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Rizatriptan Orally Disintegrating Formulation
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Rizatriptan Orally Disintegrating Formulation i ORGANON

LB TemeE ot fafd: Y310y, | 3faH IR SR} B B ARG 23.03.2020
2.4 10.10.2020 809068-00010 Ugell IR ORI 3 Bl dRIG: 22.07.2016
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Rizatriptan Orally Disintegrating Formulation i ORGANON

LB TemeE ot fafd:
2.4 10.10.2020

3ifdH IR SR} HRA B dRIG: 23.03.2020
U IR SIRT A &I dRIG: 22.07.2016
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Rizatriptan Orally Disintegrating Formulation i ORGANON

LB TemeE ot fafd: Y310y, | 3faH IR SR} B B ARG 23.03.2020
2.4 10.10.2020 809068-00010 Ugell IR ORI 3 Bl dRIG: 22.07.2016
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Rizatriptan Orally Disintegrating Formulation i ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HRA B dRIG: 23.03.2020

2.4 10.10.2020 809068-00010 Ugell IR ORI 3 Bl dRIG: 22.07.2016
THAES 9005-25-8 TWA 10 mg/m3 ACGIH
Rizatriptan 145202-66-0 | TWA 10 yg/m3 (OEB 3) | 3f/dR&

Uig- &I I | 100 ug/100 cm? | 3dR®
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Rizatriptan Orally Disintegrating Formulation i ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HRA B dRIG: 23.03.2020
2.4 10.10.2020 809068-00010 Ugell IR ORI 3 Bl dRIG: 22.07.2016
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|
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Rizatriptan Orally Disintegrating Formulation i ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HRA B dRIG: 23.03.2020

2.4 10.10.2020 809068-00010 Ugell IR ORI 3 Bl dRIG: 22.07.2016
faepics oRaYE . fowpies gt
HTRABRUT & TORGHTIT : g uerd a1 iyl &t siafleRe aiifed 8t fvan mar g
3OS HIR ;3T IUasy gt
BT BT A D ST Uy ol
10. FRy=ar aut ufaferaar
PIEIN : ffforamRiiadr & WaR & U H arfidd el |
T R D g wifRufa A fRR B
uReweTa ufafoanaf : @%ﬁwmmmwa?ammq\a—mﬁrww
|
A SHTediehRep Toicl & 1Y ufafehar R Tebdl B
g9 uRfRufoal O o : M, SaTe ug Rt
¢ D! T Y Ab |
ST AT D SiRfieRig Teleq
3qge yerdf ¥ sy . Bl T} dId (goReY) 3fTgeH uard rd et
11. fawrdsf=ra g
TG SREUN (TRIUIOR) H IR © A1 GRT TG0 H=eAl
T ISR SRR
e
i@ ¥ dudh
GIERCLIESE
JUAS THGRI W Ngd Tal|
e
g Mifaw fasradar : SffquIdt fawTadar $H: > 5,000 mgl/kg
SREIRRINEIGNED
3{d9d:
Jae:
g Mifaw fasradar . LD50 (IET (}2)): > 5,000 mglkg
GIEESEAELICSG L LCS0 (J8T (RT)): > 5.8 mg/l
feb e T o ford Tueh (TerTdloR) 3 4 h
TRI&UT ATATeRUT: YQ/Heia
SIERCEIRRELIESG : LD50 (@IRN): > 2,000 mg/kg
foufie da:
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Rizatriptan Orally Disintegrating Formulation

Apuhlic

-5 ORGANON

BT e & fafy: U349 ek S IR SR FRA B dRRG: 23.03.2020
2.4 10.10.2020 809068-00010 Ugell IR ORI 3 Bl dRIG: 22.07.2016

g e fauTaddr LD50 (IET (}<)): > 2,000 mg/kg

GERSEIRACLIESGI] LD50 (JRIMR): > 5,000 mg/kg

wWHHES:

dig e fasTadar LD50 (TIET (}<)): > 5,000 mglkg

GEECEIRAELIESG LD50 (FIR): > 2,000 mg/kg

Rizatriptan:

dig e fasTadar LD50 (IET (R2)): 2,227 mg/kg

LD50 (¥ (H13¥)): 700 - 1,631 mg/kg
o1 & fore ergeRiSeT

a1 B ged! 9 I Bl ¢
S[qyq:

fR=fie aa:

RG]

RIS
fewuft

Rizatriptan:

PRI
oy

™R A7 gfakdeq
JUAS THGRI R aNgd Tal|

Rizatriptan:

I
fewuft

GRSl
G ARCIGE
L U o IHERET & STl WR SeiRa

G RO
T H oad ot

G RO
L 3l @t ofe, 8 fodt o offeR o
L UH ol It & ST WR snetia

G RO
: 3@ A Se T8t

; TTeITE JeHUSH/SIaTS Bif-al
;AW 3Gl B oo
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Rizatriptan Orally Disintegrating Formulation i ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HRA B dRIG: 23.03.2020
2.4 10.10.2020 809068-00010 Ugell IR ORI 3 Bl dRIG: 22.07.2016
YT qT UG GUT DR
1 B U
o Tl gl ufafehar Iad R Ihdl g
YT-UYTH D GITRTT
JUAS TAGR W T ipd Tal|
AdYUd:
fu=fie 9w
R80T Bt fobed L R s TS URY (LLNA)
YU (TFIUIER) & I A Y dUD
o Y& (HI3¥)
RG] . OECD URtefur femmfrder 429
L IEIE . grdfd®
fewuft C T o grEREl & e W muTiRd
GG D A O @l & SR & YHIEHT (Uissidre!) a1 J9d
KRS
e B fe L ORISR o
U (THIUTER) & IR A Y AU
Tt : TR fom
RIS . BUTHD
Rizatriptan:
e ot e . ORAESeRE T
U (TFIUTER) & IR e Eiu]
Tt : TR fom
3 L T GEEE (ATRIeTS IR el Rl §
oy . BUTHD
SiaTy] 99 WerHRidt
JUA] SHHRI W aFffpd gl
3dd:
Jae:
s 37 faer T ) fre: Sadifar Seeh faudta ufad= &t oifg (AMES)
RIS D
Tefur B fobe: IRR & 98- WYY Bt BIFRB134 o1 S
IaRad= gdtemr
RIS D
fSFIeIn iR 3 faar D TRIET B o TR o TIRINITSE eI 1 URT&Ur
(Shfad 9o # ArgcioiHicd IRd)
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Rizatriptan Orally Disintegrating Formulation i ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HRA B dRIG: 23.03.2020
2.4 10.10.2020 809068-00010 Ugell IR ORI 3 Bl dRIG: 22.07.2016

TSIl g (H139)
TAIH R &b ;T T
TR S

Eﬁlﬁ%’:

IEBIEERIREESIEM) D Tl o1 fw: dadifear Heeh fausta ufvads &t o (AMES)
TR HUe®

Rizatriptan:

IEBIEERIREESIEM) D T 1 fw: dadifear Seeh fausta ufvads &t ot (AMES)
giumH: HuTdHS
RI&U Bt fhd: &R TYRHE IR
giRumH: HundHS
TR0 B fhed: IRR & T18R WU B BITRABT3 BT Shi
Iafkad uieor
giumH: HundHS
UY&r0T o1 fobe: hield TaRYH ¢ 34 fagl
RIS I ED

et 3 faar L ORI T e TRl o TS YEAATY 1 TRI&
(Shfad gTof # ArscioiHfcd IRW)
TSIl gu (H139)
TP P IK): HifkgD
RIS I ED

FIRSDAI

JUAS THGRI W T Ngd Tal|

3dad:

Jare:

T L gRI Q)

TG & I R G|

frda g & ford Ius 7298

(TFIUISR) gaTl

giome BUTHD

Rizatriptan:

SIS ; (H39)

TAIHTA &b I ; %

P g7 & ford Iudh © 100 I8

(TFIUIGR) gl

NOAEL 125 FERTI/fHT IRIN®G 4R
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Rizatriptan Orally Disintegrating Formulation i ORGANON

I SR R aiffep el
3H{dYd:

Jqa:
3R B YU

MR RIY & g muvE|

Rizatriptan:

3R & YU

MR RIY & fger muvmE!

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HRA B dRIG: 23.03.2020
2.4 10.10.2020 809068-00010 Ugell IR ORI 3 Bl dRIG: 22.07.2016

IEIE . BUTHSD

T L 98I (T)

TEH A & I . Afa®

o g & o Ius 106 TG

(TRTATSR) g3

NOAEL : 106 fam/fem IRkiRe 1R

gikomy . BUTHD

307 fauTaran

L ORI B b Uep-iel geare fawrerdr srea

gTifar: T ()
TAIB R &b ;T T
LRI I ED

m“r&mm"r@ BT / SR o7 Tl fasr
)

wﬂ%mém@r IERNANE

IR IREED

D O ot fore: e / 3 T Wil faeTy

geTifar: T (Xe), Al (i)
TP P IK: HikdD

JdRAT: LOAEL: 100 farm/fesm e YR

3R uRkafdd Ae I%

URom: IR 3R URfYE Yot faer R SIS THId T8t urg
|

Ter0T i fper: WiEfrdt / e o1 Tl fashTy
gelTfar: TET (<), R (@)

TRHIHTA & I Hifdd

IR NOAEL: 250 farm/fesTm smifRes UR

OO IdREAT 3R URYS Yo fawr IR His WHId 8! arg
M|

Yeror &1 fore: yor-miey Ry fas |

FepTITaH fASTaRTT: LOAEL: 10 FRTI/ReTT S 1R
ORI SIS THTE =gt |, Yor-miey gy fawraaan

Yer0r @1 fore: yor-miey g fas |
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Rizatriptan Orally Disintegrating Formulation i ORGANON

BT T=Me o1 fafd: Y. 31.09. AR SHfoH TR OIRT &34 &I ARG 23.03.2020
2.4 10.10.2020 809068-00010 Ugell IR ORI 3 Bl dRIG: 22.07.2016

PEIIHRCRUIR]
TAH R & I AfRaw
fawraras favreaddn: LOAEL: 100 fimm/fem IkiRe UR
UIROMH: SRelfoHIe THTE et |, Yor-miey R fasmedan
fewuft: Fae AT & FU A fawad QRIS R THIE 37 1Y

ST foSITaRTdT - Sfidha L ORI IR ol TR TN o SYR WR [ R ufdgd gvE &
PO I §

STOT - T&hd \ifad

YA TSR R Fiffhd 81|

3d9dq:

Rizatriptan:

SfiHe . $Y T RRIYAU ST BR Tobdl g

STOT - g™l |ifaw

T A9 R €Y SBTel= a1 GRIGT URIUIoR (FedTiet o) ST &1 e ugdl 9ahdl g

3d9dq:

Rizatriptan:

& 3{qgd : gaargHl da

e : aﬁ?fmqgmﬂ&r{&rwaﬁmawmmw
REEISIN

U G fauTaaar

3dYd:

Jae:

BRI L I Re)

NOAEL © >=9,000 mg/kg

TRITHRA b I ;

fpar gma & ford uds : 90 Days

(TRITIGR) g3l

WHHES:

LR L IR

NOAEL : >=2,000 mg/kg

UGB & IR T gudh

oo THg & ford Tues : 28 Days

(THRIUISR) g3l

e :  OECD tigur fezmfadwr 410

Rizatriptan:
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Rizatriptan Orally Disintegrating Formulation i ORGANON

BT TNy ot fafd: U349 ek S IR SR FRA B dRRG: 23.03.2020
2.4 10.10.2020 809068-00010 Ugell IR ORI 3 Bl dRIG: 22.07.2016

LRI L eI (e)

LOAEL . 1 mg/kg

TEAHYH & I

fpan gma & ford uds 14 Weeks

(THIUTSR) g i

TR : 31 BT Ydeil BT fARdRUT, Ued & I H dell, Al

EEIG] gl

LOAEL : 0.05 mg/kg

UGB & T D SfafRRT

frda g & ford duss . 2 Weeks

(TFUIOR) g .

TR : 31 1 el BT fAdRUI, Ued & I H delt, Al

EEIG] -l

LOAEL . 0.2 mg/kg

TRHIHTA & I nfes

oo THg & fod Tues 1y

(TFUIOR) g .

SR : 3G B gaeit T faedRor

Y AT

JUAS THGRI R aNgd Tal|

U4 S| & |Q1Y 3gHa

3H{dYUdq:

Rizatriptan:

IRUGESE . &7 3(agq: gadle! adf
TR VGIEIT, YbTde, &, TP, PHSIRY, Jit

12. TIRfRAfaw T JE=T

grfyfRufae faumaar

3d4dq:

Jare:

B ENICARELIESKI] : LC50 (Oryzias latipes (ST HSHT)): > 100 mg/l
™ T & ford Tudh (TaIUISR) g3T: 48 h
fewoft: v St It & S W et

fum=fife da:

B ENICARELIESKI] LL50 (Danio rerio (T8 f%=1)): > 10 - 100 mg/l

| fPa gma & ford WU (TaUIoRR) §31T: 96 h

fewuft: ver St IElET & e W nuTid
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Rizatriptan Orally Disintegrating Formulation i ORGANON

LB TemeE ot fafd:
2.4 10.10.2020

3ifdH IR SR} HRA B dRIG: 23.03.2020
U IR SIRT A &I dRIG: 22.07.2016

Y310y, |
809068-00010

ST Ug 3 Aefed
SNERAELIESEI

aTa/STed Ui o fauTeaar

EICIYEI RACNIESEI

Rizatriptan:

Al ! fauradar
SHHAT Ug o fe-3fed
NNELCLIESEI
QTSI el b1 fasTadar

EICIYEI RACNIESI)

Tl Bl fawradar (RReiferes
[CLIESGI)

SHiAaT Td o de-Xfed
ENENCRICSEINERERINES

EL50 (Daphnia magna (dIcX 1Wﬁ)): >10- 100 mg/l

b T ¥ R S0 (TUIGR) GO 48 h

fewuft: wer St IEREt & e W nuTid

EL50 ( Desmodesmus subspicatus (6?‘3[ BICI] (Qc_\rﬁ)): >10 -
100 mg/l

o Tg & ford Yudh (TauieR) g3l 72 h

feoquft: we Sft It & Ser wR sneria

EC10: 51 mg/l

' o g & o) Hudh (TaUioR) g3 3 h

fewuft: ver St IERET & e W nyTid

LC50 (Pimephales promelas (Fegs fdT): > 1,000 mgl/!

| P Imd & ford WU (TaIUIoR) g3 96 h

EC50 (Daphnia magna (dTcX tI?ﬁ)): 1,000 mg/l

| P Ima & ford WU (TaIUIoR) g3 48 h

EC50 ( Pseudokirchneriella subcapitata (Eﬁ BICI] (Q(-_\:ﬁ)): >
100 mgl/l

o Tg & ford Hudh (TaUioR) g3 72 h

T ot 3 & 2w Fdwr 201

NOEC ( Pseudokirchneriella subcapitata (Eﬂ PG| (Qﬁﬁ)): 48
mg/|

o Tg & ford Hudh (TaioR) g3 72 h
Tt 3t 3. 2w A= 201

EC50: > 1,000 mg/l

: o Tg & o Hudh (TaUioR) §3MT: 3 h

TRI&UT B fhd: YT-TRa A ©HhIac
T 3N g 4 S e A 209

NOEC: 1,000 mg/l

o Tg & ford Hudh (TaUioR) g3 3 h
TRI&U1 & {8 YT-TRa A T hlac
e 3 g &S e A 209

NOEC: 9.6 mg/l

o wg & ford Hudh (TauioR) gofl: 32 d
T Pimephales promelas (%%‘s’ ﬁﬁﬁ)
T o1 3 T & e fd=r 210

NOEC: 110 mg/I

' o Tg & ford Hudh (TaioR) gofl: 21 d

U Daphnia magna (dlc} 1iﬁjﬁ)
BT 31 3.3 ). e e 211
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Rizatriptan Orally Disintegrating Formulation i ORGANON

BT e & fafy: U349 ek S IR SR FRA B dRRG: 23.03.2020
2.4 10.10.2020 809068-00010 Ugell IR ORI 3 Bl dRIG: 22.07.2016
T 3R ST
3d9d:
Jqar:
Sfdd SAHHUIT BT & D ORUTH: G & 1Y WThidd dile § SashHUbR]
(STAfETSa) g1 arar
fuw=fife da:
W3 SHTHHUT BT & : UROIE: T & 1Y Ui diids ° SHIhHUIBRI
CRIEPSESIEEEIS]
femoht: T SR IR & SeT IR 3neTid
Rizatriptan:
I SHTHHUAT BT & : URUIE: T & 1Y Ui diids O SHIhHUTBRI
@feuSiae) 7 8 aran
S I 50 %
™ Tma & ford Yudh (TaRTTIeR) g3 13 d
TIBT: OECD URIefu fe=mfgsr 314
Tyifaa Sfee J=aua
3dadq:
ffiie da:
fAyTeH Ui (T : log Pow: > 4
eﬁﬁa%( femuft: wer i wmfral & St wR sutia
Rizatriptan:
faUTSH T[uriep: (T log Pow: -0.649
g AIe/ar)
fordY o fo=fteran
3{d9d:
Rizatriptan:
Tfaor Heaf | faaror . log Koc: 3.83
WRIBT: OECD URI&fuT fG=mAG=T 106
3 yfagpd gy
3T IUA el
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Rizatriptan Orally Disintegrating Formulation i ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HRA B dRIG: 23.03.2020

2.4 10.10.2020 809068-00010 Ugell IR ORI 3 Bl dRIG: 22.07.2016
13. fAger Hifgard
e & afiF
/Y Y T g (gar) D R faf et eEy B |
gia ufds D el fSesl B 9 DY g bR drell BTeiie! A dArgapetian a1
T & ford o oma|
3R 3r=yT fafAfEy =18t foa Tam: SoRjed Sate & =u |
fAuem &1
14. af¥ag=
siaeigiy faforaw
UNRTDG
[T AUt & & ¥ fafafid T8t
33 T & T-3Y oft 3R
WRATS IR & =0 H fafafid T8
373 TH St oi-dIs
[T AUt & & ¥ fafafid T8t
IMO SUSBRVN & AR P H gikagd &
3MYfd U TTe virsae 3 forg my Tet
15. faframre gE=n

gerd a1 fgyor & g qrem, W@y, 3R vafavor & faframfaus

39 IdTeH & 3y fAwfiafl@d sHa< iy § gRa §:

AICS o i Y
DSL o e T8t
IECSC o fuffa &t
16. 3= AT
Sffaf¥ed SIS RY
a1 2ffe & Hhad & ford . %= HId SDSs, OECD eChem ¥ 3idlke d@-id! scl, 3T
TART fohdl 4 axaras TIéd Wit aRumm aut RIg IEmfAe Tei,
http://echa.europa.eu/
fei® Uy . RAamad
3= AN & qut areR
ACGIH . gudu| ACGIH IHRET AH (TLV)
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Rizatriptan Orally Disintegrating Formulation

-5 ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HRA B dRIG: 23.03.2020

2.4

10.10.2020 809068-00010 Ugell IR ORI 3 Bl dRIG: 22.07.2016

ACGIH / TWA : g-de, guy- 9o i gd

AlIC - 3fREIfT® TaaA! @ Sffecferrs e, ANTT - Sfora &t s fff ufkae Torel; ASTM -
AT Tt uierr FRIRIET; bw - SiaT BT Fo; CMR - BIR(OH, Jeol-d IT Yol favar; DIN -
THT AFS IR0 GRIM & T AF®; DSL - IR Uard gl (@1ST); ECx - x% Ufafehdr I T
IdHe; ELx - x% Ufdfehar ¥ &t ST &X; EmS - TUTqHhIe- Uegd; ENCS - Hial 3R =Y
RS Uerd (STAF); ErCx - x% Jla & Uldihd § ST e, ERG - SMUIddIa ulafshar
MEE; GHS - IfY® TR R T Ried; GLP - 3=3t TRNTRITET UT; IARC - iR TR 39 & fag
m@@; IATA - RIS a1y UREg THIREEA; IBC - YR #ET § WoRd 9! ardl
SR

fafor 3R Juesrur & forg of Tfga; 1650 - 3 SfiwmdH FRIUTHS Ydha; ICAO -

AR faH= W167; IECSC - 9F # Hival I8 gardf &1 $ded; IMDG - 3idRigh
ST WORATS A; IMO - SRS THeT W16; ISHL - SR R 3R WA B (STUH);
ISO - AMHIHRUT & T SfeRTFRT 13, KECI - HIRAT HIS[aT T8 $de; LC50 - TR0 3Marat
BT 50% 1 °ddh Hdbgd; LD50 - UIEUT ST DT 50% 1 °lddh WGRID (A1 Ulddh WRID);
MARPOL - STgTell ¥ UGNUI &1 JAbUTH & oY SeRiSIa §a; n.o.s. - 31 Sy FT; Neh - faredt
08, NO(A)EC - 3@did- 7 fohar mar (ufdgd) wua ddba; NO(A)EL - 3fadie- = febar
(@B e) THTE TR; NOELR - TR-3{IAIHH-07 UHIG e &X; NOM - TSRS AfRyes o,
NTP - I81g fav-fas SRIcH; NZIoC - Tl $1 gelt s $dedl; OECD - 31 T arT 3R
AT &, OPPTS - IMMAM® JREM 3R UG AHUW HHfad; PBT - RITR, Hg-THAHI0N 3R
fawrad uerd; PICCS - @A 3R IEHE terdf @t fhedidia 3ded); (Q)SAR - ([ETED) W=
TfAfafey Teie; REACH - TRIUR Tg 3R WA USiiahRul, i, WSR3k ufasy uRweg &1
fafaw= (EC) 7. 1907/2006; SADT - W-dtadl 3{Udc diudH; SDS - YR&T Sl /iie; TCSI - agdd
TS Terd $desl; TDG - WeRATd HTd &1 URag; TSCA - faurad uerd Fa=or sififom (wgea
Y SHRT); UN - UG Y; UNRTDG - BIMHRS HHM & URTEH W g Y B RABIRY;
VPVB - 9gd RIT 3R §gd S9-UHAHRUN TRG; WHMIS - HTI-RId WRATdh ATt a1 qorett

U & ST T A SUS THIRH $1 dRG B ¢} T THSRT §AR I, THHRT SR faym &
TR T § | STHBRY B QRIAA &1 JUTAA, TIRT A, UichdT 3, T B, URagd He,
e o 9UT s & ol Fad Arfex= & w0 § fewmrm forar mar § qur faf ueR &t ard o
ToraRTT &1 fAfERT 18T AT ST | Judtsy B T ISR 39 SDS & XY W ugart Tt waa
faRry arnht @ Tefid 8 aur SDS w1 st o It & Tave H a1 fasht o ufshan &, 5|
I UT3d H T FdT9T 7T 81, TRNT - R 94 et 8 Taball ¢ | It viiaansdi & arg 811 W, Uaied
¥ 3ifaw IaTe # SDS-T & JuGHIdT HT 3Mbe B Td 28T B, YANT B, Ufshar d
TUT TG TR & 30 3ty &1 3 ARy e & SHaR SR Ryl ot weften exn =nfgu |

IN / HI
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