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Sitagliptin Phosphate 654671-77-9 >=30-<50
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frTerT
3@ q U

GIERGRIESEI

JUAS TSR TR aFiiepd al|

gt

dig Mfae fasradar : SfforTelt fasTeRar S$IgHM: > 5,000 mg/kg
WIBT: AT dRIPpT

3dYd:

Sitagliptin Phosphate:

g MR fawraddr

Jqar:
g M fawradar

SIEEREACLIESEII

NIEACEIACLIESEI

Ertugliflozin:
e Aifee faTaddn

RIEELERACLIESKII
g @ fauTadar

Afxforaw e
g M fawraddr

g g fauTadar

g MiRae fawraddr

LD50 (IgT (X€)): > 3,000 mg/kg

LD50 ({¥& (HI3H)): 3,000 mg/kg

LD50 (IgT (¥€)): > 5,000 mg/kg

© LCS0 (8T (RT)): > 5.8 mgll

e T o fordl Tudh (ToIeR) gaim: 4 h
URY&f0T ATATaROT: Yel/Fara

LD50 (@Q‘i ?M): > 2,000 mg/kg

LD50 (IET (}<)): 500 mg/kg

: fewgoht: o1 Sudsy Y
: feagft: Ser Suas T8t

LD50 (IgT (¥€)): > 2,000 mg/kg

" 9T OECD Terur fammfAcer 423

Sficra: uard a1 firsor &t s AiRde Siage fauraadr 781 §
feoquft: we Sift It & Ser wR snerfa

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

R v s S S 2 R
uﬁaus@%m@%ﬁﬁﬁw

LD50 ({8 (HISY), H1eT (fPBaA)): > 1,000 - 2,000 mglkg
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I G OO
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gRome ;& H §aH Tal
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Afxforaw e

IR G |

gfvomy NG kA T

fewuft : T oYl AR & ST WR SuiRd
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gRkomg . @9 A Sad et
TR A7 efasdeH

3@l & Tolel Sa Iad BT g |

HAdUd:
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PG| G RO ]
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I G RRN )|
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oI a1 UG GATG DRI

1 BT gUTEar

JUAS SR TR aFfiepd al|

YTI-UYTT BT GITRHaT

JUAS TSR TR aFiiepd al|

3dd:

Sitagliptin Phosphate:

T80T ot fobed L R o TS TRE (LLNA)
PRI L NG (H13Y)

RG] . OECD URtefur femmfder 429
oRumE D AReTEeR Tl B
Ertugliflozin:

TR1&01 Bl fbey L R fOMp 1S TR (LLNA)
R D AReTEeR T B
Afxforaw e

e @) i L DS O

U (TRIURR) & I L I Y U

NG| e o

RG] . OECD URtefur fe=nfder 406
gikomy . BUTHD

fewoft : T oYl ARl & ST WR uid
Hif 3,4,5-Fegragifagaive:

TR&0T Bt fobed L R o TS TRE (LLNA)
YU (TeRTUIER) & I D gud

I ¢ ¥ (HISY)
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ST D U H G & GHCTZIRM B HHTST (Ussiteiicl) a1 ded

10/25



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

Ertugliflozin (< 2%) / Sitagliptin Formulation

TIHIT T o fafd: fepsciers B ToRE 3ifaH IR SR B34 Dt dRIG: 06.03.2023
4.1 30.09.2023 595275-00018 Ugall IR SR} A B dRIG: 04.04.2016

SHaTy] dd "ereHid
JUAS TSR R aFiiepd el

3HdUdq:

Sitagliptin Phosphate:

fSAIcInIRIE 37 fagr L WK1 & e TRy ¢
RIS KD

TRIEUT D1 feT: HIHISIH TERRM ¢x¢ 3 fagl
0T TUTel: T BReR SUSTRT HIRIBT
RIS IREED

TRI&UT I fhe: SITT &ffd Td YUR, TURIGT 61 pIfRreprafi #
3fgd ST IAUI(RRR T d6R)

TNEf0T YUTTeHT: Y€ gUTC TS CH

gRumy: HUdS

IERICERISEERAEC ; Udieur Bl b HTEsh ey o
TS Gy (H139)
TAH R & I MRS
o UMD

IEBIEERIREESIEM] TRl & o i Yeeh fausta ufvads &t St (AMES)
URuMme: BUTHS

Tef01 B fh: IRR & I18R TURAT BT HIFRB13M &7 ST
Iafgd uliem
RIS KD

IERICCRISEESAEE] L TRIET B o TAUTRE o TIRINITRE JEATND T URT&0r
(Shfad gTof # ArgcloiHfcd uRw)
TS G986 (H139)
q@ﬁ#&mﬁamﬁ ﬁmr«réﬂT
Ruma: BUMED

Ertugliflozin:
IEBIEERIREESIEH) Ul ot o i Weeh fausta ufvads @t St (AMES)
o UMD

TRIE0T D1 feT: HIHISIH TaRRM oXe S fagl
RIS IREED

fSFIcIBIRIE 3 faar D TRIET B o TAUTRE o TIRINITRE JEAATND T URTE0r
(Shfad gmof # ArscioiHicd IRW)
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UoiTar: <81 ()
IR IREED
Aftforaw Thae:
SRR 34 faar TR Y fHE: IRR & I18R TUTRAT BT HIfRAB13M &1 SfiF

~

uﬁausﬁﬂmﬁr@aﬁﬁw

~

JUAS STHHR R Figpd Tal|

Iafad ulieo
RIS IR ED
fewguft: uer St IRt & a1 W snuid

U&7 &1 fored: shiHTelH TaREH ¢ 34 fagl
TBT: OECD Utequr femnfader 473

RIS KD

fewguft: uer S IERET & 1 W snmuid

Tteror @t fored: Sacian e faudia uftad &t Sig (AMES)
RIS IS
fewuft: ver St Rt & Ser W snuid

L TRl ot o dadifear Weeh fausta ufvads @t St (AMES)

IR IREED

T B fhe: IRR & I18R TURAT BT HIfReb13M &7 ST
Iafad uieor
gRRue: ardfde

U&7 1 fore: ShiHTeNH TeRYH ¢ 34 fagt
gfume: IRdfde

TRI&UT I fr: SITT &ffd Td YR, TURIT 61 bifRreprsfi #
3fad ST IAVUI(RRR T 9716Y)
o UMD

T B fre: AU SIfprel # IR & a18r Rex
wmfes faf g w=Ra
gRumy: aRdfds®

D ORIEOT Bt fore: IRl & TIUINITSC GEAATHD I TRI&

GﬂﬁﬁWﬂﬁﬁHﬁ‘cﬁﬁ%W)

Tt gud (ASY
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I i (H13¥)
TEAIHTE & I ; %quw
frda Tvg & ford Tus . 29T
(TERIUTSR) g3l
ko . BUTHD
LSl LRI Re)
TP ¥ T . HegMifa® (O &1 )
frda Tvg & ford Tus 29T
(TERIUTSR) g3l
ko . gRafd®
e 39gq . R
fooh L U ® Sgcidh B 718 Ayl fasTadar
ORI - 3iha L O DT e To fauTaRId o forg arffepvor &1 qude 8l
BT
LGS
BN LRI RT)
T BT & I S AGE |
P gg & ford Iudh . 72 9WE
(TRTUISR) 3
gRkomg . BUTED
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PTIIT| ¢ YD (HISY)
TEHH A & I . Afee
frda vy & ford Jud 29
(TRIUISR) g
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frda THg & ford Jud 29T
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A .
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THT Ty &1 fafd: e ci Rens B IO R 3ifdH TR SR B3 BT IRRG: 06.03.2023

4.1 30.09.2023 595275-00018 Ugall IR SRT A & dRIRG: 04.04.2016
Iﬁﬁlﬁ 3,4,5- Eﬂﬂ@%ﬁﬁﬁ@
Tl (R2)
wﬂW%W S GG
fram gg & ford Iudh 103 I8
(TRTAISR) g3
gikomy FHUTHD
3 fourar
JUAS TSR R aFiiepd el
3dYd:

Sitagliptin Phosphate:
SARAT & Y@

MR RY & e muyEl

ARl b YU

miw Ry & fde wuvE| -

Ertugliflozin:
3feRdT & JUTT

;e ! fhe: B / e o1 T faer

UoiTar: <81 ()

TEHH YA & I AifGd

JddT: NOAEL Parent: 1,000 /e kiR® 4R
ORO: U] Uter ¥ IdREdl IR Big WHIG el G-Il

Tteror ot fore: Y-y g fasm |

UoiTfar: <81 (<)

TP & KT AiRkdD

CIOHRIET: LOAEL: 250 BT/ IRIR® HR

RO Y TR YOIAwTedia THTd 3R UrfuHTg urg Ta|,
eI UHTE gt

TRYer0T &1 for: Y-y g fasr |

Tl W

CISHRIET: NOAEL: 125 T/ ekiRe 4R
TR eIfSi% UHTE ot |

D QRI&1 Bt fbe: Uh-Uigt YTRcdTeH fauTeRdd 3reqg

UoiTfar: <81 (<)
TEAIHTE & ;AT a1
TR HUTEHS

T B fohe: Wichardt / 3™ o1 Uit fa T
geTIfar: T (X€)

UGB RA & I: FRTd T

TR HUTE®

: e B fhe: Widfardt / 3™ o1 Uit fasT

geTIfar: IeT (XT)
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Ertugliflozin (< 2%) / Sitagliptin Formulation

TIHIT T o fafd: fepsciers B ToRE 3ifaH IR SR B34 Dt dRIG: 06.03.2023
4.1 30.09.2023 595275-00018 Ugall IR SR} A B dRIG: 04.04.2016

i R & e W uyEl

Afforaw whe:
3AdT & YHE

M Ry & fde wuvE! -

uﬁaus@%m@%ﬁﬁﬁw
3ARAT & WU

M R & fde muvE|

TP & IK: AifS
IdRAT: NOAEL: 250 fBrm/fsm e YR
feuoft: O1q fawrdddr &1 sradid favar T

Tl Aeayul ufdma uuTa 1 g e et

U607 ot foper: WiEferdl / IR T Twsiial fashTy
TSTfd: TR

TP & KT AiRkgD

JdRdT: NOAEL: 200 farm/fesTn smsifRes 4R

fewuft: fossht Teayuf ufagd wumE &t gamr 6! e

Uteror ot fore: Y-y g fasm |
UoiTar: <81 ()

ﬁmﬁqﬁﬁﬁw NOAEL: 50 foRT/fsT IRiR® UR
feoqoft: ufdga faswmareres uuTa Sar

m"r&wrﬁm YoMy g fasm |
TSI G

TERB T B IR AP
famr s fauTaddar: NOAEL: 250 fimm/fem ekiRe 4R
fewuft: fassdt Teayut ufaga wuTE &t gamr 6! el

L ORI B T fANTaar YA a1/ f[Adh T WhiH URIEr & ary

SRt 9 aTeht A WR1E Y faNTaaaT 1 Sieqg
goTIfar: T (X©)

TEAIHTH & I: AT o1

TBT: OECD Uteur famAaer 422

TR HUTES

fewuft: uer S IR & o1 W snuTiRd

TRYer0r @1 fore: Y-y g fasm |
IolTar: <81 (RT)

wﬂ%&r—@m e o

TR HUTEHS

fewguft: ue S IEREt & e R snuTid

: OReur Y fobe: < Ui YecTe fasTeRdd sreaa
UoiTar: <81 (RT)

TRITHRM b IR: T o1

gfRumy: BUTES

TRYeror &1 ford: Y-y g faw |
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Ertugliflozin (< 2%) / Sitagliptin Formulation

3ifH IR ORY 31 Bt dRIG: 06.03.2023
Ugd! gR SR} A Bl dRIG: 04.04.2016

TTHIl T o fafd:
4.1 30.09.2023

T30y, deR:
595275-00018

UoiTar: <81 (Re)
TEHHRE & I: e o
UM FBUMEHD

STOT - Uhdl SiIf@d

U HHDHRT TR qiffepd el

STOT - Sigx/™T Sy

JUAS TSR TR aFfiepd al|

3{d4dq:

Ertugliflozin:

U (THIUIER) & I . e

Teg 3agd D IE, U, IR ‘

3ffpa D & I gRIG SR&UI B R il (SRR B B Ugal
ThdI |

U G fauraaar

3dYd:

Sitagliptin Phosphate:

PEIIG] L NS (H13Y)

NOAEL : 500 mg/kg

LOAEL © 1,000 mg/kg

TEHHRA & I ;

fpaq gma & ford Tudbs . >2y

(THIUIOR) g3

&g 3(qgd Tl

LRI L g1 (e)

NOAEL . 500 mg/kg

LOAEL ;1,000 mg/kg

TEHHRA & I

o gy & ford Tuds 14 Weeks

(TeRITTSR) g _

A 3faTd . R, e, fe@, 3l

SIS Dol

NOAEL ;10 mg/kg

LOAEL 50 mg/kg

TEHHRA & I ;

P gmg & ford Tudh . 53 Weeks

(TRTTTSR) g _ o

| 3faTa L hag ATS! 4F (Yed ARaY HikieH)

SR S GRECa N
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THT Ty &1 fafd: e ci Rens B IO R 3ifdH TR SR B3 BT IRRG: 06.03.2023

4.1 30.09.2023 595275-00018 Ugal IR SR R &1 dRIG: 04.04.2016
feauft . Ufehan a1 HRiATe! BT &7 I3 H URiffe 6T 81 g ]
Sl Lo
NOAEL . 2mg/kg
LOAEL ;10 mg/kg
TEHRH & I ;
fpaq gm & ford Tuds : 27 Weeks
(TFUTGR) Gl
e 3T : SopId B HIGUR, Herg ATS! o (Hed Rad YieH)
SR . ideH @1 gt
feouft © Ufehar a1 SridTe! T &7 A H Ui et 81 ST |
EEIIG] DR
NOAEL © 100 mg/kg
TAIhRMA & I Hife®
faq gy & ford Tuds 14 Weeks
(TR 3T
feauft - ot mreayul ufdged wHTa &t e e et
LGS
gt LRI (XQ)

NOAEL : >=9,000 mg/kg
TEHHRMA & I S SO RG]
fpaq gma & ford Tuds : 90 Days
(TR g3

Ertugliflozin:

o L g1 Re)
LOAEL . 500 mg/kg
TEHHRMA & I ;

fpam g & ford dudh : 30d
(THHUTGR) gl

gt L 98I (XQ)
LOAEL . 250 mg/kg
TEHRH & I ;

o THg & ford Tudh : 30d
(THIUTGR) Gl

&g 3{aaqd : ﬂE‘f
BRI L 91 (T)
LOAEL : 25 mg/kg
TEHRH & I

o THg & ford Tudh 180 d
(TEHUISR) g1

e 3T . Taf, g8, U
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THT Ty &1 fafd: e ci Rens B IO R 3ifdH TR SR B3 BT IRRG: 06.03.2023

4.1 30.09.2023 595275-00018 Ugal IR SR R &1 dRIG: 04.04.2016
PGS . gl (@)
LOAEL . 25 mg/kg
fpam THg & ford Tudh : 90d
(TSR g3l
& 3fqgd L Tef, TREIgeRers-Id unel, R
G| |
NOAEL : 150 mg/kg
TWITHRMA & IR C ARe®
fra gmg & ford duds . 270d
(THUISR) g3l
feouft . 5 geayut ufdewa yuTa &t gaeT et e
G| - HUD (HIS¥)
NOAEL ;100 mg/kg
TRHHIA & IR :
fpam g & ford WU : 90d
(THUISR) g3l
feuqufy . 5 Heayut ufdwa yuTa &t gaeT et e
PEIIG L YD (ASY)
NOAEL ;100 mg/kg
TAIH A & I :
o THg & ford WU . 28d
(THUTSR) g3l
& 3qud :‘g@
femuft ;o eyl ufded wHTa &t ga e ot
ARy e
I L e (T)
NOAEL : >100 mg/kg
TEHH R & I S SO RG]
fpam g & ford WU : 90 Days
(THHUISR) g3l _
fewoft . TH oY ARl & ST WR uid
witud 3,4,5-fegrasifasa<ite:
LS T61 (}2)
NOAEL . 135 mg/kg
TEHTA & I
fpam g & ford Tudh 13 Weeks
(THUTSR) g3l
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Ugd! gR SR} A Bl dRIG: 04.04.2016

30.09.2023 595275-00018

AT =T

JUAS TSR R aFiiepd el

TG SiRaW & 1Y AU

3{d4q:

Sitagliptin Phosphate:

Y GRT T80T H=Al L 3MNR: SO YT Uy ThHUT, T Y, RRed

[BURESRI L 3NIR: SO YT Uy hHUT, TRIBIRAIeY, RRed, Hda,
IR Gath o, T

Ertugliflozin:

IBUGESRI L 3fINR: qaY 3 gWIHTE &, RRed, Fedl, 3, Aael, T Uy
TerHuT, AU § gd, HURT 49T 9y HHuT

12. uiifRufaaTa gE=r

uri¥fRufae faumamar

3{d4dq:

Sitagliptin Phosphate:

EENIEARELIESE :  LC50 (Pimephales promelas (‘3}7?%_5’ ﬁl?ﬁ)) > 100 mg/l
o g & ford Tudh (TaRUioR) g3 96 h
T8®T: OECD Ttefur %mﬁ%m 203

BT Ud 3 fe-fed . EC50 (Daphnia magna (dTex iT): 60 mg/l

ENERSELIESE] P Ima & ford WU (TaRTUIoR) g3 48 h
T 3 3.4 St e g 202

QaTa/STeg arel ol fauradar EC50 ( Pseudokirchneriella subcapitata (8%t QT (Tesh)): >
39 mg/l
P Img & ford Tudh (TaRTAIoR) §31T: 96 h
T 33 4 S %Eﬁ?fir 201
NOEC ( Pseudokirchneriella subcapitata ( Bﬁﬁ?ﬂﬁ (Qc_\rﬂ)):
2.2 mg/l
ﬁmﬁw%%ﬁrw (THIUTGR) §3T: 96 h
T 3t S . 2w = 201

Sttarugsit o faureddr EC50: > 150 mg/l

: o Tg & ford Tudh (TaRUIoR) g3 3 h

Tef01 B fh: YT9-U § Fwlde
T it .4 S e g 209

NOEC: 150 mg/I
T Tma & ford Judh (TRTUSR) g3 3 h
TRI&UT B fh e YT-URa A & hac
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THT Ty &1 fafd: 3ifdH TR SR B3 BT IRRG: 06.03.2023
4.1 30.09.2023 Ugall IR SRT A & dRIRG: 04.04.2016

T30y, deR:
595275-00018

Hecll ol fauTeIar (R
[CLIESE)!

SHHIT T4 o TeRfea
ENENCLIESCINEREIINED

Sl ! fauTadar

Ertugliflozin:
QaTa/STerg el o) fauTaan

STtarugaf & fosTartdr

Tecll o) fauTear (RReifae

ST T4 o YeRfed
ENENCLIESCINEREIINED

NOEC: 9.2 mg/l

o wg & ford Tuds (TauioR) g3 33 d
*ISII TS Pimephales promelas fb?%%’ﬁﬁﬁ
i off . 8. e Adr 210

: NOEC: 9.8 mg/l

o wg & ford Tuds (TauioR) g3 21 d
Uit Daphnia magna ( wwﬁ
T 3N 3.2 e e 211

. LC50 (Oryzias latipes (SITIM! HS®T)): > 100 mg/l

o Tg & ford Hudh (TaRUioR) g3 48 h
fewuft: ue SRft Il & et wR sneia

:  EC50 ( Pseudokirchneriella subcapitata ( Eﬁﬁﬁﬂ(ﬂc_vﬂ)): 77

mg/l

ﬁmﬁw%%ﬁw (TFIUISR) 31T 72 h
T oft 3.3 . 2w A= 201

NOEC ( Pseudokirchneriella subcapitata ( Bﬁﬁiﬂﬁ (Qc_\rﬂ)): 50
mg/l

ﬁmﬁw%%ﬁw (TFIUISR) 3T 72 h
T oft 3.3 . 2w A= 201

. EC50: > 1,000 mg/l

e T % R YU (TEITR) g3 3 h
WY& DY fe: Wmﬁw
TiopT: 3 3 4t St ¢ A= 209

NOEC: 1,000 mg/I
e T % R G (TawIoR) g4 3 h
TRIefur o fre: Wmﬁw
T 3N ST E e g 200

NOEC: 1 mgl/l

o T o ford Hudhs (TadioR) geim: 32 d
SIS Pimephales promelas (ﬁ'ﬁ%_s' ﬁﬁﬁ)
T o I 2w = 210

feuoft: facrdr @t W R B fawadar T8t

: NOEC: 2.14 mgl/l

o Tg & ford Hudh (TaUioR) geim: 21 d
I ISIIFoH Daphnia magna (dlc} ‘K‘ﬁ)
T oft 3.0 . T Fc=r 211
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TIHIT T o fafd: fepsciers B ToRE 3ifaH IR SR B34 Dt dRIG: 06.03.2023
4.1 30.09.2023 595275-00018 Ugall IR SR} A B dRIG: 04.04.2016

Afxforaw e
IS & fauTedar

SHHIT T4 o Texfea

QaTa/STel diel ol fauTadar

EICIYERACEIESRI

Hifue 3,4,5-Fegrasifasa~ive:

- EC50 (Daphnia magna (dIcX 1K"ﬁ)): 19.06 mg/l

SHAT Td 3 Ae-Med
SR fasTaddn

QaTa/STeg ure o1 fauradar

fewuft: faorgar &1 dar R P18 sTedar Tt

- LC50 (Leuciscus idus (‘i S Ghl%)): > 100 mg/l

o g & ford Tudh (TaRTUioR) g3 48 h
TRIPT: DIN 38412
fewguft: uer S IERET & a1 W snmuTid

:  EL50 (Daphnia magna (iR} 1Wﬁ)) > 1 mg/l

o Tma & ford Wudh (THRIUISR) §3HT: 47 h
X forar oI a1l uerd: e it SR

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

fewguft: T S IERET & ST W suTid

faciTar ot T R B AvTedar T8t

- ELSO0 ( Pseudokirchneriella subcapitata (Eﬂﬁ?ﬂﬂ (Qc_\:ﬁ)): >1

mg/|

ﬁﬁﬁﬂm%ﬁﬁw (THIUTSR) §3MT: 72 h
X a1 oM a1 gerd: Sid qemEiod 3R

T o 3.3 S e AW 201

fewguft: uer S IR & a1 W snuTiRd

facad &1 Tar R S fauredar T8t

NOELR ( Pseudokirchneriella subcapitata ( Bﬁﬁﬁﬂ (QcTsil)): >
1 mgl/l

fpa Ima & ford WU (TaRTAIoR) g3 72 h
% fpar oI a1er uerd: Sie gATANSIT 3w

et ot 3.4 & e Adw 201

fewguft: T S IR & ST W nuid

. EC10 (Pseudomonas putida (JEIHHN Ge3N): > 100 mg/l

- Ima & ford Tudh (TaRTIIoR) §31: 16 h
X forar oI a1er gerd: Sie it iR
fewqoft: we it It & Ser R sneria

o THg & ford Tudh (TaRUioR) g3 48 h
e fopar oA a1 yerd: ATt S Msae
T o 3.3 S e Adw 202

D ZIRIYe ( Pseudokirchneriella subcapitata (sﬂﬁ?ﬂa (Qﬁﬁ)):

0.37 mgl/l

o g & o Wuds (TaRdioR) g3 72 h
X forar o arer gerd: fAeTdt Iare mede
Ther: 3 g . ¢ [ 201
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THT Ty &1 fafd: 3ifdH TR SR B3 BT IRRG: 06.03.2023
4.1 30.09.2023 Ugall IR SRT A & dRIRG: 04.04.2016

T30y, deR:
595275-00018

TH-Thdexy (ATl Sferar
[ELIESGD)

SHaTo[s & fosTerdd

TR 3R rapHfordr
HdYUd:

Sitagliptin Phosphate:

EC10 ( Pseudokirchneriella subcapitata (EQLT??THTH (Q(Trﬁ)):
0.17 mg/l

o g & o Wudhs (TaRUioR) g 72 h

<% o S are vard: FguTet Sarg tieee

T oft 3. . T = 201

1

:  EC50: 636 mg/l

o T & for) Hudh (TaUIoR) g3 3 h
TheT: 3N 3. .S e w209

SfdP SITHAUAI S & ¢ RO g Ifd ¥ uefifdrd 1 areft et
Sfde SaHHUET: 39.7 %
- Ima & ford WU (TaUISR) g3 28 d
TRIST: OECD TRTEfT fe=m-a=r 314
g A T L Tl fasawn: 50 %(401 d)
TheT: 3N 3.3 e A= 111
LGS
A SraHHOE BT & : ORI T & H1Y Tl aiid § HIhHUTBRT
(Srafssie) g1 arar
Ertugliflozin:
A SraHHOE BT & : ORI T o H1Y Ul daiid ¥ HIhHUTBRT
@feasiad) 7 g1 aren
STHHUCT: 40.8 %
o g & ford Judh (TaUioR) g3 28 d
AR Wwe:
NP SEpAUI B &FdT ¢ ORUTH: SIS USEd T8 @
feoquft: we Sift It & Ser wR snerfa
uitud 3,4,5-fegrasifasa-ige:
S SAHHUIT BT & : RO G & 1Y Ui idd aiid o SHTHHUBRT

@@SuSiae) 7 8 aran
STHHUIET: 49.4 %
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o wg & ford Tuds (TauioR) g3 28 d
T OECDuﬂ&rﬂT%srrﬁ%?sszow

Tuifaa Sfae d=ua
3{d4q:

Sitagliptin Phosphate:
ERISERIVIECS] : log Pow: -0.03
3fgeHTe/ar)

Ertugliflozin:
fAUTS T[uriep: (WA . log Pow: 2.47
3fgeHIe/ar)

Afiforan Wae:
EEISERINIECS] : log Pow: > 4
3fgeHIa/am

WiTod 3,4,5- ﬁm?ﬁ@ﬁm
faUTS TquTie: (WA : log Pow: 1.8
3 Ie/am) feuguft:

gt ¥ nifo=fteran
3dyd:

Sitagliptin Phosphate:
qgiaRur Fefl A faaRor . log Koc: 4.37

Ertugliflozin:
gTaRur Fefl A faaRur . log Koc: 2.88

3= yfdepd gy
a1 JuA gl

13. fger ifgard

fAyer & a8%

/N T F=1 7 (gere) . HS B AH | A b |
RIT fafad &g B |

gfta af L Tl fSaa B 3 B gFSd B arelt Bafied! A Sumgaedit ar
T o ford o oITg|
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Ertugliflozin (< 2%) / Sitagliptin Formulation

TIHIT T o fafd: fepsciers B ToRE 3ifaH IR SR B34 Dt dRIG: 06.03.2023
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3R 3rgyT fafAfEy 7t faan mam: srorged Sare & =u #
AgeE #31

14. URag= GaAT
Jieriga fafram

UNRTDG
WRATS IRl & = | fafafidg 7gt

35 € & T3 oft 3R
GARAS It & =0 § fafafdg 78)

3$ TH St oi-dlis
G 9 & =y o fafafia T8t

IMO JUHRUN & AR 4P A ufiagd o
3y fopw U tirsde & forg ey et
ITATHdt & fore faRty wraenfarat
PRI E ]

15. fafrarae @

gerd ar fargor & g R, W@y, iR wafavur & fafafas

39 IUTeA & 3auq fAmferfad sHae e 4 gfua &

AICS : feifa 1@
DSL : fyffa gt
IECSC : fuffa =8t
16. 3= I
N B fafy ! 30.09.2023
Sffaf¥ed SHaRY
a1 2ffc & dhad & ol . % HId SDSs, OECD eChem ¥ 3(idRd dd-Id! sel, Sl
TINT fod O aeardl Iéa Wiet aRome qut RIg IR o,
http://echa.europa.eu/
feie uReT . feqaE. oy
3= et & quf ar
ACGIH . gUHY| ACGIH HHRE | (TLV)
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RO =Y I faf: Y310, AR 3ifeH IR SRY A Bt dRIG: 06.03.2023

30.09.2023 595275-00018 Ul IR SR A Dt dRRG: 04.04.2016

ACGIH / TWA . g-dc, gHY- a9 gd

AlIC - 3NNIE TIRAT BT SRS gt ANTT - Wﬁﬂ@n@q&a@qm ASTM -
3feet Al udteror TRAE; bw - STS! &1 G9H; CMR - BRI, Heolf-d a1 Yo faseT; DIN -
THT AMSHIHR0 TR & T AF; DSL - ‘aiquaaf{rnﬁ(m) ECx - x% Wfdfshar ¥ g1
Hvad; ELX - x% Ufdfehar ¥ S8t aifeT &x; EmS - SATUTddhlel- RIsgd; ENCS - lﬂa@aﬁiw
RS gerd (ST9F); ErCx - x% s &) ufafhar & ST Tdhed; ERG - SfurddbIaE ufafhar
TES; GHS - %WWW&R@ GLP - 33! YGITRITAT UAT; IARC - iR TR 38U & e
TSHl; IATA - SRS arg aRae THIRIERH; 1BC - Hﬁwﬁwwm:ﬁaﬁ
%ﬁﬂ‘hﬂeﬁ?m%ﬁﬂz Tfgar; 150 - 3T Sifman RIS ddha; ICAO -
SRITH AR fIAEA W67; IECSC - IH H Hival I9rf® Uardf T $9es); IMDG - &mﬁ@u
ﬂaﬂww ||v|o RIS T TTe; ISHL - Sfieifiies QRaT 3R WA ST (STAH);
ISO - AMDIHRUT & Y RT3, KECI - HINRAT HIS[al [T 9e<; LC50 - TRIEUT STl
B 50% P Uldh Hcbg; LD50 - UI&UT €Al BT 50% Pt lcdch TRID (HIH °lddh WRID);
MARPOL - STl & UGNUT 1 AU o forg SIeRTS FHIaT; n.o.s. - 3f=u1 S T8T; Nch - Rrcfl
f8; NO(A)EC - S@dib = fdar M1 (wfddd) WHE dda; NO(A)EL - 3fdaid- 9 faedm T
@B e) THTT TR; NOELR - TR-3{TdIH-07 UG deM &X; NOM - 3MdIR® Afdyes faw;
NTP - P10 fau-fas srdshH; NZioC - 38T &t ol o gdedl; OECD - i wedl 3R
fa™ e, OPPTS - IS JRET 3R UGHUT AHUM HTATAT; PBT - RITH, Sd-THATHRN 3R
fawed gerd; PICCS - TTA 3R IS Uit o1 fhaidig sdel; (Q)SAR - (HETHD) TREAT
T3y ee; REACH - UG T4g 3R AT USRI, Jedid, MASGR 3R Ufasy aRkug &
fafae= (EC) H. 1907/2006; SADT - W-digdl 3fqge argdM; SDS - YR&T sl 2ie; TCSI - dgaH
A Uard §dest; TDG - WARATS H1d &1 URdeH; TECI - UTSaS T gdet; TSCA -
fouTaa uer feon siftifem (Sigaa s $@R®T); UN - ﬂga?r?rg UNRTDG - BH®R® AW &
URas W UG P BI RIBIND; vPvB - §gd RITIT 3R Jgd Sla-THASU AG; WHMIS - HT-
Y WARAID It =1 Jomert

S R4 ST e & SUS UHRA ST IR &I & Tl THSRI g9R 4, THGRT SR g &
TR TE! ¢ | TSR B RIS &1 I JUTAH, TN I, UichaT H3, T -, TRag He,
e o qUT s & folT had Anfex & wu § fEumae fvar mar § qur i) yeR &t ard ar
T[OTGT T fAfIERT T8 [T SITET | SUaTs S TR SeR! 39 SDS & XY IR ggar! it daa
faRry areh § Tefid 8 aur SDS wnht &1 fareht o It & Taem § a1 fansht o ufshan °, 5|
I Urd T 1 ST 7 Y, TN 3 IR 9 el 81 qahell ¢ | ARht yaiarsfl & ar 81 W, yaiad
& ifam IdTE & SDS-ATHUT BT SUGHAT HT BT B Aed 88d B, TN A, UichaT
TUT TG TR P 3 3iE &1 & ARy e & SHaRY SR Ry ot wften e w1y |
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