RET—HRI—F

€ MSD [} e

Dexamethasone / Chlorphenamine Hydrogen

Maleate Formulation

RES WETA:
5.0 2023/09/30

REES.
5500059-00012

AIEIZRETH: 2023/04/04
#MEERCE: 2020/03/10

Dexamethasone / Chlorphenamine Hydrogen Maleate
Formulation

ficEoRtEH. EFARUEEES

AR DRAL AT
E
BRES

BFA—ILTKFLZR

MSD

BER AT @ 810 MSD #Xswt EEIH

048-588-8411

EHSDATASTEWARD@msd. com

RRERETEES +1-908-423-6000
HR R R O EOHIE
R B 1 A
R £ D HIR L

2. BIRAEHOEH
LMo GHS 5348
atEN (E0) R4 4
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Dexamethasone / Chlorphenamine Hydrogen
Maleate Formulation

RES WETA: REES. AIEIZRETH: 2023/04/04
5.0 2023/09/30 5500059-00012 #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 HSHHE : EEIDZE
SFETERITSHI L,

P333 + P13 HIERIEMRIIE LA () NELI-HE  EED
W FUTERITRHIE,

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: BTEISRETH: 2023/04/04
50 2023/09/30 5500059-00012 #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-G-TI/RUIJAILFFI)T | 6130-64-9 >=30-<40

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

Joh4 UIEEE 51-05-8 >=1-<10

Chlorphenamine hydrogen maleate | 113-92-8 >=1-<3

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

4, HRIEE

it 1: O A AT 74 . BROBEN. SN T GV ZTEELIIEEDRE S
215,
FERARSICIEE. FTEEEBAHIEEE. EMDIERE
Zt5,

W|A LI5S D RWVAATEEE. IR EROBRABET 5,

MG L TV WNMESIZE. ATMEREHET,
RN RE LIS EICIIBERAZIT .
ERENEFZ(T5,

REIZFELIZBE D B LGS, EBICKEBERITALZEDKTEVRYT,
FELERRE X UVH ZER <,
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RET—H—F EIMSD A

Dexamethasone / Chlorphenamine Hydrogen
Maleate Formulation

RES WETA: REES. AIEIZRETH: 2023/04/04
5.0 2023/09/30 5500059-00012 #MEERCE: 2020/03/10

ERLEZEZTS,
BERADHIIZKRZERES .
HEBFERT HRICERISHKD.

RICA-=1BE& D EMLESES. BEBICZEOKTALGCED 16 HHEBEZ®
W9
BEICTERHEICIE. a3 bLUXERY ST,
ERLEZZTS,

RAAATEGE D RBFRAALEGE, BEICHMAEGZL,
ERLEZRITS,
KTeOzk<TT

BENGWES, O LRI EZAG NI &,
AMERRVERMEERDOE @ RARTERE,
LERLGHIRER FULE—MEERGEECTEEZN,
58 LR R
BATBHETLILF—, FA () BXRIEIFRR#EZES
BEN,
BBREADEBEZEDETNDEL,
BEDEREE. BEORR SMOFREE (FIZEKE. K
EX R, RISKEHERSERE) EBLSELWRELND

Y&EF,
HBREEZY 2EDRHE D WA EEBERBELDRERITEETIL., EEShTLER

ERZFERATH L. BROTFRENHSHBEE. HESD
BYGEAAREREZSHEOCE (BERA8ESR) ,
EMCHT DRAGEREIR ¢ XFREBSIUMEREERITH &,

5. KEBDFEE

WY 75 H A o JKIESE
it 7 JL 3 —)LiasE K Hl
ek (C02)
3R H A
o TIXAESELVE KA CORRAL,
HEDRIKRAESH D BBERYNDRBIIBREICEERITTIEENH D,

HERZERIEY D RERERIEY
EFREAEY (NOX)
)Ibﬁﬁg1t#ﬁ
BRIEEY
ERERILY

BHEDHKAE D RGO EFDREICE C CEYHEKFRZRAN S,
RABHDBERERANT DEDICKEEET S,
ZETHNERBIEI D THERKEEA BT
R o RBESE D &,

HRETSEDRE DORKEFICIE. BIRXRSBEEERY 5,
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RET—HRI—F

Dexamethasone / Chlorphenamine Hydrogen
Maleate Formulation

€ MSD [} e

RES WETA: REES. AIEIZRETH: 2023/04/04
5.0 2023/09/30 5500059-00012 #MEERCE: 2020/03/10
RERZERT .

6. WHFFDIEE
AMEIZHT HEEFRE. RE @ REREZERT .

BERUVRIRRE REGMYFZLNDOT FNA R TEB T 258R) . BEARE

BnfREEICEYN (BB 8E23H) .
RECHT HEIEEE D RREAOBHZERITS &

REEHERLTHL, ENPIEFLZELED D,
LHEEICLFEDIDZERC HLRADERFIA AN TRE

12L& %),

FBRINERBKEREL. BT D,

MHAZE L CERTEZWMERIE, HABBKICERT 5.

HLRADERVHEDHFERY @ FEEGRIM TRIRESE S,

2 ZBICCENIBE. BHRIZZECEOEYLH LADFH
ZELT, GABRBWVESICTEHI &, BHRRICHERLEE
MERVTTROWEFSEZENTERHEICIE, BURL-Y

BZEULGRBENIZRET D,
REVMEZEYGRINFITRET S &,

ABMZERE. BEITDIRICE, FMABRBRESIVEOR
BlIcfE-TREST L&, TOREICERASAEHEICION
THLRHETHD. EORAUNBEREINLEINZHET 2LEN

H%

ASDSMIEB 3B LU 15 I2HENT, ABBRELVED

ERHOREDHY .

1. BBEVWRURELDER

Rk
TR ZR DK EMLERVREREDRDORFEAEXESR,
BFTHER, R D EYEHMREEDT TOAMERYT 5,
ZEMPIEER D EEORRIZA RN,
SRMAEKERALGNI &,
RAAFEL,
REDEMERT S,

RFWRIEREZLCEI &

BERZATORBRCEIE, EEHOBESIUVLLMED

RITHREICHEVORYKES C &
BHREFHALTECIE,

T TIZRIEAETLAA, BLUmRR, 7LLX—, 1BEF
I EEREFRI[ERECHNY OT VAR, FRSFREDE
FERAEMEDERICOVWTERMICEZHEZTHILENH Y
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RET—H—F EIMSD A

Dexamethasone / Chlorphenamine Hydrogen
Maleate Formulation

RES WETA: REES. AIEIZRETH: 2023/04/04
5.0 2023/09/30 5500059-00012 #MEERCE: 2020/03/10
iTO

COERFFRTLIEEIC. RMBRITEEF LA &,
BNOREYMZEHLEL. BE~AOBREBZR/MERICT DL S5

9%,
Ffih ] 8 D ERER
BHAEXER D BEOEAPRICIEEVEADE S BEOTREMENHHEE(L.

EEBROELIZTAISYI VI VATLELUREZV Y
D—%#FJELTLIEELY,
FERAFIEIRERUREEZIET S,
BREINEEKRIIEERSMIGHEILRI L,
FEREINEKRRIIBERT SRIICEET S &,
T7IN)TFADMBHGEARL—avIZlk, To2=F7a
vho—), BUGEAGERE. BULKRLESKUVF
ZREFIE. EXHLEER. ERERLEERHOEROL
Ea—%80RENHY FET,

®rE

RELGREEY D BULEIRILODNERFICANTES,
EELTRET S &,
BZLLOAMAYED S,
EEDHEIZR>TRET 5.

EMEZEIEYME D ROEGBEE VO LLITRELAGRL
sRERALH

RELGRBAEMH D ESHUOME MRGL,

8. E<EMLRUVREEE

ERBREICE T IR MNRBERR/HFERE

5% CAS &EBE B (REY |EERE/EER | HH
fE) E|HBEE
SERORMLTRTADY 5490-27-7 TWA OEB 2 (>= 100 < | &R
i B 1R 1000 pg/m3)
TWA 0.4 mg/m’ BEIRE
OEL (BT
PR
Chlorphenamine hydrogen 113-92-8 TWA 10 pg/m3 (OEB 3) | NER
maleate
FEARIER: RIS
HEERYHIBR | 100 pug/100 cm2 RER
Dexamethasone 50-02-2 TWA 10 pg/m3 (OEB 3) | NER
FEARIER: RIS
| s =E Y #IBE | 100 pg/100 om* | Pagp
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®2T7—8o—F EIMSD A o
Dexamethasone / Chlorphenamine Hydrogen
Maleate Formulation

RES WETA: REES. AIEIZRETH: 2023/04/04
5.0 2023/09/30 5500059-00012 #EER H: 2020/03/10
B {3 D RHPREZEEYASICRENLGI VO TY VIERBLU
SERMEEALETT (B, BESHGWVI 1 v 7 RER
1)

WA, REESLVREZRET S0, 2T00=TF) >
JEBIIRMHRETICKYERESL, WP EIITHVERESL
SLELHYET,

BETOINHS L VEETELEVIY 7ANDEEYORE*
<SS AT, EAYOBERICEYGZINFHEMALELLGYE
I B, A—Fo 74 RAMET/NA R) .

A—TonNnC Ry E&IMELET,

RER
M FAGRER D EYERFEREENFATELRWMES. FIEXEX K EFHE
THENA FSA4 VOHEBENDIXCENTIN-GEX,
RREREFXFRHLEL LS,
T4NE—247F D WMETFRAYA T
FORER
ME D ELEFR
®& D FREZETHERTSAEERFLEL LS,
IRDFRER DA FU— L R EREREL LCIEFI—JILEERT 5.

HFEREL LIEERICEROSVVRE, S X+, T7A0Y
W ERRET BI5EF., BRIV ILEFRT S,
MLA. SR, LLLIEZ7OYVILIZE I EESSSIIS
RN HBDIBEEIE. TJT—AL—IL KL LLIEZFDIENID
ILTz—REOTOTFo a3 vEFERLELELES,
EERUVEARDRER D AZ 74 —LELKIEEBRERI—FEFERALEL LS,
MEREAZBELEWVWKLSIZ, EESINDIZRVICEDE, &K
EBESH— A bEEMLTHERALELES B, RU—T
Lyy, 70>, EFR, FOMETR—YRE) ,
FBRINF-AREM D HIKIRZER CIEEILEY L AETIT-

TLESLY,
9. MEHRTLEHER
PERIR BE D BER
= =]
R L T—8AL
KoL () E LT AIL
A R E R LT AIL




RET—HRI—F
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Dexamethasone / Chlorphenamine Hydrogen
Maleate Formulation

RES WETA: REES. AIEIZRETH: 2023/04/04
5.0 2023/09/30 5500059-00012 #MEERCE: 2020/03/10

BRRIHE R RV HEERE T—373L
AtE (BER. =K) JEER
AIRE GRIK) e

BRETRARVERLRR AIARR

IRREFEDO LR/ AIRER @ T—44L

[l

IREGEHEDO TR/ aAIATE : 7—427%4L

&
= F—421L
DERE T—R2%L
pH 5.0-6.0

T—REL

ARERE T—A271L
BARARMERE T—271L
FhE

FFE (BhFhMEER) FT—4271L
BRE

KiaH T—R2%L
n-#4% %/ —JL/ KD ERI%RE Y

(log fE)

AT T—A271L
FBEERV/ XITHEAZE

lE T—4271L

=E 1.17 - 1.21 g/om®

F—421L

B HRBE T—R7%L
IRFEAFE JEIBRFM
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Dexamethasone / Chlorphenamine Hydrogen
Maleate Formulation

RES ETA: BBRE: BTEISRETH: 2023/04/04
5.0 2023/09/30 5500059-00012 #EER B 2020/03/10
ER b4 1% A SITEIEMEME & LTIEREI N,
NFE T—21L
P4
FFHA4X JEEZ L
10. REHRURIGHE
RIS RIGHERE LTI EINLEL,
LR EMS BEDOKRETIEIRE,
fElREE R ATREE BUOVEIERIERIET D2 ENH D,
BT BN EEN MREL,
BB E i 2|1
EREE LN HEERY BREELBERMITHMON TV,
1. EFHEEH
AREMED HHREREOER @ |A
R &
EH
RICA-1=-8B4&
ast
MHAL EBE,
B

2ET 8&0)

%

SMEEMHETEE : 709. 59 meg/ke
Hik EEICKEAE

SerFAXR LT A L UTEEE:

aMEE (&0 LD50 (Z v k): 430 mg/kg

#E: BT SMEILR/ONT—RITE DL

-U-FS/RIIANFX V) TFLOSTFNT OEZVLBR)-6-2-TzZLF7EFF I F)
RZVYVUBE/ N FL—

SEst #&n) LD50 (%2 R): > 2,000 mg/kg

Toh4 VIEEIE:
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RET—H—+h EIMSD A

Dexamethasone / Chlorphenamine Hydrogen
Maleate Formulation

IRES WETH: BEES: AiTEERET H: 2023/04/04
5.0 2023/09/30 5500059-00012 #[E4ERL B: 2020/03/10
SEst D) : LD50 (5 v k): 200 mg/kg

Chlorphenamine hydrogen maleate:

2MEE RA) . LC50 (T v k):0.61 mg/l
REERFE: 4 h
HEBRRE MLA/S X+

2EEE (ZOMORR) © LD50 (v F): 89 mg/kg
Dexamethasone:
2MENE &N : LD50 (v k):> 2,000 mg/kg

LD50 (=™ R): > 6,500 mg/kg

SHEE (Z0MHhORER) : LD50 (T v k): 14 mg/kg
BEER BT

EEERE /T

FIFARTREGERICEDCRY FETEHLY,

B4

-U-FS/RVIANAFRVIFASIFATVEZDLOR6-2-TzZATEFFZ S F)
RZVYUEBE/ N FL— b

1 L RERIEL L
Chlorphenamine hydrogen maleate:

| iE N
fER D RERIEGZL
Dexamethasone:

| i N
fER . BEOEBRIE
RICxd 5 ERGBREERFIEE
58 UVER 3
B4

2-U-FSI/IRIVIAMINWNAXFV)IFILSIFATVOEZDLBR-6-(2-7 2= ILF7EFF7IR)
RZVYVEBE/ N FL— b
|le L BRADRIEL L
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RET—AL—F
€I MSD [ rune
Dexamethasone / Chlorphenamine Hydrogen
Maleate Formulation
&S ETH: BEERS BiEIZRETA: 2023/04/04
5.0 2023/09/30 5500059-00012 #EVERLH: 2020/03/10

Chlorphenamine hydrogen maleate:

12
TR

Dexamethasone:

12
R

FEOR AR A N (S B R R AF 1T
R R B AR

A
S8 FE DRI

A
BEE DRRIH

FULE—MEERGEECTEEN,

PEOR AR RAFIE

BATHETLILF—, FA () BXRIIFEE#EZECTEETN,

%

SerFAXR LT A L UTEEE:

HERY AT :
REDITER ;
2
TR
i

l72x 4>k

-U-FS/RVIAMNTXFV)IFIANSIFALTFUOE=ZDLGBR)6-(2-7 =7 FFTZER)

RZDYVEE/ N FL— L.
RS AT :
REDIER

12
Ak
TR
&5

l72x 4>k

"7txi>b

E b REEE/ Ny FT Xk HRIPT)

B2 & i

£k

74
BLTAYEILHFLoN-T—2IZEDIL

E bA~ADREBREEDIMETE = FEHAHY .

TXovAE— 3 VB

R &R

EILEY L

OECD FERH A K541 > 406

Z1E3
BLUTSYEL TN -T—2IZEDIL

E b~DREBREEDIIEE = FEHLAH Y .

BMERERIC K 5 & ARICTRBRBEIENFEIRY S ATREMEN

H5b

Chlorphenamine hydrogen maleate:

llgzo+en

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

RES ETA: BBRE: BTEISRETH: 2023/04/04
50 2023/09/30 5500059-00012 #IE4ERLA: 2020/03/10
|l&z . T—ARKEL
4EMRERRYE
FATRELIERICEDOCRYSETERLY,
By
JahA UiERE:
in vitro TO&EEEM D HERAA T MEMERA NS EIRERE R (AMES)
R fat

wE: BT HYEISR/ONLT—FITE DL

Chlorphenamine hydrogen maleate:

in vitro TOEEEM D HBRE AT MEMERV S EIREREZEHER (AMES)
BER e

HERAA T v OR Y NE
R 2

HERS A T kR B A R ER
FRAMRTFL: FoA4 Z—XNLRS—IIEHA

R B
HEXR 2 1 7 DNA 815 L1518, WELWMBROTEL DNA &5
(in vitro)
FRARRTL: 5y MFHERA
R e
HIEMRRERRMY - TR A 0 BUNAECABHBEARAETERRE L THETHILILTER
Uk LY,
Dexamethasone:
in vitro TOEEGEME D HEA A T MEYMERA NS EIREREESER (AVES)
R 2

SRERS A T in vitro 7y tA
TAMRTL: RORY UNEHRA

R e

in vivo TOEIEEM D HRERA A T IR EER
E: 79X
BE£K 0
R fat
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®2T7—8o—F EIMSD A o
Dexamethasone / Chlorphenamine Hydrogen
Maleate Formulation

&S }ETA: BEEE: BIEIZRET A: 2023/04/04
5.0 2023/09/30 5500059-00012 #EERLBE: 2020/03/10

BHRAME

FATRELIERICEDOCRYDETERLY,

By

Chlorphenamine hydrogen maleate:

L A

BE5Z% o #0

IREZE R D 2%

NOAEL . 30 - 60mg/kg AE

fER D EH

bz DOYYR

BE5#2% o #0

A% 55 B © 2%

NOAEL : 20 - 50mg/kg AE

R D EH

4hES

BEANDEZEDETNDEL,

By

CEFAOR LT A O UTRRE:

EE R 7 SR D BYIERICK S ERBICEFZEN DS EN—EIAIEINT
W5,

Chlorphenamine hydrogen maleate:
EIRICK T 57 E D HEAa 4 T —HREESMERER
oy bk
BE5ER: &0
S 5EA: LOAEL: 20 mg/kg {AE
R RRBEICEEEL,, KROEXE~DFEEILLL,

fREOEE~DEZE D BB T ZRNELUVBERE
B YvOR
BERK 0
FeHFEME: NOAEL: 20 mg/kg AE
R SRNEFERERR, FHERHLOLGEI ST,
BE CNLODHMEDE FMIHTHIEERIIENTHL,

HERAA4 T 2RSS LUVUBRERE
& oyx

BE&K &0

FHEME: LOAEL: 15 mg/kg (AE
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RET—HRI—F

Dexamethasone / Chlorphenamine Hydrogen
Maleate Formulation

€ MSD [} e

RE= WETA: REES. AIEIZRETH: 2023/04/04
2023/09/30 5500059-00012 #MEERCE: 2020/03/10

5.0

BR BECESFARBESAG,N 1

Dexamethasone:
REDHKE~DEE D HERAaA T RE
. YvOR
BEEZK KT
FAEM: LOAEL: 6 mg/kg KE
R FEMNRERESE,  OZH

g oy x

BE5R% AR

FeEEME: NOAEL: 0. 025 mg/kg {KE
R BEENREREE,

& oYx

BERE AR

FAFM: LOAEL: >= 0.062 mg/kg AE
BER BENREREE,

B oy hk

BERK KT

FHEFEME: LOAEL: >= 0.02 mg/kg {AE
R BERBLIUNBOESE, , BiF,

EEEME-TEXA U D BRADEBEZEDEEN,

HEENBRSTE (HEERIXE)
FIATRELIBIRICE DK B Y RETERL,
%

Chlorphenamine hydrogen maleate:

l7ex»>k . BREXEHELNDOEEN,

FERNBHRSE (REFICE)
FIARTRELERICEDOCRY DEETERL,

5%

Chlorphenamine hydrogen maleate:

E g R YAl =ED

TERAAU K REIChz5. RIIREBIEKBICLIERDODEZTDEZ1.
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RET—F—F I MSD A

Dexamethasone / Chlorphenamine Hydrogen
Maleate Formulation

&S }ETA: BEEE: BIEIZRET A: 2023/04/04
5.0 2023/09/30 5500059-00012 #EERLBE: 2020/03/10

Dexamethasone:

EAOES 230 0O

HZ R i 25 D BIE, &R MR

TEAA R D RECh-5. XIREFCBIZEK2BHRDOEEDS T,

RERESMN

By

Chlorphenamine hydrogen maleate:

L A

NOAEL : 10 mg/kg

B8 C#0

3Alied | 68

k3 D BEEGEEEREBRESIAGEH, T

2 |

LOAEL .15 mg/kg

BE5#2% C#0

YA : 105 &

IZ Rz Y

Dexamethasone:

L A

NOAEL . 0.0015 mg/kg

BRERR N0

r3Alied | o 1d

T2 RIRE RS . FFEE

e . HERTHRINE-EELEN

L A

L OAEL . 0.003 mg/kg

BE52% 0

r3Alied | 90 d

1Z R i 25 D Mk, BT, MR

3 D HERTHRINE-FEELEN

T2 A

LOAEL . 0.125 mg/kg

BEZ2% o0

A% 55 o D63

1Z RO AR . ORI

3 D HERTHRINE-FEELEN
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R&T-—%—t CIMSD /A
Dexamethasone / Chlorphenamine Hydrogen
Maleate Formulation

REE }ETA: BEEE: BIEIZRET A: 2023/04/04
5.0 2023/09/30 5500059-00012 #EERLBE: 2020/03/10

2 AV

LOAEL ;0.4 mg/kg

BE5Z% |

e 22 B R - 3 #H

IZ R g 25 D REXR

IEES . HRTHRIN-FEELEN

2 N

LOAEL : 8 mg/kg

BE5#2% 0O

e 22 B R - 3 #H

IZ R g 25 D REXR

e . HETHERIN-EELEN

BRAAEEM

FIATTRERIERICE DR Y DETERELL,

AEIZH T B REBARER

B

CEFAOR LT A O UTERE:

— A% D EMNESS B

SEIR: BEEE

Chlorphenamine hydrogen maleate:

A DER: PR RADZE
&5 FRBEICRIBZESISECT ENH S

B2 & D REREBERHETESEENH D

[[RICA-=15& D ER R ORIE
75 RISKAMGERENEC D ENH D,

RAAATIGE DER PIREERANOEE
& £ FOFERIZE DL

Dexamethasone:
RAAATEIGE D EMEERS RER

Bl 8E

R &
fEIR: A AET
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R&T-—%—t CIMSD /A
Dexamethasone / Chlorphenamine Hydrogen
Maleate Formulation

RE= WETA: REES. AIEIZRETH: 2023/04/04
5.0 2023/09/30 5500059-00012 #MEERCE: 2020/03/10

12. BiRRBREH

“£REEN
5%
eEFAR LT RS vziﬁﬁ&iﬁ
aEn . LC50 (Oncorhynchus mykiss (=< X)):> 100 mg/|

REEERSME: 96 h
fmE: AT 2MEI/TON-T—F2ICE DL

SOUOHEOKEESHEY © EC50 (Daphnia magna (A4 3> >3)):> 100 mg/|
[Txt9 &M BREREFE: 48 h
&% BT 2MEIBON-T—FITEDL

R KEEMIIKYT HF M ¢ ECS0:> 0.01 - 0.1 mg/l
#E: BT SEMFONT—RIZE DL

M-270%—(KEREFE @ 10
tt = (2% )
W-T70%— (KEREFE : 10
tt RE (181%) )

-U-FI/RVIAINFTXV)IFIASIFATUEZDLGBR)-6-(2-7 = LT7EFFEFK)
—SYUBE/) N KL—b:

RESH7ERAVF

KEREESEHE 28 (&2 D BHEEFERKRTELL
%)
KEREEEN R (8 D BHEEFHRTELWL
)
Tohq UiERE:
BERESHE7Z7ERAVE
KEREESEHE 28 (&2 D BHEEFERTELL
%)
KEREEEHE R (8 D EBHEEFHRTELWL
%)
Dexamethasone:
SOVAEOKEERHEY © ECS0 (Daphnia magna (A 3> 2)):> 56 mg/l
IZxtd 5&EMH REEERFME: 48 h
Hi%: OECD HEEH A K54 > 202
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REF—S—h € MSD [} e

Dexamethasone / Chlorphenamine Hydrogen
Maleate Formulation

RES WETA: REES. AIEIZRETH: 2023/04/04
5.0 2023/09/30 5500059-00012 #MEERCE: 2020/03/10

B KEEMICHT HEMN ¢ EC50 (Pseudokirchneriella subcapitata (#%%)):> 9.2 mg/|
BRERM: 72 h
7% OECD ERE& A4 K54 > 201

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

RRERRER: 72 h

7#i%: OECD HEEH A K54 > 201

AN (IBMHEMH) D BRKESEEE Pimephales promelas (7 7wy kAy K3/
2)): 0. 033 mg/|
PRERFME: 32 d
7% OECD :RERH A K54 > 210

MN-270 42— (OKkEREEE : 1
T RHE (181H) )
MEMIKT HEHE © EC50: > 1,000 mg/|
REERE: 3 h
HERS A T FEOR N
7% OECD RE&EH A K54 > 209

BRANELEERE: 1,000 mg/l
BREERR: 3 h

HER AR A T IR N

ik OECD HE&R A K54 > 209

B®EY - s
By
Dexamethasone:
R D KR So@EE TGN,
52 50 %
PREERFME: 3.54 d
Hi%: OECD HEEH A K51 > 314
EHEEY
B
CEFORMLT A O UTRBRIE:
HAREEN D A

EWiRtEREF (BCF) :3.16

n-449 4%/ —IL/ KPEZEE : log Pow: -7.51
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RET—H—F EIMSD A

Dexamethasone / Chlorphenamine Hydrogen
Maleate Formulation

RES WETA: REES. AIEIZRETH: 2023/04/04
5.0 2023/09/30 5500059-00012 #MEERCE: 2020/03/10

Il Clog &)

ZFoh4 VIERIE:

|WT79/—»/*QE%§ : log Pow: 1.389
(log {i#)

Dexamethasone:

|WT79/—»/*QE%§: log Pow: 1. 83
(log {i#)

+EhOBHHE
F—RHL

I UBEADEEY
R
toEERE
F—a1L

13. BELOEE

BRRAE
ERREZEY D HWABREORGIENLST S,
BEEMZE TARABEH L TIEE LA,
BRBEHRVEAE D EDOBRBE. VA VLFEEEFREDLOIZ, BEERIT-

REVVEREICRTET 5,
FIHEEANERNVES, RERAGRELTRET S,

14, BELDIEE

I PR
fes_E #53% (UNRTDG)
EEZES (UN number) : UN 3082
[E&E#i£ 4 (Proper shipping : ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID, N.O.S.
name)
(Dihydrostreptomycin sulphate)
EE 5 48 (Class) © 9
BEHZHR (Packing group) N §
ZA~)L (Labels) : 9
RIEAEMH .
fn 226X (IATA-DGR)
UN/ID #% (UN/ID number) : UN 3082
E&E#i£ 4 (Proper shipping : Environmentally hazardous substance, liquid, n.o.s.
name)

(Dihydrostreptomycin sulphate)
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RET—H—F EIMSD A

Dexamethasone / Chlorphenamine Hydrogen
Maleate Formulation

IRES HETA: BEES: ATEIZRET H: 2023/04/04
5.0 2023/09/30 5500059-00012 #[E4ERL B: 2020/03/10
E&E 5 %8 (Class) 9
B2 %4k (Packing group) © 111
Z A~ )L (Labels) . Miscellaneous

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

craft))

WaiEr (REWH) (Pack- : 964

ing instruction (passenger

aircraft))

RIEAEMH D ERE

7 L% (IMDG-Code)

E&EES (UN number) : UN 3082

E&E#E A (Proper shipping :  ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID, N.O.S.
name) (Dihydrostreptomycin sulphate)
EE5 48 (Class) © 9

BB % M (Packing group) 111

AL (Labels) 9

EmS 31— F (EmS Code) . F-A S-F

BESEYE XS - F&H) ¢ &ZH

(Marine pollutant)

MARPOL 73/78 Hi/E&E 11 RV IBC O — FIZ& B EoEABMESNIBAME (B - &)
s S n-REBORRKITIEIEZS,

B P
E0RHEDERF L. EHE 15 E2SRT 5,
FHDREXE

CCIR#EEShTLSMES T, BHROBMETOREHT, ARET -2 — FOHRTHRE S
NEESITHABSNI-MBEOBEDOAITEDVTVET, MESEIE. REFE. \vr—oH
A4 XEHEAOMBDORUDEREICLY, EEINDAREELAHY FET.

RARGRREHEHES LT

15.

BRER

BEEN
HRAE
fElRY. EERBMICERS LG,

L&&
BELCFEYME. EREFHE. BRFMEEMEICKILEL,
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R&T-—%—t CIMSD /A
Dexamethasone / Chlorphenamine Hydrogen
Maleate Formulation

RE= WETA: REES. AIEIZRETH: 2023/04/04
5.0 2023/09/30 5500059-00012 #MEERCE: 2020/03/10

FEREEEE

BEFNRLSILIEED

JEE& S

HWEDFAIZZITHREREY

JEEZH

EREER LA ARYE

JEEX Y

ZEREOEH oM=L EYE (BFLENHE)
JEEX Y

ZRREOBH oh =L ¥WE (FRBEHEFHE)
JEEXH

BREZBENTREBRVREVEEY
EE ST &N 2 FERITFARE 9

b2 2HE (%) i

lrv1omyoLsz=5z> >=1-<10 2025 4E 4 A1 AL

BAMEERTIRELBRVRVEETY
EE ST & (BITRE 185%)

EZ3 BE

lrv1oByoLsz=5z> 2025 % 4 A 1 AL

RECEMERE PRI
[

S FRIRRA

[

M7 XL EFRERA
el
AHEFIhEFIHRA
el
FEBRE/FEEIEITS - WRE— (EEKWY
LY

ENR VBRI

[
LEMEHHINEERREE

EEE
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RET—H—F EIMSD A

Dexamethasone / Chlorphenamine Hydrogen
Maleate Formulation

RES WETA: REES. AIEIZRETH: 2023/04/04
5.0 2023/09/30 5500059-00012 #MEERCE: 2020/03/10

BEHARARRE

JEEXH

KEREE A

[

ek ek

ERAE 2, 3 XERMETRIRE 1 BEUVE
mziE

FEITRAE 194 JERVETAIRE 11 TOMOEED
BEFRERVBLEEOMHILICEAY 5&E

(£ 5 FEAHEE ; ERAEMB(ZIFZLE LA
& S &k D BEELEYME
FR3E R U 8 o S
FREMFEEHERE (L - @A)
JE%Y
BEREMBAERE @L - @A)
e Y
BEEVMONEBR VERICET 5%
EXEREY
COEFOHEBITDODNWTEEAS YRV M) —~DEREESR :
AICS N
DSL N
IECSC CFRE
16. ZDhD1HEHR
5| ek . BHEMHT—42. BEMESDS IZHEILF—4., O0ECD eChem
R—2ILE I VCRRIMNEEYER http://echa. europa. eu/ D&

URIN—C 3 UL EESNERBRBANETE 2 AR TRARTEINATVETS,

Bfto+—<wv k . #/B/H
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RET—H—F EIMSD A

Dexamethasone / Chlorphenamine Hydrogen
Maleate Formulation

RES WETA: REES. AIEIZRETH: 2023/04/04
5.0 2023/09/30 5500059-00012 #MEERCE: 2020/03/10
Z Db DREFRD 23X

AlIC - A—X FSUTDIELFERASA AV RY; NTT - TS5 D)ILEREEME, ASTM - K
EMHRRGS, b - KE R - EH M. TERME. EEEUELAHLEShHYE: DIN -
FAURBHEERE DSL - BERYMEV R+ (BF %) ECx - FED XhORIEZERIFT EEX
bNBHRE, Elx - FED XWOREERIFT EEZONDHEFEE, EnS - BERHOR T Do
—JL; ENCS - {LBEDBEFLEME )R b ErCx - FED XWOREEZRIFTEEZONDRL
& ERG - RERWISDOF5IE; GHS - HRF/I LA T L GLP - HABREMERE, [ARC - EHIR
DATRRHE, [ATA - EEMEEXHS IBC - BRIEFRKOESEEZD-HOMMOEE
RURRRICET SEFRHEA. 1050 - 50WfAEFRE; ICA0 - EFRRMMZERRE, [ECSC - HER
FLEMEREE: M6 - BB LERYMAIE. I - ERBSEHE. ISHL - FTBReEEE
(BF): IS0 - EFRECHME. KECI - REBRFILFEMERE: LC50 - 50%HERE LDSO -
50%HEE (FHEIEE)  MARPOL - MfIC K S BRDMILD-HDERRER, no.s. - I
MBNATIA TS L DZERRC: Neh - FURR NOWEC - BEZMHFZERE: NOWEL -
BAESMHSZEL AL NOELR - EEEMZEARES NOM - A28 NP - XEE
REM IO L NZIoC - Za—2—F v MMEEWME AR OECD - #ZFHNEAFEEE, OPPTS
- EEMEZR LM - 8FHIER, PBT - ORI - ARERE - AFEWE) © PICCS - 2
1 VEVLEME A ARV FY—! (OSAR - (EEH) WEFMHAEE, REACH - {LFEHMEDE
$. ETffi. B W&H I UEEE (REACH) [ZB¥ H#HAI (EC) No 1907/2006; SADT - B N5 #2
BE SIS - RET—2Y— b TECl - 2 A IZBAFDILEHED A R k1) TCSI - B&1E
EMEA R M) —; TDG - fEEYE@E; TSCA - HEMERSE CKE) UN - E:&E: UNRTDG
- BRESERYEEES. vPB - FEICHIBRUFEICHEEME WIS - EXRSRBIRE
EEMERR AT L

CDRET—AI—FUUAT TSDS] EWLVS) TIRET HHEHRUUAT TKRFEHR) E0V5) E. KEHE
BERIZENT, BHOREOMB. FHR. RUESDILETERTHDILHHLIZEDTT,
AERIE, HEORLAGIEKL. FH, LB, RE. @E. BEERVRRICETIHNM TR E
LTOHMEB SN TEY ., WHBIRIEXIIKEREELTIOTESHY FHA. NERIEL.
SDS MEBEZEICRINTVAIHESN-HRAICHATIENDTHY . URAEGE/ORT LHEAE
HhET, XFTORPTHEASINSIGE. AXFICERNLZVLEY . BTG5 A aTEEHE
NHYET, AERZOFERABELMICE LTI, RERRUHREZIEZERAT 25512, EFAES
PDREBEARBICH THARALGOEYLTMEZSH T, FRERLOERT 52HETOHEDIKR
IZHITHAREZOEEKL, FH, LB, RUREICOWT, BEREVNET,

JP/JA
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