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SIERIIRCEACRIESEI] LD50 (IET (XT)): 1,000 mg/kg
LD50 (¥ (HI3H)): 1,450 - 3,500 mg/kg
LD50 (daX): 463 mg/kg
LD50 (JRR): 350 mg/kg
LD50 (ﬁl:ﬁﬁﬂ) 500 mg/kg
Ja:
SIERIRCEACRIESEI] LD50 (JgT (¥€)): > 5,000 mg/kg
g 49 fawradan © LCS0 (JET (RT)): > 5.8 mg/!
foe wHg & ford Tues (TauioR) §Sfm: 4 h
URI&(0T ATATaRUT: ei/paiar
SIEASEIRACLIESEI LD50 (GIR): > 2,000 mg/kg
AR Wwe:
g M fasTadar :  LD50 (FgT (¥€)): > 2,000 mg/kg
TRIBT: OECD TRTefuT fa=m-a 423
Sfierer: Terd a1 Ao 31 S Aifaw Siage fawTeadar 61 §
fewoh: ver SRf IR & Ser R anenfid
SIEKCEIRAELIESGI © LD50 (JRIMRI): > 2,000 mg/kg
fewuft: ue Sl It & e wR snerika
Ertugliflozin:
g A fawradar LD50 (IgT (¥€)): 500 mg/kg
SIEEREACEIESKI . feuoft: Se1 SuTsy e
SIEKCEIRAERIESGI : fewoh: Ser Iuds &l
@ & fore ereriea
JUAS STHHR R Fipd Tal|
3dyd:
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PEIIS] ARG Re | |
gfomg . gA®! Il gl Bl S
AR Wiwe:
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TRI&UT DY fheH: IRR & 18R WU B HIRIB13 BT i
IaRad= udtemr
TRumy: HUTES

[ERIEERISEESIEE L ORI &1 TR TUTRAT o TS GEATYS 1 TR1e
(Shifad wroft # Argeomic® uR)
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U TSR R Fiffepd 8]
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EEL] ‘ L TG (AISY)

fhdd THg & ford Tus 91 Jg

(TRIUISR) g
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Y CRE RS | ; %

fohd THg & ford Yus © 104 IETE
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BIEIIT : (@), Wt (i)

UAIH R & I ; %r%m
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EGGISE

BRI AU

UGB b I S EE AGG |

o g7u & ford dudh . 72 9Wg

(TRIUISR) 3

BIRIE BUTHD

Ertugliflozin:

PRI : (HI39)

UGB & I ; %

fha IHg & ot dudh 29T

(TRIUISR) o

qiomy . BUTHD

BRI D 98I (T)

I4SICZBEANES] . Afae

fha IHg & ot dudh 29T

(TEHUISR) g1

qRomy . BUTHD

S STHdl - SiHaT L O DT e T fauTaRId o forg arffepvor &1 qud= 8!
AT

3T fauradr

AR BRI TR Fifpd Ta]]

3dYd:

Metformin:

3[Rl & UHTT . OYeur i fope: IR
goTfa: IeT (X©)
TP & KT AiRkgD

JddT: NOAEL: 600 farm/fe smifves 1R
RO Yol &HdT IR UG el

miw R & e R uyEl  odem o1 few: faer
TSIt g1 (R2)
TRAIPIH & I ARkD
fomraTd® fauTadar: NOAEL: 600 BT/ RIS 4R
gRuMH: REISHIe THIT T8t

uﬁ&rﬂrﬁm Yor-mRy g |
AT BRI
TP F T A
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YOI R feTeRicdl 1: NOAEL: 140 fAmi/fesTmn siiRes 4R
TRUIH: SXNSHHIch THTd e |

EGGISE

3dRdT & YT L OR1EU Dt fobe: Uep-tidl YAScTaH fauTeddr sfera-
goTfa: g7 (X©)
TEHHRE & I: e T
UM FBUMEHD

MR RY & e R uuEl  weur ot fow: Bt / SR &1 wwsial fae™
geTifar: IeT (XT)
UGB o I: e o
URUMH: BUTHS

Afforaw whe:

SRAT & THIE L ORI & T fANTaaar YA @I/ f[Adb T Sh1H URIEr & ary
SIERT ST aTeht AT GRIS @) fauTadT &1 sreqg=
Uit 8T (RT)
TIHRHA & IR: 17 o1
TRI®T: OECD TRIEUT fE=M-e=T 422
qfumy: BUTES
fewuft: ue Sift Il & et wR snerfka

iR RR] & Aem R udE @ oo o few: Yol Rig faem|
UoiTfar: <81 (<)
TWITHRM & IRd: F91a
qfumy: BUTES
fewuft: ue Sift Il & et wR snerfka

Ertugliflozin:

3SRl & UHTT : T Y fre: widferdt / 3 &1 Ui fasTg
goTIfar: T (X©)
TEHHIH & I Hifd
JadT: NOAEL: 250 farm/f smsifves R
fewon: Arq fowTaddr &1 sfadie- foar T

foreht Heayul ufdea guTa &t gamT Tt freh

Teq0T i foper: WiEferdl / IR 1 Twsiial faseTy
TSTIfd: TR

TS YA & I AifGd

JdRdT: NOAEL: 200 farm/fesT ssifRes 4R

fewoft: fo<h deayul ufdea uuTE &1 a1 =g i

MR R & e RuyE  wegur ot e yormiw Rig e
goTfar: g7 (X©)
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TTHIl T o fafd:
5.0 28.09.2024

3ifH IR 9RY 31 Bt dRIG: 30.09.2023
Ugd! gR SR} A &I dRIG: 01.04.2016

T30y, deR:
590555-00018

TEHH A & I Hifkdd
fomraTE® fauTaddr: NOAEL: 50 fBRT/f T IRIRG UR
feauft: ufaga fawmarer® THTg T T

qieor o1 fore: Yoy fRig] fae |

TSI @A

TEHH A & I Hifdd

fomraTe® fauTaddan: NOAEL: 250 fimm/fam ekiRe HR
feuuft: frdht Hewyul ufdee yvTa &1 gE-T = fircht

STOT - Ushd SifaH

JUAS SR TR aFfiepd al|

STOT - Sigx/™T Sy

JUAS TSR TR afiepd al|

HdYUdq:

Ertugliflozin:

U (TRTAER) & IR . e

RESREERE] D el Ue, .

Hiper D G O ORI SREU BIM R S5 (SRR Bl JH I Ugd]
FhdI |

U g faureaar

3Adgd:

Metformin:

BRI LTI (RT)

NOAEL © 125 mg/kg

A & I e

fa~ THg & ford Tudh 1 year

(TSR g3l

feouft . ot meayul ufdged wHTa &t AT e et

PEIIG] RG]

NOAEL ;100 mg/kg

INIERRE LS|

o I & ford Tuds 1 Year

(TRTUISR) g3

fewof . ot TRyl Ui wHTa &t e e ot

EEIG] -l

NOAEL . 50 mg/kg

INIERRE LS| G

- THg & ford Tudh : 2year
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THT Ty &1 fafd: e ci Rens B IO R 3ifdH R SR B3 BT aRRG: 30.09.2023

5.0 28.09.2024 590555-00018 Ugall IR SRT A & dRIRG: 01.04.2016
"(ua%rchw) gan _
femuft ;o TRyl ufded wHTa &1 gEem e ot
EGGISE
BT LRI ()
NOAEL : >=9,000 mg/kg
UAIH R b I R EE GG
fhaa THg & ford Tuds : 90 Days
(TRIUISR) g1
Afaforaw Whave
PRI . gl (@)
NOAEL : >100 mg/kg
E@W$W :
EREREREANCELCE : 90 Days
(TRIUISR) g3
feuft C T S R & IeT W uTiRd
Ertugliflozin:
KRl LRI ()
LOAEL : 500 mg/kg
Q@W%W :
fha IHg & ot dudh © 30d
(TFIUTGR) G
PRI . gl ()
LOAEL - 250 mglkg
U h R & I :
o 97a & ford dudh - 30d
(TRIUISR) g
eg 3aud : 113{'
LU LRI (e
LOAEL . 25 mg/kg
UGB b I
o 97a & ford dudh 180d
(TRIUISR) g
&g 3fagd . T, 831, Ue
RIS LRI (e)
LOAEL . 25 mg/kg
fha IHg & ot dudh © 90d
(THIUTGR) Gl
AT 3HTTT L TIET, TREIgreReTS e U, R
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THT Ty &1 fafd: e ci Rens B IO R 3ifdH R SR B3 BT aRRG: 30.09.2023

5.0 28.09.2024 590555-00018 Ugal IR SR R & dRIG: 01.04.2016

|5|Gl fa Al

NOAEL . 150 mg/kg

U & I : Aife®

fpa gy & ford Tuds . 270d

(TR g3

feaoft . ot TRyl Ui wHTa &t e e et

Iqsm%( L I (HT3Y)

NOAEL . 100 mg/kg

TR & I . Nife®

fpa gy & ford Tuds : 90d

(TEUISR) g3 _

feaoft ;o decyut ufded yuTa &t ga-T et e

Iqsm%( L I (HT3Y)

NOAEL . 100 mg/kg

TR & I . Nife®

fpa gy & ford Tuds . 28d

(TRIUISR) g

(& 3{dud : ggf

oty . 5 Heayut ufaewa yuTa &t gaeT et e

YT GeRT

JUAS TSR TR afiepd al|

U9 NEE & Q1Y gHa

3{dUdq:

Metformin:

e § : fewuft: @ A Sfe g Tt B

3G I Guch . fewguft: sifE) A oo 8 It §

e o L TR %, Hddl, Secl, Ui JuMe adbait, Ue G,
TfFagdT, Ybrae, RRad

Ertugliflozin:

[BUSKSEL L 3fNR: qaY 3 gWIHE §:, RRed, Fedl, o, Aael, T Uy
TerHuT, AU § g6, SURT 49T 9y FhHur

12. aikfRufaeTa Ja=n

yikfRufa® faumamar

AdYUdq:

Metformin:

"‘fﬁﬁ/\‘ﬂ?ﬁq qief B fdwraddr  © EC50 ( Pseudokirchneriella subcapitata (Eﬂ@iﬂﬁ (Qc_\rﬂ)): >
100 mg/I

16 /22



&1 SeT e
TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Ertuglifiozin / Metformin Formulation

TTHIl T o fafd:
5.0 28.09.2024

3ifH IR 9RY 31 Bt dRIG: 30.09.2023
Ugd! gR SR} A &I dRIG: 01.04.2016

T30y, deR:
590555-00018

EIEINEIR:AELIESEI]

ST T4 o Texfea
ENEELIESCINEREIINED

EENIEARCLIESKII

Afxforaw e
ECEINICIRCLIESEI

ST Td 3 Je-Ifed
SNELCLIESKI

QaTa/STeg Uielt ol fauTarar

el o fauTeTar (R
[EEIESED!

o Tg & ford Juds (TaRTdioR) g3 72 h
Tt ot 3 &Y. é}fﬁé‘wzm

NOEC ( Pseudokirchneriella subcapitata (Bﬁﬁiﬂﬁ (Qc_\rﬂ)):
100 mg/I

o g & o Huds (TaRdioR) g 72 h

T 3t 3.3 . e A= 201

. EC50: > 1,000 mgl/l

o Tg & ford Hudh (TaUioR) g3 3 h
T80T &t fored: YTH-TRa § T lde
T o 3.9 S T Adwr 209

NOEC: 10 mg/l

o wg & ford Yuds (TadieR) g3 33 d
*ISII TS Pimephales promelas fb?%%’ﬁﬁﬁ
i off . 8. e A= 210

: NOEC: 40 mg/I

- Ima & ford Wues (TaUIeR) g3 21 d
T Daphnia magna (dIc} q%ﬁ)
T 3t g . e Rz 211

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

o g & ford Wudh (TaRUioR) g3 48 h
feuoft: v St it & e W anutia

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

o g & ford Wudh (TaRUioR) g3 48 h
TP DIN 38412
fewguft: uer S IEREY & ST W smuid

- EL50 (Daphnia magna (G Wﬁ)) >1 mg/l

o Tma & ford Wudh (THRITISR) §3HT: 47 h
e a1 oM a1 erd: Sid qHmd SR

Tt FAdw 67/548/2 3.3, Ta t, 2.

feuoft: e S it & a1 W nytia

faciTar ot T R B AvTedar T8t

: ELS5O0 ( Pseudokirchneriella subcapitata ( Eﬁﬁ?ﬂﬁ (Qc_vﬁ)): > 1

mg/|

WW%%&W (THIUISR) §3MT: 72 h
oXc forar oI a1l gerd: STa amaiford iR
T 3 3.4 S & fdwr 201
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TTHIl T o fafd:
5.0 28.09.2024

TY.31.09. AR i IR SIRT & &I aRIG: 30.09.2023
590555-00018 Ugdll 9R ORI 3 B dRIG: 01.04.2016

SiTaTopen & fauredan

Ertugliflozin:
RIaTel/STelTg Uielf & fasTarar

EICINEIRAELICSEI]

ST Td 3 Hefed
ERENERICSEINEREAINC

EERICANERICEGINERCAI NG
[ERIESGL)

fewguft: ue St IRt & IeT R snuTiRd
facTar ot T R ®1s faueddr T8t

NOELR ( Pseudokirchneriella subcapitata ( Eﬁﬁﬂﬂ (Qc_vﬂ)): >
1 mgl/l
o g & o Hudhs (TaRdioR) g3 72 h

% fpar oI a1er uerd: Sie g i
T ot 3.4 & e Adw 201
fewguft: T S IERET & a1 W smuTid

- EC10 (Pseudomonas putida (&Eﬁm qj?@T)): > 100 mg/l

o g & o Wuds (TaRUioR) g3 16 h
% far oI a1er uerd: Sie gATANSIT i
fewguft: ue St IRt & e R snuid

:  EC50 ( Pseudokirchneriella subcapitata (Bﬁﬁ?ﬂﬁ (Qc_\rﬂ)): 77

mg/l

ﬁmﬁw%%ﬁw (TFIUISR) 31T 72 h
Tt ot 3 3 &Y. %Eﬁ%irzm

NOEC ( Pseudokirchneriella subcapitata ( Bﬁﬁ?ﬂﬁ (Qc_\rﬂ)): 50
mg/l

ﬁmﬁw%%ﬁrw (THIUISR) §3MT: 72 h
T off 3.0 . e Fd= 201

: EC50: > 1,000 mg/l

e T % R G (TEIoR) g4 3 h
TRiefur o fre: %mmamﬁwa'd
T 3N SIS e Fdw 200

NOEC: 1,000 mg/I
fpaa G % R 9 (TatoR) )g3M: 3 h
TRIefur o fre: %mmamﬁwa'd
T 3N SIS e Fdw 200

NOEC: 1 mg/l

o wg o ford Hudhs (TadioR) geim: 32 d
T Pimephales promelas (ﬁ%%%’ ﬁﬁﬁ)
T 3t 3.3 . T Ak 210

fewoft: faciadr &t Fw R S5 famadar 78t

: NOEC: 2.14 mgl/l

o Tg & ford Hudh (TaUioR) geim: 21 d
USTIfel: Daphnia magna (dIc} q%ﬁ)

TheT: 3N 3.3 e A= 211

feauft: facradr &t Iim R g fasradar T8t
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THT Ty &1 fafd: e ci Rens B IO R 3ifdH R SR B3 BT aRRG: 30.09.2023

5.0 28.09.2024 590555-00018 Ugalt IR SR} & P dRi: 01.04.2016
Il
TR 3R SraspHivrar
3{d4dq:
Metformin:
Sfde SIaghHUITT T &FdT : gfvome: g fa ¥ 3gefforg g9 areft
WIH STHHUET: 50 %
frdm T & o) Tudh (TRIUISR) §31T: 2 hrs
Jqar:
Gfad S aul dT elar ¢ UROITE: YHdT & 1Y UIHiad diid 3 SawHuGRI
@EfeTSiad) g aral
AR Wwe:
4 AU BT &FdT ¢ URUIE: SIS IUSSd TRl §
fewuft: ue Sl gt & e wR snerfka
Ertugliflozin:
Gfad Sapaul & &lar  © UROITE: FHdT & 91 UIHTad diid I SamHuGRT
QIRISESEREECIN
Sfde SaHHUET: 40.8 %
o Tg & o Hudh (TaUioR) g3 28 d
Turfaa wifaw Jwaq
3dYd:
Metformin:
fquTer Turieh: (T : log Pow: -2
Mg e/
AR Wime:
EEISERINIEZCS] . log Pow: > 4
Sfae e/
Ertugliflozin:
ELISRRINICHCS] : log Pow: 2.47
Mg e/
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5.0 28.09.2024 590555-00018 Ugal IR SR R & dRIG: 01.04.2016
gt & nifo=fteran
HdYUdq:
Metformin:
TR Sl B faaRur . log Koc: 4.3
WIBT: OECD URTefur fe=nfd=r 106
Ertugliflozin:
TR Sl o faaro . log Koc: 2.88
3= Ufaed guTa
3T IUAs ol
13. fArger Aifgard
frrem & %
/Y Y 721 T (e . P Bl AT H AT B |
Ry fafodl =y hos |
afa ofdh : @Tell fEa ol 3% D) g 7Sd B aralt hatae! 7 o ar
T & ford o oTa|
3R 3=yT fafAfEy =78t fava Tam: sioRjed Sate & U H
fAgeq # |
14. IR I
siaeigia fafraw
UNRTDG
WS At & &9 H fafafid T8t
315 U &1 -3t ot 3R
WRATS It & =0 | fafafid 78t
3g T St sil-wls
WS It o & U § fafafid T8t
IMO SUSHRVN & AR AP H ufkag— &<
3MYfe U T8 viisae 3 forg @y -7t
IyanTRat & fore fasiy graenfaat
PRI
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TIHIT T o fafd: fepsciers B ToRE 3ifaH IR SR B34 Dt dRIG: 30.09.2023
5.0 28.09.2024 590555-00018 Ugall IR SR} A B dRIG: 01.04.2016

15. faf~ramme @

verd ot fArgor & forg gRem, Wy, 3R watarur & fafmwfaums
39 IdTe & Jaud fmfiafad ga=e ke | g §:

AICS - fyffa gt
DSL : feffa 8t
IECSC - Fyifed 78t
16. 3= I
TeeE 31 fafy © 28.09.2024
Sffafad sSF&RY
3T XM & Ihad & o . %= ATd SDSs, OECD eChem ¥ 3fidRe® d&-Id! gel, Sel
T {63 ga aedraw Oicd Wil IROME quT g MRS o,

http://echa.europa.eu/

g@%ﬁﬁmﬁwmw%ﬁm$g@mﬁﬂ@@w3ﬁmw
TR

feri® urey : fAamad

3= Srsftdie= & ot ar

ACGIH . guE| ACGIH HHRET 9H (TLV)

ACGIH / TWA . 8-Ye, gry- aud 3gd

AIIC - STEfe YAl &1 Sifeferrs gl ANTT - Wa"m@n@mm ASTM -
SRR TR TR0 TECT; bw - SIS BT Te; CMR - PIRIISH, e 1 o ¥, DIN -
ST HHSHIHRU TR & fol 7Fe; DSL - aiqua?fﬁ%ﬁ(m) ECx - x% Wfdfear 9 ger
Gobed; ELx - x% Ufdfehar ¥ SSt aifeT &x; EmS - SATUTdhlel- RISgd; ENCS - uﬁ\—r@ah?qq

RS gerd (S9F); ErCx - x% s &) ufafhdr § &1 dhe; ERG - SMUTddbIa Hiafhar
TMES; GHS - e TR W W RIeH; GLP - 3l TRTRIT JT; IARC - H¥R TR 3igder & fo
Tol; IATA - a@qﬁaﬁmﬂq;mc-mﬁwﬁmwﬁaﬁ
%ﬁﬁmﬁm%ﬁﬂz Tfgar; 150 - 3T Sifiman fARIUTAS ddha; ICAO -
RIS AR faAA W13, IECSC - ﬁﬁwwmwﬁﬁsﬁeﬂlmoe &mfg’lu
ﬂaﬁwwmo RIS T TTe; ISHL - Sfieifiies QR&T IR WA ST (STAH);
ISO - HFBIHU & AT SR W13, KECI - aﬁﬁmﬁwwsﬁeﬁ LC50 - TR&fuT 3erd
BT 50% BT Gldd Jbgd; LD50 - URIEUN 3MEIEl BT 50% DI didd GRIb (A1 "D QRD);
MARPOL - STgTell ¥ UGNUI &1 AU & foy SfeRigha §aT; n.o.s. - 3=l FAfEY 78T; Neh - Rrcft
f8; NO(A)EC - s@dib = fdar M1 (widda) WHE dda; NO(A)EL - 3fddid- 9 foedm T
@fdEHe) THTT TR; NOELR - TR-3{TdIH-07 UHTd daM &X; NOM - SMfdIRe Afdyes faw;
NTP - T RAS-RTM SRIHH; NZIoC - THRFT @ it 3 9¢8); OECD - 3 TeaiT 3R

21/22



&l ser e €I MSD [ .

TAlgd gRAMISSIS WHeH & 3R

Ertuglifiozin / Metformin Formulation

THT Ty &1 fafd: e ci Rens B IO R 3ifdH R SR B3 BT aRRG: 30.09.2023

5.0

28.09.2024 590555-00018 Ul IR SR} A Dt dRRE: 01.04.2016

I e, OPPTS - IS JRET 3R UGV JHUH HRTAT; PBT - RITH, Jd-THATHN 3R
fawmad uerd; PICCS - @A 3R I gerf ot fheidia gded); (Q)SAR - (HETED) I
Tfafafy dee; REACH - UG W4 3R AT USiahRul, edid, WRASGR 3R fdsy aRkug &
fafam= (EC) F. 1907/2006; SADT - Xa-dtadl 3fqge dIHH; SDS - JR& Sl 2iie; TCSI - dargad
e verd 3dest; TDG - WaRATd HTd &1 URag; TECI - U13ds T 3det; TSCA -
fauTed gerd = siifgw (Hged sy 3MRe®T); UN - §ga 1F; UNRTDG - BIM®RS MM &
URae W UG Y BI RIBIND; vPvB - §gd RIRIT 3R Jgd Sa-THASU IG; WHMIS - HTi-
RIT WeRATD AUl =T Jorel

S R4 ST e & SUS UHRA ST dRG &I &l Tl THSRI §HR 4, THGRT SR g &
IUR T8 § | TSR Bl YRI&T ST T JUTEH, TN H3A, Uihal ), T &, IRaeg &,
e o qUT s & forT had Anfex & =0 § fEomae fvar w1 § qur oo} ueR &t ardt ar
ToraTT &1 fAfERT 181 AT W | ey Bt Tl & RT 39 SDS & /Y W ugar! Tt FHad
faRry arRh § Tefid 8 aur SDS Wl &1 farsht s araelt & Tatem a1 fansht o ufshan &, 5|
I UTad B 7 SdTa1 T 8, AT 61 WR Y -T81 81 Javahl o | ATl Triaarstt &) AR g WR, Uated
¥ oifad Iare B SDS-URR & IUYHIdT BT HTH e B Tled eod B, TN B, Ufehar d
TUT TG TR P 3 3iE 1 & ARy e & SHaRY SR Rywiiai ot wften & =iy |

IN/HI
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