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Gentamicin / Betamethasone Ointment
Formulation
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1. SIS TG HHHT HI Ugd=
gerd 1 *  Gentamicin / Betamethasone Ointment Formulation
frafansmyfdeat
ERall Organon & Co.

Ydl 30 Hudson Street, 33nd floor
Jersey City, New Jersey, U.S.A 07302

THHH © +1-551-430-6000
SMTUTABRTA CAThIA TR . +1-215-631-6999
3-Hd 1 el ©  EHSSTEWARD@organon.com

TORT R ey iR ufady
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ITINT R gfdey v s i i
2. @R B Ugda=H
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SgEt-1 & 4T | A Fefd TFds & SuR @R & wu & giifpd 781 8

Sit. 9. 8g-auffevor
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THRT e &1 fafd:

T9.81.u9. F: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023

3.11 30.09.2023 1841316-00015 Ugdl IR SR} & B aRiE: 19.07.2017
i} | .@ @

Hohd Tsq LRI

BT =t e H360D 3T fRIY] P! BT Ugar Tehdl 7
H372 1Y STei a1 §-R1gd UaTaieR (U Uiy, forelt a3,
HY, UTZHY i, e, 3iftiges U (TS i) ST i
JoRIT UGl ]|
H401 STereR Sita & forg fadrer|
H410 STeeR Stad TR T R TS 3R 91y g 3ieawd fasa|

wefourdl/qdfaeu™ §aM L T

P203 IUART & F Uga T+t gRefm e &) o %, U $iR
RECIRVINE Y

P260 @/ 43/ T/ IR/ HTT/AY &) T GRT T 1 B3|

P264 IATAH & oG @l B 3! a8 T

P270 39 IU1GA D! YA HRd TG W1, YIH1 AT YHUuH Td B |
P273 dTdTeRUN | BISH A URER 1|

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

IR
P318 3R TR g1 a7 a1 g1, el gare 2
P391 SADIE UH AT B |

HSIRUT:

P405 HSR ard HI

IGCIELYE

;01 e o1 FeRT Wied de SRuvid dREH &
|

3=y grfrat et ufuma Ty qeffewor =) giani

S{RITd

3. 3AGYAl BT HUSASITHBRI

Terd/fargor . frgpor

3qyq

GICIEEAR I H T (F9) - TR | MSUA (A (%
w/w)

Ueiferad 8009-03-8 94.8

PRIEN 8012-95-1 5
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Gentamicin / Betamethasone Ointment

Formulation

TTHI TRmeE ot fafd: TY. 31U, Fa: 3ifaH IR SR} B D dARIG: 04.04.2023

3.11 30.09.2023 1841316-00015 Ugd! IR SR B &t dRRG: 19.07.2017
Gentamicin 1403-66-3 01
Betamethasone 378-44-9 0.064

4. yTyfire fafes & Iurm

ST =1 & o faRiy s=1g

BICIRESNIE . 3R GHeHl Bl A1 da1ad 31 A @l df AfSHhd T I Jalg B
q &0 T6 g I1 bl &1 &R fRufa o Fafeita warg o

3R G §RT T80 &1 WY © gfe I gRT U801 $H foran S, @ arelt Wit ga1 & o S|
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fafcita wgam |
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Formulation
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& IR & THASGR! TSH Hd ¢ |

7. TATAT 3R USRI

GERICARCLI]
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W g & forg
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GRf&r YR &1 uRfRufaar

L YU (THINER) ¥ S9 & Faon et sard srgumT & ded

golifafieT Jur |
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Y ITIRT B3 |
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3Tl & 1Y e J URER B
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Gentamicin / Betamethasone Ointment

Formulation
THRT e &1 fafd: T9.81.u9. F: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023
3.11 30.09.2023 1841316-00015 Ugdll IR SRT R &1 dRRE: 19.07.2017
g9 e ¥ & . FofoRead UeR & Meae & Iy 9 37
g sifierufig Toiey

8. Siifaw ford=ror / foreft gram

PRI G701 & TS| & A1y 3auq
3ayd I T T (B¥) | 59 DR =T U / YR
- TR (SREUT BT PRENICK
UPHR) SO
Uelferad 8009-03-8 TWA (@R) | 5 mg/m3 IN OEL
STEL (@¥R) | 10 mg/m3 IN OEL
TWA &9 5 mg/m3 ACGIH
SERIKEEIED)
UM ot 8012-951 | TWA (QWR) | 5 mg/m3 IN OEL
STEL (@¥R) | 10 mg/m3 IN OEL
TWA &9 5 mg/m3 ACGIH
NERIEIED)
Gentamicin 1403-66-3 TWA 0.1 mg/m3 (OEB 3idfyd
2)
SfaRed BRI OTO
Betamethasone 378-44-9 | TWA | 1 ug/m3 (OEB 4) | sfiaR®
SfaRead BRI @
| Oiea & T | 10 ug/100 cm? | 3fiaR®
gofiferafr fg= C Od W R A SR AT el (S, 3NuH-Uh AU

fgars) # Al 1 RYFIARU A & oy Iugert AhurH
Meififeal st € et &) Fafid Ba & fie Sugea
Apyr Mefifeal Td wR o 34 & e oiR sifdfa et
¥ fore uReR & yam & A & o sawas § (G, s
R ¥ aogd H-afiT, RR HeR ¥ Haq-arg did & a1
UH3IT 88, FAGR Tadior|
Tt Zofifrafier fdzon @ iR fewre gr1 srffad 89
LY 3R e, wifal, 3R yafaror &t xem & e GMP &
Rygidl & SR arferd foar s @nfgul
Sifard = u ¥ fordt geft vt &t SrgAfd T8l ]
g TR Ren a1 Ay Wil &1 sxard o |

oot sara o InEh

4 Gadt T ;IR v R Ao dfeder Iuasy el § a1 TeyueR
3o SRR faan- i & aTer vagtioR yaiid e g,
Al 4T YR&T BT SUIANT B

fheex THR . Ugad FFHUT IR HIE-S A ThR

5/23



& SeT e
AT gRAMSIS WTH & 3AR

Gentamicin / Betamethasone Ointment

Apuhlic

-5 ORGANON

Formulation
THRT e &1 fafd: T9.81.u9. F: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023
3.11 30.09.2023 1841316-00015 Ugdll IR SRT R &1 dRRE: 19.07.2017
RUIRERIEEIR]
garef - gE
feupt L S9d Tl W AR $1
SRR ERICEIGE L 1sS RS a1 T o 1Y GR& I=AT UgH |

91 T4 IRR Ja&it g9

Wgdl geet Iurg

3R HTH & WIS a1 TIfaafy & oot ot fRufaar, o a1 wRie
M BT, ol Iferd ey ugH|

SR ¢, Y, I TIRINIE & ITE-T A Hudh ST JuTa1 g, al
TuRiTes a1 JR gR BT 37 TR&U UG |

. odf a1 g ®ie ¥ B Bl

IR < &1 Tdg! T 9219 & o o1 o 38 Srf & MR W
feeed o)1

Hyrfad givd U HapTem & forg ferd Shmfett aob-ia! &1
FEIATA BN |

L 3R GTHY IUTNT & SR I & YU & 3 B JHIGT |,

@ BHTH B & WM & BT 3G O B yoferr iR Jrem
QTaR UeT B |

TN & SR, BT, YT a1 (5 7d HY |

T HUS! B O F T8 81 R I SaHTd B
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NS Tz AR, fafeen AR oIk arime

[BRELCIRSSEINRIBREEE G
9. Wifa® Td WAt qour

fagrae e
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THRT e &1 fafd:

TY. 31U, Fa:
1841316-00015
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30.09.2023 Ugal IR SR R & dRIG: 19.07.2017
SIARITAdT (319, 9 ) D SIARIAd & Wak & U H aiffed el
SITRITTAT (AR Uere) : 3T IUAs e
I fawple T/ SR Sl IuAs el
SacRITerdT T (3R
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Tadfafee fermie)
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SNSRI &1 argq= Sl IudAs el
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3MUIfdd UR Sl IudAs el
HUT BT AT D ST Uy gl

10. FRy=aT aut ufaferaan
iR : SiffhaTeiiciar & @R & FU H FFifepd el

7123



GR&T SeT e

AT gRAMSIS WTH & 3AR

Apuhlic

= ORGANON

Gentamicin / Betamethasone Ointment

Formulation

THRT e &1 fafd:

TY. 31U, Fa:

3.11 30.09.2023 1841316-00015 Ugdl IR SR} & B aRiE: 19.07.2017
T fRRar D I ifRufem A RR B
IRGmeHy ufafsparsit LAY 3R Toiel & 1y Ufdfehdr R Iabdl B
= uRfyfoat @ o
ST Ut ; eﬁa@wﬁqnﬁw
3qge yerdf ¥ sifay . IS TR A (FoRSY) 3uge uerd 3
11. fawrdsnfora g
TG SREUN (TRTUGR) F IR @9l 9 9
H DRI frer
i & Fudh
GIEACLIESEI
JUAK] SHHRI R aFfipd gl
3dYd:
a@ﬁmﬂ:
GIERIECERCRIEREI] : D50 (IgT (}2)): > 5,000 mg/kg
TIBT: OECD URTEfUT fe=mAd=r 401
fewuft: ue it It & e wR snerfa
GEECEIRAELIESG . LD50 (I8 (}2)): > 2,000 mglkg
TIHT: OECD URTerur fg=mfdsr 402
3ficper: Teref a1 fiyeur &Y IS e e fauTadr el |
fewuft: uer SRft It &% et W sneria
W aa:
g e faTaddr LD50 (JgT (X€)): > 5,000 mg/kg
SIERCEIRAELIESG : LD50 (@IMRD): > 2,000 mg/kg
3ficra: uard a1 s Bt Hig T SRIe fawTadar et §
Gentamicin:
g Mifaw fasradar LD50 (IET (}<)): 8,000 - 10,000 mg/kg
LD50 (8@ (HI3¥)): 10,000 mg/kg
GIEE R ERCRIESGI © LC50 (JF8T (RT)): > 0.2 mg/!
e Trra & ford Tuh (ToTIeR) oM 4 h
URI&(0 ATATaRUT: Yei/paiar
feooht: HI5 9o 39 S R T8t <t TR
g fawreddr (feu S & 8= LD50 (IET (}<)): 67 - 96 mglkg
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Gentamicin / Betamethasone Ointment
Formulation

THRT e &1 fafd: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023

Ugd! OR SR} A Bl dRIG: 19.07.2017

TY. 31U, Fa:
1841316-00015

3.11 30.09.2023
A) TEHHIE & I: SHa:RRT
LD50 (IET (})): 371 - 384 mglkg
THAIH R o I AFGUREf §
LDLo (§aX): 30 mg/kg
TAB R o I 3d:RRT
Betamethasone:
g e faTaddr LD50 (JgT (X€)): > 5,000 mg/kg
LD50 (U (HI3H)): > 4,500 mg/kg
GIEE R ERCNIESG| . LC50 (JET (RT)): 0.4 mg/!
foram THg & o Judh (ToUIoR) §3MT: 4 h
1 & o ergereTaT
JUAS THGRI R aNgd Tal|
3H{dYUdq:
ﬁaﬁﬁmw:
S| G RO
GNED :  OECD Usiefur femnfder 404
gRomd N R AT N
feuoft D U o grEiEl B ST W SuiiRa
W aa
Tt G |
gfomg I H odd ot
Gentamicin:
Tt G RR o)
giomH ;. gad! I &1 B ST
Betamethasone:
Tt G RR o)
gfome ;. gad! IO T B S
iR A7 afasdes
U DR TR iifepe el
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3dd:

a@ﬁﬂm:

I GRSl

Rl ! OECD WRi&ur fa=md=r 405

gfikomy : 3T H e T8l

feuoft D U S grEiEl & ST W SuiRa

ﬂwﬁr—rﬂr—r:

Sl R RN

gfikomg : 3Gl H Oa T8l

Gentamicin:

UG SRR U

gfikomg ;g 1 3al B oA

Betamethasone:

STl R RN

ko © 3HTE A SIa T8t

oI 91 THST GATGTHUT

AT D gATS AT

JUAK] BRI R aFfiepd gl

YTI-UYTT Y GITGHar

JUAS THGRI R aNgd Tal|

3HdUd:

a@ﬁﬂm:

I Bt . YR K

U (TRITIER) & I I U

I : TR fom

gfome . BUTHD

feaoft L U oI grEiEl & Ser R SutiRd

Gentamicin:

fewuft : Sel JUdas T8l

Betamethasone:

YU (THUIER) & I i
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Formulation

THRT e &1 fafd:

T9.81.u9. F: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023

3.11 30.09.2023 1841316-00015 Ugdll IR SRT R &1 dRRE: 19.07.2017
PG o e o
giomg . HAVR RIS
SiaT] 99 "ereHRidt

Iue SR R aiffep el
HdYUdq:

ﬁgﬁﬁmw:
fSFIciBaRc 3 fagt

SFICI RIS 5 faar

Gentamicin:

[BEIEERINEESIE!

Betamethasone:

ISEIERINEESIEH]

;&1 Bt fbe: hIHTSNH TsRRH ¢¥e 3 fagt

LRI I ED
fewuft: ver St IEREl & e W nyTid

L TRIET B T TAUTRET o THUNITST e I URT&or

(Shfad 9o & ArgcioiHfcd o)

wl%r Oy (AT39)

TEAHTH & I s?raﬂ?ﬁaasﬁw
TPT: OECD TlerT =My 474

TR TS

fewoft: v St iRt & S W aneia

Ol B fh: IRR & I18R WYY B BRSBTS o1 S

IaRad= gdtemr
EIRIERE I ED

GRJ&70T 1 fooe: hiHTelH TaRYH ¢ 34 fagl
gfeomy: ifAfda

D TRIET B o ST o TIRINITSE e 1 URT&or

(Shfad 9o # ArgcioiHfcd uRd)
TS Oy (H139)
TEHRMA & I 3 RRT Solae™
URuMy: BUTES

D T ) few: dadifear Seeh faudta ufvads @ §ifa (AMES)

ECIERIERE Y IED

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

U&r0T o1 fob e hiHelH TaRYH ¢ 34 fagt
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Gentamicin / Betamethasone Ointment

Formulation
THRT e &1 fafd: T9.81.u9. F: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023
3.11 30.09.2023 1841316-00015 Ugdll IR SRT R &1 dRRE: 19.07.2017
gikue: ardfde
fSreIBRe 2 faar L TRIeT B fohe: TaUTRET & THNITST JEHAT N 1T URT&or
(SHad TToft & Argeiomicd IRY)
w%:w(m)
TGih Y & I:
gfRomeg: ifAfad
SIHaTU] e TEToIRTCT - : &Y T Foi- INTTY] HITRIHT IARATH & T 9 H qiIHR0T o
3 gAdT TS HRaT B
FERSDAI
JUAK] SHHRI R aFfiepd gl
3qUq:
ﬁgﬁﬁmw:
I L 9ET (RO
TEAIHTA &b I R E O GG
o g & o) Ius © 29
(TEHUISR) B3
oy BUTHD
Gentamicin:
RS - el T R I
3T fquTeRar
31T I 1 BT Ugen Shell B
HdUd:
a@ﬁﬂm:
3R b YU TR B feeH: U/ AT fasTaddr whif=T udieor
golTar: <81 (<)
TEAIHTH & I FTd a1
gfkumH: HUTHS

fewuft: uer St IEfEt & e W nuTid

MR & e mudEal e & o yor-mier Ry faswm|
golTar: <81 (<)
T RH & I @l o Hudh
giRumy: BUTS
fewuft: ue it It & et wR snerfka
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Gentamicin / Betamethasone Ointment

Formulation
THRT e &1 fafd: T9.81.u9. F: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023
3.11 30.09.2023 1841316-00015 Ugdll IR SRT R &1 dRRE: 19.07.2017
Gentamicin:
3(ARdl & UHTG L TRigr B fhe: al die! gredTed fawTadan sieqa=
golTar: <81 (<)

JaaT: NOAEL: 20 farm/feem ekiRe UR
g fhdt Ae@yul ufded UHTd &t g1 g ot

TR R & AP R UG G0 3 e Yoy Rig faem|
EEIGERCIIR
fas TS fauTeRTdl: NOAEL: 3.6 f&m/fdm RIS YR
gfoms: yor-miey R fawredar 6t

Yer0r o1 fore: yor-miey g faw |

goTifar: IeT ()

TR & IX: FeuRel-ad

fae T fauTadar: LOAEL: 75 fi/faem IiRes UR
OfRomH: Yo R fawreddn

RYeror @1 fore: yor-miey Ry fas |

ﬁmmm%maﬂm LOAEL: 10 Ffrm/famm IRIN® HR
gfvomy: e RIg] 9 o1, faeuarstt gt <t wit |

RYeror @1 fore: yor-miey Ry fasr |
goTifar: T (X©)

THTHRM & I: FeURe=ad

fasTTE® fquTedl: LOAEL: 50 fBrm/fa ke 4R
gfvomy: miw RIg] 9 o, faeuarstt g1 <t wit|

ST foSTeRd - Sfida . A4 USSR Seaa- ¥ f[de ™ WR Ufddd uHE
IHRIAD Tgd

Betamethasone:

T RIY & e wmuvEl @ Yol TR
TRITHRH o I AU |

fomraTe® fauTadar: LOAEL: 0.05 ffrm/fa IRiNe 4R
gfvoms: T RIg] fawreddn|, faeudrei g&t mi|

gelTer: 8T (RT)

TAIHRA & I @l & Jd

fomraTd® fauTadar: LOAEL: 0.42 ffrm/fem IRie HR
gRum: faeuarel it mit

TSI g (H139)
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Gentamicin / Betamethasone Ointment
Formulation
THRT e &1 fafd: T9.81.u9. F: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023
3.11 30.09.2023 1841316-00015 Ugdll IR SRT R &1 dRRE: 19.07.2017
T P IR Aigafmt &
fomraTd® fauTadar: LOAEL: 1 firm/fe e ImiRe 4R
gRume: faeuarsi it mit
ST faNTeRTaT - Sficher D U WR U T TR & STYR R fAdb™ IR ufdgd gy &1 Wy

Tod i §1

STOT - Tohd SiifgH
YA TSR R i gl

STOT - GIgvT sfaH

a?ﬁaﬂ?ﬂqmwwm(tﬂqwﬂ gfeRel d, 79q, UH wiE, 394, Siftigae Uiy (TedAa
S)) 3N T TR Ugardr g |

3dad:

Gentamicin:

e 3agd : T, fiat dE

e ;i 3REUT B TR ST (M) Bl JbwH
u@”ﬂrﬂgl

Betamethasone:

| 3agd L Uiy U, ufoRel dF, 09d, UisHY s, Yo, sfgad U
(TSE T 8)

e L i 3REUT B TR ST (M) Bl Jbw
u@”ﬂrﬂgl

U QRIS fauraaarn

3dd:

a@ﬁﬂm:

BV L gl (e)

NOAEL : 5,000 mg/kg

TAIHTA &b I ;

fram g7 & ford Iudh o 2yr

(TFIUISR) gaTl

WRTB da:

BICIIT] L gl (@), HeT (o)

LOAEL . 161 mg/kg

TG & I ;

fpam g & ford Tuss : 90 Days

(THIUTSR) g3l
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GR&T SeT e

AT gRAMSIS WTH & 3AR

Gentamicin / Betamethasone Ointment

Formulation

THRT e &1 fafd:

TY. 31U, Fa:
1841316-00015

Apuhlic

-5 ORGANON

3ifeH IR SIRT &R &1 dRIG: 04.04.2023

3.11 30.09.2023 Ul SR ST R &1 R 19.07.2017

Gentamicin:
EEIG] -l
LOAEL 3 mg/kg
TAIH R b I ' o
P g & o) Ius 12 Months
(TFUIGR) gl
&g 3{qud : ﬂg‘f
3R L 3, Yb a8l
PITII] ey
LOAEL . 50 mg/kg
TEAHIH & I . T ® AR
fods I9g & ford Iudh : 3 Weeks
(TRTAISR) g3
e 3agd C T, fiat dE
Tl I re0d
LOAEL . 6 mg/kg
TEHIH & I ' F o
P g & o) Ius 3 Weeks
(TFUIGR) gl
&g 3faud © X9, Taf, fidd &, R
ERUR LRI (@)
NOAEL : 5 mg/kg
LOAEL 10 mglkg
TEhIH & I ' F o
o g & o) Ius 52 Weeks
(TUISR) g
&g 3aad L T, e
gt LRI (e)
NOAEL : 12.5 mg/kg
LOAEL 50 mg/kg

e T : J
fram g7 & ford Iudh 13 Weeks
(THIUTSR) Gl
&g 3fqud : 113‘f
Betamethasone:
PG| D WM
LOAEL © 0.05%
THH P I 9T YUD
P g7 & ford gudh © 10-30d
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Gentamicin / Betamethasone Ointment
Formulation

THRT e &1 fafd: T9.81.u9. F: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023
3.11 30.09.2023 1841316-00015 Ugdll IR SRT R &1 dRRE: 19.07.2017

(TeRTTIOR) g . _

&g 3faud Uiy Uiy, gfrelt &3, 79a

P . gl (@)

LOAEL © 0.05%

TEAHIH & I . TET YUD

frdm g7g & ford Tudh . 8 Weeks

(TFUIGR) gl _

&g 3{aqd L YA TS

EIIn] S CAGIRE)!

LOAEL ©01%

TEHH YA & I . O Y HUD

fods I9g & ford Iudh . 8 Weeks

(TFUIGR) gl _

&g 3{agd L YA TS

Tl Dol

LOAEL : 0.05 mg/kg

UGB & I :

fram g7 & ford gudh . 28d

(TRTAISR) g3

e Sagd L ad, UIREY W, Siitigae Ui (Tedd W e)

CIGEEGH]

JUA STHBRT W aiigpd Tg1|

AdYUd:

WRTh da:

U1 31d © 7 59 yerd a1 firgor & wra & THiRRH fauTedar o1 89S giar & a1 X9 91 T @ T
Y A4 § THURYH fauTeddr &1 evie gidl g

TG SRaY & 1Y U
HdUd:
Gentamicin:
e . A&d 3agq: &l
&I 3(aTa; Hidt o
Betamethasone:
I GRT UGUT H=AT . &d 3faYa; Sifiigae UfY (Ted ds)
GEIREES L INR: @, gikfew, siaq
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Gentamicin / Betamethasone Ointment
Formulation

BT e &1 fafY: TY.31.09. AR ST IR SR SR Dt dRRG: 04.04.2023
3.11 30.09.2023 1841316-00015 Ugal IR SR R & dRIG: 19.07.2017
12. uiifRufaea JE=r
urfefRufae faumamar
3d9dq:
ﬂaﬁnm:
T3l B fauradar : LL50 (Pimephales promelas (ﬂﬁ%@? ﬁﬁﬁ)): > 100 mg/l
ford™ Tma & ford Tudh (TaTUISR) g3 96 h
oXc forar 9 aTer gard: S gHifoa iRt
TIHT: OECD URTefur fe=mfdsr 203
femoht: we SR IR & SeT IR 3neTid
SHAT T 3= Ae-Xfed . EC50 (Daphnia magna (dTeX il)): > 10,000 mg/l
ENERACLIESEI] o Tg & o) Fudh (TauioR) g3l 48 h
oXc forar 9 aTen gard: S gHmEifoa iRt
femoht: we SR IR & SeT iR 3neTid
aTe/STelg Uil o fawTedar T4 3 T Ud ( Pseudokirchneriella subcapitata (Eﬂ ard
(Tasi)): >= 100 mg/l
o g & o Hudh (TauioR) g3 72 h
oXe forar oI aTer gard: S gHmEifoTd iRt
T 3 3.4 S e g 201
femoht: we SR IR & SeT IR 3neTid
SWHiAaT U 3 de-fed : NOEC: 10 mg/l
e fasradar (Rreifere P ama & ford WU (TaUIoR) g3 21 d
IELIESED) USTId: Daphnia magna (9Tex U<l
oxe forar oI aTen gard: S gamifoTa Siwt
fewoht: we oA IR & Ser IR 3neTid
TP A
B ENIEARELIESKI :  LL50 (Scophthalmus maximus (€8e)): > 100 mg/l
P gmy & ford WU (TaUISRR) §31T: 96 h
e fopar o a1l et Sra wHmaioa S
feuoft: v St IRt & Ser W eneia
SHATT Td o Ae-Xfed . EL50 (Acartia tonsa (@IS HIUUIS)): > 100 mg/l
ERERCLIESG o Tg & ford Hudh (TauIoRR) §3MT: 48 h
oxc foran oA aTer gerd: S gHmEifoTd iRt
feuoft: v St IRt & Ser W eneia
QaTa/STad are ) fauTedar EL50 ( Skeletonema costatum (W)): > 100 mg/l

| P gy & ford WU (TaUIeR) g3 72 h
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Gentamicin / Betamethasone Ointment

Formulation

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

3.11 30.09.2023 1841316-00015 Ugdll IR SRT R &1 dRRE: 19.07.2017
T fpaT 9 91 yerd: o gHEf Sfwr

fewuft: uer St IEfEt & ST W nuTid

NOELR ( Skeletonema costatum (ﬂ'ﬂiﬁ 3’@5{)): > 1 mgl/l
o g & o) Hudh (TaioR) g3 72 h

<% fou1 S arett uard: S gHrford of

feugoft: ue oRft It & SeT W snutia

Gentamicin:
SHIAT T 3= Ae-3fed . EC50 (Daphnia magna (dTcx Wil)): 86 mg/l
ENERACLIESEI] o wg & o Fudh (TaioR) g3l 48 h
Tt 3N 3.4 St 2 fAdwr 202
LC50 (Americamysis (ST TSTTd)): 30 mg/l
o™ Tma & ford Judh (TaIUISR) g3 96 h
TRiT: gug-HY Sididided 850.1035
QaTel/STelIg Uiel F fawieddl @ EC50 ( Pseudokirchneriella subcapitata (8<% RiaTd (Tesit)): 10

1
%ﬁw%%ﬁm(m)g&n: 72 h

e 3 $ 4 S e A 201

NOEC ( Pseudokirchneriella subcapitata (8} RiaTet (Tesih)):
1.5 g/l

- Imy & ford WU (TaUIoR) g3 72 h

Tt 3N 3. . e Fdwr 201

EC50 ( Anabaena flos-aquae (TAISadH)): 4.7 g/l
fa gma & ford Wue (TaIUIoR) g3 72 h
Tt ot 3.3 2w A= 201

NOEC ( Anabaena flos-aquae (T3AISaH)): 1.6 ugl/l
P gmy & ford WU (TaUIoR) g3 72 h
Tt ot 3.3 2w A= 201

TH-Thaexy (3ifdurdi ek~ 100

SitaTupsf & fasTerdar : EC50: 288.7 mgl/l
o Tg & ford Hudh (TaUioR) §3MT: 3 h

TRI&0T Dt b YT-IRa | Tdlde
TWeT: o S 2 e ke 209

TH-Thaexy (RRepTfer® SR @ 1
farsartam)
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Gentamicin / Betamethasone Ointment
Formulation

BT e &1 fafY: TY.31.09. AR ST IR SR SR Dt dRRG: 04.04.2023
3.11 30.09.2023 1841316-00015 Ugal IR SR R & dRIG: 19.07.2017
Betamethasone:
SHAT T 3 e-Xfed :  EC50 (Americamysis (37T ISTIfd)): > 50 mg/l
STereR fauTean P Imy & ford Wue (TaIUIoR) §3: 96 h
QqTl/SIeT el ) fdsTgaar @ EC50 ( Pseudokirchneriella subcapitata (Eﬁ T (Qc_vﬁ)): >
34 mg/l
o Tma & ford Judh (TaITIeR) g3 72 h
Tt 33 . T fdwr 201
fewoft: facaar &1 T R SIS fasradar 78t
NOEC ( Pseudokirchneriella subcapitata (Eﬁ BIECI] (Q(-_\:ﬁ)): 34
mg/|
P Ima & ford Wue (TaUIoR) g3 72 h
TWir: 3 3.4 S 2 fdwr 201
feuoft: facaar &1 T R SIS fasraddr 78t
At @ fauredar (RR&1feiee @ NOEC: 0.052 mg/
fwTaRTa) ™ T & ford Judh (TaTTIeR) g3l 32 d
SIS Pimephales promelas (ﬁOT%TS’ ﬁl?ﬁ)
T 3N 3.4 S e A= 210
NOEC: 0.07 ug/l
e Tma & ford Judh (TaRTUISR) g3 219 d
T Oryzias latipes (\_rlTCrFﬁ fISW)
ade1: OECD udlegrn fe=mid=r 229
ST Td 3 de-fed : NOEC: 8 mg/l
SR fauTeRran (RRep1f® o wg & o Hudh (TauioR) gofl: 21 d
[ELIESED) USTTfd: Daphnia magna (dTeR Uil
TWor: 3 3.4 S e fdwr 211
TH-Baexy (RR&IfA® SR @ 1,000
[ELIESED)
RS 3R rapHaforar
3(dYq:
a@ﬁﬂm:
Sfde SAHHOIAT BT & L ORUTY: YA & 1Y Whidd dild § SashHueR]

EfSUSfaa) 7 8 aran

Sfdd THATET: 31 %

o g & ford Hudh (TauioR) gl 28 d
TBT: OECD Utefur fe=mfAawr 301F

19/23



Y& ST e A

A SRAMSYS UReH & AR = ORGANON
it

Gentamicin / Betamethasone Ointment
Formulation

TTHI TRmeE ot fafd: TY. 31U, Fa: 3ifaH IR SR} B D dARIG: 04.04.2023
3.11 30.09.2023 1841316-00015 gl IR ORI A B dRIG: 19.07.2017

fewuft: uer St IEAET & e W nuTid

Gentamicin:

Wfdp 3ITHHUIAT bt & . gfvome: dg 7fa 3 sruefiforg g arch
Sfdd THHTET: 100 %
P ama & ford Wue (TaUIoR) g3 28 d
TBT: OECD Uteur fazmfAcer 314

Tyifaa Sfee J=aua

HdYUdq:

W da:

Pq'a.nrﬂilufm; (T . log Pow: >4

Sfiaerarar) fewft: uRee

Gentamicin:

faUTS Turies: (T . log Pow: < -2

SfgeIe/ar)

Betamethasone:

faqUTS Turies: (T . log Pow: 2.11

SfgeIe/ar)

gt o wfa=fteran

3T IUA el

3= yfded yuE

3T IUA el

13. fger ifgard

e & e

/N I 541 7Y (gere) . HS I AT | Ad b |
R fafgEl oy thos |

gfa afd © QT fEsal &l A B 38T B aralt BaTaet B g ar
T & ford o oma|
3R 3T fafAfEy =161 fovam mam: sigad Idre & U &
fAueE &1
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Apuhlic

-5 ORGANON

Gentamicin / Betamethasone Ointment
Formulation

THRT e &1 fafd: T9.81.u9. F: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023
3.11 30.09.2023 1841316-00015 Ugdll IR SRT R &1 dRRE: 19.07.2017
14. Uf¥ag a1
sierfgra faferaw
UNRTDG
UN dsR UN 3077
Hraeq &1 g 9 ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID,
N.O.S.
(betamethasone, Gentamicin)
a1t 9
e U I
NEN] 9
TRl & o @RI gl
(BoTed)
35 € &t T3 oft 3R
g TH/3MTE 8T TR UN 3077
Tiagd &1 I8! 9 Environmentally hazardous substance, solid, n.o.s.
(betamethasone, Gentamicin)
a1 9
ofesT g9 i
NEN] Miscellaneous
fSearecl ! fgard (@R 956
EEERE)
fEsaed @1 fgarad @Et gars © 956
)
TRl & ot WaRATH gl
(BoTed)
31S TH E1 Sft-wis
UN FR UN 3077
Ai9e &1 98 A ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID,
N.O.S.
(betamethasone, Gentamicin)
a1 9
OfeTT U [
NEN] 9
EmsS dfgar F-A, S-F
TS gD Gl
IMO SUFBRVN & AR P H gikagd &
3MYfe fpe TTU Mrsae & fore amg =gt
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Gentamicin / Betamethasone Ointment

Formulation

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

3.11 30.09.2023 1841316-00015 Ugdll IR SRT R &1 dRRE: 19.07.2017
IuanTedr & foe fagiy rawfaai

Tgl fau 7T ufkag avife_ur Had YeT & Wil & o §, 3R THHE U ¥ e Al &
O TR 37eTRA § ORI o 50 JRe S1et Tite & iR et aulF fasan mar g1 uRkag &t fafdy, 9
THRI, AR &= a1 <=1 & fafaal & fafaedrefl & SruR ufkag avffexur firm-fir g1 9ad g |

15. faf~ramae Ja=n

verdf ar fireor F i g, W@y, 3R yaiarur & fafawfaem

39 ITeA ¥ 3aud fAmfrfad gHa=< v ¥ gfua &

AICS o fRuffea 7Y

DSL . Fyffea 78

IECSC o fRuffea 7Y

16. 30 AT

Tene ot fafy ©30.09.2023

Sfafvad SR

3l Tffc & Jowad & ford . &= HTd SDSs, OECD eChem ¥ 3{id& dd-Id! Sel, Sel

AT {0 g aaraw Ui Qe TR a1 GRITE IS Tor,
http://echa.europa.eu/

faie ursy . feaumad

3 HURE & quf Aty

ACGIH © guHU| ACGIH HHRET dH (TLV)

IN OEL  YRA| S URAR B $ IS Tl Bt AR & W

ACGIH / TWA . 8-Ue, gHY- qui 3Nd

IN OEL / TWA C gHg did 3id

IN OEL / STEL D 3{Uplfeld R0 AT

AIIC - STENfIe I Bt SiReferrs gl ANTT - Sford &1 PR Yl uRas Toidl; ASTM -
AT ATt uierr FRIET; bw - SiaT BT Fol; CMR - BRI, Jeol-d IT Yol fasar; DIN -
THT AHS IR0 GRIM & T AF®; DSL - O Ua1d Gl (@1ST); ECx - x% Uiaiehdr I T

HohaT; ELx - x% Ufdfohdr I TSt ST &; EmS - HTUTdhTei Yegd; ENCS - ﬁwﬁvﬂq
ITa® gerd (STUH); ErCx - x% g ax Ufdfehar § J&T Ydhad; ERG - MTATdedmIe ufafsbar
MES; GHS - AfYF TR W W ReH; GLP - 33T TANTRIET YT IARC - $¥R TR ¥ & forg
RIS Toidl; 1ATA - SR a1 uRagd THIRURH; IBC - YR A1 § Wkl 9! ard
SIRTSIl & IO SR IUBRU & AT SfaRigha i, 1C50 - ofme sifieaH RIS Hdba; ICAO -
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Gentamicin / Betamethasone Ointment
Formulation

TTHI TRmeE ot fafd: TY. 31U, Fa: 3ifaH IR SR} B D dARIG: 04.04.2023
3.11 30.09.2023 1841316-00015 gl IR ORI A B dRIG: 19.07.2017

RIS AR faAA 16, IECSC - 9 & Hival IS Uardf 31 3dedl; IMDG - SHaRig™

WA AT; IMO - RIS FHGT W6; ISHL - ST R&T 3R WA B (SITUH);
SO - W%W&m@uw KEC! - HIRGT Biefa T8Ta g-3e8Y; LC50 - TamT Jretc
®1 50% BT Giddh Tobgd; LD50 - URI&UN SHTETEl BT 50% B Gl WRIH (A1 °Idd GAD);
MARPOL - STgTsll ¥ UgNUl &1 AHYUH & 1T SIaRTTH T9a; n.o.s. - 3T FAfEY =&T; Neh - feredt
f78; NO(A)EC - s@die+ = foar Tar wided) THE Fdhg; NO(A)EL - iadre- = fdbar T
(W)Uﬂ-ﬂ'q’w NOELR - TR-3/adie-a YHIG TEH oR; NOM - e Bfde Fam;
NTP - I81a fav-faq SRIH; NZIoC - 8T $1 et s $desl; OECD - 3 Tgam IR
fIHT™ TT6; OPPTS - IS TREM 3R UGHU AHUH HRATd; PBT - RITR, Sa-THAHR0T R
fawmad uerdl; PICCS - A SR ITEHSG wﬁﬁﬁwﬁdﬁsﬁzﬁ (Q)SAR - (HETHD) HTT
A Fee; REACH - T THe SR T/ TS0, Fedir, WIPR 3R yfdisler aRkee o
%ﬁum(EC)q 1907/2006; SADT - W-dIgdT 3f0ee d9a; SDS - Y& 3el JMe; TCSI - ArgaH
e gerd 3de’l; TDG - WavAId ATd &1 URas; TEC! - U3ds TR -dest; TSCA -
ﬁwwﬁﬁuam&rfﬁﬁm(ﬂgaﬁm&m) UN - §g& IF; UNRTDG - BIH®RS IMHH &
ORTET IR TG P BT RABINRY; vPvB - Tgd W IR Tgd 9a-THAHRUT IF; WHMIS - HT-
RIc] WaRATb AUl =T Jumat

U & ST T A SUS THIRM &1 dRG B ¢ T THSRI §AR I, THHRT SR faym &
IR e § | STHBRT Bl JRI&T &1 | JUITH, T DA, UfehaT B4, T R, URae $e,
PITeH B33 qu1 SIS B R bad ARTag 3 =0 & ResTa a1 a7 & quT fbafl U R & aret
T[UTadT T fAfERT 181 [T SITE | Juds Sl Tl STHeRT 59 SDS & XY R ggar Tt »ad
fafry areht @ Tefid € aur sDs wrlt &1 et o Irlt & Tatem o a1 it o ufshan &, 5|
I UTd H T FdT9T 7T &Y, TRNT - R 94 et 8 Tabell ¢ | It siiaansdi &1 arg 811 W, Uaied
¥ ifaw IadTe o SDS-TH & IuGHdT HT 3BT B Td 88T B, YANT B, Ufshar d
TUT TG TR & 30 3fiE &1 3 ARy e & SHaRY SR Rywii=i ot weften o =gy |

IN/HI
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