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1. ITE Ud HHHT Bt Ugd=

e A - Sitagliptin Formulation
fFrafansmyfdeat

ST ' MSD
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iG] ! +1-908-740-4000
JMUTARTA B TR I +1-908-423-6000
S-Hd &1 dl ' EHSDATASTEWARD@msd.com
TR R e iR ufaey
Reprrgs wanm . 3Ny
ITINRT R Ufaay A ¥ £ o o
2. @R B yga=

famfor, YesRUr 3R & SMAITd WaRTS 81 frgHTact, 1989

TffHRor
SFTEE-1 & T | H Fefd Arde & SFER @akTe & ¥4 § aified 78l 8

Sit. 0. B aeffemvor
TR 37 efa/gaior : faumTRY

HAPIID (Tdd) ST W faumT 3

SI1.U9.T. d9d dd

NltCEEAREENES] ; ::

Hhd e D dTaAt

g1 et sara= L H319 3Gl B Tohier Sia I Rl g
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H402 STefeR Sfiaq & ot gTHe R |

Tgfaard/gdiay™ §a ST N

P%64+P.265 THTA & dTc BT I 3] dvg T 4| 3iial &Y 7d
I

P273 dITaR0T H BisH A URER B |

P280 UgH 31 JR&M/ T IR |

3N

P305 + P351 + P338 3R 3@ A Tdl WY P fHe ddb Ut 3
IRPR () HX | 3R Hicde dF T & O 3= FHeprer

MM 8l e g

ge,? + P317 3R 3(RAl A Sa4 9RY Yo Fafdrean ggradr ura
|

fraror:

;01 f&ed @1 fAUeRT Wigd aw SHvd dREA |
|

3= gif~rat et ufvoms ey arffe<or €Y giar

Yd & 1Y TS g W ARG § it S SR @ § Gt 81 gl |
TR, TUTE T 30 WIeH & SR fahied Yd-arg fHreor s1 9ehd & |

3. 3AYQ! PT AYCA/SITTPTRI

g/ SR
3quq
TqRRS A H T (FY) - TR | TSI (HEH) (%
w)
Sitagliptin Phosphate 654671-77-9 >= ?\,%\iv< 50
, 9004-34-6 >=20 - < 30
AR e 557-04-0 >=1-<5
feefm SIEaRs 13463-67-7 >=0.1-<1
Ui 3,4,5-[CgrIgiiRIa=e 121-79-9 >=0.25-<1
4. Wy Rifee & sur
M T8 . 3R GHeHl g1 a1 ddiad 31 A @l o Afehd TIh I g HY
Td A1 £ I3 T Xihl Bt gx FRufa I Fforcita warg o
RAMERITGUIGI S I A GRT UG R ford ST, ol cfreit Qefl gar H o g |
&0 Jahe gF TR fafdreia [ganT |
3R @1 ¥ U 7 Sy L g B IR, XA @1 B 1A 3R Sgdrd U ¥ I He |
T a¥d Td S SAR |
it ggan o |
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WGARATH g IdIG|

(31TT) 9 & ARy i

P01 =Y B A Y8109, A 3ifaH IR SR B B dRIG: 07.03.2023
2.1 26.09.2023 17303-00023 U5l §R ORI d3A Bt dRIG: 30.09.2014
YN ¥ Ugd X el |
_ QIR § U § o 1 ot e |
TR 319 ¥ YU gl Sy L gWe gF W, XA 3Gl & HH Y HH 15 e a6 e IR U
UM Y 9B D
3R HICIT A UsH 8, AR ITH! JARAT 3 Bl IR & |
fafreita wgar o |
3R ATt foran wimg : gfg fATer 9, 96 URd 9d $L
0T Yebe B W bt Jgam o |
TTH1 & H1Y YE 3] e Ppeell bRal|
RERERCEURSAICIN ;3 # il Sfei I PRl 5|
UG, 1 aig 3R & gfﬂﬁgmaﬁwa‘@ﬁmwsﬁvwﬁw
|
Ui fafdre & TReur D Ui Fafdrc R aTal i ST YR&M UR & ¢1 A1fgT, I
SHRIA BT HUTET B TR G T JafHID GRETHS SUBRIT
BT ITINT HRAT A1eY (TS 8 ¢ ) |
Rifraas & ford g L o 3R WEanT ¥ SUER HR|
5. R IUT
Iqged U= Hifgan R
Taspgra-ufaRIe g
Fa SRAHURS
BILEZSREISIEE!
A (M) IR S THY ¢ IF
AP F RARRT TR Y@ T I A, S0 WId Bt SR T AL 4 a1 7 3R

BB HE B THF 21d) © o [apie [ SuTeT &) god! 2|
T8 I BT YUd WA & Il Th W1 8 Il g

L BRE HIHEeY

Ted ez sy
BRHRY & HFEeq

© g RS O3 TaRT o3 o R R SR S-urg

JIATERUl & 3HIHd Bl |

T [Ssdll D1 381 HRA & oL FTA-BER b1 YA 1|

TR THT H3AT QRI&A 8 af 3T & & F effag= deR FHevra o
S8 I WTell A |

M S U iRy Sard © 3 o1 oM R, Wa-FRifAd 41 Iuasor ugH |
JUYH AT R&fTeH® IUHRUT T B |
6. ATHIRTH Nefiet Iur
Jafdad Ay, ReMdTd ¢ (Aol IETHAS IUDR0 TanT He |
JUHRUN YT TUTIB IS IRIEa FsfeiT sl (W 7 37 ) iR cfdaTa qrem IuaRui
ufspamg & Al (TS 8 ¢W ) DT AT DY |
qgiaRuity Fraenar : gIdIaRuT § Bie ¥ URER H1 |
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TS B 3R o I A
% gerd g e

e BT JRIEA, SR M 19 a1 Feh1d B A |

g U T g Dl G Td HepTaT |

%ﬁwwwmﬁ%,ﬁwmaﬁ
|

. AP B hop P o1, JHT HR I dgH gRT Ifd fess o

THAd B
%%mﬁ%@wﬁ(ﬁ%m@ﬁwﬁwﬁﬁ
ESilg

%ﬁwﬁwwﬁﬁwﬁ% % 3 yafo 0 A araeRo 3
Al B WR fawpie firsor a9 ST g |

R a1 I8 faf e 39 verd &t a9l ok Fuem A &
fore @] &) wehd €, Ty 8 37 IeRiaey ok Smgeny wR ot o
(sﬂua?faﬁ fYcfior @) T o ST H a1 Sd €1 319 &Y
0l 31 g 6 S faeiiom @] 81 &

T THSITH & SFIHIT 13 3R 15 $© R I1 A1 Reprgei<
F IR H TFHR UeH Hd ]

7. EATA 3R HSRUI
dBb-ID! U™

R / Ha dfeedzE
TR grem & ferg
gLt

. Wfae faggd o 81 ot § iR Fdfad 4@ & sRur fawpie 8t

&l g
FAferd gafug 9, S B SAaid TSl 3R SiiT ar
3{fehd TR |

: Ryt Iuge ararE 8y el |
. ST ATHUS R A RA T

YA N I q T

el 7|

@ FITH S|

ATA & §1¢ @l B 3BT ke Ul

3BT ST TeFaT 3R GR&T TUTST & SFIR HUT,
PRIV TRIUIGR SATHAT TR SR B

d P I 3R HIG HH J HH gH < |

S YT | A7 71, fSea1 9 9|

d1Y Td Usde & did 9§ gR 9|

Rfae FR & Ufdgd gararg dre $u-Tg|
Waﬁ%@h@ﬁﬁﬁﬁﬁwwﬁ@,sﬁ?mhwﬁw@
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;3! ORE ¥ e fobu gu feedl # 3|
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8. sy frdmror / frsft Ram

FRITI U0 & D] & A1y 39aa
3faud T T (V) | I ISR feTor UTeret / YR
- TR (3RETT BT PRERICL]
UPhR) ST
Sitagliptin Phosphate 654671-77-9 | TWA 0.5mg/m3 (OEB | 3{idRe
2)
, 9004-34-6 | TWA 10 mg/m3 ACGIH
DRy e 557-04-0 TWA (&1 10 mg/m3 ACGIH
o IRg 313
TWA (910 | 3 mg/m3 ACGIH
feefgw sgam Es Rl
SRS 13463-67-7 | TWA ( 2.5 mg/m3 ACGIH
3{xT) (c 33\?@4
SIRAIRLS)
T5(d) Terd S9-Iuerey €1 & 3R SARIT Y& 49 & Wax § GNTeM Tl Sl
feefan srEsfimzs
gonfaieaT fEor L DS W TRIOOR YATH $HRA & g FHT SoifAara fason
P XA B

Tt Seiifrafin Rzl ) uReR fEwme gr1 srif=d 89
T 3R ITa!, HIHaT, 3R TfaR0T o1 38T & folT GMP &

RIGidl & SR arferd foar s @nfgul
foreht s @t 9l
g et 919 L TR i R e dfedwr Iuasy 78l § a1 TRIUIoR
3fTha SRR fe=m-FE=i & aTer TeueR UelRid Hrar g,
Al 4T JR&T BT STANT B
fiheer TR . EeU UeR
RUIRERICEIR]
et D A 5
3iiE! Faeht g D Y3 Wi A1 TICH & WY GRATARAT TR |
3R HTH & HIErel a1 Tfafafy & gt ot fRufaard, o ar wridey
A g, ol Sferd Tired v |
TR Y, Yo, T TR & T 1Y Jueh ! GHTa-T |1,
ToRiies 1 IR AX BT 3= TR0 UgH |
@1 T4 IRR et s . gdf a1 NI Bie H BTH B
T dl gadt U™ L 3R IR IUTNT & SR ITT & Jud § 3 &) GHIT |,
@ HTH FHA & WM & B 3RS U9 B yonferar iR Jrem
TR U&H B

TN & SR, BT, YT a1 (5 7d HY |
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fagfd FUS! ! FRIT T FER d SH St A T 2

T HUS! B! 81 F a8 &1 R J SxaHTd B

gfaur & guTdt dared | geif-aia Aa=or o1 g, Ifad
T GR& IUHRT, SIS SR ufk=iie= ufehana,
MNfTs Tz AR, fafdeer AR ok Tarimest

[BPELEIESEINRNIE SR
9. HWifae ud varaf=® ur
fagrae S NE
Rl D STl Iudsy gl
Ty D Sa1 Uy e
Ty Pt g © ST U g
BIReC| L ST SUAsY Tl
fae/és &1 aa L STl SuAsY gl
RS Iga 1 fdg /I e Iudsy el
@t A
i fig LIS
arefiehRur Bl &R D YAy el
SIARITedT (319, 19 ; g%ﬁmm&mma?%aﬁwﬁwsmmﬁww
ST (ARt Teref) © 3T A e
I fawpie T/ IR : 81 SUdsy g
oY fawpie T/ et D SaT IudsY e
SaARIdr AT (@8R
Tadfaferd fadie)
a1 EaTd LTS
rue Y g L Uary el
RICEBEC] L Sl IuTsY el
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SNCIZRIRE &I argH= Sl IUAs el
3 BT dTuHH L 2 IuAsy e
BIESIREEEAISE))
. UaNg el
fqeples uRayTa . fawples w81
HIRABRU & ORIHTT ;g U a1 iyl &t safieR® Fiifgd gt fovan T g |
JMUTfIH YR © SeT IUA TR
&0 DI AU L STl IudsY gl

10. fRu=ar aur ufafsraar

PIGEIN : ffforaRiiaar & WA & U 8 aifidd el |
T fRRT L I R A RR I
IREwery ufafsparai ; m%ﬁmm&mmaﬁ%aﬁwﬁwsmmﬁww
|
A9 TRfirRe Tolel & A1y ufafshar &= Tl g |
29 uRfufaal § o : M, AT ug Rt
Yd B §99 J A |
ST IR  SfiRfieri Teey
3qege- uerdf ¥ shfed . Bl ok ad (goReY) 3uged gy J1d gt
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H{dUd:

Sitagliptin Phosphate:
g Mifaw fawmadar © LD50 (JgT (X€)): > 3,000 mg/kg

LD50 (YW (HI3H)): 3,000 mg/kg

LGS

g Mifae fasradar ©  LD50 (IET (}<)): > 5,000 mg/kg

g o fawraaarn © LCS0 (8T (RT)): > 5.8 mgll
fepermt Twr & fordl Hudh (U geft: 4 h
URI&UT ITATaRUT: Yei/paIaT

GEECEIRAELIESGI : LD50 (@RIMRT): > 2,000 mg/kg

AR Wwe:

g e fasmadar . LD50 (=TT (}2)): > 2,000 mg/kg

TBI: OECD URtefur femmfder 423
3fiera: uard a1 fiigor ot pis Mae Siage fawraaar 781 8
feuoft: v St It & e W anutia

GEECEIRAELIESGII :  LD50 (JRIMRI): > 2,000 mg/kg
fewuft: ue SRft Imfial & et W sneia

feef oy sT3eiRIsS:
g Mifae fasmadar ©  LD50 (ZET (}2)): > 5,000 mg/kg
g o fawraaarn © LCS0 (8T (RT)): > 6.82 mgll

fepe T o fordl Tudh (TaIeR) gaiT: 4 h

TYe107 ITTERUT: YT/

3fiera: uard a1 fArgor 3t pis 4N Srge fawraaar T8t @
witud 3,4,5-fegrasifesa-ige:
GIER|IECEACRIESEI] . LD50 (Ju® (A139), ATaT (fBa)): > 1,000 - 2,000 mg/kg
GEECEIRAELIESGI © LD50 (JgT (XT)): > 2,000 mg/kg

TRIT: OECD TRIEUT fE=Me=T 402

3ficra: uard a1 g ot Hig T SfRIe fawTaddr gt §
U & T eraeRieTeE
JUAS TSR TR aFfiepd gl
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TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH R SR B3 BT aRRG: 07.03.2023
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3d4d:
Sitagliptin Phosphate:
I G RO ]
GNED] I Ker o
gfvomy : 9T H o Tot
AR e
PRI G RO ]
oy : 91 H o Tot
fewoft : T oY gl & ST WR uid
feefaw sTgeiiaTSS:
I G RO ]
oy : a1 H o Tot
Hifae 3,4,5-Fegrasifasa~ie:
PRI ;. gAHRT AT STeraEn (3IRUE-3)
GRICT :  OECD Ustefur feenfader 439
oy © 9T H o Tot
iR A7 efakdeH
i@t o Yoigl A Iad PR g |
AdYUd:
Sitagliptin Phosphate:
PRI G RRI )|
KRG T
gfume L3l & o S|
Afxforaw e
LR G
giomH : 3TE A STa T8t
froTh L TP oi EREl & ST W Snuia
feefaaw sEeTSS:
PTG G RN
gfomy ;3| A Sa T8t
uitud 3,4,5-fegrasifesa-ige:
ToTfa G RO )
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TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH R SR B3 BT aRRG: 07.03.2023

2.1 26.09.2023 17303-00023 Ugal IR SR R &1 dRIG: 30.09.2014
Tt . OECD Tdigur fazmfader 405
gRome L 3l WR SuRadHia uHE
oI a1 IS GATS DRI
T D ARSIl
JUAS TSR TR aFiiepd al|
Y- D TSIl
JUAS TSR WR aFiiepd el
3HdUdq:

Sitagliptin Phosphate:
TRI&0T ot fobed L R s TS TRE (LLNA)
RG] o e (HI3Y)
SNED] . OECD URiefur fa=mfd=r 429
aRury L T ARYeTEeR T B
AR e
qﬂ&ﬂﬂﬁm D ARiASeRA o
U (TFUIER) & I L @Y U
Tolfa ;R o
T :  OECD Tigur fe=mfger 406
aRoma D BUTHSD
fewoft . TH oY ARl & ST WR uia
feefraw sEefRsS:
TRI&01 ot fobed L R o TS TRE (LLNA)
U (THIUIER) & A Y AU
PRI ¢ HUD (HIS3¥)
BIRuIE D BUTHSD
uﬁausﬁzm;’r%raﬁﬁw
uﬂ&rmaﬁm L R s T URY (LLNA)
WS (THRIUIR) P I L G 4ud
G| © HED (HI3)
qfRkomy . grdfd®
i O H AT & GHCTIOIRM Bt YU (Miaateldl) a1 ded
SHaTY] A ReTeiaet
JUAS STHHR R Figpd Tal|
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Sitagliptin Formulation

TEHRT Ty &1 fafd:

2.1 26.09.2023

€3 MSD [} v

TY.31.09. FeR; i IR SIRT & &I dRIG: 07.03.2023
17303-00023 Ugdl! 9R ORI 3 $I dRI: 30.09.2014

H{dUd:

Sitagliptin Phosphate:

ReIiRe 5 el

. TRIU B fhe: TRy o

TRUm: Hund®

RI&UT B! fhed: PN TR ¢ S fdgl
e YoM TS BReR ST RGBT
gRumy: HUdS

UJ&ruT o1 fored: ST & Ud GUR, TR & ifRrepreli o
3 ad ST TRAuu(ERR T 9189)

TRI&UT JUTTel: ¥ gUIC IS e

URUMH: BUTHS

L Te Bt e HEHIgey o

TS Gy (HI39)
TWHHIE & IR AAH
TR HonE®

TRl o) T dadifear e fausta ufvad= @t Wit (AMES)

TR HUTEHS

TRIUT Bt fh: IRR & 18R TR Y HIRABT3 BT Shi
IaRad= udtemr
Ry HUdS

L TRIET B o AT o THYUNITST JEATND I URTE0r

(Siifad gt & Wseomicd uR)
TS gy (H139)
TEHHRE & I: e T
qRUMH: UMD

TR0 B fh: YRR & T18R TRl Bt HIRABT3 BT Sh

IaRad= udtemr
RIS IS
feuoft: T S it & a1 W nutia

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

TR HUndS

fewguft: ue S IRt & e W nmuTid

Tterur & fore; St Gadh faudia uftad &t S (AMES)
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Sitagliptin Formulation

€3 MSD [} v

TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH R SR B3 BT aRRG: 07.03.2023

21 26.09.2023 17303-00023 Ugd! gR SR} A &I dRIG: 30.09.2014

gRUMH: BUTHS
fewft: T S it & a1 W eyt

feefraw sEeifRsS:

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

ISBIGERIINEESEEE) L ORI B b gH-dlal A ey e
TS Gud (H139)

- BUTHB

Hif 3,4,5-Fegragifagaive:

fSFIcIBIRIE 3 fagr TRl o) e dadifear e fausta ufvad= @t Wit (AMES)
gRUMH: BUTHES
Tef01 B fhe: IRR & F18R WURAT BT HIRB13M &7 S
IaRad Ttem
gRkomy: aRdfde®
G801 D1 fhe: ShIHeH TsRRH ¢ 3 fagt
gRuMme: aRafds
UJ&rur o1 fored: ST & Ud GUR, WUl &t iRt o
ST ST TLAYUI(RRR ¥ 916R)
gRUMH: BUTHS
T80T ot fored: TR HIRGISH & IRR & e R
pfes o e
gRkomy: aRdfde®

SBT3 faar L TRIET B o AUTRAT o TIRINITE JEAATND I URTE0r
(Shfad gTof # ArgcioiHfcd uRW)
uwi%r:w(um) '
TWHHRM & IR SeARSHId SoiaRH
TR HonE®

FISHBAT

JUAS TSR TR aFiiepd al|

AdUd:

Sitagliptin Phosphate:

I - O (HI3Y)

TP & I L Afe

fra gmg & ford duds L 29

(THIUTGR) Gl
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Sitagliptin Formulation

TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH R SR B3 BT aRRG: 07.03.2023

A .
IR S[h T - HIh

2.1 26.09.2023 17303-00023 Ugall §R ORI &R &1 dRIG: 30.09.2014

oy FHUTHD

PEIG ; T-,!}:T(a‘c'

TR & I . Hemfaw (0 &1 g

frda Tvg & ford Tus 29T

(TFIUTSR) Gl

gfvome . gRdfd®

&Y 3fqaqd "R

feouft ;& H aaid B 75 Hedqul fauaddr

SRS - fHer . g BT Agd UoH [quTaaar & forg arffeor &1 qadH =gt
BT

EGGISE

I LRI RT)

T BT & I S AGE |

P gg & ford Iudh . 72 9WE

(THIUTGR) gl

gRkomg . BUTHD

feefram sT3aiianTsS:

IR L e ()

T BT & I LN T (YR RH)

fra gg & ford Iuds D 29

(TRIUISR) g

GRCT ©  OECD URiefur fa=mfAd=r 453

gfomH . dRdfd®

femoft . Uforan a1 HRfaTe! 1 &7 I § Ui e 81 Wbl |

Tg(3) UaTd SId-IUAs o] & SR ST ¢ 4T & Wax o
TG T8l Bl

D UR] SAEARM VNN o YR R SRAMISHIIET o1 Hifed Fad

e g
uﬁausﬁ'ﬂq@%ﬁm

;98I (Re)
Q@ﬂ%&ﬁ%ﬂﬁ . o
fram g & ford Iudh 103 g8
(TSRIUTSR) g3l
gikomy . BUTHD
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TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH R SR B3 BT aRRG: 07.03.2023

2.1 26.09.2023 17303-00023 Ugall IR SRT & & dRIG: 30.09.2014
3 fouraar
JUAS TSR R aFiiepd el
3dYd:
Sitagliptin Phosphate:
3[Rl & YHTT . e ! fhe: B / e o1 T faery
goTfa: g7 (X©)
TEHH YA & I AifGd

oRomm; U] usterur ¥ IdRadl IR g UHIG el G-Il

TR RY & AP RG] G0 o e Yoy Rig faem|
goTfa: g7 (X©)
TAHTH & I NAH
CCISARIET: LOAEL: 250 forT/fas iRy YR
RO YA TR YOIASTeia YuTd 3R q1fgyTg org Tal,
ISP YT et |

qieor o1 fore: Yol Rigy fasm|

Tl W

CIOHRIET: NOAEL: 125 T/ ekiRe 4R
gRume: NeIfSHI% UHTE ot

EGGIGE

3(ddT & YT L OR1E0 Bt fobe: Uep-tidl YAS e fauTeddn siera-
UoiTfar: <81 (<)
T B & I: e T
qRUmH: FHUMHD

MR RY & e R uyEl - geo ot i BRI/ sRm &1 wwi fas
Uit 8T (RT)
UGB R & I: FRTd T
TRUM: HUTES

Afform e

SRAT & THIE L ORI & T faNTaaar YA @i/ f[Adm T ShiH URIEr0T & |rY
ST S areft M W1 BT fAuTaer &1 st
geTIfar: T (X€)
UGB o I: e o
TRIBT: OECD TRIEUT fE=Me=T 422
RuTH: FOMEHD
fewoh: ue SRfY IR & Ser iR 3nenid

T RY & e R uyEl - geo ot few: yo-miw Ry fdem|
IolTa: 8T (<)
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Sitagliptin Formulation

€3 MSD [} v

TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH R SR B3 BT aRRG: 07.03.2023

2.1 26.09.2023 17303-00023 Ugall IR SRT & & dRIG: 30.09.2014

THBRA & ;T T
IR IR ED
fewguft: ue S IRt & IeT W snuTiRd

"t 3,4,5- Eﬂwﬁr@ﬁﬁﬁ@

SRAT & guTa RI&o1 31 fhe: &1 tig! giodIe [aumdadn sfea-
geTfar: g7 (X©)
THBRM & ;T T
RIS IREED

THY RIS e RuwEl - wdaur &t few: Yo Rig faem |
goTfa: g7 (X©)
THIBRA & I: FATe a
gRumy: FudS

STOT - Ushd Sifaw

JUAS TSR TR aFfiepd al|

STOT - SIg3[T SifaH

JUAS TSR TR aFfiepd al|

U G fauraar

3dYd:

Sitagliptin Phosphate:

I © S (HISY)

NOAEL . 500 mg/kg

LOAEL - 1,000 mg/kg

TEHHTH & I :

o THg & ford Wueh . >2y

(TRTAISR) g3

&g 3aaq : ﬂgf

ot L 98I Q)

NOAEL - 500 mg/kg

LOAEL - 1,000 mg/kg

THIB R & I

fod g9g & ford Tudh 14 Weeks

(TTUISR) g3 .

e 3faTd . R, e, fe@, gl

PTIIT |

NOAEL . 10 mg/kg

LOAEL 50 mg/kg

TEHH A & I :

o g & ford Jus . 53 Weeks
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Sitagliptin Formulation

TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH R SR B3 BT aRRG: 07.03.2023

2.1 26.09.2023 17303-00023 Ugall IR SRT & & dRIG: 30.09.2014
(TRIUISR) G
SEREECRE] L e Al dF (Hed Ray dgeH)
SR ;o Bl g
feaoft L Ufhar a1 SRiaTe! 1 &7 Al H Ui 8t 81 ghdT |
Sl Dol
NOAEL : 2mg/kg
LOAEL - 10 mglkg
TEHH A & I . Afee
frda Tvg & ford Tus © 27 Weeks
(TRIUIR) g
eI 3T ;oI B HIGUR, Herg ATS! o (Hed Ra¥ YieH)
MR : AJed o1 g
feauft : Ufehan a1 HRiATE! BT &7 I3 H URiffe 181 81 g ]
I DR
NOAEL © 100 mglkg
TEHHRE & I
foa o & ford dus 14 Weeks
(TRIUISR) g
feuqufy . 5 Heaut ufdwa yuTa &t gaT et e
LGS
Ty LRI Q)
NOAEL - >= 9,000 mg/kg
TAIH R & I SR EUGASE |
frda THg & ford Jus : 90 Days
(TRIUISR) G
Afforaw wae
Tty LRI ()
NOAEL : >100 mg/kg
UGB R & I S EE ASG
o Tvg & ford Ius : 90 Days
(TEUISR) g3l _
fewoft : TH oY ARl & ST WR uid
feefaw sIgeiiaTsS
BT L R ()
NOAEL © 24,000 mg/kg
TAIHTH & I ;
fpam g & ford Tudh : 28 Days
(TEHUISR) g1
Ty LRI Q)

16 /23



mw éa m Public
IS ERAMSWS YRIeH & STAR e MSD A

Sitagliptin Formulation

TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH R SR B3 BT aRRG: 07.03.2023

2.1 26.09.2023 17303-00023 Ugall IR SRT & & dRIG: 30.09.2014
NOAEL - 10 mg/m3
TSR F I D T (YR H)
fpam g & ford Tuds Co2yr
(TRIUISR) g
it 3,4,5-fegTagifeea-siee:
orofifer LRI (e
NOAEL . 135 mg/kg
A= o IR :
frda g & ford Yus 13 Weeks
(TRIUISR) g
ISR
JUAS TSR TR aFfiepd al|
A4 SIRaH & 1Y U
3dYd:
Sitagliptin Phosphate:
I gRT TG0 AT L IR SURT YTT UY JehHUT, I WY, RS
e o L NR: ORI 49 UY HhHUT, ARG, RRed, Ade,
IR Gadt g, g%
12. nTRfRufaaa Jamn
gri¥fRufae faumaar
3dd:

Sitagliptin Phosphate:

EENIEARELIESE :  LC50 (Pimephales promelas ( ﬁﬁi%@’ﬁﬁﬁ)) > 100 mg/l
P Ima & ford WU (TaRTAIeR) §31T: 96 h
TP OECD uﬂw%mﬁ%m 203

SHiaT Td o Se-3fed : EC50 (Daphnia magna (dTex Teil)): 60 mgll
SereR fasTarddr o Tma & ford Wudh (THRIUISR) g3l 48 h
T 3t 3.3 F. T A= 202

QoS oel o) fawedar ¢ EC50 ( Pseudokirchneriella subcapitata Eﬂ@iﬂﬁ (Qc_\rﬂ)): >
39 mgl/l

Ww%%ﬁw (THIUTSR) §3T: 96 h
R ot 3 Fh 2w Fdwr 201

NOEC ( Pseudokirchneriella subcapitata (83} RiaTet (Teoih)):
2.2 mg/l
WW%%&W (THIUTSR) §3HT: 96 h
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Sitagliptin Formulation

TTHIl T o fafd:
2.1 26.09.2023

3ifdH R SR B3 BT aRRG: 07.03.2023
Ugd! gR SR} A &I dRIG: 30.09.2014

T30y, deR:
17303-00023

EICIYERACRIESEI

Tecll o) fauTaar (RReifae

SBT3 Ae-Xfed
ENERCLIESCINEREIINED

ASall ol fAuTadar

Afiforaw Whae:
Sl ol fauTadar

SHiT T4 o TeRfea
STereR fauTedn

QaTa/STel Urelf ol fauTadar

T ot 3.4 & e Adwr 201

. EC50: > 150 mg/l

o T & ford Hudh (TaUIoR) g3 3 h
TRI&01 B fh e YT-IRa A T hlac
T 3N 3 3 S e AW 209

NOEC: 150 mg/I
e Tma & ford Jud (TRTUSR) g3 3 h
URI&I0T &1 fored: HT-URAN | Fphlac

NOEC: 9.2 mg/I

o wg & ford Yuds (TauieR) g3 33 d
TSI Pimephales promelas ( W@E’ﬁﬁﬁ
T o W 2w = 210

. NOEC: 9.8 mg/l

o Tg & o Hudh (TaUioR) geim: 21 d
T Daphnia magna (dIc} ‘Fﬁ)
T 3N 3.4 S e A= 211

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

o Tg & ford Tudh (TaRTUioR) g3 48 h
fewguft: ue S IRt & a1 W snmuTiRd

- LC50 (Leuciscus idus 1i S ahrk)) > 100 mg/l

ﬁﬁﬁﬂm%ﬁﬁw (THIUTSR) §3T: 48 h
TWIPT: DIN 38412
fewft: T S It & a1 W nytia

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

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

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

feuft: e St it & a1 W nutia

facrad &) dar R S fauredar T8t

- EL50 ( Pseudokirchneriella subcapitata (Effﬁ?ﬂﬁ (Qc_vﬁ)): >1

mg/l

WW%%@W (THIUTSR) §3MT: 72 h
X a1 ST a1 gerd: Sid qHmEiod 3R

T o 3.1 S T Adwr 201

fewguft: ue S IRt & e W nmuTid

facrgar &) I R P fauraddr T8t
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Sitagliptin Formulation

TXHI T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 07.03.2023
2.1 26.09.2023 17303-00023 Ugall IR SR} A Bt dRIG: 30.09.2014

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

e g & ford Wudhs (TaRUioR) g3 72 h
X forar oA a1l uere: STe it SR

T 3 3.3 S e AW 201

fewguft: uer S IERET & T W smuiid

Gﬁa’@@fﬁﬁw : EC10 (Pseudomonas putida (ﬁ@ﬁﬁl‘lﬁ[ U;%ET)): > 100 mg/l
o g & ford Wuds (TaRUioR) g3 16 h
¥ a1 o STel Uer: STet SEmRiford ofRt
fewoh: we SRfY g & Ser R 3nenid
feef oy sT3iRIsS:
T3l B fasTaaarn : LC50 (Oncorhynchus mykiss (X8I €13¢)): > 100 mg/l
o Tg & ford Tudh (TaRUioR) g3 96 h
TRI®T: OECD URTEfT fe=m-a=T 203
BT Ud 3 fe-fed . EC50 (Daphnia magna (alex Ti): > 100 mg/!
ENERSELIESE] P Ima & ford WU (TaRTUIoR) §31: 48 h

QqTa/STerg Wl Y fasgadr ¢ EC50 ( Skeletonema costatum (TS If&w): > 10,000 mg/!
o Tma & o Wudh (TRITISR) g3 72 h

Sttarugeit o faureddr : EC50: > 1,000 mg/l
P gmy & ford Hudh (TaTdeR) g3 3 h
T oft 3.3 . 2w A= 209

witud 3,4,5-fegrasifasa~ige:

SHiaT Td o Se-3fed :  EC50 (Daphnia magna (dTeX TT)): 19.06 mgll

ENERSELIESE] fpa Ima & ford WU (TaRTUIoR) §31: 48 h
X a1 o a1 yerd: FsuyTdt Idre disae

T 3N 3 S e e 202

QAT del o fauieddr - $3iRANue ( Pseudokirchneriella subcapitata (8% 2T (Tesh)):
0.37 mgl/l
o g & ford Wudh (TaRdioR) g3 72 h
X a1 o a1er yerd: FeuyTdt Idre dieae
T 3 3.4 3. e A= 201

EC10 ( Pseudokirchneriella subcapitata (Eﬁ?ﬁﬂa' (Q@ﬁ)):
0.17 mg/l

o g & o Wuds (TaRUioR) g 72 h

<% foan o arelt vard: Feryrdt Iare uisae

T oft 3. . e = 201
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Sitagliptin Formulation

TXHI T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 07.03.2023
2.1 26.09.2023 17303-00023 Ugall IR SR} A Bt dRIG: 30.09.2014

-y (Mfaurdt Seer. ¢ 1
[ELIESED)

STtarupaf & fosTarddr : EC50: 636 mg/l
foran Tma & ford WU (THRTTIeR) g3l 3 h
T oft 3 3 8. 2w fAd=r 209

TITRIE 3R g afordr
3H{dUdq:

Sitagliptin Phosphate:

fae AU S emgar - giRom: fa iy ¥ sruehifora g arelt et
Sfde T 39.7 %
o g & o Hudh (TaUioR) geim: 28 d
TRIBT: OECD TRtefu fa=nf-aer 314

U A fRRAr : OTatd fASIuOn: 50 %(401 d)
T NS E w Fdw 111

JqEr:

Sfae SagHHUTAT B & © URUTY: YIHAT & 1Y Udhidd diid ¥ SahauaR]
CRISPSEOIEEIN)

Ao @hre:

G STHPAUAI P &HdT ¢ UROTH: SRISHRdd el @
fewuft: uer S IRt & a1 W snuTiRd

Hifae 3,4,5-Fegrasifasa~ie:

Ofaw SAGHU BT &al ¢ RO EAT & I UIHTad diid o SamHUGRI
@feTrsiad) 7 g aren
Sfde ITHHUET: 49.4 %
o g & ford Hudh (TaUioR) g3 28 d
TIBT: OECD URIEfT fe=M-eRT 301F

Tyifad Sfae T=aaa
3dUdq:

Sitagliptin Phosphate:
ELISRRINICHCS] : log Pow: -0.03
i A

Afforam Wate:
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Sitagliptin Formulation

TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH R SR B3 BT aRRG: 07.03.2023

2.1 26.09.2023 17303-00023 Ugal IR SR R &1 dRIG: 30.09.2014
fayTS T[uTie: (WA . log Pow: >4
3fgeHTe/ar)
uﬁt«rus@m@mﬁh@
faUTe Turies: (WA log Pow: 1.8
NTICREIIET) fewult: uReer
gt & wifo=fteran
3{d4q:

Sitagliptin Phosphate:

TR0 Hal) T faaror . log Koc: 4.37
3= ufapd gHTa

3T IUAs Tl

13. Frer ifgard

fAreR & 8%

/Y T 51 9 (e . e B AT | A b |
RIT fafadt &g B |

afa afdh : Tl FSeal Bl IR B gISd B aralt halaie! B SAs i a1
T & ford o Se|
IR 3= fafAfey 7 fopan T svgad IdTG & U |
fAueHE &9

14. URag= GaAT
Srigia fafraw
UNRTDG
TR Il & =0 ¥ fafafig T8t
38 T & T-3Y oft 3R
R Il & w0 ¥ fafafid T8t
3T T 3 Si-dis
WaAe At & w9 H fafafid T8t
IMO JUHRUN & AR 4P A ufiagd o
3T fhT TT Ureae & forg ] -1gt
IyaNTRdat & fore faviy graenfaat
PRI
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Sitagliptin Formulation

TXHI T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 07.03.2023
2.1 26.09.2023 17303-00023 Ugall IR SR} A Bt dRIG: 30.09.2014

15. faf~ramme @

verd ar frgor & g R, Wy, 8k wafavur & fafafaws

39 IUTeA ¥ 3auq fAmfrfd srae N A gfua §:

AICS s Fyffea T8t

DSL : Fifa T8t

IECSC : fyffea T8t

16. 39 AT

RRICECINRIR] ! 26.09.2023

Sifafved et

a1 offe & ddhad & o . @ ATd SDSs, OECD eChem ¥ 3{idR® dd-ie! gel, Scl

TR fohdl g et IEa Wiel aRome quT RIg IR o,
http://echa.europa.eu/

fei ey g ad

3= Srsftdie= & ot ar

ACGIH :  gudE| ACGIH JHRET M (TLV)

ACGIH / TWA © 8-Ye, IHY- go 3Nad

AIIC - STENfe YAl &1 Sifeferrs gl ANTT - Wa"m@n@mm ASTM -

AR T Tieror FRIRICT; bw - Sial BT Fi; CMR - BRI, Jeol-db a1 Yol favaT; DIN -

THT AMSHIHR0 IR & T AF; DSL - ‘aiquaﬂ'ﬁrnﬁ(m) ECx - x% Wfdfshar ¥ g1
YPHST; ELx - x% UffHTT § FT TIfST aR; EmS - SMURTPIAT TS, ENCS - uﬁ\—r@ah?qq

NS Terd (\SIIl-II'-I) ErCx - x% Jfa &% Ufafehar ¥ SeT Wbad; ERG - SMUId@TaH fafsar

TMES; GHS - Affeh TR W W RIEeH; GLP - 3l TRINTRITCl Y, IARC - HER TR 3igder & for
THl; IATA - SRS arg aRaeT THIRIERH; 1BC - uﬁ’rwﬁwwm—rhaﬁ

[ & fmfor 3R U % faw TR 150 - 3T 3ifipad fARIUTHD Hdhg: ICAO -

RIS AR faAA W13, IECSC - ﬁﬁwwﬁ?ﬁwzﬁﬁﬁeﬁlme sm‘rgﬁtl
ﬂaﬁwwmo RIS T TTe; ISHL - Sfielifiies QR&T SR WA BT (STAH);
ISO - AR & fT RIS W a; KECI - aﬁﬂmlﬂa@wsﬁeﬂ LC50 - TRI&UT 3fTaTet

BT 50% b1 °ldd Hdbgd; LD50 - URIEUT 3MTaTEl BT 50% ] °ddh GRS (A1 Ul WRID);

MARPOL - STgTell ¥ UGNUI &1 AU & oy SfeRigha §a; n.o.s. - 3=l FAfEy 7T; Neh - Rrcfl
fa8; NO(A)EC - s@did+ A fdar mar (wfddd) WHE ddha; NO(A)EL - 3fadid- 9 foedr T
@IfdHe) THTT TR; NOELR - TR-3{IdIH-070 THIF daM &3; NOM - 3MfdIR® AfRyes faw;
NTP - 51 RAY-RTM SRIHH; NZIoC - THRFT 3 =it 3 9¢8); OECD - 3 TEaiT 3R
3BT TT6; OPPTS - IR FRET 3R UGWUT JHUH HRTeR; PBT - RIRH, S1a-THAIGHR 3R
fawrad Ter; PICCS - @A 3R IEfe gerf ot fhelidia gded); (Q)SAR - (WD) T
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Sitagliptin Formulation

TXHI T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 07.03.2023
2.1 26.09.2023 17303-00023 Ugall IR SR} A Bt dRIG: 30.09.2014

Tfafafy ee; REACH - UG T4g 3R AT USRI, edid, MRSGR 3R ufasy aRkug &
fafam (EC) F. 1907/2006; SADT - Xa-dtadl 3fggc dIHM; SDS - YR&f Sl 2iie; TCSI - darzar
A Uerd §desl; TDG - WARAT HT1d &1 URdeH; TECI - UTSaS TG gl TSCA -
fauTe gerd = siifgw (Hge sy SMReT); UN - §ga X1F; UNRTDG - BIM®RS MM &
URas" W UgH Y BT RIBIND; vPvB - §gd RIRIT 3R Jgd Sa-THAPU A7; WHMIS - HT-
RJcT WA AUl T Jurat

Y &1 37 e & 5qF THRA &1 dRRG B &} T THSRY §AR I, THGRT SR {3y &
TR gl § | TSR B JRI& &7 I JUTA, TN H3, UfchaT H3, T -, TRag H,
e o qUT s & fofT had Arfex & w0 § fEumae fvar w1 § qur o) yeR &t ardt ar
ToraRTT &1 fAfERT 18T AT e | Iueisy Bt T B RT 39 SDS & Y W ugar Tt FHaa
faRry Trrh @ Tefid 8 aur SDs wnTlt &1 fareht s arelt & Taem a1 fansht o ufshan °, 5|
I UTad B 7 SdTaT AT 8, AT 631 WR Y -T81 8 Javahl o | Tl Triaarstt &) A g WR, Uated
& ifam IdTE & SDS-ATHH & JUGHIT HT BT B Aed 88d B, TN &, Uicham dx
TUT TG A P M0 3fiE &1 & faRRiy e & SHaRY SR Ry ot wften e =Ry |

IN / HI
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