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TEHHRMA & I
fpam Tg & ford Tudh 180 Days
(TSR g3
AT SaTa D, el
PRI |
NOAEL : 10 mg/kg
LOAEL 75 mg/kg
TRHHIA & IR :
fra gmg & ford duds : 40 Days
(THUTSR) g3l
&g 3qad el
I S ||
NOAEL ;10 mg/kg
LOAEL 75 mg/kg
TWHHIA & IR :
fra gmg & ford duds : 270 Days
(THUTSR) g3l
&g 3{dgd v
I 1)
NOAEL . 9mg/kg
THIB A & I :
o THg & ford Tudh : 90 Days

11/16



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

Omarigliptin Formulation

TXHI T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 04.04.2023
3.1 30.09.2023 402486-00016 Ugall IR SR} A Bt dRIG: 07.01.2016

(TGRSR gt _
femuft ;o TRyl ufded wHTa &1 gEem e ot

IR KGR
JUAS TSR TR aFiiepd al|

T4 SIRaW & ATY U
3dyd:

Omarigliptin:
IBUGESRI : R: RRaEE, O B oo, 9aa,, YhIae, o, TR-oid dafm,

12. uikfRAfaeTa Ja=r

TRfRufas fauredar
3d4d:

LGS
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fewoh: ver SRf IRl & Ser iR anenfd

Omarigliptin:
ST T 3 Se-3fed :  EC50 (Daphnia magna (dTeX Tei)): > 100 mgl/l
ENERSELIESE] P Ima & ford WU (TaRTUIoR) §31: 48 h
T 3 3.4 St e g 202
EC50 (Americamysis (3117 USTfd)): > 100 mgl/!
o g & o Huds (TaRUioR) g3 96 h
THT: JUg-sUY SAUiciey 850.1035
Qara/Sey del o) fawegdar ¢ EC50 ( Pseudokirchneriella subcapitata (Eﬁ‘aﬁﬂﬁ (Qc_\rﬁ)): >
100 mg/I

o g & o Huds (TaRdioR) g 72 h
Ther: 3t g . ¢ [ 201

NOEC ( Pseudokirchneriella subcapitata (83} Qa1 (Tesi)): 25
mg/|
fora Tma & ford Yudh (TRIUISR) g3 72 h

T ot $.40 & e Adwr 201

Sttarugsit o faureddr : EC50: > 1,000 mg/l
foram Tma & o Tudh (TRTUSR) g3 3 h
TR&[01 b1 fobe: YTY-URa] | Fhrac
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foram Tma & ford Judh (TRTUSR) g3 3 h
URI&I0T &1 fohed]: HT-URAN | =hlac
T 3 3 4 St 2 fAdwr 209

Aol &l faureaar (RRee1felee © NOEC: 11 mgl

CEIESEI) o Tg & o Hudh (TaUioR) geim: 32 d
T Pimephales promelas (ﬁv?%Ts' ﬁﬁﬁ)
T 3 3.4 St 2w kw210

BT Td 3 Se-3fed : NOEC: 11 mg/l

SR fawTeadn (RReifere T I & o Hudh (TaRUTeR) g3 21 d

[ELIESED) Ui Daphnia magna (dTex U<i)
TheT: 3N 3.3 e e 211

RITRE 3R Sraspuioraar

3dYd:

Jq@ren:

SfdP HTHHUIAT B & D OROTY: YA & 1Y WHTae diic o SashHueRT
@feTrsiad) g aren

Omarigliptin:

SfdP HTHHUIAT B & D OROTY: YA & 1Y WHTae diic o SashHueRT
CRISENEEEEIS!

SAHHUT: 50 %

o T & o Judh (THRITIeR) §ail: 11 d
T8t OECD m"r&rmi%qnﬁ%fm?sm

Turfaa wifaw Jwaq

3{d4q:

Omarigliptin:

fayrer Turies: (T : log Pow: 0.525

SfgeHIa/ar)

fordt ¥ wifer=fteran

3dyd:

Omarigliptin:

TgfaRor de § faazor . log Koc: 4.01

TIBT: OECD Utequr femnfder 106
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/Y I 51 9 (e . e I A A A b |
R fafadf e g B |
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AR 3yt fafafdy =1 fopan . sivrgad SauTe & w0 o
fAgem &3
14. af¥asg g
ierTsta fafraw
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IMO JUHRUN & AR 4P A ufiagd o
3Mgf fpu U tiede & R ang
IyURTRdl & fore faRiy grawnfaai
g T8l
15. faframme gaan

gerd ar fargor & g e, @Ry, iR qatarur & faframfaus

39 IATeH F 3raud fAmfrfad gaa= e & gfaa §:

AICS - fyffa =gt

DSL - FPuffed 7

IECSC - fifed 8t
16. 3= AT
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e 1 fafy :30.09.2023
Sffafvad e RY
el ¥fic & Johad & ford . &= HId SDSs, OECD eChem ¥ 3{idNa& dd-Id! ST, Sel
PRRIAED R GEASIC] OIce EIST IO quT JRIFA i Toie,
http://echa.europa.eu/
feqi® urRsy . feqagay
3= 3rsfide=H & ot area
ACGIH . guHU| ACGIH HHRET J1H (TLV)
ACGIH / TWA . 8-Uc, gHY- ao i d

AIIC - STENfe Il ST SiRSRomTs el ANTT - STfoe &t I8 YH gRkagd Toidl; ASTM -
AR It uieror FRIRIET; bw - STal &I Ti; CMR - BRI, Jeol-db a1 Yol favaT; DIN -
THT AFPIH T & faw 9Fe; DSL - aiqwﬁasﬁ(m) ECx - x% Wfdfshar ¥ geT
e, ELx - x% Ufafehar ¥ &t ST &x; EmS - TUTqdbIa- JUegd; ENCS - Aiel iR =Y
RS Ueld (STAF); ErCx - x% s &) Ufdfhd d &1 dbad; ERG - SMUadbIc widfhar
TES; GHS - ﬁ%wwwﬁw;em-a&ﬁuﬁwmﬂ; IARC - ¥R TR 3 & forg
ol 1ATA - WW@W;IBC-WWﬁWWaﬁ
%ﬁﬁmﬁvm%ﬁm HfET; 1C50 - 31T SHfIHAH FRIUTHS e, ICAO -
RIS AR faHA W16, IECSC - I # Hie[al YRS Uerdf & 3dedl; IMDG - &IHT@H
WWW IMO - mﬁnmﬂw ISHL - SN JR&M SR WA HTA (STUH);
ISO - AR & fIT RIS W 6; KECI - HIRAT HIGT IR dext; LC50 - TRI&T Mard
BT 50% BT Gl Tobgd; LD50 - URI&UN STETEl BT 50% bl Gldch WRIH (A °ldd GRD);
MARPOL - STgTell ¥ UGNUI &1 AU & foy SfeRigha §a; n.o.s. - 3=l FAfEy 78T; Neh - Ryt
308, NO(A)EC - 3fadiieT T fhar TaT (Ufddd) UHE Hdhad; NO(A)EL - 3adid- 9 fdbar mar
(W% ) THTE TR; NOELR - TR-3(GaI%--a171g YU deM &; NOM - 3fieiRe Afde faw;
NTP - TSt . BRI NZIoC - T &t <5t e 398, OECD - 3Mfiids Wit 3R
3BT TT6; OPPTS - IS JRET 3R UgWUT JHUH HRTEd; PBT - RIRR, S1a-THAaH0 3R
fawmad werd; PiCCs - Wﬁ?w%wﬁﬁwm (Q)SAR - (AHTEE) TRAT
T3y ey; REACH - UG T4g 3R AT USRI, edid, MAHR 3R Ufasy aRkug &
ﬁﬁmﬂ (EC) . 1907/2006; SADT - W-digdT 3qee aruH: SDS - {R&f a7 Hiie; TCS| - d1gam
QIHIQI"IGD tla?f $'CICQI TDG - WWWW TECI - ‘LII$Q15 Hivlal XY 5'01CQI TSCA -
fauraa uerd feun siftifem (Sgad s $@R®T); UN - ﬂga?r?rg UNRTDG - BIH®R® FHH &
URTET IR TG Y BT RABIRY; vPvB - Igd R IR §gd SIa-TUHAHRUT IRF; WHMIS - HT-
RY WRATD JrUl =1 Yorreit

Y &M 37 e & 5P THIRH &1 dRRG B & T THSRY §AR I, THHRT SR {3y &
SR 6! § | TSR Bl YRI&T & Y FUTEH, TN B3, Uil H, T -, IRaeg e,
fAYe oA qUT s & folT had Anfex & =u § fEumae fvar w1 § qu food) UeR ot ard ar
ToraRTT &1 fafe=T 18T AT SITe | Juesy B T SHeRY 39 SDS & Y W ugar Tt Faa
faRry arrht @ Tefid 8 aur sDS wnft &1 fareht o arelt & Taem H a1 fansht o ufshan °, 5|
I UISd H 1 ST T Y, TRINT ’ IR 9 el 81 qahell ¢ | ARht yaiarsil &) ar 81 W, yaie
¥ Sifad Iare H SDS-TTR &t I BT HTHAT HI Aed g8 B, EI'Ch'JTGbM UfehdT B
T T B B T 3y & F IR wee! B TR iR R &) gefer He1 =Ry |

15/16




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

Omarigliptin Formulation

TXHI T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 04.04.2023
3.1 30.09.2023 402486-00016 Ugall IR SR} A Bt dRIG: 07.01.2016

IN / HI

16/16



