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1. IIG T4 HHH! Bt Uga=

anquW . Atinvicitinib Formulation
IdE HIS . Numelvi
UgdH %@3 REiEE : NUMELVI 31.6 MG TABLETS FOR DOGS (94528)

NUMELVI 21.6 MG TABLETS FOR DOGS (94530)
NUMELVI 7.2 MG TABLETS FOR DOGS (94531)
NUMELVI 4.8 MG TABLETS FOR DOGS (94532)

fFratansmyfdeat

a,,—j:q:ﬁ . MSD

qdr . Briahnager - Off Pune Nagar Road
Wagholi - Pune - India 412 207

RG] : +1-908-740-4000

HOTdHRTE TAp I TR : +1-908-423-6000

3-0d T Udl :  EHSDATASTEWARD@msd.com

7T uR Ryerieer o ufadey

ReuTss yam - oy FRfedr 3are

ITEN R ufdey . YT el

2. @aX B! ugaH

faafor, HeRUr 3R & STATd WS WA FrgETaet, 1989

Taffaor
3TTE-1 % YT | § Fufkd AFdS & SHER @ave & w0 § avfied el

<ft. ¢ Qg arffevor

GRS yard a1 fhrsior T8t

oIl 09.09. d9d da

DI GRT e, 13 R9d Ueg, B TR HI(F) daqT, D3 JIGUM! FHT(F) HYUT 3IID el |

3= gifat et aRume Wy aeffewor 7Y g
Yd & I TS g1 IR 3Gl B gt ofa 8 gt g1
Yd & I TS g1 TR 3fiE] B i sia $iR e § gRa! g1 Tabel g
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TXHIT TNy &t fafd:
3.1 03.11.2025

3ifdH IR OIRT FRA &t dRIG: 14.04.2025
Ugd! IR SIRT &R &1 dRIG: 19.06.2020

TY.31.0Y. F:
6064052-00017

UfehaT, THIE 31 3 WL & SR fAhieds Yad-arg Ao s 9ehd g

3. 3AYdl BT AICASTHBRI

e/ fRrgror
3agd

;s

IIH® T

MRS (HECRA) (%

wiw)

T T T (h9) - TR

st

9004-34-6 >=50-<70

atinvicitinib

2169273-59-8 >=1-<5

4. TYfie ffere & Sura

H TAT8 . 3[R gHedT 81 U1 ddlud 3id 9 & ol AfShd with A Tallg B
_ Id &1 E¢ g T Xebl b1 &R Ul H feifebeiia Feire |
MR JIY GRT UGUI B ST ;g | gR1 U0l I foran S, ot it gefl ga1 H & S|
AU Udhe g1 WR sl ggan ol
3R & ¥ ¥ 8l Sy D UM AT A Qe |
AU Udhe g1 WR Fafbciia ggan ol
3R 3iF Y U gl WY : Tfe offal o T Y of U ¥ ot aRg o |
gfe Sie I 81 3R WIRI 3B, a1 Faferaia ggan o
3R 7t feram smg : gfe e S, 99 ORa Ad #R|
AU Udhe g1 WR Ffbcia ggan ol
U & 1Y He 3] e peetl Dl |
T Hgeaquf demr 3R YW P 1Y UG g1 W @ § it e SR @ § gt
UG, 1 g 3R 3 g gt gl
Yd & 1Y TOF G W A& A it sa- gf el 71
T i & Tremn L Ui e ufafsarerdisit & ot o013 favw Argenfat
TS Tl g
e & o Qe ;e SiR TganT ¥ IUER R
5. R IU™
Iy i Hifsan SR
Tmea-UfaRIe
P SBAHPIRS
/T T
SR (M) FH H ATEH ¢ 3FId
AP F SRATRRPT IR 4@ 77 VAP, ST WId &1 SR A AL 4 ga1 H 3R
DIB! HET H ThF gidl § dl fahIe b JHTGHT 81 Tabd! B
38 IdTG) T YUP WY & o T TRkl 81 Iobdl g
WRATH g TG . PR RSy

Ted JfiRTseyq

2/14




ﬂ@:?méa Qﬂgﬂw ¥ SER 6 MSD [ e

Atinvicitinib Formulation

TXHIT TNy &t fafd: TY.31.0Y. F: 3ifaH IR SR} HRA BT IRIG: 14.04.2025
3.1 03.11.2025 6064052-00017 Ugell IR SR} 3 1 dRIG: 19.06.2020

(3TT) g & faRy i . g8 AR I TN &% off R uRfRfY SR -
qIATeRUl & 3D Bl
I [Sadl I 381 HRA & Il TA-HeR &1 TN B |
3R VT AT TR & A 3T & &7 F &ifadH R Feprat o

SATE &l WIcH HRATY |
MY & U RV Sa @ 3R IYHAT He gy B, N ¥ de/adrd & fo, wd-Fafad
JUHRT T IUHI] B Ug |

Aol Y& IUHUT TN 69 |

6. STH AP RAle U
Jufdae Ty, WeeTd ¢ JRIY BSfeiT Rl (WS 7 37 ) 3R cAfdTd JREM IUDHRON

JUSBUT qUT TUTTBTCH & A (TS 8 T ) BT STUTH DR
Pl
qafaruig gragr=ar © ARl § B8 I URER B
e A1 QRIEr, SR 31 g a1 saema &l A |
g U T g Bl a1 T e |
%ﬁg@fwwmé‘rﬁfﬁwmﬁ
|

THTS FA AR BT (B | SADIT B o & o0, FHT HR 71 dgH gRT Ifd fess
& Uarf id e THEd B
%mfrﬁsmﬁﬁmwﬁwﬁ(@@rﬁﬁﬂ@asmﬁmﬁ
T H) |
d P! gl IR THHd 7 8 <, TN I G JET H araraxor §
JAefier 81 WR fawnle fyor a9 Sar 8|
RITIG 1 A1 fafaw 59 verd &t faRfa ok AueH &4 &
o AN 8 Tehd &, T € I Ay 3R 3MgeAq W ot
&9 yerd o) Relisl &1 ITE § IuahT A 91 d 81 39 &I

fufa ST B b P faefiom oy 81 €1
39 THSITH & SFHIT 13 3R 15 S RIFHI 181 Reprge
¥ IR T THHR! e ad 7
7. TETE SR WSROI

dHH! U™ ;. Wfdw faggd o1 81 It § SR Fdifad 4 & HRul fawwie g
T g
ifed yafur s, S &) 3aadie WSS 3R dighnar
3{fehy TATaR |

R / Hol dfeaRHE : Rtk Iuged ardmaE # va #R

IRIEA gIyeH & fore © 4 DI I GRT T80 = HR |

graefar 3BT SIS TaeHar SR GR&f TT3f & AR WU, 5l

PR THRIUIGR 3HTHAT W 3R 8
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Yd BT IdTG AR T HH F HH A &

S TN H A1 71, fos s 3 |

dTY Ud UsdaH o i 9 g 39 |
%W%W@wwmm@
ismcré‘-%%mqéﬁ“@mw P FEYM TG, 3R YIIaR0T & HH
hH

g vsrur ot uRfRufqar aﬁm@rm%&@%ﬁﬁﬁr@
fa=Ry ISt fafadl & SR SR o1

3 Uerdf § & - Fofafed UeR & Wsae & 1y 9 W9
M siiafiaruiig Toiey

8. Sifaw forizror / it gReam

Hriwd U0 & AP & 9IY 3quq

3{qgd I T (HY) | G PR fg=or ure / 3MUR
- TR (BR&U DT | WiFiea

TPHR) HYTCIA

NI 9004-34-6 TWA 10 mg/m3 ACGIH

atinvicitinib 2169273-59- | TWA 80 ug/m3 (OEB 3) | 3fdR®
8

Uie- &1 9T | 800 ug/100cm2 | 3fidRd

EEIRLIEURRLEL gt gelifafer fdaon & ol fewga gr1 srifad 89
TR 3R IaTe), Sl 3R gafarr &t 3e & o GMP &
Rygidl & SR Hanferd fasan ST anfgul
@awﬁwwﬁaﬁ?&rﬁaﬁaaﬁ(@@r 39-%Y ABUTH
fSargw) # Al 1 RFTR A & fore Iugad AHu™
Tenfifear St €1
Gl THTA B gAaq B |

froft aara &t Irsh

oI gaeft e L IR Tl R R dfedw Sudsy T8 § a1 TeueR
3fTera SRR fa=n-Fee & a1eR TeuieR vefRid #rdr e,
1 4T GR& BT STANT B |

flhec IR . e UeR

BT} Yaeft sama

Teref D A gE

fewoft ;399 WG R AR &)

il daeft smma D I3 XS A1 TINTC o AT GR&M °I=AT UgH |

3R HTH & ATEI a1 TTiafafe F ¢a o fRufaat, o a1 TR
et &Y, o S vTed usH |

3R Y, Y, T TR & T 1 WU bt Fura-T &1,
TORiTeE a1 IR AR BT 3T IREUT U |
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T g TRR et sEg . gdf o1 yaTTen die H B B
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HW@H@HWW%WWWWW
oSl Jah Sur : WWW%WW%Wﬁ@ﬁﬁH%%
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3Nl Twsar TR, Rifed FIRmEY 3k TaRmusg

o107 1 ST TRt BT =Rul

9. Wifa® vd IWmafa® 1ur

fa@mae © 319, yeferet

i . Tchd gibe (3ih-arse)

Ty DGR

Y B Tgele L Ser3uds et

il ST Iuas gl

fraem/ds &1 augH D SCT uds TRl

URfYS IqeH @1 fdg/Iaa- @ ST uas gl

@t

T foig L]

qrufieRr B @R Dy el

SaRiiedT (319, 19 : ﬁgwwwwm%ﬁwﬁmﬂwsmmﬁrww
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Jroef I g . UaNY T8t
BIPARCE | : 3T U Tt
g9 : 0.2-0.9g/cm3
N
i B faerdr D STl IUdsY g
EEISRRINICARCS] LT gl
g HId/am)
3NeISRRE &1 argH= . Zel Judasy gl
3T BT YA : 82T IUds ol
Tigar (lFwpifie)
[CESAIE] . UANg TR
fawhies ToRauE : fawpies 75l
3NRABRUT P TORIHTT g9 uerd 1 iy o) SiiRfieRe aiifea et frar mar g1
3MUIfd HR L ST U g
PHUT fIaTg
HUT BT AT : 8T U gl
10. fRRar ayr ufaferaar
UfaeR . Jfiferarsiiad & TR & U H Fiffepd |
TG FRRAT g R A RR B
IRGH ey ufafsmarait : ﬁgwwwwm%aﬁmﬁmﬂwsmmﬁrww
|
A SFNBRD Toiel b Ty Ufafehar HR bl g
39 uRfufodt O s : gy, Sara g Ry
Y DI T A AP |
ST AT L SfaiteRufi ey
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TG SREUT (THAUISR) H aR © I GRT TG0 H=AT
N THHRY CEIR RS CY
frer
i@ § U
W fauraar
JUAS TSR TR aNpd Tal|
AdUd:
JAqare:
SiEREITCEACLIEREI] . LD50 (JgT (XT)): > 5,000 mglkg
GIEESRACLICSEI] © LC50 (I8T RT)): > 5.8 my/l
o T o ford Tuh (ToTiIoRy) gaim: 4 h
TRI&(0T aTTaRUT: Ye/HaIar
NERSEIRAELIESGI © LD50 (@MRD): > 2,000 mg/kg
atinvicitinib:
g M fawadar © 3ffera: uerd a1 fhigior ot s Aife® Siage fasTaddr I8t 8
LD50 (IgT (¥2)): > 2,000 mg/kg
Sficpe. gl T o 3 i Tl Siage RsTamdT e
GIERCEIRAERIESGII L UA.yo ST (=IET (), TR (|d)): > 2,000 mg/kg
3ffera: Tard 1 {He0] & By T RIS fawTaRdal
91 & e eeRee
IS TSR TR i Ta|
S CRCH
atinvicitinib:
uafa D A &
RG] D UANTRITE H o HeROT URI&ur
gRume © T § oo T8l
TR 7 gfarsie
JUAS TSR TR i Ta|
3d4d:
atinvicitinib:
LS D TISdIG IHUSH/SIATE PI-aT
T@T D UGITRITel § 3G W STer T TRIA
gRomH D 3l B S gl
femuft : 3ffal A oo T8t

7/14



ﬂ@:?méa Qﬂgﬂw ¥ SER 6 MSD [ e

Atinvicitinib Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR OIRT FRA &t dRIG: 14.04.2025

3.1 03.11.2025 6064052-00017 Ugell IR SR} 3 1 dRIG: 19.06.2020

YT 1 TS GATGIHIUT

T B guTdtar

JUAS TSR TR aNpd Tal|

YTI-UYT D GITeTdT

IUAS TSR TR aNpd |

3{dad:

atinvicitinib:

TRig0r o1 fre D R fOh TS TR (LLNA)

U (THRTUIER) & I G

PG ¢ U (HI3Y)

gfvoma L o AReTEeR e g

SiaT] A RereHRid!

JUAS TSR TR aipd Ta|

3AdYUd:

JAqare:

et 37 fagr D TR 3t few: dadifear Teeh faudta ufad= &t S (AMES)
oM HUTd®
Tef01 &f fohed: IRR & S8R T RAT BT HITRIeB13MT 61 S
IaRad= utemr
R HUTHS®

SRR 8 faar D TR & e SRl o TERINTRE GEaTH ST URIefor
(SHfad ol § Wrgeionic® uvwa)
Tt g (T139)
TRITHR & I NGl
R HUTHS

atinvicitinib:

et 37 fagr  qlternr ot fre: Sadian et fausta ufvad ot S (AMES)
R HUTHS
TRIE(0 B e AIg gy o
TTequT yoTelt: e fempgey
R HUTHS®

[ERIFERISEERAEC ;e Y e HIZhIgeRry o
Tt g (T1349)

PIBT YHR: Y Al
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THIHIE & I Hifd®
gRom: e

SIHaTY] ¥d RIEToHRICT - L 1&g H1 goi AT DITRBT IARAT P U H ariicp=ul Bl

3ffpe g T HRaT gl

FHESADAT

IUAS TSR TR aANpd Tal|

39y

@

oY L 9E (X9)

TGl & TR R E R G RE|

e gHg & ford dud . 72 9|8

(TEHUISR) g1

gRkome BUTHD

atinvicitinib:

fewoft . 3T P HH B Ioig J aiffepd TS fpar T B

3T fauTadr

JUAS TSR TR aipd Ta|

3dYd:

I

3(ddr & YT TR0 & fhe: Tep-Ule! gedied favadan sieaa-
goTfa: 8T (<)
TEAIHYH & I AT a1
R HUTHS

TR RY S AFR W UUE! : URIe0 &t e BiERIc! / IR™ &1 Wil fasm
goTfa: 8T (<)
TAIHLE & I AT a1
R HUTHS

atinvicitinib:

SR & gHTE : fewoh: Se1 @t wt 3t aote W aifera et fomar wa g

M RY S AP W UUE! IR0 &t e o/ [AhraTdD [auTeadr Shi- asiemn
goTifa: 8T (<)
TAHTH & K HiRkdP

HIYRUT faSTaar Ager: NOAEL: 90
SRCISHRIET: NOAEL: 90
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fomraTH® fauTadar: NOAEL F1: 90

STOT - Uhd SIf@H

IUAS TSR TR ANpd Tal|

STOT - SIgI/™T Sf@H

IUAS TSR TR aNpd |

U QRIS fauradan

3qYq:

@

TRy L 98I Re)

NOAEL . >=9,000 mg/kg

TGl & TR :

e gHg & ford dud : 90 Days

(TSRIUTSR) g3

atinvicitinib:

PEIIG] : g, gfedT iR et

NOAEL . 6 mg/kg

TEHRA P IR . Afee

fod a9g & ford Tudh 6 Months

(USRTTIOR) Gl

ot IR Yud (TRTUISR) Daily

gar

I © g1 (39), Yo 3R Hiar

NOAEL . 5mgl/kg

TEHTA & I . Afee

fra g9 & ford Iudh . 3 Months

(TUISR) g3

fpa-t IR TUH (TRTAISR) Daily

gof

Tt : gl (), I SR et

NOAEL ;12 mg/kg

TAIHTE & T )

P gy & ford Iudh © 3 Months

(TUISR) g3

foha IR YUD (TUISR) Daily

gor

IR EEGR

IUAS TSR TR ifpd Ta|
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CCRCH

atinvicitinib:

TSy et

12. gIiRfRufa@Ta Ja=T

uiffRufae faureaarn

AdYUd:

@

B E KA RCLIESEI] : LC50 (Oryzias latipes (STAMT HS®T)): > 100 mg/l
fohdm g & ford Tudh (TaRUioR) g3 48 h
fewoh: ver o gt & Ser W smeid

atinvicitinib:

B E KA RCLIESKI] : LC50 (Pimephales promelas (Fegs fidT): > 100 mg/l
fordm g & ford Tudh (TaRUioR) 3 96 h
TRIBT: OECD TRI&UT fG=mAa=r 203
femgoft: facrad & Far R FE fwreaan T8t

ST Td 3 Je-fed . EC50 (Daphnia magna (dTcR Tit)): > 100 mgl/l

ERECCLIESEI fordm g & ford Tudh (TaRUioR) g3 48 h

RiepT: 3 3.4 S e Fdw 202
fewoft: faciadr ot dm W B8 fAsTadar 7t

EC50 (Mysidopsis bahia (ST USifd)): > 100 mg/l
fordm g & ford Tudh (TaRTUioR) 3 96 h
T OPPTS 850.1500

femgoft: facad & Far R FE e T8t

aTal/STeg Wel ol fawadar ¢ $3RATYoe ( Raphidocelis subcapitata (Y03 STd 837 idTaT)): >
100 mg/I
sf<m fog: afg
fordm g & ford Tudh (TaRTdioR) 3 72 h
R 3N g . e [dwr 201
fewh: facgar & dm R o3 fasradar T8t

STraTugafl & fosTertd : EC10:> 1,000 mg/l
frd THg & ol Tudh (TaRTUioR) 3 3 h
TRIE0 3I fe: Tacides Wil & 94X H T HhIac (3RaIRH)
T 3 3.4 F. 2w A 209

EC50: > 1,000 mg/!
frd THg & ol Tudh (TaRTUIoR) 3 3 h
Te0T & e Tadiacs TSl & 4T H T hlac (SRsIRH)
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T 3.3 3 S 2 Adw 209

FhIc IRl BT ipad
Jiforardt Sierer fawTedar 3l Judas gl

IERCAINCANNELCLIERKI] ST IUas gl

TR 3R SrashAfordr

AdYUd:

@

SfdP STHHUIT B &HdT : ORI QA & Y TG AD i § SaHHUGR]
CRIERESERRIS]

TyTfaa wifde J=ou

3dyd:

atinvicitinib:

[ELISRRILICRCS] © log Pow: 1.45

g /A

IEEE RIGRIGE

3T Iuas gl

3= Ufdpd UHE

3T Iuas gl

13. fger Hifgard

fAueR & e

/N F 51 e (e . o P AR A AT B |
R fafaat o=y b |

gft e : Tl fesl ) 3% Y 3T B arelt hadiefiel & Sargaeii ar
T & fod @ Se |
SR oY1 AT 18t fova Tam: srgad STe & &0 |
fAueq

14. gRag ga=n

SieRfga fafraw

UNRTDG

WA IRl & ¥U H fafafig 78t

315 U &1 -8t &l 3R
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GaAID Il o &4 4 fafafid g1

313 T St ot dis

GaAID Il o =4 4 fafafid g1

IMO JUHRUN & TR b | UiRag B¢
3MYfe Py U tisae & forg omy 7et
IuaRTEat & e faRiy wraenfar
PRIRE

15. faframme gaaT

uerf a1 frsror & fore JRe, Wy, ok wafarur & faffawfus
39 IATeH & 3rayq fAwfafaa sa<iiy § gia €

CA. DSL : Fyifa T8

AICS : fyffea &t

IECSC o fAeffa Y

16. 3= I

e &t fafy © 03.11.2025

Sfafved JeRY

3T Xiie & b & ford . &= HId SDSs, OECD eChem ¥ 3{idlke ddb-ie! Sel, Il

TIRT fhd T G TIcd TSl TR a1 FRITEA e T,
http://echa.europa.eu/

faTies Ry o ey

3= e & ot a1

ACGIH . guYu| ACGIH THRET 4H (TLV)

ACGIH / TWA © g-be, gHY- au 3id

AIIC - SN Ol &1 Siefe™ms gl ANTT - S1id &1 P Y uRag Toil; ASTM -
et TR Tieror TR bw - S &1 I9H; CMR - HIRAOH, TS a1 Uoi-+ fadaT; DIN -
THT AASHIHR0 TRIF & U AF; DSL - aiqqatfajﬁ(m ECx - x% Wfifshar ¥ JeT
THE: ELx - x% TR T F& AT &2; EmS - IS JSIe; ENCS - Aol 3R U
INAA® Terd (JUF); ErCx - x% Jfa & Ufdfehar § &1 e, ERG - Sfurasbla Ufdfshar
TMES; GHS - dfeh TR W WG ReH; GLP - 3l YT T IARC - HER W 3fduH & forg
SRTS TORR; IATA - SRS a1y URGE THRIH; 1BC - MR WA & WavTd TERFT ardt
ag@%ﬁﬁmﬁvm%%u@q%m IC50 - 3T e FRIUTa® Todbhs; ICAO -

AR fdHHA 1e; IECSC ﬁﬁqmwﬁﬁﬁwﬁﬁmlme SRigH
TS WARATS A1, IMO - &N@HWWBHL NS Re 3R WA B (SUF);
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Atinvicitinib Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR OIRT FRA &t dRIG: 14.04.2025

3.1

03.11.2025 6064052-00017 Ul IR SR} 34 P! dRRG: 19.06.2020

ISO - AFSIHRUT & T STRTTTI WTS; KECI - HINAT HIS[GT TR Sde; LC50 - TRI&T SMaret
BT 50% DI Uldd Hdbad; LD50 - URIEUN &Gl BT 50% &I Uldd WRIH (I °dd GRP);
MARPOL - SgTSll & UguUl 1 AU & oIl SRS TR, HebR - RTd HId & URGg Bt
gfaen & W TSI, n.o.s. - YT AP &Y, Neh - foreft o NO(A)EC - siadie 7 farar man
@fded) T Tdba; NO(A)EL - fadie- 7 faar mar (wfddd) UHd WR; NOELR - TR-3(ddidhH-
IR YHTG deM &X; NOM - SR ffege- Fam; NTP - g fav-fas sriss; NziocC -
TR Y Yol 8 gdest; OECD - 3Mfe WgalT 3R faw™ Wa; OPPTS - I ® JREM 3R
UGNUT JAHUTH ST, PBT - RIRR, SIa-THAIHR0T SR faurad uard; PICCS - XA SR IMRf®
Terdf @t fraidia 3desl; (Q)SAR - (HHTH) TXEAT TMAfAfd Tae; REACH - R g 3R
TR USliaRuT, Yedided, TR 3R ufasy uikee &1 fafaws (EC) . 1907/2006; SADT - W@-
g 3T d9qH; SDS - IR&T 3 We; TCS| - Asar IS yard g<dedl; TDG - TRATS
AT &1 URaE; TECI - UZAs HINGl YA S-desl; TSCA - faued uerd fesor siftfaam (igad
5T 3ARST); UN - TG AY; UNRTDG - BIMSRS IHM & URdeT IR 4G Y B R,
vPVB - gd Rt 3R §gd Sid-UHATaRUl I, WHMIS - HT-RIT R A a1 JoTelt

9 QReT e Yite B 3% UHIRE & IRRE B < T THSHRY §HR T, STHBRT 3R g &
IR 8! & | TSR Bl JRI&T ST Y JUTEH, TN H3A, UiehaT A, o &, URag &,
fAUer &7 auT Blea & frw daa Arfexi & wu o fesrg= faar mar § au fadt ueR & ardt ar
TUTaTT T [AFGRT 8T AT STE | Iuds St TR TSR 39 SDS 3 XY R ggar TRt had
TRy Tl @ Wefid € qur sps Il &1 farddt s et & oo ® Ot fhsht o ufhar B, o
IH UTed H =1 ST T 81, YA $HRA WR Y e 81 Thd! ¢ | It uaadrsit & g 8 W, Taie
¥ oifaw Iare H SDS-THH &t ST HT BT I Tled 88d B, YA HA, Ufehar A
TUT T FxA B 30 31Ty &1 3 fafkiy Tee! & THeRT 3R Rim1iei o aeiten &= a1y |

IN/HI
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