Scrdfiie
ﬂla‘l:g[sm‘ﬁm ien ¥ IR 9 MSD [ e

Bezlotoxumab Formulation

TeeHRT T=ned of faf: TY.31.09. FR; 3ffdH IR SR #xA &I dRIG: 30.09.2023
1.18 28.09.2024 809026-00019 Ugell IR SR} B & dRIG: 22.07.2016
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e A . Bezlotoxumab Formulation

fFratansmyfdeat

BT MSD

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

it © +1-908-740-4000

IR Salh I TR © +1-908-423-6000

S-Ad BT Ul :  EHSDATASTEWARD@msd.com

TERT U Rre e ofi ufaey

RepuTes wam . 3N

IUGNT R Uidsy L]
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Fffeor
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Sit. 9. 0g-affeeur
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Bezlotoxumab Formulation

TeeHRT T=ned of faf: TY.31.09. FR; 3ffdH IR SR #xA &I dRIG: 30.09.2023
1.18 28.09.2024 809026-00019 Ugell IR SR} B & dRIG: 22.07.2016

| Bezlotoxumab

| 1246264-45-8 | >=1-<5

4. Tyfire fafeer & Sur

3R Y1 GRT UGVl §1 ST . g A gRT U0 IR foran S, ot drel getl ga1 | o @
&0 Uhe B R feifrciia Igai o |
3R & ¥ YU gl WY . yafura (M) & fore Ire &R urt & el
. &0 ebe B W iy wea oI
3R 3@ ¥ Fudh gl Sy : garar (UeTe) & fre il &1 a3 e
I S I g1 SR IIRY ¥B, df fferciia agam oI
3R Tt foran sme : gfe FTer S, a9 Uia Jd &
0T Yebe B W fafeheita Jgan o |
Ui & 1Y g 3wl ae Pt hRa|
T AU T&0T 3R S G|
THTd, A1 ot 3R & .
e fafdrer o TReur L ITYfies e ufaferarerdrett o ford g favy grautar
3T T g
fafrcrs & ol g L et 3R WA ¥ SUER HR |
5. TR U
Iuger i wifsan SR
Uerehgia-gfaRIed g
Ha SRAHAZS
[/ T
ST (M) A FHEH ¢ 3FIA
AT H SRA R TR g8 IAE! BT JUSH WY F AT Th W1 8 Jhell g
WRATD &g IdIG] . PRE sy
(3TT) G & Oy adids : 98 3 O T 3 S g kiR 3R rg-urg
JIATaRYT & 3Hd Bl |
§< fSeall Bl ST PR & o SA-BoR BT YANT e |
SR TN XA GRIEA 8 T ST &F &3 F &ifdgH dHeR Fapra o
EURCARCINIERE !
M F UIRYTEE 3R HaTHdl Heqd 8, 3§ ds-/aard & o, Wi-Fafd
IR YT TSB! Ug |
STt Y& SUHIOT TRAT HR |

6. 3MHfRTe Nefier Iur

Jafade QAU RETHD
JUHRUT TUT TUTADRICHA

D QR S R (WS 7 3 ) SR AT GRET SUBRUN

& gTdl (TS 8 T ) BT ST DY |
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Bezlotoxumab Formulation

TXHIT TNy &t fafd:
1.18 28.09.2024

TY.31.09. FR; i IR SR FRA P dRRG: 30.09.2023
809026-00019 Ugall §R SIRT 34 &I dRIG: 22.07.2016

TgiaR i Fraer=ar

HHTS B 3R e Y b
& Uerd gd Wik

; aaTaRY § SIS d URER R

e AT QRIEf, SR 31 g a1 Saera &l A |

TS ATHA | o I A (IaTeRuT: Fd=0r a1 da Afdre)

GEd 4 T U 1 [T Td FpTerT |

%@g{ﬁwmméﬁjﬁwmﬁ
|

© 3R e Uerd H IRd|

¥ Thald & forT STfhT a1 o/ IUaRT AU UeH o dlfdh
T 3R 7 93| A SE 1 18 yard ot Uy fasar S e gt
dl 3 ITGad HeR SId IR TR P

IUYad TEREC & 1Y ald o) AN AR &) 1w |
R a1 YT fafam 59 vard & fagf ok AueH &4 &
T T 81 Tavdl 8, T B 37 AERITeY 3R 3MgeHy R ot ot
(sﬂwﬁaﬁ)ﬁ?ﬂaaﬁﬂuﬂéﬁmvﬁaﬁaﬁ%wmﬁ
fofa 1 B 6 S forftam amp g ]

39 THSITY F SFIHTT 13 3R 15 TS RIFY A1 AP Reprstie
& IR T THSHR! TeH ad 7

7. TATA 3R HSRUT

TH-tep! JUT ;AU (THRIUER) ¥ §o4 & FOFonel 991a SIurT & dgd
SN IUg 3 |

R / Hdl dfeaRH : Rtk Iuged aramaE # W SR

IRI& gTieH & forg L o SIS W oIk R& UuTelt & SAR Wyt S

gyt HAT TIIUISR THT W 3R 8l
BAD, g9l 8 I A ! JaUHT [, 3R TTTaRo # HH I
&HH O

PRI verRu Bt uRfRUfr ¢ 33t ke I A9 fHU gu fesal 7 1|
o= I fafodl & SFaR HeRT &1

3 Ul 9 & - Ffifed UeR & tisde & 91y |7 -
da siirfielig woiey

8. Siifew ford=ror / et gam

FTRIYS A0 & AT & 91y 3ragd

3{qud 9 T (FY) | T UHR gz gt / YR
- TR SRV DT | WiTHiad

UHR) BT

Bezlotoxumab 1246264-45- | TWA 5.0 mg/m3 (OEB RIRIECD
8 1)

goltf~af o L 9Ig-aTe! Figdl (Y, f$u-Xfed @Rd Ferm) b #1 &

fere Sfera Sohfaafer Fesron o fafmfor depfiest &1 swwTe
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Bezlotoxumab Formulation

TXHIT TNy &t fafd:
1.18 28.09.2024

3ifdH IR SIRT #34 & dRIG: 30.09.2023
Ugd! IR SIRI &R &l dRIG: 22.07.2016

TY.31.0Y. F:
809026-00019

P
guft onfrafar Rz o uRR fewreT grT srifad gn
T 3R IdTe!, BT, 3R TTTaRUT Pt & & folT GMP &

Rygidl & SR Henferd favan S nfgu
TIONTRITCT HaTeH! & ot fawy fa=1or &) sRexd gl g
foreht 9=ma &t 9reht
YT et s L R Ui WY e dfdw Sudsy el § a1 TeueR
3MTeher SRR faxn- e & STex TeUIoR UeRid #Rdr g,
T 4T IRET BT ST B |
oo PR D U UBR
BT el s=mg
Teref WA gwH
3ifal et s=ma D T3S ies U1 TN & WY QRETIRATTRA |
3R HTH & ARG a1 Mafafy § @ &1 fRufaar, gy a1 wRied
1t g, ot Iferd TTed ug |
3R Y, Y, T TR & IrH-T 1 AU ! FHTa1 81,
THaeiice a1 R Aex BT T TRE UgH |
@1 Ud IRR et s1a . gdf a1 yaTITen die H B B
T dl Jadt Iuy D 3R AT UGN & SR I & U | 3 BT JHEGT 2,

@ BT PR P M S B9 3 ¢ B yonferar 3R Jrem
QR T BRI

TRINT % SR, ST, Y41 a1 45U Hd B |

gfd HUS! DI UM & 91E &l R I SXaHT Y|

A & guId! Tare | SSiaReT Ha=o o wien, 3fud
AT TRET JUHRUT, 3 SHNfeT iR uR=ied ufesarat,
NN Tegar AR, faferar FIRET ok sgawma i

1 A

{207 T FEdHTS QA BT =BT
9. Wifaw ud wamaf® qur

femmae S PRI

il D kg Y BieT Uldl

Ty L STl SuAsy gl

e Bt Ggel . 3T Ay el

R . 5.7-6.3

/e &1 auaH D ST U TRl

URfYS IqeH @1 fdg/Iaa- @ ST Suas gl
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TR TRMeE ot fafd: T30, FR; 3ifdH TR SIRT #3A &I IRIE: 30.09.2023
1.18 28.09.2024 809026-00019 Ugell IR SR} B & dRIG: 22.07.2016
wiw fag : e IUAsY gl
iR B R : ST ISy gt
ST (319, 19 ) : UgNg el
ST (ARd Uer) D 3T U g
I fawple @1/ IEdR : 3l Judasy gl
SR T (3UR
panfaferd fordte)
&Y fawpie A/ et ;3T Judasy gl
SATHRITAdT ST (TSR
Hanfaferdt ferte)
Y &g ;3T Judasy gl
e I T : 82T U ol
BIPERECS : 8T U gl
I 1.0146 g/cm3
N
gt H faoraar : 82T U gl
EEISRRINICERCS] : UaNg el
3faea/arn)
3SR &1 arga : 3l Judasy gl
3Ye &I dIIHA : 8T U gt
Higdl (f[awpiich)
ELIELICERIREIN] 1.2 mPa.s ( 25 °C)
PR Fak® 1.833 mm2/s (4 °C)
1.183 mm2/s ( 25 °C)
fopies oRaHE . fowples et
STRTTHROT & ORIHTE : 39 ver 1 iy & SiRieRS Jilidd el [T T |
3MUIfde HR L ST U gt
CAURGRILGILY
U BT AT L gy el
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Bezlotoxumab Formulation

TeeHRT T=ned of faf: TY.31.09. FR; 3ffdH IR SR #xA &I dRIG: 30.09.2023
1.18 28.09.2024 809026-00019 Ugell IR SR} B & dRIG: 22.07.2016

10. fRRar aur ufafsraar

UfdpR : ftfpareiedr & TR & w0 § Fiffed T8
[ fRRAT D g iR A RR g1
uRgeeny ufafsansit A TRIPRS Toiel & 1Y UfAfhar HR Jobd g
3 yRfRufoat @ < SR
ST AT : 3NaieRuig Teleg
e uerdf ¥ ey . IS TR aId (FoRS ) 3(uge yard J1d el
11. fawrasnfaa =
TG SREUT (THAUISR) F aR © I gRT TG0 HRAT
A THHRY eI RS CY
fTerT
i ¥ Tuh
GIERCLIGSG
JUAS TSR TR aipd Ta|
3(d4d:

Bezlotoxumab:
g fawreqar (RUSH & 8=F © LD50 (& (HI¥W)): > 125 mglkg
arf TWHHIA & IR: SHd:FRRT
feoquft: vage fawradar e A #18 ufded uHTa T8l g T g

1 & Y ererieaH
IS TSR TR i Ta|
iR 97 gfars<eT

JUAS TSR TR i Ta|
4T U1 TG GATGIDHRT
1 B gUTEar

JUAS TSR R i Ta|
YTH-YYRT BT GUTEHar
JUAS TSR R i Ta|
SHaT] O TeeHRid
JUAS TSR TR i Ta|
FOABAT

JUAS TSR TR i Ta|
3T fauTaran

IUAS TSR TR ifpd Ta|
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TR TRMeE ot fafd:

TY.31.0Y. F:

3ifdH IR SIRT #34 & dRIG: 30.09.2023

28.09.2024 809026-00019 Ugd! IR SIRI &R &l dRIG: 22.07.2016
STOT - Uhd SIf@H
IUA TSR R FHiiepd el
STOT - g™ SIfaH
JUT BRI TR aified gl
U G fauTaar
3{dad:
Bezlotoxumab:
I D YD (HI3Y)
NOAEL © 50 mg/kg
TGl & IR SRRy
fra gHg & ford dud 154
(URTAISR) T ‘
femuft ;o TRyl ufagd UyTa & g e el
PG © HYD (HI3N)
NOAEL . 125 mg/kg
TAIHTH & T SRRy
P gHg & ford dud . 21d
(URTATSR) T .
fewut ;o Hegul ufagd UHTa St YT et
AT WeRT
I SR R aiffepd TEl]
UG S & 1Y 3gHd
3dYUd:

Bezlotoxumab:
T GRT TSUT HIAT

D 3NR: Haah, RRed, o, §@R

12. TIRfRufa@ T ==

yifvfRufae faureaarn
3T U Tal
RITRAG 3R SrashHfordr
3T U Tal
TyTfad wifde J=u=
3T U Tal

ICEE RIGRIGE
3T U Tal
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Bezlotoxumab Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR SIRT #34 & dRIG: 30.09.2023

1.18 28.09.2024 809026-00019 Ugell IR SR} B & dRIG: 22.07.2016
3= Ufded gHTa
3T I T
13. fAge= Hifgard
el & afie
QY I &1 9 (e . e @I ATel # 7d Bov |
R fafaHl o Fy thas |
gfa afd D T fSa P I B gIed B arel aterel H g at
B & forld o S|
AR 3T fafAfdy =18t fosan T SiRjed IdTg & U o
fAueE &L
14. UREE a1
JeRfga fafraw
UNRTDG
GRS I & =9 § fafafta T8t
315 T & T-31 ol 3R
GRS I & =9 § fafafta T8t
313 TH Si Sit-Pis
GRS I & =9 § fafafta T8t
IMO JUBRUN & IR UIh | UiRag B¢
3{Tfef 3T T tieae & forg oy et
IUATEHdt & fore faRiw graenf~ai
Ay el
15. fafram® g

gerf a1 frgor & g Rem, Ry, 9k wataror & faffmfaus
39 I & 3rayd FAmfafEd sra< Ny # gRa €

AICS : Fyffed =gt

DSL AV IGE

IECSC ;i T8t
16. 3= AT

=Y 3t fafy © 28.09.2024

Sifafed sHaRI
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Bezlotoxumab Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR SIRT #34 & dRIG: 30.09.2023

1.18 28.09.2024 809026-00019 Ugell IR SR} B & dRIG: 22.07.2016
3T e & dhad & fod . %o H1d SDSs, OECD eChem ¥ 3fidRe ddb+1d! scl, Scl
PRIIED R GRASIG OIcd EisT UROTH quT R IR Toie,

http://echa.europa.eu/
e ur=u . RAamay
3= SEIAURE & quf arRy

AIIC - RN TRl &t SiReferars el ANTT - SIferd 1 g HfH uRag Toiell; ASTM -
ST AR Tteror TR bw - e &1 I9H; CMR - BRI, Geoid A1 Toi-+ favaT; DIN -
THT AFASIHRU RIM & T AFF; DSL - W Uard gt (@18T); ECx - x% Ufifehar ¥ ST
Tdhe; ELx - x% Uafehar ¥ J& AET &R; EmS - SATITAHIAH VSgel; ENCS - HiNal 3R -4
IMEAH® Uard (SUM); ErCx - x% Jfa o) URifshdl I J3T Wdbad; ERG - SATUTI@®IH Ufafehar
MEE; GHS - dfid TR TR I77d ReH; GLP - 3=t TANTRITET UT; IARC - iR TR SFHYH & fag
RIS TOIT; 1ATA - SRS I URde TARIUTH; IBC - YR AET § Wkl AT aret
SeToll & fAfor 3R Iuavur & g 3 TfgdT; 1C50 - 3T HfAHAH FRIUTE® Hdhg; ICAO -
SRS AR I W67; IECSC - 9 H Hisal I9/H® Uardl &t $desl; IMDG - RIS
TS GARAD HIS; IMO - RIS Tl W16, ISHL - STeife JR&T IR WA S (STH);
ISO - AFSIHRUT & N SR WTSH; KECI - HINAT HIS[GT TR Sae; LC50 - TRI&T et
D1 50% P Gldd b, LD50 - GIEUT SHTEIEl BT 50% P Oldd TR (A1 °ddh WRID);
MARPOL - SIgTaTl & TNl Ft AU F o Sierfgha e, n.o.s. - 3 fAfEy &Y, Neh - forcht
798, NO(A)EC - 3@didd A foar Tar (fded) UuEa ddhad; NOA)EL - 3@did- = foar
UfdEd) THTT TR; NOELR - TR-3AAGH-0RG THId A ax; NOM - 3MfsRe Afdye fAaw;
NTP - 1519 f4u-faq STishH; NzloC - T8R! &1 ol o $dedl; OECD - 3id qganT 3R
faeT W&, OPPTS - YN JREM 3R UGHUT ABUM HHfad; PBT - RITR, S9-THAIH0T 3R
fawred gard; PICCS - WA SR IR Tenf Bt iy 39ed); (Q)SAR - (AETEE) TR
T Yey; REACH - TR T¥e 3R IWE UoiRul, Hedidh, WIeR iR ufadey uikee &1
fafam= (EC) . 1907/2006; SADT - -digdT 3{qge digHM; SDS - YR&T 8e 2ie; TCSI - dgaH
IS gerd 3d4est; TDG - WaRATd A1d &1 URag; TECI - U3As T $=desl; TSCA -
fawrert gt fdz sififem (Fged sy smReT); UN - §ga X1Y; UNRTDG - BIH®RS IHH &
URaET R UG Y ST RABIND; vPvB - Tgd VIR 3R Jgd Sa-THAPRU AFF; WHMIS - HT-
RJc WeRATD HHUT G- Yorel!

T JR&M ST =T B SUS THRA S IR I af T THSRI AR IH, STHGRT 3R Iy &
SFTIR TE & | STPRY Y QRIET &1 J GHITH, TN =, TfhaT e, Ter e, IRag e,
fAe™ &1 quT BlsA & fo Had Anfex= & T H feomad far o § qut ot yeR &t arel a
TOTaRTT T fAFG=T 8T AT ST | Iuds S TR TSR 39 SDS & XY R ggar TRt had
TRy Tl @ Yefdd € qur sps Il 1 fardt s Tt & oo ® Ot fesht o ufkar B, o
TP UTed H =1 ST T 81, YA 31 WR I T8 8 Wbl ¢ | It udadrait &l a8 W, Tie
¥ ifqw Iare H SDS-TH Y IUYHIT HT SMHAH IR Tled 88d B, YA HA, Ufehar A
TYT T B & 3T 3ty 71 & fafiy e & TFeRY ok Ry &t aeften e =nfee |

IN/HI
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