RET—HAI— b A
Gentamicin Cream Formulation i ORGANON

R EE = HWETH: RERS: AT[EHETH: 2020/10/10
3.2 2021/04/09 1844941-00009 #MEERA: 2017/07/21

1. E#R R UEHIER

tERDBTR : Gentamicin Cream Formulation

HicE O AH. FRRUEEES

HBEBOSHEET : Organon & Co.
X7 30 Hudson Street, 33nd floor
Jersey Gity, New Jersey, U.S.A 07302
ERES . 551-430-6000
BFA—ILTFLR . EHSSTEWARD@or ganon. com
RAREREEES : 215-631-6999
4R ik & UME A L 4l R
HEERE D EER

2. EIRAEEOEN

{2 RmD GHS 4¥8

HETEEE DR 1A
BEEMERSE (REIEC @ EH2 (B, RE)
=) (#&N)

KERFEEEN B8 (& -3

%)

KERBEENE R (8 N

%)

GHS SRIILER

BREXIZVRIL : % %|

R EE D fElR

fERAEEMHER : H360D BBIR~ADEZEDE Fh.
H373 RH#iIChH =5, RIIREFCE BO) 2L 3EBOE
Enosth (Bl WNE).
H400 /K £ £ IEE (T8 LV H 14,
HA12 REAMEEHISCEIZ & > TKREEYIZHEE,
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ReF—2U—F A

Gentamicin Cream Formulation i ORGANON

RES ETA: BEHES BIEETH: 2020/10/10
3.2 2021/04/09 1844941-00009 #EER R 2017/07/21
-
IIIIL\ = % ié*\j%:

P201 ERAATICERIRERBAZEZAF T H &,

P202 £ THREFTEFHFAHEEIHZFETMYHEbIENI &,
P260 ZZSRZF=H|A LA LN &,

P23 IREBE~ADHREZHTHZ &,

P280 REFR MREKR RERE FREREERIT I L,
HEEE:

P308 + P33 XK BERIFIFK BORBRENAHI5E : EAIDZE
SEREETEZITHT L,

P391 R ZEIINT 52 &

®rE:

P405 EfE L TRET B &

BE3E:

P501 NEY., BREARZDINE-NEHRICEET L&,

GHS T EICRZL L ELWMbDEIRAEE
HEREL,

3. MERUHSER

LEME - BEEYMDORX A . BREY

5

[4=oE4 CAS S SH= (% w/w) BIRARER

ES

JoELy YYya—)L £/ XF |[1323-39-3 10 2-172, 2-2523

TI—hk

RYTFLY FYa—L vIL |9005-67-8 6 8-55

E2>Y ®/RAFTF7L—F

ATT) VB 57-11-4 6 2-608

JoELr>Sy)a—i 57-55-6 3 2-234

Gentamicin 1403-66-3 1

4 [GRBE

—fRET FNA4 R D BHOBEY. AT BN ZEFELICEZEDEZE%:
25,
FERAREIKCHEE. FTEEEMLAHIESIL. EMDIETRE
25,

|kALSES D RULAATREISE. FEROTEROBRABHT 5,
ERLEEZI(T5,

BREICHE LI5S D BEfMLIZEE. BEBICEEZRITALZEDKTHLRT .
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Gentamicin Cream Formulation

;ETH:
2021/04/09

BEBES:
1844941-00009

Apuhlic

-5 ORGANON

BIEIZRET H: 2020/10/10
#MEERA: 2017/07/21

RBIZCA-=15&

RARAATZIHE

AMEREVERMEERDOR

HEELTRHIRER

WREEZY 2EDRE

EEICH Y HFFRFTERE ¢

FBERLERBRE S VHZR <.

ERLEZRITS,

BERDHAIICKERZRES .

HEFERT HEIICTERICHES,

FHHEE L LT, KTIREZESET 5,

FFAH Y BIGT HHEEICIIEREETEREZIT5,
BRARAATZISE, BECHENMEL,

ERLEZRITS.

KTAZELLCTT

BREADEZEDOEEN,
RELTHSVWERBICOIEYRAAALEEE, BaHRICES
DHLZEENNH D,
HAMREAFELDREITEREZLL., HESINTLSE
EREZHEATLHIE. BREOFRENHLHBZEIL. HESD
BYGEAREEZSRBOCE (BEB8%25H) .
XEHREBSURMEREZER TS &,

5 KKFEFDIEE

Y 75 H K F

0 TIEAR B 7R LVHKH
BHEORIKRAEEM

HERGEEIEY

KIEFE

it 7 L3 —ILiasH K F

ZEg{bkFE (C02)

¥R H M A

MEGTL,
BIBEEBRM~NOBREIBEICEZRIZIHELH D,

RERERILY

BEDHEXTGE BGORR & BDRKRICIE C CGEYGERFERZANS,
RAHDBRBZERENT 1=DIZKEEET 5,
TETHNIERBEI T FERKEELN ST,
KMo RBESEDH &,

HRZEITSEBDRE KKBRIZIE, B RHFEERT 5,
REEZHEAT

6. RHFFDEE
AR 5 EEEHE,. RE @ REEZEZEAT D,

BERUVRAREE

RIEICHT HEEEE

HLADORVHEDHERY

ZEGMYFZLDT FNA R (HBE T E25]R) O, BARE
BO#EERICEN (IRE 8 Z23H) .

REANDOBREZEITEHZ L,

REHFHALTHL, INOIEIhZELED S,
LERICIEEDIDEHC HLRADELEAAILNYTRRE
12&%),

FERINEREKEREL. UDT %,

RENZE LCERTELEWNESIE, thABARKIZERT 5,

FEERRIM TRIRESE S,
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Gentamicin Cream Formulation i ORGANON
RES WETA: BIEEE BIEIZETA: 2020/10/10
3.2 2021,/04/09 1844941-00009 MEERE: 2017/07/21

pebt 2BIZCIENBE. REEEEOBYAH LADER

ZEBULT,. BALGHWVWESIZT SR E, BRRICERLEE
MERCTTRVWEFBZENTEEIHEAICIE, BULE=Y
BxEYEBRB/ANIRET S,
REYMEZEYLRINFITHRET 52 &,

ABBZHME., BETIECEK. SFEAASEIVEDOR
B> TMETZ &, TORBICERSIAE=HMEIZON
THLR%TH D, ENORADBERHININEFHERT HIHEN
Hbd,

ASDSNEBE 13ELVI52HNT. ABARKRELUVE®D
ERFIOREDHY

1. BEVWRUVRELDOEE

kL

B TRt 3R DK EBLERUVREREDEDEERNKRESE,

BRER, 2@fBK D RGBS TELRMERIE. BREEREEEFERAL T
AN

REMIKFEEE D BRBOKRIRIZA T,
RRERALGBLI &,
RAAFERLY,
AR&EDiEfZE BT 5,
BV RIIREZLCHES 2 &,
BESBREREORERICEDE, EXEHOBERLUREMD
ETREICHORYIES Z &
BREFHLTECIE,
CHERFEFRTIHEEIC, REXRITEEEZ LA &,
BNOEREMEHILEL. RE~NOBEEZR/NMBIZCT S LS5
B9 5,

i [B] 5% D BRI

BEXE D BEOFERDPIIEEMEADIEL EOTREMENH HIHEIE.
EESFRDELIZTA ISV VI VRTLELIUREV Y
J—%#FBBELTLLEEL,
FERAPIISRBERUVEREEZILT 5,
BERINF-KRITIBERT HRIICEET S &,
T7o)T4OMBMEARL—2 3 VICE, To9=F7a
vha—)L, BUGEANERE. BULGKRLES LUVE
FBREFIE. EXEHEER. EREREEERTIOEROL
Ea—%8ORENAHYET,

RE

REGRESH D BEYRSRILODVERBIZANTEL,
EEELTHRETHI &,
BELO-MNYEAD D,
BZEOREIZH->TRET 5,

BRI YE D OROBRFFEHENOL LITEELAEL
SRER L F
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Gentamicin Cream Formulation i ORGANON
RES WETA: BIEEE BIEIZETA: 2020/10/10
3.2 2021/04/09 1844941-00009 SEERR: 2017/07/21
BEUBRBF[TDEME DOBILHUVWHME: MRAL,
8. X EHLEVRELE
EEBBICB TS NRERR/HFREE
D%y CAS /& B2 (REK | EEEE/RE | H®
fE) i3
TOELY JUa—JL £/ | 1323393 | TWA (AR | 10 me/m ACGIH
ATT7Z—Fh )
WA (FFIE | 3 me/m’ ACGIH
)
RUTIFLY JUa— | 9005678 | TWA(RAE | 10 me/m’ ACGIH
JILEAY EJARAFTL— )
k
WA (FFIRE | 3 me/m’ ACGIH
)
257 o 57-11-4 WA (R AE | 10 me/m’ ACGIH
)
WA (FFIE | 3 me/m’ ACGIH
)
Gentamicin 1403-66-3 TWA 0.1 mg/m3 (OEB HER
2
B2 pok 3 D RPEREFEETAICEEYLAI VO ZFYVIEEE LU
HEFBMEERLET W, BESAELWI A v T BHER
) «
B0 HEERLVEBEERET L. 2T LSZF UL
SEBIIBBRA L USRI N, OIP BERCRVEHESA
BRERBYES,
ERETOLAL—L 3 U THNEEALIHRELE L L
A,
R
MR RS L ELRTHSEEATATEANES. £idiE < B
THEHA FS A L OBENDE BRSNS, F
REEESEHEALEL LS,
SANE—BAT  MHTREARESAOES ST
FNREER
ME D O MEREFE
RORES L YA RU—IL R = REREL L 2 T— T L EERT 5.

FEREL L IIEEDICEOZVRE, S X+, T7AY
W ENRET HI5E(F. BRIV ILEERT 5,
MLA. SRk, 3LKEFI7OYVILIZCEAEEZESLOEINS
AR HBIBERIE. FJ—AL—ILFEL LLIZZFDEHID
L7 z—RBOTOTIavEFRBLELLS,
RERUVEADRER D AZTA—LELIEERERI—MEFEALELL S,
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R EE = HWETH: RERS: AT[EHETH: 2020/10/10
3.2 2021/04/09 1844941-00009 #MEERA: 2017/07/21

9. MEMEVLEHEE

IR IR BE DO —L
= DRI A RS FATERTA b
R D T—8GL
RLoLEWVEDE L TALL
mh L R E T8I0

BRXIVBRARVHEEE @ T—4274L
AIRATE (B, =UE) D IEEE
AR R D T—51%L

BRETRARVERLRR AIARR
BREFEDLER/AIRERE @ T—2%4L

BEGEOTR / AIATRE @ T—424L
P D T—Aa%L
PRRE L T—Aa%kL
pH D T—A3%L
HFRE T2l
BRARENERE D T—A2%L
I

BAEE (EhhhiEER) L T—A%L
BREE

Kists D T—8%L
n-Ao%/—IL/ KNBEFRE @ T—24GL
(log {&)
ARE T—R21EL

BERV/ RX(THEMEBE

tLE D TFT—4%L
HE D T—4a7%L
HAHRZFBE F—RHL




ReF—2U—F A

Gentamicin Cream Formulation i ORGANON
RES WETA: BIEEE BIEIZETA: 2020/10/10
3.2 2021,/04/09 1844941-00009 MEERE: 2017/07/21

1B C O JEIERME

B L4 RBEEEEME L LTIESES L.

DFE D T—ARIEL

T4

HFH A R L F—anL

10. REMRUFREHE

R D RIGHERE L TESEI NG,
LR EHS D EEORETIERE,
fElR B E RIS A REMS O BULEBERIERIET A ENDH S,
BITAHREEN ORREL,
REMERYME D EREH
BREELDEERY D RBREELSBERMIEE SN TV,
1. EE%ER
AEEHED HLHREZBOEHR - ®RA
R RS HEfi
23501
RICA--1B&
SHNSEH
FIATRE T ERICE DR YNFETERLY,
B%:
JOoELy JYya—)L ¥/ RATFI5—h:
AanErE @O : LD50 (w2 R):> 5,000 mg/kg

RUTFLY FYa—)L YILEERY E/RAFFPL—F:

2nEr #@n) : LD50 (=2 R): > 15,000 mg/ke

ATT) Uk

2EEE (BO) : LD50 (5 k):> 5,000 mg/kg
7% OECD HERH A FS 4 > 401

2MEE (]RA) : LC50 (S k):> 2 mg/l
BREERER 1 h

HERIRE: AR

#E: BLUTAMELLFOoN-T—2IZHEDIL
2tEE BR) t LD50 () > 2,000 mg/kg
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Gentamicin Cream Formulation i ORGANON

R EE = HWETH: RERS: AT[EHETH: 2020/10/10
3.2 2021/04/09 1844941-00009 #MEERA: 2017/07/21

TERAAV M COPEF-ILREDEIREDORESEILE

Ly,
JREL YY) a—:
2EEME (0) © D50 (v k):> 5,000 mg/kg
s (]RA) : LG50 (*7H): > 159 mg/|

RREERERE: 4 h
HEBRERE MLA/I X+

AMEE (BR) : LD50 (U H): > 2,000 mg/kg
THERAAV R COMEFE-IZESYIEAEDOEESETIE
LYo

Gentamicin:

AEEE #&no) : LD50 (v F):8,000 - 10,000 mg/kg

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

S2HEEE ]RA) : LG50 (T v k):> 0.2 mg/I
MREERER: 4 h
HEBRRE MLA/S X+
BE CORETEHETIIREINTLAEL,

2EENE (Z0OMOREER) : LD50 (T k): 67 - 96 mg/ke
REER: FIRA

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

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

REBEEYE. /Rt

FIRATRETIERICEDCRBR Y RETEALY,

%0

7oLy FYya—)L ¥/ ATFFS—h:

ER D O REBRIBAL
ATTVYVE

2 R

Hik DNV TFTR 24 B8
HR D EERIEAL

JoEvrySy)a—):
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Gentamicin Cream Formulation

RES HETH: BEBES: BIEIZRETA: 2020/10/10
2021/04/09 1844941-00009 #IEERLR: 2017/07/21
i A S
ik OECD HE&RA A K54 > 404
HER RERBE L
Gentamicin:
& A S
ER BEORERH

RIZxY 5 ERGREERRBE
FIFARREGRRICEDCRY HEETELLY,

%

ATTY Uk
1
HR

JoELrydya—):
i

R

Hi&

Gentamicin:

1
R

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

A
RADRIFE L

A
RANDRIFE L
OECD EXERA A K51 > 405

e
BEEDRRIH

FIRARREGERICEDCRY DETELRL,

O AR R AE 1

FIRARREGERICEDCRY DETELRL,

B

ATTY VB
Eats o )
ANk S
G

R

e

JoELrySya—)i:
HERa A T

REOT R

i

IFITA4HE—2 3 ViR
K&

EILEY L

P24

BT MENGHONI-T—RIZEDL

IHFRITAE—2 3 VR
R &AL
EILEY bk
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Gentamicin Cream Formulation i ORGANON
RES WETA: BIEEE BIEIZETA: 2020/10/10
3.2 2021,/04/09 184494100009 MEERKE: 2017/07/21

R (=X

Gentamicin:

= T—REL

HIEMIERR Y

FIRTEEAERICE S CRBY SETEAL,

5%

RFT U

in vitro TOEEEMN

JoEvydua—n:
in vitro TOEEEM

in vivo TOEEEMN

Gentamicin:
in vitro TOEEEMN

in vivo TOEEEM

HERZ A T in vitro 2EKREEHR

7% OECD HBRAA K54 > 473

R

wE: BT IE,MSBOALT—RITEDL

HERAZ A T in vitro BELBWMRECFEESAER
Hi%: OECD REEHA K54 > 476

R

& EBUIT2mELISBEONET—2ITHDL

B2 T MEME RN S EIRRALEHER (AES)
R
#E: BLUT I PELSFELN T —2IZEDIL

HEBRY 14 T WAEMER N S EIFRALEHER (AVES)
R

HERAZ 4 T HEL B FRMBR/ N LEAER (in vivo MfaE MR
E%)

B YR

BREZ BEERNES

R 2

HERA A Toin vitro BELBYMEEFERAR
R 2

SRERZ A 7 in vitro ZBEKEERER
&8 AR

HERAZ T WHEL B SRMBR /N LEAER (in vivo MfaE MR
E&)

B Y9R

B SR F8R;E 5T

R et
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Gentamicin Cream Formulation

-5 ORGANON

Apuhlic

RES HETH: BEBES: BIEIZRETA: 2020/10/10
3.2 2021/04/09 1844941-00009 #IEERLR: 2017/07/21

#EHAM

FATRESERICE DR YNFETELHLY,

By

JrELYSUa—n:

& AN

BEZK BARAALTESEE

A = B R 28F

ER (=45

Gentamicin:

ENAE-TERAAD R T—R%L

SR

BRADEBEZEDE TN,

A%

ATTY Uk
PEIRICK S &

JoELrySdya—):
WEIRICH 3 SR

HERY A T AR/ REERRI )T ERERSEMEE

HEHEHER

oy hk

BERE: SRAHRAALESE

#i%: OECD SRERHA K54 > 422
R E

wE: BT IMEMSBOAT—RIZEDL

HERY A T AR/ REERRI )T ERERSEMEE

HEHEHER

oy bk

BERE: SRAHRAALESE

#i%: OECD SRERHA K54 > 422
R E

#E BLUTYELSFELOAT—RIZEDIL

HEBRA 4 7 S HAREES AR
B ToR

BERE: A& RAALESBE

R pEM

HERAA T BN L URRERREE
B:woR

BERE: A RAAEEE

R a
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ReF—2U—F A

Gentamicin Cream Formulation i ORGANON
RES WETA: BIEEE BIEIZETA: 2020/10/10
3.2 2021,/04/09 184494100009 MEERKE: 2017/07/21
Gentamicin:
PRI S BB L RERA A T TSR
Eovbk

4B H3: NOAEL: 20 mg/kg {AE
R BEELHEEEAFRE S EN-T-

RBREODRBE~DEE D HEBA4A T ZRNELURRERE
FE ¥
FAZE M NOAEL: 3.6 mg/kg AE
R - REEMEEELD,

HEB44 7 2RI L UVBRRERER
oy hk

BREZR BIER

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

HEBA4A4 T BN L UBRRER
B.YvOR

BER%: EEA

FAE M LOAEL: 10 mg/kg AE

HR BREE, , FRIEIBOHOAEN T,

HEAA T BN L UHRRER

B Ivhk

BERE BERN

FAFE M LOAEL: 50 mg/kg AE

HR BREE, , FRIEIBOHOAEN T,

HEEM-TEAADE D AEOEZFHREICEISIREENDEZLEDHABERIGNH

2=,

FERMRBSTE (HEEIT<CHR)

FIRARRELGERICEDCRY DETELRL,

FERMESREE (RETCR)

RHICH=4, XEREFXCE D) (CL2EFOEZFOSTN (Bl RNE).

B

Gentamicin:
ErlE RS . Bl WNE
TERAAD D REITh=S. RIIREIFCEICLIEFDOES,
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ReF—2U—F A

Gentamicin Cream Formulation i ORGANON

RES ETA: BEBES: BTEIZRETA: 2020/10/10
3.2 2021/04/09 1844941-00009 FIEERA: 2017/07/21

RERSSH

B

ATT) VB

i D9w kb

NOAEL ;1,000 mg/kg

BEZR D BMHRAALEESE

IR ERRE 42 Days

Hik : OECD HERHA K54 > 422

= Ll AamEMSBLONT—RICTEDL

JoELrydya—):

i DIy kb AR
NOAEL : 1,700 mg/kg
BE5R D BAHIAATEEE
R 25 e D2 F
Gentamicin:

(5] N

LOAEL . 3 mg/kg
BE5ER C AR
IRERRE 12 # R
EHRRER D B

K S o %
i |

LOAEL . 50 mg/kg
BE5RR . KBTF

A 25 B 3 H
EHRRER . BiEg RNE
i |

LOAEL . 6 mg/kg

&5 %% . AR

A 55 B D38

ZROME RS C Mk, B RNE, R
i D Iw bk

NOAEL : 5 mg/kg
LOAEL .10 mg/kg
&5 %% . AR

A 55 B 52 @
ZROME RS . BiE W&
i D2y kb

NOAEL : 12.5 mg/kg
LOAEL . 50 mg/kg
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RET—HFV—F

Gentamicin Cream Formulation

Apuhlic

RES HETH: BEBES: BIEIZRETA: 2020/10/10
3.2 2021/04/09 1844941-00009 #IEERLR: 2017/07/21

BE5ER AR

BREEES R 13 8

ZRME RS =)

RAABEN

FIFAAREIEHRICE DK R Y DETELLY,

AKITH T 5 RBEER

B4

Gentamicin:

RARATEBE

ZFalEss: B

Rl AE
FEIR: HFL, HFEL, HEE HIBY, IRITIEHEE

RYTFLY FYya—)iL

ATTY ik
BEN

SUOVIAFEQKEERHEY

(s e aY=—3 3

B KEEYICHT HFEN

YIWVERY E/ARATFFL—hk
BROKEEDIIHT HEHE

EC50: > 10 - 100 mg/|
BREERFT: 72 h
wE: BT IMEMSBOAT—RIZEDL

LL50 (Leuciscus idus (a4 ®—7&)): > 10,000 mg/|
BREERFME: 48 h
A& DIN (FAYIERHE) 38412

EL50 (Daphnia magna (#4322 >3)):> 10 mg/|
BREERFR: 48 h

A% OECD SRER A K54 > 202

#E BT smEsro/onzT—2IC& DL
BHRERFEICHSITA2EMHEL

NOELR (Pseudokirchneriella subcapitata (#%%)):> 10 mg/|

PBREERFME: 72 h

7% OECD HBRA A K54 > 201

#E: BUT MEL TN -T—2IZHEDIL
BREERRECHTLIEMHEL

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

BREERFE: 72 h
7% OECD EHBRA A K51 > 201

14 /21

-5 ORGANON



ReF—2U—F A

Gentamicin Cream Formulation i ORGANON

R EE = HWETH: RERS: AT[EHETH: 2020/10/10
3.2 2021/04/09 1844941-00009 #MEERA: 2017/07/21

HE BT MEMTONT—RIZEDL
BREERRECHTLIEMHEL

SOUIEQKEESHSY © NOELR (Daphnia magna (743 <>3)):> 0.5 mg/l
[Zxt9 HHEM (BHESM) BREERER: 21 d
7% OECD HBRAA K51 > 211
& BT IMEIS/ONI=T—RIZEDL
ARERRECHITHEMEL

MEMIT BEN . EC10 (Pseudomonas putida (a— KEF X - F7F4)): 883
mg/ |
BREERFMA: 18 h

JREL YY) a—:
aEMN . LC50 (Oncorhynchus mykiss (=< X)): 40,613 mg/|
RREERERE: 96 h

SOVIAENKEELSHEY © EC50 (Ceriodaphnia dubia (22> 3)): 18,340 mg/|
[Ixd &M BREREFME: 48 h

B KEEYIZT BEM ¢ ErC50 (Skeletonema costatum CGEFEEEEE) ): 19,300 mg/|
RREERER: 72 h
#i%: OECD HERH A FS5 4 > 201

SOVIAFENKEESHEY  RKRESZEEE (Ceriodaphnia dubia (3>23)): 13,020

X9 B EMH (BHESH) mg/ |
RREERFRE: 7 d
WMEMIT HFM . AEFERE (Pseudomonas putida (¥2—FEFX - TF

&)): > 20,000 mg/|
BREERFE: 18 h

Gentamicin:
SOVAENOKEELSHEY © EC50 (Daphnia magna (A4 3> 1)): 86 mg/|
IZxtd 5&EMH RREERFRE: 48 h

7% OECD HBRAA K54 > 202

LC50 (Americamysis (7 A1) A3 X)): 30 mg/l
BREERFR: 96 h
FiE T IESUENER

BHEKEEWICHT HEM © EC50 (Pseudokirchneriel la subcapitata (#:%)): 10 ug/|
RREERERI: 72 h
Fi%: OECD HE&EHA K541 > 201

RAEZERE (Pseudokirchneriel la subcapitata (#%:%)):
1.5 peg/l
BREREME: 72 h
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ReF—2U—F A

Gentamicin Cream Formulation i ORGANON

R EE = HWETH: RERS: AT[EHETH: 2020/10/10
3.2 2021/04/09 1844941-00009 #MEERA: 2017/07/21

7% OECD FRERAA K54 > 201

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

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

RREERERE: 72 h

7% OECD ER A K54 > 201

W-27042— (KEREEE @ 100
% EE (2% )
W-279 42— (KERESR
% RE (M) )
wMEMIZxtT HEMH : EC50: 288.7 mg/|

BREERFM: 3 h

HER A A T IEIRHNH

A% OECD SRER A A K54 > 209

1

OH

BB - SR
5%
RUTFLY FYa—iL YIWERY E/RAFFPL—k:
SR D BR Z0REETIEAL,
BE BUT2MENSEON-T—2IZHE DL
ATTY U
£ DR SR,

£ T Y%
MR 28 d
5% OECD ¥R ¢ 4 KS5 14> 301B

JoELrySya—)i:
EofRME D WR SofEk,
0% 98.3 %
RREERERS: 28 d
7#i%: OECD SRERH A K54 > 301F

Gentamicin:
E RN DORR 2ESfEATRE
52 100 %
RREERER: 28 d
Hi%: OECD HEEHA K54 > 314
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RET—HAI— b A
Gentamicin Cream Formulation i ORGANON

R EE = HWETH: RERS: AT[EHETH: 2020/10/10
3.2 2021/04/09 1844941-00009 #MEERA: 2017/07/21

EGEEN
B

RATTVYVE:

n~-#A49 %/ —)L/KHEHRE . log Pow: 8.23
(log {B)

JRELYS)a—L:

n~-Ao %/ —I)L/KHEHRE : log Pow: -1.07
(log {B)

Gentamicin:

n-A9% 7 —IL/KSEFZRE © log Pow: < -2
(log {B)

TiRPOFHEE

T—R%L

TV VEB~DOBREH

R

BRERE

BRREEY D WA BBREORGICHVNLST D,

BERBEHRRUVEE D EDOBRBE. VA VILFERERED-OIZ, BREIZERIT
REMNEREICRTT S,
BICHEENEWMES., REARELTEET 5.

14 WX LOEE

I R il
= _E % (UNRTDG)
EEZES (UN number) : UN 3082
[E&#i% 4 (Proper shipping : ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID, N.O.S.
name)
(Gentamicin)
E&E 5 48 (Class) ©9
BEZ M (Packing group) o111
ZRJL (Labels) 9
fi 228455 (IATA-DGR)
UN/ID &S (UN/ID number) : UN 3082
EE#ix4 (Proper shipping : Environmentally hazardous substance, liquid, n.o.s.
name)

(Gentamicin)
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ReF—2U—F A

Gentamicin Cream Formulation i ORGANON
RES HETA: BRES: ATEZETH: 2020/10/10
3.2 2021/04/09 1844941-00009 FIEERA: 2017/07/21

[E#E 548 (Class) 9

A B/ZE#R (Packing group) o111

S ~RJL (Labels) :  Miscellaneous

WaEr® (BEYH) (Pack- : 964

ing instruction (cargo air-

craft))

WafE R (REH) (Pack- @ 964

ing instruction (passenger

aircraft))

RIEAEH D B&H

7 _E¥yX (IMDG-Code)

EEES (UN number) : UN 3082

EE#iE 4 (Proper shipping :  ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID, N.O.S.

name) (Gentamicin)

E:E /%8 (Class) © 9

BB/ %R (Packing group) o111

Z~JL (Labels) 9

EmS O— K (EmS Code) : F-A, S-F

BESEYE RH - FEE) ¢ &ZH

(Marine pollutant)

MARPOL 73/78 Hif®&E I1 RV IBC I— FIC& (L oBEAMEShIEAEME (B - EHKY)
e S KEBORRITIEIEZS,

&l PR il
EoREDERGIL. BB 15258 I 5.
A DRERE

CCICRBEA TV DEES I, BHROBMETOLOHT, KRET—2 2 — FOFRTHRHS
NEESITHABESAE-MBOBREDHTEDINTWET, BEFEE. XEFER. Nysr—SH%
A XEMFOMADHRBDEREIZLY . EESILAREELAHY ET,

15, BRAZES

BEER
HBAE
fElRY. EERMBRHICZE LA,

L&EX
BRI FYE

L8 =

Jansy—1, 2—CF—)L 106

FEREMEE

WEENBELEShIFAED
JEER
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REF—5y— b

Gentamicin Cream Formulation

Apuhlic

-5 ORGANON

R EE = WETA: RERS: BIEIZRET H: 2020/10/10
3.2 2021/04/09 1844941-00009 #EMER B: 2017/07/21
REOHAZRITEINEFEY
JEER
EEEEHLESARYE
JEEZ

ZFEREOBH oW -LEME (RELEDHE)
JEERY

ZEREOBRHoL-LFEME (FREHEEHE)
JEELY

ENELEHNITREERVRUVEED

JEELY

EMELERTIREBERYRUVEEY

JEELY

RELCFEMEREFHRA

JERRY

SRRE TR

JERRY

7 ILEILsehEFRIRA

JEERY

ARBRIPESFHHRR

JERL Y

HEBREMEEEITR - NRE— (EBERY)
JERL Y

SR URIMEFE

JERL Y

LEMHEBEHIBEEEREE

JEERY

BEHRARRE

JEELY

UE 500805

JEELY

R L&

fEHAIE 2, 3 &BRYMETAIRE 1. AEHEME
fZex

FEATIRAISE 194 KEBRMERAIRE 1 TOMOEEY
BETRERVELKEORHILICET 5%

EQY RN peS L AERAMECH)
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ReF—2U—F A

Gentamicin Cream Formulation i ORGANON
RES WETA: BIEEE BIEIZETA: 2020/10/10
3.2 2021/04/09 184494100009 MEERKE: 2017/07/21
& & danaE L BEELEYME
FER U RFE IR &
MRERBAHERE EdH - @A)
Y
HEMRERMBEERY (@Y - #AZR)
iy
BEEVOLER VERICEAT 5%
EEEREY
COHBORSICDODVWTEEAS VRY M) —~DERHIFR :
AICS L RE
DSL S
IECSC R
16. ZDMOMHEE
e g
5| FA 3Tk D BHEfTT—42 . EMESDS [TE I F—4 . 0ECD eChem
R—2ILEIVERMILEYMER http://echa. europa. eu/ D&
RRER
B74+—<v b+ . #/RA/H
ZDHDBEED L
ACGIH . RE. ACGIHRREEE (TLV)
ACGIH / TWA . S ESRY. BRIMETL

ALIC - A—R FSUTDIELERA AV MY NT - TS DILEREEME. ASTM - K
EMHRRGS bw - KE; R - EH M, TERRME. EESEULH D ESNHME; DIN -
FAURBIHEELE DSL - ERYMEY R~ (BF4%); Eix - FED XWORIEEREFT EEZ
BNBHRE, Elx - FED XWOREERIFT EEZAONDIER/EE, InS - BREFHOR 7D
—JL; ENCS - L BEDEEFLEME) X b ErCx - FED XUDORIGERIFTEEZONDK
RE RG - REXMICOFEIE; GHS - HFRAMI AT L GLP - HEREkHE, [ARC - EHR
DATRERHE. [ATA - EEMEEEHS IBC - BRIEEKOESHEEZD-HOMMOEE
RUHRRICET 2ERMRA: 1050 - 50%EEFRE: ICA0 - ERREMZEME. [ECSC - HEER
FLEWELEE: M6 - EffBLERYMAIE. IN0 - EFFBSEHE: ISHL - FBREEEE
(BF): IS0 - EFZRECHE. KECI - REBRFLFEMERE. LC50 - 50%HIIRE LDSO -
50%EEE (FHEILE) | MARPOL - MAIC L D5 DD =HDERSE, no.s. - il
RMBNATRIA TS L DZERRC: Neh - F YRR NOWEC - EEZMHZEIRE, NOAEL -
BMAESMHHZEL AL NELR - BEEEZERFEE NOM - A £ 2KHA NP - XEE
REMTOYT S L; NloC - Za—C—F v MeEYEARR: 0ECD - EFH HFHFEME, OPPTS
- LEWEZ LM - 8FHIER, PBT - oMM - ARERENE - AFHEWE)  PICCS - 2
1 VELEMEA RV )= QSAR - (EEH) BEFMHER. REACH - LEHMEDE
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RET—HAI— b A
Gentamicin Cream Formulation i ORGANON

R EE = HWETH: RERS: AT[EHETH: 2020/10/10
3.2 2021/04/09 1844941-00009 #MEERA: 2017/07/21

$%. M@, 52 WAL UEER (REACH) B9 S3REI (EC) No 1907/2006; SADT - B2 MNiER%5fiE
BE, SDS - BRET—2— b, TCSI - BEILEMEA R M) —; TG - EIRYE@E;
TSCA - BEEWMEREE GKE) ; UN - E&E; UNRTDG - EESERYEZEEE, vPvB - FEEIC
HOMRUVIEEICESEREME, WHNIS - EFESEREEEYERERV AT L

CHDRET—EI—MMUT TSDS) &LVS) TRET HEM AT TRIEHR &0 5) X, FEHE
BERICENT., BHOKEOHNH. BFHR. RPMESDLETERTHASEHIHLEZLDTY,
AEHRIT. BROTEGEEL. FH, LB, RE. @f. BEERVFRRICETSIHIF R E
LTOHAERSNTE Y. WHALBLIRIAERITREREZLTHOTEDHY TEA. KIFHIL.
SDS DEREFIZREINTLAIRESNHAICETIELDOTHY . ARAHUGAMORA EBAT
HET, XETO0ARTHEASNBIBE. AXFRITERAGVRY .. BRICEE GO ETEEMS
BAHYFES, AERGBOEREFEMICEV TR, AERRVHERZEZERY S5/, TRES
MORRERBICEITHIAEGOBYZTMZEHT, FRESLDERT 52HETORENRKER
[CHTEHARHBOEMZL., FH. LB, RUOREIZONT, EEEVEY,

JP /7 JA
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