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Temozolomide Injection Formulation

TXHI T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 20.03.2023
8.1 26.09.2023 27569-00023 Ugall IR SR} A Bt dRIG: 03.11.2014

1. ITE Ud HHHT Bt Ugd=

e A - Temozolomide Injection Formulation
fFrafansmyfdeat

ST ' MSD

Yl * Briahnager - Off Pune Nagar Road

Wagholi - Pune - India 412 207

iG] ! +1-908-740-4000
JMUTARTA B TR I +1-908-423-6000
S-Hd &1 dl ' EHSDATASTEWARD@msd.com
TR R e iR ufaey
Reprrgs wanm . 3Ny
ITINRT R Ufaay A ¥ £ o o
2. @R B yga=

famfor, YesRUr 3R & SMAITd WaRTS 81 frgHTact, 1989

TffHRor
SFTEE-1 & T | H Fefd Arde & SFER @akTe & ¥4 § aified 78l 8

<t ¥ - ffevor

LIEACRIESEINCGIIREED) : faurT3
TR 7 afd/ger D faymT R
Sfary] ¥ TR D faymR
FHORSHHAl L faymTR
EECIRACKICERIL D faymT gaft

fAf¥a deg-sf &few fawedar @ faumT R (IR TwT, YgHY oS, AR U, i)
- GRTGA SREUT (HIRGP)
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Temozolomide Injection Formulation

TTHIl T o fafd:
8.1 26.09.2023

TY.31.09. FeR; i IR SIRY & &I aRIG: 20.03.2023
27569-00023 Ugdl! 9R ORI R $ dRI: 03.11.2014

SI1.U9.T. d9d dd
NltCEEAREENES]

THohd Tsq
B =il =

wgfaard/gafay™ s

o@

© H301 feTem W fasan

H319 3iTaEl & TofeT ST Iad HT g |

H341 TS G I B o ford I<gqui|

H351 ARR (H¥R) U1 3 & e T4 qul| .
Hseo%DWﬁgﬁugmw%WMﬁaﬁugm
Th g

H373 FTet o7 R Y el a1 GRIgT TaIUTeR (ST T,
U T, ARIHT UfY, Twef) 3T &1 o Ugdl 9hdl 5|

: APYTH:

P203 TN $H3 J Tgat Tt JRem S & ure &%, U @ik
RECARUNERC]

P260 ¢c B! T gRT TGUT - B |

P264 TATA & G @l bl 331 e T

P270 39 IATGH DI YA HRd FHY W1, YIH1 I YU T DY |
P280 I&Tad S/ I 3R 311G T/ &0 U |

I

P301 + P316 + P330 3R 9T foran 8): deh T SMuTdehIaiq
fafdrea g urd &¥ 1 48 &1 Ol 9 aRR () e
P305 + P351 + P338 3[R 3(d) A Tdl oY | &3 fHe de Ul q
IR (R) B 3R Picde o A Bl dl 35 HobraT

3 g1 af Reera ¢

P318 3R 3{HTaRYI g1 1 fo=aT g1, Fad<ia Iamg ¢

;37 + P317 3R 3G # Sa 9R} X8: fafdrc Seradr ur
|

HSIRUT:

P405 HSR ard H|

fAraror:

;5%01 s BT FuerT Widd dte SRUNd dREH o
|

3= grf=ar foret ufvomy Ty aeffewor &) gl
e & T JHH I W 3iial A TSt T 3R @1 § GRD! g1 Fohll ¢
YlehaT, THTS a7 30 WIeH & SR fahied yd-arg fArgor s 9o g

3. 3AUQ! HT AISA/SITHPTRI
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Temozolomide Injection Formulation

€3 MSD [} v

TXHI T o fafd: T30y, deR: 3ifdH TR SR B3 BT aRRG: 20.03.2023
26.09.2023 27569-00023 Ugall IR SR} A Bt dRIG: 03.11.2014
Terf/fiyor : fiyyor
3[agq
HS I H T (F9) - TR | TS (HFIAH) (%
wiw)

Trsfed o 77-92-9 >=10-<20
qQfsTH FaARTS 7647-14-5 >=10 - < 20
Temozolomide 85622-93-1 >=5-<10

4. yfire ffeer & Iur

HTHY Hdle

TR Y GRT T80T 81 5y
3R T T YU gl oy

3R 3iT@ ¥ U g AT

3R f7Te foram Sme

T4 Tg@yuf d&ur 3R
UG, A1 g 3R 3

UTfHes fRIfdhed o TR&m

ffercr® o ford @

. 3R g 81 a1 adiad 3l 9 & ol Afgehd T ¥ JdTg B
T AT T g 1 Vel &1 &R fUfq | Rife g gars o

: g W GRT UG R foran ST, f ofTelt getl gaT & o omd |
fafrcia ggam o

. g B IR, qRA @1 B Wi 3R Sgdrd U ¥ I B
T avd Td S IAR S|
Tl Igam o |
YN 9§ Ugd a¥d e

TN § U8 J S Bl 3T Re gl

W gF W, A Gl B HH Y HH 15 e d& e IR U
U AT e
3R BIcae dvel Tg 8, 3R 37! IARAT 3T 8l IaR < |
fafreita wga o |

: g e S, 99 Ofa Td B
T SR U1 Y Bbieiel Y3 Dl BIF B ()
U1 & 1Y Yg 3] e el bRal|
YEI Afed B! Gg & oI UH DI $B A ¢

D e wR s
3t o Tofier STa Iad BT & |

TS Y IUF HRA & (ol Fag gyl |
TRR (HR) U1 B & fort F<equl| _
IR B BT Ug a1 Ahdll & | ST R &1 811 Ugan Taval

|
FrTer o e a1 geRIg SR & Y g (SRR

JHUH UG IhAI g1
d & 1Y TS g W T § it STer 3R & B gt
ARELIE
D YA fefdcdt 3 arell &1 ST YR&M TR & o1 alfg T, al
SRGH Pt YU B TR YA T dfdids YRETHD ITHIU
BT TN HAT I (WS 8 W )|
L e SR WA ¥ IUAR R

5. =M U™

I o= difgar

L SA
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Temozolomide Injection Formulation

TTHIl T o fafd:
8.1 26.09.2023

TY.31.09. FeR; i IR SIRY & &I aRIG: 20.03.2023
27569-00023 Ugdl! 9R ORI R $ dRI: 03.11.2014

SR (31TT) g1 o J1HH
SR % R fafkiy wav

WGdARATH ggd IdIG|

(31TT) I & A=y iy

3T g3 & fore Ry 99

Udpela-ufarieh T

BIo S DIASS
R[S0 /AT THA

K I
D YA I Y X, SaaH Wid DI IR H AEH Yo 89T H 3R

BB HE B THF 8id) § ol [aepie [ SHTeT &) gobd! 2|
T8 IUTG] BT YUP WY P I T WeRT 81 Jobell g

. PRE NAESY

SIS SEEY (NOX)
Ted ARy

. 97 SIS 9 TR Y S R URIRUMT SR Se-ure

qIATaRul & 35 ol |

< fooa] B 381 A & ol TA-HER BT AT Y|

SR U1 BT YRIE § Al 3T & & W &g = dbe-R Hevrd o
EURCARCIRIERE !

D 3T TR W WR, - 4 SueRor ugH|

ISl TeTHS IUBUT TRIRT BN |

6. 3MH AP Reiier Iura

Jufdaes U, YReTHD
JUSHT TUT STATARTCN

qafaRuit Fraenar

HHTS B SR B I A
& uerd ud i

: Aol TeTere IuERUT YT 6 |

R gSfeiT R (Ws 7 < ) 3R AfadTTd JREM IUHRON
& gTal (TS 8 ¢ ) BT fUTe B |

: gIdTaRul § Bie ¥ URER &1

i BT JRIEE, 3R Y 9 a1 Feh1a & A |

T ¢ T U bl g1 Td AT

%@gwmﬁwmﬁﬂ%fﬁwmﬁﬁaﬁ
|

. AP B o & o1, JHT HR 1 7N gRT Ifd fess o

THAd B
%frﬁwﬁﬁmwﬁwaﬁ(@@r%aﬂéﬁwﬁmﬁaﬁ
T HY) |

od Bl dg! IR TS 1 G <, R I TAMY [T H qrdraror §
A B TR faewie fyor 7 S ¢ |

R a1 I8 fafaw 39 verd &t gl ok Fuem A &
o AN &) Ihd B, T1Y & I Aoy 3R 3MmgeAy W ot 5t
(39 yerd oY) Rl Bt JbTs T ST H AR O 81 3419 B
ot &1 g 6 S faeae @] g €

T THSITH & SFHIT 13 3R 15 F© RIH 1 I Rebrge
F IR A THSHR! T B & |
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Temozolomide Injection Formulation

TXHI T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 20.03.2023
8.1 26.09.2023 27569-00023 Ugall IR SR} A Bt dRIG: 03.11.2014

7. HATA SR WSROI
dH-IP! U™ . Rfde fagygd ST 8 T § SR Fefed Yo & HRU faxwie 8

Tl 5|
YT YT A, O BT Soaci ASSHT 3R Siei a1
3fohy qTATaRTT |
R / $d dfea=E L 3R T AfeARH Suas B, d wF ey dfeasq &
1Y YN B |
YRIE BT & forw D @I A ISl W Al RA ¢
BRI el DI i gRT TG 4 DY |
e 7 |
3ffEt B 7 9 2
AT & 916 @dl Bl 3BT a8 |
3Bt 3NN Tl TR GREM TUTST & SR THT, St
PRI TRIUIGR BT TR AR B
fSsd D1 U PR a9 b 9|
Yl BT JATGA 3R SHE HH I HH g < |
e TR § A1 g1, fSaa 5 7|
dTY U4 TodaH & did 9 g X |
Rfas R & ufded yafur Qe so-m|
S IAIG ! YA HRd T8I 1, UHT 7 WU Td D |
w?ﬁ%ahaﬁﬁﬂﬁﬁwwﬁ@,sﬁ?m‘mmﬁm@
*H I
PRigd YR o uRfRufoar ¢ 33t aRe ¥ dd T gu fosal & T |
USR dra T
DY PR GG PP 39|
faRy Ity fafodl & AR HeRT &1
S Uarf 4 9 ; ﬁwﬁaﬁr@?rw%m%muq@:

8. sy frdmror / fsft Ram

HRIT G701 & AFES! & 1Y 3a9q
SERE) W T (PY) | TG UBR =01 U / YR
- TR (3R&TTT BT PRENICK
TPhR) HYICIM
Temozolomide 85622-93-1 TWA 0.1 ug/m3 (OEB 3TaRk®
5)
Uig= I AT | 1 pg/100 cm2 aRk®
EEIRRIEUARLEL O (SN, SR ST SIS ed) BT T A SR Hr-
R | At & RA1d B Ap P o s TR fReq ar
JAHUTH UNIfHTT BT STAHT B |

Tt ZSifRafie fdzon &) oReR fews grt erffad g
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IS ERAMSWS YRIeH & STAR e MSD A

Temozolomide Injection Formulation

TXHI T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 20.03.2023
8.1 26.09.2023 27569-00023 Ugall IR SR} A Bt dRIG: 03.11.2014

IIRT 3R IdTG!, BT, 3R TATaRUT P &1 & ol GMP &
Rygidl & SR aferd foar s @nfgul
Tt geft Jura ot Al el ]
T @RE W T Uiharsi ok T uRae aw &) wed B
T & o1 IR Ay N} & 3R &) oeed 8
gﬁm.wﬁmeW$mmmw
|

ool a9 @t 9rEh

oA Y9t =g ;TR Ui I e dfedwr Iuasy 78l § a1 TRTUIoR
3T e SRR fexr-Fexit & aTeR UeguioR Uefid &l g,
Al 4 GRET BT STANT DR |

fiheer TR . [FeU UeR
RUIRERICEIR]

gerf A g

 fewmft ;39 e W faER 1|

il Heet s D IgS Tiies AT & 1Y PRETIATUGH |
3R HTH & WG a1 Tiafafer & ¢a Pt fRufaar, o o1 wRe
e &, <t Ifer e U |
IR Yd, ¢, T TR & AT Y Gudh &1 GHIET g1, ol
TURiies 1 IR IEX BT 3= TR0 UgH |

9T U9 IRR Taeht T L ISt a1 yanTRITE die § ST B |
ISR &1 B Adg! 4 9d1d & ol BI 7 X! B & YR W
feeiad o) |
Tuifad gfid wus Maraq & fore Ifra Shnfeit aab-ia! &1
S B

Tl Het IU™ D 3R WA ITAIT & SR WA & AU H 3 B GHIST g,
@ BT B b WM & AT 31 9 B yonferr iR Jrea
QMR U B
TN & SR, ST, G 31 Yoa= 7d B3|
T HUS! B U & 916 B [ I SXqaTd Y|
gfaem & gy e & SifaieT Haau o) weien, 3fad
AT RET IUHRN, Ifad ST 3R alR=ies fsharst,
N Tz AR, fafee FRE ok g

[ERENEIESSEIRRIIEREEICINY)
9. Hifow Td Iamaf® ur
fegmae NG
& D Whq

Ty Sl IuAs g
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TAlgd gRAMISSIS WHeH & 3R

Temozolomide Injection Formulation

TEHRT Ty &1 fafd:

T30y, deR:

€3 MSD [} v

3ifdH TR SR B3 BT aRRG: 20.03.2023

8.1 26.09.2023 27569-00023 Ugal IR SR A &1 dRIG: 03.11.2014
7Y 1 ggalld D $e1 U TRl
i Rec) D STl Iudsy gl
fUaem/38 &1 daaH D $e1 3UAs TRl
URfY® I9a- H1fdg/IqeH ST IUA gl
CaRsie|
T fag L U e
IR BT & . UaNg el
IR (319, 19 ) ; ﬁéﬁwmmmuq%aﬁmﬁmﬂwemaﬂgﬁrww

|
SIS (ARt Ueref) ;3T I e
3= fowpie Tur/ S=aR © SeT IUA TR
Saa-RITadT ST (3R
THadfaferd fadie)
FH famie dimr/ et © $e1 IUAs TR
SRS ST (AR
ToAafee! ferie)
99 gaTd . UaNg el
el AT g | o
LS ISERE | D Sl IUAsY g
T D $e1 3UAs TR
NP,
ot faegan SRENI]
ELISRRINICHCS] S
SfgeHId/ar
e &1 aruEH L e IuAsy g
3ge &1 g . SC1 3UAsY gl
BIEGINERSAIEN
. UaNg el
fapic® oRaYUTd R R I
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&1 SeT e
TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Temozolomide Injection Formulation

TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT aRRG: 20.03.2023

8.1 26.09.2023 27569-00023 Ugalt IR SR} & B aRi: 03.11.2014
SRftHR0T & TURGHTT © g9 uerd a1 iy & SiReRS aifdd e faran T g
AMUIIE UR D STl Iudsy gl
HUI BT HIY L SeT Uy gl

10. FRU=eT 9yt ufafeeaar
iR : Siffsariidar & W & ¥ H FEifepd 81|
T R D I fRufem A RR B
IRseqy ufafharai : @gwwwww%aﬁmﬁwﬁwwﬂgﬁww

|
A STl R Toicl P 1Y ufafehar R Tebdl g |
3 aRfRufol @ o : Y, SaTe Og
Yd P 1 A |
ST Y L iRl Teley
e uerdf ¥ ey . PHIS TR I (BoRSY) 3ge gerd Jd e
11. fwmasnfora g
PG 3REUT (THUIGR) P TR 1 gRT TG0 BT
ESIREAR] eI RSED
fTer
i & Fudh

GIEACLIESEI

e W faveri

LIAKH

g Mifae fasmadar : STt fasTarar SIIHM: 241.75 mg/kg
TABT: AT ARIBT

3{d4q:

Arsfe® arat:

g s fasmaddr . LD50 (¥& (HA13)): 5,400 mg/kg

GEECEIRAELIESGI . LD50 (JgT (XT)): > 2,000 mg/kg
TRIBT: OECD TRIEfUT fE=ME=T 402
3ficra: uard a1 g ot Hig T e fawTaddr gt §

Ifead FRTS:
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&1 SeT e
TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Temozolomide Injection Formulation

TEHRT Ty &1 fafd:

T30y, deR:

3ifdH TR SR B3 BT aRRG: 20.03.2023

8.1 26.09.2023 27569-00023 Ugd! gR SR} A &I dRIG: 03.11.2014
g M fasmadar LD50 (IET (R2)): 3,550 mg/kg
g 49 fauTaaan . LCS0 (F8T (RT)): > 42 mg/l
fora g & ford Hueh (TeRIUIeR) gaim: 1 h
URI&UT ITATaRUT: Yei/paIaT
SIERCEIRRELIESG LD50 (@RIR): > 5,000 mg/kg
Temozolomide:
dig Mfae fasradar LD50 (F): 19 mg/kg
LD50 (IgT (¥€)): 315 mg/kg
LD50 (YU (HI3¥)): 205 mg/kg
a1 & fore e
JUAS SR TR afiepd al|
3Adgd:
argfe® s
IR G RO ]
GNED] . OECD URtefur fa=mfAd=r 404
gfRomy G R A E |
Tifsay waRTS
IR G RO ]
gfRkomd N R AT NE |
TR A7 afakdeH
3@t o Yoigl A Iad PR g
3ddd:
argfe® s
IR G RO ]
T . OECD URtefur fe=mfider 405
gfomy D3l T ofe, 8 Tl & iR fad
Tifsay FRTS:
Sl R RN
gfRomy ;3G A 5EH T8t
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&1 SeT e
TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Temozolomide Injection Formulation

TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT aRRG: 20.03.2023

~

8.1 26.09.2023 27569-00023 Ugall IR SRT A & dRIRG: 03.11.2014

YT a1 UG GATS DRI

AT B gUTSIar

JUAS TSR R a¥iiepd gl

YT-YYT D GITSTdT

JUAS SR TR aFfiepd al|

3{d4q:

TIfSTH FARTS:

TRA&01 Bl fbe L R fMp 1S TR (LLNA)

YU (TeRTIR) & I L gud

I ¢ S (HISE)

gikomy . BUTHD

Temozolomide:

Tequr ot fber . AFHHATSYIRA T

U (THIUIER) & i)

'Ol : TR fom

gikomy . BUTHD

SHaTY] Id "ereHiid

TS Y IUF HRA & [l Fagqul |

3dd:

Arsfed ana:

IEBIEERIREESIEH Tl o) e dadifea W fausta ufvads @t wira (AMES)
TR HUTEHS
TR1&01 1 e IRR & a1eR YeA- U1 TRIefur
gRue: ardfde
a0 ot fore: Saeian Y faudia uftad &t Sig (AMES)
RIS KD

ISRICERINEESEEE]) L URIEU B e RIeoRRid (34-fadl AnferE a9 IR
TrEeIoHIc® o, DA TAICRIN)
goTfar: IeT (X©)
TEAIHTE & ;AT a1
RIS IREED

TIfEaH FaRTS:

SRRt 34 faar TR Y fH: IRR & I18R WYY BT BRSBTS &7 S

IARaad Ttemr
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& seT e

TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Temozolomide Injection Formulation

TEHRT Ty &1 fafd:

8.1 26.09.2023

TY.31.09. FeR; i IR SIRY & &I aRIG: 20.03.2023
27569-00023 Ugdl! 9R ORI R $ dRI: 03.11.2014

SiTaTy] Tef FeTofet -
Sffema

Temozolomide:

IBEIEERINEESIEE!

SilaTy] Tef Ferafiet -
Sffemer

LRI RCIESIEED

Tl 1 fpe: SR Geef faudia ufvad= @ Sifer (AMES)
o UMD

T B fhre: YhaRIASIS WfART, S IalRkadd w_E
(ERR & 918Y)
LRI RCIESIEED

UJ&ruT o1 fored: ST & Ud GUR, TR & ifRrepreli o
3 ad ST TRAuu(ERR T 9189)
gRune: ardfde

GR1&(01 D1 fhe: hIHTeH TsRRH ¥ 3 fagt
URUMH: aRdfde

U&7 1 fored: shiHTelH TaRTH ¢ 34 fagl
TR HUTEHS

L ORI B fobe: -l AR Iy ¢

uwi%r:w(um) '
TWHHRM & I SeARSHId SoiaRH
URuMme: BUTHS

RIE0 D1 fhe: RIeomiicT (37-faat Bafer a9 &1
TIEcIoMicd ¢, PSS TATTIRIN)

orSiIfer: g1 (R€) '

TWHHRM & I SeAReHad SoiaRH

gfume: IRdfde

© 1T BT g IATTY] BHIRIBT IARad & =0 H qiiiehRur &l

T Tef FRar gl

TRl & o i e fausia ufvads &t St (AMES)

gRue: ardfde

G801 D1 fhe: I TsRRH ¥ 3 fagt
ORI gurTefl: T1a fempRrgey
ufkum: dRdfde

. AHRIAD g TUIRAl & -die] Feomae! T 9,

FHHIGA DI 1A STH Ha FCToH & A1 WahaR Thedre!
RGRERIES]
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mw éa m Public
IS ERAMSWS YRIeH & STAR e MSD A

Temozolomide Injection Formulation

TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT aRRG: 20.03.2023

8.1 26.09.2023 27569-00023 Ugall IR SRT A & dRIRG: 03.11.2014
FERSHI
IRR (FTR) U1 A & ot I<gqui|
3dd:
QIfETH FARTS:
Ty L gRI ()
TEHH A & I . @ o
fram gg & ford Iudh L 29
(TERIUTSR) g3l
ko . BUTHD
Temozolomide:
I ; X<
T B R & I ; %_%m
fpa gug & o)) Tudh . 6 HEH
(TSUISR) g3l
: 4 fm/feem IRiN® YR
gikomy . gRdld®
e 3f9gq SRR
SRS - 3fHer L O RN & SR IR SRYUFSHYIE & Hiftd Jad e 8|
3 fourar
IR B BT Ug a1 Thell &1 ST R &1 811 gl bl ¢ |
3dYd:
Arsfed arat:
M R & e muvE| %@ﬁﬁm:wm@ﬁwﬁwa{m
- g1 (XC)
TEAIBTE & I: AT o1
RIS KD
Temozolomide:
3[Rl & UHTE : U Y fre: widferdt / 3 &1 TR fasTg
goTTfer: T (¥€), R (37a)
TEHH YA & I HifkGd
JavdT: LOAEL: 8.5 form/faeT ekiRe R
LRI ACIESIEED
TR RY & e uyEl - gdeor ot few: yormiw Rigy faem|
geTIfar: IeT (X€)
TEHH YA & I Hifdd

YOI-TTHRY TR fAWTeRidT 1: LOAEL: 13 fRTIfeb T RiRes 4R
URUT: Refae, faudred Get m|
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&1 SeT e
TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Temozolomide Injection Formulation

TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT aRRG: 20.03.2023
8.1 26.09.2023 27569-00023 Ugall IR SRT A & dRIRG: 03.11.2014
ST faNTeRTal - Sfidhe ORI IR {50 T TR & YR TR Yagd BahRH SR Yol

STOT - Ushd SifaH

&A1 IR Ufigpd UHTT T WF Hed e g1, U W f5a ™
TR & STYR WR 3B R ufaed TH1d &1 Wy gad e g1

JUAS TSR R aFiiepd el

3dd:

|rsfed anat:

b L YUY JE Sfe S B Johdl gl

STOT - GIg[T SfaH

FTe T IR T PTell= A1 RTg TaRIUIoR (IR A, UTSHY oIS, ARieT Ui, i) i

JRIH Ugdl Thdl g |

3dd:

Temozolomide:

U (TeRTUIER) & I @

e 39gq : Y AT, UTSHY Toi's, et UfY, Tl

3B ;A 3REIUN §H TR ST (M) Bl T
u@”?n?n%

U G fauTaar

3d4d:

Arsfed arat:

orofifer LRl (e)

NOAEL - 4,000 mg/kg

LOAEL - 8,000 mgl/kg

T BT & I

fpaq gma & ford Tudbs 10 Days

(TRTAISR) g3

TIfEaH FaRTS:

BT LRI (XQ)

LOAEL - 2,533 mglkg

TAIHTH & I ;

fpam g & ford Tuds co2yr

(TRIUISR) g

Temozolomide:

IR . g1 (), AreT (raa)
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&1 SeT e
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Temozolomide Injection Formulation

Temozolomide:

TeHRT e & fafd: TY.31.09. FeR; i IR SIRY & &I aRIG: 20.03.2023
8.1 26.09.2023 27569-00023 Ugal IR SR A &1 dRIG: 03.11.2014

NOAEL : 4 mglkg

LOAEL 21 mg/kg

TEHHRMA & I

fpam THg & ford Tudh 6 Months

(TEHUISR) g1

& 3fqgd L NPT U, UIRHY TS, Y HwT, TS ST

gt L1 (Re), R (Fe)

NOAEL : 8.5 mg/kg

LOAEL 34 mg/kg

TWITHRMA & IR

fpam THg & ford Tudh 6 Months

(TEHUISR) g1

&g 3auq L AR Ui, UISEY ToiE, Y TS, BN Ui S,

TREISC TS YoITel!

Sl Dol

NOAEL . 2.5mg/kg

LOAEL : 6.3 mg/kg

TEHHRMA & I

o gy & ford Tuds 6 Months

(TEUISR) g3l N

e 3fayd SR A, T, G Fol- 31T, RIS I3 JuTe,

Y TS

Y LT

U TSR R Fiffepd 8]

AT | & Q1Y 3gHa

3{d4q:

[BUGESEI L TR Y& B TSSal, Tdeh, Secl, T, TR, YHhIae, aral

TS
12. nIRfRufaaa Ja=n

yifRAfa® faumaman

3dyd:

Arsfed arat:

EENIEARELIESEI . LC50 (Pimephales promelas (Wegs fF)): > 100 mgll
o Tg & ford Tudh (TaRUIoR) g3 96 h

SHHTT T 3 He-fed . EC50 (Daphnia magna (dTeX &it)): 1,535 mg/l

ERERSCLIESEI] o Tg & o Tudhs (TaRTUioR) g3 24 h
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TEHRT Ty &1 fafd:

T30y, deR:

€3 MSD [} v

Temozolomide Injection Formulation

3ifdH TR SR B3 BT aRRG: 20.03.2023
Ugd! gR SR} A &I dRIG: 03.11.2014

26.09.2023 27569-00023
Tifean wIRTS:
a3eh ol fasTedar :  LC50 (Lepomis macrochirus (oT‘ﬂ?IFT ?F@?‘QT)): 5,840 mgl/l
o g & ford Huds (TaRTUioR) g3 96 h
SHHTT Td 3 Je-Xfed :  EC50 (Daphnia magna (dTc Tih): 4,136 mgll
ERERCLIESEI] o Tg & ford Tuds (TaRTUioR) g3 48 h
QTS G & fsedar @ EC50: > 2,000 mgl/l
o g & o Huds (TaRUioR) g3 96 h
STtarugaf & fosTardd EC10: > 1,000 mg/I
Toa &) faureaar (RReifae : NOEC: 252 mg/l
fwTaTa) o wg & ford Tudh (TaUieR) g3 33 d
*ISII TS Pimephales promelas fb?%%’ﬁﬁﬁ
BT Td 3 e3fed . NOEC: 314 mg/|
STereR ST (RRa&Te fora THa & for) Jueh (TaTUIeR) 3 21 d
[ELIESED) TSI Daphnia pulex (dTeR M)
Temozolomide:
EERNIEARELIESEI - LC50 (Oncorhynchus mykiss ( WE’IG‘C')) > 100 mg/l
o Tg & ford Tudh (TaRTdioR) g3 96 h
TBT: OECD TRtefur ﬁsrrﬁ%fm 203
ST T 3 Se-3fed :  EC50 (Daphnia magna (dTeX Tei)): > 100 mgl/l
ERERCLIESEI] o Tg & ford Tudh (TaRUioR) g3 48 h
T 3 3 4 St e fAdwr 202
AT/ Wiel f fawieddr @ EC50 ( Pseudokirchneriella subcapitata (8<1 RaTd (Tesi)): >
90 mg/l
ﬁmﬁw%%ﬁw (TEFIUISR) 3T 72 h
TheT: 3N 3. 3. e A= 201
NOEC ( Pseudokirchneriella subcapitata (Bﬁﬁaﬁr (Qc_\rﬂ)): 40
mg/l
ﬁmﬁw%%ﬁw (TEUISR) g3 72 h
Ter: 3t g . e = 201
STtarugaf & fosTartdr EC50: > 100 mg/I

: o Tg & ford Tudh (TaUioR) g3 3 h

TRI&0T ot fohed: YTH-TRa § T plde
T o 3.1 S T Adwr 209
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Temozolomide Injection Formulation

TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT aRRG: 20.03.2023

8.1 26.09.2023 27569-00023 Ugal IR SR A &1 dRIG: 03.11.2014
A 3R SraerHfordr
HdYUdq:
Trgfe® ot
Sfde SITHHUT ST &FaT  © UROTH: GHAT & I1 UIpTd dRid o SfashHUBRI
CRIEPSENEERIN

S[IHHUET: 97 %
o wg & ford Tuds (TauioR) g3 28 d
TBT: OECD Ullequr femmfAewr 3018

Temozolomide:
Sifae AU B &HdT : givome: g Tifa  srgefiford g9 areit
Sfde aHHUIAT: 83 %
o wg & ford Tuds (TauioR) g3 35 d

O A RRET L 3IHH B SeR-fiet (FTo-arsw) (1. Etuo): < 1 d
TyTfaa Sfas Jaa
3dYd:
argfe® s
ELISRRINICHCS] . log Pow: -1.72
/A1)
Temozolomide:
CLISRRINICHCE] . log Pow: 1.35
3 Ie/am)
fardt & wifor=fteran
3T U e
3= yfdepd gy
a1 IuAs gt
13. fAer fifgard
fAuer & a8%
/N T F=1 7 (ger) . HS B | A b |
RIT fafadt &g B |
gfta Af L Tl fSaa B 3 B gTSd B arelt Bafiedt A Sumgaetit ar
T o ford o Mg
3R 3T fafAfEy 7t faa mam: srorged Sare & U #
fAgeH A
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Temozolomide Injection Formulation

TXHI T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 20.03.2023
8.1 26.09.2023 27569-00023 Ugall IR SR} A Bt dRIG: 03.11.2014

14. 9 gaAT
sieeigia fafraw

UNRTDG
W It & = H fafafig Tt

3(Ts € & T-31 ot 3R
G It & & H fafafeg T8t

318 Ty S ot wis

G At o = H fafafid a1

IMO JUHRUN & AR 4P A ufiagd o
3MYff b T Msae & forg omy et
IuaRTHal & fore faRiy wraaf=at
PRI

15. fafrarae @

gerd ar fargor & g R, W@y, 8k wafavur & fafafaus

39 IUTeA ¥ 3auq fAmfrfad srae N A gfua §:

AICS - fyffa =gt
DSL - fifed 8t
IECSC : Fuifd 8t
16. 3= I
TNy & fafy I 26.09.2023
Sffafvad ST®RT
3T XM & Ihad & o . &= ATd SDSs, OECD eChem ¥ 3fidRe® d&Id! gel, Sel
TN fohdl 4 gt IEa Wiel aRom quT RIg IR o,
http://echa.europa.eu/
faAie urey . feaagay
3= etz & quf ar

AIIC - STEfe Il ST Sieiorrs et ANTT - Sford &t 91 Yy gikaed Toidl; ASTM -
AR Il uieror FRIRIET; bw - STaT &1 I9; CMR - HIRIOH, Jeol-db IT Yo+ favaT; DIN -
THT AMSHIHR0 GRIF & T AF®; DSL - IR Uard It (F18T); ECx - x% Ui I JaT
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TAlgd gRAMISSIS WHeH & 3R

Temozolomide Injection Formulation

TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT aRRG: 20.03.2023

8.1

26.09.2023 27569-00023 Ul IR SR A &t dRRE: 03.11.2014

THe; ELx - x% Ufdfehar ¥ &t ST &X; EmS - TUTqeHhIe- Uegd; ENCS - Aiel R =Y
IS gerd (STAF); ErCx - x% gl ax Ufdiehdl ¥ I8 Ydhad; ERG - ATATdbTei Widfshar
MES; GHS - AfYF TR W YT ReH; GLP - /3T TANTRIET YT IARC - ¥R TR I8 & fog
;ﬁuq@?ﬁ; IATA - 3iRISIY arg uRas THIRNEA; IBC - YR AEAT § WaRAD JWEA! alel

[ % fmToT SR IuaRr & o 3 TfgT; 1C50 - 3T SHfIHaT FRIUTHS Fdha; ICAO -
SMRITH AFR fIAMA W67; IECSC - 9H H Hival I¥rfd uardf &1 §ded); IMDG - SidRigh
TS TARAD HIS; IMO - RIS FHeT W16, ISHL - STeNfe JR&T SR WA ST (STUH);
ISO - AF®IHRUT & I SIRIFR T13; KECI - HINAT Hie[al IR $desl; LC50 - TRI&UT SHTael
BT 50% 1 AP Hdbgd; LD50 - URIEUT 3METE B 50% ] °dd GRS (AT bl WRID);
MARPOL - STgTST & UgWUT &1 AT & foTT SIaRig THe; n.o.s. - g FAfEE T&F; Neh - et
f98; NO(A)EC - Sadib = fobar M1 (wfddd) WU dda; NO(A)EL - 3fddid- 9 foear
(fdpe) THTT TR; NOELR - TR-3{IdIdGH-0 UHId e &3; NOM - 3MfieIRe Afdyed faw;
NTP - PR fau-fa SrfshH; NZIoC - 8R! &t =golt o' $dedl; OECD - i wedl 3R
fa™ TE; OPPTS - IMMAM® JRET 3R UGHUT AHUM HTATAT; PBT - RIRR, Wd-THAHN 3R
fawmad uerd; PICCS - @A SR IS gerdf &t fhelidia gdedt; (Q)SAR - ({EHTEE) IEAT
TfAfAfY Fey; REACH - JRIU T¥g 3R IR UoiidRul, eidh, WRSGR SR ufady aRug &1
fafa@= (EC) . 1907/2006; SADT - W-diadl 3{Ude dIIHH; SDS - YR&T ST /iie; TCSI - agd™
A yerd gdest; TDG - WARATS WA &1 URdeH; TECI - YIS T $desl; TSCA -
fawrert uard Az s (3ge sy 3mReT); UN - §ge Y; UNRTDG - NSRS HHH &
ORTET TR TG P BT RABIRRY; vPvB - Tgd W IR Tgd Sa-TUHAHRUT ARG; WHMIS - HT-
Rf W=D Ut =1 Joret

U &M ST 2T & SUS THIRM DI dRIG B &) T THSRT §HR JH, STHHRT SR [y &
3IYUR G § | TSR Bl YRI&T ST Y JUTEH, TN B3, Uiehal H, T &, IRag He,
AU FRA a1 Bie & forw Haa Arfes & wu & foma fasar man § qun fed ueR &t ardt an
TOTaRAT T fAfERT 16T T ST | U SR T ST 39 SDS & XY IR ggar! T dad
faRry areht @ Tefid 8 aur sSDS wnht &1 farelt s arelt & TaeH a1 fansht o ufshan °, 5|
I U1 H 7§11 71 81, TANT & R 9 a1 81 Taball ¢ | It yaianstl &l @] 811 0, Taiad
¥ Sifad Iare B SDS-URR & I BT BT B Ted eod B, TANT R, Ulchar Hx
TUT T TR & 30 3iF &1 & ARy e & SHaRT SR Ry &t weten & a1fgy |

IN / HI
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