R&T-8—b EIMSD A

Dexamethasone / Trichlormethiazide

Formulation
REE ®ETA: BERE: BiIEIZRETA: 2025/04/14
12.1 2025/06,/20 5421567-00016 #EMERLA: 2020/02/13

1. eZRREUSHITER

EZEHDETF . Dexamethasone / Trichlormethiazide Formulation

HieEosHaH. EMAUVERES

HEBOSHEIR : MSD

LEX3 . 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 KEHA

A LEDHIE |

2. ERAEFEORN

L&D GHS £48
RICxT2EELESGE R @ X5 2A
B

RS B AR DR
HEEN . X4 1B

GHS S RILEHR

IERREXIEY VR : %

FEMREEE Dok
fElRAEEER D BIT FLLF—MRERISERECT EEN,
H319 5& L \BR %I

H360D fig R~DEZEDHE N,
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Re27—8o—t EIMSD /A

Dexamethasone / Trichlormethiazide

Formulation

REE ®ETA: BERE: BiIEIZRETA: 2025/04/14

12.1 2025/06,/20 5421567-00016 #EMERLA: 2020/02/13
FEESE

TEWE:

P201 {EFATICEIRERIAEEZAFTH I &,

P202 £ THREFEEHAHEMT HDETIMYRbIENN &,
P261 S X F /K DBAZEEITHZ &,

P264 BRIEWMRISEEZ K< HES 2 &,

P272 B I NT-EEKIEESMIOHS TN &,

P280 IREFR MREK RERE FREEZERIT S L,
HREE:

P302 + P352 BRIEIZHBE LI-18E : LEDKTHES 2 &,
P305 + P351 + P338ERICAD1-1B4& : KTHORTIEE K
S5C¢, RIZAVEY FLUAREEFERLTWTERIIHE S5
BlEINT L, TOREVRGEERTID L,

P308 + P13 XK BRIFIEK BNBELHDHI5E : EEIDZE
SEREETERITHI L,

P333 + P313 SRR IIFE LA (B) NELIEE : EED
PR /FUTCERZTHILE,

P337 + P3I3ERDFIEI R HE : ERMDZ R/ FHTEZIT
52,

P362 + P64 BESNf-KEERE, BERAT HIEEICILRE
#=9H¢E,

RE:
P405 WEfE L TRE T H Z &

B
P501 AEY ., BEERBIN-NEBHERICEET S &,

GHS MRS LW hDERE ST
HMREL,

3. HRRUHSER

tE2YE - EEYMDOXA © BEY

5%

(=2 CAS S 8= % w/w BRATRER
&5

JoEL>Sya—) 57-55-6 >=77.5-<=80.75 2-234

NN-SAFILT7EFTZEF 127-19-5 19 2-723

RNUD)LTFILa—L 100-51-6 >=1-<=2.61 3-1011

Trichlormethiazide 133-67-5 >=1-<10 9-461
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RET—2V—F

€3 MSD /) e

Dexamethasone / Trichlormethiazide

Formulation
REE ®ETA: BERE: BiIEIZRETA: 2025/04/14
12.1 2025/06,/20 5421567-00016 #EMERLA: 2020/02/13

2,6-C-t-TFIL-p-U LY—I

128-37-0 >=0.025-<0.1 3-540, 9-1805

Dexamethasone

50-02-2 >=0.025-<0.1

4. HRHEE

— BT F/NA4 R

W®AL=EE

KREIZf%E LI=5E

RIZCA--1B4&

RAAATZGE

AMERRCEREERDR

LEELGBIRER
'L:‘n_. *ﬁﬁéj—%}%@{%

EERIS Y DHRIEREIER ¢

FEHDBEDL, [N T BN EZFEFELIZEEDZE %
2t+5,

FERMNRSICIEE. ETRERENHHI5EE. EFDIETE
215,

WULAATZIBE. FIREEKOERABET 5,
EENEZZ(T5,

B L1558, BEBICEEFRITALZEDKTEHLET,
BELEKBRELUHZER <,

EENEZZ(T5,

BEADHIZKREES.

HEBFERIT DHICTELITES.

B L1558, BEHICZENKTHLEC LS 16 SEEZE®
LR,
BEIZTERBECIE. a8 FLYXERYSNT,
EENEZZ(T5,

RAAATIIEE . BEBIZHAELLN,

EELNEZZ(T5,

KTO%EXLTT L,
FULX—MERERIEERITHEEN,

58 U VAR I

RRADEZEDE TN,

H THAERIELNEEITEEZILL., HEIATLWASARE
EREFEHATSLE, BEOWREMENHDIEEIE. BHSD
%wmﬁkﬁéﬁéﬁ%o L (JEB 8 %#3H) .
IEEEBLURMEREZERITS &,

5. KKFDIHE
Y75 K

12> TIXR 5 A LVH KA
BHEORIKRASNH

JKIE$E

it 7 )L a—)LiasE KEF
ZB{bxZx (C02)

3 2R H A

HEREL,
RBEERD~DBRESRRICEZRETEENHD.
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Re27—8o—t EIMSD /A

Dexamethasone / Trichlormethiazide

Formulation
REE METH: BERE: BIEIKETA: 2025/04/14
12.1 2025/06,/20 5421567-00016 #EMERLA: 2020/02/13
BEMRBGRIEY D RFRBRIEY
ZEHEREY (NOX)
BEDEMNAE D BIBORREBDEEIZE CCTEYSEAFEZRAWNS,
KEAHDOBRZ AT S-HIZKEZEET D,
L ThHNIEREBEa L TFHEMNKBEENDET,
Kigih SEBS#5I &,
HNEITOBEDIRE ORI, BRAMERREERT S,
REEXFERT S,

6. RHFFOHEE

AMRICHT HEEFE, RE @ REEZERT D,
BERUVRIRHE ZEGRYFLDT 4R (HB T 258) . BAARE
Bn#RERICEN BB 8Z3R) .

REBICXHT 5 EEEIE D RE~NOHREEEITHIE,
REEFHALTHDL, 3O ENFLDD,
GEREICIEERNEC FHERAHEIEA ALY TRRE
I2& %),
FERINEREKEREL. LT 5,
REMNELCEIRTEGVGE (X, A BBREKISERT 5.

HURAHRUEFIEDFERY @ FEMELRIM TRIREE S,

2 ZEICZIENTIBE. WRIEZELEDOHEUGH CADFE
ZHELT, BABHBWVWEKSICTHI L, BERREICERALEEE
MERVTTRVEFRZZENTEBHEICZIE, BURLEY
B EULGERBRICRET D,
REMEEEYLRRIEITHRET S &,

AMSERE., BETDHEICE., SAEEASLIUEDR
BlICit->TREBTSHZ L, ZORBICERIN=HEIC DL
THLRABETH D, FOBRUNBERAINSIIEHEET ILEN
H5,

ASDSHDEBE 13H XU I5ITHENT, ABAKESIUVED
EHRBIOEHEHY .

1. BEVWRURELDOER

ik
TR R R D FCEBLERVREREDEDRERN K ES R,
BFTHER, RS D TARBBIEATERVNERIE. BAIREKEZEALTE
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RET—2V—F

Dexamethasone / Trichlormethiazide

€I MSD [ .

Formulation
REE ;ETH: BERE: BIEISRETA: 2025/04/14
12.1 2025/06,/20 5421567-00016 #EERKE: 2020/02/13
X1y,
REFILTESIE B8 ORRIZfHF ALY,
SRMNBRDRAZTRITHE,
ERAIAFELLLY,
iR & D% HE T+ 5,
ERVNRIZREEL (S &,
BSBREREOHERICEDE, EXEHOBLESLUREMED
ETHEICHORYIRS Z &
BREBFHRALTHELIE,
BNOEEYEHLEL, RE~NOKREZR/IDMRIZTSHES5F
B9 5,
Y fih o] ¢ LA
BERK BEOFEAFICIEEME~DIE EOTFEREELH B HE (X,
EEBROELICTAISYI VT VRTFLEEURE Vv
J—F#BBLTLEEL,
FRAPEIRBERUVEEEEZ1ET 5,
BEINT-EEKRIEESENIOHIGN &,
FERINF-KRRIEBERT AIICEET S &

T72)TADPRMGEARL—D 3 0I2F, ToP9=FO
vhko—)L, BUGEANGHERE, BULEKRLES L UF
EBREFIE. EXEHEER. EXEREEERFOFERADOL

EMZIEYE

RELTHAEMH

Ex1—28CRENHYES,

BUEINILDODWVEBRICANTE <,

BELTRET DL,

#BZLoNYEAD S,
EEDHREIR>TRET 5,
ROWBEFEVS> LLITRELAGL

SRER L&

BSEVWHE: MEG L,

8. I EBMLRUVRERE

ERRBICHE T IR HNRBRF/FFRRE

D%

CAS &=

=
HE)
Py

51 (REW

EHERE  RER
#E | FBRE

H 8

N,N-Dimethylacetamide 127-19-5 ACL 10 ppm TEE (B
=)

OEL-M 5 ppm AREXRRE

18 mg/m’ F= (FER

E)

HER E2 B

ErCHLTEZELERESEETT & HI
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RET—2V—F

Dexamethasone / Trichlormethiazide

Formulation
REE ®ETA:
12.1 2025/06,/20

BERE:
5421567-00016

€3 MSD /) e

BIEIZRETH: 2025/04/14
#EERLA: 2020/02/13

H5.

ShoOME BERI, ESVABE,
MEIX, FHIALEN+2TEVYE, v4hs, BEHEMND
DIHLARENTH Y, BYREBEN L DN+ TR, Ff:
(&, EZFEHENODFHLEZA, SRR - DFHLA+2T

B 2381 [CHESND

8h—-0EL-M

5 ppm

REA /R
FEEEE

TWA

10 ppm

ACGIH

Benzyl alcohol

100-51-6

OEL-C

25 mg/m*

AAEEME
22 (SR

E)

AR RS

BREMEYME, B

28 AMICHLTEEL CRBER

AHdEEZNDIME.
Trichlormethiazide 133-67-5 TWA 1 pg/m3 (OEB4) A ER
HEEYHIBR | 10 pg/100 cm2 RER

Dexamethasone

50-02-2 TWA 10 pyg/m3 (OEB 3) | NE&B

AR RS

HEERYHIRE | 100 ug/100 cm’ RER

2,6-Di-tert-butyl-p-cresol 128-37-0 8h-0EL-M 10 mg/m’ ZEAl /B
EEAEE
TWA (TR A 2 mg/m* ACGIH
E0)
EYFHRERBRE
5 CASEE |XEWE |4£PEH |HEHER | FFEE  |H#
R BFEA
NN-SAFILT7E L7 |127-19-5 |[N-AFIILT7 |IR BD#%F | 30mg/g—Cr | ACGIH BEI
=l 23K DIEER
T B

LTI/ By ~/EERETOEE - 2ERITOFEHRT
T MRE, BB, FLIEHEFORGZICONTIE, BHER
HMEDOYRYFHAEZER L CEYIGBEEEMNKREZHLT
{f2EL, ZOMEORYFZWICKYELSIAHEEDH S
BEHEEDYRVIE. EHOER WEMNLGREECTIES=
BE) MEELFET., LEICSLT, ARV 00—
Cry—PEMEREE Bl NMAE—TTF1sFVYERY
b, BMERXNSURIVI/O-Uvy—) BEQDIEMHEZE
AVWTHREINIBEZERABEUTOELRTEELFMBELE
¥, BEERENTEOONTLEWMESIX. ZRPEES:
AEMNICERTTRELGEBYIE#HEZETINENHYET,
HE. KEXEBLIUVREZRETLH-H. 2T00=TF Y
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RET—2V—F

€3 MSD /) e

Dexamethasone / Trichlormethiazide

Formulation

R &= HETA:
12.1 2025/06/20

BEES: BIEIZRETH: 2025/04/14
5421567-00016 #EYERH: 2020/02/13

RiER
Mk FAfRER

TJA4NE—BA4T
FORER

#E

]

RRORER

RERUVREDRER

TEBIIRMRENCKYERES ., WP EIICHULERES O
BHENHYET,

[REI. FABCRETIEZERYFEHARWNTLEZEL,
HO0—XT7OtRA AT LMMGIEMEZERLET,
ERETHMYKRSIGEE. T70VILIETHAEEEED L
TWaf=®, BMIZIELT=N\AM A E—T T s FvEXRY k.
MR I7— FBEUFQEIOIMEIT/NA REZBEYFEALE
T CORBEENLEWNGEE. SAVRLAELLIERVF H
T ETRMYKRWNET .,

BULBFHFKEENFMATEAMGS ., FF < EiTE
THEZENA 54 D OHEENDE BN RENHZEE, F
RiREREEEALEL &S,
WHFREARETAOESRE AT

GELAEE

FRECETERIAEEBREHLELELS,
TEEHREFRS

YA Fo—IL P ERERKEL LTV ILEFRT 5,
FEREL LIIEERICBROSVVMRE, S X+, T70Y
W ENKET BBEIE, BULAI—JILEERT %,
MLA. SR, LLEFI7OYVILIZENEESLOEIND
AREMEAHDIEEIE. T —AV—IL R LLIXZFDIEHLID
INT7z—RBEOTOTHo avEBERALELLS,

A= T74—LHLLKIEEBREAI—rEBERALEL LS,
MEENBELAEWVWESIC, EESNDIFZRVIZEDE, &K
EBOSA—AVbrFEMLTERALELLS B, RU—T
Ly, 270>, BRFR, FLMETR—YRE) ,
FEINF-AEEMD H I IKRER CHEEIEBEYEAETIT-
TLEELY,

9. MEMRMEFEHEE
WERIKEE
&
LA
RhoLlz0@E)fE

7129



RET—ZV—k €3 MSD /) e

Dexamethasone / Trichlormethiazide

Formulation

REE ®ETA: BERE: BiIEIZRETA: 2025/04/14

12.1 2025/06,/20 5421567-00016 #EMERLA: 2020/02/13
A E R D TFT—A%L

BRAXINEBRRVBEER © T—24L0
AIRE (BR. UKD D JEERY
ATEATE GRIK) DT ahL

BRETRARVERE LRR AIARR
BEGEDOLR /AR ER @ T—27%L

]

BREGEDOTR/AATR © T—2%L

]
51K T—2L
DRRE T—RL
pH T—5%L
IR T—RL
BRFENRE LT AhL
HhEE

BHE (BRER) LT AhL
AR

KiAH LT AhL
A9 8/ —IL/KDERE ¢ FES
(log fE)
EKE LT AIL
BERV/XIIEABE

tbE TR0

RE T—H27GL
XA RBE LT AhL
RS DORRMLL
|3k D ARBERIEMEME L LTEREShEL,
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RET—2V—F

Dexamethasone / Trichlormethiazide

€3 MSD /) e

Formulation
REE METH: BERE: BIEIKETA: 2025/04/14
12.1 2025/06,/20 5421567-00016 #EMERLA: 2020/02/13
STE F—H1L
FI T
PFHAX JEEZY
10. REHRUVRIGH
RIS IR E LTIEaEEI ALY,
LR EMS BEDIRETIERE,
fEEAEE RS ATREE BUOVBILRIERIST 22 ELH S,
BTAREENE MRAEL,
ARy E 22| e
BREZE L BERY BEREELGBRERYIZE SN TV,
11. FFHEER

AIREMED & S REZBOFER

sk

A

RIS

EH
RIZA-=-1H&

FAREAERICEDCRYDFETELL,

B
2MEME #&N)

anst (kA

ansETt BR)

H5:

JaEvy4d)a—i:
aust @&n)

2MEMHTEE > 2,000 mg/keg
FiE tEICLBAE

SHEMHTEE > 5 mg/l
MERERFME: 4 h

HERRIE LA/ R b
FiE HEICL B AE

S2MESMHHTE: > 2,000 mg/ke
Ak HEIZLBAE

LD50 (5 < k): 22, 000 mg/kg
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R&T-8—b EIMSD /A

Dexamethasone / Trichlormethiazide

Formulation
&S HETA: BERE BIEIRETH: 2025/04/14
12.1 2025/06/20 5421567-00016 PE{ERA: 2020/02/13
SHEEE (RA) : LC50 (T k):> 44.9 mg/|
MBRERFME: 4 h
HERIRE:. LA/ X b
ansElt #BR) : LD50 (o). > 2,000 mg/kg
TEAAD M COMEBFEHIXEESDIAMORESHTE
LY,
NN-SAFILT7E T EE:
arEt (1&0) © D50 (5w k): 4,800 mg/kg
s (]RA) : LG50 (T k) 2.2 mg/l
MBERFE: 4 h

HEBRIRE MLA/SX b

AEE BR) D RMEEMHETEE 1,100 mg/ke
Ak EMR O
"E: BEIEHBORHICEIVTVET,

RUDILTILa—)L:

amMEd @&n) © D50 (5 k): 1,200 mg/kg

SMEE (RA) : LCB0 (T v k): > 5.4 mg/l
MR 4 h

HEREE LA/ R F

Hi%: OECD SHERA A K54 > 403

FEAAV M COYMEBFEILEAYITIEEORASELE
LYo

Trichlormethiazide:

2MEY (#&0) © LD50 (Z v k): > 5,000 mg/ke
FEIK: 7= AR

LD50 (= ™ R): 2, 600 mg/kg

2,6-S-t-TFILp-H LY—I:
s @&o) : LD50 (5 k):> 6,000 mg/kg
7i%: OECD RER A4 K54 > 401

2EE BR) : LD50 (T k):> 2,000 mg/ke
7% OECD BRI A K54 2 402
TERAAD b COMEFLIXREEVIRMED K EEELHE
LY,
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Re27—8o—t EIMSD /A

Dexamethasone / Trichlormethiazide

Formulation
&S ;ETH: BEEE BIEISRETA: 2025/04/14
12.1 2025/06,/20 5421567-00016 #E{ER A 2020/02/13
Dexamethasone:
AMsElE @ &n) : LD50 (5 v k):> 2,000 mg/kg
LD50 (w2 X): > 6,500 mg/kg
SUSE (Z0MORZE) : LD50 (T k): 14 mg/ke
BRERK RT
REEEM.flEE
FIRATRERIERRICE DR Y DETELL,
B
JoEvydya—:
2 L YR
Hik : OECD :RE&RH A K541 > 404
#HR D RERBGZL
NN-SAFILTEFFEF:
2 L YR
#HR D RERBGZL
RUDILTILa—)L:
i oYX
Ak . OECD :RE&RHA K54 > 404
#HR D RERBGZL
2,6-C-t-FFILp-HLI—I:
i YR =
Hik . OECD :RE&EHA K54 > 404
R D EIERBLZL
e D T AmELLELONET—2IZE DL
Dexamethasone:
2 oYX
#HR D BEOEERE

RIZx 9 S ERGBEN BRIBE
SR LVERRIS
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Re27—8o—t EIMSD /A

Dexamethasone / Trichlormethiazide

Formulation
REE METH: BERE: BiIEIZRETA: 2025/04/14
12.1 2025,/06,/20 5421567-00016 FEER B 2020/02/13
%
JoEvydya—i:
E N
R © BR~ORIEA L
ik : OECD E&EAHA K541 > 405

NN-CAFLFTEFTSF:

£ LS
R D BRAORH. 21 BURIZEE

RUDITFILAaA—)L:

£ LS
R L BRAORH. 21 BURIZES
pabs . OECD ERER A A K54 > 405

2,6-C-t-TFIL-p-Y LY=L

2 LoHHE

#HR © ER~AORIEAZL

Hik : OECD :HE&RHA K54 > 405
& T AamELILELONET—2IZE DL
Dexamethasone:

i oYX

TR D BEORRIH

FOR 35 BRVE 1 I3 B 8 Rt

BB

FULX—MRERIEERITHEEN,

MO 25 R 1

FIFARE R IERICE DK R Y NETELLY,

D%

JaEvy4d)a—i:

HES A T D RXIUVAE—L 3 VR
REOIRE D RIS tERR

2 D EILEY R

R Do e
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RET—2V—F

€3 MSD /) e

Dexamethasone / Trichlormethiazide

Formulation
REE ®ETA: BERE: BiIEIZRETA: 2025/04/14
12.1 2025/06,/20 5421567-00016 #EMERLA: 2020/02/13

NN-CAFLFTE TS F:
REOTER

i3

R

RYDIFILa—)L:
HEga 14T
REDODEIRE

i

R

TEAA b

2,6->-t-TFIL-p-Y LY=L
HEBRA2AT :
REOTER :
i

LEES

AR R

ALl
ELEYH
(=

E rRERE/ Y FT X HRIPT)
B8 1Ak

E bk

1514

AEDRBITEENSHIREDBHEMEARE T HulEME
(FEEMAED B o

E FREEE/ Ny FT Xk HRIPT)
RS

Ek

(=43

FARELERICEDCRYDETELL,

5% 8

JoEvydya—i:
in vitro TOEEENE

in vivo TOEEEM

NN-SAFILT7EFFER:
in vitro TOEEEEY

HEBRA A T MEYMERV S EREALTEHER (AMES)
BR R

REER A T in vitro 2EBHREEHER
7% OECD BRI A RS54 2 413
BR e

HEEA A 7 I ERMER/MZERER (in vivo MRS
E&)

B TR

R 52 BN

R et

HERAY A T MEMER S ERERLT EHER (AMES)
R 2
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Re27—8o—t EIMSD /A

Dexamethasone / Trichlormethiazide

Formulation
REE METH: BERE: BIEIKETA: 2025/04/14
12.1 2025/06,/20 5421567-00016 #EMERLA: 2020/02/13
in vivo TOEIGEE D HERAA T T omEEMEESERER (M)  (in vivo)

B Sy
RERE RA
7% OECD EAERA A K54 » 478

R 2t
RYUDITFILA—)L:
invitro TOEEEHE D REBRAA T MAEMERWSEREALT EHER (AMES)
R 2
in vivo TOEEENE D RERA 4 T ISR MmMER/MEERER (in vivo HiRE MR
ER)
. w9HX
52 RS
R 2
2,6-S-t-TFILp-HLI—I:
in vitro TOEEE%E D REBRAA T MAEMERWSEREALT EHER (AMES)
R 2%
HEERZ A T in vitro BELEYMRECFERSAR
fER: 2
HERA A 7 in vitro 2BAERER
fER: 2
in vivo TOEEENE o BB T EEREM (in vivo lEELEBHHEEEEMER
Ex. FBASH
B oyt
BRERE SRAHRAATEEE
R 2
Dexamethasone:
in vitro TOEE:EE%E D HERAA T MEYERWSEIREALT EHER (AMES)
R 2
HEER A T in vitro7vt4
TARARVRTL: TR VN EHRA
R 2
in vivo TOEGEN D ORERA A T MR ER
B TR

REER &0

14/ 29



RET—ZV—k €3 MSD /) e

Dexamethasone / Trichlormethiazide

Formulation
REE ;ETH: BERE: BiIEIZRETA: 2025/04/14
12.1 2025/06,/20 5421567-00016 MEERR: 2020/02/13
R E
ENRAKE
FIFAREIERICE DR Y SDETELLY,
7%
JoEvySya—i:
i DI vk
R 7] D BFRAATEESE
A% 55 FF ] 2%
R Do
NN-SAFLFTERFSE:
& 2w bk
BRER® ©OIRAGRR)
3| . 18 B
R Do el
RUDITFILAaA—)L:
& YR
BRER® D BRAHRAAEEE
A 55 B © 10358
Ak : OECD ERERHA K54 > 451
R 1 i
2,6-C-t-TFIL-p-H LJ—IL:
& DT w bk
BREFR® D BRAHIAATEGE
iR EREE . 22 45R8
R 1 i
e
BE~NDEZEDS T,
2
Javuvydya—i.
RIS B8 E D BREBRA 4 T e mEE R
8. <R
BERE SRAAATSE
R EH
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Re27—8o—t EIMSD /A

Dexamethasone / Trichlormethiazide

Formulation
REE METH: BERE: BIEIKETA: 2025/04/14
12.1 2025/06/20 5421567-00016 MEERLE: 2020/02/13
BREROEB~DEE D HERAA T RENSLUBREE
E:vHR
BRERE RAHIAALTEEE
R 2
NN-SAFLFPREFPSE:
IEIRICX 3 S D R4 T —HRETESEER
B oy bk
BRERE |RA
R 2
BEOEBE~DEE D RERAA T ZRINSLUBRERRES
B oy bk
BRERE |RA
R B
HEREEE-TERAAV R D EYEERICKBERE~NDEZENBEEICZH D,
RUDITFILaA—)L:
EIRICXT T e D RERA 4T ZREES / VHIEREAE
oy bk
BRERE SRA&AALTSE
R 2
HE: EUTA3PmELILBONET—2IZEDL
BEOERBE~DEE D REBRAA T ZRMNELUVRIERE
B IvoXR
BRERE SRA&AATSE
R 2

Trichlormethiazide:

FIRIC 3 B R D R4 T 2R / VEHRERE
Bovbk
BEZK &0
#EARE F£ 4 NOAEL: 1,000 mg/kg {AE
ER: EES S UV REANDEZEN TN EAFIBAL 1=,
BE: BT 2PEIMBON-T—FIZEDL

HERA2 A T ZHEEESN / MHERE

B YwOR

BE£K £0

#HARE F 4 NOAEL: 3, 000 mg/kg {AE

ER: EES SV READEZEN TN EAFIBAL 1=,
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RET—ZV—k €3 MSD /) e

Dexamethasone / Trichlormethiazide

Formulation
REE ®ETA: BERE: BiIEIZRETA: 2025/04/14
12.1 2025/06,/20 5421567-00016 #EMERLA: 2020/02/13

EE: EUT SMEI/ONT—2I2E DL

2,6-C-t-TFIL-p-H LI—IL:

FIRICX T S5 E D R4 T ZHARAEEEMEAR
B ovhk
BREREK: P AATEIBE
R e

BROFEE~DEE D REBAA T 2RSS LUBRERREE
B oy b
BERE RAAATEEE
R e

Dexamethasone:
BREOEE~DEE D HERAA T RE
BwoX
BERZK KT
FAESM: LOAEL: 6 mg/kg (AE
R BFENRERET, O

& oy x

BERK AN

F =1 NOAEL: 0. 025 mg/kg AE
R BENREEE,

& oYX

BERK AN

F =M LOAEL: >= 0. 062 mg/kg AE
R BENREEE,

Bovbk

BERBK BT

F =M LOAEL: >= 0. 02 mg/kg AE

BR BREIUNBOEREE, ., BREEER

HESME-TEAAU R D BRRADEZEOE TN,
FERMERSNE (EEER)
FATREAERICEDCRYDFETELL,

FERMERSNE (REFECR)
FATREAERICEDCRYDFETELL,
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Re27—8o—t EIMSD /A

Dexamethasone / Trichlormethiazide

Formulation
&S ;ETH: BEEE BIEISRETA: 2025/04/14
12.1 2025/06/20 5421567-00016 #E{ER A 2020/02/13
oA
2,6-C-t-FTFILp-sLI—I:
TEAAD R D JEEEF 100 mg/kg bw LT CIEXEMICHITHERLRBEAD
EZEIENOT-,
Dexamethasone:
REOIRE 0
ERIEES D EIE, RER WIR
TEAAD L D REICHI=5. XRIEIREFLLBICKIEBROEZEDSEh,
REHRSEN
B
JoEvydya—i:
i Sy AR
NOAEL : >=1,700 mg/kg
BEZ®K D BRAHFIAATEGE
PR R B D2 F
NN-SAFILT7E TS FE:
i oo v b
NOAEL ;90 mg/m*
LOAEL . 360 mg/m*
BREERK RAGRR)
g 25 A ] 24 R
RUDIILTFILAa—):
i DT v bk
NOAEL :1.072 mg/|
BREZ® D A LA/ R NIE)
A% 55 e ] 28 Days
Hik . OECD :HEEHA K54 > 412
2,6-C-t-TFILp-HLI—I:
i Iy bk
NOAEL © 25 mg/kg
BREE®K L BRFRAATEEE
AR 55 R ] 22 4R
Dexamethasone:
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RET—H—F EIMSD /A

Dexamethasone / Trichlormethiazide

Formulation
&S RETH: BERE BiIEkETA: 2025/04/14
12.1 2025/06/20 5421567-00016 PE{ERA: 2020/02/13
& AN
NOAEL :0.0015 mg/kg
BEZH®K C 0
A 25 R 1d
ERIE RS o B
-5 D RERTHERIN-FELEHE
& DSy bk
LOAEL . 0.003 mg/kg
B 5 R D80
i 25 R R :90d
ERIEES DMk, BIE, KRR
e D RERTEHERIN-FELEHE
i PN
LOAEL o 0.125 mg/kg
BEZ®K C#n0
A% 55 o R © 68
ERIEES CgIE
e D RERTEHEIN-FELEHE
i DIy b
LOAEL © 0.4 mg/ke
BEE®K C#n
g 25 A ] : 3 45A
R RS D ORER
& D RERTEHEIN-FELEH
i NN
LOAEL : 8 mg/kg
BREZ® D #0
iR & A : 3 #H
R RS D ORER
e D BERTHREII-EELEN
RAAEEH
FIRTTRERIFERICE DR Y D TEALY,
AEIZHT 5 REBEEHER
D%
Trichlormethiazide:
— AR IEER D ERK HFEWL, BRR, E~ADOFEE, K, BEE =shUI4A

MmfE, SMmME, Ef/E
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RET—2V—F

€3 MSD /) e

Dexamethasone / Trichlormethiazide

Formulation
&S ;ETH: BEEE BIEISRETA: 2025/04/14
12.1 2025/06/20 5421567-00016 #E{ER A 2020/02/13
wE: &b —MROGEMER -
Dexamethasone:

RAAATZIGE

BrlEes: &R

RaofEEs B

|

R B
fEIR: B ET

12.

JoEvydya—i:
aEH

TOVAFOKEEREHDY

(X9 5F Mt

BEKEEYICHT HENE

TOVAFOKEEEHDY

[Zx9 HEM (BHEEN)

WMAEMIHT HEM

NN-SAFILFTE TR F:
BEn

TOVIFOKEBEEHDY

X9 5F M

BEIKEEYICHT DEMN

LC50 (Oncorhynchus mykiss (=< X)): 40,613 mg/|
IREERFME: 96 h

EC50 (Ceriodaphnia dubia (<> 1)): 18, 340 mg/|
MEERREM: 48 h

ErC50 (Skeletonema costatum CE;¥IEEE) ): 19,300 mg/|
BREERFRT: 72 h
7i%: OECD SHER A K51 > 201

RARESEERE (Ceriodaphnia dubia (X< >1)): 13,020
mg/ |
BREEREAE: 7 d

RAESEEE (Pseudomonas putida (Y 2a—FEFR - TF
4)):> 20,000 mg/|
MREERSR: 18 h

LC50 (Leuciscus idus (a4 MO—7&)): > 500 mg/|
BREEREME: 96 h

EC50 (Daphnia magna (##4 X< >2)): > 500 mg/|
BREEREME: 48 h
A% 1845 67/548/EEC, Annex V, C.2.

EC50 (Desmodesmus subspicatus (#ki%)): > 500 mg/|
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REF—5y— b

€3 MSD /) e

Dexamethasone / Trichlormethiazide

Formulation
REE ®ETA:
12.1 2025/06,/20

BEES: BIEIZRETH: 2025/04/14
5421567-00016 #EYERH: 2020/02/13

WMEMIHT SEM

RUDITFILAaA—)L:
vk

-
=
~

%
[x9 HF M

BEKEEYIZKT B

oY : EOKEREHEY ¢

[Cx9 HF M (BHEEH)

2,6-> tj%»pbuv—»

aEl

TOVIFOKEBEEHDY

[T HF M

B KEEYICHT B

' UOEDKEEBSHEY

s -

s

BREEEFME: 72 h

EC10 (Desmodesmus subspicatus (#k)): > 500 mg/|
RREERFR: 72 h

EC10: > 1,995 mg/|
AEEERERA: 30 min

LC50 (Pimephales promelas (77w kAw KX/ ™)) 460
mg/ |
RREERFRE: 96 h

EC50 (Daphnia magna (7 = <> 1)): 230 mg/|
MREREER: 48 h
7% OECD RERAHA K54 > 202

EC50 (Pseudokirchneriella subcapitata (%%%)): 770 mg/|
IREERFE: 72 h
7% OECD FHERH A K54 > 201

RANESEEE (Pseudokirchneriella subcapitata (k%) ):
310 mg/|

MEERRER: 72 h

A% OECD FHERH A K54 > 201

RAEZEEE Daphnia magna (A4 X2 >0)): 51 mg/l
BREERFR: 21 d
A% OECD RERAHA FS4 > 211

LC50 (Danio rerio (€757 4 v a)) > 0.57 mg/l
BREEREAE: 96 h
Hi%: #6845 67/548/EEC, Annex V, C.1.

EC50 (Daphnia magna (##4 X< >2)):0.48 mg/|
BREEREME: 48 h
#i%: OECD BRERATA K54 > 202

ErC50 (Pseudokirchneriella subcapitata (#k%)):> 0.24
mg/ |

e 72 h

ik OECD BRERA A K54 > 201
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RET-H¥—F €3 MSD /) e

Dexamethasone / Trichlormethiazide

Formulation
REE ®ETA: BERE: BiIEIZRETA: 2025/04/14
12.1 2025/06,/20 5421567-00016 #EMERLA: 2020/02/13

RANEFZEEE (Pseudokirchneriella subcapitata (#k%)):
0.24 mg/|

RREERFR: 72 h

7% OECD FHERH A K54 > 201

W-2794— (KEREEE 1

% EH (2% )

asE (BEEMN) D RKEFERE (Oryzias latipes (F1A % #)):0.053 mg/|
RRERRFRT: 30 d
7% OECD HERA A K54 > 210

SOVIEQKEEGHEY . RAXEZERE (Daphnia magna (A 2>0)):0.316 mg/|
[Zxtd &M (IBHESH) BREEAFR: 21 d

W-2794%— (KEREEE : 1
" R (M) )

MEMIIKT HEMH © EC50:> 10,000 mg/|

RREERFR: 3 h

7i%: OECD SHE& A K51 > 209
Dexamethasone:
TOVAFEOKEREEWEY © ECS0 (Daphnia magna (A4 2 >0)):> 56 mg/l
12Xt 5&MH BREERFRE: 48 h

755 OECD EERA A K54 202

BEKEEYICHRTDEM ¢ ECS50 (Pseudokirchneriella subcapitata (%%:)):> 9.2 mg/|
MEERRER: 72 h
A% OECD FHERH A K54 > 201

AESEEE (Pseudokirchneriel la subcapitata (#%)):
9.2 mg/l

BREERME: 72 h

7% OECD EHERAA FZ 4 > 201

BEM (BESH) D RKEZEERE (Pimephales promelas (77w bAw K3/
r2)): 0.033 mg/|
MREERFR: 32 d
7% OECD HEE A A K54 > 210

27042 — (OKEREEE @ 1
% RE (IBM) )
MEYIZHT HEMH : EG50: > 1,000 mg/|
MREERFME: 3 h
HERA A T IR
7% OECD HEE A A K54 > 209
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RET-H¥—F €3 MSD /) e

Dexamethasone / Trichlormethiazide

Formulation
REE METH: BERE: BiIEIZRETA: 2025/04/14
12.1 2025,/06,/20 5421567-00016 FEER B 2020/02/13
BEREZEERE: 1,000 mg/l
MRERR: 3 h
SRERA A 7 RGN
Fi%k: OECD REEHA KS 4 > 209
R - HEH
%
JarvLry4dy)ya—i:
A DR SR,

H5FE 98.3 %
PRFERFME: 28 d
7i%: OECD EABRA A K54 > 301F

NN-SAFILTFEITEF:
EofEN L RER BofE,
R 70 %
RREEHFRE: 28 d
Ak 0ECD TR+ 4 K54 > 301C
BEATRAMIHA FSA4 LV EREFIIELOAETER
SnFELE

o

RYDITFILa—I:

o DR SRk,
R 92 - 96 %
IRERFE: 14 d

d\

2,6->-t-TFIL-p-H LYJ—IL:
£ DORR BomE TR,
HEofiE: 4.5 9%
MR 28 d
A% 0ECD R b H4 K54 > 301C

Dexamethasone:
SR D FER SaBETIEAL,
% 50 %
MREERFME: 3.54 d
7% OECD HEE A A K54 > 314
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Re27—8o—t EIMSD /A

Dexamethasone / Trichlormethiazide

Formulation
REE METH: BERE: BiIEIZRETA: 2025/04/14
12.1 2025,/06,/20 5421567-00016 FEER B 2020/02/13
S EEEN
7%

JoEvySya—i:
-4 4%/ —JL/ KHEZRE : log Pow: -1.07
(log 18) A% HESIRA (EC) No. 440/2008, 1)@=, A. 8

RUDLTILA—)L:

n-A49 4%/ —)L/ KHEFEE © log Pow: 1.05

(log f&)

2,6->-t-TFIL-p-Y LY—IL:

EREREN . ¥&:Cyprinus carpio (34)
£¥iEHERF (BCF) :330 - 1,800

-4 %2/ —IL/ KHERZRE :© log Pow: 5.1
(log 1)

Dexamethasone:

-4 4%/ —IL/ KHEZRE :© log Pow: 1.83
(log 1)

T OBEE
F—aHL

* I UBADEEY
e
toEERE
F—aHL

13. BELDOIE

BEHE
BREEY D G EAROREICHEVNLDT D,
REMETKABH L TIEE S L,
BRBRRRUVAE D EORFE, VA VIVFELBFEREOLEDIC, BRIZZIT 1=

BEEDVEREICRTT S,
FIHEEANEMES., RERGRELTHEET 5.

14, WX LDOFEE

El IR
B L #0155 (UNRTDG)
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RET—2V—F

Dexamethasone / Trichlormethiazide

€3 MSD /) e

Formulation

&S HETA: BEES: AIEIZRETH: 2025/04/14

12.1 2025/06/20 5421567-00016 #EERB: 2020/02/13
EEES A
EE#%E4 (Proper shipping JEsH L
name)
[E #4548 (Class) el
Bl fEkRtE (Subsidiary risk) JEKY
A EE#, (Packing group) LS
Z N JL (Labels) JEER Y
RIEAEN S
finZ2#6i5% (IATA-DGR)
UN/ID &S (UN/ID number) LS
EE#%4 (Proper shipping LS
name)
EE5 %8 (Class) Y
BIRfER&M (Subsidiary risk) el
A EE ) (Packing group) LS
S X)L (Labels) JEEL S
HwatEr (EYH) (Pack- e
ing instruction (cargo air-
craft))
WalER (REH) (Pack- JEEH
ing instruction (passenger
aircraft))
i _E #iz% (INDG-Code)
EEES e
EE#i%E4% (Proper shipping JEER L
name)
&5 %8 (Class) el
BlRfERRE e
BRFR |7
IR JEEH
EmS a—F o JEERY
BETEYE GRS - ) FEEH

MARPOL 73/78 Kt/R%&E [1 R U IBC A— FITX A X BAME SIS BEME (N - )
s SN REBORERICIFIEKSH,

E R

EnHEDERF L. BHE 15 22HT 5,
DR EER

[
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RET—2V—F

Dexamethasone / Trichlormethiazide
Formulation

€3 MSD /) e

R &= HETA: BEES: BIEIHETA: 2025/04/14
12.1 2025/06/20 5421567-00016 #EYERH: 2020/02/13

15, BAZES

AR

HRAE

fERY. EERBRYISERES LB,
L&&

BEmEFNE

L#4A

=

=

Janr—1, 2—FH—)L

106

N, N=UAFILF7EELT7IFK

271

2, 6—C—tert —TFI—4—FF)ITz/—I

64

FERL/EE
BESNEILShIEHEY
JEER Y
HEDHA LRI HINEHEY
JEER Y
fRREfEER L iest ARME

L4

N, N=DAFILF7ELT7IF

ERRMOBH o=t EME (BIFILEWE)
JEZH

ZREREORBOHONT-IEFEYE (HHABHIEEYE)
JEH

EMELTENITREEBRYRUVEEY
FEEST7END2 (AIMED2 Alk2)

LZE4 2HE (%)

il

JaeELrygya—i >=117.5-<=80.75

N, N—=DAFLF7EF7IF >=16.02 - <=18.73

2025 4 A 1 B

RUDILTZILI— >=1-<=2. 61

AMFERTIRERRURVAEY
EES 75 (B30 AIR2)

LZE4

ikl

JoEL>Sya—)i

N, N=DAFIFELT7IF

2025 F 4 A1 BLARR

RUDNTILa—)L
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RET—H—F EIMSD A v

Dexamethasone / Trichlormethiazide

Formulation
REE ®ETA: BERE: BiIEIZRETA: 2025/04/14
12.1 2025/06,/20 5421567-00016 #EMERLA: 2020/02/13

BEREEETILEDE GGERSFERRE LU ED 2)
[d=2k

N, N=UAFILT7EEFT7IFK

RUD)F7ILa—)L

RARKYE (FBMERLWERUNESTTEN2)
L4
NN-DAFILT7ERTIF

RELCEMEEETFHRA
JEELY

S B FRIRRAI

JEELY
7L EF R R
JEELY
ARBEHIPESFRRA
JEELY
FEBMRLWMEEZETS - ARE— (B
JEELY

=R URIMEREEE

JEELY

LY EHHBRERREE

F—EEEtLFYE

L4 EEES 2EE ()

N, N- DAFILF7EFT7IF 213 19

BEHARRE

[

KERIFERFRE

[

R 2%

fERME L TREIShTUL RN

nzik

fERME L TREISh TN
BELERERUVBLUEOHLICEY 5

&5 iEHEE D AERAMECR)
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Re27—8o—t EIMSD /A

Dexamethasone / Trichlormethiazide

Formulation
REE METH: BERE: BIEIKETA: 2025/04/14
12.1 2025,/06,/20 5421567-00016 FEER B 2020/02/13
1B FhEaiE COEEELEMEIZERERE LA
FER U RBE/EIESEE
FREE MRS MR (EiH - BAEFR)
JEEZY
BEMERBMHERR @ - @ASA
JEEZY
EEYVOLNEBEVERICET 5%
EEREY
COEBORAIZODVNTEEA IRV M) —~DEEEIFHR -
AICS L ORE
DSL L ORE
IECSC N
16. ZDHhn1ER

ASDS [CHENWTHBREFEZDBIHNZNEDRENMERTDISZEE., EXWETHIERE
BHET

5| R 3Tk D BHEMIT—42. BEAE DS I’ I F—4 . O0ECD eChem
R—2IILE L UVERMEEMER http://echa. europa. eu/Di&
RIER

Bt 74—<v b . #/B/H

ZTDHDEEDEX

ACGIH © KE., ACGIHPRSREE (TLV)

ACGIH BEI © ACGIH - &Y= RFZIEIE ( BEI )

REH / EEREE D ORERMEE (BIEST] EO2FE2HOEEFEAENTED S
BEEOEE)

REE (BHEEE) D EEIRBIHEMESE, EBEESHIEIES

BAEEGESRS (HRE @ HAEL(H4ERE HREEZSOHE -1 t2VEOHERE

)

ACGIH / TWA . 8 E¥R]. BFMEIMMEEH

REE| / EEREEE/Sh- 1 \EEEERMEE / HREE

OEL-M

REE (BIEEE) /ACL . EHREE. BERE

BAEEXGEZS FRE | HREE

E) /OEL-M
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Re27—8o—t EIMSD /A

Dexamethasone / Trichlormethiazide

Formulation
REE METH: BERE: BIEIKETA: 2025/04/14
12.1 2025/06,/20 5421567-00016 #EMERLA: 2020/02/13
BAEEFEFS BFRE | RRKIEBREE
EE) /O0EL-C

AlIC - A—R SV T7DIEFERSA AU RY; NTT - TS DILEREEME, ASTM - K
E#HERFS bw - KE OR - A, ZEFRE. £EEELIHLESNHYWE: DIN -
FAURRHEELE, DSL - BRYME YR+ (T4 Ex - FED XORGERIFT EER
BNBHRE: Elx - FED XWDORGZERIFTEEZONDERESE, InS - REKORT T2
—JU; ENCS - LT EDBFLLEME )X b ErCx - FED XWDORIEERIZFT EEZEZONDK
RE; ERG - BRMICOF5|E; GHS - HRFM AT L GLP - HERERRE: [ARC - ER
NATREME, IATA - EEMEEERS, IBC - BRIEFERKDESEEEZD-HOMMDIEE
EUREICEY 5 ERRHRAI 1050 - 50%fEEFRE: [CA0 - EFRREMMZERE: 1ECSC - hER
BleEYELE: INDG - EfELAERYRE IN - EBRESHE: ISHL - FsBRE2/EE
(BA); IS0 - EFR#E{L#E: KECI - BERFLFEMESRE, LC0 - 50%EHItRE LD50 -
50%EStE (FHESLE) . MARPOL - i & BB DMLED=HDERRESI: n.o.s. - I
MBNATSIN TS L DZERRS: Neh - FUREI NOAEC - |EEZHLZEIRE, NOAEL -
BESMRZELAL, NOER - BEEUHZEEF/EIS NN - A X2 a2XRA NTP - RKEERE
REMTOTFL; NZIoC - Za—D—F > FMEEWERR: O0ECD - #EFiHHFFKEE, OPPTS
- LEHMEREN - AFEWHLLE; PBT - #ORMEN - £HEREN - HEE WE) ; PICCS - 7
1 VEVEEYMEA AV )= (OSARR - (EEH) BEFEMEE, REACH - LEMEDEF
. &TMfi. R WE KL UEHE (REACH) (ZB¥ H#RAI (EC) No 1907/2006: SADT - B CinE5 A%
BE; SDS - RET—4L— b TECl - 2 A ICBAFEDIEEMED A RV 1 TCSI - A&
EMEA R M) —; TDG - EIEYE@E, TSCA - HEMERAHE CKE); UN - E&; UNRTDG
- BRESEIRYEEES. WPB - EEICHSBRVIIERICESERNE. WIS - EXSEKRE
EUEMERR AT L

CORET—HI— FQUT TSDS) &LVD) TR HEHR AT TRIEHR] £V 5) (. KEE
BERIZEVT, BHOREDHH. FH. RMMESDLETEETHLLHHLEZLDTT,
AERIT. HEOZTLGEED., FA, LE, RE. @X. EERVRRICETSIHAIFURE
LTOHMERENTEY ., WHELRERSRERBZLTLOTRESHY FEA, KF®IL.
SDS DEEFZBICTR SN TV ARHESNEHAICETIHLOTHY .. AZARAN/MORGZ LBAE
HET, XETOERPTHEASADEE, AXFITERNGVRY .. BRICEIES A VETRESE
AHYET . AEGOFEABESFMICEVTIE, AERRVEEFHEEZERT 581, FRES
MORBRHEMIIE T L5XERBOBEINLGEMEEH T, FRAERMUOERY 5HETORENIKR
[CHEFEARERDEK, FH, WE, ROREICOVT, BREVET,

JP /7 JA
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