RET—H—F EIMSD A v
Dexamethasone / Chlorphenamine Hydrogen
Maleate Formulation

R &= HWETH: BEES: AIEIHETA: 2025/02/25
9.0 2025/04/14 5500059-00017 #EERLE: 2020/03/10

1. eZRREUSHITER

{EZRDEFR :  Dexamethasone / Chlorphenamine Hydrogen Maleate
Formulation
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Rt

a1 DR

KRBT RS
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RET—H—F EIMSD A v
Dexamethasone / Chlorphenamine Hydrogen
Maleate Formulation

&S WETH: BEE S BTERETA: 2025/02/25
9.0 2025/04/14 5500059-00017 #E{ER A 2020/03/10
EIREE M ER D BB1IT 7PLLE—MEERIGERITHETN,
H319 5& LMER IR,
H334 IRAT B &7 LILF—, HA (M) BXIKXIEREHE %
i o i (8

H372 RIEL TH D WIRBIZHZ Y ERARAALGEE, RIFR
BEREICL DR (B TR RE) OREE,

TENE:

P260 S R bR Z|RALLEWNC &,

P264 Bk WMEIZEEEZ K KRS 2 &,

P270 COE R EFRATHEEIC, MERIFEEL LAV
to

P272 B EN-FEKRIIEEBNOHSI BN &,

P280 {RiEF ¥ RERIE REDEFFRT S L,

P284 ST+ 0I5 E. FRAREELXERT S &,
aBE:

P302 + P352 RIEIZfIELI=BE : ZEDKTHESI Z &,

P304 + P340 R A LT=156E : ZROFHELIGATICE L. FIRL
PFNRBTHRESIESZ &,

P305 + P351 + P33 ERIZA 1154 : KTHOBIEEEC %
S5C¢, RIZAVEAYFLUXEEFERLTWTERICHE S5
BlINT L, TDRIVEKSEERITH L,

P333 + P13 HEFIERXEIF LA (B) NELEEE  EED
PR /FUTERZITRE,

P337 + P13 ERDFIHA KL< HE : EEIDZR./ FHTEZ(T
é : & o

P342 + P311 MEIR(ZRE 3 BIERMNE =156  EMMIZERT S
&0

P362 + P364 B INI-KEEXWRE., BERT HHEICIXKE
#=4H¢E,

B3
P501 AEY. BRERBIN-NERERICEET L&,

Bms AL
BEYMPDORDEEDHESF. KEBEIZE > TREAEEEARMTHS - 33.36 %
GHS HFEIZZY LEWMbOBRESY

MR L,

3. HRR U ER

LEYE - EEYORR D

i
o
¥
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Re27—8o—t EIMSD /A

Dexamethasone / Chlorphenamine Hydrogen
Maleate Formulation

&S HETH: BERE: BIEIZRETH: 2025/02/25
9.0 2025/04/14 5500059-00017 #E4ERL A 2020/03/10
5
[d=2k CAS &= 8= (% w/w BN TREE
E5
|Dihydrostreptomycin 5490-27-1 >=50-<60
-7/ RUIALI)LAXFI)T | 6130-64-9 >=30-<40
FILOIFILT >EZDL(BR)-6-
-7z TFE LTS RRZY
JUBEE/ N FL—F
JOhA UigEEE 51-05-8 >=1-<10
Chlorphenamine hydrogen maleate | 113-92-8 >=1-<10
Dexamethasone 50-02-2 >=0.025-<0.1
4, HEREE
— BT K/ R D BHOEEY. RN TCNEWEZFTELICEEDESE %
ZIt5,
ERMNREICHE. £LEIRRLAHDIIEEIE. EEDIETRE
ZIt5,
W®A LGS D RUVNAATZISE. IEGESOBFANZEIT S,

MEDR L TULVELMEEISF. ATFRZRET .
MR A N SIS A CIXBEERAZITI,
EENEEZZ(T5,

REIZHHELBE O BEfLT-BE. ELICEEEZERITALZEDKTEHLRT,

FERLEKRSEUVHZR <,
EENEZZIT5,
BEADRIZKREES.

HEBFERT IENIERITES,

RICA-T-1BA& OB L-BE. ELICEEDOKTHLECES 15 BB E®
LR,
BHECTESBEICE. a8 FLUXERY NS,
EENEZZIT5,

A AATEIGE D BRAHAATZIEE. BEIZHEMGL,

ERNBEN DS ICIIEREETEREZ1T5,
KTOZEXLTT L,

EMERERVEXRMEROR © BEOBRIZL. BMEOWELMOMTREE (HIZEXTE. K

H EELGHIRERK EXR. RICKEHMEETRSEREE) 2B E58ENH
YES,

FULX—MRERIEERITHEEN,
38 LRI,
WATBETLILE—, HA (B BXIITERE#EZLZT
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RET—2V—F

€3 MSD /) e

Dexamethasone / Chlorphenamine Hydrogen
Maleate Formulation

BERE:
5500059-00017

BiIEIETA: 2025/02/25
#EERLE: 2020/03/10

hR&E= H®ETA:
9.0 2025/04/14

BEEEET S2EDRE

EEI Y S RAEREE ¢

BEN

RELTHHVERAICHEZYRAHAALILEE, BaRDOE
HAMAEEFBLDREITEREZLL, HESATLSR
EREZFERATH L, BEORREMENHDISEEE. HESD
BYREANREREZSRBOCE (HE8Z23H) .
XEFREB S URMEREZERTSH &,

5. KKFDEFE

) 73 H K

> TIFR 5 A LVE KA

JKIE$E

it 7 )L a—JLiasH Al
“EbkZz (C02)

3 2R E K

HMEZTL,

HEORBIRAEN RREERD~DBREIRRICEEZRIETEENHD.

HERGEIED Sy
EHREEY (NOX)
REREY
BHRIEEY
ERERIEY

BRDENTE WIGOIKIR & BHAREICIE C CEYGHENFRZRA S,
KAHDBERZAENT H-OICKZEET 5,
RETHNIEKREBE I THEAKEEI BT,
RN oRESED &,

HREITSBEDRE KKFFIZIE, BIXMTRBEERT .
REEZERT .

6. WHFFDEE
AMEICHT HEEEA, RE @ REEZERT D,
BERUVRAREE REGWMYFZELDT N4 R (BB TE3HR) v, BARHE

REBEICHT HFTEEE

BoHERRICEN B8 ZE3H) .

RE~OHREZRITHI L,

REFHEALTHDL, O ENFLD D,
GEREICIEEDIDZEHSC HERAOFERIIA AN TIHE
I2& %),

FBERINERRKEREL. DT 5,
MHEMNELCEIRTERG VLGS (X, A BREKISERT 5,
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RET—H—F EIMSD A v
Dexamethasone / Chlorphenamine Hydrogen
Maleate Formulation

R &= HWETH: BEES: AIEIHETA: 2025/02/25
9.0 2025/04/14 5500059-00017 #EERLE: 2020/03/10

HLRAORUVRHEDFERY | FEEGRRMTRIINSE S,

2] ZEICCENTIBE. MRIRZEZECEOHEYLH LADFHE
EHELT. GABBVELSITT ST E, kRRICERLEE
MERDITRVEFLIENTEZEHHEEICIE, BURLEY
B EYGBRRNIRET 5.

REME T B ERINFITRET S &,

AEMZERE. BETDIRICE, SHABEEBRESLIUVEDOR
Bt~ TRET S &, TOMBICERSAEHMEICDON
THLRHETHD. EORUNBERSNLENZHET DLEDN
H%

ASDSDIEB 13HELV152ENT, ABBRELIUVED
EIRFDEEDY .

1. BEVWRURELDOEE

ks

BRI xR DK EBLERUVREREQHEHOERENRESE,

BrER, 2FBK D EULGBRSEEDOT TCOAERT 5.

RERITESE D RBOKRIRIZHITFARL,
SRAMEKERALLGWNI E,
BRAAFERLY,
REDIEfLZ TS,
BIEWRIIEEZ L CES Z &,
BISBERAEOKRICE DS, EXEHORBESLUREHD
FITHREICROERYIES 2 &
BREFHLTHELCZE,
FTTITRIEAHTWLDA, BLUmRE, ZFLIILX— BHEFE
X RETFRIBEREBCHNY DT ULV, FFIRSIREYE
FIXREMEDFERICOVWTEMICEZHZZIT52LELNHY
9,
CHOHERZEFERATLHEEFIC, MEXITEEFEZ LGN &,
RBNUOCEEYEHILEL. RENOBEZR/NMRICT S 5F
B9 5,

gL 1P D BRI

BEXE D BEOFERTICEEZMEADIEIEDOTREENHDHE L.

EEBFROELIZCTA ISV VI VRATLELUREV ¥
D—%HREBELTLIEEL,
FRATIEIRBERVBREEZZILT B,
FEINFEREKRTERSMIHSIGNI L,
BEINE-KRRITEFERT HREICEKET S L,
27T DMBUGEARL— 3 VICE, TP =FO
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Re27—8o—t EIMSD /A

Dexamethasone / Chlorphenamine Hydrogen
Maleate Formulation

R &= HWETH: BEES: AIEIHETA: 2025/02/25
9.0 2025/04/14 5500059-00017 #EERLE: 2020/03/10

vbha—u, BYGEAGESRE. BULAKRLESKTE
RBREFIE. EXHEER. EFXFEREEERFOEROL
Ex1—28CRENHYFETS,

RE

RELGREEY COBEYIESRILODVERBIZANTEL
BELOMYED S,
ZEOHEIZH>THRET %,

R I E D OROBZEHE OO L LITEE LA
BEREF

RELNRB[AEMH D EIBVHME MREL,

8. I EMILRUREIEE

ERREICE TSR NRERR/HFRRE

5 CAS = BE (REN | EHEE/RERE | HA
AE) i/ HREE
Dihydrostreptomycin 5490-27-7 TWA 4 mg/m3 (OEB 1)
FEHlIEHR: 0T0
Chlorphenamine hydrogen 113-92-8 TWA 10 pg/m3 (OEB 3) | NER
maleate
AR RIS
R ZHEL Y HIRE | 100 pg/100 cm2 RER
Dexamethasone 50-02-2 TWA 10 pyg/m3 (OEB 3) | NER

HMER RS

| = H Y HIRR | 100 pg/100 cm® | &R

B P D RPREEZEETAICEENLEI O T VIEBRBLU
BEREMEERALET B, HEENELZWNT A v BiER
0 o
BA. REEBLVRBZRET -0, 2T00=T1) >
GTEBIIRMEHRETICIYERESN, WP ESICHULERESL
LLELHYET,
WETOIHISLUVEEBTELRVNIY 7TADEEYDOBE %
<5 AT, BAEYOERICEYGIIFHBMABELLRY E
T Wl, A—T T 4 RMEIT A R),
F—=—TFono R o5ERIMLET,

fRiER
FEIR FRREER D BYGRHKEENFATELRWMES, FEIE < BTl
THENA PS4 D OBEENDE S BATSNBEE, T
RREFREEZEALEFL £,
T4NE—814T ¢ s ) o )
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REF—5y— b

€3 MSD /) e

Dexamethasone / Chlorphenamine Hydrogen
Maleate Formulation

BiIEIETA: 2025/02/25
#EERLE: 2020/03/10

&S WETB: BIBES:
5500059-00017

9.0 2025/04/14

FORER
e MEREFR
5 FREZETERATHIELEERFLELLS,
IRORER Y4 Fo—IL Rt EREREL L XTI I EFHT 5,
EEREL LIIEERICEROZLMRE, S X+, T70Y
W ENRET BIHEIE, EULAI—VILEERT 5,
MLA, SR, 3 LEI7OVLICENEESSSNS
AREMENH DIERIE. T —XP—IL KL LLIFEFDEFELD
N7 z—RBEOTOTo avEBERLELLS,
EERUVEBADGRER A=T74—LEHLLIEEBRERAI—FEFERALEL LS,

MKREATHLLBEVELSIT, EESNDIZRVICHIE, K
EBOSH— AU bEEMLTERALELES Bl RU—T
Ly, 2700, RFR, FIMETR—YRE) .
BRINAREDHLIRERER CEE BT LA ETIT
TLEELY,

9. MEMETILEHER

PIRRAE BARR

& =5

R T80
RihoLesE)IE T80
AR B R T80

BRARFNEBRRVREER : T340
AIRE (BfR. A) DY
AIAE (RiK) DY

BETRARVERELRR . ATARSR
BREGCHED LR /AIRER @ T—4274L

]
BREFEOTR /AR TR @ T—2%L
]
EIPNS L T—8%L
DRRE LT AL

7123



RET—2V—F

€3 MSD /) e

Dexamethasone / Chlorphenamine Hydrogen

Maleate Formulation

&S ;ETH: BEEE BiIEIZRETA: 2025/02/25
9.0 2025/04/14 5500059-00017 #E{ER A 2020/03/10
pH 5.0 - 6.0
T—AHL

ARRERE T—AHL
BAFRENEE T—AHL
FhE

EFE (BhELMEER) FT—AHL
R

Kzt FT—AHL
n-A4o %/ —IL/ KSEFRE L

(log f)

RRE F—AHL
FERV/XIIERFE

bE F—AHL

BE 1.17 - 1.21 g/em®

F—AHL

B HREZE F—AHL
BREE BRELL
EEb4FE ABELITERIEEME E L TIXDEINEGL,
nF=E FT—RHEHL
FFEE

FFHA X JEEZY

10. REHRVREE
R E
LR E M
fERAERIGATRE

Bl oNEEM
EMERYME

RISHERE LTEBESINGL,
BEORETIIRE,
BUOBLERIERIST S5 EDH S,

HMEREL,
ERAEH|
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RET—2V—F

€3 MSD /) e

Dexamethasone / Chlorphenamine Hydrogen

Maleate Formulation

hR&E= H®ETA: BEES: BiIEIETA: 2025/02/25
9.0 2025/04/14 5500059-00017 #EERLE: 2020/03/10

EREZTL N RERY EREEGABERYIIE N TR,
1. FEHEEH

AIREED & S REZBOFER

StEEtE

A

RS i

£ HY
RICA-=5H&

FAREGERICEDCRYDETELL,

B}
2MERE (#&0)

B4

Dihydrostreptomycin:
SMEM (#&N)

-B-FII/IRVIANFXFV)IFASIFATVE=ZDLOBR)-6-2-7 = L7 M7 R)
RZVYIBE/ INM FL—F:

AEEE (O

Toh4 UERIE:

AEE O

anst (kA

AMENE (ZOthoREE)

Dexamethasone:
aMEE #&n)

SEEHETEE > 2,000 mg/ke
FiE HEICLBAEE

LD50 (5 v k): 9,000 - 25, 000 mg/kg

LD50 #20 (=™ R): 30, 000 mg/kg

LD50 (9 R): > 2,000 mg/kg

LD50 (T v k): 200 mg/kg

Chlorphenamine hydrogen maleate:

LC50 (T v k): 0.61 mg/l
BREEREE: 4 h
HEBERE MLA/TR b

LD50 (5 ~): 89 mg/kg

LD50 (T v k): > 2,000 mg/kg

LD50 (=™ R): > 6,500 mg/ke
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RET—H—F EIMSD A v
Dexamethasone / Chlorphenamine Hydrogen
Maleate Formulation

RES &ETH: RIERE: BIEZRETH: 2025/02/25
9.0 2025/04/14 5500059-00017 FE{ERR: 2020/03/10
2HEE (ZF0MmoRER) : LD50 (5 v k): 14 mg/kg
BEREK BT
BREEEH. fl#kiE
FIFATTRE R BRICE DR Y DETELLY,
7% 0

-U-FRI/RVIANAXFI)IFASIFATVEZVLGR)6-Q-T = LT7E 7 I F)
RZVYVEBRE/ N FL—F

| B D RBERIEA L
Chlorphenamine hydrogen maleate:

| & L
#HR D RERBGZL
Dexamethasone:

| & RS
#HR D BEOEERE
RIS T % ERGESEBRIBE
38 LR R
B4

-B-FII/IRVIANFXFV)IFASIFATVE=ZDLOBR)-6-2-7 = L7 M7 R)
R=ZYVBEBE/)INM FL—

| EES L ERA ORI L
Chlorphenamine hydrogen maleate:
|E oYX
#HwR D EREDRIEK
Dexamethasone:
| iE R & 2
R D BREORRE
WEIR, B AR 1 3 I B2 s I A
B B

TULXF—MRERISCERECTETN,
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RET—H—F EIMSD A v
Dexamethasone / Chlorphenamine Hydrogen
Maleate Formulation

RES &ETH: RIERE: BIEZRETH: 2025/02/25
9.0 2025/04/14 5500059-00017 FE{ERR: 2020/03/10
IEOR 35 BAE 1
WMATBETLILE—, HA (B BXRIFMTREH#ZEZITEEN,
7% 0

-U-FR/RVIANFZV)IFNOIFLT OEZVLOR)-6-2-Tz L7 7S F)
R=ZVYUEBEE/ N FL—F

HEg2 A T D REIUTAE—L 3 VR

REOERE D RIEEAR

g COEILEY

Ak : OECD :RERAHA K54 > 406

R TS

e L T AMENALBONET—2ITE DL

ll72x 2>k L E RADOR BRI DOKIRETITERAHY .

"7txi>h D BYEERRICE D E ARBICIERBERBEENFEIRT AR
H5d,

Chlorphenamine hydrogen maleate:

REOIRE DORE

e D TFT—A%L

4EMeER R

FIFRARTRERIERRICE DR Y DETELHL,

B4

Dihydrostreptomycin:

in vitro TOEEEEYE D OHERA AT in vitro BEARESHER
FRARURT L ABIDY) 2/ 8Ek
R 2

Toh4a LiERE:

in vitro TOEEE%E D REBRAA T MAEMERWSEREALT EFER (AMES)
R 2

"% BUTIPEM ST ON-T—HRIZEDL

Chlorphenamine hydrogen maleate:

in vitro TOEEHEN D BB A T MEMERV S EIFRARERHER (AMES)
BR R

HER2A TR UNE
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RET—2V—F

€3 MSD /) e

Dexamethasone / Chlorphenamine Hydrogen
Maleate Formulation

BiIEIETA: 2025/02/25
#EERLE: 2020/03/10

hR&E= H®ETA: BEES:
9.0 2025/04/14 5500059-00017

R 2t

HER A A Ttk B AR R ER
TFTRAMRTF L FroA4 Z—XNLRE—INEHRE

R B
HERZ A 7 DNA 1815 L1815, IHELMMDOAEL DNA &/
(in vitro)
TAMRT L 5y MNFERR
R 2
SIEHREZEERE - TR A ¢ BN EARERBEREERE L THET S EIETER
vk LY,
Dexamethasone:

HEBRY A T MAEME RS EREBALESER (AES)
mER R

in vitro TOEEEN

SHRE&R A T in vitro 7w tA
TAMRTFL:RHORY /N EHRE

R 2

in vivo TOEGEMNE HERA A T IR ER
B v9R
BREZK 0
R 2

H#hAM

FIRATTEERIERICE DR Y DFETEAL,

B4

Dihydrostreptomycin:

2 AR

B E R #0O

g 25 B 25

NOAEL 5mg/kg KE

R (=45

Chlorphenamine hydrogen maleate:

1
REH2E
gk 25 e el
NOAEL

AN

#0O

2F

30 - 60mg/kg KE
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RET—H—F EIMSD A v
Dexamethasone / Chlorphenamine Hydrogen
Maleate Formulation

&S ;ETH: BEEE BiIEIZRETA: 2025/02/25
9.0 2025/04/14 5500059-00017 #E{ER A 2020/03/10
||.%E% DR

& DY HRA

BEZH®K 0

A 25 R D2 F

NOAEL : 20 - 50 mg/kg AE

R DR

SEEN

FIRATRERIERRICEDCBR Y DETELHL,

B

Dihydrostreptomycin:

BROFEE~DEE D REBRAA T ZRBNELUVRERE

B oux

BRERK 0O
4214 NOAEL: 5mg/kg (AE

HERA A T ZRMNE L UVBERE

B ELEY L

BERE AR

BHAM—f& 314 LOAEL: 100 - 200 mg/kg {AE

FEHE S NOAEL: 10 mg/kg AE

WBR BRIN-BHREE BEHLFRADEELEEND
LT ENEIBALT,

Chlorphenamine hydrogen maleate:

FIRICH T D528 D REBA4 T —HREBESHHR
B oy
BE&K #0
4 5EA: LOAEL: 20 mg/kg AE
IR ZREICEEEL, , RRORFE~AODEETLTL,

BROEE~DEE D REBRAA T ZRNELUVRRERE
B YwOR
BE5&K #0
FAEFEM: NOAEL: 20 mg/kg AE
R ZRNAERERER FHRIEEOHLNLEM T
BZ: ChoDMRDE M 2EEMIEEN TAHLY,

HERA A T ZRME I UVBIRHEE
B o9 x
BEZK £0
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RET—H—F EIMSD A v
Dexamethasone / Chlorphenamine Hydrogen
Maleate Formulation

R &= HWETH: BEES: AIEIHETA: 2025/02/25
9.0 2025/04/14 5500059-00017 #EERLE: 2020/03/10

4 5% LOAEL: 15 mg/kg AE
HR BEECASEREIREShAL 1=

Dexamethasone:

BREOEE~DEE D HEBRAA T HE
B woR
?Q’a'—ﬁ’éﬂ%: BT
% LOAEL: 6 mg/kg AE
ﬁ‘*% BENKEEE,  OFER

E oux
?95%%%: AN

Z=14%: NOAEL: 0. 025 mg/kg AE
ﬁ’**% HENKEEE,

& oy x
?9’9‘-.%%&%: BN

Z=14%: LOAEL: >= 0. 062 mg/kg AE
ﬁ"*% HENKEEE,

B oy

BERE KT

FAE M LOAEL: >= 0.02 mg/kg AE

R BESIUVNBOERE., , BMEREEF

HEEME-TEAAVE D BRADEZEOE TN,

FERENEAENE (HEITCE)
FIARTRERERICE DK RY DETEAL,

B4
Chlorphenamine hydrogen maleate:
I7 €2 %>~ L REXEHELNDEZH,

FERMERSNE (REFECR)

RELTHIVERAICOEYBMFAALEES. RIIREEZRICLSESHE (B, BR RE) O
B*%O

H5:

Dihydrostreptomycin:
|72z 4> D RHlICh- 5. REREECBIC &L IBBOEE,

14/ 23



RET—H—F EIMSD A v
Dexamethasone / Chlorphenamine Hydrogen
Maleate Formulation

R &= HWETH: BEES: AIEIHETA: 2025/02/25
9.0 2025/04/14 5500059-00017 #EERLE: 2020/03/10

Chlorphenamine hydrogen maleate:

ERIE RS DDELER

TEAAD R D REICHI=-5. RIEIREECEICKIEROEZTDE TN,

Dexamethasone:

REOIREE 0O

ERIE RS BRI, RER IR

FTEAAD b D REICH=5. RIEIREIECEICKIEROEEZDE TN,

RERSEMH

B4

Dihydrostreptomycin:

i D EILEYER

LOAEL . 40 mg/kg

BEZH®K © 0O

BR & A 90 d

ERIEES - H

fiEIK o BERE

i - e

LOAEL ;100 mg/kg

BEE®K C#n

A% 55 B : 60d

EZEr g2 =

K DOEEKEE, HEE AKERL

L] S S|

LOAEL ;300 mg/kg

B E R 80O

A% 55 B ] co21d

Er g zs . H

fiEAR D EEKER, HEE AKERL

Chlorphenamine hydrogen maleate:

i Iy bk

NOAEL : 10 mg/kg

B 5 R C#n0

A% 55 o ] D68

5% D BEELAEEERAESRESNEL, -
Il YL
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RET—2V—F

Dexamethasone / Chlorphenamine Hydrogen

Maleate Formulation

€3 MSD /) e

&S HETH: BERE: BIEIZRETH: 2025/02/25
9.0 2025/04/14 5500059-00017 #E4ERL A 2020/03/10

LOAEL 15 mg/kg

B 5 R 0O

BR FE BFRE 105 &8

EriERE 100 i

Dexamethasone:

i AR

NOAEL 0.0015 mg/kg

B E5ZER #0

A% 55 ] 7d

EriEas FFF Ak

= HECTHEIN-FELEHE

i Jv bk

LOAEL 0. 003 mg/kg

B 5 R #0

BR FE A 90 d

EriEas m% &g, iR

= HECTHEIN-FELEN

i X

LOAEL 0.125 mg/kg

B 5 E% #0O

A% 55 B 6 &

ERIEER B2

&5 HERTHEIN-FELEN

i AR

LOAEL 0.4 mg/kg

B 5 R #0O

A% 55 e ] 3 »H

ErIEER RER

= HERCTHEIN-FELEN

2 X

LOAEL 8 mg/kg

B 5 R #0O

iR & A 3 +H

ErlEER RER

= HECTHEIN-AELEN

RAAEETH

FIRARREABRICE ISR YDETEALL,
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RET—ARAV—F

€I MSD [ rune
Dexamethasone / Chlorphenamine Hydrogen
Maleate Formulation

&S HETH: BERE: BIEIZRETH: 2025/02/25
9.0 2025/04/14 5500059-00017 #E4ERL A 2020/03/10
AEICHT D RBIHRER
B4
Dihydrostreptomycin:
— A% IEHR COfERK: AIBE, EEER, MESR, X2, EH, 5EE, EOE

Chlorphenamine hydrogen maleate:

A DER: RRERRADEE
E%E: FRHFEICRIBZESISECT ENH D

R g B EBERHITASCENH D,

RICA-1=155 DK R~ DRIEK
7% RISKAMGIRENEC S EAH D,

RAAATZGE DERK: RRERRADRE
EE: £ FOFERIZE DL

Dexamethasone:
RAHIAATEIGE D EMERSR RER

R BlE

Rl B
fEIR: B ET

S
H5:

-B-FI/IRVIANFXFV)IFASIFATVE=ZDLOBR-6-2-7z=LT7E M7 R)
R=ZVYUBE/ N FL— b

BESHE7ZERAAV L

KERREEN B8 (B D BUEEEHRTEZW
%)
KERREEN RY (18 D BUEEEHRTEZL
%)
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RET—ZV—k €3 MSD /) e

Dexamethasone / Chlorphenamine Hydrogen
Maleate Formulation

&S ;ETH: BEEE BIEIZRETH: 2025/02/25
9.0 2025/04/14 5500059-00017 #E{ER A 2020/03/10
TohA LIERIE:
BESHE7EXAV
KEREEEH 28 (&2 D EEEEFHRTELGL
)
KEREEEH R (18 D EEEEFHRTELGL
)
Dexamethasone:
SOVIAEOKEESHEY © EC50 (Daphnia magna (A4 32 >3)): > 56 mg/l
IZxtd 5&FMH MREREER: 48 h

7% OECD EAERA A K54 202

B KEEMIZHT HEM © EC50 (Pseudokirchneriel la subcapitata ($k%)):> 9.2 mg/|
MREREERT: 72 h
7% OECD FHERH A K54 > 201

RAEFERE (Pseudokirchneriella subcapitata (#k)):
9.2 mg/l

BTN 72 h

7% OECD EHERAA FZ4 > 201

BEH (BEEMN) . RKEFERE (Pimephales promelas (7 7y kAw FZ/
r2)): 0.033 mg/|
MEERRER: 32 d
A%k OECD REEHA K54 > 210

W-2754—(K&EREEE : 1
% RE (M) )
WEMIZxtT HEMH : EC50:> 1,000 mg/I
MR 3 h
HER A A T IR
75i%: OECD RER A K54 > 209

RAESZEREE 1,000 mg/|
BREBRF: 3 h

HERS A T IR

7% OECD FHERAHA K54 > 209

BRI - S
5%

Dexamethasone:
||$6J‘ﬂ’¢"|‘$ D RBR: SO TIEAL,
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RET—2V—F

Dexamethasone / Chlorphenamine Hydrogen

Maleate Formulation

€3 MSD /) e

&S ;ETH: BEEE BiIEIZRETA: 2025/02/25
9.0 2025/04/14 5500059-00017 #E{ER A 2020/03/10
H£ 52 50 %
RRERESRA: 3.54 d
75i%: OECD FHEEAHA K54 > 314
EHEREM
7% 0
TOoh4 VIERIE:
n~-A49 432/ —IL/KHEHRE © log Pow: 1.389
(log f)
Dexamethasone:
n~-A49 3/ —IL/ KHEFRE : log Pow: 1.83
(log f)
TEb o
T—AHL
FIVB~OEEN
Y
thoEEFE
FT—RHL

13. BELDOIE

BEFE
BRRREED

BRBRRRUVAE

75 BIRADRH LD T B,
BEEYMET KA L TREGESEL,

EOBEHRIE. UHAILFEEEZEDLHIZ, BRIt

BEEMUEREICRTT S,

FIHEEANEMES, RERGRELTREYT 5.

14, BXLDIE

ERRIR

B L #6155 (UNRTDG)
EEES

E:&E#ii%X 4% (Proper shipping

name)
[EE 5 %8 (Class)

BIRERE M (Subsidiary risk)

BEEMR (Packing group)
R JL (Labels)

JEEXH
JEEXH

e
e
JEEX S
JEEX S

19/23



Re27—8o—t EIMSD /A

Dexamethasone / Chlorphenamine Hydrogen
Maleate Formulation

R &= HWETH: BEES: AIEIHETA: 2025/02/25
9.0 2025/04/14 5500059-00017 #EERLE: 2020/03/10
RERAEH o JEERY

finZefaiE (IATA-DGR)
UN/ID &S (UN/ID number) : 3EE%HY
EE&i%E 4 (Proper shipping :  JEEZY

name)

EE 4 48 (Class) D OJERZH
BIRfER&M (Subsidiary risk) :  JEEZY
AR (Packing group) |
S5 AR)L (Labels) D JEERE

BMatEr (EYH) (Pack- : 3EE%H
ing instruction (cargo air-

craft))

BMatEr (REH) (Pack- @ 3FEEH
ing instruction (passenger

aircraft))

i L i (IMDG-Code)

EE%HS i 5
EE#i%4 (Proper shipping : 3EE%Y
name)

E:E /%8 (Class) o ey
Bl R fE kR © OJERZE
BERER o ey
sAaY% D JEERE
EnS 2—F I

BEBEME &Y - EZY) © FFEY

MARPOL 73/78 Ktf@%& [1 R U IBC A — FITX A X oWMAME S HBAEME (Y - EFZY)
s S - REBORMICITIEZS,

& P35

EnREDERG L. HE 15 2587 5,

DR ERE
[

15, BRAZES

BEiER
HB&
e, BERRMICZE LGN,

9= 3
BFELFHE. BERCEYE. BAFMEFMEICKI LG,
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REF—5y— b

Dexamethasone / Chlorphenamine Hydrogen
Maleate Formulation

€3 MSD /) e

R &= HWETH: BEES: AIEIHETA: 2025/02/25
2025/04/14 5500059-00017 #EERLE: 2020/03/10

9.0

FER /LXK

HEENRZILESNIEED

FEZY

HREOHTERITIREEEY

FEZY

BERERIL s ARME

FEZY

ERAHEOBOHON-LEYE BFLEEMH)
FEZY

ERAMORBH oM -ILEYE FHREHIEEDE)
FEZY

EMELTENTREZBRVIRUVEED
EEST7E&M2 (AIMED2 fFk2)

23 EHE (%)

5%

lLv1o®yoLoz=5=z> >=1-<10

2025 £ 4 A1 HLIRE

BAMFEERTIRECRVRVEEY
EES 7% (B30 AIEK2)

23

ikl

[RusomyoLsz=535>

2025 4 A1 B

BEEESLEYE (HEREMERBIE S ED2)
JEZY

NARMEME (HBREMERRESTT&D2)
JEZY

e EMEREE T RHRAI

JEZY

shhEFRHRAI

JEZY

m7 L)L éarhEFRARRI

JESZ Y

FHRBEFFETHEA

JESZ Y

FERELMEXETS - HIRE— (BEW)
JEE% Y
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RET—ARAV—F

€I MSD [ rune
Dexamethasone / Chlorphenamine Hydrogen
Maleate Formulation

R &= HWETH: BEES: AIEIHETA: 2025/02/25
9.0 2025/04/14 5500059-00017 #EERLE: 2020/03/10

BY R URIMERE

e

LB HEEEEREE
e

EBEHARRE

JEER

R RIFEHE

JEER Y

iR eiE

fEEME L TREI SR TULVED
mziE

fEEmE LTREIShTOAEN
BESEERVBLLEONLICEY 5&F

(£ 5 FE Ak : EHIAME(ZIEEZ S LA
ERRLITpeS DOEEEEMEICEFERE LN
R B UM A e S ER ik
FRERBHERA (@4 - @A)
JES% Y
HERMEREMERE EE - @A)
JES% Y
BEVORBRSHRICEAT 5%
EXRED
CHEBORSIZDOVWTEEA RV M) —~DEREIFR :
AICS CORE
DSL COARE
IECSC CORE

16. ZDHhDIEHR

ADS I2ENTHBZEHEZDBANARNEDRENERTOSEEE. EXWETHIEEE
BHET

FEHIEER
51 FCHR D BHBEMHT—4. EME DS [CEICF—4. O0ECD eChem
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RET—H—F EIMSD A v
Dexamethasone / Chlorphenamine Hydrogen
Maleate Formulation

hR&E= HWETH: BEES: BiIEIETA: 2025/02/25

9.0

2025/04/14 5500059-00017 #EYERHE: 2020/03/10

R—2ILE L UVERMEEYER http://echa. europa. eu/D1&
RiER

LEIN—=U 3 U ERSNHBRAXETH 2 KR TRART SN TLET,

Bit7+r—<v k . #/HB/H
ZDDIEEEDE X

AlIC - A—R SV TDIELFERSA AU RY; NIT - TS DILEREEME; ASTM - K
E#HEHBRIFS bw - KE OR - A, ZERE. LESEELHDHESNHYE: DIN -
FAYRKRHBEELE, DSL - ERYME YR+ (AF4): Ex - FED XORGERIFT EER
BNBHRE: Elx - FED XWDRGERIFTEEZAONDIERESE, InS - REKOR TP
—JU; ENCS - LT EDEEFLEME )R b ErCx - FED XWDOREERIFTEEZEZ ONDK
RE; ERG - BRXMICOF5|E; GHS - HRFM AT L GLP - HERERRE: [ARC - ER
DATREHE, [ATA - EEMEEERS, IBC - BRIEFERKDESEEEZD-HOMMDEE
RURRICEAT 2ERRRAI: 1050 - S0%FEEIRE; 1CA0 - EFRRREIMZEMES; [ECSC - hER
FBleEYELE: INDG - EfELAERYRR IN - ERESEHE: ISHL - FsBRE/EE
(BA); 1S0 - ERR#E{LH#E:. KECI - BERFLFMESRE, LC0 - 50%EHILiRE: LD50 -
50%EtE (FHESLE)  MARPOL - MM & BB DMILED=HDERREH: n.o.s. - I
MBNATSIN TSI DZERC: Neh - FUREI NOAEC - |EZMHLZEIRE, NOWEL -
BEEMRZELAL, NOERR - BEEUHZEAF/EIS NN - A X2 a2XRA NTP - RKEER
REMTOTFL; NZIoC - Za—D—F > FMEEWERR: O0ECD - #EFiHHFFKEE, OPPTS
- LEHMEREN - AFEWHLLE; PBT - #OMRMEN - £HERENE - HEE5E WE) ; PICCS - 7
1 VEVEEMEA oAV )= (OSARR - (EEH) BEEMEE, REACH - LEMEDE
#%. &Hfi. B WE KL UEEHE (REACH) (ZBE¥ H#RAI (EC) No 1907/2006: SADT - B ChnE5#Z
mE; DS - R&T—42— b, TECl - 2 A ICEEREOILEMED A A2 K1) TCSI - BE{E
EMEA R M) —; TDG - EIEYE#E, TSCA - HEMERASE CKE); UN - E&; UNRTDG
- BRESEIRYEEES. WPB - EEICHSBRUVIERICESERNE, WS - EXSEKRE
EMMERRRT L

CORET—HI— AT TSDS) &LVD) TR HFEHRUT TRIEHR] &0V 5)(F, KEE
BERIZEVT, BUOREDHH. FH. RMMESDLETEETHS LHHLIEZLDOTT,
AEHRIT. HAOZEGHREV. FA, LE, KRE. #@X. BEERVRRICETSIAI TR E
LTOAEHESNTEY . WHELRAREHZEREELTLOTEHY FEA KIFRIL.
SDS DEEZICTR SN TV ARHESNHAICETLIHIOTHY .. AZARAN/MORGZ LBAE
HET. RFTOCRARTERASNSIEE. AXHITERSGVRY .. BRICITE S G UOATEES
AHYET . AHEGOFEABESMICENTIE, AERRVEEFHEZERT 581, FRES
MOFBREMIIE T L5XURBOBEINLGEMEEH T, FRAERMUOERT 5HETORENIKR
[CHEFTEARBRDEK, FH, WE, RCREICOVT, BREVET,

JP / JA
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