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1. ITE Ud HHI Bl Ugd=

Terd M *  Betamethasone (0.05%) Cream Formulation
frafansmyfdeat

! * Organon & Co.

Ydr 30 Hudson Street, 33nd floor

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

B " +1-551-430-6000
STUTABRTA CATBIA TR . +1-215-631-6999
3-Hel 1 Ul *  EHSSTEWARD@organon.com
TR o) Ry o ufaey
ReAaes yanT ;o ofwefig
ITINT R ufaey v s i i
2. @a¥ B ugaH

fomfor, vesRU 3R & SITd WaRATS 9T fradTaeil, 1989

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

Sit. 9. 8g-auffevor

EEEIACNIESG : faumT gat

ff3ra deg-of g fawaaar  : faum ¢ (digw #fY, uferefht @, T, ursww e, Y94, siftgas
- IRIGA 3REU PIRICSHERENS))

Ade1fere (ofivh) S @ar ¢ faumT g
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Betamethasone (0.05%) Cream Formulation

THT e &1 fafd: T9.81.u9. F8: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023
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Tohd Teq LRI
BT et e © H360D 3foTTd fRIY P g1 ugan ¥l g

H372 <t STel= a1 TRIgd UadteR (Uigy HfY, ufereft o3,
HY, UTSHY Tl e, 3iftiges U (TS i) ST ol
TRIH Ugrd |

H410 STereR Sitad TR a1t uuTg 3R 1y g1 i fasan|

wgfourdl/qdfaeu™ §aM N

P203 IUTNT H3 § Ugd gt JRe e &1 ura 3, g 8k
RECARVNE R

P260 Y/ YU/ T/ TR/ HTU/RTY BT T gRT TG0 A1 B3 |

P264 TATA & §1G @dl DI 3! g U

P270 39 IdTG DI TN Hd FHY GHT, UHT a7 4G Jd B |
P273 TTATRUN § BT ¥ URER & |

P280 I&TEH T/ I 3R 3 T/ &0 U |

3TN

P318 3R 3R g1 IT for=t g1, feraa<fia geireg 2|

P391 BAPId UHAd B |

HSTRUT:

P405 HSR ard HI

IGCIELYE

;m f&s BT FuerT Wied 3t SRuvia dREM o
|

3= g1t et uitoms ey arffewor 48 giarl
&I

3. 3Gl BT HUSA/SITHBRI

Terd/frsior . Ty

3[aad

S A DT () - TR | TS (HITRH) (%
wiw)

TS 8009-03-8 >=20 - <= 30

SHHYTAIIFA TR 541-02-6 7

TARIRe AHRERE 123-94-4 3

4-3AR)-3- gt ra 59-50-7 0.1

Betamethasone 378-44-9 0.064

4. iy fafeer & Iurm
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Betamethasone (0.05%) Cream Formulation

TTHI TRmeE ot fafd:
4.2 30.09.2023

3ifeH IR SIRT &R &1 dRIG: 04.04.2023
Ugal SR SR} A Bl dRIG: 17.05.2017

Tg. 31U, Fa:
1682149-00014

3{TT) T3 & ARy aRih

3T I & o faRIY s=1g

BIGIRESIR . 3R ¢HeA 81 91 d8iad ol A @ dl AfSHd WIh ¥ qalg B
q &1 TG Xg 1 b1 & aR Rl o Fafeaita varg o
3R Y1 gRT TgUI Gl ST D g G gRT U8l A fordn i, ol reft Gefl ga1 & o S|
fafcita ggarm o
3R 91 ¥ YU g ST . qWd g W, R @91 Bl T IR Igard U I T B |
T a%d Td Jd SAR |
fafeita ggar |
GUIRT ¥ Ugd I 41U
. QYT & B d 9§ §d 1 3wt ke il
TR 3G § U g ST D gaur (TR & forg 3irl &1 urt 9 ey
e e I B 3R oY X8, Ot Rl geam ||
3R At feran smg : gfg AT S, 96 ORd 9d #1
faf<ita ggam o
U & Y Hg 3! ae el HRd|
oY Tgaqul qeor 3R L ofaTTd Y] BI g1 Ug A Wb g
TUIG, G ot SR 38t a“rﬁmqgmamwéﬁwsa‘ﬁr(ahm)ﬁw
T fafdren & TRemr : mummmﬁaﬁaﬁ&mﬁv&nwmﬂhm%n qT
SR B} UG 1 TR T 7Y afdads JRETEHD ITHRUT
BT IYGIT BT AT (TS 8 37 )|
fafrcrs & o g L Qe SR TR ¥ SRR R
5. 3R UM
I9gad =M= difgar T R
Tasmgia-ufeRiet g
BT ST HAZS
/T AT
A (M) GIA S THY ¢ IF
PR F SRA ARy @R+ uTT gaT ufed fawhleds fArgor a4 B
T8 IATC] BT YU WA & foIE Th W1 81 Tohell g
AP &g IdTG! L BHRE RSy
BINCARREICIES]
PRGBS

. g RS OF TanT o3 o R R SR -

JTATARUT & 3% i |

T [Sadll D1 381 HRA o oIl FH-BeR BT YA R |

SR U1 1 YRIE g Al 3T & & I &ifage deR FHara o
EURCARCINIERE I

L 3T T O WR, W99-Ffd 41 IusRur ugH |

it Y& IUHRUT YN B |

6. 3Tp AP fYehi Surg
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D AU, ReMATd ¢ (Aol IETAS USRI YA He |
JUHRUT TUT STATIDTA WRiEa Fefeim sl (WS 7 37 ) 3R afdarTa qRem Suaon
Ufeharg & AG! (TS 8 ¢W ) B 3JUTeT DY |

qgfaRuity Fraenfar . gIdTeaRul H Bie ¥ URER He |
g HRA1 QRI&, SR 31 R1a a1 Setepta Hi Ak |
T ¢ T U Dl @1 Td AT
gfe Agayul SABIG U T 81 Udb, I RITT UTTAHIRAT Dl
gferd &1
THTE HA AR B (G | SADE Bl o & o8, T HR A1 dagH gRT 3RId fosy A
& Uald td Wb THEd |
R a1 A1 fafaw 39 verd &1 foRfa ik Mo &3 &
o AN &) Gbd B, T1Y € I ATy 3R 3MmgeAy | ot st
&9 yerd &) Refls o gwrs o ST 3 9/ §Id 81 319 &t

fufg 31 8 i PR farfiom e 8ia €
39 THSITH & SFHIT 13 3R 15 o VM T7 AP Reprgr<
P IR H BRI UGH Hd g
7. FETA iR HeRUT

ddHIs! I L U (THRIORR) ¥ §99 & FEaorAsh g9 o HmT & dgd
SolifafT Iurg ¢ |

RIFNT / P dfca’HE L 3R YT Afeaw Sudsy 8, a R ey dfedsH &
1Y ITAT B |

QR g1ye & forg . @A HUS R ATRRA S

graytfar Yd, YU, T, JUR, HIY, T &1 99 q a1 J |
A A7d|
3Gl & Y s J URER B |

GaTe & 916 @l Dl 3BT e Y|
3B SRS TFdT 3R GR&M TAT3T & IR WHT, Sl
HTIRI TIUIGR 3fhel UR TR 8
food B! HY PR 9¢ HIP @ |
T SdIGA I TN HRd T 1, YT 31 AU Jd He |
FoAD, Idic 814 T b Bl oyl I, 3R wafaRur § 0 I
HH O 3|
3UYe IdTG! ! I 7 T d

R YeRU & URfUfcr © 3rdT IR ¥ dad bt gu fosal & 39|
YR drd H1
Y P GG DD G |
fa=Iy Wty fafodl & SAR SR A1 |

39 Uerdf ¥ 9 - fFufafed yeR & diede & 919 939
GIEREIERICRUIBRUE LAY
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8. Sy ferdmror / feit gRam

FTIIYT 01 & A & 1Y 3agd
3qud T (bY) | A UDR ez urera / YR
- TR (3IR&TUT BT Rt
TPHR) HITCIA
Uelferad 8009-03-8 TWA (@R) | 5mg/m3 IN OEL
STEL (dUR) 10 mg/m3 IN OEL
TWA (&g 5 mg/m3 ACGIH
o T i)
RIRIRT AR Re 123-94-4 TWA (&9 10 mg/m3 ACGIH
o T i)
TWA (4919 | 3 mg/m3 ACGIH
37
4-3ARI-3- AU 59-50-7 TWA 200 ug/m3 (OEB | 3fidRep
2)
Uied 31 9| | 100 pg/100 cm2 | 3fidR®
Betamethasone 378-44-9 TWA 1 ug/m3 (OEB 4) RIGIEG
AR STHSHRT: &l
| oie &t 4 | 10 pg/100 cm? | iR
3Uge Msae &I nfiue Haeht ueef Wwmg
3ayd I T T (B¥) | 5 PR fAE=T g / YR
- TR (3IRETUT BT Rt
UHR) HIACIH
BHdSERS 50-00-0 STEL 2 ppm IN OEL
3 mg/m3
SfaRad SH®RT: i ArFa
TWA 1 ppm IN OEL
1.5 mg/m3
Jffaftad SHHRY: Tfer Arg H1RASH
TWA 0.1 ppm ACGIH
STEL 0.3 ppm ACGIH
goli=rare fAaon O W R A SR AT el (SR, SiuH-U AU

fSarg) # GfTenT &1 WYl Aeh o oY Iugad JAbUH
Mgl Tt € [ & Fafd & & forg Sugea
AHyr Mffeal Ta wR e 37 & e ok sifFdfa et
¥ fore uRR & yome &1 e & o siawus § (99, s
R ¥ aogH H=aiiT, RR HeR ¥ Ham-arg did & a1
U@ 3T3C 7S, BAGR THAOR |

it St fdzmn ) ofeR feoe grr wffad e
LY 3R ITe!, ST, 3R gafaror &1 3em & g GMP &
Ragidl o IR Haferd foar ST arfgul

Sffard = u ¥ fordt geft Jura &t SrgAfd el ]
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Betamethasone (0.05%) Cream Formulation
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s¢ TR Rew a1 AU Menfifedl &1 saard B3|
foreit 59 &t I el
o1y Yot =g L TR vl R e dfedwq Iudsy 78 § a1 TRyuioR
3T SRR faen-FHdw & aex TeuioR Uelid Hvdr g,
Al R GRET BT ST D |
flheer UPR © Igad fFH I, SBTei-d /AT Tl HTe-db ary YhR
g1 Taeh s
garef A gE
femofi 399 WG R foaR &3
Sirar dadht sama L 13 RS a1 T o 1Y GR&T I=AT UgH |
3R ST & WIS a1 TIfafafy & oot ot fRufear, o a1 wRie
A g, Ot ST e ugH |
3R Yd, S, T7 TR & AT WY 9 b1 FHE1 81,
TRiTee a1 IR gR BT 37 W& U5 |
@1 Ud TIRR G4t g9 : gl g1 YINTRITC BHIc H HTH B
IR 91 B! gl A §91d P ol P o Tat B & SMYR TR
fSoed o) |
IYTfad gfid ®us MAdTaq & forg Sfad Sinfoi dadb-ia! &1
AT B |
o dl Gee U : 3R A IUANT & SR THIT P U | 3 Bt YHIET 2,

@ BHTH B & WM & BT 3G O B yoferr iR Jrem
QTR YT HY |

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

T HUS! B O F T8 51 R I SaH T B

gfaem & uyTdt daraH o Seiifafe fAa=o ot gefien, Ifaa
I GREM JUBRYT, IRId ST IR ufk=ite uferarst,
NS Tz AR, fafee AR ok arime

[BEELCIRSEINRIIB RS ICITHY
9. Wifa® Td Traf~® 1T
fagrae L oBE
il S T
gy SIS IR |
Ty BT gl SIS IR |
o © 3T IUAsy gl
fUge/ds &1 argaH G IR |
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IR Iga S fdg/ Iaa  © SeT Judsy ol

I I
e faig : >933°C
B B R D TN TRl
IR (31, 9 ) D SHaRITEdT & W & =4 H Ffferd et
SaeRITedT (R uerd) R o i o
I fawple T/ SR Sl IuAs el
AR T (30
ToHfafee! formie)
FH fowpie diar/ e 8l IuAs e
SaARNAr ST (TSR
Tadfafere fermie)
Gl RG] ST IUds g
Jrief T T D U
108 g7 D ST IuAsy el
T 8l IudAs el
| faaadn 8l IudAs el
fayTS TuTies: (T . YA TRl
gAY
3eIs =M &1 aruHH ;o1 Iudsy et
YT B dIAH © ST JUAs g
g (iR
frpIfict sAafed R
faepies urRaya . fowples =t
SHIRABRUT & ORGHIT : 39 uerd a1 fiyu & SiRfieRS Fiffed el fear T g
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10. fRRar auT ufafssaar

PIGEIN : ffforamRiiaar & @R & U B arfidd el |
T fRRAT D g R A RR B
g ery ufafeparsit : 9T gaT # fawple g a1 It g
A SRl R Toic! & WY URIfpaT IR Iobel 3|
33 dIUHM TR WaRATS 309 IdTG! &1 T3 g |
g9 uRfufaat T o< 3
ST ATt D SiRfieRuig Teleq
3Ee yerdt A wifaw
I e . paseEe
11. fawmasnfora g
TRF SREUN (TRIUOR) $ R @9l ¥ ¥
H DRI frer
3@ § Iudh
GIERCLIESEIN
JUAS THGRI R aNgd Tal|
uard:
GIER SEACRICSKII : SfferaTelt faNTeRTaT SIHT: > 10 mg/l
T T & ford Fueh (TeRIUIeR) g 4 h
URI&T ATATaRT: Ye/HaiaT
WIPT: TUET RIBT
AdYUd:
a@ﬁ‘mﬁ:
GIERGIIRCED © LD50 (IET (}2)): > 5,000 mglkg
TPBT: OECD Utefur fa=mAar 401
fewuft: ver St gEfEt & a1 W snutid
dig =ity fauTadar © LD50 (FET (}2)): > 2,000 mglkg
BT OECD Uteur fezmfder 402
3ficre: uard a1 s Bt Hig T SfRIe fawTadar et §
fewuft: uer St a1 W nYTiRd
ELLEIDRHIBERIE IR RIE SR
g M fawradar :  LD50 (I8T (}2)): > 5,000 mglkg
GIEE S ERCRIESG . LC50 (JET (RT)): 8.67 myll

P gmy & ford Tudh (TaRTAISR) §3MT: 4 h
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Betamethasone (0.05%) Cream Formulation
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TRI&(0T ATcTaRUT: Yei/paiar
TP OECD uﬂ&rw%srrﬁé‘smos
GIEECEIRAELIESGI . LD50 (GXRD): > 2,000 mg/kg
Sficra: uard It e Bt Hig T fRIe fawTadar T8t §
frafafiva aHdRe:
g e faTaddr . LD50 (JgT (X€)): > 5,000 mg/kg
TIBT: OECD URIEfUT fe=mfAd=r 401
femoht: we SR IR & SeT IR 3neTid
GIERSEIRAERIESE . LD50 (FET (}2)): > 2,000 mglkg
femoht: we SR IR & SeT IR 3neTid
4-FR1-3-fryrgata:
g e faTaddr LD50 (AN (AT3¥)): 600 mg/kg
GIEE SEACKIESKI : LC50 (F8T (XT)): > 2.871 mg/!
WW%@W(@@W)E&H 4h
URI&(0T ATdTeaRUT: Yei/paiar
GEECEIRAELIESG LD50 (IET (}<)): > 5,000 mglkg
Betamethasone:
g Mifaw fasradar LD50 (ZET (R<)): > 5,000 mg/kg
LD50 (N (AI3)): > 4,500 mg/kg
GIEESEAELICSE . LCS0 (I8 (XT)): 0.4 mgll
o Tg & ford Tudhs (TaRUioR) §3MT: 4 h
a1 & foe erereeq
JUAS TSGR W A Ngpd Tal|
3d4dq:
a@ﬁﬂm:
IS SR Ra |
GREA ©  OECD URtefur fe=mfd=r 404
Rkome : O H A el
fewuft T o gl & Ser W erid
SEHYIAIIFASTRIAaA;
PEIIG] G | B
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Betamethasone (0.05%) Cream Formulation
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giomg I H odd ot
frarfafye AARdRe:
I DRI
gfRomd N R A NE |
feuoft D U o grEiEl & ST W SuiRa
4-FARI-3-FruTsaha:
I DRI
RG] . OECD URtefur fe=mnfrd=r 404
gfkomg . TYR® QY ¥ °e & TIIUIOR & dIC
Betamethasone:
PG| D WM
gfomq . gAd! Il G Bl Slaq
iR A7 afasdes
JUAS THGRI W T Ngpd Tal|
3dad:
ﬁaﬁﬁmw:
PG| D WM
T :  OECD Tigfur fa=mid=r 405
gRomd 3G A Se T8t
feuoft D U o grEiEl & ST W SuiiRa
SHERUYTTAHTIFAY TR g
Tt G RO
gRomy : 3{IEl § S gl
frafafya MR
TSATfel R C R
gfome © 3T A SIa T8l
fewguft © T oI GrARET & ST WR mutid
4-FAR)-3-FruTgaha:
ToTTfa G RO
LRG| . OECD udierur femnfad=r 405
oy © 3G R 3uRad-g uHTEa
Betamethasone:
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Betamethasone (0.05%) Cream Formulation
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Sl R RN

gfume © 3l | o gl

o g1 THST GATGTHUT

T B PRIl

SUA TSR R Fffhd 8]

YTT-UYTH D GITRTdT

YA TSR R Fffhd 8|

3d9dq:

ﬁgﬁﬁmw:

TRI&0 Bt . TR K

YU (THIUIER) & I A Y dUb

PRI Rl o

ufume L BUTHESD

feaoh U o grEiEl & ST W Sutia

SHEHYAIITAUeTRIaTRI:

A& &1 fbey L R fHp 1S TR (LLNA)

U (THIUTER) & IR A Y AU

EIIG] . Y® (A139)

ufRume L BUTHS

frafafya mwiRe:

&0 1 e . PR T

YU (TIIUTER) & IR D A Y U

PRI Rl foe

gfRume L BUTHED

fewuft TP o gl & ST wR setid

4-FaRI-3-fryTgata:

Tem 31 few . ARNRORA ¢

TU& (THIUTER) & IR A g D

PG Rl o

ihe O™ 9T & AHCROIRH Bt B F HHH &R Bt GHGAT
(IiaaTeleh) a1 a9d

Betamethasone:

TU& (TFIUTER) & IR i)

PRI ;R o
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Betamethasone (0.05%) Cream Formulation
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giomg . HAVR RIS
SHaTY] A9 "ETeHRid
JUAS THGR W T ipd Tal|
AdYUd:
a@ﬁ'ﬂ'ﬁ:
IERIEERINEESIEE L ORIEMUT Bt fohe: IS TR ¢ 34 facl
giRumH: HundHS
fewuft: uer St IERET & e W nuid
fSAICIB R o faar L ORiET B T TRl o THNITST GEN 1 Ui
(Shfad 9ToR # ArscioiHicd IRW)
TSI gu (H139)

UiTh M & I: SRS SolaRM
DT OECD TR0 fa=mfACT 474
GRUITH: BUTHD

feogoft: ue SRft It & Ser W snutia

SHEMUYTTAHTIFA TR

fSHcIhaRe 3 fagt L TRter B fohe: dacivar deeh faudta ufkad &t §ifra (AMES)
TPBT: OECD Utefur fammAeer 471
ECIRIERE I ED

GJ&10T 1 fore: hiHTelH TaREH ¢¥ 34 fagl
BT OECD Uteur fezmfAcer 473
RIS I ED

TR0 B fh: IRR & T18R WU B BIRABT3 BT Si
IaRad= uemr
RIS D

SR 37 faar L TRIET B o TR & TS T JEHAT N 1T URT&ur
(Shifad vroft 7 Wrgeoied uR)
ySTIfer: g1 Re)
TEHHRMA & I WG ST (ar)
TIBT: OECD URIefUT fG=mfAgsr 474
RUMH: BUTHES

e ot fre: SfRefa DNA FRawui(UDS) e IRR &
TR YR foraR &1 wifiemref afgd

TSTIfer: @1 Re)

TEHYE & I TG GRT TGN HAT

TBT; OECD Uterur feenfcer 486

TRy HUmd®
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Betamethasone (0.05%) Cream Formulation

THT e &1 fafd: T9.81.u9. F8: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023

4.2 30.09.2023 1682149-00014 Ugal SR SR} A Bl dRIG: 17.05.2017
frafafyea AARdRe:
IEBIEERIGEESIE] D ORIEMUT Bt fohe: IS TR ¢ 34 fagl
TBT: OECD Utequr fvmfcer 473
TR HUe®

fewuft: uer St IrEfEt & e W nuid

TR o1 frey: Sadifar Teeft faudia ufvad= o Sifg (AMES)
TPBT: OECD URTefur famAeer 471

LRI I ED

fewuft: ver St IEREt & IeT W nuTid

TR B fh: IRR & T8 WU Y HIfRABT3 BT Sh
Iafkad uieor

giumH: HundHS

fewuft: uer St IEfEt & e W nuid

4-FARI-3-FryTgaha:
IEBIEERIREESIE] Tl ot few: dadifear Seeh faudta ufvads @t §ifa (AMES)
Ruma: BUMTHED

Betamethasone:
IEBIEERIREESIE] Tl ot frw: dadifear et fausdta ufvads @t §ifa (AMES)
RUMH: BUTHS

Tefur B fobed: IRR & I18R WYY BT BIFRB13MT &1 i
IaRad= gdtemr
ECIRIERE I ED

GRJ&10T 1 fooe: hiHTelH TeRYH ¢ 34 fagl
gfRomy: ardfdd

foHIcthRIct 3 faal L IRIEU BT e WAl o TS e 1 TRI&
(Shfad 9o # ArgcioiHfcd uRd)
TS Oy (H139)
THHIE & I AfeS
gfvoms: SfHfdd

STHaTu] e TeToHRIC! - . 18T T goi- INTTY] HITRIHT IARATH & T & Ti{HR0 o
AiHT T T HRAT B

IUAS MR R aifferd g
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Betamethasone (0.05%) Cream Formulation

THT e &1 fafd: T9.81.u9. F8: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023

4.2 30.09.2023 1682149-00014 U IR SR A Bt dRIG: 17.05.2017

3dd:

a@ﬁﬂm:

LRI LRI (T)

TAIHTA & I . fa e

frda g & ford duss D 29|

(TFIUISR) gl

PIEIE BUTHD

307 fauTaran

31Tl I 1 81 Uge Shell B

K CRGH

ﬁgﬁﬁmw:

3R B YU TR0 B feeH: U/ fab TS fasTaddr whifeiT udieor
geTifar: T ()
UGB R & I FRTa oA
RIS I ED

fewuft: ver St IERET & e W nyTid

TR RR & e mudEl e & o yYor-mier Ry o
goTifar: T (X©) ‘
TWHHRE & I @l § I
o BUMTES
fewuft: ue it It &% et wR sneria

SHEHYTIAITIGA T ag;

3(ARdl & JHTG L ORIEfOT Bt foh: Gl Uil Ys e favTaddn sfera=
Ul 9gT Re)
TENHRM & I A ST (a)
WIHT: OPPTS 870.3800
TR HunES

MR RYF e uyEl @ g0 ot fow: Q il geded [aurdadr sfeg-
TSTIfer: @1 Re)
TENHRMA & I A ST (ar)
el OPPTS 870.3800

qRuma: FBUMTED

frafifa IM=Re:

SR & YHTG L TRIET B fohe: fquTadd T/l i URIeu & Jiy
QI S aTelt AT TR BT [ToTadT BT S
IolTar: 8T (<)
THHRA & IR: et o
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Betamethasone (0.05%) Cream Formulation

TTHI TRmeE ot fafd: Tg. 31U, Fa: 3faH IR SR} B D dARIG: 04.04.2023
4.2 30.09.2023 1682149-00014 Ugal SR SR} A Bl dRIG: 17.05.2017

TBT: OECD Utequr favmcer 422
LRI ED
fewuft: ver St IEREt & e W nutid

MR RYF TER R uyEl - G0 St fow: [Auedd gredie/[AeT $hi- U=l & a1
SIERT O ATl DT QRIS &1 fauTadT &1 sreag=
geTifar: IeT ()

TWHThRM & IR FHR71a o

TBT: OECD URIefUT fE=mie=r 422
o BUTED

fewqoft: v Sft It & Se1 wR snetia

4-FARY-3-FruTsah:

3(ERdl & THTG D ORIE0T Bt fohe: Uep-Uigl TS e favTdddn sfera=
geTifar: IT (X©)
TEh e & ;T o1
URUMH: BUTHES

TRRR & e mudEl : gem & i o/ [de et fauredaar Wi aiemn
golTar: <81 (<)
TWHThRM & IR FH1a o
Ruma: BUMTHED

Betamethasone:

TR RY & e wmuvEl © golfa: @RI
TAIHRMA o I AFGUREf #
fomraTE® fauTadar: LOAEL: 0.05 fimm/fem IRiRe 4R
gfvom: s R fawreddn, faxudrelt 3=t wi|

gTifar: T ()

TAIHRA & I @l & J1d

fomraTe® fauTadar: LOAEL: 0.42 ffrm/fa IRie HR
o faesuarsi ¢t mit

TSIl g (H139)

TEABTH & I wrﬂﬁﬁrq‘rfr

fomraTe® fauTadar: LOAEL: 1 firm/fe ImiRe UR
gRum: fauarel ¢t mit

ST faNTeRTa - Sfiched D U R U TR TR & STYR R f[Aa6 &R ufdgkd guTE &1 Wy
Ted fArem §1

STOT - T&hd ™
JUAS TSGR W FNpd Tal|
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Betamethasone (0.05%) Cream Formulation

THT e &1 fafd: T9.81.u9. F8: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023

4.2 30.09.2023 1682149-00014 Ugal SR SR} A Bl dRIG: 17.05.2017

3dd:

4-FAR)-3-FruTgaha;

3 L AT TR ST ST R Jhdl B

STOT - SIgT SfaH

a?a‘aﬂ?ﬂqmww (U UfY, gferel =, 79, UIge™ s, Xad, SHiigad il (TeiHd

S)) 3N I T Ugardr g |

3dqd:

Betamethasone:

&g 3faud L Oy Y, uforelt dF, 09d, UisHY WS, Xad, sfgad U
EERERENS)

b : a"rgfmqgmﬂmwﬁﬁws?ﬁﬁ(ahm)ﬁw
Ugard g

U G fauraaar

AdYUd:

a@ﬁmﬂ:

gt L gl (@)

NOAEL . 5,000 mg/kg

TEAIH T &b I ;

fpar g & ford uds D o2yr

(TFAUISR) ol

SHRYITHTIGA U CTRIA T

ot LR (XQ)

NOAEL : 1,000 mg/kg

LOAEL > 1,000 mg/kg

TEAHTH & I ;

RG] . OECD Ustefur femmfrder 408

frafafya ARRdRe:

gt LRl (@)

NOAEL - >= 12,500 mglkg

TG & I ;

oo THg & ford Tues . 84 Days

(TFIUISR) gaTl

feaoft L U oI grEiEl & Ser R SutiRd

4-FaRI-3-fFryrgata:

BRI L gRI Q)
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Betamethasone (0.05%) Cream Formulation

TeHIuT Tene &t fafd: .31, AR A IR SIRT HRA B ARIG: 04.04.2023
42 30.09.2023 1682149-00014 Ugat IR ORI A B dRIG: 17.05.2017

NOAEL : 200 mg/kg

LOAEL ;400 mg/kg

TAIH R &b I . e e

fpam g & ford Tuds : 28 Days

(TRTATSR) g3l

Betamethasone:

PRI G RO

LOAEL © 0.05%

Tl & T L Ear Y dud

fram g7 & ford Iudh : 10-30d

(TRTUTSR) gafl _ .

&g 3faud : Uigy Uiy, frelt &, 79a

BRI L gRI (T)

LOAEL © 0.05%

Tl & T D Gar Y dud

fods I9g & ford Iudh : 8 Weeks

(TRTUISR) g ,

&g 3ayd YA TS

I . Y@ (HI3Y)

LOAEL ©01%

TEhIH & I g I9ud

fram g7 & ford guds : 8 Weeks

(TERTIISTR) g1 .

&g 3ayd YA TS

LSl -

LOAEL : 0.05 mg/kg

TEHIH & I

frda g & ford Ius 28 d

(TFIUISR) ol

&g 3agd L e, ITSHY T, Ugad Y (TedHd WiE)

AT GeRT

JUA] SHHRI W aFffpd gl

TG SRaY & 1Y U

3d4dq:

Betamethasone:

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

CEIRRED : 3R e, , STe
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Betamethasone (0.05%) Cream Formulation

THT e &1 fafd: T9.81.u9. F8: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023

42 30.09.2023 1682149-00014 Ugat IR ORI A B dRIG: 17.05.2017
12. uiifRufaaa Ja=n
uiifRufas fauraadr
AdYUdq:
ﬂaﬁnm:
EENICIRCLIESE : LL50 (Pimephales promelas (ﬂﬁ%@? ﬁﬁﬁ)): > 100 mg/l
o™ Tma & ford Tudh (TaTUISR) g3 96 h
oXc forar 9 aTen gard: S g iRt

TBT: OECD Uteur fazmfAcer 203
fewuft: uer St IERET & e W nuid

SHAT T 3= Ae-3fed . EC50 (Daphnia magna (dTex Tefh)): > 10,000 mg/l
ERCHELIESG o Tg & o) Hudh (TaUIoR) g3l 48 h
¥ forar ST STer ugrd: Sfd qEmiford iR

fewuft: uer St IEfEt & T W nuTid

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 o ST STer ugrd: ofd qEriford iR
TWir: 3 3.4 S e fdw 201
femoht: we SR IR & SeT IR 3neTid

SWHiAaT U 3 de-fed : NOEC: 10 mg/l
ERERGENIESCINELCAING fpa amy & ford WU (TaUoR) g3 21 d
ICRIGTRIN USTId: Daphnia magna (3Tex Uil

e T o a1 erd: sra wEmEifod Siw

fewuft: ver St IERET & e W nuTid
SHRYITHTIGA Y e TRIA T
EENICARCRIESGS : LC50 (Oncorhynchus mykiss (Y781 TI3E)): > 16 g/l

fa amy & ford WU (TaUISRR) §31T: 96 h
feooht: facrar &t W w SIS v Tt

SBT3 SeXfed . EC50 (Daphnla magna (@TeR Te)): > 2.9 pgll
EECRELIESG P Ima & ford WU (TaUIoR) §31: 48 h
T &ﬁéxﬁe"r X = 202
fewoht: facaar & dm R &5 fauraddr T8t

QaTe/STelg Uiel &F fawreddr @ $3iRATue ( Pseudokirchneriella subcapitata (8<1 RaTd (Tesi)):
> 12 pgll

o Tg & ford Judh (TaUIoR) §3MT: 96 h
T 3 3 3 S e Adwr 201
feugoft: faciadr ot dar W B fasradar 7t
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Betamethasone (0.05%) Cream Formulation

TTHI TRmeE ot fafd: Tg. 31U, Fa: 3faH IR SR} B D dARIG: 04.04.2023
4.2 30.09.2023 1682149-00014 Ugal SR SR} A Bl dRIG: 17.05.2017

EC10 ( Pseudokirchneriella subcapitata (Bﬁ ard (T\f@ﬁ)): >
12 g/l

fordm Tma & ford Judh (TaTTISR) g3 96 h

T ot 3.4 8. Txe =1 201

fewoft: facraar &t i R o1 fquredan T8t

EICIYEI RACNIESEI : EC50: > 2,000 mg/l
foram THg & R Yudh (TeuIeR) §3MT: 3 h
WD ¢L/303 7.

Tl &I fauadar (RR@ifae © NOEC: 14 pg/l

fwTaRTam) o g & o) Fudh (TaioR) g3iT: 90 d
SIS Oncorhynchus mykiss (W c¢l3Q)
T 3N 3.4 S e A= 210
feuoft: facaar &1 T R SIS fasradar 78t

BT Td o JeXfgd : NOEC: 15 g/l
ERERGENIESCINELCAING o g & ford Hudh (TadioR) gofl: 21 d
[ELIESED) USTTfd: Daphnia magna (dTeR Uil

TWeT: o S 3 S e kw211
fewgoht: facradr o a1 R oI faTeddr 78t

fraffve AeRe:

EENIEARELIESEI] : LL50 (Leuciscus idus (g4 3f%)): > 100 mg/l
™ Tma & ford Tudh (TaIUISR) g3T: 48 h
fewoht: v SRR IR & Ser iR 3nerid

SHT Td 3 SeXfed . EL50 (Daphnia magna (dTex Uil)): > 32 mgll

STereR fawTaan fpa Imy & ford Tue (TaIUISR) §3: 47 h
1 fAdw 67/548/2 3.3, T o, dt.2.
fewoht: facmar & dm R o3 faradar T8t
TS o gl & Ser wR snutRa

Qara/sTad uiel o) faurgdar @ EL50 ( Pseudokirchneriella subcapitata (Bﬂ Qard (Qc_\rﬂ)): >
100 mg/l
P gmy & ford WU (TaUIoR) g3 72 h
ACDINECI G HUAT G CRER]
Tt ot 3.3 2w fAdw 201
fewoft: faciadr &t a1 W S5 fquTadar gt

NOELR ( Pseudokirchneriella subcapitata (Bﬂ‘xﬁ?ﬂﬁ (Q?rﬁ)): >
1 mgl/l

o Tg & ford Hudh (TauioR) g3 72 h
X T o a1 vard: Srd wHmEifod Sfw
T 3 3. S T kw201

fewgoht: facadr & T R oI fawTedar 78t
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Betamethasone (0.05%) Cream Formulation

THT e &1 fafd: T9.81.u9. F8: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023

42 30.09.2023 1682149-00014 Ugal SR SR} A Bl dRIG: 17.05.2017
mﬁﬁﬁw . EC10 (Pseudomonas putida (ﬁéﬁm tjj%?;'[)): >1 mgl/l
fepeT-1 FHa o ol HUeh (TgUToR) g3 18 h
fewoft: wep SRt FmfdEl & Set W ST
WA Td 3= Sefed : NOEC: > 0.22 mg/l
SR fasTadar (R o wg & o) Hudh (TaioR) gofl: 21 d
IELIESED) USTifd: Daphnia magna (dTex Ue)
THT: ot 3.0 F. 2w A 211
fewqoft: facraar &t i R o1 fquraaan T8t
TH ST It & ST WR sneiia
4-FaR1-3-fryTgata:
T3l B fauradar : LC50 (Oncorhynchus mykiss (W ¢13¢)): 917 pgl/l
o™ Tma & ford Tudh (TaRTTISR) g3 96 h
SHAT T 3= Ae-3fed . EC50 (Daphnia magna (dTcR Tit)): 1.5 mg/l
ENERACLIESEI] o Tg & o Hudh (TauioR) g3l 48 h
T 37t 3 & 2w = 202
aTe/STelg arel @ fawTeddr Z3{RAYo ( Chlorella pyrenoidosa (ﬁam PElGED] EFIWI%T)):
15 mg/l
o wg & ford Hudh (TauioR) g3 72 h
TP 3t 3 30 B, 2w = 201
EC10 ( Chlorella pyrenoidosa (dTd UsTifd &1 g=fa)): 2.3
mg/|
o Tg & o Hudh (TaioR) g3 72 h
TP 3t 3 30 B, 2w = 201
TH-Thaexy (SATUTe Sferar 1
[ELIESGL)
Sttarugsdt o fourerdd : EC50: 22.86 mg/!
P Imy & ford WU (TaIUIeRR) §31: 60 h
ST Td 3= Hefed : NOEC: 0.32 mg/l
SRR fasradar (Rre1fere P gmy & ford WU (TaUIoR) g3 21 d
[ELIESED) USTd: Daphnia magna (3Tex U<l
BT 37t 3 3 B 2w = 211
Betamethasone:
SHATT Td o Ae-Xfed :  EC50 (Americamysis (ST USTTfdl)): > 50 mgll
STereR fauTaan P gma & ford WU (TaUIoR) g3 96 h
QaTa/STad are ) fauTedar EC50 ( Pseudokirchneriella subcapitata (Eﬁ ard (Qﬁﬁ)): >

34 mgl/l
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Betamethasone (0.05%) Cream Formulation

THT e &1 fafd: T9.81.u9. F8: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023

42 30.09.2023 1682149-00014 Ugat IR ORI A B dRIG: 17.05.2017
™ T & ford Judh (TaTTISR) g3 72 h
T 3 3.4 S e g 201
feogoht: facrar &t o W IS v Tt
NOEC ( Pseudokirchneriella subcapitata (831 QiaTef (Tesil): 34
mg/l
P Imd & ford WU (TaUIoR) g3 72 h
Tt 3 3. . T Fdwr 201
feuoft: facaar &1 T R SIS fasradar 78t
T3al P fauradar (RR&1fae :  NOEC: 0.052 mg/|
[CLIESED) fa ama & ford WU (TaUIoR) ge: 32 d
SIS Pimephales promelas (ﬁv?%_s’ ﬁl?ff)
T 3 3.4 S e gz 210
NOEC: 0.07 ug/l
P guy & ford Tus (TaTUeR) g3 219 d
SIS Oryzias latipes (\_SITCH:ﬁ fl?aﬁ)
TRIBT: OECD URIefur fg=mfAgar 229
ST g 3 de-fed : NOEC: 8 mg/l
ERERCNIESCINEICAING fpa amy & ford WU (TaUioR) g3 21 d
IELIESED) USTId: Daphnia magna (3Tex Uil
Tt 3 3. . e Fdwr 211
TH-Bdexy (RRPIfA® SR @ 1,000
[ELIESED)
TR 3R raspHfor™ar
3dYd:
a@ﬁ‘mﬁ:
I SIahaud ST & : ORI YT & 1Y Ui idd diid O HIHHUBR!
CRIEPSESEEEEIS!
SEAHHUET 31 %
P gmy & ford WU (TaUioR) g3 28 d
THT: OECD URtefur fa=mfAd=r 301F
fewoht: we SRf IR & Ser IR 3neTid
ELaREICREIEESIEILRIE SRS
Sfde SAHHOIAT BT & L ORUTY: YA & 1Y Whidd diid § SashHuaR]

EfSUSfaa) 7 8 aran

SIHHUET: 0.14 %
o Tg & ford Hudh (TauioR) gl 28 d
THT: OECD Uterur fg=mfAd=r 310
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Betamethasone (0.05%) Cream Formulation

THT e &1 fafd: T9.81.u9. F8: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023

42 30.09.2023 1682149-00014 Ugat IR ORI A B dRIG: 17.05.2017

frafafya MwRe:

e SAHHUIT BT & L ORUTY: G & 1Y Wihide dile § SashHUbR]
(STAfETSaa) g1 ara
fewoht: ue SRR IR & Ser iR enerid

4-FR1-3-fryrgata:

WA faeHHUTAT B & © URUTY: YIHAT & 1Y UTdhide diid ¥ SashHauaR]
@@%ﬂ%@ﬁ) HEEIS]
Si[ddh HIBHUIA: 78 %
o Tma & ford Judh (TaITIeR) g3l 15 d
Tt 3.3 . T fdwr 301

Furfaa wifde J=au=

Sdad:

émﬁumﬂwm-ﬁﬁ?ﬁ?hwﬁ

Sifae T=g RT3 Pimephales promelas (W@‘s’ﬁﬁﬁ
TRATHIICR Thaex (FRITTW): 7,060 - 13,300
TRIBT: OECD URIefuT fG=mAd=T 305

faUTSH T[uriep: (T : log Pow: 8.023

ST arn)

frafafya mwiRe:

faUTSH T[uriep: (T : log Pow: 6.1

e Ie/ar)

4-FAR)-3-FruTgaha:

Sifae Tag SR ¥ IV |1 Cyprmus carpio (Td)
TSI B (dRITTW): 5.5 - 13

ERISRRIUCHCE] . log Pow: 0.477

gAY

Betamethasone:

faure 1urier: (T . log Pow: 2.11

g Ie/ar)

firdY o wfa=fteran

3T IUAH el
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Betamethasone (0.05%) Cream Formulation

THT e &1 fafd: T9.81.u9. F8: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023

42 30.09.2023 1682149-00014 Ugat IR ORI A B dRIG: 17.05.2017
3= gfdgpd UHE
31 IUAS gl
13. fArger Aifgard
fAyem & TP
/N I w1 7Y (Tere) . e I AT B A b |
YT faf ol oy has |
afa ofdh : Jel! fEa @l 3 DI g7 B aral baiael # Sgdma At
T & ford o Smal
IR 3= fafafcy =gt fopan T srogad Sare & 9 d
fAueH &1
14. Ufag= gaAT
JeRfga fafaw
UNRTDG
UN R : UN 3077
Ardeq &1 e 9| :  ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID,
N.O.S.
(betamethasone)
a1 : 9
ofesT g9 |
GEG] 9
qgfavul & ford WaATdh Dol
(@ISH)
315 T & T-3t ot 3R
TH/3M1E ST TR : UN 3077
CAR:RIGIE : Environmentally hazardous substance, solid, n.o.s.
(betamethasone)
aif © 9
OfeTT U Sl
a9d . Miscellaneous
fSsamacl @1 fear@d (@RM ¢ 956
[EEREE)
fEsareid} 3t feeraa (@Eft gas @ 956
EHE)
qgfavul & ford WavAIs g
GEER)
3T T St oil-dis
UN dsR : UN 3077
Hraeq &1 9g 9 : ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID,
N.O.S.
(betamethasone)
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Betamethasone (0.05%) Cream Formulation

THT e &1 fafd: T9.81.u9. F8: 3ifeH IR SIRT &R &1 dRIG: 04.04.2023
4.2 30.09.2023 1682149-00014 Ugat IR ORI A B dRIG: 17.05.2017

Tif ©9

e U I

NEI 9

EmS dfgar F-A, S-F

L g |

|Moa'qaﬂuﬁ$aﬂ'\qﬂaﬁ$ﬁtrhae‘—raﬁ

3yfef b MY tisde & forg an] e

IuanTedr & fore fagiy araufaai

TgT 3 e uRae arfferor dad Y= & vaieH! & o §, 3iR U U § sFterss It &
0T IR 37T § o b 39 gRar s1et ¥iie & HieR 391 qui foan ma §1 uRag &t fafd, Toe
BRI, 3R &g a1 e & e & fafdedrell & 3ER uRkag arffe<or fire-fim 81 goa g1

15. fafrarae Jan

gerd a1 figyor & g rem, Wy, 3R vatavor & faframfaus

39 IdTeH & 3fayd fAfiafl@d sHa< v § gRa &

AICS o fuffa =

DSL o fRuffea Y

IECSC o i Y

16. 3= AT

e ot fafdy ©30.09.2023

Sifafvad SaRY

3T Y & Jhad & o . %= ATd SDSs, OECD eChem ¥ 3fidRe& d&-Id! Sel, SeT

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

feies uReT : fqmead

3 A=A & quf arey

ACGIH . Ul ACGIH HHREI HH (TLV)

IN OEL  YRA| S uRa B $ I gerdf &t srafd & wiR

ACGIH / TWA ;. g-de, guy- 9o i gd

ACGIH / STEL : 3l TaqUTeR HaT

IN OEL / TWA C gHg did 3id

IN OEL / STEL D 3Pl 3REuT Iar
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Betamethasone (0.05%) Cream Formulation

TTHI TRmeE ot fafd: Tg. 31U, Fa: 3faH IR SR} B D dARIG: 04.04.2023
4.2 30.09.2023 1682149-00014 Ugal SR SR} A Bl dRIG: 17.05.2017

AIIC - STEfIe AT Bt SiReiorrs al; ANTT - Sfore 1 g Yl aRas Toidl; ASTM -
3t ARt Udterr TREE; bw - STS! &1 I9H; CMR - BRI, Feolf-d I1 Yo faseT; DIN -
SHT AFBIHI0 GRIF & o AMb; DSL - a%quarﬁ&iﬁ(m) ECx - x% Wfdfehar ¥ a1
THG; ELx - x% Uffopdr I JSt AT &X; EmS - ATITddTei [regd; ENCS - nﬁa;ﬂaﬁ?qn
ITaE yerd (STUH); ErCx - x% g &x Ufdferar § a1 Ydbad; ERG - MTATdedhIe ufafsar
TMES; GHS - Afieh TR W W RIEeH; GLP - 37l TENTRIT T, IARC - H¥R W 3ig8er & for
Toidl; IATA - SR arg ufae THRIGRM; 1BC - R H1HT & WaRAis I4™HT ard
%ﬁﬁmﬁvm%iﬁ: HfgaT; 1C50 - 31T SfiHad RIS Adha; ICAO -
SRIT AR faAA 6, IECSC - I & Hieal IS Uardf & 3dedl; IMDG - SHaRig™
T WORATS AI; IMO - SRS THsl W16; ISHL - ST R 3R WA B (STUH);
ISO - AMSIHRUT & T RIS, KECI - HINAT HIS[GT TR $4e; LC50 - TRI&T et
B 50% P Ulddh Hdbg; LD50 - UH&UT HEIEl BT 50% HI Gldcs TRID (HIH °ldDd ERID);
MARPOL - STgTell ¥ UGNUI &1 AU & oY SeRiSIa wa; n.o.s. - 31 FAfEY 78T, Neh - feredt
f8; NO(A)EC - s@died = fobar Tar (wided) WHE Hadhg; NO(A)EL - iadre- = fdbar
(W)Uﬂ-ﬂ'q’w NOELR - TR-3(q@AI-d YHId AGH &x; NOM - SIS A fam;
NTP - TP fu-fIq SRIHH; NZIoC - T8R! &t ol o $desl; OECD - SRiE e oiR
T TG, OPPTS - RTINS JR&M SR YU AHYH Brdicrd; PBT - W, Ha-ThAdR0l 3R
fawrad uerd; PICCS - @A 3R IuTEHE terf @t fhdidia 3ded); (Q)SAR - ([ETED) W=
TfAfafey Teier; REACH - TRIUN Tg 3R WA USiiahRul, i, WSR3k ufasy uRweg &1
fafam= (EC) Hi. 1907/2006; SADT - W-digdl 3{qdc drad; SDS - YR&T sl =fie; TCSI - g
TS Uerd gdest; TDG - WRAS WA &1 URdeH; TECI - UTsas AT -dexl; TSCA -
T g o siffaw (dgad e smfveT); UN - ﬂg,aa?rg UNRTDG - §IFM®R® I &
IRTET R TG Y BT RABIRRY; vPvB - Tgd W IR Tgd 9a-THABROT I-F; WHMIS - FT-
Y @RS JrUt T Yorredt

U & ST T A SUS THIRM &1 dRG B ¢ TR THSRI §AR I, THHRT SR fayma &
TR T § | SHBRY B QRIAT &1 JUTAA, TIRT -, UichdT 3, Yo B, URagd He,
e o 9UT s & ol Fad Arfexa & w0 § fewmm forar mar § aur faf ueR &t ard o
ToraRTT &1 fAfFGRT T8l AT ST | Juetsy B T SR 39 SDS & XY W ugart Tt waa
faRry areh @ Tefid 8 aur sSDS w1 st o arlt & Tave H a1 st o ufshan &, 5|
T UTd H =1 SaTaT 1 Y, TRINT $H’ IR 9 gl 81 Gahcl! ¢ | A vaarall &l R 81 W, yaiad
& 3ifar IaTg & SDS-IMER &1 JUGad] BT HTHT B Aled eod B, YA HRA, Ufehar A
TUT T TR P 3 3ftE &1 & ARy e & SR ok Ry ot weften wxn =nf{u |
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