RIbT ST R

EIRIE] ;3 & forg sifAfaal

feefaw sTgeiiaTSS:

|usm%r RG]

afeomy © 31EI H Oa el

oI a1 UG GATG DRI

AT DY gITS AT

JUAS SR TR afiepd al|

YTI-UYTT BT GITRHaT

JUAS TSR TR aFfiepd al|

3dYd:

Sitagliptin Phosphate:

O80T 1 fhed L R fip 1S TR (LLNA)

EEIIG] L NG (H13Y)

GRCA :  OECD udiefur femmfad=r 429

gRoms D T IRYeTgeR TRl B

feefraw s=efRss:

ERNEIRCE] L R foMp 1S TR (LLNA)

U (THIUIER) & A Y dUb

EEIIG ¢ o (HI3Y)

oy . BUTHD

SHaT] 96 JermHRidt

JUAS BRI TR aFfiepd al|

AdYUd:

Metformin:

[ERIEERINEESIEE : Tter B fre: dedifvar deeh faudta ufkadH @t Sira (AMES)
TR HUTE®
TYeror o1 fore: 34 fagt T
GRI&I0T JuTTelt: Yo ferhIaT hIfRIebT
TRUm: HUTE®
TR1&101 1 fobe: UG fauy
TRY&UT guITett: A4 ferp g ey
TR HUndS
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Sitagliptin / Metformin Formulation

TTHI] T=neE o fafdr: TY. 31U, Je: 3ifdH IR SR B Dt dRIG: 01.10.2022
3.0 04.04.2023 27110-00021 Ugal! gR SR} A Bl dRIG: 31.10.2014

frIciRIct 3 faal L Qe Bt fee: WW?R
TSI gy (TS89
TWITHRE & I ﬁlm
URUIH: SBUTeD

Sitagliptin Phosphate:
fHICIh RIS 3 fagr L TRIET B [ TR OXe
UM FBUMEHD

RI&UT B! fhed: HIHISIH TR ¢ S fdgl
0T ORI BReR USRI HIRISTE
gRumy: HBUdS

U&7 o1 fored: ST &ffcl Ud GUR, TR &) sifRrestadl o
JHTd ST TAYUI(RRR ¥ 916R)

URIE&0T JUTTelt: YT BUICIS ey

o UMD

ISRIEERIIBEESACE] L ORIEUT Bt foh: ATShIgaay ¢
USO8 (T139)
TWHHIE & IR AAH
URuMme: BUTHS

[ERIEERISEESIEE TRl o) b dadifear e fausia ufvad= @t Wit (AMES)
gfomy: UMD

TRIUT D1 T IRR & 18R TURAT Y HIRABT3 BT S
IaRad= udtemr
Ry FUdS

forIciRIct 3 faal L ORI T T TAUTRAT o TS YEATYSD g Tian
(Sifad uoft & wrsciomies )
TS Gy (H139)
TWIThRMA & IR: F91a
qfomy: BUTES

RREFERE S RA - oo o R S Se Rt oRad o9 o (AMES)
gRumH: BUTHS

IEEICERISCESATE] L ORI B fohe: -l AR b g ¢
TS Gy (H139)
URumy: BUTdHS
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Sitagliptin / Metformin Formulation

THRT Tened &1 fafd: T9.81.u9. Fa: 3ifdH R SR 31 BT aRIG: 01.10.2022

Sitagliptin Phosphate:

3.0 04.04.2023 27110-00021 Ugal §R ORI 3 & dRIG: 31.10.2014
ER: T E ||
YA THBRI WR Fifipd Tol|
3dYd:
Metformin:
ESIIG] ‘ . YD (H139)
o g & ford Tudh 91 9|8
(TRIUISR) g1
R : 1500 /T IRIRS YR
URUMH . BUMMHD
EEIR] ; (), R (@)
UAIH R & I : %
o g & ford Iudh : 104 9®
(TFUTGR) Gl
R : 900 fArTI/fobT MRS YR
URUIMH . BUTHD
RIS : (@), T (i)
Y CRE IR ; g%w
fham g7 & ford Tudh 104 I
(THIUTSR) Gl
|LOAEL : 900 /A IRiRe YR
afeomy . BUTHD
@&T 3fggd s yfRR @R e gfed)
feooft . Uforan a1 Hrfarel &1 & ot § URifies e 8 e 8|

EEIG 1 (HI39)

UAH R & I : %

fpa- THg & ford Tueh D29

(TRIUTOR) g3l

afome D BUTHSD

EEIIG LRI RT)

I E R L gD (U 1 U

fpa- THg & ford Tudh D29

(TEHUISR) g1

SIRIC : drdfde

e 3faad o R

ot . e s B TS eyt fawmear

IRl - ST L qoH B aed UoiH fauTaddr o e affenzor o1 awefs 8t
BT
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Sitagliptin / Metformin Formulation

THRT Tened &1 fafd: T9.81.u9. Fa: 3ifdH R SR 31 BT aRIG: 01.10.2022

3.0 04.04.2023 27110-00021 Ugal §R ORI 3 & dRIG: 31.10.2014
1|
LGS
oo . gl (@)
U & I . e e
fhdd THT & ford Tudh 72998
(TEHUISR) g1
afeomy FHUTHD
feefraw sEelfess:
ESIIG] ; a@é‘d)
TEiHRE & I DI T (YRR g H)
o g & ford Tudh L 29
(TEHUISR) g1
GREA :  OECD Utefur feenfader 453
IRuIE . IRdfd®
et . Ufehar a1 SriaTe! o7 71 A H Ui g 81 9T |
Tg(3) UG SI9-IUASY el § SR SAFY ¢ 4 & Wax o
TRTGH 8! STl
RS - 3ffdhad : %sgﬁmwﬁé?sﬂwww#@ﬁ@ﬂﬁw@mw
|
3T fauTaar
JUAS TSR TR aFfiepd al|
3{dYd:
Metformin:
3Rl & UHTT C e ot fobe: Idvar
Il 8T (RT)
TSI & K Hifd
JdRdr: NOAEL: 600 farm/fesTm smsiRes UR
UfROITY: TS &9dl IR UHTd el
MR R & e muuEl - wiem o ford: foeN
UoiTfar: <81 (RT)
TS YA & I Hifdd

fomraTe® fauTadan: NOAEL: 600 famm/fm ekiRe HR
TR SeISI% UHTE ot

Tieor o1 fooe: Yoy gy fasm |

PEIIERCRIIN

TEHHTA & I MEH

Yor-meiey R fawraaan: NOAEL: 140 /e Ikifte uR
URUITE: SReifore guTd =gl |
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Sitagliptin / Metformin Formulation

TTHI] T=neE o fafdr: TY. 31U, Je: 3ifdH IR SR B Dt dRIG: 01.10.2022
3.0 04.04.2023 27110-00021 Ugal! gR SR} A Bl dRIG: 31.10.2014

Il

Sitagliptin Phosphate:

37T & YT L TYequr B fope: WY / SR &1 wisii fae
gorfa: g7 (X©)
TP & K AiRkdDd
JdRT: NOAEL Parent: 1,000 form/fm sfiftes 4R
oRom; U] usterur ¥ IdRadl IR g UHIG el gl

MR R & AP RUUE! @ TR o fve: Yoy Rig faem|
gorfa: g7 (X©)
TRAIPIH & I ARkdD
CCISARIET: LOAEL: 250 forT/fab iRy YR
RO YA TR YOIASTeia YuTd 3R I1sfgyTg org Tal,
HEISEIER IR T

qieor o1 fore: Yoy Rigy fasm |

TSI @A

CISHRIET: NOAEL: 125 T/ eiRe 4R
gRRume: eIfSHie UHTd ot

LGS

37T & UG L OR1EU Bt fobe: Uep-tidl YIS ceH fauTdddr siera-
goTfa: IeT (X©)
TEAIHTH & ;AT -1
Ry FUdS

MR R & e R uuEl oo o foe: Bt / sk &1 uwsial fae™
Uit 8T (RT)
THBRA & I: FRTe &=
IR IREED

STOT - Uohd SiifaH

JUAS SHHRI R aFiiepd al|

STOT - ST sifaH

JUAS BRI TR afiepd al|

U QRIS fauTeRar

3{dUdq:

Metformin:

EEURY L 98I (XQ)

NOAEL . 125 mg/kg

UGB R b I . A

o T & ford Tudh © 1 year

(TEUISR) g3
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Sitagliptin / Metformin Formulation

THRT Tened &1 fafd: T9.81.u9. Fa: 3ifdH R SR 31 BT aRIG: 01.10.2022

3.0 04.04.2023 27110-00021 Ugall IR ORI 3 B dRIE: 31.10.2014
| |feeaoft . fordft Hewayul Uit TuTa ) g TeT foreft
I T
NOAEL . 100 mg/kg
UGB & I s
fhaa THg & ford Tudh 1 Year
(TRIUISR) 3 _
feuguft ;o meayul Ui wHTa &1 gEem e ot
EEIIG - |
NOAEL © 50 mg/kg
I4SNIERE LS| el
fhaa THg & ford Tuds . 2year
(TRIUISR) 3 ‘
feraoft . ol Heayul ufdgd UHTa @t T et el
Sitagliptin Phosphate:
ESIE] L NS (H139)
NOAEL : 500 mg/kg
LOAEL © 1,000 mg/kg
U Th R & IR :
o g & ford Tuds - >2y
(THIUTSR) g3
&g 3faad Tl
‘qvm%f . gl ()
NOAEL . 500 mg/kg
LOAEL ;1,000 mg/kg
INIERRE LS|
s I & ford Tudh 14 Weeks
(TSR g _
6T 3T . R, e, fe@, gl
‘EI\_rlTﬁf Dl
NOAEL ;10 mg/kg
LOAEL 50 mg/kg
TR & I :
o T & ford Tudh : 53 Weeks
(TR g3 - o
NERESERE] L oty ATSl dF (Hod Ray dieeH)
SR S REKCa ]
feooft . Ufrar a1 SRiATe! 1 &7 A H Ui gt 81 gdhdT g |
EEIIG |
NOAEL © 2mg/kg
LOAEL : 10 mg/kg
AR & I C ARe®
[ THg & ford Tudh : 27 Weeks
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Sitagliptin / Metformin Formulation

TTHI] T=neE o fafdr:
3.0 04.04.2023

3ifdH R SR 31 BT aRIG: 01.10.2022
Ugal! gR SR} A Bl dRIG: 31.10.2014

TY. 31U, Je:
27110-00021

(TRIUTSR) gt
&7 3faua ;oI B HIGUR, Herg ATS! o (Hed Rad YieH)
SR . ideH @1 gt
. Ufcba a1 BriaTEY BT & A A Uifie TEY € Wb 2
ICIG\TI? DA
NOAEL : 100 mg/kg
UGHTH A & IR e
fpa gy & ford Tuds 14 Weeks
(TRIUTSR) gt
feaoft . ot TRyl Ui wHTa ot e e et
EGGISE
le?f L R Re)
NOAEL : >=9,000 mg/kg
SNIEREE S| ;
fpad gy & ford Tuds : 90 Days
(TRIUTSR) gt
feefan smeiieaTss
Fﬂﬁ L eI ()
NOAEL . 24,000 mg/kg
UGB & I ;
fha- THg & ford Tueh . 28 Days
(TRIUTSR) gt
wa? L 6 ()
NOAEL 10 mg/m3
UEHRH & I LN T (SR R)
fpam THg & ford Tudh Do2yr
(TRIUTSR) gt
AT Rl
JUAS BRI TR afiepd al|
U9 | & Q1Y 3gHa
3{d4dq:
Metformin:
e A U : feugult: = A Sie € Tt @
3T T YU : fewft: sifEt A Sie | Tt §
T o D TR %, Hdl, Secl, Ui June adbai, Ue G,
fFagdT, Ydrae, RRad

Sitagliptin Phosphate:
|[ora gr1 w0 et

L R ORI 4T UY HhHUT, T MY, RReS
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Sitagliptin / Metformin Formulation

3ifdH R SR 31 BT aRIG: 01.10.2022
Ugal! gR SR} A Bl dRIG: 31.10.2014

THRT Tened &1 fafd: T9.81.u9. Fa:

Sitagliptin Phosphate:

3.0 04.04.2023 27110-00021
"ﬁma:n L MR SURT YT Y U, TEHIRFIeY, RRed, A,
IR Tt o, o
12. uTRfRufaaTa Jamn

i fRUfa® faumaman

3{d4dq:

Metformin:

aTe/STeg Uiell o) fawieddT @ EC50 ( Pseudokirchneriella subcapitata (8<1 RaTd (Tesi): >
100 mg/I
o Tg & ford Tuds (TaRTdioR) g3 72 h
T 33 4t éﬁfﬁ%m 201
NOEC ( Pseudokirchneriella subcapitata (Bﬁﬁiﬂﬁ (Qc_\rﬂ)):
100 mg/I
o Tg & ford Tuds (TaRTdioR) g3 72 h
T 33T 3. %Eﬁ?fir 201

EIEIL IR RCRIESEI] : EC50: > 1,000 mg/l
e T % R G (TEIvR) g3 3 h
TRi&r i fobe: Wmﬁm
TheT: 3N 3. .S e w209

el ol faureaar (RRep1felee © NOEC: 10 mgl/

[EEIEREI) feb e wH o ford Tueh (TeTUIoR) gefl: 33 d
TSI Pimephales promelas (ﬁo?%@’ ﬁﬁﬁ)
TheT: 3N 3. S e Fdwr 210

ST Td 3 Je-gd : NOEC: 40 mg/I

ERENCEICSRINEEINES T I & o Hudh (TaRdToR) g3 21 d

[ELIESED) USTIfdl: Daphnia magna (dTex Uil

Tt o 3.3 & e Az 211

ECENIEARELIESEI . LC50 (Pimephales promelas (Wegs fF)): > 100 mg/l
o g & ford Tudh (TaRUIoR) g3 96 h
TIBT: OECD TR ﬁ?ﬁﬁi&ﬂ 203

ST Td 3 Je-Ifed . EC50 (Daphnia magna (dTc Tl)): 60 mgl/l

ENERSELIESEI] o g & o Huds (TaRUioR) g 48 h
Tier: 3 3.4 8. ¢ g 202

AT/ del o) fawrgdar ¢ EC50 ( Pseudokirchneriella subcapitata (Eﬁ?ﬁﬂa' (Q@ﬁ)): >

39 mgll
ﬁmn;rﬂntr%%ﬁw (THIUTGR) §3T: 96 h
TIeT: 3 3.4 8. T g 201
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Sitagliptin / Metformin Formulation

3ifdH R SR 31 BT aRIG: 01.10.2022
Ugal! gR SR} A Bl dRIG: 31.10.2014

TTHI] T=neE o fafdr:
3.0 04.04.2023

TY. 31U, Je:
27110-00021

EICIVEIRACEIESEI

ST Td 3 Je-Xfed
ENERELIESCINEREIINED

Jq@ren:
EENIEARCLIESKII

feef v sT3eiiaTSS:
ECEIICARCLIESK]

SHATT Ud 3 He-fea
STereR fasmaddn

aTa/STeg Uielt ol fauTarar

EIEIEIR:AELIESEI]

EENICARCRICSRIN(CREAIN G

NOEC ( Pseudokirchneriella subcapitata (831 RiaTet (Teot)):
2.2 mg/l

o g & ford Hudh (TaRTUioR) g3 96 h

T 3 3.4 S & fAdwr 201

EC50: > 150 mg/I

: o g & o Hudh (TaUIoR) g3 3 h

TRI&U1 B fh e YT-IRa # T hde
T 3N 3 3 S e AW 209

NOEC: 150 mg/I
e Tma & ford Judh (TRTUSR) g3 3 h
URI&U1 D1 ford: YT9-URar B FhIac

NOEC: 9.2 mg/I

o g & o Hudh (TaUioR) geim: 33 d
SIS Pimephales promelas (ﬁ'ﬁ%@' ﬁﬁﬁ)
T ot 3 i F 2w A= 210

NOEC: 9.8 mg/I

' o Tg & o Hudh (TaUioR) geim: 21 d

IS IIFoH Daphnia magna (dlc} Wﬁ)
BT oft 3 3 B e = 211

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

| o Tg & ford Tudh (TaRTUioR) g3 48 h

fewguft: uer S IERET & ST R nuid

LC50 (Oncorhynchus mykiss (w cl3c)): > 100 mgl/l

| o Tg & ford Tudh (TaRTdioR) g3 96 h

TPBT: OECD Utefur femmAewr 203

EC50 (Daphnia magna (dTex Ueil)): > 100 mg/l

' pa T ¥ R W% (TEEUIGR) GO 48 h

EC50 ( Skeletonema costatum (GH?T Gl?ﬁ)): > 10,000 mg/l

| o Tg & ford Tuds (TaRTdioR) g3 72 h

EC50: > 1,000 mg/I

' foham T & o Hudh (TaRUioR) g3 3 h

e o 3.1 S T Adwr 209
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Sitagliptin / Metformin Formulation

THRT Tened &1 fafd: T9.81.u9. Fa: 3ifdH R SR 31 BT aRIG: 01.10.2022

Sitagliptin Phosphate:
TRITaRT el H faavor

3.0 04.04.2023 27110-00021 Ugal §R ORI 3 & dRIG: 31.10.2014

TR 3R g Hafordr

3dd:

Metformin:

G SrachHUIdT BT & . gRomy: dg wfa I 3muehiforg g9 arclt
Sfae SragpHUET 50 %
fordm Tma & ford Tudh (TRTUISR) §3MT: 2 hrs

Sitagliptin Phosphate:

ifdes 3rahHUTdT Pt & . giome: dig 7ifa @ sruehtford g areft =gt
Sfde THHUET: 39.7 %
T g & ford Hudh (TaRUToR) g3 28 d
T8BT: OECD Ultequr femmfAewr 314

Ot o RRT L Sl fasiun: 50 %(401 d)
T 3 3.3 S e A 114

EGGIGE

S ahHUIT BT & D OROTY: YA & 1Y WHTae diic o SashHueRT
CRISESEERIS!

Tyifad wfae Jou=

3d4d:

Metformin:

ERISERIIEZCG] log Pow: -2

Sfge e/

Sitagliptin Phosphate:

ELISRRINICHCS] log Pow: -0.03

SfgeIa/am)

gt ¥ fe=fteran

3{d4q:

Metformin:

qgfaRor weft A faarur log Koc: 4.3

. qlieT: OECD TRieT fewnEw 106

log Koc: 4.37
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Sitagliptin / Metformin Formulation

THRT Tened &1 fafd: T9.81.u9. Fa: 3ifdH R SR 31 BT aRIG: 01.10.2022

3.0 04.04.2023 27110-00021 Ugal §R ORI 3 & dRIG: 31.10.2014
3= Ufaed guTa
3T IS gl
13. fAge Aifgard
e & TiF
/N T 51 7 (Uer) L Ry it ey b |
Il T P T § 7 B |
afa fd . Wl fesdl &1 3 B gTSd B arclt it A Sarsadi ar
T & ford o S|
3R 3T fafAfEy =181 fovam Tam: sgad IdTe & U |
e H3
14. URag=T I
sieeigia fafraw
UNRTDG
[ARATS IR & wu § fafafia T8t
31Ts T & T-31 ot 3R
[ARATS IRl & = U fafafid T8t
3 T St Sh-ws
WARATE IRl & =0 H fafafig 7t
IMO SUSHVN & AR AP H ufkag— &<
3Tfef e T Meae & forg amy et
IyURTRdt & fore fa=iy grawnfaai
g et
15. faf~ramme Ja=n

verd ar firgor & g R, Wy, 8k wafavur & fafafaes

39 ITeA & 3auq fAmfrfad srae N A gfua §:

AICS - fuifed 8t

DSL : fyffa =gt

IECSC - fyffa =gt
16. 3T T

RRIEEEANRIR] ! 04.04.2023
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Sitagliptin / Metformin Formulation

THRT Tened &1 fafd: T9.81.u9. Fa: 3ifdH R SR 31 BT aRIG: 01.10.2022

3.0 04.04.2023 27110-00021 Ugal §R ORI 3 & dRIG: 31.10.2014
Sifaf¥ad SeRY
3T XM & Ihad & o . %= ATd SDSs, OECD eChem ¥ 3fidR® d@-Idb! Sel, Sel
TN {5 et A TIEd TS UROTH a1 R IJamafe Toie,

http://echa.europa.eu/

g@%mmﬁwmﬂq%ﬁm$q@mﬁﬁWWﬁmw
TR

fei® U=y : feAmmad

3= SR & quf arey

ACGIH . Ul ACGIH R A (TLV)

ACGIH / TWA D 8-Ue, WHY- o 3d

AIIC - T Al ®1 Sifeferars et ANTT - wﬁmaﬁw@m@wm ASTM -
3Afe! At Uieror TR bw - Sial &1 G9; CMR - BRI, Heol-d a1 Yo faveT; DIN -

THA ARSI IRH & U AFS; DSL - mwﬁﬂjﬁ(m) ECx - x% Wfdfshdl ¥ 9T
THe; ELx - x% UfAfehar ¥ &t ST &X; EmS - ATUTqHhIe- Uegd; ENCS - AEl 3R =Y
RS Uarf (JTAM); ErCx - x% s &% Uidihdl ¥ JST Hbg; ERG - UIddmIe- Hldfshar
TES; GHS - WWWWW;GLP-&@TWU%H; IARC - ¥R TR 3fJHuM & forg
Toi; IATA - 91y uRagd THIRIURH; IBC - YR OE1 T WaRA$b -1 arel
%ﬁﬁwsﬁvmésm HfeaT; 1IC50 - 31T Sffpad RIS ddha; ICAO -
RIS AR faAT T3, IECSC - ﬁﬁww%wﬁﬁsﬁaﬂmm i
WWWNO SIRIFTT T S; ISHL - SMefeh JREM SR WA BIT (SUT);
ISO - AMIHRUN & T SIRIPRT 13, KECI - HIRAT HISET [T gdel; LC50 - TRI&UT SHTarl
P 50% 1 AP Adbgd; LD50 - URIEUT 3METE B 50% 1 °dd GRS (AT °Idd WRID);
MARPOL - STgTell ¥ UGNUT &1 AU & oY SeRigha T9a; n.o.s. - 3T FAfEy 76T, Neh - feredt
f98; NO(A)EC - sadib = fdar M (wfddd) UHE ddha; NO(A)EL - 3fdaid- 9 fovar T
@fdHe) THTG TR; NOELR - TR-3{qdIHH-0 UG deM &X; NOM - RGNS Afdys fad;
NTP - I8 faw-fax SRIH; NZIoC - T $1 gelt ofs $dedl; OECD - SR e IR
AT TiTa; OPPTS - IMMAM® YRET 3R UGN ABUM HATAT; PBT - RIRR, Wd-THAHN 3R
fawmad uerd; PICCS - @A SR IS yerdf @t el gded); (Q)SAR - (WHTEE) T
TfAfAfY Fey; REACH - JRIUN T¥e 3R IR GoiidRul, eidh, WRHR R ufady aRug &1
fafa@= (EC) . 1907/2006; SADT - W-iadl 3{Ude dIIHH; SDS - YR&T ST /iie; TCSI - dagd™
A yerd gdest; TDG - WARATS WA &1 URdeH; TECI - YIS T $desl; TSCA -
fawrert uare Az s (3ige sy SMReT); UN - §ge Y; UNRTDG - NSRS HHH &
OREET IR TG P ST RABIRRY; vPvB - Tgd W IR Tgd Sa-TUHAHRUT ARG; WHMIS - HT-
Y WARAID Ut =1 Joret

U RET ST 2 & SUD THIRM DI dRIG B &1 T THSRT §HR JH, STHHRT SR [y &
TR T § | TSR B JRI&A &1 JUTAH, TANT 63, UfehaT 3, I A, URTg He,
ﬁwmﬁam@ﬁ%%u%awﬁh%wﬁ%ammw%am%@waﬁmm
T[UTGRT T fAfGRT 18T [T SITET | SUais SR TR SR 39 SDS & /Y IR gt it dad
WW@W%HmSDSWWWWW$WﬁmWWWﬁ N
6 U139 H T FdTG1 71 81, TRANT - R 9 a1 81 Taball ¢ | Ireht yiianstt &l @] 811 W, Uaied
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Sitagliptin / Metformin Formulation

TTHI] T=neE o fafdr: TY. 31U, Je: 3ifaH IR SR} B B ARIG: 01.10.2022
3.0 04.04.2023 27110-00021 Ugal! gR SR} A Bl dRIG: 31.10.2014

¥ oifad Iare B SDS-UHR & IUGHIT BT e B Tled e8d B, TN R, Ufchar dA
TUT G B & 30 3y &1 & fafkry Al & STHeRT SiR Rt ot geten w=ar 91T |

IN / HI
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