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TMHMA 1: IIpocoropicpidg ovoioc/peiypotog kKo etoarpeiog/emyeipnong

1.1. AvayvopioTiKog KmdKog Tpoiovtog

Mopen mpoidvtog : Ovoia

Ovopa ovsiog : Temozolomide

Kodog mpoiovrog : 201601104

Suvovopa : Temozolomide, salts, hydrates, isomers and impurities where applicable

1.2. Zuvogeig TpocdlopiopEVES P GELS TG OVGLNG 1] TOV UEIYIATOG KO OVTEVOELKVUOILEVES Y PIGELS

1.2.1. Zyetikég mpoPremdpeves ypfosig

Kopra katnyopia ypnong : To mpoidv mpoopiletar yio v £pevvo. Kot avAamTuén Kot TV EXoyYEALOTIKY EKTaidEVoT).
Xpnion g ovoeiog/Tov petypatog : Moévo yio emoryyeApoTiky xpnon
Katyopia Aettovpyiog 1 xpriong o Xnpkéc ovoieg epyaotnpiov

1.2.2. Avtevdgikvodpeveg ypnoeg
Iepropiopoi ot xprion : Mn ypnowonoteite : Katdnoon, Ewonvon, Aeppotikod

1.3. Zroygio Tov Tpopun v 1) TOL dEATION dEdOpéEVEV acPaLEing

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, C530026

F- 67081 Strasbourg

France

T +33(0)388412035 - F +33(0)388412771

sds@edgm.eu - www.edgm.eu

1.4. Ap1Opog TNAEQAOVOL EMETYOVOUS AVAYKNG
Ap1Opog TNAe@dVOL EMETYOVOOG AVAYKNG 1 +33(0)390215608

TMHMA 2: IIp0o6o10piop6g eMKIVoUVOTNTOG

2.1. Ta&wopnon g 0veiag 1| TOV PEIYNATOG

Katareén copoova pe v odnyie 1272/2008 EK [CLP]

Oé&ela to&kodTTa (ad Tov 6TOHATOC), Katnyopio 4 H302
MetaAha&ryéveon YevvnTIKOV KuTtdpmv, Katnyopio 1B H340
Kapkwoyéveon, katmyopio 1B H350

ITAnpeg keipevo tov dniocewmv H ko EUH: BAéne tpnpa 16

AvemOOuNTES QUOIKOYNIKES EMIPAGELS, KAODGS KoL EMIPAGELS 6TNV avOpOTIVY VYEio Kon 610 TEPLfaiiov
ATOQa0N HEGH KPIONG EUTEPOYVOUOVOV KOl OTOSEIKTIKNG 1OYVOGC.

2.2. Zroyeio eTIKETOG

Xapaxtnpiopds copemve pe tov Kavoviopo (EE) Ap. 1272/2008 [CLP]
Ewovoypdppoza ktvdovov (CLP)

GHSO07 GHS08
Ipogwomomtikn AéEn (CLP) : Kivdvvog
Aniaogig emkivdvvotntog (CLP) : H302 - Emprofés og nepintwon katdmoong.

H340 - Mnopei va TpoKoAECEL YEVETIKG EAUTTOOTOL.
H350 - Mnopei va tpokoréoel KapKivo.

Anidoelg mpoevraéng (CLP) : P202 - Mnv 10 xpnolonooete Tpv S1oPAGETE Kol KOATOVONGETE TIG 0d1yieg Tpo@OAaENC.
P308+P313 - XE IIEPHITQXH ékbeong 1 mbavottag £xbeong: Zvpfovievdeite/Emokepdeite
yuTpo.

Zipoven cOpeve pe: eEolpeital | E0MTEPIKN GLOKELAGIN, TO TEPEXOUEVE TNG omolag dev vepPaivovy Ta 10ml
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Ewcovoypappata kvddvov (CLP)

GHS08

2.3. AMLot Kivovvor

Agv vrtdpyovv emmAéov TANpopopieg

TMHMA 3: Z0v0eon/ainpo@opies Yo To GVOTUTIKA

3.1. Ovoigg

Ovopa AvVayvopleTIKOG KOOKOG % Katdraén oopomva pe v odnyia
TPOIGVTOG 1272/2008 EK [CLP]

Temozolomide - <100 Acute Tox. 4 (And tov otoparog), H302

(ATE=300 mg/kg copatikod Bapovg)
Muta. 1B, H340
Carc. 1B, H350

ITAnpeg keipevo tov dntocewmv H ko EUH: BAéne tpnpa 16

3.2. Meiypota

Aev woydet

TMHMA 4: Métpa npatov fondsiaov

4.1. Ileprypa@n pétpov npdOTOV fondeidv

Métpa TpdTRv Pondeidv petd omd elomvon : Bydhte tov maBovta otov kabapd aépa. APoTe T0 GTopo OV TPOGPANONKE Va avanvedoet kabapd
oépa.

Métpa TpdTev Pondeidv netd and enapn pe To dEp . KoBapiote ™ peyoiivtepn duvorn mosdtnto okovmilovtdg ) (kabopd kot Hadakd amoppoenTikd
mavi). [TAvte pe apbovo vepo/....

Métpa TpmdTev Pondeidv Hetd and exapn 1e To LATIO . Hemhovete pe vepd kpatdvtag to PAEQapo Kakd avoryTd.

Métpa TpdTOv Pondeidv petd omd Katdmoon . Hemhovete to otopa. Ewwn wtpucn mapokorovdnon. Evééyeton va cvot el mopatetapévn watpikn
Toapokorlovdno.

4.2. INPavVTIKOTEPO COUTTONATO KOL EMOPAGELS, GPEGES 1] HETAYEVECTEPEG

ZOUTTOUOTO/EMBPACELS © BAaPeg otnv vyeio evdéyeton va eppaviotovv pe kabvotépnon.

SOUTTOUOTO/EMOPAGELS LETE b E16TVOT . Avenopkn dedopéva.

SOUTTOUOTO/EMBPACELS LETE OO EXOPT| LE TO SEPUOL . Avenopkn dedopéva.

ZOUTTOUOTO/EMOPAGELS LETE OO EXOQT LE TOL PATLOL . Avenopkn dedopéva.

SOUTTOUOTO/EMPAGELS LETE b KOTAmOooT : To cvpntdpata gvdgyeton va etvar {oAN, KeQaloAyies, vouTio Kot AT®AELL GUVTOVIGHOV.

4.3."Evo€1En 0010601 TOTE AMOLTOOPEVG GIESTS LOTPIKNG PPOVTIdUG KoL E101KN G Oepameiag

Zvpfovievdeite/Emoxepbeite yiotpd. Eqv givar duvatd dei&te avtd o gOAA0 aceaieiog, ki av oy, deite T ocvokevacio 1) v etkéta. Evepyn ovoia.
DapUAKELTIKO TPOTOV.

TMHMA 5: Métpa y10. TNV KOTOTOAENN G THS TVPKAYLAG

5.1. IvpocPestikd péoa

Katddnia péca mopdoPeong . KovBépta mupdoPeong.

5.2. Exdukoi T0o1 EMKIVOUVOTITOS TOV TPOKVTTOVV 0Td TNV 0VGia 1| TO peiypa

Kivévvog mupkaytdg © BMéme tuiqua 2.2.
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Métpa Y10 TV KOTATOAEUNGT) TNG TUPKOYLAG : Xpnowonowmote péca katdoPeong KatdAAnAa yio Ty TepAALOVG TUPKOYLAL.

TMHMA 6: Métpo o€ TepinTmon 0KoVoLIS EKAVONG

Tevika pétpa : Amo@uyete TV Geon maen He To TPoidv. Mnv avamviete
oKkovn/avabupdoeis/aéplo/oTayovidl/ ooV EKVEQD AT,

6.1.1. I'a. TPocOTIKG GALO 0TT6 TO TPOSMOTIKO EKTUKTNG UVAYKNG

Métpa £kTOKTNG OVayKng 1 Qopdte KATIAANLO TPOGTATEVTIKO POVYIGHO, YAVTIO KO TPOGTAGIO Y10, TO. LATIo Kot TO TPOCMTO.

6.1.2. T Gropa mov TPpocpépovy TPpMOTEG Pondeieg

Agv vdpyovv emmAéov TANPOQOpieg

Agv vdpyovv emmaAEOV TANPOQEOPiES

Mébodot kabapiopon 1 Zyovpéyte, 0T Ta. amoppipata Oo mepicuAeyovv kot Oo amobnkevtovv aceaiés. Kabapiote
mpooekTikd. [IAMvete To VTOAEILOTA TTOV JEV UTOPELTE VO AVOKTNGETE UE : ALGAV IO VTTOYA®PLOIOVG
vatpiov.

Agv vdpyovv emmAEOV TANPOYOPiES

TMHMA 7: X&eipiopoég kot amo0nkevon

Emm\éov kivduvol katd v eneEepyacio . Egiotdron emiong n mpocoyn| Tov xpnotn 6Tovg mifovoig Kivdhvoug Tov EVUTAPYXOVV GTNV TEPINTOGT
OV TO TPOIOV xpnoworomndel pe Tpdmo mov opileTar amd TIG KATUOKEVAGTIKES TPOSIOLYPAPES.

TIpo@urdéels yio ac@oAn yeipiopnd : XpNoWomomoTe TO TPOIOV LE TPOGOYTH. ATOQUYETE TV GECT) EMAPN LE TO TPOIOV. XTO HETPO TOV
duvato 1 pRHoT TOL TPOIOVTOG TPEMEL VOL YIVETOL GE EPYOOTIPLOKT KOOV

Métpa vyewng 1 Xpnon tov Tpoidvtog pe ophn Propmyovikn vyewn kot dtadikacieg aceoeiog.

Teyvicd pétpa : Zoppopeobeite pe TOVG 10YDOVTEG KOVOVIGHOVG.
Zovonkeg @OAAENG . Ovldooetat KAEWOUEVO.

Béme tunpa 1.

TMHMA 8: ‘Eleyyog g ék0eonc/atopikn wpootacio

8.1.1 EOvikég oprokés Tipnés emayyelpotikig £k0gong ko froloyukég oprokés Tipég

Agv vdpyovv emmAEOV TANPOQEOPiEg

8.1.2. ZuvicTtdpeveg drodikocics TapakorovOneng

Aev vdpyovv emmAéov TANPOQOpieg

8.1.3. ynuarifovrar etoyygio pomaveng tov apa

Agv vdpyovv emmAEOV TANPOQPOPIiE

03/04/2023 (Huepopnvia ékdoong) EL (eMnvikd) 3/8



Temozolomide
Agltio Agdopévov Acpareiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

8.1.4. DNEL xon PNEC

Aev vdpyovv emmAéov TANPOQOpieg

8.1.5. Ileproyéc eréyyov

Agv vrtdpyovv emmAéov TANpopopieg

8.2."Eleyyor £k0gong

8.2.1. Katdhinhot pnyavikoi £reyyot

Kataiinior pnyavikoi éleyyou:
Awtnpiote og koAd e&aeplopevo ydpo. XpnoonoLEite AmoKAEIGTIKG 6€ KAEIGTN Y04V Le EVOOUOTOUEVO GiATpo. DIATPO 0EPOCHOUOTISIOV VYNANG
amotedecpatikotrog (HEPA filter).

8.2.2. ATopkOG TPOGTATEVTIKOG EEOTMONOG
8.2.2.1. IlIpocTacio TOV NATIAV KUl TOV TPOGOTOV

Ipoctucia 0pOorpdv:
Ipoctatevtikd yvoiid. DIN EN 166

8.2.2.2. TIpoctacia déppatog

IIpoctacia Tov déppartog:
Xpnowonoteiote Tpootatevtikd pouylopod yio ynpkd. DIN EN 13034

[pooctucio TOV yePLOV:
ITpoctotevtikd yavtie aviekTikd og ynpkd tpoidvta. ISO 374-1
8.2.2.3. IIpooTacio TOV AVUTVEVGTIKAOV 0dMV

IIpoctucio TOV AVETVEVCTIKOV 00AOV:
Yg nepintoon amekevdipmong okovng : pnaokes pe eiktpo yio okoves P3. DIN EN 140 & 149. Yypo npoiov : Mdoka agpordpatos. Popdte avomvenoTikn
GLGKELN O€ TEPITTOON £kBeong o€ aTHODE/GKOVES/ aEPOADLLAT

8.2.2.4. Ogppkoi kivovvol

Agev vdpyovv emmAEOV TANPOQOPieg

8.2.3. Oprobétnon kon wapokorovOnon g teppaiiovroroyikig £k0eong o€ Kivovvo

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 9: ®voikég Ko ynIKEG 1016TNTEG

9.1. Zroyeia Yo T fociKES QUOIKEG KO YNIKES 1O16TNTES

Dok KoTdoToom T Zteped
APDLLOL © Mn dwbéorpo
Epopdvion ToZkovn.

Oopn 1 Agv oyoet.
Op1o oopng © Mn dwbéoipo
Enpeio théewg © Mn dwbéorpo
Enpeio m&emg © Mn dwbéoipo
Enpeio Bpacpod © Mn dwbéorpo
Evpiextomta © Mn dwbéoipo
Opra Ktvdvvov ekpiéEemg 1 Agv woydet
XoapnAotepo 6pro €kpnéng 1 Agv woydet
Avdrtato 6pro expn&ydmrag T Agv woydet
Znueio avaereéng 1 Agv woydet
Bgppokpacio avtavaereéng . 720 °C
Beppokpacio arocvuvieong © Mn dwbéopo
pH © Mn Swbéorpo
Adiopo pH : Mn Swbéorpo
EDeC, KvepoTkdg (1) 1 Agv woydet
AwAivtomra : Nepo: > 1 (10 —100) g/l
2uvTedeo TG KATAVOUNG GE pelyLo N-0KTOVOAN G/ vEPOD 1 <125

(Log Kow)
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Temozolomide
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

ZUVTELEOTNG KATOVOUNG O Hely e N-0KTavOANng/vepoD : 1,35

(Log Pow)

Téon atudv : Mn Swbéoo
ITieon atpov ot Beppokpacio 50°C : Mn dwbéoo
IMukvotnto : Mn Swbéoo

ZyETIKT TUKVOTNTO © Mn dwbéoipo
Zyetikn TokvoTnTa aTUAV 6ToLG 20°C : Aevioydet
Méyebog copatidiov : Mn Swbéoo

9.2.1. Iinpo@opieg GYETIKA BE TIS KLAGELS PUOIKOD KIvdHVOU

Aev vdpyovv emmAéov TANPOQOpieg

9.2.2. AML0. YOpOKTPLOTIKG 00QUAEiog

Agv vapyovv emmAEoV TANPOQOPieg

TMHMA 10: Xt00gpdtnTo KOl OVTIOPAGTIKOTNTO,

Z1abepd VIO KOVOVIKEG GUVOTKES.

Agv vdpyovv emmaAEOV TANPOYOPiEg

Agv vdpyovv emmaAEOV TANPOQEOPiES

Agv vdpyovv emmAEOV TANPOQEOPiEg

Kopia og kavovikn ypnon. BAéme tpuipa 7.

Ortov Beppaivetar LEXpL TOL GNUEIOL SIACTOONG, EKTEUTEL EMKIVIVVOVG KOTVOUG.

TMHMA 11: To&wkoroyikég TAnpopopisg

O&elo to&odmTaL (0d GTOHATOS)
Oé&ela to&coTTa (deppatikn)
O&ela to&koTTaL (avarvon)

. EmPrapés oe mepintmon katdmoong.
: Mn ta&wopnuévog
: Mn ta&wopnuévog

Temozolomide

LD50 and tov 6T0H0T0G 68 Apovpaiovg 300 — 2000 mg/kg

AGBpmon kot epediopdg Tov dEppatog
ZoPapn opOorukn PAAPn/epedionog
EvaisOntomoinon Tov avamvenostikon 1
gvaucbnTomoinom Tov dEPUOTOG
MetoAra&ryéveon YEVWINTIKOV KUTTAP®OV

: Mn ta&wopnuévog (EAkewtatiicd dedopévor)
: Mn ta&wopnuévog (EAkewtaticd dedopévor)
: Mn ta&wopnuévog (Baoetl tov dtabéoipwmv dedopévmv, To Kkprtnpla ta&vounong 8gv TAnpovval)

: Mmopei vo TpoKaA£6EL YEVETIKG EAATTOUOTA.

Kapkwvoyéveon : Mmopel vo mpokaA£oet kapkivo.

To&wodTa Yo TV avamopayoyn : Mn ta&wopnuévog (Ilepartépm mAnpoopies: Metalha&iy£veon YEVWNTIKOV KUTTAP®V)

Ewdum to&ucomta ota 6pyava-ctoyovs (STOT) — © Mn ta&wopnuévog

epanas ékbeon
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Agltio Agdopévov Acpareiog
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Ewu to&ucomta ota 6pyava-otoyovs (STOT) — : Mn ta&wopnpévog
emavelknppévn kbeon
Enucivduvotnto ovappdenong : Mn ta&wopnuévog (Baoet tov drabéoipmv dedopévmv, Ta kprmpio ToSvounong dev mAnpovval)

Agv vapyovv emmAEOV TANPOQOPieg

TMHMA 12: Oworoyikég TAnpopopieg

Owoloyia - yevikd . Emwivduva andpinta. Xpnoonoteite katdAinia doxeio omdppymg.
Enucivduvo yia to vddrtivo mepiBdriov, Bpayvrpodbecpog : Mn ta&wopnpévog
(080¢)
Enucivduvo yia to vddrtivo mepiBdrlov, pakporpdbespog : Mn ta&wopnpévog
(xpdviog)
Temozolomide
LC50 - Wapua [1] > 100 mg/l 96h
EC50 - Kapkwoedn [1] > 100 mg/l 48h

Agv vdpyovv emmaAEOV TANPOQEOPiES

Temozolomide

ZUVTELEOTNG KATOVOUNG O pely o N-0KTavOANS/vepoD 1,35
(Log Pow)

ZUVTELEOTNG KATOVOUNG O Melypa n-0KTavOAng/vepoD <125
(Log Kow)

Agv vdpyovv emmAEOV TANPOPOPIiEg

Agv vdpyovv emmaAEOV TANPOQOPIiEg

Agv vdpyovv emmaAEOV TANPOEOPiEg

Agv vdpyovv emmAEOV TANPOEOPiEg

TMHMA 13: Xtovyei KGO pe TN ovabdeon

Tomwr| vopobesio (andfinto) . Koataotpéyte pe aopali Tpémo GOUEEOVO e TOVG TOTIKOVS/ €0VIKOUG KOVOVIGHOVC.

TMHMA 14: ITAnpo@opies GYETIKA UE TN HETAPOPE,

Yopewva pe ADR / IMDG / IATA
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ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

ADR IMDG IATA

14.1. AprOpoc OHE 1 apOpég tavtétnTog

Aev 1oy0et ‘ Agv 1oy0gt ‘ Agv 1oy0gt

14.2. Oweio ovopacia arostomig OHE

Aev 1oy0et ‘ Agv 1oy0gt ‘ Agv 1oy0gt

14.3. Ta&€n/-e1g KtvdHvov KaTA TN HETAPOPA

Aev 1oy0et ‘ Aev 1oy0et ‘ Agev 1oy0et

14.4. Opada cvokevaciog

Aev 1oy0gt ‘ Agv 1oy0gt ‘ Agv 1oy0gt

14.5. MeprfariovtiKn emKivovvoTTO

Aev 1oy0et ‘ Aev 1oy0et ‘ Agev 1oy0et

Aev vdpyovv emmiéov Srabioiues TAnpogopieg

14.6. E1xdwkéc TPpo@uAAGEELS Y10 TOV (PN oTY

Eniyewo petagopa
Aev woydet

peta@opd péow Bordsong
Aev oy0et

Evaépra petagopd
Agv 1oy0gt
14.7. @araooieg peTa@opig VoV cdppmva pe Tig Tpaseg Tov IMO

Agv 1oy0gt

TMHMA 15: Ztoyygio vopoOeTiko yopoktipa

15.1. Kavoviopoi/vopoOsoio 6yeTIKG pe TNV 06QaLED, TNV VYEIN KOl TO TEPLPGLLOV Y10 TNV 0VGi 1] TO pEiypa
15.1.1. xavovicpoi EE

Hapaptnpa XVII tov REACH (Ilpoimobéceig mepropiopov)

Aev neprapfdveton oto Hapdaptnpa XVII tov REACH

Hapaptnpa XIV 100 REACH (Katdroyog 06£1006tnong)

Aev neprapfaveton oto Hapdaptnua XIV oo REACH (Katdloyog adet0d0tnong)
Kataroyos vroynoiov overdv REACH (SVHC)

Aev neprapfavetor otov kKatdhoyo vroynewv ovoidv REACH

Kavoviopog PIC (EE 649/2012, IIponyoduevy cuvaivesn PETE omd evpépmaony)
Aev gpappoletor.

Kavoviepog POP (EE 2019/1021, "Eppovor opyavikoi pomor)

Agv epappodletart.

Kavoviopog mepi e€aodévnong Tov 6Lovrog (EE 1005/ 2009)

Aev neprapfdvetol otov Katdhoyo ovetav mov e&acbevilovv to 6Cov (Kavoviepog EE 1005/2009)
Kavoviopog nepi ekpnktik®dv podpopmv over®dv (EE 2019/1148)

Aev epiéyet kapio ovoio(eg) Tov mepthappdvetar(ovtat) 6Tov KatdAoyo mpddpopmv ovoldv ekpnktik®v (Kavoviopog EE 2019/1148 oyetikd pe v gumopio ko
™ ¥PNOoN TPOSPOU®Y OVGLOV EKPNKTIKAV)
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Temozolomide
Aghtio Aedopévav Acpaleiog

cvppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

Kavoviopog nepi mpédpopmv overdv vapkotikedv (EK 273/2004)

Aev mepiéyet ovoia(eg) mov mepthapfaveta(oviat) 6Tov KoTdAoyo mpddpopmv ovetdv vopkatikdv (Kavoviopos EK 273/2004 oyetikcd pe Tig mpddpopes ovcieg
VOPKOTIKOV)

15.1.2. EOvikég dwaraterg

Agv vrtdpyovv emmAéov TANpopopieg

15.2. A&worhoynon ynkig acodielog

Agv vrtdpyovv emmAéov TANpopopieg

TMHMA 16: Alkec TAnpo@opies

I peg keipevo pacewv H kar EUH:

Acute Tox. 4 (Ao tov Oé&eia to&icomra (amd Tov 6ToONaTOC), Katnyopio 4
GTOLOTOC)

Carc. 1B Kapkwoyéveon, katmyopio 1B

H302 EmPrapés oe mepintmon katdmoons.

H340 Mrmopel voL TPOKAALGEL YEVETIKA ELATTMOTA.

H350 Mmopet vo. TpokaAEseL KapKivo.

Muta. 1B MetaAro&ryéveon yevwnTikdv Kuttdpmv, Kotnyopio 1B

Aghtio Agdopévov Acpalreiog (AAA), EE

ATIOITOIHXZH EY®NHZX Ot mAnpogopieg mov nepiéyoviat e autd 10 deAtio mpoépyovtat and mnyég tig omoieg Bempodpe adiomotes. [Tapdia avtd, divovtot
YOpic Kapio gyyomon, pnti 1 appnTn, Yo TV okpifetd tovg.
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