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Gentamicin / Betamethasone Ointment Formu- " ORGANON

lation

LB TemeE ot fafd: Y310y, | 3faH IR SR} B B aRIG: 10.10.2020
35 09.04.2021 1841316-00009 Ugell IR ORI H Bl dRIG: 19.07.2017

1. ITE Ud HHI Bl Ugd=

EI"C'J?‘f:ﬂﬂ . Gentamicin / Betamethasone Ointment Formulation
frafansmyfdeat
S Organon & Co.
qdr . 30 Hudson Street, 33nd floor
Jersey City, New Jersey, U.S.A 07302
NI IAG] : 551-430-6000
SMATARTAA DI TR : 215-631-6999
-0d BT gl :  EHSSTEWARD@organon.com
T 1R e ofR ufasy
Reprgs yam 3wt
2. @dX $ gga=

fomfor, veRUr 3R & SMITd WaRTe 9T fraaTaeil, 1989

CUiCa|
3TEE-1 3 T | H e AFds $ 3UR TaR® & wU § aiifpd el 8

1.3 9g- i

ST faSTaddT : o fqum galt

A3 deg-of g fawaaar  : faum ¢ (digw AfY, uferefht @, 1o, ursww S, Y94, siftgas
- TRId 3RE U (TedHa We))

AAPIAD () T FaT - fAURTR
I (Soh) Seg @av - faumT g

. T9.09. a9d

SiRgH &1 face : ‘% .%‘

Tohd Teq LR

BT Trai e © H360D 3foTTd I &I g1 Ugal ¥l g
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Gentamicin / Betamethasone Ointment Formu- " ORGANON

lation

LB TemeE ot fafd: Y310y, | 3faH IR SR} B B aRIG: 10.10.2020
35 09.04.2021 1841316-00009 Ugell IR ORI H Bl dRIG: 19.07.2017

H372 <t STef= a1 TR1gd TadteR (Uigy AfY, ufereft o,
T, YISHY Tds, Iad, Ugad Il (TeHHd wie)) 3l hl

JRI TG 81
H401 STeTeR Sila & fore fage

H410 STel<R Sildd TR aFs Rl UHTd 3R J1Y &) i faver|

wefourd/gdfau™ saM N

P203 IUART & F Uga T+t R e &) o %, U $iR
JHT UTT PR |

P260 Y/ YU/ TR/ TR/ HTU/TY BT [ gRT TG0 AT B3 |
P264 IATAH & d1G @l B 3! avg U

P270 39 IdTG DI TN Hd FHY GHT, UHT a1 YU Hd HR |
P273 QTR H BISH d URER B |

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

3R

P318 3R 3{ATaRU g 4T fora Y, feraaita germg 1

P391 BA®HId UHAd B

YSRUT:

P405 HSR dTdl ||

fraror

301 . &= o1 fAueRT Wied a SRuvd dREH &
|

3= g1t et uitoms ey arffewor 48 giarl
MG

3. 3[AYdl BT HUCA/SITHPTRI

/g SRR

3qug

g T WU (F9) - TR | TS (FIAH) (%

w/w)

gelfergq 8009-03-8 94.8

TRIfth 8012-95-1 5

Gentamicin 1403-66-3 0.1

Betamethasone 378-44-9 0.064

4. iy fafesr & Iurm

I 98 . 3R gHedl 81 Il dead 3l 9 afl Y Afghd Tk T I B
q &1 €6 g I1 bl &1 &R fRufa o Fafeaita warg o

AR WY GRT 50T g1 WY . gf 91 gRT 95T o foran Y, it aTent gelt ga1 § o S|
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Gentamicin / Betamethasone Ointment Formu- i ORGANON
lation
BT =Me o1 fafd: Y. 31.09. FR: SHfoH TR SR #3A &I aRIE: 10.10.2020
35 09.04.2021 1841316-00009 Ugell IR ORI H Bl dRIG: 19.07.2017
oty ggan o
3R 91 ¥ YU g ST . qWE gF W, R @91 Bl e 3R Igard U I T B |
T a¥d Td S IAR S|
ffreita ggan o
YN ¥ TS X e |
_ QTYGRT & g I S P 3D IR8 US|
3R 3G J U g AT : gaum (TR & o sifet &t a9 ey
gie o I 8 3R 9RY IR, af Fafeciia weam ||
3R fTa feram e : gfe fETar oY, 98 ORkd Jd &1
fafe it Fgam o
UM & 91y 4§ 3! avg Pl HRd |
T HEIYU! AT 3R L 3folTd fRIg] @ g1 ugn T g
TG, G ot SR 8t a“rﬁmqgmamwéﬁwsa‘ﬁr(ahm)ﬁw
Ty fafde & TRemor : mumﬁrmmaﬂﬁaﬁraﬁ&mﬁv&nwmmﬁm%u qT
SR B} UG B TR T 7Y qafFadh JRETHD ITHRUT
BT IUUNT HAT A11eT (TS 8 37 )|
ffercas & ford e ; waﬁwﬁvwﬁw@rwaﬁ
5. JAFU=THA SUTT
Y A Hifgar SR
T gia-ufaRieh
BT SZHHAZS
/AT IR
ST (M I & AIegd ¢ 3{Fd
AR & R AR TR <8 IS HT YU WA & T U W g1 Tl g
GAAD G- TGl D BRE AFEeY
3{TT) T & faRIY Wb © g RS IF YA B o R aRfRUfT SR Smg-urd
qIATaRl & 3% ol |
T fosdl B 381 A & ol TA-BER BT TIRT B |
SR U1 A1 YRIE § Al 3T & & I &ifage dbeR Hera o
SIE & WTell HRam |
M & U ARV SAE W & OH WR, W94-Ma3d 41 Sua0r ugH |
IR ST R&fTcH® SUBRUT AT B |
6. 3w A® e U
Jafdad AEYT, RETAS ¢ ol &1 IS YA He |
JUHRUT TUT STATIDRTA IRiEa Fefeit sl (WS 7 37 ) 3R fdaTa JRem Suaui
gfeharg & gTal (TS 8 ¢ ) BT fUTeH B |
YgiaRuit it © TR0 H B ¥ URER I

Tfe BT R, SR Y 19 a1 FeipTd &Y A |
T ¢ T T Dl g1 Td AT
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Gentamicin / Betamethasone Ointment Formu- = ORGANON
lation
THRUT Ty &1 fafd: U931, Ja: 3ifqH IR SIRT A BT ARRG: 10.10.2020
35 09.04.2021 1841316-00009 Ugell IR ORI H Bl dRIG: 19.07.2017
Ife AEayul SABIG U T 81 Udb, I RITT UTAHTRAT Dl
gferd &1
THTS A MR B AJF | SADIA B! Bhp & (o0, THE HR AT d-H gRT 3ford foss o
& gerf v Wb THEd B
R a1 AP faf e 59 vard &1 fagfa sl FueA A &

forT A B Tobdl §, Ty € 37 ARG 3R 3MgeHy R Y st
@9 yerd ) Rell & qwrs & TR A a8 S g1 S Bl
fufg 31 8 i PR farfiom e 8ia €1

U THSITH & SIHTT 13 3R 15 $© RIFT 1P Rergr<
F IR H AHHR! USH Hd o

7. AT 3R HSRUI
de-d! IU™
R / $d dfea=H

R g & forg
grayT=an

D Y% (THRIUIER) ¥ §9 & Fa=o)eh §91d gy & ded
SOl Surd ¢ |

L 3R T Afeaw Sudsy 8, a R ey dfedsH &
Y ITGRT HI |

IO g BUS! R A1 fRA )
Yd, YU, 1, IR, HIY, T & JiF F a1 F a1
el w1
3G & 1Y o J URER B
TATA & §1¢ 91 B D] TRE U
3BT NN TSl SR GRET TUTST & SR T, &l
PRIRIT TRIUIGR 3TH T TR SR B
& P HY T 9¢ BP X |
Y IATGA B YA DI GHI G, UIHT A1 YHUT Hd DY |
AR, 9916 81 J Ah D1 Jrau™ W, 3R iR A HA I
HH S ¢

L I R U ded fbu gu el § X |
YR drd H1
Y P ¢ IR G |
faRy Ity fafodl & AR HeRU &1

- fFufafed yeR & Uigde & 91y 9 39
GIEREERICRUIRUT TR

RI&T HSRU BT yRFRUfaaT

39 Uerdf T o

8. Siifew ferd=ror / foreft gram

WA G701 & AFD! & 1Y 3a9q

SCRE

W T T (1)
- & R

Al UDHR
(3RETT BT

=1 urerd /
PRERICH]
HITeTH

STYR

Uelfaay

8009-03-8

TWA (I8R)

5 mg/m3

IN OEL

STEL (@WR)

10 mg/m3

IN OEL

422
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Gentamicin / Betamethasone Ointment Formu- " ORGANON

lation

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

35 09.04.2021 1841316-00009 Ugell IR ORI H Bl dRIG: 19.07.2017
TWA & 5 mg/m3 ACGIH
SERIREER)
TR dd 8012-95-1 TWA (R) | 5 mg/m3 IN OEL
STEL (@¥R) | 10 mg/m3 IN OEL
TWA & 5 mg/m3 ACGIH
SERIREER)
Gentamicin 1403-66-3 TWA 0.1 mg/m3 (OEB | 3fidRa
2
Betamethasone 378-44-9 TWA 1)pg/m3 (OEB 4) | 3ffdRe
SR SHHRI: el
| oie &t 4 | 10 pg/100 cm? | i

gefifarafir fsor g R g0 B9 8k sififa esf (I, Siiue-th AUt
fSarsH) & Qffeb! 1 RYICRUT A & 7Y IUG Ay
Tenfiferal Sed) € AR & Fafd & & forg Sugaa
JAH U™ Menfifeal Tid W i B9 & forg iR sififaa &=t
¥ o aRER & TomH ) A & T 3mawas § (99, §¢
ey § JogH H=aft, fRR HeR W Fam-a dd & 1Y
UPH3TIT 7S, FATGR THAOR |
gaft Soifafie faaon o) oReR fewrsH g1 ®raifad g9
BT 3R ITa!, ST, 3R Tufaror &) e & forw GMP &

Rygidl & SR arferd faar S @nfgul
ffard wu ¥ fordt geft Tura ot ergafa 7€ ]
g URIRIT Rew a1 Ay Manfifeal &1 sxura a3 |
it sarq &t aneEh
YT e g : R af vy fer dfeae Suas 78t § a1 TaaieR
e SFIRYA faen-Fexi & aTeR UetioR efkid ®dr g,
Al 49 GR&T BT SUINT B |
fheex THR . Igad ST IR HIeE A THR
BHUIEERIEEIES
gerd D AU g
feupot LS9 Tl W AR $
3{ia! daeft g9 L s RS a1 TR o 1Y GR&T I=AT UgH |
3R HTH & HIEIe a1 TIfafafy & gt ot fRufaar, o a1 worieied
il g, O Ifad e ugH |
IR Yd, Y, T TR & A1 Y Yudhs &1 GHIaT g1, ol
HaRiics a1 Q¥ Aex BT 3 TRE UgH |
91 U9 IRR Iaeft Fmma ;o a1 vENTRITET i § ST $e

IR 91 B! gl A §91d P ol P o et B B SMYR T
feaiad o) |

Tutfad gfid wus Feraq & fore Sfra SHifeiT aob-ia! &1
FEIATA BN |
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Gentamicin / Betamethasone Ointment Formu-
lation

THRUT Ty &1 fafd:

09.04.2021

Apuhlic

-5 ORGANON

U349 FeR: SHfoH TR SR #3A &I aRIE: 10.10.2020
1841316-00009 Ugd! IR SIRI A D dRIG: 19.07.2017

Wgdl geet Iurg

L 3R GTEFY IYANT & SR I & G & 3 B JHGT §,

@ BHTH B b WM & BT 31 O Pt yoferr iR Jreq
QMR YGH B |

TENT & SR, BT, UIHT a1 ¢ 7d H |

T HUS! B G & 916 B [ I STaTd |

giayT & TTdT daraH o Seifafe fAa=or ot gefien, 3fa
HGRIT GREM JUBHRT, ST ST R U= uforarst,
3NNfr Tesdr R, fefer AR stk srawigs

[RRELCIRSSEINRIERRGEICIRHY

9. Wifa® Td Traf~® 1T

fe@mae R N

&1 ST I |

Tiey D 3T IuAs et

e Bt Tgirel . 32T U T

LRG| L 3 Uy gl

Uge/dS &1 dyaH D 8T Suasy gl

RIS I9a- &1 g/ Saa 3T Iuasy g

1

Wi faig D 3T U e

iR Bt R SCTU KSR EIE |

STeiadT (319, 79 D SIRIAd WAk P =Y H aifferd el

ST (R Tere) D 3T Juds et

I fawple T/ IR SIS IR |

$H fawpie I/ et SIS IR |

SAARITEdT ST (TSR

BHodfaferc! formie)

Y <Eg : ST Sudsy gl

g I g : 8aT Iuasy gl

BIEEREE L Sel Iuds el
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Gentamicin / Betamethasone Ointment Formu- " ORGANON

lation

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

35 09.04.2021 1841316-00009 Ugell IR ORI H Bl dRIG: 19.07.2017
LETG| © SC1 IUAs g
o
o A fadgar D 3T IuAs et
ERISRRIUICHCE] L Sl Iudsy gl
3facIa/ar)
SNSRI &1 argq = gl Iudas et
3qge o1 dAIHH : STT IUAs g
Jigar (o)
fapifet © ST IUAs g
faepliesd URayE ;. fawples w81
STFITHRUN & [URGHTT ;g uerd a1 iy & siRiieRe Fiffed 6t frar T |
3MUIfIH HR © ST IUAs g
HUT BT A © Se1 IUAs TR

10. fRRar quT ufafsaar

UfdPpR : ftfpariiciar & @R & =0 H Fifepd e
T fRRar D I iR # RR B
IRGwmeny ufafsparsit Ao SR Toiel & T1y Ufafehdr R Iabdl 2|
29 uRfRufoal O o . 3T
ST T SNty Teley
3qge uerdf ¥ snfaw D PIS TR I (BoRSY) 3ye ety Jd e
11. fawrdsf=ra g
TG SR (TRTASR) F IR ¢ @< § U
EISIEEAN BRUSEL
3ifE) ¥ Tudh
GIERGLIESG
JUA] SHHRI W aFffpd gl
AdYUd:
a@ﬁ‘mﬁ:
GIERGIIRCED ©  LD50 (IET (}2)): > 5,000 mglkg

TBT: OECD Ulteun fazmAeer 401
fewoht: wes St AR & ST IR SeTRd

7122
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Gentamicin / Betamethasone Ointment Formu-
lation

Apuhlic

= ORGANON

BT e B fafd: U349 FeR: ST IR SR A B dRRG: 10.10.2020
35 09.04.2021 1841316-00009 Ugell IR ORI H Bl dRIG: 19.07.2017
GEECEIRAELIESG © LD50 (IET (}2)): > 2,000 mg/kg
TRIBT: OECD TRIEfUT fE=M=T 402
Sficper: uerd a1 fireur &t D1 @ SfRe fauTaadr el §
femoht: we SR IR & SeT IR 3neTRd
TP A
dig e fasTadar LD50 (TET (X<)): > 5,000 mg/kg
e i faurear LD50 (FIMRM): > 2,000 mg/kg
3ffera: yerd ot firsior ot i @ e fasTadan et §
Gentamicin:
g e fasTaddr LD50 (JgT (X€)): 8,000 - 10,000 mg/kg
LD50 (¥ (HI3H)): 10,000 mg/kg
GIEE R EACNIESG| © LC50 (JET (RT)): > 0.2 mg/l
fpam g & ford Tuss (TFTIR) §3MT: 4 h
TRI&IUT ITATaRT: Ye/pa il
fewoht: His 9 39 SI9 R et ¢! TR
fi fawredar (RESM & =1 : LD50 (JgT (RT)): 67 - 96 mglkg
A1) TSR & TR SRR
LD50 (JgT (X€)): 371 - 384 mg/kg
UGB R & I AGuRE! d
LDLo (§aX): 30 mg/kg
TP & I 3fd:RRT
Betamethasone:
NICREICERCLIEREI] LD50 (JgT (X€)): > 5,000 mg/kg
LD50 (¥ (HI39)): > 4,500 mg/kg
GIEESEAELICSG . LC50 (8T (RT)): 0.4 mg/l
fram Tma & ford Tudh (TaRTUISR) g3 4 h
91 & fore ergeRY S
JUA] SHHRI W aFffpd gl
3{d9d:
ﬁg’lﬁ-mw:
EIIG] G B
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Gentamicin / Betamethasone Ointment Formu-
lation

Apuhlic

-5 ORGANON

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HA B dRIG: 10.10.2020
35 09.04.2021 1841316-00009 Ugell IR ORI H Bl dRIG: 19.07.2017
GRNEA :  OECD Utefur femnfader 404
gikomy 9 H oad ol
feuoft : TH o JHARET & ST WR SmeTiRd
W da:
PRI R CRR )|
gfikomy : 91 H oad ot
Gentamicin:
PRI G RR )|
gRomg ;. gA! Il T B oad
Betamethasone:
I GRS )|
gfomq . gAd! Il Gl Bl oaH
™R 97 gfasdeq
JUAK] SHHRI R aFfiepd gl
AdYUd:
a@ﬁmﬂ:
I G RR )|
Al :  OECD Wigur fe=nd=r 405
ko © 3HTE A SIa T8t
feaoft L U o grEiEl & Ser R Sutia
I o
Sl R RN
ko A p | R AT IO e |
Gentamicin:
ToTTfa G RO
gfomH . gD It 3{IREl Bt Sfe
Betamethasone:
it RGN
gfomg © 3TE H @ T8l
oI g1 THST GATGTHIOT
AT B gUTS AT
JUAS THHR W FNgpd Tal|
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&1 s e A

Gentamicin / Betamethasone Ointment Formu- " ORGANON

lation

THRUT Ty &1 fafd: U931, Ja: 3ifqH IR SIRT A BT ARRG: 10.10.2020
35 09.04.2021 1841316-00009 Ugell IR ORI H Bl dRIG: 19.07.2017
YTH-UYTH Bt FATGHT
IUAS THGR W T ipd Tal|
< CREN
ﬁaﬁnm:
TRI&0 Bt . TR K
YU (TFUIER) & A Y dUD
o O
gfkomg L BUTHD
feuoft L U o grEiEl B ST W SuiRa
Gentamicin:
fewuft : 3T s gl
Betamethasone:
YU (TFIUIER) & I e Eiu)
SERTICRvE
gfkomg : HANR RIS
SiaTu] 99 Weriidt
JUAS THGRI R aNgd Tal|
3dqd:
ﬁ@ﬁnm:
fSFIcIHaR 3 fagt L TRIET B fhe: hIHieNY TaRRH ¢Xe 34 fagl
TR TS
fewoft: v St IRt & S W aneia
ISBIEERINERESEEE]] L ORI BT e WAl o TS YEAATY 1 Ria
(Shfad gTof # ArscioiHfcd IRW)
YT U (HT39) .
THHTH P I: SeriRead Soeem
TWBT: OECD Utemr feznfadwr 474
TR Humd®
fewuft: uer St IERET & e W nuTid
Gentamicin:
IERIEERIISEESIEE D TRIET B fhe: IRR & ITEX WHUTRAT B DITRABIHT BT i
IaRad= gdtemr
TR Humd®
UY&r0T o1 fobe: el TaRYH ¢ 34 fagl
gfRomd: Siffad
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TR SeT 2t Lar

Gentamicin / Betamethasone Ointment Formu- " ORGANON

lation

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

35 09.04.2021 1841316-00009 Ugell IR ORI H Bl dRIG: 19.07.2017
fSFeIBRe 2 faar L TRIET B fohe: TaUTRET & THITET JEHAT N 1T URTeor
(SHad oot & Argeiomic® IR)
TSIl U (H139)
wﬁ%&m%mﬁ &mﬁmsﬁw
TR U
Betamethasone:
IEBIEERIGEESIE] D Tl 1 few: dadifear Seeh faudta ufvads @t S (AMES)
LRI I ED
TRl B fH: IRR & T18R WU Y HIfRABT3 BT Sh
IaRad= gtem
LRI I ED
RI&01 B fheT: BT TR ¢ 3 fagl
gikure: ardfde
fSIeIneRid 3 faar L ORI BT e WAl o TS e YEAAT N g siam
(Shfad 9o & ArgcioiHfcd o)
TS g8 (H139)
TEH A & I HifgH
gfeoms: g
ST A RIEToHRIET - L 1E BT g INTTY] HITRIHT IARadT & =0 H aiihRol &l
3 gadT TS HRaT |
FERSDAI
JUAS THGRI R aNgd Tal|
3dqd:
ﬁ@ﬁnm:
gt L 9ET (RO
TAIHTA &b I . fa oA
P g7 & ford Iudh L 29
(TFIUISR) gaTl
giome BUTHD
Gentamicin:
HISTTDH I - SHTHe . ST SUAs gl
3T faumarar
31T IR 1 11 g Teha B
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& SeT Me -
Gentamicin / Betamethasone Ointment Formu- " ORGANON
lation

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

35 09.04.2021 1841316-00009 Ugell IR ORI H Bl dRIG: 19.07.2017
3ddqd:
a@ﬁﬂm:
3R & UHTT TR0 B fb: U/ fa TS fasTaddr whif=RT uteor
IolTar: 8T (<)
TAIH R o ;T T
IR I ED
fewuft: ver St IERET & e W nuTid
TR R & AP R UG G0 3 fveT: Yoy Rig faewm|
TSII: 6T (X2) »
TEAIH R & I @l § U
LRI I ED
fewuft: ver St IEREt & e W nyTid
Gentamicin:
3(ARdT & THTT L TRigr B e &l Uie! gredTed fawTaaan sieqa=

gelTfar: <81 (<)
JdaT: NOAEL: 20 farm/feem ekiRe UR
g fhdt Aea@yul ufded UHTd &t g1 g fHet

M RR & e muyal e & o yor-mier Ry o
TSI WA=
fasraTa® fauTeIdr: NOAEL: 3.6 fir/fat IRIRe YR
gfeomy: yor-meiey RIg fawreddr =6t

RYeror @1 fore: yor-miey g fas |

goTifar: T (X©)

THThRM & I: SeURe=ad

fapTTE® fauTeIdl: LOAEL: 75 form/fa ke 4R
gfomy: yor-meie Rg] fasmedar

RYeror @1 fore: yor-miey Ry fas |

USO8 (H139)

TEABT & I s?raﬂ—aﬁw

fomraTed® fauTadar: LOAEL: 10 firm/fe IRiRe 4R
gfyom: miw R 7 &R, fawuarsht gt ot mi

Yeror &1 fore: yor-miey Ry fas |

ﬁwﬁw LOAEL: 50 Form/faemm IRIN® HIR
ofvoms: Ty RIg) 7 @R |, faeuarstt et 3t it

ST foSITerd - Sfidha . A4 USSR 3eaa- 4 f[de ™ WR ufddd uHE
HHRIAD I
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TR SeT 2t Lar

Gentamicin / Betamethasone Ointment Formu- i ORGANON

lation

LB TemeE ot fafd: Y310y, | 3faH IR SR} B B aRIG: 10.10.2020
35 09.04.2021 1841316-00009 Ugell IR ORI H Bl dRIG: 19.07.2017

Betamethasone:

M RRY & AEmmRuyEl : Yorfd: SR
urqicaie Kol pro ke e 1o o) e
fawraTE® fauTdddr: LOAEL: 0.05 fBrm/fem ke 4R
gfvoms: T R fawreddn|, faudrel =t wi |

IolTar: 8T (<)

UGB R & I @91 & A

fomraTd® fauTadar: LOAEL: 0.42 fFRm/fe IRiN® HR
gRume: faeuarel 3wt mit

TSI gu (H139)

tﬂfﬂ%&ﬂ%?ﬂ% Hmﬁﬁrq‘rfr

fa@mraTe® fauTeddr: LOAEL: 1 ffm/fe IRiRe HR
gRume: faeuarel 3wt mit

ST faNTeRTaT - Sficher D U WR U T TR & STYR R fAdb™ WR ufddhd Yy &1 Wy
Ted i §1

STOT - T d \IfQH

JUA] BRI R aFffpd gl

STOT - GIgTaT Jfaw

e BT a1 TRIg TR (digy 3, uferel &7, 1@, ugH s, 94, sifigae i (wedHa
Q) ST Y TR U B

3dqd:

Gentamicin:

&I 3aad : Tef, i sF

3fieer : aﬁmqgmﬂ&r{&rwaﬁmaﬁa‘ummw
|

Betamethasone:

e 3agd L Uiy Ui, ufrel 7, T, usHY WS, Yo, siftigae Uiy

(ERERESE)

i : a"rgfmqgmam&rmsﬁmaﬁu‘ummw
|

U G fauTaaar

3dd:

a@ﬁ‘mﬁ:

EEUn] L gl (e)

NOAEL : 5,000 mg/kg

TAIHTA &b I ;
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Gentamicin / Betamethasone Ointment Formu- " ORGANON

lation

THRUT Ty &1 fafd: U931, Ja: 3ifqH IR SIRT A BT ARRG: 10.10.2020
35 09.04.2021 1841316-00009 Ugell IR ORI H Bl dRIG: 19.07.2017
fpam g & ford Tuds Co2yr
(TRTATSR) g3
aﬂﬁv_ﬁaﬁ
Tt L g1 (Ye), TraT (fthaa)
LOAEL : 161 mg/kg
TEAHYH & I A GG
fram g & ford guds : 90 Days
(THIUTSR) G
Gentamicin:
EEIG] -l
LOAEL : 3 mg/kg
THAIBTA & I Aol &
fram g & ford guds 12 Months
(TRTTISR) g3
&g 3{daq : Jla‘f
SR : Qecl, Yob g8
I DdR
LOAEL : 50 mg/kg
TEABTA & I S o
frdm g7g & ford Tudh 3 Weeks
(TRITTSR) gl
&g 3fagd : Tef, i sF
I DdR
LOAEL : 6 mg/kg
TEABTA & I ‘ o
fram g & ford guds 3 Weeks
(THIUTGSR) G
&g 3fad : Xad, Taf, e &, TR
BRI L gRI ()
NOAEL . 5mg/kg
LOAEL 10 mg/kg
TEABTE & I AUl §
frda g & ford Ius 52 Weeks
(TEUISR) gafm
&g 3aad L T, e
BRI L 9RI ()
NOAEL : 12.5 mg/kg
LOAEL 50 mg/kg
TG & I HigulREl §
P g7 & ford Iudh 13 Weeks
(THIUTSR) gl
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Gentamicin / Betamethasone Ointment Formu- " ORGANON

lation

THRUT Ty &1 fafd: U931, Ja: 3ifdH IR SR} HA B dRIG: 10.10.2020
35 09.04.2021 1841316-00009 Ugell IR ORI H Bl dRIG: 19.07.2017

&g faud : Jla‘f

Betamethasone:

'S GRSl

LOAEL © 0.05%

TAIHTA &b I L g U

frda Ty & ford duss © 10-30d

(THIUTSR) G

&g 3fad Uiy Uiy, ufarelt dx, waa

gl L gl (e)

LOAEL © 0.05%

TEAHIH & I 9T YUD

frds g9 & ford Iudh 8 Weeks

(THRIUISR) g3l _

&g 3{aqd L YA TS

eI . HY® (A139)

LOAEL © 01%

TEAHTA & I . TET YUD

ford g9g & ford Tudh 8 Weeks

(URTTISR) g3 _

&I 3aud D YRAY S

EEIG] gl

LOAEL . 0.05 mg/kg

TENH A & I e T )

fram g7 & ford Iuds . 28d

(TFAUISR) ol

&g 3{qgd L Xad, UIREY W, Siitigae Ui (Tedd W e)

CIGEEGH]

JUAS THGRI R aNgd Tal|

3HdUd:

WRTB da:

1 31d © 7 59 yerd a1 firgor & wra & THiRRH fauTedar o1 89S giaT & a1 X9 91 T @ T
3TY A9 A TIURTH fauradd &1 89S 8id1 3|

TG SiRaW & 1Y U

AdYUd:

Gentamicin:
e . T&T 3(9ya: &l
Y AU HIa! HH
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Gentamicin / Betamethasone Ointment Formu- i ORGANON

lation

THRUT Ty &1 fafd:

Y310y, |

3ifdH IR SR} HA B dRIG: 10.10.2020

09.04.2021 1841316-00009 Ugell IR ORI H Bl dRIG: 19.07.2017
Betamethasone:
Y RT TG0 HRAT L TeT 3faga; g U (TSId W)
T U L INR: aret, gikfew, st
12. uTifRufaea JE=n
urfefRufa® faumamar
3dYd:
ﬂaﬁnm:
EENICIRCLIESE] : LL50 (Pimephales promelas ( fﬁ%@?ﬁﬁﬁ)) > 100 mg/l
o g & o) Hudh (TaUIoR) §3MT: 96 h
X forar 9 aTern gerd: S et iRt
TRIBT: OECD URIefur fe=mfgsr 203
femoht: we SR IR & SeT IR 3neTid
SHAT T 3= Ae-3fed . EC50 (Daphnia magna (dTex Tefh)): > 10,000 mg/l
ERCHELIESG o Tg & o) Hudh (TaUioR) §ofT: 48 h
e a1 o a1l verd: Sra wHmEitod 3w
fewoht: v SRf IR & Ser iR 3nerid
aTel/STelg Uil & fawTedar T4 3 T Ud ( Pseudokirchneriella subcapitata (Eﬂ ard
(Tasi)): >= 100 mg/l
o Tg & o Hudh (TauioR) g3 72 h
X fopar o a1l verd: Srd wHmaitod 3w
Tt 3N 3. . e fdwr 201
femoht: we SR IR & SeT IR 3neTid
SHiAaT g 3= de-fed : NOEC: 10 mg/l
e fasradar (Rre1fere P ama & ford Tus (TaUioR) g3 21 d
[ELIESED) U Daphnia magna (dTeR Uil
e a1 o a1 verd: Sra wHmEifa 3w
fewoht: we SRf IR & Ser iR 3nerid
WRIftp d.
B ENICARELIESKI] © LL50 (Scophthalmus maximus (€§1c)): > 100 mg/|
o Tg & ford Hudh (TauIoR) §3MT: 96 h
¥ o ST STen uerd: ofd qEriford iR
femoht: Te SR IR & SeT IR 3neTid
WA Td 3= Se-Ifed . EL50 (Acartia tonsa) > 100 mg/I
SeeR fauTean P Imy & ford WU (TaUIoR) §31: 48 h
¥ o ST STern uerd: Sfd qEriford iR

fewoRt: wes St AR & ST IR SeTRd
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Gentamicin / Betamethasone Ointment Formu- " ORGANON

lation

LB TemeE ot fafd: Y310y, | 3faH IR SR} B B aRIG: 10.10.2020
35 09.04.2021 1841316-00009 Ugell IR ORI H Bl dRIG: 19.07.2017

QaTd/STelg Uiel F fawreddr ¢ EL50 ( Skeletonema costatum (ﬁ?‘f)): > 100 mg/l
o Tg & ford Yudh (TauieR) g3iT: 72 h
<% foan o aralt vy S SHmiord Sf
feogoft: ue SRft It & SeT W snuiid

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

<% fou1 S arett uerd: S gHrford of

fewgoht: ue SRit It & ST W snuiid

Gentamicin:
SHAT T 3= Ae-3fed . EC50 (Daphnia magna (dTcx Til)): 86 mg/l
ENERACLIESEI] o wg & o Judh (TauioR) g3l 48 h
T 3t 3 0 F. 2w = 202
LC50 (Americamysis (ST TSTTfd)): 30 mg/l
™ Tma & ford Yudhs (TaIISR) g3 96 h
TRiT: gug-HY Sididides 850.1035
QaTal/STelIg Uiel & fawieddr ¢ EC50 ( Pseudokirchneriella subcapitata (Eﬂ PG| (Qﬁﬁ)): 10
g/l

o wg & ford udh (TaioR) g3 72 h
Tt 3t 3. 2w A= 201

NOEC ( Pseudokirchneriella subcapitata (Eﬂ PG| (Qﬁﬁ)):
1.5 g/l

o wg & ford Hudh (TaioR) g3 72 h

BT 3t 3 3B 2w = 201

EC50 ( Anabaena flos-aquae (TTAISadH)): 4.7 gl
- Imy & ford Tus (TaUIoR) g3 72 h
T o 2.3 . 2w fdw 201

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

TA-Thaexy (3ifdurdi ek~ 100

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

TRI&0T Dt b YTH-IRa | T dlde
TWeT: o S S e w209

TH-Thaey (RReprfered wieer @ 1
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Gentamicin / Betamethasone Ointment Formu- " ORGANON

lation

BT =Me o1 fafd: Y. 31.09. FR: SHfoH TR SR #3A &I aRIE: 10.10.2020
35 09.04.2021 1841316-00009 Ugell IR ORI H Bl dRIG: 19.07.2017
[ELIESGD)
Betamethasone:
SHAT T 3= Ae-Ifed . EC50 (Americamysis (ST ITTfdh)): > 50 mgll
ERETCLIEREI] o T & o) Hudh (TaUIoR) §3MT: 96 h
QaTa/STelg diel & fawreddr ¢ EC50 ( Pseudokirchneriella subcapitata (Eﬁ BICI] (Q(-_\:ﬁ)): >
34 mg/l
e Tma & ford Judh (TaITIeR) g3 72 h
ThT: 3 3.2 e = 201
fewoht: facaar &1 dm R &5 fauraddr T8t
NOEC ( Pseudokirchneriella subcapitata (Eﬁ PG| (Qﬁﬁ)): 34
mg/l
P Imd & ford WU (TaUIoR) g3 72 h
Tt ot 3. 2w A= 201
fewoht: facaar & dim R &3 fauraddr T8t
T3al P fauradar (RR&1fae :  NOEC: 0.052 mg/l
[CLIESED) P ama & ford WU (TaUIoR) g3 32 d
SIS Pimephales promelas (ﬁ%%?s’ ﬁl?ﬁ)
Tt ot 3. 2w A= 210
NOEC: 0.07 pg/l
P Iuy & ford Tudh (TaIUeR) g3 219 d
SIS Oryzias latipes (GlTCH:ﬂ fIW)
TIBT: OECD TRIEfUT fE=mie=r 229
ST g 3= de-fed : NOEC: 8 mg/l
e fasTadar (Rreifere - amy & ford Tus (TaUIoR) g3 21 d
IELIESED) USTId: Daphnia magna (3Tex U<l
Tt 3t 3. 2w A 211
TH-Thaexy (FeRepifere SRk : 1,000
[ELIESKED)
RITRIE 3R SraspufdRrar
Sdd:
a@ﬁ‘mﬁ:
ifdeh SEHHUICAI B &HAT ¢ URUIH: YHAT S A1Y WP dlieh F SfasbHUIBRI

CRIEPSEEEEEIS!

SAHHUIT: 31 %
feb e T o ford Tueh (TeRTUIoR) §3Mm: 28 d
THT: OECD URTefur fe=mfAd=r 301F
fewuft: uer St IERET & e W nuTid
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Gentamicin / Betamethasone Ointment Formu- " ORGANON

lation

LB TemeE ot fafd: Y310y, | 3faH IR SR} B B aRIG: 10.10.2020
35 09.04.2021 1841316-00009 Ugell IR ORI H Bl dRIG: 19.07.2017

Gentamicin:

Sfdd ITHHUT B &FdT . o dig wifa T srgefifora g9 areft
Sfde THHTET: 100 %
o g & o) Hudh (TaioR) gofT: 28 d
BT OECD Uterur feenfcer 314

Tyrfaa wfae Joua

H{dYUdq:

aTlﬁﬂa?[:

fayre Ui (T : log Pow: >4

i) fewuit: g

Gentamicin:

faUTe Turier: (T . log Pow: < -2

g AIe/Ar)

Betamethasone:

faqUTS Turies: (T . log Pow: 2.11

SfgeIe/ar)

gt o wfa=fteran

31 A gt

3= Ufaed gHET

3T IuA el

13. fger= Hifgard

e & TP

/N I 51 7Y (ger) W fafaet sy s |

gfa afd L 9T fEsal &l A B g8 A B aralt BaTaet B g ar
T & forld o S|
IR 3= fafafdy &t foran T srgad Sare & U d
e B3|

14. URaE= a1

ity fafrraw

UNRTDG

UN &R : UN 3077

Ar9e &1 g A - ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID,
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Gentamicin / Betamethasone Ointment Formu- " ORGANON

lation

BT e B fafd: U349 FeR: ST IR SR A B dRRG: 10.10.2020
35 09.04.2021 1841316-00009 Ugell IR ORI H Bl dRIG: 19.07.2017

N.O.S.
(betamethasone, Gentamicin)

aif )

e [l

gd 09

315 U ¢t T-8t ot 3R

g TH/3MTE 8T TR UN 3077

mq@‘r a9 Environmentally hazardous substance, solid, n.o.s.

(betamethasone, Gentamicin)

aif )

e U I

q9d . Miscellaneous

fesaract @1 feer@d @RA @ 956

EEREE)

fEsaed! @1 feemd @t gars © 956

EEE))

qgfaRul & ford WA |

R

373 TH St oi-dIs

UN dsR : UN 3077

Aagd &1 981 91 ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID,
N.O.S.
(betamethasone, Gentamicin)

aif )

e g Sl

NE] 09

EmS dfgar : F-A, S-F

S Ugud |

IMO UV & IR Uid H gikagd &

3Yfef fop 7Y Ursae & forg @y 8t

SUANTHal & fore faiw grawnf~ai

Tgl fau 7 ufiag avife_ur Had gemT & Wil & ol §, 3R ThHE U ¥ 3Fids Al &
T UR 31eTiRd € o for 9 JRe etet =fie & Hiar 39T qui fosar T g1 ufkagH &t fafd, G
MBI, 3R &t a1 awr 3 faf et § fafdeara & ergaR uRag oo fim-fir 8 9d 71

15. fafrare @

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

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

AICS

DSL

o fuffa 7Y
o i 78
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& SeT Me -
Gentamicin / Betamethasone Ointment Formu- i ORGANON
lation

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

35 09.04.2021 1841316-00009 Ugell IR ORI H Bl dRIG: 19.07.2017
IECSC : fyffea &

16. 3= AT
Sffafved &R
a1 e & ddhad & ford . % HId SDSs, OECD eChem ¥ 3idRe d@d-id! scl, 3T
PRI R GRASIER] Iéd Wiet alRoms T g IemfAe Tei,

http://echa.europa.eu/

fei® ey  feqmaead
3 AHURE & quf Aty
ACGIH © gugu| ACGIH JHRE A (TLV)
IN OEL D URd | FT uika B $@ I gerf @t ergufa &% wiR
ACGIH / TWA ;. g-de, guy- 9o i gd
IN OEL / TWA  gHT dd ed
IN OEL / STEL D TP SRETT AT
AIIC - STEfIe YT &t Siieiorars &l ANTT - Wﬁﬂ@ﬂﬂi&mﬁaﬁqﬁﬁr ASTM -
3AfasT It uierr TS, bw - STaT &I G9; CMR - HIRICH, Geol-d IT Yol favar; DIN -

SHA AMS IR0 IRIH & o AF®; DSL - ‘aiqua?f&%ﬁ(mm) ECx - x% Wfdfehar ¥ 91
TohaT; ELx - x% Udfohdr I TSt ST &; EmS - HTUTdhTe Uegd; ENCS - ﬁx‘:@aﬁvﬂq
R U (JT9F); ErCx - x% Jla &) Uidihdl ¥ ST Hobad; ERG - SMUIdTa Ufdfehar
TES; GHS - mwmwﬁ@q GLP - 33! YGITRITE AT, IARC - iR TR 3HU & farg
ToiHfl; IATA - SRS arg aRae-T THIRIERH; I1BC - uﬁ’rwﬁwwﬂa@r
%ﬁﬂfmsﬁ?m%%ﬁ TfedT; 1C50 - 31T 3iftread RIS Jdhas; ICAO -
RIS AR faAMA T3, IECSC - ﬁﬁqawmwﬁaﬁsﬁzﬂlmoe e«ﬁm‘gﬁ
G@WWMO RIS T e, ISHL - Sfieiifies TReM SR WA BT (JTAH);
ISO - AF®IHRUl & T SaRITI W13, KECI - HIRAT HISET T 3dedl; LC50 - TR0 el
B 50% PI Ulddh Hbg; LD50 - UH&T HEIEl BT 50% Hi Gldcs GRID (I °ldd RID);
MARPOL - STgTell ¥ UGNUI &1 AU & oY SeRiSia §a; n.o.s. - 31 FAfEY FT; Neh - feredt
708, NO(A)EC - 3@did- 7 fohar mar (ufded) Wua ddba; NO(A)EL - 3fadis- = fear
(trf%iw)umaw NOELR - TR-3{qaAI-a1g UG AGH &3; NOM - TSRS Afddd F=m;
NTP - TP fu-fas STiHH; NZIoC - T8RAT &t ol o $desl; OECD - S TEANT IR
9T TiTe+; OPPTS - T JRET SR UgHU JAHUH BT, PBT - RITY, S1a-THATHI0N 3R
faurad uerd; Piccs - TUIA SR IMrafAe uerdf§ &t fibeidig 3ded}; (Q)SAR - (AETE®) T T
Tfafafy Yey; REACH - RIUTT T4 3R GG USiahRul, edid, WMASGR iR ufasy uRkug &
fafaw= (EC) 7. 1907/2006; SADT - W-ttadl 3{Ude aludH; SDS - YR&T Sel /ie; TCSI - qrgar

TS Uerd $dekl; TDG - WS HTd &1 URag+; TSCA - faurad uerd Fa=or sififem (wgaa
054 AR, UN - ¥gad Y; UNRTDG - aﬁwm%%mwﬂgaﬁw

vPVB - §gd RIT 3R §gd S9-UHAHR1 TRG; WHMIS - HT-RId WRATdh ATt a1 Jorett

9 Rl ST e A 3% UHH B akiE B &) Tl e §9R IH, SHGRT 3R fay &
TR eI g | BRI &1 YRIYT &1 ¥ WU, TRNT 3, Tlehal &, T -, alkag &,
e & aU1 Bis & o Had Arferi= & Tu H feomaa far mar § aut fad ueR &t ard an

21/ 22



TR SeT 2t Lar

Gentamicin / Betamethasone Ointment Formu- " ORGANON

lation

LB TemeE ot fafd: Y310y, | 3faH IR SR} B B aRIG: 10.10.2020
35 09.04.2021 1841316-00009 Ugell IR ORI H Bl dRIG: 19.07.2017

TOTaRTT &1 fAFGRT 8T AT ST | Judtsy B T SHeRT 39 SDS & /MY W ugar! Tt waa
fafry STl © Wefd § qur SDs Al &1 fodt oy At o wde § a1 forddt s ufshan |, 919
I UTSd B 7 FATI1 7T §Y, YA 631 WR Y -T81 81 Jabhl ¢ | Tt Teaarsif & ar g WR, Tated
¥ oifad Iare H SDS-URR Bt ST HT HTHAT B Aed s8d B, AN B, TfehaT I
AT G B & U 31y &1 & fafry Tl & SR SiR Rt ot et w=ar a1fey |

IN / HI
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