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EEHDAR Gentamicin / Betamethasone Cream Formulation
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Organon & Co.

30 Hudson Street, 33nd floor
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Gentamicin / Betamethasone Cream Formulation i ORGANON

RES ETA: BEHES BIERETH: 2019/09/13
5.0 2020/03/23 1832935-00008 #EER R 2017/07/13
-
IIIIL.\ = % ié*\j%:

P201 ERAATICERIRERBAZEZAF T H &,

P202 £ THREFTEFHFAHEEIHZFETMYHEbIENI &,
P260 3 CAE HA/ AL /ER/ RATL—FRALL
L\:&O

P264 BiRLVEIIREF XS 2 &,

P210 COE R ZFEATHLEZIC, SREXIFEEZ LA

&
P273 IRIE~ADRHZERTBH Z &,

P280 {REF R MREKR RERE FEAEZEAT I L,

EREE:

P308 + P33 XK BEXRIFIFK BENBENAHI5E : EAIDZE
SEFEETERITSH &

P391 R ZEIRT B &,

®rE:

P405 fEsE L TIRET B &,

B

P501 NEY., BREARBINE-NEHRICEET L&,

GHS I Y LB WMbDERAESE
HEREL,

3. MERUHSER

EFME - ESHORH . BEY

5%}

E#8 CAS &S SHE (b w/w) BHRATREE

&S

XbESE2 A 8009-03-8 >=10-<20

NS T4 Vi 8012-95-1 >=1-<10

T hF1ECI6-18 7)LO—)L 68439-49-6 >=1-<2.5

-7 n0-3-AF)ILT7x/—)b 59-50-7 >=0.1-<0.25 3-900

|Gentamicin 1403-66-3 >=0.1-<0.25

[Betamethasone 378-44-9 >=0.025-<0.1

4. HRIEE

— MR T RNA R D BBOBEL. [SNTChEBNEZFELICEENDSEE
ZIlT5,
ERDREICIBE., FLEARMAHIEEIT. EMDIETRE
ZT5.

WA LTI=5E DRVDRAATESE ., FIBTEIDBERABET 5.
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R EE = RERS:

1832935-00008

BETR: BIEIZXET H: 2019/09/13

5.0 2020/03/23

#EER A 2017/07/13

REIZHELIGE

RIZCA-1=-15&

RARATEBE

BMERRVCEREERDR

HEELTRHIRER
WREEZY 2EDRE

ERELEEZ(T5,

EBEMML-5E. ELICREZRITALZEDKTEVLR
BERLEKRRE L UHER <,

ERNEEXZ(T 5,

BEADRICKERERS

HEBERT BRICTERITES.

FIHEBE L LT, KTRE®RSET S,

RN H Y BT BRI EREETEREZIT5,
BRAAATEEES. BEB(CHEMAELEL,

EBRNEZXZ(T 5,

AKTeOELLTIT,

BRERADEBEEDE TN,

RHlchH=5. RIIREBEIECBIZLZEHRDESE,
HHBARERIELDREITEEFILL., HEINTULSR
EREFERTHE, BEOWENENHZHEIE. BB 8D
WYL EANREEEZSEBOZ L (BB 8 238MH) ,

EMICH T AFANEEREE ¢ XFREBLIUHEREZERITHI &,
5. NKRDIEE
B 75 H K F KIEFE

> TIXGE DR LVH KA
BHEORKRAEM

HERERIEY

it 7 L3 — L sE ke

ZBitxZFk (C02)

2R H KA

MR L,
RRIEKERAELTEREICHEDZELH D,
BRIRERM~NDBEBIIBEICELZRIITEENH D,

RERERILY)

BEDHXAE WGORN & BHQIREICIE C CAYGHKFREZRL S,
RAHDBREAAT H=DIZKEEET 5.
RETHNEREBEI VT HERKBEMI ST
Eﬁbbﬂﬂéﬁé Eo

HRZEITSEDRE KEBFIZIE, BIaXMRBEERT 5.
REEZHEAT D

6. IRHFDIEE
AKIZH T HEEER. RiE REEZHERAT 5.

BERUVRAREE

REICHYHEIEEHE

HLADORVHEDHERY

2

REQBMYFZVDOBE®. AAREEOHEREHEICH S,

BEAOKBIZBTRETHRTAIEE SN,
REFHEARLTHL, NP ENZFLED S,
FBRINTZREKEREL. BNT 5,
RENZELLERTELEWNMESIE., thABARKRIZERT 5,
CENBDE., BELEDINEBRBETRVERY ., BULES
IZBL. BET D,
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ABIEHRE., BETIECIE. EMAFEAEBLIUVENR
B> TIBTEZ &, TORBICERASAE=HMEIZDL
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H5.
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i E7{ A
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TREBMENTELRWNEEE. BAIREEFFRAL T
Sy,

REPXRRIZA AL,
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REDiEfMZERT 5,
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RNPCEEMEHILEL. BRE~AOBREZH/IMRIZCTSEL5F
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| &:i]
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Gentamicin / Betamethasone Cream Formulation i ORGANON

R Gt BEES. #iIEIET B: 2019/09/13
5.0 2020/03/23 1832935-00008 #EER A 2017/07/13
RbOSE L4 8009-03-8 OEL-M (= R 3 mg/m’ AAREERGE
M) 22 (HER
)

HMER: BEVALUNOREZEZERE LTHBRRENTSL
TWaHE. 1. EPAMSTBEORIXSER, ENVAME, [F1
Bl BRERMIHLTRAAULHD L TESIYMETHS. =
DEICHBINDIVEL, EFHRARIALD+DLENAHD.

TWA (&A= |5 mg/m’ ACGIH
&)
RS T 1 i 8012-95-1 OEL-M(ZR |3 mg/m’ AAEEEE
b o (HRR
)

HMER: BEVALUNDOREZEZERE LTHBRRENTSL
TWBHE. 11, RAAMNEORIXSE, ENAME 51
Bl FERIHLTESAELA DD EHTEDIMETHS.
DHEICHBINDIMEL, EFHRARILD+DLENAHD.

WA (IR AGE 5 mg/m’ ACGIH
)
Gentamicin 1403-66-3 TWA 0.1 mg/m3 (OEB RER
2)
Betamethasone 378-44-9 TWA 1 pg/m3 (OEB 4) RER
EHIMIER: RS
| HEmYHER | 10 pyg/100 cm* [ AED
ER R 2R BETONHBSLVEETELVIY 7TADEEYORE*
(¢S5 AT, BEVOEEBICEYAGINGEHEMNABEELE LY E
T W, yA—XLRTLMSDEKS], ko> T KUY
LBEFTIEDTEDV—IMNEE>IAY K, BRTE5H
W &),
BE. REERLIVREZRET S, 2T00=T1Y Y
TEBIRBRETICKYERSIN, WP BEICHVERESA
LSWHENHYET,
[REI. FABKETIERYFEHLENTLEZE,
Ha—XTAaERARAFLMIGIEHEFERALET,
REA
iRk FAGRER BULBMESEELFIATERWNMES., FIXIECETM
THEHA FSA4 o OHEENDIELELAREIN-EEIX, FFE
WREREZFERALELL D,
TA4NE—34T MAFREAEMASADESEZIAT
FOREER
®E MEMREFR
BE FRECETERITSHIEERFLEL LS,
IRD{REER YA RO—=ILEDDODWEREATRELLLIETI—YILEER

LEL&LS,
EEREL LIIFFRICROSVKE, S XM, 70V
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W ENSIERI SNDIGE. EULI—JILEBFERLEL
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MLA. SR+, H LI 7OYVILICEAEES LSS
AR HBHBEEE. TJ2—RAL— LR LLIEZFDEID
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RERUVEADRER D AT —LELIEERERI—FEFEALELL S,

MEAEABHLEVWKSIC, EESINBI2RVICEDE, K
FBOH— AU rEEBMLTERALELLS B, RU—T
Ly, T7RY, EFR, FLNMETR—YHE) ,
FBRIN-AREM D HHKRIRER CIHEILEY R AETIT-

TLESEL,
9. MEHRTILFEHEE
IR IR RE D OU—L4
& TR EL
R D T—48%L
RLoLEWVEDE L TALL
bR R E D T—R7GL

BRAXINBRRVHEGEE © 74740
PRGENE (BlfR. =K) D BIRDEREE LTHBESIA TGN
AIATE (&RIK) o T—8%L

BRETRARVERLRE AIARR
IREGEDO LR /AR ERE © T—274L

BEGEOTR/AIATRIE @ T—424L

5l R ©>933°¢C
SRARE F—g1L
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ERRERE L T—AR%EL
BRARMNEE D T—R7GL
FhE
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Gentamicin / Betamethasone Cream Formulation i ORGANON
RES WETH: BEEXE: BIEIZRETA: 2019/09/13
5.0 2020/03/23 1832935-00008 HEVERE: 2017/07/13

4S8 =L KNEREH - T—4HL

(log {iE)

AT . T—AkL

ZERV/ XIFIERNZE

thE F—Ha1HL

B F—a#HL

B HREE . T—AnkL

RS . IEiEE

B D OARSIEEMEMEME L LTIESEINAEL,

NFE DT EEL

T4

HFHA R L F—atkL
10. REERUVRIEHE

R L REHRKRE LTIEREINAL,

LR ESE D BEOIRETIIRE,

RREE RS T EEN D RRRTEREBREREMEMRRT LMD S,

BOEBILEIE RIET D2 ENH D,

BB =& D HRAL,

RAREIEME D OBRERE

BIREE LD HRERY D BREELBERYITIR SN TV,
1. EEHREER

AEEMED HEHRERBOER © FHIEEM
EE
RICA-T-1B&

2Es

FIRTTREERICE DR Y DETEAHL,

5%

RrAT 32 L

amEE (Ba) : D50 (5w k): > 5,000 mg/ke

7% OECD EHBRA A K51 > 401
#E BLUTPELSFLOAT—2IZEIL
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RE= WETH: BEES: AIEETH: 2019/09/13
5.0 2020/03/23 1832935-00008 #EER A 2017/07/13
=2EEE BR) : LD50 (T k):> 2,000 mg/ke

7% OECD EHBRAA K54 > 402

TERAAD b COYVEFEFLFEEMIZEDORESHEITE
AN

wE: BT IMEM BT —RIZEDL

NS4 VH:

SME% #E0) : LD50 (5 v k):> 5,000 mg/kg

SMEET BR) : LD50 (4 F): > 2,000 mg/ke
TERAAV N COMEFLITEEYEIERHEORESHEILE
LY,

I k&+24EC16-18 7)La—)L:
2HsEE &0 © D50 (T k):> 2,000 mg/ke
wE: BT IME,MSBOALT—RITEDL

4-o00-3-AFI)LTx/—)L:

SHESEE #E0) D50 (=2 R): 600 mg/kg
AESE (RA) © LC50 (5w R):> 2.871 mg/l
RREERFRE: 4 h
HERRE MLA/SX b
s @R : LD50 (5 v k):> 5,000 mg/ke
Gentamicin:
2nET @O : LD50 (v F):8,000 - 10,000 mg/kg

LD50 (=2 X): 10,000 mg/kg

SMEE BA) © LC50 (T k):> 0.2 mg/l
RREERER: 4 h
HEBRRE MLA/IX b
EE CORETRAEERBRINTILEL,

2EENE (ZOMOREER) © LD50 (Z v k): 67 - 96 mg/ke
BEER: #IkN

LD50 (5 k): 371 - 384 mg/ke
BE5ZKR: HAN

LDLo (H/L): 30 mg/kg
B 5120 FAkA

Betamethasone:
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AsEt @0

asEt (kA

REREL /Rt

LD50 (5 k): > 5,000 mg/ke
LD50 (¥ R): > 4,500 mg/kg

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

FIFARRELGRRICEDCRY DT ELL,

%

RbAZ3 L
i
ab:
fER
g%

NT 74 VH:

A

OECD HEEHA FZ 41 > 404

RERIE L
BLTIMEMTON-T—RIZEDL

2 oYX

fER RIER#HG L

I ;X2 {EC16-18 7ZILa—IL:

& oYX

ik OECD HE&H A K54 > 404

fER RIERIH A L

= LT 2pEMISELONET—2IZEDL
4-00-3-AF)LTx/—):

& A=

ik OECD HE&H A K54 > 404

fER 1~4 B5fEiEMT S L BERBELAH D
Gentamicin:

(] AR

fER BEORBERIH

Betamethasone:

(Ed AR

fER BEDEERHK

RICx 9 5 EEGIREM/IBRI#E

FIRARRE L ERICEDCRY DETELRL,
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-5 ORGANON

RES HETH: BEHES miEETA: 2019/09/13
2020/03/23 1832935-00008 #EERLA: 2017/07/13
B4
RFASA L
(] AR
faR AR~DFIB A L
Ak OECD SHERH A K5 > 405
&5 T A2PELILBONT—2IZEDL

INT T4 VR
&
fER

2
FER
Ak
(CEe

2
#ER
Ak

Gentamicin:

2
#ER

Betamethasone:

2
#ER

O AR R AR 1 S (3 B2 I RS AR 1
RERET

Ik*4C16-18 7J)La—)L:

4-o00-3-AF)LTx/—)L:

e
BRA~NDRIFE L

A

RADRIFE L

OECD HRE&EHA FS 4 > 405
BLTIMEMTON-T—RIZEDL

A
RIS DA HERIZE
OECD FHB&H A K> > 405

Y
BEEDRRIH

Y
RANDRIFG L

FIATREAERICEDCRY AFETELL,

WO AR R R 1

FIRARRELGERICEDCRY DETELRL,

5
RbATE L
HERA A T
REEDIHEKL

2
RS

Ea—5—&
R &AL
EILEY F
R
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Gentamicin / Betamethasone Cream Formulation i ORGANON
= WETA: BHEEE BTEZ%ETE: 2019/09/13
5.0 2020/03/23 1832935-00008 HEVERE: 2017/07/13

|lis= BT 2MEISBLNETF—22HDL

T F¥4EC16-18 PILa—IL:

SHERg A S . Pa—35—

REDTIRE FR S i

& EILEY +

Hik OECD ERE&H A K54 > 406

$EER Yt

k= EUT 2ME,ISBLINETF—2I2R]TL

4-00-3-AFILITx/—J:

A1 T
ANk 3
2

TEAA

Gentamicin:

lias

Betamethasone:

CANES S
2
#ER

AR E R R

XA E—2a VR
B IS H fi
EILEY b

AEIDREIERNS FEEDBHIENFKIRET HraetE
(FEEMA D B o

R
ELEY b
BORFEMHEME

FIRARIRELERICEICRY DETELL,

B%:

RrhOS 3 L
in vitro TOEBEEM

in vivo TOEEEMN

Ihk*4C16-18 7)La—)L:
llin vitro ToiEizEY

RERA A 7 in vitro Z2BAERERKER
R fE
BE BT 2ELIEONE-T—2IZEDL

HERA 4 T WELEMRMBR/MZEKER (in vivo MRS
ER)

B eoR

BER: BN

Hi%: OECD HEEH A K54 > 474

R pa

BE BUTIYEIEONET—2IZE DL

HERY 1 T WAEM TRV S EIREALESER (AVES)

11/29



ReF—2U—F A

Gentamicin / Betamethasone Cream Formulation i ORGANON
RES WETH: BEEXE: BIEIZRETA: 2019/09/13
5.0 2020/03/23 1832935-00008 HEVERE: 2017/07/13

7% OECD HEBRAA K51 > 471
R e
wE: BT IMEM BT —RIZEDL

HERA A Toin vitro BELBYMELETFERAR
7% OECD EABRA A K51 > 476

R e

HE BT MEMTONT—RIZEDL

HERZ A T in vitro 2EKREEHR

7% OECD HBRAA K54 > 473

R

wE: BT IE,MSBOALT—RIZEDL

4-00-3-AFILITx/—IJ:

invitro TOEEEMN D HREBRAYA T MEMER WS ERREAZTERE (AMES)
R 2

Gentamicin:

in vitro TOEEEM COHERAA T in vitro BIAL BN ECFEESE
R 2
HRERR A T in vitro ZBAEERER
R TEAEE

in vivo TOEEEMN D HERA 4 T HELEYRMBK/MZERER (in vivo HifaE MR
E&)
BIOX
IRERIK: FRIREST
R 2

Betamethasone:

in vitro TOEEEEM D RERAYA T MEMERAWDEREATERL (AMES)
R 2
HERAR A T in vitro BEALBYMMARECTFEESER
R R
SHRERR A T in vitro ZBAEERER
R B

in vivo TOEEGSEMN D HERA A T EELEYSRMmMER/MZEER (in vivo MRS MR
E&)
B YvOR
BE&K 0
R TEARE
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Gentamicin / Betamethasone Cream Formulation i ORGANON
RES WETH: BEEXE: BIEIZRETA: 2019/09/13
5.0 2020/03/23 1832935-00008 HEVERE: 2017/07/13

“Eﬁé‘f‘ﬂlﬁﬂ%iﬁli -TERA D RSB ETERRERERRE L THET S LETER

vk LY,
HEHRAM
FIFERIREAERMICE DR Y D ETEAHL,
B%:
=N
[ Sy kb
BEZK D BRAHIAATEGE
IR SR 2%
fER BN
Gentamicin:
ENAE-TERAAD F . T—AiL
HESY
BRADEZEDEZT N,
A%
RhAS 32 L
RIC X 9 558 D HRERAA T A/ REEERY ) TRER
B Sv bk
BRERK: fRAHAALTBE
R 2
HE: BT smanrodonk-7—422&ED<
REDEBE~DEE D BB T ZRMNELUVBERS
B Svk
IRERIK: HISiEA
R 2k
HE: BT spmanrodontk-7—42C&ED<

I rF+21EC16-18 7JLa—)L:

FIRICH 3 558 D RERA A T i RAEEEEER

B ovhk

TSR RIS ER

R FE

& BT smELIEONE-T—FIZE DL
FREDRE~DEE D RERA A T iR AEEEEER

B Sy bk

B 5 R KIS ER

R E

wE BUTIVWEN/ONIT—FIZEDIL
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Gentamicin / Betamethasone Cream Formulation i ORGANON
RES WETH: BEEXE: BIEIZRETA: 2019/09/13
5.0 2020/03/23 1832935-00008 #HEERKA: 2017/07/13
1l
4-o00-3-AF)T7x/—I):
BERICKT T BB L RERA A T — RS ERER
Eovbk
BERE RAAATIEE
R EH
FRIRDHEENDHE L HERA A T AERE/REEMRY ) —= VSR
oy bk
BRI SRHAAVTESE
R 2
Gentamicin:
BERIC 3T S B 2 L REBAA T RS
oy bk

S HES: NOAEL: 20 mg/kg AE
R BEELCEEERIIRE I G-

REODRBE~DEE D HREBA4A T ZRNELURRERE
fE Oy x
FAZE M NOAEL: 3.6 mg/kg AE
R - REEMEEZL,

HERA4 T BN L UHRRER
B oy bk

BER%: EERA

FA =M LOAEL: 75 mg/kg AE
R IE - BRIREM.

HERAA T BN L UBRRER
B.YvOR

BERE BERN

FAE M LOAEL: 10 mg/kg AE

HER BREE, , FRIEIBOHOAEN T,

HER2A4 T BN L URREREE

B: v bk

BERE: EER

F4FE M LOAEL: 50 mg/kg A=E

R BREE, , FRIIBOHOALE,N T,

EREENE - TERAA D D ABOBEFHBREICLIRE~DELEDHIBHERIEHH
27,

Betamethasone:

BEOEE~DEE = By L

BREREE: HARN
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R EE =
5.0

REF—5y— b

Gentamicin / Betamethasone Cream Formulation

;ETH:
2020/03/23

Apuhlic

-5 ORGANON

RERS: AT[EZETB: 2019/09/13
1832935-00008 #EER A 2017/07/13

FERMESESTE (HEIETCR)

EEEHE-T7EAAD R

FAF M LOAEL: 0. 05 mg/kg KE
HR BRRESEME.,  FRARHLNT,

goyhk

BEZKR KT

FEF M LOAEL: 0. 42 mg/kg AE
BR FENBHLNT-,

B YOR

BER%: BHRA

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

BYRRICKDERBADEZENAEICH D,

FIFARREGRRICEDCRY HETELL,

A%

4-o00-3-AFI)LTx/—)L:

“Ttxiyb

FERMERELE (RESCR)

FRBFADRIFDEEN,

RHIcH=5. XERERFBICLHEF RTEAF RER BA KWK 0LE 8T OEE.

B%:

Gentamicin:

bl
TERAV

bl
TERAV

RiEERESEH
B

2
NOAEL
bR
R 55 i i

[l

Betamethasone:

RbOS 3 L

NS T 4 U

Blig, NE
RHIIH=5. RIREFISEBICLDEHBOES,

TEAK, ®RER #A, MR L& BF
RHIIH=5. RIREFISEBICLDBHFOES,

VA
000 mg/kg
AATESE

>4
5,
R
2 &

Ty bk, AR
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Gentamicin / Betamethasone Cream Formulation i ORGANON

RES ;ETH: BERES: BiEI&ETH: 2019/09/13
5.0 2020/03/23 1832935-00008 FEERA: 2017/07/13
LOAEL . 161 mg/kg
BRERZR® D BRFIRAATEGE
i 55 B 90 Days
I F¥21EC16-18 7ZJLa—IL:
2 R
NOAEL ;> 100 mg/kg
BEZK D BFAIAATEEE
|FZErR : 90 Days
ik : OECD :E&EHA K54 > 408
l-E3 D T AMEINSELONET—R2IZE DL
4-500-3-AFLITx/) =)
(- . Ivb
NOAEL . 200 mg/kg
LOAEL . 400 mg/kg
BREZR D BRARAATEGE
IR ERRE 28 Days
Gentamicin:
2 N
LOAEL : 3 mg/ke
BEZK D BN
B ErRE 12 ¥R
(R A . B
JiE K 1 s s
2 YL
LOAEL ;50 mg/kg
BEZ® KT
IRERRE 3
IZR 2 . Bl WE
2 YL
LOAEL : 6 mg/kg
BE5ZR C AR
IR ERRE 333
IZRO RS LMK, B RNE, R
[ D Zv bk
NOAEL : 5 mg/kg
LOAEL ;10 mg/kg
BE5ZR D BARN
3| ;52 @
IZRO 2R D B, miR
||z . Iw bk
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ReF—2U—F A

Gentamicin / Betamethasone Cream Formulation i ORGANON

RES ;ETH: BERES: BiEI&ETH: 2019/09/13
5.0 2020/03/23 1832935-00008 #EERLB: 2017/07/13
NOAEL . 12.5 mg/kg
LOAEL ;50 mg/kg
BEZR D BARN
3| 13 8
TERORE A D B
Betamethasone:
( S
LOAEL : 0.05 %
BREZR D RIEEA
IR E SR : 10-30d
(R A D RNTER RER A
(=3 D Jwvk
LOAEL : 0.05 %
BEZK D RIS
IR ERFRE 8
(R A D KRR
2 DONYTIR
LOAEL 0.1 9%
BEZK D RIS
IRERRE : 88
IZR 2 © HER
(i N
LOAEL :0.05 mg/kg
BREZR ©o#0a
IR ERERE . 28 d
IZR R DMk, KRR, BIE
RAAEEN
FIATRE T ERICE DR YNFETERLY,
B%:

INT T 4 Vi

COMBEFELITEEMIADRSITZEEEDRBERAHSENFMONTINS, F=(X, AIZE
ARSI EENBREZELDLDTHDIERLGEIHTFNIELE S,

AEKIZH T 5 REBEHER

%

Gentamicin:
A AATEBE D ErERS B

RfiEss: NE
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Gentamicin / Betamethasone Cream Formulation

Apuhlic

-5 ORGANON

[Txd HEM (BHEEN)

NS T4 VH:
aEMN

SUOVIAFEQKEERHY ¢

(s e aY=—3 3

L KEEYICHT HEN

SUOVIAFEQKEERHEY ¢

IRES WETH: BRES: AiIERETA: 2019/09/13
2020/03/23 1832935-00008 #E4ERKRA: 2017/07/13
FER: HFELY, HFEL, HEE HIRY, RRRMHE
Betamethasone:
A BEHEE: 8%
RIS FEK: FAR, BRE, R
RECERER
SREE
%)
RrAOF 3 A
As LL50 (Pimephales promelas (77w kAw KX/ 9)):> 100
mg/ |
BREERFR: 96 h
BERYE: KIEE S
7% OECD BRI A K54 > 203
&% BT IMEIBONT—FITEDL
SOVIAENKEELSHEY © ECS50 (Daphnia magna (A4 3> 3)):> 10,000 mg/|
[Zxt9 5 &M BREERFME: 48 h

WERYIE: KMEE S

BE BT IMEIL/ONT—FITE DL

NOEL #EZEEE (&) (Pseudokirchneriella subcapitata
(#%:%)): >= 100 mg/|

RREERFRE: 72 h

WERME: KMEE S

7#i%: OECD #HE&H A K54 > 201

& LT IMEI/ON-T—RIZE DL

RAEZEERE (Daphnia magna (A4 32>3)): 10 mg/|
MR 21 d

WERE : KIEE S

BE YT 2ELIEONET—2IZEDL

LL50 (Scophthalmus maximus (22— k)):> 1,028 mg/|
RREERFRE: 96 h

WERY A KIEE S

BE BT IME,IMTEONT—FIZE DL
EL50 (Acartia tonsa): > 3,193 mg/|

RREEHERE: 48 h

WERY A KIEE S
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ReF—2U—F A

Gentamicin / Betamethasone Cream Formulation i ORGANON

R EE = HWETH: RERS: AT[EZETB: 2019/09/13
5.0 2020/03/23 1832935-00008 #EER A 2017/07/13

HE BT MEMTONT—RIZEDL

S KEEWICHT HEM ¢ EL50 (Skeletonema costatum GE¥IEE) ):> 3,200 mg/|
BREERFRED: 72 h
WERME: KIEE 5
HE ELTmEIR/OoNT—2IZE DL

NOELR (Skeletonema costatum GE¥EEE) ): 993 mg/|
BREERFRA: 72 h

BERME: KIEE S

&% BT smEhBOoNfzT—2IZE DL

I ¥4 C16-18 7JLa—)L:
ks : LC50 (Leuciscus idus (T4 D—3&)):> 1 - 10 mg/|
BRFERFRA: 96 h

SOVAEOKEESHEY © EC50 (Daphnia magna (A4 32> 3)):> 100 mg/|
IZx9 HF M BEEERFRT: 48 h
BE EUT 2MELIEONET—2IZE DL

4~ 0ORA-3-AFILTx/—):
y:Eis : LC50 (Oncorhynchus mykiss (=Z<<X)): 917 ug/l
RREERER: 96 h

SOVOEOKEESHEY © EC50 (Daphnia magna (A 3> 3)): 1.5 mg/l
IZX9 H&FM BEEERFRT: 48 h
Hi%: OECD REEHA K54 > 202

IR KEEWICHT HEMSE © ErC50 (Chlorella pyrenoidosa (B LS - EalL /A4 K
)): 15 mg/|
RREERFRE: 72 h
A% OECD SRER A A K54 > 201

EC10 (Chlorella pyrenoidosa (Y AL S - EalL/ A KH)):
2.3 mg/|

RREERER: 72 h

#i%: OECD HEEH A K54 > 201

M-270 48— (KEREEE 1
% EH (B )

AEMN (IBMESH) D BRKESEERE (Oncorhynchus mykiss (=< X)):0.15
mg/ |

RFEAEAS: 28 d
7% OECD RE&RH A K541 > 204

SOVIEQKEREHEY © RAXEZERE (Daphnia magna (A4 3223)):0.32 mg/l
[T 9 BEMH (BHESY) BREERFRT: 21 d
A& OECD BRER A K54 > 211
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(s e aY=—3 3

OH

M-2724%— (KERER
tt = (1% )
M-2705— (KERREE
tt &H (815 )
WEMIHT HEM

Betamethasone:

(s e aY=—3 3

SEEE O KEEWICKT BEM -

TOVIFOKEEEHDY

B KEEMIIXT HENE

ié;—’_a :/_ F Apuhlic
Gentamicin / Betamethasone Cream Formulation i ORGANON
RES WETH: BEEXE: BIEIZRETA: 2019/09/13
2020/03/23 1832935-00008 HEVERE: 2017/07/13
MEYICxtE B EM EC50: 22. 86 mg/|
RREERFMS: 60 h
Gentamicin:
SOVAENKEELSHEY © EC50 (Daphnia magna (A4 3> 1)): 86 mg/|

RREERFRE: 48 h
7% OECD HE&RAHA FS 4 > 202

LC50 (Americamysis (7 A1) A= X)): 30 mg/l
BREERFE: 96 h
FiE T IRESUENER

EC50 (Pseudokirchneriella subcapitata (#k%)): 10 ug/|
BREERFR: 72 h

7% OECD RERA A K54 > 201

RANESERE (Pseudokirchneriel la subcapitata (%% ):
1.5 pg/l

BRERFE: 72 h

7% OECD FRERA A K54 > 201

EC50 (Anabaena flos-aquae (7 / /N0 T 1U7F) )47 ug/l
RREEEERE: 72 h
7#i%: OECD #HE&H A K541 > 201

AEZERE (Anabaena flos-aquae (7 / /N T 1)
7)) 1.6 ug/l

BREERFRE: 72 h

7% OECD RB&RA A K54 > 201

100
1

EC50: 288. 7 mg/|

RREERFRE: 3 h

RERAZ A4 7 FEOR N

A% OECD RER A K54 > 209

EC50 (Americamysis (7 A ')A R)):> 50 mg/l
RREERER: 96 h

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

7% OECD ERERA A K54 > 201

&% AHEERREICEITH2EHEL
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REF—5y— b

Gentamicin / Betamethasone Cream Formulation

Apuhlic

-5 ORGANON

IRES WETH: BEES: HIEZXETA: 2019/09/13
2020/03/23 1832935-00008 #EYERB: 2017/07/13
RAEZERE (Pseudokirchneriel la subcapitata (#%5%)):
34 mg/|
BREREME: 72 h
7% OECD HBRA A K54 > 201
&% BARERFEICHSTHEMEL
AEN (BHSY) RAELZEIRE Pimephales promelas (77 v bAy K3/

X9 BEME (BEEN)

-7 45— (KERREE
tt RE (8% )

4-00-3-AF)LITx/—):

aEN

[xd BF M

M-27045— (KERREE
tt EH (R )
BEMN (BHESM)

[Tx9 BEME (BEEN)

SOVOFEQKEERHSY ¢

SOVAFEQKEERHEY ¢

R KEEYICHT HEN

SOVIAFEQKEERHEY ¢

2)): 0. 052 mg/|
RREERER: 32 d
A% OECD RERH A K54 > 210

RAEZERE (Oryzias latipes (F1A%5)):0.07 pg/l
IREERFRE: 219 d
7% OECD E&EH A K54 > 229

RAEZLERE (Daphnia magna (XA =2>0)):8 mg/l
BREERFR: 21 d
7% OECD FRERA A K54 > 211

1,000

LG50 (Oncorhynchus mykiss (=< X)): 917 ug/l
BREERFAE: 96 h

EC50 (Daphnia magna (A4 =<>3)):1.5 mg/l
RREERFR: 48 h
#i%: OECD SRERHA K54 > 202

ErC50 (Chlorella pyrenoidosa (¥ AL S - EalL /A K
)): 15 mg/|

BRERFME: 72 h

7% OECD FHBRA A K54 > 201

EC10 (Chlorel la pyrenoidosa (¥ AL S - EalL/ A KH)):
2.3 mg/l

RREERERI: 72 h

#i%: OECD HEEH A K54 > 201

1

BRAESZEEE (Oncorhynchus mykiss (=< X)):0.15
mg/ |

BREERFME: 28 d

7% OECD FRE&RA A K54 > 204

RAEZERE (Daphnia magna (A =2 >3)):0.32 mg/|
BREERFR: 21 d
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Gentamicin / Betamethasone Cream Formulation

RE= WETH:
5.0 2020/03/23

‘ :i Public

-5 ORGANON

RERS: AT[EZETB: 2019/09/13
1832935-00008 #EER A 2017/07/13

WMEMICT HEN

Gentamicin:

X9 &M

M-2705— (KERREE
tt EH (21 )
M-2705— (KERREE
tt RE (8% )
WEMHT HEM

REM - S8R
B

RbOS 3 L
£ RM

SOVaAEOKEESHEY

B KEEYICHT HEM

75k OECD HRERAA K54 > 211

EC50: 22. 86 mg/|
BREERFE: 60 h

EC50 (Daphnia magna (F# X< >1)): 86 mg/l
RREERER: 48 h
A% OECD SRER A A K54 > 202

LC50 (Americamysis (7 A1) A= X)): 30 mg/l
BREERFE: 96 h
Bk 7 I ESUSRR

EC50 (Pseudokirchneriella subcapitata (#%)): 10 ug/l
RREERER: 72 h
7Ai%: OECD HE&H A K541 > 201

KESERE (Pseudokirchneriel la subcapitata (#3%)):
1.5 ug/l

BREEEFRE: 72 h

7% OECD EE&H A K54 > 201

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

BRAESZEEE (Anabaena flos-aquae (L 7/ /N9 T 1)
7)) 1.6 ug/l

BREERFRE: 72 h

7% OECD EE&H A K54 > 201

100
1

EC50: 288. 7 mg/|

RREERFRE: 3 h

SHERAR A T FEOR N

A% OECD ER S A K54 > 209

R OB TEAL,
R 31 %

22/ 29
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Gentamicin / Betamethasone Cream Formulation i ORGANON

R EE = HWETH: RERS: AT[EZETB: 2019/09/13
5.0 2020/03/23 1832935-00008 #EER A 2017/07/13

BREERFME: 28 d
7% OECD EXBRA 4 K51 > 301F
B BT SPEM T ONT—RITESL

NS T4 ViH:
oMY L R Z0HEN,
R 82 %
MREERFR: 24 d
7% OECD E&H A K54 > 301F
BE BT IMEI/ONT—FITE DL

I kx4 C16-18 7)La—)L:
RN L WBR ZoE,
E0fE > 60 %
RREERER: 28 d
7#i%: OECD HE&H A K54 > 301B
fmE: AT 2mELIT/ONI=T—FIZE DL

4-00-3-AFILITx/—IJ:
$ R D RBR o,
R 18 %
MEEERERE: 15 d
Hi%: OECD HERAH A K51 > 301

Gentamicin:
£ L RR ARSI
E£5of%: 100 %
RREERFR: 28 d
#i%: OECD RERHA K541 > 314

4-o00-3-AFI)LTx/—)L:
RN D R SR,
E0fE: 78 %
RREERER: 15 d
Hi%: OECD HE&H A FS5 4 > 301

Gentamicin:
R 4R AR
H£4o8E: 100 %
IR EERSRS: 28 d
7% OECD :REB&RAH A KS4 > 314
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ReF—2U—F A

Gentamicin / Betamethasone Cream Formulation i ORGANON

&S ETH: BREEE: HIERET A 2019/09/13
5.0 2020/03/23 1832935-00008 FEERA: 2017/07/13
EREREY
5
IkF4ECI6-18 7ZILa—IL:
HIRETENE . FE A

EWiRMEEF (BCF) : < 500
BE: BLUTAELFLON-T—2IZE DL

N~ %2/ —IL/ KD ECRE : log Pow:> 4
(log 1)
4-y00-3-AF)LT7x/—):

HEREEN . %&: Cyprinus carpio (a4)
EWiEkEsEF (BCF) 5.5 - 13

n-A2%/—IL/ Ko EFRE : log Pow: 0.477
(log {i)

Gentamicin:

|n—7J‘7 R/ —)L/KSECRE ©  log Pow: < -2
(log {i)

Betamethasone:

|n—7]‘7 2/ =LK ERRE ¢ log Pow: 2. 11
(log {i)

4-y00-3-AF)LTx/—):

HEREEN . 7&: Cyprinus carpio (a4)
EWiEkEEF (BCF) :5.5 - 13

n-4%94%/—IJL/ KBRS : log Pow: 0.477
(log {i)

Gentamicin:

|m¢79/—w/mﬁm%ﬂ : log Pow: < -2
(log &)

S LIs
F—atL

* VU RAOHE
T
moEELE
F—aHL

13. BELOEE

BRERE
BRREEY D WABRERORFICKEVNLNT S,
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Gentamicin / Betamethasone Cream Formulation i ORGANON
RES WETH: BEEXE: BIEIZRETA: 2019/09/13
5.0 2020/03/23 1832935-00008 HEVERE: 2017/07/13

ERRBRUAE D EORBIE. UM ILEEEEEDEHIC, BRAEZH-

REEVULEXREICRTRT 5,
BICHEENEWNMES., REARELTEET 5.

14 BXEOEE

& Rl
[ _E #6iX (UNRTDG)
E:EZES (UN number) : UN 3077
EE#iE 4 (Proper shipping :  ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID, N.O.S.
name)
(4-Chloro-3-methylphenol, Gentamicin)
EE 5 $8 (Class) 9
2R (Packing group) b
Z X)L (Labels) 9
fi 22 #:% (IATA-DGR)
UN/ID #%E (UN/ID number) : UN 3077
E&E#% 4 (Proper shipping : Environmentally hazardous substance, solid, n.o.s.
name)
(4-Chloro-3-methylphenol, Gentamicin)
EE 5 %8 (Class) 9
B2 (Packing group) b
Z X)L (Labels) . Miscellaneous,
WafEr (B (Pack- @ 956
ing instruction (cargo air-
craft))
WafEr (REH) (Pack- @ 956
ing instruction (passenger
aircraft))
REREMH D ERE
7 _E¥yE (IMDG-Code)
E:EZES (UN number) : UN 3077
EE#iix4 (Proper shipping : ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID, N.O.S.
name) (4-Chloro-3-methyIphenol, Gentamicin)
EE 5 %8 (Class) ©9

BIXfEM (Subsidiary risk) : ENVIRONM.

BB %R (Packing group) o111

Z AL (Labels) 9 (ENVIRONM.)

EmS — F (EmS Code) . F-A,S-F

BESEYE RY - F&E) ¢ &RH

(Marine pollutant)

MARPOL 73/78 KifE & I U IBC O— FIC& 3o MAMESN L BHEME (Y - FZM)
HIESNKBORRICIEIEZSE,

PR il
EnREDERF L, HEB 15 2838 I 5,
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ReF—2U—F A

Gentamicin / Betamethasone Cream Formulation i ORGANON

R EE = HWETH: RERS: AT[EZETB: 2019/09/13
5.0 2020/03/23 1832935-00008 #EER A 2017/07/13
A DR ERE

CCICRBENA TV DEES I, BHROBMETOLHT, KRET—2— FOFRTHEHS
NEESICHABEESN-MHEOFEDAITEDIVTVET, WES . REFE. Nvr—oH%
A X EPADRANERIZLY ., EESHLTREENHYET,

15, BRZES

B AR
HRhE
REERY), FIARMEERE, (3000 ¥ 0T 5 L)

E&&
BRI FEYE

=z 5

lJ[2. 2, 4, 6, 6—REAFLATEY 212

FBERE/LEE

WEFHVBILEShLIHED

EE

BEDHAZZITENEHED

JEER

BEEENLLEEHARYME

JEER

ERFREDEH oN-EEMR (BRFLEYMR)
JEER S

ZEEREORBH oh-LEWE (HFHREHEFEHER)
JEER S

ANETENIRECRVRVEETY

EE ST ED 2 BITHRARE 9

[ L4 5 EHE (%)

| B 168 >=20 - <30

BREFERTIRECRVRVEAEY

EE ST & FRITRE 185%)

x4 =

| ERE 168

FECFMERETHRA
JEER

sarhE P RIRAI

JEER
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Gentamicin / Betamethasone Cream Formulation

Apuhlic

-5 ORGANON

R EE = HWETH: RERS: AT[EZETB: 2019/09/13
2020/03/23 1832935-00008 #EER A 2017/07/13

5.0

7 ILEILthhEFRIRA

JEERL

ARBEIPEFRRA

JEERL

HEBREMEEETS - WRE— (EBKED)
JEERY

SRR A E

JEELY

LM EEHIREEERE

JEELY

BEHRARRE

JEELY

V& 35108073

JERRY

fataR ik

fERRBIE 2, 3 RAERYERIKRE 1. AEULEYE
fZes

FEATIRAISE 194 KEBRMERAIRE 1 TOMDOEEY
WEFLEERVBLEXEORILICET 51

(X5 FEAHE ; ERAYE )
(ERREEeS D BEFEYE

BRI B U1 ¥ p SE AN

FREMFEMERE (@ - @A)

JEZY

BERMERBEERM @ - @A)

JEZY

EEVONEER VERICET 5:%1E

EEXREY
COHBOBESIZDODVWTEELS RV ) —~DEEEITHER :
AICS > N

DSL N

IECSC > N

27129



ReF—2U—F A

Gentamicin / Betamethasone Cream Formulation i ORGANON
RES WETH: BEEXE: BIEIZRETA: 2019/09/13
5.0 2020/03/23 1832935-00008 #HEERKA: 2017/07/13
16. ZDiDTER
5| A3k L B T—4 . EMESDS ITETS<F—4. OECD eChem
R—RILBE LI UMIEEMER http://echa. europa. eu/ D&
RIER

LRIN—Da v o EBSN-EHBRFAXETE 2 X R THRARTINATHET,

BftZ7+—<v b+ . #/A/H

ZTDHDREEED £

ACGIH © KE, ACGIHPRFEIME (TLV)

BAEX(FGAERS (FFE | BAEXEF4ERS HREEZ0HE -1 tE2VEOHBEE
)

ACGIH / TWA o 8 EME. BEREMETY

BAEEXFGERSE (FERE | HBRERE

FE) /OEL-M

AICS - A—R FS U TIEMEA VAR F)—; NNIT - T35 DILEREZERKE, ASTM - XE
MHRARGS, bw - KAE; ONR - EHUH. TRFMY. £ESULHDSLESNLHMWE: DIN -
FAURBIHEELE DSL - ERYMEY RN (BF4); Eix - FED XWORIEERIEFT EEZ
bNBHRE, Elx - FED XWOREERIFT EEZONDEREE, InS - BRBRKOR TP
—JL; ENCS - L BEADBEFLEME )R b ErCx - FED XWOREZERIFTEEZONDRL
RE RG - REMICOF5IE; GHS - HFRHAMI AT L GLP - HEREk M, [ARC - ER
NATRZTEE . IATA - EEMZEEERS, IBC - BRIEFHDOESBELXZD-HOMMOEE
RUEICEYT 2EFRRHAI 1650 - 50%fEFIRE: ICA0 - EFRRMMZEME. ECSC - hEIR
B2 ELR INDG - EELERYRRE. IN0 - EFEBSEHRE, ISHL - 3EBREEEE
(BAF): IS0 - ERZECHE. KECI - REBRFLFEYMERE: L0550 - 50%HERE LDSO0 -
50%EEE (FHEILE) | MARPOL - MMAIC L 5 DD -HDERSEN, no.s. - I
MBADNARESN TS LD ZERRC Neh - FURAL NOWEC - BEZMHRZERE, NOAEL -
BESMRZEL AL NER - BEEEZEEFES NOM - A5 a2K3FA NTP - XEE
REMTOT S L, NZIoC - —a—2—5 > FMEZWME AR, OECD - 23X HBASMME, OPPTS
- LEMEZREMN - 8FHIER, PBT - MMM - ARERNE - AFHEWE)  PICCS - 2
1 VEVLEYEA ARV M= (OSAR - (EEH) HBEEMEER. REACH - LEYMEDE
$x. sTMfi. 3B WIH KL UEE (REACH) ICB¥ H#RAI (EC) No 1907/2006: SADT - B CinEs#Z
BE SDS - RET—4Y— b TCSI - BEBLLEYMEASA R M) —: TG - ERYEE:
TSCA - EEMERGE CKE) ; UN - E:E; UNRTDG - EESERYEEENS, vPvB - FEEIC
HOMRUFEICEEREN, WIS - EXRGRRETEVERRC AT L

CORET—RI—FUUAT TSDS) &0V5) TRIT HHFMUT TRFEH &0V 3) K. FEH
BERIZENT., BHOKEDOME. FH. RUESDLETEETHLHEHMLIZELDTY,
AIEHE. HAEOREGEREKEWL., FA, 0E, RE, #@X. EERVCRRICETIHI TR E
LTOAERSNTEY . WHARSRIERIIAEREEZLTHLOTEHY A KNERIL.

SDS DEEEICRENTVARESNERKICHTIIOTHY . AFAELAORT EBAE
HET, XETO0EAPTHEAESNDIBE. AXHRITERNGVRY . BRICEE S G OETEEMS
BAHYFET . ARGBOERAEFSMICEV TR, FFRRVHERFEZERY SERIC. TRAES
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RET—HAI—F A
Gentamicin / Betamethasone Cream Formulation i ORGANON

R EE = HWETH: RERS: AT[EZETB: 2019/09/13
5.0 2020/03/23 1832935-00008 #EER A 2017/07/13

MORRERICEITHAAEGOBEYZTMZEZEHT, FRESLOERT 5HETORENRKER
CHTEHARHBOEMEL., FA. LE, RUOREIZOVT, EEEWVEY,

JP/JA
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