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Sitagliptin / Simvastatin Formulation

TeeHRT T=ned of faf: TY.31.09. FR; i IR SR TR BT dRNG: 06.07.2024
8.1 11.08.2025 24502-00024 Ugell IR SR} B & dRIG: 21.10.2014

1. IIG T4 HHH! Bt Uga=

gerf 9 . Sitagliptin / Simvastatin Formulation

fFratansmyfdeat

ST MSD

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

R IAC] : +1-908-740-4000

SUTTDT T B I 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

CUIC|

STgA-1 & YT 1 H FufRa AFdE & SFuR WaRe & ¥ U § affgd 76 7

it . ¥ -affevur

TS ABRIG/ITIoH o faym 3

iR 3 efasae : faumR

CEIEGRPIEEGI : faumg

AT deg-om Sfew fawgaar  ©  faumT R (RWR, 7, =o-dfiiet (@), sika)
- GRIgd 3R

DI (Vad) STelid @R fAUmT 3
dd@rfas (ofof) seig e @ faumT 3

Si.u9.vy. d9d dd
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Sitagliptin / Simvastatin Formulation

TR TRMeE ot fafd:

Y. 81,09, 9 3ifdH IR ORT #34 & dRIG: 06.07.2024

8.1 11.08.2025 24502-00024 Ugell IR SR} B & dRIG: 21.10.2014
SReY &1 e : ‘@ C
Hohd Tq S GICE]
g1 et R H316 a1 H o] Td I BT &
H317 @1 Taroll Jeel ufdfehar S o e 5 |
H319 il & TofleT STa Sad HRaT 8
H373 dTH Wrefi a1 GRIg TaIUIeR (FSTR, F¥el, T-dieT
(), 3ii) 3T BT R TG Hebell &
H412 JTEeR Siiad TR T Rl TH1d 3R Iy &1 g eR |
Tgfaard/gdfau™ §aM S N
P260 Y& ! TiF GRT IgUI 4 B |

P264+P265 TUTA & §1C BT bl 3] dvg ¥ 4| 3iia &) Ad

£l
P272 fagfd S & HRIRIT T dER o TH B A A <
P273 dTdTeRUI § 1S J URER B |
P280 I&Teh &M 31K 3i1a T/ &0 U |
3TN
P302 + P352 3R @dl R & d Gd IR T ¥ 4 Sref
P305 + P351 + P338 3R 3@ A Il S| Ps fHe d& urit 9
IREPR (7)) HX | 3FR Hicde AF T 8l @ 3= FHeprar
M B dl FepTa 2
gmm&rrcr&wwmﬁ%,a‘rﬁmmmw
|
;3% P317 3R & R Sa 1 39 81 Fafercar agradr ured
|
;37 + P317 3R 3Gl H 5@ SR To: Fafdrean WeradT urad
|
Eh?%& + P364 TN HUS &I I¥d IR & 3R T: TNV Ugd
|

frarur

;01 . / &= &1 FueRT Wigd de Svid HREH A
|

3= gifat et aRume Wy aeffewor 7Y g
UfehaT, THIT 31 3 WL & SR fAWhied Ya-arg o s+ Jehd g

3. 3AUq] BT HITASTHRRY

gerel/fiygon
3qaq

;g
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Sitagliptin / Simvastatin Formulation

TR TRMeE ot fafd:

€3 MSD /) e

Y. 81,09, 9 3ifdH IR ORT #34 & dRIG: 06.07.2024

11.08.2025 24502-00024 Ugd! IR SIRI &4 &l dRIG: 21.10.2014
AAS A W T () - TR | TS (FTHAIH) (%
wiw)

Sitagliptin Phosphate 654671-77-9 >=10-<20
, 9004-34-6 >=5-<10

Simvastatin 79902-63-9 >=25-<5
] 9005-25-8 >=1-<5
ThITad 3 50-81-7 >=1.<5
TReH SR 3HRS 13463-67-7 >=0.1-<1

4. Tyfire fafeer & Sur

BIGIRESGIE
3R Y §RT Tg0T g1 5y
3R T Y YUD gl ST

3R 3if@ ¥ JUS gl T

3R 7Te foram S

T AU T&0T 3R
UG, A1 ot 3R

e feferer & TRefur

fafrct® & fo’d g

. 3[R gHedT 81 U1 ddiud 31 9 & ol AfShd WIth A Tallg B
SIS T&(U1 € X 1 Vbl 1 &R FRUf H ferfdbcdia Jemre o |
: i I gRT Ug0 & fordn S, o dront gelt ga1 & o S|

i Tgar o

. QD gH W, R 91 B 9gdd U F JTH B

TR 9% U4 5 AR S|

fafb it ggar |
YN ¥ Ugd a%d g

U § Ugd  Sd Y 33l avg |

D D gH W, R 3G B HH I HH 15 e % o IR UHT

I U 9 96 B

3R BT A=l UG 8, 3R ! IARAT MM 81 IR 2 |

fofb g g o |
: gfe AT S, aHe URd Hd B
&0 Gebe B R fafeh ity wea oI
Tt o 1Y 4§ 3BT IRE Hoall B |
. T §ob! 9 Id BT g

T Tetoif Jae Ufafshar Sae R Tl g

3fiEt H TofleT ST Idd BT g

Slef A1 GRIG SREUT B R ST (3IRIAR) DI TH 9 Ugdl

gl gl

L IYTie Fafored 3 aTell I ST GRE&T IR & o1 A1fRT, a7
Y &I GHIET 81 TR T Y Jafics JRETHD SUBU

BT IUANT HRAT A6 (TS 8 ¢ )|
L QI 3R WA § ITAR HR

5. R IU™

IUgad e Hifsar

ARG G S|
Yo eia-UfaRIeh T
Pl SSAHHIURS
RS EINIRK]

NS

SR (3TT) T & ATeH
SR & GRM IRy TR

L yel 1 A b, ST Wid B SURITY A HEH Ul gaT A 3R
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Sitagliptin / Simvastatin Formulation

TXHIT TNy &t fafd:
8.1 11.08.2025

TY.31.09. FR; i IR SR TR BT dRNG: 06.07.2024
24502-00024 Ugall §R SIRT 34 &I dRIG: 21.10.2014

WRATH 8 3G

(31FT) T2 & foRIy a_ih

DB AET B UHA 8kl & o [ATpie 3 TS 81 Il B
T8 IUTEl BT YU WA F L U TR 81 Jhell g

PRE RS

:fIE?TGh?HEGH

BRERY F STy

: g8 RIS I YA B o R gRIRUTT 3R 3-ury

qTATaRYT & 3IHd Bl
W%@‘fﬁmﬁ%%ﬁmg@ﬁmuﬁnaﬁ

3R T FHRAT GRI&T 8 al AT & &7 F &ffdgH R Fera o
EURCARCINIERE

IMYIH S U iR Tad 3T & OF WR, Wd-Fafd 48 I ugH |
JYDHR STt Y&TETD FUBIUT TAT DR |

6. STH AP e U
Jufdas ey, RemdTd ¢ Aol eTES IuHR0T TN R |

JUDHRUT TYT HTUTADR I

ygiaR ol graen~ar

HBTS B 3R e J A
& Uard gd ik

Riera Fsferm s (WS 7 37 ) 3R fdrTa grem Iusui
& GTdl (TS 8 T ) BT ST DY |

; 9TareRe H Bled 3 uRER R

e A1 QRIEr, SR 31 g a1 saema &l A |

g U T g Bl @1 U e |

%ﬁgwwwwwawmmm
|

. AP B Beb & oY, T HR 1 JagH gRT I foaa &

TH AT B
w&wﬁ%ﬁﬁmﬁ(ﬁ%%wﬁmﬁ
T )|

d P! gl W THHd 7 g <, T I G JHT H araraxor §
Jefiet 81 WR fawnle fyor a9 orar 8|

Ry a1 YT fafam 59 vard &1 fagf ok MueH &4 &
forT A 8) Tohd €, Iy & I AERIgey 8k Sgeay wR off oY
@ yarf &) Refior o) ST F IuhNT B A I B1 319 Y
fufg e ghm b PR faaw @ g &1

39 THSITH & 3IHIT 13 3R 15 $& R A1 I8 Repreie
¥ IR T THHRI e ad 7

7. FETAH 3R HSRUT
TH-! ST

. W faggd o 81 adt 8 ok Fefad 4a & HR fawwie g

Tl B
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Sitagliptin / Simvastatin Formulation

TeeHRT T=ned of faf: TY.31.09. FR; 3ffdH IR SR #xA &I ARIG: 06.07.2024
8.1 11.08.2025 24502-00024 Ugell IR SR} B & dRIG: 21.10.2014
FYiferd qarurd 91, S P aad ASSIT SR ST ar
31fohg qTdTaR |
R / $ dfea=E : Ryth IugeEd ardraE § T $R
IRFE grIeH & fore . 9 T HUS R AT R €
BIERIEE ¢[c1 1 ¥ GRT UGUI H B |
BUEEG]
3ffEl § 99 1
TATA o §1G @dl B 3D ke Ul
3BT M Taasdl SR YRET TTSf & IR U, ol
HIAT TRIUIOR HTHT W SR 8l
Yd HT IATG 3R oG HH I HH gH <
SIS TN H 1 8, foss1 9 39
d1Y Td Uode o Hid d gR 9 |
Rfde FRR & ufded garrd e su-md |
X SATGA DI YN Hd JHI W1, THT 31 AU Td Dr |
SdDH, %dfqﬁerﬁuw—\i B YT [, 3R TR H HH I
H I
Riad SR uRfRUfdar ¢ ot ke @ Ao U gU fossl & T
fa=Iy Wty faf ot & SER HSRU |
S Uardf 9 7 : FofaRad TeR & Uieae & 91y | X9
g SfieRfieuiyg Toleyq
8. Sifed famror / fAeft Rem
PR A0 & UFSI & 1Y 3G9
3qgd A T T (39 | G UHR fa=ur ure / 3MUR
- TR (3IRE&TUT T Ritea
UHR) BT
Sitagliptin Phosphate 654671-77-9 | TWA 0.6 mg/m3 (OEB | 3f/dR®
2)
REGIS 9004-34-6 TWA 10 mg/m3 ACGIH
Tr/ae 9005-25-8 TWA 10 mg/m3 ACGIH
Simvastatin 79902-63-9 TWA 25 ug/m3 (OEB 3) | 3fidRe
3fARad SM®HRI: DSEN
Uig- &1 9T | 250 pg/100 cm? | 3fidR®
TIDITeh 3 50-81-7 TWA 5000 pg/m3 (OEB | 3fiaRke
1)
EEBRIEURRREL gt SR fdaen @) oRRR feeme grT wraffad g

TRT 3R ITe!, HiT, SR gaiaRur @t e & fow GMP &
Rygidl & SR Haferd fasan ST arfeu|

Hid R 0 oA 3R S1fdfRa &3t (S, 3iuH-%y AhutH
fEarsy) # AT BT RIMIARUT AP F oY Iuge AHUH
TreNffehal sRest B

G YU Bl gAdH DR
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Sitagliptin / Simvastatin Formulation

TR TRMeE ot fafd:

3ifdH IR ORT #34 & dRIG: 06.07.2024
Ugd! IR SIRI &4 &l dRIG: 21.10.2014

foreht w=ma &t 9reht
oI Gaef g2

e UBR
BT et s=ma
e

femuft

3T Yeeht s

91 Ud IRR Tael s

W5 dl Gadt U

L R T R Ty 3SR Iues el & a1 TeUeR

AT SRR - & TTER TR WaRid F=e 2,
1 T GR&M DT ST B |

D [T UBR

D - g

L 39 I W IR $
D ITRS RS A1 TN & AT gR&M IRAT U |

3R HTH & AR a1 MAfafy § o &t fRufaar, o a1 wRied
i g, o Iferd hred ugH |

3R Y, Y, T TR b IrH-T 1 AU B! FHTa1 81,
HRiics a1 R AR BT 3T TREUT U |

. odl a1 g S B BE B

IR & &1 Jdal Y ga1d & oI &1 571 X6 BRI & YR W
f&oled o) |

GuTfad giid sus MaTar & fore Ifad Sifeit da-ite! &1
SHHATA BR |

L 3R AT UGN & R I & U | 3 BT JHET 2,

@ BTH P P M S B9 3 ¢ B yonferar 3R Jrem
QR Y& BRI

TRINT % SR, ST, Y41 1 45U Hd R |

fIgd FUS! B HRIRT T dER o oTH B AR T <
g HUS! B U & 916 g1 bR I SXaHT Y|

A & guId! Tare | SSiaReT Ha=o o wien, 3
AT TRET JUHRUT, e SHNfeT iR uR=ied ufesarat,
M Tegar AR, faferar FTRET ok sgawma

1 A

[ERENCESSEIRRIECESEIENRY]
9. Wifa® vd Imafa® ur
fegmae - Qe
tu L Tarst
Ty D ST Iudsy gl
e Bt Ggel . 3T Ay el
Uifee) ST IuAs gl
faem/de &1 augH L ST U TRl
URfYS IqeH @1 fdg/Iaa- Sl Suas gl
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TR TRMeE ot fafd: Y. 81,09, 9 3ifH SR SIRT 37 &I IRIG: 06.07.2024
8.1 11.08.2025 24502-00024 Ugell IR SR} B & dRIG: 21.10.2014
o fafg L T TR
JIRH BT &R D Uy gl
SIARITEdT (31, 9 ) : géﬁummmwa?%amﬁmﬂwqﬂmﬁrww
|
ST (ARd Uer) D STl U g
3= fawpie T/ SR ST Iuas gl
SR AT (3WR
Hanfaferdt ferte)
&Y fawpie A/ et ;3T Judasy gl
SATHRITAdT ST (TSR
Hanfaferdt ferte)
9T g L Ay gl
e Iy T . UANg TR
BIPERECS : 8T U gl
I ;3T Judasy gl
PN
Tt H facrar D ST IUds gl
EEISRRINICARCS] SR e
3faea/arn)
3NeISORMA &1 arga : 3l Judsy gl
3Ye &I dIIHA : ST U gl
Tigar (Gwpifie)
fampifict . YT e
fqepics UrRaHE . foepies 8T
STRTTHRUT & ORIHTT : gguerd a1 iy o1 st Re aifferd et fovar T §1
3MUIfde HR D ST U gt
ot et
HUT BT AT : ST U gl
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Sitagliptin / Simvastatin Formulation

TXHIT TNy &t fafd:
8.1 11.08.2025

TY.31.09. FR; i IR SR TR BT dRNG: 06.07.2024
24502-00024 Ugall §R SIRT 34 &I dRIG: 21.10.2014

10. fRRar aur ufafsraar

UfdpR : ftfpareiedr & TR & w0 § Fiffed T8
T R D I WfRufem A RR B
uR&sery ufafsarsi : ﬁéﬁwmmwa?%amﬁwﬁwqﬂmﬁrww
|

Aol iR Toldl & Ty ufdfehar o Jobdl g
29 Ryl 9 & . dMY, Sa1a g IRy

Yc Bl 4 Y Ab |
ST Irht L SfIRfTERUNY Toley
3qge gt ¥ shfew © iz W) AW (FORSY) 3uge yard J1d st

11. fawrasnfaa =

TG SREUT (THAUISR) F aR © T gRT TG0 HRAT
T THHRT T ¥ qUD

fTerT

3ifE § Tudh
GIERGRIESEIE
JUAS TSR TR ANpd Tal|
3dyd:
Sitagliptin Phosphate:
g Aifae fawreddr © LD50 (JgT (XT)): > 3,000 mglkg

LD50 (& (H139)): 3,000 mg/kg
Tq@r:
g Aifae fawredar © LD50 (JgT (XT)): > 5,000 mglkg
e o fawTerTa © LC50 (TET }Q)): > 5.8 my/l

feb e THE o ford Tueh (TarTUIoR) oM 4 h

URI&0T ATATaRUT: Yel/Hgia
GEECEIRACRICSGI : LD50 (FRIRM): > 2,000 mg/kg
Simvastatin:
GIEREIIRCCACNIESEI] . LD50 (JIgT (X©)): 5,000 mg/kg

LD50 (¥ (H139)): 3,800 mg/kg
wWHES:
g AR fawTedar :  LD50 (FgT (RT)): > 5,000 mg/kg
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Sitagliptin / Simvastatin Formulation

€3 MSD /) e

TeeHRT T=ned of faf: TY.31.09. FR; i IR SR TR BT dRNG: 06.07.2024
8.1 11.08.2025 24502-00024 Ugell IR SR} B & dRIG: 21.10.2014
GIERCEIRNERIESGII LD50 (GIT): > 2,000 mg/kg
TIHITaD
g A faradar LD50 (JgT (¥2)): 11,900 mg/kg
TS IgH SIS 3TRISS:
SiEREICEACLIEREI] LD50 (IgT (X2)): > 5,000 mg/kg
M 49 favTadar . LC50 (T8 RT)): > 6.82 mg/!
ol T & fordl Jueh (TeRIUISR) G- 4 h
TRIE0T aTTaRT: Ye/HaIar
3ffera: uard aT fHreor &Y Hig 4N e [T 181 §
T & A eeRisTad

@l § o] g Sd Rl g
3dYd:
Sitagliptin Phosphate:

IR RS | 1

GNED] I s

gRomg | =T T
Simvastatin:

I RSl | 1]

femuft . Y gl B SieH
WHIAP 3

I RSl | 1]

Tt :  OECD WRi&fu fa=mfc=T 404
oy . 9 e T8t
TS U SIS TRITSS:

ToTta RSl | 1

gRomg . 9 e T8t
™R A7 gfak<e=

3@t o TofleT Sie Idd Hdl g

3AdYUd:

Sitagliptin Phosphate:

Tt R GERl | 1

SR v rer o
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Sitagliptin / Simvastatin Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR ORT #34 & dRIG: 06.07.2024

8.1 11.08.2025 24502-00024 Ugell IR SR} B & dRIG: 21.10.2014
o . 3TEl & fom sifAfda )
Simvastatin:

I P14

femoft D YISt o

wWrHHs

EIIR) SRR

gRume 3@ H §aH A8t
RSP 3

I RS | 1

GRED : OECD udlefur fe=mid=r 405
giomg © 3TE A Sad T8
e SIS 3TTSS:

Sl R R

gRomg C 3{IE) H e T8t

YO a1 TUS! GATS DRI

1 B gUTdar

T Tt Seel ufafshar Sae R Tl g
YTI-UYI 61 JUTEIar

IUAS TSR TR aiHd Tal|

3dYUd:

Sitagliptin Phosphate:

Tigor o1 frer D R fOMh TS TR (LLNA)
PG| Y (HT3Y)

GRICa :  OECD Uiteur femnfder 429
gRoumE ;1 AReEeR T B
Simvastatin:

3 OIS I & SHCReIRM B YU (WiSselel) a1 Ted
gRkome . gRdid®

E'Eflﬁ?:’:

Terur Pt e . ARfASeRE o

YU (TRTORR) & e s or )

Tt e o

gRome L BUTHS
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Sitagliptin / Simvastatin Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifH SR SIRT 37 &I IRIG: 06.07.2024
8.1 11.08.2025 24502-00024 Ugell IR SR} B & dRIG: 21.10.2014
WHIAP 3
Terur Bt fhe © HARR SYHIGRT TRie
U (TRIUIER) & I D A ¥ gudh
SR CICRivE
gRkome . BUTED
e U SIS SS:
T80 3t fbey Y s 1S IR (LLNA)
U (THRTUIER) & I I Y Iudh
¢ o (HI3Y)
gRkome . BUTED
SiaT] A RereHRid!
IS TSR TR aNHd Ta|
3dqd:
Sitagliptin Phosphate:
SR 3 fagt L TR 3l few: T e
Rom: HUmd®
TRIE01 BI fheT: IS TSRRH oXc 3 fagl
TSIe0r T T BReR SUSTI BRI
R HUTHS
TRI&TU1 1 fobe: SITAT &ifd Td GUR, TUIRIE! ot PIfRrebraft §
T SITT TRAUIRRR ¥ §16R)
Tequr YurTet: e JUe TSy
R HUTHS
ERIFERIBEERACC ;e B e HIEhIgeRery o
Tt g (T1349)
TEHHIH & I AifdD
R HUTHS
Jaren:
i 37 fagr : qllernr ot fre: Sadiar et fausia ufvad @ S (AMES)
R HUTHS®
TR0 F fore: IRR & S8R TeRal &1 HIfRAes13M o1 S
IaRad= gtemr
RO HUTHS
SHCIBIRTe 8 faar D TR & T TRl o TERINITRE QTSI URIefor

(Shifad groft & ArgeoRfes wRwa)
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Sitagliptin / Simvastatin Formulation

TeeHRT T=ned of faf: TY.31.09. FR; i IR SR TR BT dRNG: 06.07.2024
8.1 11.08.2025 24502-00024 Ugell IR SR} B & dRIG: 21.10.2014

Uolfd: G (H139)
T BT & I T T
URumH: FumdES

Simvastatin:
SRR g fagr D TR 3t few: dadifear Teeh faudta ufvads @t S (AMES)
R Hund®

TRI&01 & {8 &R TR IRy
URUTH: UMD

TRI&0 I fore: TR fqu=
URuMe: BUTHS

TIUT Bt fheH: IRR & 18R T UIRTT Y BRI BT S
IaRad= utemr
URUMH: FUTEG

fSHICIBERICT 3 faar L TR Bl fe: TR Igaey o
TIfd: g (T1349)
THHT & IK: HikdPD
UfRuma: UMD

STTaTY] ¥ RISToHRICT - © 1E BT qoi M) DIRIBT SNRAAT b & T GBI 6
3ficpa AU T8 IRAT 5

wWHHES:
iRt 37 fagr TR 3t few: dadifear Teeh fausta ufad= &t o (AMES)
UiRuma: UMD

TIhITa P 3
iRt 37 fagr © qlternr ot fre: Sadian et fausia ufvad ot S (AMES)
R HUTHS

TR0 &f fobed: IRR & F18R T RAT BT HITRAB13MT 61 S
IaRad= utemr
R HUTHS

&1 DI fbe: hiHeld TsRRH ¢¥e 34 fagt
R HUTHS®

fSHICIBIRIe 8 faar D TR0 & T TRl o TERINIRE GEaTH ST URTefor
(Stifad groft # ArgeioHied wRa)
Tt g (H1349)
TWHHRMA & I SRl
giRumy: BUTED
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Sitagliptin / Simvastatin Formulation

TeeHRT T=ned of faf: TY.31.09. FR; i IR SR TR BT dRNG: 06.07.2024
8.1 11.08.2025 24502-00024 Ugell IR SR} B & dRIG: 21.10.2014
o E T i 6 B R 3 RS
fSRIERE g7 fagt D TR 3t few: dadifear Teeh faudta ufvads @t §ifa (AMES)
UfRumy: BUMdS
fSHICIBERICT 3 faar L TR Bl fe: SA-dial A shigadiay ¢
ToIfd: G (H139)
LIRUIEREIRED
CRINTLE|
JUAS TSR TR aNHd Ta|
AdYUd:

Sitagliptin Phosphate:

PG : %EE(W)

TGl & IR ;

P gHg & ford Iudh . 29|

(TEHUISR) g1

gRume D BUTHS

EEIIN] )

TEHTA P IR . Hemfae (dF o1 ar)

P gHg & ford Iudh . 29|

(TEHUISR) §a3M

RIRUIE . gRdfd®

T 3(qgd o R

feoft ;oo T SaciichT bl 1T Hee U] fasTeriar

BRI - BT : IO BT qed Yol fauTadar & fog arffeor o1 qued= et
GGl

Jaren:

EEIT D 98I Re)

T & I . e e

P gy & ford Iudh L 72 98

(TFIUITR) §ofl

gRkome . BUTHS

Simvastatin:

I : (HI3H)

TP & T ; %

P gy & ford Iudh . <92 9«Tg

(TUISR) g3l

e 3aud . gIfST Uy
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Sitagliptin / Simvastatin Formulation

HIRTH] - BT

3T fauTadr

JUAS TSR R i Ta|

3dYd:

Sitagliptin Phosphate:
SARAT & YT

TR TRMeE ot fafd: Y. 81,09, 9 3ifH SR SIRT 37 &I IRIG: 06.07.2024
8.1 11.08.2025 24502-00024 Ugell IR SR} B & dRIG: 21.10.2014

IR BT YDHR . R, s

feooit ;I & U g Fshul &1 Hed & IR A $B Udb IR a1 bel

T b1 gl

I ; e

TS & T ; %

fra gHg & ford dud D 29d

(TEHUISR) g1

TR &1 UHR D OPR, yTsRISS

feooit ;I & U g9 Fshul &1 Hed & IR A $B b IR a1 Hel

ST ¥hdT gl

RSP 3

PG - HYD (HI3N)

TEAIHTH & T I E D G R

P gHg & ford dud . 29|

(TEHUISR) g1

gRume FHUTHD

CEHERE R ER

ST L TIRe)

TAPYH & I LI T (Y TR H)

fra g9 & ford Iudh D 29|

(TEHUISR) g1

T . OECD W& femnficer 453

gRome . gRdid®

feauft L ufshar a1 prfargl &1 & Hwt § URife €Y 8 Tahdn 31

;O] STEARH YANT & STYR TR SRYASHIICT BT HiHd I

o 31

© ORteur i e BRIt / IR T il faserg

TRomH: Tg] TRter A IREdl W B THIE T <2l
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Sitagliptin / Simvastatin Formulation

TXHIT TNy &t fafd:
8.1 11.08.2025

TY.31.09. FR; i IR SR TR BT dRNG: 06.07.2024
24502-00024 Ugall §R SIRT 34 &I dRIG: 21.10.2014

MR R & e W uyE)

3[R & YU

TR RY & e R uuE]

Simvastatin:

3(ddr & YT

T R & e R uuE]

Tigor 3t fpem: yor-miwy R faem|

TrSTIfer: 8T (R€)

THHA & I IS

SRS LOAEL: 250 AT/ IRiRe HR

IR Y R YOITAuTea THTd 3R T1eforHTa amg Tu|,
MEISRICAICE T

Tigor 3t fre: yor-miw Ry faem|

IR ERERUI N

EIOHRIET: NOAEL: 125 firm/fa ekiRe 1R
gRumy: NeIfSHie UHTE ot |

: IRI&I0T i fhH: Teh-Ulet Gieeara fasTerd sfezg

goTfar: 8T (<)
TEAIHYH & I AT a1
URUMH: FUTEG

Tdterur ot e BiEfrdt / IRmy 1 wwshial faserg

goTifar: 8T (<)
TEAIHYE & I AT a1
oM HUTd®

© Ol o fp: IdRan

DT %Té?) R (Hel)
TRHIHTA & I HIRkdD
JARdT: LOAEL: 25 farm/fesT smsiRes UR

g 3t fpe: yYor-miwy R faem|
yeiTd: 61 (e)

wﬂﬁwmmml NOAEL: 25 fi/fesm IfiR® 4R
aRuTH: RENSHID THTd 1811, DTS Ufdpd THTE Tol|

Tier 3t frem: yor-miwy R faem|

Tl /R

TEHHA & IR MAD

Your-miey R fasTeran|: NOAEL: 10 firm/fes afife 4R
OROmH: SRS THTE Tal1, B1s Ufddpd THIE el

Tier 3t fpem: yor-miw R faem|

USTIfel: 6T (<)

TEHHA & I NAD

Your-miey R fasTerar|: LOAEL: 60 firm/fam IR YR
GROMH: SIS FHTET|
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Sitagliptin / Simvastatin Formulation

2 PIel a1 GRIG TaqUeR (RR, 7, Toh-dfdT (A1), 3iid) 3 &l oy ugdl Ibal g

AdYUd:

Simvastatin:

&g 3faud . PR, 74, Te-dfEeT (@), i@

3fima :ddfa 3REUT H WR ST (3R] Bl T
REIG] %

U QRIS fauradan

3dyd:

Sitagliptin Phosphate:

I D Y (H13Y)

NOAEL . 500 mg/kg

LOAEL © 1,000 mg/kg

TEHRE & IR

fpa ag & o duds >2y

(TRITIR) G

&g 3faud . Tef

ESLI] L FEI(RO)

NOAEL ;500 mg/kg

LOAEL ;1,000 mg/kg

TEHRE & IR

fpam g & ol duds 14 Weeks

(TERIUTSR) g3l .

e 3agd ;. foR, T1af, feq, gfa

Pl D%l

NOAEL ;10 mg/kg

LOAEL 50 mg/kg

TEHRE & IR ;

P gy & ford Iudh . 53 Weeks

(TFIUIGR) B3

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR ORT #34 & dRIG: 06.07.2024
8.1 11.08.2025 24502-00024 Ugell IR SR} B & dRIG: 21.10.2014
fewgult: ue S IEfE & e W smuRd
THIAP 3
MR R & e W uvE) uﬁ&rmﬁ%_f Yor-miwy R o |
TEAIHYH & I AT a1
R Hund®
STOT - Ushd SIf@H
JUAS TSR TR aNpd Tal|
STOT - SIg3/™T Sf@H
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Sitagliptin / Simvastatin Formulation

TeeHRT T=ned of faf: TY.31.09. FR; i IR SR TR BT dRNG: 06.07.2024
8.1 11.08.2025 24502-00024 Ugell IR SR} B & dRIG: 21.10.2014

eI 3agd D ot el df (Yed Rad dNgeH)

SR L B g

femft L Ufshar 1 HrfaTel &1 & T H URife el 8 el Bl

IR gl

NOAEL : 2mg/kg

LOAEL © 10 mg/kg

T@IhRA & IR ;

fpam g7g & ford Iudhs : 27 Weeks

(TRIUIGR) g

&g 3agq . ShopTd &I AIURN, B ATe! dF (Hcd Ray HHcH)

3R : Hde B g

femuft . yforar a1 HRfaTE! &1 1 AT B URiffe T8 8 aahan g

I DR

NOAEL © 100 mg/kg

UGB & IR e

frda g & ford Tush 14 Weeks

(TRIUIGR) gl '

fewoft : Tt Hecayul ufdepe guTa @t gET T el

@

Il L IR

NOAEL : >=9,000 mg/kg

TIIHYH & IR . fra e

fram 99u & ford 9udhs : 90 Days

(TRITIR) g

Simvastatin:

I} L @I Q)

NOAEL . 5mglkg

LOAEL ;30 mg/kg

TEHRE & IR

foaa 19 & ford Iudh 14 - 104 Weeks

(TERIUISR) g .

&g 3ayd R, b U1, Wg-dhep Tl o, $iid

Pl DGl

LOAEL ;10 mg/kg

TEHRE & IR

fpam g & ol 9uds 14 - 104 Weeks

(TRTUTSR) gaT .

A& 3aUq o R, b Ui, 3ifg

IS GRS ||

NOAEL ;30 mg/kg

LOAEL 50 mg/kg
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Sitagliptin / Simvastatin Formulation

Sitagliptin Phosphate:

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR ORT #34 & dRIG: 06.07.2024
8.1 11.08.2025 24502-00024 Ugell IR SR} B & dRIG: 21.10.2014
THAIPTH & T . Oifae
AT AT b RR, T
E’ﬁffﬂ'&':
BICII L HEI Re)
NOAEL © >= 2,000 mg/kg
TP & T GG kR
fpam g7g & ford Judhs . 28 Days
(TRTATSR) o
T :  OECD Udieur femmAe=r 410
RSP 3
Tt D ggI (@), R (Ha)
NOAEL : >= 8,100 mg/kg
TGl & IR :
frda g & ford Tush 13 Weeks
(TRIUISR) g
o 0 i 2 R R 3 | G
TRy L 98I Re)
NOAEL © 24,000 mg/kg
TEAIHTH & T ;
fram g9u & ford dudhs . 28 Days
(URTATSR) o
PIEII L 98I Re)
NOAEL : 10 mg/m3
TP & I DI T (Y TR H)
fram 99u & ford 9udhs Co2yr
(TRITIR) G
CIGEEGE
JUAS TSR R i Ta|
HHd AT & 1Y 3gHT
3AdUd:

JIG gRT TG AT D MR SR YT UY IhHUT, T WY, RRES

et o L 3MR: SO YT Y Geh AU, TRAGIRFAIRY, RRed, Adeh,
IR aeh o, g%

Simvastatin:

CEIRESICY : feogoft: gogst wfdfesan et o) T Bl

[ERNASGI : |8 3aga; TR
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Sitagliptin / Simvastatin Formulation

TeeHRT T=ned of faf: TY.31.09. FR; i IR SR TR BT dRNG: 06.07.2024
8.1 11.08.2025 24502-00024 Ugell IR SR} B & dRIG: 21.10.2014

IR: JHW 4T gy IpvT, RRed, IR a4t o, FHeol, AT
& 3HIYd: WG-hDhIard o

Sitagliptin Phosphate:

B E NI ARCLIESEI] © LC50 (Pimephales promelas (Fegs fidT): > 100 mg/l
foham g & ol Tudh (TaRUioR) 3 96 h
TEeT: OECD TRYefur femnfcer 203

SHHTT T 3 Se-fed :  EC50 (Daphnia magna (dTeR U<il)): 60 mg/l
ERERRELIESE] foram g & ford Tudh (TaRTUioR) g3 48 h
T 3.3 4 St 2 Fdwr 202

YaTa/ST Giel &l fauledar ¢ EC50 ( Pseudokirchneriella subcapitata (8% R1aTd (Teot)): >
39 mg/l
fordm g & ol Judh (TaRTUioR) 3 96 h
TRPT: 324 St. e =T 201

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

fohdm g & ol Tudh (TaRTUioR) 3 96 h

R 33 . ¢ [ 201

STraTupsfl & fosTerd : EC50: > 150 mg/l
fhrdm g & ol Tudh (TaRTUioR) §3M: 3 h
GR1&I0T & foh e HTY-URAN B hlac
TRiepT: 3 3.4 S 2w Fdw 209

NOEC: 150 mg/l
fhd g & ford Yudh (TaRTUioR) 3 3 h
&1 BI fbe: YT9-UaY § T dhlac

A3a &I fauedar (RR&1feiee ©: NOEC: 9.2 mgl/l

[CLIESED) fordm g & ford Tudh (TaRrdioR) gam: 33 d
PIEIIGH Pimephales promelas (ﬂﬁ%@' ﬁﬁﬁ)
R o TR I 2w g 210

SHAAT T 3 defed . NOEC: 9.8 mg/l
SR fawrerd (RRepferes fohram Tra & o Iudh (TRIOIeR) g3l 21 d
[ELIESGD) USTTfdl: Daphnia magna (dTex Uil

1 3N 3 & e Adwr 211
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Sitagliptin / Simvastatin Formulation

TXHIT TNy &t fafd:
8.1 11.08.2025

TY.31.09. FR; i IR SR TR BT dRNG: 06.07.2024
24502-00024 Ugall §R SIRT 34 &I dRIG: 21.10.2014

RN ARG LIESKI

Simvastatin:

RN ARCLIERKI
WA Td 3 He-fed

NNELCLIESEI

RaTa/STl g Uit 1 fasTarddn

STtaTupsfl B fosTera

qw"rﬁa?m:
A & fauTedar

STraTupsfl A fosTerd

e U STE3TITSS:
AS & fasTadar

ShE T o A

LC50 (Oryzias latipes (GITITFﬁ fIEW)): > 100 mg/l

| foram g & ford Tudh (TaRUioR) g3 48 h

fewgult: ue S IEfE & e W smuRd

LC50 (Pimephales promelas (ﬁ*)?%@’ ﬁﬁﬁ)): 2.91 mgl/l

| foram g & ford Tudh (TaUioR) 3 96 h

TBT: OECD URtequr fammAawr 203

EC50 (Daphnia magna (dIcX 1?('@13[)): 3.5 mgl/l

| fohram g & ford Tudh (TaRUioR) g3 48 h

T 3N 3 S 2w Adw 202

EC50 ( Pseudokirchneriella subcapitata (8 a1 (Teoh)): >
25 mg/l
foram g & ford Tudh (TaRTUioR) 3 96 h

NOEC ( Pseudokirchneriella subcapitata (831 QidTef (Tesi)): 25
mg/I
fordm g & ol Tudh (TaRTUioR) 3 96 h

EC50: > 30 mg/I

: fordm g & ford U (TaRTUioR) §3M: 3 h

TRI&UT & [ YT-IRa H & Hhac
T 33,3 S e Adwr 209

NOEC: 21 mgl/l
fhrdm g & ol Tudh (TaRTUioR) §3M: 3 h
TRI&UT & fhd: YT-TRa H & Hhac
1 3N 3.4 S e Adw 209

LC50 (Oncorhynchus mykiss m cl3¢c)): 1,020 mgl/l

| fordm g & ford Tudh (TaRdioR) 3 96 h

TP OECD Ttequr femnfader 203

EC50: 140 mg/l

: fordm g & ol Tudh (TaRTUioR) 3 16 h

TRIBT: DIN 38 412 Part 8

LC50 (Oncorhynchus mykiss (i_—lﬁﬁ cl3¢)): > 100 mgl/l

| fordm g & ford Tudh (TaRTdioR) 3 96 h

TP1: OECD Tiequr femnfader 203

EC50 (Daphnia magna (dTcX 1Wﬁ)): > 100 mg/l
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Sitagliptin / Simvastatin Formulation

TeeHRT T=ned of faf: TY.31.09. FR; i IR SR TR BT dRNG: 06.07.2024
8.1 11.08.2025 24502-00024 Ugell IR SR} B & dRIG: 21.10.2014

ERERCLIESEI foram g & ford Tudh (TaRTUioR) 3 48 h

QqTa/STeita Wi &I fasaadr @ EC50 ( Skeletonema costatum (T4 3f&w): > 10,000 mg/!
foram g & ford Tudh (TaRTUioR) M 72 h

SitaTopsfl B fosTerdr : EC50: > 1,000 mg/l
foham Tg & ford Tudh (TaRTUioR) 3 3 h
TaT: 3 3.8 e FAdwr 209

TR 3R SrasHfoRIdr
3dad:

Sitagliptin Phosphate:

Sfdd SIIHHUIT B &HdT . giome: dtg Tfa & 3ruehfordg g areft w18t
N9 ATHHUET: 39.7 %
foham g & ford Tudh (TauioR) e 28 d
TP OECD WRieun femnfder 314

L ICIR=A TR . OIdig fasIwOT: 50 %(401 d)
TRIPT: 334 S e =T 111

I
WIH SHTHHOCT BT & : URume: YAl & Y UIhidd diid ¥ SahHuGR]
CRIERESERRIS]
Simvastatin:
Wfd® TP HUAI B &EdT ¢ RO dtg I ¥ 3uefforg 819 arelt
LICIR=A TR || D Ol fasoT: 50 % (3.2 d)
TSP 3T
WIH SHTHHUCT BT & : URuIme: G & 1Y UIGidd diid § SahHUGR]
QIRISESIER)EEEIN
S{IHHUMT: 97 %
o Tg & ol Tudh (TaRTUioR) g3 5 d
Rer: 3N .E . e [ewr 302
Fuifaa wifae deaa
3(dyd:
Sitagliptin Phosphate:
fquIeH Tutiep: (T : log Pow: -0.03
RNCEEIG I B))
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Sitagliptin / Simvastatin Formulation

TeeHRT T=ned of faf: TY.31.09. FR; i IR SR TR BT dRNG: 06.07.2024
8.1 11.08.2025 24502-00024 Ugell IR SR} B & dRIG: 21.10.2014

Simvastatin:

fayTeH Ui (T : log Pow: > 4.07

SgeAa/ar

QWﬁH?GNH:

fayTem Ui (T : log Pow: -1.85

g

IEEE:RIGRIGE]

AdYUd:

Sitagliptin Phosphate:

TgiaRoT pef | faaror . log Koc: 4.37

3= yfagpd yHTa

3T U Tal

13. fuer Hifgard

fAuen & e

/Y Y F1 T (e . e @I ATl § 7d hop |
I fafFadt sy has |

gia T ;@I fEss) Bl 3% Bl 3T B el Bl A gl ar
T & ford @ Se |
3R 3T fafAfdy =7gt fovan Tam: 3vRgad SdTe & ¥U |
fAueq #

14. URag a1

JieRfga fafraw

UNRTDG

[ el & ¥U H fafafid T8t

35 T & T-3t Sl 3R

[ el & ¥U H fafafid T8t

3Tg T S Sh-Pls

[T el & ¥U H fafafid T8t

IMO JUHRUN & AR U1H | URag— &Y

3R P TTT Tieee & RT g T8t

IUNTHdt & fore faRiw graenf~ai

A el
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Sitagliptin / Simvastatin Formulation

TeeHRT T=ned of faf: TY.31.09. FR; i IR SR TR BT dRNG: 06.07.2024
8.1 11.08.2025 24502-00024 Ugell IR SR} B & dRIG: 21.10.2014

15. faframme gaaT

gerdf ot firgror & fore JRam, W@, iR wafavur & fafaw/fasm
39 IATeH & 3rauq At sa=iiy & gia €

AICS - fFuffea =Y

DSL o fFeffa Tt

IECSC o Fuffea =Y

16. 3= AT

TumeE ot fafy © 11.08.2025

Sifafvad SeRY

3T Xie & b & ford . %= HId SDSs, OECD eChem ¥ 3{idlRe ddb-ie! Sel, Il

AT fohd) g9 aXTaet OIcd TioT URUIMH T JRITHE IR Toia,
http://echa.europa.eu/

fei® ey o f ey

3= AT & Yot a1

ACGIH . gUHY| ACGIH HHRET | (TLV)

ACGIH / TWA © 8-4e, gHY- au 3iNd

AIIC - STl arA! &1 Siefe™ms gl ANTT - S1oTd &1 P Y uRag Toil; ASTM -

et TR Tteror TR bw - S &1 I9H; CMR - SR, JeSd a1 TS+ fadar; DIN -

THA AF®IHRUT ARH & o I, DSL - mwﬁﬂjﬁ(m) ECx - x% Wfdfehar ¥ T
Tdhe; ELx - x% Uiafehar ¥ J&F AET &R; EmS - AIIGHIH VSgel; ENCS - HiSfal 3R -4
IMEAH® Uiy (SUH); ErCx - x% Jfa o) Ufifshdr I J3T Wdbad; ERG - SATUTd®IcH Ufdfehar
MES; GHS - A% TR TR I77d R, GLP - 3=t YANTRITET UT; IARC - iR TR SFHYH & fag
SRITT Toldll; IATA - RIS a1y uRaed TEIREM; IBC - 4 AET § WaRAD 8GH! ardl

a‘s’m‘résﬁﬂfmsﬁ“{méﬁ%q TfedT: 1C50 - 3T 3wy FRIUTE® g, ICAO -

TR faHFA 6, IECSC - ﬁﬁwwﬁaﬁwzﬁﬁsﬁeﬁlmoe SR

TS WARAD HIS; IMO - RIS Tl W16, ISHL - STeife JR&T IR WA S (STH);

ISO - HFETHR! 3 RIT SIeRIPHT W3; KEC - HIRAT Hiial T 3we); LC50 - RIS aract

HT 50% HT °IddH Tdbad; LD50 - TAEUN &I BT 50% Bt Odd QRIS (W1 °ldd TRTH);

MARPOL - STgTell ¥ UgNUT &1 AU & oy SiRiSa ¥a; n.o.s. - 33y FAfEE 78T Neh - Ryt
708, NO(A)EC - s@didd = foar T (wfded) UHE ddhad; NOA)EL - 3@did- A far T
(OB d) UH WR; NOELR - TR-3[GqIH-917 YU daM ax; NOM - 3MfeiRe Afdqs faw;
NTP - X5 Y- REM SRIFH; NZIoC - T 1 =I5t & g=iedl; OECD - 3 FeawT 3R
o™ TTTe; OPPTS - IR TREM 3R UGN AHUH HHTAd; PBT - WIRR, Sd-THAHRUT 3R
fawrad werd; Piccs - TRA SR ITafe gerdf @ fhedidia gdcst; (Q)SAR - (HHITHD) TR
T3 ey, REACH - UG T¥E 3R YW Goidrul, Tegidh], WBR 3R ufaay aikee &1
ﬁ'ﬁW(EC):T.1907/2006; SADT - Xa-digdT 3fUee- diad; SDS - JR&T Sl Te; TCSI - dgad
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Sitagliptin / Simvastatin Formulation

TeeHRT T=ned of faf: TY.31.09. FR; i IR SR TR BT dRNG: 06.07.2024
8.1 11.08.2025 24502-00024 Ugell IR SR} B & dRIG: 21.10.2014

IS Terd gdest; TDG - WRATH HId &1 URAEH; TECI - UTSas HiSlal I9Ta- $-des); TSCA -
fawTer uerd T Siffam (Sge s SMARET); UN - Ige XY; UNRTDG - BIH®RS 9 &
UREET IR GG Y I RBIRRY; vPvB - Sgd RIRR 3R 9gd 9Id-THATHR0T AFG; WHMIS - HTd-
RIe WRATD FHU Y1 Yurel!

T R 3271 e & 3P UHRA &I IRRG B! <} Tt STHHRY AR I, THGRT IR fay &
TR el § | TSR & JRIE ST I WU, T H3A, Uieha1 3, T -, URagd HeA,
AU FRA aUT BleA & fw daa AFfexiF & wu # feura= faar man § au faddt ueR &t ardt ar
ToTa T fAFGRT 75T T STE | Iuds St TR TSR 39 SDS 3 XY R ggart TRt bad
fafry Tl @ Wefdd € qur Sps Il o1 fodt e el & o | ar fest o ufehar H, v
T U13d | 7 T 71 8, TANT 3 TR a8 7181 81 Tahell ¢ | TR vaadrsit & ar] 81 W, waied
¥ 3ifor IaTe H SDS-AMH & IS HT Ther HR Tled 38d B, TN I, UfehaT
TUT T B & 3T 3ty 71 & fafiy ey & IFeRY R Rywiien ot aeften & =nfe |

IN / HI
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