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et A . Peginterferon Alfa-2b Redipen Formulation

fFratansmyfdeat

ST : MSD
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P RIrAC] © +1-908-740-4000

IR Salh I TR © +1-908-423-6000

3-0d BT Udl :  EHSDATASTEWARD@msd.com

TR R e o ufaey

Repres wam : 3Nwey

IYINT R Ufadey . YT e

2. @R 9 yga=

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

Fffeor

STgA-1 & unT | B FufRd TFes ¥ SFUR WaRAS & T § FHifed T8 §

Sit. 9. 0g-affeeur

S fosTean : faymr &t

DI (Vad) Tl @Rl faumT 3

SI.T9.UY. d9d dd

SIfeH &1 foaea : ‘@

TP s SRCIR
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Tefaar/gdfau™ §aM N

P203 IUAIT I ¥ Uga quft JRem A= &) U &%, ug iR

JHT T B
P273 IIATERUT | Ble- ¥ URER He |

P280 & X/ I 3R 3@ T/ I&/01 U |

ST

P31émw€rm%ﬂ€rﬁ?ﬁ;ﬁuwél

HSRUT:
P405 HSR ad H|
IGCIELI

P501 . s @1 AUeRT Wigd o SRuvd HREH d

|

3= gIfat et aiumy Wy aefferwor 1 g

Y P T TP g1 IR 31l H Fifeb! Se gl Febell gl

Yd & 1Y TS g W 1@ J it STa SR @ § Yt 8l ghall
UfehaT, THIT 3T 3 WL & SR fAhied Yad-arg o a1 Jehd g

3. 3Gl BT HICASTHBRY

garf/fargor . fayyor
3qaq
TGRS 9| T (FY) - TR | ST (HEIRH) (%
w/w)
o-D-TIHIURMNES, a-D-TIHUTSHIRI, 6138-23-4 >=90 - <= 100
fgrage
Peginterferon Alfa-2b 215647-85-1 >=0.3-<1
4. UTyfire RifeeT & U
U I8 . 3R gHeAT 8 U1 adiad 31 7 @ o) AfSHd T J g B

_ Id T&UT E¢ e T Xebl b1 &R R H fFeifebedia Jeirg |
3R I §RT Y50l §1 9T : i I gRT U1 IR fordan S, ot it gefl ga1 | o S|

fafrcia wganT o1

3R 41 § Tudh gl e L g B R, R @91 B A 3R g U ¥ I B

T 9% T4 5 IAR S|

fafb it Tgdi o |
YN ¥ Ugd o g |

TN ¥ Ugd I o) Bl st avg e

IR 31T ¥ YU g WY L gfe offal o Tl Y o U ¥ ot aRE e
gfe e I 8 3R 9N} ., df fafeiia geam |

3R et feran so : gfe fAvTar 9, 99 ORd Ad B
it wganT o
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qgiaR ity Fraerar

BT =Y B A Y8109, R 3ifdd IR SR oA &1 dRIG: 26.09.2023
14.04.2025 19432-00022 Ugell IR SR} 3 & dRIG: 07.10.2014
Ul & |1 4 3] e Pedll HRa |
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BT IUUNT HRAT A1 (WS 8 )|
fifras & ol gemn L & SR TEaNT ¥ IUER IR
5. SRR IUT
Iuger i Hifsan ARSE ]
YT Ia-UfaRIe SmT
HIe- SRAHHIRS
X[/ T
SFART (M) IR S TeH - W
R &% ERA AR TR 4@ T ¥ AP, a0 WId B! SURITT T AL 4d ga1 § 3R
HIB! HE A T Bt § dl fawpie & Fyramr &1 Tebeh 21
E8 ITET BT U W & T T W1 81 bl B
GARATD &g JdIa] . PR MRSy
(31FT) T & IRy adies : g ITARIHS TF YA & S T aRfRUM iR Smg-urg
qTATaRYT & 3Hd Bl
I3 (Ssall Bl ST HRA o (o SIA-BoR BT YANT e |
SR TN AT GRIEA B < ST & &7 F &ifdgH dHeR Fapra o
EURCARCINIERE !
IFMIIH S U fRYTEE 3T @ o W, Wd-HafAd 41 SuHRo ugH |
JUHIU TSI TP IYBUT TRART e |
6. THI® f¥elier SUrT
Jufdass ey, RemeTd ¢ Aol eTEd IuHR0T TN R |

R Sfert Rl (Ts 7 3 ) 3R AfTRTd Jrefm Iuauil
& gTdl (TS 8 T ) BT ST DY |

; JTaTeRe H BleA ¥ URER R
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TXHIT TNy &t fafd:
4.2 14.04.2025

TY.31.09. FR; i IR SR TR P dRNG: 26.09.2023
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TS X 3R B Y Ab
& Uerd gd ik

. AP B B & Y, THE R 1 JagH gRT 3o fad o

T B
%awﬁ%ﬁﬁmﬁ(ﬁ%%ﬁwﬁmﬁ
I )|

d P! gl W THHAd 7 5 <, T d G T araraxor §
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39 THSITY F SFIHTT 13 3R 15 TS WIFHT A1 P Reprsrie
& IR T THSHR! &M ad g

7. JATA 3R USRI

R / o dfearE

RFea gryeH & fe
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39 erdf q &
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o B HY IR d¢ TP X9 |
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BAD, g9l 8 I A B! JaUHT [, 3R TIiaRo # HH I

HH O Q|
D oSl R U Ao fohd g fesil A ¥

YR drd H
Y PR G IRD 3G |
fa=Iv ety fafF ol & SFER YSRU |

. Fufafed ueR & Meae & Iy 9 3@

ot sileRftepufi Toiey

8. Sifw forizror / it gram

HRIRE =0 & AFS] & A1y 3aad
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TR TRMeE ot fafd:

3ifdH IR ORT #R4 & dRIG: 26.09.2023
Ugd! IR SIRI &4 &1 dRIG: 07.10.2014

I U T () | 9 UDR =01 U / YR
B Frong (SI&IUT DT PNERICK]
UHR) HYTCIA

Peginterferon Alfa-2b
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D EEE- gE
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© IS UeRIY ST & 3R RIHT SifeH &HdT & b &

3MTYR TR Iferd GREHD Tl Bl T |
310V QR BUS (G, TH, S, 3M1fe) T IUT b
I ¥ GUS §EU|
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Ty TR EIE T
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e foig ;3T IuAsY el
JrfieRur B R D el Iudsy gl
SaAIdT (319, 19 ) ; ﬁ%ﬁ%m&mwaq%amﬁmﬂwaﬁmﬁrww

|
SRIdT (@vd e TR E I T
I fawpie I/ I=aR TR E I T
SR T (TR
ottt forte)
FH fawpie I/ e T RIS E I T
SATHRITAdT ST (TSR
Hanfaferdt forte)
Gl CEIG] L ST U g
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10& T ;3T IuAsY el
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TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR ORT #R4 & dRIG: 26.09.2023

4.2 14.04.2025 19432-00022 Ugell IR SR} 3 & dRIG: 07.10.2014
SIRABUN & ORIUTT : g uerd a1 iy & SR aiffdd el fasan T g |
AMUIAH UR L STl IUdsY gl
HUT faRand
HUI BT HIY TR T

10. fRu=ar 9yt ufaferaar

UReR : ftifprareiddr & TR & T § Fiffed T8
T R D I W A RR B
gRwmeTy ufafaarait : ﬁ%ﬁwm&mmq%amﬁquﬁmgﬁww
|
A HTRTPRS Tolel & Iy ufafhar e gt g1
EBLINISEEEE] : g, Saren ug R
Y DI T4 A AP |
ST st L 3fiepRuli Teleq
3ge gt ¥ shfew . I TRk aId (FoRed) 3Uged yard 1d e
11. fawrasnfaa =
T 3REUT (TEUISR) H aR I GRT TG0 AT
T TSR < § qUh
T
3ffE § Tudh
GIERCRIESEI
IS TSR TR i Ta|
3dyd:
o-D-TIH TSNS S, o-D-Tq USRI, f¥grase:
g M fauear © LD50 (JgT (¥2)): > 16,000 mglkg

TPT: OECD Ttequr femmfdsr 401

Peginterferon Alfa-2b:
g fawradar (RUSH & 3/ :  LD50 (8T (R<)): > 20.1 mg/kg
) TERBTH & I SRR

LD50 (§cX): > 9.8 mg/kg

T & oY ermeTlSa
IUAS TSR TR i Ta|
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TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR ORT #R4 & dRIG: 26.09.2023

4.2 14.04.2025 19432-00022 Ugell IR SR} 3 & dRIG: 07.10.2014

3{dad:

o-D-TPIUTSFINTES, o-D-Tgd IR, fSgrage:

I G R | 1|

GNES] :  OECD Wieur femnfder 404

gfomg | =T G E

Peginterferon Alfa-2b:

PG| R GER | 1|

givomy gD I T B ST

iR A7 efaktsa

IUAS TSR TR aNpd Ta|

3dad:

o-D-TIDHIUTSRFITGS, o-D-TgH UG, fSgrage:

IR RS | 1

G :  OECD witeur fe=mider 405

gRomg 3@ H e T8t

Peginterferon Alfa-2b:

Sl Do

gRomg . gd®! I 3Gl Y e

4T 91 THS UTEIBT

1 B gUTgar

JUAS TSR TR aiHd Ta|

YTI-UYI &1 JIATETar

JUAS TSR R i Ta|

STaTY] 99 "ereHRel

JUAS TSR R i Ta|

S CRCH

o-D-TIH TSNS S, o-D-Tq® USRI, fEsTase:

fSHeIGRE 87 fag D TR 3t few: dadifear Teeh fawsta ufvads &t S (AMES)
TP1: OECD Tteur femmfdsr 471
R HUTHS®
U1 f fobe: IRR & S8R TRAl &1 HIfRAe613M 61 S
IaRad= utemr
TP OECD Tiequr femnfader 476
iU HUTH®
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TR TRMeE ot fafd:

Y. 81,09, 9 3ifdH IR ORT #R4 & dRIG: 26.09.2023

4.2 14.04.2025 19432-00022 Ugell IR SR} 3 & dRIG: 07.10.2014

G&(01 I fbe: hiHTeNH TsRRH e¥¢ o fagt
UfRumy: BUdS

fSHICIBERICT 3 faar U 31 fw: FereRRc (34-faal Aaferas 99 w1
gIgcoRicd e, DA TATORI)
ToIfd: G (H139)
TEHHRH & IK: ZeUReHad SoeRm
URume: BUTdHS

Peginterferon Alfa-2b:

fSHeImaRe! 87 fagr Ot 3t fpw: faudta Iafkady _a
URuMe: BUTHS
TRI&01 I fore: TR fqu=
TRI&07 UITelt: 7F4 farp s ey
URumd: BUTHS

fSHICIBERICT 3 faar D GE B fore: H-dIal HIgshIgaRiiay ¢
Tt G (T1349)
UfRuma: UMD

FIeEDT

JUAS TSR TR aNpd Tal|

3T fauTaRTaT

IR &SI Ug a1 Tohall ¢ 1 3T R &1 31 Ugan Tebal B

3aUq:

anﬂaﬁmﬁmanmﬁmﬁﬁﬁmm

AT & YT qﬁ&rmﬁ%_f &l Uit GG faTerid e
TR & IR: e o
TRIHT: OECD TRIeUr fa=mfdsr 416
URUmH: 0D

MR RY P MR RYUE] :© Ge0 $ e yor-miw Rig faem|
USIfd: g1 ()
TR & IR: Fre o
TT: OECD Ulieur femnfAewr 414
UiRUmH: F0MHD

Peginterferon Alfa-2b:
el & YHTd

© ORteur i e BRI / IR T Tl faserg

gelifd: §eR, Aial (i)
TS & T @l & A
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Peginterferon Alfa-2b Redipen Formulation

TeeHRT T=ned of faf: TY.31.09. FR; i IR SR TR P dRNG: 26.09.2023
4.2 14.04.2025 19432-00022 Ugell IR SR} 3 & dRIG: 07.10.2014

WRI: 0.35 fArettamm ufd fam
IR THCH Ashd IR THE

ST faNTeRTl - 3ffha D ORI {53 T YT & SR W fAwT W uidgd THTd BT Wy
e fBrell 21, U R 53 T v & MR R b
3R TS &l IR UAgd UHTd &1 ¥ 9ed A g

STOT - Ushd SIf@H

IUAS TSR TR aNpd Tal|

STOT - SIgI/™T Sf@H

IUAS TSR TR aNpd Ta|

3dad:

Peginterferon Alfa-2b:

A& 3fgad D IRCIZergAd Yurelt, ufireft 93, gaarfe ), q@ﬁqwﬁr
WWH(@WWW SRR, 4T U yoTeR, 3irE

e : aﬁﬁm?@ﬂ&r{wéﬁwm(mﬁw
Ugdidi gl

U QRIS fauradan

3qYq:

a-D-TIH TS S, a-D- maﬁtrmm‘r%a fSerage:

'l o (HISH)

NOAEL © 8,289 mg/kg

TAIHTH & T ;

fram g9u & ford 9udhs : 90 Days

(TRITIGR) G

GRICa :  OECD Uiteur femmfder 408

Peginterferon Alfa-2b:

PG| ¢ e (HI3Y)

NOAEL :0.0038 mg/kg

TAIHTE & T Ty IR

fra gy & ford Iudh - 9d

(TRITIR) G

wrofifer LRl Re)

NOAEL © 0.0042 mg/kg

TAIHTA & T Ty IR

P gy & ford Iudh : 30d

(TRIIIOR) G

PG| DAR

LOAEL : 0.12 mg/kg
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Peginterferon Alfa-2b Redipen Formulation

TeeHRT T=ned of faf: TY.31.09. FR; i IR SR TR P dRNG: 26.09.2023
4.2 14.04.2025 19432-00022 Ugell IR SR} 3 & dRIG: 07.10.2014
TITHRA & IR G o T
fpa ag & o duss : 30d
(TRIUTGR) g3l ‘
&g 3qgd D Xad, Ry A, wfored
I DR
NOAEL © 0.015 mg/kg
LOAEL :0.077 mg/kg
fpam g7g & ford Iudhs : 3 Months
(YERTITSR) g . -
&g 39ad L YT Uy UUTTRR, gadlien o, hard Arel dF (Aed -Ray
Hraen), Sy Ao
AT GeRT
IUAS TSR TR aNHd Ta|
G S & A1 3gHa
3dyd:
Peginterferon Alfa-2b:
Y R T80 AT L 3R RO TN, TREIgexeIed Teqe!, HFRd 3(aulg,
EEERIE
12. gIRfRufa@TT ==
T rRUfa® fawmer
3aUq:
a-D-TGHIUTGRHIIES, o-D- mﬁmﬁﬁm fegrase:
R EARCNIESI LC50 (Danio rerio (fTsiT fth=T)): > 100 mg/l
fordm g & ford Tudh (TaRTUioR) 3 96 h
ST TE 3 Je-Ifed . EC50 (Daphnia magna (dTcR Til)): > 100 mg/!
ERERRELIESE] fordm g & ol Tudh (TaRTUioR) g3 48 h
R g . e R 202
aTal/STeg Wt ol fawaddr Z3RATYo ( Desmodesmus subspicatus (Eﬂ ] (Qc_\sﬂ)):

33.6 mgl/l
fordm THg & ford Tudh (TaRTdioR) g3 72 h
TheT: 3 3.4 . T 3w 201

EC10 ( Desmodesmus subspicatus (Bﬁ?aﬁ'lﬁ (QcTsi )): 13.82
mg/l

WW%W&WWW )83 72 h
TheT: 3 3.4 . T 3w 201
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Peginterferon Alfa-2b Redipen Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR ORT #R4 & dRIG: 26.09.2023

14.04.2025 19432-00022 Ul 9R SR} 34 &1 dRRG: 07.10.2014

Peginterferon Alfa-2b:

FhIc IRl BT ipad
Jiforardt Sierer fawTedar 3l Judas gl

IERCAINCANNELCLIEREI] ST IuAs gl

TR 3R rashAOEar

3dad:

o-D-TIH TSNS S, o-D-Tq@ USRI, fEsTase:

SfdP STHHUIT B &HdAT : ORI G & Y TG D Rl F SaHHUGR]
CRIEES S BEEEIN]
Sfde ATHHUT: 68 - 74 %
foram g & ford Tudh (TaRuioR) e 28 d

Peginterferon Alfa-2b:

WIH SHTHHOCT BT & © uRume: YAl & 1Y UIdhidd diid ¥ SahHuBR]
CRIEEESEREIN
S SAHHUET: 63 %
fordm g & ol Judh (TaRuioR) gam: 28 d
TP 3.3 4T3 O M ST 3088t

TuTfaa e waaq

3dYd:.

o-D-TDHIUTSRINTES, o-D-Tgd IR, fSgrage:

QTSI TuTiep: (T . log Pow: < 0.3

Sfia=el/ar) I 3.3 W . e Faxr 117

fardt & wfa=fieaan

31 U gl

3= Ufdpd UHE

31 U gl

13. fRruer ifgard

frem & e

/N I 51 e (e . PHo P AR H AT B |
R faf et o=y b |

v AfdpT ;o) S Bl 3% ) eTSd B el heliel & Srargapeti an
T & ol o ST |

3R 3T fafAfdy gt foran mam: Svrged IdTe & ¥4 H
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Peginterferon Alfa-2b Redipen Formulation

TeeHRT T=ned of faf: TY.31.09. FR; i IR SR TR P dRNG: 26.09.2023
4.2 14.04.2025 19432-00022 Ugell IR SR} 3 & dRIG: 07.10.2014

e &3

14. Ufag= @
JeRfga fafraw

UNRTDG
WRATS It & TU & fafafid T8t

315 U &1 -8t ol 3R
WRATS It & TU & fafafid T8t

31s tq S shtdie
WIS Il & & F fafafag T8t

IMO JUBRUN & VIR UIh | UlRag &¢
3mgfef fae T vrede & ferg @y gt
IyanTHal & fore faviy "aurrai
U]

15. fafram® g

verd a1 fyyor & forg e, Wy, SR waiarur & /ey
39 IATeH & 3rauq fAwfafaa ga<iie o gia €

AICS o fAeffa T8
DSL o feffa T8
IECSC s fyffed &t
16. =4 AT
e &t fafy © 14.04.2025
Sfafived JeRY
3T Xiie & Adha & ford . &= HId SDSs, OECD eChem ¥ 3{idlke ddb-te! Sel, 3T
TINT fobdl o Gl gIcd Wiel IROMH quT TRIUgE RS o,
http://echa.europa.eu/
feTie ursy . e amad
3T 3SR & qut areRy

AIIC - Sl Ol &1 Siefems g, ANTT - S1foid &1 P YH oRag ToiEl; ASTM -
et TR Tteror TR bw - SSl &1 I9H; CMR - HIRAOH, TS a1 Uoi-+ fadar; DIN -

THT AASHIHR0 TRIF & U 7F; DSL - Eﬁﬁw?fﬁiﬁ(m ECx - x% Wfdfshar ¥ JeT
TG, ELx - x% UfAfehdl ¥ Se! AT &; EmS - aﬂqraww ENCS - lﬂagish?qq
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Peginterferon Alfa-2b Redipen Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR ORT #R4 & dRIG: 26.09.2023

4.2

14.04.2025 19432-00022 Ul 9R SR} 34 &1 dRRG: 07.10.2014

INEAHE Uaid (SUH); ErCx - x% Jfa o Uiifehdl I T Wdbad; ERG - SATUTI®IH Ufafehar
MSE; GHS - afi® TR TR I77d RIEH; GLP - 33! TANTRITET UT; IARC - iR TR SFHYH & fag
SRIPT Toldll; IATA - SiRISIY a1y uRaed THIRNEM; IBC - YR AET § WaRAD IEGH! aret
SEToll & fAAT0r SR IuERr & g 3f SfgdT; 1C50 - 3T SHfdway FRiUTdS Hdba; ICAO -
RIS AR {3 T6; IECSC - dIF H Higal IMRH® Uerdl & 34l IMDG - SiaRigia
TS GARAD HIS; IMO - RIS Tl W16, ISHL - STeifie JR&T IR WA S (STUH);
ISO - AFBIHRUT & Y STRIFTI WITSH; KECI - HINAT HIS[GT TR Sdes; LC50 - TRI&T SMarat
BT 50% DI Uldd Hdbad; LD50 - URIEUN &Gl BT 50% &I Uldd QRIH (1 °dd GRIP);
MARPOL - STgTSil & UGNUT &1 JAHUH F T SRS GHe; n.o.s. - 3T Y 78T, Neh - faredt
708, NO(A)EC - 3@didd = faar mar (ufded) Uy ddhad; NOA)EL - 3@didb- = foar
(% d) TUTE WR; NOELR - TR-3[GAH-917 UHId daM aX; NOM - 3w Bfdde fAaw;
NTP - JPTI fIu-faq™ SRIeH; NZIoC - JTEHT B el oS $desl; OECD - 3id FedNT 3R
9T W&, OPPTS - IS TREM 3R UG AHUM HHAfaT; PBT - RITR, Sg-THHAIa0T 3R
faured uenf; PICCS - YO 3R IMMfE yardf Bt ety gdel; (Q)SAR - (HETHD) TREAT
Tfafaf Yey; REACH - TRIUIT T¥e 3R IWE UsiiRvl, Hedidh, WeR 3R ufadsy uikee &1
fafaw (EC) F. 1907/2006; SADT - W-<itadT 3qgc dqHH; SDS - YR&T el Tie; TCSI - aRar
RS erd 3d4est; TDG - WavATd A1d &1 URag; TECI - U3As T $desl; TSCA -
fauTert gt fdzr sifas (Fged sy SR, UN - §ge X1Y; UNRTDG - BIH®GRS JHH &
URaET W UgH Y ST BN, vPvB - Igd VIR 3R Jgd a-THAPRU AFG; WHMIS - HT-
RJcT WRATD HIHU Y1 Yurel!

U GR&M ST =T B 3US THRA &I IR I af T THSRI AR IH, STHGRT 3R Gy &
3R TEI & BRI B QA& &1 W JHITH, T B, Uiehal A, Teg B4, TRTE B,
fAe™ &1 quT BlsA & fo Had Arfex= & Tu H feomad foar mar g qur fordht yeR &t arel ar
TOTaRT T [AFGRT T8 AT STE | Juas St T TSR 39 SDS 3 XY R ggart TRt had
faRry Tl @ Yefid € qur sps Il &1 farddt s et & Tae ® Ot fesht o ufhar B, o
TP UTed H =1 ST T 81, YA $H3A WR Y e 81 Ghd! ¢ | It uaadrait & ] 8 W, e
¥ oifqw Iare H SDS-THH &t ST HT MHAH I Tled 88d B, YA HA, Ufehar A
TUT T FxA & 30 3Ty &1 & fafkiy Tee! & THeRT 3R Rim1iei o weiten &= a1y |

IN/HI
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