ReF—2U—F A

Gentamicin / Betamethasone Ointment i ORGANON
Formulation

RES ®ETA: BIEEE BIEIRETA: 2023/09/30

10.0 2024/04,/06 1841314-00016 MEER B 2017/07/19

1. E#RRUEHIER

LR DET . Gentamicin / Betamethasone Ointment Formulation

#HicE DRt EH. FARUEEES

HBBOSHET : Organon & Co.
X7 30 Hudson Street, 33nd floor
Jersey City, New Jersey, U.S.A 07302
ERES © +1-551-430-6000
BFA—ILTFLR . EHSSTEWARD@or ganon. com
RAREREEES © +1-215-631-6999
AR iRk R UE A L O #I R
HEERE EFEH
{F AL DHIR JEEZH

2. EIRAEEOEN

{250 GHS 2%

AhEEM : X5 1B

BERMRESRZETE (REE<C © B9 1 (RTER RER HR, B, LE 8T
=)

KERBEREN B8 (2 D R52

%)

KEREREN RY (18 S-S

%)

GHS SRIILER

BRRXIED VR : % %|
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ReF—2U—F A

Gentamicin / Betamethasone Ointment i ORGANON
Formulation
RES wETH: BEES: BIEIRETA: 2023/09/30
10.0 2024/04/06 1841314-00016 #EERLE: 2017/07/19
ERAEEEER : H360D RIRANDEZEDE Fh,
H372 REAIChH =5, RIIREREBICLSEST WKNTER &
E%R A, MWIR Mm% 3T 0OEE,
HA01 JKAE£EWI- =1,
HA10 REAMEGE RIS E IZ K » TKEEMIZIER I8 ULVEE,
FEES

ek

P201 ERATICEIKERBAEZAF T H &,

P202 £ THREFTEFHAHEEIT HZETMYHEbLEN &,
P260 3 CAE HA/ AL/ ER/ ATL—FRALL
ll\: t o

P264 Btk WMRISEEHE K CHES 2 &,

P270 COEL R ZFERAT AL TIT, SREXIFEELZ LGN

&
P23 IREBE~ADREE#ITH &,

P280 {REF R MREKR RERE FEREEAT I L,

EREE:

P308 + P33 XK BRIFIIKBEDBRENAHHIEE : EEIDZE
SEREETERITSH

P31 R ZREINT B &,

RreE

P405 s L TIRET B &,

B3

P501 I, BHREARBIN-VEHRICEET S &,

GHS FEIEE L E LM DERB S
HEREL,

3. MERUHSHE#

LEME - BEYMDORX A . RRY

5

=4 CAS BB S EHE (% w/w) BN REE
B

RrkOZ42 4 8009-03-8 94.8

IND T 4 Vil 8012-95-1 5

Gentamicin 1403-66-3 0.1

Betamethasone 378-44-9 0.064
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fé;—‘_a :/_ F Apllhlin
Gentamicin / Betamethasone Ointment i ORGANON
Formulation

RES ®ETA: BIEEE BIEIRETA: 2023/09/30

10.0 2024/04,/06 1841314-00016 MEER B 2017/07/19

4, HFRBEE

—fRET F/NA4 R

RALF-BE

RIBIZfHELIGE

RBICA-=5&

RAAATIIHE

AMEREVERMEERDOR

HERGHIREIR
WREEZY 2EDRE

EEICH T DHFFRTTERE ¢

EHDBZERL. [IOVTCIBNEERELICEENLEZ
2T,

ERARSICBE, FLEREAHDGEEE. EMDOETRE
215,

RLAATEZIHE . FIRGTERDERABSHT 5.
ERLEZRITS,

EMLEBE, BELICKBZRTALSEDKTHEVRYT .
BERLERBRE S VHZR <.

ERLEZRITS,

BEROANICKERZRE D

HEFERT HEIICTERICHKS,

FHHEE L LT, KTIREZESET 5,

RFAH Y BRI 2EBICIERKETEREZIT 5,
RAAATZIGE . BEBICHEMEZL,

ERLEZRITS,

KTAZELLCTT

BRERADEZEDOEEN,

REICH=5. REREFLEBICKLDBHOES,
HAMAERFBELDREITEREEZHLL. HESATULSEK
EREZEATLHIE. BREOTFRENH DSBS, HESD
BYGEAREEZSREOCE (BERE8E5E) .
XEHBREBSURMEREZER TS &,

5 KKFFDIEE

B 75 K F

2 TIEAE DR LVHKH
HHEORIKRAEN

HERBERIEY
BHDHEKAE

HRETSEBEDORE

KIEE

fit 7 JLa—)LEH k|

bRz (C02)

3K H A F

MREGTL,
RIEERYD~DBRBIIBEICEZRIZTEELH D,

RFRERILY)

RISORR & BDIREICIE C THUGERKFERZRS,
RAHDBRHZERENT =DIZKEEEZET 5,
ZETHNIERBEI VT FERKEEI ST
KMo RESEDH &,
KKBFIZIE, B RFEERT 5,
REEZFERAT B,

6. RMUFFDIEE
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ReF—2U—F A

Gentamicin / Betamethasone Ointment i ORGANON
Formulation

RES ®ETA: BIEEE BIEIRETA: 2023/09/30

10.0 2024/04,/06 1841314-00016 MEER B 2017/07/19

AMRIZHT B EIRFEH, RE @ REEZEAT L.
BRUVERSREE REEWMYZLDT KN R JEB T %2518 . AARE
BOHRFHEICEN EE8Z5H) ,

REICNYT HEEEE D REAOBHEZERTS L
REEHALTHL, BAPIENZELEDH D,
BRINEHRFKEREL. 89T 5.
RMHEAE L CERTELZMEEE, HABBKIERT 5.

HLRAORVRIEDAERY @ ZENEDE., BT EINEBRETRIVERY ., BYLESS
WAt 1B L. BET S,
AESEZHE., BEITDHECE. SHMAFEAARSLIVEDR
BlIc>THIBT S &, TORBICFERSINHMEIZDOWN
THLRBETHD, EORANBRINEINEHERT ILEN
Hbd,
ASDSNEE 13ELVI5I2HNT., ABABRKRELUVE®D
ERHORESHY

1. BREVERUVRELOIE

kLN

HfiTea xR XK ERLRUVREREDEDRFEKESHE,

BFFEER, £/KBRK T AEBRENTELAVESIE. BRIKREEZFEAL T
AW

REWKTEEIE D REORRICATFEL,
MLA, B, AR, TR, ZBRBLLLFERTL—%2RAL
BN E,
BRARAFELZLY,
AR&DiEfMEEIT S,
BIEWVRIEREZLCES 2 &,
BISBREREDHKRICEDE, EEXEHOFHERLUREHED
EITHEICHODERYES &
BREFRALTECIE,
COHREFRATHEEIC, KEXIIREEZ LGNNI L,
FNOEREMEHILEL, BE~AOKEER/NMRIZCTELS5E
295,

i =] 8¢ o ER{EH

BAEXE D BEOERPICIEEMEADIEI EOTREENH DHBEIE.
EEBROBELIZTA ISV VI VRTLAE LU RS2V Y
J—%#REBLTLESL,
FAPIIRBRUBEEZZIET S,
BREINE-KRISBFERT IANCEKET S L,
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ReF—2U—F A

Gentamicin / Betamethasone Ointment i ORGANON
Formulation
RES METH: BEES BiEIZRETA: 2023/09/30
10.0 2024/04/06 1841314-00016 AEAERLE: 2017/07/19
27NV TADNRALGARL—23VICE, To2=F0
v hO—), BYLEAGESRE, EHOLRRLES & U5
EBREFIE. EXFAER. EXERLEERFIOFERADL
Ea—%8CRELAHYET,
B®rE
REGRESEH DB SANILDDOVWEREICANRTE S,
HEELTRET S L,
BELONMYED S,
BZEDREIZHK >TRET 5,
RN IEE D ORDBEZFFEEEVNSOL LIZTEE LA
AL F
RELRFRDEMH D BIGUOME HMRAGL,
8. < EBHLRUVRERE

ERBRRICETIHSARBRR/FFRRE

W5 CASES |5 (BB | EERE/ BEE | MR
) | R
RhES42 L4 8009-03-8 OEL-M (= X 3 mg/m’ BAREXELE
k) 28 (FER
)

HMER: BONAME, 18] FE MIHLTESAELS
LY TEHMETHS. COBRICHESINIMER, BEEH

TSN+ REIENAH S.
TWA (| AR 5 mg/m° ACGIH
)
INT T 4 Vil 8012-95-1 OEL-M (= X 3 mg/m* BAEEE4E
k) ¥ (B8R
)

HMER: BONAME, 18] FE FMIHLTESAELS
HEHTEHIMETHS. COBRICHESINLIMER, EFH

BN D+RIGEEAHD.
WA (AR | 5 mg/m’ ACGIH
&)
Gentamicin 1403-66-3 TWA 0.1 mg/m3 (OEB AR
2)
FFHTER: 0T0
Betamethasone 378-44-9 | TWA | 1 ug/m3 (OEB 4) | M&R
AR RS
| HEERYHIE [ 10 ug/100 cm* [ FIEB
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RETF—HL— b A
Gentamicin / Betamethasone Ointment = ORGANON

Formulation

&S WETH: REES.
10.0 2024/04/06 1841314-00016

BTEIZETH: 2023/09/30
#EYERL A 2017/07/19

5% fif et 2R D BETONMFHSLVBEETELLIY 7 ADEEYDOBET %
BH<CSAT, BEYOBERICEYZINFIEMALEL LY E
3 W, V90— RTLMSORS|, BlEarvTFEYE
LEFTIEDNDTEDLV—ADEE Ay K, R TESH
W&,
BE. REERLIVREZRET S, 2007V
JEBIFHRBHREICLYERSIN, WP ERIICRVERES
BZBENHYET,
[REI. FABKETIERYFEHLENTLESLY,
/) a—XT7AaER VAT LMMIGIREMEFERALEY .
RER
ML FARER BULEBRFAHEKEBNFIRATELRMES. i#@@<ﬁ&1
THRHA FSA4 o OEEANDIE BN REINIZBEIL.
WIFEREEZFEALEL £S5,

TJA4NE—84T
FORER

HE

T
ROFER

RERVEHEDORER

WHFRAEAERESAOES 1T

GELRESES

FREZETCERIAEERLELL S,

Y4 Fo—IL RFERERBEDL LIEZT—IILEEFERT 5,
FEREL L IIHEERICEROZVMRE, S X+, T 70Y
W ENRET HEEE. BULRI—VILEERT 5.
MLA, SR, HLLLEFI7OVILICENEESL SIS
AL HBBERIE. FJ—AL—ILFEL LLIZFDEHID
L7z —RBOTOTFIavEFRALELLS,
A=-T7A—LH LLEEBREAI—FEFHALEL LS,
MEREABHLAEWVESIZ, EESNDIFZIRVICEIE, (K
FBEOH— AU brEEBMLTERALELLS . RU—T
Lyy, T7R>, RFR. FIMETR—YRLE) .
FBRINF-AREMD HIKRER CIEEILEY L AETIT-
TLFEEELY,

9. MEMETLFHEE

PIRAR AR 0E

& TR L
R TR L
RhoLEs0EDE T—R%GL
AR BE R TR L




ReF—2U—F A

Gentamicin / Betamethasone Ointment i ORGANON
Formulation

RES ®ETA: BIEEE BIEIRETA: 2023/09/30

10.0 2024/04,/06 1841314-00016 MEER B 2017/07/19

BRAXINBERARVBEER @ T—24L
AIATE (B, =UE) D BIRDEREE LTHBESIA TGN
AIATE (G&RIK) D T—5%L

BRETRARVERLRE AIARR
BREGEDOLR /AIRER @ T—47%L

&

BREEEOTR/AIATR @ T—2%L

&
51K = : —&27TL
SRR 2 —327TL
pH TR
ERRERE D T—AREL
BRFARE D F=anL
FE

BE (BR1EER) T AEL
R

KiEt L T—REL
A%/ =L/ KSBRER - T—47%4L
(log fE)
AL T—57%L
BERV/ XIFHEAZE

LLE T—4%L

wE D T—8%L
Xt HREE L TAEL
R DOJRIERM
ER L4 DO RERERIEEMEL LTEIPESALZN,
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ReF—2U—F A

Gentamicin / Betamethasone Ointment i ORGANON
Formulation
RES ®ETA: BIEEE BIEIRETA: 2023/09/30
10.0 2024/04,/06 1841314-00016 MEER B 2017/07/19
DFE D T—ARIL
T4
HFHA X D T—AkL

10. REMRUFREHE

RIS D R E LTIEREI AL,
LR EM D BEDORETERE.
BERAEE RIGAIREME D ORBROVBERIERIGTEIELR DD,
BT EREEH DORRAEL,
RERYE D ERMEH
BIRAEELDRERY D BRAELSBERMIEM SN TN,
1. EEHE8H
AR D H LS RERBOER © KISHEH
EE
IRICA-T-1B&
SNEH
FATTRELIBRICE DR YDETERLY,
B4
RrhOS 3 L
ansEd (&n) : D50 (S5 k): > 5,000 mg/ke
7% OECD HERH A FS 4 > 401
HE: BT manrodonk-7—4212&E£D<
aMEE (BR) : D50 (5w k): > 2,000 mg/kg

7% OECD HBRAA K54 > 402

TERAA Db COYMEFLFEEMIZEDKRESHEITE
LY,

#E BLUTYELSFELONT—2IZEDIL

NS T 4 U

SME%E #EN0) : LD50 (5 k):> 5,000 mg/ke

SMEEE BR) © LD50 (2#4F): > 2,000 mg/ke
TERAV M COMBFLITEEMIZHORESHITE
LY,
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ié;—‘_a :/_ F Apuhlic
Gentamicin / Betamethasone Ointment i ORGANON
Formulation
RES ®ETA: BEEKE: BIEIRETA: 2023/09/30
10.0 2024/04,/06 1841314-00016 MEER B 2017/07/19
1|
Gentamicin:

2EHEE B0

asEE (RA)

NS (Z0MmOREER)

Betamethasone:
2EE (##Oo)

2EEE (RA)

REREL /Rt

LD50 (5w k): 8,000 - 10,000 mg/kg

LD50 (=™ R): 10, 000 mg/ke

LC50 (5w F): > 0.2 mg/|

RREERERE: 4 h

RERIRE MLA/ZX b

H&: CORAETHEHIETIXEREINTLVELY,

LD50 (5« k): 67 - 96 mg/ke
5K RN

LD50 (5« k): 371 - 384 mg/ke
BRERZK AN

LDLo (HJL): 30 mg/kg
B 5 RER: FIRMA

LD50 (5w k): > 5,000 mg/kg
LD50 (v R): > 4,500 mg/kg

LC50 (T v k): 0.4 mg/l
BREERFME: 4 h

FIRARRELERICEDCRY DETELRL,

5%
RbATE L
[
ik
fER
=

NS4V
&
fER

S

OECD FHBRA A K51 > 404

RERIE G L

BT MENGHONI-T—RIZEDL

A e
RERIHGZL
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ReF—2U—F A

Gentamicin / Betamethasone Ointment i ORGANON
Formulation
RES WETA: BBEE BIEIRETA: 2023/09/30
10.0 2024/04,/06 1841314-00016 #EERLE: 2017/07/19
Gentamicin:
(Ed LR
SR . BEORERIE
Betamethasone:
(Ed AR
SR . BEORERIE

RIZHY 2 ERTREGERRIBE
FIRARIRELERICEDCRY DETELL,

B5:

RhkOF42 LA

(] L HYX

faR C BRA~ORIEEG L

Ak : OECD :E&HA K> 4 > 405

iE5 D AT AYELLELONf-T—RIZE DL

NSIT4 UM

(= S

fER © BR~ADQFEAEL
Gentamicin:

(= S

fER D BEORRE
Betamethasone:

|E L S

fER . BR~OFEAEL
A VE A AR A f T

RERESE
FIATRETERICE DR YNFETERLY,

PR SR A1

FIFATARE R IEHRICE DK R Y DETELLY,
B4

RrOS4% LA

| B LR . Ea—3—ik
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ReF—2U—F A

Gentamicin / Betamethasone Ointment " ORGANON
Formulation
&S ETA: BBEES. BTERET A 2023/09/30
10.0 2024/04/06 1841314-00016 #EYERKBR: 2017/07/19
REDTRK D IS
2 D EILEYH
R DR
a5 LT AMmEIMNMSBLONET—RIZE DL
Gentamicin:
||&= L F—AaKL
Betamethasone:
REOIRK L BR
2 D EILEYH
R D BULREMYE
HTEMRERRM
FIATRE T ERICE DR YNFETERLY,
B%:
RbAZ3 L
in vitro TOEEEM © O ERA A Tiin vitro 2BAEERER
R e
EE BT HPELIEONET—2IZEDL
in vivo TOEEEMN D HREA 4 T I B ARMBR/MEELER (in vivo MIREEMER
E®)
B.YvIR
BE R BBREREST
7% OECD HERHA FS 4 > 474
R fE
BE: BT spanroEont=-7—42C&ED<
Gentamicin:
in vitro TOEESME : HE&A A T in vitro BE B ECFEERE
R fE
SRERZ A 7 in vitro ZEBEKEERER
&8 AR
in vivo TOEGEM D B2 A T MIAEMMRMER/NMRELER (in vivo MEREEER
E®)
B YR
5 R 550k ES
R fE
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ReF—2U—F A

Gentamicin / Betamethasone Ointment i ORGANON
Formulation
RES wETH: BEES: BIEIRETA: 2023/09/30
10.0 2024,/04/06 1841314-00016 #EERLE: 2017/07/19
|
Betamethasone:
in vitro TOE:E=MN D REBRAA T MEYMERANSEIREARETEAE (AMES)
R 2
RERZ A 7 in vitro IHILEMMREEF LT ERER
R 2
HER A A T in vitro Z2BAKEEHE
R B
in vivo TOEEEHE D REBRA A4 T HEEYHRMBK/MEZERER (in vivo HIRAEMR
ER)
TR
REEK: £0
ER NEARE
SEMREERRME - 7R A BUAAECEBEHREARAETERE L THET S EETER
vk A
EHRAE
FIFAETRE A ERICE DR Y DETEAHLY,
0%
W= EFN
iE S RN
BREZIK D MARAATESE
iR & B D 2%
fER Do
Gentamicin:
"%ﬁ&ﬁ-TtX}yb . F—AKL
HESEY
BEADEZEDS TN,
%0
RrASH L
ERICK T HEE D O HRERA A T A/ REEERY ) —= U T HER
Eovbk
BERE: ShAAATIBE
R EH
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ReF—2U—F A

Gentamicin / Betamethasone Ointment i ORGANON

Formulation

&S WETH: REES. BIEIZET A: 2023/09/30
10.0 2024/04/06 1841314-00016 MEYERHE: 2017/07/19

HE BT MEMTONT—RIZEDL

REDRBE~DEE . HEBA4A T ZRMELURRERE
B oy bk
BRI REEAM
R et
BE BUTIYWEILEONET—2IZEDL

Gentamicin:
FRICR T HEE D REBRA 4 T i REEEEER
B Sv bk
S FES: NOAEL: 20 mg/kg AE
R BEELCEEERIIRE I G-

REODRE~DEE . HREBAA T ZRMNELURRERE
FE ¥
FAEZE M NOAEL: 3.6 mg/kg 1AE
R E - REEMEEELD,

HEEa 4 T ZREMNBLURRHEE
B ovhk

BE&ZR: R

FAEZEM: LOAEL: 75 mg/keg AE
R E - RIREN,

HEA4 T BN L UBRRER
B.YvIR

BRI EERA

FAE M LOAEL: 10 mg/kg AE

R BREE, , FRIEIBOHOALEN T,

HER44 T 2B L UHRRER

B ovhk

BERE BERN

FAE =M LOAEL: 50 mg/kg fAE

R BREE, , FRIEIBOHOALE,N T,

HEEM-TERAAVE D AEOEZHREICEILIREENDEZEDHABEERIENH

27,

Betamethasone:
BIEORE~NDTE D E oYX
BRERK AN
FEEM: LOAEL: 0. 05 mg/kg AE
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ié;—‘_a :/_ F Apllhlic
Gentamicin / Betamethasone Ointment i ORGANON
Formulation

RES ®ETA: BEEKE: BIEIRETA: 2023/09/30

10.0 2024/04,/06 1841314-00016 MEER B 2017/07/19

FERMESESTE (HEIETCR)

EEEHE-T7EAAD S

HR: KBRASE.  FRLHIRHOoNT=,

B oyhk

BE5EEK KT

FAEEM: LOAEL: 0. 42 mg/kg AE
R FENBOLNT-,

B YOR

BER® BHRA

FAEFEM: LOAEL: 1 mg/kg AE
R FENBOLNT-,

BYRRICLDERBADEZENAEICH D,

FIFARRELGRRICEDCRY HFETELL,

FERMEBSE (REFICR)

RHICH=5. RERERFICLHEFE RTEAX RER BA KR 0LE 8T OESF.

%

Gentamicin:

ERI TR
TERAA b

Betamethasone:

ERI TR
TERAA b

RiEEESEH
%

NrAF4a L

2
NOAEL
&5 %%
R & B

NS4V

2
LOAEL
bR i

Bhg, WNE
REICH=5. REREFLEBICKLDBHOES,

TEA, RER BHA, WK & BT
R#ICH=5. REREFLEBICKLIBHROES,

v bk
, 000 mg/kg
RAATESE

U‘I\“

™ g%

H
-3

Sy bk, AR
161 mg/kg
RAIAAT-IHE

14/ 25



ReF—2U—F A

Gentamicin / Betamethasone Ointment " ORGANON
Formulation
&S }ETH: BEES: BIEIZRET A: 2023/09/30
10.0 2024/04/06 1841314-00016 #MEERA: 2017/07/19

| EEEEh : 90 Days

Gentamicin:

2 N

LOAEL - 3 mg/kg

BREZR 1S

R 2= A 12 »R8

ed:alEs . B

JiE K o IERt, FRILGE

2 YL

LOAEL : 50 mg/kg

BREZR KRBT

PR EE B 38

ed:alEs . Big WNE

[ 1%

LOAEL . 6 mg/kg

BREZR TS

A 5 B . 38

(LA Mk, Big WE, FiE

& DIk

NOAEL : 5 mg/kg

LOAEL : 10 mg/kg

BREZR D BN

A 5 B . 52 @

edal e D BiEg mi%g

& D Swk

NOAEL : 12.5 mg/kg

LOAEL . 50 mg/kg

BREZREK D BN

AR E R 13 A

(LA D B

Betamethasone:

2 A

LOAEL : 0.05%

BREZR D HIEREM

i 3AliEd | :10-30d

rER S DONTER RER A

|l L Sy bk
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ReF—2U—F A

Gentamicin / Betamethasone Ointment i ORGANON
Formulation
RES wETH: BEES: BIEIRETA: 2023/09/30
10.0 2024,/04/06 1841314-00016 #EERLE: 2017/07/19

LOAFL - 0.05 %

REZR D HEEM

IR ERR 8 B

ed:alEs )L

& DY R

LOAFL © 0.1 %

BREZI% D RIS

AT . 88

ed:alEs )L

& N

LOAEL ©0.05 mg/ke

BREZI% C 80O

AT . 28 d

edal e DMk, MR, EBIE

BAAEEN

FIFAETRE A ERICE DR Y DETEAHLY,

5%

INT T 4 VH:
":@%Eit@ﬁﬁ%@xﬁmeét%ﬁwﬁ@ﬁ&é:aﬁﬂenruéoitmsxu;
LEEIEEDRBREZELDIDTHIERGEIHITRIEESEL,

AEITH T 5 REAEER
B%:
Gentamicin:
A IAATZIHE D ENESS BiE
EZEWiEsR: RE
JEIK: HFELY, HFEL, HEE HIEY, BRRMHES
Betamethasone:
Rk A D EMES BIE
RS fEfi COEK: ROR, OBRE RIEM
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RET—HFV—F

Gentamicin / Betamethasone Ointment

Formulation

&S
10.0

METH:
2024/04/06

REES.
1841314-00016

Apuhlic

-5 ORGANON

BTEIZETH: 2023/09/30
#EYERL A 2017/07/19

12.

X9 HEME

X9 BFME (BIEEN)

NS4V
y: k-

IZxtd 5&EMH

SUVIAFEQKEETHEY ¢

B KEEYICHT HEN

SOVOFEQKEERHEY

SOVIAFEQKEERHSY ¢

B KEEMIIHT HENE

LL50 (Pimephales promelas (Z 7w kAw FX/)):> 100
mg/ |

RREERER: 96 h

WERME : KIEE S

A% OECD HER A A K54 > 203

BE EUT2MELIELONET—2IZE DL

EC50 (Daphnia magna (F# X< >3)):> 10,000 mg/|
RREERERE: 48 h

BERME: KIEE 5

HE FELTmEIRBONIT—2IZE DL

NOEL #EEZ£EE (&) (Pseudokirchneriella subcapitata
(#%:%)): >= 100 mg/|

RREERFRE: 72 h

BERE: KIEE 5

7#i%: OECD #HE&H A K541 > 201

wHE: LT IMEI/ON-T—RIZEDL

BRAESZEREE (Daphnia magna (X4 =2 >3)): 10 mg/l
RREERFR: 21 d
WHERME : KIEE S

#E: BUT MEL TN -T—2IZHEDIL

LL50 (Scophthalmus maximus (% —Av k)):> 100 mg/|
RREERFRE: 96 h

WERYE: KEE S

& BT smELIEONET—FIZE DL

ELSO (P AILFT7 - b (WS XRXRBAA4T7 58 ):> 100
mg/ |

RREERFRE: 48 h

WERY A KIEE S

fmE BT 2mELIE/ONET—FIZE DL

EL50 (Skeletonema costatum (R L br< - 3 X&R k7
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ReF—2U—F A

Gentamicin / Betamethasone Ointment " ORGANON
Formulation
&S }ETH: BEES: BIEIZRET A: 2023/09/30
10.0 2024/04/06 1841314-00016 #EYERKBR: 2017/07/19
£3)):> 100 mg/|
MREERER: 72 h
WERME : KBS
HEZ: BT spannrodont-7—422&ED<
NOELR (Skeletonema costatum GE¥IEE) ):> 1 mg/l
MREEREME: 72 h
WHERME : KIEE S
BZ AT 2mEMBLON-T—2IZE DL
Gentamicin:
SOVAEOKEELSHEY © EC50 (Daphnia magha (A4 3> 2)): 86 mg/|
129 55 RREERER: 48 h

7% OECD EABRA A K51 > 202

LC50 (Americamysis (7 A1) A= X)): 30 mg/l
BREERFE: 96 h
ik 7 IESUSHRR

SRR KEEMICH T HFME ¢ EC50 (Pseudokirchneriella subcapitata (#E)): 10 ug/|
RREEEERE: 72 h
7#i%: OECD #HE&H A K54 > 201

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

RREERER: 72 h

7#i%: OECD HERH A K54 > 201

EC50 (Anabaena flos-aquae (7 / /NI T UT) )47 ug/l
BRI 72 h
7% OECD EE&AH A K54 > 201

RAEZLEREE (Anabaena flos-aquae (7 / /N9 T1)
7)) 1.6 ug/l

RREERFRE: 72 h

7% OECD HER A1 K54 > 201

M-2704—(k&EREFEE : 100
% EE (R )
M-270 48— (KEREEE 1
" RE (M) )
MEMICXT DEMN . EC50:288.7 mg/|
RREERFRE: 3 h
SRERAR A 7 FEOR N
A% OECD SRER A A K54 > 209
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ReF—2U—F A

X9 HEME

BEL (Ig1ESE)

X9 BFME (BIEEN)

-0 79 4%— (KERERE
tt &RE (1815 )

REM - S8R
%

RbOS 3 L
£

Gentamicin:
| E¥

SOVAFEOKEERHEY ¢

B KEEYICHT HEMN

SOVOFEQKEERHEY ¢

Gentamicin / Betamethasone Ointment i ORGANON
Formulation
RES ®ETA: BIEEE BIEIRETA: 2023/09/30
10.0 2024/04,/06 1841314-00016 MEER B 2017/07/19
1|
Betamethasone:

EC50 (Americamysis (7 A1) A= X)):> 50 mg/l
BRFERFRA: 96 h

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

A% OECD SRER A A K54 > 201

% BARERFEICH T EMHEL

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

BREERFR: 72 h

7% OECD RERA A K54 > 201

75 BREERFECS TLIEHEL

RAREFZERE (Pimephales promelas (77 vy kAw K3/
2)): 0. 052 mg/|

RREERFR: 32 d

#i%: OECD HEEHA K54 > 210

RAEFZERE (Oryzias latipes (1A F4)):0.07 ug/l
IREERERE: 219 d
7#i%: OECD HE&H A K54 > 229

RAESZERE (Daphnia magna (XA 32 >0)): 8 mg/l
RREERFR: 21 d
A% OECD HERH A K54 > 211

1,000

BR ZoBETIEALL,

0 31 %

RREERER: 28 d

7i%: OECD RE&H A K54 > 301F

BE BUTIPEILEONET—2IZEDL

HR: 2RI FERE
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ReF—H8— Are
Gentamicin / Betamethasone Ointment i ORGANON
Formulation
&S HETH: BBES: BTERET A 2023/09/30
10.0 2024/04/06 1841314-00016 #EYERKBR: 2017/07/19
E£508E: 100 %
IREERER: 28 d
7% OECD RERH A K541 > 314
SHhEREYE
By
INT T4 VR
N~ %2/ —IL/ KD ECRE : log Pow:> 4
(log 1) wE E
Gentamicin:
|n—7J‘7 R/ —)L/KSECREL © log Pow: < -2
(log 1)
Betamethasone:
n-#449%/—IL/KDEHRE : log Pow: 2. 11
(log {E)
TEFOBEIYE
T—R%L
FIVE~DEEH
JEZY
thnEELE
T—27EL
13. BELDZEE
BEHE
BRREEY A BRAOBRFIZREWNLDT B,
BREME T RKAHEH L TIEG AL,
EERBRUVAE ZOERIE. VA IONLFERIIEREDHIZ, B[ ZIT1=
FEEMPVIBEEICRTT S,
BICEEENEWNES., REARELTEET S,
14. EXLEDZEE
E R
fE _E#:% (UNRTDG)

EEZES (UN number)
EE# %4 (Proper shipping

UN 3077
ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID, N.O.S.
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ReF—2U—F A

Gentamicin / Betamethasone Ointment i ORGANON
Formulation
RES WETH: BEHES: AIEIZRETB: 2023/09/30
10.0 2024/04/06 1841314-00016 WEERE: 2017/07/19

name)

(betamethasone, Gentamicin)

EE 5 %8 (Class) 9

2R (Packing group) b

Z~)L (Labels) D9

RIEAEH D&

finZe %X (IATA-DGR)

UN/ID #%E (UN/ID number) : UN 3077

E&E#% 4 (Proper shipping : Environmentally hazardous substance, solid, n.o.s.

name)

(betamethasone, Gentamicin)

EE 5 $8 (Class) 9

R (Packing group) b

)L (Labels) . Miscellaneous

watEr (BEYH) (Pack- : 956

ing instruction (cargo air-

craft))

WaER® (REH) (Pack- @ 956

ing instruction (passenger

aircraft))

REREM .

7 L #;% (IMDG-Code)

E:EZES (UN number) : UN 3077

[E&E%i% 4 (Proper shipping : ENVIRONMENTALLY HAZARDOUS SUBSTANGE, SOLID, N.O.S.

name) (betamethasone, Gentamicin)

EE 5 %8 (Class) ©9

B4R (Packing group) b

S AL (Labels) 9

EmS 33— K (EmS Code) . F-A S-F

BIEEEYE %% - ERL) 0 ZE

(Marine pollutant)

MARPOL 73/78 MIEE Il RV IBC a—FIZK I oBAMESIN S EEYHE (Y - EEZL)
R EINIKREDORRICIEIEZY,

Bl PR il
EoREDERGIX. BB 15258 I 5.
R DORERE

CCICRBEATLDWES . BROBMETORLOHT, KRET—2 2 — FOFRTHRH S
NEESICHBESN-HHOBEOAITEDIVTVET, WMEIEIE. KEFE, Xvr—oH%
A4 XEMBEOMBDORAUDEEICLY ., EESIDAREMLHYETS,

RERLRHERHES CIM
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ReF—2U—F A

Gentamicin / Betamethasone Ointment i ORGANON

Formulation

&S WETA: EEES: BIEIZET A: 2023/09/30
10.0 2024/04/06 1841314-00016 MEYERHE: 2017/07/19

15, BRZES

B AR

HRhE

ek, EEMBRYICEZA LA,

E&&

BELEVE. ERECFVE. BEFMIEEVEICKILEL,
FBERE/LEE

HREFENBRLESIIAED

L

BEDHAZZITHENEHED

L

EREEHLESARYME

JEER

ERFREDEH oh-LEWE (RELEVEHE)
JEER

ZEEREORBH oh-LEWE (HFHREHEFEHER)
JEER

BAREZBENTREBRVRVEEY
EE ST ED 2 (BITHRARE 9

x4 BHE (%) Bz

RTASF L >=90 - <=100 2026 £ 4 A1 BLARR
$ii i >0-<10 -

BAMNEERTIRECRVRVEEY
BHEOT & (HBITRE 18 %)

3 BE

RTOZ48 L4 2026 £ 4 A 1 BUARR
/8 -

BRABMDE (HERSEERBESTIED2)
B

FECFMERETHRA
EH

sarhE PRI
JEER
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REF—5y— b

Gentamicin / Betamethasone Ointment
Formulation

Apuhlic

-5 ORGANON

&S WETA: EEES: BIEIZET A: 2023/09/30
2024/04/06 1841314-00016 MEYERHE: 2017/07/19

10.0

7 ILEILthhEFRIRA

JEELY

ARBEIPEF A

JERRY

FERE/MEERTS - WRE— (BEW)
JERRY

SR URIMEFE

JERRY

LM EEHIREEERE

JEELY

BEEHRARRE

JEELY

V& 3510803

JERL Y

R L%

fEHRAIE 2, 3 KAERYMERIRE 1. FEUEYE
22 %

FEATIRAISE 194 KEBRMERAIRE 1 TOMDOEEY
WEFLEERVBLEXEORILICET 51

(X5 B A HhE : EHAMEIZILZY L
EETE PR D EEEEYE

BRI R U [ ¥ ZEEN i

FREMBHERA EH - @A)

JEEL Y

WEMERBAERY @H - @A)

JEZY

BEEVONEBR VERICET 5%1E

EEREY
COHBOBESIZDODVWTEELS RV ) —~DEEEITHER :
AICS > N

DSL ORE

IECSC ORE
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ReF—2U—F A

Gentamicin / Betamethasone Ointment i ORGANON
Formulation

RES ®ETA: BIEEE BIEIRETA: 2023/09/30

10.0 2024/04,/06 1841314-00016 MEER B 2017/07/19

16. ZOHOER

ASS [CEVNWTHBZREREZDBHMRYEDRENMERTOERIL. EXHMETHIEEE
BHEY

5| A3k o BT —4. EMESDS [CE D F—4., O0ECD eChem
R—R2IILE I VERMIEEYMER http://echa. europa. eu/ D&
RIER

LRIN—Da U o EBSN-EHBRFAXETE 2 AR THRARTINATHET,

BiI74+—<wv b+ . #/R/H

FTDDIREED £

ACGIH © XE., ACGIHPRFBEIME (TLV)

BAEEZFEFRS GFRE | BAEX(GERS HBREEZOHE -1 tEYVEOHBTEE
)

ACGIH / TWA o 8 EifE. BEREMETY

BAEEXFGERS (FRE | HBREE

&) /OEL-M

AlIC - A—R FSUTOIELEERA ARV LY WNT - TS OIILEREEME], ASTM - X
EMEAEGS, bw - (AE, OMR - BHUH. TERME. £EEHELHDI LN DHE. DIN -
A VRKIGEEE, DSL - EAMEY R L (BhF4); ECx - FED XWORIGFERIFT EEX
HNDEE: ELx - FED XOREERIZTEEZONDZAREE, EnS - BEABORT D
—J)L; ENCS - {tBEZDBFILEME YR+ ErCx - FED XWORGERIZFT EEZONDR
K%, ERG - BERIEDFF|E; GHS - HEFAFMS A 7L GLP - HEREHEFRER, [ARC - EF
NATHEHES: TATA - EEMEEEHES; IBC - BRILEZDESEEZED-ODMMDOIEE
RUREICET 2EFHEA, 1650 - 50%fEEFRE, ICA0 - EEERMZEREE, IECSC - HEIR
HitEHE 4L INDG - ERELERYIRIE, IN0 - EEBEME; ISHL - $BRLEEE
(BX); 1S0 - EFEZ{eHE; KECI - BEEFILEMESL K, LC50 - 50%HIERE LD50 -
50%EEE (FHEEE) ; MARPOL - MAAICK BB L DIFIED=HDEMESEF: n.o.s. - i
MEBNHETRINTWSEDZERRC; Neh - FUEA] NOAEC - EEEHZERE, NOWLEL -
EEEMRELANJ,; NOER - EFEMZEAR/EIE, NOM - A F T aaRA NP - XEE
KEETOT 5L NloC - —a—S—5 > F{EEmE SR, OECD - #2:F1% HEas#4iE, OPPTS
- tE2MELREM - AFHILR, PBT - 8o MM - £AEREM - A5 (WE)  PICCS - 7
A DEVIEEMEAS R M) —; (QSAR - (EEM) #:E&EEMEHE: REACH - {LEHEDE
$%. FTME. 32 W KUEE (REACH) (CBEd9 53#RAI (EC) No 1907/2006; SADT - B hNES fig
B, SIS - BeT—4 L — |, TECI - A IZBREFEOEEMEDA A2 Y ; TCSI - &1
EMEA R M) —; TDG - EEYEE; TSCA - BEWMERFIE CRE); UN - E3&E; UNRTDG
- B ESEERYEEES. VPVB - ERICHIEBRUVIESICEHEEME, WHNIS - EXBRERE
EUMEFER AT L
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ReF—2U—F A

Gentamicin / Betamethasone Ointment i ORGANON
Formulation

RES ®ETA: BIEEE BIEIRETA: 2023/09/30

10.0 2024/04,/06 1841314-00016 MEER B 2017/07/19

CORET—RI—FUUAT TSDS) &0V3) TRIMT HFMUT TRFEH &0V D)K. FEH
BERICENT., BHOKEOHNH. FHR. RMESDLETERTHASEHHLEZLDTY,
AIEHIE. HEOREGEEKL., FH. LE, RE, #E. EERVCRRICETLIHI TR E
LTOAERSNTEY . WHARSREIERIIAERIEEZLTHLOTEHY A KRIEHRIE.
SDS DEREFIZREINTVAIRESNHAICETIELDOTHY . ARAHUGAMORA EBAT
HET. RETORARTERASNSHEE. AXRITERNGEWVERY . BRICEE S AETEESE
AHYES, ABEBOFERAFSMICEV TR, FERRVHERZEZTEZERY 55812, FRES
MORRERICEITEIAEGOBYZTMZEH T, FRESLDERT 5HETOREDNRKER
[LHTHARHEBOEKEL, FA. LB, RUOREIZOWT, EEBEWVLEY,

JP/JA
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