Re27—8o—t EIMSD /A

Cloxacillin (with Peanut 0il) Formulation

&S WETB: BBES: BiIEIZRETH: 2024/09/28
8.0 2025/04/14 4267847-00015 #EYERH: 2019/05/09

1. eZRREUSHITER

EZEHDET . Cloxacillin (with Peanut 0il) Formulation

HieEosHaH. EMAUVERES

HIEBOSHEIR : MSD

1FFh : 1-13-12, Kudan-kita, Chiyoda—-ku, Tokyo, Japan
BEES : 03-6272-1099

BEFA—ILTKFLR . EHSDATASTEWARD@msd. com

RREREEES © +1-908-423-6000

HER A& R UER L OH R

HEAZ R D KEsA

{H A LEDHIE |

2. BRABEHOEN

L&D GHS 7758
PFOR 25 R 14 S
KRBT RS

GHS S RILEHR

IERREXIEY VR : %

TR - R
BIRE LS ORI FULE—HEERGERS T TN,
H334 AT 5 &7 LLF—, HA (F) BRIZFFREEE
SEHTN.
ARES RLHE:

P261 S X b/ AKDRAZEITHZ &,
P272 BRIN-EERISEEEMOHS BTN &,
P280 REFREFERT S Lo
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RET—2V—F

€3 MSD /) e

Cloxacillin (with Peanut 0il) Formulation

&S WETB:
8.0 2025/04/14

BHEES ATERETH: 2024/09/28
4267847-00015 #EYERH: 2019/05/09

P284 R+ HEE. FRFAREELZEHRHT S &,
HRIEBE:

P302 + P352 FEISICf1E LI=15E : EEDKTHES 2 &,
P304 + P340 (R A L1=154 : ZROHEEIGATICFEE L., MFIRL
PTVNRBTHRESEDZ &,

P333 + P13 EISHIBRIIE LA () NELIGE : EED
PR/FUTERITDHIL,

P342 + P311 MEIR(CRE S BERAH =154 | EEIZERT S
&
P362 + P64 BREIN-KEERE. BERAT HIEEICILRE
45,

BEE:
PS501 AEY, BEREARBINI-NEBHERICEET S &,

GHS A HAIZEZY L E L b ERAEE

HMEZTL,

3. MR URSTER

tEYE - EEYDORXF BEY

5%

=2 CAS B = 8= % w/w BRATER
)

Cloxacillin 61-72-3 >=1-<10

4. HRHEE

— BRI 7 K/NA4 R

W®ALGE

REBIZE LI5S

RIZA-=-1B&

EHDGEL, Ko TChBNEEFELICEENDZERE:
Zit5%,

ERMNRSICIBE. THEIRMLAHIIEEIX. EEFDIETE
Zit5,

WUAATZBE., FiEZEROBIABET 5,

IR L TLVELMEAIZIX, ADMREREY .

MR A NS IS CIXBEERAZIT,

EENEZZ(T5,

EBML-5E. EBICEEERITALEZSEDKTHEHLNRT,
FELEKRELUHZER <,

EENEZZ(T5,

BEADRIZKIREXD .

HEBFERT IHNELITES,
FHEEL LT, KTERZ%E%T 5,

FEMNHY BT ABEICIEEBREETESREZIT5,
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RET—2V—F

€3 MSD /) e

Cloxacillin (with Peanut 0il) Formulation

&S HWETA: BEES BiIEIZRETH: 2024/09/28
8.0 2025/04/14 4267847-00015 #EERLB: 2019/05/09
RARAATZIGE RAAATEZIER. BEBICHEAEEL,

RAMERRVCEREERDOR

HEELGHIRER

BEEEET SEDRE

EEI Y D HAEREIE ¢

ERDV BN DS ICIXEREETERERT 5,
KTAZEXLCTT

BEDBRET. BFEOWE EMOFRES (FIZESE. K
EX %, RISTEHETSERE) B IMRIEND
YEI,

FULE—HEERGEECTEEN,
BATHETLILF—, FA () BRIIFRR#EZES
BEN

HAMAEEFBLDREITEREZLL, HESATLSR
RBREZFERATH L, BREOFREMNHDIEEE. HESD
BYGEANREREZSRBOCE (HE8Z23H) .
XEREB S URMEREZERITH &,

5 KKFDEE

) 73 K

> TIFR 5 A LVE KA

KIEFE

it 7 )L 3 — )Ll h
ZEbRFE (C02)
3R H A F

HMEZTL,

HEORBIRAEN RREERD~DBREIRRICEEZRIETEENHD.

HERGEIED S 2ty
BHRIEEY
EHREEY (NOX)
WmELEED

BRDENTE WIGOIKIR & BHAREICIE C CHEYGHENFRZRALS,
RAHDBRERINT 5=OICKEEET 5.
RETHNIERBEI VT FERKBEN BT,
REgMrDBRESED &,

HREITSBEDRE KKFFIZIE, BIGXMTRHBEERT .
REEZERT .

6. WHFFDIEE
AMRISHT HEEEIA. RE @ REEZERT D,
BERUVEAREE REGWMYHZELDT N4 R (HBTE3HR) . EBARHE

RERICHT HFEFER

BoHERRICEN B8 ZE3H) .

RIE~OBHZEEITLH &,
REEHELTHLG, bNPIEFENELEDS,
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RET—2V—F

€3 MSD /) e

Cloxacillin (with Peanut 0il) Formulation

&S WETH
8.0 2025/04/14

BHEES ATERETH: 2024/09/28
4267847-00015 #EYERH: 2019/05/09

HLRAODRUVREDFERD

2

LEFHICIEEDIDEHSC GFLRAHEIEFAILN)TIHE
12& %),

FBRINEEKEREL, UnT B,

FEAZ L K BERTEHVESIE., A BERKIERT 5,

TEERRIM TRIRE & S,

ZEICCENTIBE. MRIRZEZECEOHEYLH LADFHE
EHELT. GABBVELSITT ST E, kRRICERLEE
MERDITRVEFLIENTEZEHHEEICIE. BURLEY
B EY G RHNRET 5.

REYME B TRIRFITRET S5 &,

AEMZERE. BETDIRICE, A BEEBRESLIUVEDOR
Bt~ TRET S &, TOMBICERSAEHMEICON
THLRHETHD. EORUNERSINLENEHET DLEDN
H%

ASDSDIEB 13ELVI52ENT, HABBRESIUVED
ERFDEEDY .

1. BEVWRURELDOEE

&Ly

53010
BFr#R, RS
ZERREIRFER

Ffih ] 8
BAEXE

(T EMHLERMREREDRDZFEIRESHE,

B EMI[EED T TOAMERT %,

BRIEOKRRIZAF TN,

SRAMERERALGNI &,

AR FTZLN,

iR&DEMZEET S,
BISBRBERAEORRICEDE, EXMHOBLES L UREED
EITREICHVERYRS C &

BREERALTEC L,
FTITREHNHTLDA, BEURE, 7LILF—, BiEF
= T B FRMMFRBEREICHNY DOFTOANIK, FFRBFRIEYE
IFBAEMEDFERICOVWTERMICEH X (T OLENH Y
F9,

RNPCEEYZEHLL, BE~NOBHEES/NRIZTESESF
9%,

EEALH

BEOFERAFICIEENE~DIEL BOFREMELHHIHE(E.
EEBZROBELIZTA IV VTV RTLESIURE D v
T—ERELTSESL,
FERAPERERVEEZRILY S,
BRINEERKIERGHOHS BTN &,
BRINERREBERT DRIICKET S &,
T7oNTADMBRAGANL—2 3 VIZF, To2=7
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RET—2V—F

€3 MSD /) e

Cloxacillin (with Peanut 0il) Formulation

BiIEIZRETH: 2024/09/28
#EYERH: 2019/05/09

&S WETB: BBES:
8.0 2025/04/14 4267847-00015

v ho—ju, EYGEANESRE. BUGKRRLES K WS
RREFIE. EXFEER. EFXERSEERFOEROL
Ex1—28CRENHYFETS,

RE

RELGREEY BYILESRNILDODNFEBRICANRTE <,
BELOMYED S,
ZEOHEIZH>THRET %,

B E ROVBFEHEE N> L LITHEE LA
BEREF

RELNRB[AEMH BWESROME: S1RA L,

8. I EMILRUREIEE

ERREICETIRDHNRBRR/HFERRE

%3 CAS HBS BIZ (BB | BEEE BER | H#t
£E) #E | FBRE
Cloxacillin 61-72-3 TWA 100 pg/m3 (OEB S
2)
SEHAIEHR: RSEN, DSEN
| B EER Y HIR | 100 pg/100 om2 | PI&D

B PH R SRPEREAEETHICIIBEULEIOC =TI IEBE LY
HERMEFERALET B, BFESELZWI A v BER
) o
R REERLVREZRET SO, 2007
SEBIIRBRTICEYERSA, WESIZHRUVLERES L
HBEAHYET,
ERETOARL—Y 3 v THNIEENAMFIFZBHEL L
FHA,

RiER

MR FAGRER B BMBEREENFATELRNMEE. FEIX L ETE
THEHA FS54 Vo OEEAENDIESBATRSINE-BEE,
WMIREREFFALEL &£ 5,

TANB—BA4T MAHFHEARRERADESS (4T
FDREE
ME MEAEFR
BRDREE Y4 Fo—IL it EREREDL LLFT—TILEEFRT 5,

FEREL LIIEZERICROSVVRE, S X+, T70Y
W ENRET BIHEIE, BULAI—JILEERT 5,
BMLA. SR+, HLLEFI7OVILIZENERES LSS
AR HBIEAIE. T —XP—IL KL LLIZFDIEFELD
N7z —REOTOTFH avEBERLELLS,
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RET—ZV—k €3 MSD /) e

Cloxacillin (with Peanut 0il) Formulation

&S WETB: BEES BiIEIZRETH: 2024/09/28
8.0 2025/04/14 4267847-00015 #EERLB: 2019/05/09
RERVEARDRER D AZ A LB LK EERERAI-—FEBERALEL LS,

9. MEMETLENER

MK RE D BAR
& DOREA
R D BERER
RLoLEWVE)IE L T—8%GL
b e R E B L T—A%L

BRXINBRRPBEER @ T—24L
AIRE (BR. KUK .
AIAE GRAK) DT ahL

BRETRARVERELRR AIHARR
BREHEDOLR /AR ER @ T—527%L

&

IBREGHEDOTR/AIRTRE : T—42%4L

&
CIPS= D T—=AR%L
NERE D T—=AR%L
pH L T—A%L
RERE  T—AR%L
BARAFENEE D T—AR%L
FhHE

EFE (BhELTEER) D T—AR%L
DR

KiaH OB

n-A49 48—/ KHEREH  EZRL
(log &)

AR L T—R%L
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Re27—8o—t EIMSD /A

Cloxacillin (with Peanut 0il) Formulation

&S WETB: BBES: BiIEIZRETH: 2024/09/28
8.0 2025/04/14 4267847-00015 #EYERH: 2019/05/09

BERV/RIFHENEE

tbE L T—A%L
EE . T—A%L
HXHRBE L T=RIL
BRI DORFEMELGL
&Sk D AHEGITRRIEEME LS LTI ESALGL,
SFE LT84l
FLF 45 1%
FFHAX =

10. REHERFRGHE

Gt D RISHRERE LTIESESI ALY,
LR E S D BEORETERE.
BRAEE R ATHEE D BBUOEBERIERET HIELDH D,
BETBHREEN D OMREL,
BffERmE o ERMEH
BIREEL D BERY D BRAEELGSBERDITA SN TULVRL,
11. FEHEH
AR H L RERBOER © B|A
RS &
)]

RICA-=5&

FoliE-1id

FIFARE R IERICE DK R Y NETELLY,

B5:

Cloxacillin:

SMEE (&N © LD50 (Z v k): 5,000 mg/keg
LD50 (% 2 X): 5,000 mg/kg

AMSsH (Z0MhDRFR) : LD50 (%2 R): 1,117 mg/ke
RERZK I

7115



RET—H—F EIMSD A v

Cloxacillin (with Peanut 0il) Formulation

&S WETB: BBES: BiIEIZRETH: 2024/09/28
8.0 2025/04/14 4267847-00015 #EYERH: 2019/05/09

LD50 (% 9 R): 916 mg/kg
BEZK: FIRM

LD50 (= ™ R): 1,500 mg/ke
BERBR KT

LD50 (S v k): 1,660 mg/kg
IR kA

LD50 (S5 = k): 4, 200 mg/kg

BRERK RT
BEREEN. Rt
FIRATRERIERRICEDCBR Y DETEAHL,
B
Cloxacillin:
||z L F—ARTRLTVAOTHEIATULEL,

BRIZxd 5 ERGIREGE BRI
FATREGERICEDCRYDETELL,

JE%

Cloxacillin:

Bz L T—AATELTLADTHESNTIVEL,

FEOR 28 BRAE1E I3 &R /B R

BB

FULX—MRERIEERITHEEN,

MO 25 R 1

WATBHETLILE—, FA () BEXIEIFREEREEZLZTETN,

D%

Cloxacillin:

BEODIRE "3

FHERAD K D ERDORBRAEEDORKIFEFE XL HY

R D B

TEAAD R D BMEERRICK D E ARBICIERSRRBEMENFKIT T S AIEEMEAS
Hb

R C B
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REF-5v—h €I MSD [ v

Cloxacillin (with Peanut 0il) Formulation

&S RETH: BEEE BiEIZRETA: 2024/09/28
8.0 2025/04/14 4267847-00015 FE{ERLA: 2019/05/09
4 REHIRRE RIR M
FIRATRE G IERICE DB YDETELL,
7% 0
Cloxacillin:
invitro TOEEEHE D REBRAA T MAEMERWSEREALT EHER (AMES)
R 2t
BE: AERIE. BUTI2PELBON-T—FIZED,
in vivo TOEEEMN D OHRERA A T IMEEER
. T9X
R fEH
BE: AERIE. BUTI2PELLBEON-T—FIZEDL,
FEh A
FIRATTHEAIERICE DR Y DFETEALY,
D%
Cloxacillin:
&= L F—AARELTVBDOTHEINTLEL,
EhEEH
FIFARE R IERICE DR YDETELLY,
B4
Cloxacillin:
HIRICX 9 HFE D OREBRA4M T S HAEER
B oy bk
BREZK &0
4 5B H: NOAEL: 500 mg/kg A=
R ZREICEEEL, , EHENTA—F—~DEEEL,
BIROFEE~DEE D REBRAA T RE

& oUx

BEZ® &0

FAFE M NOAEL: 100 mg/kg AE
BR: FRERH OGN o1,

HEgA A T HRE

& oUx

BREZK AN

FEHEFE M NOAEL: 250 mg/kg 1A=
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RET—H—F EIMSD A v

Cloxacillin (with Peanut 0il) Formulation

T HETH: BEES- BTEHKETH: 2024/09/28
8.0 2025/04/14 4267847-00015 PE{ERLA: 2019/05/09
" R BRORB~ADEEELL,

FERNESREN (HEETCR)
FIRARRERBRICE DR YNETELL,
FERNESRENE (REFICR)
FIRARRERBRICE DR Y NFETELL,

REERSEMN

B

Cloxacillin:

i AN

LOAEL . 7,000 mg/kg

BEZH®K D FERMA

A% 55 FF ] 4 98

fiE K © {Em#¥E

RAAEEN

FIFRATRERIERRICE DR Y DETEAHL,

AEIZHT B REBEEHER

B4

Cloxacillin:

®A D EE BBEATERENEZSZENH S,

RIS DR RS
BE HEZRBTH LD H5.

RICA-T=-15& D EE BERETSIENH D,

RAHIAATEIGE D ER: BIERIITHEEELA H B, BIE AE, KT
B BELEATIIRENRE LS ELAH S,

12. RIGREHER

e
F—a1L
BEE - SRR
F—a1L
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RET—2V—F

Cloxacillin (with Peanut 0il) Formulation

€3 MSD /) e

RES WETH: BEEXS BIERETH: 2024/09/28
8.0 2025/04/14 4267847-00015 #EERLE: 2019/05,/09
EHRERN
%
Cloxacillin:
"m#79/—»/*ﬁm%ﬁ: log Pow: 2. 44
(log {B)
TiEb OB
T—ARL
FIVB~DEENY
JEEZ S
thoEEXE
T—ARL
13. BRELDIE
RESE
BRREEY A BRARDORHIZH VLSS B,
BREMZE TKAHEE L TIEAE AL,
BERFRVEE ZOBRB/IE. VHAIINFEEIZEZEDEOHIZ, BaI%ZI(T1-
BREMNBEEICRTT S,
BICIEENEIMGES. REARKRELTRET S,
14, BixLEDIE
EIRRER
f& b #R5% (UNRTDG)
EEES JEEL S
[E&E#i1x4 (Proper shipping JEZH
name)
[EE 545 (Class) JEFY
Bl fEk&tE (Subsidiary risk) JE%E
A28 (Packing group) JEEL S
Z AL (Labels) JEFZ S
REEEH JEEZH
22X (IATA-DGR)
UN/ID &% (UN/ID number) 7
E&E#i1x4% (Proper shipping JEEZH
name)
EE 5 %8 (Class) JEEZH
BIRfERR M (Subsidiary risk) el
BEFE M (Packing group) JEEL Y
S AL (Labels) FEEZH
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RET—ZV—k €I MSD [ rune

Cloxacillin (with Peanut 0il) Formulation

&S WETB: BBES: BIEIZRETA: 2024/09/28
8.0 2025/04/14 4267847-00015 #EERB: 2019/05/09
BatEr (BWH) (Pack- @ 3FE%H
ing instruction (cargo air-
craft))

WafEr (RkREH) (Pack- : JEEH
ing instruction (passenger

aircraft))

i E#i% (IMDG-Code)

EEES D JEERZH
EE#i%E4 (Proper shipping : 3EE%Y
name)

E&E 448 (Class) . JEERM
Bl R R © O IEERE
BERER © o JEERM
SN © O JEERE
EnS a—F L

BEBEME &Y - EZY) 0 FEY

MARPOL 73/78 Mt/@&E [1 R U IBC A— FICX A X oMAME S HBAEME (&Y - EFZY)
i S - REBORMICITIEZS,

&l PR )

EnREDEEF L. HE 15 23K T 5,

RADRERE
JEExH

15. ERZES

BEER

HRBAE

fERY. ERBRMICERE LG,

le:3-5

BFELFEME. EREFNE. BRFMIEEMEICZILEL,
FEREEER

BEENRILShIFED

[

BEDHAIZRITHREREY

[

RIS L ast ARME

[

ZRRFREORO oh-LEYE (BIFLELEDH)
JEERY
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RET—RI—F
€I MSD [ rune
Cloxacillin (with Peanut Oil) Formulation
RES WETA: BEERS BiIEIZRETA: 2024/09/28
8.0 2025,/04/14 4267847-00015 #EERLA: 2019,/05,/09

EERMEORO oh-tFHME (FRELHIEFHE)
e

AMETENTRELRMRVEEY

JEER

BAMEERTIRELRVRVEEY

e

REEEELCEYE (FEBRES/ERAIE 594 &0 2)
JEER Y

RARENE (FBRE/MERAE ST ED2)
JEERY

RELCEMEEETFHRA

JEELY

S B FRIRRAI

JEELY

L7 LIPS TFIHRE

JEELY

ARBEHIPESFRRA

JEELY

FEBREMEZETS - ARE— (EEWY
JEELY

=R URIMEREEE

JEELY

LY EHHBRERREE

JEELY

BEHRARRZE

JEELY

REEFEGRE

JEELY

iR 2%

fEEmE L TREIShTLEN

ek

fEEmE L TREIShTLEN
BEERERVBLHKEOHLICEYT 5i%E
(5 FEAHEE D AEREMEYH)
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Re27—8o—t EIMSD /A

Cloxacillin (with Peanut 0il) Formulation

&S HETH: BIBEE: HIEZETH: 2024/09/28
8.0 2025/04/14 4267847-00015 FE{ERLA: 2019/05/09
EETEpeS DOEEEEMEICEERE LN
FREE B U MR S ER ik
FRERBEHERN (@ - 8BAK)
JEE% Y
HEREMBAERE @E - @A)
JEE% Y
EEVONBRUERICEAT 5%1E
EXREY
COEBORAIZODNTEEA IRV M) —~DEREIHER :
AICS N
DSL N
IECSC N
16. ZOHho1EHHR
5| B 3Rk . B#EMIT—42. BEAE DS I’ I F—4 . O0ECD eChem
R—2ILE L UVERMEEMER http://echa. europa. eu/D1&
RIER

LEIN—D 3 UM EBSNHBRAXE T 2 KR TRIART SN TVET,

Bito+r—<v k . #/B/H
FTOHDBEEDE X

ALIC - A—R FSUTDIELFERA LAY MY NIT - TS5 OIVEREEHES; ASTM - X
EMHHARGS, b - (KE; OR - BH M, TRFRME. £ESENHDSESNLHME: DIN -
FAYRRHARELE, DSL - ERYMEYR b (AF4%): Ex - FED XORGERIFT EER
bNDRE, Elx - FED XWDORIEZRIFTEEZONDERFEE, InS - BRAKOR 722
—JL; ENCS - L BEDEAFLEEME )R b ErCx - FED X0ORIEERIZFTEEZZ ONDK
RHE ERG - B2XMIEOF5/E; GHS - HREFM AT L GLP - HERERMRE: [ARC - ER
NATZEE. [ATA - EEMZEERHS, IBC - BRIEFEROESBEEEXZD-HOMMOIEE
BRUEREICET 5 ERRAI 1050 - 50%fEEFRE [CA0 - EFRRMMZERE: 1ECSC - hEIR
FlLEMELR: MG - ERELEKRMAE, IN0 - ERESEHE, ISH - SBRE/EE
(BF): IS0 - EFRZR#EEHE. KECI - REBIFLEYMERE: LC0 - 50%HILRE LD50 -
50%EtE (FHEILE)  MARPOL - MfIC & B FRDMILDI=HDEFRER: n.o.s. - I
MBNATEIN TS LD ZERS: Neh - FUREI NOAEC - |MEZMUFZERE, NOWEL -
BASTMHZE LA, NOER - BEEMHLZERMES, NOM - A2 a0xX5[A NTP - KEE
REMETOT S L, NZloC - Za—D—5 > FEEYERMR, O0ECD - FFHHFFKEE, OPPTS
- LEMEREN - AFEMHLLE; PBT - #ofFMEY - £HEEN - HE5E WE) ; PICCS - 7
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Re27—8o—t EIMSD /A

Cloxacillin (with Peanut 0il) Formulation

hR&E= HWETA: BEES BiIEIZRETH: 2024/09/28

8.0

2025/04/14 4267847-00015 #EYERH: 2019/05/09

1 VEVEEMEA AR )= (OSARR - (EEH) HEEMHEE, REACH - LFEYEDH
. &Tffi. R WHIUEE (REACH) [ZB¥ H#RAI (EC) No 1907/2006; SADT - B hNZE5 A2
mE; SDS - RE&ET—4L— bk TECI - 2 A IZEEFEDIEEMED A VRV M TCSI - RiEfE
FMEA R M) —; TDG - fEIRYEE, TSCA - HEMERASE CKE); UN - E&; UNRTDG
- BESERYEEES. WPB - FEEICHSRRVIIERICESERNE. WIS - EXEREKRE
EEVERRAT L

CDRRET—HI—FQEUT TSDS) &£V D) TRIT HFEHR(LUT TXERI &0V I)IF. FEHE
BERIZEVNT, BHOREDHH. FH. KMMETDLETEETHL LHHLEZIDTT,
AERIT. HEOTLGHEEL., FA, LB, KRE. @X. BEERVRRICETSIHIF VR E
LTOHMERENTEY . WHELRERIRERBEZLT LOTRESHY FEA, KFE®IL.
SDS DEEFEICTRESNTVAIHESNLHGICETSLDOTHY ., HEAEL/MORL EEBAE
HET, XETOERPTHERASNDIEE. AXRITERNGVRY . BRICEI LS A VERES
AHYET, AREOFERBEHMICEV T, REBRRVHRESZHEEZERT H5R1C. FRES
MDRREMIZE T EAREROBEYLGFMEEHT, FRESUOERT 5HETOREDNIRNGR
[CETHARHADEKL. FA, LE, RMREICDONT, #BEEVET,

JP /7 JA
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