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Ertugliflozin Formulation

TXHIT TNy &t fafd: TY.31.0Y. F: 3ifaH IR SR} FHA BI IRRG: 30.09.2023
5.0 14.04.2025 2338014-00016 Ugell IR SR} B &t dRIG: 13.12.2017

1. IIG T4 HHH! Bt Uga=

e A . Ertugliflozin Formulation
fFratansmyfdeat
ST MSD
adl . Briahnager - Off Pune Nagar Road
Wagholi - Pune - India 412 207
it © +1-908-740-4000
AUTAHTA TNE TR © +1-908-423-6000
3-0d BT Udl :  EHSDATASTEWARD@msd.com
TR R e o ufaey
ReuTss yam . 3N
IUINT R Ufasy © TN TRl
2. @aX B! ugaH
forator, WeRUr iR & SImTa @RS THTaH fAaHTaet, 1989
TffmRor
ITTE-1 % YT | § Fefa AFds & YR @ave & w0y § aified el
it . ¥ -affevur
TR A7 efarsier : foumT g
SI.T9.UY. d9d dd
SiReH &1 e
a3
Tohd g S CIR
B vl s © H318 3@l 1 iR g1 ugardr g1
Tgferrdl/gdfay™ sam N N
P264+P265 THT o FT¢ g1l I 3l g o Q| 3fRal oY Ad
£
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Ertugliflozin Formulation

TR TRMeE ot fafd:

5.0

14.04.2025

TY.31.0Y. F:
2338014-00016

€3 MSD /) e

3ifdH IR SIRT #34 & dRIG: 30.09.2023
Ugd! IR ORI &R & dRIG: 13.12.2017

P280 T8 311 JR&M/ T R&f

3R

P305 + P354 + P338 + P317 3[R 3fi@l § Tl WY | P fAe
I T UM ¥ €Y | 3R Pidde AF TR 81 dl 3= fHeprern
3T Bt FepTa &1 Fafdbed Hgrae ured &< |

3= gIf~rar foresT uomA Tavey aeffewor gt giani

Yl & Y Jb g1 TR 3@l A i STe 3R e A gl 81 Gobdll 2l
TfehdT, WIS T 30 W P SR fahled yo-arg fHrsir s+ I g

3. Y4l BT AICASTHRRI

EERIERE : foson

3qaq

S A T (FY) - TR | ST (HEIRA) (%
wiw)

RO 9004-34-6 >=50-<70

Ertuglifiozin 1210344-83-4 >=5-<10

feeoy SRS 13463-67-7 >=01-<1

4. uTyfire Rife & Surg

=T e © 3fR GYeHT 81 A1 qdId 31 - Tl df AfSHhd Kb I Jalg HY
. Id T&UT E¢ e T Xebl bt &R U H fFeifebedia Jeire |

3[R FI¥ GRT UGVl §1 ST . g | gRT U0 IR foran S, ot it gefl ga1 | & S|
&0 Udhe BiF IR Fafdbaiid wgar o |

3R @l ¥ 4 gl Sy D UM AT Qe |

. &IV Gehe B R ity wea oI

TR 3G ¥ ¥uS 8 oY D YOS gH W, [ 3G B HH I HH 15 e @ o IR UM
U I DR
3R HiTede =l U8 B, 3R 3! SARAT T & IR < |
T4 Fafeicr gare 1

3R ATt feram wme L gfe FTar s, au URd Td Bl |
0T Yebe B W fAfcheiiy Jgan o |
U1 & 1Y YE 3BT e peetl bRl |

T Hg@qul der 3R YW P 1Y UG g1 W I H i STer SR @ § gt

THTE, S ot SR & & gl 2| _
3iigt @t iR B ugaTaT B

Ty e & TReor L YA Fafored Fx aTell I 31T GRE&T IR & o1 A1fgT, adT
SNRIA Pt FHTET B TR G T JAfadh YRS USRI
BT IGANT AT AT1eT (WS 8 W )|

ffecs & ol gae D Qe SR WA ¥ SUER HR|

5. SRR IUT
JUged TR Hifear oA
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Ertugliflozin Formulation

TXHIT TNy &t fafd: TY.31.0Y. F: 3ifaH IR SR} FHA BI IRRG: 30.09.2023
5.0 14.04.2025 2338014-00016 Ugell IR SR} B &t dRIG: 13.12.2017

Vb era-ufarie gmT

HIa SBAHPIRS
RIS REIS RG]

ST (3FT) §FF & HIFH ¢ 3T

A F SRA TR TR Y@ 7 I Ao, STa WId Bt IURRY A 7EH Yol ga1 A 3R
PTH! HET A ThA gidl & ) fawpie {6 TuTa 81 Iabd! g
T8 IUTGl BT YUD WA F AT T TR 81 Jhell g

GaATH <& IdTa! . BHRE RSy
Ted aReyq

(31FT) T2 & faR adies © 98 SAFRTHG TF TN B off R IR 3R -y
qTATaRYT & 3D Bl

g fosdll 1 381 A & o STe-HeR BT TIRT Y |
SR VT BT RIS § Al 31T & &7 F eifdg= R Fara oI

SURCARGINIEREI
JMYIH & U fRIY ST T A ofF W, Wod-FHafd 41 IUHRor ugH |
JUH AT Y& P TSRO TR He |

6. 3 AP el U

Jufdas ey, RemdTd ¢ Mol eTES IUHR0T AT AR |
JUHT qUT SMUTTDT IRI&T TSI Rl (TS 7 3 ) 3R G JR&m IuBil
PRIy & gTdl (TS 8 T ) BT ST DY |

JgiaR Ui graerfar © TRl H B ¥ URER 3|
e AT JRF&, SR 3 Ryra a1 Sard o1 A |
g U T g Bl @1 U e |
%@gwwwms‘rﬂ%ﬁwmﬁﬁ
|

THTS FA AR B AAB | TADIT Bl b P o1, FHT R 71 dgH gRT Ifd fess o
& uerd vd e TS B
u@frﬁamﬁﬁmﬁ@rmﬁ(a@rﬁmﬂ@ﬁaw@rmﬁ
1% ) |
d P! Jg! W TS 7 g <, TN I G JHT H araraxor §
3efie 89 W fawwie firgor s o g
I a1 AP fafam 59 vard & fagf ok AueH &4 &
forT @] 8Y Tobd €, Iy & I AeRIgey iR Sgeiy W off o
(@Wﬁﬁ)ﬁ?ﬁﬁﬁﬂﬁ%ﬁ@ﬂﬁﬁﬁﬁﬁ%lmaﬁ
fufg &= i b R fataw ey 8 &1
39 THSITH & SIHIT 13 3R 15 $© VI A1 AP Rebrgri<
& TR H THGR UgH o3d 8
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TXHIT TNy &t fafd:
5.0 14.04.2025

TY.31.0Y. F:
2338014-00016

€3 MSD /) e

3ifdH IR SIRT #34 & dRIG: 30.09.2023
Ugd! IR ORI &R & dRIG: 13.12.2017

7. EATEA 3R HSRUI
dBp-Id! U

R / $a dfea=E
IRI& gTe & forg
grayt=ar

R Hsrr Bt uRkfRyfeaar

3 Uerdl 9 9

. AP faggd o 8 Tt 7 3R Fafad ¢a & SR fawwie g

T g
giferd Yafura Sad, S @) aacie MIST 3R |ighnar
3{fehd TR |

;R Iuged ardeH | wam i |
L YA DI I GRT UG A DR |

e ||

G H T 9H T

AT & 1Y I THY T T IR IR U 7 3 J URER B |
3} SN Taesar SR JREM YIS &F TR JuTd, 5t
PRIRIT THIUIGR 3BT TR TR B

fSod B HY TR I¢ PP W |

Yd HT IATG 3R oG HH Y HH gH <

S TN § A7 81, fSss ¢ WG |

dTY U4 UsdaH & i 3 g X9 |
@%W%mem&mﬁl
@m%%dlqﬁﬁﬁuw—iﬁwduﬁ@ 3R TfRU H HH I
H

: &@ﬁmﬁm%&@%@ﬁﬁl

DY B TG HIh 39|
o= 3P fafodl & SaR HeRT &1 |

. Fuefafed UeR & Wsae & Iy 9 3@

ot sileritepufi Toiey

8. Sifed fAror / fArett qRemm

Friwd AU & AP & HIY 3quq

SCRE

T T Ty (h9)
- TR

IECPRCIERT]
RAEd
HIACIH

el UHR YR
(3RET HT

&R)

RENIN

9004-34-6

TWA

10 mg/m3

ACGIH

Ertugliflozin

1210344-83-
4

TWA

10 pug/m3 (OEB 3)

SRRl

100 pg/100 cm?

feefow sgeiaags

13463-67-7

TWA (48T
S31R1)

2.5 mg/m3

SEEIESIES)

ACGIH

T8 (@) verd S9-Iuerey T8I & 3T AT Y& 49 & Wa¥ § ARG T8l el

feefn sz siiaaTss

gelifrafar fedsor

;g SR el &) R fewrs gr1 srffed g9
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Ertugliflozin Formulation
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TR 3R JaTe), Hial, 3R gafarr &t 3em & o GMP &
Ryl & SR Henferd favan S =nfgul
Hd R g axA iR iffia 831 (G, Siiu=-%9 by
farsd) # Al BT RIMIARU A & oy Iuger Ahu™
eNfifeal wdt B
Gl TUTA B gAaq B |

froft aara &t 9wl

T et s L R Ui WY e dfedw Sudsy el § a1 TeueR
3MTeha SR fa-Fexi & aTeR agtioR Uefid i g,
T 4T IRET BT ST B |
e UBR D U UBR
BT el s=mg

Teref WA gwH

fewuft LS9 TiidT W faER ]

3! et s D W1gS Xiics I1 TINICE & 1Y QRETIAATUGH |
3R BTH b HIGIA I1 TIafard 7 ol 1 Rufaal, gy a1 v
1t g, ot I TTed ug |
3R Y, Y, I TR & ITHT A1 WU ! FHTa1 71,
ToRiics a1 QY AR Pl 3T W& UgH |

T Ud TRR et T : ot a1 v die & B B
IR 91 St Tdg! A 991 & 1T DI o1 76! P & YR TR
fSod o) |
TuTfad giid sus MeTar & fore Ifad Sifeit da-ie! &1
SHATT IR

el dat 3ur D SR A SUANT %GR U & HUH H 3 &1 HHIE 8,
@ PTH P P M S BT 31 4 B qonferar 3R Jrem
QR Y& BRI
TRINT 3 SR, ST, YT a1 45U Hd 1|
gfd HUS! Bl O & 91E &l R I SXaH |
gAY & THIET Tared d eiifan oo &t wHtern, 3fea
AT TRET JUTHRUT, I SHNfehT iR ul=ied ufesarai,
3NN Tz AR, fafeer FIRET oIk aqrimesta

{207 T FEIHTS QA BT =BT
9. Wifaw Td Taaf® qur
fegmae N
Rl © 32T U gl
Ty L STl SuAsy gl

T P TE A Ta I
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TR TRMeE ot fafd: Y. 81,09, 9 3ifdH TR SIRT #3A &I IRIE: 30.09.2023
5.0 14.04.2025 2338014-00016 Ugell IR SR} B &t dRIG: 13.12.2017
iR ;3T Judas gl
fUrgem/ds &1 auHaH T RCP I I i
RIS Iaa- HI fdg /Iga © ST Suasy ol
AR
T fig C U e
S L E e rend L Uy Al
SIARITEdT (31, 9 ) : ﬁ%ﬁ%m&mwaq%amﬁmﬂwaﬁmﬁrww
|
SRIEdT (@vd uer : 8T IUds gl
I fawple dmr/ IEadR : 3l Judasy gl
SR HHT (IR
Hanfaferdt forte)
&Y fawpie A/ et ;3T Judasy gl
SATHRITAdT ST (@8R
Hanfaferdt forte)
I GE1d D TN TRl
e Iy g . YT TR
e g : 8T U gt
I : 3l Judasy gl
P
o B e © el IUdsy gt
EEISRRINICARCS] D TR Tl
SfFeIA/drHn
3SR &1 argH © 3ol Judsy gl
3y &I dIIHH : ST U gl
Higdl (fawepich) .
fampifict : YT el
fqemics UG . foepies 81
SRTTHROT & ORIHTT © 39 uer a1 iy &) SiRieRS Jilidd el [ T |
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Ertugliflozin Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR SIRT #34 & dRIG: 30.09.2023

5.0 14.04.2025 2338014-00016 Ugell IR SR} B &t dRIG: 13.12.2017
CQURCRINGILY
HUI BT AT TR EIE T

10. fRu=ar gyt ufaferadr

URPR : fifrareitad & TR & wu A Fiffea T8
T fRRT ;g R A RR R
gREwm eIy fafaarait : géﬁummmwa?%amﬁmﬂwqﬂmﬁrww
|
A HTRTPRS Tolel & Iy ufafhar e goar g1
3 uRfufot @ &< . q, ST ug Rt
Y DI T A AP |
ST st D SiRfieroiy Teley
3ge Uerdf ¥ sifew . B TR T (FoRe) geH uer 7 e
11. fawrasnfaa =
TG SREUT (THAUISR) H AR © AT GRT TG0 H=Al
T TSR < ¥ qUh
AL
3ifE § Tudh
GIERCRIESEI
JUAS TSR TR aiHd Tal|
LEACH
g Aifae fawredar : SfferaTeft fasTerTar $FAM: > 5,000 mg/kg
SREIRIEIIGRED
3dyd:
Jaren:
g M fauedar :  LD50 (JgT (XT)): > 5,000 mglkg
RIERRSERELIESE! : LC50(€|§T<§?))>58mg/|
o o fordl Tuh (TadiieRy) gaim: 4 h
URI&0T ATATaRUT: Yel/Hgia
SEESEIRACRICSGII : LD50 (FRRI): > 2,000 mg/kg
Ertugliflozin:
GIERIRCCACNIESEI] © LD50 (IgT (XT)): 500 mglkg
SEEREACRIESEI] : fewoh: Ser Iuas T8l
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Ertugliflozin Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR SIRT #34 & dRIG: 30.09.2023

5.0 14.04.2025 2338014-00016 Ugell IR SR} B &t dRIG: 13.12.2017
SERSEIRAELIESEI : fewglt: Se1 Suas T8t
feefum seigS:
GIEREICEACLIEREI] . LD50 (JgT (XT)): > 5,000 mglkg
GIEEBEACLICTEI] . LC50 (T8 RT)): > 6.82 mg/!
o el Y & fordl Jueh (TeRIUISR) G- 4 h
TRYEJ0T ATTARUT: /e
3ffera: uard a1 fHeuT &Y Hig YN e fawTadar 181 §

b | R=AC G E
RG] . EpiDerm
o . YYR& Rl g

Ertugliflozin:
| [ofeoms . RSP

fefaum sTeifIgS:
TSt RSl | 1]
oy | =T G E e

IR 37 afastaeH
3t o iR g1 ugarar g1

S CRCH

Ertugliflozin:

| [ofkoms . g Sed

fefaum s=efRIES:
ENIIGI RSl | 1
gRumH © 3fial A oo T8t

YO I IHST AT DRI

AT B gITRIar
IUAS TSR TR ifpd Ta|
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TR TRMeE ot fafd: Y. 81,09, 9 3ifdH TR SIRT #3A &I IRIE: 30.09.2023
5.0 14.04.2025 2338014-00016 Ugell IR SR} B &t dRIG: 13.12.2017

YTI-UYT D GITe Tl

IUAS TSR TR aNpd Ta|

3{dad:

Ertugliflozin:

T1er07 Bt fobey Y s 1S IR (LLNA)

gRumE L 91 HRICTS R TR 5

feefaaw s™eTwTsS:

T1er07 Bt fobey Y s 1S IR (LLNA)

U (TEFIUER) F I G RiRtecy

ESIIG © HYD (HI3N)

giome . BUTED

SiaT] A RereHRid!

IS TSR TR aNHd Ta|

3(d4d:

I

RrerRdiRct 37 fagr D TR 3t few: dadifear Teeh faudta ufad= &t S (AMES)
R HUmd®
Tef01 &f fohed: IRR & F18R T RAT BT HITRABI3MT BT S
IaRad= utemr
R HUTHS

[EEICERISEERACE] D TR0 & e SRl o TERINITRE GEaTH DI URIefur
(GﬁiﬁamUﬂﬁmsaa?r%W)

Il Yo (AISH)

W%W e @
R HUTHS

Ertugliflozin:

ISBIEERIREERREE]  qlteror ot fre: Sadian et fausia ufvad ot S (AMES)
R HUTHS
&1 DI fbe: hiHeld TsRRH o¥e 34 fagt
R HUTHS®

fICIURcT 3 faar D OIeTT @t e TR & WRINITgE G Y@ URieon
(Shifad groft # ArgeioHied wR)
goTifa: IeT (<)
R HUTHS
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TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR SIRT #34 & dRIG: 30.09.2023

5.0 14.04.2025 2338014-00016 Ugell IR SR} B &t dRIG: 13.12.2017

feefaaw s™eiwTsS:

ISBIEERIREEGRTH D TR 3t few: dadifear Teeh faudta ufvads &t §ira (AMES)
URumH: FundES

fSHICIbERICT 3 faar L TR Bl fe: SA-dial A shigadiiay ¢
ToIfd: g (H139)

T BUTHD

FHERSADAT

JUAS TSR TR aNpd Tal|

3.

@

ESIIR] L 98I Re)

Ul h e & TR I E R G R

EREREEEANCEED . 72 98

(TEHUISR) g1

gRome FHUTHD

Ertugliflozin:

EIIG] ; (HI39)

TATHRE & T ; %

fha gHg & ford Judh D 29|

(TEHUISR) g1

gRome . BUTHS

SIS ; e

TATHRA & T ; %

fha gy & ford Iudh D 29|

(TEHUISR) §a3M

gRome D BUTHS

RS - SHTeha ;o 1 e Yol fauTaddl & e aefiepRor &1 Tl -Tgl
GGl

feefam srgeiasS:

EEIIR] ; a@é—c')

UWITHRM & IR LN T (Y Re )

fham gHg & ford Iudh . 29|

(TEUISR) g3l

GRICA . OECD Uiteur femnfader 453

gRome . gRdid®

et : Ufehar a1 SRIaTEl BT &7 A § Ui el 81 uehdl g
Tg(d) YT SI9-IUAsY el & SR JUMY ¢ 4T & Wk |
TG el Tl
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TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR SIRT #34 & dRIG: 30.09.2023

5.0 14.04.2025 2338014-00016 Ugell IR SR} B &t dRIG: 13.12.2017
|
“ﬁo‘ﬂﬁﬂww : %sggémm%&nmmmﬁﬁmﬁmw
|

3T fauTadr

JUT THBRT TR aified gl

3{dUd:

JAqare:

3Rl F TuTE t adeor & fb e Tp-Uidl Ge e fauTadd srea
goTifar: 8T (<)
TEAIHYE & I AT a1
R e

MR R & AP W uWEl @ ORI ot fe: Bichkic! / IR™ &1 Wil fdsm
goTfar: 8T (<)
TEAIHYE & I AT a1
Rom: HUmd®

Ertugliflozin:

3T & YT : Ol B T it / SR &1 s fawsrg
TSl 981 (XC)
TRAIHYH & I HikD
JdRdT: NOAEL: 250 farm/fesT smsiRes HR
fewoh: A1q fosTaddT &1 Sadie- fodr T
forlt Tyl ufded uHTa &1 a1 e et
terur ot fbe: BiEfrdt / 3IRmY o1 wwsiial faserg
ST |
TEHHIA & K- AifdD

JdRdT: NOAEL: 200 farm/fesT smsiRes 4R
femuft: foret Hewyuf ufdga gHmE &t gemT 8! fire

MR RY P AP RG] Geo 3 e yor-miw Rig faem|
ueiTd: 61 (e)

ﬁmmﬁw NOAEL: 50 firm/fasmm Ik 1R
feoquft: ufdea fasmareTes Ty <xar

Tier 3t frem: yor-miw R faem|
Tl /R

wﬂ%&m%mﬁ nfes
fomraTa® fauTaddr: NOAEL: 250 firm/fesm IRiRe 1R

femuft: foret Hewyuf ufdga uHmE &t gemT 8T fireh
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TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR SIRT #34 & dRIG: 30.09.2023
5.0 14.04.2025 2338014-00016 Ugell IR SR} B &t dRIG: 13.12.2017

STOT - Uhd SIf@H

IUAS TSR TR aNpd Ta|

STOT - g™ SIfaH

IUAS TSR TR aNpd Tal|

3{dad:

Ertugliflozin:

U (TRTUIER) & I . Oif®

@& aad DT, e, R .

3fipe ;21 U1 RIG 3R&U 81N TR S (SRR Y THE Uga

Jhdi gl

U QRIS fauradan

3dad:

@

B L R (X9

NOAEL © >=9,000 mg/kg

TAIB I & I S O AG]

fram 99g & ford duds : 90 Days

(TRIUIGR) g

Ertugliflozin:

oY L R Re)

LOAEL ;500 mg/kg

T@AIhRA b IR ;

fha gHg & ford Iudh © 30d

(TRITIGR) G

EEIIG] . 9EI (}9)

LOAEL . 250 mg/kg

TEAIHH & IRA ;

fha gHg & ford Iudh : 30d

(TRTATSR) o

&g 3{aad : 113]‘

ERIG] LR (X9

LOAEL . 25 mg/kg

UAIHRA & T

fham gHg & ford Iudh 180 d

(TRIUISR) g

T S D e, g8l U

BT D g8l Re)

LOAEL 25 mg/kg
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TR TRMeE ot fafd: Y. 81,09, 9 3ifdH TR SIRT #3A &I IRIE: 30.09.2023
5.0 14.04.2025 2338014-00016 Ugell IR SR} B &t dRIG: 13.12.2017

o 97 & ford Tudh : 90d

(TEHUISR) g1

e ST L e, TR IgeReTS A Uue, [REY

EESIG] gl

NOAEL : 150 mg/kg

TP & T s || 157

frd gHg & ford duds . 270d

(TEHUISR) g1 :

femut . fordht Heayut ufagd UHId &t g e et

ESIIG ¢ HYD (HI3N)

NOAEL ;100 mg/kg

TP & I . Oife®

fra gHg & ford Juds © 90d

(URTUTSR) g3 _

feoft ;o Hewgul ufagd UHTa St YT el

ESIIG © HYD (HI3N)

NOAEL . 100 mg/kg

TR & IR . Al

fha gHg & ford Judh : 28d

(TSRIUTSR) g3l

&g 3fdad : E,'g’[

femuft . fordht meayut ufadd UHIa & g e et

fefaum sTeifIgS:

oY L 98I Re)

NOAEL : 24,000 mg/kg

TAIH I & I . e

fram 99a & ford duds . 28 Days

(TUISR) g3

EEIIR] . 9EI (}9)

NOAEL : 10 mg/m3

TP & I L I T (Y TR )

fpa T & ford duds Co2yr

(TUISR) g3

CIGECGR)

JUAS TSR TR i Ta|

TG SRaH & A1y 3gHa

3{dUd:

Ertugliflozin:

| IBRSASEI] L NR: JY 3 gWIHTA §:, RRed, Feel, g%, Hdell, T Uy
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Ertugliflozin Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR SIRT #34 & dRIG: 30.09.2023
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Il GohHUT, TRURRE & gd, SURT 49 Uy FhHur
12. aTiRfRAfawTa =1
uiffRufae faureaarn
AdYUd:
JAqare:
CENIKCIRELIESEI] : LC50 (Oryzias latipes (STAMT #HS®T)): > 100 mg/l
foram g & ford Tudh (TaRUioR) g3 48 h

fewgult: ue S IEfR & ST W SmuRd

Ertugliflozin:

aTa/STeT Oiel ol fauleddar ¢ EC50 ( Pseudokirchneriella subcapitata (8% R1aTd (Test)): 77
mg/l
fordm g & ol Tudh (TaRUioR) M 72 h
I oig. 1S e e 201

NOEC ( Pseudokirchneriella subcapitata (831 RiaTet (TesiT)): 50
mg/I
fordm g & ford Judh (TaRUioR) M 72 h

T 33, St e Fdwr 201

STaTo[sfl B fosTera : EC50: > 1,000 mg/l
fore THg & ford Tueh (TadioR) Sfm: 3 h
TRI&U1 1 foh: YTH-Ua | Fhrac
T 3.3 3 3. e A= 200

NOEC: 1,000 mg/|
fohrdm g & ford Tudh (TaRTUioR) §3M: 3 h
TRI&UN & [ YT-TRa H & Hhac
1 3N 3.4 S e Adw 209

ol &l faureaar (RRepifeies © NOEC: 1 mgll

[ERIESGI) ford g & ford Tudh (TaRdioR) e 32 d
PIEIIGH Pimephales promelas (ﬂﬁ%@' ﬁﬁﬁ)

TRepr: 3 3.4 S e Fdw 210
feuoft: facrar & T R #1F fareaddr T8t

SWHAAT U 3 de3fed . NOEC: 2.14 mg/I
SR fawrerd (RRepiferes foram Tra & ol Tudh (TRIOIeR) g3l 21 d
[ELIESGD) USTTfdl: Daphnia magna (dTex Uil

TRepT: 33 . e Fdw 211
feuoft: facar & T R S faraddr T8t

feefaum sEefRIEs:
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CENIKCIRERIESEI] © LC50 (Oncorhynchus mykiss (iﬂ@[ ¢l3c)): > 100 mg/l
foram g & ford Tudh (TaRdioR) 3 96 h
iepT: OECD TRiefu fa=mfcd 203

ST Td 3 Je-ed :  EC50 (Daphnia magna (dTeR T<il)): > 100 mg/|
SEEMNERIESSI fohram g & ford Tudh (TaRUioR) g3 48 h

QoS Ol &l favedar ¢ EC50 ( Skeletonema costatum (T-l'ﬂff G@Trf)): > 10,000 mg/l
fohram g & ford Tudh (TaRUioR) M 72 h

STaTo[sfl B fosTera : EC50: > 1,000 mg/l
fordm g & o Tudh (TaRTUioR) 3 3 h
dRpr: 31343t e Fd=r 209

RITRIE 3R rashafORraT

3(d4d:

e

Gfad SEHAuAT &t &FaT . URUTH: AT & 1Y UPiad diid 3 SHaHHuGRI
GRS SESIERRIS!

Ertugliflozin:

Sfad SEHAuAT &t &aT . URUTH: AT & 1Y UiPiad diid 3 SHahHuGRI
ClRISSESREEEIS

3{IHHUT: 40.8 %

fora IH9 & ford Hudh (TadToR) g3l 28 d

TuTfaa e waaq

3dyd:.

Ertugliflozin:

fUTSH TuTieh: (T © log Pow: 2.47

SNCAEIG I Bi))

ICEERIGRIGE]

3(dyd:

Ertugliflozin:

"uufawa?&hﬁﬁaw © log Koc: 2.88
3= Ufdpd UHE
31 U gl
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13. frger= Aifgand
fAred & e
QY I §a1 g (e . e @I ATel # 7d Bop |
R fafAaHt o Fy B |
gfa afdT © el fSsst B e P gTsd B arcll Bieldl A SarsdmarT ar
T & ford o S|
3R 3T fafAfdy =15t foan T siRged IaTg & =u o
e &3
14. UREE a1
JeRfga fafraw
UNRTDG
WIS Il & & F fafafag T8t
3ms U & T3t ot 3R
TaRATh Il & TU H fafafig T8t
313 TH Si Sit-Pis
TaRATh Il & ¥U H fafafig 78t
IMO SUSRUN & AR 4P | uRagd ¥
3mgfef fore T Meae & forg oy Tet
IuaNTEdl & fore fagiy grawnf~mai
TS gl
15. fafram® g

gerf a1 firgor & e JRem, R, R watarr & faffmfaus
39 I & 3raud FAmfafEd sra< Ny # e €

AICS o fAeffa T8
DSL o fAeffa 8
IECSC o fAeffa T8
16. 3= I
e &t fafy © 14.04.2025
Sifaf¥ad e
31 Xie & Aha & ford . &= HId SDSs, OECD eChem ¥ 3{idlke ddb-te! Sel, 3T
TART fordl g G gIca Wiel IROMH quT RIgE IR TorT,

http://echa.europa.eu/
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g@%mﬂ@vmﬁuﬁaﬁqmw%ﬁm$wwﬁa@@weﬁmw
TR

feAie sy R < e = L

3= SEIAURE & quf arRy

ACGIH . guYU| ACGIH JHR@T 4H (TLV)
ACGIH / TWA . 8-4¢, HY- 9o 39d

AIIC - 3R X! Bt SSferars el ANTT - SIford 1 g HiH uRag Toiell; ASTM -
3Tkt ARl uteror TR bw - SIE &1 G9H; CMR - BRI, ol I Yo faseT; DIN -
THA AF®HIHRUI TRM & U TF%; DSL - IR ek gt (@181); ECx - x% Uiifhar ¥ T
Tdhe; ELx - x% Wfaforar & IS AfET &; EmS - AUIdHTE ASYe; ENCS - HISal 3R U
IMEAH® Uard (SUH); ErCx - x% Jfa o) Uiifshdl I JT Wdbad; ERG - SATUTI@HIRH Ufafehar
MEE; GHS - dfi® TR TR I7Td ReH; GLP - 3=t TANTRITET UT; IARC - iR TR SFHYH & fag
RIS Tolll; 1ATA - SRS oy uRde THIRERH; IBC - YRY HEl § WoRlh 19! drd
TSIt & FHf0T SR IuHRUT & forg 3 HfedT; 1C50 - 3MTeT HfYHTH FRIUTES Hdhg; ICAO -
SRS AR I W67; IECSC - 9 H HiGal I9RH® Yardl &t $desl; IMDG - SiaRisi
TS GARAD HIS; IMO - RIS Tl W16, ISHL - STeife JR&T IR WA S (STH);
ISO - AFSIHRUT & T STRTPTI WTSH; KECI - HIRAT HIS[GT TRT Sae; LC50 - TRI&IT Marat
B 50% P Gldd g, LD50 - GIEUT SHTEIEl BT 50% P Oldd TR (A1 °dd WRID);
MARPOL - SIgTaTl & TNl Ft AU F o Siarfgha e, n.o.s. - 3 fAfEy &Y, Neh - forcht
708, NO(A)EC - 3@didd A foar Tar (wfded) Uy ddhad; NOA)EL - 3@did- = foar
@fdEd) THTT TR; NOELR - TR-3GAGH-0RG THIF deM a2; NOM - 3MfswiRe Afdye fam;
NTP - 1519 f4u-faq STishH; NZIoC - T8R! &1 =gell o $dedl; OECD - 3i® qganT 3R
faeT W&, OPPTS - IMMMA® JREM 3R UGHUT ABUH HHfad; PBT - RITR, Sa-THAIH0 3R
fawred gerd; PICCS - @A 3R IR Tenf Bt iy 39ed); (Q)SAR - (AETEE) T
T3 YeY; REACH - TR T¥e 3R IWE Usiaprul, Hedidh, WAeR iR ufaee uikee &1
fafam= (EC) 7. 1907/2006; SADT - G-digdT 3qge digHM; SDS - YR&T 8al 2ie; TCSI - dgaH
IS erd 3d4est; TDG - WavATd A1d &1 URag; TECI - U3As T $desl; TSCA -
fauTert g iz sififem (Fged s smReT); UN - §ga X1Y; UNRTDG - BIH®GRS IHH &
URaET R UG Y ST BN, vPvB - Igd VIR 3R Igd 9a-THAPU A7G; WHMIS - BT-
RJc WeRATD HHUT G- Yorel!

T JR&M ST =T B SUS THRA S IRNG B &t T THSRI AR IH, STHGRT 3R Iy &
SFTIR TE & | STPRY Y QRIET &1 J GHITH, TN =, TfhaT R, Tera e, IRag e,
fAe™ &1 quT Blsa & fo Had Anfex= & T H feomad far mar § qut ot yeR &t arel a
TOTaRT T fAfFC=T 78T AT ST | Iuds SR TR TSR 39 SDS & XY R ugar Wit had
TRy Tl @ Tefdd € qur sps Il &1 fardt s a3 o ® Ot fesht o ufkar B, o
TP UTed H =1 ST T 81, YA 31 WR I e 8 Ghd! ¢ | It uaadrait &l a8 W, Jie
¥ ifqw Iare H SDS-TMH &t IUYHIT HT SMHAH IR Tled 88d B, YA HA, Ufehar A
TYT T B & 3T 3ty 71 & fafiy e & TFeRY ok Rymiien &t aeften - =nfee |

IN/HI
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