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BT LRI (XQ)
LOAEL - 2,533 mglkg
INIEZAB LS| ;
fpa- THg & ford Tudh .o2yr
(TRIUISR) g
Temozolomide:
| EELE] L g8 (o), e ()
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Temozolomide Injection Formulation

TeHRT e & fafd: TY.31.09. FeR; i IR SIRT A DI dRIG: 26.09.2023
9.0 28.09.2024 27569-00024 Ugd! gR SR} A &I dRIG: 03.11.2014

NOAEL : 4 mglkg

LOAEL 21 mg/kg

I4SNIERE LS|

fpa THg & ford Tudh 6 Months

(THIUTGR) Gl

&g 3agd L NPT U, UIRHY TS, Y HST, TS 31T

‘Wﬁf L e (), R (He)

NOAEL : 8.5 mg/kg

LOAEL 34 mg/kg

T Th T & I

fpa THg & ford Tudh 6 Months

(TEHUISR) g1

NLREERE] L ARyt UMY, UIgEY T, SRy T, GBS 3,

TREISC TS YoITel!

EEILIG] Dol

NOAEL . 2.5mg/kg

LOAEL : 6.3 mg/kg

I4NIERR LS|

fpa THg & ford Tudh 6 Months

(TEUISR) g3l N

8T Sagd SR A, T, G Fol= 3T, TR IS e Tgel Jume,

Y TS

Y LT

U TSR R Fiffepd 8]

AT | & Q1Y 3gHa

HAdUd:

Temozolomide:

"ﬁmﬁa:n L TR Y& B TSSal, Tdeh, Secl, T, TR, YHhIae, aral
TS
12. wifRufaea a1
yrfRAfa® faumarmar
3dyd:
Arsfed arat:
EENIEARELIESEI . LC50 (Pimephales promelas (Wegs fF)): > 100 mgll
o Tg & ford Tudh (TaRUIoR) g3 96 h
ST T 3 Ae-3ed . EC50 (Daphnia magna (dTeX &it)): 1,535 mg/l
ENELCEIESKII o Tg & o Tudhs (TaRTUioR) g3 24 h
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Temozolomide Injection Formulation

TeHRT e & fafd: TY.31.09. FeR; i IR SIRT A DI dRIG: 26.09.2023
9.0 28.09.2024 27569-00024 Ul IR SR A &t dRRE: 03.11.2014
1l
Ifean FIRTS:
CENIEANELIESEI :  LC50 (Lepomis macrochirus (oT‘ﬂ?IFT ?F@?‘QT)): 5,840 mgl/l
o g & ford Huds (TaRTUioR) g3 96 h
ST Td 3/ Je-Ifed :  EC50 (Daphnia magna (dTc Tih): 4,136 mgll
ERERNELIESEI] o Tg & ford Tuds (TaRTUioR) g3 48 h
RaTa/SeT Uiei &1 fsTedar @ EC50: > 2,000 mgl/l
o g & o Huds (TaRUioR) g3 96 h
EIEIL IR RCRIESEI] EC10: > 1,000 mg/I
Ao & fauregaar (RReifae : NOEC: 252 mg/l
[ERIESG o wg & ford Tudh (TaUieR) g3 33 d
*ISII TS Pimephales promelas fb?%%’ﬁﬁﬁ
S Ud 3 de3fed : NOEC: 314 mg/|
BREMERIEIRINEECINGT fora THa & for) Jueh (TaTUIeR) 3 21 d
[ELIESED) TSI Daphnia pulex (dTeR M)
Temozolomide:
CERNIEARELIESEI - LC50 (Oncorhynchus mykiss ( WE’IG‘C')) > 100 mg/l
o Tg & ford Tudh (TaRTdioR) g3 96 h
TBT: OECD TRtefur ﬁsrrﬁ%fm 203
ST Td 3 Se-3fed :  EC50 (Daphnia magna (dTeX Tei)): > 100 mgl/l
ENERELIESGI] o Tg & ford Tudh (TaRUioR) g3 48 h
T 3 3 4 St e fAdwr 202
AT/ Uiel of faWTeddT @ EC50 ( Pseudokirchneriella subcapitata (8<1 RaTd (Tesit): >
90 mg/l
ﬁmﬁw%%ﬁw (TEFIUISR) 3T 72 h
T 3 g 4 S, éeﬁ?’f‘zr 201
NOEC ( Pseudokirchneriella subcapitata (Bﬁﬁ?ﬂﬁ (Qc_\rﬂ)): 40
mg/l
ﬁmﬁw%%ﬁw (THIGISR) 3T 72 h
Ter: 3t g . e = 201
EIEIL IR ACRIESEI] : EC50: > 100 mg/I
o Tg & ford Tudh (TaUioR) g3 3 h
TR1ef01 o fored: 4r9- Wﬁw
ThHT: ot 3.4 St e FAd=r 209
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Temozolomide Injection Formulation

TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH TR SR A BT TRRG: 26.09.2023

9.0 28.09.2024 27569-00024 Ugall IR SRT A & dRIRG: 03.11.2014
TR 3R TpHfORIT
3dYd:
Trgfe® ot
GIfdh SIahHUIT BT &FdT ¢ UIROTH: Gl & A1 UIpTad aRid o SfashHUIBIRI
CRIEPSENREERIN

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

Temozolomide:
GIfde SaHHUT Bt &HdT : givome: g Tifa & srgefiford g9 areit
Sfde BT 83 %
o wg & ford Tuds (TauioR) g3 35 d

o A R L 3IHH B SeR-fiet (FTo-arsw) (1. Etuo): < 1 d
TyTfaa Sfas Jaa
3dYd:
argfe® s
QTSI ToTih: (T . log Pow: -1.72
/A1)
Temozolomide:
ELISRRINICHCS] . log Pow: 1.35
Sfae e/
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 AH | A b |
R fafadt S Eg B |
gfta Af L Tl fSaa B 3 B gTSd B arelt Bafiedt A Sumgaedit 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 TR B34 Dt dRIG: 26.09.2023
9.0 28.09.2024 27569-00024 Ugall IR SR} A Bt dRIG: 03.11.2014

14. 9 gaAT
sieeigia fafraw

UNRTDG
GRS It & =0 # fafafig 78f

3(Ts € & T-31 ot 3R
GRS It & =0 § fafafdg 78)

318 Ty S ot wis

GARAD Ut & =4 § fafafig =gt

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

15. fafrarae @

werd ot fargor & firg gRam, Wy, 3R watarur & fafwfau=
39 ITeA & 3auq fAmfrfad srae N A gfua §:

AICS - fyffva gt
DSL : fuffa =8t
IECSC . FRyifa T8t
16. 3= I
Tened & fafy © 28.09.2024
Sffafved SI&RY
a1 Xte & Johad & o . %= ATd SDSs, OECD eChem ¥ 3fidRe® d&-Id! gel, Sel
TRINT {52 T aarael OIce EIST IO quT JRITA Iafes Toie,

http://echa.europa.eu/

g&@%ﬁ@ﬁﬁwﬁwmw%ﬁmﬁa$g@wﬁﬁ@@weﬁmw
TR

fai® U=y ;e amad
3= et & quf ar
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Temozolomide Injection Formulation

TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH TR SR A BT TRRG: 26.09.2023

9.0

28.09.2024 27569-00024 Ul IR SR A &t dRRE: 03.11.2014

AIIC - 3TeNfe Il &1 Sifeferars gl ANTT - aﬁaﬁﬂ@u@qﬁaﬁm ASTM -

et Al Uieror TRaE; bw - STa! &1 9, CMR - BRI, Geolf-d a1 Yo faseT; DIN -
SHAT AMSIHR0 GRIM & o AF®; DSL - ‘aiqua%hﬁﬂ(m) ECx - x% Wfdfrar ¥ ger
Hdhe; ELx - x% Ufhar ¥ St AifeT &; EmS - MTUTadld- [Isgd; ENCS - nﬁa;ﬂah?:m

IS gerd (STAH); ErCx - x% gl ax Ufdferar § I Ydhad; ERG - HTATdbTei Ufafehar
TMES; GHS - 4 TR IR ATd RiweH; GLP - 3redt GUTRITE HT; IARC - HER WR S & forg
TSHl; IATA - SRS arg aRaeT THIRIERH; 1BC - YR AR & WaRAIe 15 ot
éaﬁnfm@l?mésm HfedT; 1IC50 - 31T Sifpad RIS e, ICAO -
SMRITH AR fIAMA W67; IECSC - IH H Hival I9rf® Uardf T $9esl; IMDG - SiaRigh
TS WARAD HI; IMO - RIS ST W16, ISHL - ST JR&T SR WA ST (J1H);
ISO - AMSIHRUT & T SRR T3, KECI - HIRAT HIS[ET [T 9e; LC50 - TRI&UT SHTaTel
BT 50% BT Gl Hdbgd; LD50 - URI&UN SISl Bl 50% DI Gl WGRID (A1 °Idd QRD);
MARPOL - STgTell ¥ UGNUI &1 AU & oY SeRigh Ta; n.o.s. - 33T A&y 76T, Neh - Ry
f78; NO(A)EC - s@dib = fdar M1 (widdd) WHE dda; NO(A)EL - 3fddid- 9 foedr T
(W)UHTHW NOELR - TR-3qal-a1% YHId TaH a3; NOM - 3SR A fam;
NTP - 51 YR SRISH; NZIoC - THRFT @ =it 3rs 9¢8); OECD - 3 TEalT 3R
9™ e, OPPTS - IS JRET 3R UGV JHUH HATAT; PBT - RITH, Sd-THATH 3R
fawrad uere; PIcCS - @A SR IS gerdf ot fheidia gded); (Q)SAR - ([ETEE) T
TfAfAfY Fefe; REACH - TRIU T4 3R IR GoiahRul, eiid, WRGR R ufady aRug &1
fafam (EC) H. 1907/2006; SADT - Xa-dtadT 3fqge dIHH; SDS - JR&f Sl 2ie; TCSI - drgad
IfAE yerd §dest; TDG - WARATDS WA &1 URde; TECI - YIS AT §dexl; TSCA -
fouTaa ger feon siftfem (Sgad Ya $@R®); UN - ﬂgaawg UNRTDG - gIH®R® JEH &
URaET R TG Y BT RABIRY; vPvB - Tgd R 3R Tgd Sa-THAHROT IRG; WHMIS - HT-
Rf YRS Il Y1 Yorredt

U & ST 2Me & SUS THIRM &1 dRRG B &} T TSR §AR I, THHRT SR [y &
TR Tl § | TSR B JRI& &1 JUTEH, TN 634, UfehaT 3, T A, URTE He,
e oA quT s & fore Faa Arfexa & wu § feuraA foson mar 8 qur ford) ueR ot adt an
TOra BT fAFGRT 8T HIFT STET | Jueis BRI TR THBRT 39 SDS & XY W ugdar 1t bad
faRry TrRh § Tefid g 9t SDS Tl &1 farsht o ATt & Waem § a1 fansht o ufshan H, 5|
I UT3d § 9 FdTa1 T 81, TRNT &1 R 94 el 81 Taball ¢ | It viaarsit &l @] 817 0R, Uaied
¥ 3ifaw Iare  SDS-UMT & JuFdT HT 3Mbe B Tl 38T B, TART B, Uishar da
TUT TG TR & 30 3iF &1 & AR e & eI SR Ry ot weften e a1ty |

IN / HI
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