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RET—H—F EIMSD A

Dexamethasone / Chlorphenamine Hydrogen
Maleate Formulation

RES WETA: REES. AIEIET B: 2024/04/06
1.0 2024/09/28 5500059-00014 #MEERCE: 2020/03/10
KBRRAXIES VRV ; % %|
T EMEEEE D falR
EREEMLIFR D H302 BRARAL E A E,

H317 ZLILX—MEERIGEE T TN,

H319 3& L \BRFI

H334 IRAT B &7 LILE—, TA (IK) BXRIXMFEREEZL
ZTBEN,

H361d BEIR~NDEZED S ZTNDEELY,

HA10 REIMGERISCEIZ & > TKREEWICERIZROEM,

TEuEK:

P201 EARTICEIRGRBAEZAFTH &,

P202 £ THREFELZHAHEBMT HIETIMY/RDIENN &,
P261 S X F/"HRKDBAZRITEHZ &,

P264 Rk LMEITEEEZ K <CHEKS 2 &,

P270 COHEZEFATHEEC, MEITEEE LA
Eo
P272 B INT-FEKRITIEESNSHIBE NI &,

P2I3 IRIEADMEF#(TDHZ &,

P280 REFR MFEK RERE GREEEZBERTA L,
P284 R AL+ R IHEE. FIRAREEZERAT S &
ICRHEE:

P301 + P312 + P330 kHAA TGS - [ROMNENE Z(LEER
ITERTHE, OFTI L,

P302 + P352 HIEICfH&E LI=1BE : ZENDKTHES Z &,
P304 + P340 R A L1=156 : ZROFEELIZATICFE L. FRL
PFNRBTHRESESZ &,

P305 + P351 + P338 ERICA-71=15& : KTHOMEER %K
5C¢, RZOAVAY FPLUREEFERALTVWTESICHE SIS
BlIENT L, TORLESGEHRTH L,

P308 + P13 IEK BRIFIEK BN BEEL HSHEHE : EEIDIZE
SFETERITSHI L,

P333 + P13 HIERIEMRIIE LA () NELI-HE  EED
PUE/FUTEZITEHIE,

P337 + P13 ERDRIEA R 15E : ERDBZE FEHTER(T
52 ¢,

P342 + P311 MEIRICRE 3 ZIERAH =56 : ERNIZERT S
Eo
P362 + P364 B IN-KEE[RE, BERATHIGEICITREE
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RET—H—F EIMSD A

Dexamethasone / Chlorphenamine Hydrogen
Maleate Formulation

RES ETA: BBRE: BIEIRETH: 2024/04/06
7.0 2024/09/28 5500059-00014 #IE4ERLA: 2020/03/10
#3H_¢E,
P91 R ZEEINT 5 2 &,
®rE:
P405 e L TRET B 2 &,
BE3E:

PS01 AEY BHRERDIN-NERRICERZT S &,

EBMMSARIL

BEMPORDEEDHEN L. KEBEICE>TREAEENRMTHS : 33.36 %
GHS S HEICZY L LMD BRESH

MEAL,

3. MRRURSER

EFME - EEMORI L RAY

5%:)

LZ% CAS &= EHE (b w/w) BEHRAREE
BS

DERBR LT RIA D UREE | 5490-27-7 >=50-<60 -

&

2-4-TI/ARNUJAILFF)T | 6130-64-9 >=30-<40 -

FILSIFILT VEZD L (6R)-6-
2-ZzZILTF7ERT7I R
JUBE/ N KL—

JahA ViEEIE 51-05-8 >=1-<10 -
|Ch|orphenamine hydrogen maleate |113-92-8 >=1-<10 -
|Dexamethasone 50-02-2 >=0.025-<0.1 -
4. BREE
s 3: 0l A 73 : %Eﬁwﬁ%ﬁ‘b\ [T LGBV EZFELICEEDEZRE
%;§%m<%ﬁsituﬁﬁﬁ%é%éﬁsﬁﬁwﬁﬁé
BA L1 8A  BRA B, FHEEROBTABHT .

R L TLVEWMESICE, ATMRERET
MRARYE TS (CTBRIRAZITI.,
ERLEZEZT S,
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RET—H—F EIMSD A

Dexamethasone / Chlorphenamine Hydrogen
Maleate Formulation

RES WETA: REES. AIEIET B: 2024/04/06
1.0 2024/09/28 5500059-00014 #MEERCE: 2020/03/10
KREIftE LI5S D EMLESS. BESICKREERTALSEDKTENTRT,

FELEKBRE X UVH ZFR <,
EENEEZ(T5,
BEFEADRIZKREZX S,
HEBFERIT DHEICELITES.

RICA- -84 M LEES. ELICEENDKTALECED 15 KB EE
LiRT S
BEIZTEREAICIE. a4 FLUXERY ST,
EENEEZ(T5,

RAAATZIGE D BRARAATIEGE. BEITHEMEGL,
ERLEZRITS,
KTARZELLCTT S,

BEHEAGWNGS, OB EZAB N &,
AMERRVERMEEROE @ SRARXLEFE,
LERLHIRER FULE—MEERGEECTEZN,
SR L VER R
WRATHETLILF—, FA (Ih) BRIFFREREEL T
BETh,
IBRADEBEZEDETNDEEL,
BEDCREZ. BFEORELMOMTRESE (FIXERE. <
EX R, RISKEHETSERE) EBLSELTREND

YEF,

WREEZY 2EDRE D BaREEREFBELDREITEEEILL, HEESIK TSR
EREZERATSHE. BREOFRENHDHESE. HESD
BYGEAAREEZSEOC L (BR8E5H) ,

EMC T HRAGERFE ¢ XFRESIUMERZERTH &,

5. KKFDIEE

Y75 H A D JKIESE
fit 7 )L a— L A
bk (C02)
3 2K H A E
o TS ELHAE D HMRAL,
HEDRBRESHE D BRRAERYMANDBREIIREICEERETEENH S,
HERRRIEY D REBRIEY
ZZE1EW (NOx)
REERIEY
ERIEEY
EEERItY

BHEDHENAE D BEORR EFDREICE CTEYHAFRER NS,
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RET—H—F EIMSD A

Dexamethasone / Chlorphenamine Hydrogen
Maleate Formulation

RES WETA: REES. AIEIET B: 2024/04/06
1.0 2024/09/28 5500059-00014 #MEERCE: 2020/03/10

RABHDBRERANT DEDIZKEEET S,
RETHNIEREBEI VT FEZANKBEEIO BT,
RighoBESED &,

HRETSEORE DORKEFICIE. BIEXRSBEERYT 5.
REEZERT .

6. IRHFDEE

AMEIZHT HEEER. RE @ REBREZERT .
BERUVRIFREE REGMYFZLDT (R (HBTZ22R) ©. BARE
BDREERICEN (IRE 8231 .

BEICHd 5FEEE D BREAOKREEREITEZ L,
REFHERALTHDL, INPIEFINZELEDHS,
GERAICIEESIDEHC HLERADFEREFAFAMINYTIHE
I2&3),
FBRINFREKEREL. 09T 5,
RENELLEIRTEHEWNES(E, HABARKICERT 5,

HLRADRTHEDAERY @ FEEGRIM TRINEE 5.

2 ZERICCENGE. HRREECFOENLGH CADFE
ZELT. BABBVESITT ST &, WREICERLEE
MERVITTRVWEIFHIENTEDIHFEICIE. EURL-Y
Bz EUGERRNIRET 5.

REVME BV GRINFITRET 52 &,

AEREHRE., BETHRICE, EMABARREITVEDR
BIcft-TRET S &, TORBICERASAEYEIZON
TLRETHD. EQRAUNBERAEIN SN EHERET HRLEN
H%

ASDSDIEB 13HE LV 15 2ENT, ABBRELVED
ERHEORZEDY

1. BEEVWERUVRELDIERE

&Ly
ATt 2R DK EMERVREREDRORFHEKESHE,
BRrgR, £HBK D EYEHMRIEEDOT TOAMERY %,
ZERREIRER D REBORRIZA TR,
SRAMEIERALGNT &,
BRARAFLEL,
R&DiEMEET D,
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RET—H—F EIMSD A

Dexamethasone / Chlorphenamine Hydrogen
Maleate Formulation

RES WETA: REES. AIEIET B: 2024/04/06
1.0 2024/09/28 5500059-00014 #MEERCE: 2020/03/10

RFKWVRIEREZLCEI S &,
BEBRZERAEORBRICEDIE, EXUOBESIUREMD
ERITREICHEVERYKRS C &

BHREFHALTELIE,
FTIZRIEAHTLAA. BLUmRR, 7LILF—, BHEF
=X B FEMEFRIFZEEBIZNNY OFT OAE, FFRIRIEYE
FEREMEDERICOVWTERMICEZH X THILENH Y
Y,

COHMEFERTHEEC, RBEXEBEZ LGN &,
RNOREVEHLL, RE~NOBRHEZERNMRIZTESESF

9%,
FEfih [B] 5 D ERIEH
HAEXER D BEOEAPRIIEEVE~ADE S BEOTREENHHEE(L.

EEBFRDELICTAISIVV VI VRTLELIURED Y
J—%BRBLTLIEELY,
FEAFIEIRERUREEZZIET S,
FERIN-EEKRITEESMIGHIG NI &,
BEIN-KRISBFERT IANCEKET S L,

T7I) T4 DHMBHLEARL—3 VI, ToP=7a
vha—)L, @BUGEANERE. BUGKROLES L UNE
ZEFIE. EXGLEER. ERERLEERTOEROL
Ea—%80RENHY FET,

®RE

REHRESEH D EYRSRILODNERBICANTE S,
L TRET S &,
BELoNYEFADH B,
BEDOHREICH->THRET S,

BRIt E C OROBEIEHE VO L LITEELAL
BB L F

RERBHRAEME D OEIRUOHME MRAL,

8. E<EMLRUVREEE

ERBRBEIZE T IRIBNRBERR/ HFERE

X5 CAS BE BE (RER | EEEE/RER | HA
FE) 2B HFREE
PeERORMLTRTADY 5490-27-7 TWA OEB 2 (O= 100 < | &R
iz 1000 pg/m3)
TWA 0.4 mg/m’ BEIRE
OEL (Bi%E L
il FR)
Chlorphenamine hydrogen 113-92-8 TWA 10 pg/m3 (OEB 3) | NER
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Dexamethasone / Chlorphenamine Hydrogen
Maleate Formulation

RES WETA: REES. AIEIET B: 2024/04/06
1.0 2024/09/28 5500059-00014 #MEERCE: 2020/03/10

maleate

HMIER: KBS
HEERY HIFR | 100 pg/100 cm2 AR

Dexamethasone

50-02-2 TWA 10 pyg/m3 (OEB 3) | MEB

SRR RS

| X =E Y #IBE | 100 pg/100 cm® | PIEB

R

e L]
IR R R

TJANE—"A4T
FOREER
mE

e
RRORESR

RERVEHDRER

SPEREZEETHICIEIBEUNLGIOC=T7) IEBRELY
BERMEFERALET B, EENBBWY A v U BHER
0 o

HA. REXESPLVREZRET SO, 2T00=F) Y
JEBIRBHRFICIVYERESA, (WPESICHVERSL
BBENHYET,

RECOIHESLUVEEBTELRVIY 7ADEESYDOHEEHE
<S5 AT, BAYMOBRICEYZIMNGFRMHALEELLY F
T . A—TF T A4 ZAMEITINA R),
F—ToNVRYUTERMELET,

BYGBAPFIEENFATELGMES, FEIEXEE
THEENA RS54 D OHEEND I BNRESAHEE, 7T
RREHFEEZFEALEL LS,

WHFRYAT

FERETS

FRAEAZBETERTAIEERFLELL S,

Y4 Fo—IL FHEREREL L XTIV I EFRT S,
FEREL LIEERITEDZMRE, S Xk, =70Y
W ERRET BHIGEF. BRIV ILEFRT 5,
LA, SR, HLLIFI7OVILICENEESLSND
ATREMEMNHBIEEIE. 7T —RP—IL KL LLIEZFDIEFHLD
L7 z—RBEOTIOFU 3 vEFRALELES,

A= 4—LELLIEERERAI—FEERLELL D,
MEEABELEVWLSIZ, EEINDIZRVICEDE, &K
FEBEOSA— AU rZEEMLTERALELLES (Bl, RU—T
Ly, 270>, RFR, FIMETR—YRE) ,
BRINF-AREM D HIKIRZER CIHEEILEY L AETIT-
TLEEELY,

9. MENRLENEER

WIRAR R

BAR
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Dexamethasone / Chlorphenamine Hydrogen
Maleate Formulation

RES HETH: BEES BIEIRETH: 2024/04/06
7.0 2024/09/28 5500059-00014 #EER B 2020/03/10

& =k
=N T—21L
B0 LELV G E T—R%EL
RS R T—21L
90 T H BB i B UN5oh e & ] T—21L
arAtE (B, SR JEEZ L
AR GRIK) JEEZ L
BETEARVGER LER AIHAER

IREEGEDO LR/ AIRER @ T—44L

E

IRRGEEDO TR/ AIATRE : 7—474L

E
5l K& T—21L
NREE FT—2L
pH 50-6.0

F—aL

RFERE T—R%EL
BHAFENEE T—R%EL
FhHEE

ENFLE (BhRLTEER) T—21L
BRE

KBt T—21L
n-A%4 %/ — )L/ KHERFREK JEEL L

(log &)

KT F—421L
BERUV/XIFHEANZE

tE F—421L

Gl 3

1.17 - 1.21 g/cm®
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Dexamethasone / Chlorphenamine Hydrogen
Maleate Formulation

RES ETA: BBRE: BIEIRETH: 2024/04/06
7.0 2024/09/28 5500059-00014 #EER B 2020/03/10
T—R%EL
B HRAFBE T—R2%L
IRFEEM IREMELT L
L4 AESITEEIEEME E LTIEREINAL,
NFE T—21L
P4
FFHA4X JEEZ L
10. REMRURGHE
R RIGHERE LTI EINGL,
LR EMS BEORETIEIRE,
ERAERIGATHENE BONVBRIERIERIGT A ELDH D,
BETHRNEEN HMREGL,
REREIRYE 2%
fERAEE LN HRERY BREELBERMITHMON TV,
1. EFHEEH

AREMED H S REBZBOFER

2HSEt
AHAD EBE,
B

2MET &0

B4

A

B2 IS Hfi

23 0)
RIZA-=15&

AMEMHTEE : 709. 59 mg/ke
Ak EHEICLBAEE

SeEFARMLT A UGBS

“%ﬁ%ﬁ(ﬁu)

LD50 (S v k): 430 mg/kg
&% BT IMEMHTON-T—FITE DL
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Dexamethasone / Chlorphenamine Hydrogen
Maleate Formulation

RE= WETA: BEES: AIEIET B: 2024/04/06
1.0 2024/09/28 5500059-00014 #MEERCE: 2020/03/10

-U-TRI/IRVIANFXV)IFLSIFLTVEZVLBR)6-(2-T L7 F7EF)
RZVYVBRE/ N FL— b

AMsE (#EO) : LD50 (¥ R):> 2,000 mg/kg
Tah4q VIERRIE:
Sust #&n) D50 (5 v k): 200 mg/kg

Chlorphenamine hydrogen maleate:

2HEE (RA) : LC50 (5w k):0.61 mg/l
PR 4 h
HERE MLAU/S R+

SMEN (Z0HmEEK) : LD50 (v F): 89 mg/ke
Dexamethasone:
AEEE #&0) : LD50 (v k):> 2,000 mg/kg

LD50 (%2 R): > 6,500 mg/kg

AnEN (F0hoR®) : LD50 (T v k): 14 mg/kg
BREREK KT

BREREEY./FHE

FIRATEE S IERMICE DR Y REETEALY,

By

-U-FI/RVIAINFTXV)IFIASIFATUEZDLGBR)-6-(2-7 = LT7EFFEFK)
RZVUYVUBE/) I FL— b

2 D RIERIEA L
Chlorphenamine hydrogen maleate:

|$§ L =

fER D RIERIEAZL
Dexamethasone:

|$§ ML E S

fER D BEORERM

RBIZx9 5 ERGBRETEIRRIBE
58 UVER BB
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R&T-—%—t CIMSD /A
Dexamethasone / Chlorphenamine Hydrogen
Maleate Formulation

&S ETA: RERE: HTEZRET B 2024/04/06
7.0 2024/09/28 5500059-00014 #IE4ERLA: 2020/03/10
5%

-U-FI/RVIIAINFXV)IFIASIFNTUOEZDLGBR)-6-(2-7 = LT7EFFP )
R=ZVYUBBE/ N FL—

=2 . IRADORIEE L

Chlorphenamine hydrogen maleate:

| i L S

fER D BEEORIE

Dexamethasone:

| i L S

fER D BEORRE

PO, 35 B R 1 3 I3 B i TR 4 1

RERAES

FUILXr—MHEERIGERITEETN,

FROR 38 BB

AT BETLILFEF—, FA () BRIIFEREREFRE-TEZN.

By

CEFOR LT A UGS

REERA A T © B FREEZ/NYFTX FHRIPT)
EXAOES 233 D RISt

& S ER

fER o B

k3 D BT AamEMSBLoNnET—2IZEDL
|72z 2>k L E R DOREBEEORIRE - FEASHY

2-U-FS/IRVIANFXTV)IFIAIFLTUOE=ZDLGBR)6-(2-7 =7 FT7ER)
R=ZVYIBBE/ INM FL— b

e AT D IFRIITAE— 3 VR

RO T ER D RSTEA

i . EILEYE

Hik : OECD SERHA K54 > 406

faR L Bk

&% L BT AMENISRLONI-T—RITEDL
l7ex 4>k L E bADOEEREEOKIFEEIZIRLH Y,
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®2T7—8o—F EIMSD A o
Dexamethasone / Chlorphenamine Hydrogen
Maleate Formulation

IRES WETA: BIpEE BIERETH: 2024/04/06
7.0 2024/09/28 5500059-00014 #EERE: 2020/03/10
"7tx%>h . BYERICE D E ABICERERBHENFKIT B AR
H5,

Chlorphenamine hydrogen maleate:

RED IR L R

e . T—AKL

4EMRERRYE

FIATEE S IERMICE DK RY R EETEAELY,

5%

JahA UiERE:

invitro TOEESEME D HREBAA T MEMER VWS EREALTESER (AMES)
R fE

#E: BT SEMFONT—RIZE DL

Chlorphenamine hydrogen maleate:

in vitro TOEIGEMN D OHBRE AT MAEMERV S EIREREEHER (AMES)
R e

RERA AT <R VN
HR B

HERA A T kR B A HREER
FRAMRTL: Froa4 =Z—XNLRAS—IIEHK

R B
HERS 1 7 DNA B15 L 1E1E. HELYMEO TR DNA &K
(in vitro)
FRARRTL: 5y MFHERS
R 2
HIEMRRERRMY - TR A 0 BUNAECABHBEARAETERRE L THETHILILTER
vk LY,
Dexamethasone:
in vitro TOEEEMHE D BB T MEMERA NS EIRERE EHER (AMES)
R 2

RERA A T in vitro 7w tA
TAMRTL: IR UNEHRA
R e

12724



®2T7—8o—F EIMSD A o
Dexamethasone / Chlorphenamine Hydrogen
Maleate Formulation

RES ETH: BEERS BiEIZRETB: 2024/04/06
7.0 2024/09/28 5500059-00014 #EERLBE: 2020/03/10
in vivo TOEEEM D HRERA 4 T INEERER
B YvOR
BE2K: &0
R 2
M
FIATTREIERICE DR Y DETEHLY,
B
Chlorphenamine hydrogen maleate:
2 D vk
BE5ZK 0
IR EEEERE 2%
NOAEL : 30 - 60mg/kg AE
fER D e
2 XA
52K © #0
YA 28
NOAEL : 20 - 50mg/kg KE
HER DR
4EEMN
BBRADEZEDEZTNDSEL,
%
CEFOR LT A D UFERIE:
HiEHEE-TEAA DB . BYERICKDERBICEEENHDHI LN SNT
L\%)D

Chlorphenamine hydrogen maleate:

FYRICXT T B8 D REBA4 T —HREESERER
B oy b
BE&ZK #0
5B A LOAEL: 20 mg/kg AE
R ZREICEEEL, , BROEE~DEZILLL,

RREDHE~DZE D BREBAA T ZRINBLUVRBRREERE
B voR
BER®K &0
FEAE S NOAEL: 20 mg/kg AE
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R&T-—%—t CIMSD /A
Dexamethasone / Chlorphenamine Hydrogen
Maleate Formulation

RE= WETA: BEES: AIEIET B: 2024/04/06
1.0 2024/09/28 5500059-00014 #MEERCE: 2020/03/10

R IRENEERER FTEREZEHONEN ST,

BE: ChoDHMEDE FXT 2EEHREENTHL,

HEEA A T ZREME L UBRES

B ooy x

BREREK £0

FkH =M LOAEL: 15 mg/kg AE

ER BELTEEERIIBRESINGEN ST
Dexamethasone:
REROEBE~DEE D REBAYA T RE

B v9X

E%%%JYF

=1 LOAEL: 6 mg/kg AE

‘f*% BENHKEREE, L AR

fE oy x

BRERE: BARN

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

R BENRKERSE

oy x%

BRERK AN

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

R BEMNREEE,

E: Sy bk

BREEZR KT

FA =M LOAEL: >= 0.02 mg/kg AE

HER BRBIURNBOERE, , EF,
HEEEE-TEAADE D BRREADEZEODEEN.

FERMBSBSTE (BEEIXCE)
FIATRELERICESCRY DETER,

D%

Chlorphenamine hydrogen maleate:
lI7ex 4>+ L REXEHEVDEZA,

FERNBHRSE (REFICE)
FAMRELERICEDCRY DFETELL,
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RET—H—F EIMSD A

Dexamethasone / Chlorphenamine Hydrogen
Maleate Formulation

&S ETH: BEEE: BiEIZRETB: 2024/04/06
7.0 2024/09/28 5500059-00014 #EERLBE: 2020/03/10

%

Chlorphenamine hydrogen maleate:

gl D DBmMER

TEAAU K D REIIh=5. XIIREFCEIZLIEFZODEZTDES TN,

Dexamethasone:

REDO IR © 20

gl D BT, fRER IR

TEAAD R D REICH-5. XIREFCBIZEIBHRDOEEDS F1,

REHESN

%

Chlorphenamine hydrogen maleate:

L D Zvhk

NOAEL : 10 mg/kg

BE5Z% C 0

A : 6 8

w& D BELEEEREIBESINALGENA-T-

2 D HIL

L OAEL : 15 mg/kg

52K DO

IR EEEERE ;105 &

IR RS Y

Dexamethasone:

2 AV

NOAEL :0.0015 mg/kg

BE5Z2% © 20

i 22 B R o 1d

gl e . R

iE% . HRTHERINE-FEELEN

Fi:d RV S

LOAEL :0.003 mg/kg

BE52% © 20

A :90d

gl e D Mk, BIE, MR

iE% . HRTEHERIN-FEELEN

|l . Iw bk
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®2T7—8o—F EIMSD A o
Dexamethasone / Chlorphenamine Hydrogen
Maleate Formulation

&S }ETA: BEEE: BIEIZRET A: 2024/04/06
7.0 2024/09/28 5500059-00014 #EERLBE: 2020/03/10
LOAEL :0.125 mg/kg
BE5#2% 0O
IREZE R |
gl -
e . HERTHERIN-EELEN
L D Zv bk
LOAEL ;0.4 mg/kg
BE5#2% 0O
A - 3 #H
IE R gz D REXR
e . HERTEHERIN-EELEN
2 PN
LOAEL : 8 mg/kg
BE5Z% 0o
A - 3 #H
IZ R g2 D REXR
w& D HERTHERIN-EELEN
BIAEEH
FIATTRERIERICE DR Y DETEHLY,
AEIZH T B REBERER
%
CEFOR LT A O UTRRIE:
— AR IEER D ENRES E
JEIK: BEER

Chlorphenamine hydrogen maleate:

A DER PRAERANOEE
&5 FRBEICRIBESISECT ENDH D

B2 & D RBEREBERET S ENH D,
[RICA-T=-15& D EIR: RN ODRIBK

75 BRISKAMGERENEZ D ENH D,

RAAATZIGE DR PIREERAOEE
&% £ FOFERIZE D

Dexamethasone:
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RET—AL—F
€I MSD [ rune
Dexamethasone / Chlorphenamine Hydrogen
Maleate Formulation
&S ETH: BEERS BiEIZRETB: 2024/04/06
7.0 2024/09/28 5500059-00014 #EVERLH: 2020/03/10

RARAATGE

BHER: RER

R B

=

ZMfEsR &
fER: BHHET

12. BRERERR

4 REEM
B4

SeEFORMLT AL UBRERRE:

AEH :

TOVOEOKEESHEY
IZxtd 5&FMH

BEKEEDICHT HEMN

M-279 45— (KEREFRSE
=S (R )
-2 70 %— (KERERE
tt RE (181 )

-U-FS/RVIANAFRVIFASIFATVEZDLOR6-2-T AT EFF7 S F)
RZVYUEBE/ N FL— b

BESE7ZERAAV K
KERBEFEEN B (A
%)
KEREEENE RY (18
)

Jah4 ViERIS:

BESE7ZERAV K
KERBEFEEN B (A
%)
KEREEENE RY (18
)

LC50 (Oncorhynchus mykiss (=< X)):> 100 mg/|
RREERFMAE: 96 h

& BT smEIEONT—FIZE DL
EC50 (Daphnia magna (A=< >3)):> 100 mg/|
REEERFME: 48 h

fmE: AT 2MEI/ON-T—FICE DL

EC50: > 0.01 - 0.1 mg/|
w5 BT MEMSTONT—RIZE DL

10

10

BHEFEIHRTERL

SHEBEIHRTERZL

BT EEHRTERL

SUHEBEIHRTERZL
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RET—2—F € MSD [} e

Dexamethasone / Chlorphenamine Hydrogen
Maleate Formulation

RES ETH: BEEE: BiEIZRETB: 2024/04/06

7.0 2024/09/28 5500059-00014 #EERLBE: 2020/03/10
Dexamethasone:
SOVAKEOKEERHEY © ECS0 (Daphnia magna (A4 3> 3)): > 56 mg/l
IZxt9 5&MH RREERSME: 48 h

7% OECD HERA A K54 > 202

A KEEMIZKS BE M ¢ EC50 (Pseudokirchneriel la subcapitata (#&)):> 9.2 mg/|
REERFE: 72 h
7% OECD :RE&RH A K54 > 201

RANESZERE (Pseudokirchneriella subcapitata (%%:%)):
9.2 mg/|

BREERER 72 h

7#i%: OECD HE&EH A K54 > 201

BEMN (BESH) D RAREZERE (Pimephales promelas (77 v kAY RFI/
2)): 0. 033 mg/|
RREERFMA: 32 d
Ji%k: OECD RE&SH A K54 > 210

MN-279 48— (K&EREEE 1
% RE (1E1%) )
MEMICH T HEMN : EC50:> 1,000 mg/|
RREERFRT: 3 h
SRER A A 7 REOR N
A% OECD BRE&RH A K54 > 209

RAESZEEE: 1,000 mg/l
BREERFM: 3 h

HERS 4 T IRIRANE

A% OECD RE&R A A K54 > 209

BB - SRk
%2

Dexamethasone:
o R D R SoSRETIEEL,
£ 50 %
PEEERFME: 3.54 d
Hi%: OECD :HEEAH A K51 > 314
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RET—HRI—F

Dexamethasone / Chlorphenamine Hydrogen
Maleate Formulation

€ MSD [} e

&S ETH: BEES BiIEERETH: 2024/04/06
7.0 2024/09/28 5500059-00014 #IE4ERLA: 2020/03/10
S HhEENE
%
CSERARMLT ML O UREIE:
HEREREMN B A
£ ieEEF (BCF) :3.16
n~-#A%9 4%/ —IJL/ KHEZRE ©  log Pow: -7.51
(log 1)
JahA UiERE:
n~-#4%2 4%/ —JL/ KHEZRE © log Pow: 1.389
(log 1)
Dexamethasone:
n-A49 4%/ —)L/ KHEZRE : log Pow: 1.83
(log 1)
TEPDOBEIE
T—RHEL
FIVVE~DEEY
JEZE
thDoEEELE
F—24L
13. BELDZEE
BEHE
BRREEY A BRERORH ICRH VLD T S,
BREYE T RKABEE L TIEE S,
FERERBRUEK ZOER[IE. VA OINLFERITERED-HIZ, Bujx2I(T1-
BREYNIBEEIZRTET 5,
BFICIEENEWES., RERAMRELTEET S,
14, BELDIE
E3]igsTh ]
[E_E ¥k (UNRTDG)

EEZES (UN number)
E:&E#i% 4 (Proper shipping
name)

UN 3082

ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID, N.O.S.

(Dihydrostreptomycin sulphate)
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RET—H—F EIMSD A

Dexamethasone / Chlorphenamine Hydrogen
Maleate Formulation

IRES HETA: BEES: ATEIZRET H: 2024/04/06
1.0 2024/09/28 5500059-00014 #EMERK A 2020/03/10

E&E 5 %8 (Class) 9

A2 F Kk (Packing group) o II1

AL (Labels) 9

RIEAEMH D&

fi22EX (IATA-DGR)

UN/ID &S (UN/ID number) : UN 3082

[E&E#1% 4 (Proper shipping : Environmentally hazardous substance, liquid, n.o.s.

name)

(Dihydrostreptomycin sulphate)

E&E 5 %8 (Class) 9

BB (Packing group) 111

Z ~JL (Labels) . Miscellaneous

WaERr (EYHE) (Pack- : 964
ing instruction (cargo air-

craft))

WafER® (REH) (Pack- : 964

ing instruction (passenger

aircraft))

REAEMH COBEE

& _E &% (IMDG-Code)

E#EES (UN number) : UN 3082

[EE#i1%£4 (Proper shipping : ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID, N.O.S.
name) (Dihydrostreptomycin sulphate)
EE5 48 (Class) © 9

B2 Z R (Packing group) o111

AL (Labels) 9

EmS 31— K (EmS Code) : F-AS-F

BEEEME &Y - FZH) 0 ZH

(Marine pollutant)

MARPOL 73/78 Hi/E&E 11 RV IBC O — FIZ& B EoEABMESNIBAME (B - &)
eI KEBOREBITIEIEZSE,

&l PR il
E0RHEDERF L. EHE 15 E2SRT 5,
DR EXE

CCICR#ESh TV EES T, BFROBMETOROT, XRET 82— FOHRTHRHRES
NBEELS ICHABSNMBOREDHCEDNTVET, EEIEE. ZEFE. v sr—oH%
A X &M PADRADERIZLY ., EESNLHAREMELHY ET,

RRBLSEEEHES 1M
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RET—H—F CIMSD A e

Dexamethasone / Chlorphenamine Hydrogen
Maleate Formulation

RE= WETA: BEES: AIEIET B: 2024/04/06
1.0 2024/09/28 5500059-00014 #MEERCE: 2020/03/10

15, BRZES

BEER

HREE

fElRY. EERBYICERS LG,

L&E

BELCEYME. EREFHE. BRFMIEEMEICKILEL,
FEREEEE

WEENRLESIIFEY

L

BEDHFAIZZITHEREREY

JEERY

RSN LEH ARME

JEERY

ZRREDOBH oh -t FYE (BIFLFHE)
JEERY

ZRFREORBH oh -t FYE (FHREBEHEFHE)
JEERH

BREZBENTREBRVREVEEY
EE ST &N 2 FEITHARE 9

b4 EHE (%) wE

IRL1oByoLTz=53 >=1-<10 2025 % 4 A 1 AR

BMEERTIRELBRVRVEETY
EE ST & (BITRE 185%)

EZ: BE

IrLsoByoLoz=5s> 2025 % 4 A 1 ALK

REFRELEVE FTEEHOREBEEFOERARBEVE GBHRESFERRE 594 £02)
JEE%H

NARMEME (FEBREEHERAE OTT D 2)

JEER Y

FECEMEREFHRA

JEER Y

SathEFRHA
JEE%H

21/24



RET—AL—F
€I MSD [ rune
Dexamethasone / Chlorphenamine Hydrogen
Maleate Formulation
&S ETH: BEERS BiEIZRETB: 2024/04/06
7.0 2024/09/28 5500059-00014 #EVERLH: 2020/03/10

7 ILFIILahEFRRA

JEELY

ARBFIPEFHRA

JEELL

FERLWBEEETS - NRE— (EEY)
JEELL

SR VRIS E

JEELL

LM E IR ERRER

A

BEEHRARRE

I

VE 108 35S

JEELY

iR %

fEFRAIE 2, 3 XERYMERIKRSE 1: AEEYE
122 %

FEATIRAIE 194 £REBRYERIRE 1T TOMOEEY
BEERERVELKEOHILEICET 5k

(X 5 EAHEE : ERAMEIZIEZY L
ERREE RS D BEEEYE

FREE R Ul ¥ AR 3R I &

RREMBAERA (G - 8AZA)

Y

BERERBHERE @aL - @A)

Y

BEEVMONEBR VERICET 5EE

EXREY
COHBOFESIZODVWTEEAS ARV M) —~DEREHIHER :
AICS . AE

DSL N

IECSC S N
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RET—F—F I MSD A

Dexamethasone / Chlorphenamine Hydrogen
Maleate Formulation

RES WETA: REES. AIEIET B: 2024/04/06
1.0 2024/09/28 5500059-00014 #MEERCE: 2020/03/10
16. ZDfthD1EHR

ASS [CEVNWTHBRERLEZDBHNMRYEDRENMERTODERIL. EXHMETHIEEE
BHET

5| sk . BHE#MT—42. EME DS [H I F—4 . O0ECD eChem
R—FILE X UMW ER http://echa. europa. eu/ D&
RIER

URIN—=C a3 U ERSNEHRBRFANETE 2 AR THRARTINATLES,

B Z7+—<wv b . #/B/H
FDHDIREEND £

AlIC - A—RFSYTOIEIELERA AR, WNT - IS O)ILEREHE#ES, ASTM - X
E#MHARGS, bw - AE, CR - A UM, ZERYE. £EEEINHLI LN E5%E., DIN -
A URKRIBEEE, DSL - ERME IR L (hF4): ECx - FED XWDORIGERIZT EEZ
LbNZEE: ELx - FED XYDORIEERIFTEEZONDIAREE, EnS - BEFORT P2
—JL; ENCS - It BEDEFILFEMEY R k; ErCx - 8D XOREERIFT EEZONDK
K&, ERG - BEXIGDF5|E; GHS - HRFF I X T L GLP - HERENERE, IARC - EF
MATFZEHEES; TATA - EEMZEEERE: IBC - BRIEZRDIESEEZD-HDMMDIEE
RURIEICET SEFEHELA, 1650 - 50%EEREE, [CA0 - EEEMMZEME, [ECSC - hEE
FHilb2HmE L%, INDG - BB LEKRYMETE, IN0 - EREEMEE. ISHL - FEBReE4E %
(BAR); IS0 - EFFZ41eH4E, KECI - BREBIFILEYME AR, LC50 - 50%EIERE; LD50
50%E5tE (FEEIEE) . MARPOL - MMAIC K 2BZDHIED=HDEKRES n.o.s. - #IZ
MANETREINTNSEDFKR; Neh - FURA] NOAEC - |MEESHEZEERE, NOWEL -
BMEEMRELAN); NOELR - EFEMZEAMENE, NOM - AF P aLRAI; NTP - XEEH
REMTOT S L NZloC - Z2—C—F 2 FIeEWE AR, O0ECD - &FFIH N, OPPTS
- tEMELREM - AEMILE, PBT - #oM@Ht - £HRERENE - A5 WE)  PICCS - 7
1 VE IEEMEA RV ) —; Q)SAR - (EEH) #E:&FMEAER . REACH - EEPEDE
g%, §FM@. 2B WH KL UEER (REACH) B89 S3REI (EC) No 1907/2006; SADT - B2 M5 fiE
BE; SDS - RET—R2S— b TECl - A IZBEFOIEEHMEDA R MY, TCSI - &1k
EEA R M) —; TDG - fEEYEE; TSCA - ASWERHE CKE); UN - E5&E; UNRTDG
- EREESEEYEEEE, WPB - ERICHSERUERICEEREM, WHNIS - EXGRERE
EUMERBRRAT L

CHDRET—HI— MU TSDS) £V D) TRET HIEMLUT TRER) &0 3) I, KEH®
BERICENT., BEOKREOME. FHh. RPEIDLETERTHLEHHLEZEDTY,
AERZ. REOXREGHREWV., £A, LE, RE, #@X. BERVRRICEIIAI TR E
LTOAMERESNTEY. WHELRIERERERBELTLOTESHY FEA. KFERIL.

SDS DEEEZICRESN TV ARESNEHRAICETIIOTHY .. SZAHANMEDOHR EMAE
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RET—H—F EIMSD A

Dexamethasone / Chlorphenamine Hydrogen
Maleate Formulation

RES WETA: REES. AIEIET B: 2024/04/06
1.0 2024/09/28 5500059-00014 #MEERCE: 2020/03/10

HET, XETOERPTHERASNDEE, AXPITERNGEVRY . AICEIHESHVATEESE
BAHYFT . ARGOERAFEMICEVTIE, FERERVHEREEZERT 5812, FRES
MOEREGICE T H2AHADOEY LM ESH T, FRESMOERT 2HFETORENKER
[CHITHARHEBOEEL., A, LB, RUOREIZOWT, #EEBEWVLES.

JP/ JA
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