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€3 MSD /) e

Betamethasone / Gentamicin Formulation

REE ;ETA: BEEE BIEIRETH: 2024/12/04
11.0 2025/04/14 5345527-00018 #E{ER R 2019/12/09
1. 2R UEHIER

EZEHDET Betamethasone / Gentamicin Formulation
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ReT—2v—F EIMSD A

Betamethasone / Gentamicin Formulation

&S WETB: BEES BIEIRETH: 2024/12/04
11.0 2025/04/14 5345527-00018 #EYERH: 2019/12/09
ERAEIEER © H319 SRR RIS

H360D f5 R~DEEZEDEE N,

H372 REII< =5, RIIRERTIC L DMEsH HTERK %
ER, R MR 0E BT OEE.

HAO0T JKEAEYICF .

HA10 REAMRIGRIRZEIC & > TKEEMICEEICEUOEM,

RERE:

P201 ERHETICERERAZE ZAF TS &,

P202 e THOREFEEHAHERT HDFETMYEbOILEN &
P260 2 R b ZHREWA LGN &,

P264 ERfh WRIIREE K <D Z &,

P270 COHRZFERATHEETIZ, MEXFEEZ LA
t o

pP273 i;%iﬁ’\O)TJ&H:.' ZRTH &,

P280 fREF R MREKR MRERE REBZERT S &,

BREE:

P305 + P351 + P338 BRICA - 1=154 : KTHORIEEE %
5T ¢, RZAVE Y PLUREFRLTWLWTERIZNE S5
BlINT L, TDRIEKSEERITH L,

P308 + P13 (I BX XTI BB SN H H5E | EEIDZE
SEREETERITHI L,

P337 + P13 ERDFIHA KL< HE : BEFDZR/ FHTEZ(T
é:to

P391 SR EEIRT S 2 &,

RE:

P405 fEfE L TRET D &

B3
P501 AEY. BRERBIN-NEBRERICEET L&,

GHS 7 MEICERY L BE WM DEREFEFH
MREL,

3. HRR U ER

LEME - BEYDORF . RAY

5

(=2 CAS S 8= % w/w BRATRER
S

JoELySy)a—n 57-55-6 >=20-<30 2-234
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Re27—8o—t EIMSD /A

Betamethasone / Gentamicin Formulation

REE METH: BEERS BiIEIZRETA: 2024/12/04
11.0 2025/04/14 5345527-00018 MEERR: 2019/12/09
|477DE»7»:—» 67-63-0 16.3 2-207
|P—|: FOXSREBEBEAFIL 99-76-3 1.3 3-1585
Gentamicin 1403-66-3 >=0.025-<0.1
Betamethasone 378-44-9 >=0.025-<0.1
4, [CEEE
o 3: O A 74 D BHOBE0. K90 TCNENWESEXELICEEDEZE %
2t5,
ERNESICIBE. THERBNHIIEEE. EFDIETE
2t5,
kA LSS D RUVVAATESE. ISR EROBIIABET S,
EELEZZI(T5,
REIZHEL-SE OEfRL-EE. EBICREZRITALESEDKTHEREVRT,

BELEKRE L UHZER <,
EENEZZ(T5,
BEADHIZKREES.
HEBFERIT DHICTELITES.

BBICA--1BA DO EMLES. BELIZZENKTAHLECES 15 HREEER
LT,
BEIZTERBEICE,. a8 FLUYXERYSNT,
EENEEZZ(T5,

RAAATZGE DOEEHAATGE. BEICHAEEL,
ERLEZZITS,
KTOz&ELKTT
AMERRVCERMEERDOER @ BOBRFRE,
LEELGHIRER FRRE~NDEZEDE TN,
R#IH=5. REREFCBIZK HERZDESE,
BRBEET HEDRE D HaMAEEFBLDREITERZL, HESATLSR

EREZEAIH L. BEORRUEAHSESE. HESD
BEUGEANREREZSROCE (HB8ZSR) .
EERICHT HHAGIREIR | IFRESIUMEREZERTSH &,

5. KKFDIHE

U 75 5H A . JKIESE
it 7 )L a—)LiasE KF
ZB{bxZx (C02)
3 2R H A

2> TIXR 5 A LVH KA OAMRE L
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Re27—8o—t EIMSD /A

Betamethasone / Gentamicin Formulation

hR&E= HWETA: BEES BIEIRETH: 2024/12/04

11.0 2025/04/14 5345527-00018 #EYERH: 2019/12/09
BREDRIKRAESE D RBRERYMNOBREBEIRRICEERETEENH D,
BENRERIEY D REREAEY
BHEDHERAE D RSOINR ERBRRICH CTEYGHEXFRZANS,

RKAHDBERZAENT H-OICKZEFET 5.
RETHNITKRIBE IV THE NKBEEHENSBET,
RigMoRESE D &,

HREITS>EDRE DORKEFIZE, BRRMTRFEERT S
REEZHEAT D,

6. RHFFOHEE

AMRICHT HEEFE, RE @ REEZEAT D,
BERUVRIRHE ZEGRYFLDT 4R (HB T 258) . BAARE
Bn#RERICEN RE8Z3R) .

REBICXT 5 EEEIE D RE~NOHREEEITHIE,
REEFHEALTHDL, 3O ENEFLDD,
[GERHEICIEERNDEC FHERADEIEA ALY TIRE
I2& %),
FERINEREKEREL. LT 5,
REMNELCEIRTEGVGE(X. A BBREKISERT 5.

HURAHRUFIEDFERY @ FEMELRIM TRIREE S,

2 ZEICZIENTIBE. WRIRZELEDOHEU L H CADFE
ZHELT, BABHBWVWEKSICTHI L, BERREICERALREE
MERVTTRVEFRZZENTEZHEICZIE, BURLEY
B EULGERBRICRET D,

BB EEYLRRIEITHRET S &,

AMSERE., BETDHEICE. S AEEASLIUVEDR
BlICit->TREBTSZZ L, ZORBICERIN=HEIC DL
THLRABETH D, FOBUNBERAINEINEHEET ILEN
H5

ASDSHDEBE 13H XU 15ITHENT, ABAKESLIUVED
EHRFIOEHEHY .

1. BEVWRURELDOER

ik
R ATE R D BCEBLEERVREREDEDRFEN K ES R,
BFTHER, RS D TARBBIEATERVNERIE. BABIREKEZEAL T

LY,
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€3 MSD /) e

Betamethasone / Gentamicin Formulation

hR&E= HWETA:

11.0 2025/04/14

BERE:
5345527-00018

BIEIRETH: 2024/12/04
#EYERH: 2019/12/09

ZEREIEFER

e ok ] 3
BIAERER

EMZIEYE

RELFHRBEMH

BRIEOKRRIZHTIFA LY,

SRAMERKERALBWNI E,

RAAFELLN,

IREDEALZEEIT S,

BEWRIEIEEEL<CES S L,
BISBEREOHRICE DS, EXEHORBESLUREHD
ETHEEICVERYKRS 2 &

BREFTHLTHECZE,

CHEREFERTHEEIC, RBRITEEF LGN &,
RNOEEMEHLEL. REAOKEZR/NRIZT HL5F
B9 %,

ER1E &

BEOFERAPIZIEEZMEADIEI EOTREENHZBE L.
EEBFOELICTA ISV VI VRTLELUREY ¥
J—%#FRELTLIEELY,
FRATIIRBERVEREEZILT B,
BEIN-KRRITIBEFERT DREIICHEKET S L,

T779) T4 DOMBBEARL— 302k, TP =FO
vho—), BUGEALERE. BULGKRLESLVE
EBREFIE. EXFLEER. EXERLEERATNOERDOL
Ex—%28CWENHYET,

BYILESRILODNFEBRICANRTE <,
it L TRETHZ &,
BEL-o-MNYED S,
ZEOREIZH>TRET %,
ROBBFELHEE V> L LITHEE LA
TREREF

BSEVME: FMRGL,

8. I EBMLRUVRERE

ERRBICHE T IR HNRBRF/FFRRE

D% CAS S B (REN | EEERE/ RER | H#H
&) B | FREE
Propan-2-ol 67-63-0 ACL 200 ppm TEE (B
=E)
OEL-C 400 ppm BAEXESE
980 mg/m’ 2 (FBRE
)
TWA 200 ppm ACGIH
STEL 400 ppm ACGIH
Gentamicin 1403-66-3 TWA 0.1 mg/m3 (OEB RER
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RET—2V—F

€3 MSD /) e

Betamethasone / Gentamicin Formulation

BIEIRETH: 2024/12/04
#EYERH: 2019/12/09

&S WETB: BBES:
11.0 2025/04/14 5345527-00018

| | 2 |

FHlIEHR: 010

Betamethasone 378-44-9 [ TWA [ 1 ug/m3 (OFB 4) | m&B

MR RS

| =B Y HIRR | 10 pg/100 om® [ AIED

EYFRRRRERE

5

CAS &=

HEME

EYF
il

FHHERER
A

Sh oiaHa
FRERE

Hi

A4y 7aE)LF7ILa—

67-63-0

TErY

R

BO®RF

40 mg/|

ACGIH BEI

17

DIEE#R
THr

BB 0

fRiER
FEIR FAREER

T4NE—847T

FOREER
#E

e
RRDFRESR

UTIENA By b/BEERBETOEE - RERITOFEHRT
T, MREE, BBIR. FIERABIOBRIZIZOLNTIE, BHEH
HEDOYRYFEEERL CEYBEEENEZ ML T
KT, ZOMEORYFEWIZEYELLAREEDH D
BEBHEED RV I(X. EHOER MEMNLEECRIES =
BE) AEELFEY, BEICHLT, JotRTvH/O0—
Sy —PORFMESEE Bl N1 FE—TTsFvERY
b, BMEKXNS ORIV O—Ur—) BEDQDITEZMFIEZE
AOWTHEINIBERABEUTOERPEEEMIBFLE
¥, BEERENEOONATLLEWNMESIX., ZRPEESR
AEMNICERTTEELGEBYIEHEZFTILENHYET,
HE. KXEBFIUVREZRETLH-H. 2T00=TF Y
TEBIIRBRETICIYERESN., WP ESICHUVLEESL
SELHYET,

[REI. BABCRETIEIEY FEHAWNTL ZELY,

S 0—X7atRA AT LM EERLET,
ERETHRYIRSBEIEX. T7AVILIETSAREEEEDIL
TWa=H, BRIZIELNAMAE—T0T14FvEXRY b,
BRI7I—FEIVZDEIDIHET/NA REFTIFEALE
T, CORBEENGEWNEGE. 42 bLABLIERVFF
v T ETRMYFRWNET .,

B BAPFIEENFATELG MG, FEIEXEFE
THENA FS4 D OEENDE L BATSNIBEE, T
RREREEEALEFL £S5,
WHFREAERETAOESS AT

GELREES

FRE_ETERTIASALERILEL LS,
YA Fo—IL MFERERFEL LFT-VLEERT 5,
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€3 MSD /) e

Betamethasone / Gentamicin Formulation

&S WETH
11.0 2025/04/14

BHEES ATERETH: 2024/12/04
5345527-00018

#EYERH: 2019/12/09

RERVEKDRER

EEEEL L IIEZERICEROSMRE, S X+, =70Y
W ENRET BIHEIE, BULAI—JILEERT S,
MLA. SR, L LLEI7OVICELAEESLEND
AREMENH BIERIE. T —XV—IL KL LLIEZFDIEFELD
INT7z—RBEOTOTo avEBERLELLS,
A=A —LH LIEERERO—FEEFERALFELLS,
MEEABRBELEWKESIC, BESNBZFIRVICEDIE, (K
EEOH—ArZEEMLTERALELLS (Bl, R1YU—T
Ly, T70Y, RFR, BLMETR—YRE) ,
FEIN-AEEMED HIKRER CHBEIEEYEAETIT-
TLESLY,

9. MEMHETLENEE

IR K RE &K
& T—3EL
21 F—RHL
Ko LEVEDE T—RL
b e R E B T—H7%L
HRRXIFNE SRV hEEEE T—R7L
AIRE (BfR. S |7
AT GRIK) T—R7L
BRETRARVEHRK LRR A ARSR
IBRREGEDOLR/AIRER @ T—42%L
&
BRRGEDOTR/AIRTR @ T—42%L
&
P T—51L
PIRBE F—aHL
pH T—21L
HREE F—aiL
BRFENRE T—HEL
HhE
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RET—2V—F

Betamethasone / Gentamicin Formulation

hR&E=

11.0

;ETA:
2025/04/14

BERE:
5345527-00018

€3 MSD /) e

BIEIRETH: 2024/12/04
#EYERH: 2019/12/09

EFLE (BpAhTEER) —A&71L
RRE
KB M FT—R1L
n-#4%4 %/ —JL/ KSEEE JEEZY
(log f)
RRE FT—R1L
ZERV/XIIHERNZFE
(k= FT—R1L
EE FT—R1L
B HRAZE FT—R1L
IRFEE IBEETL
EEb4FE AELITEREEME E L TIXDEINEGL,
NFE —A&7L
PIFHE
FFHA4X JEZY
10. REHRUVRIGHE
R RGHRERE LTIERESI AL,
LR EN BEOIRETIIRE,
BERAEERGATREME BONVBRIEEIERIET A2 ELH S,

BT HNE&MH
EMERYE
ERAEL S RRERY

HMREL,
FRAE I
RIREELCSRE

BIERI 5N TULVELY,

11.

HEKER

AR D % 5 REZBOFER

AlSH

mA

RS

2351
RICA-=5B&

FIRARREABRICE ISR Y NETEALL,
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RET—2V—F

€3 MSD /) e

Betamethasone / Gentamicin Formulation

&S WETB:
11.0 2025/04/14

BERE:
5345527-00018

BIEIRETH: 2024/12/04
#EYERH: 2019/12/09

oA

JoEvySya—i.
2MsEt @&o)

=2EE (RA)

RS BR)

4y 7aEiL7IiLa—)L:
AaMENE &N

AEEE (RA)

AnEE BR)

P-E FAX I REBERA FIU

AEEE (O

Gentamicin:
2MEE &nN)

anst (kA

AMENE (Z0thoREE)

LD50 (5 v k): 22,000 mg/kg
LC50 (T v k): > 44.9 mg/|
BRERFRE: 4 h

HEBRRE MLA/ZR T

LD50 ("24F): > 2,000 mg/kg

TEAAV M COMEFLITEEYEIZEDORESETE

(AW

LD50 (T k): > 5,000 mg/kg
LC50 (T k): > 25 mg/|
RREERFR: 6 h

HERIRIR: &R

LD50 (%4%): > 5,000 mg/ke

LD50 (5 b, A R): 2,100 mg/ke
Fii%: OECD HERH A K54 > 401

LD50 (5 k): 8,000 - 10, 000 mg/kg
LD50 (= ™ R): 10, 000 mg/kg

LC50 (T v k):> 0.2 mg/|

BREERE: 4 h

HEBERE MLA/TR b

[EE: CORAETHERTIEHEEINTILVELY,

LD50 (5 k): 67 — 96 mg/ke
13542 B4IRM

LD50 (5w K): 371 - 384 me/ke
1B E4RE: AN

LDLo (#JL): 30 mg/kg
B 5 E §3IRM
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R&T-8—b EIMSD A v

Betamethasone / Gentamicin Formulation

&S ;ETA: BEEE BIEIERETA: 2024/12/04
11.0 2025/04/14 5345527-00018 #E{ER R 2019/12/09
Betamethasone:
AMsEE @ &n) : LD50 (5 v k):> 5,000 mg/kg

LD50 (=™ R): > 4,500 mg/ke

AaMsEE (RA) : LG50 (T v k): 0.4 mg/l
MBERFE: 4 h

REREM. flEE

FIRARRERIERRICE DR Y DETELHL,

B

JoEvydya—:

£ LS

Ak : OECD :RE&RHA K54 > 404

#HR D RERBGZL

4V 7aEiL7ILa—):

| & RS

#HR C EERBGZL

P-E FRFXIREREEBRAFIL:

| & R E S

HER D OREBRIBGEL

Gentamicin:

| & R E S

R D BEOEERE

Betamethasone:

|E oYX

R D BEOEERE

RIZx T 5 ERGBEE /BRIBE

58 LRSI

D%

JaEvy4d)a—i:

2 oYX

R : ER~AOREA L

Hik : OECD :REEAHA K54 > 405
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RET—2V—F

Betamethasone / Gentamicin Formulation

hR&E=

11.0

;ETA:
2025/04/14

BERE:
5345527-00018

Al B4 ET H
#EERL B

€3 MSD /) e

:2024/12/04
:2019/12/09

A4V 7aEILFILa—)L:

"&
o

P-E FOXRBEBRAFIL:

1
R

Gentamicin:

i
#HR

Betamethasone:

i
HR

WEOR 28 A 1 XIS B2 1 AR 1
B2 R AEE

A
BR~DORF. 21 BURIZEE

A
RADRIBG L

A e
X DERFI#

A
RADRIBG L

FATRELGERICEDCRYDETELL,

R 28 RAE 1T

FAMRELERICEDCRYDETELL,

5% 8

JoEuvydya—:
HExA 4T
REOTIRE

5]

R

A4y Z7aBiL7IiLa—IL:

AT
RHBOTER
1
A
R

P-&E FOX L REERA FIL
N

REDIRK

i

THFLVAE— 3 VERE
ot

EIILEY b

=43

Ea—5—i%

RIS it

EILEY b

OECD HE&H A K54 > 406
£k

Maurer %% I8 B AETE AR
RS i
EILEY F
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Re27—8o—t EIMSD /A

Betamethasone / Gentamicin Formulation

&S ;ETA: BEEE BIEIERETA: 2024/12/04
11.0 2025/04/14 5345527-00018 #E{ER R 2019/12/09

"75'5% : OECD HERAA K541 > 406

R ey

Gentamicin:

%= D T—anL

Betamethasone:

REOIRE BR

i D EILEYER

R D OBVEREEME

SiEMREREAY

FIRATRERIERRICEDCBR Y DETEAHL,

B

JoEvydya—i:

in vitro TOEEE%E D REBRAA T MAEMERWSEREALT EHER (AMES)

R 2%

HERR A T in vitro REKREEHER
7% OECD EAER A A K54 > 473
BR e

in vivo TOEEEM D RERA 4 T EELESRmMBR/NMERER (in vivo fIRREMR
ER)
B.vHX
B 52 BEEEREST
R e

A4y Z7aBiL7IiLa—IL:
in vitro TOBEEEM D REBRAA T MAEMERAWSEREALT EFER (AMES)
R et

HERA A T in vitro HELBYHMREGFERHR
BR R

in vivo TOEEEM D HERA 4 T AL B RMmMBK/MLERER (in vivo MifaEER
E&)
B TR
R 52 RN
R et

P-E FOXLREEBEBA FIL
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RET-Sv—F €3 MSD /) e

Betamethasone / Gentamicin Formulation

RES HETA: BERE: BIEISRETH: 2024/12/04
11.0 2025/04/14 5345527-00018 PE{ERA: 2019/12/09

invitro TOEEEM D HERAA T MEYE RN SEIREAZLT ERER (AMES)
7% 0ECD RERH A K54 > 471
R 2t
REES A T in vitro Z2BAEEHE
7% OECD HER A A K54 > 473
R B

in vivo TOEGEMN D HERA A T T omEEEERIEEER (M)  (in vivo)
oy bk
BERK RHPAALTEBE
7% OECD HERA A K54 > 478
R el

Gentamicin:

invitro TOEESEHE D OHERA A T in vitro B EMMIS S F T ESE
R =t
HEEA A T in vitro Z2BARERER
R 1 N0AE

in vivo TOEESHE D HERA 4 T AL EWRMmMBR/MEERER (in vivo MifREER
E%)
FB.vHX
BB ST
R =

Betamethasone:

in vitro TOBEEEME D REBRAA T MAEMERVWSEREALT EHER (AMES)
R =
HEEA A T in vitro BEBMMRECFERSER
R E
HREEA A 71 in vitro 2BAEERER
R B

in vivo TOEGEM D OHERA 4 T HEBYARMBR/MEEER (in vivo MAaEMER
E%)
B TR
BEREK #0
R T NBARE

EEHBRERRE - 7EA A ¢ RSB EREHBRERALTRRE L THET S LETER

WS LY,
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REF—5y— b

Betamethasone / Gentamicin Formulation

€3 MSD /) e

REE ;ETA: BEEE BIEIERETA: 2024/12/04
11.0 2025/04/14 5345527-00018 #E{ER R 2019/12/09

Hh A

FIRAATREIBERICE DR Y DFETEALY,

7% 0

JoEvrySya—i:

& Sy k

BEZH®K RAAATEIGE

A% 55 B ] 25

R (=X

4V 7aEiL7ILa—):

g vk

BEZHK WA (R

A% 55 FF ] 104 @

Ak OECD :RXE&H A K54 > 451

#HR (=23

Gentamicin:

ENAE-TEXAD

EhEEH
BIRADEZEDE TN,
V2

JoEvydya—:
FIRICHK T D2

A4y Fabt)L7)La—):
HIRICK T HHE

F—aHL

HEBRA A T TR ARSI

B vHR

BERE: RAPAALEEE

R fEk

HERA A T ZRME I UVBRHEE
B YwOX

BERE: A AALEEE

R fEk

HERY A T R EEEHER

B oy
BERE: RAAALEEE
R et

HERA A T ZRME I UVKBIRHES
B Sy
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RET—ZV—k €3 MSD /) e

Betamethasone / Gentamicin Formulation

hR&E= HWETH: BHEES ATERETH: 2024/12/04
11.0 2025/04/14 5345527-00018 #EYERH: 2019/12/09

BEEK RAAATEISE
R 2t

P-E FOXRBEBRAFIL:

BROFEE~DEE D HERAA T RN LUBREE
B ooyx
BEER: SR AATEBE
R e

Gentamicin:
HIRICX 9 H5E D REBRA 4T ZHARAEEEMEAR
B ovhk
4 5E 51 NOAEL: 20 mg/kg 1AE
R EELTEEFERIEHBRESNGEI T

BROFEE~DEE D B4 T ZRINELUVBRERE
fEouX
FAE M NOAEL: 3. 6 mg/kg AE
R IE - BRIRBMHEIEEL,

HERA A T ZRNE L UVBERE
B ovb

B E5EE BBEER

FHE S LOAEL: 75 mg/kg (AE
IR T - BRIREM,

HERA A T ZRME L UVRERE
e

B E5ZE BBEER

FAE M LOAEL: 10 mg/kg AE

R BRRET, , FHEBHOAE, ST,

HERA A T ZRME I UVBRHEE

B oy

B 5% IR

FHE M LOAEL: 50 mg/kg AE

R BRRET, . FHREBHLOAE, 1=,

AEEM-TERAAVE D ANEOEZHREIZLDIEBENDEZEDOHAEIERENH

271,

Betamethasone:
BIROEE~DFE = YR =
RERER AN
F 4= LOAEL: 0. 05 mg/kg AE
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RET-H¥—F €3 MSD /) e

Betamethasone / Gentamicin Formulation

hR&E= HWETH: BHEES ATERETH: 2024/12/04
11.0 2025/04/14 5345527-00018 #EYERH: 2019/12/09

ﬁ%:HéLEL%'H’:o ’ %trﬁZb{Eﬁ&)BhT:o

B:Iv bk

BERK BT

FAFE M LOAEL: 0. 42 mg/kg AE
HR: FHhZEHLNT=,

B voR

BERE AR

A FEM: LOAEL: 1 mg/kg AE
R FRHLRDENT,

AEEM-TERAAVE D BMRRICEIDERBENDEBEZENAEICH D

BERNEREN (HEIECE)
FIFATTEERBICE DR Y DETELLY,
D%

A4y FAaE)IL7ILa—)L:
I7 224>k L REXEHENDE TN,

FERNESREE (RETCER)
RHITh4. XERERBICKHEEF WTERK SER HR, WR 0E 2% OREE

5% 8

Gentamicin:

EZEr g2 . Big RE

TEAAD K D RElIChi=5., XIIREIFICEICKIERIDOESE,
Betamethasone:

"%W%ﬁ KT EEK, fER, A, KR % BT
TEAAD K D REICHIZ5. RIIREFLKBIZKDERDOESE,
RERSEMN

D%

JaEvy4d)a—i:

i I v kAR

NOAEL : >=1,700 mg/kg

BREE®K L BRFRAATEEE

i 25 B R D2 &
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RET—2V—F

Betamethasone / Gentamicin Formulation

&S WETB:
11.0 2025/04/14

BERE:
5345527-00018

A4V 7aEILFILa—)L:
i

NOAEL

B 5B

A% 55 B ]

1

NOAEL
LOAEL
REER
Bk 5% v
ik

Gentamicin:

i

LOAEL
bR
Bk 5% v )
Faofisas
FEIR

1

LOAEL
bR
PR 25 s ]
AR RE 2R

1
LOAEL
bR

R 25 e el
R BIRE 2R

1

NOAEL
LOAEL

R 52
R 25 e il
LRl

i

NOAEL
LOAEL
REZI

P-E FOXRBEBRAFIL:

PAYNY
12.5 mg/|
WA GER)
104 1@

Zv bk

250 mg/kg

1,000 mg/kg

A AATEIGE

28 Days

OECD FE&H A K54 > 407

X

3 mg/kg
AN

12 4 B

B

MEnt, FRAELE

L

50 mg/kg
BT

3

Big, RE

L

6 mg/kg

AR

3

m% Ehg NE, FFiE

AN

5 mg/kg

10 mg/kg
AR

52 &
g MR

AN
12.5 mg/kg
50 mg/kg
AR
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Re27—8o—t EIMSD /A

Betamethasone / Gentamicin Formulation

&S ;ETA: BEEE BIEIERETA: 2024/12/04
11.0 2025/04/14 5345527-00018 #E{ER R 2019/12/09
| IR 13 38
ERIEER D B
Betamethasone:
1 DoOYE
LOAEL : 0.05 %
BEZH®K D RS
A% 55 B ] : 10-30d
ERIE RS D NTEEK RER A
i DI vk
LOAEL : 0.05 %
BEZHK D RS EfL
A% 55 ] I |
ERIEES D HRR
b1} D NIR
LOAEL D 0.19%
BEZH®K D RIEERR
A% 55 B R . 8@
EREES D AR
i N
LOAEL . 0.05 mg/ke
BEE®K D8O
g 25 A ] : 28d
EZEr g2 DMk, HIRR, BIE
RAAEEN
FIFARE R IERICE DR Y DETELLY,
AEIZHT 5 REHER
B4
Gentamicin:
BAAATIEE D EpiEEs B

BErligds: NE
FEIR: HFEL, HFEL, HEE FHIRY, RIEMHEE

Betamethasone:
®A DO EEpERS BT
RS A COEIK: RAR, OBREE RIEE
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€3 MSD /) e

Betamethasone / Gentamicin Formulation

&S WETH: BERS: HIEZRETH: 2024/12/04
11.0 2025/04/14 5345527-00018 PE{ERA: 2019/12/09
12. RBLEHER

SREEN

7% 0

JoEvydya—i:
BEMN

TUVAFOKEERTHDY

9 HF Mt

EHE KEEYIIRT EEM

3 *‘//:%”0)*&5%‘*&@1% :

[Zxt9 HEM (BEEN)

WMEMIHT HEM

A4y Z7abBiL7iLa—i:
y:E=

TOVIAFOKEBEEHDY

(X9 HF M
WMAEMIHT HEM

-E FOX L REBEBAFIL:

aEl

TOUIFOKEBEEHDY

(o e T2 3

LG50 (Oncorhynchus mykiss (=< X)): 40, 613 mg/|
RREERFRE: 96 h

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

ErC50 (Skeletonema costatum CE:¥IEE
IREERFREL 72 h
7% OECD SRE&RA A K54 > 201

%) ): 19,300 mg/|

RAEFEIRE (Ceriodaphnia dubia (X <23)):13,020
mg/ |
BREERFR: 7 d

RAEZEEE (Pseudomonas putida (Y 2a—FEFR - TF
4)):> 20,000 mg/I
MREREFR: 18 h

LC50 (Pimephales promelas (77w kAw KX/ ™)) 9,640
mg/ |
REERRER: 96 h

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

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

LC50 (Oryzias latipes (F1A 4 7)):59.5 mg/|
BREERFRE: 96 h
7% OECD RERA A K54 > 203

EC50 (Daphnia magna (A=< >2)): 11.2 mg/l
BREERFME: 48 h

75 150 (EFRRZE{EiEE) 6341
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Betamethasone / Gentamicin Formulation

hR&E= HWETH: BHEES ATERETH: 2024/12/04
11.0 2025/04/14 5345527-00018 #EYERH: 2019/12/09

B KEEWIZRT BEM ¢ ErC50 (Pseudokirchneriella subcapitata (#3)): 91 mg/|
MREEEERT: 72 h
A& 1S0 (EFFZE4EertE) 8692

EC10 (Pseudokirchneriella subcapitata (#k%)): 31 mg/|
RREERFR: 72 h
A& 1S0 (EFZE4E1ertE) 8692

AEMN (BESH) D BRKEFERE Danio rerio (E73574v32)):0.024
mg/ |
RRERRERT: 70 d
SOVIFEOKEREHEY | RKEFZERE (Daphnia magna (A4 32223)):0.2 mg/l
129 55 M (BHESM) BRERFM: 21 d
7% OECD REEAHA FS4 > 211
Gentamicin:
TOVAFEQOKEREEHEY © ECS0 (Daphnia magna (A7 2 >0)): 86 mg/|
It 55 M RREERFRE: 48 h

7% OECD EHERA A K54 202

LC50 (Americamysis (ZA YA I X)) 30 mg/l
MEERRER: 96 h
Bk T IEAMSEEHAR

B KEEYICHTDHEM ¢ ECS50 (Pseudokirchneriel la subcapitata (#%%)): 10 ug/|
MEERRER: 72 h
A% OECD FHERHA K54 > 201

RARESEERE (Pseudokirchneriel la subcapitata (k) ):
1.5 pg/l

MREERFR: 72 h

#i%: OECD FHER A A FS 41 > 201

EC50 (Anabaena flos-aquae (L 7/ /N9 FVYTF) )47 ug/l
MERERFME: 72 h
75i%: OECD FERAHA K54 > 201

BRESEERE (Anabaena flos—aquae (V7 / /N9 T 1)
7)) 1.6 ug/l

MREERFR: 72 h

7% OECD HE&E A A K54 > 201

M-27048—(KERERE : 100
% EH (R )

20/ 27



REF—5y— b

€3 MSD /) e

Betamethasone / Gentamicin Formulation

hR&E= HWETH: BHEES ATERETH: 2024/12/04
11.0 2025/04/14 5345527-00018 #EYERH: 2019/12/09

M-2744—okemEs=s
" RE (EM) )
WEWIZHT =%

Betamethasone:

[x9 HF M

BEN (BEST)

[Zx9 HEM (BHEEN)

-2 79 %— (KERERE
tE RH (181 )

BRI - S
5%

JaEvy4d)a—i:
£

SOVIFOKEESHDY

EHE KkEEYIIRT EEM

TOVIAFOKEBEEHDY

1

EC50: 288. 7 mg/|

BRERFRE: 3 h

SRER A A T REIRINE]

7% OECD HERH A K54 > 209

EC50 (Americamysis (Z AU HZIR)): > 50 mg/l
RREERFRE: 96 h

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

7Ai%: OECD FHERH A K541 > 201

&% BEERFEICE TIEMHEL

RAEEEEE (Pseudokirchneriella subcapitata (%) ):
34 mg/|

BREERFR: 72 h

Fi%: OECD HE&RH A K54 > 201

&% BMERFBICETLIEHEL

RKEZERE (Pimephales promelas (7 7wy Ay K3/
r2)): 0.052 mg/|

MRERRER: 32 d

A% OECD REEHA K54 > 210

RRESEERE (Oryzias latipes (F1A % £)):0.07 pg/l
MR 219 d
A% OECD RERAHA K54 > 229

RAEEEER (Daphnia magna (A4 3I2>3)): 8 mg/l
IRERFME: 21 d
7i%: OECD RER A K51 > 211

1,000

HBER: Bk,
A% 98.3 %
BREERFE: 28 d
75k OECD BRI A K54 > 301F
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Betamethasone / Gentamicin Formulation

hR&E= HWETH: BHEES ATERETH: 2024/12/04
11.0 2025/04/14 5345527-00018 #EYERH: 2019/12/09

A4V 7aEILFILa—)L:

R DR RES R
BOD/COD : BOD: 1,19 (BOD5 (5 BURIZHLEHIBEREKR) )
COD: 2,23

BOD/COD: 53 %

P-E FOXREBEBRAFIL:
EoRE D RER BOMRM,
£0fR: 89 %
REEERER: 28 d
7:%: OECD RERHA K54 > 301B

Gentamicin:
o ORR AEsfEAEE
5% 100 %
MRS 28 d
7#i%: OECD RERAHA K54 > 314
t R
B4

JoEvydya—:
-4 %/ —JL/ KHEZRE :  log Pow: -1.07
(log 1) Ak HELIRA (EC) No. 440/2008, f1)E=, A.8

A4V 7aEiLTFILa—):

n~-A42%/—IJL/ K5E%RE : log Pow: 0.05
(log {E)

P-E FRFXRREERAFIL:
n~-A%42%/—IJL/K5E%RE : log Pow: 1.98
(log {E)

Gentamicin:

n~-4%42%/—IJL/ K5E%RE : log Pow: < -2
(log {E)

Betamethasone:

n~-4%4o %/ —IL/ K5HE%E :© log Pow: 2. 11
(log {E)
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Betamethasone / Gentamicin Formulation

hR&E= HWETH: BHEES ATERETH: 2024/12/04
11.0 2025/04/14 5345527-00018 #EYERH: 2019/12/09

T OBEME
F—a1L
*IVBADEEY
EZY
tnEERE
F—a1L

13. EELDOEE

B’EAE
ERBEZEY DM BBEOBRHICHNLST S
BEEYMETKABH L TREESEL,
FREBRRVOBE D EORBE. VHAVIVFERFREEOHIC, BRAIZZ(TT=

REEVUERXEICRTT 5.
FICHREANEMES., RERRELTRET S,

14, WX EDFEE

(] PR R
f_E &ixX (UNRTDG)
E:EZE S (UN number) : UN 3082
[EE&i%E 4 (Proper shipping :  ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID, N.O.S.
name)
(betamethasone)
EE 5 %8 (Class) 9
A E8E# (Packing group) 0
Z X)L (Labels) 9
REEEH .

finZeHhix (IATA-DGR)
UN/ID &S (UN/ID number) : UN 3082

E&E#i%E 4 (Proper shipping : Environmentally hazardous substance, liquid, n.o.s.
name)
(betamethasone)
EE 748 (Class) 9
B 2% (Packing group) o111
AL (Labels) :  Miscellaneous
HaEr (EYH) (Pack- @ 964
ing instruction (cargo air-
craft))
WHaER (REW) (Pack- @ 964
ing instruction (passenger
aircraft))

REEEMH

onh
X+
13
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Betamethasone / Gentamicin Formulation

hR&E= HWETA: BEES BIEIRETH: 2024/12/04

11.0

2025/04/14 5345527-00018 #EYERH: 2019/12/09

#2 £ &% (IMDG-Code)

E:EZES (UN number) : UN 3082

[EE#ji%E 4 (Proper shipping :  ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID, N.O.S.
name) (betamethasone)

EE 4 %8 (Class) © 9

BB %4k (Packing group) o111

AL (Labels) 9

EmS 23— F (EmS Code) . F-A SF

BEELEYE Gry - EEY) ¢ &

(Marine pollutant)

MARPOL 73/78 B/ |1 R IBC 1— RIZk B IEMAME Sh 2 HEME (K - EBY)
B S W R BRI E RS,

E R
EnHEDEEF L. HE 15 238 T 5,
RADRERE

CCICIRBENT UV SWEL T, FHROBMETORHT, XRET—2— FOPTHRE S
NEELSICEABENMHOBRMEDAITEDIVTUVEY, BELHEIF, XEFR. v r—2H
A4 X EMBAOMBDORAUDEEICLY, EEEINDAREELAHY FT,

RERGIEERHES DM

15.

ERES

BEER

HRBAE

fEfRY. EERBRYICEZS LB,
953

BEImtFnE

23 el

Janr—1, 2—FH—)L 106

A4V 7aE)ILFILa—IL 102

FEREEER
BESFIFELEIIFEY
JEER Y
BEDHAIZRITHREREY
JEER Y
RIS L ast ARME
JEERY
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Betamethasone / Gentamicin Formulation

hR&E= HWETH: BHEES ATERETH: 2024/12/04
11.0 2025/04/14 5345527-00018 #EYERH: 2019/12/09

EFERMODBOHONT-LEME BIFtEDEHE)
L

FEREOBHoN-LEYME (FHREBHIEEDE)
JEZE

AMELEENITREEEMEVESY
EES5T7&MD2 (AI3MED2 Alk2)

23 EHE (%) BE
JoELySya—i >=20 - <30 2025 % 4 A 1 BLIR
JOoELTILa—) 16.3 -

BAMEERTIRELRDRVEEY
EES5 75 (B30 A1k 2)

=23 %

JoELrygya—i 2025 4 A1 BLAR%
JoE)ILTFILa—)IL -

BEEFEELFVE GFEMREMERRISE 594 50 2)
JEER Y

RAREME (FBREMERRE ST £D2)
JEER Y

HELFMEREE T HRA
EHE

sashEFRRAI

EHE

@7 LUt EF IR A
EHE
HFHRBER S FRRA
E_RRAEMERE
FERLWEEZRETS - WRE— (EBERW)
JEEZ Y

EMR VBRI

JEELY

LM EHHEREBEREE

SoEfEEEFYE

R EEES ZEE (%)

4- EROXIREERAFIL 334 1.3
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Betamethasone / Gentamicin Formulation

€3 MSD /) e

hR&E= HWETH: BHEES ATERETH: 2024/12/04
11.0 2025/04/14 5345527-00018 #EYERH: 2019/12/09

BEHARRE

e

DE S 21

JEER

iR ik

ERAE 2, I KERMERAIRSE - AEEYE
ik

FBITRAISE 194 KERMETIRE 1 TOHOEEY
BESRERVBLUEONLICEY 5&R

(£ 5 AL : ERIAYME (L 5B)
(EREpeS D EEEEYE
PR B UM A S Rk
FREE MG (B - BAZFA)
JES% Y
HEMEREMERE E@E - @A)
JES% Y
RBEVONBRVERICEAT 5%
EEREY
CHOEFOBAIZTDOVWTEEA RV M) —~DEEHIFHR :
AICS CORE
DSL > N
IECSC CORE
16. ZDhDiEHR
ASDS ICENTHBLEHEZDBRINRYEDEENBRRDISEEIX. ZEBETHIIEEE
BHET
5| Rk D B#BE#HT—4. EME DS IZE DI F—4 . O0ECD eChem

R—2ILE X UEINIEEYER http://echa. europa. eu/ D&

RIER

LEIN—D 3 UM EBSN-HRRAXE T 2 KR TRIARTSINTVET,

Bff7+—<v b . #/R/8
ZDOtDHEEDEX
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Betamethasone / Gentamicin Formulation

hR&E= HWETA: BHEES BIEIRETH: 2024/12/04
11.0 2025/04/14 5345527-00018 #EYERH: 2019/12/09
ACGIH © KE., ACGIHRFREE (TLV)
ACGIH BEI © ACGIH - £Y=Zr&FEEEF ( BEIl )
ZfE (BERE) D ERIRIRETEESE. REREEM LS
BAEXBEFR FRER @ BEREXGLEFR HEREFOHS -1 LEVEOHRRE
)
ACGIH / TWA o 8 HFfE. RREIINETY
ACGIH / STEL D ERRRZERA
ZENE (BERE) /ACL D EHERE. 2ERE
BAEXBEFR GFRR @ RKHFRRE
&) /O0EL-C

AlIC - A—R SV TDIELFERSA AU R NTT - TS D ILEREEME; ASTM - K
E#HEHBRFS bw - KE OR - AU, ZERE. LESEELHDHESNHYWE: DIN -
FAYRKRBEELE, DSL - BERYME YR+ (AF4): Ex - FED XORGERIFT EER
BNBHRE: Elx - FED XWDORGZERIFTEEZONDIERESE, InS - REKORT P2
—JL; ENCS - LT EDEEFLEME )R b ErCx - FED XWDOREERIFTEEZEZ ONDHK
RE ERG - BRMIEOF5|E; GHS - HRFM AT L GLP - HERERRE: [ARC - ER
NAMZE. [ATA - EEMZEEERS, IBC - BRIEFHOESREZD-OHDOMMDIBE
RURRICEAT 2 ERRRAI: 1050 - S0%FEEIRE; 1CA0 - EFRRMREIMZEME; [ECSC - HER
FBleEYELE: INDG - EfELAERYBRR. IN0 - ERESHE. ISHL - sBRE/EE
(BX); 1S0 - ERR#E{L#E: KECI - BERFLFMESRE, LC0 - 50%EHILRE: LD50 -
50%EStE (FHEILE)  MARPOL - MM & BB DMILD=HDERRER: n.o.s. - I
MBNATSIN TSI DZERS: Neh - FUREI NOAEC - |EEZMHFZEIRE, NOWEL -
BESMRZELAL, NOER - BEEEUHZEAFTES NN - A5 a2XRA NTP - RKEER
REMTOTSL; NZIoC - Za—D—F > FMEEWERR: 0ECD - #EFiH HFFKEE, OPPTS
- LEHMEREN - AFEWHLLE; PBT - #OMRMEN - £HERENE - HEEE WE) ; PICCS - 7
1 VEVEEMEA AV )= (OSARR - (EEH) BEEMEE, REACH - LEMEDE
#&. &Tfi. 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 ICEEREDOILEMED A RN K1) TCSI - BE{E
FMEA R M) —; TDG - EIEYE#E, TSCA - HEMERSE CKE); UN - E&; UNRTDG
- BRESEIRYEEES. WPB - EEICHSBRUVIERICESERNE, WIS - EXSEKRE
EMMERRRT LA

CORET—HI— AT TSDS) &LVD) TR HFEHRUT TRIEHR] &0V 5)(F, KEE
BERIZEVT, BEOREDHHE. FH. RMMESDLETEETHLLHHLIEZLDTT,
AEHRIT. HROZEGHREV. FA, LE, KE. #@X. BEERVRRICETSIAIFURE
LTOAEHESNTEY . WHESRAREHEREELT LOTIEHY FEA RIERIL.
SDS DEEEICTRENTVAIRHESNEHGICETHLDTHY . BZAEBNLORR LEHE
HET. RFTOCRARTERASNSEE, AXHITERLSGVRY .. BRICITE S G UVATEES
AHYET . AHEROFEABESFMICENTIE, AERRVEHEFHEZERT 581, FRES
MOFBREMIIE T L5XURBOBEINLGAMEEH T, FRAERMUOERY 5HETORENIKR
[CHEFEARHRADEK, FH, WE, ROREICOVT, BREVET,

JP /7 JA
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