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fEixA EHIER H319 2& L\BRFI58
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AEESE
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P201 ERARTICEREGGBAZEEZAF T H &,

P202 € THOREFIBEHAEMI DFETRMYEDOLGN &,
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Dexamethasone / Trichlormethiazide

Formulation
RES %ETH: BEES: BIEIKETA: 2023/09/30
8.0 2024,/04/06 5421567-00011 #EERA: 2020/02/13

P264 Bk MEIZEBE K <ES 2 &,

P280 REFR MFEK RERE FREEEZBERTA L,

EEE:

P305 + P351 + P38 ERICA o T-1&5E : KTHLOBEERERCH®
5C¢, RZaAVAY PLUREEFERALTVWTESICHE SIS
BlINT L, TORIEERERITH L,

P308 + P13 [EK BXIFIEK BNBENHHI5E : EAIDIZLE
SFETERITHI L,

P337 + P13 BRDFHHMEHE : EFDBE FLUTESIT
52 &,

RE:

P405 fEfE L TIRET S 2 &,

BEE:

P501 AEY., BHBRERZBIN-VNEBHERICEET S &,

GHS IR L WMDEREEY
R L,

3. MRRURSER

LEME - BEYMDORXI . BEY

[0%)

=22 CAS B = 8= % w/w EMARER
EH5

JoELySya—i 57-55-6 >=80-<90 2-234

NN-CAFLT7EEFEFTEF 127-19-5 16. 02 2-723

P = 100-51-6 >0-<10 3-1011

Trichlormethiazide 133-67-5 >=0.1-<1 9-461

IDexamethasone 50-02-2 >=0.025-<0.1

2,6-C-t-TFI-p-HLYV—I 128-37-0 >=0.025-<0.1 3-540, 9-1805

4, HEREE
—fREIT RN R D BHOBEEO., KON TCNEVWEEIELICEENDEE %
Z1T5,

ERMNREICIHE. FHEARBIHIERIE. EMDIERE
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Dexamethasone / Trichlormethiazide

Formulation
RES %ETH: BEES: BIEIKETA: 2023/09/30
8.0 2024,/04/06 5421567-00011 #EERA: 2020/02/13
205,
|A LGS RULGAATEIES. BT EROBRIABHT S,

REIZftE LI=5E

RICA-5B4&

RARAATEGE

RMERRVERMEERDR

LERGHIRER
WRHEZY 2EDRE

EENICx T AR EE ¢

EELEZEZI(T5,

EMmL-158. BELICEBERITALZEDKTEVET,
FBERLEKRRE L UHER <,

EENEFZ(T5,

BEAORIZKREXS.

HEBFERIT DHEICELITES,

EM L1588, EBICZENKTALCEL 15 DBBEZ%®
LR,
HEIZTERBEICIE. a4 FLUXEDRY ST,
EENEFZ(T5,

MAAATEHE ., EEBICHEAELZL,

EBELEZEZI(T5,

KTO%EKLTTL,

58 UVAR IR

BEADEEZEDHEZTN,
HAMEAESIELDREITTEEZLL., HEINTLSREF
EREFEHRTHLE, BEOTURMELAHDIHSIL. EESD
BULGEAANREEEZSEBEOC L (BEHS 23MH) ,
IEHEEBLURMEREEZTDHI L,

5. KKFFDIEE
Y73 5H K F

2> TIXR B ELVH KA
FEDORIREEN

HERGERIEY

JKIEFE

fit 7 L3 —JLiasH A

“EbRZE (C02)

3R H A

MELL,
RIEERYD~DBREIIBEICEEZRIFITIEENH D,

RERERILY
EHREEY (NOX)

BHEDHKAE WIGOIKIR & BRREICE C CEYGHEAFRZRALS,
RABHDBERERANT DEDICKEEET S,
ZETHNERBIEI D THERKEEA BT,

R o RBESE D &,

HRETS>EDRE KEFFICIE, BIeXTRSBZERT 5,

REEZERT 5.
6. IRHFDEE
AMRICHT HEEEE. RE © REEZERT D,

BRURIFEE

ZEERYKZLNDOT FNA4 R (HB T 258) . BEARE
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Dexamethasone / Trichlormethiazide

Formulation
RES %ETH:
8.0 2024,/04/06

BEES: AIEIZETH: 2023/09/30
5421567-00011 #MEERLE: 2020/02/13

REICHT HEEEE

HLRADRTRHEDAERDY

22

BnREFEICEYN (BB 8 E3H) .

RE~OHREZEITH L,

REZFHRALTHDL, INOIEFIhZELEDHS,
GEHEICIEEAIDEC FHLERADEREFANN)TRHRE
I2&3),

FREIN-REKEREL, 0nd 5,

TRHEMNE L CEUIRTELZWGE X, A BREKISERT 5,

REMEGZRINMS TRIREE S,

ZEICZENBE. WRREZELZEDOBEUGH CAOFE
ELT. BALHEWVEKSICTEHIE, BHRBEICERALEE
MERDITTRVWEIFRIENTEEIESICIE, BURLT=1
BEEULRBRANICRET S,

REYE EEYRRIREITRET S &,

ABSEHRE., BEITDHEICIK. SMAFEEAERELIUVEDR
BlIcfiE>THET L L, TORBICERSIAEHMEIZDON
THLRBTHD, FORUNERAINEIINEHEET HIHLEN
Hbd,

ASDSNEEH 13EHEXIV15(IZHENT, ABAKRELIUVED
ERFIOEEHY .

1. BEVWRURELDIE

v E A
Pt E xR
BFrgR, £HBK

ZEMFIEER

Ffim ] 8
BAEXE

FBHLERVREREDHEDRBKESRE,
TRGMINTERZWGEE. BAFREEZHEALTE
LY,

R EOKRRICHFF TN,

BEPRTL—I X FERILGAFERL,

RAAFZEL,

REDEMEET D,

BFEWREEEZLCES S &,
BERZATORBRCEIE, EEHOBESIUVLLMED
EITREICHEVERY KRS C &

BHREZEHALTECZE,

RNOREEVEHLL, RE~NOBHEE&RNMRIZTEHESF
7%,

FAL
BEOFERAFICEENE~DE S BEOFREMELHDIHE(F.
ERBFDIELIZTA ISV VIV RTLELURED Y
T—EREL TSN,
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Dexamethasone / Trichlormethiazide

Formulation

&S

ETA:
2024/04/06

REES.
5421567-00011

RIEIZRETH
#E{ERL B

€ MSD [} e

:2023/09/30
:2020/02/13

EMEZIEYME

REGRBAEMH

FRATPISRERUVEEZZILT 5,

BREINF-KRITIBFERATHAICEET LS L,
27T 4 DHEMEARL—2aVICEk, ToP9=FO
vha—)L, BUGEANERE. BULGKRLESKVE
EBREFIE. EXFLEER. EXERLEERANOEROL

Ex—28CRENHYFT,

BUESRILODNEERRIZARTE <,
iR L TRET S &,
BELoNMYEHD S,

EEDOHREIZR>TRET 5.

ROBERBEEEVSLLITRELGL

sRERALH

BESEOME: FMRGL,

8. I EMILRURBIEE

ERRBICET IR RBRR/FERE

% CAS BE BE (RER | EBREE/HEE | KA
fE) EIHERE
NN-CAFILTF7EFRTE R 127-19-5 ACL 10 ppm ZEL (B8
EE)
OEL-M 10 ppm BAREXFEE
36 mg/m* ¥R (FER
)

SRR 5 2

ShHME, BERI ENABME,

B ENMIHLTEELCARESEEERT CHIM

M523 B) [CHESND

MEL, AL ERM+2TEVVYE, v40bb, BEFEHRENL
DIHLAREMTH Y, BYMRBE, L DFELA+57 TR, Ff:
(&, FEZEHENSDFEHITE A, BYEERN 5 DFHLA+2T

Hd.

TWA

10 ppm

ACGIH

RUDLTILI—II

100-51-6

OEL-C

25 mg/m*

AAERME
P2 (HER

&)

HMER: KERFEME, F

28 NIt LTHEDL SRBEM

NHHEEZONDYE.
Trichlormethiazide 133-67-5 TWA 1 ug/m3 (OEB4) RER
HEHYHIBR | 10 pg/100 cm2 R EB
Dexamethasone 50-02-2 TWA 10 pg/m3 (OEB 3) | &R
AR RIS
| H=H Y &I | 100 pg/100 cm® | A&
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Dexamethasone / Trichlormethiazide

Formulation
RES %ETH: BEES: BIEIKETA: 2023/09/30
8.0 2024,/04/06 5421567-00011 #EERA: 2020/02/13

2,6--t-TFI)Lp-2LY— |128-37-0 WA (RAE |2 mg/m’ ACGIH
U EH XU
) |
EMEHNBRERZRE
D% CASES |x&E¥ME £y | SHEER (SERRE Hig
B s 1A
INN-CxFL7E2r7 [127-19-5 [N-2F07 |R ED#HHE [30mg/g-Cr | ACGIH BEI
SN 22K DIEER
TH
BAESE D HR REBPLUVRBEZRET IO, 2T =TFY Y
TEBIRBREHIEYERESh, WESIZHRVERES L
HDHERHYET,
[FE|, FBRETERYFEHLENTLESL,
7n A7 R VAT LG EFERLET .
ERECIYRSBEEF., T7AYVILIET SAEEEEFD L
TW3B=H, BRIZIE LN M AE—TF s X v ExRY .
BERI—FEIVZDEIDIMET/NA REFETIFEHRALE
T CORAEENBEWNMESE, 4V L1 BLLERVF R
v 7ETBMYFWNET .,
RER
R ARER D BYULGBEFHSEENFETELRNMES. FEIECETM
THEAA FSA4 VD OERNDIE ENTEIN-HEX,
IRREREFFEALEL LS,
JA4NE—BA4T D MEFRALEHRRBAOESSIM T
FOREER
e D HEREFR
& D FRECETERIAEEZBRELELLS,
IEDRER D HA RO R EREREDL LLFT—VILEFRT 5.

FEEREL LIFEERICROZIVVRE, S X, T70Y
W ELRRET BHIGEF. BRI —YILEEFRT 5,
MLA., SR, 3LLKIEI7RYVILICENEESLEIND
ATREMEMNH BIEEIE. 7 —RAV—IL KL LLIFFDIFELD
INTz—RBEOITaFor o avEBERLELLES,

EERUVEARDGZRER D AZ 74 —LELCIEERERI—FEFERALEL LS,
MEREHAZBELEVWLSIZ, EEINADIZIRVICEDE, &K
FEOSH— A rZEEBMLTERALELLES (Bl, RY—T
Lyy, T70Y, RFR, FELMETR—YRLE) ,
BEIN-AREMD HIKIRZER CIHEEILEYZAETIT-
TLEEELY,
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Dexamethasone / Trichlormethiazide

Formulation
RES %ETH: BEES: BIEIKETA: 2023/09/30
8.0 2024,/04/06 5421567-00011 #EERA: 2020/02/13

9. MEHRMLEHEE

YRR DR
= COER
R D T—REL
R LEVEDE L T—8%L
mb R E R L T—A%L

BRXSVBEBRRVHEER @ T—274L
AIRE (BER. =UK) o JRERY
ATEATE GRIK) D T—E%BL

BRETRARVERLRRE AIARR
BREREEOLR /AR ER @ T—24L

E

IRRGEEDO TR/ AIATRE : 7—474L

E
5l K& T—21L
NRBE T—21L
pH T—87%GL
RFEEE FT—2L
HAFEANEE FT—21L
FHEE

EALEE (BhELTESR) T—EL
BEE

KBt T—21L
n-#449 4%/ —JL/ KHSE%EEK JEEZY
(log 1)
AR T—21L
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Dexamethasone / Trichlormethiazide
Formulation
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RES WETA: BEES: AIEIZETH: 2023/09/30
8.0 2024/04/06 5421567-00011 #MEERLE: 2020/02/13

RERV/RIFHEAEE

HE DTkl
HE L T—aIL
X7 REE L T=aRL
BT CORRREME
BR L4t D AHBREREEMELS LTESESAGL,
S¥R D F—anL
RIF 51
RFHAX DR E

10. REMHRURGHE

R D ORISR E LTESES AL,
LR E M COBEORETERE,
fElRAE RIS RENE D BOBRERIERGT A ENH D,
BT HNEEH MR,
EMERYE D ERER
ERAE RN RERY D EREBGABERYIIH oM TR,
1. HEHRER
ARMEDOHLIREZBOFER © BA
R & A
£330

RBIZA-E=BE

4K 3

FIARTEBERIBRICE DK R Y DETEALY,

B

a2MEE ®&n) D AMSEMHERE > 2,000 mg/ke
ik SHEICkBAE

2MESE (RA) D AMEMHTEE > 5 mg/l

RREERME 4 h
HEBRRE MLA/S X+
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Dexamethasone / Trichlormethiazide

Formulation
RES %ETH:
8.0 2024,/04/06

BEES: AIEIZETH: 2023/09/30
5421567-00011 #MEERLE: 2020/02/13

2ET BR)

B

JaEL>ySya—i:

AaMEE (&0
aMEE (RA)

2HET BR)

2MET &0
aMEE (RA)

ANEEE B

2ET 8&0)
2EEE (&kA)

=2MET &0

NN-SAFILFEFTEF:

RYUSITFILA—I:

Trichlormethiazide:

HiE HRBEICEDSHE

SMEMHEME > 2,000 mg/ke
HiE SHEICKBAE

LD50 (5 v k): 22,000 mg/kg
LC50 (T v k): > 44.9 mg/|
BREERME: 4 h

HEBRRE MLA/S X+

LD50 (94 ): > 2,000 mg/kg

FTERAV M COMEFLITREEYEI2HEDRESEILE

LY,

LD50 (Z v b): 4,800 mg/ke

LC50 (T v +): 2.2 mg/l
R 4 h
HEBRRE MLA/ZRX b

SMESMEHEENE 1,100 mg/kg
Ak EFIROHI
#E: BFEIHEORGFIEINTVETS,

LD50 (5« k): 1,620 mg/ke

LC50 (5w k):> 4.178 mg/|
MREERFRT: 4 h

HERIRE MLA/S X b

7% OECD HER A A K54 > 403

LD50 (S5 v k): > 5,000 mg/kg
S B

LD50 (= R): 2, 600 mg/kg
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Dexamethasone / Trichlormethiazide

Formulation
REE }ETA: BEEE: BIEIZRET A: 2023/09/30
8.0 2024/04/06 5421567-00011 #EERLBE: 2020/02/13
Dexamethasone:
AaEET #&n) : LD50 (v k):> 2,000 mg/kg
LD50 (¥ 2 R): > 6,500 mg/kg
SMEE (Z0MHMhOREEH) D50 (T v k): 14 mg/kg
BRERER KT

2,6-Ct-TFILp-HLYJY—I:
AnsEE #@0) : D50 (S k):> 6,000 mg/kg
7% OECD SRERH A K54 > 401

2ET BR) : D50 (T v k):> 2,000 mg/ke
7% OECD EXBRH A K51 > 402
TERAAV M COMEFLIFEEYEIZHDORESHEITE

L\o
REBRYE.REHE
FIATTRERIERICE DR Y RETEHLY,
B
FoELrySya—i:
2 R =
Hik : OECD HE&RAHA K54 > 404
HER D RIERIEAZL
NN-SAFILTFTEFFEF:
2 L =
fER D EERIEAZL
RUSITFILA—):
2 R =
Hik : OECD :E&H A K54 > 404
fER D RIERIEAZL
Dexamethasone:
(e R
fER . BEORERE
2,6-C-t-TFILp-U LI—):
|l R S
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Dexamethasone / Trichlormethiazide

Formulation
RES %ETH: BEES: BIEIKETA: 2023/09/30
8.0 2024,/04/06 5421567-00011 #EERA: 2020/02/13
ik : OECD RERHA KSA > 404
R D RIERIEAGL
5= YT AMmEINSBLONFET—RIZEDL

RIZHT S ERGRENE RRHE

58 LRI,

D%

Jauvygya—i:

L YR =

fER D BRAOREA L

& : OECD :HERHA K> 4 > 405

NN-SAFILTFTEFFEF:
2 R =
fER o IRA~OFRIE. 21 BURWIZ[EE

RUULTILa—I:

2 D oYX

fER ;. IBA~OFIE. 21 BULAIZEE
Hik : OECD RE&HA K34 > 405
Dexamethasone:

|E L =S

fER . BEORRIHK
2,6-C-t-TFILp-H LI—I:

2 D oYX

fER ;. BRA~OREAL

Hik : OECD HE&HA K4 > 405
e . BT amEMBLONT—2IZE DL
PR 35 REE M I3 52 I8 e T

R

FIARBEIFRICE DK R Y DETEAHLY,

0% 3% B AE T

FIFATTREGEMICEDCRY NEETEAEL,
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Dexamethasone / Trichlormethiazide

Formulation
RES }ETA: BEES: BIEIZRET A: 2023/09/30
8.0 2024,/04/06 5421567-00011 MEERA: 2020/02/13
5%
JoEuvy4Sdya—:
HERR AT L IFIIAtE—2 3 VB
EEOIRE D RIS A
& . EILEYE
fER Do

NN-DAFILFEFT7EF:

EAOES 1) D RISiE
& . EILEY R
fER D EH

RYUSITFILA—I:

HERA A T D IFxIUTAE—2 3 VR
REDERZR L RIS

& D EILEY R

Ak : OECD :E&H A K54 > 406
fER =k

2,6-C-t-TFI-p-U LY—I:

REERA A T © b FREEE/ Y F TR HRIPT)

KRED TR D RIStEM

& ek

R D Bt

AhEHRERRYE

FIATTRERIERICE DR Y DETEAELL,

D%l

JaoELySya—i:

in vitro TO&EEEM D BB T MEYMERA NS EIRERE EHER (AVES)
R fat

SRERA A 71 in vitro 2 EIAERFERER
Hi%: OECD HER A A K51 > 473

R 2

in vivo TOEIGEM D R A T HEALEYARMBR/MEEER (in vivo fElaS 4R
2 )
B IUR

RE RN RIS
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Dexamethasone / Trichlormethiazide

Formulation
RES %ETH: BEES: BIEIKETA: 2023/09/30
8.0 2024,/04/06 5421567-00011 #EERA: 2020/02/13

NN-SAFLTERFI R
in vitro TOEEGEEME

in vivo CTOEIGEMS

RUDITILa—):
invitro TOEESEHE

in vivo TOEIGEMS

Dexamethasone:
invitro TOEEEM

in vivo TOEGEMS

2,6-S-t-TFII-p-H LY—)L:
in vitro TOEEEM

RS

HERS A T MAEME R D EREAZ R (MES)
R It

HEA A 7 FomEEMEBIAEE (EMAE) (in vivo)
B Sy bk

BERZE ]RA

7% OECD RERH A K54 > 478

R e

BB A T MAEME LD EREAZRHER ANES)
SR It

HERA2 4 T HE B SR MBR/NZEREE (in vivo MifaEER
E%)

B YR

B2 BRI ST

IR fatt

HERA A T MEWE L B ERATRRE ANES)
R et

REES A T in vitro 7w EA
TAMRTL: IR NEHRS
R 2

HERA A T INLERER
FE. TR

BE5ER: &0

R e

HERS A T HEME AL D ERRAL REER (AES)
R It

SRS A T in vitro BLBMAIEET ERHER
SR Rt

SRS A T in vitro RBARERER
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Dexamethasone / Trichlormethiazide

Formulation
RES %ETH: BEES: BIEIKETA: 2023/09/30
8.0 2024,/04/06 5421567-00011 #EERL B 2020/02/13
R 2
in vivo TOEEGEEE D O RERAA T EERM (in vivo lEELIEEHMHEAEEEMNR
E&. ZBELHT)
Eovbk
BRERE SRAHRAALTEE
R fE
HEHRAKE
FIFRTRE A IERICE DR Y DETEAL,
%
JaELrySya—i:
iE D Zwk
BB D BRAHIAATEEE
i 22 B R 28
FER D et
NN-SAFILFPEFFSE:
& D vk
BRER® O RAGRR)
r3Alied | 18 B
FER D et
RYUSILTFILa—):
& D WYY R
REER D BRAIAATEGE
MR EERF © 1038
ik : OECD E&HA K54 > 451
R D Bt
2,6-C-t-TFILp-U LY—IL:
b D vk
BB D BRAHIAATEEE
MR EE R 2245 H
FER D et
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Dexamethasone / Trichlormethiazide

Formulation
&S ETH: BEEE: BTEZRETA: 2023/09/30
8.0 2024/04/06 5421567-00011 #¥E4ERLA: 2020/02/13
5%
JoEuvy4Sdya—:
HIRICK 9 D5 E D RERA 4 T ZHREESEHER
FE:.T9X
BRERE SRARAATEBE
R 24
BROEBE~DEE D BB T ZRMNELUVRERE
E:T9X
BERE: SRAAATEBE
R 2
NN-CAFILT7EFFE R
EIRICH T HEE D RERA 4 T —HRERESHEHER
B Sy bk
BREZE A
R 2
BROEBE~DEE D BB T ZRMNELUVKRERE
E: Sy bk
REZE RA
R S
EEEE-T7EAAD K . MERICKDERBANDEZENPEICH D,
RUDITFILA—):
EIRIC T HEE c BB T ZREEN / VHERE
Sy bk
BERE: SRAAALTEEE
R 2
BE: EUTa3YELIBONE=-T—2IZE DL
BERDOEBE~DEE D BB T ZRMNELUVRERE
E:. 79X
BERER: SRARAALTESE
R 2
Trichlormethiazide:
HIRICK 9 D5 E c BB T ZHREEN / VEHIERE
Bovhk
BREREK £0
WEARE S 4 NOAEL: 1, 000 mg/kg {AE
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Dexamethasone / Trichlormethiazide
Formulation

RES WETA: BEES: AIEIZETH: 2023/09/30
8.0 2024/04/06 5421567-00011 #MEERLE: 2020/02/13

R AES L VEHREREENDEZEN G N EAHIBA L=,
#E: HUT HMEI /LT —FIZE DL

HERA2 4 T ZHEEESN / NHERE

B:vHR

BE&ZK #0

#EARE S 4 NOAEL: 3, 000 mg/kg 1AE

R EES IV ERE~NDEEN G N EAHIBAL =,
& AT A2YMEI/ON-T—F2ICE DL

Dexamethasone:
BIROEE~DEE D HEReA T RE
B YOR
BEEZK KT
FAEEM: LOAEL: 6 mg/kg AE
R BEMREES, , OFH

& oyx

BRER®: AN

FAE S NOAEL: 0. 025 mg/kg {AE
R SEMNREEE,

& oYX

BRERK: AN

FEZM: LOAEL: >= 0. 062 mg/kg AE
HR BEMREES,

B oy hk
BERK KT

431 LOAEL: >= 0.02 mg/kg {AE
R EBERBLIUNBOESE, , BiF,

EESME-TERAA VU D BRADEZEOETHI,

2,6-C-t-TFILp-U LY—IL:

HIRICK 9 D5 E D RERA 4 T A EEE R
B oy bk
BRI RAAANTEEE
R E

REDHE~DFZE D HEBRAA T RS L UVHRERE
B Sy bk
BERE SRAAATEISE
R e
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Dexamethasone / Trichlormethiazide

Formulation
RES %ETH: BEES: BIEIKETA: 2023/09/30
8.0 2024,/04/06 5421567-00011 #EERA: 2020/02/13

I

BESHRSEEYE FEEEE

FIAT R HERICESCRY SETEHL,
BESORSEEYE (RELE
FATEAERICESCRYSETELRL,

B4

Dexamethasone:

EAOES 230 0o

1RO ES L BE fRER WIR

TERAAD R . REICh-5. XIREFCEBIZLI2BROEEDH 1,

2,6-O-t-TFILp-ULIV—)
TERAV D IREE#EE 100 mg/kg bw AT TIIEMIZH T2 ERGEE~AD
EXEIEN O

REERSSMN

5

JaoEuvy4gy)a—i:

L A S 8
NOAEL : >=1,700 mg/kg
BRERR D ERAATES
PR 25 Br P D2 F

NN-SAFLTE LTS F:

2 D vk
NOAEL : 90 mg/m’
LOAEL : 360 mg/m*
B 5 ER% D RAGER)
A% 55 B 24 » R

RUDLTIIA—):

2 D Swk

NOAEL :1.072 mg/|

B 5 #Eg D A LA/ZT R MNE)

A% 55 B . 28 Days

ik : OECD :HE&AA K542 412
Dexamethasone:
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RET—HRI—F

Dexamethasone / Trichlormethiazide

€ MSD [} e

Formulation
&S ETA: BEES: BTEZET A 2023/09/30
8.0 2024/04/06 5421567-00011 #EERLBE: 2020/02/13
2 Zv bk
NOAEL 0.0015 mg/kg
BERZK #n
e 22 B R 71d
2R FF ik
EE RRTHEIL-AELEN
2 AN
LOAEL 0. 003 mg/kg
B 52 #n
IREZE R 90 d
2R mi%, 8IE, KR
k3 RRTHEIL-AELEN
2 Zv bk
LOAEL 0.125 mg/kg
B 52K #n
YA 6 &
ZHE RS B
EE RRTHEIL-AELEN
2 Sw bk
LOAEL 0.4 mg/kg
B 52K #n
A 3 v H
ZHE RS RER
EE RRTHEIL-AELEN
& x
LOAEL 8 mg/kg
B 52 #n
A 3 v H
ZHE RS RER
&= HBRTHEIW-AELEN

2,6-C-t-TFIL-p-H LY—)L:

12
NOAEL
R
R 25 BF Pl

RAAFEH

vk

25 mg/kg
RARAATEHE
22 4+ R

FIFATTREGEMICEDCRY NEETEAEL,
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RET—HRI—F

€ MSD [} e

Dexamethasone / Trichlormethiazide

Formulation
&S }ETA: BEEE: BiEIZRETA: 2023/09/30
8.0 2024/04/06 5421567-00011 #EERLBE: 2020/02/13
AEIZHT B REBRER
B4
Trichlormethiazide:
— AR IEER EK: OFL, IRR, ME~ADOFEE, &Y, BEE SHUDLA
MmfE, SMmE, {EmE
HE &L —MRNEEIER -
Dexamethasone:

RAAATGE

Bl &R

R B

=

ZfEER &
EIR: BHAHIET

12.

REFERE

SRESEM
5

JaoEuvy4gy)a—i:

(s e aY=—3 3

X9 HF M (BHESM)

MEMICHT 5=

NN-CAFILF7EFTSF:
|FES

TUOVIFOKEEEHDY

R KEEYICHT HENE

SOVAFOKEBEEHEDY ¢

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

EC50 (Ceriodaphnia dubia (X <> 0)): 18, 340 mg/|
REEERFME: 48 h

ErC50 (Skeletonema costatum CEi¥IEEE) ): 19,300 mg/|
BREERR: 72 h
7% OECD ERE&RH A K54 > 201

RAEEZER
mg/ |
PEERE: 7 d

& (Ceriodaphnia dubia (X< >1)): 13,020

RAESZEEE (Pseudomonas putida (Ya—KEFRX - TF
4): > 20,000 mg/|
RREEEER: 18 h

LC50 (Leuciscus idus (a4 M—7&)): > 500 mg/|
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RET—HRI—F

€ MSD [} e

Dexamethasone / Trichlormethiazide

Formulation
RES %ETH: BEES: BIEIKETA: 2023/09/30
8.0 2024,/04/06 5421567-00011 #EERA: 2020/02/13

SOVAFOKEBESHEDY ¢

IZxt9 5&E %

R KEEWIIHT BENE

MEMICHT 5=

RUDLTFIIIA—):
ask

TOVIAFOKEEEHDY

[Zxd HEMN

R KEEYICHT HENE

TOVOEOKEESHEY

X9 HFE (BESHE)

Dexamethasone:

SOVAFOKERESTHDY ¢

X9 HFM%

EEKEEYIIHT HENE

BREERFfE: 96 h

EC50 (Daphnia magna (F# =< >2)):> 500 mg/|
BRFERFR: 48 h
ik ¥54 67/548/EEC, Annex V, C.2.

EC50 (Desmodesmus subspicatus (#k%)): > 500 mg/|
RRERRER: 72 h

EC10 (Desmodesmus subspicatus (#x%)): > 500 mg/|
RREERER: 72 h

EC10: > 1,995 mg/|
AR EEMER: 30 min

LC50 (Pimephales promelas (77w kAw KX/ 1)) 460
mg/ |
BREERFE: 96 h

EC50 (Daphnia magna (74 =< >1)): 230 mg/|
PEEERFME: 48 h
7i%: OECD HER A A K54 > 202

EC50 (Pseudokirchneriella subcapitata (#kZ)): 770 mg/|
BREEEER 72 h
7% OECD :REEH A K54 > 201

RAEZERE (Pseudokirchneriel la subcapitata (#%3)):
310 mg/|

BREERE: 72 h

Fi%: OECD HERA A K54 > 201

BRANESZEEE (Daphnia magna (74 32> 2a)): 51 mg/l
RREEEERA: 21 d
7% OECD REEH A K54 > 211

EC50 (Daphnia magna (A=< >2)):> 56 mg/|
BREFERF: 48 h
7% OECD ERB&AH A K54 > 202

EC50 (Pseudokirchneriella subcapitata (%ki%)):> 9.2 mg/|
RRERRER: 72 h
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RET—2—F € MSD [} e

Dexamethasone / Trichlormethiazide

Formulation

IRES WETA: BEERS: ATEZET H: 2023/09/30

8.0 2024/04/06 5421567-00011 #EERLBE: 2020/02/13
#i%: OECD SRERH A K54 > 201
BRESEERE (Pseudokirchneriella subcapitata (#&%)):
9.2 mg/|
BRERFME: 72 h
7% OECD RE&H A K54 > 201

AEN (BHESEMN) D BRAKESEERE (Pimephales promelas (7 7y kAw K/

2)):0.033 mg/|
BREERFfE: 32 d
7% OECD HBRA A F5 4> 210

M-Z70 48— (KERERE : 1
Tt RE (1B1H) )
MEMIZ T HEMN : EC50:> 1,000 mg/|
BREERFM: 3 h
REEA 4 7 ORI
A% OECD RE&R A A K54 > 209

RAESZERE: 1,000 mg/l
BREERFRE: 3 h

RS A T FEIRINGH

7% OECD HERA A K51 > 209

2,6-C-t-TFIL-p-¥ I/‘}—)b
y: k- : LG50 (Danio rerio (€737 4wy a)):> 0.57 mg/l

REEERFME: 96 h
ik ¥§4 67/548/EEC, Annex V, C.1.

SOVOEOKEESHEY © ECS0 (Daphnia magna (A4 32> 3)):0.48 mg/l
IZx9 &M RREERERE: 48 h
7% OECD RE&RH A K54 > 202

R KEEWICHT HEM  ErC50 (Pseudokirchneriella subcapitata (#%)):> 0.24
mg/ |
RBRERFME: 72 h
Hi%: OECD :REEAH A K54 > 201

BRARESEERE (Pseudokirchneriel la subcapitata (#%)):
0.24 mg/|

BREFM: T2 h

A& OECD HE&R A4 K54 > 201

W-2704%2—(KERBEEE © 1
" 5EHE (B )
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RET—HRI—F

Dexamethasone / Trichlormethiazide

€ MSD [} e

Formulation
RES ETH: BEEE: BiEIZRETA: 2023/09/30
8.0 2024/04,/06 5421567-00011 #MEVER B : 2020/02/13
ASM (BHE) RARELZERE (Oryzias latipes (F1A 4% 7)):0.053 mg/|

[Zxd HEM (BEST)

M-270458— (KERREEE
tt RHEI (181%) )
MEMIHT HEME

BB - S
0%

JaoEvySya—i:
E R

NN-SAFILFELFTIF:
RN

RUDLTFIIIA—):

2,6-C-t-TFIL-p-H LY—)L:

|E22x Ak

SOVAFOKEBREHRBY

BREERFAE: 30 d
7% OECD EBRA A K51 > 210

RANEZERE (Daphnia magna (74 =< >0)):0.316 mg/|
RRERRER: 21 d

1

EC50: > 10,000 mg/ |
BRI 3 h
7% OECD :RERH A K54 > 209

HER: R,
E0fE 98.3 %
RREERFME: 28 d
7#i%: OECD :RE&EH A K54 > 301F

R ZOMRETIEGL,

HofE: 70 %

RREEASME: 28 d

fEZ: (10 day time window criterion) Zi#HE L TULVAELY,

EoEH R ZofEk,
HE5fE: 92 - 96 %
RREERER: 14 d
Dexamethasone:
oM R ZoMETIEGL,

H£5F2: 50 %
RRERRER: 3.54 d
7% OECD HERAA FS 1> 314

HR: ZAMIETIEAL,
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R&T-—%—t CIMSD /A
Dexamethasone / Trichlormethiazide

Formulation
RES %ETH: BEES: BIEIKETA: 2023/09/30
8.0 2024,/04/06 5421567-00011 #EERA: 2020/02/13
E5R 4.5 %
BRERRT: 28 d
F5i%: 0ECD TR b HA KS4 > 301C
SHhEEY
5%

Ja~vvyydy)a—i:
n-#4%2 4%/ —JL/ KHEZRE © log Pow: -1.07
(log 1) Ak HELRA| (EC) No. 440/2008, t@Z, A.8

RUDITILa—I:
n~-#A49 32/ —IL/KHEFRE : log Pow: 1.05
(log fE)
Dexamethasone:
n~-#A49 32/ —IL/KHEHRE : log Pow: 1.83
(log fE)
2,6-C-t-TFILp-HLYJ—):
HSREREMN . F&: Cyprinus carpio (3 1)
EYEHsEF (BCF) 330 - 1,800

n-#4%2 4%/ —JL/ KHEZRE : log Pow: 5. 1
(log &)

+ OB EE
F—a1L
FVUBADE N
ey
toEERE
F—a1L

13. BELOEE

BEEFHE
ERREEY D WA BBREDORTFEICHVNLST B,
BEMZE TKABEH L TIEE LA,
BREHRVAE D EDOBRBRE. YA VLFEEEFREDOIZ, BAERITT-

REMWEREICETT S,
FIHEEANEIMES., RERAGRELTREYT D,
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RET—HRI—F

Dexamethasone / Trichlormethiazide

Formulation
RES %ETH:
8.0 2024,/04/06

REES.
5421567-00011

€ MSD [} e

AIEIZETH: 2023/09/30
#MEERLE: 2020/02/13

14, BXLDIEE

ERRR

R _E ¥z (UNRTDG)

EEES

E&E#i£ 4 (Proper shipping
name)

[E#E 548 (Class)
BIRfEMZ M (Subsidiary risk)
A 2%, (Packing group)

5 ~NJL (Labels)

REAEH

fin 22k (IATA-DGR)

UN/ID Z+& (UN/ID number)
E:&#i% 4% (Proper shipping
name)

EE 748 (Class)
BIRfEE M (Subsidiary risk)
B ER (Packing group)
Z XL (Labels)

WaEr (E9H) (Pack-
ing instruction (cargo air-
craft))

HEtET (REH) (Pack-
ing instruction (passenger
aircraft))

& E#g11% (IMDG—Code)
EEES

E&E#ix4 (Proper shipping
name)

E&E5 48

BlRfER S

BERER

NI

EmS a—F
BEEEYE &S - EZD)

JEER S
JEER S

JEEX S
JEEX S
JEEXY
JEEXY
JEEXY

L
I

JEEZH
JEER Y
JEER Y
JEERY
JEE&H

JEE&H

e
L

L
[
[
[
L
JEER=

MARPOL 73/78 MiRE I1 RUF IBC a— FICK A X oBWAMEShHBAME (B - E&Y)
s S IRBORRICFTIEZH,

[ P53

EOREDERG L. HE 15 Z258T 5,
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RET—HRI—F

Dexamethasone / Trichlormethiazide
Formulation

RES WETA: BEES:
8.0 2024/04/06 5421567-00011

€ MSD [} e

AIEIZETH: 2023/09/30
#MEERLE: 2020/02/13

R DR EXE
JFEZ Y

15, BRZES

BEEEN
HREE
fElR¥. EERABMICEE LG,

L&&
Bt FmE

R

=

=

Janr—1, 2—F—)L

106

2, 6—C—tert —JTJFIL—4—AF)ITz/—I

64

FBRE/LEE
BEENBELESIIEEY
JEEZH
HEDHAIZRITIREHED
JEEZH

BEMEEN EHARYME

[ e%%

[IN. N=SAFLF7EFT7EF

ZRREDOBH oh -t FYE (BIFLFHE)
JEERY

ZRFREORBH oh -t FYE (FHRBEHEFHE)

JEERY
BAREZENTRERRVEVEEY
EE ST ED 2 FEITFARE 9

b4

2E5E ()

ke

Janr—1, 2—F—)L

>=80 - <90

2025 £ 4 A1 BLARR

N, N—=DAFLTF7EFF7IF

>=10 - <20

RUDNLTFILa—)L

>0-<10

BREFERTIREBRVRVEEY
EEST K (HEITHE 185K

b4

e

Janr—1, 2—F—)L

N, N—=DAFLTF7EFF7IF

2025 £ 4 A1 BLARR
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RET—H—F CIMSD A e

Dexamethasone / Trichlormethiazide

Formulation
RES %ETH: BEES: BIEIKETA: 2023/09/30
8.0 2024,/04/06 5421567-00011 #EERA: 2020/02/13

IRven7ia—n

NARUYE (FBREMERUESTT£02)
4
NN-SAFLFZEFTFER

BELENEREFIHHRA
ElE

e HE TR

IR

7 IILE IV ETFRHRAI
IR

BWBERPE PR
EHE
FERLWEEEITS - NRE— (EEY)
JEELY

BB URIMEHE

JEELY
LEMEHHINEERREE
E—EETELEYE

[ ex4 EEES EHE (%)
[IN, N- SAFLFEFFEE 213 16

BEHARARRE

JFEZ Y

DE 108 3o

LA

etk eik

el E LTREISh TGN

zik

el e LTREISh TGN
BESEERUBLKEDORLICEY 58

(X 5 EAHEE ; ERIAMEL )
ERREE e DOEEEEMEICEEZRELAND
FR3E R Ul R S IR

FMERBAREY (@ - @A)
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RET—H—F EIMSD A

Dexamethasone / Trichlormethiazide

Formulation
RES %ETH: BEES: BIEIKETA: 2023/09/30
8.0 2024,/04/06 5421567-00011 #EERE: 2020/02/13
JEZY
YEMERBMHERE @ - @A)
JEZY
REVOLEBR UV BERICET 5i%E
EEREY
COEAFDRAIZDODNWTEEA IRY M) —~DEREIHR :
AICS L RE
DSL N
IECSC L RE
16. ZDHDER

ASS [CENWTHBREREZDBNHAZNEDRENMERTDERIL. EXMETHIEEE
BHET

5| R scEk D BHE#IT—4. EMESDS [ZEDILF—4. O0ECD eChem
R—R2ILE I UVEMIEEYER http://echa. europa. eu/ D&

URIN—C 3 UL EESNERBRFAXETE 2 KR THRARTEINATVETS,

Bt 72+—<v bt . %/R/H

ZDHDBEEED 2L

ACGIH : KE., ACGIH[BSFEME (TLV)

ACGIH BEI © ACGIH - £¥MZMREEIZE ( BEI )
ZEE (BEEE) D EERBEIIMEE. BEEEHLESH
BAE(GEYS (FRE | BHAEEF4ARE HREEZOHE -1 tEDEOHFBRRE
E)

ACGIH 7/ TWA . 8 EEfE. BEREMNET

ZEE (BHEREE) /ACL D EHERE. RERE
AAEEFEFS (FRE © HREE

&) /O0EL-M

AAEEXFETES (FRE | RKHBEE

E) /0EL-C

AlIC - A—X FSUTDIEILFERASA AV RY; NTT - TS5 D)ILEREEMES, ASTM - K
EMHRRGS, b - KE R - EH M. TERE. £EEEEAHLESNHYE: DIN -
FaURRKRHBARELE, DSL - ERYMEYR + (AF4): Ex - FED XhORGERIFTEER

27128



RET—H—F EIMSD A

Dexamethasone / Trichlormethiazide

Formulation
RES %ETH: BEES: BIEIKETA: 2023/09/30
8.0 2024,/04/06 5421567-00011 #EERA: 2020/02/13

bNBHRE, Elx - FED XWOREERIFT EEZONDHEFTEE, EnS - BERHOR T Do
—JL; ENCS - {LBEDBEFLEME )R b ErCx - FED XWOREEZRIZFTEEZONDRL
& ERG - RERWISOF5IE; GHS - HRF[I I AT L GLP - HEBREMERE, [ARC - EHIR
DATRRHE, [ATA - EEMEEXHS IBC - BRIEFEKOESEEZD-HOMMOEE
RURKRREICET SEFRHEA. 1050 - 50WPEEFRE; ICA0 - EFRERFMZERRE, [ECSC - HER
FLEMEREE: M6 - BB LERYMAIE. I - ERBSEHE. ISHL - FTBReEEE
(BF): IS0 - EFRECHME. KECI - REBRFILFEMERE: LC50 - 50%HERE LDSO -
50%HEE (FHBIEE)  MARPOL - MfIC K S BRDMILD=HDERRER, no.s. - I
MBNATSINA TS L DZERRC: Neh - FURR NOWEC - BEZMHSZEIRE: NOWEL -
BAESMHSZEL AL NOELR - EEEMZEERFES NOM - A28 NP - XEE
REM IO L NZIoC - Za—2—F v MEEWME AR, OECD - ZFHNEAFEEE, OPPTS
- LEYMEREMN - AFWLER PBT - #HOMRMEN - £RERNE - HEME WE) © PICCS - 7
1 VELEMEA AR = (SR - (EEH) #EEMAEE, REACH - {LFHMEDE
$. &Tffi. B W&H I UEEE (REACH) [ZBI¥ H#HAI (EC) No 1907/2006; SADT - BN #2
BE SIS - RET—2Y— b TECl - 2 A IZBAFEDILEHNED A R k1) TCSI - B&1E
EMEA R M) —; TDG - fEEYE@E; TSCA - HEMERSE CKE); UN - E&E: UNRTDG
- BRESERYEEES. vPB - FEICHIBRUVFEICSEEME WIS - EXRSRIRE
EEMERR AT L

CDRET—AI—FUAT TSDS] EWLVS) TIRET HHEHRUUAT TKFEHR EW0V5) E. KEHE
BERIZENT, BHOREOMB. FHR. RUESDILETERTHDILHHLIZEDTT,
AERIE. HEORLAEIEKL. FH, LB, RE. @E. BEERVRRICETIIHNM TR E
LTOHMEB SN TEY ., WHBIRIEXIIKEREELTIOTESHY FHA. NERIZL.
SDS DEEEZEICRINTVAHESN-HAICAHATIENDTHY . URAEGE/LORT LHEAE
HhET, XFTORFTHEASINSIGE. AXFICERNLZWLEY .. BTG5 A LA EEE
NHYET, AEZOFERABELMICE VT, RERRUHREZIEZERAT 255812, EFAES
PDREBEARBICH THAALGOEYLTMESH T, FRERMLOERT 52HETOHEDIKR
IZHITHAREZOEEKL, FH, LB, RUREICOWT, BEREVNET,

JP/JA
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