Y& ST e A

A SRAMSYS UReH & AR = ORGANON
it

Betamethasone / Clotrimazole Ointment
Formulation

TTHI TRmeE ot fafd: TY. 31U, Fa: 3ifaH IR SR} B D dARIG: 04.04.2023
6.10 30.09.2023 610351-00019 gl IR R} A B dRIG: 08.04.2016

1. ITE Ud HHI Bl Ugd=

gerd A *  Betamethasone / Clotrimazole Ointment Formulation

frafansmyfdeat
! Organon & Co.

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

THHH © +1-551-430-6000
MTUTABRTA CATBIA TR . +1-215-631-6999
3-Hd 1 el ©  EHSSTEWARD@organon.com
TR o) Ry o ufasy
Rpres uanT . 3Ny
ITINT R gfdey v s i i
2. @a¥ B ugaH

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

Tiffavor
SgEt-1 & 4T | A Fefd TFds & SuR @R & wu & giifpd 781 8

Sit. 9. 8g-auffevor

S fasTardan : faumT gat

Ay deg-oi ¢few fawrgaar © faumT ¢ (figw 3y, uferelt &3, Toa, ureey ds, Yo, siftigas
- TRIGd 3RET PIRICSHEGESS))!

AAPIAD () T W1 fAURTR
I (SUh) STellg @Ak faumT g

SI.T9.0Y. A9d dd
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Betamethasone / Clotrimazole Ointment

Formulation
THRT e &1 fafd: T9.81.u9. F: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023
6.10 30.09.2023 610351-00019 Ugall IR SIRT R &1 dRRG: 08.04.2016
NltCEEAREENES] : ‘% ‘%‘
Tohd Teg G R
BT Frai e : H360D 3T I &I g1 Ugar Tl |

H372 1Y STei a1 §-R1gd UaTaieR (U Uiy, forelt a3,
T, UIHY TS, I, SHUgep G (TS TTS)) S bt

oI UgHTd B
H401 STa=R Sitaq & for fae
H410 STl Siiad UR e I YT 3R 1Y 8 3= fase|

wefourdl/qdfaeu™ §aM L T
P203 IUART & F Uga T+t gRefm e &) o %, U $iR
RECARVIGECR]
P260 @/ 4u/ T/ TR/ HTI/AY &) T GRT Tg0r 1 B3|
P264 TATA & d1G adl B D! TRE YT
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 |
3TN
P318 3[R 3TaRUI g1 AT =T 81, feraaiy Iag ¢
P391 SA®BId UH A B
HSRUT:
P405 Y8R dd ||
fraror

;01 . e o1 FeRT Wied de SRuvid dREH &
|

3=y grfrat et ufuma Ty qeffewor =) giani
SR

3. 3AGYAl BT HUSASITHBRI

geref/fHrsor : fogor

3agq

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

Uaifergy 8009-03-8 >=90 - <= 100

gree fRa T (deiferdH) 8042-47-5 >=5-<10
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Betamethasone / Clotrimazole Ointment

Formulation

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

6.10 30.09.2023 610351-00019 Ugd! IR SR B &t dRIG: 08.04.2016
Clotrimazole 23593-75-1 >=1-<25
Betamethasone 378-44-9 >=0.025-<0.1

4. yTyfire fafes & Iurm

ST =1 & o faRiy s=1g

BICIR RS . 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|
fafcita ggarm o

3R 91 ¥ YU g ST . gWE gF W, R @91 Bl T IR Igard U I T B |
g a%d Td Jd SAR |
fefeita wga o
GUGRT ¥ Ugd I 41U

. QYT & B d 9§ Sd 1 38t ke g

TR 3G § U g ST D gaur (TR & forg il &1 urt 9 ey
I e I B 3R oY X8, Ot Rl geam ||

3R At feran simg . gfg fATer S, 99 ORd 9d $1
fafcita wgam |
U & 1Y 4§ 3! avg Pl HRd |

T8 T aqul qerr 3R L 3faITd fIR] BI g1 Ugan W g

THTE, G g TR Gt a?ﬁmqgmﬁ&r{w@ﬁmszﬂﬁr(ahm)ﬁw

TS fafdren & TRemr : mummmﬁaﬁaﬁ&mﬁv&nwmﬂhm%u qT
SRIH Pt YU B9 TR YA T dAfdids GRETHAD ITHT
BT IYGIT BT A1RT (TS 8 37 )|

fafrcrs & o g L Qe SR TR ¥ SRR R

5. 3R UM

I9ged PR Hifgar T R
Tasmgia-vferist gm
HTe STZAHTHAZS
T[S LT I

A (M) GIH S THY ¢ F

AR F IRFA AR TR <8 IS HT YU WA & T U AR g1 Tobell g

GRATH Gg-1 TG . HREA RS

3TT) g2 & ARy o . g RIS OF TanT o3 o R R SR -
qIATaRl & 3% Bl
T fosdl B 381 A & oY TA-BER BT TIRT By |

SR U1 BT YRI& g Al 3T & & I &ifag= deR Hara o
SHIE & @Il Hral |

L 3T T O WR, W99-Ffd 41 IusRur ugH |
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Betamethasone / Clotrimazole Ointment

SUBRUT TUT JTYTABTC

ufgsare
YOTaR UMY raeT=ar

N

TWBTS B 3R e I b

& uerd ud i

Formulation
THRT e &1 fafd: T9.81.u9. F: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023
6.10 30.09.2023 610351-00019 Ugall IR SIRT R &1 dRRG: 08.04.2016
JUSHT it Y& IUHRUT YN 6 |
6. 3T feT® el Surg
JfFad AU, ReMATd ¢ Aol IETAS IUH TanT He |

R gefent R (Ws 7 37 ) 3R AfadTTd JREM IUHRN
& Al (TS 8 ¢W ) BT SATATA B |

: ARl ¥ Bied ¥ URER &1

T A1 QRIEfd, SR 31 RAra a1 Saepta &l A |

T ¢ T U Dl @1 Td AT

gfe Heaqul SAHId UTd 1 81 Iob, 1 R WitreTal &1
BERER]

. BAPGId DI T & A8, T HR I JagH gRIT IFId feaa o

THd B

R a1 A1 fafaw 39 verd &1 faRfa ik e &3 &
forT A 8 Tobdl €, 1Y € 37 ARy 3R 3MgeHg WR it st
39 yerd o) Refisl o gwrs o ITaRT 3 9/ §d 81 3419 &1
fAufg o= ghm 6 1R faftaw arp 81 B

T THSITE & STHTT 13 3R 15 FB RIF 1 I Revrgrie
& IR & THASGR! TSH Hd ¢ |

7. TATAT 3R USRI

GERICARCLI]
R / $d dfead=E

W g & forg
gy

GRf&r YR &1 uRfRufaar

L YU (THINER) ¥ §9 & Faon et sard srgumT & ded

golifafieT Jur |

© 3R Al dfeawm sruas ], d wirHig ey dfeazq &

Y ITIRT B3 |

. A BUS R A1 RA )

Yd, YU, T, JUR, HIY, T &) 99 q a4 F |

e 1|

3Tl & 1Y e J URER B

Yo & d1¢ Tl Bl 3BT Re UY|

33 SHNIG TasdT 3R GR& TATST & AR HUT, it
PRI TRIUIGR 3THT TR SR B

food B HY PR 9¢ HIP @ |

T IAIG B! YA HRd G W1, UHT AT YHUH T D1 |
w@g@h@ﬁ@ﬁﬁﬁmﬁ@,aﬁ?mﬁwﬁwﬁ
DH I

D I e U ded fbu gu feadl § X |

USR dral Tl
DY B §¢ HID W |
o=y ISt fafedl & SR HeRu aY |
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Betamethasone / Clotrimazole Ointment

Formulation
THRT e &1 fafd: T9.81.u9. F: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023
6.10 30.09.2023 610351-00019 Ugall IR SIRT R &1 dRRG: 08.04.2016
g9 e ¥ & . FofoRead UeR & Meae & Iy 9 37
g sheRfiaofig Toleq

8. Siifaw ford=ror / feft gRam

FTARIA 0 & US| & A1 3aad
3ayd I T T (B¥) | 59 DR =T U / YR
- TR (SREUT BT PRENICK
UPHR) SO
Uelferaq 8009-03-8 TWA (@R) | 5 mg/m3 IN OEL
STEL (@¥R) | 10 mg/m3 IN OEL
TWA &9 5 mg/m3 ACGIH
SRRIEEER)
qisc {OFRT offgd (Yeifemd) | 8042-47-5 | TWA (@WR) | 5 mg/m3 IN OEL
STEL (@¥R) | 10 mg/m3 IN OEL
TWA &9 5 mg/m3 ACGIH
SRRIEEER)
Clotrimazole 23593-75-1 TWA 0.2 mg/m3 (OEB 3idfyd
2
Betamethasone 378-44-9 TWA 1)pg/m3 (OEB 4) | 3ffdRe
SRS ISR &=
| oie &t 4 | 10 pg/100 cm? | iR
gefifarafir famor g R a0 B4 3R sifrifa el (I, Siiue-th Ayt

fEarga) # Q1T 1 RIFR A & oY SugaR AU
WRNffsal sRest & 11! &1 fifd s & fre Sugaa
AHyr Mffeal Ta wR o w37 & e ok sifdfa et
% fore ofIR & gamaa &) A & o awge § (O, s
e q JogH H=aftT, fRR HeR W Fam-a dd & Iq1Y
Uh 33T 88, FAIGR el o |

Tuft Sonifrafer fFa=on &1 uReR fesga g1 sraffad g9
1T 3R IATa!, S, 3R waferr & ven & fow GMP &

Rygial & SFOR Jarferd foan ST @R
3ffard =0 1 fpdt el TuTe B SgHfa e B
d¢ TR Rew a1 Ay Mefifeal o1 35a9rd B3 |

oot gma &t IrEh

oY et srg L IR YT I R dfedw Sudsy 78] § a1 TaueR
3TeHa SRR fa=m-Fee & S1eR TaaieR yefRid #Rdr g,
Al 4T GR&M BT SUINT B |

fhee THR L Igad ST IR BIEG A YhR
FHUIEERIEEIES
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Betamethasone / Clotrimazole Ointment

Formulation
THRT e &1 fafd: T9.81.u9. F: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023
6.10 30.09.2023 610351-00019 Ugall IR SIRT R &1 dRRG: 08.04.2016
garef L A gEH
feaoft : Sod e W faER B
i@l daeft gama D 1S e a1 e & 1Y Y& I=AT UgH |

3R HTH & ATGIA AT AT F o &1 fRufar, o a1 wRied
e g, o Sferd ey ugH |
TR Yd, Y, T TR & AT 1Y Yudh & FH1aT g1, ol
Tiics a1 QR TIex &1 3T TREfU UgH |

91 Td IRR Yaeht s : Ie a1 YAnTRITE e § 1 |
IR &9 &1 Y] § F91d & fo1T B} off g1 B & 3MYR TR
SHffad dTet 3% Ug (S, Wildded, T, Medcd,
feeed qe) |
Hutfad gfid wus Faraq & fore Ifra SRifeiT aab-ia! &1
XA B |

W=l gadl 3ur D 3R WA IWINT & GRI WA & U H 3 B GHIT g,
@ BT B b WM S BT 3G O Pt yorierar iR Jrem
R Y& B
TENT & SR, BT, YT a1 (5 7d HY |
TN HUS! B U & 916 B R J SqaTd |
gfayT o gUTdl ot o Solttaie fd=r o wiier, Ifad
fFATd R&T IUHRT, Iferd St ok ulk=nes ufsarsi,
N Twzdr AR, fafee FRE ok awime

foRizror &1 gRamTe JNfEe g anfu
9. Hifae ud warafee® ur

fagmae . fufadr erd-ar
a1 D ST Uy g
Tig : 8T Suasy gl
Ty BT gl SIS I |
LiRec] L ST SuAsy gl
Ogem/dS &1 daryaH : 8T Suasy gl
RIS 3qeH &1 g/ Jgem  : ST Iudsy e
&

Wi faig ot o
IR F & L YOSy T
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Y& ST e A

A SRAMSYS UReH & AR = ORGANON
it

Betamethasone / Clotrimazole Ointment
Formulation

THRT e &1 fafd:

TY. 31U, Fa:
610351-00019

3ifeH IR SIRT &R &1 dRIG: 04.04.2023

30.09.2023 Ugd! IR SR B &t dRIG: 08.04.2016
ST (31, 79 ) D SOARITAdT & W & U § Iffed et
SaeRITedT (R uerd) ST U e
I fowpie I/ IR STl Iuds gl
SacRITerdT T (3R
Tadfafec fermie)
&Y fawpie Iar / aa . STl Iudsy gl
SaARIAr ST (TSR
Tadfafee fermie)
Y GaTd St
gries aTsT g9 . UaNg el
e T : SeT IUA TR
T . gel Iudas T8t
P
i | faeraar STl Iuds gl
EISERIICHCE] R e
3figerer/arh
3feIs iR &1 aruHH ;o1 Iudsy et
3Uge T aTgH . gel Iudas et
BIEGIEEEAIGE))
fompIRrdt wreafe® 3Tl U gl
faepies urRaya . fowples =t
NRfHR0T & TORGHIT : g9 uerd ar iy & siRfieRe Fiffea €t far mar |
10. fRRar gyt ufafeaan
URIeR : Sfftfparsiieiar & WAk & U H T e |
T fRRAT D g R A RR B
yRTweHy ufafeparsit DA SRfip RS Tolel & 91y ufafhar B Iahdl g
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GR&T SeT e

AT gRAMSIS WTH & 3AR

Apuhlic

-5 ORGANON

Betamethasone / Clotrimazole Ointment

Formulation

THRT e &1 fafd:

TY. 31U, Fa:
610351-00019

6.10 30.09.2023 Ugal IR SR R B dRIG: 08.04.2016
= uRfRufaat @ o 3T
ST TR  SiRfierity Teleq
3qge yerdf ¥ sy . IS @R I (FoReY) 3uge uerd Jid et
11. fawrdsnfora g
TG SREUN (TRIUGR) F IR @9l 9
A THBRY e
3ifEl § gush
GIERGEIESG
JUA] SHHRI R aFfipd gl
LACH
dig e fasTadar : SffquIdt fawTaaar $H: > 5,000 mgl/kg
WIBT: T RIBT
GERCEIRAELIESG : SffquTell fauTeIdT 3EH: > 5,000 mg/kg
WIBT: TUHT RIBbT
3dadq:
ﬁaﬁﬁmw:
GICREITEED . LD50 (JgT (X€)): > 5,000 mg/kg
TIBT: OECD URTEfUT fa=mfd=r 401
fewoht: v SRR IR & Ser IR 3nerid
SIERSEIRACLIESGII . LD50 (JgT (XT)): > 2,000 mg/kg
TRIBT: OECD URI&fuT fG=mAgsr 402
3ficper: Teref a1 fiyeur Y BIS e Serye fauTadr el §
fewoht: we SRf IR & Ser IR 3neTiRd
arse fiRa sifaa (@)
g Mifaw fasradar . LD50 (IET (}2)): > 5,000 mglkg
g 4 fawTean © LC50 (JET (RT)): > 5 myll
foe wHg & ford Tueh (TaTdioR) §ofm: 4 h
TRI&UT ATATeaRUT: YQ/HeiaT
i uerd a1 fHrefur &1 S YT Sy faumaddr =gl §
GEECEIRAELIESG LD50 (JRIMR): > 2,000 mg/kg

Clotrimazole:

| Sficre: uerd a1 fHrsfur &1 DI @ SfRIe fauTaadr el 8

8/24
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Y& ST e A

A SRAMSYS UReH & AR = ORGANON
it

Betamethasone / Clotrimazole Ointment

Formulation
BT e &1 fafY: TY.31.09. AR ST IR SR SR Dt dRRG: 04.04.2023
6.10 30.09.2023 610351-00019 Ugal IR SR R B dRIG: 08.04.2016
g Mifaw fasradar LD50 (IET (R)): 708 mg/kg
LD50 (AN (HI3¥)): 761 mg/kg
LD50 (FMRM): > 1,000 mg/kg
GIEE R ERCRIESGI © LCS0 (8T (RT)): > 0.73 mgll
fora Ta & ford Tuds (TadieR) gafT: 4 h
TRI&0T ATATaRUT: Ye/Haia
SERSEIRACLIESGII LD50 ({ub (HI39)): 923 mglkg
Betamethasone:
dig e fasTadar LD50 (IET (X<)): > 5,000 mg/kg
LD50 (¥ (H139)): > 4,500 mg/kg
g 4 fawTean . LC50 (8T (RT)): 0.4 mg/!
o™ Tma & ford Judh (TRTUISR) g3 4 h
@1 & foe e ST
JUAK] BRI R aFfiepd gl
3dadq:
a@ﬁmﬂ:
EIIG] G| B]
GREA . OECD URtefur femmfrder 404
qfomd © &l B §aH el
feaoft L U oI grEiEl & Ser R SutiRd
arse firRa sifaa (Getferm):
IS SR Ra |
qRomd G R=AC T
Clotrimazole:
IS SR Ra |
gRomy G R A NE |
Betamethasone:
IR SR Ra |
gfkomy D gDl W T DI oA
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& SeT e
AT gRAMSIS WTH & 3AR

Apuhlic

-5 ORGANON

Betamethasone / Clotrimazole Ointment

Formulation

THRT e &1 fafd:

TY. 31U, Fa:
610351-00019

3ifeH IR SIRT &R &1 dRIG: 04.04.2023

6.10 30.09.2023 Ugall IR SIRT R &1 dRRG: 08.04.2016
iR A7 efasdeE
JuA] BRI W aFifpd el
3dd:
ﬁgﬁﬁmw:
I DRI
RG] . OECD Utierur femnt=d=r 405
gfkomg : 3G A Sa T8t
feuoft L U S grEiEl & ST W SuiRa
arse fieRa siftaa (Aeiferam):
PG| D WM
gfkomg : 3G A Sa T8t
Clotrimazole:
PG| D WM
ko . gAD! It 3Gl Bl Sfe
Betamethasone:
wrofifer BRIy
ko A o R AT IO e
YT 91 TS GATGTHUT
T B GG
JUAS THGRI R aNgd Tal|
YRI-UYRT Y GITR T
JUAS THGR W A Ngpd Tal|
3HdUd:
a@ﬁﬂm:
TR0 . §gWTE
U (TRIUIER) & G | s or: )
PEIIG] : TR fom
gikomy . BUTHD
feaoft L U oI grEiEl & Ser R SutiRd
arse firRa Sifaa (Uetferaw):
LR EIRER] . §GR T
YU (TRIUIER) & T U
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Y& ST e A

A SRAMSYS UReH & AR = ORGANON
it

Betamethasone / Clotrimazole Ointment
Formulation

Clotrimazole:

ISEIERINEESIEH]

TeHIuT Tened &t fafd: .31, AR A IR SR SR B ARING: 04.04.2023
6.10 30.09.2023 610351-00019 UEd! OR SR} A Bl dRIG: 08.04.2016
Tt e o
IEIE . BUTHSD
Betamethasone:
YU (THIUTER) & IR i)
I e o
gfkomg : HAVR RIS
SHaTy] 99 "ereRidt
JUAK] SHHRI R aFfipd gl
AdYUd:
ﬂaﬁnm:
fSFIciBaRc 3 fagt D ORIEMUT Bt fohe: IS TR ¢ 34 facl
gRkomy: Fondw
fewoft: e St It & S W anutia
fSFeIBRIE 3 faar D TRIET B o TRl & TIRINITSE e 1T URT&ur
(Shfad gTof # ArscioiHfcd IRW)
TSI o (H134) ‘
TRIIHRA & I: SeURead SolaRH
TBT: OECD Uteur fezmfAcer 474
gRkomy: Fundw
fewoft: e St It & e W anutia
arse firRa sifaa (Aeifera)
fSHcIhaRe 3 fagt D TRIET B fhe: IRR & ITEX WUTRAT B DITRABISHT BT i
IaRad= gdtemr
TR HUmEHS
fSeIBRE 3 faar L TRIET B o TR & TS T JEHAT N 1T URT&ur
(Shfad gmof # ArgeioHfcd TRW)
TSI U (HT3H) .
TRITHRA o I: SeUReHad SolaRH
TBT: OECD Uteun fezmfAcer 474
RIS D

fewgoht: wes St AR & ST IR SeTRd

L Tier B e daciiar Taeh faudia ulkad &t Sirg (AMES)

TRy HUmd®
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Y& ST e A

A SRAMSYS UReH & AR = ORGANON
it

Betamethasone / Clotrimazole Ointment
Formulation

TTHI TRmeE ot fafd: TY. 31U, Fa: 3ifaH IR SR} B D dARIG: 04.04.2023
6.10 30.09.2023 610351-00019 gl IR R} A B dRIG: 08.04.2016

UJ&r0T o1 fobe: hiHeld TaREH ¢ 34 fagl
IR I ED

TRi&0r 1 fbe: IRR & a1eR Yeaiid g e
LRI I ED

fSFIciBaRct 3 faa D ORIE0T Bt foh e IAYUTRAT & TIRIINITSC GEHATYeh g TRI&
(Shfad 9o & ArgcioiHfcd uRd)
yiTid: 6T (Re)
TEh Y &
RUMH: BUTHES

TR0 B fooe: TWAUR WM BT gyiaRor e
(Shfad groft #)

oM gHTCR

gRkomy: Fonds

SIHaTu] A TeToIRICT - . &Y DT gol- INTY] HITRAHT IARATT & ©F H qiIHR0T o
i LT T BT B

Betamethasone:

fSeIBRE 27 fagt D Tl ) fw: dadifear Seeh fausta ufvads @ o (AMES)
gRkomy: Fondw

Tefur B fohed: IRR & I18R WYY BT HIRBT3MT o1 i
IaRad= ueor
IR IREED

UJ&r0T o1 fobe: hield TaRYH ¢¥e 34 fagl
o dRdfde

fSHcIHaRe 37 faar D ORIEOT B [ TUTRAT & TIRINITSC QAT Heh g URIeoT
(Shifad vroft 7 Wrgeoies uR)
TSI gu (H139)
TAHRH & I Aifad
gfvomy: SfAfEd

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

JUAS THHR W A igd Tal|

12 /24



& SeT e
AT gRAMSIS WTH & 3AR

Apuhlic

-5 ORGANON

Betamethasone / Clotrimazole Ointment

Formulation

THRT e &1 fafd: T9.81.u9. F:

3ifeH IR SIRT &R &1 dRIG: 04.04.2023

6.10 30.09.2023 610351-00019 Ugall IR SIRT R &1 dRRG: 08.04.2016
3dd:
a@ﬁﬂm:
IR L 98I Re)
TAIBTA & I S AGE |
frda Ty & ford duss L 29T
(TEHUISR) B3
gfomy BUTHD
arse fieRa siftaa (eiferam):
yramfa LRI (T)
TAIHTA & I . fa e
frda Ty & fod duss . 24TENR
(TEHUISR) B3
L IEIE BUTHD

Clotrimazole:

PRI
TEAIH A &b I

o g & o) Ius
(TEUISR) B3

oy

3T faruTaran
31T IR 1 71 g b 21
3dYd:

a@ﬁ‘mﬁ:
3(ARdT & UHIT

M R & e muyEl

arse firRa sifaa (eiferaw):
PR F YHTG

T

L 78 g

ORI B fh e USHH/[Ah TS fauTadar Shif-T uiem

IolTar: 8T (<)
TG & I FTd a1
RIS D

fewgolt: wes St AR & ST IR SeTRd

Tteror ot fore: yor-miey R fawm |
IolTar: <81 (<) '

TENH A & I T91 § Judh
RIS D

fewuft: ver St =Rt & Ser W snuTid

: ORie(ur B fob: Tep-Uidl grecTe fauTedar siea
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Y& ST e A

A SRAMSYS UReH & AR = ORGANON
it

Betamethasone / Clotrimazole Ointment

Formulation
THRT e &1 fafd: T9.81.u9. F: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023
6.10 30.09.2023 610351-00019 Ugall IR SIRT R &1 dRRG: 08.04.2016
IolTar: <81 (<) _
THH YA & I G I UDH
TR HUe®
TR R & AP R UG © G&0r 3 fveT: Yoy Rig faem|
golTar: <81 (<)
TAIBRA & I FTe T
LRI I ED
Clotrimazole:
3R B YU : UNequr 1 foped: Wiferdt / 3Rmy &1 Tl fae
golTar: <81 (<)
TRAHTE & IK: ARD

Jaan: LOAEL: 50 /i IkifRes UR
TROMY: Wi &Hdl IR UHTd |

MR RR & e mudEl e & o yor-mier g o
golTar: <81 (<)
TEHHIE & IR MRS
faswraras faureddr: LOAEL: 100 i/ IRIRS YR
Ui yor-THey g fawredn|, SXeiforie gvrE -1gt |

Tieon ot fpw: yor-miwy Rig] fasm|
golTar: <81 (<)

ﬁwﬁw NOAEL: 50 fim/faemm IRiRe 1R
Ui yor-THey RIg] fawredn|, SXeiforiie gvrE -8t

Tiemr ot few: yor-miwy Rig) fawm|
TSIl g (H139)

TAHRH & I Afad

faspraras faurdddr: NOAEL: 200 &/ IRie UR
gfvome: M RIY] & faer W w4 =1

Tteror @t fore: yor-miey R fawm |

TS G

TAHRH & I Aifad

fasraraTs faurdddr: NOAEL: 180 i/ IRie UR
gfvome: M RIY] & faem W wHE -1

ST faNToRTaT - Sfiche D ORI IR o0 T TR & SMUR TR Yagd BRI SR Ui
&A1 TR Ufdgd UHT ST WY ad e g1, uel R fHa m
T & YR TR fIH R Ufded UHId & 3 J9d §
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& SeT e
AT gRAMSIS WTH & 3AR

Apuhlic

= ORGANON

Betamethasone / Clotrimazole Ointment

Formulation
THRT e &1 fafd: T9.81.u9. F: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023
6.10 30.09.2023 610351-00019 Ugall IR SIRT R &1 dRRG: 08.04.2016
Betamethasone:
MR RRY & e R uyEl  Yolfd: SR
THAIH R o I AFGUREf J
fomraTd® fauTadar: LOAEL: 0.05 fFRm/fe T IRiN® 4R
gfvom: s Ry fawreddn, faudrel 3=t wi
goTifar: IT ()
TAIBRA & I G & J1d
[dpTaTHS fauTeadr: LOAEL: 0.42 firm/fa IRIRS 4R
o faeuarel 3wt mit
TSI g (H139)
THAIB A & I Hmf@m‘rfr
fomraTd® fauTadar: LOAEL: 1 firm/fe ImiRe 4R
o faeuarsi it mit
ST faNToRTaT - Sficher D U WR U T TR & STYR R A6 IR ufdgd gy &1 Wy
Ted i §1
STOT - Ushd SlifaH
JUAS THGRI R aNgd Tal|
STOT - SIgT SfaH

T PTelH a1 TRIgY TauioR (TR 3ifY, Ufereft o, 1a, d13ey ds, Y94, Sifigas Ui (Tedia

Tolg)) 3T Y T gl B
3dad:

Clotrimazole:

&g 3fagd
3ihad

Betamethasone:

&g 3fqdq

3ihad

U QRTS fauTeRaan
3[dyq:

ﬁgﬁﬁnm:

;R 1, etfeigerp 4 (Tsde o) }
: ief a1 TIRIGT SREU B R 3! (IR Dl THUH ugdn

Jhdl gl

L Uiy U, ufoRelt dF, 09d, UisHY s, Y, sfgad U

(TST T S)

: a?gfmqgmﬂ&r{&rwsﬁm-—sﬁ(m)ﬁw
UgdIdi gl
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Y& ST e A

A SRAMSYS UReH & AR = ORGANON
it

Betamethasone / Clotrimazole Ointment
Formulation

THRT e &1 fafd: T9.81.u9. F: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023
6.10 30.09.2023 610351-00019 Ugall IR SIRT R &1 dRRG: 08.04.2016

LU L 981 (XQ)

NOAEL : 5,000 mg/kg

TAIBTA &b I ;

fram g & ford Tuss Do2yr

(TFIUISR) gl

arse fieRa siftaa (eiferam):

gl LRl Q)

LOAEL . 160 mg/kg

TiH T & I SR EUGKSE|

o g & ol Ius © 90 Days

(TRTTISR) g3

gl LRI Re)

LOAEL ;. >=1mgll

TRHTHRH & I DI T (YRR g H)

ford g9g & ford Tudh : 4 Weeks

(TRITTSR) gt

T :  OECD Utdierur femnfad=r 412

Clotrimazole:

Tt G RO

LOAEL : 5-40 mg/kg

TEAIH T &b I L I U

o g & o) Ius 3 Weeks

(TRITTSR) gl

&g 3AHqgd Dol

3R : oS, fsf3i, Awifw, ara

gl LR (e

LOAEL . 10 mg/kg

UGB & I e

P g7 & ford Iudh 18 Months

(TTUISR) g ' '

&g 3fqgd R, Tet, siftrgae iRy (wedaa wis)

EEIG] gl

LOAEL : 25 mg/kg

TAIHTA &b I ;

P g7 & ford gudh © 6-12 Months

(TTUISR) g ' '

&g 3gag L gD iR (TESHT S)

3R L Y §g1, YqUl, It
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Y& ST e A

A SRAMSYS UReH & AR = ORGANON
it

Betamethasone / Clotrimazole Ointment
Formulation

THRT e &1 fafd: T9.81.u9. F: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023
6.10 30.09.2023 610351-00019 Ugall IR SIRT R &1 dRRG: 08.04.2016

Betamethasone:

PRI R CRR )|

LOAEL © 0.05%

TEh Y & I . T Y 9UD

o g & o) Ius © 10-30d

(TRTAISR) g3

&I 3aud : Uigy Uiy, frelt &, 79a

gl EYIN9)

LOAEL © 0.05%

Tl & T L Gar Y ud

fods I9g & ford Iudh : 8 Weeks

(TERIUTOR) gl ‘

A& 3{qaq D YIRAY e

PRI P HED (HIZY)

LOAEL © 01%

TEAIHTA &b I g U

P g & o) Ius : 8 Weeks

(TRIUTSR) B3 _

&I 3dgq L YRAY e

I -l

LOAEL : 0.05 mg/kg

TEAIHTA &b I ;

frda Ty & fod Ius . 28d

(TRITTSR) gl

&g 3fagd L e, 4TSHY e, Udad Y (TedHd wWiE)

AT WRT

JUA] SHHRI W aFffpd gl

TG SiRaW & 1Y U

3HdUd:

Clotrimazole:

Y U L TR Tl (XTM), gorel, BTa IS, ST, aret

[RUGESE L IR IR aeh <, Adell, Ie<l, g5

Betamethasone:

Y RT TG0 BT L TeT 3faga; 3figad Y (TESd de)

CEIRE L TR aran, gRfew, S
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GR&T SeT e

AT gRAMSIS WTH & 3AR

Apuhlic

-5 ORGANON

Betamethasone / Clotrimazole Ointment

Formulation

THRT e &1 fafd:

TY. 31U, Fa:
610351-00019

6.10 30.09.2023
12. uiifRufaea JE=r
urfefRufa® 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
¥ o ST STer uerd: Sfd qemiford iR
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 Tg & o Hudh (TauioR) g3l 72 h
X o ST STer ugrd: ofd qEriford iR
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 fpa Ima & 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
arse firRa sifaa (Getferm):
B ENIEARELIESKI - LC50 (Oncorhynchus mykiss (W ¢l3<c)): > 100 mg/l
P Imy & ford WU (TaIUISRR) §31T: 96 h
THT: OECD Uterur fE=mfAdsr 203
SBT3 SeXfed . EC50 (Daphnia magna (dTeX h)): > 100 mg/l
STereR fauTaan P gmy & ford WU (TaUIoRR) g3 48 h
T 3 3.4 S e fdw 202
aTel/STelTg el oY fasTadar NOEC ( Pseudokirchneriella subcapitata (83} RidTet (Tesih)):

100 mg/l
P gy & ford WU (TaUIoR) g3 72 h
T 3N 2.4 3. e Fd=r 201
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Y& ST e A

A SRAMSYS UReH & AR = ORGANON
I"Il'

Betamethasone / Clotrimazole Ointment

Formulation
BT =ne o fafd: Y. 8109, AR S TR 9R B3 DI GRIG: 04.04.2023
6.10 30.09.2023 610351-00019 UEd! OR SR} A Bl dRIG: 08.04.2016
Aol & fauTedar (RReifees @ NOEC: 1,000 mg/|
[CLIESED) o g & ford Tudh (TauieR) gl 28 d
SIS Oncorhynchus mykiss (W c¢l3Q)
ST g 3= dexfed : NOEC: 1,000 mg/l
ERERSELICSEIREREAINED P I & ford WU (TaUIoR) g3 21 d
[ELIESED) U Daphnia magna (dTeR Uil
Clotrimazole:
EENICARELIESEI] : LC50 (Brachydanio rerio ( SISTHRT)): > 0.29 mg/l
P Ima & ford WU (TaIUIoR) g3 96 h
TIHT: OECD URTefur fg=mfdsr 203
SHT Td 3 e-Xfed :  EC50 (Daphnia magna (dTcR l)): 0.02 mgl/l
STereR fauTaan P Ima & ford Tue (TaIUIoR) g3 48 h
QaTel/STelTg el Y fasTarda EC50 ( Desmodesmus subspicatus (8<1 R1aTd (Tesi)): 0.268
mg/l
WW%@W(@@W)E&H 72 h
NOEC ( Desmodesmus subspicatus (EQQI BICI] (Qc_\rﬁ)): 0.017
mg/|
WW%@W(@@W)E&H 72 h
TH-Thaexy (SATUTe Sfear 10
[ELIESGD)
SitaTupsf | fasTerdar : EC50: > 10,000 mg/I
fora™ Tma & ford Tudh (TRTUISR) g3 3 h
RIEU Dt fh e HT-URar § FhIdc
Tt 3 3.4 S e A= 209
a3t @l fauredar (RR&1feies ©: NOEC: 0.025 mgl/|
farTRTa) ™ T & ford Tudh (TaRTTIeR) g3l 32 d
T Oncorhynchus mykiss (w cl3Q)
epr: 3EHSL. ¢ w210
ST Td 3= Hefed . NOEC: 0.01 mg/I
STereR v (RRe1e® o wg & ford Hudh (TauioR) gofT: 21 d
[ELIESED) USTTfd: Daphnia magna (dTeR Uil
T 33 e Fdwr 211
TH-Thaexy (RRepfer SRk © 10
[ELIESED)
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Y& ST e A

A SRAMSYS UReH & AR = ORGANON
it

Betamethasone / Clotrimazole Ointment
Formulation

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

UEd! OR SR} A Bl dRIG: 08.04.2016

TY. 31U, Fa:
610351-00019

6.10 30.09.2023
Betamethasone:
SHAT T 3 e-Xfed :  EC50 (Americamysis (3171 ISTIfd)): > 50 mg/l
STereR fauTaaan o Tg & ford Tudh (TaUIeiR) §3MT: 96 h
QaTa/STelg Uiel f fawreddr ¢ EC50 ( Pseudokirchneriella subcapitata (Eﬁ BIEI] (Qc_vﬁ)): >
34 mg/l
P Imd & ford Wue (TaUIoR) g3 72 h
T o 3.3 . 2w A= 201
fewoft: facradr &t i W S fquTadar T8t
NOEC ( Pseudokirchneriella subcapitata (Eﬁ BIECI] (Q(-_\:ﬁ)): 34
mg/|
™ Tma & ford Judh (TaITIeR) g3 72 h
T ot 3.3 2w fAdwr 201
fewoft: facradr &t Hid R oI5 fquredar T8t
a3t @ fauredar (RR&1feiee @ NOEC: 0.052 mg/|
ICLIESEI) fordm Tma & ford Tudh (TaRTTIeR) g3l 32 d
T Pimephales promelas (W@E ﬁﬁﬁ)
T o 3.3 8. e fAdw 210
NOEC: 0.07 ug/l
e Tma & ford Judh (TaRTUISR) g3l 219 d
T Oryzias latipes (\_rlTCrFﬁ fISW)
TIBT: OECD TRIET feRIGRT 229
ST Td 3 e-fed : NOEC: 8 mg/l
SR fauTeRTan (RRep1f® o wg & o Hudh (TaioR) gofl: 21 d
[ELIESED) USTTfd: Daphnia magna (dTeR Uil
T o .3t . e fdwr 211
TH-Thaex¥y (FRRepiferd SRk : 1,000
[ELIESKD)
RITRIE 3R SraspufoRrdr
3dyd:
a@ﬁﬂm:
Wifde SfAshHUM P &HAT  © TRUTH: YA b HTY Urcpfcich iieh & SHacbHUBRY

EfSUSfaa) 7 8F arar

Sfdd THAUET: 31 %

™ Tma & ford Tudh (TRTUISR) g3iT: 28 d
TPBT: OECD Utequr fe=mfAawr 301F
fewuft: ver St Rl & e W snuTid
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Y& ST e A

A SRAMSYS UReH & AR = ORGANON
it

Betamethasone / Clotrimazole Ointment

Formulation
BT e &1 fafY: TY.31.09. AR ST IR SR SR Dt dRRG: 04.04.2023
6.10 30.09.2023 610351-00019 Ugal IR SR R B dRIG: 08.04.2016
arse e sifaa (Aeiferaw):
A AT BT & : GRUTH: I & H1Y UTpfded dRic Y SfahHUBRI
CRIEPS N EEEEISI

Wfdep 3ITHHUET: 31 %

o wg & o Hudh (TaioR) gofT: 28 d

Clotrimazole:

g A RRAT : OTdrT AN 50 % (242 d)

Tyifaa Sfee J=aua

3d9dq:

Betamethasone:

faUTS T[uries: (T : log Pow: 2.11

Sigera/art)

gt o wfa=fteran

3T IUAs gl

3= yfded yuE

3T IUA el

13. fFger ifgard

freR & e

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

2fa afd © 9T fEsal &l A B g8 A B aralt BaTaet A g ar
T & ford o oma|
3R 3T fafAfEy =161 fovam mam: sgad Idre & U &
fAuem &1

14. URag= a1

ieRTga fafraw

UNRTDG

UN AR : UN 3077

Ar9e &1 9e AW : ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID,
N.O.S.

(betamethasone, clotrimazole)
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e SaT e A
AT gRAMSIS WTH & 3AR

Betamethasone / Clotrimazole Ointment
Formulation

= ORGANON

TeHIuT Tened &t fafd: .31, AR A IR SR SR B ARING: 04.04.2023
30.09.2023 610351-00019 Ugdl! 9R ORI &R &1 dRI: 08.04.2016

a1 9

e U I

NE] 9

JOieRU & for) WaR-Th Cogl

SRR

35 € &t T3 oft 3R

g T/ 8T TR UN 3077

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

(betamethasone, clotrimazole)

aif : 9

e U I

NEN] :  Miscellaneous

fsamact ®l feemd @RM 956

EESEE)

%@Wﬁ"fa%’r%arqﬁ @i gas : 956

W%%ﬁw Cogl

(&oTed)

3ME TH B Si-+lis

UN &R : UN 3077

raeq &1 9g 9 ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID,
N.O.S.
(betamethasone, clotrimazole)

aif © 9

e U Sl

NE] 9

EmS dfgar . F-A, S-F

L U L g

IMO SUBVN & AR UH ﬁ gfiagd &

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

IyuRTERdat & fore faRiy grawnfaar

Tgl fou e ufag aviferur Had gemT & Wil & ol §, 3R ThHE ¥U ¥ 3Fids Al &
0T IR 7T § o b 39 gRar s1et Xiie & ek sHe1 aui foan mat §1 uRag &t fafd, Tae
3R, 3R &g a1 <=1 & fafrgmt # fafdearalt & SrgaR uRae arffe<or - 8 I&d 81

15. faframae Ja=r

uerd ot fayor & e gRam, Wy, 3R wafaRur & fafamfaum

39 ITeA F 3aud fAmfrfad sra= v ¥ gfua &

AICS

o fuffa =Y
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Y& ST e A

A SRAMSYS UReH & AR = ORGANON
I"Il'

Betamethasone / Clotrimazole Ointment

Formulation
THRT e &1 fafd: T9.81.u9. F: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023
6.10 30.09.2023 610351-00019 Ugall IR SIRT R &1 dRRG: 08.04.2016
DSL o i 78
IECSC o fuffva =Y
16. 3= JAT
LY ot fafy ©30.09.2023
Sfafvad SR
el 2fie & Jovaq & ford : &= HTd SDSs, OECD eChem ¥ 3{idRe& dd-td! Sel, Sel
PRI R GRASIER] qIéd Wiet alRoms gt g IR Tei,
http://echa.europa.eu/
faie urey . e amad
3 AHURE & quf ary
ACGIH . gudu| ACGIH HHRET A (TLV)
IN OEL YR B ufkaw § oo I gerf ot srafd & wR
ACGIH / TWA : 8-Uc, GHY- qu 3Nd
IN OEL / TWA C gHg i 3id
IN OEL / STEL © 3{Uplfeld IR0 AT

AIIC - STEfIe YAl Bt Sieiorrs &l ANTT - Sford 1 g Yl aRas Tordl; ASTM -
ARt It uierr FRIRIET; bw - STaT BT Go; CMR - BRI, Geol-d IT Uoi-+ favar; DIN -
THA AFS IR0 IRIM & o AF®; DSL - ‘aiqua%fa?ﬁ(mm) ECx - x% Wfdfehar ¥ ST
TahaT; ELx - x% Ufdfohdr I St ST &; EmS - HTUTdbTe Uegd; ENCS - IﬁWBﬁTW
RS Terd (STAF); ErCx - x% s & Ufdfhd & &1 e, ERG - SUddIa ufafshar
MES; GHS - AfY® TR W W Red; GLP - 331 TANTRIET YT, IARC - $¥R R ¥ & oy
;‘g}_jﬁgﬁﬂ@?ﬁ IATA - RIS g uRae THIRIGRI, 1BC - YN W H aeReiey IR ardt
[ % T SR IudRur & faw HfgT; 1C50 - 31T 3w ad RIS Adhg; ICAO -
RIS AR faAA T3, IECSC - I # Hieal IS Uerdl 3 3dedl; IMDG - SRy
FHE WIS HIS; IMO - SRS FHsl W6, ISHL - 3T Re&f 3R WY B (SIUH);
ISO - AF®IHRN & T SIaRIFI W16, KECI - HIRAT HIS[GT T 3-dedl; LC50 - TR0 el
B 50% P Ulddh Hbg; LD50 - UH&UT HEIEl BT 50% HI Gl GRID (I °ldd RID);
MARPOL - SgTSll & UGNUT &1 AU & oy SIeRTPR F9e; n.o.s. - 391 AP F8T; Neh - foreft
708, NO(A)EC - 3@did- 7 fohar ar (ufagd) wuEa ddba; NO(A)EL - 3f@adie- = fear
(trf%iw)umaw NOELR - TR-3{qAI-a1g UG AGH &3; NOM - TSRS Afddd Fm;
NTP - P10 fu-faq SiH; NZIoC - T8R! &t ol o $desl; OECD - SR e IR
9T TiTe; OPPTS - T YRET SR UgHU B HATE; PBT - TR, S1a-THATHI0T 3R
faured uerd; Piccs - TOEA SR IMrafAe uerdfl @t fibeidig 3ded}; (Q)SAR - (AETH®) T T
Tfafafy Yey; REACH - TRUTT T4 3R GG USiahRUl, edid, MASGR 3R ufasy uRkug &
ﬁﬁum(EC):i.1907/2006; SADT - W-diadT 3{qge aradT; SDS - YR&T Sl /ie; TCSI - argd
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e SaT e A
AT gRAMSIS WTH & 3AR

-5 ORGANON
Betamethasone / Clotrimazole Ointment
Formulation
GO Ry B fAf: TY.81.09. AR SifeH IR SR B3 B dRIE: 04.04.2023
6.10 30.09.2023 610351-00019 Ugel SR SR R 1 IRRG: 08.04.2016

IS Terd gdest; TDG - WARA HId &1 URdeH; TECI - UTSas HISaT I 3dedl; TSCA -
fauTet uerd = sififaw (Tge Isa SfkeT); UN - §gad J1F; UNRTDG - BIM®RS MM &
IRTET R YK Y BT BN, vPvB - Igd R IR Tgd a-THABRUT AG; WHMIS - HT-
RIc WaRATb AUl =T Jomat

U & ST T | SUS THIRM BT dRG B ¢ T THSRI gAR I, THSHRT SR 3y &
SIIR TE! § | TSR Bl RI&T 11§ JUIEH, TN I3, Uil A, T =, URag He,
fAYe o3 JUT Be+ & oI Sad Anfex[ & =0 § fewmA fovar mar § qut {6l UeR &t ard a1
T[OTaT T fAfERT 181 [T SITE | Juds Sl T SHeRI 59 SDS & XY IR ggar Tt had
fafry areht @ Tefid 8 aur sDS wrlt &1 fhelt o Il & Tate o a1 it o ufshan &, 5|
I UT3d H T FdT91 7T &1, TRNT & WR 94 el 81 Tabell ¢ | It vriiansii &1 arg 811 W, waied
¥ ifaw IdTe & SDS-T & JUGHIT HT MHT B Ted 2Sd B, YANT B, Uishar d
TUT T TR & 30 3fiE &1 3 ARy e & SR SR Ryl &t weten e a1fgu |

IN/HI
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