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1. IIG T4 HHH! Bt Uga=

tla'[?f g9 Pembrolizumab Solid Formulation
fFratansmyfdeat
BT MSD
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Wagholi - Pune - India 412 207
R IAC] +1-908-740-4000
UTAHTAT TBH TR +1-908-423-6000
3-0d BT Udl EHSDATASTEWARD@msd.com
TERT U Rre e ofi ufaey
Repres yam . 3N
IUINT R Ufasy © TN TRl
2. @R 9 yga=
forator, WeRUr iR & SImTa @RS THTaH fAaHTaet, 1989
Fffeor
SFTEN-1 & HIT | B FufRd AFds & STUR WeRe & w0 & aifiepd T8l &
Sit. 9. 0g-affeeur
ST fauTadan : faymr &t
fAfyd deg-ai 2fee fAwedar - faumT ¢ (wforeh o)
- FRIGA 3REUT (HIRa)
SI.T9.UY. d9d dd
SifeH &1 e : ‘@
Thd Teq SRCIR
B vl s H360D 3fSTTd RIS &1 g1 Ugan Tavdl g |

H372 F7Tet o9 IR T el a1 grRig Tauier (UfoReh o)
3N ) T UgaraT B
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Tgfaard/gdfau™ §aM N
P203 IUANT I ¥ Uga quft JRem A= &) U &%, ug iR
JIhT UTA B |
P260 Yd ! T GRT U014 B |

P264 HTe UHTd YUl &4 Y 81 o1 |
P270 Y IdTG I I I JH THI, YT I7 YHu 7 6|
P280 & S/ I 3R 311 T/ &0 U |

(SRS

P318 3[R 3MTRU g 1 for Y, it g 2
HYSROT;

P405 SR d1dl H1

fraru

?ﬁsm . s @1 AUeRT Wigd o SRuvd HREH A
|

3= gifat et aume wavey aeffewor g g

Yd & 1Y TUH g W &) A iy s 8) Tl g1

Yd & 1Y TS g W @ H it Sa SR @ § Yt 8l ghall ¢
UfehaT, THIT 31 3 WL & SR fAhied Yad-arg o s+ Jehd g

3. 3[9UQ} BT HICA/STHPTI

gerel/fiygor : gy
3rquq
IS T F U () - TR | TSI (SHEARM) (%
w/w)
Il 57-50-1 >=70-<90
Pembrolizumab 1374853-91-4 >=20-<30
4. Tyfire fafee & Sur
TH A8 © 3[R gHedT 81 U1 ddiad 3id 9 & dl AfShd with A Jellg B

_ SIS T&(U1 € X I1 Xebl 1 &R FRUFd H Ferfecdia Here o |
3R I §RT Y50l §1 ST . gfe T gRT U R foran 9, ot drolt geft ga1 | & Wi
fafdb it ggdi o |
TR @ ¥ YU gl Sy D S gH W, A 9 B GG 3R Igdrd I A6 B |
Tf¥d 9% T4 5 AR S|
fafdb et Jgdi o |
YN ¥ Ugd o g |
_ AN & U5 9 S Y 3 aRg |
IR 31T ¥ YU gl oY © Tfe offal o =l Y oY U & ot aRE e |
g e I 81 3R IR g, o fafdrciia ggan o
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SR 77t feran e : gfg el S, a5 ORd 7d B
fafaia weam |
U1 & 1Y Yg 3] e Heell bRl |

T AU A& 3R L YT P Y TG g TR 3! A iw! e SR @l B gl

THTE, ST e TR 38 GEEDIE] _
el P I TP B WR 31l H Fifreb! Sie gl Febell 6l
31eTTd ] 1 g1 Ug o1 el 7
T R e a1 gRTg SRefuT & WY Sl (M) i
IO Ugard g

WA fafdredm & TReon L YT Ffored 3 aTell DI 3T YRET IR &I T AMRT, a7
SHRIA BT FUTET B TR G T Jfadh YRETED SUBRUT
BT ITINT BT A1gT (TS 8 <9 )|

Rifras & ol gemn L QO 3R WA § ITAR HR

5. SRR IUN

UG A= Hifsar DoSa
QeI Fm
D SR HHIRS
RS2 CINEIER]

AR (ST G B HEH ¢ 3§

R & ERA AR TR 4@ T ¥ AP, ST WId &1 U T AL 4a ga1 § 3R
HIP! HE A T3 Bt § ol fawpie & Fyram 81 Tebeh 21
8 ITET BT U W & T T W1 &1 bl B

YR G JdIGl . PR RS
1S¢IoH RISy (NOX)

(31FT) T & Ry adies : g ITARMHS TF YA & S T aRfRUM iR Smg-urg
qIATaRYT & 35 Bl |
§< fSeall Bl ST PR & o SIA-BoR BT YA R |
SR TN AT TRIEA 8 T ST & &3 F &ifdgH dHeR Fpra o
EURCARCINIERE !

IFMIIH U IRV ST W @ o W, Wd-HaAd 419 SuHRor ugH |

JUHIU TSI &P IYSUT TRART e |

6. JTHI® f¥efier Sura
Jafadd QU RETAS ¢ Aol I&TeTd SUSRUT TN B |

JUDHUT TUT TUTADRICHA

qgiaR oty Fraerar

R SferT Rl (TS 7 3 ) IR AT GRefm SuHuiT
& GTdl (TS 8 T ) BT ST DY |

; JTaTeRe H Bie 3 URER 3R

TS 1 RIS, SR M g a1 BeiepTa &1 A |
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HHTS B 3R T J b
& Uerd gd Wik

G R T U DY @1 Td FHbTer |
e AgaqUl SAdbId U 1 81 Tob, dl VI WiRSGRAT B

BEGER]

. AP B B P Y, THT R 1 JagH gRT I fEaa o

THiAd B
%f%wﬁ%ﬁﬁwaﬁ(ﬁ%lﬂ@ﬁwﬁwﬁﬁ
I HY) |

od P! gl W THHd 7 5 <, T I G T H araraxor §
Hefiet 81 W fawpie g o o 21

R a1 Pt fafam 59 vard & fagf ok AueH &4 &
forT @] &) Tohd 7, Iy & I IERIgey 3R SgerHy W o oY
9 uerd @) Relisl ot qwrg & IughT 3 ar o d g1 39 B
fofa &1 g 6 S forftam amp g ]

39 THSITY F SIHTT 13 3R 15 TS RIFH AP Reprstie
& IR T THHR! TeH ad 7

7. T 3R HSRUT
qB-I SUT

R / $d dfca’E

R gTye & fe
grayT=ar

GRI&d HeRUr &t uRfRyfaar

37 it q &

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

&l g
FYIfId qarad Iard, SR &1 Saacie AdelT 3R it ar
3ifeh T ATATaRT |

L 3FR Ui AR Srudsy g, af Wi ey dfedwH &

1Y IUIRT B |

. A A HUS R A1 RA T

el DI TG GRT UGV A B |

el 7 |

3{TEl & 1Y T 4 URER R |

IATT o dle @dl I 3D g U

33T MNT Taesdl SR JRET TU13f & IR U, o
HRIRIT TRIGIOR 6T W SR 81

fSed D) HY HR da HRop X |

Yd BT IATE 3R STHIE HH I HH M ¢

o9 G T A1 51, fSaa 96 3|

1Y U4 UoaaH & i 9 g X9 |

Rfas AR & uflded yafor e s

U I Bl TN HRd THY T, THT 31 §HIH A Be |
@mqé%%dfq‘@ﬁﬁ@r&qﬁ B! Ty T, 3R yafeRor # w0
PH I

D 3B RE ¥ Aad ot gu e O T |

YR drd H
Y PR G IR 3G |
fa=Iv ety fafF ot & SFER YSRU |

 Fufafad yeR & Meae & Iy 9 3@
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TY.31.0Y. F:
525390-00019

GIERIESICAUIRRES |

8. Sifaw forizror / it JRam
FIIRS AU & AP & HIY 3qUq

3{dgq

T T ()
- TRR

T TbR
(3REUT BT

gz U /
WRAdEd
HIACIH

STYR

ThI

57-50-1

TWA

10 mg/m3

ACGIH

Pembrolizumab

1374853-91-
4

TWA

450 ug/m3 (OEB
2)

goltfrafiT o

foreht aarg & Il
oI Gaeht sa@

B gaeht sa1a

Tarf

3T Jeeh samg

1 Ud IRR Taei s

W5dl et U

D BT SN Gl Bl GAdH |

Yo faThie B AP & Iu

IR # o ya-Tara Rren (©F) i e Attt ya

TIEH!, ITAY, 3R WRARAT IueH0T) HT 001 T s & fowan

%gﬁm@maﬁwwmﬁ;mamw
)l

3R Tt dfedeH srudasy g, af wirHg ey dfedsq &

1Y SUART He |

L IR Ui R Ry dfeeeH Iudsy el 8 a1 TeuieR

3TeHa SRR fa=n-Fce & a1eR TauieR uefRid HRdr e,

I 4T GR&T BT SUIANT B |

S THR

D A gE
RS Uil O g1 &l sEH & o’ <&M BT 99 goRe Y

Terdf ) HAA 3R HHT dUTHH B g Bl I A [Wdgd
| TSae & oR) S <o 18 Fiedia fopaan T 81 e
P &R UIS JHY 1c dod o IRy g & R, e9RT g3ma ®
%mw%@@mﬁ%uﬁﬁu%aﬁﬁmﬁmﬁ
fﬁtg&ﬁwma@r%ﬁaﬁ?m%ﬂr%waﬁwm

|

: fmferdia A RefTE® IUHI0T o1 Tt a

R&MT T=H

IS UfRIY ST P 3R RIH SIRAH &HdT & 3MThed &

YR TR Ifad YREMHD I BT I BY|
VT WRETHAD HUS! (G, TH, SId, 3N1fS) BT UGN dRebs
T Y U g9 |

. 3R YT SUTNT & SR 9T & Juh H 3 I HIG ©,

0 BTH B b VM P BT 1D N B yorerr 3R JRem
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QTR YeH P
TRINT & SR, SHT, U1 a1 ¢Hae 7d $H1 |
T HUS! B! O & a1 ol R I ST |
9. Wifa® vd Iamafa® ur
femmae SN
[T g I gl dha
Ty TR I T
7Y P qgairel ST Iuas gl
iR ST Iuas gl
fUaem/ds &1 auHAA : ST U gl
RIS I9a- HI fdg/Iga  © ST Suasy ol
3t
o fig L e
e FT &R D ST IUdS TRl
IR (319, 9 ) : ﬁgwwmwm%aﬁwﬁwﬁwqﬁmgﬁww
|
STTRITTT (GRd Uere) L ST U g
I fawpie T/ TR ST IUas gl
SR HHT (TR
Hanfaferdt forte)
%Y foxpie dr / e ST Iuas gl
ST ST (@8R
Hadfafae! ferie)
el I T L ST U gt
BIEEREES| D ST U gt
g9 ST Iuas gl
VIESRIY
g A fAdgar T KTV IR i
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[ERISRRILICRCS] L 3 Uy Tl
SgeAa/ar
3R &1 argHH ST IUas gl
3y BT dIHH : 3l Judasy gl
BIESIREEEAIRE))
fyaferom nfaha ST Iuas gl
IR wrzaes : 3l Judasy gl
faepiee uRayd . fowples 5t
SHIRFHIUT & URGHTT : g uerd a1 iy & shiefieRes aiffed et fasan T g |
3MUIfIH HR ST Iuas gl
PHUT fIdTg
HUT BT A : 8T U gl

10. fRRar ayr ufaferaar

PIREIN : Siffspareiidd & @R & ¥U A Fifed el
T fRRar g Riffaa A RR B
IREH ey Tfafsmanait ; @gwwwwm%aﬁwﬁwﬁww—mﬁww
|
Aot SfiRfierRe Tolel & A1y fafsar &R gl g
3 gl 9 & . dTY, Sarem U4 Ry
Y DI T A AP |
ST AR . 3faiepRul Teleq
3qee- uerdf ¥ shfed . PIg Wk AT (FoRew) 3uue yard d el
11. fwradsnfaa =
PG 3REUN (THRIUIOR) & IR A1 gRT T80T Al
T SIFSRT SEIREELED
IBURE
3fTEY & YU
GIEACEIESEI
JUAS TSR TR i Ta|
3(d4d:
iEaCE
g A fawTedar © LD50 (IgT (XT)): 29,700 mglkg
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a1 & I e rRisTad
JUAS TSR TR Npd |
iR A7 efakts=

JUAS TSR TR aNpd Tal|
oI 91 TS GATGIHIUT
1 B guTdar

JUAS TSR TR aNpd Ta|
YIT-UYT BT GITEtan
IUAS TSR TR aNHd Ta|
SiaT] A RereHRid!
JUAS TSR TR aNHd Ta|
AdYUd:

'ﬁﬁﬁ\_ﬂ:

focIHaRId 37 fagr D ORI Pl fhe: IRR & S1ER WHYIRAT i DIRIBIS BT Sfi
IaRad= utemr
oM HUTd®

SRl

JUAS TSR TR aiHd Ta|
3T fauTaran

3T fRIg) 1 g1 Ugar ehan B
3[qyq:

Pembrolizumab:

ST fSITeReraT - Sfiepa ; &mﬂﬁmﬁmwél,wﬁﬂmﬁ%éam
HT

STOT - Uohd SIfaH

JUAS TSR R i Ta|

STOT - g™ SifaH

e o IR < HTelie a1 gRIgT TRTTioR (UfoRel ) S Y T Ugardl g |

3AdYUd:

Pembrolizumab:

&I 3auq ;. gforef 9

3ficper : aﬁmgﬂﬁwwaﬁmwﬁ(mﬁw
Ugdrdl g
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U QRIS fauradan
3{dad:
Pembrolizumab:
I DdR
NOAEL . 200 mg/kg
TR & IR o SfaRRT
fra gHg & ford dud 180 d
(TRIUIGR) g .
fewoft . fordht Heayut ufagd UHIa & g e et
PG Lol
NOAEL . 200 mg/kg
TG & TR o Sfa:RRT
fra gHg & ford dud ©180d
(TRITIGR) G _
fewoht ;o Hewgul ufagd UHTa &t YT et
AT GaxT
JUAS TSR TR ipd Ta|
UG S & 1Y SgHd
3dYUd:

Pembrolizumab:

I GRT T80T Bl D 8T 3faya: farelt dx
SR WYY, Yepide, Aaan, gRieH, Tewmr (=), e, Siet &
&, o, TR, 1 HH 8T, SR, e, e iR,
MRPARbed Ga, Jecl, YA, ﬁﬂa‘cf wha o A o, URRITS
S P g, TG P AP Tl 2, U R TSI T,
UfcR&T-HERYdT A, ISt 3Hid o, Thasiy, Afhieq
feoquft: yor & erfd B Tt 21

12. TTRfRufa@ T =T

urferRUfa® fasmear

3T IUAH gl

RITRAG 3R SrashHfordr

3T U Tal

Tyifad Sfae J=aua

3d4d:

BiEaEE
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fayTeH Ui (T : Pow: <1
SgeAa/ar
IEEERIGRIGE]
3T Juas Tal
3= Ufded gHTa
31 Iuas Tal
13. frger= Aifgandt
fAueq & afie
/Y Y F1 T (e . o I AT H AT B
R faf et o=y s |
fa ofd © ETel fSsst Bl e P gTsd B arel BAieldl A SarsdalT ar
T & fold o S|
3R 3rgyT fafAfdy =7gt fova Tam: SvRgad SaTe & ¥U H
e &)
14. UREg a1
JieRfga fafraw
UNRTDG
WRATS Gt & =0 | fafafad 78t
318 U &1 -8t ot 3R
WRATS It & =0 | fafafad 78t
I TS RPIS
TaRATH Il & ¥U H fafafig 78t
IMO JUBRUN & IR UIh | UfRag B¢
3T 3T 7T dreae & forg oy e
IuaNTedl & fore fagiy grawnf~ai
TS el
15. fafram® g

werd a1 fyyor & fore gRem, W, SR yafarur & fafemfaums
39 IdTeA & 3aud il sa<Rie A gfa @

AICS : fyffea ==t
DSL - Ruffa T8
IECSC : fyffea T8t

10/12



ﬂ@:?méa Qﬂgﬂw ¥ SER 6 MSD [ e

Pembrolizumab Solid Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR ORT #R4 & dRIG: 28.09.2024

4.1 14.04.2025 525390-00019 Ugell IR SR} 3 B dRIG: 23.02.2016
16. 3T AT

TRmeE ot fafy © 14.04.2025

Sifafvad SHeRY

3T Xie & Ahad & ol . %= HId SDSs, OECD eChem ¥ 3{idRd ddb-ie! Sel, Il

TN fohd) el aTaet Oicd TioT TRUIMH a7 JITUE RS Toia,

http://echa.europa.eu/

feAie sy R < e = L

3= SEIAERE & quf arRy

ACGIH . guE| ACGIH HHRET A (TLV)

ACGIH / TWA . 8-4¢, uY- 9o 39d

AIIC - RN TR Bt Sieferars el ANTT - SIford 1 g HiH uRag Toiell; ASTM -
3Tkt TrEEdt uieror TR bw - SIS &1 G9F; CMR - BRI, ol I Yo faseT; DIN -
THA AF®HIHRUI TRM & U TF%; DSL - IR Uar gt (@181); ECx - x% Uifehar ¥ T
e, ELx - x% Uafehar ¥ J&F AET &R; EmS - UGS Vegel; ENCS - HiNal 3R -4
INEAH® Uard (SUH); ErCx - x% Jfa &R Uiifshdl I I3 Wdbad; ERG - SATUTI@®IcH Hfafehar
MEE; GHS - dfi® TR TR I77d R, GLP - 3=t YANTRITET UT; IARC - iR TR SFHYH & fag
RIS Toldll; 1ATA - SRS arg uRde THIRERH; IBC - YRY HH1 § WoRlh 19! drd
TSIt & fHHf0T SR IuHR0T & forg 3 HfgdT; 1C50 - 3MTeM HfYHTH FRIUTES Hdhg; ICAO -
i TR faHFA ET6; IECSC - I # W@l I™® Uard i $9edl; IMDG - SiRigh
TS GARAD HIS; IMO - RIS Tl W16, ISHL - STeife JR&T IR WA S (STAH);
ISO - AFSIHRUT & Y SRR WTSH; KECI - HINAT HIS[GT TR Saes; LC50 - TRI&T et
P 50% DI UIdd Hdbod; LD50 - WRIEUN TETGl BT 50% &I Ulqd QRIS (I °9dd GRIP);
MARPOL - SigTall & UGNl Bt AU F o Sierfgha e, n.o.s. - 3 FAfEy 78T, Neh - forcht
08, NO(A)EC - 3@didd = foar Tar (Ufded) UHE ddhad; NOA)EL - 3@did- = fdar
UfdEd) THTT TR; NOELR - TR-3AAGH-0RG THIF deM aX; NOM - 3MfsiRe Afdye- fHam;
NTP - 1519 f4u-faq STihH; NZIoC - T8R! &1 =gell o $dedl; OECD - 3Hid qganT 3R
a6, OPPTS - IMMMA® TREM 3R UGHUT ABUH HHfaT; PBT - VIR, S9-THAIHR0T 3R
fawmad werd; Piccs - TRA SR ITaE gerdf @ fhedidia 5dcst; (Q)SAR - (HHIHD) TR
T YeY; REACH - TR T¥e 3R IWE Usiihrul, Hedich, WIeR iR ufasey uikee &1
fafae= (EC) . 1907/2006; SADT - W-tiadT 3{q€c dIIHH; SDS - YRE&T Sl /ie; TCSI - agdH
A erd 3dest; TDG - WaRATd HTd &1 URag; TECI - U34S T gdedt; TSCA -
fauTert g iz sififem (Fged s smReT); UN - §ga 1Y; UNRTDG - BIH®GRS IHH &
URaET R UG Y ST RABIND; vPvB - Tgd VIR 3R Jgd 9a-THAPU AFG; WHMIS - BT-
R[c WeRATD FHU Y1 Yorel!

Y JR&M 3271 =T B SUS THRA &I IRRG B &t T THSRY AR 4, STHGRT 3R Iy &
SFTIR TE & | STPRY Y QRIET &1 J GHITH, TN =, Tfhal i, Tera i, IRag e,
fAe™ &1 quT Blsa & fol Had Anfex= & FU H feoma fvar mar § qut et UeR &t aret ar
TOTaRTT T AT 8 AT ST | Iuds SR T TSR 39 SDS & XY R ugar Wit had
fafry Tl @ Tefdd € qur sps Il 1 farddt s Tt & TaeE ® Ot fesht o uftkar B, o
q% U1 | 7 ST T 8, TR 9’1 WR 9Y 81 8 Ahdll & | IRl Triadrsit &1 ar g WR, Jien
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¥ ifaw IaTe § SDS-ATHH & ST BT HMHAT I Aed 8 8d DA, TN HA, Ufehar A
TUT T XA B 30 3Ty &1 & fafkiy Tar! & THaRT 3R Rp1iei o aeiten o= a1y |

IN / HI
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