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Betamethasone / Salicylic Acid Ointment
Formulation
THRT e &1 fafd: T9.81.u9. F: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023
4.9 30.09.2023 1841143-00018 Ugd! IR SR B Bt dRIG: 21.08.2017
1. ITE Ud HHI Bl Ugd=

Tard A - Betamethasone / Salicylic Acid Ointment Formulation

frafansmyfdeat

! Organon & Co.

qdi * 30 Hudson Street, 33nd floor

Jersey City, New Jersey, U.S.A 07302

TABHE © +1-551-430-6000

HTUTABRTA CATBIA TR . +1-215-631-6999

3-Hd 1 el ©  EHSSTEWARD@organon.com

TR o) Ry o ufasy

RprTes uanT ;. ofwefig

ITINT R gfdey v s i i
2. @a¥ B ugaH

frmfor, veRU 3R & SITd WaRATe 9T fradTaeil, 1989

Tiffavor
3ggEl-1 &y | A Fefd TFds & SuR @R & wu & iifpd g1 8

Sit. 9. 8g-auffevor

i fowregdar @ gRTIETT ¢ faumT Y
Eas)

US] GABRIA/IT : faumT 3
TR =7 gfasoH ;o fqumT g
EEEILACNIESG : fqum g&t

AT deg-sim efew fawadar  : faumT ¢ (dgw Y, uferelt &=, 7oa, ugag s, Tad, siftigas
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Betamethasone / Salicylic Acid Ointment

Formulation

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

4.9 30.09.2023 1841143-00018 Ugall IR SIRT R &1 dRRG: 21.08.2017
- TRIGd 3REU Ui (Tedd de))

rd1fere (Siivh) S Wt ¢ faumT ]

SI.T9.0Y. A9d dd

R 2854 >

Tohd Usq

1 vl s : H316 @91 H gl ol Sl bRell & |
H318 3ffal &I TR BT ugamar 3|
H333 e R BIHSRS 8l ¥hdl g
H360D 3fSTTd RIY &1 g1 Ugan g 71
H372 < HTe a1 TRIga Taaier (digy 3ifY, uforeft o=,
H, UTSHY i, e, 3iftige U (TS i) ST ol
T UG ATl &
H410 TTeR Sfiad TR T IR THIG SR I 8 s faver|

wefourdl/gdfau™ §aM S

P203 IUTNT B3 F Uga gt JRem e &) ura 3, g 8k
JHT U B |

P260 Y/ YU/ TR/ THR/ HTI/RTY Y [ gRT TG0 AT B3 |
P264 TATA & d1G a1 & 3BT aRE T

P270 39 IdTG DI TN HId FHI G, WHT a7 YT qd HR |
P273 adTaRUl H BISH d URER B

P280 TS G/ I 3R 3G T/ &0 U |

I

P304 + P317 3R ¥ gRI U8 (376d) BRal: ffbedm werae
T He |

P305 + P354 + P338 + P317 3R 3(@l H =[efl S1Y| 3 e
P QA I I U | 3R Picde ad A Bl ol 35 FabTamT
3 B o FeeTa &1 fiferean Teradr U a3 |

P318 3[R 3FTaRUI &1 41 =1 81, feraai wag ¢

P332 + P317 3R &1 W 9 g1: o wgradr Ui &3 |
P391 BA®BId UHAd B

HSRUT:

P405 Y8R dTdl A |

frarur:

P501 s o1 et Wied ae SRuvd dREH &
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Betamethasone / Salicylic Acid Ointment

Formulation
THRT e &1 fafd: T9.81.u9. F: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023
30.09.2023 1841143-00018 Ugall IR SIRT R &1 dRRG: 21.08.2017
2yl

3= BTl forest ufoma Ty aeffewor gt giani

S{RITd

3. 3AGYAl BT GUCA/SITHBRI

e/ s - fry

3[agq

S A= T T (b)) - TR | TS0 (HEACRM) (%
w/w)

Jorferag 8009-03-8 86.93

W ad 8012-95-1 10

Salicylic Acid 69-72-7 3

Betamethasone 378-44-9 0.064

4. yyfie Rifesr & Surg

HTH Hdle

3R I gRT UG 1 oY
SR a1 ¥ GUh gl ST

3R 31T ¥ YUS g T

3R F7Te foram s

T Agayul AE0T AR
THTG, G g IR &

Ty fRafec & TR

. 3R CHel 8l T deid did 1 & dl Afshd TTh J Iag B

e &0 €6 Tg 1 XihT &1 &) fRUf o faferia gars o1

: gfg |Ie gRT JgU1 &R foran ST, ot relt Geil g1 & o S|

fafeita ggan ol

. WH gH W, [ @9l B 9gdd U 9 I B

T avd Td S IAR |
Rl gdi o |
YT § Ugd a¥d e

TN ¥ Ugd A S B 3wt ave U

g BN W, A TG} B HH Y HH 15 e aF e IR T

T U G 9T B
3R Beae A~ UgH B, 3R 37! SARAT 3T 8l IaR ¢
T Fafeidr varg o

: gfe ferar o, a9+ Ui Ad B3|

fafe it Fgan o
Ut & 1Y 4§ 31 aRE Pedll Bl |

. 91 H god! 9d I0d Rl 5

3t o TR g1 ugamar g1

e R SRS 81 9&hdl 5

3T FRIg] &Y g1+ ug T g
a?ﬁmqg?@ﬁ&r\fwsﬁwsaﬁ(ahvﬂmﬁw

; mmﬁmmﬁaﬁﬁamﬁv&nmmﬁﬁm%q aquT

SRIH Pt YU B R Y ¢ aafdad
P IUTNT HAT 91T (WS 8 W )|

IRETETDS JUGRUI
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Betamethasone / Salicylic Acid Ointment

Formulation
THRT e &1 fafd: T9.81.u9. F: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023
4.9 30.09.2023 1841143-00018 Ugall IR SIRT R &1 dRRG: 21.08.2017
Rifraes & ford gae L e SR WEalT ¥ SUER HR|
5. RRM U
I A Hifgar SR
TAmeid-ufaRie Fm
HIe SISAHHARS
NI REIIEIRE
SR (T H G AEH ¢ 3
AT F RARRT IR <87 IATE! BT YU WA & AT T TRT 8 bl g

WARATIH Gg SAIG[

(31T) G & faRy adies

I BHRE RSy

. g RIS IF YA o3 o R Ui R S-urg

qTATaRl o 3% d ol |

T fosdl B 381 A & ol TA-BHER BT TR B |

AR THT 1 YRI&T § ol 31T & & & &fagH deR Favra o
EURGCIRCINIERE]Y

MY & N Ry TEE S & M W, Wd-FEfd 4 Iuesor ugH|
JUHT STt Y& FUBRUT TRINT D1 |
6. THTeTP fiedfier sur™
JufFad AU, ReMdTd ¢ Aol TS IUS0 TaNT He |
JUHRUN TUT SATITTBTAT IRIEra gefeit sl (WS 7 37 ) 3R afdarTa Jrem Suaui
uferarg & AA! (TS 8 ¢W ) BT SJUTe DY |
qgfaRuity graenfar : gIdTeRul H B1e ¥ URER H |
g AT QRI&, SR 31 Rra a1 Setapta Bl Ak |
T ¢ T U Dl @1 Td AT
g HEeaqUl BEbId UIK 1 81 Yo, ol RIHIY WIS TRAT !
gferd ®1|
THIE XA AR B AJH | SADIA B Bhp & (o, THT B A1 d-H gRT 3ford fosy o
& Uard Ud e THET B

Rt a1 81 faf g 59 yard &) fawft ok Fuer & &
fore AN 8 Ahd €, Ty 81 39 ARigey iR smgeny wR off o
9 yerd Bt) Reflsl o gwrs o IuaT 3 9/ 9 81 319 &t
g &1 B T S far o arp g

T THSITH & STHTT 13 3R 15 F© RIH 1 I Rebrgdie
& IR T TFHRI TG PR 5|

7. T 3R HSRUT
de-d! IU™

;AU (URIURR) ¥ 9 & fAa=0)/foi 9919 SFHM & d8d
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Betamethasone / Salicylic Acid Ointment

Formulation
TeHIuT Tened &t fafd: .31, AR A IR SR SR B ARING: 04.04.2023
4.9 30.09.2023 1841143-00018 Ugdll 9R ORI &R &1 dRI: 21.08.2017
ZolifafieT Iur |
R / $ot dfca=H . 3R U dfeaRM sruasy g, d R e dfeds &
1Y ITAT B |
IRIET gTYe & forg L AT HUST R AT RA T
graetfar Yd, YU, T, JUR, HIY, T &1 99 I a1 J |
e 7|
3@ T 9 T

e & 916 ol DI 3BT e U

33t ST Wl SR YREM TSl & AR HTd, S
PRI TSR 3MThel TR TR 8l

oo B HY TR 9¢ HIP @ |

Y IAIG &1 YA HRd I W1, UHT AT YHUH T D1 |
FABA, g 31 J Ab B Ay W, 3R TR H HH I

HH O |
Wi veru ot uRkfRyfear : 313t iR 9 dad ot gu fesal & 34|
HSR dral H|
Y PR TG HRb TG |
fa=Iv ¥ty fafoel & SAR YR &1 |
g Ui ¥ & : Fgfafed TeR & Uisde & 91y | -
Tt SIRiHRUNY Toley
8. siifew fFra=ror / foeft gRem
FTIIY 701 & A & 1Y 3ragq
3qgd T T (F9) | I UHR EEELRCIENT] YR
- TR (3IRETUT BT Rt
UHR) HIACIH
Taierad 8009-03-8 TWA (@¥R) | 5 mg/m3 IN OEL
STEL (dUR) 10 mg/m3 IN OEL
TWA & 5 mg/m3 ACGIH
o T 3
TR dd 8012-95-1 TWA (dWR) | 5 mg/m3 IN OEL
STEL (dUR) 10 mg/m3 IN OEL
TWA & 5 mg/m3 ACGIH
o T 3
Salicylic Acid 69-72-7 TWA 100 pg/m3 (OEB | 3fidR&
2)
3ffdfed SM®RT: DSEN
Uieq &) IEr | 100 ug/100 cm2 | 3fidRke
Betamethasone 378-44-9 TWA 1 ug/m3 (OEB 4) KIGIEGa
ST STHBHRI: e
| oie &t I | 10 pg/100 cm? | i

5/22



Y& ST e A

A SRAMSYS UReH & AR = ORGANON
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Betamethasone / Salicylic Acid Ointment

Formulation

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

4.9 30.09.2023 1841143-00018 Ugall IR SIRT R &1 dRRG: 21.08.2017
gol=rafer fason D dd W g B SR Sifafa &t (S, 3NuH-tha sy

fEarga) @ Q1T 1 RIFRU A & ey Suga AU
Tenfifal st & 1Aife! o fFifad &A% g Iuged
Apyr Mefifear Td R =0 =4 & e oiR sifafa asf
& foe ofTR & gamae &) A & o sawgs § (O, s
Ren § gy F-afdi, RR HeR I Fam-ama did & a1y
UH3IT 83, FAGR THAoR|

it Sonfraft fFa=on & uReR fesga g1 srffad g9
LY 3R e, Hifal, 3R yafaror &t xem & o GMP &
Rigidl & SR Harferd foar ST anfgul

3ffard &0 ¥ foreft et ura ot srmfa 81 71

dg TR Red a1 Ay Wil &1 sxrd o |

IECICEICEIRICD I
g Gadt =g . 3R vuid WY R dfedw Sudsy T8 & a1 teueR
THa SRR fA=m-Fee & a1eR TauieR yefid #Rdr g,
Al 4T YR&M BT SUINT B |
fheer UBR L g fFHU R HIdE I YhR
gl daeh sarg

ger - gE

fewoft ;S T R faER B

i@l daeht gama L 1S iieS a1 e & 1Y Y& I=E] UgH |
3R HTH & ATRId a1 Mafafy & @ o1 fRufaar, o a1 wRied
e &, i Sferd hred v |
IR Yd, Y, T7 TR & AT 1Y Yudh & FH1aT g1, ol
Treiices a1 @ AR BT 3= TRE0T UgH |

1 Ud TRR Jadft T . gdf a1 yanTRTa e H S B
ISR @ Bt Gl ¥ S99 & U B off I8t B & 3MYR W
feaiad o) |
Hutfad gfid wus Faraq & fore Ifra SRifeiT adb-id! &1
ST BR

W gaef U © 3R WM SUANT & GRIF XU & U & 3T B WHGHT g,
@ BT B S WM S BT TG 4 Pt yorferat iR Jrem
QMR YGH B |
TN & SR, ST, U1 a1 4Hu= 7d HR |
TN HUS! B O & 915 B TR J SqaTd |
gfayT o guTdt darad 8 Soitt-aie fa=o o witer, Ifad
AT QR&T IUHRT, Ifrd S sk ulk=nes ufsrarsi,
N Wwadl AR, fafde FRE ok arime
[ERENEIRESSEINRIEREE R
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Betamethasone / Salicylic Acid Ointment
Formulation

TTHI TRmeE ot fafd:
4.9 30.09.2023

3ifeH IR SIRT &R &1 dRIG: 04.04.2023
UEd! OR SR A Bl dRIG: 21.08.2017

TY. 31U, Fa:
1841143-00018

9. Wifa® Td T~ 1T

fewmace . TRgH
[T D g, TRHT
Ty D 3T IUA et
Ty Y ggelrS © 32T IUAs gl
iR © 46-5.3
fOgem/ds &1 e . 3l U gl
RIS Iae HI fdg/Sa9a @ SeT Suasy gl
CARsIE]
T fag D 3T U e
JTIHRUT BT R D 8T Suasy gl
SqeRiedn (31, 9 ) D SEaRITEdT & W & =4 H Fiferd et
SaeTRITeTdT (R Uere) : a1 Iudsy e
3= fowpie I/ IR STl Iudsy T8l
SR T (3R
THodfafere! formie)
&Y fawple Iar / = STl Iudsy gl
SaaRfTedT ST (@8R
THoHfafe! fomie)
9% gq1q L STl Uy ol
o8] AT g9 D Sl IuAY T
qTue o : 3T Iuds gt
g9 STl Iudsy T8l
PN

T | faedn : 3T Iuds gt
fquTeH Turis: (T gl Iudas et
gAY
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AT gRAMSIS WTH & 3AR
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Betamethasone / Salicylic Acid Ointment
Formulation
BT e &1 fafY: TY.31.09. AR ST IR SR SR Dt dRRG: 04.04.2023
4.9 30.09.2023 1841143-00018 Ugal IR SR R & dRIG: 21.08.2017
SMCISTHRM T araHH D Sa Uy el
3ge o1 dgHH © SC1 JUAs g
Higdr (fawpifdch)
fapifet © ST IUAs g
fqepic® URayE . fowpies T8l
STFITHRUN & [URGHTT ;g uerd a1 iy & siRiieRe Fiffed 6t frar T g
AMUIIE UR D ST Uy g
HUT BT A © ST IUAs g
10. FRU=T auT wfaferaan
UfdPpR : ftfpariiciar & @R & =0 H Fifepd e
T R D g Wi 3 fRR g
uR®weHy ufafsparsi DA MHTRIBRS Toiel & 1Y ufaferar & g&odi B
29 uRfRufoal O o . 3T
ST TRt SNty Teley
3qee- uerdf ¥ sfaw PSR dId (FORSY) 3qge uerd Jd g
11. fawrdsf=ra g
PG SR (TRTAIGR) & IR &l & U
B SHBRY frer
3@ ¥ Iudh
GIERCLIESG
AT R 1R eRS 8 I&d 3|
gard:
g Mifaw fasradar : SffquIdt fawTadar $H: > 5,000 mg/kg
WIDT: T RIBbT
GIER SEACRICSKI T SffquTC fawTaaan SIgHM: 7.5 mgll
feberl T & fordl Hueh (TeRIUISR) §31T: 4 h
URI&(0T ATATaRUT: Yei/paiar
WIBT: T TRIBbT
GIERSEIRACLIESGI] : Sffqurelt fauTeIdm 3EM: > 5,000 mg/kg
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Apuhlic

-5 ORGANON

Betamethasone / Salicylic Acid Ointment

Formulation

THRT e &1 fafd:

TY. 31U, Fa:
1841143-00018

4.9 30.09.2023

WIBT: T TRIBbT
3d4d:
ﬁgﬁﬁﬂm:
g Afae . LD50 (JgT (X€)): > 5,000 mg/kg

WIBT: OECD URTEfUT fe=mfAd=r 401

femoht: ve SR IR & SeT IR 3neTid
GEECEIRAELIESG . LD50 (JgT (XT)): > 2,000 mglkg

TRIBT: OECD URI&fuT fE=mAgsr 402

3ffera: yerd ot firsior ot IS @ e fasradar et |

fewoht: ve SRf IR & Ser iR 3neTiRd
W da:
dig e fasTadar LD50 (TET (X<)): > 5,000 mg/kg
GIERCEIRACRIESG LD50 (FIR): > 2,000 mg/kg

Sfiera: uard a1 s Bt Hig T SfRIe fawTadar et §
Salicylic Acid:
g Mifae fasradar LD50 ({u®b (HI3)): 480 mg/kg

LD50 (IET (R)): 891 mg/kg

LD50 (B/RATRM): 1,300 mg/kg
GIEEREIELICSE . LCS0 (8T (XT)): 0.9 mgl!

o Tg & ford Tudh (TaRdIoR) g3 1 h
g it fasTean LD50 (TET (X2)): 2,000 mg/kg

LD50 (B/RIMRM): 10,000 mg/kg
Betamethasone:
LIERIECERCRIEREI] LD50 (8T (}<)): > 5,000 mg/kg

LD50 (¥ (HI3W)): > 4,500 mg/kg
GIEESEAELIESE LC50 (T (XT)): 0.4 mg/l

| o Tg & ford Hudh (TaUioR) §3MT: 4 h
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A SRAMSYS UReH & AR = ORGANON
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Betamethasone / Salicylic Acid Ointment

Formulation
THRT e &1 fafd: T9.81.u9. F: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023
4.9 30.09.2023 1841143-00018 Ugall IR SIRT R &1 dRRG: 21.08.2017
1 & o ergerRSaT
T H geb! 9ol I Rl g
3dd:
ﬁgﬁﬁmw:
I DRI
GG . OECD URtefur fe=mfrd=r 404
L IEIE G kAT NE |
feuoft D U o grEiEl B ST W SuiRa
ﬂwﬁr—rﬂr—r:
PG| D WM
L IEIE G kA NE |
Salicylic Acid:
oy O B ST
Betamethasone:
PG| D WM
RIS ;. gad! I 1 B S
iR 97 gfasdea
3ifEt &1 TR g1 ugarar g
AdYUd:
a@ﬁmﬂ:
PG| D WM
Al . OECD Wigfur fe=nd=r 405
gfome ;3| B Sa T8t
feaoft L U o grEiEl & Ser R SuiiRd
Waﬁ:
grofifer RNy
gfome : 3| B Sa T8t
Salicylic Acid:
ToTTfa G RO
fewofi : g 3ifEl Bt ST
Betamethasone:
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A SRAMSYS UReH & AR = ORGANON
I"Il'

Betamethasone / Salicylic Acid Ointment

Formulation
BT e &1 fafY: TY.31.09. AR ST IR SR SR Dt dRRG: 04.04.2023
4.9 30.09.2023 1841143-00018 Ugal IR SR R & dRIG: 21.08.2017
Sl R RN
qfomy R pGI K= AT IR C T |
4T 9T THSY JUTSIBRT
T B PRIl
YA TSR R Fffhd 8|
YTT-UYTH D GITRTdT
YA STHHRI R Flfhd 8|
H{dYUdq:
ﬁgﬁﬁmw:
RA&01 1 fby . JgR T
YU (TFIUIER) & I A Y dUD
IS o e o
qfomd . BUTHAD
feaoft D U o grEiEl & ST R SutiRa
Salicylic Acid:
TRI&0T Bt fbed L R s AT URY (LLNA)
I - HUD (HI3E)
qfRomd . BUTHD
Betamethasone:
U (TRIOIER) & I o
EIIG] o e o
gRome . PHHGR ARICTZR
SiaTy] 99 WereRidt
JUA] SHHRI W aFffpd gl
AdYUd:
a@ﬁ‘mﬁ:
fSHIcIHaRE 37 fagt L TRIET B fhe: hIHIeNY TaRRH oXe 3 fagl
URuMe: BUTES
feuoft: v St IRt & Ser W enenfia
fSeIBRE 3 faar L TRIET B e TRl & TIINITST e 1T URT&ur
(Shfad gTof # ArscioHfcd IRW)
TSI gu (H139)
TRITHRH & I: SeUReHId SolaRM

11/22



Y& ST e A

A SRAMSYS UReH & AR = ORGANON
I"Il'

Betamethasone / Salicylic Acid Ointment
Formulation

TTHI TRmeE ot fafd: TY. 31U, Fa: 3ifaH IR SR} B D dARIG: 04.04.2023
4.9 30.09.2023 1841143-00018 gl R SR} A B dRIG: 21.08.2017

TBT: OECD Uteur fzmAcer 474
IR I ED
fewuft: ver St IEREl & e W nutid

Salicylic Acid:
IEBIEERIBEESIE] D Tl 1 fhw: dadifear Seeh faudta ufvads @t S (AMES)
URUMH: BUTHES

eyt 3= faar TR0 B few: Tl ot sify wet Rier prafes fafamg
TSI gu (H139)
TAIBTA & I s?raﬂ‘cﬁws@am
giRumH: HundHS

e 1 e Tt § Rex sifes fafma oo
umj\f%f:w(nm_) o

TRIThRH & I SeURead SoiaRH

RIS I ED

Betamethasone:

IEBIEERIREESIEM] Tl ot frw: dadifear et fausdta ufvads @t §ifa (AMES)
o BUMTES

TR0 B fh: IRR & T18R WU B BIRAB13 BT S
IaRad= uemr
IR IR ED

GRJ&70T 1 fooe: hiHTelH TaRYH ¢ 34 fagl
qfkume: dRdfde

oM HIfict 3 faal D ORIEOT BT o TUTRAT & TIRIINITSC QAT Neh g URIeoT
(Shifad wroft 7 Wrgeoied uR)
TSI Oy (H139)
THHIE & I AfeS
gfvoms: SfHfdd

SitaTu] I TeToRIeT - L &Y DT Foi- INTTY] HITRIHT IARATT b TG H qiIHR0T B
fipa Y & HRAT B

JUA] SHHRI W aFffpd gl
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GR&T SeT e

AT gRAMSIS WTH & 3AR

Apuhlic

-5 ORGANON

Betamethasone / Salicylic Acid Ointment

Formulation

THRT e &1 fafd:

TY. 31U, Fa:
1841143-00018

3ifeH IR SIRT &R &1 dRIG: 04.04.2023

4.9 30.09.2023 Ugall IR SIRT R &1 dRRG: 21.08.2017

3dd:

a@ﬁﬂm:

EEIIN] LRI (T)

TEAHYH & I R iGN

frda Ty & ford duss L 29T

(TEUISR) g

gfomy BUTHD

Salicylic Acid:

PTI] D HED (HIZY)

TP b I I O HUs

o g & o) Ius |

(TITISR) gaiT

NOAEL . 2mg/cm2

gfomy . BUTHD

3T fquTeRar

31T IR 1 g1 g b 21

AdUd:

a@ﬁmﬂ:

3R B YU TR B freH: U/ fa T fasTaddr whifeiT udieor
golTar: <81 (<)
TEAIHTA & I FTd a1
IR IREED
fewguft: uer SRt IrEfEt & e W snuid

MR & e uyEl © gheo ot few: yor-mie Ry faem|
golTar: <81 (<) '
TENH A & I T91 § Judh
RIS D
fewuft: ver St =Rt & Ser W snuTid

Salicylic Acid:

MR RRY & e uuEl - gdeo ot few: yor-miw Ry fdem|

gelTer: 8T (RT)

TRIThRH o I @Al & A

fawraTE® faurdddr: LOAEL: 380 firm/fam IRiRe UR
UIROTY: ATq faTadar &1 Siaaidh- faar T, yor-meie =g
ICRIESGI

Tiemr ot feem: yor-miy fRig] faewm |
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Y& ST e A

A SRAMSYS UReH & AR = ORGANON
it

Betamethasone / Salicylic Acid Ointment

Formulation
THRT e &1 fafd: T9.81.u9. F: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023
4.9 30.09.2023 1841143-00018 Ugall IR SIRT R &1 dRRG: 21.08.2017
IolTar: <81 (<)
TAHIE & I AfS

fomraTH® fauTadar: NOAEL: 80 firT/fa IRING 4R
gfomd: TR RIY] & faswr R gHE T8

ST foSTaRT - Sfidper L 3ol I &1 g1 uge™ & WeE|

Betamethasone:

MR RRY & TEm R uyE!  Yolfd: SR
TAIB R o I ARGURMEf #
fomraTd® fauTadar: LOAEL: 0.05 fFrm/fe T IRiNe 4R
gfvom: s Ry fawreddn, faudrel 3=t wi|

golTar: <81 (<)

TAIBRA & I G & J1d

fa@mraTe® fauTaddr: LOAEL: 0.42 fFrm/fem IRie 4R
o faeuarsit awdt mit

OSTel: oD (A 39) -
TAIHRA o I AFGUREf #

fomraTd® fauTadar: LOAEL: 1 firm/fe ImiRe 4R
gRum: faeuarel it mit

ST fSTeRAdl - 3ficher U R ford TR TRINTT & SYR W fabTd W Ufcipd YHTd &1 Wy
Ted i §1

STOT - Tohd S

JUA] BRI R aFfipd |

STOT - GIgaT \ifaH

ﬁﬁaﬂ?ﬂ?mwwcﬂq&ﬁﬁ gferel d, 79q, USH WS, 94, Siftigae Uiy (TedEa
TS)) 3N Y oI Ugardr g |

3HdUd:

Betamethasone:

e 3agd L Uiy Ui, ufrel 7, T, usHY WS, Yo, siftgae Uiy
EERERENS)

e : ﬁﬁmqgrmwmﬁwﬁﬁ(mjﬁw
gl |
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Betamethasone / Salicylic Acid Ointment

Formulation

THRT e &1 fafd:

TY. 31U, Fa:
1841143-00018

4.9 30.09.2023
U QRTS fauTaRaan
HAdYUdq:
ﬂaﬁnm:
LRI L 98I (XQ)
NOAEL . 5,000 mg/kg
TEAHYH & I
fram g & ford guds Do2yr
(TRTTISR) g3
aTlﬁﬂ o
BTG L gl (@), HaT (o)
LOAEL ;161 mg/kg
TiH T & I SR EUGKSE|
fram gmg & ford guds : 90 Days
(THIUTGR) G
Salicylic Acid:
ot L R (RQ)
NOAEL : 50 mg/kg
TEABTA & I ;
o THg & ford Tues Do2yr
(THIUTGR) G
gl LRI (e
LOAEL . 500 mg/kg
TEhIH & I ;
fram g7 & ford Iuds © 3d
(TFIUIGR) gl
&g 3Hfagq : R
Betamethasone:
Tt G RR o)
LOAEL © 0.05%
UGB & I GGl e o
fram g & ford guds © 10-30d
(TFIUISR) gaTl
&g 3fad Uiy Uiy, ufarelt &3, 79a
BRI : gRI (T)
LOAEL ©0.05%
UGB & T C T Y YUS
o g & ford Ius : 8 Weeks
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A SRAMSYS UReH & AR = ORGANON
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Betamethasone / Salicylic Acid Ointment

Formulation
THRT e &1 fafd: T9.81.u9. F: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023
4.9 30.09.2023 1841143-00018 Ugall IR SIRT R &1 dRRG: 21.08.2017
(TFUISR) gl ‘
&g 3{aqd L YIBHY TS
PG| ¢ YO (HISN)
LOAEL ©01%
TEH YA & I . O Y 9UD
frdm g7g & ford Tudh . 8 Weeks
(TRTATSR) g3 _
&g 3{aqd L YA TS
PITII] 5 ||
LOAEL : 0.05 mg/kg
THHT P IR T )
o g & o) Ius . 28d
(TEHUISR) B3 _ _ .
AL 3Fd DX, UTSHY TS, 3ifige U (TS is)
IS KSR
JUAS THGRI W Ngd Tal|
3dad:
Waﬁ

1 91d © o 59 yerd a1 firgor & wra & CoiRRH fauTeddr o1 89S giaT & a1 X9 911 T @ b
Y HFd B THURYH fIuTeddr o1 gvfs gidr g

U9 S| & 91y 3gya

3dYd:

Salicylic Acid:

CEIRS RS G D INR: 9T B ol

3 o Fudh L STR: < Sfa

[BUGKSEI] L 3NIR: UM YUITE debaiith, SERdT, Id@y,, adciarge
g

Betamethasone:

1Y GRT T8I HAT L qeT 3faga; 3figad Y (TESd W)

CEIRE L TR aran, gRfew, S
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Betamethasone / Salicylic Acid Ointment
Formulation

BT e &1 fafY: TY.31.09. AR ST IR SR SR Dt dRRG: 04.04.2023
4.9 30.09.2023 1841143-00018 Ugal IR SR R & dRIG: 21.08.2017
12. uiifRufaeta Ja=r
urfefRufae faumamar
3d9dq:
ﬂaﬁnm:
T3l B fauradar : LL50 (Pimephales promelas (ﬂﬁ%@? ﬁﬁﬁ)): > 100 mg/l
ford™ Tma & ford Tudh (TaTUISR) g3 96 h
¥ a1 ST aTer ugr: Sfd gemiford iR
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
¥ forar ST STer ugrd: Sfd qemiford iR
femoht: we SR IR & SeT iR 3neTid
aTe/STelg Uil o fawTedar T4 3 T Ud ( Pseudokirchneriella subcapitata (Eﬂ ard
(Testh): >= 100 mg/!
feb e §T & ford Hueh (TRIUISR) gafT: 72 h
¥ fohaT ST ST YaTd: Siet QN 31
;37581 ¢ g 201
fewoft: wep SRt Al & Set W St
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
¥ o ST STer ugrd: ofd qEriford iR
fewoht: we oA IR & Ser IR 3neTid
TP A
B ENIEARELIESKI :  LL50 (Scophthalmus maximus (€8e)): > 100 mg/l
fPa 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 (F@MILS 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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Betamethasone / Salicylic Acid Ointment

Formulation
GO Ry B fAf: TY.81.09. AR SifeH IR SR B3 B dRIE: 04.04.2023
4.9 30.09.2023 1841143-00018 Ugell IR SIRT A BT ARIE: 21.08.2017
¥ o ST ST geTy: Siet QeI 371
fewoft: e St grafdat & ST R e
NOELR ( Skeletonema costatum ﬂ'ﬂiﬁm )): > 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
Salicylic Acid:
EENICIRCLESG :  LC50 (Pimephales promelas (ﬂﬁ%@? ﬁﬁﬁ)): 1,380 mg/l
™ Tma & ford Tudh (TaIUIeR) g3 96 h
fewgoht: ue SRit Il & ST W snuiid
SHAT T 3= Ae-3fed © EC50 (Daphnia magna (dTex Teih)): 870 mg/l
ERCHELIESG o Tg & o) Fudh (TaIoR) g3l 48 h
QaTa/STed aie @ fauTedarn EC50 ( Desmodesmus subspicatus (EQQI ard Qc_vﬁ)): >100
mg/|
WW%@W(@@W)E&H 72 h
T o 2.3 . e fdw 201
SWHiAaT U 3 de-fed : NOEC: 10 mg/l
e fasradar (Rreifere fpa Imy & ford WU (TaUIoR) g3 21 d
IELIESED) USTd: Daphnia magna (3Tex Uil
Betamethasone:
ST Td 3= Se-fed :  EC50 (Americamysis (37T USTIfd)): > 50 mg/l
STereR fauTaan - gmy & ford WU (TaIUIoR) g3 96 h
Qara/sTad gl @) faurgaar @ EC50 ( Pseudokirchneriella subcapitata (Bﬁ ard (Q?rﬁ)): >
34 mg/l
WW%%&W(WW)@W 72 h
T ot 3.3 €. 2w A= 201
fewft: facrdr ot o wR B fuadar T8
NOEC ( Pseudokirchneriella subcapitata ('ERDI BICI] (Qc_vﬁ)): 34
mg/l
ﬁmﬁw%%ﬁr—rﬁ(wuﬁm)g&n 72 h
T o 3.3 €. 2w Fdwr 201
fewoft: facradr &t a1 W 5 fquTadar T8t
At @ fauredar (RR&1feies © NOEC: 0.052 mgl/
fTarTam) o g & ford Hudh (TauioR) gl 32 d

SISk Pimephales promelas (ﬁv?%g ﬁﬁﬁ)
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Betamethasone / Salicylic Acid Ointment
Formulation

TTHI TRmeE ot fafd: TY. 31U, Fa: 3ifaH IR SR} B D dARIG: 04.04.2023
4.9 30.09.2023 1841143-00018 gl R SR} A B dRIG: 21.08.2017

T o 3.3 S e Adwr 210

NOEC: 0.07 ug/l

o g & ford Hudh (TaioR) §oiT: 219 d
USId: Oryzias latipes (\_rlTQ'Fﬁ ﬁ@ﬁ)

Riep1: OECD Tdiefur favnfider 229

BT Td 3 Hefed : NOEC: 8 mg/l

SR e (RRI® = Tma & o Wudh (TaITIoR) geil: 21 d

[ELIESED) U Daphnia magna (aTeR Uil
T ot .31 . e fdwr 211

TH-Taexy (RRepifer ek 1,000

T 3R SrasufORrar

SdYq:

ﬁaﬁﬁmw:

WA SHTHHUIAT BT & L ORI T & 1Y Ui diids ° HIhHUIBRI
CRISSENBEEEIS

Sfdd THATET: 31 %

o Tg & ford Hudh (TauioR) gl 28 d
TBT: OECD Utefur fe=mfAaer 301F
fewguft: uer St IrEfEt & e W snuid

Huifaa sifae e

N CRCH

I d:

fauTe Turies: (T . log Pow: > 4
Sfiaerarar) fewft: uRee

Salicylic Acid:
fayre Turies: (T . log Pow: 2.25
g Ie/ar)

Betamethasone:
faUTeH T[uries: (T . log Pow: 2.11
g re/ar)
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Betamethasone / Salicylic Acid Ointment
Formulation

THRT e &1 fafd: T9.81.u9. F: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023
4.9 30.09.2023 1841143-00018 Ugdll 9R ORI &R &1 dRI: 21.08.2017
fardt & niforferan
31 IUas ol
3= Ufapd gHTa
T IuTsy el
13. fger= Hifgard
fAueR & P
/N I 511 7Y (Tere) . S I AT H Ad b |
YT faf ! sy has |
afa ofdh L T fSSal Bl AR B g8 d B arat haTaie! § gt ar
T & ford o S|
SR 3T faffEy =18t foram Tam: sgad Idre & U &
Age &3
14. afag= gaAT
iRty fafraw
UNRTDG
UN FsR UN 3077
Araeq &1 9g 9| ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID,
N.O.S.
(betamethasone)
aif )
ofeT U |
NI 9
JTIeRUT & for) WaR-Th Cogl
(Bored)
31ms € & T-31 ot 3R
/373 B =R UN 3077
m;@‘[ a9 Environmentally hazardous substance, solid, n.o.s.
(betamethasone)
aif )
OfeTT U [
NEN] :  Miscellaneous
feeredl o figerad @RTM - ¢ 956
gTS SIgT)
fEreict 1 figerad (@E gar 956
)
TRl & ot WA Cogl
(@ed)
S uH S Sh-@is
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Betamethasone / Salicylic Acid Ointment
Formulation

THRT e &1 fafd: T9.81.u9. F: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023
4.9 30.09.2023 1841143-00018 Ugdll 9R ORI &R &1 dRI: 21.08.2017
UN F&R : UN 3077
A8 &1 98 T © ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID,
N.O.S.
(betamethasone)
aif ©9
e U Sl
NE] 9
EmS dfgar : F-A,S-F
& Ugudh . g
IMO SUFBRUN & AR Uid H gRkagd &
3TYfef fopw 7Y s ae & forg @y &t
IyURTERdt & fore faRiy grawufaai

Tgl fau 7 ufag aviferur Had GeT & Wil & ol §, 3R ThHE U § 3fFids Al &
0T IR 37T § o b 39 Rar s1et ¥iie & HieR 391 qui fosan ma ¢ uRag &t fafy, Toe
BRI, 3R &g a1 o & e & fafdedrell & 3ER uRkag arffe<or fire-fim 8 goa g1

15. faferarae @

gerd a1 figor & g qrem, Wy, 3R vafavor & faframfaus

39 IdTeH & 3y fAfiafl@d sHa= v § gRa §:

AICS o e T8t

DSL o fRuffa a8t

IECSC o fuffa &t

16. 3= AT

ey & fafy ©30.09.2023

Sffaf¥ed SIS RY

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

TIRT fohdl 4 axaras TIéd Wit aRume auT RE e Tei,
http://echa.europa.eu/

feti UReT . e umay

3= A & qut arR

ACGIH . gudu| ACGIH IHRET A (TLV)

IN OEL . YRd| 1 ulaw § oo e uerdf @) ergafd & W

ACGIH / TWA © g-Ue, gHY- go Sid
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Betamethasone / Salicylic Acid Ointment

Formulation
TTHI TRmeE ot fafd: TY. 31U, Fa: 3ifaH IR SR} B D dARIG: 04.04.2023
4.9 30.09.2023 1841143-00018 gl R SR} A B dRIG: 21.08.2017
IN OEL / TWA C gug did g
IN OEL / STEL C IUPIRIE 3REUT AT

AIIC - 3T Tl & Sffeferrs el ANTT - sifor & g yffl ufkae Tofell; ASTM -
SAReT ATl TdieuT HGTACT, bw - SIS 3139, CMR - HIRIAIOH, Geoifd a1 Uoi+ fasaT; DIN -
S AF®IHRUl I & W AF%; DSL - aiquazfﬂjﬁ(m) ECx - x% Wfdfehar ¥ Ja1
Fdhe; ELx - x% Ufafehar ¥ et AfeT &%; EmS - MUIadbla- [egd; ENCS - ﬁm;ﬂ&ﬁ?qu
RS Tard (SAF); ErCx - x% gla & Uldihd ¥ &1 e, ERG - SUddIa uidfshar
TMES; GHS - 4 TR W AT Riter; GLP - Sredt GHNTRITE H2/T; IARC - HER WR S & forg
TSIl IATA - SRS arg aRaeT THIRERH; 1BC - YR AR # WaRAIeh H1a a1l
%ﬁﬁmﬁvm%iﬁ: HfeT; 1IC50 - 31T SfiHad RIS Adhg; ICAO -
SRITT AR faAA W6, IECSC - I & Hival YRS Uardf &1 3dedl; IMDG - SRy
T GARATD HIT; IMO - SRIFT Tl WIS, ISHL - NI JR&f IR WA S (W),
ISO - AMSIHRUT & T SfeRTFRT 13, KECI - HIRAT Hie[aT TR $de; LC50 - TR 3Marat
®1 50% BT Giddh Tobgd; LD50 - URI&UN SHTETEl BT 50% B Gl WRIH (A1 °ldd GD);
MARPOL - STgTsll ¥ UgHUl &1 AHYUMH & 1T SIaRTTR T9a; n.o.s. - 39T FAEY =&; Neh - feredt
f8; NO(A)EC - s@died = foar Tar wfded) THE Hdhg; NO(A)EL - iadre- = faar T
(uﬁ@)mna'w NOELR - TR-3q@AI-d17 YHId AGH ax; NOM - SIS A fam;
NTP - T8 RA-RTM SRIHH,; NZIoC - THRFT 3 =it 3 39¢%); OECD - S TEanT 3R
I TT; OPPTS - IS TREM 3R UGN AHUH HRATAd; PBT - RITRR, Sa-THAHR0T 3R
fqwred uard; piccs - Wﬁ?ﬂﬂmwﬁﬁﬁﬁﬂtﬁﬂsﬁﬁ (Q)SAR - (AETEE) ITT
Tffafy Tafer; REACH - RO T¥eE 3R I UsiahRul, eide, ISR R ufady aRug &1
fafae= (EC) Hi. 1907/2006; SADT - W-didgdl 3{qde drgd; SDS - YR&T sl =iie; TCSI - g
IS Uerd gdest; TDG - WARAT HId &1 URdeH; TECI - UTSds AT -dext; TSCA -
fourad e o siffaw (dgad s smfkeT); UN - ﬂg,aa?rg UNRTDG - gIM®R® I &
IREET R TGH Y BT RABINRY; vPvB - Tgd R IR Tgd Sa-THABRUT ARG; WHMIS - PT-
RIc] WA AUl =T Jurat

U & ST T A SUS THIRM BT dRG B ¢} TR THSRT §AR I, THHRT SR fayma &
TR el g | TSR &1 YRIT &1 ¥ YU, TRANT 3, Tiehal &, T &, afkag &,
e o3 9UT s & ol Fad ArfexE & =0 § fewmE forar mar § qur {6l ueR &t ard o1
TUTaT T fAfERT 18] [T SITE | Juds Sl Tl THSRT 59 SDS & XY R ggart Tt »ad
fafry wrht § defid § 9ut sps wrlt &1 foeddt s arht & Taem | a1 fddt s uforan &, o9
6 1T § T ST 7T 81, TRINT - R 94 et 8) Tabell ¢ | It siiaarsif & arg 811 W, Uaiad
& 3ifa IaTg & SDS-IMER &1 JUGadl BT HHT B Aled sod B, TN B, Ufehdr A
TUT TG TR P M ftE &1 3 ARy e & SR ok Ry ot weften o =nfdu |

IN / HI
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