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Infliximab Formulation

TeeHRT T=ned of faf: TY.31.09. FR; i IR SR TR P dRNG: 26.09.2023
2.2 28.09.2024 19276-00022 Ugell IR SR} 3 & dRIG: 07.10.2014

1. IIG T4 HHH! Bt Uga=

et 9rH . Infliximab Formulation

fFratansmyfdeat

BT : MSD

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

QA © +1-908-740-4000

SMUTIPBTA AT TR © +1-908-423-6000

= T T © EHSDATASTEWARD@msd.com

TN R e ek ufdey

RepuTes wam . 3N

ITINT R ufasy : U el

2. @a¥ B Uga=

forator, WeRUr iR & SImTa @RS THTaH fAaHTaet, 1989

affaor
3gE-1 % YT | F FefRa AFds % SHUR @ave & w0 § aiffpd T 7

ot 3= dg-atffevur

GRS yard a1 fhrsior T8t

oI, U9. 0. A9d a9

PIs TRT FUFERH, DS R e, DI TR PI(P) IIAHA, s FIAYF! BI(P) HYT HTTLD e |

3= gifat et aRuma Wy aefferwor 7Y g

Yd & 1Y TS g1 W A& A i s 8) Tl 71

Yd & 1Y TS g1 W @ H it STar 3R @ § Yb! 8 gball
UfehaT, THIT T 3 WL P SR fAhled Yd-arg o s+ Jehd |

3. 3AUq] BT HITASTHBRY

gerel/fiygor . forgyoy
3agd
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TIed FRAMSSIS YeH & 38R

Infliximab Formulation

TR TRMeE ot fafd:

2.2

28.09.2024

TY.31.0Y. F:
19276-00022

€I MSD [ rune

3ifdH IR ORT #R4 & dRIG: 26.09.2023
Ugd! IR SIRI &4 &1 dRIG: 07.10.2014

AP 9H

T T (h¥) - TR

ST (HECRA) (%

wiw)

KEE]

57-50-1

>=70-<90

Infliximab

170277-31-3

>=10-<20

4. Tyfire fafeer & sur

A T8 . 3R gHeAT 81 A1 daIdd 31 A @l df AfSHhd T I JTg B
. I TEIUT Eg XE I1 RehT B &R FRuf H Ferfeb iy Femme o
FRUNMGRITGUI SIS Jfe i gRT U501 o forn &Y, ot ront Qeit gam o of Sig |
&1 Uhe B R faifrciia ggai o |
SR &1 ¥ WU Bl ST D U A g o |
' 0T Yebe B W Tl ety Jga o |
3R 3{g § TU& g S : gfe 3Tl H =l S | Ut ¥ St aRE o |
e T I 1 3R IR} g, Y Fafredia gean o
3R e foran smg : gfg fATTe S, a5 ORd Ja B
0T Yebe B W fafeheita A o |
Tl & |1y 4g 31w} aRE Peail bRal |
T Hg@yuf demr 3R YW & 1Y UG g W @ § it e SR @ W gt
HTE, ST dtel 3R & GG ‘
Yd & 1Y TOF g1 W A& A gifAet sa- gt el g1
it faferet & TRemm L e e ulafsarerdrsit & ford 18 faviy wraenfat
TIRT® 81 § 1
[EER A ANC R CRll L e 3R WA ¥ SURR HR
5. TR U
Iuger i Hifsan SRSE]
Yadmga-ufeRiedt S
Ha SRAHAZS
/T T
SR (M) FH H AEH ¢ 3FId
AP F SRAFRRP IR 4@ 57 VAP, ST WId B! SR A AL 4 ga1 H 3R
B! HET A Tehdl BIdt & ol fIpie fb GHTaT 81 gepd! g
S IdTC! P Yudh WY & At Th TRl g1 qahdl g
GARATD 51 IdTal L HREA RSy
(3TT) G & oy aids . 98 3 O T Y S g aRfRf 3R rg-urg
qIATaRYT & 35 Bl |
I fosdl 1 381 A & ol STA-BER BT TIRT Y |
AR TN AT TRIEA B M ST &F &7 F &ifdgH dHeR Fopra o
S8 & WTelt Hram |
MNP F UIRYTEE 3R HaTHdl Heqd 8, 3T ¥ ds-/aard & o, Wa-Fafd
ISR TR SUBRU DI U |
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e GRAMTS SIS HRCH & 3FTAR

Infliximab Formulation

€I MSD /)

TR TRMeE ot fafd: Y. 81,09, 9 3ifH TR SIRT #3A &I IRIG: 26.09.2023
28.09.2024 19276-00022 Ugell IR SR} 3 & dRIG: 07.10.2014
TSl &S TSR TR H1 |

6. 3P AP Refier U

Jafdads TrauT, JReTHH
JUHIUT AT SMUTIBTA

TOiaR g Fraer=ar

HHTS B 3R e Y A
& uerd ud i

L QRIga Befei Rl (G 7 <) 3R AfeRITe JRem JuHRn

& gITA! (TS 8 T ) BT STUT DR

© gIdeRY | B ¥ URER B

e AT QRIEr, SR 31 g a1 saema &l A |

a4 T U 1 g1 Td FApTerT |

%ﬁg@@ﬂmmmﬁﬁfﬁwmﬁ
|

. BABE Bl B & o, JHE HR 1 d-gH gRT 3fod fSaa o

THAd B
%mfrﬁwﬁﬁmwﬁwﬁ(a@r%ﬂﬁ@ﬁwﬁmﬁ
T )|

Y & Tclel IR TbAd 1 81 <, F01fP 3 vafy o & ardreror &
e B9 W fawnie fyyor & S 8|

RITIG 1 A1 fafaw 59 verd &t faFfa ok AueH &4 &
forT @] &) Tohd §, Iy & I IERIgey ok Sgeiy W off oY
(@9 T ) Refiol 1 ABTS & I A AR S 81 39 &Y
fofar &1 i 6 e fasfiaw amp 8§

3T TSI & SFHTT 13 3R 15 $& R a7 15T Revrgrie
& IR T THHRI TeH axd 7

7. TATA 3R USRI

TH-pl ST

T/ $d dfeazE
W& grua & forg
grayr=r

GRI&d HeRUI ot uRfRUfaam

. faw faggd o1 81 et § SR Fefad ¢@ & SR fawwie 8

T g
iferd Yafur s, S &) 3aadie WSS 3R dighnar
3{fehY ATATaR |

: Tt Iuged ardrE H TaRT SR
D Yd DI GIY GRT TG0 A B

33T M Taesdl SR JRET TU13H & SR TUTS, o
FHRIRIT TRIGIGR THAT W SR 81

Yd BT IATE 3R SHIE HH I HH M ¢

9 G H A1 8, fSaa 9 9|

1Y U4 Uoda & i 9 g X9 |

Rfas AR & uflded yafor e s
@mqé%%dfq‘@ﬁﬁ@[&w o Ty T, 3R yafeRor # w0
PH I

+ 3Dl T 9§ oo bt g e |

faRiy Ity faf ol & SFaR HeR 1|
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Infliximab Formulation

€3 MSD /) e

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR ORT #R4 & dRIG: 26.09.2023
28.09.2024 19276-00022 Ugell IR SR} 3 & dRIG: 07.10.2014
39 Uedf ¥ 5 . Fufafed yeR & Meae & Iy 9 3@
g affterufig Toicy
8. Sifaw forizror / it JRam
HHIY =0 & AP & 1Y 3aaq
3qgq T T (F9) | I UHR =T Ut / 3MYR
- TR (RS | Wi
UHR) HYTCTMA
RCas 57-50-1 TWA 10 mg/m3 ACGIH
Infliximab 170277-31-3 | TWA 150 pg/m3 fiaRke
golf=afr Ao ; mwgﬁ@ﬁﬁ IRy w0 ¥ &< &= A
SIRGT Higdl B gAaHd Hv|
Yd faple &l A & Iu™
W%ﬁ%%wm(ﬁ%ﬁwmaﬁ yd
TUEH!, ITAY, 3R WRARAT IueH0) HT 001 T s | fowan
%gﬁm@maﬁwwmﬁ;mamw
)l
foreht aarg & Il
oTg Yaeft s219 © IR Y R R A Iudsy a1 & I1 THueR
T SRR fI=m-Fce & a1eR TaueR UefRid HRdr ¢,
I 4T GR&T BT SUANT B |
el UBR . FH UBR
B gaeht sa1a
geref D A gE
fewut ;& a1 g1 W%ﬁ«lﬁ?&rmmﬁusﬁmwﬁ
%ﬁﬁ?ﬁﬁﬂﬂ%@aaﬁwau
3TE) Jeeh s=mg ; ﬁy%@aﬁﬁw&rmmwmﬁ
R&M =Y
1 U YRR daeh s . WD g UYTd T BT YT oo B
g1 gadt U™ : 3R YA UGN P SR I &b HUdh H 3 Dl UG g,

@ PTH FA P WM S B9 31 ¢ B qonferar 3R Jrem
MR T&H 1|

TRINT 3 SR, ST, YT a1 45U 0d 1|

Tgfd HUS! B O & 91E B R I SXIHT IR

9. ifo® Td wmaf® ur

. THRGY TSR
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TR TRMeE ot fafd: T30, FR; 3ifH TR SIRT #3A &I IRIG: 26.09.2023
2.2 28.09.2024 19276-00022 Ugell IR SR} 3 & dRIG: 07.10.2014
[T . g
Ty T RCP I I i
Tie D Sgarel : 3l Judas gl
RG] D72
fOgem/ds &1 daHA 3T Judas gl
RIS Iaa- &I fdg /Iga © ST Suasy ol
ARSI
e foig ;3T IuAsY el
grdieRuT B & D ST Iudsy g
ST (319, 19 ) ; g%ﬁ%m&mwaq%amﬁmﬂwaﬁmﬁrww
|

SRIdT (@¥d e TR E I T
I fawple dmr/ IEdR ;3T Judasy gl
SR T (TR
Hanfaferdt forte)
&Y fawpie dar / et 3l JudAs gl
SATHRITAdT ST (@8R
Hanfaferdt forte)
MY Tad : 8T U gt
e I I D ST IS gl
BIPERERE D ST IS gl
g9d 1 g/cm3

g u .
ltn:ﬁﬁﬁaqzﬂ . SeT IUdsy el
EEISERIVICARCS] D STl U g
3fFeIa/drEn
3SR &1 argaH : 3Tl Udsy gl
3Ye T dIIHA : ST U gl
RIEGIN(EIEAIRG))
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Infliximab Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifH TR SIRT #3A &I IRIG: 26.09.2023
2.2 28.09.2024 19276-00022 Ugell IR SR} 3 & dRIG: 07.10.2014
IR wrzales ;3T Judas gl
fapics URaHIT . fawpies &t
SHIRABN & ORIUTT : g uerd a1 iy & SiiefieRe aiffdd et fasan T g |
3MUAH HR ST IUas gl
CAURGRILGILY
U B HIY : 82T U gl
10. fRRar aur ufafsraar
UReR : Sffifrarsiieiar & WaR & U H Fifepd |
TG fRRar g R A RR B
gRwmeTy ufafaarait : ﬁ%ﬁwm&mmq%amﬁquﬁmﬁww
|
A SMFBRD Toiel b Ty Ufdfhar B bl g
39 RfRufoal O s : 91, SaraT ug Ry
Y DI a1 A RAB |
ST It L SiRfieroiy Teley
3qge gt ¥ shfew . IS @R aId (FoReY) 3uge yard J1d gl
11. fwrdsnfaa =
T 3REJUT (TEUISR) H aR © I1Y GRT TG0 AT
A TR 1 ¥ qudh
BRG]
3@ q YU
GIERCLICSG
JUAS TSR R i Ta|
S CRCH
W:
g M fauedar © LD50 (JgT (¥2)): 29,700 mg/kg
T & oY ermerlSTaT
JUAS TSR TR i Ta|
3AdYUd:
Infliximab:
femof : 3Tl Uy gl
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Infliximab Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR ORT #R4 & dRIG: 26.09.2023

2.2 28.09.2024 19276-00022 Ugell IR SR} 3 & dRIG: 07.10.2014
™R A7 efakts=
JUAS TSR TR aNpd Tal|
3{dad:
Infliximab:
fewgut : 3l Judas gl
O T THST AT DRI
AT B gITS T
IS TSR TR aNHd Ta|
YT-UYT F UTEHar
IUAS TSR TR aNpd Ta|
SiaT] A RereHRid!
JUAS TSR TR aNpd Ta|
3AdYUd:
'ﬁﬁﬁ\_ﬂ:
SR 3 fagt TR0 & fhe: IRR o dTeR HUTRA! &1 BIfRrepraif &1 i+
IaRad= utemr
Rom: HUmd®
Infliximab:
iRt 37 fagr TR 3t few: dadifear Teeh fausta ufad= &t S (AMES)
TIPT: OECD TRteur femmfdsr 471
R HUTHS
TRI&01 I fore: TR fqu= .
G0 YUl AHE dhlsRe IS S BIRIBIY
R HUTHS
IERIFERIBEERACC ;e B e HIEshIgeery o
Tt G (T1349)
TP OECD Tiequr femnfader 474
R HUTHS
SiaTy] ¥ RO - : 1EY BT qoi M) HIRTBT SUNRATT P & H GHHRUT 6
i T e FRar B
RSPl
IUAS TSR R ipd Ta|
3T fouraar
IUAS TSR TR i Ta|
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Infliximab Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR ORT #R4 & dRIG: 26.09.2023

2.2 28.09.2024 19276-00022 Ugell IR SR} 3 & dRIG: 07.10.2014
3(dYd:
Infliximab:
Al & THE TR & fhe: JaRar
DT JH (H13H) _
TAhR o IRd: 3l RRT FolaR

Ja¥dT: NOAEL: 40 farm/fes RiRe WR
fewgult: ue S a1 W suRd

e R & e W uyE) uﬁmﬁm Yor-miwy R fas |

Wwaﬁ&ﬁfﬁ 6-12d

HIYROT fANTeRTdT AIgeh: NOAEL: 40 /e RIS YR
SYCOHTICT: NOAEL F1: 40 firm/fes IRiRe UR
fomraTE® fauTaddr: NOAEL F1: 40
YOIy fRIY] faoTadT1: NOAEL: 40 fiT/fas jRiRe UR
feuoft: ue S it & ST W mutia

STOT - THhd SIfaH

I SR R aiffepd ]|
STOT - SIgIT S

I SR R aiffepd ]|
U QRIS fawraaan

3[qyq:

Infliximab:

I © HYD (HI3N)
NOAEL . 40 mg/kg
TAIHTE & T o Sfa:RRT
fra g9 & ford Iudh © 6 Months

fpd! §R dU® (URUeR) - daily

Infliximab:

I GRT TG0 H=AT © 3MR: A, 3o, IR aeht &, g, Ysbrae, RRad, Wo o
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Infliximab Formulation

TR TRMeE ot fafd:

2.2 28.09.2024 19276-00022

TY.31.0Y. F:

€I MSD [ rune

3ifdH IR ORT #R4 & dRIG: 26.09.2023
Ugd! IR SIRI &4 &1 dRIG: 07.10.2014

12. uTRfRAfa T a1

uiffRufae fauraddrn
AdYUd:
Infliximab:

FhIc IRl BT ipad
Jffardl ST fasTeddr

FRPIa® SR faumaddr

TR 3R SrapHfoRIdr
3T U Tal
THTfad Sfae J=oa=
CCRCH

'ﬁﬁﬁ\_ﬂ:

faureH ot (T
g HId/am)

;. Pow: <1

ICEE RIGRIGE
3T U Tal

3= Ufdpd UHE
3T Iuas gl

L 3T IuA e
ST Iuas gl

13. fAge= ifgard

fAueR & 8%
/N F w1 e (e

D S PI AIE H A B

R fafaat o=y b |

gva O

: @ fsdl B 3% B gTSd B arell Baiaet § gt ar

e & o @ S|
3R 3T fafAfdy =gt fava Tam: 31vRgad SdTe & ¥U H

e &)

14. Ufkag= @
SieRfga fafraw

UNRTDG
G Il & TU H fafafig a8t

315 U &1 -8t &l 3R
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Infliximab Formulation

TeeHRT T=ned of faf: TY.31.09. FR; i IR SR TR P dRNG: 26.09.2023
2.2 28.09.2024 19276-00022 Ugell IR SR} 3 & dRIG: 07.10.2014

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

Ty gl

15. faframme gaar

gerdf ar firgror & fere JRam, Wy, 3R wafavur & fafaw/fasm=
39 IATeH & 3rayq fAwfafaa sa<iiy § gia €

AICS : fyffea &t

DSL - Fyffea T8

IECSC : Fyffed &t

16. 3= I

e &t fafy © 28.09.2024

Sfafved JeRY

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

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

faTies Ry . fAumad

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 - S1oid &1 P YH uRag Toil; ASTM -
et AR Tteror TR bw - S &1 I9H; CMR - HIRAOH, TS A1 TS+ favaT; DIN -
THT AASHIHR0 TRIM & U 7F; DSL - aiqqatfajﬁ(m ECx - x% Wldfshar ¥ JeT

THE; ELx - x% TRIPAT T S QT &R, EmS - HUKHTA VST ENCS - lﬂm;cnaﬁwqq
INEAFA® Terd (JUF); ErCx - x% Jfa & Ufdfehar § &1 e, ERG - SfTaTasla Ufdafshar
MES; GHS - df¥® TR TR 77 ReH; GLP - 3=t YANTRITET UT; IARC - ¥R TR SFHYH & fog
SRIPIT TO, IATA - SfRIFHT g uRde THIRERH; IBC - YRt T B R T A
SETSit & fAmfor SR JudsRur & fow fET; 1C50 - 3MTeT SHfYHaH FARIeTS Hdhg; ICAO -
RIS AR 9= e, IECSC - ﬁﬁqmwﬁaﬁwﬁﬁsﬁeﬁlmoe SR
TS WaRATS HIS; IMO - SRR Tl W6T; ISHL - S R SR WA BT (STUH);
ISO - TR & R SRIF TTo; KECI - AT HivieT TR gIedt; LC50 - TRIEMT e
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Infliximab Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR ORT #R4 & dRIG: 26.09.2023

2.2

28.09.2024 19276-00022 Ul 9R SR} 34 &1 dRRG: 07.10.2014

BT 50% DI Uldd Hdbad; LD50 - URIEUN &Gl BT 50% &I Uldd WRIb (I °dd GRIP);
MARPOL - STgTsil & UGNUT &1 AHUM F T SRS THe; n.o.s. - 3T Y 8T, Neh - faredt
a8, NO(A)EC - 3adidd = faar mar (ufded) Uua ddhsd; NOA)EL - 3@didb- = foar
(@fHd) UUE WR; NOELR - TR-3[GA%-917 UHId daM &X; NOM - 3wIRe Bfade faw;
NTP - J¥TI fIu-faq™ SRIeH; NZIoC - 8T B el o $desl; OECD - 3i® FedNT 3R
9T W&, OPPTS - IS IREM 3R UG AHUH HTATET; PBT - RITR, H9-THAIaH0T 3R
faured uer; PICCS - T 3R I yardf &t ety gde); (Q)SAR - (HETHD) TREAT
TfAfAfY Tee; REACH - TRIUR TG 3R IATI Uolihrvl, Hedid, TBR 3R Ufdsy aikee &1
fafaw (EC) F. 1907/2006; SADT - W-<itadT 3{qgc dYHM; SDS - YR&T Sl 2fie; TCSI - a=ar
IEfE yerd gdedt; TDG - WARATH Al &1 URde; TECI - 413as TG $-dex; TSCA -
fauTert garef iz sifas (Tged sy sMReT); UN - §ga X1Y; UNRTDG - BIH®RS JHH &
URaET W ¥gH Y ST RABINT; vPvB - Fgd VIR 3R Jgd SIa-THAPRU AFG; WHMIS - HT-
Rfe WARATD AUt =T JouTTet

T QR&T e Yite B 3% UHIRE & IRRE B & T STHSHRY §HR T, STHBRT 3R fayrg &
IR 8! § | TSR Bl JRI&T ST T JUTEH, TN HxA1, UichaT A, T &, URag &,
fAUer &7 auT Blea & fw daa Arfexi & wu # fesra= faar mar § qu fadt ueR & ardt ar
TUTeT T fAFGRT T8 AT STE | Juds St T TSR 39 SDS 3 XY R ggart TRt bad
faRry Tl @ Wefid € qur sps Il &1 farddt s et & oo | Ot fhsht o ufhar B, o
TP UTed H =1 ST T 81, YA $HRA W Y e 81 Thd! ¢ | It uaadisit & ] 8 W, Taie
¥ oifaw Iare H SDS-THH &t ST HT BT I Tled 88d B, TN HA, Ufehar A
TUT T FxA B 30 31Ty &1 & fafkiy Tee! & THeRT 3R Rie1iei o weiten o= a1y |

IN/HI
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