REF—5y— b

€3 MSD /) e

Gentamicin / Betamethasone Formulation

REE ;ETA: BEEE BIEIERETA: 2025/04/14
12.0 2025/06/17 434593-00027 #E{ER B : 2016/01/06
. AEER B U 1ER

EZEHDET Gentamicin / Betamethasone Formulation

HieEosHaH. EMAUVERES

HBREBOSHLT : MSD
Err 1-13-12, Kudan-kita, Chiyoda—ku, Tokyo, dJapan
BEES 03-6272-1099

EFA—ILTFLR

EHSDATASTEWARD@msd. com

HEFMERSE (RERLS

=)

RAERBEREES +1-908-423-6000
HRERARRUERAEOHR
HRER® BERMA
{5 FA £ DIl RR JEER Y
2. BRABEHOEN
L&D GHS 7758
ATEE X5 1A

X1 (T ERE, &R HA, B, %, 8%

KERBEAEEME S8 (& X451
%)
KERBEAEEMN B (12 X451
%)
GHS S RILEZHR
BRREXIED VURIL % %'
R MAEEEE k&
fElR B EHIER H360D BRR~ADEZED HFh,
H372 REAICH =5, RIIRERBICL DT RTER, &
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€3 MSD /) e

Gentamicin / Betamethasone Formulation

hR&E= HWETH: BHEES ATERETH: 2025/04/14
12.0 2025/06/17 434593-00027 #EYERH: 2016/01/06

ER, R MR 0LE BT OEE.
HA10 REAMEIGRIRSEIC & > TKEEMICEEICRUOEM,

RERE:

P201 ERHTICERERAZE ZAFTH 2 &

P22 £ THREFIEEZHAHAERT DETWMY IO &,
P260 2 R b /EHREWRALIGEN &,

P264 Rk LWRISIREE L <D 2 &,

P20 CORBRZEZFERAT HEZTIT. REXITEREZ LGN
t o

P2I3 IRIE~DRH ZRETHZ &,

P280 fREF R MREKR MRERE REDZERT S &,

RBE:

P308 + P313 [FK ERFIEK ENBENHDEE | EFDEZE
SEREHTERITH &,

P31 R EEURT B Z &,

RE:

P405 WEfE L TRE T H Z &

BRE:

P501 N, B ZARBIN-NIBHERICEEST H &,

GHS T MICEEY LB WM DEREEN

HMEZTL,

3. HRRUESER

{tEYE - EEYDORXF BEEY

0%

=2 CAS B = EE= (% w/w BN TREE
B

RYITFLY FYJ)a—)L AT |9004-99-3 >=1-<10 7-319, 7-88, 7-

7 L—Fk 1392

Gentamicin 1403-66-3 >=0.3-<1

IBetamethasone 378-44-9 >=0.1-<0.25

BIEAUHF)La=ZDO A 8001-54-5 >=0.0025-<0.025 3-326

EDTA =+ kYo L ZKF0Y 6381-92-6 <0.1 2-1265, 2-1265
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Gentamicin / Betamethasone Formulation

hR&E= HWETH: BHEES ATERETH: 2025/04/14
12.0 2025/06/17 434593-00027 #EYERH: 2016/01/06

4. HREE

— BT KA R

WA L=EE

REIZfE LSS

RICA-=5H&

RAAATZGE

AMERRVCEREERDR

HEELGHIRER
BREEET SEDRE

EEI Y D HAIEREER ¢

EHDBEEP, [N ChGNWEERELICEENDZE L
ZIT5

ERNREICIHEE. FLEARELIHLERIE. EMDIERE
ZIT5

BRWORAAEGE., FFLCEIDEHRABEHT D,
ERLEZZITS,

EMLEEE, ELICKREBZRITALSEDKTENRT,
BRLERBRE I UVHZER <,

ERLEZRZITS,

BEADOHIZKERZES .

HEBERYT HRICERISHKD.

FHEEE LT, KTRZ®REFT D,

RFHH Y RGET 2HEICITERBETEREZIT5,
RARAATZGE. BEITHEMELL,

ERLEZRZITS,

KTOz&ELTT

BEADEZEDOEZN,

R#IICH=5. REREFCBIZLHBROESE,
HOMSEB LB LDREITEEZILL, HESINTLSHR
RBKRZFERATH L BROFREMNHDISEEE. HESD
BYGEANREREZSRBOCE (HE8Z23H) .
XEHEREB I UMEREZERTH &,

5. KRKFDIHE

B 75 K

32> TIXR 5 R LVH KA
HEORBIRAEEN
HERGEIED
BHEDHENAE

HRETSEDRE

KIEFE

it 7 )L 3 — )Ll h
ZEbRFE (C02)
3R H K F

HMEREL,
RBEERD~DREIREICEZRETEELNHD.
S 2ty

BIZOKRR & BHAREIZE C THEYGEXRFRZRA NS,
REAHDBHRZAENT H5=DICKEEFET 5.
RETHNIEREBIZEI T HERKEEN BT,
RN BESED L,

KKBFIZIE, BIaXFREBZEERT S,
REEZERT .
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€3 MSD /) e

Gentamicin / Betamethasone Formulation

&S HWETA: BEES BIEIRETH: 2025/04/14
12.0 2025/06/17 434593-00027 #EERLB: 2016/01/06
6. RHFOHEE

AMEIZHT HEEFE. RE © RKEEZERAY S

BERUVRAREE

REBICHT HIEEE

HLRAORUVBEDFERD

2

ZEGRYFLDT 4R (HB T 238) . BAARE
BnfRERICEN BB 8ZE3R) .

RE~OHREZRITH L,

REFHRLTHDL, BNAOIENFILEDD,
LEHICIEEDIDZEHSC GFLRAHEIEA AN TIHE
I2&3),

FEINEEKEREL. LT 5,
REMNELCEIRTEGVGE(X. A BBEKISERT 5,

TEMLRRINAM CRIREE 5,

ZEICZENTIBE. WRIEZELEDOHEU G H CADFE
#EBU T, GHALGHWVWESIZT S E, HRIRICERLEE
MERVTTRVWEFRZZENTEZHEEICZIE, BURLEY
BEEULERANIRET S,

TREME EEYERIEITRET S L,

ABSEHRE., BEITIEICF. SMAFEEASLIUVEOR
BlCit>TREBTSHZ L, ZORBICERINE=HEICDUL
THLRABETH D, FORUNERAINEINEHEET ILEN
H5

ASDSHDIEBE 13H XU I5ITHENT, ABARESLIUVED
ERBIOEEDHY .

1. BEVWRURELDEE

i g7
RATHI R
BRHR, EEfK

ZEREIEFER

FEfih ] 8

EEMUERVREREDRDRFBRAKESR,
THRGBINTELGWGEEE., BFAFREEZHFALTE
Sy,

RIEOKRRIZAFH T,

SAMERERALGNC &,

AR FTZLN,

AR & DM ZEEIT D,

WFKWNREIEEELCHES S &,
BIESBRBERATORRICEDE, EXEMHOBESIURLMED
EITREICHVERYKZS C &

BREERALTEC L,

CORGBEFEATHEEIC, RBRIFEEZ LGN &,
RNCEEYZEHLEL, BE~NOBEER/NMRIZTESELSF
B9 %

ERAEH

4/27



Re27—8o—t EIMSD /A

Gentamicin / Betamethasone Formulation

&S WETB: BEES BIEIRETH: 2025/04/14
12.0 2025/06/17 434593-00027 #EERLB: 2016/01/06
BEXEK D BEOHEARIIEEMEADESEOAMREELHIEEIF,

EEBROBELIZTA ISV VI VATLAELRURE Y Y
D—%FZKEBELTLESLY,
FERATIIRBERVEREEEILT 5,
BEINE-KRRITEFERT DRICEKET LS L,

27U TADHERMEARL—2a VI, ToP=7O
vha—)L, BUGEASLERE. BULGKRLESLVE
EBREFIE. EXFLEER. EXERLLEERAMNOERDOL
Exa—%&8TRWENHY ET,

RE

RELGREEY COBEYIEIRILODVERBIZANTEL .
BELTRET DI L,
BEL-o-MNYEDHD,
ZEOREIZH>TRET %,

R I E D OROBZEHE NSO L LITEE LA
BEREF

RELURB[AEMH D EIBVHE MREL,

8. [F< MR UREIEE

ERREICE TSR NRERR/HFRRE

53 CAS &S HiZ (BB | CERE/RERE | HA
&) EE/HFBRRE
RYTFLY FYa—)L 9004-99-3 TWA (R AR | 10 mg/m® ACGIH
ATT7L—Fh )
TWA ("Figs2 | 3 mg/m ACGIH
E3)
Gentamicin 1403-66-3 TWA 0.1 mg/m3 (OEB R ER
2)
FHlIEHR: 010
Betamethasone 378-44-9 | TWA | 1 ug/m3 (OEB 4) | P9&B
MR RS
| SEERYHIR | 10 pg/100 cm* | &R

B P DO MTIERAA Oy N/ EERETOEE - AERITOERT
T, MRE, BBR. FLIEHEFORGZICONTIE, IR
MEDOYRYFHEFEMR L CEYGIBREEENRZHEL T
{f2EL, ZOMEORYFZWZKYELSIAHEEDH S
BEHEEDYRVIE. EHOER WEMNLGREECTIES=
BE) MEELFET, LEICELT, ARV 00—
Cr—PEEREE Bl NMAE—TTF1sFVYERY
b, BMERXNSURIVI/O-Uvy—) BEQDIEMHEZE
AWTHREINIBEZERABEUTOELRTEELFMBFLE
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€3 MSD /) e

Gentamicin / Betamethasone Formulation

&S WETB: BBES:
12.0 2025/06/17 434593-00027

BIEIRETH: 2025/04/14
#EYERH: 2016/01/06

¥, BEERRELATEDHONTLWEWNEEF. ESPEES
AEMNICERTRLZBYIEHIFITIILNENHYET,
HA, REXEBLVREZRET LSO, 2200 =TF) >
TEBIIRERETICIVERESIN., WP ERICHUVERESL
DHENHY ET,

[REI., FABCRETIEIERYFEHAZRWNTLEZEL,
H0—XT7O€RA AT LMIMGIEMEZERLET,
ERETHMYKRSIGEIX. T70VILIETHAEEEED L
TWaf=®, BMIZIELT=N\A1 A E—T T FvEXRY b,
BRI—FELUVFDOEIDIGEIT /N R EFYIFARALE
T CORBEENLEWNEE. SAVRLAELLIERVF H
W T ETRYFRWNET .,

REER
Ik ARER BU L BFRFEKEEAFRATEAWES., FHIXELETME
THEHA FS4 COERANDIELBARIN-BAE,
MREREFFERALEL LS,
T4NWE—847F WHFR2A T
FORER
e MEAEFR
-5 FREIZETERATHIEERFLELLS,
IRDORER YA Fo—IL P ERERKEL LTV ILEFRT 5,
FEREL LIIEERICBROSVVMRE, S X+, T70Y
W ENRET BHEIE, BULAI—JILEERT 5,
LA, SR, ALLEFI7OYVILIZENEESLOSND
AREEAHDEEIE. T —AV—IL L LLIXZFDIEHLID
INT7z—RBEOTOTHo avEBERLELLS,
EERUVEBADZRER A=74—LHLLIEEBRERAI—FEFRALEL LS,

MRELNBEHLBVESIC, EEENDIZRVIEDE, &K
EBOSA—AUbEEBMLTERALELELES Bl RU—T
Lyy, 2700, RFR, FIMETR—YLHE) .
BERINEAREDHLIKBER CHEBITEYLHETT-
TLESLY,

9. MEMRWERIEER

PIERIK RE R

& T—RIL
R T2l
RLOoLEVEDE T2l
AR BRI R T—A%L
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€3 MSD /) e

Gentamicin / Betamethasone Formulation

hR&E=

12.0

;ETA:
2025/06/17

BERE:
434593-00027

BIEIRETH: 2025/04/14
#EYERH: 2016/01/06

AEMITERRIEEME L LTESESINGL,

B XTI R R U SR B T—ARHL
ATt (BA. &K L
ke GRIER) T—AHL
BRETREARCERLERR AIAER
IBREFEDOLER/AIRER @ T—42%L
&
IREGHEDOTR/ AIBRTRE : T—427%4L
&
1P FT—AHL
D ERRE FT—AHL
pH T—A27%L
BRRERE FT—AHL
BAFENEE F—AHL
FhE
BFLE (BhRhEER) T—RHL
BfRE
Kintk F—AHL
n-44%4 %/ —)L/  KHERIZRHK T—R7%L
(log 1)
AT FT—RHEHL
FERUV/ XIIHEAZHE
hE FT—RHEHL
BE FT—RHEHL
B HREBE T—ARL
BREE BRMELTL
g =k
nF¥F=E T—ARIL
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Gentamicin / Betamethasone Formulation

&S HWETA: BEES BIEIRETH: 2025/04/14
12.0 2025/06/17 434593-00027 #EERLB: 2016/01/06
HIF 4
HFHAX oT—AahL

10. REHERFRGHE

RS D RIGHEEKRE LTIESES NG,
LR EM D OBEEORETERE,
fElRAERIGATREH D ORUVDEBRIEHIERIET S ENDH D,
BT HNE&M DORMRE L,
EMERYE D ERER
ERAE R RRERY D BRAEGABERMIEH SN TULVEL,
1. AEHEEH
AR D H S RERBOER © RA
R g
£:3:)1

RIZA--B4&

SHEEH
FIFAARE G IERICE DR YD ETELLY,
®Ha&:
SMEME (RA) O RMEMHEME > 5 mg/l
MR 4 h
HEBRRE MLA/S Xk
Hik HEICK B A
B4
RYUTFLY HYa—J)L RAFFL—F:
ansEt (B0) © LD50 (5w k): > 5,000 mg/ke
Gentamicin:
SEEN #n) : LD50 (5 k): 8,000 - 10,000 mg/kg
LD50 (=™ R): 10, 000 mg/kg
SMEE (RA) © LC50 (T k):> 0.2 mg/l
MRERFME: 4 h
HERRE MLCA/ZTRF
HZ: CORETIIRTIIBR|EINTULIELY,
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R&T-8—b EIMSD /A

Gentamicin / Betamethasone Formulation

&S HETA: BEES: BIEIZETA: 2025/04/14
12.0 2025/06/17 434593-00027 #EERLE: 2016/01,/06
SESE (Z0MMORZE) : LD50 (5 v k): 67 - 96 mg/kg

REHER: #RM

LD50 (5« k): 371 - 384 mg/kg
BB AN

LDLo (H-JL): 30 mg/kg
IR kA

Betamethasone:
2EE &n0) : LD50 (T F):> 5,000 mg/kg
LD50 (w2 R): > 4,500 mg/kg
2SS (RA) : LG50 (T v k): 0.4 mg/l
MREERFE: 4 h
BERUY)La=H A:
2EEE &n) © LD50 (T k): 240 mg/kg
2SS (RA) © LC50 (T v b, A X):> 0.05 - 0.5 mg/l
MREERFE: 4 h

HERIREE: LA/ X b

7% OECD RERAHA K54 > 403
TEAAY M ERBEICERETH D,

BE BT smEaIrFZEonfzT—2I2&EDL

2MEN BR) © D50 (T bk, A R): 704 mg/ke

EDTA =5 kY o LK

SMEME &nN) : LD50 (T k): 2,800 mg/kg
SMEME (RA) © LGS0 (T v b, A R):> 1 mg/l
MREERFREL 6 h

ARG MLA/SX b
7% OECD EHERAA K314 2 412

BEEEH.Fl#E
FIFRTTREIERICE DR Y DETELL,
D%

RYTFLY HFYya—jL RAFFL—b:
|| R
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Gentamicin / Betamethasone Formulation

€3 MSD /) e

&S ;ETA: BEEE BIEIERETA: 2025/04/14
12.0 2025/06/17 434593-00027 #E{ER B : 2016/01/06
"ﬁi KL A X8
R RIERIEA L
Gentamicin:
& oYX
R BEOEERIH
Betamethasone:
£ 4
R BEOEERIH
BIERUF)La=) A:
|F§ £k
R ABBUTORECTERE

BRIZxd 5 ERGIREGE BRI
FATRELGERICEDCRYDETELL,

B4

RYUTFLY FUYya—)L RFFL—F:

1
HR
ik

Gentamicin:

1
LEES

Betamethasone:

1
R

BIiERUF)La=D A:
|$§
R

EDTA =5 k1) 9 LZKFI¥:

|$§
ot

A ES
RADRIBG L
F LA XEER

A ES
B DRRFI#

A ES
RADRIBG L

A
RIS 2R EHFE

vYF
ERADRIBG L
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Re27—8o—t EIMSD /A

Gentamicin / Betamethasone Formulation

REE ;ETA: BEEE BIEIERETA: 2025/04/14
12.0 2025/06/17 434593-00027 #E{ER B : 2016/01/06

IR 35 B AE 14 S I3 B2 T A 1

A 3

FIRAATREIERICE DR Y DFETEALY,

IO 2 R AE 1

FIRAATREIERICE DR Y DFETEALY,

7% 0

RYITFLY HYa—j RFFPL—b:

B ) D AEEINEREICIHT HEER

REOIRE D RS EfR

i D EILEYER

R Do

Gentamicin:

||1J'%% D TFT—A%L

Betamethasone:

REOIRE DORE

& . EILEYE

#HR COBULREEYE

BIER VY )La=D A

HEg4 AT B FREREZE/ NNy F TR L HRIPT)
REOIRE D EIEE
i ek
R Do e
EDTA =# RV S L= K0
HEv AT D RXIUTAE—V 3 VR
REOIRE D RIS
& . EBILEY R
Hik © OECD :RE&H A K54 > 406
R Do e
e D BT AMEMELN-T—RIZE DL
A TEHARRE BIR
FIRATTRERIERICE DR Y pEETEALY,
D%
RYTFLY FYya—)L AFF7L—b:
llin vitro ToiEESM D HERAA T MEYERWSEIREAZLT EHRER (AMES)
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RET-H¥—F €3 MSD /) e

Gentamicin / Betamethasone Formulation

&S ;ETA: BEEE BiEIZRETA: 2025/04/14
12.0 2025/06/17 434593-00027 PE{ERA: 2016/01/06

R 2t

Gentamicin:

invitro TOEEEHE o HERA A T in vitro BELEMMEIEIEF T ESER
R 2t
HERA A 7 in vitro 2BAERHER
R 7B

in vivo TOEEENE D RERA 4 T IS ARMmMER/MEERER (in vivo HiRaE MR
ER)
. w9X
BRERW: SR TS
R 2

Betamethasone:

in vitro TOEEE%E D REBRAA T MAEMERWSEREALT EHER (AMES)
R 2%
HEEA2 A T in vitro HELEMMRECFERRER
R 2%
HERA A 72 in vitro 2BAERHER
R 5%

in vivo TOEEENE D RERA A T ISR MmMER/MEERER (in vivo HiRaEMER
ER)
B.vHX
REZEK 0O
R NBARE

ATEMREEERY - TR A 0 RUASECETEMRERLERFE LTHEIT S EETER

bk LYo

BIiERUF)La=D A:
in vitro TO&EEEM D HERA A T MEYE AN SEIRE AT EKER (AMES)
R AN

HERA A T in vitro MELBMMRRECFERAR
7% OECD SERAHA K54 > 476

ER el

% BT MEI/ONT—2IZE DL

HRERA A 72 in vitro ZBEEERAER
7% OECD HERHA K54 > 473
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RETHY—h €3 MSD /) e

Gentamicin / Betamethasone Formulation

RES HETA: BERE: BIEIRETH: 2025/04/14
12.0 2025/06/17 434593-00027 PE{ERA: 2016/01/06
R 2t
wE: EUTA3PMELIEONE-T—2IZE DL
in vivo TOEEEMN D RERA 4 T ISR MmMER/MEERER (in vivo MRS MER
E®)
. w9HX

BERK RARAALEEE

7% OECD FHEEAHA K54 > 474

R 2

BE AT A2YEI/ON=-T—FICE DL

EDTA =3 ~ U AZKF:

in vitro TO&EESM D HERA A T MEYE RN SEIREALT ESER (AMES)
R AN
BE BT smarsBEont-7—42I12&2<

HERAZ A 7 in vitro HELBMMAECTFEERR
R PEM

HER2 A T in vitro 2BEHREEKER
mER R
" BUT IMEM ST ONI-T—HIZEDL

in vivo TOEEEM D RERA 4 T EELESRmMBR/NMERER (in vivo IREEMR
ER)
B.vHX

RERZE SRARAATEIGE
7% OECD EHERA A K54 > 474

fER: 2
FEHAKE
FIFARE R IERICE DK R Y NETELLY,
B4
Gentamicin:
EBRAUE-TERAAV D TFT—AR7%L
BEEARUY)ILaZY A:
i AV
BREE®K L BRFRAATEEE
g 25 B 24
Ak : OECD :EEHA K54 > 453
R CoEM
5% T AmELIALELONET—2IZE DL
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R&T-8—b EIMSD /A

Gentamicin / Betamethasone Formulation

&S METH: BERE: AIEIZRET A 2025/04/14
12.0 2025/06/17 434593-00027 #EERLE: 2016/01,/06

i DN R

B 5% D RIS

A% 55 B ] : 808

R DR

1 CooYE

bR ) D RIS

A% 55 B ] 908

R DR

EDTA =3 ~ U AZKF:

i DI vk

BEZHK D BFHRAATEEE

A% 55 ] © 103 8

HR DR

e D T eamELLELONET—2IZE DL

ERESM

BIRADEZEDE TN,

%

Gentamicin:

EIRICKS B2 D OHRERA A T CHREES M ER
B oy

4B NOAEL: 20 mg/kg AE
R BEETEEFRIEHBRESNEI ST

BROERBE~DEE D HERAA T ZENSLUBRERE
B oy x
F =1 NOAEL: 3. 6 mg/kg AE
R - BRIRSMHIEEL,

HER24M T RS L URERE
B oy

B E5EE: IR

FAEFEM: LOAEL: 75 mg/kg AE
R E - RIREM,

HERA A T ZRME I UVBIRHEE

B YwOR

RS2 BN

FAE M LOAEL: 10 mg/kg AE

R BRRET, . FHREBHLOAE,N 1=,
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RET—S>—F EIMSD /A

Gentamicin / Betamethasone Formulation

hR&E= HWETH: BHEES ATERETH: 2025/04/14
12.0 2025/06/17 434593-00027 #EYERH: 2016/01/06

HEA24 T RIS L UVBEREE

' ovhk

B 52K BEEER

FA S LOAEL: 50 mg/kg AE

HE BRRET, , FBEEHSONEN ST,

ERESHE - TR AV B D AHOEFHNREBEICLSIRBENDEZEDHHEHERIENH
Of:o

Betamethasone:

BROFEE~DEE - iy Ry

REZE AN
FE A= LOAEL: 0. 05 mg/kg {AE
BER BREM, , FEIBHLNT,

B oy b

BERK BT

FAE =M LOAEL: 0. 42 mg/kg AE
HR: FLhZToHLNT=,

BYHR

BERE AR

FAESM: LOAEL: 1 mg/kg (AE
HR: FLhZEHLNT=,

AEEM-TERAAVE D BMRRICEIDERBEDEZENAEICH D,

BlERUYILOZD L
HIRICX 9 HFE D REBRA 4T ZHARAEEEMEAR
B oy
BRERRK A AATEEE
A% OECD RERHA K54 > 416
R fEk
HE BT smEarFonf-T—42I12&ED<

RBROFEE~DHE D REBRAAT ZRNELUVRRERE
& oUx
BERE RARAALTIEE
7% OECD HEE A A K54 > 414
R et
BE: BT 2PEIMBON=T—FIZEDL

EDTA =+ Vo L= KF0¥:
FIRICH T HHE D HERA 4 T MR AEESEERER
B Sy
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Re27—8o—t EIMSD /A

Gentamicin / Betamethasone Formulation

hR&E= HWETH: BHEES ATERETH: 2025/04/14
12.0 2025/06/17 434593-00027 #EYERH: 2016/01/06

BEEK RAAATEISE
R 2t
wE: BT A3PEIBEONE=-T—2IZE DL

BRREORE~DOEE D HRAA T ZRNESUVBERRE
B ovhk
BERZW RARAATZIBE
R 2t

BERNEREN (HEIECE)

FIFARTEERBRICE DR Y DETELLY,

BEENERSE (REFCE)

R#llch=5. XIIRERZICLDERE RNTEAX RER HAH, WIE LR 3B OEE,
B

Gentamicin:

ERIEES . B RNE

TEAAD K D RElCHhI=5. XIIREFLKBICEDEROESE,
Betamethasone:

ERIEES O NTEEK, fER, A, MR L% BIE
TEAAD K D RElIchi=5. XIIREIFICEICKDERIDOESE,

BIER VY )La=D A

TEAAT b+ . RMEEEE 100 mg/kg bw LT TIEEMIZE T HEXRGERREAD
EEEIEN ST,

EDTA =5 kY o LK

REOIRE D A LA/ R NIE)
Er g zs DRE

TEAAD K D RElIchi=54. XIIREIFCBICLIERODEEZEDESZEN,
RERSEMN

D%

Gentamicin:

2 NN

LOAEL o 3 mg/kg

BEERK S

AR 55 R ] 12 ¥R

ErfER D BN

fiEIR DONEME, SRALSE
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RET—2V—F

Gentamicin / Betamethasone Formulation

€3 MSD /) e

&S METH: BERE: AIEIZRET A 2025/04/14
12.0 2025/06/17 434593-00027 #EERLE: 2016/01,/06

i YL

LOAEL 50 mg/kg

B 5 BT

BR FE BFRE 3 &

EriEE Eig, WNE

L5 YL

LOAEL 6 mg/kg

B 5 AN

BR FE B RE 3 &

EriEas m%, Ehg NE, FFiE

i Jv bk

NOAEL 5 mg/kg

LOAEL 10 mg/kg

B 5 R AR

BR FE A 52 &

EriEas B Mm%

i Jv bk

NOAEL 12.5 mg/kg

LOAEL 50 mg/kg

B 5 R AN

g 25 A ] 13 &

ERIfEER B

Betamethasone:

i RS

LOAEL 0.05 %

B E R R RS i

iR & A 10 - 30 d

ErEER NTER RER BR

2 AR

LOAEL 0.05 %

B E R R RS i

A% 55 o ] 8 &

ErlEER g iR

2 TIR

LOAEL 0.1 %

B 5 R RS i

AR 55 R ] 8 &

ErIliEER g AR
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Re27—8o—t EIMSD /A

Gentamicin / Betamethasone Formulation

&S METH: BERE: AIEIZRET A 2025/04/14
12.0 2025/06/17 434593-00027 #EERLE: 2016/01,/06
i DN
LOAEL :0.05 mg/ke
B 5 ©#0O
A% 55 B ] : 28d
EriERE C %, BER, BT

BIERYILO= L

i D Iv bk

NOAEL : >= 100 mg/kg
B 5 R D BBHRAATEEE
BR FE A 12 8

EDTA =3 ~ U AZKF1:

i DI vk

NOAEL . 500 mg/kg

BEZH®K D BRAFIAATEGE

A% 55 o R 13 &

i DIy b

LOAEL . 0.03 mg/l

BEZ®K D RAELCA/S R N/E)
A% 55 o R 48

Ak . OECD HERAHA K542 412
RAAEEN

FIFRARTRERERRICE DR Y DETEAHL,
AEITHT 5 REBEEHER

B4

Gentamicin:

A RAATEIGE D EpiEEs B

BErligds: NE
FEIR: HFELY, HFEL, #HEE HIRY, R

Betamethasone:
®A D EpiERS BT
R & i DOEAR: RAR, OBRE, FIEM
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RET-Z¥—F €3 MSD /) e

Gentamicin / Betamethasone Formulation

hR&E= HWETH: BHEES ATERETH: 2025/04/14
12.0 2025/06/17 434593-00027 #EYERH: 2016/01/06

12. BBZEFEH

SEEH
7% 0
RYITFLY HYa—j)L RFFL—F:
AEH : LG50 (Leuciscus idus (a4 ®—7E)): > 10,000 mg/|
BREERFRE: 96 h
A% DIN (FA Y IEREHK) 38412
MEYIZHT HEMH : EC10 (/N2 7' 7):> 10,000 mg/|
MREREERT: 16 h
Gentamicin:
SOVIEOKEESHSY © EC50 (Daphnia magna (A =< )): 86 mg/|
IZxtd 5&MH RREERFRE: 48 h

7% OECD EHERA A K54 202

LC50 (Americamysis (ZA YA I X)) 30 mg/l
IREERFME: 96 h
Bk 7 IEAMEEAR

BEKEEYICHTDHEM ¢ ECS50 (Pseudokirchneriella subcapitata (#%%)): 10 ug/|
MEERRER: 72 h
A% OECD FHERHA K54 > 201

RARESEERE (Pseudokirchneriel la subcapitata (k%) ):
1.5 ug/l

IRERFME: 72 h

A% OECD FHER A A K541 > 201

EC50 (Anabaena flos-aquae (L 7/ /N9 FVYTF) )47 ug/l
IERERFME: 72 h
7% OECD HERAA K54 > 201

RRESEERE (Anabaena flos—aquae (7 / /N9 T1)
7)) 1.6 ug/l

MREERFR: 72 h

7% OECD HE&E A A K54 > 201

M-275%—(KERREEE 100

B (R )

M-270%— (KERREE 1

tt RH (8% )

MEDITHT = . EC50:288.7 mg/|
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RET—ZV—k €3 MSD /) e

Gentamicin / Betamethasone Formulation

&S METH: BERE: BIEIERETA: 2025/04/14
12.0 2025/06/17 434593-00027 #E{ER B : 2016/01/06
RREERFR: 3 h

HERS A T IR
75i%: OECD EAERA A K54 209

Betamethasone:
SOVIEDKEESHEY © EC50 (Americamysis (FAYHITR)): > 50 mg/l
IZxtd 5&MH RREREERT: 96 h

B KEEWIZRT BEM ¢ EC50 (Pseudokirchneriella subcapitata ($&%)):> 34 mg/|
MREREERT: 72 h
Fi%: OECD HERA A K54 > 201
[ BAHRERRECSTI2EMHEL

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

MREREERT: 72 h

7% OECD HEEAHA FS 4 > 201

% AHRERRECESTIEMHEL

AEM (BESH) © RAREFERE (Pimephales promelas (7 7Y kAy I/
r7)): 0.052 mg/|
MRERRFR: 32 d
A% OECD HE&HA K54 > 210

RAEEZERE Oryzias latipes (F1AS5)):0.07 peg/l
BREERFR: 219 d
A%k OECD HERHA K51 > 229

SOVOEQKEEBEDY 0 SXEZERE Daphnia magna (A 20)): 8 mg/l
[Zxt9 5F M (BIEFH) BREERER: 21 d

7% OECD EHERAA R34 2 211

N-2704— (KEREFE : 1,000

%t RE (B )

BIERYILaZD L

aEN : LG50 (Pimephales promelas (77w kAw KX/ )):0.28

mg/ |
REERRER: 96 h

SOVOKEDOKEERHSY - EC50 (Daphnia magna (474 =< 3)):0.0056 mg/|
[Zxt9 5F M BREREFE: 48 h

B KEEMIZHT HEMN © ErC50 (Chlorella pyrenoidosa (¥ ALS - EalL /A K
)):0.09 mg/|
BREERFRET: 72 h
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RET-H¥—F €3 MSD /) e

Gentamicin / Betamethasone Formulation

hR&E= HWETH: BHEES ATERETH: 2025/04/14
12.0 2025/06/17 434593-00027 #EYERH: 2016/01/06

W-2744%— (k&EmEREE - 100

% EH (B )

AEM (I8MEEN) © RREFZERE (Pimephales promelas (77 v kAY I/
2)):0.032 mg/|
MREREERT: 34 d

EDTA =3 kY o LK

aE : LG50 (Lepomis macrochirus (ZJL—F)L) ):> 100 mg/|
BREERFRE: 96 h
% BT MEI /O T—2ITEDL

s
<

SOVAKEOKEESHEY © EC50 (Daphnia magna (A4 32> 3)): 140 mg/|
[Zxt9 5% BREERFR: 48 h
A& DIN (KA VI ERE) 38412

B KEEWIZRT BEM ¢ ErC50 (Pseudokirchneriel la subcapitata (#&3)): > 100
mg/ |
IREERFE: 72 h
7% OECD HEEAHA FS 4 > 201
HE BT smEIEON-T—2IZE DL

EC10 (Pseudokirchneriella subcapitata (%%%)):> 1 mg/|
IREERFE: 72 h

A% OECD FHERH A K54 > 201

HE BT smEIEON-T—2IZE DL

SOVIEQKEESHEY . RARXEEZERE Daphnia magna (A 2> 0)): 25 mg/|

[Cx9 HF M (BHEEH) BREERFE: 21 d
WMEDITHT HEM : EC10 (GEMESEIE): > 500 mg/|

RRERRERE: 30 min
#i%: OECD HERAH A FS54 > 209

RE - o
D%
RYTFLY FYya—)L AFFL—F:
SR L R SRk,
Eo82: > 70 %
MR 10 d
7i%: OECD HE&RAH A F>4 > 302B
Gentamicin:
||$6J‘ﬁ’¢”|‘$ R AENHEARE
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REF—5y— b

€3 MSD /) e

Gentamicin / Betamethasone Formulation

&S WETB:
12.0 2025/06/17

BERE:
434593-00027

BIEIRETH: 2025/04/14
#EYERH: 2016/01/06

BIERYILO= L
£ R

EDTA =3 ~ U9 AZKF:
EoRE

Gentamicin:

n-#A%9 %/ —IL/KDERE

(log 1)

Betamethasone:

n-A49 %) —)L/ KHERIZRE

(log 1)

BIER VY )La=D A
EREEN

n-#4%2 %/ —IL/KDEREY

(log &)

EDTA =5 k) 9 LZKFI¥:
EREENE

n-#4%9% /7 —IL/ KSEREY

(log &)

+ it OBEY
F—H1L

HfE: 100 %
BRI AR 28 d
7% OECD SRE&HA K54 > 314

R ZoRKE.
75i%: OECD FHERA A K54 > 301D
EE: BT SMEI /LT —2I2E DL

HER: ZOMETEAEL,

£ 2%

PRFERFME: 28 d

7i%: OECD EABRA A K54 > 301D

log Pow: < -2

log Pow: 2. 11

#&: Lepomis macrochirus (JJL—F)L)
£ YiEfEREF (BCF) : < 500
HE BT smEarFonf-T—42I12&ED<

log Pow: 1.692
e

#&: Lepomis macrochirus (FJL—X)L)
£ ¥EHEEF (BCF) : < 500
BE BT smEarFonf-T—2I12&ED<

log Pow: -4.3
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Re27—8o—t EIMSD /A

Gentamicin / Betamethasone Formulation

RES WA BEES: ATEIZRET B 2025/04/14
12.0 2025/06/17 434593-00027 HEERE: 2016/01/06
TV UE~NDRER
JERZH
thoFERE
F—aiL

13. EELOEE

BEEAE
ERBEZEY DM BBEOBRHICHNLST S
BEEYMETKABH L TREESEL,
FREBRRVOBE D EORBE. VA VIFERFREEOEHIZ, BRIZR(TT=

REEMUERXEICRTT 5.
FICHREANEMES, RERRELTRET S,

14, WELDOIERE

(] PR 5
R b i (UNRTDG)
EEZE S (UN number) : UN 3082
[EE#X 4 (Proper shipping :  ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID, N.O.S.
name)
(Gentamicin, Benzalkonium chloride)
EE 5 %8 (Class) 9
A E8E# (Packing group) 0
Z X)L (Labels) 9
RIGAEM® DB

finZ2 i (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)
(Gentamicin, Benzalkonium chloride)
E:E 548 (Class) 9
B4R (Packing group) o111
Z X)L (Labels) :  Miscellaneous
WatE~ (EYH) (Pack- : 964
ing instruction (cargo air-
craft))
WHaER (REW) (Pack- @ 964
ing instruction (passenger
aircraft))
RIEAEH .
L &% (IMDG-Code)
EEZES (UN number) : UN 3082

EE#% 4 (Proper shipping : ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID, N.O.S.
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Re27—8o—t EIMSD /A

Gentamicin / Betamethasone Formulation

&S METH: BERE: AIEIZRET A 2025/04/14
12.0 2025/06/17 434593-00027 #EERLE: 2016/01,/06
name) (Gentamicin, Benzalkonium chloride)

E:E 5 %8 (Class) 9

BB/ R (Packing group) : 111

S AL (Labels) 9

EmS 32— K (EmS Code) : F-ASF

BESEWE GRA - Y ¢ BH

(Marine pollutant)

MARPOL 73/78 It/RE I U IBC a— FIZ& B EoB/AME SN LB EME (B - EZH)
s S KBORMIZITIEZS,

E R
EnHEDEEF L. HE 15 238 T 5,
B DRERE

CCICREEIN TV IMES L. FBROBMETDIHT, KRET -2 — FORTRHE S
NBEESICRBEN-MBEORFEDOAHCEINTVET, EEFHEE. ZEFE. N\vir—oH%
A4 XEMBAOMBORADEEICLY, EEEINDAREELAHYFET,

RERGIREERHES DM

15. ERZES

BEEAR
HRBAE
fEfRY. EERBRYICEZS LB,

= 22
S EH AL

23 5

FILFIL (C=12~16) (R2UTUJL) (UAFIL) FUEZDL 184
nig

2, 2", 2", 2" = (A=, 2= 268
0) mEEOF ) HLE

FEREEER

BEENRILShIFED

[

BEDHAIZRITHREREY

JEER Y

RS L fadt ARME

[

ZRRHEOBO oL FYER (BIFLEHER)
JEERY
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RET—RI—F
€I MSD [ rune
Gentamicin / Betamethasone Formulation
RES WETA: BEERS BiIEIZRETA: 2025/04/14
12.0 2025/06/17 434593-00027 #EERLA: 2016/01/06

EERMEORO oh-tFHME (FRELHIEFHE)
e

AMETENTRELRMRVEEY

JEER

BAMEERTIRELRVRVEEY

e

REEEELCEYE (FEBRES/ERAIE 594 &0 2)
JEER Y

RARENE (FBRE/MERAE ST ED2)
JEERY

RELCEMEEETFHRA

JEELY

S B FRIRRAI

JEELY

L7 LIPS TFIHRE

JEELY

ARBEHIPESFRRA

JEELY

FEBREMEZETS - ARE— (EEWY
JEELY

=R URIMEREEE

JEELY

LY EHHBRERREE

JEELY

BEHRARRZE

JEELY

REEFEGRE

JEELY

iR 2%

ERAE 2, IEXBRYMERIKRE 1 AEEYE
ek

FEATHRAISE 194 KERMERIRE 11 TOMDOEEY
BEERERVBLHKEOHLICEYT 5i%E

(35 FEAEIE D BEREMEICEZE LGN
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Re27—8o—t EIMSD /A

Gentamicin / Betamethasone Formulation

&S HETH: BIBEE: HIEETH: 2025/04/14
12.0 2025/06/17 434593-00027 PE{ERA: 2016/01/06
EETEpeS D BEELEYME
FREE B U MR S ER ik
FRERBEHERN (@ - 8BAK)
JEE% Y
HEREMBAERE @E - @A)
JEE% Y
EEVONBRUERICEAT 5%1E
EXREY
COEBORAIZDONTEEA IRV M) —~DEEEIHFR -
AICS DAE
DSL N
IECSC N
16. ZOHho1EHHR
5| B 3Rk . B#EMIT—42. BEAE DS I’ I F—4 . O0ECD eChem
R—2ILE L UVERMEEMER http://echa. europa. eu/D1&
RIER

LEIN—D 3 UM EBSNHBRAXE T 2 KR TRIART SN TVET,

Bito+r—<v k . #/B/H
FTOHDBEEDE X

ACGIH © ¥E, ACGIHFRREE (TLV)
ACGIH / TWA © 8 HEME. EREMNET

ALIC - A—R FSUTDIELFERA AU MY NIT - TS5 OIVEREEHES; ASTM - K
EMHHRGS, b - (KE; OR - BH M, TRFRME. £ESENHLESNLHME: DIN -
FAYRRHARELE, DSL - ERYMEYR b (AF4%): Ex - FED XORGERIFT EER
bNDRE, Elx - FED XWDORIEZRIFTEEZONDERFEE, InS - BRAKOR 722
—JL; ENCS - (LT EDEEFLEME R b ErCx - FED XWDRIEERIZFTEEZ ONDRK
f&E ERG - BRSO FEIE; GHS - HFRFAMI AT L GLP - HEREkHESE. [ARC - EF
NATZE. [ATA - EEMZEERHS, IBC - BRIEFROESBEEEXZD-HOMMOIEE
BRUEREICET 5 ERRAI 1050 - 50%fEEFRE [CA0 - EFRRMMZERE: 1ECSC - hEIR
FlLEMELR MG - ERELEKRMAE, IN0 - ERESEHE, ISHL - SBRE/EE
(BF): IS0 - EFRZR#EEHE. KECI - REBIFLFEYMERE: LC0 - 50%BILRE LD50 -
50%E5tE (FHEILE)  MARPOL - MfIC & B FRDMILEDI=HDERRERI: n.o.s. - I
MBNATEN TS LD ZERS: Neh - FUREI NOAEC - |MEZTMHZERE, NOWEL -
BASTMZE LA NOER - BEEHLZERMES, NN - A2 a0xX5[A NTP - RKEE
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Re27—8o—t EIMSD /A

Gentamicin / Betamethasone Formulation

hR&E= HWETA: BEES BIEIRETH: 2025/04/14

12.0

2025/06/17 434593-00027 #EYERH: 2016/01/06

REMETOT I L NZloC - Za—o—F > MMEEWE RN, O0ECD - #FFIH HBAFME, OPPTS
- LEHMEREN - AFWHLLE; PBT - #ORMENE - £HRERENE - HEEWEHE) © PICCS - 7
1 VELEMEA AR )= (OSARR - (EEH) HEEMAEE, REACH - LFEYEDF
. ETMfi. R WH I UEEHE (REACH) [ZBS¥ H#RAI (EC) No 1907/2006: SADT - B ChnZE5 A2
mE; SDS - RE&T—4L— bk TECI - 2 A IZEEFEDILEMED A VRV M TCSI - &iEfE
FMEA R M) —; TDG - fEIRYEE, TSCA - HEMERSE CKE); UN - E&: UNRTDG
- BFESERYEEES. WPB - FEEICHISRRVIERICESERE. WIS - EXEEKRE
EUEVERHR AT L

ZORET—HI—F LT TSDS) &ULVS) TR I DFERLUT TREHRL L0V 3) (X, AEHE
BEFRICHENT, BHOZEDOME. BFHR. RESDLETERTHLLHHLEZLDTT,
AERIE. ERORELGEREKEL., FH. LB, RE. X, RERVRHICETIHI IR E
LTOAMERINTEY.,. WHELIRIEXIEIKREREELTEOTEDY LA KIERIL.
SDS DEEZEICREINTVAHESN-HAICEITZ2EL0THY .. YRAHULAMOHG EHEAE
HET, RFTOERABTHERAINDIGE. AXDICERASBEWVRY .. IG5 A 0ATEEHE
NHYET, FEROFERABRALICEVTIE, AERRVHRZIEZEAT 58I, FAES
MORBRBEFIZEFTI2AUBOFENLTMZSOHT, FRAERUNDERT 25 ETOHENIKR
2B TR BOImFL. FH. VB, RTREICOWNT, HERBELET,

JP /7 JA
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