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<ERYD : 15> (AN MRAN (G2 FRA) (T FEAAAR - &, 20112.21)]

oY g4 (4F)
(Modafinil)

49 - 8%

d el

19 13, 138 200mgS ot AFRSG(BE)FHAL.

(1€ 13], 13 400mg TA(E8)T L IS 2JAT, 200mg FHAET o 2 2%E Y
e Z4E FAs dEuth)

EdelZg, Alo]E222Ad Z2-& CYP3A4 71AGE e HERqAdE &3 240 o]Fo|x
org U},

HelAl g, Z2 el =E, fUEA(EE CYP2COE 54, S-vduUEdD 2L CYP2CIO thALS
Tl T2 248 FES £ Ay PEFoo) o 280 dAHE2 TP BY 2 B4
o A& e He] e]Fofrer Pt

%o kA B4 AL 2F A £%F9 1/22 et (100mg/day) Foshd AL,
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<EFYE 115> [AZAR SAAA(EAA ARA) (FFSARERE- F, 2011.02.21)]

o

2a3d G444 (A7)

(Modafinil)
gl F N

1. 332

1) o] kg BEIE B F 2S5 F3o] MALH B P%oﬂﬂl M-q %‘—%
HA FS FE YJss FAAAt w}l o] g 23
o AEE 23 ARAHGG 47 SsaE o4 == GE ’Q.’FHZ‘#P_E H 49 2
:{‘:]__T.‘_F.,]o:[o]: "15_].'1:}' x3d —‘]}‘]'t' 3'5‘_1_.;:}7}_ 5_.%:1. 7 7;'
wg yrix] FE 2 25E AFEdA & 5

2) LA o g BEIAE HA% ojde] BN PUH N3 Fue] 8TFHE YAE @
Aol 23R 9 QT o] e o} rlxmm A§HA FES Fa Yo

e QAAE ABN 2HEA-SSFFE /H5AS ot 17, WHE BB Hueg
14 TH ¢ Wgd) AaFa OIE A97 2HI7A HW) BAAA oF 08915659 F
BDHRYG. 1LF 715 AR He(ed, TE, 4EFFLE)F FAY 497 49 D A
o gde) ¥AFEE 2] X 2 Ae FF 13Yelgith Aok we 380%el ok @
A FTAAE )28 Ferh BANHA wsth 2oude] 49 94 24 AT wza P
FRe] EuHA °"9&'3’r(4264‘ﬂ“" 0%).

Adad Zzeol@AlME E=gF 2EHEA-EL£FEE, EMHERFAAEHF(Toxic Epidermal
Necrolysis), &A% 719} ‘_’}l"é FA4<L Tutg o¢E YA (Drug Rash with Eosinophilia and
Systemic Symptom, DRESS)S X3t AWES st Azg 23] Alg F ZgdA A
AAZRez wad v ot 2osd A43 #&A a SABAAANLH ST 2HELA-ELFEL

o] ¥REL A H T(underreporting)E 918 T A BrM(underestimate) = Rog welEdA =
), o] v} A2 E(background incidence rate)S ..L#%H—‘_‘- Aol Yut QA o) E AzE
A2 ZAge ALNE 2T Az B9y g 1-27 ot

2oy gy gdd dae 28 Aol AGA4E 44E & v g 2qde g B
oYy gaste S Azs $Ae A RE ALdM X2 Al F 1-55 Alold] LA
For. e A7) A5(d, 3R} FxE B Buge F4E AT qHM, A27ez ¢
Ao AR FE AFE ¢ Ytk

FA A 4A] Eosid 84 TAShY, 2] AZdeRE A 4FT WEA dFse R
& A58A 9T U ZEY ) BUNA BT TALEe] ohsE Yuez F W
A g A% VY @ 2 AEE Fesde ¥ A2 Fool e 4¥e AYs

A gFHQ Ao 2 AL zHsE AL GHIAA XL = AT

) WBHE W WP 2 WS : ¥TT Y R-o]4AAY 2RI E AEE LS 1595
gol @) V@ BRAEF A7 e DU, A2, 1BA Aol % 1144 uF
Yotk Bone AP YANE of 2 A7 BAHR ke, moisdd ARF FEeIA
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2ag Ho) Yk YAFFN} ohl@IAA(FURE, ¥, - 95, 7% 13, gus
3 7] 2ee 73»% 4 nad B FASE T4 T ek 3 Ams

4) 471 S  ARF ZPA Hi 119 ARE TEE OO At So) Zogy
o A=t ‘“e"é‘?_ AR AT FAANZI3Y, 29 4-339)E Zm AT 21 Aest
IES YA R =5 AFAHA Z2AE 4o & Ak Uy @
2l ‘"Jr?’]ﬂ& SRS H?%M“l‘—]r ARAS A589g 2oz 4y R '
oy FFE T dFEY f(EL T2 7BAS BY APHoZ wdo WAL
BT HE BE FHLEE 4HEE, Zl°°‘ H1A2HA A, %eﬂﬁ%z# H A HEATF TS,
RETFLF, 2AqF42F), £2FF, FIF 5o dd. 7z iﬂrf{_kﬂl < RYH ¥l
2, 97| AFHA &L THE 71 AFAAME o] Fde] AT F gk ]
&o] AAsw, o] °ko FAE FHAsteor Fir,

5 FAHE T4 1 _olds A=A Aol JP AAAME A8 F AsHes T o)
gz 249 of £- Awd B4 e BUHAo] o|FojAek Btk wer mrisd
A2E AAHE Fool AT AL Eoug 2S F05n ATAHNE duh AW, S

o, 2z, BW Sx okEyrgd Wl gl BAdA o kg Tol¥ Wi Feol

el shshsh Beol gloh Bele) gl @t Fgolol AsAe o 43

145 %

AEFEGIAAE, AABY EPo] IUIdE ASPe BN Badyc mosve N8
LT BRE ANl ¥H S 4nE FIUA FUHYdel B muSUS BUY AN
50l wAY A, As: Fesldel wd,

AN T 2% 4

Egsde AAM 24 E: 2% 3
Aasol g, EnvdE JswE: §A4E oF
HTh B} Fyol w¥B B AE Fuol &7

G234 A
suAgos $=4 Fdr dr BAE TA/EF 4B =7 sxMdel done FouA

ok .

4 2t AuA 4%
susy g os 3
4 g Aud A% ¥
AsFge a7,

A ool 9 =2 oFdE £ T FUIEE S A,

=
4 £t ome Foigsl PueY ok Btk Wk 4] YaSE,
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Gl
wrslge A4g SAss] dEe] $wel Fael Foser s

6) AZT# AY

E03d 88 AAer7] A ECG dAl7l AFRD, o|4dA o] HAY AAE Fosd ANg &

aesty] Ao AR HAEVLY] A P JFE Polop &

EOuds Foivd @A HdH HelFEsrt FriHoez U Hojor dinh FAW =
FTEEZFY 3P HFE AXE 2rAd RS FASD AAHSNA Hot R A8 2 |

e I s s el L e 2

Fosde FAMEY T faRsg

BHol UE BAY ojHe FF4F FEAE FALS
T X e AYSHA @geh. o] F4e

2. T X FASA ArHgA L.

I 9%, /%

2) Ao}

3 FEE " FTFY nEY £A

4) ®A9 &3

5) o] ¢k Ao #RFo e #A

6) o] ¥ {9 FHID oz AFEQ A S (galactose intolerance), Lapp FEE#HE

Bl e ok

3
B
o
8
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3. 5 BReE AF3] FostydAle.
1) B4tz &zt A% A&7kl KA o#aet of & FoEiof FU

2) 7F7] A9 H§ o] Fg FoIEy] Ao AU AL AgA ek YT

3 REQ Bxe AL o] & FoiA) "<ty AarF4rr ZUHA Hojof U o] AR
A EA7F B2 A AF 498 2EYE R sHef U

4) o)ek2 HA4H =Y Fol HEA ECG ¥, %“-E HAY £ CNS A=A _roqq] oE &
Eg 9539 Q4] gl e BAAAE 27 & o] wrFA I

5) $&%F, 2F(ZETY w3, 2 99 HAUA %5&—% A gz R olHE AW 714 o)
g #31e AL o] F& Fo] A FAE GFANE + sy

B) AR =& HF 7|FHe] A AR B "‘”—4 4 E FF + JFUT
7 AZE 17)% B de B L, =L TR ASH] ojdutgo] T
Jeng ALFRE FAF AAEE Ao HF%’—“]E}*’L%E}

8) FUE 227 AE FAe] Z$ o] AdE st dFUT
9) AR A% 2715 2 A7)% Aste wat o] ok &7 xFe] aelEojok THTL

2o QANG Y/EE HY AT F XA HMIHHT Fosdg Fous
156192 #AS BAo2 g YAANPoM, A5 TP g o2 AAHE ojfubgo ¥

)




2011-02-21 14:01 From: 05026045062, To: 027021206  Page.008/014

= ted Zo.

o) & E3 (2100, ESA(>1%, <10%), £33 SA(=01%, <1%), HEBHEYASS 2
s SANEE setslr) e A9 '

77 E8A Bay olyekgwe e TEoz Bxtel o 2%rt AWAUDL FEL BE Au~F
o, &F-oTHolx, WA ol ABAD

=
Eati AR, Bw, Beh 22, WANA Aw, ANV A AS TS, waola

37 9l : sEA), HREE, ASYH, AAY, o)AF, AR, MARA B, 22, T4
% AEd, $Fol4, 2803, SEdg, s, HEE, 9d, @512 CNS F¥, A

™

o7 @7l : 7194, AW, A, G ABY

4
EFA 4A  BEEY, 7)1A Ft AY, HEE HE AFYE, FHES

5) Bl /A2 7] A
S5 A FA  wol Ay, W=, HAF A

EoA : Aot
EaA 9 Aol GTdR

[ SEEA-FEE ZHP(S]S), EASAAXNLHZ(TEN), AT 74k 3
AAH F4S g oE WA(DRESS) £ AZE 3f 9t

8) thA} 0 ook o]y :
oA 2 2857
o4 gA L 22daU2PT, TIY, Fuy, &2
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9 ) 5 HIA -
Eotx] oA FAFFTE, I PHAF

10) B A -

12) QA o] L TojR e A
£57 : 283 35
A @A g2EE 2F

13) A
E3A : 7| 5AY oo s 43 dFEe] ALP 2 r-GTP2 =771 #ad
E5RA @A BCG o)A, AFE0 2 Za

of oF2 YR oR T2 WHS ER LT AR RS odd2 FF WA

el AAE 344 @AAMNBAAM o] oF Fo] A 0349 F 1608 21 0%

£ & ZTgYo

CEEEE Aok
£ - -
(n = 934) (n = 567
=¥ 34% 23%
2% 6% 5%
EZFFT 4% 3%
A4

5 3% 1%
2% 1% 0%
AEAA 196 056
g 1% 6%
A+ 4% 2%
A V| HEAg 2% 1%
A4 1% 0%
0EE 196 0%
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za 11% 3%

HA} 696 5%

B 5% 4%

TR 4% 294

. &5 496 1%
&871A ] 296 1%
275 At 2% 1%

At L 1% 096

Ty ¥ 1% 0%

TE 1% 0%

A2 35 7% 3%

=9 5% 1%

Heot 5% 1%

oA H & 5%% 4%

& 2% 1%

Z¥zho) 4} 29% 0%

e 294 1%

R b Z53U%F 1% 0%
=54 196 0%

=50 125 094

EF 1% 0%

A= 126 026

TFAHERE 1% 0%

A=A 1% 0%

71 1% 0%

LY 3% 1%

Aua Ko 29% 1%
A 22A™ 296 1%
o 296 094

Ha/a 2 | EATEDRE 1% 0%
oF A 1% 0%

NERDS 1% 0%

SEEH | gess 196 0%
ozt g 1% 0%

th AL/ G A T3 1% 0%
o ar 1% 0%

o) 2 /5 4 A Gexd 194 0%
o)A 1% 0%

o] 3 A ) g 1% 0%
= 194 0%

14) 3 A F B39 o] duhg
O TRl ARANE Aste] 6 ET 697 BAE dFez AAT AF F A2 {HA
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d 2EFHELS FEFHY AnAAS} AEelo]l 5.9%(4IN/BI7E, 492 HIEHPD, F FHA
e HEEF, 24T Ag7A A 29%(207%/6079), EE, 7F 59 AWNNAA A7t

Al Felldl £514%(10%/697%) ot kB AMABAZ AT 4= Qg=
£& 5.0% (35%/697%, 427) oln, £5 14%(10%/697%), 24 1.1%(8% /697
/6978), HE&F-Z 09%(6%/697%), |75 04%(3%/6977%), A3EF 0.3%(24
/697%), oA 8 ¥, T+HAHZR, F271 2 0.1%(1%/697%)2 BaHe. 43 23 FEFHueg
S FZ 01%(1%/697%)7r ¥ St

@ W AF F E2AETHANA 27t gl BAbe FEAlE 2 @& AN dE A
FaEAE BHEo HE FolHoR & Aoz ZAHUT (50%(2%/49) Vs 5.6%(39%/693%),
P=0.018)

@ F AR F AT, o] k& 2 £% FdE Ao, IFA HItAA 487 54 ol
gtz #Hrieo] BRaHAT. FheAde] vz HAE Age WA, G9EEE AR 2 g
S AHESIAV ATV AMEetE A 2 ' FEAIES oAV 2AsE AY A Foz A

2) FRFAg Fa : o] & sy o] FmA o] ZTAF EF(International
Classification of Sleep Disorders: ICSD) X s 22 % A XA (The Diagnostic and
Statistical Manual of Mental Disorders: DSM)dll whaha #@tlg 2502 HuWs Frly &R}
A BEHo)op Ak o]T|d AZE o/ Bud LA WAFAR o)Fo|AH gl
Aol AAE 258 4 ok 4% @3t 2EY IAgFAS LA FE=ET & A olde
naAdE 7H2 4 gt
3) o] & A5 FAE fuslA Feozn LA Jdo, CNSH AFgE F=
5 Ut &4 2= 74 27 73
o giks 4FE U3 ANy BuHel A $oRE XE o) & T 5A
2o e A geva A YA Py AP 71A 22 Foser Pt
4) o] oF& THE AAEFA °FE E(psychoactive agents)el HlE] B2 &HE f¥ste Re] 39
HRAAT A7) BLA g2 F 75 &R wARAL SREHT
5) Als AA o) BRH(FF creatinine clearance = 16.6 mL/min) ¢) ©] ¢ 200mg F <% modafinil
o HE =FATEY e ZASA FRAG, AA A7l HPAE) HEH EEY QAL
modafinil acide]l WalHE B & =&ALE YEAF YL
6) AABIL YAV e A DA @AM, B NG v wE) modafinil clearanced] 7
Ak whal o] ¢k ZEFEtd Fodfef Yo
7) o] Sk ANTA Mot BetA YHF, ny¥ P HZ wHo] gl B A #AE F =
Arz 238 ALEHA gtoen 8T e FAd#A AL Fr)1HoE RUE I Ho ok
T
8) @7|zHEAL o) Hlm AYM FGEUEF ste] o] FolBA A Hfd Hluwd
Az, PF 557 L o7 g QAR eZ KT wsyk GE5E BAT. 2y o] dF
A BREGLE Alge] F Fga E2MAG, 9 Fof BRHO.7%) ) K3t ojekg R
Ao o Be uE24%E FEYFEo]l JEFA FAYAY F7t FAEE AASHEH
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AA+ATEE/AEE FFEAAS] 4TS TFNAL W PUYLBY TdE o] o TG
A A 34%9 A BAAA 11%2 ok W 2 £ DU o FAfTNN WY =
e ae 3747 Ro) uigAsn,

6) % Ao sl 0F ol gl vl T3l WAYA @pEUTH B A AND A5E AL B
Az lo] thal B71ZE Aol Ther 7129 ARAAE YAselor YU,

6. FEFEAE
Eos2e CYP3A4/S BAle] fxe) o3 Azt Zo A, £Ex ofske] gdm, JAdRoZ
o BaeS GANTA e oz 2T

D) ~H20lE oA : BrnEsl CYPIAYS §Ed) ol 2uzols welas §840] AT
B A gaNe Hqel gAey =X Rzagel AWAD Ha
8 Hoe g8 Eowd B 22 FeE 2% Eet o]5 avld 4xz eyHG

2) B-&A : rpaee] A V-2 A ST SSRIE CYP2DES o3 F2 gAl¥n. CYP2D67F
223 BRE( 10%e FmAtAlere)el A CYP2CIOZE T8 BaE gAZE=RY o Feo3dith B
HdE CYP2CI9E AT & glor= o)f fXH F¢LAE ALHFOR FAg ok gt

3 FZA=A : Carbamazepine ¥ Phenobarbital?} #-& CYP BA4& §5% 7
el WeRdye wrovgde PEEES H2AA $ Ao 2usldd ol § CYP2CIg9e] Asjst
A4 9 CYP2C9el ¥A 7154 ufd, Phenvtoing ECH U 4 Tojiid HAZo) FAD
4 3lch. BRAE-L Phenytoin 549 F4bel Ref sruelgy] solef gt Erisjde] g 27
T ZA A Phenytoin 8F FE wtEZ ZA-o] HFsirh

4) F3NRBAZLLE

Methylphenidate : ] 2k(200mg)3 metylphenidate (40mg)e] W LRI FE FFHE F
a3 wEe =sA 29}, shA W methylpheniates} W84 o] <o) FFE ¢ 1A AA2
4 §leh

Azg AR ohE-8 2% (multiple-dose) A4 H|(steady-state) A EelA, Eom2
200mgs 19 13) 793 Foistz, 1Y 400mg7iA] 2143 T3t 2osd AR 22-28¢ &
of 20Hyd 19 &% Fof 8A7F Fo methylphenidateE 19 20mg T8 A, ZoaLe ¢
EF Yo ouigle WalE deodA @idth

Triazolarn : ©] ¢F3} ethinyl estradiol®] ¢FE4Z 24 AT )4 ethinyl estradiol HEFHES
9)a WA WE=HL Y3 ZL v triazolame] @3] £80.125 me)e] FAHAT. Triazolam
9] BFCmax®r AUCO-co& zZ+z}t 429, 52%7HA T2 sA5 2A¥A7]E o & Fof F o 14
 FAFHE.

Monoamine oxidase (MAO) dAA : MAO 9AAMSe 45 APL FAA Fd, 2 B=2,
2eo g MAQ oA A o) &s FA4T de FoFfof ot

Dextroamphetamine @ A% A YA T3] Fof A @l modafinili(200mng)
Dextroamphetamine(10mg)e] MEF A= F GEo G5 Fag W& z#stA Ao
e} o] ¢ke] 4 Dextro amphetamine® HEF 94 & 1XZF AALD & o

AZar A9l ThE) - £ FE (multiple-dose) A4 (steady-state) A @A, 2ri3l'd 200mg
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2 19 13 797 $83, 19 00me7A 2197 TG Bohvd A2 22-289 S =g
e 1Y &3 Fa 743 Fol dextroamphetamines 1Y 20mg 5% A1 monde) oz s
ekl ojugl= HAlE doF| A ekttt

5) 8834 : 2oidde] ofg CYP2C39] A 75 A W&, Warfaring 2o=2dd g7 5
R AHAGo] g4AE 4 Y. Fovd Foo A 249 Y3 Fet 9 woiEd L% WA
G FolE ZSEEY AlZe] AZ|R oz B UE[EEojof Fh

6) Ethinyl Estradiol : ¢] €& 74 B¢k 200mg/Yd Fo ¥ 279 59 400mg/Y £d o4 7
HAx}ol Al ethinyl estradiol(0.035mg; norgestimate® 7% )& Cmax® 11% Z4 < AUCO-24¢]
18% %27t VFERR T

7) Cyclosporine : o] ¢k3 CYP3A49] 7]Z <l cyclosporinerlo]le] 4&E&A£9 shs 22 o)L
AP 4149 Fd dAdA RnaHRT o] ko 200mg/d ¥ s Fo| cyclosporine
T FED 0%7HA AR T FEL] 24 AL F Ao dFHE O 9450 W
A AForZ F5REL cyclosporines] Z7E tAle] &§ Aoz Z=54T). Cyclosporined]
4% x4do] Basit

Cytochrome P450 isozyme ¥ THE HEAE oA, FEsAY dAalEbd: gl 454 7}
A} ¢ Diazepam, Proopranolal '@ Ormeprazol o] CYP2CI9 tiAle] oy 2 AA5E &
2 wouda 7 B A4 fo] AAF £ Jor2 e Havl aTATE QEY, in
vitro G el At DAEAlA AFE CYPIAZ, CYPIDRG, CYP3A4/SL EY #f%%, in vive 97
A Zoddol §ESE FROoBAM, ofF BAEY & JAHE B EFFEE T2 AT
gy o]E oEe] REAS TAAE T AUt

AL g AT Zas £8% A A AHE BT CYP3A4/AS 7SN
Z Asgo] 9L £ glon EI, AT A CYPIAY o& & <dgo] AS £ ASS AASA
™. & ZA, Cyclosporine, HIV-Protease # 3}7, Buspirone, Triazolam, Midazolam#s} 52
Calcium channel blocker 2 statinAl $FEE0o] gt 189 FHuelA, £2]d ROsdF FA
o] Cvclosporine2 Fo we A Cyclosporing FE7F 509 A7 o] ¥nsAnt.

=W

In off |

e

7. Al’é“ﬂ axd qE Fdq
Zo] NAo) ARl Le BASY] U AT FEAC YFE AEE FEHA dEFY
t’r.

8. Y&, FHAd AT o
oJalZe] WE Frimlde] Al RBJL AfAH T SEAHNNE AHEANS 2P0
Zosjgde o 17]{1- Fot == F9AQ WAL A G AYdHdAA FHAA et B
sge AT s)de] FHE FAAASF glens I BF o Friave] aFAG
o] & Fed o -V%é BE AR wosigda QAFst Zf FoE Fu|He Ao BIH
Ak, Zumde $5717F F¢k ARSI E rET

r 3
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4

9. ot W@ Tl
WY D GEAe) 5ol 9x wow, YW ¥ AWwe P FARH ojgutgol WA
% %+ gong 19 Avs 2od gB Eaa: He A Qe

10. 2GR hgt T
2EAS 7% D W)E Asel BE o] o) §¥ P waHol A FUT 654 o
Ao M ¢A4 R FEANS BYIA Yo AseA 8t R WAL,

11. 5 FoAlg] AH

o] o OE %= T E GEDY WEAY g B4 % M NS FALe de Aok
A tERrdF A, A& B2 B4 2L FHAAA F4 TG, BAS Ze
A Ws gl Mo n¥t, FEH 2 APAANUD

FEFEFA A GERVE FR F4E EUFoR FEENCY HAAR oos] AT Fild
HE SEF SAc B2EHA Iy 28 #F 5& A BALEF 7% 2 degA
TUHEE T35t 1xF BX 52 #/E] stdel 1 F7I7F glow AEY JAFS nHF ek
YD FEAA S HF FAHelv 2 43 e g AlES AREe AEE US

=1
=
Ed

.

12 7= dal o

o] 4> ARFAEN g Y 5EHS T A, FE FHFAAAZEFEH] Fo] FIE
Azy, A2, 3FAHS AT, o] % =l AEFS FH¢ BHEIF AL EFARS =S
FNNAAR, 257 AFH FHE FrAE AL oyt

Agold ke AeHHT NES F3 o] ko] FHAAZ AGeo] YU MLy IF ATAME
o]%g FEAZ FHRIH7ZIE #c} 53] opdi £ ERA (d,HZSH b E, I, @bl
) d&o Aol YE 8 M ATt FORA |3k FiTh EF o] kS BEF
FAellM o] oke] o & EE FEo] AF(, NEHF FE E= okE ZUrl VEIYE=R FEG
“oF FTt.

13 A FelAY
D ofgielsl £ 7 g Aol 2asack Jun.

2 ANYRE AT B & Q& B 4707 Ae MBS R xBIAH} T
D 248 F3a e §719) BRo $A Welet Gk



