R&T-—%—t CIMSD A e
Betamethasone / Gentamicin Formulation

RS WETA: BEES: AiIERET B: 2024/07/06
9.1 2024/09/28 5345527-00016 #MEERCA: 2019/12/09

1. E2RRUSHER

MDA . Betamethasone / Gentamicin Formulation

HieEOSH4T. ERRUBESES

HiGEOHR . MSD

EFRr C BER REAT @ 810 MSD Xt EIETS
BREES : 048-588-8411

BFA—ILTFLR . EHSDATASTEWARD@msd. com

RAERERES : +1-908-423-6000

HRARRUERALOHIR

HRERZ D BESMA

fE AL DR S

2. ERAEEOEH

{50 GHS £38

BRICT 2EELESE R : X5 2A
it

ENEE . K% 1B
HEENESEE (REIEC @ BH 1 (KNTERK RER, HR, W, R 8
=)

KERBEHEEN B (&  BH2
%)

KEREEENE RY (18 D RH
%)

GHS SRILEHR

RRAXIES VRV

TEMERE DOfElR

1/27



RET—H—F EIMSD A

Betamethasone / Gentamicin Formulation

RS WETH: BEES: AiIERET B: 2024/07/06
9.1 2024/09/28 5345527-00016 #MEERCA: 2019/12/09
EREEMLIFR D H319 BRUVERRIEL,

H360D fe R~ADEBEZEDE EN,

H372 RAICH =5, RIFRERFZICK HEHF RTER &
&%, BA, MR R 2% 0REE.

HAO1 JKEEYIZEHE,

HA10 REAKATRIECEIC & > TKAEEMICEREICR VSN,

xR

P201 = AATICEIRERBAZE X AF T H &,

P202 £ TOHOREZIEEHAEMIHETMY FRDHLHENI &
P260 S X h /" BEEZ|MALELN &,

P264 Bk LMEISREZ K <KD 2 &,

P270 CHORFZEFERIT S EEIC, RENITEEZ LN
t o

P2I3 BEBE~DHMHE ERITHZ &,

P280 REFR . RERMFRERE FREmEFERTH L,

CREE:

P305 + P351 + P338 ERICA-71=1ZE : KTHOBEERELE
S5C¢, RZaVFI FLUAFEFRALTWTESZICHE S5
BlEINTIE, TDRILERERITHI L,

P308 + P13 LK BRIFIEK BDBRENHHI5E : EEIDZE
SFETERITSHI L,

P337 + P13 ERDFHA R HE : ERDR R/ FHTERIT
5 &,

P91 R ZE RIS 52 &,

’_RE:

PA0S fEfE L THRET S &,

BE3E:
P501 N, B RKBSN-NBERICEET DL,

GHS IR L WMDEREEY
R L,

3. MRRURBSER

LEME - EEYORR . EEY

5%,

=22 CAS &= EHE (% w/w) BN REE
B

JaegLryy)a—i 57-55-6 >=20-<30 2-234
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RET—H—F EIMSD A

Betamethasone / Gentamicin Formulation

RES ;ETA: BEES: RIEIZRET A: 2024/07/06
9.1 2024/09/28 5345527-00016 #EERLB: 2019/12/09
A4y FaE)L7ILa—)L 67-63-0 16. 3 2-207
P-£E FOFLREEFBRAFIL 99-76-3 1.3 3-1585
Gentamicin 1403-66-3 >=0.025-<0.1 -
Betamethasone 378-44-9 >=0.025-<0.1 -
4, SRBE
—fREIT F/N(M R D BHOBEEN. RN TCNEBVWEZFFIELICETENDESEE
ZI1T5,
EIRNRSIKIHE., £HEXFRIHIEEIL. EEDIETE
2IT5,
WA LGS D RULGAATESES. FROEROBFABET 5,
ERLEZTZITS,
REIZHELIGE D EML-BE. EBICKRBEERTAEZSEDKTEVRT,

FBRLEKRRE L UHZER <,
ERENEFZ(T5,
BEADEIZKEREZRXS.
HEBFFERIT AENELITES.

BBICA--1B4& D EfL-5E. BEBICZENKTOLCES 15 DB FE
LR,
HEIZTEREAICIE. a4 FLUXEDRY ST,
EENEFZ(T5,

RAAATEGE D BRBFRAALEGE, BEICHMAEGZL,
ERLEZEZT S,
KTAZELLCTI
RMEREVERMEERDOR @ BRI,
LERLHIRER BREADEZEOEZ.
REICH-5. REREFLBICLDBHEOREE.
WRHEZY 2EDRE D BaREERRFBELDRRITEREILL, HEESATLSR

EREZERATSHE. BREOFRENHDHEEE. HESD
BYGEAAREEZSREOCE (ERA825H) ,
EEICH T ARAGIEEE ¢ XEHREBIUMEREERITH &,

5. KKBDIEE

W75 H A F . KIEE
it 7 L3 —ILiasE A
“EkRE (C02)
3 2R A E

> TITE S A UVE A H D OHMRBRAEL,
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RET—H—F EIMSD A

Betamethasone / Gentamicin Formulation

&= WETA: BEES: AiIERET B: 2024/07/06

9.1 2024/09/28 5345527-00016 #MEERCA: 2019/12/09
HEDORIREEN D RBEERYMANDOBREIRRICEERITEEAH D,
HEMBERIEY D REBRIEY
BRDBENTGE D RGO EFDREICE C CEYHEAFRZRA LS,

RAHDBRERENT H=DICKEEET 5.
TETHNERBIEI L TTHERNKEEA BT
R o RBESED &,

HRZETS>HDRE DOKRKERICIE. BIEXRSBEERY S,
REEZHEAT .

6. IRHFDHEE

AMRICHT HEEEE. RE © REEZERT D,
BRURIFHEE REGMYFZNDOT FNA R TEB T 258R) . BEARE
BR#REERICEN (RE 8 Z23H) .

REBICHT 5FEEE D BREAOKREEEITSH L,
REFHRALTH L, INOIENZLED S,
LERICIEERIDEHSC HLRADERLIEAAIWNYTRE
12k 3),
FBRINTRFKEREL, LHT 5,
RHEMNELCEIRTELGVGEX. A BBKISERT 5,

HLRADRPHFEDHERY @ FEELZRIM TRIREE S,

B4t ZEICZIENBE. WRIEZELEDOBEULGH CAOFE
ELT, GALHWVWESICT SR E, BHRRICERALEE
MERDTTRWEFRIENTEEIEEICIE, BURLE=Y
BEEYLRBAICRET S,

RRYE EEYRRIREITRET S &,

AESZHRE., BEITIEICEK. SHAFEEAASLIUVEDR
B> TRIBTEHZ &, TORBICERSIAEHEIZON
THLRABTHD, FORUNBERAINEINZHEET IHLEN
Hbd,

ASDSNEEH 13EHELVI5(I2HENT, ABARKRELUVED
ERFIOREDHY .

1. BEEVWEUVRELDIERE

874
R AtTE R D BKEBHLERVREREDEDREARESR,
BFr#x, EHBS D T RRBIATEGNMESE. BFREEZFERLTE

Sy,

427
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€ MSD [} e

Betamethasone / Gentamicin Formulation

RS WETH:
9.1 2024/09/28

BEES: AIERET B: 2024/07/06
5345527-00016

#MEERCA: 2019/12/09

ZERREIREER

e ok ] 38
BEXE

EMZIEYME

RERGRBAEMH

RIEVOKRICZH TN,

SRMBRERALGN &,

BRARAFEZLY,

AR& DiEfREET S,

WMZWNEIEIREZELCHES &,
BISBREREOHRRICEDE, EEMHOBESLULREHD
ETREICHEVERYIES 2 &

BREZFHLTHECIE,

COHBEFERATHEEIZ, MERXITREZ LN &,
FNOREMZHLEL, BEAOBREE&HRNIBRIZTEEL5:E
295,

E& 1L %
BEOFEAPIIEEDE~ADIE EOTRESEINH I BEIE.
TEBROELIZTAISTYI VI VATLAELUREY Y
J—%BRBLTLEELY,
FAPIIRBRUBREEZIET S,
BEIN-KRISBFERT IANCEKET S L,
27T 4 DHBEMHEARL—2avICFk, ToP=F7a
vho—)L, BUGEANERE. BULKRLESKVE
ZEFIE. EXHLEER. EZERLEERTOEROL
Ea—%#80ELHYET,

BULEINILODVEBRICANTELS,
BRELTRET S &,
BZLL2AYEDHS,
FEOREICH->TRET .
ROBMEBFEREE VO LLITRELLGL
sRER AL

BEEOME: FRGL,

8. F<EMILRURBIEE

ERRBICHETIRIBRERR/FFERE

D% CAS &5 BiE (RER | EEHEE/RER | HA
fE) 2B | EREE
Propan-2-ol 67-63-0 ACL 200 ppm ZRE (BH
=E)
0EL-C 400 ppm BAREXFE
980 mg/m’ 22 (FBE
)
TWA 200 ppm ACGIH
STEL 400 ppm ACGIH
Gentamicin 1403-66-3 TWA 0.1 mg/m3 (OEB RER
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RET—HRI—F

€ MSD [} e

Betamethasone / Gentamicin Formulation

&= ®ET A: BEES: AIERET H: 2024/07/06
2024/09/28 5345527-00016 #EERR: 2019/12/09
| |2 |
FFHATEHR: 0T0
Betamethasone 378-44-9 | TWA | 1 ug/m3 (OEB 4) | &
FER: KIS
| =B Y HIR [ 10 pg/100 om* | A9&B
EPFEHRERZERE
B CASES [XZME [£9%H |[HNER|[FERE |[Hf
A FrHA
4V 7OELTFILa— [67-63-0 |[F7EbLr |[R BO®HE (40 mg/| ACGIH BEI
)]y DIEER
TH

R

fREER
ML FfREER

TJANE—"A4T
FOREER
mE

)
RRORESR

RERVEHEDRER

B, RXEBFUVRRERET SO, £T00=7 )Y
TERBIRIFREICIYERES A, GIP BRICHVERS L
DRENHYET,

[RAl. BABCRETIEERY HEHBENTLESLY,

2 B—XTAaER R T LM DGHEMEERLET,
ERETRYHKSIHEIF, T7AVILIET HEEEREEZDIL
TWA®H, BHIZELENAFE—TT1FvERY k.
BRI —FELVZDEAIOIHE T/, REBEFERLE
¥, CORRERMENGWNESE. SA LM LLBEAYFH
YT ETRYERWNET .

BYGBAPFIEENFATELGMES, FEIEXEE
THEENA RS54 D OHEEND IS BNRESAHEE, F
RREFEEFEALEL LS,
WHFRAEAERAIAOES 17

FERETS

FREIZBETERTAIEERFLELL S,

Y4 Fo—IL R EREREL L XTIV I EFRT S,
FEREL LIEERITEDZIMRE, S Xk, =70Y
IWEHENRET HIBEF, BYLAIT—YILEERT S,
MLA. SR, HLKEI7RYVILIZENEESLSSINS
AL HBBEAIE. TJ—XP—IL KL LLIFZFDEFELD
L7 z—RBEOTIOTFU a3 vEFRALELELS,

A= T74—LELKIEERERI—FEERLELL D,
MEEAZBELEVWLSIZ, EEINDIZRVICEDE, &K
EEBESH— AV b#EEBMLTHERALELLES B, RU—T
Ly, 270>, RFR, FIMETR—YRE) ,
BEIN-AREEDOHIKRRER CIHEIXEY L AETIT-
TLEELY,
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€ MSD [} e

Betamethasone / Gentamicin Formulation

&=

9.1

BBEERE:
5345527-00016

;ETA:
2024/09/28

AiIERET B: 2024/07/06
#MEERCA: 2019/12/09

9. PEMRTLENER

WK e Ltk
& D F—anL
Ry D T—ARIL
R0 LEWEDE T—RGL
b e R ] i T—R4L
R XA B R K U & B T—R4L
ATt (B, SR D 3EEZRH

ATRE (G&RK) T—ARIGL

BRETRARVERLRR FAIHARR

IRFEFEDO LR /AR ER © T—474L

[l

IRRGEHEDOTR/AIATE : 7—4274L

&
5l KR T—R%EL
DERE T—R%EL
pH T—ARL
ERFEREE D T—4A7%L
BARFKIEE D T—437%L
FHE

EFE (BhFRTEER) T—R2%L
RERE

KB D T—=A%EL

n-#%4o %/ =)L/ KSEEZREE - FEEZY
(log fiE)

AT T—A271L
EERV/ XITHAEE
tE D TF—AiL




R&T-—%—t CIMSD /A
Betamethasone / Gentamicin Formulation

MBS HETH: BIBRE: BTEIZRETH: 2024/07/06
9.1 2024,/09/28 5345527-00016 #EERAB: 2019/12/09
HE F—akL
HRHRFE D T—=A%L
IRFEEE D OBREMEL
L4 OAREGITEBIEEYME L L TIEREINEL,
NFE D FT—A%L
PLFHTE
FFHAX o JEERY

10. REMHRURGHE

R ORISR E LTESESI AL,
LR E M DOBEORETERE,
fElRAE R RENE D BOBRERIERDT A ENH D,
BT HNEEH MR,
EMERYE D ERER
ERAE R RERY D EREBGABERYIIH oM T,
1. HEHRER
ARMEDOHLREZBOFER © BA
R & A
£330

RBICA-E=BE

aEEl
FIFARTREGERMICE DR Y HEETEALY,
D%
JaELryyya—i
SEst D) D50 (Z v k): 22,000 mg/ke
2EsE (]RA) © LG50 (T v k):> 44.9 mg/l
RERFE:4 h
HEBRRE MLA/ZR b
SHEE 8BR) ;D50 (oHF): > 2,000 mg/kg

TERAAV M COYEFLRFEEYEIZMEDORBEEEILE
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R&T-—%—t CIMSD /A
Betamethasone / Gentamicin Formulation

RS WETH: BEBES: AiIERET B: 2024/07/06
9.1 2024/09/28 5345527-00016 #MEERCA: 2019/12/09
LY,

4vFaiL7ziLa—):

SEst D) : LD50 (Z v k):> 5,000 mg/kg
2EsE (RA) : LG50 (T k):> 25 mg/|

BREERFME 6 h

HERIREE: &R
amnsnt 8BR) : D50 (Y9HX): > 5,000 mg/ke
P-£ FOXLREEFBRA FIU:

anEr (&0) © D50 (5 k, #X): 2,100 mg/ke
7% OECD EB&H A K54 > 401

Gentamicin:
2EEE @&0O) : LD50 (5 F): 8,000 - 10,000 mg/kg
LD50 (¥~ X): 10,000 mg/kg
2EEE RA) : LG50 (T k):> 0.2 mg/l
REERE: 4 h
HERIE MLAU/S R+
BE CORAETEETIIRE I TV,
SHEE (ZOMORR) : LD50 (5w k):67 - 96 mg/kg
B2 F2ARA
LD50 (5w k): 371 - 384 mg/kg
BRERE HARN
LDLo (HJL): 30 mg/kg
REER kA
Betamethasone:
AaEEE #&0) : LD50 (v k):> 5,000 mg/kg
LD50 (v R): > 4,500 mg/kg
2EEE RA) : LG50 (T k):0.4 mg/l
RBRERFE: 4 h
REBRRYE /R

FIFARTREGERICEDCRY NEETEAEL,
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RET—HRI—F

Betamethasone / Gentamicin Formulation

€ MSD [} e

&S HETH: BIBRE: HTEKETH: 2024/07/06
9.1 2024/09/28 5345527-00016 #MEMERLA: 2019/12/09
5%
JaEL>ySya—i:
i Y X
Hik 0ECD HERH A K>S 4 > 404
R RIEREA L

A4y 7AaE)L7ILa—);

1
R

1
R

Gentamicin:

1
R

Betamethasone:

1
R

P-E FRFLRBERAFIL:

A
RIERIE L

A
RIERIE L

A
BE DR ERE

AV ES
BE DR ERE

RIZx9 S ERTRENE RBREE

38 LR HIE

D%l
JaoELvyyya—i:
2

R
Ak

4y Fab)iL7ziLa—):

i
HR

i
HR

P-E FOXREEFBRA FIU:

e
RANDRIFG L
OECD FAERAA K54 405

Y
BR~DFIF. 21 BURIZEE

A e
RADRIBAG L
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RET—HRI—F

Betamethasone / Gentamicin Formulation

€ MSD [} e

RES ;ETA: BEES: RIEIZRET A: 2024/07/06
9.1 2024/09/28 5345527-00016 #EERLB: 2019/12/09
Gentamicin:
2 Y
R B E ORI
Betamethasone:
2 Y
R EEADRIE AL L
PEOR 35 BB 1 (3 52 18 1
RERES
FIATRERIERICE DR Y DETERLL,
PRI 38 BEETE
FIATRERIERICE DR Y DETERLL,
D%l
FoELrySya—i:
HEgS4 4 T IFxIvA4tE—2 3 HE
REOTRR RIS &
g EILEY +
HR (=X
4V 7aE)L7ILa—):
HEgs A T Ea—5—%
EE0EIRE RS
i EILEY +
Ak OECD :RERHA FS 1 > 406
#HR [=2k3

P-t FOXLREBEFBRAFIL:

HERYA T

REOIER
1
Ak
HR

Gentamicin:

"E

Betamethasone:
REOIREEK

Maurer ;& B2 I8 & AE 1450 B

B & $Efi

EILEY L

OECD :RE&H A K54 > 406
(=4

R
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R&T-—%—t CIMSD /A
Betamethasone / Gentamicin Formulation

&S HETA: BEES BIEIRETH: 2024/07/06
9.1 2024/09/28 5345527-00016 #EERKR: 2019/12/09
& D OEJLEY R
R D BULREMYE
AhEHRERRYE
FIATTRERIERICE DR Y RETEHLY,
0%
JaEL>ySya—i:
in vitro TOEEESY D R T MEMERAVWDEREALTESER (AMES)
R e

B2 A T in vitro RBEKREEHER
7% OECD HERA A K54 > 473
BER e

in vivo TOEEEM D HERA A T HELBARMBR/MLERER (in vivo MIRaEMER
E&)
E: 79X
B 52 RS
iR fat

A4y 7AaE)L7ILa—):

in vitro TOEEEM D BBRA AT MEYMERV S EIREAEERER (AVES)
BER e

HERZ A T in vitro HELBYHRECTFERER
TR 2

in vivo TO&EE=M D HERA A T HELBARMBR/MLERER (in vivo MIRaEMER
E&)
E: 79X
BRI BB ES
R fEt

P-E FAXLRBEFRAFIL:
invitro TOEEESY D R T MEMERAVWDEREALTESER (AMES)
#i%: OECD SRERH A K54 > 471
IR fat
SRERS A 71 in vitro 2 EIAERFERER
Hi%: OECD HERH A K54 > 473
R Bt

in vivo TOEIGEM D ORBRA A T o mERERIERR (M)  (in vivo)
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RET-H¥—+ € MSD [} e

Betamethasone / Gentamicin Formulation

&S HETH: REES: BTEZET A: 2024/07/06
9.1 2024/09/28 5345527-00016 #MEERLB: 2019/12/09
& v hb

REZR SRAAATEIEE
7% OECD HERA A K51 > 478

EER: 2
Gentamicin:
in vitro TOEEEM ©OHERA A T in vitro BIABYMMIEECFEESAR
R 2
REEA A T in vitro BAEERAER
R TEAEE
in vivo TOEEGEM D RERA 4 T EELBYHRMmMEBR/ N LERER (in vivo MifRS R
E®)
B.v9R
R B FRREST
EER: 2
Betamethasone:
in vitro TOEEE%E D HEBAA T MEMERVWDEREALTESER (AMES)
R 2
HERR A T in vitro BEBYMMRECTFEESER
R =
RERA A T in vitro ZBEEERER
R B
in vivo TOEEEMN D RERA 4 T HEEYHRMBK/MEERER (in vivo fIREEMER
E%)
E: 79X
REZR &0
R TR
HIEMRRERRE - TR A ¢ BASNECABERREARAZTERE L TRET S LIETER
vk LY,
BHAM
FIFAETRE A IERICE DK R Y B ETEAL,
D%
JoeEryduya—i:
i D Iy bk
BRERR D BMRARAATEGE
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RET—F—F I MSD A

Betamethasone / Gentamicin Formulation

&S ;ETA: BEES: RIEIZRET A: 2024/07/06
9.1 2024/09/28 5345527-00016 #EERLB: 2019/12/09
IREZE R 2 F
#HR D e

4y 7a)iL7ILa—):

& A
BEZ% D RAGER)
YA : 10458
Ak : OECD E&HA K54 > 451
R Do
Gentamicin:
EOBAME-TERAD b L T—8L
st
BRADEZEDE TN,
Ry
JoELrydya—i:
ERIC 9 S22 D RERA 4 T R AEEERER
B YvOR
BRER fRAHAATEES
R 2
BROKE~DEE D HEBAA T RN LUKRRERREE
E:T9R
BRERR: SRAHDATZEE
R =

A4y 7AaE)L7ILa—):

HIRICH T 5 E D HERA 4 T HREEEMRER
B Sy hk
BERE: RAAALTEEE
R pEtE

REDHKE~DZE . HEBA4A T RIS LUVRERE
B oy hk
BERE: AT E
R petE

P-E FAXLREEFEBRAFIL:

BROEBE~DEE D BB T ZRMNELUVRERE
E: oyx
BERI: A AANTEEE
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RET—H—+h EIMSD A

Betamethasone / Gentamicin Formulation

RES ;ETA: BEES: RIEIZRET A: 2024/07/06
9.1 2024/09/28 5345527-00016 #EERLB: 2019/12/09
R 2
Gentamicin:
EIRIC 9 B E D HRERA 4 T ZHRERESEHER
Sy bk

H5E 1 NOAEL: 20 mg/kg AE
R BELCEEEREIRESN GO

BROEBE~DEE D BB T ZRNELUVBERE
B oyx
FAE S NOAEL: 3. 6 mg/kg AE
R E - RS,

HEBRYA T 2RSS UVBRERREE
B oy k

BREER: BN

42504 LOAEL: 75 mg/kg {AE
R L - BIREM,

HEA 4 T ZRBNE L UBRREKE

B voR

BERE: BEER

FHEEMH: LOAEL 10 mg/kg AE
HRBREREE,  FREEOHONLGL, ST,

HER44 T ZRWELUVUBRERE
oy bk
?Q‘—i%%ﬂ%: BEREMA

= LOAEL 50 mg/kg {AE

‘f*% F&IR5E , ABREEHSNEMN T,
SESEE-7ERX AV F D ABIOEFHNREBEICEKDZEE~NDEZEDHSGERISHH
-71=,
Betamethasone:
BROKE~DEE D oYX

RERZR: NN
FA S LOAEL: 0. 05 mg/kg AE
BR RBRESM., . FELIZDLOT

B Sy bk

BERE KT

FESM: LOAEL: 0. 42 mg/kg AE
R FEMAEOHLONT-,
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R&T-—%—t I MSD A

Betamethasone / Gentamicin Formulation

MBS HETH: BIBRE: BTEIZRETH: 2024/07/06
9.1 2024/09/28 5345527-00016 #IEYERLB: 2019/12/09
B.v9R

BEE1%: AN
FkHE M LOAEL: 1 mg/kg AE
BR: FWRARD T,

EESME-TEAAVE D BYRRICEDERENODEZENBEIZH D,

FERMESRSE (BEIXCR)
FIATRERERICEDRYDETERL,

B4
4y 7a)iL7ILa—):
FTERAV R D BEXEHFLOEEFN,

HEENEREE (REFCE)
RHilchiz5. RIIREKEBICLIER RNTER RER HA BR OLE 3% OEE,
%

Gentamicin:

Er gz . Bl WNE

TEAAU R D REITHh=5. RIIREIFCEBICKIEH[DES,
Betamethasone:

Er gz D NTER, RER BA WIR g 3T
TEAAD R D REICH-5. XIIREFLEBIZKIBHRDESE,
RERSSM

B

JoeEvydya—i:

i AN S 3

NOAEL : >=1,700 mg/kg

BE5Z% D BRHAHIAATEEE

A% 55 B 2 F

4yFaciL7ZiLa—):

L] v b
NOAEL : 12.5 mg/|
BB D RA(ER)
YA ;104 &

P-E FOXREEFBRA FIU:
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RET—HRI—F

€ MSD [} e

Betamethasone / Gentamicin Formulation

RES METH: BBEERE: AIEIZRETH: 2024/07/06
9.1 2024/09/28 5345527-00016 #EER R 2019/12/09
i Zwv bk
NOAEL 250 mg/kg
LOAEL 1,000 mg/kg
BE5ZK MAHAATEHE
iR & B 28 Days
ik OECD FHERH A K541 > 407
Gentamicin:
2 X
LOAEL 3 mg/kg
B 5 #ER AN
IREZE R 12 # A
ERIE AR B
fEK MEnt, FRAEAE
1 S
LOAEL 50 mg/kg
B 5 #Eg BT
i 55 B R 3 B
ERIE AR Big, RE
L] HIL
LOAEL 6 mg/kg
B 5 ER% AN
iR & B 3 &
ErfEzR m%, Ehg NE, FFiE
i Zwv bk
NOAEL 5 mg/kg
LOAEL 10 mg/kg
B 5 #ER AN
A% 55 o 52 @&
ErfEzR Bhg Mm%k
i Zwv bk
NOAEL 12.5 mg/kg
LOAEL 50 mg/kg
BE5Z®R AN
A% 55 B 13 &
B Ehg
Betamethasone:
L] RS
LOAEL 0.05 %
B 5 #Eg RS ¥
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RET—F—F I MSD A

Betamethasone / Gentamicin Formulation

&S ;ETA: BEES: RIEIZRET A: 2024/07/06
9.1 2024/09/28 5345527-00016 #EERLB: 2019/12/09

IREZE R . 10-30d
Er gz D NTER, RER BA
i R S
LOAEL : 0.059%
BE5ZK D RIEtEA
A . 8 @
B LR
i WY R
LOAEL 019
B E5R D RISE
A% 55 o 8 A
B L g
i N
LOAEL . 0.05 mg/kg
BE52% C 20
r3Alied | . 28d
ERIfEER C Mm%, KRR, BIF
BRAAEEN
FIAMTRELRIBRICE DR Y RFETERLY,
AKIZHT 5 RBHB
B
Gentamicin:
BARAATEHZE D EnEE i

EZMiES NE

fEIK: HFELY, HFEL, HEE HIEY, BIREHEE
Betamethasone:
A o EnEE BB
RS A COfEIK FAR, BREE, A

JaELySya—i:
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RET—HRI—F

€ MSD [} e

Betamethasone / Gentamicin Formulation

IRES ETA: BEEE AIEIZRETH: 2024/07/06
9.1 2024/09/28 5345527-00016 #EERLB: 2019/12/09
y: k- LC50 (Oncorhynchus mykiss (=< < X)): 40, 613 mg/|
RRERFME: 96 h
SOVAKEOKEEFHEY © EC50 (Ceriodaphnia dubia (<> 1)): 18,340 mg/|
IZxtd 55MH RREERER: 48 h

BEIKEEDICHT HEME

SOVAFOKEBESHEDY ¢

X9 HF T (BHESM)

WMEMIHT HEMN

A4y 7AaE)L7ILa—):
ask

SOVAFOKEBREHRBY ¢

SEEEE
BEMISHT 3Bt

P-t FOXLREBEFBRAFIL:

BEN

SUOVAFOKEESTHDY ¢

IZxtd H&EMH

B KEEYICHT HEN

ErC50 (Skeletonema costatum (i¥IEE) ): 19,300 mg/|
BREERE: 72 h
Ji%: OECD EB&AH A K54 > 201

RAEZERE (Ceriodaphnia dubia (22> 10)): 13,020
mg/ |
BREEREAE: T d

RAESZERE (Pseudomonas putida (a2 —KFKEFR - TF
A)): > 20,000 mg/|
RREERFR: 18 h

LC50 (Pimephales promelas (77w kAw K2 /1)) 9, 640
mg/ |
RREERERE: 96 h

EC50 (Daphnia magna (74 =<>3)):> 10,000 mg/|
BREERFRE: 24 h

EC50 (Pseudomonas putida (¥ >a2—KEF R - TFH)):>
1,050 mg/|
BREEREME: 16 h

LC50 (Oryzias latipes (1A & 5)):59.5 mg/|
REEERFME: 96 h
Hi%: OECD HEEH A K51 > 203

EC50 (Daphnia magna (A=< >0)):11.2 mg/|
RN 48 h
& IS0 (EFFAZR#E1EiHE) 6341

ErC50 (Pseudokirchneriella subcapitata (fk%)): 91 mg/|
RRERRER: 72 h
A%k IS0 (EFFZELEL#E) 8692

EC10 (Pseudokirchneriella subcapitata (#k%)): 31 mg/|
RREEEER: 72 h
A& 1S0 (EZEZEEiE) 8692
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REF—S—h € MSD [} e

Betamethasone / Gentamicin Formulation

RES ETH: BEEE AIEIZRETH: 2024/07/06
9.1 2024/09/28 5345527-00016 #IEYERLB: 2019/12/09
AEN (BHESEN) D BRKESZEREE (Danio rerio (ETF574 v 2)):0.024
mg/ |

REEERFME: 70 d

SOVIOFEQOKEREHEY . RKEEZERE (Daphnia magna (A4 2>0)):0.2 mg/l
IZxtd &M (EMESH) R 21 d
Hi%: OECD SREEH A K54 > 211

Gentamicin:
SOVAEOKEEESHEY © ECS50 (Daphnia magna (F#4 3> 1)): 86 mg/l
IZxtd 5&MH RREERER: 48 h

7% OECD EBRH A K51 > 202

LC50 (Americamysis (7 * ')A = X)):30 mg/l
RREERFMAE: 96 h
Ak 7 IEUSHAR

BEKEEWIZHT HEME © ECS0 (Pseudokirchneriel la subcapitata (#%)): 10 ug/|
RBEERFE: 72 h
#i%: OECD :RERH A K54 > 201

RAEEZERE (Pseudokirchneriella subcapitata (#%:%)):
1.5 pg/l

BREERER: 72 h

Fi%: OECD HERA A K54 > 201

EC50 (Anabaena flos-aquae (7 / /89 F)7F) )47 ug/l
RBEERFE: 72 h
7#i%: OECD HE&EH A K54 > 201

RANESERE (Anabaena flos-aquae (L 7/ /N9 F1)
T7)):1.6 ug/l

BREERE: 72 h

7% OECD iRE&H A K54 > 201

279 42— (K&EREEE 100
% mE (2% )
N-270 42— (KEREEE 1
% RE (18%) )
MEYICX T HEMH : EC50: 288.7 mg/|
BREERR: 3 h
HERS 4 T FEIRANA
7#i%: OECD HE&RH A K54 > 209

Betamethasone:
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R&T-—%—t CIMSD /A
Betamethasone / Gentamicin Formulation

RS WETA: BEES: AiIERET B: 2024/07/06
9.1 2024/09/28 5345527-00016 #MEERCA: 2019/12/09

SOVOHEOKEESHEY © EC50 (Americamysis (FZ A H I RX)):> 50 mg/l
IZx9 5& M RREERERT: 96 h

B KEEWICXT HEM © EC50 (Pseudokirchneriel la subcapitata (#5%)): > 34 mg/|
RRERRER: 72 h
#i%: OECD SRERH A K54 > 201
BEE: ARERAEICHTSEHEL

RANEZERE (Pseudokirchneriella subcapitata (#k:%)):
34 mg/|

BRERMAE: 72 h

77i%: OECD ERERA A K54 > 201

7% BRERSEICESTLHEHEL

AN (IBMHEMH) D RAREFZERE (Pimephales promelas (77w kAY K2/
2)): 0. 052 mg/|
RREERER: 32 d
A% OECD :RERHA K54 > 210

RRESEERE Oryzias latipes (1A% 5)):0.07 pg/l
PR 219 d
Hi%: OECD HEEH A K51 > 229

SOVIFEOKEBRESHEY - RAREEZEERE (Daphnia magna (A 2>0)):8 mg/l
[Zxt9 2E M (BHESM) RREERSRI: 21 d
7% OECD REEH A K54 > 211

M-2704—(K&EREEE : 1,000
%t RE (18H) )

REH - SR

B

JaoELySya—i:
£ D R SO,
H4fE: 98.3 %
MREERR: 28 d
7i%: OECD SRERAH A K54 > 301F

4y Fab)iL7iLa—):

EnfEE DR BRI RE
BOD/COD : BOD: 1,19 (BOD5 (5 HLARIZHELZEHIEERENRK) )
COD: 2,23

BOD/COD: 53 %
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€ MSD [} e

Betamethasone / Gentamicin Formulation

RS WETH:
9.1 2024/09/28

BBEERE:
5345527-00016

AiIERET B: 2024/07/06
#MEERCA: 2019/12/09

P-£E FAXLRBEFRA FIL

EofEH R ZofEk,

HfE: 89 %

PRERFME: 28 d

7% OECD :RE&RH A K54 > 301B
Gentamicin:
oM HER: 2 EN TR

4% 100 %

RREERER: 28 d

Hi%: OECD HEEAH A K51 > 314
EREEN
B4

JaoELySya—i:

n-#4%9 %/ —IL/KDERFRER

(log &)

A4y 7AaE)L7ILa—):

n-449 %/ —IL/KAERFH

(log &)
P-E FAXLRBEFRAFIL:

n-449 %/ —IL/KAERFH

(log &)

Gentamicin:

n-449 %/ —IL/KAERFH

(log &)

Betamethasone:

n-4%49 %/ —IL/KAERFH

(log {B)
TRPOBEH
T—AR%L

TV URB~DBEEMN
ElEA
toEEEE
T—A%L

log Pow: -1.07
Fik: BMELSRA| (EC) No. 440/2008, H/EE, A.8

log Pow: 0.05

log Pow: 1.98

log Pow: < -2

log Pow: 2. 11
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€ MSD [} e

Betamethasone / Gentamicin Formulation

&= WETA: BEES: AiIERET B: 2024/07/06
9.1 2024/09/28 5345527-00016 MEMERB: 2019/12/09
13. EELODEE
BEEAE
BREEY 75 BAADOBH NS T D,
BEME TKABEH L TIEGE LA,
BRBEHRRVAE EOBEBE. VA VIVELEIREDEOIC, BAIZR(T1-
REVVEREICRRT S,
BICHEENMENMES. REAGELTEEYT S,
14 BELDOEE
[ e A5
R L %@z (UNRTDG)

E&EZ&HS (UN number)
E&E#i% 4 (Proper shipping
name)

UN 3082
ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID, N.O.S.

(betamethasone)
EE 54 (Class) 9
A 285k (Packing group) 11
Z Rl (Labels) 9
RIEAEH B
fin 2= (IATA-DGR)
UN/ID Z& (UN/ID number) UN 3082
[EiE#£ 4 (Proper shipping Environmental ly hazardous substance, liquid, n.o.s.
name)

(betamethasone)
EE 54 (Class) 9
A 285k (Packing group) 11
Z X)L (Labels) Miscellaneous
WatEr (EYH) (Pack- 964
ing instruction (cargo air-
craft))
HeEtET (REH) (Pack- 964
ing instruction (passenger
aircraft))
REAEH B
8 _E 3% (IMDG-Code)
EEZES (UN number) UN 3082
[EE#i£ 4 (Proper shipping ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID, N.O.S.
name) (betamethasone)
EE 5 $8 (Class) 9
A 285k (Packing group) I1
J ~JL (Labels) 9
EmS 23— F (EmS Code) F-A, S-F
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Betamethasone / Gentamicin Formulation

RES WETA: BEES: AiIERET B: 2024/07/06
9.1 2024/09/28 5345527-00016 #MEERCA: 2019/12/09

EEEEYME %S - EZY) 0 BE

(Marine pollutant)

MARPOL 73/78 M{/EE |11 RV IBC O — FIC & B IXoBAME S LB EME (K - EZKL)
Hissn-KREDRRIZIXIEZS,

AR
EOREDERG L. HE 15258 T 5,
R DR EXE

CCICRHEN TV SEEN L. FROBMETDORHT, ARET—42 L — O THRS
NEESITHABENEMBOFEDAHIZEDINTVET, WS EIE. REBEFER. N\vir—oH
A X EMFOMBORAUDEREIZLY ., EESIHAHREELAHY FT,

RABGRKERHES LT

15, BRAZS

BEEER
HREE
fElRY. EERBRMICERES LG,

L&&
B {EFME

LFA =

Jansr—1, 2—FH—)L 106

A4y Z7aE)iLF7ILa—) 102

HEREMEE

HREENRLEShDIEED

JEERH

WEDHFAIZZITEIREREY

JEE& S

REEEN LA ARME

JEEZH

ZREREDOEBH o =L FYE (BIFLFHE)
JEEZY

ZRREOBH O EFEYE FHREHEFHE)
JEERY

ANETENI RELRVRVEEY
EESTED 2 FEITHRARE 9

[ez4 | EHE (%) B
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RET—H—F CIMSD A e

Betamethasone / Gentamicin Formulation

RES ETH: BEES: BiIERETA: 2024/07/06

9.1 2024/09/28 5345527-00016 #IEYERLB: 2019/12/09
JoELry4gya—i >=20 - <30 20205F 4 A1 BLZ
JOoE)LTILa—IL 16.3 -

BREFERTIREBRVRVEEY

EE ST (EITHE 18 %)

b4 i

JoELySya—i 2025 F 4 51 BL
JOoELTILa—IL -

RREFEELFVE TEEHORBRFOERARENE GBHREMERRE M FD2)
JEEZH

NARMME (HERE/ERAE ST FD2)
JEE& S

BHELEMEREFRHRA
EH

sRehEPREHA

EHE

M7 L )LshehETRHR A
JEELY
ARBEFIPEFHRA
E_RBAERERE
FERLSFEEETS - NRE— (EERY)
El

B E UBIMEKEE

IR
eEhEHHINEETRREE

F_EREELFNE

LF 4 EEES 2EE (W)

BEHARARRE

JEEZ Y

DE 18 5o

JFEZ Y

R EiE

BRI 2, 3 XERMETIRSE 1 AEUYE
zik

FEATRAIE 194 FEBRVETAIRE 11 TOMOEED
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€ MSD [} e

Betamethasone / Gentamicin Formulation

BBEERE:
5345527-00016

AiIERET B: 2024/07/06
#MEERCA: 2019/12/09

RS WETH:
9.1 2024/09/28

BEFRERVBLEEOMHILICEAY 5i&E

(£ 5 FE A EREAME )
18 S Eank w|EELYE
BRI K U 5 SE AN 55 %
FRERFEMERE (E@E - @A)
Y
BEREMBAERE @L - @AE)
e Y
BEEVMONEBER VERICET 55
EXRED
CHOEFORBITDOVTEEAS YRV M) —~DEREIER :
AICS E
DSL IE
IECSC IE
16. ZDhD1HEHR
AKDS 2BV THBLLEHELZDRBINNEYMEDEENERTDIZEAIE. BEWETHIEEE
BEHET
5| FscHk BaEfiT—4. EME SIS IZE DS F—4. O0ECD eChem

R—R2ILE I UVEMIEEYER http://echa. europa. eu/ D&

Bfit72+—<v k F£/R/8

ZDHDBEEEDND X

ACGIH KE, ACGIH[RFREME (TLV)
ACGIH BEI ACGIH - &Y= RZE4ZE ( BEI )

ZfiE (BEERE)
BAEEHEZER FRR
E)

ERIRIBETMERE. BREESHILIES
BAEEHEFR FRREFOHE -1 LEVEOHFBTRE

AGGIH / TWA 8 Fyfal. HFfEIMNE T
ACGIH / STEL ERRRERA
ZfEnE (BERE) /ACL EERE, BERE
BAEXREAFEE FRR RRIFBRE

&) /0EL-C
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RET—H—F EIMSD A

Betamethasone / Gentamicin Formulation

&= WETA: BEES: AiIERET B: 2024/07/06

9.1

2024/09/28 5345527-00016 #MEERCA: 2019/12/09

AlIC - A—X FSUTDIEILFERASA AV RY; NTT - TS D)ILEREEMES, ASTM - K
E# PRGBS bw - KE; OR - AU, ZERE. EEEUENHDIE SN EME; DIN -
FAURBHaEE DSL - BERYMEVR L (BF %) E0x - FED XhDORIEZERIFT EEX
bNBHRE, Elx - FED XWOREERIFT EEZONDHEFEE, EnS - BERHOR T Do
—JL; ENCS - {LBEDBFLFEME IR b, ErCx - FED XWDORIEEZRIZFTEEZONDA
R&R; RG - RERLOFEIE; CHS - HRFM X T L GLP - HEREMHERE. 1ARC - EFR
DATRRHE, [ATA - EEMEEXHS IBC - BRIEFEKOESFEEZD-HOMMOEE
RURBICET 2ERMRA; 1650 - 50%EFRE: 1CA0 - EFRERHEMEMRES . [ECSC - hER
HeEYELE: INDGC - ERELEKRMBRIE. IN0 - ERESHE, ISHL - FBRefEE
(BF): IS0 - EFRECHE. KECI - REBRFILFEMERE: LC50 - 50%HERE LDSO0 -
50%HEE (FHEHEE) | MARPOL - MAAICK DFRDMHILD-HDERER: nos. -
MBAMARSNTNEELEDZERC: Noh - FURAL NOAEC - BEEMFZERE, NOAEL -
BAESMHSZEL AL NOELR - EEEMZEEFES NOM - A28 NTP - XEE
REMTOT S L NZIoC - Za—2—F v MEEWMEARIR: O0ECD - EFH NHEAFMME, OPPTS
- LEYMEREM - AEBILER: PBT - #oOMRMM - ARSBHEN - HHME WE) © PICCS - 7
1 VELEMEA AR P = (SR - (EEH) #EEMAEE, REACH - {LFHMEDE
. FHE. B WHEKUEHE (REACH) IZBI¥ 5RAI (EC) No 1907/2006; SADT - BHEZNES#E
BE: SIS - RET—8T— I TECI - 2 A ICRRFDILENED A R R TCSI - &1L
EMEA R M) —; TDG - fEEYE@E; TSCA - HEMERSE CKE); UN - E:&E: UNRTDG
- BRESERYMEEES. vPB - FEICHIBRUFEICSEEME WIS - ERSRIRE
EUMERR AT LA

ZDRET—AI—FUAT TSDS] ELVS) TRET HHEHRULAT TRFEHR) E0V3) E. KEHE
BEERIZE T, BHOREOME. FHR. RUEESNDHLETERTHS I EHHLEZEDTT,
AERIE, HEORLAGIEKL. FH, LB, RE. @E. BEERVRRICETIIHNM TR E
LTOAHMEE I TEY . OHESRIEXIIHREREEZLITEDTIEHY FHA. RIERE.
SDS MEBEICRINTVAIHESN-HRICHATIENDTHY . YZAERI/MEOER EHEAE
HhET, XFTORFTHEASINSIGE. AXFICERNLZVEY .. B4 S AU aEEE
NHYET, REROFERABFRMALICEVLTIE, KEREVHEZEZERAT 5812, FHES
MDERBRMUZIZETHRUEOBEINLIMEZEH T, FHERLOERT 2HETOEREDKR
IZHITHAREZOEEKL, FH, LB, RUREICOWT, BEREVNET,

JP/JA
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