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3AEJI 1: UnenTudukanus Ha BeleCTBOTO/CMeCTAa M Ha IPYKeCTBOTO/NMpeANPHATHETO

1.1. UnentudukaTop Ha NPOAYKTA

®dopma Ha IPOIYKTa : BemecTBo

HanmeHnoBaHue Ha BEIECTBOTO : Temozolomide

Kon na nponykra : 201601104

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

1.2. MnenTuduuupanu BUI0Be YIOTPe6a HA BeLIECTBOTO WM CMeCTa, KOUTO Ca OT 3Ha4YeHHe, U BH/I0Be yI0oTpeda, KOMTO He ce
Npenopb4YBaT

1.2.1. UnenTndunupanu ynorpeou

OcHOBHa KaTeropust Ha yrnorpeda : TIpomyKThT € mpeqHA3HAYEH 3a H3CIICIBAHMS, AHAIM3H U HAYIHO-00PA30BATEHH IIETH.
VYnorpeba Ha BemecTBOTO/CMecTa : Camo 3a npodecroHanHa yrnorpeda
OyHKIHS WM KaTeropusi Ha yrorpeba : JlaGopaTopHH XMMHUKAIII

1.2.2. Ynorpedu, KoMTO He ce MPeNnopb4BaT

Orpanunuenus 3a ynorpeba : Jla He ce usnoinssa : [lormbinane, Baumane, JlepmaiHo

1.3. logpo6Hu JaHHH 32 TOCTABYHKA HA HH()OPMAIMOHHHS JIHCT 32 6€30MacHOCT

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, CS30026

F- 67081 Strashourg

France

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

sds@edgm.eu - www.edgm.eu

1.4. TesedoHeH HOMEP NPH CHELIHH CIIY4aH

TenedoHeH HOMEp TIPHU CIELIHU CIIyYan : +33(0)390215608

PA3JIEJI 2: Onucanue Ha ONACHOCTHUTE

2.1. Knacndunupane Ha BelIeCTBOTO HJIH CMeCTa

Kaacnpuxauus B chorBercTBHe ¢ Persament (EO) Ne 1272/2008 [CLP]

Octpa ToxcndHoCT (opanHa), Kateropus 4 H302
MyTareHHOCT 3a 3apoAMIIHHU KeTkH, Kareropus 1B H340
Kanmneporennocr, Kareropns 1B H350

3a memHus Texet Ha H- m EUH-nipeynpexiennsaTa 3a ormacHOCT: BX. paszen 16

Hebnaronpusitau pusnkoxumMuyHu edpexT U HedIaronpusTHH epekTH 3a 3APaBeTO HA YOBEKA M OKOJIHATA cpe/a
OmnpeziensiHe Ype3 eKCIEPTHO MHEHHUE U TI0 CHIIATa Ha JI0Ka3aTeNCTBa.

2.2. EleMeHTH Ha eTHKeTa

Erukerupane B chorBercTBHe ¢ Perament (EO) Ne 1272/2008 [CLP]

IMukrorpamu 3a omacHoct (CLP)

GHS07 GHS08
Curnanna gyma (CLP) . OmacHo
Ipenynpexnenus 3a onacuoct (CLP) : H302 - Bpenen npu noribsiuane.

H340 - Moyxe 1a IpHYNHU TeHETHYHH TeeKTH.
H350 - Moyxe 1a TpHYMHY pak.
Ipenopsku 3a 6e3omacHoct (CLP) : P202 - He u3non3BaiiTe nmpeay aa cTe Mpoveny U pa3dpaiy BCHYKHU Npeara3Hi MepKH 3a
6e30MacHOCT.
P308+P313 - IIPU siBHa WM mpeamonaraeMa eKcro3unus: [1oTepcere MEUIIMHCKH CHBET/IIOMOLL.
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Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

ETHKeTHpaHe B CHOTBETCTBHUE C: M3KIIIOUCHHS 32 BBTPEIIHH ONAKOBKH, KOraTo ChABPXKAHHETO He mpepumiasa 10 ml
IMukrorpamu 3a onacHoct (CLP)

GHSO08

2.3. JIpyru onacHoOCTH

Hsima HanmmaHa qOMTBIHATETHA I/IH(l)OpMaI_II/ISI

PA3J/IEJI 3: CbcraB/mH(popManusi 3a CbCTaBKUTE

3.1. BemecrBa

HaumenoBanue HNnentuduxarop Ha % Knacuduxanus B cboTBeTCTBHE C
NPOayKTA Peranament (EOQ) Ne 1272/2008 [CLP]
Temozolomide - <100 Acute Tox. 4 (opanna), H302 (ATE=300

mg/kg TeIecHO TerIo)
Muta. 1B, H340
Carc. 1B, H350

3a memHuA Texet Ha H- m EUH-nipeynpexiennsaTa 3a oracHOCT: BK. paszen 16

3.2. Cmecn

He e npunoxumo

PA3JIEJI 4: Mepku 32 mbpBa moOMOII|

4.1. Onucanue Ha MEPKHUTE 32 IIbPBAa MOMOLL

[TepBa MOMOLI [IPH BANIIBaHE : Jla ce ocTaBH MOCTpaaius Ha YHCT Bh3ayX. OCHIypeTe CBEX BB3IyX Ha 3aCErHATOTO JIMIIE.

ITepBa MOMOLI [P KOHTAKT C KOXKaTa : Jla ce oTcTpaHM MakCHMAJHO Ype3 H30bpCBaHe (C YMCcTa M MeKa IToIMBaIia Kepra). M3muiite o6uinHo
¢ BOAA/....

[TepBa MOMOLI [P KOHTAKT C OYUTE . U3mmakuere ¢ BOJa, KaTo IBPXKUTE OYUTE IIMPOKO OTBOPEHH.

ITepBa MOMOLI [IPH MOTITBIIAHE . Usmakuere ycrata. CrieriualiHo JeKapcko Haburoaenue. Mosxe 1a Objie Ipernopbuano

TIPOABIDKUTEITHO METUITUHCKO HaGJ’IIOI[CHHe.

4.2. Haii-checTBeHun OCTPHU U HACTBIIBALIIM CJie/l U3BECTECH MEPUOJ OT BpeMe CUMIITOMU U e(l)eKTPl

Cummromu/edextu : Bb3MoxHH ca 3aKbCHENH ePEeKTH.

CumrroMu/epexTd ciell BAUIIBaHEe . Hepmocrarbunu JaHHH.

CumnroMu/eeKTd ciel KOHTAKT C KOXaTa . Hepmocrarbunu JaHHH.

Cumnromu/eeKTd cire] KOHTAKT C OUUTE . Hepmocrarbunu JaHHH.

CumroMu/epexTd ciie MorTbInane : Cumnromute Morar Jia ObJaT 3aMaiiBaHus, I1aBOOOIHE, raJieHe U 3aryda Ha KOOPIHHAIIKS.

4.3. Yka3aHue 3a HEOOXOTMMOCTTA OT BCAKAKBH HEOTIOKHH METHITNHCKH TPUKA U CIIEIUATHO JIeYeHH e

IMoTbpceTe MEANIIMHCKH ChBET/IOMOII. [Ipn BE3MOXKHOCT Jia Ce MOKaKe HACTOSIIMS JIHCT, a aKO HE € Ha PA3MONIOKEHHE, [a ce IIOKa)Ke OIAKOBKATa MM €THKETA.
Axtusarop. @apMaleBTUUEH OPOTYKT.

PA3JIEJI S: IIpoTHBONOKAPHU MEPKH

5.1. CpencrBa 3a raceHe Ha moxap

Toaxonsmun TI0KapoTaCUTEIIHA CPECTBA . OILCSIJ'IO 3a 3aracCsgHe Ha OT'bHI.

5.2. Oco0enu 0nacHOCTH, KOUTO MPOU3THYAT OT BEIeCTBOTO HJIU CMeCTa

OmnacHOCT OT IoXap : Bwx nmaparpad 2.2.
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I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

I/IHCprKI.IHH 3a raceHe Ha IoXapu : Ja ce usznonssar CpEaCTBA, INOAXOIAIIH 32 TaCEHE Ha OXKapu B ChCEACTBO.

PA3JIEJI 6: Mepku nnpu aBapuiiHo

O6mm MepKkH : Jla ce n30srBa Npekus KOHTAKT ¢ MpoxykTa. He BaumBaiite
Ipax/Iymex/ra3/ M/ u3napeHus/aepo30iH.

6.1.1. 3a mepcoHas, KOWTO He OTrOBapsI 32 CIIEUIHH CJIyYan

ABapHiiHH [UTAHOBE . Jla ce HOCH MOAXOSIIO NPE/NA3HO OOIEKII0, PKABULIH U 3AIUTHU CPEICTBA 32 OUUTE HIIH JIHLETO.

6.1.2. 3a TunaTa, OTTOBOPHH 32 CHEINHHU CJIy4Yan

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Meroau 3a MOYKCTBAHE . YGC,I[CTC C€C, 4€ OTIIaabLHUTE Ca c1,6paHn 1 C€ CbXpaHABAT HA CUTYPHO MSACTO. TTouuncrere
CTapaTeiHoO. I[a CC U3MHE HCC’LGPIpaeMHﬂ OCTaTbK C : PaSTBOp OT HATPUEB XUIIOXJIOPHUT.

Hsma HanmuvHa HOMBIHUTETHA HHPOPMAIIUS

PA3JIEJI 7: O0pa6oTka U CbXpaHeHHne

HOH’LJ’IHHTCJ’[HI/I ONAaCHOCTHU 110 BpEME Ha 06pa60TKa : Ha HO’I’peGI/ITCJIﬂ Jace o6’5pHe BHMMAaHUE 32 PUCKOBETE, CBEHTYAJIHO CBbP3aHU C U3IIOJI3BAHETO HA

MPOIYKTA 3a JAPYTH IIE]H, PA3IMYHU OT T€3H, 3a KOMTO € MPEIHAZHAYEH.

Tpennasuu mMepku 3a Ge3omacHa paboTa : C marepuana Tps0OBa Ja ce paboT BHUMATENHO. Jla ce u30srBa npekust KOHTaKT ¢ npojaykra. C
Marepuana TpsAbBa [a ce paboTH Mojl JTabopaTopHa KaMKHA, JIOKOJIKOTO TOBa € Bb3MOXKHO.

XUrueHHH MEPKU . Jla ce paboTH B CHOTBETCTBUE C M3MCKBAHHUSATA HA 0OpaTa MPOMUIIIEHA XUTUEHa U IPOLIEYPUTE 3a
6e30MacHOCT.

TexHUYECKN MEPKH : Jla ce cna3BaT NPIIIOKUMHTE Pas3IOPenon.
YcnoBus 3a cbXpaHsBaHe : Jla ce cbxpaHsBa O] KITFOY.

Bmx maparpag 1.

PA3JIEJI 8: KoHTpo.1 HA eKCNO3MIMATA/JIMYHU NPEeANa3sHU CPeCcTBa

8.1.1 Hauuonaanu TpaHUYHH CTOIHOCTH HA npo(l)ecuonam-la eKCIO3ULMS U OUOJIOTHYHHI TpaHUYHHU CTOIHOCTH

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIHS

8.1.2. [lpenopbYNTETHH NMPOLETYPH 32 HAGTIOIeHHE

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI

8.1.3. OGpa3syBar ce 3aMbPCHTEJIH HA BB3yXa

Hsma HanmuvHa TOMBIHUTETHA HHOOPMAIIHS
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Temozolomide

Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

8.1.4. DNEL u PNEC

Hsima HanuyHa JOMBIHUTEIHA I/IH(I)OpMaLII/ISI

8.1.5. Peryaupane upe3 o6xBaru (control banding)

Hsima manmmana JOITBJIHUTCIIHA I/IH(l)OpMaI_II/ISI

8.2. KoHTpo.I Ha eKCro3uIusTA

8.2.1. Ioaxoasiuy TEXHUYECKH KOHTPOJI

Hoaxoasiy TeXHHYECKH KOHTPOT:
Jla ce cpxpaHsBa B 100pe IpOBETpUBO HoMemIeHre. Jla ce H3M0I3yBa eAMHCTBCHO B CMyKaTelIHa KaOUHa ¢ HHTerpupaH GunTsp. Bucokoedektusen Guarsp 3a
gactuny (HEPA ¢untsp).

8.2.2. JIM4HH Npeana3Hu CpeacTBa
8.2.2.1. 3amuTa HAa OYUTE U JIULETO

3ammTa Ha ouHTe:
Ipennasuu ounna. DIN EN 166

8.2.2.2. Tlpeana3BaHe HA KOKaTa

3ammTa Ha KOKaTa U THAJIOTO:
Jla ce n3nonzyBa XuMU4ecku ycToiunBo 3amutHo obnekio. DIN EN 13034

3ammra Ha pbLeTe:
XUMUYecKn yCTOHYMBHY NpeAnasHu pekapunu. ISO 374-1

8.2.2.3. 3amuTa Ha JUXaTeJHUTE MHTUIIA

3amuTa Ha AUXATEJIHUTE IMBTUINA
Otaensine Ha npax: mpoTtuBonpaxoBa Macka ¢ puntep P3. DIN EN 140 & 149. Teuen npoaykT : AHTHaepo3oina Macka. Hocere auxareseH amapar, ako cTe
U3JI0XKEHHU Ha Mapu/mpaxoBe/acpo30Iiu

8.2.2.4. TepMU4HH ONIACHOCTH

Hsima Hanmmanaa JOIBJIHUTCITHA PIH(pOpMaI_II/IH

8.2.3. KoHTpoJ1 Ha eKCIIO3MIHSITA B OKOJIHATA Cpela

HsiMa HaiM4YHa TOMBIHATENHA HHQOpMALIHS

3JEJI 9: ®u3uyHN U XUMHUYHU CBOMCTBA

9.1. Undopmanust 0OTHOCHO OCHOBHHUTE (PM3MYHM H XHMHYHH CBOHCTBA

ArperatHo ChCTOSIHHE . TBBpHO BEUIECTBO
st . He e HanuuHo
BroHIeH By : Ilpax.

Mupuc : He e npunoxumo.
I'panunara Ha Mupuca © He e Hannuno
Touka Ha ToneHe . He e Hanuuno
Touka Ha 3aMpb3BaHe © He e Hannuno
Touka Ha KuIIeHe . He e Hanuuno
3amanumocT . He e Hanuuno
I'paHuIM Ha EKCIUIO3UBHOCT © He e npunoxumo
JlonHa rpaHuIia Ha €KCIUIO3UBHOCT : He e npunoxumo
I'opHa rpanuia Ha €KCIIIO3UBHOCT : He e npunoxumo
Temneparypa Ha pasnarane . He e npunoxumo
Temmeparypa Ha camo3arajaBaHe : 720°C
TeMneparypa Ha pasnagaHe . He e nanuuno

pH . He e nanuuno

pH pastBop . He e nanuuno
Buckosuter, kuHeMaTuueH : He e npunoxumo
PazrBopumocT : Boma:> 1(10-100) g/l
Koedurment Ha pasnpenenenue: n-okranon/soga (Log  : < 1,25

Kow)
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I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Koedurment Ha pasnpenenesue: n-okranon/soga (Log @ 1,35

Pow)

Hansrane Ha napure : He e HanuyHo
Hansrane na mapure npu 50°C : He e HanmuyHo
IInsTHOCT : He e Hanuyno
OTHOCHUTEIHA TUTBTHOCT . He e nanmmuno
OTHOCHTENHA INTBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pasmep Ha yactunure : He e HanuynO

9.2.1. Undopmanusi BB BPb3Ka ¢ KJIacoBeTe Ha (GU3HYHA OIACHOCT

Hsma HanmuvHa JOMBIHUTENHA HHPOPMALIUS

9.2.2. /Ipyru XapaKTepHCTHKH 32 §6€30MacHOCT

Hsma nammana nomsmanTenHa HHGOPMAIHs

PA3IEJI 10: CTa0UJHOCT U PeaKTHBHOCT

CraOuileH Ipu HOPMAJIHH YCIOBHSL.

Hsma HanmuvHa HOMBIHATETHA HHPOPMAIIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTETHA HHPOPMALIUS

Hsima nipu Hopmansa ynorpe6a. Buxre Pazmen 7.

HpI/I 3arpsiBaHe 10 TOYKaTa Ha pasrpaxJaHe OTACIsI OITaCHU HU3IIapECHUS.

PA3JIEJI 11: Toxcukosoruuna nHgopmanus

Ocrtpa ToKcHYHOCT (OpaiHa) . Bpenen npu normsimane.
OcTpa TOKCHYHOCT (iepMaiHa) . He ce xmacudunmpa
OcTpa TOKCHYHOCT (BJHILIBAHE) . He ce xmacudunmpa

Temozolomide

LD50 opanHo mursx 300 — 2000 mg/kg
KoposuBHOCT/ipa3sHeHe Ha KoXkaTta . He ce xnacudunupa (JInncpamy naHHm)
CepHo3HO yBpexJaHe Ha OUMTe/ApasHEeHe HA OUUTE . He ce xnacudunupa (JInncpamy naHHam)
CeHcnbunu3anus Ha AMXaTEIHATE MBTUIA Wik koxkata  ©  He ce kacuduunpa (Bs3 0CHOBa Ha HAIMYHNTE JAHHU HE Ca M3IIBIHCHH KPUTEPHUHTE 32
KiIacuHIpane)
MyTareHHOCT Ha 3aPOIHIIHUTE KIETKU : Moxe fa NpUYHHA TEHETHYHH e(DEeKTH.
Kanneporennoct : Moke aa IpUYMHY paK.
TokcHYHOCT 3a PENPOAYKIHATA : He ce ximacuduumpa ([lpyrn ykasanns: MyTareHHOCT Ha 3apOJMIIHHUTE KICTKH)
CTOO (crenn@uyHa TOKCHYHOCT 32 OIPEICICHI . He ce xnacudunmnpa

opraHn) — €ITHOKpaTHa CKCIIO3UIIUA
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Temozolomide

HH(bOpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

CTOO (cnenu¢pmudHa TOKCHYHOCT 3a ONPEIEIeHH : He ce xmacuduumpa

OpraHy) — MOBTapSIIA CE eKCIIO3UIU

OmacHOCT IpU BIMIIIBAHE : He ce ximacuduumpa (Bb3 0ocHOBa Ha HAJTUYHUTE JAHHU HE Ca U3ITBJIHCHU KPUTEPUUTE 32
knacuduImpane)

Hsma nammana nomsmauTenHa HHGOPMALHs

PA3JIEJI 12: Exonornyna uHpopmManus

Exororust - 00uio . Onacuu oTagbi. Jla ce U3Mon3yBaT MOAXOAAIM KOHTEHHEPH 32 OTIAHHUTE MPOILYKTH.
OnacHo 3a BOJIHATa cpejia, KpaTkocpouHa (ocTpa) : He ce ximacudpuumnpa
OnacHo 3a BOJHATA CPeJia, AbIrOCPOUHA (XPOHHYHA) . He ce ximacuduumnpa

Temozolomide

LC50 - Pu6n [1] > 100 mg/l 96h

EC50 - Pakoo6pasuu [1] > 100 mg/l 48h

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Temozolomide

Koeguiment Ha pasnpezneneHue: n-okranon/soza (Log 1,35
Pow)

Koegumment Ha pasnpezneneHue: n-okranon/soza (Log <125
Kow)

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

PA3JIEJI 13: OGe3Bpe HE HA OTHAAbIUTE

MecTHO 3aKOHOIATEIICTBO (OTHaI[’BL[PI) : I[a C€ U3XBBPIIH 110 6e30MaceH HaurH B ChOTBETCTBUE C MECTHHTE / HalluOHAJTHA pa3nope)16n.

PA3EJI 14: HudopManysi OTHOCHO TPAHCIIOPTHPAHETO

B cporBercTBre ¢ ADR / IMDG / IATA
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Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

ADR IMDG IATA

14.1. Homep no cnucbka Ha OOH niam upenTudukanuoneH Homep

He e npunoxumo ‘ He e npunoxxumo ‘ He e npusnoxumo

14.2. Touno HaMMeHOBaHHe HA MpaTKaTa no cnucbka Ha OOH

He e npunoxumo ‘ He e npunoxxumo ‘ He e npuinoxumo

14.3. Knac(oBe) Ha OMACHOCT MPH TPAHCIOPTHPAHE

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.4. OnakoBb4YHa rpyna

He e npunoxxumo ‘ He e npunoxxumo ‘ He e npuinoxumo

14.5. OmacHocTH 32 OKOJHATA cpea

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

HsiMa nombiHHTeIHA HATMYHA HHQOpMALHS

14.6. CienquaaHu mMpeAna3sHA MepPKH 32 MOTPedHTeIHTe

CyxombTeH TPAHCNOPT
He e npunoxumo

Tpancnopr no mope
He e npunoxumo

Bu3aymen Tpancnopr
He e npunoxumo

14.7. MopcKH TPaHCIIOPT HA TOBAPH B HACHITHO CbCTOSIHHE ChIVIACHO HHCTPYMEHTH Ha MeKIyHApOHATA MOPCKA OPraHu3alus

He e npunoxumo

PA3IEJI 15: UHdopManusi OTHOCHO HOPMATHBHATA ypenda

15.1. Cl'le].lll(l)l/l'-ll-ﬂ/[ 3a BEeIIECTBOTO HJIK CMECTAa HOPMATHBHA ypeuﬁa/salcononaTechTBo OTHOCHO 6e3011acnocTTa, 3ApaB€TO U OKOJIHATAa
cpena

15.1.1. Pernamentn Ha EC

REACH IIpuaosxenne XVII (YcioBus 3a orpaHn4yaBaHe)

He ¢urypupa B [Tpunoxernne XVII nva REACH

REACH, ITpuaoxenue XIV (Cimchbk Ha BeliecTBaTa 3a pa3peuiaBaHe)

He ¢urypupa B [punoxenue XIV na REACH (Cruichk Ha BelecTBaTa 3a pa3pelaBaHe)

REACH Cnucbk ¢ kanauaat-semiectsa (SVHC)

He ¢urypupa B crinceka Ha REACH ¢ kargunaT-emectsa

Peraament PIC (EC 649/2012, IIpeaBapuTesiHO 000CHOBAHO ChIIacHe)
Henpunoxumo.

Pernament orHocHo YO3 (EC 2019/1021, YcToliuMBH OPraHUYHHA 3aMbPCHTEIN)
Henpunoxumo.

PeriiaMeHT 0THOCHO BellecTBa, KOUTO HapymaBaT o30HoBus c10ii (EC 1005/2009)

He ¢urypupa B criucbka ¢ BelecTa, KOUTO HapyiaBaT 030HOBHs cioil (Permament EO 1005/2009): Temozolomide

PerinameHT 0THOCHO mpeKypcopuTe Ha B3puBHU BemecTsa (EC 2019/1148)

He cpabpika BemmecTBo(a), BKIIIOYSHO(M) B CIIUCHKA C TIPeKypcopy Ha B3puBHU Bemectsa (Permament EC 2019/1148 3a npemnaranero Ha masapa u ynorpebara Ha

HPEKYPCOPH Ha B3PUBHH BEIICCTBA)
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Temozolomide

Nudopmanronen auct 3a 6€30macHOCT
B croTBeTCTBHE ¢ Permament REACH (EO) 1907/2006, uzmenen ¢ Pernmament (EC) 2020/878

PeryiaMeHT OTHOCHO NpeKypcopuTe Ha HAPKOTHYHHM BemlecTBa (EO 273/2004)

He cpabpixa BemecTBo(a), BKIItOUeHO(H) B ciuchbka ¢ IIpexypcopu Ha HapkoTuuHuTe BemecTBa (Permament EO 273/2004 0THOCHO MPOU3BOACTBOTO U IIYCKAHETO
Ha 11a3apa Ha OIPEJICIICHH BEIECTBA, U3I0JI3BaHU 33 HE3aKOHHO POM3BOJICTBO HA HAPKOTHYHH MIIH IICMXOTPOIIHH BEILIECTBA)

15.1.2. HanuoHaHU pa3nopendu

Hsma Hanmm4Ha JOMBIHUTENTHA HHOPMALUS

5.2, OueHka HAa 0€30MaCHOCT HA XHMHUYHOTO BelIeCTBO WJIM CMeC

Hsma HanmmvHa JOMBIHUTENTHA HHOPMALUs

PA3JIEJI 16: Apyra uadopmanus

II'baen Teker Ha H- 1 EUH-npeaynpe:kaeHusiTa 3a OacHoCT:

Acute Tox. 4 (opaiHa) Ocrtpa TokcnutocT (opaina), Kareropus 4

Carc. 1B Kanueporenuocrt, Kareropus 1B

H302 Bpenen npu nornsiuaxe.

H340 Mooxe 1a MPUYNHY TEeHETHYHH 1eDEKTH.

H350 Moske 1a NPUYHHE pakK.

Muta. 1B MytareHHocT 3a 3apoauiau kiaetku, Kareropus 1B

Wudopmanmonen et 3a 6ezonacHoct (UJIb), EC

OTKA3 OT OTTOBOPHOCT Uupopmanusta, chabpxaiia ce B To3u MHdopmaoHeH aucT 3a 6€30MacHoCT, € MoJIy4eHa OT U3TOUHHIIU, KOUTO CMsTaMe 3a
HaJgexXIHU. Berpeku ToBa, nHpopManusTa ce IpeaocTans 6e3 HUKaKBa rapaHLUs, U3pUYHA WK HOApa30Hpala ce, OTHOCHO HelfHaTa KOPEKTHOCT
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