ReF—2U—F A

Gentamicin / Betamethasone Ointment i ORGANON
Formulation
&S ETH: BERS: BIEIZRETA: 2020/10/10
5.0 2021/04,/09 1841314-00009 EERA: 2017/07/19
1. {EERRUESHER
R DEF . Gentamicin / Betamethasone QOintment Formulation

HficEORMLAT. FRRUVEEES

HEEFEOEHET : Organon & Co.
X7 30 Hudson Street, 33nd floor
Jersey Gity, New Jersey, U.S.A 07302
BEES . 551-430-6000
BEFA—ILTKLR : EHSSTEWARD@or ganon. com
RREREEES © 215-631-6999
4R ik & UME A L 4l R
L2 & D EER

2. BRAELEOEY

{2 RmD GHS 4¥8

HETEEE C E&o 1B

BEEMERSE (REIEC @ EH1(RTEEK RER HA, BR 07 2T
=)

KERFEEEN B8 (& D R 2

%)

KEBRBEEENE R (B -3

%)

GHS SRIILER

BRREXIEVRIL : % %|

R EE D fElR

EREEHER : H360D BBIR~ADEEZED L F .
H372 RH#AICH -5, RIIRERZ|IC L SEF RTERK &
E% A BE nE AT OEE,
HA01 JKEEIZEHE,
HA10 REAMEGRAIESE (C & > TKEEWIZIER IR IEM,
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ReF—2U—F A

Gentamicin / Betamethasone Ointment i ORGANON
Formulation
&S WETA: BIEEE BIEIZETA: 2020/10/10
5.0 2021/04/09 1841314-00009 SEERB: 2017/07/19
TEEE

BENE:

P201 ERAATICEIRERBAZEZAF T B &,

P202 £ THREFIEFHAHEREIT HZ2ETMYHEbHENI &,
P260 3 CAE HA/ AL/ ER/ ATL—FRALL
L\: & o

P264 ERik WMRISEEHE K CHES 2 &,

P20 COELRZFERAT AL TIT, SREXIFEELZ LGN

&
P23 IREBE~ADBMEE®ITHZ &,

P280 {REF R MREKR RERE FEAEZEAT I L,

EREE:

P308 + P33 [(EK BEXFKIXK EDB A HH5E : EEIDZE
SEFEETERITSHI &

P31 R ZREINT B &,

RrReE

P405 fEsE L TIRET B &,

B

P501 I, BHREARBIN-VNEBRICEET S &,

GHS FEIZEZE L E WML DERB ST
HMEGZL,

3. MERUHSER

t=ZYE - BEEYDORXA . BB

5

t=4 CAS &S Z2BZ (b w/w) BRAREE

EH5

RrkASAE L 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

4, HERBE

—{REI T K/NA R D BHOBEY. AT BN EZFEFXELICEZEDELES:
215,
ERNRSICIBE., FHEERAHIIEEL. EMDIETE
215,

|kALSES D RULAATREISE. FEROTEROBRABHT 5,
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R EE =

REF—5y— b

Gentamicin / Betamethasone Qintment
Formulation

ETH:
2021/04/09

BEBES:
1841314-00009

Apuhlic

-5 ORGANON

BIEIZXET H: 2020/10/10
#MEERA: 2017/07/19

REIZHE LGS

RIZCA-1=5&

RARAATIHE

AMEREVERMEERDOR

HLEELTRHIRER
WREEZY 2EDRE

EEICH Y HFFRTETEERE ¢

ERLEZRITS.

EMLEBE, BELICKBZRTALSEDKTHEVRYT.
FBERLERBRE S VHZR <.

ERLEZRITS,

BERDHAIICKERZRES .

HEFERT HEIICTERICHES,

FHEEE LT, KTRZ®ESET 5,

RFAH Y MK T 2EBICIERKETEREZIT5,
RARAATIGE . BEBICHEMEZL,

ERLEZRITS,

KTAZELLCTT

ERADEZEOEE N

RHIIH=5. RIREFILEICLDEHFOES,
HAMREAFELDREITERZLL., HESNTLSE
EREZERATLHIE. BREOFRENHLHBZEIL. HESD
BYGEAREEZSRBOCE (BB 25H)
XEHREBSURMEREZER TS &,

5 KKFEFDIEE

B 75 K F

0 TIEAR B 7R LVH K
BHEORKRAEEM

HEREEIEY

KIEE

fit 7 JLa—)LEH k|

bR *H (C02)

R H A F

MEGTL,
RIREBRYM~DBREBIRBEICEEZRIZTEELH D,

RERERILY)

BEDHEXTGE RGO & BDRKRICIE C CGEYGEKFERZANS,
RAHDBRHZERENT =DIZKEEEZET S,
TETHNIERBEI T TFERKEEL BT
KMo RBESEDH &,

HRZEITSEDRE KKBRIZIE, B RFEERT 5,
REEZHERAT 5.

6. IRHFFDEE
AR 5 EEEE. RE © REEZEZHEAT D,

BERUVRAREE

RIEICHT HEEEE

HLRAHRVHEDFERD

ZEBMYFZLNDT FNA R (HBE TSR O, BARE
BO#EERICEN (IRE 8231 .

RIE~OBHZRITS &

REEHALTHD, BAPIENZLEDH D,
BRINEZRBFKEREL. LHT 5,

mHEAE L CERTELGIMERIE, HABBRKIERT 5.

CENFBDE. BELEHIMERETRVERY . B LRSS
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ReF—2U—F A

Gentamicin / Betamethasone Ointment i ORGANON
Formulation
RES HETH: BEBES: BIEIZRETA: 2020/10/10

2021/04/09

1841314-00009

#MEERA: 2017/07/19

2

IZBL. BET D,

ABSEZHME., BETIECEK. SHFEAARSLIVEDOR
B> TMETZ &, TORBICERSIAE=HMEIZON
THLRETHD, EORUNBRINEINEHERT H2LEN
Hbd,

ASDSDIEFH 13XV I52ENT, ABBKELIUVED
EHRHORESHY

1. BEVWRUVRELDOEE

&L
Bitre et
BFr#R, £FfK

ZERFIEEIR

Ffih [B] ¢
BAEXE

EMEIEME

RERRRDVEMH

XL EBHLERUVGREREDEDRENRESE,
TREBMENTELRWNEEE. BAIIREEZFRAL T
Sy,

REPKRIZAT AL,

MLA., B, AR, SR+, ZRBLLIFERTL—Z2RAL
mWNC &,

RAIAE LN,

AR& DEfZERIT S,

Bk RIIREZLCHES 2 &,
BISBRERAEORRICE DT, EXEHOBLELSLUZ2MED
ETREITHORYIES Z &

BREFALTHECZ L,

COERBEFERTHETIZ. MEBXITEEFZ LGN &,
FNOREMEHLL, RE~NOBREZEHR/MRICTIELSFE
295,

7| &:i]
BEQFERADICIEEME~DIEL EDOTTREELH HIHE L.
EEBFROELICTA ISV TVRTLELIURED Y
D—%HJ/EBELTLEEELY,
FRABIHRERUVEEEZZILT 5,
BEINERKRITIBERAT DHICKET S &,
T7)TAOMBEMEARL—LaVIZE, To9=F7a
vha—)L, BEUIGEASLESRE. BULGKRLES LVFE
FBREFIE. EXEHEER. EREREEERTIOEROL
Ea—%EOCRELHYET,

BUHESRILODNEERRIZANTS <,
L TRET S &,
BELoMYEDH S,
ZEDOHEIZHR->TRET S,
ROBEFEFEE V-S> LLITRE LA
SRERE &

BSRVWHE: FMRGL,
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ReF—2U—F A

Gentamicin / Betamethasone Ointment i ORGANON
Formulation

&S WETA: BIEEE BIEIZETA: 2020/10/10

5.0 2021/04/09 1841314-00009 SEERB: 2017/07/19

8. I ERILRUVRERE

EEREICE T IRABNRERT/HFRRE

5%2)

CAS &= 1R (BB | EERE /AR | HA

&) s

RXbOS32 L4

8009-03-8 OEL-M (=R 3 mg/m’ HAEXREE
) 2 (HER

E)

HMER: BEVALUNDOREZEZERE LTHBRRENTSL
TWAHE. 11, RAAMNEDRIXSE, ENAYME 51
Bl FERIHLTESAELA DD EHHTEDIMETHS.
DEICHBINDIVEL, EFHRARILD+DLENAHD.

WA (| AR | 5 mg/m’ ACGIH
%)

8012-95-1 OEL-M (=R 3 mg/m’ HAEXEE
) 2 (HER

E)

HMIER: EOVAME, TE 18] FE MIHLTESAELH
HLEHIITEAMETHS. COBITHESINLIYEL, EFH
RO LD+ EHLAH B

WA (AR | 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) | MER

SRR RS

| #EERYHIR [ 10 yg/100 ecm* [ K&B

RER
IR FRRES

TANE—84T
FORER

RETONMHELVEETELGVI ) TADEENDOREZE
FCOAT, BEAMOERISEYGMFHEMALELGY F
¥ Bl yB—XSRTLMNOORE], Bk TFE YR
BEFTLEDTEDV—INGEE =AY b, MR TESHH
W &),

B, RXEBFVRRERES S, 2T00=T) >
TEBEIRFREICLYERES N, GIPBRICHVERS
PWENHYFET,

[RAl. BABCKETIEERY HEHLBENTLIESLY,

2 B—XTAER VR T LMIGEIEMEERLET,

BYGBAHKEENFATERWNES. FXE < EFHE
THEHA LS4 VOHEENDIE K EBATESNIHEE,
RFREREEZHERALEL LS,
WHFREAREASHAOEE Y17
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BeF—5L— b A
Gentamicin / Betamethasone Ointment i ORGANON
Formulation
IRES %A BEES. STEKETA: 2020/10/10
5.0 2021/04/09 1841314-00009 SEERB: 2017/07/19
ME MELEFR
= FRHE_ETERTAZEZRIILELL D,
RDOREER A FO— LR EREREL LLIZFT—VILEEFERT S,
PERIBISE L (2R ICHROBMRE, SR L, TFAY
W ERRET HEEIF. BELGEIT—VILEERT 5.
BLA. SR, B3LLEFI7OVILICELNEESSESNS
TEEM A BIEEE. TT—R—)L Ed L< LZDEND
LTz —RBOTaFosoavEBERLELL S,
RERVEBADREER A=T74#—LHLLLIEEBREHAI—FE2FALEL LS,

MEREMABEHLLEWVESIZ, EEINDIFZIRVICEDIE, K
FBEOH— A brEEBMLTERALELLS . RU—T
Lyy, T70>, RFR, FIMETR—YRLE) ,
FRIN-AEEMDHHKBRER CIEEIEEU L AETIT
TLEEL,

9. MEMRTILENEE
YIR IR RE
=)
AR
RioLE0EDIE
BB E R
HR N T HE R K U B
ATEAE (B, sK)
AR GRIK)

SIRDEREEE LTHESA TGN

F—a#iL

BRETRARVERLRR FAIARR

RAEFEHE O LR / AT LIRIE
BEEEO TR / A TRIE

EIPS

BRENRE

TR L

TR L




L A T A
Gentamicin / Betamethasone Ointment i ORGANON
Formulation
&S WETA: BIEEE BIEIZETA: 2020/10/10
5.0 2021/04/09 1841314-00009 SEERB: 2017/07/19

HE

AE (EhFh1EER) T—REL
R
Kt FomHL

GRS — L KBEEM . F—a%L

(log 1)

RET FoaiL

BERU RSB

HE FomHL

i FomHL

R H R FomHL

JRSEIE SEIRR

B LA 1 RS LB YE & L TIEAEE L,

STE FoaHL

P

BT 2 FaiL

10. REMERFREHE

RiGTE RiSHERERE LTRESESNEL,

LR EN BEOIKETIIRE,

fElRAE RIS REME BUOBRIERIERIST 52 ENH D,

BT HNEEH HELZL,

EMERME ERAE I

ERAE GO BEERY ERAELCABERDIHM O TG,
1. HEEFEER

AREMED H L RERBOER

atsk

R RS HEfi
EE
RICA-T-1B&

FIRARRELERICEDCRY DETELRL,

7123



ReF—2U—F A

Gentamicin / Betamethasone Ointment i ORGANON
Formulation
RES WETA: BIEEE BIEIZETA: 2020/10/10
5.0 2021/04/09 1841314-00009 SEERB: 2017/07/19
0%
R OS54 L
SMEN (E0) . LD50 (S k) > 5,000 mg/ke
5% OECD BLERHAA KS4 > 401
e ELT 2 ME, DB ONFTF— R RS
BN (ER) L D50 (S k) > 2,000 mg/ke

7% OECD HBRAA K54 > 402

TERAV M COYEFLFEEYMEIZEDORESHEILE
AN

wE: BT IME,MSBOALT—RIZEDL

NS 74 VH:

s (o) © D50 (Z v k):> 5,000 mg/kg

2HEE BK) : LD50 (J4F): > 2,000 mg/kg
THERAAV R COYMEFE-ILESYIIEAEDOEESETLE
LY,

Gentamicin:

SME% @#EN) : LD50 (5 F): 8,000 - 10,000 mg/kg

LD50 (= R): 10,000 mg/kg

SHEEE BA) © LC50 (S k):> 0.2 mg/|
MEERER: 4 h
HERIREE: MLA/S R+
#E: CORETERETIFBEEIATLAL,

2SN (Z0h0ER) . LD50 (Z v k): 67 - 96 mg/ke
BEERE: #IkN

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

LDLo (HJL): 30 mg/kg
5K RN

Betamethasone:

AErE #@&O) : LD50 (T k):> 5,000 mg/kg
LD50 (¥ R): > 4,500 mg/kg

2MEE (]RA) : LC50 (T +):0.4 mg/l

RREERFRE: 4 h
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ReF—2U—F A

Gentamicin / Betamethasone Ointment i ORGANON
Formulation
= HETH: BEES BTEZETE: 2020/10/10
5.0 2021/04/09 1841314-00009 HEVERB: 2017/07/19

|

BREEEY. /3

FIRTEE A ERICESCBYNETEARL,

5%

RrASH L

(Ed Lo

HiE : OECD E&H A KSA > 404

fE R O RIEREAGL

k= L LT AMEMSEBLNET—2CEDL

NS T 4 U

(Ed Lo

fER O RIEREAGL

Gentamicin:

|E LT

fER D BEORERE

Betamethasone:

|E L

R . BEORERIE

BICHd 5 EE LRGSR RIBHE

FIRAEE L IERICE DB Y DETERL,

5%

W= EFN

(= S

R L BRAOREA L

Hik : OECD iXB&H A KS4 > 405

k= L LT AMENSBLNET—2ICEDL

INT T 4 ViH:
"E R =3
fER D BRAORIEAL

Gentamicin:
"E R e
fER D BEORRE
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ReF—2U—F A

Gentamicin / Betamethasone Ointment # ORGANON
Formulation
RES ETH: BERS: BIE%ETA: 2020/10/10
5.0 2021/04/09 1841314-00009 EERA: 2017/07/19
Betamethasone:
| i LS
fER D BRAORIEE L
RO 28 BR VR 1 S I B2 18 R et
RIERENY
FIFRRTREAERMICE DR Y D ETEAHL,
Mo g 5% R E 14
FIFRRTREAIERMICE DR Y DB TEAHL,
B
=N
REEA A T . Fa—5—&%
REDIHK D RIS
2 D EILEY
fER BN
l=E3 D T AMEIMNSELONET—RIZE DL
Gentamicin:
|li&= L TF—AKL
Betamethasone:
REODTHERK . 354
2 D EILEY R
fER D OBLRENYME
LB EREREY
FATRESERICE DR YNETELLY,
%
RO 3 L
in vitro TOEEEME © BERAA T in vitro BAEEHER
R E
BE YT 2ELIEONET—2IZEDL
in vivo TOEGEM D B2 A T MEAEMMRMER/NMRELER (in vivo MEREEER
E%)
E:.<THX

REER: ERERTS

75k OECD FHERAA K54 > 474

R e

wE BUTIVEN/ONIT—FIZEDIL
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ReF—2U—F A

Gentamicin / Betamethasone Ointment # ORGANON
Formulation
RES ETA: BEBERS: BTEIZRETA: 2020/10/10
5.0 2021/04,/09 1841314-00009 EERA: 2017/07/19
|
Gentamicin:
in vitro TOEEEME : HRERA A T in vitro HWELEYWMAREEEFEERR
R fE
HE& A A 7 in vitro ZBEKEERAER
R TNEARE
in vivo TOEES4 D BB 4 T mEL S RMmMBR/ N EEAER (in vivo MifaE R
E%)
FE.T9HX
B 52 iR E5
R fE
Betamethasone:
in vitro TOEEEM D R4 T MEMERWSEIREAZTESER (AMES)
R fE
HEEA A 7 in vitro HELEMHIBREGCTFERESR
R e
RERA A 7 in vitro Z2BAERERKER
R B
in vivo COEEEM D BB 4 T mEEL B RMmMBR/LEAER (in vivo MifaE R
E®)
FE. TR
BERE £0
R IR
EREMREERRYE - 7TEAA © BB ABEHEERAERERE L THET S LIETER
vk LY,
BNRAM
FIATRETERICE DR YNFETERLY,
5%
RO 3 L
[ D Zv bk
AR ) D ERAAATEEE
iR 55 e D 2F
fER Do fEH
Gentamicin:
lIrsats - 72 22 b L F—aKL

11/23



ReF—2U—F A

Gentamicin / Betamethasone Ointment i ORGANON
Formulation
RES WETH: BEEXE: BIEIZRETA: 2020/10/10
5.0 2021/04,/09 1841314-00009 HEVERB: 2017/07/19
|
HIEEMY
BBEADEZEDHZN,
5%
RrASH L:
BENRIC R BB L HERA A T AERE/REEMRY ) —= VS HE
Fov bk
BRI SRHAAVTESE
R 2
BE EUTIME,LEBOINET—RIZHTL
RIBDHRE~DEE L REBRA4 T ZRENBLUKRERE
Fov bk
WERK: KIEEA
$EE pait
BE EUTIME,LEBOINET—RIZHTL
Gentamicin:
BRI R B EE L OHERA 4 T A S MRER
oy
H5EH1: NOAEL: 20 mg/kg AE
ER: EELEEERIBRE SN G, ST
BRIERDRE~DHE HBRY4 T SRS L UKRERS

oo
F4 =1 NOAEL: 3. 6 mg/kg AE
R IE - REEMEE L,

HERAA T BN L UBRRER
B2y b

BERE BERN

FAE =M LOAEL: 75 mg/kg AE
R I - BRIREM.

HER2A4 T BN L URREREE

B vHR

BERE: EER

Fa4FE 1 LOAEL: 10 mg/kg AE

R BRERET, , FREIBOOIALEI ST,

HERA2A4 T BN L URREREE

oy b

BERE: BEA

FAF 1 LOAEL: 50 mg/kg A=E

R BRERETE, , FREIBOOSALEIL ST,
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ReF—2U—F A

Gentamicin / Betamethasone Ointment i ORGANON
Formulation
&S WETH: BEEXE: BIEIZRETA: 2020/10/10
5.0 2021/04/09 1841314-00009 HEVERB: 2017/07/19
EFEEM - THERAD b L ABDESHMREICLDRE~DEZEZDO HIBUERGNH
27=,
Betamethasone:
BRIBORB~ADEE L
BERE: RN
SetE = LOAEL: 0. 05 mg/kg {AE
EE BRREME., . FELZBEDHLNT-,
oy bk
BRERK KT
FAEFM: LOAEL: 0. 42 mg/kg (AE
R BRMABH LN,
B:v9X
BERE: RN
FHEEM: LOAEL: 1 mg/kg AE
HER ZRABDH SN,
EREEM - THERAD b . BYMERICLDLRBEADEEENBREICHD,

FERMRBSTE (HEEIT<CHR)

FIRARREGERICEDCRY DETELRL,

FERMEBSE (REFICR)

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

%

Gentamicin:

IZR R . Bl WE

TEAA K D REICH-5. XIIREFCEIZEIBHRDOESE,
Betamethasone:

IZRO RS ORTER, RER BA WIR oK 3T
TFERAAD b D REIIhTz5. XIEREBIEKBIZL PEHRDOESE,
REESSH

%

RbATE L

[ R S

NOAEL ;5,000 mg/kg

BE5#Z2K D BRAIAATEEE

A 2 B 2 &

13/23



Gentamicin / Betamethasone Qintment

ReET—2I—F
Formulation
e HETA:
5.0 2021/04/09

BEBES:
1841314-00009

‘ :i Public

-5 ORGANON

BIEIZXET H: 2020/10/10
#MEERA: 2017/07/19

NS4 VH:
&

LOAEL
BE5R%

AR 5 B P

Gentamicin:

2

LOAEL
BE5ER
i 5= B R
gl
i IR

2

LOAEL
5K
i 5= B R
1R RS

2
LOAEL
bR

A 5 B
(LA

2

NOAEL
LOAEL

B E5RE%
R & B
TZ RO AR

2

NOAEL
LOAEL
bR
R 55 i i
)

Betamethasone:

2

LOAEL
bR )
R FE AR

Ty bk, AR
161 mg/kg
RAAATEEE
90 Days

x

3 mg/kg
AR

12 4 A

2

MEnt, SREEAE

WiV

50 mg/kg
BT

3

g, NE

H)L

6 mg/ke
AR
38

mi%, B WNE FE

vk

5 mg/kg

10 mg/kg
AR

52 &8
B, MR

vk
12.5 mg/kg
50 mg/kg
AN

13 &

B

S
0.05 %
RS
10 - 30 d
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ReF—2U—F A

Gentamicin / Betamethasone Ointment i ORGANON
Formulation
RES %I BIMES- STEETA: 2020/10/10
5.0 2021/04/09 1841314-00009 SEERE: 2017/07/19

|Jizeamss . NTER RER BA

& D Ivk

LOAEL . 0.05 %

BRERZK D RISER

R = R 8 B

e - R

iE DY R

LOAEL 0.1 %

REEK D E S

P . 8

ZRfiE s 7]

& N

LOAEL . 0.05 mg/ke

REEK 3|

P . 28 d

P P L Mm% KRR EIE

BAAEEL

FIFRRT R BRICE S R Y HETEHL,

5%

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

AEIZH T 5 REEER
B%:
Gentamicin:
A IAATZIGE D ENERSS B
EZEWiEsR: RE
JEIK: OFELY, HFEL, HEE HIEY, BRIRMHES
Betamethasone:
Rk A D EMES BIE
RS fEfi COEK: RBOR, OB, RIEM
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REF—HL— b

Gentamicin / Betamethasone Qintment

Formulation

R EE =
5.0

ETH:
2021/04/09

BEBES:
1841314-00009

Apuhlic

-5 ORGANON

BIEIZXET H: 2020/10/10
#MEERA: 2017/07/19

12.

X9 BEF M

X9 BFME (BEEN)

NS T 4 U
y: k-

I2xt9 5&EMH

SOVAFEQKEERHEY ¢

B KEEYICHT HEM

SUOVIAFEQKEERHEY ¢

SOVAFEQKEERHSY ¢

R KEEYICHT HEN

LL50 (Pimephales promelas (Z 7w kA K2/ )):> 100
mg/ |

RREERER: 96 h

HWERYE: KEE S

A% OECD SRER A A K54 > 203

BE EUT2MELIEONET—2IZE DL

EC50 (Daphnia magna (F#4 <> 3)):> 10,000 mg/|
IREERFR: 48 h

WERYE: KIEE S

fmE: AT smELIRONE=T—2IZE DL

NOEL #EZZ£2E (8) (Pseudokirchneriella subcapitata
(#%:%)): >= 100 mg/|

RREERER: 72 h

WERYE : KIEE 5

#i%: OECD HEEH A K54 > 201

BE BT IMEI/ONT—FITE DL

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

WERE : KIEE S

BE BT IMEIEONET—2ITEDL

LL50 (Scophthalmus maximus (% —7Av k)):> 100 mg/|
RREERFRE: 96 h

WERY A KIEE S

& BT smELIEONE-T—FIZE DL

EL50 (Acartia tonsa): > 100 mg/|

BREERFME: 48 h

HERME: KEE D

&% BT 2mEIBON-T—FITEDL

EL50 (Skeletonema costatum (R4 L b7+ JRXRA kY
£3)): > 100 mg/|

BRERFE: 72 h

HERME: KEE D

#E: BLUTAMELLFOoN-T—2IZHDIL
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ié;—‘_a :/_ F Apuhlic
Gentamicin / Betamethasone Ointment i ORGANON
Formulation
RES WETH: BEEXE: BIEIZRETA: 2020/10/10
5.0 2021,/04/09 1841314-00009 #EMERB: 2017/07/19
NOELR (Skeletonema costatum GE¥IEE) ):> 1 mg/l
RREERFR: 72 h
WERME : KIEE S
BE BT EZMELISEBLNET—RIZETL
Gentamicin:

X9 HEME

M-27045— (KERREE
tt EH (R )
M-27045— (KERREE
tt RE (8% )
WEMIHT HEM

Betamethasone:

(s e aY=—3 3

SOVOAEOKEESHEY

B KEEYICHT HEM

SUOVIAFEQKEERHY ¢

B KEEMIIXT HENE

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
BREERFAE: 96 h
ik 7 I ESUSRR

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

ARESERE (Pseudokirchneriel la subcapitata (#3%)):
1.5 pg/l

BREERFRE: 72 h

7% OECD ERE&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 F1)
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 RER A K54 > 209

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

EC50 (Pseudokirchneriella subcapitata (#k%)):> 34 mg/|
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SOVIAEOKEESHEY

X9 BEME (BEEN)

-0 79 4%— (KERERE
tt RE (8% )

REH - o
5
RbAZ3 L
E RN

Gentamicin:
RN

ERERKE
B%:

NS T4 U

ié;—‘_a :/_ F Apuhlic
Gentamicin / Betamethasone Qintment i ORGANON
Formulation
&S WETH: BERS: BIEIZRETA: 2020/10/10
2021/04,/09 1841314-00009 MEERA: 2017/07/19
RREERFR: 72 h
7% OECD HERH A FS 4 > 201
BE SHRERREIZHITHEMHEL
RAEZERE (Pseudokirchneriel la subcapitata (#%:%)):
34 mg/|
BREESRE: 72 h
7% OECD HERH A FS5 4 > 201
E&: ARERFEICSITI2EEHEL
BEMN (IBMEEMH) RAEZERE (Pimephales promelas (77w kAy KT/

2)): 0. 052 mg/|
MREERERE: 32 d
Hi%: OECD HERAHA K54 > 210

RAEZERE (Oryzias latipes (F1A55)):0.07 pg/l
PREERERE: 219 d
A% OECD SER A K54 > 229

BRANESZEREE (Daphnia magna (7432 >2)): 8 mg/l
RREERER: 21 d
A% OECD HERH A K54 > 211

1,000

HER: ZARETEAEL,

E0fE: 31 %

BREERFME: 28 d

7% OECD EXBRA 1 K51 > 301F

#E BLUTYPELSFLOAT—2IZEIL

R SRS ETRE

H5fE: 100 %

RREERER: 28 d

A% OECD HEEHA K54 > 314
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ReET—2I—F A
Gentamicin / Betamethasone Ointment # ORGANON
Formulation
&S WETH: BERS: BIEIZRETA: 2020/10/10
5.0 2021/04,/09 1841314-00009 PEYERKA: 2017/07/19
N~ %/ —IL/ KNE%REH © log Pow:> 4
(log 1) HE: HE
Gentamicin:
|n—7J-’79/—)|,/7}<§:‘EE1%§5z © log Pow: < -2
(log &)
Betamethasone:
|n—7J-’79/—)l//7}<6:‘EE1%§51 : log Pow: 2. 11
(log &)
TiEROBEIE
FT—RHL
FIVBADHEEN
%Y
thnEELE
F—aHL
13. BELDEE
BEAE
BEREEY A BARAORRIZHEWLLST S,
FEREARBRRUELE ZOERIE. VA IONLFERITEREZED-HIZ, B F#ZIT1-
FREYNIBEE(ICRITET S,
BICEEENEWNGS., RERAMELTEET S,
14. X LDEE
[ RS 58 il
[E_L #53% (UNRTDG)

EEEFS (UN number)
E&E#i% 4 (Proper shipping
name)

EE /%8 (Class)
BEE K (Packing group)
AL (Labels)

finZ2#iE (1ATA-DGR)

UN/ID &5 (UN/ID number)
E:&E#i% 4 (Proper shipping
name)

EE /%8 (Class)
BEE# (Packing group)

UN 3077
ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID, N.O.S.

(betamethasone, Gentamicin)
9

I11

9

UN 3077
Environmental ly hazardous substance, solid, n.o.s.

(betamethasone, Gentamicin)
9
I11
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ReF—2U—F A

Gentamicin / Betamethasone Ointment i ORGANON
Formulation
&S HETH: BEES BIEIZRET A: 2020/10/10
5.0 2021/04/09 1841314-00009 #E4ERKRA: 2017/07/19
Z AL (Labels) :  Miscellaneous
WEiE T~ (EYH) (Pack- : 956
ing instruction (cargo air-
craft))
WEETR (REH) (Pack- : 956
ing instruction (passenger
aircraft))
REREM .
8 L &% (IMDG-Code)
E:EZES (UN number) : UN 3077
E&E#iix4 (Proper shipping : ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID, N.O.S.
name) (betamethasone, Gentamicin)
E&E 45 %8 (Class) © 9
AR (Packing group) o111
Z ~)L (Labels) 9
EmS 31— K (EmS Code) . F-A S-F

EEFEYE S - EEY) 0 BE

(Marine pollutant)

MARPOL 73/78 MIEE Il RV IBC a— FIZ KA EIoBAME S EEYYHE By - EEZY)
B In=-REORERIZIFIEZRY,

&l PR il
EoREDERGIX. ]|HE 15258 I 5.
A DOREHE

CCICRBEA TV DEES I, BHROBMETOROHT, KRET—2 2 — FOFRTHRHS
NEESICHABESN-MEOFEDOAITEDIVTVET, WESEE. REFE. Nvr—oH%
A XEMFBOMADHRBDOERICEY ., EREINSAREELIHY FT,

15.

HRER

BEER

HRBhE

ek, FEEMBRMICEZAE LG,
L&&

|| EeieemeE. BREmE. BATMIEEMEICRL LEW,

FEREMEE
WEENBELEShIFAED
EH
WEDHRAIZRITEIRERED
EH
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ReF—2U—F A

Gentamicin / Betamethasone Ointment i ORGANON

Formulation

R EE = HWETH: RERS: AT[EZETH: 2020/10/10
5.0 2021/04/09 1841314-00009 #MEERA: 2017/07/19

BEEENLLEHARME

e

ERFEDRHoN-LEMHE (RELFEYR)
e

ZRREDORBHoh-LEME (HFHREHEFHEHE)
EE

BARFZENTRERRVRUVEEY

EESTED 2 FEITRAIRE 9

x4 = EHE (%)

| B 168 >=90 - <=100

ANEERTIRELRVRVEEY
EHEOT & (HITHE 18 %)

=z 5

| B 168

BHELEMEESTHRA

JES% Y

R EFRRAI

e Y

m7IILEIénhEFREA

e Y

AHBRAIDEFEHRA

e Y

FEBREMEEIRTS - WRE— (EEY)
JES% Y

ENE VBRI ESE

JES% Y

¥ YEHEHIRESEREE

JEE% Y

BEHRABRRE

JES% Y

P& £ 21080 S

JES% Y

b g v

EIRAIE 2, I XBREMETIRE 1. AEEYE
fiZeik

FEITIREANE 194 £BBRYERIRE 1 FOMOEEY
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ReF—2U—F A

Gentamicin / Betamethasone Ointment i ORGANON
Formulation
&S WETA: BIEEE BIEIZETA: 2020/10/10
5.0 2021/04/09 1841314-00009 SEERB: 2017/07/19
BESHEERVELSEOIEICET 5%
(£ & FEHEE : ERAYIE (Y $8)
& FEiE D BEEEYE
FER VRS IR
MREMBHERE Al - @AZq)
JEZY
BEMERBHERE EH - AL
Y
BEDOLER VERICET 5%1E
EEEREY
COEGOBEAIZDODVWTEEA AR M) —~DIEHIER :
AICS L RE
DSL e
IECSC L RE
16. ZOHOMWR
el
31Xk L BHEHT—4 . EME DS [CES< F—4. OECD eChem
R—R2IILE I VERMILEYMER http://echa. europa. eu/ D&

E RS
LEIN—2a U b EBEESNEEAREAXETEH 2 AR THRARTSINATVET,

BiI74—<v b+ . #/B/H

ZTDHDEEEED £

ACGIH © XE, ACGIHPRSFBIME (TLV)

BAEE(/4ETE (FFE | BAEER4ERE HREEZOHE -l tEVEOHBTRE
)

ACGIH / TWA o 8 EEfE. BEREMNET

BAEEFERS GFRE | HBREE

#) /OEL-M

ALIC - A—R FFUTDIFRLELZRAOAD MY ANTT - TS DILEREEHE, ASTM - K
EMHHRGS b - KE R - EH M, TERRE. EEEUELH L ESNHME: DIN -
FAURBHEELE DSL - BRYMEI R~ (BF4%); Ex - FED XWORIEERET EEX
bNBHRE, Elx - FED XWOREERIFT EEZONDIEREE, IS - BRRKOR T2
—JL; ENCS - L BEDBEFILEME )R b ErCx - FED XWORIEEZRIFTEEZONDH
K&, ERG - RERWOFEIE; GHS - HRFM T L GLP - HERERERE: [ARC - EFF
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ReF—2U—F A

Gentamicin / Betamethasone Ointment i ORGANON
Formulation

&S WETA: BIEEE BIEIZETA: 2020/10/10

5.0 2021/04/09 1841314-00009 SEERB: 2017/07/19

NATRZTHEE, IATA - EEMZEERHS, IBC - BRIEFHDOESBEEEXZD-HOMMOEE
RURGEICET 2ERRRAI; 1650 - S0%FEEIRE: ICA0 - EFREMMZEMES: IECSC - hEIR
FEEMERE: MG - EffBLERYMAIE. IN0 - EFRBESEHEE. ISHL - FBREEEE
(BA); 1S0 - EFFRE/LHME. KECI - REBRFLFHMERK: LC50 - 50%EHILIRE: LD50 -
50%ESEE (FHEILE) | MARPOL - MMAIC L D ER DD -HDERSE: nos. - il
MBAMARSNA TS LD ZERRC: Neh - FURAL NOWEC - EEZMERERE, NOAEL -
BESMRZEL AL NELR - BEEUZEEAEE NOM - A £ 2KRA NTP - XKEE
REMTOT S L, NZIoC - —2—2—5 v FMEZWME AR, OECD - 23X HBASMME, OPPTS
- LEZMEZEMN - 8FHIER, PBT - MMM - £RERENE - AEHEWE) © PICCS - 2
1 VEEEYMEA oAV ) —; QSR - (EEH) BEFMHEEY. REACH - LEHMEDE
$. sTffi. 32 WH I UEE (REACH) ICBS¥ H#RAI (EC) No 1907/2006; SADT - B ChnEs#Z
BE; SDS - RET—4— b TCSI - BEBLEEYMEASA AR M) —: TG - ERYEE:
TSCA - AEWMERSIE CKE) ; UN - E:&E; UNRTDG - B ESERMEEES, vPvB - FEEIC
HAOMRUFEICHEEN, WIS - EXSRIRFEUEVERBR AT L

CORET—RI—FUUAT TSDS) &0V5) TRIT HFMUT TRFEH &0V D)K. FEH
BERICENT., BHOKEOMNH. FHR. RPESDLETERTHLEHIHLEZLDTY,
AIEHIE. HEOREGEEKL., FHA. LE, RE, #E. EERVCRRICETLIHI TR E
LTOAERSNTEY . WA RBHRIERIIAERIEEZLTHLOTEHY A KRIEHRIL.
SDS DEEZICRSN TV AIRESNEHAICHTSIIOTHY .. FZAHGAMORG EBAE
HET, XETORPTHEASNDEE. AXFRITERMNGVRY . BRICIEAESEOATEEMS
AHYEY, ARGOFERBEMICEVNTE, AEBRRVHREZREZERAY HB8(1C. ERES
MORBRERBICETHAHEMOBEY LT ZEH T, FRESMUDOERT 2HETOREDKR
[LHTHARHEBOEKEL., FA. LB, RUOREIZONT, #EEEWVLES,

JP/JA
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