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Dorzolamide Formulation

TeeHRT T=ned of faf: TY.31.09. FR; 3ffdH IR SR #xA &I dRIG: 30.09.2023
1.20 28.09.2024 28988-00021 Ugell IR SR} B & dRIG: 07.11.2014

1. IIG T4 HHH! Bt Uga=

qa'[%f i) . Dorzolamide Formulation

fFratansmyfdeat

BT MSD

adl . Briahnager - Off Pune Nagar Road
Wagholi - Pune - India 412 207

it © +1-908-740-4000

IR Salh I TR © +1-908-423-6000

S-Ad BT Ul ©  EHSDATASTEWARD@msd.com

TERT U Rre e ofi ufaey

Repres wam : 3Nwey

IUGNT R Uidsy L]

2. @R 9 yga=

forator, WeRUr iR & SImTa @RS THTaH fAaHTaet, 1989

Fffeor

SIgA-1 F 1T | F FufRd AFES & SUR ¥aA1e & FU § Fipd T8l §

Sit. 9. 0g-affeeur

GRS Uerd a1 firgor T8t

SI.T9.UY. d9d dd

PIs TRT FUFERH, DS R e, DI TR PI(P) IIAHA, s FIAYF! BI(P) HYT HTTLD e |

3= gIf~aT foeT U W=y qeffe<or I8 giari
RG]

3. 3AUq] BT HISASTHRRY

gerel/fiygor . foygyoy
3agd

TGS T T (FY) - TR | ST (HEIRA) (%

wiw)
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TeeHRT T=ned of faf: TY.31.09. FR; 3ffdH IR SR #xA &I dRIG: 30.09.2023
1.20 28.09.2024 28988-00021 Ugell IR SR} B & dRIG: 07.11.2014

| Dorzolamide

| 130693-82-2 | >=1-<5

4. Tyfire fafeer & Sur

I e : 3R U gl 1 dad 31 9 &l dl AfSHd TIh I JATg H
. <19 TEIUT EG XE 1 RehT B &R R H Fafebfia Femme o
FRUNMGRITGUIGISN  ©  dfe i gRT g0 o forn &Y, ot ront Qeit gar o of S|
&I Uahe B IR il 9ganT o |
3R 4T ¥ WU 5l AT IS g R, A @l Bl A1 R Tgard U I B
. &0 ebe B W iy wea oI
3R 3iRd J Fudh gl ST : garr (M) & fog Sifel o urt @ 4l
e Je I 81 3R SR} g, Y Fafdredia gean o
3R e foran smg : gfg fATTe S, a5 ORd 7 B
0T Yebe B W fafeheita Jgan o |
U1 & 1Y Hg 3BT kg Hecell hRa |
T AU T&0T 3R S G|
TUTG, A1 g 3R ot
e fafdren & TReor ;Ui fafdrea e It BT M YR&M TR &I T afey, quT
Y &I GG 81 TR AT TN Jafids JRETHD IUBI
BT ITINT ST A1eT (TS 8 <d )|
e & ford g ;e oiR TganT ¥ IUAR R
5. SRR IUT
Iuger i Hifsan SR
YapRIa-HfaR e ST
DI SR HHIRS
BSOS CINEIER]
YT (M) FIM F A ¢ SR
IR H GRE RN IR g8 IS BT JUD WY & folT T TRl 81 Teha g
GARATD 51 IdTal . HREH HNTRSY
1S¢IoH SIS (NOX)
TR RIS
HESISRESINES
(31T) g & oY Tiop L 98 AR T TN Y off R uRfRUTY SR emg-ury
JTATaRUT & 3% Bl
I fosal 1 381 A & ol Ta-HER BT TIRT Y |
AR TN FHXAT TRIEA B M ST &F &3 F &ifdgH dHeR Fepra o
S8 & WTelt Hram |
FMPIH & U IRV TG W @ o R, Wd-HaHd 419 IuHRor ugH |
JUHI TSI TP IYSUT TART e |
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Dorzolamide Formulation

TeeHRT T=ned of faf: TY.31.09. FR; 3ffdH IR SR #xA &I dRIG: 30.09.2023
1.20 28.09.2024 28988-00021 Ugell IR SR} B & dRIG: 07.11.2014

6. ATHTRTP feelier Sur
Jafdasd AU, RemdTd ¢ ol &TES IUHR0T T |

JYHRUT TUT SATUTTDBTA IRIEra Fefei R (W 7 37 ) 3R fdarTa Jrem Iuaui
gfehary & GITA! (TS 8 T ) BT SHTUTAH DR
ygiqRuiig graun=ar : IR0l H B ¥ URER 3|

e AT QRIEr, SR 31 g a1 saema &l A |

S &% d B had J A (ISTeR0T: gz a1 dat Aferep)

Ggd 4 T U 1 g1 Td FApTerT |

%@g{ﬁwmméﬁjﬁwmﬁ
|

TS PR IR BaAT AJPT ¢ 3R v Ui 7 AR |
& garf ud aid ¥ Trard & forg ST a1 3 Iuged AHUTH USH R dlfds
aﬁlwsﬁ?:rat%mﬁ@%aﬁnéwﬁﬁwmmwﬁ
dl 3 ITGad HeR SId IR TR P
IUYad TeREC & 1Y ald &) AN AR &) 96 |
Ry 71 18T faf w39 uard @1 At ok Auem &1 &
forT @] &) Tohd §, Iy & I IERIgey 8k Sgeiy W o oY
@9 uer &) Refie 3 9T B IR B a1 9 21 39 &Y

fofa 31 BT b P fariom a8 €
3T TSI & SFHTT 13 3R 15 F& R a1 15T Revrgri<
& IR A THSHR UM Hd g
7. TATEH 3R YSRUT

THID! U™ ;AU (TRIUER) § S & FOFnel 991a SIuRT & dgd
SN IUT 3 |

g / o dfeawE ;R Iuged ardr | wai i |

IRIE g & forw D PRI AT YT S G T A

RICEIER) foTel 7 |
3{iEl & Ty THd F IRER B

I & 1Y I JHY T T IR IR U 7 3 A URER B |
33T M Taesdl SR JRET T13H & SR TUTS, o
PRIV THIUIGR STHT TR TR B
@mqé%qqfq‘@ﬁﬁ@[@w 3 FEYF W, 3R YgiaRor § e

CRRCIE R
Wi SR o ukfRufdar 313! kg ¥ died bt gu ol 1 3|
fa=Iv ¥ty fafFodl & SFER YSRU |
S UGl 9 5 : fafafed TeR & diede & 1Y | 39
BIEEIEIE R BRUS L
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Dorzolamide Formulation

TXHIT TNy &t fafd:
1.20 28.09.2024

3ifdH IR SIRT #34 & dRIG: 30.09.2023
Ugd! IR SIRI &4 &l dRIG: 07.11.2014

TY.31.0Y. F:
28988-00021

8. Sifaw forizror / it JRam

B =0 & AP & 1Y 3aaq

3{dgq

U (bY) | A ISR | R e / YR
- TR (SREUBT | Wi
UHR) HYTCIHA

Dorzolamide

130693-82-2 | TWA 10 pg/m3 (OEB 3) | sfidikep

ffafed SHeR: 3@

| ofea & A | 100 ug/i100 cm? | 3fiaRe

goltfrafiT Ao

foreht aarg & Il
oI Gaeht sa@

B gaeht sa1a

Tarf

3Ta) Jeeh samg

91 Ud YRR Iaei S

W5dl et U

. grg-aTel Uigar (o, feu-fea @Rd saeem) Fafa a2 &

%Esﬁﬁsﬁﬁﬁw&nﬁwaﬁ?ﬁﬁﬁmﬁ?ﬁﬁﬁwsﬁw

Hﬂﬂgﬁﬁﬁuﬁnﬁmﬂﬁﬁwmmmﬁﬁéﬁ
BT 3R IS, HIHG, 3R Fafarwr o 381 & o GMP &
ﬁ@ﬁ%@mﬁ%ﬁmwa@m

Hd R g0 a1 iR ifFEfa &3t (G, Sii=-%9 Ay
fSargw) ¥ Al &1 RIFTER Ae & e Iugad AHu™
Tenfifear St §1

G GUTA Dl gAdH DR

L 3R Ui R Ry afedie  Sucsy el § a1 TeguivR

3T SRR faxm-Fdwt & aex ToyuoR Uefid #rdT g,
I 4T GR& BT STANT B |

. FH UBR

D A g

© S99 TG R faaR &1
D SS XicS 1 TINTE O W1 GR&T I=AT U5 |

3R HTH & ATEI a1 Tiafafey 7 ¢a o fRufaat, o a1 weriied
Tfvet g, ol Iferd TTed ug |

3R Y, Y, T TR & T A1 WU B! FHaT &1,
TORITeE a1 QX 98RBT 3T IREUT U |

© gcl 1 YANTRIE Hie § B B |

ISR @1 I Jdg! § §91d P 1T 1 off ! PR P YR W
f&oEd o) |

JuTTad giod HUs b o fore Ifad Siifei aw-ie! &
ST P |

. 3R YT SUTNT & SR 9T & Juh H 3 I UG ©,

@ PTH P P WM S B9 3G ¢ B yonferar 3R Jrem
MR T&H BRI

4/12




ﬂ@:?méa Qﬂgﬂw ¥ SER 9 MSD [ e

Dorzolamide Formulation

TeeHRT T=ned of faf: TY.31.09. FR; 3ffdH IR SR #xA &I dRIG: 30.09.2023
1.20 28.09.2024 28988-00021 Ugell IR SR} B & dRIG: 07.11.2014

TRINT & SR, SHT, U1 a1 §Ha= 7d $H1 |

TN HUS! B! O & a5l R I ST |

i & wHIdT IareH § geiifai oo ot geien, 3faa
AT RET JUGRUT, I ST iR uRR=ied uferarai,
NN Tegar AR, faferar FTRET iR sgawma

R ENEARISEIRRUIERES RIS Y
9. Wifa® vd amafA® ur
fammae S KR
1 : 32T Uy gl
Ty D STl Suasy gl
e Y Cg i D STl Suasy gl
Rt . 56
fraem/ds &1 augH D ST Iuds TRl
URYS Ide &1 fdg/Iaa= @ ST Iudas gl
@
i fag D e IuAsy el
EIESEden : STl U et
SR (314, 9 ) L Uy el
STTRITTT (GRd Ueref) D ST IUdsy gt
I fawpic 4T/ FER L ST Iudsy gl
SACRIeAr | (30
Hadfafae! ferie)
oY fawpic dar/ et D ST Iudsy gl
ST T (@8R
Hadfafae! ferie)
I ST © 32T U gl
0 I I D ST IuAsy el
e o SRR
g L ST Iudsy gl
PRENIGRIYEREGHY
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Dorzolamide Formulation

TR TRMeE ot fafd: T30, FR; 3ifdH TR SIRT #3A &I IRIE: 30.09.2023
1.20 28.09.2024 28988-00021 Ugell IR SR} B & dRIG: 07.11.2014
! A faergar : gorei
[ERISRRILICRCS] L 3T Uy Tl
S/
3N &1 auHH : 3l Judasy gl
3UYe & dIIHH : 82T U ol
Tigar (Fwpifae)
oIt : 3l Judasy gl
faepiee uRayd . fowples 5t
SIERAHRUT & URTHTT : g uerd a1 iy & shiefieRes aiffed et fasan T g |
3MUIfas HR LT gl
.
HUI BT AT LTy el
10. fRRar ayr ufaferaar
PIREIN : Siffspariidd & @R & ¥U A Fifed el
TG FRRAT g Wi A RR B
URIHeHy Ufafsharait © Ao SHRiBRS Tolcl & I Ufdfhar i Jbdl gl
EBRINISEEEE] I 1o
SR AT D SiRfieroiy ey
3qge yardf ¥ shifegw . Pl Tak aId (FoRed) 3Uged yard 1d e
11. fwrdsnfaa =
TG SREUT (THAUIGR) b aR © AT GRT TG0 H=Al
A THHRY 1 ¥ qud
BRG]
i ¥ Tuh
GIERCLICSG
JUAS TSR TR i Ta|
L 0R
GIEREIRCEY : fauTeh fasTeRIdT 3FHM: > 5,000 mg/kg
TWIPT: AT RIBT
3{dUd:

Dorzolamide:
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Dorzolamide Formulation

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

1.20 28.09.2024 28988-00021 Ugell IR SR} B & dRIG: 07.11.2014

g A faTadar . LD50 (JgT (¥2)): 1,927 mglkg
LD50 (AN (A13H)): 1,320 mg/kg

IR RERCLIESI] : fewgft: Se1 Iuds T8t

g =y fasTadar : fewoh: o1 Suasy &l

U & fore eeReed

JUAS TSR TR aNpd Tal|

TR A7 gfake

IUAS TSR TR aNHd Ta|

3dad:

Dorzolamide:

TrSTIf DR ‘

giomg . gD I 3HRE) P SeH

4O a1 TUS! GITE DRI

1 B gUTEar

JUAS TSR TR ipd Ta|

YT-UYTH B GITSHar

JUAS TSR TR aiHd Tal|

3dYUd:

Dorzolamide:

e of fore . ATHE Y o

YU (TRIUIER) & I 9 ¥ gudh

Tt e o

gRumH . HHGR IRICTEoR

STaTY] 99 "ereHRel

JUAS TSR R i Ta|

3AdUd:

Dorzolamide:

fSHICIBIRTe 84 fagr D ORIET o fhe: UG faue
R HUTHS®
GJ&I0T o1 foh e &R TR IR
TRI&f0T JurTett: YT gUIe Sy
iU HUTH®
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Dorzolamide:

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH TR SIRT #3A &I IRIE: 30.09.2023
1.20 28.09.2024 28988-00021 Ugell IR SR} B & dRIG: 07.11.2014
TRI&UT Bt fheH: IRR & T18R U] B BRI BT S
IaRad= gtemr
TRI&UT YTl TTS1oT 5rIeR IS SIsRe
URumH: FumdES
Theror o fore: Saian e faudia uftad &t sia (AMES)
URumH: FUmEG
RrreIBRc 39 faar . TR0 B fhw: geioiHied IRE
ToIfd: G (H139)
URumH: FumEG
FHERSADAT
IS TSR TR aNHd Ta|
3dad:

Il ; %(;E),ﬂ?(ﬁa)
T@IHE & IR ;
fram g9u & ford dudhs D 29|
(TUISR) g3
. 20 form/fe T IR YR
gfkomy . BUTHSD
feroft L ufshar a1 Hrfarel &1 & Hel § URifes e 8 Tahdn 31
I ; (H139)
T@IDHE & IR ; %
fram Tmg & R Tuds L 21 TARRIE
(TRUISR) g3
gfkomy . BUTHSD
3T foTaan
JUAS TSR R i Ta|
S CRCH
Dorzolamide:
3[Adr & YT D oYenr o) fp: Jdkar
TSIt TeT <), Gt 3R Hiar
TP & I HikdD
IR NOAEL: 7.5 farm/fsm amiRes yR
TR Tg] TR&0r A SREdl W B THIE T <]
TR RY S e wuyEl © oiem ot e fas™
TSI TR
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Dorzolamide Formulation

TeeHRT T=ned of faf: TY.31.09. FR; 3ffdH IR SR #xA &I dRIG: 30.09.2023
1.20 28.09.2024 28988-00021 Ugell IR SR} B & dRIG: 07.11.2014

A ¥4 Y fauTed ¥Rl iR 8 ure g

STOT - Uohd SIIf@H

IUA PR R FHiicpd el

STOT - SIg3/™T Sf@H

IUA PR R FHifcpd el

3AdYUd:

Dorzolamide:

A& 3fgad L ey Sl A (Ygd Rad URieH), TReIsexeR-d Yulell, 881,
X, ARG .

e : 21ef o1 RIG 3R&UT 81 IR Sa (SIRTRY) bl JH Ug e
Jhdi gl

U 19 fawraar

3dYUd:

Dorzolamide:

TRy L 98I Re)

NOAEL : 0.05 mg/kg

TEHRH & I . Afee

AT ST D AR, e

PG| Cogl

NOAEL : 0.05 mg/kg

LOAEL . 2mg/kg

TP & T

P gg & ford Iudh 1y

(TRIUISR) g

&g 3qgd D TRGIgreReRAd YUITaH, 81, Yo

I AR

NOAEL - 0.05 mg/kg

P gy & ford Iudh Co1y

(TRITISR) G

TRAIHIE & IRQ: Hifkdd

AT fauTerTdl: NOAEL: 1 farT/fdT RIS YR
RO T W YOIAsTeda gHTd 3R U1 gHTd Fad 3=
T =7 Y fauTead WRIH! W) 81 Ui Y|

WRieur & fb: fawr™g

IR ERERUIEl

TRHHTE & K HikGD

fomrITH® fauTadar: LOAEL: 2.5 fim/fem IRiN® 4R
OROT: M WR YOIfawTaita THIE 3R U1 UHTa Had 3=
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Dorzolamide Formulation

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

1.20 28.09.2024 28988-00021 Ugell IR SR} B & dRIG: 07.11.2014
e 3agd D IRCIZCERAd YUITe, g1, 3ad
AT W1
JUA TSR R FHiiepd el
Ud ™ & Q1Y 3gHa
AdYUd:

Dorzolamide:
3iTE & Tudh D SR 3@ B S 1 gHH, Yyl feamrdlt T, O ofFT,

12. uTifRufasta Jga=r

yiffRufae fauredarn

AdYUd:

Dorzolamide:

B E KA RCLIESKI] : LC50 (Pimephales promelas (Fegs fidT): > 1,000 mgl/l
fordm g & ford Tudh (TaRTUioR) 3 96 h

ST Td 3 Je-fed :  EC50 (Daphnia magna (dTcR Teil): 699 mgl/l

ERECCLIESEI fordm g & ford Tudh (TaRUioR) g3 48 h

STraTupsfl & fosTerd . EC50 (WTdhidd J&asiidn): > 800 mg/l

fohdm g & ford Tudh (TaRTUioR) g3 3 h
TRI&UT & [ YT-TRa H & Hhac
1 3N 3.4 S e Adw 209

TR 3R A AR

S CRCH

Dorzolamide:

Sfde 3rashHUIAT B & . giome: dg Tfa 3 3gefiford g areht Tt
Sfde SaHHUET: 5 %
fordm g & ford Tudh (TaRdioR) e 28 d
TP1: OECD Tiequr femnfader 314

TyTfad wifde J=u=
3d4d:

Dorzolamide:
fqureH Turies: (T :  log Pow: 0.292
SfFed/arHn
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Dorzolamide Formulation

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

1.20 28.09.2024 28988-00021 Ugell IR SR} B & dRIG: 07.11.2014
IEEE RIGRIGE]
3T U el
3= Ufded gHTa
3T U el
13. fAge= Hifgard
el & afie
/Y Y F1 T (e . P P AR H AT B
R faf et o=y s |
afa ofd D T fSas P I B gSd B arelt Baterel A g at
B & ford o S|
3R 3fgyT fafAfdy =7gt fovan Tam: 31vRgad SaTe & ¥U H
fAueE &L
14. UREg a1
JeRfga fafraw
UNRTDG
GRS I & w9 § fafafta T8t
315 T & T-31 ol 3R
GRS I & =9 | fafafta T8t
37§ TH SI Sit-Pis
GRS I & =9 # fafafta T8t
IMO JUBRUN & IR b | UfRag B¢
3{fef 3T T treae & forg oy et
IUANTHdt & fore faRiw graenf~ai
Ay el
15. fafram® g

gerf a1 frgor & g Rem, Ry, 9k wataror & faffw/faus
39 IdIeA & 3aud il sa<Rig A gfa @

AICS o Fyifa 78

DSL - Ruffa T8

IECSC - fyifa =gt
16. 3= GIT
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Dorzolamide Formulation

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

1.20 28.09.2024 28988-00021 Ugell IR SR} B & dRIG: 07.11.2014
e &t fafy © 28.09.2024
Sffafved SerRt
3T e & dhad & fod . %o H1d SDSs, OECD eChem ¥ 3fidla ddb+1d! scl, Scl
PRRIIED R GRASIG OIcd GisT UROTH a1 R IR ToieT,

http://echa.europa.eu/

foi® ey . RAamay
3 SEIAERE & quf ary

AIIC - RN TR Bt SiReferars el ANTT - SIford 1 g HiH uRag Toiell; ASTM -
3Tkt Tl uteror T bw - SIS &1 a9, CMR - BRI, ol I Yo faseT; DIN -
THA AF®HIHRUI TRM & U TF%; DSL - IR Ui gt (@181); ECx - x% Uifehar ¥ T
Tdhe; ELx - x% Uafehar ¥ J&F ST &R; EmS - SATITGHIH VeSgel; ENCS - HiSal 3R -4
INEAH® Uaid (SUH); ErCx - x% Jfa o) Uiifshdl I JT Tdbad; ERG - SATUTI@®IH Ufafehar
MEE; GHS - dfid TR TR IT7d REH; GLP - 3=t TANTRITET UT; IARC - iR TR SFHYH & fag
RIS TOIT; 1ATA - SRS I URde TARIUTH; IBC - YR AT § Wkl AT aret
TSI & fFHfoT SR IuHRUT & forg 3 HfgdT; 1C50 - 3MTeM HfYHTH FRIUTES Hdhg; ICAO -
i TR faHFA 16; IECSC - I # Hi@l I™H® Uard T $9edt; IMDG - SiRigh
TS GARAD HIS; IMO - RIS Tl W16, ISHL - STeife JR&T IR WA S (STUH);
ISO - AFSIHRUT & N SR WITSH; KECI - HINAT HIS[GT TR Sae; LC50 - TRI&T et
B 50% P Gldd g, LD50 - GIEUT SHTEIEl BT 50% P Oldd TR (A1 °dd WRID);
MARPOL - SIgTaTl & TNl Ft AU F o Sierfgha e, n.o.s. - 3 fAfEy &Y, Neh - forcht
708, NO(A)EC - 3@didd A foar Tar (Ufded) UuE ddhad; NOA)EL - 3@did- = foar
@fdEd) THTT TR; NOELR - TR-3AAGH-0RG THIF deM a2; NOM - 3MfsiRe Afdye- fam;
NTP - 1519 f4u-faq STiHH; NZIoC - T8R! &1 =gell o $dedl; OECD - 3id qganT 3R
a1, OPPTS - IS JREM 3R UGHUT ABUMH HHfad; PBT - RITR, S9-THHAIH0T 3R
fawred gerd; PICCS - WA 3R IR Tenf Bt iy 39ed); (Q)SAR - (AETEE) T
T3 Yey; REACH - I T¥e 3R IWE Uoiiprul, Hedidh, WUBR iR ufaee uikee &1
fafam= (EC) . 1907/2006; SADT - G-dlgdT 3{qge drgHM; SDS - YR&T 8e 2ie; TCSI - dgaH
IR erd 3d4est; TDG - WaRATd HTd &1 URag; TECI - U34S T gdedt; TSCA -
fauTert g iz sififem (Fged s SR, UN - ¥ga XY; UNRTDG - BIH®RS IHH &
URaET R UgH Y ST RABIND; vPvB - Tgd VIR 3R Jgd 9a-THAPU AFG; WHMIS - BT-
R[c WeRATD HHUT G- Yorel!

T JR&M ST =T B 3US THRA &I IRNG I ot T THSRI AR IH, STHGRT 3R Iy &
STIR TE & | STHPRY Y QRIET &1 J GHITH, TN =, Tfhal i, Terd e, IRag e,
fAe™ &1 quT Blsa & fol Haa Anfex= & FU H feomad far mar § qut fordt ueR &t aret a
TOTaRT T AT T8 AT ST | Juds SR TR TSR 39 SDS & XY R gar Wit had
fafry Tl @ Tefda € qur sps Il 1 farddt s Tt & o ® Ot fesht o ufkar B, o
TP UTed H =1 ST T 81, YA $H31 WR I e 8 Wb ¢ | It udadrait &l a8 W, Taie
¥ ifqw Iare T SDS-TMH &t IUYHIT HT SMHAH IR Tled 88d B, YA HA, Ufehar A
TYT T B & 3T 3ty 71 & fafiy ey o TFeRY ok Ry ien ot aeften o =nfey |

IN/HI
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