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1. ITE Ud HHI Bl Ugd=

geref AT Gentamicin Cream Formulation
fafansmyfdeat
S Organon & Co.
gdr ;30 Hudson Street, 33nd floor
Jersey City, New Jersey, U.S.A 07302

SILAGH 551-430-6000
SMATARTAA DI TR 215-631-6999
-0 BT gl EHSSTEWARD@organon.com
T WR e oiR ufaey
ReaTss wam T 1 3

2. @R ® ugaH

foafor, vesRUr 3R & SMITd WaRTe 9T fFraaTaeil, 1989

Fffepeor

SggEl-1 & 4T | A Fefd TFds & SuR GaRATd & &0 & giifpd gt 8

Sit. ¥, eg-aeffeur
SECIBRCNICR|

Ay ded-oi fee fawrerdan
- TRIGA 3REU (HIfEe)

AAFHID (Td) ST Wl
rdopiiere (STuh) STellg @avT

SI.T9.0Y. A9d dd
NltCEEAREENES]
Tohd Tsq

B Tl arer=

. faumT 9@
: - faumT R @Ial, Jiad wm)

s Y i
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K

H360D 3fSTTd I &I g1 Ugar Y ]

H373 fTa A &R &Y Seli a1 TR1gd TaRIdioR (e, Hiast
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Gentamicin Cream Formulation

THRUT Ty &1 fafd:

Apuhlic

-5 ORGANON

U931, Ja: 3ifdH IR SR} HA B dRIG: 10.10.2020

3.2 09.04.2021 1844939-00009 Ugell IR ORI H Bl dRIG: 21.07.2017
HT) 3N B To Ugal Gohell & |
H400 ST=R Sitad & ford 3= fasan|
H412 SR Sitad TR o QI TS 3R I1Y & 8RS |
Teferardi/gdiaur sar S N

P203 IUART & F Uga T+t gRerm e &) o %, U $iR
JADT UT PR |

P260 HTT &I T GRT I A B

P273 IIdTaRUT H B1e- ¥ URER B |

P280 Y& G/ T 3R 3G T/ I&f07 Ug |

3R
P318 3R TR g1 a7 a1 g1, el gare 2|
P391 FADIG TH AT B |

HSIRUT:

P405 HSR drd H1

Ao

fﬁsm o &1 MUeRT Wigpd dic SRUvd dREH H
|

3= BTl forert ufvomd W=y aeffewor gt giani

3T

3. 3[AUa! BT AUCASTTPRI

/g SRCEN
3auq
g A WU () - TR | ST (HFIAH) (%
w)
R R T 1523393 10
QIS UdZT Tesdhid RIS HIHRRISE 9005-67-8 6
CHRD S 57-11-4 5
Gentamicin 1403-66-3 1
4. Wy Rifesr & surg
T TS . 3R gHedl 8l O dqed 3ie 9 @ al AfSHhd W% I JaATg &
§ &0 €6 X8 1 bl &1 &R FRufa o Fafeeita ware o
SR A GRT UgUI &1 ST . gfe 91 §RT U501 o foran S, ot aTent gelt ga1 § o S|
fafecita Tgan ol
TR &1 ¥ YUS g ST . gWd g W, Rd 9T B T 3R Igdr U I AT B |
Tgfd avd Td S IAR |
Rt it Tgan o
GAUIRT ¥ Ugd I Uit
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Gentamicin Cream Formulation i ORGANON

BT T=Me o1 fafd: Y. 3109, AR 3ifdH IR SR a3 1 dRIG: 10.10.2020
3.2 09.04.2021 1844939-00009 Ugell IR ORI H Bl dRIG: 21.07.2017
_ QTN § Uget A Sd B 381 RE U
3R 3iF@ Y YU g WI1u : gam (TR & o sifet &t a9 ey
g e 37 g1 3R IR g, O i Igan |
3R e feran smg : gfg e 9, 99 ORa 9d &1
fFefp<ita wgam o
U & Y Hg 3! de ool HRd|
RERE el AU o L 3feITd fRIR] PI g1 Ug A Wb g
THTG, G g 3R & e TR el a1 TRTg SReUT 3 W Sl (SRR B
IH YU UgdT Yo g
i fafdre & TReur D Uit Fafdc = aTall B ST YREM TR & o1 d1fgy, T
ST Bt JUTGT B TR YT TN FAfFIS YREHTD ITHR0T
BT IYGIT BT A1RT (TS 8 37 )|
ffrcae® & ford g L qreifore IR WEalT ¥ SUER &R
5. 3R UM
I M= Hifsan ST
Tadmgia-ufeRiet S
PHIe SRS
ISR RE RIS
SR (3T H G AEH ¢ 3Fd
AR & R AR TR <8 IATE! HT YU WA & T U W g1 Tl g
GAHD &g IdTG! L BHREA RSy
(31TT) I & ARy i © g RS dF T o3 o R uRfRUfT SR S-urg
qIATaRl & 3% ol |
T fosdl B 381 PR & ol TA-BER BT TIRT B |
SR U1 BT YRI& § Al 3T & & I &ifage deR Hera o
EURCARCIGIERE Y
MY & N RV TEE S & 9H W, Wd-FEfd 41 Iueso ugH|
JUHT STt Y& FUBRUT TRINT D1 |
6. THTeT fiedfier sur™a
Jafdad AEYTF, RETAS ¢ ol &1 IS YA By |
JUHRUT TUT STATIDRTA IRiEra Fefeit st (WS 7 37 ) 3R fdarTa JRem Suaui
gfeharg & gTal (TS 8 ¢ ) BT fUTeH B |
yafaRui raenar . TR ¥ Be ¥ URER # |
g FHRAT QRIE&f, SR 31 RA1a a1 SetepTa Pl Ak |
e ATHA H o J A% (IareR0T: g0 a1 ad fere)
Hgftd Ul T O I @1 Td HepTa |
¢ AgaqUl SAHId UK 1 81 U, a1 R WGl HI
SECERY
THTE HA AR B (G ¢ 3R N gard § IR |
& gerd td s S e & oy ST a1 3= SUgad AHUTH Ue™ B dlids

Targ 3R 9 931 afe S5 1 T3 grd &1 Uy fbar o gbdr g
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Gentamicin Cream Formulation i ORGANON

LB TemeE ot fafd: Y310y, | 3faH IR SR} B B aRIG: 10.10.2020
3.2 09.04.2021 1844939-00009 Ugell IR ORI H Bl dRIG: 21.07.2017

I I IuGad DR ST B TR B

JUYad TGIRSC & 1Y Hard Pt AW ARG B 9Ih HY |
R a1 AP faf i 9 vard &1 fagf sk FueA 3 &
forT A B Tobdl €, Ty € 37 ARG 3R 3MgeHg R it st
gy ®Y) Relisl & IwTE 7 IuaT 3 @1 Of1d g1 319

fofa & g 6 e faefiom amp 8§
T THEITY & U 13 3R 15 $& W 1 g Revrgri<
F IR H JIFHR U B ]
7. TATA SR YSRUT

qPp-iep! IUT ;AU (URIURR) ¥ 9 & a0y ol 9919 S[HT & d8d
o Iurg 3 |

RIFN / P dfce’HA . R Ui dfedRM sruasy g, df R e dfeds &
1Y SUART HX |

RFEE g & forg @I I HUS! W AT RA

BSICEIEEI] UTT &1 i GRT TGUT - B
[BUREG]
3t & T1Y TP J URER B |

e & 91 @l Dl 3BT e Ul

33t SN Wl SR YREM TSl & AR T, S
HTIRIS TSR 3MThel TR TR §f

& P HY T 9§ PP W |

Y I DI YA HRd FHG T, UHT A1 §a= Td B |
AR, 991¢ B J Ab D1 Jrag [, 3R iR A HA I

HH O
Rfea HeRur o uRfRUfaar 313! ag ¥ dad [T gu fesal H 9|
USR drdl |
B PR GG HRb 3|
faRy Ity fafodl & AR HeRU ®1|
T yerdf Q & - fefafed TeR & tiede & Iy 7 3
Tt SIRHRUNY Toley
8. Sy fordmror / fAeit gRem
FrARE U0 & AFSI F A1Y aUd
3{qud H T (F9) | I TR = urere / YR
- TR (3RE&TT BT R
UHR) HITCIA
U S hid A Re 1323-39-3 TWA (@ 10 mg/m3 ACGIH
SERIREERY)
TWA (4919 | 3 mg/m3 ACGIH
32
Tl YdTs TS hid Rfgcd | 9005-67-8 TWA (319 10 mg/m3 ACGIH
TFRIEE SERIREER)
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Gentamicin Cream Formulation i ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HA B dRIG: 10.10.2020

3.2 09.04.2021 1844939-00009 Ugell IR ORI H Bl dRIG: 21.07.2017
TWA (41T | 3 mg/m3 ACGIH
SR
WHR® 3T 57-11-4 TWA (19 10 mg/m3 ACGIH
SERICEER)
TWA (41T | 3 mg/m3 ACGIH
SR)
Gentamicin 1403-66-3 TWA 0.1 mg/m3 (OEB 3dfys
2)
geitferaf AT D 9Ig-aTe! Hisd (oY, fu-Xfed @Rd FeRm) Fafd e &
?ﬁnaﬁasﬁﬁﬁu&nﬁw 3R fafator wienfiest &1 s
Y|

it SSfifafT fd=mn o aRER feos gr1 erffad g9
TR 3R ITS], B, SR TR Bt &M & T GMP &
Rigidl & TR Harrferd foar ST anfgul

TR el & oy faRi s @ Sevd T8l g

et sarq &t aneEh
ISESERICCIC] D 3R YT R A dfedR Sudsy 8t § a1 TRToR
3fTra R feem-FEen & a1eR TaueR yefid #Rd g,
Al 49 TR&MT BT SUIANT B |
fheex THR . Igad ST IR HIe-d A ThR
HUIEERIEEIES
gerd A g
Sirar dath sama L 1se RS a1 T o 1Y GR&T I=AT UgH |
3R HTH & HIETe a1 Tfafafy & ¢t ot fRufaar, o a1 wRied
i g, @ I e U |
SR Yd, oI, I TR & AE-T 1 Tudh ST Fura g, dl
TRiTee a1 JR TgR BT 37 TR&U UG |
91 U9 IRR d9¢ft Fmma ;g a1 vENTRITaT i B S $e
W1 gaef U L 3R YR SUANT & SR UG & WU & 3T &Y YU g,
@ BHTH B & WM & BT 3G O P yonferr 3R Jrem
QMR YGH B |
TENT & SR, BT, YT a1 ¢ 7d HY |
Tgd HUSI B G & 91¢ gl R X B

gfaem & uuTdt daraH o Seiifafe fAasor ot gefien, Ifa
HfGaTd JR&T IUHRN, Ifad SIifei 3R ulk=nes ufoarst,
NN Tar AR, fafeer AR SR garmus

[BRELCIRSSEINRIEREGEICITHY
9. Hifae ud warafae® ur
fagrae e}
Ll : Yibg I gl Yba
Ty © 3T U g
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Gentamicin Cream Formulation
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-5 ORGANON

BT e & fafy: U349 ek ST IR SR A B dRRG: 10.10.2020
3.2 09.04.2021 1844939-00009 Ugell IR ORI H Bl dRIG: 21.07.2017
Ty B} ggelrS D 3l IuAY et
diwg D ST Uy ol
fUaem/ds &1 aga Sl IuAs el
IR Iga H1 fdg/ Iaa  © SeT Judsy ol
kit
T fag : 31 Iuds e
grefienul B e D gl IuAY T
SaeRITdT (319, 79 ) R vb| o
ST (ARd Uar) : ST IUdsY g
I fawpie T/ ST gl IudAs et
AR T (30
Tadfafee fermie)
oA fawpie diar/ el © Se1 IUAs TR
SAARITEdT T (TSR
THodfafere! formie)
I gaTd e Td Re e I |
U T g9 8l IudAs el
BIPERCRL| © Se1 IUAs g
T L ST Uy gl
l g L .
gt facrgan D STl Uy gl
faqYTS TuTie: (@A © SC1 JUA g
gAY
SNCISTI=M &1 aramH L ST U g
3{UYe &1 dH : 8T Suasy gl
igar (Gt
fawifdet © ST JUAs TR
fqwpiesd uRayE . fowples 81
SHIRABRU & ORGHIT : 39 uerd a1 iy & SiRiieRS Fifled el fhar T g
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Gentamicin Cream Formulation

Apuhlic

-5 ORGANON

BT e & fafy: U349 ek ST IR SR A B dRRG: 10.10.2020
3.2 09.04.2021 1844939-00009 Ugell IR ORI H Bl dRIG: 21.07.2017
3MUIfIH HR : SC1 IUAs g
HUT BT A : SC1 IUAs TTg
10. a1 9yT wfaferaar
iR : SiffhuTeiiciar & @R & T H FFifepd el
T fRRar D I iR # RR B
IRwmeny ufafsparsit LAY SR Toiel & Try ufaferdr R Ibdl g
g yifyfaal 9 o< 3T
3qge yerdf ¥ sy . Bl TR dId (goReY) 3fTgeH uard Jrd et
11. fawrdsnfora g
TG SREUN (THIUIGR) H IR © A1 GRT TG0 H=AT
T TSGR @ § Iudh
e
3ifar ¥ Jud
GIERGLIESGI
JUAS THGRI R aNgd Tal|
3H{dUdq:
MU s Hia A Re:
g Mifaw fasmadar :  LD50 ({§& (H139)): > 5,000 mg/kg
TS YdTs WIS H I GRfde IS
g e faTadar LD50 (AN (AT3¥)): > 15,000 mg/kg
WIANP 3
g MR fawraddr : LD50 (JgT (}2)): > 5,000 mg/kg
TIB1: OECD URTefur fe=mfd=r 401
GIEEREACRIESG © LC50 (JET (RT)): > 2 myll
o wg & ford Tudh (TaRUIeR) g3 1 h
TRI&0T 9TdTaRT: ary
feuoft: v St IRt & Ser W enefia
GEECEIRAELIESG : D50 (T/RIMR): > 2,000 mg/kg
3ffeerT: uaref T fRreiur ) P @ SfeRge fauTadar T8t §
Gentamicin:
g Mifaw fasradar LD50 (IET (}<)): 8,000 - 10,000 mg/kg
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Gentamicin Cream Formulation i ORGANON

LB TemeE ot fafd: Y310y, | 3faH IR SR} B B aRIG: 10.10.2020
3.2 09.04.2021 1844939-00009 Ugell IR ORI H Bl dRIG: 21.07.2017

LD50 (N (HI3¥)): 10,000 mg/kg

g 4 faeTean ; LCSO(?@&?)) >02mg/I
EREREEY (wqﬁm)gan 4h
qﬁ&maﬁm YaI/po Il
fewguft: ﬁéwwsﬁﬁw#ﬁé@mm

g fawraaar (RUSR & 3@ :  LD50 (I&T (XC)): 67 - 96 mg/kg
o) TP & IR AR

LD50 (IET (}<)): 371 - 384 mg/kg
TP & I AURE §

LDLo (§cR): 30 mg/kg
UGB & I ia:RRT

o & oY ereRiSad

JUA] SHHRI R aFfiepd gl

AdYUd:

M= s Hia MARERT:

RIS G kAT LE |
Waal® era

I RGOSl

WP . Ug Ty °e
RIS G kAT LE |
Gentamicin:

Tt G RO
gfomg . A Il G Bl oad
™R A7 gfasdea

JUAS THGR W A Ngpd Tal|

3HdUd:

WP 3

ToTTfa G RO
gfomH : 3@ A Se T8t
Gentamicin:

ToTTfa G ROl
gfomH . gD It 3{IREl Bl Sfe
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Gentamicin Cream Formulation i ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HA B dRIG: 10.10.2020
3.2 09.04.2021 1844939-00009 Ugell IR ORI H Bl dRIG: 21.07.2017
oI IT UG GUT DRI
1 B U
JuA] BRI W aFifpd el
YTH-UYT Bt FATGI
JUAS TAGR W T ipd Tal|
AdYUd:
WaaR® anaT:
e ot fred . ORfAEeRE o
YU (TFIUIER) & I A Y dUD
o O
gfomy . BUTHD
feuoft D U S grEiEl B ST W SuiRa
Gentamicin:
feugoft D ST IUAs TRt
SHaTy] 9d WereRidt
JUAS] BRI W aFfipd gl
AdYUd:
W3R I
IERICCRIISEESIEE L TRIET B e IFeIY TaRRH oXe 8 fagl
TPBT: OECD Utefur fvmaer 473
RIS I ED
fewuft: ver St IERET & e W nuTid
T80T Bt b IRR & TR WG] DI DITRABI3M BT Sii
IaRad= uemr
TPBT: OECD Utefur f=m-aer 476
ECIRIERE I ED
fewuft: uer St IEfET & e W nuTid
Ter B few: dadifvar Teeh faudia uRad= &) S (AMES)
TR Humd®
fewuft: uer St IERET & e W nuTid
Gentamicin:
fSHIcIHaRE 37 fagt D TRIET B fohe: YRR & S1ex WHUTRAT B DITRABISHT BT S
IaRad= ueor
TR Humd®
UJ&70T 1 fobe: hiHTelH TaRYH ¢ 34 fagt
gfomg: ifAfadg
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Gentamicin Cream Formulation i ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HA B dRIG: 10.10.2020

3.2 09.04.2021 1844939-00009 Ugell IR ORI H Bl dRIG: 21.07.2017
fSFeIBRe 2 faar L TRIeT B o TR & THNITST JEHAT N 1T URTeur
(Shfad gTof # ArgcioiHicd IRW)
TS Oud (A1) _
TEHRMA & I 3 RRT Soiae™
qRuma: UMD
FITeBAT
YA TSR R Fffhd 8]
3d9dq:
Gentamicin:
SRS - 3 . 3T SUAs el
3T fawTaaan
31Tl I Y BT Uge Shell B
3H{dYd:
W3ANP I
3Rl & gUTd L WK1 B e fauTdaar g die/f[Ad T WhiH uia o iy
maﬁ%ﬁﬁmwaﬁﬁww ST
)
wﬂ%mém@r @ o
TP OECD URtefur femmficsr 422
RUMH: BUTHES

fewuft: ver St IERET & e W nuTid

M RRYF AER R uyEl - Ge0 &t fow: [uedd Gedie/[Ae $hi- uRiet & a1
SIERTt ST aTelt AT RIS 1 fawTaddT &1 serd=
genfa: g7 (X©)
wﬂ%m%m@r:ﬁwém
TBT: OECD TRIEIUT fe=mgRr 422
URUIH: BUTHD
feoft: v Sft It & Ser wR sneria

Gentamicin:

SRAT & THE L IR B fhw: & Uil g e fauradar sieaa=
golTfar: <81 (<)
JART: NOAEL: 20 farm/fem sdifves 4R
g Tt Heayul ufded UHTd &t g e ot

MR RRYF e uuEl - gdeo ot few: yor-miw Ry fdem|
S HERCRUIE]
fasraTaTs fauredr: NOAEL: 3.6 i/ IRIRe YR
gfoma: yor-miey g fawredar 78t
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Gentamicin Cream Formulation i ORGANON

LB TemeE ot fafd: Y310y, | 3faH IR SR} B B aRIG: 10.10.2020
3.2 09.04.2021 1844939-00009 Ugell IR ORI H Bl dRIG: 21.07.2017

Tigor ot fpw: yor-miwy Rig) faem|

golTar: <81 (RT)

TRITHRA & I FruRei-ad

fawTaTd® fauTaddr: LOAEL: 75 BT/ Rie 4R
OfRomH: Y-y R fawrea

Tigor ot few: yor-miwy Rig) faem|

USO8 (H139)

TRITHRH o Id: FeuRel-ad

fapraTa s faurdddn: LOAEL: 10 fBm/fdb IRiRe YR
gfvoms: T R g &)1, faeuansit =gt &t i

Tieor ot fpw: yor-miy Rig] faewm|

TSI 6T (R¢) .

Ulef[on [ % RIxd: gclHRcll1dd

fapTaTHS fauTaadr: LOAEL: 50 form/fas Ikie 4R
gfvoms: T R g &)1, faeuansit =gt &t i

ST faNTeRTaT - Sficher © Oa sWSHIESISd ieag- ¥ fdsr R ufdgd yHd
FHRIHAD Jqd

STOT - Tohd S

JUA THBRI W aHihd Tal|

STOT - GIgmT |ifaH

e o R e @l a1 gRTge TRidioR (e, ot 1) ST & e Uget 9 g
3[qyq:

Gentamicin:

&g 3fagd : Tef, Yia sF

e : ﬁﬁmqgrmwm@ﬁwsﬁﬁ(mjﬁw
UgardI &l

U g fauTaar

3HdUd:

?%\?rlﬁﬂ?éﬂﬁ:

Tt L 9RI (@)

NOAEL : 1,000 mg/kg

TEAHTA & I ;

oo THg & ford Tues : 42 Days

(THIUTSR) g3l

LRG| :  OECD udierur femnfad=r 422

feaoft L U o grEiEl & Ser R Sutia

Gentamicin:
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Gentamicin Cream Formulation i ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HA B dRIG: 10.10.2020
3.2 09.04.2021 1844939-00009 Ugell IR ORI H Bl dRIG: 21.07.2017
PRI S|
LOAEL . 3 mg/kg
e e . -
P g7 & ford Iudh 12 Months
(THIUTSR) g3l
e 3faud LTl
SNR : Qeel, Y g8
PRI DR
LOAEL ;50 mg/kg
TEHH Y & I G| G
P g & o) Ius © 3 Weeks
(TRTAISR) g3
e 3agd C T, fiat dE
PRI CAR
LOAEL . 6 mg/kg
T Th R & I ' K
P g & o) Ius 3 Weeks
(TRTAISR) g3
&I 3aaq : Xad, Taf, fia &, TR
I L R (RQ)
NOAEL : 5 mg/kg
LOAEL 10 mg/kg
AP ; -
frda g & ford dus 52 Weeks
(THIUTGR) G
&g 3fagd : Tl 35
I L R (RQ)
NOAEL : 12.5 mg/kg
LOAEL 50 mg/kg
TEABLA & I HigulREl §
frda T & fod dus 13 Weeks
(TRITTSR) gl
&I 3agq : Tt
AT GeRT
IuAs SFBRI R aifferd 78]
U4 S| & 91y 3gya
3HdUd:
Gentamicin:
IBUGASEI] . A& 3agq: ol

e 3rqyd; YRt
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Gentamicin Cream Formulation i ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HA B dRIG: 10.10.2020

3.2 09.04.2021 1844939-00009 Ugell IR ORI H Bl dRIG: 21.07.2017
12. uiifRufaea Ja=m

urfefRufae faumamar

HdYUdq:

TS YA TSP FRIgeT HIFRSIIZE:

Jqra/Sag N b fasrgaar © EC50: > 10 - 100 mg/|
- ama & ford Wue (TaUIoR) g3 72 h
femoht: we SR IR & SeT IR 3neTid

WIARP 3T

EENICARELIESEI] ©  LL50 (Leuciscus idus (g4 3f%)): > 10,000 mgll
P Ima & ford Tue (TaIUIoR) g3 48 h
WIBT: DIN 38412

SHAT T 3= Ae-3fed . EL50 (Daphnia magna (dIex Wil)): > 10 mg/l
SereR fawTaan o Tg & ford Hudh (TauioR) g3l 48 h
T 3 3.4 S e fdwr 202
fewoht: ue SRf IR & Ser iR 3nerid
facrgar &) i R 1S fawraddr T8t

QaTe/STelg Uiel &) fawieddl @ NOELR ( Pseudokirchneriella subcapitata (831 RiaTet (Testh)): >
10 mg/l
- Imy & ford Tus (TaUIoR) g3 72 h
TWir: 3 3.4 S e g 201
fewoht: v SRf IR & Ser iR 3nerid
facrgar &t dar R #1E fawadar 76t

EL50 ( Pseudokirchneriella subcapitata (8% RaTd (Tesi)): > 1
mg/l

P gmy & ford Tus (TaUIoR) g3 72 h

T 3 3.4 S e fdw 201

fewoht: v SRf IR & Ser iR 3nerid
facrgar &t drar R #1E fawadar 76t

SitaTupsf & fasTerdar :  EC10 (Pseudomonas putida (JSTHHN JfCSN): 883 mg/l
P gmy & ford WU (TaUIoR) §3: 18 h

SHAAT Td 3 Hefed : NOELR: > 0.5 mg/l
STereR faTaar (R o Tg & ford Hudh (TauioR) gofT: 21 d
[ELIESED) USTIfd: Daphnia magna (dTeR Uil
Tt 3t 3. . 2w g 211
fewoht: ue SRf IRl & Ser iR anerid
facadr &1 d R His fawmaddr T8t

Gentamicin:
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Gentamicin Cream Formulation i ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HA B dRIG: 10.10.2020

3.2 09.04.2021 1844939-00009 Ugell IR ORI H Bl dRIG: 21.07.2017
SHAT T 3 e-Xfed :  EC50 (Daphnia magna (dTex iT)): 86 mg/l
STereR fauTaaan o Tg & ford Yudh (TauIoRR) g3l 48 h

T 3 3. S T kw202

LC50 (Amerlcamy3|s G gsfd)): 30 mg/l
o Tg & ford Tudh (TaUIeiR) §3MT: 96 h
diT: Juy-sUTL Sty 850.1035

QaTel/STelIg Uiel F fawieddl @ EC50 ( Pseudokirchneriella subcapitata (8<1 RiaTd (Testt)): 10

pg/l
P gm0 & ford WU (TaUIoR) g3 72 h

TWeT: 3 S 3 S e g 201

NOEC ( Pseudokirchneriella subcapitata (Eﬁ BICI] (Q(-_\:ﬁ)):
1.5 g/l

P Ima & ford WU (TaUIoR) g3 72 h

Tpr: 3f1 3.5 8. e =T 201

EC50 ( Anabaena flos-aquae (H’IET-?@W)): 4.7 ugll
™ Tma & ford Judh (TaTTIeR) g3 72 h
T 3 .31 . e Fdwr 201

NOEC ( Anabaena flos-aquae (mm)): 1.6 g/l
o Tg & ford Hudh (TauioR) g3 72 h
BT 3t 3 3B 2w = 201

TH-Thaexy (3ifdurdl ek~ 100
[ERIESED!

Shtarugedt o fauTerdd : EC50: 288.7 mgl/l
o Tg & ford Yudh (TaRUieR) g3 3 h

TRI&UT & fhd: YT-TRa A ©hIac
TWeT: 3 S 3 S e e 209

TH-Thaey (RRepifered wieer © 1
[ERIESE])

TR 3R g Hfordr
AdYUd:

TS YA TSP A ARIA HIIRRIEE:

s SAHHUIT BT & D OROTY: AT & A1 WHTae diie o SamhHueR]
@Erifeusiad) 7 g1 arar
T%quﬁ W@?ﬁwm%éau?&mnhﬁ

WP 3T
I SIahad ST & : UROIE: T & 1Y Ui diid U HIHHUBRI
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Gentamicin Cream Formulation i ORGANON

LB TemeE ot fafd: Y310y, | 3faH IR SR} B B aRIG: 10.10.2020
3.2 09.04.2021 1844939-00009 Ugell IR ORI H Bl dRIG: 21.07.2017

QRISPSEREREIN!

SAHA: 71 %
o Tg & ford Yudh (TauioR) g3l 28 d
WP 3.3 .S, X MSSAR 309at

Gentamicin:

Sfdd THHUIT B &FdT : giome: g ifa T Sruehforg g9 areft
Wfdep 3ITHHUIET: 100 %
P ama & ford WU (TaUIoR) g3 28 d
TBT: OECD Uteur fezmfAcer 314

Tyifaa Sfae Jaua

3Ad4d:

WIANP 3T

faUTe Turies: (T . log Pow: 8.23

g Ie/ar)

Gentamicin:

faUTSH T[uriep: (T : log Pow: < -2

g Ae/ar)

gt o wfa=fteran

3T IUA el

3= yfded yuE

31 IUAS g

13. e Hifgard

fAyem & TP

/N 541 7Y (Tere) WY fafaet sy s |

gt ofd D ATl fSeS Bl a% I g7ed B ardlt bhardre! # gl a1
T & ford o Sme|
3R 3T fafAfEy 78t fava Tam: SrvRjad Sate & =u |
fAuem &1

14. URag= a1

ieRTga fafraw

UNRTDG

UN &R : UN 3082

A9 T ge A : ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID,
N.O.S.

(Gentamicin)

15/ 17



TR SeT 2t Lar

Gentamicin Cream Formulation i ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifqH IR SIRT A BT ARRG: 10.10.2020
3.2 09.04.2021 1844939-00009 Ugell IR ORI H Bl dRIG: 21.07.2017

g 9

e U I

NEN] 9

31ms € & T-3Y ot 3R

/373 S =R : UN 3082
Wﬂ%"} 9 . Environmentally hazardous substance, liquid, n.o.s.

(Gentamicin)

aif 9

e U I

q9d . Miscellaneous

fSsarecl @1 fgarad @R 964

TTs SET)

fEsaed! @1 feamad @t gars © 964

)

JOTeRUT & for) WaR-Th Cogl

ESER)

3E TH B Sit-+dis

UN &R : UN 3082

Ardeq &1 e 9™ © ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID,
N.O.S.
(Gentamicin)

aif © 9

OfeT g Sl

NE] 9

EmS dfgar : F-A, S-F

BSLCRRACY Dogl

IMO UV & IR Uid H gikagd &

3mgfef foru T e e & forw oy Tet

IyURTERdat & fore faRiy grawfaai

Tgl fau 7 ufiag aviferur Had YemT & Wil & il §, 3R ThHE U ¥ 3Fidss Al &
o7 TR 3eTRa & SR o 39 JRef S1et e & HidR 9T aulF fosan mar 81 ufkae @t fafty, 9%
MBI, 3R &t a1 awr & faf et # fafdearai & gaR uRag e fim-fire 8 9 B

15. fafrare @

gerdf a1 fiyyor & R YRen, W, iR yafavor & fafaufaem

39 IdTeH & 3faud fAfiaf@d sHa= i & gRa §:

AICS o e 8
DSL o fuffa =&t
IECSC o i 78
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Gentamicin Cream Formulation

= ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HA B dRIG: 10.10.2020

3.2 09.04.2021 1844939-00009 Ugell IR ORI H Bl dRIG: 21.07.2017
16. 3= AT

Sffaf¥ed IS RY

a1 2ffc & dhad & ford . %= HId SDSs, OECD eChem ¥ 3idRe d@d-id! scl, 3T

TIRT fohdl 4 gxarad qIéd et aRom gt TRIEE I ol

http://echa.europa.eu/

fei® ey : RAAmad

3 SR F quf are

ACGIH . guHU| ACGIH HHRET AH (TLV)

ACGIH / TWA : g-dc, guy- 9o i gd

AIIC - ST I Bt SiReferars gEl; ANTT - sford &1 g Y uRas Toidl; ASTM -
SAReT ATl TdieuT HTACT; bw - SIS 3139, CMR - HIRIAOH, Geoifd a1 Uoi+ favaT; DIN -
S AF®IHRUl I & W AF%; DSL - aiqqazfﬂjﬁ(m) ECx - x% Wfdfshar ¥ a1
I&He; ELx - x% Ufafehar ¥ et ST &x; EmS - TUTqHhIe- Uegd; ENCS - el 3R =Y
RS Tard (STAF); ErCx - x% s & Ufdihd ¥ &1 e, ERG - SUddIa uiafshar
TMES; GHS - 4 TR TR AT RiteH; GLP - Sredt GHNTRITE U/T; IARC - H¥R WR S & forg
TSIHl; IATA - SRS arg aRaeT THIRIERH; 1BC - YR AT # WaRAIeh 1a! arcl
[ % fmfor @TW%W HfedT; 1C50 - 31T Siftrewmdd FRIUTHS ddha; ICAO -
RIS AR faAA W6, IECSC - I & Hival I9RMH® Uerdf &1 3dedl; IMDG - SHaRig™
TS WRATS AT; IMO - SRS T W6; ISHL - ST R SR WA B (STUH);
ISO - AF®IHRUl & Y SaRITI W16, KECI - HIRAT HISET T 3dedl; LC50 - TR0 el
B 50% P UlAdh Hbg; LD50 - TH&UT &Sl BT 50% B Oldd GRID (I °ddh WRID);
MARPOL - STgTsll ¥ UgNUl &1 AHYUMH & 1T SIaRTTR Te; n.o.s. - 3T FAEY =&T; Neh - feredt
f8; NO(A)EC - s@died = foar Tar wfded) THE Fdhg; NO(A)EL - 3iadre- = foar
@fdHe) THTE TR; NOELR - TR-3{qdIH-07 UHG A& &X; NOM - TGRS Afdyes fam;
NTP - T8 IR SRIHH,; NZIoC - TR @ =g 38 §3¢8); OECD - e FealT 3R
I TT6; OPPTS - IS TREM 3R UGHUI AHUH HRATAd; PBT - RITRR, Sa-THAHR0T 3R
fqwred uard; piccs - Wﬁﬁﬂ%wﬁﬁﬁﬁﬁlﬂﬂsﬁﬁ (Q)SAR - (AHTEE) IXTT
TfAfafY Tafer; REACH - TRIUN T¥E 3R I Usiahrul, eide, WRASGR R ufady aRug &1
faffae= (EC) . 1907/2006; SADT - W-dldgdl 3{qde drgq; SDS - YR&T Saf 2fie; TCSI - qrgar
TS ggrd $dest; TDG - |ARATD ATd $1 URagH; TSCA - faurad uerd = siftfrem (wgad
05y 3ART); UN - ¥gad Y; UNRTDG - aﬁwm%%mwﬂgaﬁw
VPVB - §gd RIT 3R §gd S9-UHAHR1 TG WHMIS - HT-RId WRATdh ATt T Jorett

T JR& ST Xe H 3UF USHRHA &1 aRia B &l T THSRT §AR IH, THHRT 3R Ay &
IR T § | SHHRY B QRIAA &1 T JUTA, TIRT -, UichdT I3, Yo v, URagd o,
fgeH B quT Bien & oy Faa Anfex & wu # fEoma= faar man g qu faddt UeR & ard
e &1 fafe=T T8t AT S | Judtsy B T ISR 39 SDS & XY W ugar Tt Haa
faRry areht @ Tefid 8 aur sDS w1 ot oy arelt & Tate H a1 st o ufshan &, 5|
% UT6d H 7 FdT1 71 81, TRANT & R 94 a1 81 ol ¢ | It Tiiaansdl &1 arg 811 W, Taiad
¥ oifam IaTe & SDS-UTH & JUGFdT HT BT B Aed 28d B, YA &, UiehaT d
TYT T B & M0 3 fiy &1 o ARy el & SIHeR iR R &1 weften &1 =y |

IN / HI
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