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(1] AT ORE Sz HEICERA TSV, (FEREL : 5 10 52HE12E)
(1) Email

Hello, Kevin.

We are sorry for our delayed response. I was away from the hospital due to a
medical conference in Fukuoka last week.

The bottles 5678901, 5678909, 6543216, 6543264, 1234563, and 1234570 were
all returned from the subjects unopened, and have been stored in the pharmacy
storage room. They will be stored as they are until a further instruction.

We are gathering information regarding the bottles which have been already opened
and are going to inform you in 5 working days.

Could you advise us on how we return the empty bottles? Would it be acceptable to
ship them back to you with the unopened bottles?

I hope this helps.
Best regards,

Ken

(FeAERIEDE D > 73)

1. EBEZ%CHT
FEANCE, F—D— FORXONEZEFEITDIES MHIEFNTNET, 3IREETE
[FfEEEES EIBRNEENTNDDT, EDBEHRNMNF—D— REONILO>MDER
WHDIUENDHDFET .

2. AF+=>%2 (skimming)
XEDOH TEBRREMRZHP, F—T—REEVIOTPYVII25M#HTI . EEEF
ERFEIINSISTDE 1 XB (FEVIEIFIUR) WINSITSTDRED 1 X (ZD
INSOSTDFREDORDINSTS INDDRENSENTNDTENEZ) RETT,

3. AF+v =>4 (scanning)
HMOTZWVERZXEOFNSEUE LET, FIXE, &ET ENnl BRZzEVNTH
BDEUET. [EN/Z] DREETH D delay A° late ZHRXHSHEL, ZH T DX EHHA
YT ET, FEICRKERBNET,
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(%R 1] 72 E X—JLORENENTZDOTL LI,
1. WITABRLTULE 2. SEICEFBLTLE 3. @XERXZTZERLTLE
fREMH . 2

A 2~3 1TET I was away from the hospital due to a medical conference in
Fukuoka last week. [JCiE{ER CHR{ESNTEEREESR (8&) D, WRZAMECLT
WEUTZ. ] EIBARTVWERIDT, [EfEF 2. KFICEHELTLZ LIRDFT,

<HEE>

be away from ~ : ~H'SEEND

medical conference : [#&i] EFFR, EFEH>TI7L>X

(3% 2] #WERENSEURSNTZR MU EARIRREIE T2 T U & DHY,
1. INTHRABRH 2. FHEH 3. RFHH

fRESl 3

(F#sR)

AKX 4~5 {TEHT The bottles ... were all returned from the subjects unopened. [#%

BREXD INTORNUAKRABE TR SN ] SBRXTWEIOT, [EREE 3. R
EIRDFET,

<FiE
unopened : [f2&qa] REFD, BMNTLVRL)
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REER_Basic I—X_B>TJ)L_fFEH & kR

(3% 3] #ERENSEIRENTTRNUIREE S RO TLETH,
1. HESHORIDFEH
2. IEEDOEAREMIATHRELTND
3. AXP(CEFERSNTLVRL
fEEA 2

()

A 4~6 1TE T The bottles ... have been stored in the pharmacy storage room.
[ (#8#D) R NLIFIEEDERREE CRESNTVND. | EIMRTVWEIDT, IEFF
(& 2. IBEEDEBRUREIMEANTHEREL CTL\D EDZE T, pharmacy storage room DFE
([C the (FET D) MDVTWDIESD, COREME(FEA—ILODXEE, ZEFHICR
(CZIBLTVWBDH ZRH#HLU TWDBCEZRUTVWET .. K0T, [BEED] EERUTVLET,
<HE

store : [fttEhEA] (CGEHIREY)) ZREITD, BEID

pharmacy storage room : [$%:7] FEEUREIEER

(3%R 4] RDOA—)LFNDEDEEDTLBDTUL&L DM,
1. 5EXRURN 2. 5E%XHHE 3. S5EXHUE
RE 2

(F#sR)

AX 7~8 TEHT We ... are going to inform you in 5 working days. [#A7ze5(3 5 E%
HBICHRIZICHBIMSBUE T | EBRTWEITDT, EARE 2. 5 EEHE D FET,
gliEgsd in (& [(SIRENSEZXT) OOBDKEDIFLAT] Z#FRUET . I'll call you back
in 10 minutes T9 &, S5 10 DRICITDIRUEBFELERT .| E1DFET,

BRHIC, &R 1. 5 EEHMAE within 5 working days T&U, #RE: 3. 5 E%H
LUF%(Z after 5 working days T&RUZE Y,

<FEE>
inform : [f@hzE] ~(EFET D, (XD

Xinform A of ¥)5 : [fh&hzE] ~(C--ZEEI S, EXD
of MRIFTTLE DD, EDRIE:AZFED TLBT—AE LI BMNTET, inform =
WBRR(E, BXITERLELL D,
i) BEBRTHDEEMEMRNFIE Uz &% CRA [DER LT,
BEENRE : I informed the CRA of interstitial pneumonia, an AE, in the subject.
ZE)RE : The CRA was informed of interstitial pneumonia, an AE, in the subject.
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(2) SAE #&E (BEREFhZ —&RRMA)

Subject 12345 was a 50-year-old Caucasian male. His medical history included focal
neurological deficit from 2010 to the present, loss of consciousness from 2012 to
2015, and headache whose start date is unknown. He had never participated in any
clinical study before. ( ) The
participant was withdrawn from the trial on November 5, 2015 because of non-small
cell lung cancer, the serious adverse event.

(2R 1] BHEEE U TERRENTUVDDIFRDOA, ENNS

1. &%
2. &R
3. BRfE
fEEA 3
(F#sh)

A 1~2 TET His medical history included focal neurological deficit ..., loss of
consciousness ..., and headache .... [#E&REOBIIESERMHRESE, SHHL, TE
IRETH D] EMMNRNTWNWEIDT, IEFRE 3. B8 ERRDFT, BHIEE LT 3 DIlIZFEE
NTULVT, focal neurological deficit &2UVWEEA WA TWEITH, DHNSRVEEEE
XU TERPHESD D E"headache" EFRREEBOEE NG D, [EFEEITET, BIRES
E> MMIEREICEDHEATHELL D,

<HIE&

loss of consciousness : [&3i] EEK

(3%f8 2] #BIRICADAT L LT, REEYILERRIEEND,
1. BERE(FINRNTOEBRBEZMICUICIZe, 2014 F 10 B 19 HEDIEER(CSMUTZ.
2. #ERE(Z 1 H 30mg & 5EHCEID TSN, 2014 £ 10 A 19 BITESH BNz,
3. WEREIRRRIAXECEHSE®L, 2014 F 10 A 19 HICSMDERZRUTZ.
fREm 2

(AR

AEDX IR EIERE L TORWERRITIRVWEETY, FIROXEZRTHFET & [HEREE
INFTERRICSMUIZC LRV — BERERFT - [HEREANOBRFERSHMNRIEEN
2l 13D TVWET . SREDEIREZ R THD EVWITNEEREN(CET DEHENE T,
A& SAE IREZJTH D, BEREKLSZRIE ULEHNERICKTONEIIODT, iRl
DOS5, KEEREDREHNHD 2. NREEVINERKE/RDFT,
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(35[0 3] #WERBDBRR(ERERILEERDTEN, BARSNTUVRWERFEND,
1. EERENBESORETARZHILELUE.
2. BERBEDLZEEER, ERIOHIRTICKDEEMESRSZRIEUT,
3. BEREDANBIE LTIz, iaBRERS M HRIESNTZ,
s 1

()

X T BABSNTWRWEREGEEND] EHDTECFITEFRELELLD. EROE
AR (C(FEREXDBERRICE TN DEXT,

B : [EEREBEOBER(FIRERIE LR TEn, BASNTUVRWER(EGEEND, |

AKX 4~6 {TET The participant was withdrawn from the trial on November 5, 2015
because of non-small cell lung cancer, the serious adverse event. [EXRBESRT
& DIFNREAEEFERE Uiz fcs, 2015 £ 11 A 5 HICHEBREDRRSIERIE SN/, |
EHNRTVNET . WEBRENDBRESHPIE SRS TZRRIFEXRGEESER (=HHAD
E{b) THD, BRERIETDRETZ UICDEEMTY, #IRAL 2 &FEREE 3 (FEcikh'ds
DEEZIBNFIDT, EMRIF 1. KEBRENBSOBRE CRRZRIELUE L1RDFET,

BEROPIENESOERBN, EENORETAMOMND (CK UV ERBRWE TN, F58 withdraw (C
BRI BT TEET, BiFE withdraw (ZBEEIERE S EEBZENSD D, LUITD
EBUHWSHDDET,

[B&h5A] The subject withdrew from the clinical trial study.
#HEREX (BESDOEET) BERAOEMZPIELE.
[fthENZA] The investigator withdrew the subject from the clinical trial study.
BRRRIEERMDEERE DRRZRIEUE.
X AhEHEE withdraw (FRENREDZAFND Tz, REREDIIU T ERDET,
The subject was withdrawn (by the investigator) from the clinical trial study.
HERE RSN (CaRREMEERMICEDT) FikESnrz,

<FFE>
non-small cell lung cancer : [%&:3] FF/)\HHRSATE
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(3) GCP

Subinvestigator: Any individual member of the clinical trial team designated and
supervised by the investigator at a trial site to perform critical trial-related
procedures and/or to make important trial-related decisions (e.g., associates,
residents, research fellows).

(3%fE 1) JBERDBEMICIITDDRE>EAIBZANELHSNTNDN,
1. EMERERE (CESO TV D ERREFRE
2. BRPREHEREMEF — LADAZ ) (—
ARICEFRIDEBRINREF TRV, BEREHBZEIT CET DA/ —
mEER . 2

(s

AX 1 {TE T Any individual member of the clinical trial team [ERERRERE/MEF—
LDBAAINN—DENTE] EBMRTVWEITDT, ERE 2. BEREERERETF —LDA>
= ERRDFET,

any ([IEEXPERBX THWDEFZURABVDINERBNET, any (FEEXTHAL)
BIENTE, BEXTEFRBAD-1T7 > REEARE [EAR~TE, ENTE] £W\D
BREIRDFET,

(F%fs 2] JBERDBEERD SIaBREIEER EDBIMR(E, EDXKSICEHSNTLDN,
. JaBREEER(CEdrSNIZEA
2. BREEERCERSNZ, BEUL(E, BESNTHSEA
. aBREEER(CERSN, KD, EESNTLDEA
frEm 3

(fzai)

A 1~2 1TET Any individual member of the clinical trial team designated and
supervised by the investigator at a trial site .... [&E&EMEMEL CRRSEEMMICK
DTERETN, HD, BEESNTULWSEKRABREREF —LDOBAAX/N—DIZNTE] &
IMARTWEIT DT, IR 2. SBBREEEMCERSNE, BULLIE, BEESNTULSEA
EIRDFET,

<AEE

designate A to/for &8 : [fthEhza] ~%&-- (C{Edn I D

supervise : [h&1EE] ~ZEIET D, BEEITD
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(4) GCP

The IRB/IEC should consist of a reasonable number of members, who collectively
have the qualifications and experience to review and evaluate the science, medical
aspects, and ethics of the proposed trial. It is recommended that the IRB/IEC
should include:

(@) At least five members.

(b) At least one member whose primary area of interest is in a nonscientific area.
(c) At least one member who is independent of the institution/trial site.

Only those IRB/IEC members who are independent of the investigator and the
sponsor of the trial should vote/provide opinion on a trial-related matter.

A list of IRB/IEC members and their qualifications should be maintained.

(%M 1) BMEEZEROERE(HMARELH SN TLNDN,

1. 5%k
2. 5%LUA
3. 5 &KiE
fEEs 1
(F#sh)

A 3~547ET It is recommended that the IRB/IEC should include: (a) At least five
members. (b).... [IRBEULKIZIEC (Fa.RIES5 A, b... NEBFELL | ERNRTULE
IOT, EREE L 58ULE ERDFET,

<HEE

at least : [ElIFE] 22K &6

(3% 2] ZEEDEDLSREHFMNMRE SNRTNERSRLD,
1. ZEREEREBE DR
2. EERBEREZEDOFEKES
3. EERBLRFTEDEIR
fEEs 3

(#RER)

A 10 1TEHT A list of IRB/IEC members and their qualifications should be
maintained.[IRB £ U <K (F IEC DEEZB BB LUREZEDER IMFEIFINRINERSKE
W] EIARTWEIDT, [EfEL 3. EELBLELZETEDER LIRDFET,

<HiE

qualification : [%&:d] &1&

maintain : [fh&hEE] FIFI D, #HFITD
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REER_Basic I—X_B>TJ)L_fFEH & kR

(5) EDC

Query Description:

In the results of the laboratory hematology test performed on 1 Jun 2016, the
hemoglobin is 9.8 g/dL. Is this clinically significant? If yes, the AE page should be
updated. Please review and update as appropriate.

(%fE1 1] ROTY—(ZEDKDIZREN,
1. MRFIIRBORER(CHDINEITOEAMEFERERET(ERLDH
2. MRFIIRBOERZEMIAZTEREHMLTLDON
3. MIRFIRBOFERN EDC (CAN SN TULRLVD(ERED
fREm 1

(F#sR)

A 2~3 1TET In the results of the laboratory hematology test performed on 1 Jun
2016, the hemoglobin is 9.8 g/dL. Is this clinically significant? [2016 & 1 A(C
Ehte U e MR FHINRBEDFER (CHDINEIOEMEF 9.8 g/dL T oz, CNIIEREREIIC
BRMETIERVDD | EIRRTNEITDT, [ERE 1. MRFIRBDER(CHDINE
JOEABFEESE CTEFRVDN LRDFET,

<HEE

laboratory test : [%&id] FRFRARE

laboratory hematology test : [&5d] MIRFHIRE

perform : [fh&hia] GHBR/RE) ZFEMIT D

clinically significant : [f2&38] EREREY(CERIR

(%M 2] 6L, BEER (AE) ZHEIDHE, BARNICESIARS LIEBRSNTLD

N

1. DT DREICTAE THDEZHREL, AEICKET DIFHRZEHI D

2. CoRREEEENHIRTUZ) AE DAS LT OIERZHKEL, AE (CETDIBIREENRT

3

3. CERREEEENHITLZ) AE DRE ETDBRZE#EL, JTU—(CEETD
fEEm 2

(F#sR)

A 4 1TBT If yes, the AE page should be updated. Please review and update as
appropriate. 65U, EESETHDA5(EL, (EDC D) AE R—ZZFEFH L TLIEE0)N,
BRORBBELUEEHZEHITD CLIEEV ] EMMARTVEITDT, REICEBERERRZ
E, [EfE(E 2. AE DB L EDEBZH#EE L, AE (CEATDIBIZEHRITD LIRDFT,
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EEEHFCREE, ROOERMERE, TUEXEE

(1] ROBRXDIFEMCRBHEIS UWRIRZIEIRES 1~3 KDBATLIZE0N,
(FEHMZEL : 10 xEEE)
(5%f85 1] BESERNMNERNEAS THRIRL.
The adverse reaction ( occurred ) with relatively low doses of this drug.
1. emerged
2. occurred

3. submerged
fRER 2

(F#sR)

[(BEESRN) RRALLZ] 2RI EFHZEIRI D255ECI., 1. emerged & 2. occurred
(FRHEMUTNE TN, Za2 7> ANERDET ., emerge (& [ CNETENTLZEEDON
I[WNS1, occur (& MISEHRHIRT S| TI., Ko, 1EfEIE 2. occurred E/DET,
submerge (& [TKEILDETF(CEDHD, KPICAND ] EVWDERTHREX (CHVEE A

<FEE>
relatively : [BI58] LLERYIC
low doses of a drug : [$&:d] EFAZE

(5%fE 2] MEDEFNRSNIHZES, BRICkRE5ZEHRIETDIIE,
In case hypertension ( develops ), the study drug should be discontinued
immediately.
1. will develop
2. develops
3. developed
REM 2

(50

SR ZIRIRT 2B C I, BIRRIRTOED, 1.RKA, 23875/, 38K TY,
FREEFR(L in case IMEL (BFEDRIDRRWN) FKEDIREZERT EIFEAN(CHD, EHF
[FRERERDET, KT, IEARIE 2. develops E/ADZET,

<HEE>

hypertension : [$4:3] &INE

develop : [B#hiE] (G HOTEERBREN) FHIRT S

10/ 16
ERDOEITER A - AFETNIRNT TS,
BT > - JL7 /Y - JLT THTE-
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(5%fE 3] GEfEN 4 HEIhSiRE 1z,
Headache started four days ( ago ).

1. ago
2. before
3. prior
RER 1
(zai)

[(~H) 81l 2RI AT RIRIDIFEECT. 1. ago (& [RENSEZXT (~H) 7l
ZRIKITDOTRERTHUET ., 2. before (& FEDEEDIFBNSZEZX T (~H) Hil
ZEKRITDDTTR TR THUEY,, 3. prior (& prior year [RIfE] IREDKISICHEEFFEL
THWED, prior to B/#% T [~dgillc] Z&RUET,
£-T, Ml 1. ago EBDET,

51 1) The patient informed a physician that headache had started four days before.
R (ERMICIER CVL\DEREID) 4 BainSiaE o7z, LRENELCERT.

{51 2) Prior to visiting the clinic, the patient took Loxonin because of severe headache.
Wbt (CRDRT, BEFOEVEEENDD, OFV - ZRALUZ.
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(2] BREXZHH, RERRICHD TVDERBRZERR 1~3 KDEATIZSU,
(FExEEL : 7~8 =2E1EE)

(5%f5 1] The subject recovered from ulcer and [ was discharged from the hospital ].
1. was admitted to the hospital
2. started complaining of stomachache
3. was discharged from the hospital

(ERMI)
WERE (PEBHNSEE LIZDT, BiUTZ,.

(s

TR [ERDS) BEURE] E>TVWET, &EREZER2 &, 1.0& TARULE]
THh, 2.1 [BRZHFAIEDHIE] E1R0D, XIRCHUWLERA. 3.(E HERLZ] TIDT,
BRORR(CH D IEBIRR T, IEA#(E 3. was discharged from the hospital &N ET,
<HEE>

ulcer : [%5d] BB

be admitted to &bk : [BE&IE] ABET D

be discharged from J&Fz : [B&h5] BRI D

(55%f5 2] A marked decrease in body temperature was noted in the subject.
[ His family withdrew the consent ].
1. His family withdrew the consent.
2. The investigator asked a CRC to review his medical records.
3. The used bottles of study drug were recovered from the subject.
BRER 1

=

ERA)
HERE (CE U VMEARIE T 258 7cicsd, IBREDKEN (AERSND) BEZEID T,
(F#s5)

KX 1XH(F [HRECEUVWMERETERSE] ER>TVWET, BREZR2 &, 1.
(I [EEREDORENEEZTE O TIFZ], 2.1& BARBRSEMEERN CRC [CHILTDRELE
fBRUE], 3.3 [ERRENSEREDEREFANNLZEURLZ] T, 2.& 3.(EXARIC
BT, 1L.IEBIRRICHD TLET, IEHEZ 1. His family withdrew the consent &7
NFEI,

<H:E
marked : [f2&351] &LV, BHIID
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(5% 3]
Query Description:
In the results of the laboratory hematology test performed on 1 Jun 2016, the
hemoglobin is 9.8 g/dL. Is this clinically significant? If yes, the AE page should be
updated. Please review and update as appropriate.
Answer:
[ The laboratory value was not clinically significant. The physician considered this is
not an adverse event ].
1. The laboratory value was not clinically significant. The AE page was updated.
2. The laboratory value was not clinically significant. I reviewed and updated it.
3. The laboratory value was not clinically significant. The physician considered this is

not an adverse event.
RER 3

(ERH1)

OTU—ARE:

2016 £ 1 BICEE U EMEFNIRBDRERICHDINEIOEAEIE 9.8 g/dL TH oz,
CHUSERERII ([CEXRIMET (FRVL\DN. EU, BEESETHD25(E, (EDC D) AE ~R—
SEEHFLTLLESV, BROREBEUEEHEBEHEITO TIES,

EIR=

ERRAR B DIER (ZEERI (CERIMET(ERAV) . EMFFABREEESBRT(ERAVEHIEL

A TIVA, RGEEBRE (1] (5) EDC (CEIE T DRECTT . BEIRIEOAIH(TILEL T

[EEPRRBE DR KERKRN [CEXIMETIIRV.] TY,
EIRRODBFEZR T &, 1. [AEDR—>ZFFHFTLELUEL, 2. [ZFNZRELL, B
LEULEZL, 3. [EEEASBSREZEESRCIFRVEHIRILIZ] EIRD>TUVET, RKRIEE
DFER (FEEARI (CER/METI(FRWEHIBT L CLDTTsD, AE R—ZDERIFHDFEE A
KD, BIRAL 1. & 2. (REY)/REIEF(CIR D FHE AL IERE(E 3. The laboratory value was not
clinically significant. The physician considered this is not an adverse event. &7xD&E
ER
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(3] SREXDEK(CIRDB LD a.h'5 e.DEBAZLANE X, IBEDIETE (TR DIEIREEZIEA
TLEE0N,
(FEEREIEL : 7~8 HHIEE)

1. F/REWERLUTO®ED., 2, i8E, X°"I—I)UK.

[ Major adverse reactions are shown below ]: rash, headache, and Meniere's
disease.

(a . major / b. below / c. adverse reactions / d. shown / e. are)
5EFB(CEDIERRZEATLSIZE,

1. a.
2. b.
3.c
4. d.
5.e
s 2
(fzai)

[BIFDiED |% below ZH\TERITIHE, WE + beEhFE shown below: ERDFET,
below DABICE following 12 as follows I EZFAWTHRIR TE XY,

<FEE
major : [feEaE] £, EER

2. FHIBEEDOBEN TRAIRS IS 50mg WMik5 N,

The scopolamine was administered [ in a dose of 50 mg ] for preventive action.
(a.dose/b.of /c.50mg /d.a/e.in)

4 BB (RDFRIRZEA TSIZE0,

1. a.

2. b.

3.¢C

4. d.

5.e

fEEm 2

(FZE)
KBEEERIRIHELUT, inadoseof xx mg ZEZX THETEL LS,

<FiE
administer : [fB&FE] ~Z1%59 D
preventive action : [$&38] FHEE
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5 2 [@ Basic J—RAREFHRFRTEDIEHE & BT

2FHE5T
A Basic J—X(ETA T 1 I B KUFHED 2 HMEEZWRICUTIRERER T, A
BREZCTHU\WSNIKREOERZETEALEBELU TN ZHEDIERERD TL)
F£9, HEIETIRNTERATHELUET,
BIESNTEA L DEBZR THET & 150 IR Z A DEE/HT. U
Z. XEHFE. BLUGEHROTNTNT 7 Bl EEEREINTOELUR., RERCE
BIDICE FJEOERZZIB/L., BRDBFORBICEBNTHHENHDET,
AIRTE(E CRA Y2 CRC DF5 2/ WEEFE TR DR A TMZHE COHEFEDFERZIEE UHiE
ULTWET, —EBREE CRA B UL (L CRC LWINHDEBTIRSBEMNSHEL
TWEYT (ffl: CRA@EIT : EZAHYUSTIRESE) .
1 B EWVWVDSIRSNTZRBIA TR A IRERE (CEVD FHO M EN S D128, %= I
M OHLRICFFEAHREERZEENGDET, EBEREZFANDFH (T E
DHDFFA, BERNRIESCEPRBIENREFEZTBAEZEE U THBEND
NET, HIZE. SEIOEEMITERACE. IO —> 3> 72/ DFEFENAN DN
HDFEUEN, Z<LDOANREREERD TWEUZ, BEEEEEOHEAEDEREL
DD EBITHEMENRNSDFET, EIETI<AHAWVWDIEARERIAIL WIET DR
BRAZEITHETELL D,
BFEBEEAFEEMEITDCENKIITY, BROFLSNTE. ZEENEK
DpDT—NPHIKRE T, WX TENNTVND DT T MOMEECHEEL L TH
TIEWIMNTU &L DD

HiFEMF (LR : 12, BRE : 74.7%)
SIRENNS 1 5BV U(SERGEDREEZ N, X2l 2REz HEL
FUI,
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