ReF—2U—F A

Gentamicin Cream Formulation i ORGANON
RES WETA: BEXE: BTEIZRET A: 2023/09/30
7.0 2024/04/06 1844941-00016 ME R B: 2017/07/21

1. t#RKRUEH1ER

EEHDBATE : Gentamicin Cream Formulation

HficEORLAH. FRRUEEES

HBBOSHEEMN : Organon & Co.
eSS : 30 Hudson Street, 33nd floor

Jersey City, New Jersey, U.S.A 07302
BEES © +1-551-430-6000
BEFA—ILTKLR : EHSSTEWARD@or ganon. com
RREREHEES © +1-215-631-6999
HEAZRUEREOHIR
HAE A& D EEH
FHLDOHIE COIEERE

2. BRAELEOEY

{EE&RD GHS 1248

HIEEMN D R 1A
BEZNEREE (REEC © E92 (B RE)
&) #®&n0

KERREEEM B8 (&2 DR

)

KERBEEEH R (& D Ra3

%)

GHS SRILEFE

BREXIED VR : % %|
EEMAEEEE © fElg

EREEMHER © H360D fBIRADEZED B ZF 4,
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ReF—2U—F A

Gentamicin Cream Formulation i ORGANON
RES WETA: BEXE: BTEIZRET A: 2023/09/30
7.0 2024/04/06 1844941-00016 ME R B: 2017/07/21

H373 R -5, RIFREEF<LE (8BO) ITLIEHROME
EosEn (B RE.

HA00 KAEEMIZIERE SR EHE,

HA12 REARITHIZEIC K > TKEEMICESE

ek

P201 ERATICEIKERBAZEZAF T S &,

P202 £ THREFIEFHRAHEMI AT TRYHZRDLEN &
P260 ZKZF|RALGTLN &,

P23 IREBE~ADBMEE®ITHZ &,

P280 REFR . RER RERE RE@EFERTHE,
[CREE:

P308 + P13 F< BXRIZE LK BDBRENHSHIHE : ERIDZE
SFETERITDH L,
P391 R ZERINT 5 &,

RrReE

PA05 fEfE L TRET H &,

B

P501 I, BHREARBIN-VEHRICEET S &,

GHS FEIZEZE L E WML DERB ST
HEEL,

3. MERUHSER

LEWE - BEVOR . REY
5
4=k CAS &S BHE (b w/w) BEIRARER
£5

JOoELy Fya— £/ RT [1323-39-3 10 2-772, 2-2523
75—k
RUIFLY SJ)a—L YIL [9005-67-8 6 8-55, 7-110
E4Y E/RFTFL—F
ATT ) U 57-11-4 6 2-608
JaELygya—i 57-55-6 3 2-234
| Gentamicin 1403-66-3 1

4. HREE
—HEEI7 KR R D BHOBEY, RONTChAVLEERBELICEEODEE
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ReF—2U—F A

Gentamicin Cream Formulation i ORGANON

R ZE = WETA: BEES: AiIEIZRET H: 2023/09/30
1.0 2024/04/06 1844941-00016 MEMERHE: 2017/07/21
215,
ERMARSICIBE, FEERBIHDHEEE. EOETRE
ZIT5
JRALT-HE RWAATEZIHS. FIBLTERDER~ABEHT 5.

REIZFELIGE

RBICA-B&

RARATEBE

BMERRVCEREERDR

HEELTRHIRER

BREEEY 2EDRE

EERICx I SHEFRGEEEE ¢

ERELEEZ(T5,

EMLIIGE. BEBICREERITALZEDKTEVERT,
BRLEKRE L UHER <,

EBRLNEZXZ(T 5,

BERAORICKREEXS.

HEBERT DRICERITES.

FTRHEE S LT, KTRE®RET 5,

FEAHY BT BB XERLETEEREZIT5,
MARAATZIHE . BECHAEL,

EBRNEZXZ(T 5,

AKTOELLTT,

BEADEZEDE TN,
RELTHAIWVIRHICHE-YBRARAALEISGE. BRICESE
DELIEETNLH D,
MOBAERIELOREITEEFILL., #HEIN TSR
EREFERTHE, BEOWHRMENHZHEIE. BB 8D
WYL EANREEEZSEBOZ L (BB 8 238MH) ,
IEHBRERLIUREREEZITH T &,

5 KKEFDHEE

Y 75 KA

> TR 578 LVE XA

JKIESE

it 7 )L —)LiasE A F
bRk (C02)

3 2R 5 K H

MR L,

BERUVRIFHHEE

BREORIKRESTE REERM~NDBRREIREICEERETEENH D,

HERBERIEY RREIEY

BEDHKAE BIGORN & BDIREICIE C AU GHKFRZRL S,
RAHDBRZE AT H=DITKEEET S
ZETHNIERBIEI T FERKEEL ST
RgMoRESEDZ &,

HRZEITSEDRE KKBFIZIE, BIXMFRBEERT 5.
REEZFERT D,

6. IRHFDIEE
AMRICHT HEEEHE, RE © REEZERT D,

RERMYFLOT KNSR (BB T £38) ». BARHE
EQO#EEEICEN (BE 8 £3H) .
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ReF—2U—F A

Gentamicin Cream Formulation i ORGANON
RES WETA: BEXE: BTEIZRET A: 2023/09/30
7.0 2024/04/06 1844941-00016 ME R B: 2017/07/21

BREICHT HIEEE D BEAOBEZEETAEZ L,

REZHRALTHL, IO IIEFIhZELEDS,
GEEIZCIEEDDZFHC EHLCADERITA AN TIHE
12& %),

FBRINF-ERSEKEREL. UnT 5,

TRHEMNE L EURTERVMGE(E, HhABRKICERT 5,

HLAHORVHEDFERD @ FTEELGRIRM TRISE 5,

2 SEICCENBE. WRREEZESFOENGCH LADHFE
ZELT, LGADLBWVESICTSHI &, MREICERALEE
HERVTTROWEIFDZENTERHEICIE, BUL-Y
Bz BULERENIRET D,

REYE T EYGRINFITRET 5 &,

ABGBEME. BEITDIEICE, FMFRARESIVEDOR
BlIcfE-TRESTH L, ZOREICERSALHEICON
THLRA%ETHS. EORUNBEREINLGNEHET HLEDN
Hdo

ASDSDIER 13HBLVU L ITE T, ABRBRKRELVED
EHEDOEEDY .

1. BREVERUVRELOIE

J: 7 A

HE TRt 3R D IFKEBLERUVREREDEDEFRRESE,

BRHR, AR D TR BBRENATERVEESE. BRIIREEEZFERAL T
=Ly,

RERIRFEEE D EBOKRIRIZA TR,
BRREFRALGBWNI &
BRAAFELY,
REDEfZEEIT S,
BIEWVRIEREZLCES 2 &,
BISBERAEORRICE DT, EXEMHOBLELSLUZEED
ETHREICHVERYRS &
BREFRALTECIE,
CHOEREFATIEEIC, MBERITREEZLAWNI &,
RBNOEREMZHLEL. RE~ANOBREZR/DEIZCT S L5
B9 5,

Y fih [ 8% D EREE

BEXE D BEOERDPIIEEMEADIE EOTREENH HBEIE.
EEGFHFDELIZTA IV VI VRTLELIUREV Y
J—%HREBELTLESEL,
FRABISRERUVEEZZILT S,
BREINF-KRITIBERT HRIICHKET S &,
T7V)TADOMBMLEARL—L 302k, ToP9=FO
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ReF—2U—F A

Gentamicin Cream Formulation i ORGANON

R ZE = HWETH: BEES: RTEZETH: 2023/09/30
1.0 2024/04/06 1844941-00016 #MEERA: 2017/07/21

vha—, BUGEAGESRE. EUERIRLES LUVFE
2REFIE. EXRFEERER. EXERLIEERVOERAOL
Ex—28TCRENHYET,

RE

REHREEH L EYESRILODVERBIZANRTEL,
iR LTRETSH &,
BZEL-LoAMYEAD S,
ZEDHEICH->TRET S,

BRI YE D O ROBREEEVLSL LIZTEE LA
FRERILH

RENRBBEMH D EEIRUOHME MRAL,

8. [F<ERILRUVREIEE

ERBRRICETIHSHRBRR/FFRRE

D% CAS &= B2 (RER | EEHRE/RAER | HA
RE) B HRRE
JoELy Jya—)L ¥/ 1323-39-3 WA (IR AGE 10 mg/m* ACGIH
AT75—k )
TWA (PRI ;2 3 mg/m° ACGIH
E)
RIUTFLY HYa—iL 9005-67-8 TWA (R AR 10 mg/m* ACGIH
JILEAY EJARAFTL— )
k
TWA (FFI%E 3 mg/m’ ACGIH
E)
ATT VUK 57-11-4 TWA (R AR 10 mg/m* ACGIH
E)
TWA (IR R 3 mg/m* ACGGIH
E)
Gentamicin 1403-66-3 TWA 0.1 mg/m3 (OEB RER
2)
FEHBIESR: 0TO

R {3 D RHPREZEEYAICEENGI OO T VIEESLY
WERMEEALEY Bl BESHEGWI A v U iRER
1)
B, KRXEKFIVRREZREST DD, 210027
TEBEIRMBREICLYERS N, GIPBERICHVERS

PWENHYFET,
RBEETOARNL—2 3 v THNIIFRNGIFF ZLEL L
FHA,
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ReF—2U—F A

Gentamicin Cream Formulation i ORGANON

R ZE = HWETH: BEES: RTEZETH: 2023/09/30
1.0 2024/04/06 1844941-00016 #MEERA: 2017/07/21

FEIRFARER WYL BFHEKEENFRATELRWMES. XX EFME
THRAA A4 o0ERANDIE BATREIN-HEIL, FF
WMREREZFERALELL S,
T24NWE3—247 MR FREAERERIADEE2M1 T
FOREER
e EREFR
IRDRER Y4 Fo—IL RFERERBEDL LIZT—IILEEFERT 5,
FEREL L IIHEERICEOZVRE, S X+, T 70Y
IWIEENRET HI5EIE. BYIHI—JILEERT 5,
LA, SR, BLLLFI7OVILIZCELNEESSEINS
AREMENHDBEIF. FJ2—AV—ILEE LLIZZFDEFELID
L7z —RBOTOTFoavEFRLELL S,
EERUVEADRER A=T74—LHLLIEERERAI—FEFERALEFL LS,

9. MEMEKLEHEE

YIERIKRE D) —A4
=) D ROA DA TRTA -
R DT80
RLOoLEWEDE L T—8%L
Bhm SRE R D T—A%L

BRXSVNBRRVHEER @ T—274L
AAE (ER. =KD D JRERY
AIATE (&RiK) D T—87%L

BETRARVERLRFR /AIARS
BEGEOLR /AR ER @ T—%27%L

B

BREGEOTR/AIMRTR @ T—47%L

B
EIP3 D T—571%L
NEERE T—R%L
pH T—57%L
RFEE T—27L
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REF—5y— b

Gentamicin Cream Formulation

Apuhlic

-5 ORGANON

&S ETA: BERE BTEIZETH: 2023/09/30
7.0 2024/04/06 1844941-00016 FEER AR 2017/07/21
BARENEE FT—RL
FhE
ENALE (BRETESR) T—R7%L
AR E
KB T—A2ML
n-#449 4%/ —IL/KnERiRE T—AML
(log &)
RRE FT—RL
BERV/XITHEAZE
tbE FT—RL
BE T4l
HXHARBE T—ARHL
IRFYEE JEIRFHE
ER b4 A RIIEEIEEYME & LTIEREI G,
NFE T—ARHL
T
WG4 X F—Ha1L
10. REHRUVURIGHE
R RIGHERE LTIE2EEI L,
LR ES BEORETIERE.

fElRAE RIS REME

BUOBERIERIST 5 E0H 5.

BT HNEEH HELZL,

EMERME ERAEF

fERAE D RRERY BIRBEEABERMITE SN TR,
1. HEEFEER

AREMEDHLRERROER

RA
R & HEf
i£:351

RBICA-=1B&

7124



REF—5y— b

Gentamicin Cream Formulation

Apuhlic

-5 ORGANON

R ZE = HWETH: BEES: RTEZETH: 2023/09/30
1.0 2024/04/06 1844941-00016 #MEERA: 2017/07/21
Atk

FIAAEEAIERICE DK RYDMETELLY,
5%
oLy SYya—iL ®/RAFF7S5—h:

2EFEE B0

RYTFLY FYa—iL

2EFEE B0
2EEE BR)

ATT7Y Uk
AtEE @0

2EEE (RA)

AtET B

JoELySya—)i:

AkETE @0
2EEE (RA)

2EEE BR)

Gentamicin:
AErE #@&O)

2EFEE (RA)

LD50 (v~ X): > 5,000 mg/kg

YILEARY FI/IRAFTFL—

LD50 (5 k): > 20,000 mg/kg

LD50 (5 k): > 2,000 mg/ke

LD50 (5« k): > 5,000 mg/ke
#i%: OECD EXERH A K54 > 401

LC50 (T v k): > 2 mg/l
BREERFME: 1 h
HEBRIRE: &K%

HE BT PEMTONT—RIZEDL

LD50 (7 4): > 2,000 mg/kg

TERAV M COYEFLFESYEIZEDORESHEILE

A

LD50 (5w k): 22,000 mg/kg
LC50 (5w k):> 44.9 mg/|
RREERFRE: 4 h

HERRE MLA/S X+

LD50 (*4%): > 2,000 mg/ke

TERAV M COYEFLFEEYEIZEDOREEHLITE

A

LD50 (S5 v k): 8,000 - 10,000 mg/kg
LD50 (=~ R): 10, 000 mg/kg

LC50 (5 k):> 0.2 mg/|
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ReF—2U—F A

Gentamicin Cream Formulation i ORGANON
RES WETA: BEXE: BTEIZRET A: 2023/09/30
7.0 2024/04/06 1844941-00016 ME R B: 2017/07/21

RREEEER: 4 h
HEBERE MLA/IX b+
BZ: CORAETIIRTIFIBEINTULALY,

AlEE (Z0MhORE) : D50 (v k): 67 - 96 mg/ke
REZ: 53RN

LD50 (5 k): 371 - 384 mg/kg
BEZK HAN

LDLo (H/L): 30 mg/kg
B 512 kA

RBEEYE. /Rt
FATRESERICE DR YNETELL,

5%

Jav¥Lry YYya—n ¥/ AFT7I5—

| D EERIEAZL
RUTFLY FYa—iL YILERY EJRTFFPL—Fk:
|E L S

R D EERIEAL

ATTY B

& oYX

& DN TFTR 24 B

R D EERIEA L
JoELrySya—)i:

& R

Hik : OECD EHE&AHA K54 > 404
fER D EERIEA L
Gentamicin:

|E L S

fER D BEORERE

RIzxY 5 ERTREGE/RRHE
FIATREAERICEDCRY AFETELL,
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ReF—2U—F A

Gentamicin Cream Formulation i ORGANON
&S ;ETH: BEES: BIEIZRET A 2023/09/30
7.0 2024/04/06 1844941-00016 MEVER B: 2017/07/21

5%

RUTFLY FUYa—IL YIWVERY EJRTFFL—k:

|E L =

fER D BBAORIEAEL

AFTY Uk

|E L E

fER D BRBAORIEA L

JoELrydya—):

(= S

R D BBAORIEA L

Bk . OECD ERAH A K541 > 405

Gentamicin:

| i R =2

fER . BEORRE

e O 88 % 1 1 3 (3 B2 18 IRV

REREH

FIFETREAERMICE DR Y DFETEAHL,

AV E A o

FIAETRE A ERICE DR Y DETEAHL,

0%

RYUTFLY FYa—iL YILERY EJRTFFPL—Fk:

RERA A T D RXEFUTAME— 3 VR

EEAoES 23 D HIEREM

& N ol

R DoEH

e YT AMmEIN LB LONF-T—RIZEDL

AFTY U

RERA AT D RXEIUIAE—a VAR

REDIRE D RIS EM

& CEILEY R

fER CEM

e T AMEINSELONET—RIZE DL
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RET—HFV—F

Gentamicin Cream Formulation

RE= WETH:
1.0 2024/04/06

Apuhlic

-5 ORGANON

BEES: AIEET H: 2023/09/30
1844941-00016 #MEERA: 2017/07/21

JoEL>Sya—i:
HER R A T
KREOIRK

i

fER

Gentamicin:

lli#=

4iEflaE RRE

XA tE—2 3 VB
F IS H fi

EILEY b

(=43

FIFARRELGRRICEDCRY HETELL,

A%

RYTFLY FYya—iL

in vitro TOEEGEM

ATTFY B
in vitro TOEEEM

JoELySya—.
in vitro TOEEEM

VI

E4Y E/XFTF7L—k:

HEBRY 1 T WAEMERA NS EIRRALESER (AMES)
R =%

RERA A 7 in vitro Z2BAERERKER

R 2
HERS 4 7 DNA B L1EE. HELYHBEOTTEL DNA &5
(in vitro)
R 2

HERY A T in vitro REKREEHR

7% OECD EABRA A K51 > 473

R

#E: BLUT EL TN -T—2IZHEDIL

HERA A T in vitro EEEMHMBEEGCFERESER
Hi%: OECD REEHA K54 > 476

R pEM

BE BT 2ELIEONE=T—2IZEDL

HEBRY 1 T WMAEMERA VS BEIFRRALEHER (AVES)
R e
#E: BUT MEL TN -T—2IZHEDIL

HEBRY 1 T WAEMERV S BEIFRALEHER (AVES)
R =2
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ReF—2U—F A

Gentamicin Cream Formulation i ORGANON
&S WETH: BEXE: RIEIZRET B: 2023/09/30
7.0 2024/04/06 1844941-00016 MEVER B: 2017/07/21
HERA A T in vitro 2EBAEEHER
Hi%: OECD RERHA K54 > 473
R EH
in vivo TOEEEMN D RERA 4 T WELEYRMBK/MEZERER (in vivo HifAEMER
E&)
FEB.THX
BRER BEERES
R E
Gentamicin:
in vitro TOEEEM D BERA A4 T in vitro BELEIMMAME L FEESER
R E
HERA A T in vitro 2BAEEHE
ER B
in vivo TOEEEMS D RERA A T WELEYAHRMBR/MEEER (in vivo fifAEMR
E&)
BIYoX
WS RK: FalRE5
R e
EHRAE
FIFEETREAERMICE DR Y DETEAHLY,
0%
JoELrydya—):
& oo w bk
REZR D BRARAATEEE
R = B D 2%
fER DM
Gentamicin:
"%b“b'l‘$-7tx}‘/|~ . F—AKL
A TEEE
BEANDEZZEODEETN,
%0
RUTFLY FYa—iL YILERY E/RAFFPL—F:
"H&EI:W?’%%&% L REBRA4M T SHREESHRE
B:vw9X
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RET—HFV—F

Gentamicin Cream Formulation

R ZE = WETA:

2024/04/06

Apuhlic

-5 ORGANON

BEES: AIEET H: 2023/09/30
1844941-00016

#MEERA: 2017/07/21

ATT7Y Uk
PEIRICK S D&

JoELrydya—):

BEYRICH I HRE

i
S
S
o
R
2
S
&
m [

Gentamicin:
HIRICX 9 58

RER®: RAFAATEBE
BER

HEB44 7 2B L UVBRRERER
B YOR

BERE: SRAHRAAESEE

R E

HERA A T A/ REEER Y ) o RERSENEME
HEHEHER

B oy bk

BERE: A AALTEEE

7% OECD RERH A K54 > 422

R et

BE BUTIWEILEONET—2IZEDL

HEBA4 T £/ REEER V) —— U ERERSEHEM
HEHEHER

B Ivhk

BRERE: R&RAALEBES

Hi%: OECD SREEHA K541 > 422

R a

HE EUIs2EhBoN:=T—2IZE DL

RS 4 T R ETEEERER

B voX

BERE: SRAHRAAESBE

R E

HER44 T 2B L UHRRER
B ToR

BERE: A& RAALESBE

R pEM

HEBRA 4 7 ZHAREES AR

oy bk

A 5B NOAEL: 20 mg/kg AE

R BEETVEEERAEIRE S G-

HERA A T ZRME L UVKRRERE
FE ¥
FAFEME: NOAEL: 3.6 mg/kg AE
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ReF—2U—F A

Gen

tamicin Cream Formulation

R ZE = WETA: BEES: AiIEIZRET H: 2023/09/30

1.0

2024/04/06 1844941-00016 #MEERA: 2017/07/21

BRI - BRIREEEGL,

HEBAA T BN L URRET
B oyhk

BEZE: EER

FAEFEM: LOAEL: 75 mg/kg A=
R E - RIREN,

HEBA4A4 T BN L UBRRER

B wHR

BERE: BEEA

FAEFEM: LOAEL: 10 mg/kg A=

HR BREE, , FREIBOHOAEN ST,

HEB44 7 2RI L UVBRRERER

B oy bk

BRERE BERN

FHFH M LOAEL: 50 mg/kg AE

HR BREE, , FRIEIBOHOAEN T,

HEEM-TEAADE D AEOEZFHREICEISIREENDEZEDHABERIENH

2=,

FERMEREE (EEE R

FIRARREGERICEDCRY DETELRL,

FERMEREE (RESCR)

REIICH-5,. REREECE Q) ICL2BHROBEEDOS L (Bl WE),

%

Gentamicin:

IZRONE RS . B WE

TEAAD R D REICH-5,. XIIREFCEIZLIBRDES,
RELRESH

%0

RUTFLY FYa—)L YILEERY E/RAFFPL—F:
& D Iv bk

NOAEL © 1,355 mg/kg

AR ) D BRHRAATFEE

IR ER 13 A

ATTFY Uk

14/ 24
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ié 7-‘_ a :/_ F Apllhlic
Gentamicin Cream Formulation i ORGANON
RES WETA: BEXE: BTEIZRET A: 2023/09/30
7.0 2024/04/06 1844941-00016 MEERE: 2017/07/21

iE Sw bk

NOAEL 1,000 mg/ke

REE® RARAATEEE

R & AR 42 Days

#ik OECD ERERH A KSA > 422

iz ST BMED DBLNTF— 2 12E5<

JoELySya—i:
i@

NOAEL

B E5RH%

R R AR

Gentamicin:

2

LOAEL

B E5RE%
[E3Aisdn
TZ RO AR
9iE 1K

(i

LOAEL

B E5RE%
R & B
TZ RO AR

2

LOAEL
GRS
R 55 i i
R ER

2

NOAEL
LOAEL
bR
R 55 i i
RN 2R

2

NOAEL
LOAEL
bR i
R 5% i i

3 mg/kg
BN

12 4 B

B i

NEnt, SRAEAE

HIL

50 mg/kg
BT

3

Eig, NE

HIL

6 mg/kg

BN

3 &

mik, BiE NE, FE

vk

5 mg/ke

10 mg/kg
mARA

52 &
B, Mm%

Zv bk
12.5 mg/kg
50 mg/kg
AN

13 &
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ReF—2U—F A

Gentamicin Cream Formulation " ORGANON
&S WETH: BEXE: BIEIZRET A 2023/09/30
7.0 2024,/04,/06 1844941-00016 #FEERKA: 2017/07/21
|z D B
BAAHEN
FIFARTRERIEHRICE DR Y DETELLY,
MNEIZH T B REBAEER
5
Gentamicin:
RAAATEEE D EMiEzE B
EZpligss: RE
SEIR: HFELY, HFELY, #EE EIRY, FERMEHEE
12. RIEFEHER
HREEM
5%
RUTFLY FYa—iL YILERY EJRTFFPL—Fk:
st © LC50:> 10 - 100 mg/I
BREERSRT: 96 h
RAFTFY U
y: k- : LL50 (Leuciscus idus (a4 ®—3&)): > 10,000 mg/|

BREaRFFMA: 48 h
7% DIN (FA Y IEME) 38412

SOUAKEOKEESHEY © ELS0 (Daphnia magna (7432 >3)):> 10 mg/l
X9 &M BREERFRE: 48 h
A% OECD SRER A K54 > 202
HE FELTsmEIRBONzT—2IZE DL
BRERRECSITHIEMEL

EEEKEEYIZxT 53 M ¢ NOELR (Pseudokirchneriella subcapitata (#E)):> 10 mg/|
RREERER: 72 h
#i%: OECD HEEH A K54 > 201
& BT smELIEONE-T—FIZE DL
REERREICSIT2EMHEL

EL50 (Pseudokirchneriella subcapitata (#k%)):> 1 mg/|
RREERERE: 72 h

7% OECD HERAA K54 > 201
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R ZE =

REF—5y— b

Gentamicin Cream Formulation

;ETH:
2024/04/06

BBES
1844941-00016

Apuhlic

-5 ORGANON

AiIEIZRET H: 2023/09/30
#MEERA: 2017/07/21

SUVIAFEOKEETHEY ¢

X9 BFME (BIEEN)

WEMIHT HEMN

JoELrydya—):
y: &k

SOVIAFEQKEERHEY ¢

(s e aY=—3 3

L KEEYICHT HEN

SOVFEQKEERHEY ¢

X9 BFME (BIEEN)

WA T HEN

Gentamicin:

SOVIAFEQKEERHSY ¢

(s e aY=—3 3

B KEEMIIXT HENE

#E: BLUT ELFON-T—2IZHEDIL
BREERRECHITIEMEL

NOELR (Daphnia magna (4 =< >2)):> 0.5 mg/l
AR R 21 d

Ai%: OECD HE&H A K54 > 211

BE EUT2MELIEONET—2IZE DL
REERFEICET5EMEL

EC10 (Pseudomonas putida (3
mg/ |
RREERER: 18 h

12— FEFR - FF4)): 883

LG50 (Oncorhynchus mykiss (=
RREERER: 96 h

P R)): 40,613 mg/|

EC50 (Ceriodaphnia dubia (2 <> 3)): 18,340 mg/|
BREERFR: 48 h

ErC50 (Skeletonema costatum GEi¥IE
BREERFMAE: 72 h
7% OECD HE&H A K54 > 201

) ): 19,300 mg/|

RAEEZERE (Ceriodaphnia dubia (22> 1)): 13,020
mg/ |
BRERFE: 7 d

RANEZLEERE (Pseudomonas putida (Ya—KEF R - TF
4)):> 20,000 mg/|
RREERFRE: 18 h

EC50 (Daphnia magna (F# =< > 1)): 86 mg/l
BREERFR: 48 h
ik OECD FRE&A A K54 > 202

LC50 (Americamysis (7 * 1A 3 X)): 30 mg/l
BREERFMRE: 96 h
Fik 7 IEAUSHRER

EC50 (Pseudokirchneriella subcapitata (#k&)): 10 ug/|
BRERFE: 72 h

7% OECD ERERA A K54 > 201

BARESEEE Pseudokirchneriel la subcapitata ((&3E)):
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Gentamicin Cream Formulation i ORGANON
RES WETA: BEXE: BTEIZRET A: 2023/09/30
7.0 2024/04/06 1844941-00016 ME R B: 2017/07/21

1.5 pg/l

BREERFRL: 72 h
75i%: OECD EAEBRA A K54 > 201

EC50 (Anabaena flos—aquae (7 / /N9 T U7T) )41 ug/l
RREERER: 72 h
A% OECD SRER A A K54 > 201

BAESEEME (Anabaena flos-aquae (V7 / /T F 1)
7)) 1.6 ug/l

BREERFR: 72 h

7Ai%: OECD HE&H A K541 > 201

MN-2704—(Ok&EREFEE : 100
% EE (2 )
MN-2704—(0KkEREEE : 1
% RE (B )
MEMIZx T HEMHE . EC50:288.7 mg/|
BREERFM: 3 h
HER A A T IR
#i%: OECD REEHA K54 > 209

R - SR

5%

RUTFLY FYa—iL YILERY E/RAFFPL—k:
EoEM% DR So@ETIEAN,
ATTY U

R L EER BAMEM,

EofE: 11 %
MR 28 d
A& OECD ¥R ¢ A4 K54 > 301B

JoEvrySy)a—):
o CER- BRI,
0% 98.3 %
MR 28 d
7i%: OECD RERH A K54 > 301F

Gentamicin:
E RN D R 2ENERRE
H£508E: 100 %
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Gentamicin Cream Formulation

Apuhlic

-5 ORGANON

&S ETH: REES: BTEZRET B 2023/09/30
7.0 2024/04/06 1844941-00016 FEER AR 2017/07/21
IREERER: 28 d
7% OECD RERH A KS4 > 314
EREREY
%
ATTFYEE:

(log &)
JoELrydya—):

(log &)

Gentamicin:

(log fE)
TEFOBEE
T—RL

T UB~OBAEH
FEZH

|m¢79/—w/mﬁm%#:

n-#4%9 %7 —IL/KSERER

|m¢79/—»/mﬁm%ﬁ:

log Pow: 8.23

log Pow: -1.07
Fik: BELSFRA| (EC) No. 440/2008, 1/EE, A 8

log Pow: < -2

BRERE
ERREEY

FREBRRUEE

A BREOBRFIZEVNLST B,
BREMETRKAHEH L TIEG 4L,

ZORB/IE. VAL ONLFEEITERZEDEOHIZ, BalE=ZT1=
REMUNEBEEERIZRIET 5,

BICIEENEWMEES., RERARELTEET S,

14.

WX EDEE

[ A

ez _E #65% (UNRTDG)

EEZES (UN number)
E&#iE 4 (Proper shipping
name)

UN 3082
ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID, N.O.S.

(Gentamicin)
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Gentamicin Cream Formulation i ORGANON

R ZE = HWETH: BEES: RTEZETH: 2023/09/30
1.0 2024/04/06 1844941-00016 #MEERA: 2017/07/21

E&E 5 %8 (Class)

B2 (Packing group)

Z AL (Labels)

REAEH

fin 22 = (IATA-DGR)

UN/ID &% (UN/ID number)
E&#iE 4 (Proper shipping
name)

EE 5 #8 (Class)

B ER (Packing group)

Z X)L (Labels)

HWatET (EYH) (Pack-
ing instruction (cargo air-
craft))

HWaEafER (REH) (Pack-
ing instruction (passenger
aircraft))

REREEMN

7 L &% (IMDG-Code)
EEES (UN number)
E&#iE 4 (Proper shipping
name)

EE /%8 (Class)

B2 E M, (Packing group)

Z ~)L (Labels)

EmS 33— K (EmS Code)
BEFRYE &Y - D)
(Marine pollutant)

9
I11
9
#ZH

UN 3082
Environmental |y hazardous substance, liquid, n.o.s.

(Gentamicin)
9

IT1
Miscellaneous
964

964

B

UN 3082

ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID, N.O.S.
(Gentamicin)

9

I11

9

F-A, S-F

ZE

MARPOL 73/78 MiRE 11 U IBC 23— FIZ L X5 RAMESI S BEME (Y - FHL)
s h - IKEBOHMIZIETIEZS,

& PR il

EoREDERFIE. ]|HE 15258 I 5.

R DORERE

CCICRHESA TV S EES T, BFROBMETOROT, ARET—2V— FOFRTHHRS
NEESICHRBESNE=MHOBEDAITEDIVTUVEY, BESEE, RAEFR., v syr—o4%
A4 X EMBEOMBDORAUDEEICLY ., EESIDAREMLHYETS,

RERLCHERHES

171
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RES WETA: BEXE: BTEIZRET A: 2023/09/30
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15. ERES
BHE AR
HBEE
fERY. HEETBRYICEZE LA,
L&E&
BEFEILEYE
b2 5
[[Z7oi0—1, 2—>3—1 106
HEBREMEE
REENRILSIhIEED
FFZH
WEQHALEZI 5 EHEY
FEZH
BEEEILEHARME
A
ZEREOBRO Shi-tEWE (BELEME)
A
ZEREORH Shi-bEmE FRERLENE)
A
AMELRANITREERVRUVEED
EE ST KD 2 (BITHARE 9
x4 BHE (%) Bz
|[7oio—1, 2—o—0 >0 -<10 2025 £ 4 A 1 B

BAMNEERTIRECRVRVEEY

EE ST & FRITRE 185K)

=z

"%

l[7o/i0—1, 2—23—0

2025 4 A1 BLURR

RABRENE (FMRLEERAE 577 £02)
B2

FECEMERETFHRA
JEER

sarh B FRIRA
E
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Gentamicin Cream Formulation i ORGANON

R ZE = HWETH: BEES: RTEZETH: 2023/09/30
1.0 2024/04/06 1844941-00016 #MEERA: 2017/07/21

M7 LI ET R

JEELL

AHEATREFHRA

JEELL

HEBREWMEEEITE - WRE— (BKEY)
JEELL

EVRUBIMESREE

JEELY

LEYEHHITEEEREE

JEELY

BEHRARRE

JEELY

DE a1 E S

JEELL

fafaR & ik

fEHRAIE 2, 3 RERMERAIKRE 1 AEUYE
22k

FEATHRBISE 194 RAERMERIRE 11 ZOMOEEY
BESREFRVUBLEFONILICET &2

(X5 B A HhE : FRAME L )
& S EnE D BEFLEME
FRER U REMAERE

FREMMBHERA G - @A)

JEZY

BERFERBEERM (E@L - @A)

JEZY

EEVONEER VERICET 5:%1E

EEXREY
COHBOBESIZDODVWTEELS RV ) —~DEEEITHER :
AICS > N

DSL N

IECSC > N
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Gentamicin Cream Formulation i ORGANON
RES WETA: BEXE: BTEIZRET A: 2023/09/30

7.0 2024/04/06 1844941-00016 ME R B: 2017/07/21

16. ZDD1TEH

ASS [CENTHBLREREZDBHNMRYEDRENMERTDERIL. EXMETHIEEE
BHEYT

5| A3k D BT —4. EMESDS[CE D F—4., O0ECD eChem
R—R2ILEIVERMILEYMER http://echa. europa. eu/ D&
RIER

LRIN—Ca UL ERESNERBRAXETE 2 AR THRARTIATLES,

BiI74+—<wv b+ . #/B/H
ZTDHDREEED £

ACGIH © KE, ACGIHPRFREIME (TLV)
ACGIH / TWA o 8 EifE. BEREMETY

AlIC - A—R FSUTDIELLFERASA AV RY; ANTT - TS5 DILEREEME, ASTM - K
EMHHRGS bw - KE; R - EH UM, TERRME. £EEEULH D ESNHME: DIN -
FAURBIHEELE DSL - ERYMEY R~ (BF4); Eix - FED XWORIEERIEFT EEZ
bNBHRE, Elx - FED XWOREERIFT EEZONDIEREE, InS - BRKOR TP
—JU; ENCS - L BEADBFILEME )R b ErCx - FED XWOREERIFTEEZONDHL
RE RG - REMICOF5IE; GHS - HFRHAMI AT L GLP - HEREkME, [ARC - ER
NATRZEE . [ATA - EEMZEEERS, IBC - BREFHOESBEXD-HDOMAMDIEE
RUEICEYT 2EFRRHAI 1650 - 50%fEFIRE: ICA0 - EFRRMMZEME. [ECSC - hEIR
B2 ELR, INDG - BB LERYRRE. IN0 - EFESEHRE, ISHL - FEBREEEE
(BAF): IS0 - ERZECHE. KECI - REBRFLFEYMERE: L0550 - 50%HIERE LDSO0 -
50%EEE (FHEILE) | MARPOL - MMAIC L 5 DD -HDERSEN: no.s. - I
MBAMNATRESN TS LD ZERRC Neh - FURAL NOWEC - BEEZMHRZERE, NOWEL -
BESMRZEL AL NELR - BEEUZEEFES: NOM - A £ a2KFA NP - XEE
REMTOT S L; NloC - Za—C—F v MeEYEARMR: 0ECD - EFH HFHFEME, OPPTS
- LEZWEZEMN - 8FHIEF, PBT - oMM - AHREBRNE - AFHEWE)  PICCS - 2
1 VEVLEYEA ARV M= (OSAR - (EEH)) HBEEMER. REACH - LEMEDE
$x. ETMfi. 3B WIH KL UEE (REACH) ICB¥ H#RAI (EC) No 1907/2006: SADT - B CimEsfZ
BE: SDS - RET—2Y— b TECl - 2 A IZEIFEDILEHED A R R TCSI - &1k
EMEA R M) — TDG - EEYE®E, TSCA - HEWMERSIECRE) ; UN - E:&; UNRTDG
- ERESEIRMEZES. VPWB - FREICHABRUFEICEERNL WIS - ERGREKA
EMEMERBRY AT LA

CORET—RI—FUUAT TSDS) &0V5) TRIET HFMUT TRFEHI &0V D) K. FEH
BERICENT., BHEOKEOHNH. BFHR. RPMESDLETERTHLEHILEZLDTY,
AEHRIT. BROTEGEEL. A, LB, RE. BE. BEERVFRRICETISIHIF R E
LTOHERSNTE Y. WHVELIRARIIREREZLTHLDOTEDHY TEA. RIFHRIL.

SDS DEEEICR SN TV AIRESNEEHRKICHTIIOTHY ., FZAEGAMORR EBAE

23/24



ReF—2U—F A

Gentamicin Cream Formulation i ORGANON
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HET, XETOERAPTHERASNDBE. AXFRITERNGVRY .. BERICEE G OETREMS
BAHYFES, ARGOEREFSMICEV TR, REFRRVHERZEZERY S5HRIC. ERES
MOERRERBICEITHIAEGOBEYGTMZEZEHT, FRESLOERT 5HFETORENRKER
CHTEHAHBOEEL., FA. LB, RUOREIZOVWT, EEEVEY,

JP /7 JA
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