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JUAS TSGR W A Ngpd Tal|
3d4dq:
MU= g eTa AHRERe:
gfvomy : a1 | e el

8/19



GR&T SeT e

AT gRAMSIS WTH & 3AR

Gentamicin Cream Formulation

THT e &1 fafd:

Tg. 31U, Fa:

Apuhlic

-5 ORGANON

3ifeH IR SIRT &R &1 dRIG: 04.04.2023

3.8 30.09.2023 1844939-00015 Ugal IR ORI R B dRIG: 21.07.2017
TMeNS YA TSP FRITeT HIHRSIIZE:
PG| D WM
giomg I H Sdd ot
WaaR® aneT:
PG| D WM
WP . gL Ue
L IEIE G kA NE |
Gentamicin:
I DRI
gRomg . Al Il T B olad
TR A7 afastes

I SR R aiffep el
3aUa:

NS YaTs s P GRIgeT HIFRSIIET:
PEIIG] G | B

gRumH : 3{IREl H O gt
W3R I

I G RO

gRumH : 3{REl H S gt
Gentamicin:

S| G LT

oy © gl I Al Bl Fa
YT qT UG GUT BRI

1 B AT

JUAS] SHHRI W aFffpd gl
YTI-UYTH D GITSTdT

JUAS THGR R A Ngpd Tal|

3d4dq:
TefSYaTE s P FRIgeT AFRIIES:
TRieur B fpe ARIATSORA ¢
YU (THUIER) & I A Y qub

9/19



Y& ST e A

A SRAMSYS UReH & AR = ORGANON
it

Gentamicin Cream Formulation

THT e &1 fafd: T9.81.u9. F8: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023

3.8 30.09.2023 1844939-00015 gl IR ST &R &I dRIG: 21.07.2017
PRI |
IEIE . BUTHD
femof © T o grEREl & e W muTiRd
@'\Hﬁﬁ&ﬁ-ﬁ:
e B fe L ORISR o
YU (TFIUIER) & I A Y AU
I e o
L IEIE . BUTHD
fewuft L T o grERE & e W mYTiRd
Gentamicin:
femofi STl Iuds T8l
SiaT] 99 "ereHRidt
YA TSR R Fffhd 8]
3dad:
e YdTS TS P HRfacd HIFRCIISC:
IERIEER IS EESIEE D Tl ) fw: dadifear Seeh fausta ufvads @ S (AMES)
TR TS
GRJ&10T 1 foo e hiHTelH TaREH ¢¥ 3 fagl
TR TS
RI&0 Dt fored: SUAT &ifdl Td GUR, W=URAE] &t pifRibraf o
3T SITAT IVUI(RRR ¥ 916R)
TR TS
?%GWGW:
fSHIcIHaRE 37 fagt L TRIET B fhe: hITIeNY TaRRH oXe 3 fagl
BT OECD Ut fazmfAcer 473
TR Humd®

fewuft: uer St IERET & e W nuTid

TR B fH: IRR & F18% WU Y HIfRABT3 BT S
IaRad= gdtemr

BT OECD Uteur fezmfAcer 476

ECIERIERE Y IED

fewuft: uer St IEfEt & e W nuTid

e ot forwy:; Sadifar Teieft faudia ufvads &1 S (AMES)
RIS I ED
fewuft: ver St Rl & e W snuTid

10/19



& SeT e
AT gRAMSIS WTH & 3AR

Apuhlic

= ORGANON

Gentamicin Cream Formulation

THT e &1 fafd: T9.81.u9. F8: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023

38 30.09.2023 1844939-00015 gl IR ST &R &I dRIG: 21.07.2017
Gentamicin:
fSHcIhaRe 37 fagt D TRIET B fhe: IRR & J18x WHUTRAT B DITRABISHT BT Sii
Iafead= adiemr
TR TS
TRI&01 B fh e B TR ¢ 3 fagl
gfvomy; SifAfad
fSIeIneRidt 3 faar L TRIET B T ST o THURITST e I URT&Or
(Shfad 9o & ArgcioiHfcd o)
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TS Oy (H139)
TEh T & ;a1
RUMH: BUTHES
WP 3
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geTifar: T ()
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golTar: <81 (<)

TRITHRH & I FCUReI-ad

fomT TS fquTaddr: LOAEL: 50 fBrT/fee IRiR® 4R
gfvoma: TR Ry g &)1, faeuansit =8t o= Wi

. ga sWSHASISd iegd- ¥ f[ds R ufdgd U

IJHRIHAD T

12 /19



Y& ST e A

A SRAMSYS UReH & AR = ORGANON
it

Gentamicin Cream Formulation

TTHI TRmeE ot fafd: Tg. 31U, Fa: 3faH IR SR} B D dARIG: 04.04.2023
3.8 30.09.2023 1844939-00015 Ugal §R SR} A Bl dRIG: 21.07.2017

STOT - GigTaT \faH
T A9 R €Y 1ol a1 RIgT UaRUToR (e, W<t &) 3 &1 JaH gdl 9dbdl 5 |

HAdYUdq:

Gentamicin:

&g 3fagd : Tef, Y sF

b : a“rgfmqgmﬂmwﬁﬁws?ﬁ?ﬁ(ahm)ﬁw
Ugard g

U G fauraaar

AdYUd:

NS YdTs TS HId HRfaed HIFIRCITSE:

LRI L 98I (XQ)

NOAEL © 1,355 mg/kg

TiH T & I SR EUGKSE]

fods I9g & ford Iudh © 13 Weeks

(THIUISR) G

wW3IRP v

ot LR (XQ)

NOAEL : 1,000 mg/kg

TEABTA & I ;

oo THg & ford Tues . 42 Days

(THIUTR) G

GRCA . OECD URtefur femmfrder 422

feuoft D U o grEiEl B ST W SuiRa

Gentamicin:

EEIG] gl

LOAEL . 3 mg/kg

TG & I D F o

fram g & ford guds © 12 Months

(THIUIGR) gl

&g 3{ddq : ﬂa‘f

SNR : Qeel, Yb g8

I DdR

LOAEL : 50 mg/kg

TG & I S o

frdm g9g & ford Judh 3 Weeks

(TFAUISR) gaTl

e 3agd : T, fiat dE
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PITII] S rerd

LOAEL 6 mg/kg

TAIHTA & I ' Kl

P g7 & ford Iudh 3 Weeks

(THIUTSR) g3l

&g 3fad : Xad, Taf, fid &, TR

g LRI (@)

NOAEL : 5 mg/kg

LOAEL 10 mglkg

THHT P IR HraulREt o

frda g & ford duss 52 Weeks

(TFUISR) oMl

e 3agd : el 39

g LRI @)

NOAEL : 12.5 mg/kg

LOAEL 50 mg/kg

TEAHIA & I ' F o

o g & o) Ius 13 Weeks

(TFUIGR) gl

&g 3{daq : ﬂa‘f

CIGEEGH]

JUAS THGRI W aNgd Tal|

U4 S| & |Q1Y 3gHa

AdYUd:

Gentamicin:

[BUNEE L 8T 3faad: Tal

e 3agq; Hid &

12. wifRufoeTa ga=n

TiRfRufa® fauredar

3HdUd:

e YdTS TS P HRfacH HIFRCIISC:

EENICARCRIESG : LC50: > 10 - 100 mg/l

™ T & ford Tudh (TaRIUISR) g3 96 h
@'\Hﬁ?? 3T
B E NI ARELIESKI LL50 (Leuciscus idus (e 37H)): > 10,000 mg/l
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Gentamicin Cream Formulation

TTHI TRmeE ot fafd: Tg. 31U, Fa: 3faH IR SR} B D dARIG: 04.04.2023
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o g & o) Hudh (TauioR) g3l 48 h

WIBT: DIN 38412
SHAT T 3= e-3fed . EL50 (Daphnia magna (dTex Wih): > 10 mgl/l
ERETCLIEREI] o T & o) Hudh (TauioR) g3l 48 h

T o 3 4 & e Adw 202
fewuft: uer St IEfEt & e W nuid
oo & I R Bis fawTaddr T8t

QaTd/STelg Uiel & fawreddr @ NOELR ( Pseudokirchneriella subcapitata (Bﬂ??la'l?f (Q(-_\:ﬁ)): >
10 mg/l
™ Tma & ford Judh (TaITIeR) g3 72 h
T ot £ & e Fdw 201
fewoft: T St IR & Ser W snuiid
facraar &t | R o1s fawaddr g1

EL50 ( Pseudokirchneriella subcapitata (Bﬂ??la'l?f (Teoih)): > 1
mg/|

™ Tma & ford Judh (TaITIeR) g3 72 h

a1 ol 3§92t T M 201

fewquft: Uep St WAl & St W snyid

facraar &t W W o1 fauredar T8t

Sharugedt o fauTerdd . EC10 (Pseudomonas putida (ST If¢S)): 883 mgll
o™ Tma & ford Judh (TaIUIeR) g3 18 h

WA Td 3 Hefed . NOELR: > 0.5 mg/l

SR fauTeRan (RRep1f® o wg & o Hudh (TauioR) gofl: 21 d

[ELIESED) USTTfd: Daphnia magna (dTeR Uil

TWeT: o S 3 S e kw211
fewuft: uer St IERET & e W nuTid
faciaar & I R His fAwTaddr T8t

Gentamicin:

SHATT Td o Ae-Xfed :  EC50 (Daphnia magna (dc l)): 86 mgl/l

ERERCHIESG o Tg & ford Fudh (TauIoR) g3l 48 h
T 3t 3. 2w Az 202

LC50 (Americamysis (ST ISTId)): 30 mg/l
™ Tma & ford Tudhs (TaIUISR) g3 96 h
T gug-HY SidididTd 850.1035

Qara/sTad gl @) faurgdar @ EC50 ( Pseudokirchneriella subcapitata (Bﬁ ard (Q?rﬁ)): 10

I
%W%@W(@ﬁﬁ)g&n: 72 h

T 3 3 3 S e Adwr 201
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Gentamicin Cream Formulation

TTHI TRmeE ot fafd: Tg. 31U, Fa: 3faH IR SR} B D dARIG: 04.04.2023
3.8 30.09.2023 1844939-00015 Ugal §R SR} A Bl dRIG: 21.07.2017

NOEC ( Pseudokirchneriella subcapitata (Bff BIEI] (Qc_\rﬁ)):
1.5 g/l

™ T & ford Judh (TaTTISR) g3 72 h

e off .98 T fAdwr 201

EC50 ( Anabaena flos-aquae (TAISadH)): 4.7 gl
P amd & ford WU (TaUIoR) g3 72 h
T ot 3.3 . 2w fAdw 201

NOEC ( Anabaena flos-aquae (T3AISa<dH)): 1.6 ugll
P Ima & ford WU (TaUIoR) g3 72 h
T ot 2.3 . e fdwr 201

TH-thaey (3faurdl SR~ 100
[ERIESED!

EICIEIRACNIESI :  EC50: 288.7 mg/l
o g & ford Hudh (TaUioR) §3MT: 3 h
TJ&10T 1 fh e YT9-Ud | Fhlac
Tt 3 3.4 S 2w A= 209

TH-ThaeRy (RReprfered wieer @ 1

IELIESED)

TR 3R aspafordr

3dad:

e YdTSH TS HId HRfaeH HIFRITSC:

I AT BT & ;ORI I & 1Y Ui diids ¥ SHhHUTBRT
CRIEES N EAEEEISI

?%\?rlﬁﬂ?éﬂﬁ:

I SIahaud ST & : UROITE: YT & 1Y Ui diid O HIHHUBRI
CRIEPSENREERRIS
Sifd® THATET: 71 %
P gy & ford WU (TaUIoR) g3 28 d
T 3.3, 3. T MISAR 0%

Gentamicin:

Sfdd THHUIT B &FdT . gfRome: dig ifa T srgefiford g9 areft
Sfdd THHTET: 100 %
P gmy & ford WU (TaUIoR) g3 28 d
TBT; OECD Uterur femnfcer 314
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Gentamicin Cream Formulation

THT e &1 fafd: T9.81.u9. F8:

Apuhlic

-5 ORGANON

3ifeH IR SIRT &R &1 dRIG: 04.04.2023

3.8 30.09.2023 1844939-00015 gl IR ST &R &I dRIG: 21.07.2017
TuTfad wifde J=oa=
3dd:
WaAR® eneT:
fqurer Tutieh: (T log Pow: 8.23
SfieAa/arn)
Gentamicin:
faUTS T[uries: (T log Pow: < -2
g AIe/ar)
firdt o wfa=fteran
31 IUA ol
3= Ufapd gHG
31 IUA ol
13. fAger Aifgard
fueR & e
/W I w1 7Y (Ter) . P DI AT H Od B |
YT faf ol o=y has |
e s : Greh fSsdl Bl 3% B gISd B drclt hdleiet A ST a1
T & ford o S|
IR 3= fafafdy &t fopan T srogad Sare & 9§
fAgem &3
14. gf¥ag g
iarigiy fafaw
UNRTDG
UN dR UN 3082
e &1 g A ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID,
N.O.S.
(Gentamicin)
aif )
e qa Sl
NEN] 9
TRl & ot W Cogl
SRR
3T T & -3 oft 3R
g TH/3TE ST TR UN 3082
:ﬁag:[wﬂ‘é’[ a9 Environmentally hazardous substance, liquid, n.o.s.

(Gentamicin)
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Gentamicin Cream Formulation

THT e &1 fafd: T9.81.u9. F8: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023

3.8 30.09.2023 1844939-00015 Ugal IR ORI R B dRIG: 21.07.2017

Tif ©9

e U [

NEN . Miscellaneous

fSsardd #1 fgergd @R 964

gaTs SgT)

fEsaract @ feerad @ei gars @ 964

EHE)

TafaRul & ot WaRATH Cogl

(@ved)

3TE T &Y oft-@ls

UN F&R : UN 3082

FragT o7 TE TH : ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID,
N.O.S.
(Gentamicin)

aif © 9

e U Sl

NEN] 9

EmS dfgar : F-A, S-F

LT Ty ]

IMO SURUN & AR YT | URagd B9

3mgfef foru T e e & forg oy et

IuanTedr & fore fagiy araufaai

Tgl fau 7 ufag avife_ur Had YemT & Wil & ol §, 3R ThHE ¥U ¥ 3Fidss Al &
0T IR 37T § o b 39 gRar s1et ¥iie & HieR sHe1 quiH faan ma §1 uRag &t fafd, Tae
BRI, 3R &g a1 22 & fafae & fafdedrsit & 3uR ufkae arffezor forg-fir & g a g1

15. faferaras Jan

gerd a1 frgyor & g qrem, W@y, 3R vafavor & faframfaus

39 IdTeH & 3faud fAfaf@d sHa= iy & gRa 8

AICS o fRuffa 8
DSL o fRuffa 8
IECSC o Fuffa =
16. 3= AT
Tuned &1 fafdy ©30.09.2023
Sifafvad SFaRY
3T Y & Ihad & o . %= ATd SDSs, OECD eChem ¥ 3fidRe d&Id! Sel, SeT
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Gentamicin Cream Formulation

-5 ORGANON

THT e &1 fafd: T9.81.u9. F8: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023

30.09.2023 1844939-00015 Ugal IR SR B B dRIG: 21.07.2017
TANT fobdl HeT a&Tal Oicd Wie UIROTH quT GRITUEH 8rRfAe Tore,
http://echa.europa.eu/
feri® ey  RAAmad
3= SreftditR & quf ar
ACGIH . guHU| ACGIH HHRET J1H (TLV)
ACGIH / TWA . 8-Ye, ug- a9 3Ngd

AIIC - STEfIe YA Bt SiiReiorrs &l ANTT - Sfore @1 g Yl aRas Tordl; ASTM -
3Rt arreh gdieror TS bw - STS BT a9H; CMR - SRS, TesIAd I1 U fasar; DIN -
T AFSIHR0 IRIM & W AFF; DSL - R Uard et (H18T); ECx - x% Widfohdr I T
I&He; ELx - x% Ufafehar § &t AT &x; EmS - ATUTqHhIe- Uegd; ENCS - el 3R =Y
NS gerd (STAH); ErCx - x% e &X Uidforar & &1 Ydbad; ERG - MTATddIe ufafdar
MEE; GHS - IfY® TR R TTd Ried; GLP - 3=3t TRNTRITET UT; IARC - iR TR 39 & fag
mm; IATA - RIS a1y URag THIREEA; IBC - YR #ET § WoRkd 9! ardl
SR

fafor 3R JuesRor & forg of TfgaT; 150 - 3T Sifean RIS Fdha; ICAO -

AR faH= 167; IECSC - 9F # Hival I8 gardf & $ded; IMDG - 3idigh
TS WORATS AT; IMO - SRS T W6; ISHL - ST R SR WA B (STUH);
ISO - ARl & Y SIaRIFT W6, KECI - HIRAT HIS[aT T 3-dedl; LC50 - TRI&0 el
B 50% 1 °ddh Hdbgd; LD50 - URIEUT ST DT 50% b1 °lddh GRID (A1 Ulddh WRID);
MARPOL - STgTell ¥ UGNUI &1 AU & oY SeRiSia §a; n.o.s. - 31 FAfEY 78T Neh - feredt
708, NO(A)EC - 3@did- 7 fohar mar (ufded) ua ddbs; NO(A)EL - 3fadid- = fear
(B THTE TR; NOELR - TR-3(TdIHH-070 THIG e aX; NOM - TGRS AfRie o,
NTP - P10 fu-fas S1fhH; NZIoC - 8R! &t ol o $desl; OECD - i wedi 3R
faeT TiTe; OPPTS - T YREM 3R UgHUT AHUH HAfed; PBT - T, Sa-THAIHR0T 3R
fawred yerl; PICCS - TOA SR I9ME el Bt fhaitdig sded); (Q)SAR - (HIETHD) TR
TfAfafey Teier; REACH - TRIUR Tg 3R WA USiiahRul, i, WSR3k ufasy uRweg &1
fafa= (EC) H. 1907/2006; SADT - T@-dtadT 3fqge dqHM; SDS - JR&f Sl Tfie; TCSI - argad
TS Terd gdest; TDG - |ARAT HT1d &1 URdeH; TECI - UTSaS T $desl; TSCA -
fawTed uerd Fdaon ey (Sge Iea SfkeT); UN - §gad J1F; UNRTDG - BTM®R® IMHH &
UREEH W Ugad AP ST RABINY, vPvB - Sgd RN 3R Tgd SId-THADBRU IG; WHMIS - HT-
RJc WRATD JrUt =1 Joreit

T JR& ST Mie # 3F USHRHA &1 aRia $I &l T THSRT §AR IH, THHRT 3R fayr &
TR T § | SHHRY B QRI&A &1 T JUTA, TART -, UichdT 3, Yo S, URagd He,
fgeH B quT Bien & oy Faa Anfex & wu # fEoma= faar man g qu faddt teR & ard ar
ToraTT &1 fafe=T T8l AT ST | Judsy B T ISR 39 SDS & XY W ugar Tt daa
faRry Treht @ Tefid 8 aur sDS w1 st oy arlt & Tate H a1 st o ufshan &, 5|
% U1 H 7 FdT1 71 81, TRANT & IR 94 a1 81 ol ¢ | ATt Tiiaansil &1 arg 811 W, Taied
¥ sifqm IaTg & SDS-TTH & JuGHdT HT BT B Aed 28d B, YA HA, Ufshar d
TYT T B & M0 3 fiy &1 o ARy el & SIHert iR Reiier &t weten &1 =mfeu |

IN/HI
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