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

RS WETA: BEES: AIEIRET B: 2023/04/04
6.1 2023/09/30 5345527-00012 #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

BERERXRITURIL : % %l
SRR D fEkR
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RET—H—F EIMSD A

Betamethasone / Gentamicin Formulation

RS WETH: BEES: AIEIRET B: 2023/04/04
6.1 2023/09/30 5345527-00012 #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|MALBEN &,

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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Betamethasone / Gentamicin Formulation

RS WETH:
6.1 2023/09/30

BBEERE:
5345527-00012

AIEIRET B: 2023/04/04
#MEERCA: 2019/12/09

A4y a7 I)ILa—)L 67-63-0 >=10-<20 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. [HEREE

—fREIT KN4 R

A LE-BE

REIZHE LSS

RICA-+-BE

RAAATZGE

AMERRVERMEERDOK

LERLGHIRER

BREEEY 2EHDRE

EEICX Y SFATIREE ¢

FHOBEL, BHNT CENL ERESICEEOBEE
2113,
ERAESI CBE. ELEEMAH B, EROETE
2113,

WUVVAATEISE. HLEROSI~BEHT S,
EELEEZT5,

B LI5S, EBICKEEBZRITAELZEDKTEVGRT .
BELEKBRS L UVHZER

ERELEEZT5,

BEAOMICKREES.

HEBFEATDHIELITHKS .

B L-BE. BEBIZZENKTOLELCED 15 DEBEZE%®
LR,
EHECTERBAICIE. aV49 FLURXERY ST,
ERELEEZT5,

RARAATEEE ., BEBCHAELLL,

EELEEZT5,

KTeOxKLTT

5 UNER IR,

BRADEEZED TN,

RHIch=%. XIREIEBICLIEBOEE,
HOMAZEEFELDREITIELFLL., HEIATWLE
EREFFEATHIE, BEOTREMELAHDIHAIE. BHED
BULBEAREEZ2SBOCL (HBES8%23H) .
IEBREPLUEREZER(TSH L,

5. KEBrDFEE

Y75 H KA

182> TIXAR R LVE KA
HEDRIREEN

HERGERIEY

JKIEFE

it 7 JL 3 —JLiasE K Hl

ek (C02)

3 2R 5H A H

MR L,
RIEERY~NDREZIIBEICEEZRIFZTIEENH D,

mFRERIEY

3/27




RET—H—F EIMSD A

Betamethasone / Gentamicin Formulation

RS WETH: BEES: AIEIRET B: 2023/04/04
6.1 2023/09/30 5345527-00012 MEMERB: 2019/12/09
BEDHXAE D RIGOIRIR & FDREICE C TEYHAKFRZR LS,

REAHOBRRERHT H1=DIKEEFZET Do
RETHNEREEI VT FEZRKBEIO BT,
RgMhoRESED &,

HRZETSBEDRE DORKFICIE, BRRATRSBEEERT S
REEEERT 5.

6. IRHFDHEE

AMEIZHT HEEFRE. RE @ RERZERT .
BERURIRRE REGMYFZLNDOT FNA R BB T 258R) . BEARE
BR#fRERICEN (RE8Z23H) .

REICIxT HFEEIAE D BREAOKREEEITSH L,
REFHRALTH L, INOIENZLED S,
LERICIEEDIDEHSC HCRADELIEAAIWNYTIRE
12k 3),
FRINTRFKEREL. LHT 5,
FHAZE LK EIRTEHWMESIE, thABABEKICERT 5.

HLRADRPHFEDAERY @ FEELZRIM TIRINEE S,

B4t ZEICZIENBE. WRIEZELEDOBEULGH CADOFE
ELT, GALHWVNESICT R E, BHRRICERALEE
MERDTTRWEFRZENTEEIEEICIE, BURLE=Y
BEEYLRBAICRET S,

RRYE EEYRRIREITRET S &,

AESZHRE., BEITIEICEK. SHAFEAASLIUVEDR
B> TRIBTZZ &, TORBICERSIAEHEIZON
THLRAHTHD, FORUNBERAINEINZHEET IHLEN
Hbd,

ASDSNDEEH 13EHELIVI5I2HENT, ABARKRELUVED
ERFIOREDHY .

1. BEEVWERUVRELOER

kL
BT e %t R I EBLERUVREREDEDEERNRESR,
BFFHER, 2R A RBENTELRWNGEEIE. BRAIHIREEEFEALTLE
LY,
ZERKFESIE D REOKRARICH AL,
SRMAERKEBRALGZNI &,
RARAELLN,
AREDIEALERIT D,

BRIEWEEREEXCES Z &,

427
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Betamethasone / Gentamicin Formulation

&= WETA:

6.1 2023/09/30

BBEERE:
5345527-00012

AIEIRET B: 2023/04/04
#MEERCA: 2019/12/09

e ok ] 3
BEXE

BISBRERAEOHKRICEDE, EEHOFELLUREHD
EITHREICHEVVERYIES &

BREFHALTHELCIE,

CHOHEREFERTHEEIZ, RBXITEEZLGEWNI &,
RBNOEREYMEHILEL. RE~NOBREZR/NMRICTSL5F
B9 %,

3| &:1]
BEOFERPICIEEME~D XL EOREELH ZHE L.
EEBOELIZTA ISV VI VATLELUREZV Y
J—%#HREBE LT,
FRATPISRERUVEEZZILT 5,
BREINF-KRITIBFERAT HAEICEKET S L,
27T 4 DHEMEARL—2aVICEk, ToP9=FO
vho—)L, BUGEANERE. BULGKRLESKVE
EBREFIE. EXFLEER. EXERLEERANOEROL

EMEZIEYmE

REGRBAEMH

Ex—28CRENHYFT,

BULESRILODNEEBEBIZAKLTEL,
BELTRET S L,
BELOMNYED S,
BEDOHREICH->TRET S,

ROBMEFEEE VDL LITEBE LA

SRER AL

BESEOME: FMRGL,

8. I EMILRURBIEE

ERRBICETIRIBRBRR/HFERE

5% CAS & 1R (REW | EERE/EER | HA
fE) EIHERRE
A4y 7aE)LT7ILa—)L 67-63-0 ACL 200 ppm ZEE (BEE
=)
0EL-C 400 ppm AAREERGHLE
980 mg/m’ 22 (FRR
)
TWA 200 ppm ACGIH
STEL 400 ppm ACGIH
Gentamicin 1403-66-3 TWA 0.1 mg/m3 (OEB RER
2)
FEHBIEHR: 0T0
Betamethasone 378-44-9 | TWA | 1 pg/m3 (OEB 4) | &R
AR RIS
| =B YSIE | 10 ug/100 cm® | KSR
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€ MSD [} e

Betamethasone / Gentamicin Formulation

AIEIRET B: 2023/04/04
#MEERCA: 2019/12/09

RS WETH: BEBES:
6.1 2023/09/30 5345527-00012

EMFRBEREZRE
%) CASEE |x&¥mE EER) | REHRR | FREE H B
EER g0
4y 7aEiLFILa— TErY FR BDEE |40 mg/| ACGIH BEI
U DIEER
T B

B R

iR
MR RRER

T4NE—247F

B, KRXEBFIVRREERET D, 2T 0027V
TERBIRFREICEI YRS, GIP BRICHVERS L
SPRENHYET,

[RA|. BABURETIHERYFEHBENTLESLY,

9 0—XTOER R TF LMMIGIEMEERALET,
ERETRYKSIHEIF. T7AVILET HHREEEDIL
TWa®H, BHIZELNMFE—TT1FrERY b,
BIT—FELUVZOEIOIHE T /NS R ZBYIFERALE
¥, COFMBEENGIMES, SA LM BLLERYFH
Y T ETRYHRWVET .,

B BAPFREENFATELG WS, FEEX < EFE
THENA R4 D OBEENDE L BATRSAIBEE, T
RREFREEEALEL LS,
WHFREAEREASHAOES 1T

FOHRER
ME it I F &
S FREZETERTAHIEERFLEL LS,
IRDGRER A4 Ro—I)L T ERERFEL LLEFT—YILEFRT S,
FEREL LIFEEDRICROZIMRE, S X, T70Y
W ELRRET BHIHEE. BULGEI—VILEEFERT 5,
MLA, SR, 3LLIEI7OVILICENEESLSND
AN HBBEIEL. TJ—AP—ILFE LLIFXFDIELID
IL7z—REOTOT o avEFRALELLES,
EERUVEARDRER A=74—LH LLIFEBREAI—FEBERALELLS,

MEENBELLBZWVWELESIC, RESNDIFZRVIZEDE, K
FESH— AU rEEBMLTHEALELELS Bl, RY—T
Lyy, 70>, RFR, FOMETR—YRE) ,

BEINAEEOHIKRER CEEITEY L AETIT-

TS,
0. MEMR LS

IIBIR A T

& L F—anL
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Betamethasone / Gentamicin Formulation

TS HETH: BIBRE: BIEIZRETH: 2023/04/04
6.1 2023/09/30 5345527-00012 #IEYERLB: 2019/12/09

=T FT—RHEL
BLvoLEWEDIE FT—21L
= 1 FT—2L
HBEXIIMB ARV HEERE T—2L
arAtE (ER. SiK) JEEL L
AR GRIK) T—R%EL
BETEARVGERE LER AIHAER

IREEGEEDO LR /AR ER @ T—44L

E

BRAESTEDO TR/ AIBRTE : T—47%4L

E
5l k& FT—21L
NREE FT—2L
pH T—R%L
RFERE T—R%EL
BHAFENEE T—R%EL
FhHEE

ENFLE (BhRLTEER) T—21L
BRE

KB T—21L
n-A4 % J— )L/ KHERFREK JEEZ L
(log 1)
ERT T—RIL
BERUV/XIFHEANZE

tE F—421L

EE T—21L
BT RFRE T—R%EL
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R&T-—%—t CIMSD /A
Betamethasone / Gentamicin Formulation

wES  BETE: BEES: AIEEET E: 2023/04/04
6.1 2023/09/30 5345527-00012 MEMERB: 2019/12/09
RS ES L
BLE L AHREBLENE S LTEMEI AL,
$FE L F—aHL
M
HFH A X PEE

10. REHRURIGHE

RIS D RIBERERE LTS EEEINLEL,

LR EN D BEORETERE,

g B E R aTRetE D BRULVEBMERIE RIGT B ENDH D,

HWTHREEY DORRGEL,

EfREIRYE D ERIEH

BRAE LD RERY D BRAELSBERDIIAM ST,

1. BEMHIE®R

RN H I RERBOFER © B’A
RIS
B
IRICA-=8BE

2HSEt

FIATTRERIERICE DR Y DETEAELL,

D%l

FoELrySya—i:

SEst D) D50 (Z v k): 22,000 mg/ke

2SSt (|RA) : LG50 (T k):> 44.9 mg/l
RBEERE:4 h
HEREMLA/ZSR

AMHEE BR) : LD50 (*7H): > 2,000 mg/ke
FTERAV M COMEFE-ILREYIEMDOEESEITE
LYV

4y 7aELT7Ia—)L:

2MEE #&N) : LD50 (v k):> 5,000 mg/kg
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R&T-—%—t CIMSD /A
Betamethasone / Gentamicin Formulation

RS WETH: BEES: AIEIZRET A: 2023/04/04
6.1 2023/09/30 5345527-00012 #EERB: 2019/12/09
2EsE (RA) : LG50 (T k):> 25 mg/|

BREERFMAE 6 h

AERIREE: &K
SMEE BR) : LD50 (24): > 5,000 mg/ke

P-E FOXLREEFRAFIL:

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

Gentamicin:

2EEE #@&0) : LD50 (3 k): 8,000 - 10,000 mg/kg
LD50 (=¥~ X): 10,000 mg/kg

amEd RA) : LG50 (5 k):> 0.2 mg/l
REERE: 4 h
HERREMLA/Z R+
BE CORAETEECIIRE I TV,

SHEE (Z0MHhORER) : D50 (T k): 67 - 96 mg/kg
B2 F2RA
LD50 (T v k): 371 - 384 mg/kg
RERE HARN
LDLo (HJL): 30 mg/kg
REER kA

Betamethasone:

AEEE #&0) : LD50 (v k):> 5,000 mg/kg
LD50 (¥ 2 R): > 4,500 mg/kg

2HEE RA) © LG50 (v k):0.4 mg/l
REEREE: 4 h

RERRYE /R

FIATTEEIERICE DR Y DETEALY,

%

JoELryyya—i:

Ed s
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Betamethasone / Gentamicin Formulation

€ MSD [} e

RS WETA: BEES: AIEIRET B: 2023/04/04
6.1 2023/09/30 5345527-00012 MEMERB: 2019/12/09
A& OECD REXA A K51 > 404
LEES RS RIE7E L

4y 7a)iL7ILa—):

i
HR

i
HR

Gentamicin:

i
R

Betamethasone:

1
R

P-£ FOXLREEFBRA FIU:

A e
RIERIHL

A e
RIERIHL

A e
R DR BRI

e
R D R ERIEK

RIZHT S ERGRENE RFIHE

o UVBR IR,
%

JaoEvySya—i:
5

R

Hik

A4V FagL7iLa—):

1
R

P-E FAXLREEFEBRAFIL:

1
R

Gentamicin:

12
HR

AV ES
BRADRIBAG L
OECD EAERH A K54 > 405

AV ES
BR~DFIE. 21 BURIZEE

A
BRA~DRIEG L

A e
BEEDRRIH
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Betamethasone / Gentamicin Formulation

€ MSD [} e

RES ;ETA: BEES: RIEIZRET B: 2023/04/04
6.1 2023/09/30 5345527-00012 #EERLB: 2019/12/09
Betamethasone:
2 Y
R EEADRIEAZ L
FEOR 28 BAETE I R 8 e
RERES
FATRELIERICEDOCRYSETERLY,
PR 25 R 1%
FIATRERIERICE DR Y DETERELL,
D%l
JoELryyya—i:
HEgSv 4 T IFxITA4tE—2 a3 iR
EE0EIRE RS
& EILEY +
#HR (=X
A4y 7ab)iL7ILa—):
HAEga 4 T Ea—5—%
BREOIRE RS
i EILEY +
Ak OECD :RERHA FS 4 > 406
WwR (=X

P-E FRFXIRBEFBRAFIL:
HERA AT :
KREOIRK :
i
Hik
ER

Gentamicin:

"E

Betamethasone:

LAk R 23
i
HR

Maurer % 5% & R AE M3 BR

R RS fE A

EILEY L

OECD :RE&EH A K54 > 406
(=23

F—a#HL

RE
EILEY b
FORAEMEYME
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RET—H—F EIMSD A

Betamethasone / Gentamicin Formulation

&S HETA: BEES BIEIRETH: 2023/04/04
6.1 2023/09/30 5345527-00012 #IEYERLB: 2019/12/09
HTEHRR ZE 2R
FIFARTRE A IEMICE DR Y D ETEAL,
5%
Jaurygya—i:
in vitro TOEEGEM D HREBAA T MEMER VWS EREALTESER (AMES)
R e

REEZ A T in vitro 2BEKEEHR
Fi%: OECD HERAH A K54 > 473
R R

in vivo TOEEEM D HERA 4 T EEL S RMmMBR/MZERER (in vivo MIRaEER
E&)
B.v9R
RS RR: RN ES
R fEt

A4V FagL7ILa—):

in vitro TOEEEMN D HBRA AT MEMERV S EIREAREERER (AMES)
R e

HE % 4 7 in vitro BABMEREGET EERR
SRl

in vivo TO&EEEM D HERA 4 T EELSWARMmMBR/LERER (in vivo MlaEER
ER)
B v9R
RS RRE: R ES
R fatt

P-t FOXLREBEFBRAFIL:

in vitro TO&EESM D HEBRA A T MEMEANSEIRERLET EHER (AVES)
7% OECD SRERH A K54 > 471
R e

SRERA A4 7 in vitro ZBEEERER
Hi%: OECD HER A A K51 > 473

ER Bt
in vivo TOEEEM D BB T T omEEEESERE (EMAE)  (in vivo)
B oy hk

RERZR: RAAATEEE
7% OECD EXBRA A K51 > 478
T S =
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RET—H—F EIMSD A

Betamethasone / Gentamicin Formulation

&S ;ETA: BEES: RIEIZRET B: 2023/04/04
6.1 2023/09/30 5345527-00012 #EERLB: 2019/12/09

Gentamicin:

in vitro TOEEEME D HERA A T in vitro BEBWMAREGCTFEESAER
R fE
SRERA A4 T in vitro ZBEEERER
R TR

in vivo TOEEEMN D RERA 4 T HELEYARMmMER/ N ZEERER (in vivo HifaE R
E%)
FB:.vYR
RERER: FRAREST
R fE

Betamethasone:

in vitro TOEEEME D BB T MEMERA NS EIREREE AR (AVES)
R =
HEEA A T in vitro EEEYMHREGCFEESR
R =
HERA A 7 in vitro ZBAEERAER
R Bk

in vivo COEEEHE D BB 4 T EEL B SRMmMBR/ N LERER (in vivo MifaEER
E%)
B YR
BREZK £0
#E5R: INEARE

HEMIREEREREYE - TEAA | RUNECABHRBEARATERE L THET S EIETER

vk LY,

HENAKE

FIATTRERIERICE DR Y DETEHLY,

B

JoeEvySua—i.

i RV S

BE5Z% D BRHAHIAATEEE

A 28

#HR D R

13/27



RET—HRI—F

Betamethasone / Gentamicin Formulation

&= WETA:

6.1

2023/09/30

BBEERE:
5345527-00012

€ MSD [} e

AIEIRET B: 2023/04/04
#MEERCA: 2019/12/09

4v7FaiL7ziLa—):

1

R 5 R
gk 25 i ]
ik
HR

Gentamicin:
HEHLPAUE-TERAD L

JaoELySya—i:
FIRICK T B8

AVFRELTILa—:
BERICH T SR8

P-& FOXLREEFBRAFIL:

BRROEE~DEE

Gentamicin:

Zvk

WA GER)

104 &

OECD FHERH A K541 > 451
(=45

T—R2GL

HEBRY 4 T A EEEEER

B YR
BERE: RAAALEBE
R fat

HEB2 M T ZRME L VRREREE

B v9R
BERE: RAAALEEE
R fatt

HEBRY 4 T RS

B oy hk
BERE: RAAALEEE
R fEt

HEBR2 M T ZRME L UVRREREE

Sy bk
BERG: SRAAALEEE
R et

RBP4 T ZRME L URRERE

faoyx
BRERE RARAATEBE
R e

14 /27



REF—S—h € MSD [} e

Betamethasone / Gentamicin Formulation

&S HETH: BREES: BTEZETA: 2023/04/04
6.1 2023/09/30 5345527-00012 #MEERLB: 2019/12/09
BEIRIC XY SR8 S L et L
& oy b

4R NOAEL: 20 mg/kg AE
R BELCEEEREIBRE SN EN DT

REDHKE~DFEZE D BEBAA T 2RSS LUVRREXRE
& Oy
FEFEME: NOAEL: 3. 6 mg/kg AE
R E - RREMEEL,

R4/ T ZENE L UBRREREKE
oy bk

B 52K BIER

FAESM: LOAEL: 75 mg/kg AE
R I - BRIREM,

HERA A T ZREMNB L UVUBRERE

B voR

BE2%: BBIER

FE =M LOAEL: 10 mg/kg AE

R BRRET, , FEIIBOHAGEM T,

HEA 4 T ZRBNE L UBRREKE

oy bk

BERE: BEER

FAFE M LOAEL: 50 mg/kg AE
HRBRET, , FREIEIBOHoAGEM T,

HIEEE-TEAA DB D AHOEZFHNREICEKDIEEANDEEZEOH HEERIEHH
-7,

Betamethasone:

BREROEBE~DEE D E oYX

BERR: AN
FHA =M LOAEL: 0.05 mg/kg AE
ﬁ‘lﬂﬂ:% Hﬁb%%ll‘io , %ﬁ??ﬁ‘\gﬁ&) B*‘IT:O

B ovk

BERER ET

FAEEM: LOAEL: 0. 42 mg/kg AE
BR FELrRH LT,

B voR

BERE AR

FAEM: LOAEL: 1 mg/kg AE
HR FELBOHLNT=,
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Betamethasone / Gentamicin Formulation

&=

6.1

;ETA:
2023/09/30

BBEERE:
5345527-00012

AIEIRET B: 2023/04/04
#MEERCA: 2019/12/09

AREBME - TEAA U

FERMBSRSE (BEEIXCR)

BYMRRICLDERFTANOEZENRAEICH S,

FATREGERICEDCRYDETELL,

%

A4y 7a)iL7ILa—):
TERAAD R

FERMBHRSE (RESCE)

RIXEHFEVDEEN,

RHIIH=5. RERERFZICKHHEF RTER RER HA KWK LE BT OEE.

B

Gentamicin:

1RRfEES
TERAV

Betamethasone:

1RRfEES
TERAV b

REREEMN
B4

JaoELvyyya—i:
2

NOAEL

BB

A% 55 B R

A4y 7ab)iL7ILa—):
i

NOAEL

BEZ2%

A% 55 o

P-E FAXLREEFEBRAFIL:

12
NOAEL
LOAEL

Bl RNE

REIICH-5. REREFLBICLDBHFOEE,

T EA, RER FA, KRR L& ¥
R#IZH=5. RIFREFBIZK SBBOREE,

vk
12.5 mg/|
A (ZER)
104 &

AR
250 mg/kg
1,000 mg/kg
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€ MSD [} e

Betamethasone / Gentamicin Formulation

RS WETA: BEES: AIEIRET B: 2023/04/04
6.1 2023/09/30 5345527-00012 MEMERB: 2019/12/09
bR i RAAATEIHE

B 25 B 28 Days

ik OECD HB&H A K54 > 407
Gentamicin:

i PN

LOAEL 3 mg/kg

B E5RR RN

A% 55 R 12 v A
ErfEaR Bl

JiE K MEnt, FRAEAE
(i HIL

LOAEL 50 mg/kg

B E5R BT

A% 55 o 3

EriE RS BhE HNE
1 T

LOAEL 6 mg/keg

B 5 REg RN
YA 3 B
ERIfEER miz, g WNE, FFiE
L] Zv bk

NOAEL 5 mg/kg
LOAEL 10 mg/kg

B 5 Eg RN

i 55 B R 52 &8
ERIfEER B, Mmik
2 Sw bk

NOAEL 12.5 mg/kg
LOAEL 50 mg/kg

B 5 #E AN

i 55 B R 13 &

E R RS B
Betamethasone:

i RS
LOAEL 0.05 %
BE5Z®R R RS A

iR & B 10-30d
ERlE RS N T EIK, RER A

17127



RET—H—F EIMSD A

Betamethasone / Gentamicin Formulation

&S ;ETA: BEES: RIEIZRET B: 2023/04/04
6.1 2023/09/30 5345527-00012 #EERLB: 2019/12/09
i Iy b
LOAEL : 0.05 %
BEZK D RIS
A% 55 o 8 A
Er 2 D KRR
& WA
LOAEL 0.1 %
BEZ% D RIS
3Alied | . 8
EH gz D MR
2 N
LOAEL :0.05 mg/kg
BE5#2% C#0
e 22 B R . 28 d
Er gz D MR, KRR, BIE
BAAESH
FIATRERIERICE DR Y RETEHLY,
AMEITHT 5 REEAHER
%
Gentamicin:
A RAATEEE D EES B
EZEniEss: NE

FEIK: HFEL, HFEL, HEE HISY, RIEMHEE

Betamethasone:
®A D EMERS IR
RS COEK: AR, BRI RIEHE

12. RIBTEER

SREEN
D%

JaoEuvygy)a—i:
y: k- : LC50 (Oncorhynchus mykiss (=< X)): 40,613 mg/|
RRERRER: 96 h
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RET—HRI—F

Betamethasone / Gentamicin Formulation

RS WETH:
6.1 2023/09/30

BBEERE:
5345527-00012

€ MSD [} e

AIEIRET B: 2023/04/04
#MEERCA: 2019/12/09

SOVAFOKEBREHRBY ¢

[x9 H= M

B KEEYICHT HEN

SUOVIAFOKEESHDY ¢

[Zxtd HEME (BEST)

WMEMIZHT SEN

A4y 7a)iL7ILa—):
y: k-

SUOVIAFOKEESTHDY ¢

[Ix9 &M%
WMEMIZHT HEMN

P-£E FOXLREEFRA FIU:

sl

TOVOEOKEESHEY

[Tx9 HFM%

BEKEEYIIHT HFME

BEMNE (BEST)

EC50 (Ceriodaphnia dubia (<> 1)): 18,340 mg/|
RREERFMA: 48 h

ErC50 (Skeletonema costatum (E;¥IEEE) ): 19,300 mg/|
BRERFR: 72 h
7% OECD E&R A A K54 > 201

RAESEERE (Ceriodaphnia dubia (22> 3)): 13,020
mg/ |
BREEREE: 7 d

RAEEZERE (Pseudomonas putida (Y2 —KFEFR - TF

4)):> 20,000 mg/|
REEERFME: 18 h

LC50 (Pimephales promelas (77w kAwy K2/ ™)) 9,640
mg/ |
RREERSME: 96 h

EC50 (Daphnia magna (F#4 =< > )):> 10,000 mg/|
BERME: 24 h

EC50 (Pseudomonas putida (a2 —FEF X - TFH4)):>
1,050 mg/|
BREEREAE: 16 h

LC50 (Oryzias latipes (F0A 4% 5)):59.5 mg/|
REEERFME: 96 h
75i%: OECD RE&H A K54 > 203

EC50 (Daphnia magna (743X >2)):11.2 mg/|
RREERSME: 48 h
Ak 180 (EFFEE s 6341

ErC50 (Pseudokirchneriella subcapitata (#k)): 91 mg/|
RREERFR: 72 h
A& 180 (EFREZELEE) 8692

EC10 (Pseudokirchneriella subcapitata (fk)): 31 mg/|
RBRERFME: 72 h
Ak 180 (EFEZE s 8692

RAEZERE Danio rerio (E73 74w 2)):0.024
mg/ |
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€ MSD [} e

Betamethasone / Gentamicin Formulation

RS WETA: BEES: AIEIRET B: 2023/04/04
6.1 2023/09/30 5345527-00012 #MEERCA: 2019/12/09

TOVIFOKEEEHDY

X9 HF M (BHESM)

Gentamicin:

SOUVAFOKEBEEHRDY ¢

X9 &M

B KEEYICHT HEN

-2 7958 — (KERER
% EH (R )
N-279 58— (KERKREE
tt RE (1811 )
MEMIHT 5EHE

O}

Betamethasone:

SOVAFOKEEEHDY ¢

[Zxd HEMN

BRERRER: 70 d

BRAESEERE Daphnia magna (A4 32>3)):0.2 mg/|
BREERMAE: 21 d
#ik: OECD HERAH A KT 1 > 211

EC50 (Daphnia magna (7 =< >0)): 86 mg/l
RRERRER: 48 h
Hi%: OECD HEEH A K514 > 202

LC50 (Amer icamysis (7 A1) A2 X)):30 mg/l
RREEEERE: 96 h
Bk 7 IEAMSEHHR

EC50 (Pseudokirchneriella subcapitata (fk%)): 10 ug/l
BEERFME: 72 h

ik OECD HERH A K54 > 201

RRESLEERE (Pseudokirchneriel la subcapitata (#&%)):
1.5 ug/l

R 72 h

7% OECD :REEH A K54 > 201

EC50 (Anabaena flos-aquae (L 7/ /897 1)7F7) )47 ug/l
RREERFM: 72 h
#i%: OECD HE&RH A K54 > 201

BRESZEERE (Anabaena flos-aquae (V7 / /\Z T 1)
7) )1.6 ug/l

R 72 h

A% OECD E&R A A K54 > 201

100

1

EC50: 288. 7 mg/|

BREBFE:3 h

HER S A T IR

A% OECD BRE&H A K54 > 209

EC50 (Americamysis (Z AU HZTR)): > 50 mg/l
RRERRER: 96 h
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€ MSD [} e

Betamethasone / Gentamicin Formulation

RS WETA: BEES: AIEIRET B: 2023/04/04
6.1 2023/09/30 5345527-00012 #MEERCA: 2019/12/09

EE O KkEEWICHT BEN -

BEL (BEST)

TOVOEOKEESHEY

X9 HF T (BESH)

N-2794%— (KERERE
tt RE (1811 )

RE - SR
0%

JaoEvySya—i:
E R

4y 7aeiL7ZIiLa—):
R

BOD/COD

P-E FAXLREBEFRA FIL

RN

EC50 (Pseudokirchneriella subcapitata (fk%)):> 34 mg/|
BREERFMA: 72 h

7% OECD HE&RH A K54 > 201

% BRERREICSIT5HMHEL

BARESEER (Pseudokirchneriel la subcapitata (#&3)):
34 mg/|

BREFEERE: 72 h

7% OECD EB&AH A K54 > 201

55 ARERREICHSIT2EMHEL

RAEZERE (Pimephales promelas (77 v kAy KT/
2)): 0. 052 mg/|

REERFME: 32 d

7Ai%: OECD REEH A K54 > 210

RREZERE (Oryzias latipes (F1A % #)):0.07 pg/l
BREERERT: 219 d
ik OECD ERB&RA A K54 > 229

BRARESZEEE (Daphnia magna (7432 >2)):8 mg/l
RREEESERA: 21 d
#i%: OECD :RERH A K54 > 211

1,000

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

R RES R e

BOD: 1.19 (BOD5 (5 HUAAIZA L RIEEZRER) )COD:
2. 23BOD/COD: 53 %

ER: ZHEME,
HfE: 89 %
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€I MSD [ rune

Betamethasone / Gentamicin Formulation

&S ;ETA: BEES: RIEIZRET B: 2023/04/04
6.1 2023/09/30 5345527-00012 #EERLB: 2019/12/09
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

JaELySya—i:

n-49 %/ —IL/KNSERFRE

(log &)

A4y 7AaE)L7ILa—):

n-449 %/ —IL/KAERFH

(log &)

P-E FOF S RBEMAFIL:
n~-#A%9 4%/ —IIL/ KSR

(log &)

Gentamicin:

n-449 %/ —IL/KAERFH

(log &)

Betamethasone:

n-4%49 %/ —IL/KAERFH

(log {B)
TEPOBEM
T2
FIVB~DEEE
JEELY
thDEELE
T2

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

13.

BELOIE

BRRSE
BRRREED

A BRAEDRF R NLSTT B,
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RET—H—F EIMSD A

Betamethasone / Gentamicin Formulation

RS WETA: BEES: AIEIRET B: 2023/04/04
6.1 2023/09/30 5345527-00012 #MEERCA: 2019/12/09

BREYMETKABH L TIEGE S0,

BRBEHRVAE D EOBRBE. YA VLFEEEFREDCOHIZ, BAEERITT-
REMLEREICRTT S
BICHEENENMES., REAGRELTERET S,

14, BXLDIEE

B3] 5k
R _E ¥z (UNRTDG)
EEZES (UN number) : UN 3082
E&E#E A (Proper shipping :  ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID, N.O.S.
name)
(betamethasone)
E&E 5 %8 (Class) 9
B2 ZE#K (Packing group) o111
Z ~JL (Labels) 9
REAEMH COBEE

fZ2EiE (IATA-DGR)
UN/ID #% (UN/ID number) : UN 3082

[E&E#1% 4 (Proper shipping : Environmentally hazardous substance, liquid, n.o.s.
name)
(betamethasone)
E&E 4548 (Class) : 9
A2 ZE#K (Packing group) o111
Z ~JL (Labels) :  Miscellaneous
WEaIE = (EYH) (Pack- : 964
ing instruction (cargo air-
craft))
HWaEtET (REH) (Pack- @ 964
ing instruction (passenger
aircraft))
REAEMH COBEE
7 L&z (IMDG-Code)
EEZES (UN number) : UN 3082
E&E#i1%X 4 (Proper shipping : ENVIRONMENTALLY HAZARDOUS SUBSTANGE, LIQUID, N.O.S.
name) (betamethasone)
E&E 548 (Class) : 9
BB E M (Packing group) 111
Z ~JL (Labels) 9
EmS 31— F (EmS Code) . F-A S-F

BEELEYE &S - ExE) 0 EB

(Marine pollutant)

MARPOL 73/78 Mi/BE 11 RV IBC a— FIZ K B X5 BAMESh SR AEYME (ZY - EZY)
HEIn-RKE0R&IZIFIEZS,
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Betamethasone / Gentamicin Formulation

€ MSD [} e

RS WETH: BEES: AIEIRET B: 2023/04/04
6.1 2023/09/30 5345527-00012 MEMERB: 2019/12/09
AR
EOREDERG L. HE 15 E25RT 5,
R DR EXE

CCICRHENA TV DEESEIL. FROBMETDORHT, ARET—42 L — O THRS
NEESITHABENEMBOFEDAHIZEIVTUVET, MEHEIE. RBEFER. N\vir—oH

A X EMFOMBORAUDEREICLY, EESNHAHREELAHY FT,

REBLCSEERHES 1N
15. BRZES
BEEER
HMhE
fElEM., EBERMRMIZEZYS LA,
L [of::57 S
BRI MY E
(=221 =
Jonsy—1, 2—FH—)L 106
A4y Z7aE)iL7ILa—)L 102
FHER e wEE
WEERBIEZSNhE5EY
Y
HEDHAZZITEIREFED
Y
BEESHLEHARYE
Y
ZEREOERHSN-tEYE (BFEHmE)
e
ZERMOZOH oh-LEME (HHREHIEEYE)
JEZY
AMEZENTREZBEDRUVESY
EE LT &M 2 (BITHAKRE9)
(=22 SEE (W) &%
Jansy—1, 2—CH—)L >=20 -<30 20254 B 1 BLU&
JOoE)LFILa—)L >=10 - <20 -

BREERTIREBRVRVEEY

EEST & FEITHE 18K
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RET—H—F EIMSD A

Betamethasone / Gentamicin Formulation

RS WETA: BEES: AIEIRET B: 2023/04/04
6.1 2023/09/30 5345527-00012 #MEERCA: 2019/12/09

L4 5%

Jansy—1, 2—SFH—)L 2025 4 51 BLIRE
JOoE)LTFILa—)L -

BELENEREFHHRA
EZY

sechEFFRA

ElE

M7 ILEILEashE T RHRAI
IR

BWBERPE PR
E_RAEREHE
FEBELLWEEBETR - NRE— (BERWY)
EHE

SR URIMEFE

JEELY

LM HHINEERREE

F_EREELFNE

LZE4 EEES 2HE (%)

BEHRRRE

JEE& S

DE 108 5

JEERY

R E%

ERAE 2, 3 XERMETRIRE 1 BEUVE
zik

ETRAE 194 KERVESTIRE 11 TOMOFEED
BEFRERVBLIEEOMHILICEAY 5i&E

EQSY TN 1peS D BERIEYMECH)
18 fm i D BEBEYE

(iE QAL UE 3580

RREFFHERA (@ - @AFFAD

JEERY
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€ MSD [} e

Betamethasone / Gentamicin Formulation

&=
6.1

AIEIRET B: 2023/04/04
#MEERCA: 2019/12/09

BBEERE:
5345527-00012

;ETA:
2023/09/30

FEMERFHRERM (@ - AR

JEEZY
BEEVMONEBER VERICET 55
EEREY
CHOEFORBITDOVTEEAS YRV M) —~DEEEIER :
AICS F
DSL FE
IECSC E
16. ZOthDiESR
5| >k B T—4 . EME SIS ICE S TF—%. O0ECD eChem
R—2ILE K UBIMNIEEYER http://echa. europa. eu/ D&
Bt 724+—<v b F£/8/8
ZTDHDBEEEND £
ACGIH XE, ACGIH[EREE (TLV)
ACGIH BEI ACGIH - Y= R=EZ ( BEI )

ZEE (BERE)
BAEXRGAFRE FRR
E)

ACGIH / TWA
ACGIH / STEL
ZfiE (BERE) /ACL
BAEREAFE FRR

ERIRGE MRS, REEEN L
BAEXFHLEYR HFRREFOHE -1 LEVEOHBTRE

8 Fyfal. FFFEIINEF 1Y
ERERERR
EHRE., £ERE
RRHFBRE

&) /0EL-C

ALIC - A—RX FSUTDIHEILFERASA ANV RY; NTT - TS5 D)ILEREHEME, ASTM - K
EMHHRGS, bw - KE; R - EH M, ZERM, £EEULHDESNHYE: DIN -
FaAURRKRGEELE, DSL - BRYME YR+ (74! Ex - FED XhORGERIFT EEZ
bNBHRE, Elx - FED XWOREERIFT EEZONLHEFEE, nS - BEHOR T Vo
—JL; ENCS - {LBEDBFLEME IR b ErCx - FED XYOREZERIZFTEEZONDRL
RR ERG - REMIEDFEIE; GHS - #RFMI X T L GLP - HEREEHE. 1ARC - ER
DATRERHE, [ATA - EEMEEEHSR IBC - BRIEEKOESFEEZD-HOMMOEE
RUREICET 2ERRHREAI; 1650 - 50%fEFIRE: ICA0 - EFREMMZEMES: IECSC - HEIR
FleEHEREE: ING - EffE LERYAE, IN0 - EREEHE. ISHL - S@RE/EEE
(BX); 1S0 - ERZR#ELHE. KECI - BEBRFLFEMESRE: LC0 - 50%B3LRE LDS0 -
50%EtE (FHEIEE)  MARPOL - MfIC K 5 DMIED=HDEFREH, n.o.s. - I

26 /27



RET—H—F EIMSD A

Betamethasone / Gentamicin Formulation

&= WETA: BEES: AIEIRET B: 2023/04/04

6.1

2023/09/30 5345527-00012 #MEERCA: 2019/12/09

MBNATSINA TS LD ZERRC: Neh - FURR NOWEC - BEZMHFZEIRE. NOWEL -
BAESMHSZEL AL NOELR - EEEMLELRFES NOM - A28 NP - XEE
REMTOYU L NZIoC - Za—2—F v MEEWME AR OECD - #ZFH NEAFHEE, OPPTS
- EEYMEREMN - AFWLER PBT - #HOMMEN - £RERNE - HEME WE) © PICCS - 7
1 VELEMEA AR P = (SR - (EEH) #EEMAEE, REACH - {LFHMEDE
$k. &Tffi. B W&H I UEEE (REACH) [CBS¥ H#HAI (EC) No 1907/2006; SADT - B N5 #2
BE: SIS - RET—2Y— b TECl - 2 A IZBAFEDILEHED A R k1) TCSI - Bi&1E
EMEA R M) —; TDG - fEEYEE; TSCA - BEMERSE CKE); UN - E:&E: UNRTDG
- BRESERYEEES. vPB - FEICHIBRUFEICSEEML: WIS - ERSRIRE
EEMERRI AT LA

CORET—RI—FUUT TSDS) &0VD) TRMT HFEM (LT TREHR £V D)X, xEHE
BERICENT., BHOKREOHH. FHh. ACESTDLETEETHL LKL DT,
AERZ. HEOREGEREV., FH, LE, RE, #@E. BERVRRICETISIHI TR E
LTOAMERSNTEY . WHELIRIERERERBZLTLOTESHY FEA, KEFE®IL.
SDS DEREIZRENTVARESN-HAICEHTSILOTHY . ABRAULA/RORREBAE
HET. RFTORARTEASNSEE, AXRITERAGORY . BRICETESEVATEES
AHYFET, FAEROERESMICEVTIE, AEBRRVHEZTEZERT H5HEIC. FRES
MOERERZICE T L2AHROEN LM ESH T, FRESMOERYT 2HETORENKER
[CHITHAREBOEMEL, A, LE, ROREIZOWT, #EEEVLES.

JP/JA
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